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Tai lidu thang tin thudc,

THUOC BOT PHA TIEM
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Phé&i hop Amoxicillin + Sulbactam c6 tac dung diéu tri nhiém tring
do cac chiing vi khuan san sinh ra men beta-lactamase:"”’

Cac cau khuan gram duong: Streptococcus pneumnoniae; Streptococcus pyogene; Enterococcus;
Staphylococcus aureus

Cac cau khuan gram am: Neisseria gonorrhoeae; Moraxella catarrhalis

Cac truc khuan gram dUO’ng Haemophilus influenzae; E.coli ; Acinetobacter spp; Klebsiella
pneumonrae

Vi khuan ky khi: Bacteroides spp; B. fragilis
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HUGNG DAN SU DUNG THUBC

TRIFAMOX IBL
Amoxicillin; Sulbactam
Thubc bdt pha tiém

THANH PHAN:

TRIFAMOX IBL 750;

Hoat chét: Mdi lo thudc bat pha tiém chita:

Amoxicillin (du6i dang Amoxicillin Sodium) ............ .900 mg
Sulbactam (dudi dang Sulbactam Sodium)
TRIFAMOX IBL 1500:

Hoat chat: Méi lo thubic bgt pha tiém chifa:
Amoxicillin (du6i dang Amoxicillin Sodium)
Sulbactam (dugi dang Sulbactam Sodium)
TAC DYNG BIEU TRI:

Amoxicillin I mt thube khéng sinh ¢6 phd khang khudn rong két
hgp véi Sullgactz_am; mot chét trc ché men beta — lactam, lam ting
hiéu qua diéu trj dbi véi cc vi khudn khang lai cac thubc khang
sinh nhom beta — lactam khi dung don dgc.

CHI DINH:

Biéu tri cc tinh trang nhiém tring do c4c vi khudn nhay cam gay
nén (xem phan "Vi khuan hoc™).

Ddc bigt TRIFAMOX IBL dugc chi dinh dé diéu tri cac trrang hap
nhiém triing do céc ching vi khuan san sinh ra beta- lactamase
khang lai cac thudc khang sinh nhom beta-lactam va céc thubc
trong nhém Cephalosporin khi dung don ddc. :
Ngudi ta khuyén rang phai tién hanh nhing thir nghiém tim vi
khudn thich hgp (phan I4p va thit db nhay cim cia vi khudn)
trudce khi bat ddu diéu tri dé xéc dinh vi khuan gay bénh va x4c
dinh @ nhay cam cla vi khuan doi véi Trifamox IBL.

Nén bét dau diu tri trudc khi co két qua kiém tra vi khudn néu c6
Iy do nghi ngd nhiém tring do c4c vi khudn sinh beta — lactamase
gay nén. Khi da c6 két qua vi khudn hoc c6 thé diéu chinh phac
dd diéu tri néu cn thiét.

DUQC LUC HOC:

Trifamox IBL 1a mt thudc diét khun do su két hgp giita Amoxi-
cillin, mdt khdng sinh thugc nhém betalactam va Sulbactam,
mot chat e ché khdng thudn nghich beta-lactamase manh.
Téc dung diét khudn clia Amoxicillin tang tu nhut céc khang
sinh khéc thuéc nhom betalactam hodc penicillin: Uc che qué
trinh tdng hgp thanh té bao ciia vi khudn. Tac dung ciia nd phy
thudc vao kha ning tim thay va gén két vdi cac protein‘gén két
penicillin (PBPs) dugc tim thy & dp trong cla thanh té bo vi
khudn. Céc protein gan két véi penicillin bao gom c céc trans-
peptidase, carboxypeptidase va endopeptidase, nhitng enzyme
cd lién quan dén giai doan cudi cla qua trinh tao nén thanh te
bao va dén giai doan t4i 10 chic cua thanh té bao trorlg qua trinh
phét trién va phan chia. Penicillin gin két va 1am bat hoat céc
PBPs sé 1am cho thanh té bao vi khudn bi yéu di cubi cing s
bi tiéu hiy. Amoxicillin 1a mgt chat c6 tac dung diét khuan phd
rong chdng lai nhidu loai vi khudn gram duong va gram am, ca
vi khudn hiéu khi va ky khi. Tuy nhién sy nhay cam cla né b
giam sat boi men betalactamase do d6 phd nhay cdm cia
thudc thueng khong bao gdm céc ching vi khudn c6 kha ning
sinh ra men beta lactamase.

