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ZOBACTA' 2,25¢

Piperacilin 2g
Tazobactam 0,25 g

Lo 2,25 g thuéc bét pha tiem
Vial 2.25 g powder for injection
Tiém tinh mach - Tiém truyén
Intravenous injection - Infusion

Thanh phén / Composition:
Madi lo chura / Each vial containg:
Piperacilin 2g

Landau
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Tazobactam 0,25 g
SDK / Visa No.: XX-XXXXX-XX
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56 16 SX / Batch No.

San xudt tai:
Chi nhanh 3 - Cong ty CPDP IMEXPHARM
131 Binh

Duong
56 22, Dutng s6 2, KCN Viét Nam - Singapore |,
Phutng Hoa Phu, TP. Thi Dau Mot,
Tinh Binh Duong, Viét Nam.
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m Prescription only medicine

ZOBACTA 2,25¢g

Piperacillin
Tazobactam
Powder for ir

Intravenous inje
Infusion

Box of 1vial 2.25g
Powder for injection

DE XA TAM TAY TRE EM.
_ DOC KY HUONG DAN
sU DUNG TRUGC KHI DUNG.

THANH PHAN: Méi lo chura:

29
EERER 0,25g
CHI DINH CHONG CHi BINH,
CACH DUNG VA CAC THONG TIN KHAC:
Xin doc trong to huong dan su dung.
BAO QUAN DUGI 30°C, TRANH AM VA
ANH SANG.

SBK / Visa No.: XX-XXXXX-XX

San xuat tal
Chi nhanh 3 - Cong ty CPDP IMEXPHARM
tai Binh Duong
$6 22, Buong s6 2, KCN Viét Nam - Singapore Il
Phuong Héa Phu, TP. Thi Dau Mét,
Tinh Binh Duong, Viét Nam.
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ZOBACTA' 2,259

Piperacilin 2g
Tazobactam 0,25 g
Thuoc bot pha tiem
Tiém tinh mach
Tiém truyén

Hop1l02,25g
Thuéc bét pha tiém

KEEP OUT OF REACH OF CHILDREN.
CAREFULLY READ THE
INSTRUCTIONS BEFORE USE.

COMPOSITION: Each vial contains:
F‘mr"v achiling, o 2g
AN .0.25¢g
INDICATIONS CONTRA INDICATIONS
DOSAGE AND OTHER INFORMATION:
See enclosed leaflet
STORE BELOW 30°C, PROTECT FROM
MOISTURE AND LIGHT.

Manufactured by:
IMEXPHARM CORPORATION BRANCH Il
No. 22, Street No. 2, Vietnam-Singapore

Industrial Park Il, Hoa Phu Ward, Thu Dau Mot City,

Binh Duong Province, Vietnam.
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G DAN SU DUNG (Thiét ké gom 02 trang):

an theo don
®

ACTA 2,25¢

DQC KY HWONG DAN SU’ DUNG TRUOC KHI DUNG

THANH PHAN:

M3ilo thuéc bot pha tiém chira:

Bét thude Piperacilin natri va Tazobactam natri vé khun twong dwong véi:
Piperacilin .
Tazobactam ...

Tadwoc: khong.

DANG TRINH BAY:

Hép 1 lo. Hop 10 lo.

DUQC LYC:

- Piperacilin 1a mét ureido penicilin phé rong. Béing co' ché (rc ché téng hop thanh té
bao vikhuén, piperacilin cho tac dung diét khuan déi véi nhidu vikhudn wra khi va ky
khi Gram dwong va Gram am. Tuy nhién, dwéi tac dyng clia beta-lactamase va sy
thay ddi nhiém sac thé ciia té bao vi khuén, piperacilin tré nén giam tac dung va gay
ra sy d& khang khang sinh & vikhuan.

