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Tai ligu thong tin thube

VIEN NEN BAO PHIM

TRIFAMOX IBL DUO

Amoxicillin + Sulbactam
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PIEU TRI CAC TINH TRANG NHIEM TRUNG
DO CAC VI KHUAN NHAY CAM GAY NEN:®
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Nhiém trung dudng hé hap duéi: gay ra bsi cac vi khuan Haemophilus influenzae va Moraxella
catarrhalis sinh betalactamase

Viém tai giira gay ra bi cac vi khuan Haemophilus influenzae va Moraxella catarrhalis sinh betalactamase
Viém xoang gay ra béi cac vi khudn Haemophilus influenzae va Moraxella catarrhalis sinh betalactamase

Nhiém triing da va té chiic cia da gay ra bsi Staphylococcus aureus, céc chiing Enterococcus va cac
ching Klebsiella sinh betalactamase

Nhiém triing dudng tiét niéu gay ra bdi Escherichia coli, cac chling Enterococcus va cac chiing Kleb-
siella sinh betalactamase -_r\
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HUGNG DAN SU DUNG THUGC

TRIFAMOX IBL DUO - Vién nén bao phim

THANH PHAN: Mdi vién nén bao phim chdta: Amoxicillin (dudi dang Amoxicillin
trihydrate): 875 mg. Sulbactam (dudi dang Pivsulbactam): 125 mg. T4 dugc:
Croscarmel- lose Natri, silic dioxyd keo khan, magnesium stearate, microcrystal-
line cellulose, Opadry Il

PHAN LOAI: Khang sinh diét khuan nhém betalactam két hop vai chat (¢ ché
betalactamase. Trifamox IBL Duo |a thudc ¢6 tic dung diét khudn dya trén céc vi
khuan nhay cam vdi Amoxicillin, k& ca cac dong vi khudn sinh betalactamase. Cd
ché tac dung ctia Amocixillin 12 ¢ ché qua trinh tong hop protein thanh té bao vi
khuan, dan dén tiéu diét vi khudn. Thudc c6 tac dung diét khudn trong subt qua
trinh phan chia cta vi khuan nhay cam. Sulbactam |2 mot chét (e ché canh tranh
khéng thuan nghich vdi betalactamase. Su c6 mét ctia Sulbactam trong thanh
phan lam tang téc dung va m& rong phd khang khudn clia Amoxicillin véi cdc
ching vi khuan sinh betalactamase. Vi khuan hoe: Trifamox IBL Duo 14 mét ché
pham két hgp Amoxicillin 12 mét khang sinh diét khudn va Sulbactam Ia tc ché
men beta — lactamase. Lya chon sif dung Trifamox IBL Duo (hay bét ky loai khang
sinh nao khac) can dua trén sb liéu vé do nhay cam cua vi khudn, do 12 déc tinh vi
sinh cia dong vi khuan trén bénh nhan hodc dac tinh dich t& hoc. Nhiing vi khuan
sau thudng nhay cam dbi vai ché pham két hop Amoxicillin va Sulbactam:

- Céc ciu khuan gram duong: Strepfococcus pneumoniae, Streptococcus
pyogenes, Streptococcus faecalis (cau khuan dudng rudt), Streptococcus
viridans; Staphylococcus aureus (ké ca cac dong vi khudn sinh betalactamase),
Staphylacoccus epidemidis (tu cau tan mau); Staphylococcus saprophyticus.

- Céc cdu khudn gram am: Nesseria gonorhoeae; Moraxella catarhalis; cic
ching Acinetobacter.

- Céc tryc khuan gram am: Heamophilus influenzae, E.coli; Proteus mirabilis; céc
chiing Klebsiella bao gom ca Klebsiella pneumoniae, cac ching Enterobacter.

- Vi khudn ky khi: Céc chiing Clostridium, cac chiing Peptococcus, cac chiing
Peptostreptococcus, cac ching Bacteroides ké ca B.fragilis.

- Helicobacter: Helicobacter pylori.

CHI BINH: Diéu tri cac tinh trang nhiém tring do c4c vi khudn nhay cam gay nén
- Nhiém triing dudng hd hap dudi: gay ra bdi cac vi khuan Haemophilus influenzae
va Moraxella catarrhalis sinh betalactamase.

- Viém tai gita gay ra bdi cac vi khuan Haemophilus influenzae va Moraxella
catarrhalis sinh betalactamase

- Viém xoang gy ra bai cdc vi khuan Haemophilus influenzae va Moraxella
catarrhalis sinh betalactamase

- Nhiém triing da va td chifc cua da géy ra boi Staphylococcus aureus, cac chiing
Enterococcus va cac ching Klebsiella sinh betalactamase.

