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DOC KY HUGNG DAN SU DYNG &)'MW"MM CAREFULLY READ
\ THE INSTRUCTIONS BEFORE USE,

@ Prescription only medicine P"ANH PHAN: Moi lo chia: . @ husc ban theo don

icarcilin . .

TICARLINAT 1,69 i TICARLINAT 1,69 (e acd

Ticarcillin 159 (duoi dang cla Ticarcilin 159 (as clavulanate potassium)

Clavulanic acid 0.1 g CHI DINH, CHONG C H Acid clavulanic 01g INDICATIONS, CONTRA-INDICATIONS,

Powder for Tusion DUNG VA CAC THONG TIN KHAC: Thuéc bot pha tiém truyén DOSAGE AND OTHER INFORMATION:
Xin doc trong to huéng dan st dung. See enclosed leaflet.

SDK / Visa NO.: XX=XXXXX=XX

) . BAO QUAN DUGI 30°C, - A 47 STORE BELOW 30°C,

Intravenous infusion TRANH AM VA ANH SANG. A en Al PROTECT FROM MOISTURE AND LIGHT.

Sdn xudt tai: Manufactured by:

Chi nhénh 3 - Cong ty CPDP IMEXPHARM Branch 3 - IMEXPHARM CORPORATION
tai Binh Duong in Binh Duong province

S8 22, dung s 2, KCN Viét Nam - Singapore I, No. 22, street No. 2, Viet Nam - Singapore

A phudng Hoa Pha, TP. Thii DAu Mot, Industrial Park I, Hoa Phu ward,
Box of 1 vial i B Dung Hop 1lo Thu Dau Mot city, Binh Duong province.

NSK/ i
Mig. Date: |

S5 10 SX/
Batch No.:

Ho/
Exp. Date:
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OT PHA TIEM TRUYEN

DOC KY HUONG DAN SU’ DUNG TRUG'C KHI DUNG

THANH PHAN:

Mailo chira:

Ticarcilin (dwéidang ticarcilin dinatri) .......cceceeeeeeenenciernieeseneene 1,59

Acid clavulanic (dwéidang clavulanatkali)..........coeveeeriecnnenenned 0,1g

DANG TRINH BAY:

Hop 01 lo

Hoép 10 lo

DUQC LUC:

- Ticarcilin Ia mét khang sinh diét khuan thudc nhém penicilin, Thubc tac
dung trén nhidu ching vi khudn Gram am, Gram duong hiéu khi va vi
khuan ky khi do (rc ché sy téng hop thanh té bao vi khuan. Tuy nhién
né dé bj pha hily bdi cac enzym beta-lactamase va do d6 phd khang
khuén khdng bao gdm nhting vi khuén sinh enzym beta-lactamase.

- Acid clavulanic 1a mét beta-lactam c6 cAu tric gan gidng véi cac
penicilin, cé kha nang bat hoat cac enzym beta-lactamase thudng gép
& nhirng vi khuan dé khang véi nhirng khang sinh thudc nhém penicilin
va cephalosporin. Dic biét, né cé tac dung c ché manh cac
beta-lactamase truydn qua plasmid gay khang cac penicilin va
cephalosporin.

- Ticarlinat |1a cong thirc két hop cla ticarcilin véi acid clavulanic. Sy
kéthop nay cé tac dung bao vé ticarcilin khdi sy thoai bién bdi cac men
beta-lactamase, ddng thdi, mé rong thém phd khang khuan cua
ticarcilin mdt cach hiéu qua.

- Phé khang khudn cta Ticarlinat:

Vi khudn Gram dwong hiéu khi:

+ Staphylococcus aureus (bao gém céc chiing tao va khong tao ramen
B-lactamase)

+ Staphylococcus epidermidis (bao gdm céc chiing tao va khéng taora
men B-lactamase)

Vi khudn Gram am hiéu khi:

+ Citrobacterspp.

