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TICARLINAT®1,6 g

THUOC BOT PHA TIEM

Doc ky huréng dén sir dyung trée khi dung.
Pé xa tdm tay tré em.
Thudc nay chi dung theo don thubc.

THANH PHAN CONG THU'C THUOC:

M&i lo thubc bdt pha tiém Ticarlinat 1,6 g chira:
Thanh phan duge chit:

Ticarcilin (dwéidang ticarcilindinatri) ...
Acid clavulanic (dwéidang clavulanatkali) ..., N A I o5 .
Thanh phin ta dwerc: Khdng co.

DANG BAO CHE:
Thubc bdt pha tiém.
BOt mau trang dén vang nhat, déng trong @ thuy tinh nut kin.

CHIDINH:

Ticarlinat dwec chi dinh trong didu trj cac nhidm khuén do cac chling vi khuén nhay

cam vé&i thubc gay ra nhur:

- Nhiém khuan huyét.

- Nhi@m khuan dudng hd hap dudi.
- Nhi@m khuan xwong khép.

- Nhiém khuén da va cautric da.
_ Nhiém khuén duérng tiét niéu.

- Nhi&m khuan phu khoa.

- Viém phuc mac.

- Nhiém khuan 6 bung.

- Nhi&m khuan tai mdi hong.

- Nhiém khuan sau phau thuét.

LIEU DUNG -CACH DUNG:

Lidu dung: Liéu dung duworc tinh dyra theo lgng ticarcilin chira trong thudc.

- Ngwoi Ién (bao gdm cd ngudi cao tudi): 3 g ticarcilin (twong dwong 3,2 g
Ticarlinat) mbi 6 - 8 gi¢. Téi da 3 g ticarcilin (twong dwong 3,2 g Ticarlinat) mbi 4
gio.

- Tré em trén ba thing tudi:

. Ndng 2 2 kg: 75 mg ticarcilin/kg (trong duong 80 mg Ticarlinat’kg) mdi 8 gid.
Lidu téi da la 75 mgq ticarcilin/kg (twong dwong 80 mg Ticarlinat’/kg) méi 6 giod,
nhurng khdng virgt qué liéu tdi da danh cho nguedri 1én.

+ N@ng < 2 kg: 75 mg ticarcilin/kg (terong dwrong 80 mg Ticarlinat’/kg) méi 12 gior.

- Bénh nhén suy than (ngwdi I6m va tré em trén 40 kg): Sau liéu dau tién 3 g
ticarcilin (twong dwong 3,2 g Ticarlinat), cac liéu duy tri can dwoc didu chinh tuy
theo A0 thanh thai creatinin va loai tham phan:

Do thanh thai creatinin Liéu
(mU/phat) | (Ticarcilin)
> 60 3 g (3,2 g Ticarlinat) mbi 4 gio.
30 - 60 2 g (2,1 g Ticarlinat) mdi 4 gi¢
hodc 3 g (3,2 g Ticarlinat) mdi 8 gio.
10 - 30 2 g (2,1 g Ticarlinat) mdi 8 gid
hoac 3 g (3,2 g Ticarlinat) mdi 12 gid.
<10 2 g (2,1 g Ticarlinat) mbi 12 gi¢r

hoadc 3 g (3,2 g Ticarlinat) mbi 24 gio.
2 g (2,1 g Ticarlinat) méi 24 gid.

< 10 c6 kém rbi loan
chlrc nang gan

2 g (2,1 g Ticarlinat) mbi 12 gi® va céng
thém 3 g (3,2 g Ticarlinat) sau mdi lan
thAm phan méau.

3 g (3,2 g Ticarlinat) méi 12 gi¢.

Tham ph&n mau

Tham phén phiuc mac

- Bénh nhén suy thén (tré em dwdi 40 kg): Sau liéu dau tién 75 mg ticarcilin/kg
(trong dwong 80 mg Ticarlinatkg), cac liéu duy tri can dugc diéu chinh tay theo
d6 thanh thai creatinin:

Do thanh thai Liéu
creatinin (mL/phat) (Ticarcilin)
> 30 75 mg/kg (80 mg Ticarlinat/kg) mébi 8 gio.
10 - 30 37,5 mg/kg (40 mg Ticarlinat’/kg) méi 8 gio.
<10 37,5 mg/kg (40 mg Ticarlinat’kg) méi 12 gid.
Cachdung:

- Truyén tinh mach ngét quang va tiém tinh mach cham. Khéng dugc ding tiém
bap.