- Tazobactam |a chét (rc ché enzym beta-lactamase - enzym gay nén d& khang
penicilin va cephalosporin, d&c biét la cac cephalosporin thé hé ba. Tazobactam
gitip piperacilin b&n virng duéi sy tac dong clia cac enzym nay.

- Zobacta 2,25g 13 san pham phéi hop gita piperacilin va tazobactam, c6 phé
khang khuan réng hon so véi piperacilin don trj, bao gdm c4c vi khun sinh beta-
lactamase dé khang v&i piperacilin don tri.

Phé khang khuén:

- Céc vikhuan thwong nhay cam
+ Vikhuan hiéu khi gram dwong: Enterococcus faecalis, Listeria monocytogenes,

Staphylococcus aureus nhay cam véi methicilin, Staphylococcus spp. coagulase
amtinh nhay cam véi methicilin, Streptococcus pyogenes, Streptococcinhém B.
+ Vikhuan hiéu khi gram am: Citrobacter koseri, Haemophilus influenza
Moraxella catarrhalis, Proteus mirabilis.

+Vi khudn ky khi gram dwong: Clostridium spp., Eubacterium spp.,
Peptostreptococcus spp.

+ Vi khudn ky khi gram am: Bacteroides fragilis, Fusobacterium spp.,
Porphyromonas Spp., Prevotella spp.

- Cécvikhuan cé thé dé khang
+ Vi khuan hiéu khi gram duwong: Enterococcus faecium, Streptococcus

pneumonia, Streptococcus viridans.

+ Vi khuén hiéu khi gram am: Actinobacter baumannii , Burkholderia cepacia,
Citrobacter freundii, Enterobacter spp., Escherichia coli, Klebsiella pneumonia,
Morganella morganii, Proteus vulgaris, Providencia ssp., Pseudomonas
aeruginosa, Serratia spp.

- Cacvikhuén dé khang
+ Vikhun hiéu khi gram dwong: Corynebacterium jeikeium.

+ Vikhun hiéu khi gram am: Legionella spp., Stenotrophomonas maltophilia.

+ Céc vikhuén khac: Chlamydophilia pneumonia, Mycoplasma pneumonia.

DUQ'C DONG HQC:

Hép thu

Sau 30 phut truyén tinh mach Zobacta 2,25g, néng d6 dinh trong huyét twong cla

piperacilin va tazobactam twong (rng 1a 134 pg/mlva 15 pg/ml.

Phanbd

Khoang 30% piperacilin va tazobactam lién két véi protein trong huyét tuong. Protein

lien két voi piperacilin khdng bj anh hudng bdi sy hién dién clia tazobactam va

nguoclai.

Protein lién két v&i chat chuyén hoa clia tazobactam thi khéng dang ké.

Piperacilin va tazobactam phan b réng khap cac mé va dich co thé, bao gdm ca

niém mac rudt, tGi mat, mat, phdi va xwong véindng do trong mé khoang 50 - 100%

S0 V&indng do trong huyét twong.

Tuwong ty nhuw cac penicilin khac, khi mang ndo khéng bj viém, piperacilin va

tazobactam phan bd kém vao dich ndo tay.

Chuyén héa

Piperacilin dugc chuyén hoa thanh chét chuyén héa desethyl co hoat tinh vi sinh vat

yéu. Tazobactam dugc chuyén héa thanh mét chat chuyén héa khéng cé hoat tinh vi

sinh vat.

Thaitrie

Khoang 68% piperacilin va 80% tazobactam cling cac chat chuyén héa dwoc thai triy

qualoc ciu than va éng than vao nuwdc tidu, mét sé it thai trir vao mat

Thoi gian ban thai trong huyét twong clia piperacilin va tazobactam & nqu’di khoe

manh tir 0,7 dén 1,2 gi&r va khdng bj anh hwdng bi liéu hodc thai gian truyen. Téc do

dao thai piperacilin va tazobactam tang & nhirng ngudi bi suy gidm chirc nang than.

