i Rx
TICARLINAT®3,2 g

' THUOC BOT PHA TIEM

‘ Doc ky huéng dan sir dung trwde khi dung.
} Dé xa tam tay tré em.

Thubc nay chi dung theo don thuéc.
| THANH PHAN CONG THU'C THUOC:
Mbi lo thube bdt pha tiém Ticarlinat 3,2 g chira:
Thanh phan dwoc chat:
| Ticarcilin (dwéidangticarcilin dinatri) ..........c.coviviveniniinniceccsenecieions
| Acid clavulanic (dudi dang clavulanat kali)
Thanh phan ta dugc: Khong co.
DANG BAO CHE:
Thubc bot pha tiém.
B6t mau trang dén vang nhat, dong trong lo thiy tinh natkin.
CHIDINH:
Ticarlinat duoc chi dinh trong digu tri cac nhim khuan do cac chuing vi khuén nhay
cam voithube gay ranhur:
- Nhiém khuén huyét.
Nhiém khun duéng hé hap dudi,
Nhi&ém khuén xuong khop.
Nhiém khuénda va cutricda.
|~ Nhiém khuén duong tiét niéu.
Nhi€ém khuén phy khoa.
Viém phuc mac.
Nhiém khuén 6 bung.
Nhi&m khuén tai mai hong.
Nhiém khuén sau phau thuét.
LIEUDUNG -CACHDUNG:
Liéu dung: Liéu dung dugc tinh dya theo lugng ticarcilin chiva trong thube.
Nguwoi 16m (bao gém ca nguwdi cao tuéi): 3 g ticarcilin (twong dwong 3,2 g
Ticarlinat) mbi 6 - 8 gir. Téi da 3 g ticarcilin (tuong duong 3,2 g Ticarlinat) mbi 4
gior.
Tré em trén ba thdng tuéi:
. Néng 2 2 kg: 75 mg ticarcilin/kg (tuvong duong 80 mg Ticarlinat/kg) méi 8 gicr.
Liéu t6i da la 75 mg ticarcilin/kg (twong duong 80 mg Ticarlinat/kg) mdi 6 gicr,
nhung khong vuot qué liéu tbi da danh cho ngudilén.
« Nang <2 kg: 75 mgticarcilin/kg (tvong duong 80 mg Ticarlinat/kg) mbi 12 gio.
Bénh nhén suy than (ngwoi 16m va tré em trén 40 kg): Sau libu dau tién 3 g
ticarcilin (lvong duong 3,2 g Ticarlinat), cac liéu duy tri cAn duge diéu chinh tay
theo d6 thanh thai creatinin va loai thAdm phan:

D¢ thanh thai creatinin Lidu
(mLphat) (Ticarcilin)
> 60 3 g (3,2 g Ticarlinat) mbi 4 gio.
30-60 2 g (2,1 g Ticarlinat) méi 4 gioy
hoéc 3 g (3,2 g Ticarlinat) mbi 8 gior.
10- 30 29 (2,1 g Ticarlinat) moi 8 gioy
hoac 3 g (3,2 g Ticarlinat) méi 12 gio.
<10 2 g (2,1 g Ticarlinat) mbi 12 gity

hoac 3 g (3,2 g Ticarlinat) moi 24 gio.

T<10chkemrilogn | 2 g (2,1 g Ticarlinat) mdi 24 gio.
chic nang gan

2 g (2,1 g Ticarlinat) mbi 12 gi¢s va cong
thém 3 g (3,2 g Ticarlinat) sau méi lan
th&dm phan mau

LThém pha;@mc mac _J :g (3,2 -g_;wﬁ-carllnart) "'.62,2 gicr.
Bénh nhén suy thin (tré em duoi 40 kg): Sau liu dau tién 75 mg licarcilin/kg
(tvong duong 80 myg Ticarlinat/kg), cac licu duy tri can dugc diéu chinh tay theo
d¢ thanh th_é_: crealinin:

Théam phan méau

D6 thanh thai Liéu
creatinin (mL/phat) (T'ca":_'_'irl)_ Aokl o |, T
> 30 75 ma/kg (60 mg Ticarlinatkg) mdi 8 gio.
10- 30 37,6 mglkg (40 mg Ticarlinat/kg) mbi 8 gio.
<10 37,5 mglkg (46@?@:{:}!%%9) "'6112}![7_;,
cafzgygﬁ'—:%h mach ngét quéang va tiém tinh mach cham. Khong dugc dung tiém
bap.