Thoi gian didu tri: Nén tiép tyc dung Ticarlinat téi thidu 48 gi¢r sau khi bénh nhan

da hét tridu chirng nhidm khuln hoac sau khicé dAu hiéu vi khudn da bj loai trir.
Huwong din cdch pha thubc tiém:

Cédchpha thubc:
Dﬁ "f’,”'g bién chang nhi@m khudn khi tiém, phai thyc hién thao tac vé triing khi
Pha thubce. Dung djch sau khi pha phai diing ngay d& ngan ngira nguy co nhiém

tpuén. Néu dung dich sau khi pha khéng dugc sir dyng ngay thi thévi gian va didu
ién bao quan dung djch 14 trach nhiém clia nguéi sir dyng.

- Thubc chidung mot 1An. Dung djch thubc con thira phai dugc loai bé.

Truyén tinh mach:

- Dung dich Ticarlinat.nén dugc tiém truyén trong khodng 20 - 30 phdt. Tranh
truyeén lién tuc kéo dai vi cé thé gay ra ndng a6 thAp dudi ndng A6 didu tri.
Hoa tan bot thude véi 10 ml nuée cAt pha tiém hoac dung dich tiém truy&n Natri

clorid 0,9%. Sau d6 tiép tyc pha lodng trong dung dich tidm truyén véi thé tich
thich hgp:

+ Nuéc cltphatidm: 50 ml.

+ Dungdjch Natri clorid 0,9%: 50 ml.

+ Dungdijch Glucose 5%: 100 ml.
Tiém tinh mach:

- Dung dich Ticarlinat dwgc tiém tinh mach cham trong vong 3 - 4 phat.

- Hoa tan bt thubc véi 10 mil nuére cét pha tiém hodc dung djch tiém truyén Natri
clorid 0,9%.

D¢ én djnh cia dung djch sau khi pha:

. Krr:i t'l'lcarlinat hoa tan sé sinh nhiét. Dung dich thubc thuéng chuyén mau vang
nhat.

- DO dndinh Iy héa cua Ticarlinat:

Dung djch Nhiét A6 25°C | Nhiét do 2°C - 8°C
Truyén tinh mach 6 gidy 24 gidy
Tiém tinh mach - 24 gi&r

- Ché phdm khéng én dinh trong dijch truyén bicarbonat. Khéng duoc trdn 1An véi
ché phdm mé4u, nhirng dung dich chira protein khac nhw cAc san phim thiy phan
cua protein hodc nha dich lipid truyén tinh mach.

- Néu ché pham duogc chi djnh sir dyung két hop véi mdt aminoglycosid thi khéng
dwoc trdn 1an cac khang sinh nay trong mét bom tiém, binh dwng dich truyén do
c6 thé lam gidm hoat lyc ctia aminoglycosid.

MGt so lwu y dic biét vé xiv Iy thudc tredre va sau khi sir dung thude:

- Dungdjch hoan nguyén thudng chuyén mau vang nhat.

- Dung dich thuéc sau khi pha khéng dugc c6 tiéu phan nhin thdy bang mét
thwdng, khdng bj két tia.

- Khéng c6 yéu cau dic biét vé xtr ly thubc sau khi st dung.

CHONG CHIDINH:
Nguwdi bénh cé tién st qua man véi khang sinh nhém beta-lactam.

CANHBAO VA THAN TRONG KHI DUNG THUOC:

- Truéc khi bat dau didu trj bang Ticarlinat, phai hdi ky vé tién sir di (rng clia ngudi
bénh v&i cac khang sinh nhém beta-lactam (penicilin va cephalosporin). Cac
phan (*ng qua man nghiém trong thuwdng xay ra & nhirng bénh nhan cé tién sir dj
ng v&i cac khang sinh nhém beta-lactam. Néu phan (rng dj (rng xay ra trong khi
diéu tri bdng Ticarlinat, phai ngirng thudc va c6 cac bién phap xur tri thich hgp.

- Cac khang sinh beta-lactam cé thé gay cac réi loan chay mau (rdi loan két tap tiéu
cAu, kéo dai thdi gian prothrombin,...), dac biét khi dang thudc cho b&nh nhan suy

. than hodc cé tién sir rdi loan chdy mau. Néu cac rdi loan chdy méu xay ra trong khi

didu trj bang Ticarlinat, phai ngirng thudc va cé cac bién phap xtr tri thich hop.