+ Enterobacterspp. ké ca E. cloacae (bao gdbm cac chuing tao va khéng
tao ramen B-lactamase)

+ Escherichia coli (bao gdm céc chiing tao va khéng tao ra men
B-lactamase)

+ Haemophilus influenzae (bao gbm céc chling tao va khéng tao ra
men B-lactamase)

+ Klebsiella spp. ké ca K. pneumoniae (bao gdm céc chling tao va
khong tao rame - Iactamase)

+ Pseudomonas spp. ké ca P. aeruginosa (bao gém cac chling tao va
khong tao ra men B-lactamase)

+ Serratia marcescens (bao gdm céc chiing tao va khéng tao ra men
B- Iactamase)

Vi khuén ky khi:

+ Bacteroides fragilis (bao gdm cac chling tao va khong tao ra me
B-lactamase).

+ Bacteroides melaninogenicus (bao gdm cac chting tao va khong tao
ramen (- |actamase)

- Cac ching vi khudn dé khang: Stenotrophomonas maltophilia,
Burkho/dena cepacia, Staphylococcus spp. d& khang véi methicilin.

- Cochédékhang:

+ Coché khang thuéc khong chi do vi khuén san sinh beta-lactamase,
ma con do bién ddi protein gan voi penicilin va gidm sy tham nhap
cla khang sinh.

+ Acid clavulanic la mot chét trc ché beta-lactamase. Khi két hop voi
ticarcilin, phd dlet khuan cla ticarcilin dwgc mé rong hon, déi voi ca
cac chiing vi khuén tiét beta-lactamase nhw Staphylococci, nhiéuloai
Enterobacteriaceae, Haemophllus influenzae va Bacteroides spp.,
tuy nhién déi véi P. aeruginosa hoat tinh diét khuan khéng tang lén
khi két hqp v6i acid clavulanic. Da cé bao cdo vé sy khang thudc
ticarcilin két hop voi acid clavulanic va cé sy khang chéo gira
carbenicilin va ticarcilin.

DU'Q'C BONG HOQC:

~ Ticarcilin dinatri duwgc h&p thu khong dang ké qua duwdng tiéu hda nén
phai dugc st dung duwdidang tiém.

- Sau khi truy&n tinh mach (30 phut), néng d dinh trong huyet thanh ctia
ca ticarcilin va acid clavulanic dat dwgc ngay sau khi két thac tiém
truyén.

- Duoc dong hoc clia hai thanh phén dugc két hop chat ché va céac
thanh phan déu dwgc phan phéi tét trong dich co thé va cac mo.
Khoang 45 - 65% ticarcilin va 22 - 30% acid clavulanic gén két voi

7+ Nang 22kg:75 mg ticarcilin/kg (twong dwong 80 mg Ticarlinat/kg)

protein huyét thanh. Ca hai thanh phan déu qua dugc nhau thai va tiét
vao sira me véi ndng do thap. Mot lvgng nhé ticarcilin phan bd vao
dich nédo thy va ham luwgng nay tang Ién khi mang n&o bj viém.

- Thoi gian ban thai cua ticarcilin 1a khoang 1,2 - 1,4 gio va acid
clavulanic la khoang 1,1 gi¢. Khoang 65 - 89% ticarcilin va 30 - 40%
acid clavulanic dugc thai trir qua nudrc tidu. Co thé loai bé ticarcilin va
acid clavulanic ra khéi co thé bang thdm tach mau.

CHIi DINH:

Ticarlinat dwgc chi dinh trong cac nhiém khuan gay ra do cac chiing vi

khuan nhay cam nhu:

— Nhiém khuén huyét

- Nhiém khuan duéng hé hdp dudi

- Nhiém khudn xwong khép

- Nhiémkhuén dava ciutric da

- Nhi&m khuan dudng tiét niéu

- Nhiémkhuén phy khoa

- Viém phuc mac

~ Nhiém trung [} bung

- Nhiém khuan tai mai hong

— Nhiém khuan sau phau thuat

THUOC NAY CHIDUNG THEO DON CUABAC SI.

CHONG CHID|NH:

Nguoi bénh cé tién st qua man véi khang sinh nhém beta-lactam.

TAC DUNG KHONG MONG MUON:

- Thuong gap Dau, rat, hoac viém tinh mach tai ving hem phét ban,
ngtra, ndi mé day, budn nén, nén, tiéu chay, tang bach cau va axit, tang
ASTVaALT

- It gap: Viém dai trang mang gia, giam kali huyét, co g|at (dac biét &
nhwng bénh nhan suy than hodc dung lidu cao), giam tiéu cau, bach
c&u va hemoglobin.

