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Tai ligu théng tin cho cédn b y 1€
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TRIFAMOX IBL

Amoxicillin + Sulbactam
Daiichi-Sankyo -

KHANG SINH- BOT PHA HON DICH UONG
Dung dugc cho tré so sinh va tré dudi 12 tudi
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HUGNG DAN SU DUNG THUGC

“ TRIFAMOX IBL 500

Amoxicillin; Sulbactam
Bot pha hdn dich udng

THANH PHAN: Trifamox IBL 500

Mbi 30g bot dé pha 60ml hén dich chifa:

Hoat chat: Amoxicillin (dui dang Amoxicillin trihydrat) 3g
Sulbactam (dudi dang Pivsulbactam) 3g

M3i 60g bot d€ pha 120ml hén dich chia:

Hoat chat:  Amoxicillin (dudi dang Amoxicillin trihydrat) 3,0mg

~ Sulbactam (dui dang Pivsulbactam) 3,0mg

M®3i 5ml hiin dich sau khi pha chia -

Hoat chdt:  Amoxicillin (dudi dang Amoxicillin trihydrat) 250mg
Sulbactam (dugi dang Pivsulbactam) 250mg

Td duge: Carboxymethylcellulose natri; Natri chlorid; Natri benzoate; Colloidal Anhydrous Silica;

Huong vi chudi; Phdm mau vang Quinaline; Sucrose

CHi DINH: .

Diéu trj cac tinh trang nhiém triing do cac vi khudn nhay cim gay nén.

Dic bigt TRIFAMOX IBL dugc chi dinh 8 diéu trj c4c trudng hgp nhiém friing do cac ching
vi khudn sdn sinh ra beta-lactamase khéng lai cic thuSc khang sinh nhom beta — lactam va
céc thudc trong nhém Cephalosparin khi diing don déc.

Ngudi ta khuyn rdng phai ti€n hanh nhiing thil nghigm fim vi khudn thich hop (phan I4p va
thif 80 nhay cam clia vi khudn) trubc khi bat ddu difu tri d€ xdc dinh vi khudn gay bénh va
x4c dinh dd nhay cam cila vi khudn ddi voi Trifamoex IBL.

Nén bat ddu dibu trj trudc khi co k&t qud kiém tra vi khudn néu c6 Iy do nghi ngd nhiém triing
do cAc vi khudn sinh beta — lactamase gdy nén. Khi da c k&t qua vi khufn hoc cd thé diéu
chinh phéc d6 diéu tri néu cdn thiét.

LIEU LUGNG VA CACH DUNG:

M&i 5ml hén dich sau khi pha chia :

Amoxicillin 250mg - Sulbactam 250mg

Lifu lvgng dugc céc chuyén gia y t8 xdc dinh va theo tinh trang 1am sang clia bénh nhan. Dya
trén ham lugng cia Amoxicillin trong thuc, liéu théng thuting phu thubc vao loai va mdc o
nhim khudn tir 40 - 100mg/ kg cén niing hai holic ba 1&n/ ngay. Trudng hgp nhim tring
d3c higu nhu viém tai gita, liéu Amoxicillin co thé ting 150mg/ kg c4n n&ng/ ngay.

Li€u cho tré dudi 20kg cdn nang:

Liu hén dich (mi) dugc udng mdi 8 hodc 12 gid (2 — 3 I&n/ ngay) cho liéu thdng thudng
50, 75 hodc 100mg/ kg cdn ndng/ ngay

/nga g/kg/ngay
Trifamo Trifamox Trifamox
IBL 500 IBL 500 IBL 500

8 gio 1.6ml 2.5ml 3.3ml
5 kg
12 gio 2.5ml 3.7ml Smi
8 gid 3.3ml Smi 6.6ml
10 kg
12 gid Smi 7.5ml 10ml
8 gio .
15 kg gi 4.9ml 7.5ml 9.9ml
12 qid 7.5ml 8.7ml 15ml
8 gio 6.6ml 10ml 13.2ml
20 kg
12 gio 10ml 15ml 20mi

Tré em trén 20kg ¢An n&ng va ngudi Ion khong thé nudt vién thudc :

Liéu hén dich Trifamox IBL 500: 10-20ml méi 8 hodc 12 git (2-3 I&n/ ngay)
Liéu rit gon:

Tré em dudi 12 tudi: )

Liéu hdn dich (ml) dugc udng mbi 8 hodc 12 gid (2 - 3 I&n/ ngay)

Trifamox IBL 500

Tré em dudi 2 tudi va tré so sinh |2.5 ml mdi 8 gid hodc 3.7 ml mdi 12 gid

Tré tir 2-6 tudi 5 ml mbi 8 giv hodc 7.5 ml mbi 12 gig

Tré tit 6-12 tudi 7.5 ml mbi 8 gid hodc 10 ml mbi 12 gia

Huéng ddn si dyng. Cho nudc dén vach dinh mic, Iic ky dén khi tao thanh hén dich déng
nhdt va thém nudc A d&n vach. Lic kj.