- Nhiém tring dudng tiét niéu gay ra bdi Escherichia coli, céc ching Enterococ-
cus va cac chung Klebsiella sinh betalactamase

LIEU LUONG VA CACH DUNG: Liéu lugng cén phl hgp véi c4c tiéu chudn y hoc
va tinh trang 1am sang clia bénh nhan. Liéu thong thuong khuyén dung la:

DAi véi ngudi 16n va tré em trén 12 tudi: 1 vién/lan, mdi 12 gid. Tritamox IBL Duo
nén dugc dung it nhat 2-3 ngay sau khi hét cc trigu ching 1am sang. Nhiém tring
gay ra bai lién cau tan mau beta, phai dang lién tuc 10 ngay sau dé phong ngia
viém tiéu cau than hodc thap khdp cép. Ligu tré em < 12 tudi: Khang nén diing
thudc vién cho tré néu cd van dé vé nudt. Liéu khuyén céo: 40-100mg/kg/ngay,
tily theo loai va mifc d nang cua nhiém khuan. Liéu ding cua Trifamox IBL Duo
nén dugc chia thanh 2 1an (cach nhau 12 gia). Liéu Iugng cho bénh nhan suy
than: Phai diéu chinh liéu cho bénh nhan suy than nang, liéu diéu chinh theo bang
hudng dén sau:

0 ai tini 2 i %
Do Ihal;;:;lpzzﬂc[;ea ! Creatinin mau (mg/dl) Lieu hang ngay

> 30 <20 Liéu thong thuang (*)
Tir 10 dén 30 Tir 2,0 dén 6.4 Liéu thong thudng (*) x 0.66
<10 > 64 Liéu thang thudmg (%) x 0.25

(*) Dua trén ligu Iuang Amoxicillin

Trudng hop bénh nhan suy than phai tham phan mau, khi liéu diing ding lic hodc gén
lic tham phan mau nén dung mot liéu sau dé. Cach dilng: Ubng thubc vdi 1 coc
nudc hodc mot cbe nudce hoa qud, trudc bifa an nhe. Khong ding qua liéu chi dinh!
CHONG CHi BINH: Co tién st di ung Vi pemcnllm va/ hodc Cephalosporin, sulbac-
tam hodc bét ky thanh phan nao cua thudc. Than trong khi st dung Trifamox IBL
Duo cha nhiing bénh nhén:

-Ca tién sl bénh tiéu dudng tiéu hoa dac biét viem loét dai trang, bénh Crohn hodc
viém ruét két do khang sinh.

-Tang bach cdu don nhan nhiém khudn, nhiém virus herpes, dang diéu tri bing
Allopurinol (gdy tang ty Ié may day & nhimg bénh nhan diéu trj bang penicillin).
-Phuy nr ¢6 thai va nguai dang cho con b.

CANH BAO: Phai gidm sét chat ché khi chi dinh ding thu6c cho bénh nhén c6 tién
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Tai ligu tham khéo: (1) T hudng dan su dung thuéc.

Tai ligu thong tin thude

st di tng (hen, eczema va sot) va loan tao méau. Mac dil phan di (ing ning xay ra
thudng xuyén hon khi diing penicillin duang tiém, céc ché pham dudng udng cia
Penicillin nhu Amoxicillin van c6 thé gdy phan (g dj ing. Trudng hop may day
khdng bién ching xay ra frong khi diéu tri,nén ngitng ding thue.

Diing Penicillin dong thai vdi Methotrexate phai dugc giam sét chat ché vi tac dung
clia Methotrexate tang Ién da dugc bdo cdo.

THAN TRONG: Ciing gidng nhu cac khang sinh khac, khi diéu trj bing Amaxicillin da
c6 bao cao mét vai truding hop cd biét viém rudt két mang gia véi mitc do khac nhau,
Man cam chéo vdi cephalosporin c¢d thé xay ra. Trong qua trinh diéu trj Trifamox IBL
¢6 thé xuét hién ting c4c chi s6 fransaminae cla gan, ch yéu glutamic- oxalacetic
transaminase. Néu phai diéu tri trong théi gian dai, nén kiém tra dinh ky chic nang
than, gan va tly xuong. Vdi bénh nhan dang diéu trj Lyme, hdi chimg Sulfon ¢6 thé
xay ra. NGng d6 cao cla Amoxicillin frong nudc tiéu cd thé gay ra su két tlia trong
ong thdng nudc tiéu, vi vay phai kiém tra thuong xuyén. Khi chi dinh ampicillin cho
phy nif ¢ thai, co sy giam nhe ndng dd cta céc phitc hop vdi estriol , estriol-glucu-
ronide, estrone lién hgp va estradiol trong huyét thanh da dugc bao céo. Biéu nay co
thé xay ra vai Amoxicillin vi vy can phai can nhdc diing thém bién phép trénh thai
cho phu nit dang diing estrogen va progestin. Nam hoac boi nhiém c thé xay ra,
trong trudng hap nay can phéi c6 bién phap diéu tri thich hap. Phu nif ¢o thai va cho
con bi: Mac du cac nghién cltu trén dong vat véi Amoxicillin va Sulbactam trong
thdi gian mang thai khong thay ddc tinh trén thai nhi, tuy nhién cang nhu cac thube
khac, phai than trong khi diing thude cho phu n dang mang thai vi céc nghién clu
trén nguai chua dugc thie hien. Amoxicillin va Sulbactam dugc bai tiét vao sita me,
phal théan trong khi dung thu6c cho ngudi me dang cho con bd.