- Théi gian didu tri: Nén tiép tuc dung Ticarlinat téi thiéu 48 gior sau khi bénh nhan
da héttriéu chirng nhiém khuAn hoac sau khi c6 ddu hiéu vi khuén da b loai trir.

Hwéng dén cach pha thudc tiém:

Cédch pha thuéc:

- P& tranh bién ching nhiém khudn khi tiém, phai thyc hign thao tac vo trung khi
pha thuéc. Dung dich sau khi pha phai dung ngay dé ngan ngira nguy co nhiém
khuan. Néu dung dich sau khi pha khéng duoc stz dung ngay thi thoi gian va diéu
kién bao quan dung dich 1a trach nhiém ctia nguoi s dung.

- Thudc chi dung métlan. Dung dich thubc con thira phai dugc loai bo.

Truyén tinh mach

- Dung dich Ticarlinat nén dugc tiém truyén trong khoang 20 - 30 phuit. Tranh
truyén lién tuc kéo dai vi c6 thé gay randng do thap dudi ndng do diéu tr.

~ Hoa tan bot thube véi 20 ml nudc cAt pha tiém hoac dung dich tiém truyén Natri
clorid 0,9%. Sau dé tiép tuc pha loang trong dung dich tiém truyén véi thé tich
thich hop:

+ Nudccatphatiém: 100 ml.
+ Dungdich Natriclorid 0,9%: 100 ml.
+ Dungdich Glucose 5%: 100 - 150 ml.

Tiém tinh mach:

- Dung dich Ticarlinat dugc tiém tinh mach cham trong vong 3 -4 phut.

_ Hoa tan bot thudc véi 20 mi nude cit pha tiém hodc dung dich tiém truyén Natri
clorid 0,9%.

D6 6ndjnh cia dung dich sau khipha:

_ Khi Ticarlinat hoa tan sé sinh nhiét. Dung dich thuéc thuéng chuyén mau vang
nhat.

- Podndinhly hda cla Ticarlinat:

Dung dich Nhiét do 25°C | Nhiét dé 2°C - 8°C
Truyén tinh mach 6 gior 24 gior
Tiém tinh mach - 24 gity

- Ché pham khéng 6n dinh trong dich truyén bicarbonat. Khong dugc trén 1an voi
ché phdm mau, nhirng dung dich chira protein khac nhw cac san phadm thiy phan
ctia protein hodc nhi dich lipid truyén tinh mach.

- Néu ché phdm duoc chi djnh str dung két hop voi mot aminoglycosid thi khéng
dugc trdn 1an cac khang sinh nay trong mdt bom tiém, binh dung dich truyén do
co th‘é lam giam hoat Iy ctia aminoglycosid.

Mot s6 luu y dic biét vé xie ly thude trwée va sau khi sir dung thudc:

Dung dich hoan nguyén thuding chuyén mau vang nhat.

- Dung dich thubc sau khi pha khong dugc c6 tidu phan nhin thdy bang mat
thwong, khéng b kéttia,

- Khong cd yéu cAu déc biét vé x(r ly thubce sau khi str dung.

CHONG CHID|NH:

Ngudibénh co tién sir qua man véi khang sinh nhom beta-lactam.

CANHBAO VA THAN TRONG KHIDUNG THUOC:

Trude khi bat dau diéu tri bang Ticarlinat, phai hoi ky vé tién st dj ng cia nguoi
bénh vé&i cac khang sinh nhom beta-lactam (penicilin va cephalosporin). Cac
phan (rng qua man nghiém trong thudng xdy ra & nhirng bénh nhan co tidn s di
(rng voi cac khang sinh nhém beta-lactam, Néu phan (rng dj (rng xay ra trong khi
diéu tri bang Ticarlinat, phai ngirng thude va cé cac bién phap xd tri thich hgp.
Céac khang sinh beta-lactam co thé gay cac réiloan chdy mau (réi loan két tap tiéu
chu, kéo dai thai gian prothrombin, ..), dac bigt khi dung thude cho bénh nhan suy
than hoac co tién st rdi loan chay mau. Néu cac rdiloan chay mau xdy ra trong khi
diéu trj bang Ticarlinat, phai ngirng thudc va cé cac bign phap xt tri thich hgp.
Ticarlinat co thé lam thay déi chire nang gan clia bénh nhan. Vivay, nén st dung
thude than trong & nhiing bénh nhan cd roiloan chire nang gan.