- Hiém gép Vang da u' mat, viém gan, viém bang quang xuét huyét,
thiéu mau tan huyét, séc phan vé va hoi chirng Stevens-Johnson.

Hwéng dan xdr tri ADR: Ngung dneu trj bang Ticarlinat. Tién hanh cac

bién phap x tri thich hqp néu can (dung epinephrin, tiém tinh mach

corticosteroid, hd hap hé trg,...)

Théng bao cho Bac sTnhirng tac dung khéng mong muédn gép phai

khi str dung thube.

LIEU LUQNG — CACH DUNG:

Liéu lwgng: Lidu dung duoc tinh dua theo lwgng ticarcilin chira trong

thude.

- Nguwdi I6m (bao gém ca ngwdi cao tudi): 3 g ticarcilin (twong dwong

3,2 g Ticarlinat) méi 6 - 8 gi®. Téi da 3 g ticarcilin (twong dwong 3,2 g

Ticarlinat) méi 4 gi®.

Tré em trén ba thang tudi:

maéi 8 gid. Lidu t0| da la 75 mg ticarcilin/kg (tucng duong 80 mg
Ticarlinat/kg) méi 6 gio, nhwng khong vuot qua ligu téi da danh cho
nguoilon.
+ Nang < 2 kg: 75 mg ticarcilin/kg (twong dwong 80 mg Ticarlinat/kg)
méi 12 gio.
- Bénh nhan suy than (ngwoi Ién va tré em trén 40 kg) Sau lidu dau
tién 3 g ticarcilin (twong dwong 3,2 g Ticarlinat), cac lidu duy tri can
dwoc didu chinh tly theo d thanh thai creatinin va loai tham phan:

Do thanh thai creatinin

Liéu (Ticarcilin)

(mi/phuat)
>60 3 g (3,2 g Ticarlinat) mdi 4 gio.
30-60 2 g (2,1 g Ticarlinat) méi 4 gzo
- hoac 3 g (3,2 g Ticarlinat) méi 8 gio.
10-130 2 g (2,1 g Ticarlinat) m&i 8 glor

hoac 3 g (3,2 g Ticarlinat) mdi 12 gio.

2 g (2,1 g Ticarlinat) méi 12 gi¢r
hodc 3 g (3,2 g Ticarlinat) moi 24 gio.

<10

< 10 c6 kém réi loan

chire nang gan 2 g (2,1 g Ticarlinat) méi 24 gio.

2g (2,1 g Ticarlinat) méi 12 gi&»
va cc‘)n_g thém 3 g (3,2 g Ticarlinat)
sau moi lan thdm phan mau.

3 g (3,2 g Ticarlinat) méi 12 gio.

Th&m phan mau

Tham phan phic mac
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- thén (tré em dwéi 40 kg): Sau lidu dau tién 75 mg
uw@ng duong 80 mg Ticarlinat/kg), cac lidu duy tri can
c die 'gh tly theo d9 thanh thai creatinin:

thai creatinin Lidu (Ti ili
o Amliphit) ieu (Ticarcilin)
>30 75 mg/kg (80 mg Ticarlinat/kg)
moi 8 gid.
37,5 mg/kg (40 mg Ticarlinat/kg)
10-30 méi 8 gio.
< 37,5 mg/kg (40 mg Ticarlinat/kg)
10 2 =3
moi 12 gio.
Cachdang:

- Truyén tinh mach ngét quang. Khéng dwoc dung tiém tinh mach hay
tiém bép.

- Dung dlch Ticarlinat nén dwoc tiém truyen trong khoang 30 phat.
Tranh truyén lién tuc kéo dai vi cé thé gay randng do thap dudindng do
didu tr.

Thoi gian diéu tr Nén tiép tyc dung Ticarlinat t6i thiéu 48 gld sau khi

benh nhan da hét triéu chirng nhi&m khuan hodc sau khi c6 d4u hiéu vi

khuan da bj loai trir.

HUGNG DAN CACH PHATHUOC TIEM:

Céachpha thugg

- Dé tranh bién chirng nhiém khuan khi tiém, phai thuc hién thao tac vo
trung khi pha thuéc. Dung dichnén duqc dung ngay sau khipha.

- Thudc chidung mét1an, dung dich thudc con thira phai loai bd.