Sulbactam c6 tac dung diét khudn han ché ngoai trir vdi neisseri-

.............

Tai Béu thong tn thyde

aceae va acinetobacter. Tuy nhién n6 c6 kha ning tc ché khing
thudn nghich véi men betalactamase khac nhau tim théy g
nhing chiing vi khudn khang lai penicillin va c4c cephalospo-
rin, Do vay sulbactam ¢6 thé khdi phyc lai téc dung diét khun
cia amoxicillin ddi véi nhing chiing vi khuan khang thuéc do
c6 kha ndng sinh enzyme betalactamase. Dic biét né co thé
biéu hién tdc dung dc ché men betalactamase, 13 nguyén
nhan gdy nén nhing ching vi khudn khing thuéc c6 thé
chuyén ddi va c6 ddp ng tbt trén |am sang. Sulbactam khang
lam thay déi tac dung ciia Amoxicillin ddi véi cac ching vi
khudn nhay cam.

Sy ¢6 mat cua Sulbactam trong thanh phan Trifamox |am ting
tac dyng cua Amaxicillin ddi vdi nhimg ching vi khudn khang
thubc khi diéu tri don doc Amoxicillin hodc phdi hop véi cac
thubc khéng sinh thuéc nhém beta lactam khac.

Vi khuén hoc:

Amoxicillin két hgp Sulbactam I m@t ché phdm khng sinh diét
khuan két hgp véi chét trc ché men beta — lactamase. Luta chon
st dung amoxicillin két hop vdi sulbactam (ciing nhu véi bt ky
loai khang sinh ndo khéc) can dua trén s6 liéu vé do nhay cam
clia vi khudn (dugc hé trg béi sy phan loai cac ching vi khun
méc phéi clia bénh nhan hodc dya vao sb liéu dich té hoc).
Nhimg vi khudn sau thutng nhay c&m dbi véi ché phdm két hop
Amoxicillin va Sulbactam:

- C4c cdu khudn gram duong: Streptococcus pneumoniae;
Streptacoccus  pyogene;  Enterococcus;  Staphylococcus
aureus; Staphylococcus epidermidis (tu cau tan méau); Staphy-
lococcus saprophyticus.

- Céc cdu khudn gram am: Neisseria gonorrhoeae; Moraxella
catarrhalis.

- Céc tryc khudn gram duang: Haemophilus influenzae; E.coli:
Proteus mirabilis; Acinetobacter spp Klebsiella pneumoniae.

- Vi khudn ky khi: Bacteroides spp; B. fragilis.

= Phoi hgp Amoxicillin +Sulbactam c6 téc dung dé didu tr c4c
ching vi khudn san sinh ra men beta-lactamase.

DUQT BONG HOC:

Amoxicillin:

Lugng Amoxicillin dugc hép thu khi udng 12 xap xi 80%. Udng
thudc trong lic d6i hoac ltic no khdng anh hudng dén dugc ddng
hoc cla thude.

Ndng @6 dinh trung binh trong huyét thanh dat dugec vao khodng
1-2 qid sau khi ubng, thdi gian bén hiy trung binh trong huyét
thanh xap xi 1 gid tily timg ¢4 thé & nhitng ngudi ¢6 chirc néng
thdn binh thtdng. Amoxicillin duge phan bo & hau hét cdc mo
trong ca thé va céc dich sinh hoc, nong o thudc diéu tri dat
duge & dich tiét phé quan, dich mdi xoang va mang &i, nudc bot,
thé dich, dich nao tly, dich xuat tiét @ cac mang va tai gila.
Nguoi ta nhan thay c6 khoang 20% lugng thube dugc gén ket vdi
protein huyét thanh.

Thube duge bai xuét chi) yéu vao nudc tiu dudi dang hoat ddng
(70-80%) va vao trong dich mét (5-10%). Amoxicillin qua dugc
hang rao rau thai va dugc bai xuat vao trong sa me.
Sulbactam:

Khi ding Sulbactam ngodi duong tiéu hoa cho théy sinh kha
dung cla thubc gin nhu 12 100%, tuy nhién néu ding theo
dutng udng sy hép thu tit dudng tiéu hoa 1 khong hoan toan.
Duge ddng hoc cua Sulbactam, dung theo duding udng hay
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ngodi dudng udng cé thé dugc so sénh dugc véi Amoxicillin, vi  Trifamox IBL c6 thé dugc truyén tinh mach bing cch pha vao \

khi chung dung déng thési, nguti ta xéc dinh ring khong c6 tuong  céc dung dich tiém truyén, ndng do Trifamox IBL t6i da dugc
tac vé dong Iyc gilta cac thube. quy dinh nhu trong bang sau:

Nong @9 dinh trong huyét thanh ciia Sulbactam cing dat dugc
cung thai diém nhu Amoxicillin va nhing gia tri ndng d6 dinh ciing RO TTPRr e WRCTI T TG ARG B S E TN T E

phu thudc vao liéu dung. theo mg/mi ctia
Ty I¢ gén két v6i protein huyét tuong xép xi 40%. Amoxicillin/Sulbactam
NG ciing ch;ldy(é;lsdélso;)béi Xudt vao trong nudc tidu dui dang

khong thay doi (75- i : .

Thoi gian bén hiy ca thudc trong huyét thanh xAp xi 1 gio, dbi v gl 2 s ol
nhing bgnh nhan suy than nang, bai xuét cua thudc sé cham xubng.  Ringer lactate 15 3 gid 4 gio
Thube cing qua dugc hang rao rau thai.

LIEU LUONG VA CACH DUNG: (*) Chit y: néu can thiét c6 thé i trong ti lanh.

Liéu lugng dugc cac chuyén gia y t& xéc dinh va theo tinh rang  Sau khoang théi gin chi dinh, bat ky phan nao cua dung dich
lam sang cua bgnh nhan. thudic khong st dung phéi dugc loai bo.

Liéu thong thudng khuyén ding I3 CHONG CHI BINH:

D6i vdi nguoi Ién va tré em trén 12 tubi 1a: 1 lo Trifamox IBL 1500  Bénh nhan c6 tién sif dj ing véi penicillin hoic c4c cephalospo-
tiém bép sau hodc tiém/truyén tinh mach méi 8 gio. rin. C4n danh gi4 nguy co va lgi ich cla viéc diéu tri trong

Doi vi tré em: 60-75mg/kg Trifamox IBL (40-50 mg Amoxicilin  nhing trdng hop sau:

va 20-25 mg Sulbactam)/ kg thé trong, tiém bip siu hoic - Bénh nhan ¢4 tién sif cac bénh cla dudng tiéu héa, ddc biét Ia
tié;ru’truyén tinh mach hai hodc ba lan méi ngay. viem loét rudt, viém rudt non khu tri hodc viém rugt do khang sinh.
Liéu lugng nay ciing c6 thé tang Ién dén 150 mg Trifamox IBL - Nhiém tring ¢6 ting bach cdu don nhén (c6 mdt ty 1 In
(Amoxicillin 100mg va Sulbactam 50mg)/kg thé trong/ngdy trong  bénh nhan sit dyng penicillin xuat hién ban dé).

céc tnsding hgp nhiém tring ndng, dic bigt 1a do vi khudn gram 4m  CANH BAO:

géy nén. Bénh nhan khdng dung nap mdt loai penicillin ndo dé c6 thé
Thutmg st dung phéc dé diéu tri dudi day: cting khdng dung nap nhimg thudc & nhém khéc.
Bénh nhén khéng dung nap céc cephalosporin, cephamicine,
Trifamox IBL 750 griseofulvin hodc penicillamine c6 thé khéng dung nap penicillin.
(Amoxicillin + Sulbactam 750 mg/ 5 ml = 150 mg/ml) Phén (g qua man (phan (ng phan vé) trdm trong ddi khi c6
nguy hiém dén tinh mang da dugc bao co & nhing bénh nhan
Tudi Liéu lugng (ml) Khoang c4ch gida céclidu  diéu tr bang penicillin,

: Nhitng tac dung ngoai ¥ nhu trén ciing ¢6 thé xdy ra & nhimg
Tréemdangbime  1.25-2.5ml 8-12 gid bénh nhan c6 tién sir mén cim véi cdc penicillin va/hodc c6
vatré em dudi 2 tudi  (187.5-375 mg) tién st man cam vdi nhiéu loai di nguyén. Cding da c6 bo gdo

S el . vé trudng hqp 0dp nhing phan ng qua mén & nhing b
Tré em tir 2 dén 6 tudi (37'5 mg) 6-8 gid nhan frong tién sif da c6 cac tac dyng ngoai y ning khi diéu tr]
9 bang cephalosporin. .
y 3 5ml . Trudc khi diéu trj penicillin, c4n chi ¥ nhimg di liéu vé c4c ph

Teemtr6dn 12061 zgo me) 6-8 gid g qué man v6i céc thubc ndi trén cephalosporin va/hoacigh

nguyén khdc. Néu co bat ky phan (g dj tmg ndo xdy ra-fién

Hutmg dan sir dung: ngay I4p tifc ngimg diéu trj Trifamox va dp dung c4c bién phép
diéu tri thich hgp.