Ticarlinat hiém khi gay ha kali mau. Tuy nhién, van dé nay nén dugc luu y dac
biét & nhirng bénh nhan bj mat can bang nude va cac chat dign giai.

Acid clavulanic trong Ticarlinat co thé gay ra sy gan két khdng dac hiéu cua 1IgG
va albumin trén mang hong cau dan dén phan tng duang tinh gia trong nghigm
phap Coombs.

St dung Ticarlinat kéo dai co thé dan dén phat tnén qua muc cac chliing vi khudn
khong nhay cam. Can theo dai can than va co bign phap didu tri thich hgp néu co
boinhiém xay ra

Cac khang sinh cé thé gay viém dai trang gia mac mac do W nhg dén nang. Do
d6, nén dé nghj cac chan doan viém dai trang gid mac & nhitng bénh nhan bi tieu
chay trong hoac sau khi str dung khang sinh. Néu bénh nhan bj tiéu chay nhiéu,
kéo dai hoac thuong xuyén bj dau bung, can ngung ngay thudc va tién hanh cac
bién phap xc tri thich hop

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

Mbi lo thudc bat pha tiem Ticarlinat co chira mt rong lon Na* va ion K*. Do do,
than trong khi dang thude cho ngudi suy gidm chire nang than hoac bénh nhan
cAn kidm soat natri va kali trong ché do an.

M&i lo thude bot pha tiém Ticarlinat 3,2 g chira 360 mg ion Na+ (tuong duong
18% ligu tiéu thy ti da ctia ngudi lon trong ngay theo khuyén cao cia WHO) va

36,87 mgionK*. TKS0051P-2/04




. Tré em: Tinh an toan cua thude trén tré em dudi 3 thang tudi va hidu qua cla

thudc trong didu trj nhiém tring huyét va cac nhidm khuan do H. influenzae nhém
B trén tré em chua duoc biét rd. Vi vay, néu phai dung Ticarlinat cho céc ddi
tu'o'éncg nay, ¢an can nhic gitra loi ich cta thubc va nguy co c6 thé xay ra khi ding
thude.

SU'DUNG THUOC CHO PHY N €O THAI VA CHO CON BU:

Sdrdung thuée cho phu nir cé thai:

Chura ¢6 dir lidu vé str dung thuéc trén phy nir cé thai, chi nén ding thudc néu loi

ich vurot trdi so véi nguy co.

Strdung thuéce cho phy nircho con bii:

Mbt ltgng nhd Ticarlinat qua dugc sira me, do do ¢an than trong khi diing thudc

nay & phu nir dang cho con bu.

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

Chura c6 bang chirng vé anh hudng ctia thuéc 1én kha nang lai xe, van hanh may

moc.

TUONG TAC, TUONG KY CUATHUOC:

Twongtac cua thudc: ;
Ticarlinat trdn 13n véi cac aminoglycosid cé thé 1am bt hoat tac dung clia cac
aminoglycosid, do d6 phai tranh str dung ddng thei. Néu can diing ddng thdi, phai
tiém & cac v tri khdc nhau va cach nhau it nhat 1 gio.

- Céc thude tranh thai udng bj gidm hiéu lyc khi dung ddng thoi véi cac penicilin. Vi
vay, nén khuyén bénh nhan dung céc bién phap tranh thai khong c6 néi tiét té thay
thé trong thoi gian str dung Ticarlinat.

Str dung ddng thdi véi probenecid lam cham bai tiét ticarcilin qua éng than nhung

khéng lam cham baitiét acid clavulanic.

Viéc str dung ddng thoi lidu 1on Ticarlinat véi thubc chdng dong hoac thudc trc

ché kéttap tigu cu hoac thubc tan huyét khéi cé thé lam tang nguy co chay mau.