- Bét thudc trong 1 I Ticarlinat 1,6 g dwgc hoa tan trong khoang 5 ml
dung mdi, sau dé tiép tuc pha loang trong dung dich tiém truyén véi thé
tich thich hop:

+ Nwéc catphatiém: 50 ml
+ Glucose 5%: 100 ml

D6 én dinh cua dung djch sau khipha:

- Khi Ticarlinat hoa tan sé sinh nhiét. Dung dich thuéc thwdng chuyén
mau véng nhat.

- P &ndinhly héa chia Ticarlinat trong cac dung dich truyén tinh mach:

Nhiét d5 phong (21 - 24°C)
24 giv
12 gior

Dung dich truyén tinh mach

Nuwdc cét pha tiém

Glucose 5 %

- Dung dich sau khi pha phai diing ngay dé ngan ngua nguy co nhiém
khuan. Néu dung dich sau khi pha khéng dugc s dung ngay thi thoi
gian va didu kién bao quan dung dich la trach nhiém cta ngudi st
dung.

Twong ky:

- Ticarlinat khdng nén thém vao cac dung dich chlra protein, natri
bicarbonat, nhi dich lipid truyn tinh mach va cac ché phdm mau.

- Dungdich Ticarlinat trong lidocain hydroclorid khéng dung cho duwédn
tiémtinh mach

- Khong tron 1an thude véi cac ammoglycos:d do cé thé lam mét tacdung
clia cac aminoglycosid. Néu can dung ddng thai, phai tiém & céc vij tri
khac nhau va cach nhau itnhét 1 gio.

THAN TRONG:

— Trwéc khi bt dau didu trj bang Ticarlinat, phai hdi ky vé tién st dj ung
clia ngudi bénh véi cac khang sinh nhém beta-lactam (pemcmn va
cephalosporin). Cac phén rng qué man nghiém trong thuong xay ra &
nhirng bé&nh nhan cé tién st di ung voi cac khang sinh nhém
beta-lactam. Néu phan (ng dj ing xay ra trong khi diéu tri bang
Ticarlinat, phai ngirng thuéc va cé cac bién phap x(r tri thich hop

- Cac khang smh beta-lactam c6 thé gay cac réi loan chay mau (réi loan
két tap tiéu cau, kéo dai thoi gian prothrombln .), déc biét khi dung
thuéc cho bénh nhan suy than hoac ¢ tién st rbi loan chay mau. Néu
céc réi loan chdy mau xay ra trong khi diéu trj bang Ticarlinat, phai
nglrng thudc va cé cacbién phép xUr tri thich hop.

- Ticarlinat cé thé lam thay ddi chirc n&ng gan clta bénh nhan Vi vay,
nén st dung thubc than trong & nhitng bénh nhan cé réi loan chirc
nang gan.

_ Ticarlinat hiém khi gay ha kali mau. Tuy nhién, vin d& nay nén duoc

lwu y d&c biét & nhirng bénh nhan bj mét can bing nuwéc va cac chéat
dién giai.

- Acid clavulanic trong Ticarlinat co thé gay ra sy gan két khong dac
hiéu ctia IgG va albumin trén mang héng cau dan dén phan (rng duong
tinh gia trong nghiém phap Coombs.

- Str dyng Ticarlinat kéo dai c6 thé din dén phat trién qua mdc cac
chiing vi khuén khang nhay cam. Céan theo di cAn than va c6 bién phap
diéu trjthich hgp néu cé bi nhiém xay ra.

- Cac khang sinh c6 thé gay viém dai trang gia mac murc do tir nhe dén
nang. Do @6, nén d& nghi cac chan doan viém dai trang gia mac &
nhirng bénh nhan bj tiéu chay trong hodc sau khi str dung khang sinh.
Néu bénh nhan bij tiéu chay nhiéu, kéo dai hoac thuong xuyén bi dau
bung, can ngung ngay thudc va tién hanh cac bién phap x tri thich
hop.

- Phai thudng xuyen danh gia chlrc nang tim, gan, than, mau, theo dai
cac chét dién giai trong huyét thanh khi diéu tri dai ngay bang
Ticarlinat.

- M&i I thubc bot pha tiém truyén Ticarlinat 1,6 g chira 180 mg ion Na
va 18,43 mg ion K. Do dé, than trong khi dung thuéc cho nguoi suy
giam chirc nang than hoéc bénh nhan can han ché mudi trong biraan.