Dugc dong hoc cla piperacilin khdng bj anh hudng bdi tazobactam. Tuy nhién,

piperacilin lam gidm nhe d¢ thanh thai clia tazobactam.

CHIDINH:

Didu trj cac treong hop nhiém khuan gay ra bdi cac vikhudn nhay cdm, bao gém:

— Nhiém khuan phuy khoa, bao gdm viém néi mac tir cung sau sinh hodc viém ving
chaunang.

— Nhi&m khuan & bung, bao gdm viém rudt thira (c6 bién chirng hoac 4p xe) va viem

hicmac.

= ?/iém phéi méc phai cong déng (CAP) hoac viém phdibénh vién tir vira dén nang.

- Nhi&m khuan huyét, nhiém khuan da va ciu tric da.

- Nhiém tring duong tiét nigu. .

THUOC NAY CHI DUNG THEO DPON CUABAC SI.

CHONG CHi BINH:

Mén cam véi khang sinh nhém penicilin, cephalosporin, cac chat trc ché beta-
lactamase hay bét ky thanh phan nao cta thuéc.

TAC DUNG KHONG MONG MUON:

- Rétthwong gap (ADR> 1/10)

+ Hétiéu hoa: tiéu chay
- Thuwong gdp (1/100<ADR < 1/10)

+ Nhiém ndm Candida

+ Huyét hoc: gidm tiéu cAu, thiéu mau, duong tinh xét nghiém Coombs tryc tiép,

kéo dai thdi gian thromboplastin tirng phan hoat héa

+ Chuyén hoa: gidm albumin mau, gidm protein toan phan

+ Hé thAnkinh: nhirc dau, mat ngu

+ Hétiéu hda: dau bung, budn nén, ndn, tao bon, khoé tiéu

+ Gan-mat: tangmengan

+ Davamé mém: phatban, ngira

+ Tiétniéu-Than: tang creatinin huyét, tang ure huyét

+ Phan trng tai chd: sét, phan (ing tai ch tiém
- ltgap (1/1000< ADR < 1/100)

+ Huyet hoc: gidm bach cau, kéo dai thevi gian prothrombin

+ Chuyén hoa: ha kali huyét, giam dudng huyét

+ Timmach: ha huyét ap, viém tic tinh mach, viém tinh mach

+ Gan - mét: tang bilirubin huyét

+ Davamdmém: héng ban da dang, mé day, phatban

+ Co xwong khép: dau khép, dau cor

+ Toanthan: &nlanh
- Hiém gap (1/10000< ADR <1/1000)

+ Huyéthoc: métbach cau hat, chay mau cam

+ Hétiéu hoa: viém rudt két mang gia, viem miéng

+ Davamd mém: hdi chiing hoai ttr biéu bi nhiém dac (TEN)

- Khéng ré tan suit:

+ Huyét hoc: gidm toan thé huyét ciu, gidm bach cau, thiéu mau tan huyét, ban

xuat huyét, kéo dai thdi gian chay mau, tang tiéu ciu, tang bach ciu aitoan

+ Hé mién djch: phan rng phan v&, séc phan vé, qua man

+ Gan-mat: viém gan, vang da, ting men gan (GGT)

+ Dava md mém: hdi chirng Stevens-Johnson, hoi ching dj (rng thubc toan thé cé
tang bach cAu 4itoan (DRESS), ban mun mi toan than cap tinh (AGEP)

+ Than va tiét niéu: suy than, viém éng than ké
Théng bao cho Bac si nhirng tac dung
dung thuéc.

LIEU LUQNG - CACH DUNG:

Thuéc dwece ding tiém tinh mach cham (it nhit trong 3 - 5 phut) hodc tiém

truyén tinh mach cham (it nhattrong 30 phat).

Liéu dung:

Liéu lwong cta piperacilin natri va tazobactam natri dugc tinh dya trén ham lvgng
cuia piperacilin va tazobactam trong phéi hop.