Pha loang bt thube trong lg:

Trifamox IBL 750 vdi 5 m! nudc cét pha tiém.

Trifamox IBL 1500 véi 5 ml nudc cat pha tiém.

Thudc nén dugc sir dung ngay sau khi pha, sau 15 phit, néu thudc
chua duge sit dyng hét hoan toan, phan khdng sit dung phéi hiy bo.

Tiém bép khuén !
D& giam dén mic ti thidu nguy co kha chiu tai chd tiém hodc tic  beta-lactam va céc thudc Uc che beta lactamase da dugc bdo
c40. Mutc df trdm trong cua bénh rat khdc nhau va tinh trang

dung phy tai chd, nén tudn thi c4c quy téc tiém sau: i  rat h
» Vﬁgt?ﬂng cén than vi tri tiém. nay c6 thé rat nguy hiém & mot s6 bénh nhdn, do d6 viéc can
na q #/]  nhic dén chdn dodn ndy & bénh nhan xuét hién tiéu chiy sau

- » Gilr vo tr nh thao téc. .7 nhan X
o T AR —-J-"—"’_k'hi dung céc khang sinh diét khuan [a rat quan trgng.

Truting hgp phan (g qué méan ndng cdn phai digu trj cép ciu
ngay 14p titc bAng ephedrine cing véi thd oxy, tiém tinh mach
steroid va kiém soét duding tha bao gdm ca ma khi quan.

Nhing truding hop viém rut gid mac co lién quan dén gan nhur
toan b cac loai thubc diét khudn bao gdm ca khang sinh nhém

» Tiém cang sau cang tot.

»Tiém cham. THANTRONG: A

» Massage nhe nhang dé tao diéu kién khuéch tan chét Ing. Nhing bgnh nhan diéu tri Trifamox IBL c6 the bj boi nhiém ndm
Tiém tinh mach tryc tiép hoac vi khudn gdy bénh khdc. Néu xyét hign b npiém (chu yéu
Thitc hién tiém tinh mach tryc tiép cham. la do Pseudomonas hodc Candida) nén ngung su dung
Truyén tinh mach Trifamox IBL va 4p dung cc bién phap diéu trj thich hgp.
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Trong qué trinh diéu tj Trifamox IBL c6 thé xuit hién ting c4c chi sb
transaminase cuia gan, chu yéu glutamic - oxalacetic transaminase.

Cing da c6 bdo cdo vé sy gidm nhe trong méi lién hé vé ndng do
gilta estriol va estrone vdi ham lugng cla estradiol trong huyét
thanh. Do vay nén sir dung c4c bién phap trénh thai ho trg ddi véi
nhimg bénh nhan nir dang dp dung liéu phép tranh thai estrogen
hodc progestin. Cn tién hanh kiém tra chic ning gan va chifc
nang than dinh ky néu st dyng Trifamox IBL kéo dai.

Sir dung cho tré em: Phdn Ion céc thuGe thuge nhom penicillin
da dugc st dung cho bénh nhi. Cho dén nay chura cd van dé dic
biét ndo da dugc bdo cdo. Tuy nhién, qud trinh thai trlr cla
penicillin qua dudng than bi chdm lai bai chic nang than cua tré

sd sinh ho3c tré em dudi 6 thang tudi chura phat trién hoan chinh.

Sif dung thubc cho ngudi Iém tudi: Cac penicillin da dugc su
dung cho ngudi 6 tudi va cho dén nay chita ¢6 céc van dé dic
biét ndo dugc bao céo. Tuy nhién nhimg bénh nhén 16n tudi
thuting 6 suy than do tudi téc do vay cd thé diéu chinh liéu cho
ph hgp.

SU DUNG THUOC CHO PHU N CO THAI VA NGLIOY CHO CON BU:
Sirdung cho phu nir c6 thai: Chua ¢6 cac nghién cltu ddy di va
c6 kiém sodt doi véi con ngudi.