TAC DUNG KHONG MONG MUON: Khi s dung @ ligu thong thuung khuyén dung,
thude thuéing dugc dung nap tot. Mt s6 bénh nhan co thé xuét hién tac dung
ngoai y d nhiing mdc dg va hinh thai khac nhau. Nhiing tic dung ngoai y thudng
da dugc bao cao Ia: Vdi tan suat tir 1% dén 10%: Nhing rdi loan vé hé tiéu hoa:
Budn nén, nn, tiéu chay, kho tiéu, dau thuong vi. Voi tan suat <1%:

- Phan (g di ting: Noi may day, phir Quincke, dat sén, réi loan hé hip, va hiém
hon ¢6 thé gap soc phan vé.

- Viém than ké

- Phan (ng huyét hoc: Thigu mau, roi loan tiéu cAu, giam tiéu cau, xuat huyét giam
tiéu cau, tang bach cau ua eosin, gidm bach cdu va mat bach cdu hat da dugc bao
céo frong qud trinh diéu tri bing penicillin thutding sé& hdi phuc va phy thudc vao do
nhay cam

- Gan: Hiém g&p tang nhe va thoang qua transaminase va/ hoac rbi loan chiic ning
gan khi dung liéu phap betalactamase

- Nhiém nm Candida & miéng, hodc & vi tri khac nhu 12 bigu hién cua viéc bién ddi
cén bang vi khuan,

- Hiém hon co thé gap héi ching Stevens-Johnson, ban d da dang va hoai tif
thugng bi nhiém dgc.

- D c6 bao cdo vé mdt s6 trudng hop viém rudt gia mac do st dung khang sinh
betalactam duqe bdo céo

- Thén kinh: Hiém gép, ting hoat ddng, lo 4u, mét ngu thay déi hanh vi.

Thong béo cho béc sy céc tac dung khing mong mudn g3p phai khi sif dung thudc!
TUONG TAC THUOC: Ding déng thoi véi al[opunnol lam tdng nguy co cdc phan
(mg dj ing 0 da. Probenecid cd thé tang ndng dd trong mau bdi vi thudc nay sé b
giam bai xuét 6 ong than khi diing déng thai. Chloramphenicol, macrolide, sulfon-
amide va tetracyclin ¢6 thé can trd tac dung diét khuan cia Penicillin. Can Iam
sang: Amoxicillin c6 thé anh hudng dén gid tri protein huyét thanh toan phan hodc
phan Ung duang tinh gia trong xét nghigm glucose trong nude tigu bang phan iing
mau. Nong d6 Amoxicillin cao c6 thé lam giam glucose mau

QUA LIEU VA XU TRi: Hién nay chua co bao cdo vé cac truang hap qua ligu
Amoxicillin-Sulbactam. Trong truong hop ding qua liéu, nging ding thube ngay
va slf dung cdc bién phép diéu tri hé trg. C6 thé gay ndn, rifa da day néu méi qua
liéu, trit khi chdng chi dinh. Mt vai trudng hap viém than ke véi giam niéu da dugc
béo cdo sau khi ding qua liéu Amoxicillin. Khang c6 thudc giai doc dac hiéu.
Amoxicillin va Sulbactam c6 thé dugc loai bo bing tham phan mau

Trong trudng hgp diing qué liéu hodc sy ¢b & dudng tiéu hda, bénh nhan cin dugc
dua dén co sd y té gan nhét hodc vdi trung tam chdng dac.

TRINH BAY: Hop 2 vi x 7 vién nén bao phim.

HAN DUNG 24 thang ké tir ngay san xuat

TIEU CHUAN: Nha sén xust.  BAO QUAN: Dudi 25°C, tranh anh séng va do am.

DE XA TAM TAY CUA TRE EM
BOC KY HUGNG DAN TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHi BINH.
NEU CAN BIET THEM THONG TIN VE THUOC HAY HOI BAC SY HOAC DUGC SY
Nha san xuét: LABORATORIOS BAGO S.A
Ciudat de Necochea and Ciudat de Mar del Plata. Parque Industrial La Rioja,
Argentina.

Nhap khau & phén phdi bai: CONG TY TNHH DUGC PHAM & TTBYT HOANG BUC
6 12, Nguyén Hién, Phuang 4, Quan 3, TP.HCM