- Nguoilénvatréemtrén 12 tué@_&énﬁggﬁ@iok_q:

+ Lidu théng thudng: 3,375g (3g piperacilin va 0,375g tazobactam) méi 6 gi® hoac
4,59 (4g piperacilin va 0,5g tazobactam) méi 8 gio.

+ Thoi gian trj liéu théng thuéng: tir 7 @én 10 ngay. Thei gian trj ligu thy thudc vao
murc 3 n&ng nhe cla nhiém khuén, co dja bénh nhan va tién do thir nghiém vi
sinh vat. Trong hiu hét cac trdrng hop nhiém khuan cép, qua trinh tri liéu nén tiép
tyc trong it nhat 48 - 72 gi®r sau khi khong con triéu chirng bénh hodic c6 du hiéu
khdi bénh.

+ Viém phdi bénh vién: Lidu khuyén céo a 4,59 (4g piperacilin va 0,5g tazobactam)
mdi 6 gi¢r trong 7 - 14 ngay.

- Trétr2- 12tudihodc cdn ndng khong qua 40 kg:

Viém ruét thira va/ hoac viém phic mac: 100 mg/kg piperacilin va 12,5 mg/kg

tazobactam, méi 8 gio.

- NgqudiI6n tudi: khéng can chinh liéu cho cac dbi twgng bénh nhan 16 tudi co chire
nang than binh thwong hodc dg thanh thai creatinin trén 40 ml/ phut

- Bénh _nh&n suy gan: thoi gian ban thai trong huyét thanh cta piperacilin va
tazobactam kéo dai & cac bénh nhan suy gan, tuy nhién khéng cin chinh liéu cho
cac déi twong nay.

- Bénh nhan suy than: cAn gidm lidu dya trén mirc 4 suy than.

Do thanh thai Liéu dung
creatinin (mL/phut) |(trir viém phdi bénh vién)

6ng mong muén gap phai khi st

Liéu dung
(viém phdi bénh vién)

20 - 40 2,25 g mdi 6 gi¢ 3,375 g mdi 6 gi

<20 2,25 g mbi 8 giov 2,25 g mdi 6 gior

2,25 g mdi 12 gi®, 2,25 g méi 8 gio,
Chay than nhan tao 0,75 g sau méi dot 0,75 g sau mdi dgt
chay than nhan tao chay than nhan tao

Thé&m phan phic mac 2,25 g méi 12 gi&r 2,25 g méi 8 givy

HUONG DAN CACH PHA THUOC TIEM:

Céch pha thube: N
— D& tranh bién chirng nhiém khuan khi tiém, qua trinh pha thuéc dugc thyc hién

trong diéu kién vé tring. Dung dich phai khong cé cac phan tir la khi kiém tra cdm
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'ONG DAN SU DUNG (Thiét ké gom 02 trang):

¢ khong ddi mau khi duing. Dung dich chi duoc dung khi trong subt va
copiran tir la. Dung dich phai dwee st dung ngay sau khi pha.
6.

diig mdt 14n. Dung dich con thira phailoai bd

¢/ @m tinh mach: méi lo chtra 2g piperacilin va 0,25g tazobactam pha

6 Aot trong cac dung mai thich hgp sau:

-1 A Ndocphatiém vo khuén
+ Dung dich NaCl 9mg/ml (0,9%)

+ Dungdich Dextrose 5%
Xoay tron lo thuéc cho dén khi hda tan hoan toan. Tiém tinh mach cham trong
3-5phat.

- Pha lodng thuéc dé truyén tinh mach: méi lo chiva 2g piperacilin va 0,25g
tazobactam sau khi pha véi 10 mL dung méi ké trén, tiép tuc pha loang téi thé tich
mong muén (50 - 100 ml) véi mdt trong cac dung méi sau:

+ Nudc pha tiém vo khuan (thé tich téi da 50 ml)

+ Dung dich NaCl 9mg/ml (0,9%)

+ Dungdich Dextrose 5%

Truyén tinh mach trong thoi gian khéng duéi 30 phat.