Chii §: Hin dich sau khi pha phdi duge bdo quan trong th lanh va chi sif dung trong 7 ngay.
Léc ky trudc khi dung. Khdng ding qué liéu chi dinh!

CHONG CHI DINH:
Bénh nhan cd tién sif dj Ung voi penicillin hoic cac cephalosporin. C&n dénh gid nguy co vé
Igi ich cla viéc diéu trj trong nhilng trudng hop sau :

Tai ligu thaing tin che cén bY y t&

- Bénh nhan ¢ tién sif cac bénh cla dudng tiéu hod, dic biét |2 viém loét rudt, viém rudt non
khu tr( hodc viém rudt do khdng sinh.

- Nhidm tring c6 tang bach cdu don nhan (c6 mot ty 18 16n bénh nhan sif dung penicillin xust
hién ban d6)

THAN TRONG: Bénh nhan khong dung nap mbt loai penicillin ndo d6 co thé ciing khdng dung
nap nhilng thudc & nhom khac.

Bénh nhdn khong dung nap cic cephalosporin, cephamicine, griseofulvin hoic penicillamine c6
thé khang dung nap penicillin.

Phan (ng qué m&n (phan (ng phan v&) trdm trong doi khi c6 nguy hiém dén tinh mang d4 dugc
béo cdo 6 nhilng bénh nhan didu tri bang penicillin.

Nhiing tic dyng ngogi § nhu trén ciing c6 thé xdy ra & nhiing bénh nhan co tién st min cam
vli cac penicillin va/ hodc cd tién sit mdn cam véi nhiéu logi di nguyén. Cing 83 c6 nhilng béo
céo vé trudng hop gap nhilng phdn dng qud mén & nhiing bénh nhan trong tién sif da ¢ cdc
tac dyng ngoai y nang khi diéu tr bing cephalosporin.

Trudc khi diéu tri penicillin, cdn chil ¥ nhiing dif ligu v cdc phin (ng qua mén vdi céc thubc
noi trén cephalosporin va/ hodic dj nguyén khac. NEu co bat ky phan (ing di ing nao xdy ra nén
ngay lap tic nging diéu trj Trifamox va &p dyng cac bién phap diéu tri thich hop.

Trubng hop phan dng qud min ndng cdn phai diu tr cp ciu ngay 1ap tic bing ephedrine cling
véi thd oxy, tiém tinh mach steroid va kifm soat dubing thd bao gém cd mds khi quan.

Nhiing trubng hgp viém rubt gid mac cd lién quan dén gdn nhu toan bj céc loai thudc digt khuin
bao gbm cé khang sinh nhém beta — lactam va cdc thuSc Gc chi beta lactamase d3 duge béo
cdo. Mic db trdm trong clia bénh rat khac nhau va tinh trang nay c6 thé rat nguy hiém & mot
58 bénh nhin, do d6 viéc cdn nhdc dén chdn dodn nay & bénh nhan xudt hign tidu chay sau khi
diing cac khang sinh diét khudn 12 rét quan trong.

Nhing bénh nhan diéu trj Trifamox IBL ¢6 thé bj bdi nhifm n&m hodc vi khudn gay bénh khdc.
NEu xudt hién bdi nhifm (chi yéu 1A do Pseudomonas hoic Candida) nén ngiing sif dung
Trifamox IBL va &p dyng céc bign phap diéu trj thich hdp.

Trong qud trinh diéu trj Trifamox IBL co thé xu&t hién ting cdc chi sG transaminae cila gan, chil
yBu glutamic - oxalacetic transaminase.

Ciing da c bdo cdo vé sy gidm nhe trong mai lién hé vé ndng 4§ gida estriol va estrone vdi
ham lugng cua estradiol trong huy&t thanh. Do vay nén sit dung cic bién phép tranh thai hd trg
ddi vai nhiing bénh nhan nil dang dp dung ligu phdp tranh thai estrogen hodc progestin.

Can ti€n hanh kiém tra chi'c ndng gan va chiic ning than dinh ky néu sif dung Trifamox IBL
kéo dai.

Sur dyng che tré em: Ph&n Kan cac thudc thubc nhom penicillin 63 dugc sif dyng cho bénh nhi.
Cho dé&n nay chua co vin dé dic biét nao da dugc béo céo. Tuy nhién, qua trinh thai trif clia
penicillin qua dubing than bi cham lai bai chifc nang thin clia tré sd sinh hodc tré em dudi 6
thang tudi chua phét trién hoan chinh.