- Ticarlinat cé thé lam thay ddi chirc ndng gan cia bé&nh nhan. Vi vay, nén str dung
thudc than trong & nhirng b&nh nhan cé rdi loan chirc ndng gan.

- Ticarlinat hiém khi gay ha kali mau. Tuy nhién, van dé nay nén duwgc lwu y dac
biét & nhirng b&nh nhan bj mat can bang nwérc va cac chat dién giai.

- Acid clavulanic trong Ticarlinat c6 thé gay ra sy gan két khdng dac hiéu cia 1gG
va albumin trén mang héng cau dan dén phan rng duwong tinh gia trong nghiém
phap Coombs.

- Strdung Ticarlinat kéo dai c6 thé dan dén phat trién qua mirc cac chiing vi khuan
khong nhay cdm. Can theo ddi can than va cé bién phap diéu trj thich hop néu co
bdi nhiém xay ra.

- Céac khang sinh cé thd gay viém dai trang gia mac mirc dd tir nhe dén nang. Do
d6, nén dé nghj cac chan doan viém dai trang gia mac & nhirng bénh nhan bj tiéu
chay trong hodc sau khi st dung khang sinh. Néu b&nh nhan bj tiéu chay nhiéu,
kéo dai hodc thuérng xuyén bj dau bung, cAn ngwng ngay thudc va tién hanh cac
bién phap xu tri thich hgp. _

- Phai thudng xuyén danh gia chirc nang tim, gan, than, mau, theo ddi cac chat
dién gidi trong huyét thanh khi didu tri dai ngay bang Ticarlinat.

- Mbi lo thubc bt pha tiém Ticarlinat c6 chira mot lwgng ion Na* va ion K*. Do d6,
than trong khi dung thudc cho ngudi suy gidm chire nang than hodc bé&nh nhan
cAn kiém soéat natri va kali trong ché do an.

M&i ¢ thubc bdt pha tiém Ticarlinat 1,6 g chira 180 mg ion Na+ (twong dwong
9% liéu tiéu thy t6i da clia ngudl Idn trong ngay theo khuyén céo clia WHO) va

H +
18,43 mgion K*. TKS0050P-4/04

e ——————————— T ——



[ W e AR DA

- - O R ———

e -~

- Tré em: Tinh an toan cia thubc trén tré em dudi 3 thang tudi va hidu qua cla
thudc trong diéu trj nhidm trung huyét va cac nhidm khudn do H. influenzae nhém
B trén tré em chua dugc biét rd. Vi vay, néu phai dung Ticarlinat cho cac dbi

:::oéng nay, can can nhéc gilra 191 ich clia thubc va nguy co c6 thé xay ra khi dung
udc.

SUDUNG THUOC CHO PHU NIF CO THAI VA CHO CON BU:
Strdyng thube cho phyu nir cé thai:

Chura 06 dir ligu vé sir dung thudc trén phy nir o6 thai, chi nén dung thube néu loi
ich vurgt trdi so véi nguy cor. . ke
Strdung thube cho phy nircho con bu:

Mot lrong nhd Ticarlinat qua dugc stra me, do d6 cAn than trong khi dung thube
nay & phu nir dang cho con bu. ; .

ANHHUONG CUATHUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

S\txa c6 bang chirng v& anh hudng clia thubc 18n kha nang I4i xe, van hanh may

TUONG TAQ.TU’ONGKYCUATHUOC:

- Ticarfinat trdn 13n vé1 cac aminoglycosid c6 thé 1am bt hoat tac dung ctia cac
aminoglycosid, do d6 phaitranh sir dung dong thevi. Néu cAn dung ddng thai, phai
tiém & cac vj tri khac nhau va cach nhau it nhét 1 gio.

- Céc thudc tranh thai ubng bj giam hiéu lwc khi dung adng théi véi cac penicilin., Vi

vag, nén khuyén bénh nhan ding céc bién phap tranh thai khéng c6 ndi tiét té thay
the trong thdri gian str dyng Ticarlinat.

- Sir dyng ddng théi véi probenecid lam cham bai tiét ticarcilin qua 6ng than nhwng
khdng lam cham bai tiét acid clavulanic. _

- Vigc sir dung dng thi lidu 1én Ticarlinat véi thube chdng ddng hoac thubc e
ché két tap tieu ciu hodc thubc tan huyét khéi cé thé 1am tang nguy co chay mau.

- Acid clavulanic trong Ticarlinat c6 thé gay ra sy gén két khdng dic hiéu cia IgG

va albumin trén mang hong ciu din Gén phan (rng duwrong tinh gia trong nghiém
phap Coombs.