- Acid clavulanic trong Ticarlinat c6 thé gay ra sy gan két khong dac hiéu ctia IgG
va albumin trén mang héng cau dan dén phan (rng dwong tinh gia trong nghiém
phéap Coombs.

- Ticarcilin 1am gidm sy bai tiét clia methotrexat (tAng nguy co doctinh).

Néng db cao ticarcilin trong nuérc tiéu c6 thé gay ra phan ng duong tinh gia

trong xét nghiém protein nuéc tiéu bang cac nghiém phap: thtr nghiém acid

sulfosalicylic va dun soi, thtr nghiém acid acetic, phan (rng Biure, thir nghiém acid
nitric. Trong trvdng ho'p nay, xét nghiém bang day thuéc th» bromphenol xanh da
dugcbdo cdoladangtin cdy.

Twong ky ctathubc:

- Ticarlinat khong nén thém vao cac dung dich chira protein, natri bicarbonat, nhi

dich lipid truyén tinh mach va cac ché pham mau.

- Dung dich Ticarlinat trong lidocain hydroclorid khéng dung cho duéng tiém tinh
mach.

- Khéng trén 14n thubc véi cac aminoglycosid do cé thé 1am mét tac dung clia cac

aminoglycosid. Néu can dung dbng thdi, phai tiém & céc vi tri khac nhau va cach
nhau itnhét 1 giér.

TAC DUNG KHONG MONG MUON CUATHUOC:
- Thuong gap: dau, rat, hoac viém tinh mach tai ving tiém, phat ban, ngtra, ndi mé
day, bubn nén, nén, tiéu chay, ting bach cau va axit, ting AST VAALT.
- It gap: viém dai trang mang gia, gidm kali huyét, co giat (dc biét & nhirng bénh
nhan suy than hoc ding liéu cao), gidm tiéu cau, bach c&u va hemoglobin.
- Hiém g&p: vang da & mat, viém gan, viém bang quang xuét huyét, thiéu mau tan
huyét, soc phan vé va hji chirng Stevens-Johnson.
Hwéng din xce tri ADR: Ngirng diéu tri béng Ticarlinat. Tién hanh cac bién ghép
xr tri thich hop néu cn (ding epinephrin, tiém tinh mach corticosteroid, hé hap hd
trg,...).
Théng béo ngay cho bac sy hoic dwegrc s§ nhirng phan rng c6 hai gdp phai
khi str dyng thudc.

QUALIEUVACACH XU TRI:
Qué lidu: Anh hudng trén dudng tiéu hda (budn nén, non, tiéu chay,...), ri loan
c4n bang nuéc va cac chat dién gidi, kich thich thAn kinh co, co giat. Cac phan ting
g3y doc than kinh c6 thé xay ra khi dung lidu rat cao Ticarlinat, d&c biét 1a & nhing
bénh nhén suy than.
Cach xi tri: Khong c6 thube giai doc dac higu. Trong trudng hep qua lidu, cAn
ngung thube, diéu tri trigu chirng va tién hanh cac bién phap hé trg theo yéu cAu. C6
thé loai bo Ticarlinat ra khoi vong tulin hoan béing thAm phan mau,
DACTINHDUQC LYC HOQC:
Nhom duge ly: Phbi hop cia nhém penicilin, bao gdbm chét (rc ché beta-
lactamase. :
MaATC: JO1CRO3
- Ticarcilin Ia mt khang sinh diét khuén thugc nhém penicilin. Thube tac dung trén
nhiéu chiing vi khuén Gram &m, Gram duong hiéu khi va vi khudn ky khi da trc
ché sy tbng hgp thanh té bao vi khuén. Tuy nhién n6 dé bj pha hiiy bai cac enzym
beta-lactamase va do d6 phé khang khuén khéng bao gom nhiing vi khudn sinh
enzym beta-lactamase.
Acid clayulanic la mt beta-lactam cé cu tric ghn gibng véi cac penicilin, cd kha
nang bét hoat cac enzym beta-lactamase thuang gap & nhiing vi khudn d&
khang vé&inhiing khéng sinh thugc nhém penicilin va cephalosporin. BAc biét, nd

|

6 tac dyng (rc ché manh cac beta-lactamase truy&n qua plasmid gay khang céc
ili halosporin.

g’?::iaﬂll':;ﬁaci%ng lhgc két hop cua ticareilin véi acid clavulanic. Sw két hgp nay

6 tac dung bao vé ticarcilin khoi sy thodi bién béi cac men be_ta-lactamase‘ asng

thari, mé rong thém phéd khang khuén cua ticarcilin mét cach hiéu qua.