St dung TRIFAMOX IBL cho phy nif dang mang thai khéng cho
thay c6 dgc tinh dbi vai thai nhi; tuy nhién, chi nén sit dung
amoxicillin khi da danh gia lgi ich ca viéc sif dung doi véi nguy
¢o ¢6 thé ddi vdi thai nhi.

Strdung cho phu nit cho con bi: Amoxicillin dugc bai xuét vao
trong sita me. Mdc du chua xac dinh dugc nhing nguy co rd rang
nhung khi sif dung Penicillin cho cac ba me dang cho con bl ¢6
thé 1am cho tré trd nén dé nhay cam, di ngoai, nhiém nam va ban
dé ngoai da.

TAC DUNG KHONG MONG MUON:

Khi st dung @ liéu thong thuéng khuyén dung, thude thudng duge
dung nap tot. Mot sb bénh nhan c6 thé xuét hién téc dung ngoai
y @ nhimg mic dg va hinh théi khac nhau. Nhimg téc dung ngoai
y thuéng da dugc bdo cdo la:

- Nhitg r6i loan vé hé tiéu ha: Budn ndn, ndn, tiéu chdy, kho
tiéu, dau thugng vi.

- Phan img qua mén: Nai may day, phu Quincke, dét sdn, va hiém
hon c6 thé gap sbc phan vé.

- Viém than ké

- Phan img huyét hoc: Gidm bach cAu trung tinh, tang bach cdu
ta eosin, thitu mau va rbi loan chic nang cua tiéu cau.

- Nhiém nim Candida & miéng ho3c vi tri khac nhu biéu hién cla
viéc bién d6i can béng vi khudn,

- Hiém hon c6 thé gap hdi chimg Stevens — Johnson va da do
toan than.

- i c6 bao cdo vé mot sb trudng hgp viém rudt gia mac do su
dung aminopenicillin.

Tai iu théng tin thude

Théng béo cho bac si cac tac dung khdng mong mudn
gap phai khi str dung thudc!
TUONG TAC THUOC:
Nhimg tudng tic véi cac thudc khac va/hoic nhimg vin
dé c6 lién quan duti ddy da dugc chon loc dya trén
nhimg biéu hién trén 1am sang:
- Methotrexat: Khi sir dyng ddng thai véi cac penicillin c6
thé 1am gim do thanh thai cua methotrexate va do d6
[am tdng ddc tinh cua thude.
- Probenecid: Sir dyng dng thei 2 thudc nay sé 1am
gidm bai xuat cac penicillin & dng than két qua 14 kéo dai
ndng d thube trong mau, kéo dai thei gian ban hily cia
thudc lam ting nguy co gay doc.
Tuy nhién, céc penicillin c6 thé sit dung dong thei véi
prabenecid dé diéu tri nhitng nhiém tring do 13y nhiém
qua dudng tinh duc (STD) cdn dat dugc ndng do thubc
khdng sinh frong mau cao va kéo dai.
TAC DONG CUA THUOC KHI LAI XE VA VAN HANH
MAY MOC:
Thuéc khong anh hudng dén nguéi 1ai xe va van hanh
méy méc.
QuA LIEU VA XU TRi:
Hién nay chufa c6 bo cdo vé céc trudng hgp ding qué
liu penicillin.
Trong trutng hgp diing qud liéu, bénh nhan cén dugc
chdm s6c tai bénh vién gan nhat hodc lién hé ngay véi
trung tdm chdng déc.
TRINH BAY:
+ Hap 1 lo thudc, kém 1 6ng dung méi pha tiém.
+ Hap 1 lo thudc.
HAN DUN(}: 36 thang ké tir ngay san xuét.
TIEU CHUAN: Nha san xuét
BAO QUAN: Bao quan dudi 30°C.
DE XA TAM TAY CUA TRE EM
DOC KY HUONG DAN TRUGC KHI DUNG
KHONG DUNG QUA LIEU CHi DINH
NEU CAN BIET THEM THONG TIN VE THUOC HAY HOI
BAC ST HOAC DUQC Si
Nha san xuat:

LABORATORIOS BAGO S.A
Calle Ciudad de Necochea entre las calles Ciudad de Mar
del Plata y Av. Matienzo. Parque Industrial de La Rioja.
Pravincia de La Rioja, Argentina.
Tru s& chinh: Bernardo de Irigoyen No 248, Buenos
Aires, Argentina.
Nhap khdu & phéan phéi béi: CONG TY TNHH DUQC
PHAM & TBYT HOANG DUC

S0 12, Nguyén Hién, Phuding 4, Quan 3, TPHCM/