- Ticarcilin1am gidm sy bai tiét clia methotrexat (tang nguy co ddc tinh).

- Nong @9 cao ticarcilin trong nwéc tidu c6 thé gay ra phan trng dwong tinh gia
trong xét nghiém protein nwéc tiéu badng cac nghiém phap: thir nghiém acid
sulfosalicylic va dun sbi, thir nghiém acid acetic, phan trng Biure, thir nghiém acid
nitric. Trong triréng horp nay, xét nghiém bang day thudc thir bromphenol xanh d3
dugcbao caoladang tin cay.

- Ticarlinat khdng nén thém vao cac dung dich chira protein, natri bicarbonat, nhi
dich lipid truy&n tTnh mach va cac ché phAm méu.

- Dung djch Ticarlinat trong lidocain hydroclorid khéng dung cho dudng tiém tinh
mach.

- Khéng tron 1&n thubc véi cac aminoglycosid do c6 thé 1am mat tac dung clia cac
aminoglycosid. Néu can dung ddng thdi, phai tiém & cac vj tri khac nhau va cach
nhau it nhat 1 gid.

TAC DUNG KHONG MONG MUON CUA THUOC:

L Thuo-n%gap: dau, rat, hodc viém tinh mach tai ving tiém, phat ban, nglra, ndi mé
day, bubn nén, nén, tiéu chay, tAng bach cau va axit, ting AST vAALT.

- It g&p: viém dai trang mang gia, gidm kali huyét, co giat (dac biét & nhirng bénh
nhan suy than hodc ding liéu cao), gidm tiéu cau, bach cau va hemoglobin.

~ Hiém gé&p: vang da (r méat, viém gan, viém bang quang xuét huyét, thiéu mau tan
huyét, sbc phan vé va hji chirng Stevens-Johnson.

Hwéng dén xir tri ADR: Ngirng diéu trj bang Ticarlinat. Tién hanh céac bién :hap

x(r tri thich hgp néu can (dung epinephrin, tiém tinh mach corticosteroid, hd hap hé

iy o Hadh B

Théng béo ngay cho béc s§ hoédc dwegec s§ nhirng phan (rng cb hai gap phai

khi str dung thudc.

QUALIEUVA CACHXUTRI:

Qui lidu: Anh hwdng trén durdng tiéu héa (bubn nén, ndn, tiéu chay,...), réi loan
can bang nwérc va cac chéat dién gidi, kich thich than kinh co, co giat. Cac phan trng
gy aoc thin kinh c6 thé xay ra khi ding lidu rat cao Ticarlinat, déc biét1a & nhirng
bénh nhan suy than.

Céch xir tri: Khéng c6 thubce gidi ddc dac hiéu. Trong tredng hop qud lidu, can
ngung thubc, didu trj triéu chirng va tién hanh cac bién phap hé trg theo yéu cau. Co
thé loai bé Ticarlinat ra khéi vong tuAn hoan bang thAm phan mau.

DAC TINHDUQC LUC HOC:

- Nhém dugc ly: Phéi hop clia nhém penicilin, bao gdm chét (rc ché beta-
lactamase.

- MAATC: JO1CRO3

- Ticarcilin Ia mdt khang sinh diét khuan thubc nhém penicilin, Thubc tac dung trén
nhiéu ching vi khudn Gram &m, Gram duong hiéu khi va vi khuén ky khi do (¢
ché sy tdng hop thanh té bao vi khuan. Tuy nhién né d& bj pha hliy bdi cac enzym
beta-lactamase ya do d6 phé khang khuén khéng bao gém nhirng vi khuan sinh
enzym beta-lactamase.

- Acid clavulanic 1a mét beta-lactam c6 cAu tric gan giéng véi cac penicilin, c6 kha
nang bat hoat cdc enzym beta-lactamase thuéng gap & nhirng vi khuén dé
khang v&i nhirng khang sinh thugc nhoém penicilin va cephalosporin. Dac biét, né

cd tac dyng rc ché manh cac beta-lactamase truvén lasmi
penicilin va cephalosporin. gy g b e
- Ticarlinat [a cong thirc két hop cuia ticarcilin véi acid clavulanic. S két hop nay

cO tac dyung bao vé ticarcilin khoi sir thodi bién b&i cac men beta-lactamase, dbng

thoi, mo rdng thém phd khang khuin cua ticarcilin mdt cach hidu qua.
- Phé khang khuln ctia Ticarlinat: ;

Vi khuén Gram dwong hidu khi:

+ Staphylococcus aureus (bao gbm cac chidng tao va khéng tao ra men -
lactamase).