_ Phd khang khuén cua Ticarlinat:

Vi khudn Gram duwong hiéu khi:

+ Staphylococcus aureus (bao gdm cac chiing tao va khéng tao ra men B-
lactamase).

+ Staphylococcus epidermidis (bao gbm céc ching tao va khong tao ra men -
lactamase).

Vikhuan Gram &m hiéu khi:

+ Citrobacterspp. f

. Enterobacter spp. k& ca E. cloacae (bao gbm céc chiing tao va khong tao ra
men B-lactamase).

. Escherichia coli (bao gdm cac chling tao va khong tao ra men -lactamase).

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

+ Klebsiella spp. ké ca K. pneumoniae (bao gdm cac ching tao va khéng tao ra
men B-lactamase).

+ Pseudomonas spp. ké ca P. aeruginosa (bao gdm c4c chiing tao va khdng tao
ramen B-lactamase).

+ Serratia marcescens (bao gbm céc chiing tao va khéng tao ra men B-
lactamase).

Vi khuén ky khi:

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

+ Bacteroides melaninogenicus (bao gdm cac chiing tao va khéng tao ra men B-
lactamase).

- Cac chling vi khuan dé& khang: Stenotrophomonas maltophilia, Burkholderia
cepacia, Staphylococcus spp. de khang v&i methicilin.

- Cochédékhang:

+ Co ché khang thuéc khong chi do vi khuan san sinh beta-lactamase, ma con do
bién ddi protein gén v&i penicilin va gidm sy tham nhap clia khang sinh.

+ Acid clavulanic la mét chat (rc ché beta-lactamase. Khi két hop véi ticarcilin,
phé diét khuan ctia ticarcilin dwgc mé réng hon, ddi véi ca cac chiing vi khuan
tiét beta-lactamase nhw Staphylococci, nhiéu loai Enterobacteriaceae,
Haemophilus influenzae va Bacteroides spp., tuy nhién déi véi P. aeruginosa
hoat tinh diét khuan khéng tang Ién khi két hop véi acid clavulanic. Da cé bao
c4o vé sty khang thudc ticarcilin két hop véi acid clavulanic va cé si khdng chéo
gilra carbenicilin va ticarcilin.

DAC TINHDU'QC DONG HQC:

- Ticarcilin dinatri dwoc hdp thu khéng dang ké qua dudng tiéu hoa nén phai duoc
s(r dung du¢i dang tiém.

- Sau khi truyén tinh mach (30 phat), néng do dinh trong huyét thanh ctia ca
ticarcilin va acid clavulanic dat duoc ngay sau khi két thuc tiém truyén.

- Dugcddng hoc clia hai thanh phan dugc két hop chat ché va cac thanh phin déu
dugc phan phdi tét trong dich co thé va cac md. Khoang 45 - 65% ticarcilin va 22 -
30% acid clavulanic gén két véi protein huyét thanh. Ca hai thanh phan déu qua
dugcnhau thai va tiétvao sira me véindng do thap. Mot lvgng nhé ticarcilin phan
b vao dich nao tiy va ham lugng nay tang 1&n khi mang nao bj viém.

- Théi gian ban thai cla ticarcilin 1a khoang 1,2 - 1,4 gior va acid clavulanic 1a
khoang 1,1 gi¢. Khoang 65 - 89% ticarcilin va 30 - 40% acid clavulanic dugc thai
trir qua nwéc tidu. Co thé loai bé ticarcilin va acid clavulanic ra khdi co thé bang
thAm tach mau.

QUY CACHDONG GOI;

Hop 0119 x 3,2 g ticarcilin va acid clavulanic.

Hép 1010 x 3,2 g ticarcilin va acid clavulanic.

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

TIEU CHUAN CHAT LUQ'NG CUATHUOC:
Tiéu chuén chét lwgng: Dugc dién My,
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