St dyng thude cho ngudi I6n tudi: Cac penicillin 63 duge sit dung cho ngudi 16n tudi va cho dén
nay chua c6 cdc vin dé dac biét ndo duge bdo cdo. Tuy nhign nhiing bénh nhan Idn !uiu.bnﬂng_l_
¢6 suy than do tui tac do vay c6 thé diéu chinh lidu /n,q,ga&,zw;:\\
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SU DUNG THUOC CHO PHY NU CO THAI VA NGUBE-CHO-GON B '.4"’()\\ ﬂ 1242
Su dung cho phy ni? cd thai: Chua c6 cac nghiBn.gio-ddy di va co kié n'i véi con ngudi,

Sif dung TRIFAMOX IBL cho phy nil dang mangthar Khovighéhdhal) boCa0C fioh 05i vai thai nhi;
tuy nhién, chi nén sif dung amoxicillin khi da daih/gia Iuiécﬂ cﬁ’}"’ﬁf sif duri

co thé d6i véi thai nhi. < AUIE

Su dung cho phu n cho con bu: Amoxicillin\0@8c\bai xudt vag frong siia me,

dinh dugc nhiing nguy ¢d rd rang nhung khi st dyrig m :8al0g cho con bii
6 thé lam cho 1ré trd nén dé nhay cim, di rgoa ﬁ"aﬁ% lrﬁh‘% Aoal/da.

TAC DUNG KHONG MONG MUON: Khi si dung & L
dugc dung nap t6t. MOt s& bénh nhan c6 thE xudt Aidats
hinh théi khdc nhau, Nhitng tac dung ngoai v thudng da dugT-Hé6-c40 la:

- Nhilng i loan vé hé tiéu hod: Budn ndn, ndn, tiéu chay, kho tidu, dau thugng vi.
- Phan img qud m&n: NBi may day, phir Quincke, dat sdn, va higm hon c6 thé gap sic phan ve.
- Vigm thén ke. -
- Phén (ng huyét hoc: Gidm bach cdu trung tinh, ting bach cdu ua eosin, thifu mau va rfi loan
chiic néing clia tiu cdu. ] i
- Nhi&m n&m Candida & miéng, hodc & vi tri khdc nhu biéu hién cila viéc bi€n dfi can bing vi
khuan. f !
- Hi#m hon c6 thé gap hdi ching Stevens — Johnson va da do toan than

- D3 c6 bao cdo vé mdt 8 trudng hgp viem rudt gid mac do st dyng aminopenicillin,
Thong bdo cho béc s§ céc téc dung khbng mong mudn gép phai khi sif dyng thuic!

e

TUONG TAC THUGC: Nhiing tuong tac vdi cic thudic khdc va/ hodc nhitng van dé co li
dudi day da dugc chon loc dya trén nhiing biéu hién trén lam sang:

- Methotrexat: Khi sl dung déng thai véi cic penicillin ¢6 thé 1Am gidm dd thanh thai clia
methotrexate va do dé lam ting djc tinh clia thudc.

- Probenecid: Sif dyng déng théi 2 thudc nay sé lam giam bai xudt céc penicillin & Sng thin két
qua |2 kéo dai néng db thulc trong maw, kéo dai thdi gian ban huy cla thudc [am ting nguy cd
gay dpc. Tuy nhién, cac penicillin co thé sif dung ddng thdi voi probenecid dé diéu tri nhilng
nhim tring do Iay nhiém qua dubing finh duc (STD) cdn dat dugc nbng d thubc khéng sinh
trong mau cao va kéo dai.

TAC DONG CUA THUGC KHI LAI XE VA VAN HANH MAY MOC: Thudc khong anh huing dén
ngudi Iai xe va van hanh may méc.

QUA LIEU VA XU TRi: Hién nay chua co bao cdo v& cic trubng hgp ding qué lidu penicillin.
Trong truing hgp diing qué liéu, bénh nhén cin dugc chim sdc tai bénh vién g&n nhit hodc lién
h& ngay vdi trung tam chdng ddc.

TRINH BAY: Hop chifa 1 Ip bot d€ pha 60ml hdn dich udng. Hop chia 1 lo bot dé pha 120ml
hén dich uéng HAN DUNG: 24 thing ké tif ngay sdn xuft. TIEU CHUAN: Nhi sin xudt. BAD
QUAN: Dubi 30°C, HBn dich sau khi pha phai dugc dé trong tii lanh va chi s dung trong vng
7 ngay.
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 DU(C SY

Nha san xuit: LABORATORIOS BAGO S.A
Ciudad de Necochea and Ciudad de Mar del Plata.
Parque Industrial La Rioja, Argentina
Tru s& chinh: Bernardo de Irigoyen No.248, Byenos Aires, Argentina.
Nhap khau & phéan phdi bdi: CONG TY TNHH DUGC PHAM & TTBYT HOANG BUC
S6 12, Nguyén Hién, Phuéng 4, Quan 3, TP.HCM.