+ Staphylococcus epidermidis (bao gdm c4c chiing tao va khéng tao ra men -
lactamase).
Vi khuén Gram &m hiéu khi:

+ Citrobacterspp.

. Enterobacter spp. k& ca E. cloacae (bao gbm céac ching tao va khéng tao ra
men B-lactamase).

+ Escherichia coli(bao gdm céc ching tao va khdng tao ra men B-lactamase).

+ Haemophilus influenzae (bao gbm céc ching tao va khéng tao ra men f-
lactamase).

. Klebsiella spp. k& ca K. pneumoniae (bao gdm céc ching tao va khdng tao ra
men [3-lactamase).

« Pseudomonas spp. ké ca P. aeruginosa (bao gdm c4c chung tao va khéng tao
ramen 3-lactamase).

+ Serratia marcescens (bao gdm céc ching tao va khéng tao ra men (-
lactamase).

Vi khuén ky khi:
+ Bacteroides fragilis (bao gbm cac ching tao va khdng tao ra men -lactamase).
+ Bacteroides melaninogenicus (bao gbm céc chung tao va khéng tao ra men -

lactamase). 1 ‘
- Cé4c chung vi khuAn @& khang: Stenotrophomonas maltophilia, Burkholderia

cepacia, Staphylococcus spp. dé khang voi methicilin.

- Cochédékhang:
+ Co ché khang thubc khdng chi do vi khuan san sinh beta-lactamase, ma con do

bién dbi protein gén véi penicilin va gidam sy tham nhap cua khang sinh.

+ Acid clavulanic |a mét chét (rc ché beta-lactamase. Khi két hgp véi ticarcilin,
phd diét khuan cua ticarcilin dwegc mé rdng hon, dbi véi ca cac ching vi khuan
tiét beta-lactamase nhu Staphylococci, nhiéu loai Enterobacteriaceae,
Haemophilus influenzae va Bacteroides spp., tuy nhién ddi vé&i P, aeruginosa
hoat tinh diét khudn khéng tang I&n khi két hop véi acid clavulanic. D4 cé béo
cao vé sy khang thudc ticarcilin két hop véi acid clavulanic va ¢ sy khang chéo
gitra carbenicilin va ticarcilin.

PAC TINHDUQC DONG HOC:

- Ticarcilin dinatri dwoc hap thu khéng dang ké qua dwédng tiéu hdéa nén phai dugc
str dung dwéidang tiém.

- Sau khi truyén tinh mach (30 phat), ndng d@d dinh trong huyét thanh cla ca
ticarcilin va acid clavulanic dat dwgc ngay sau khi két thic tiém truyén.

- Duge ddng hoc clia hai thanh phan dugc két hop chat ché va cac thanh phin déu
dwoc phan phdi tét trong dich co thé va cac md. Khoang 45 - 65% ticarcilin va 22 -
30% acid clavulanic gan két v&i protein huyét thanh. Ca hai thanh phan déu qua
dugc nhau thai va tiét vao sira me véi ndng dd thap. Mat long nha ticarcilin phan
bd vao dich ndo tly va ham lugng nay ting 1&8n khi mang ndo bj viém.

- Thoi gian ban thai cua ticarcilin 1a khoang 1,2 - 1,4 gi& va acid clavulanic |a
khoang 1,1 gi&. Khoang 65 - 89% ticarcilin va 30 - 40% acid clavulanic dwgc thai
trir qua nuwére tidu. Co thé loai bd ticarcilin va acid clavulanic ra khoi co thé bang
thaAm tach mau.

QUY CACHBDONG GOI:
HOp 0110 x 1,6 g ticarcilin va acid clavulanic.
HOp 1019 x 1,6 g ticarcilin va acid clavulanic.

PIEU KIEN BAO QUAN: Khdng qua 30°C, tranh &m va anh sang.
HAN DUNG: 24 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG CUATHUOC:
Tiéu chuén chatlvgng: Dugc dién My.
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Co s& san xuét: CHI NHANH 3
CONG TY CO PHAN DUQ'C PHAM IMEXPHARM
tai Binh Dwong
Sé 22, dwdong sb 2, KCN Viét Nam - Singapore I,
phuérng Hoa Pha, TP. Thu Dau Mét, tinh Binh Duwong
Hotline: 1800 555 535 Email: imp@imexpharm.com