D6 6n dinh dung dich sau khipha:

- D0 6n dinh ly hoa ctia dung dich tiém/ tiém truyén tinh mach trong dung mai thich
hop la 12 gid & nhiét dd 25°C va 24 gi¢y & nhiét do 2-8°C.

- Dung djch tiém/ tiém truyén tinh mach nén str dung ngay sau khi pha dé ngén ngra
nguy co nhiém khuén. Néu khéng duoc st dung ngay sau khi pha, thoi gian st
dung va diéu kién bao quan truéc khi dung la trach nhiém clia ngudi st dung.

Luuy:

- Khéng dugc pha piperacilin va tazobactam véi cac khang sinh khac, dac biét 1a
aminoglycosid trong dung dich tiém truyén tinh mach hay s dung cung lic do cé
s\ twong ky. In vitro, viéc pha 1&n piperacilin va tazobactam véi aminoglycosid c6
thé gay bat hoat dang k& aminoglycosid. Néu cé chi dinh dung chung véi cac khang
sinh khac, cin st dung trong éng tiém hay dung cu tiém truyén riéng biét va phai
tiém & nhirng vi tri cach xa nhau.

- Khéng pha tron piperacilin va tazobactam trong cling mét éng tiém hay chai tiém
truyén voi cac thubc khac dé tranh sy twong ky.

- Piperacilin va tazobactam khéng dugc pha trong cac dung dich nhu Lactate
ringer’s, dung dich chira natri bicarbonat, cac san pham tir mau hay dich thiy
phan protein.

THAN TRONG:

— C&n cho bénh nhan thir cac phan tng dj irng (nhu test 14y da, test dudi da) truéc
khi st dung thubc dé tranh cac treerng ho'p qua mén.

- Than trong khi str dung cho cac bénh nhan bj téng bach cau don nhan nhiém
khu&n, ngudi bi suy gidm chirc nang than. Can dinh ky kiém tra chirc nang hé tao
mau, danh gia chirc nang cac co quan nhw gan, than trong qua trinh didutri.

— Dung thudc kéo dai doi khilam phat trién vi khuan khang thudc.

— Chan doan phan biét d& phat hién trudng hop tiéu chay do viém rudt két mang gia.

— Méilo Zobacta 2,25g chira khodng 108 mg natri. Do d6, c&n than trong khi st dung
thudc cho cac bénh nhan dang trong ché G4 kiéng natri.

- Da c6 ghi nhan vé truong hop xuét huyét & mét s6 bénh nhan sir dung khang sinh
beta-lactam, thuéng hay xay ra & nhirng bénh nhan suy than. Néu ¢ du hiéu xuét
huyét xay ra, phai ngung st dung thudc va co bign phap diéu trthich hop.

— Ha kali huyét c6 thé xay ra & nhirng bénh nhan giam du tri kali hodc nhirng ngudi
duing ddng thei véi thudc lam gidm ndng d6 kali; nén dinh ky kiém tra ndng d dién
gidi & nhitng bénh nhan nay.

PHU N’ CO THAIVA CHO CONBU

Piperacilin va tazobactam qua dugc nhau thai va khuéch tan vao sira me véindng do

thap. Viéc ding thudc cho ddi tuong ndy can phai can nhic gitra l9i ich cho ngudi me

vatac hai cé thé xay ra cho thai nhi hoc tré bl me. Bénh nhan cin théng bao cho bac
sT péu dang trong giai doan mang thai hay dang cho con bu.

TACDONG CUATHUOC LEN KHA NANG LAI TAU XE VA VAN HANH MAY MOC

Cho t&i nay, chua c6 béing chirng cho thy thuéc cé anh huwdng dén kha nang lai tau

xe vavan hanh may méc.