— Tré em: Tinh an toan ctia thudc trén tré em duoi 3 thang tudi va hiéu
qua ctia thudc trong diéu trj nhiém trung huyét va cac nhiém khuan do
H. influenzae nhém B trén tré em chuwa duqc biét ré. Vi vay néu pha|
dung Ticarlinat cho cac déi twong nay, can can nhéc gitra loi ich cta
thudc va nguy co c6 thé xay ra khi ding thude.

PHU N’ MANG THALI:

Chi str dung Ticarlinat khi loi ich diéu tri vuot troi cac nguy co' co thé xay

ra.

PHYUNO*CHO CON BU:

Mot lvgng nho Ticarlinat qua dwgc stra me, do do can than trong khi

dung thuéc nay & phu ni¥ dang cho con bu.

TAC DONG CUATHUOC KHI LAI XE VA VAN HANH MAY MOC:

Chua c6 bang chirng cho thay thuéc anh hudng dén kha nang lai xe va

van hanh may moc.

TUONG TAC THUOC:

- Ticarlinat tron 1an véi cac aminoglycosid c6 thé 1am bét hoat tac dung
clia cac aminoglycosid, do dé phai tranh st dung déng thei. Néu can
dung ddng théi, phai tiém & cac vj tri khac nhau va cach nhau it nhat
1gio.

— Céc thubc tranh thai ubng bj gidm hiéu lyc khi ding ddng thoi véi cac
penicilin. Vi vay nén khuyen bénh nhan dung cac bién phap tranh thai
khéng co nol tiet td thay thé trong thdri gian str dung Tncarlmal

- Str dung dong thoi véi probenemd lam cham bai tiét ticarcilin qua éng
than nhu'ng khong lam cham bai tiét acid clavulanic.

- Vlec st dung ddng thoi Ileu 16n Ticarlinat voi thube chong dong hodc
thudc e ché két tap tiéu cAu hoac thubc tan huyét khdi co thé 1am tang
nguy co chay mau.

- Acid clavulanic trong Ticarlinat c6 thé gay ra sy gan két khong dac

u ctia IgG va albumin trén mang hdng cau dan dén phan (rng duong

inh gia trong nghiém phap Coombs

- Ticarcilin lam giam sy bai tiét clia methotrexat (!éng nguy co dgctinh).

- Néng do cao ticarcilin trong nuoc tidu co thé gay ra phan ng duo!
tinh gia trong xét nghiém protein nuéc tiéu béing cac nghiém phap: th
nghiém acid sulfosalicylic va dun séi, thir nghiém acid acetic, phan &ng
Biure, th&r nghiém acid nitric. Trong truvong ho'p nay, xét nghlem ban
day thubc thtr bromphenol xanh da dwgc bao cao la dang tin cay. }

QUA LIEU VA CACH XU TRi: /

- Mg Anh hudng trén dudng tiéu héa (buon noén, nén, ti¢
chay,...), réi loan can béng nwéc va cac chat dién gial kich thich tls
kinh co, co giat. Cac phan trng gay ddc than kinh co thé xay ra khid
lidu rét cao Ticarlinat, dac blét la & nhirng bénh nhan suy than.

- Xu' tri: Khéng co thudc giai doc dac h|e,u Trong trdng hep qua lidu,
can ngung ! thudc, diéu tri triéu chirng va tién hanh cac blen phap hé tror
theo yéu cau. Cé thé loai bd Ticarlinat ra khoi vong tuan hoan béng
tham phan mau.

DE XATAMTAY TRE EM.

NEU CAN BIET THEM THONG TIN, XIN HOI Y KIEN BAC SI.

HAN DUNG: 24 thang ké tir ngay san xuét.

BAO QUAN: dwéi 30°C, tranh &m va anh sang.

Sén xuat tai:

0.

M l HARM thanh phé Thi DAu M@t, tinh Binh Duong.

Hotline: 1800.555.535

Chinhanh 3 - céNG TY CO PHAN DU'Q'C PHAM IMEXPHARM t
S6 22, duong sb 2 KCN Viét Nam - Singapore |l, phudong Hoa P

E-mail: imp@imexpharm.com
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