TUONG TAC THUOC:

- Piperacilin lam kéo dai tac dung ctia vecuronium, c&n than trong khi diing penicilin
phang nhi&m khuan trong phiu thuat cé dung vecuronium va cac chét phong bé
than kinh - co twong tu.

- Piperacilin lam giam thai trir methotrexat.

- Khi st dyng ddng thoi v&i heparin, thuéc chéng déng dung dudng ubng hay céac
thubc khac co thé anh huwdng téi hé théng dong mau, ké ca chire nang tiéu cau, can
theo déi bénh nhan déu dan va thuong xuyén lam cac xét nghiém déng mau
thich hgp.

- Twong tw nhw cac khang sinh penicilin khac, dung déng thdi probenecid va
piperacilin/ tazobactam lam kéo dai thoi gian ban thai va 1am giam do thanh thai
qua than ctia piperacilin va tazobactam. Tuy nhién, ndng d¢ dinh trong huyét twong
ctiaméi thuéc khéng bj anh hwéng.

- Cing nhuw céc penicilin khac, viéc st dung Zobacta 2,25g c6 thé gay phan tng
dwong tinh gia déi voi xét nghiém glucose trong nwéc tidu néu st dung phuong
phap khir ddng. Trong tredng hop nay nén str dung xét nghiém glucose dya trén
phan trng oxy héa glucose bang men glucose oxidase.

- Pa c6 nhitng ghi nhan v& két qua xét nghiém duwong tinh khi si¢ dyng xét nghiém
Platelia Aspergillus EIA cla cdng ty Bio-Rad Laboratories & nhirng bénh nhan
duoc tiém piperacilin-tazobactam, mac du cac bénh nhan nay cudi cuing dwoc xac
dinh 13 khéng bj nhi&m Aspergillus. Da cé nhirng bao céo vé phan (rng chéo gira
polysaccarid cia cac loai khdng thudc Aspergillus véi polyfuranose trong thuéc thir
xét nghiém clia Bio-Rad Laboratories Platelia Aspergillus EIA. Vi thé, két qua xét
nghiém dwong tinh & cac bénh nhan dang dugc didu trj v&i piperacilin-tazobactam
can dugc bién giai than trong va phai duoc khéng dinh dya trén cac xét nghiém
chén doan b sung khac.

QUA LIEU VA CACH XU TRIi:

— Triéu chimg: d4 c6 bao c4o vé vide sir dung qua lidu piperacilin/ tazobactam. Hau
hét cac triéu chirng xay ra bao gém nén, budn nén va tiéu chay da dwgc bao céo khi
dung & lidu didu trj thdng thudng. Bénh nhan cé thé bj kich thich than kinh co hodc
co giat néu tiém tinh mach lidu cao hon lidu dugc khuyén cao (d&c biét khi bénh
nhan suy than).

- Xetri:

+ Khéng cé thubc giai doc dc hidu. Didu trj chl yéu 1a didu tri hé tr va didu trj trigu
chirng dya trén cac biéu hién lam sang. .

+ Co th% gidm bét ndng do piperacilin/ tazobactam trong huyét twong béng cach
tham phan mau.

+ Trong truding hop c6 kich thich van déng hay co giat, c6 thé st dung thubc chéng
co giat (nhuw diazepam, barbiturat).

DE XA TAM TAY TRE EM ! o

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

HAN DUNG: 24 thang ké t» ngay san xuét.

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

Sén xuét tai: Chi nhanh 3 - CONG TY CO PHAN DU'Q'C PHAM IMEXPHARM tai Binh Dwong
Sé 22, Buong sb 2, KCN Viét Nam - Singapore |I, Phuong Hoa Phu,

TP. Tht Dau Mat, Tinh Binh Dwong, Viét Nam

IMWWM Hotline: 1800.555.535

E-mail: imp@imexpharm.com
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