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Poc ky hurdng din sir dung trrdre khi dung.
Dé xa tdm tay tré em.
Thude nay chi ding theo don thudc.

| THANH PHAN CONG THU'C THUOC:
| M&ilochura
/ Thanh phdn duc chit:

Tazobactam ........ccunme PUTES BR NRE i o ...d,37§3

(dudi dang hdn hop bdtvd khun gdm piperacilin natri va tazobactam natrity 1¢ 8:1)

| Thanh phén ta duge: Khdng co.

| DANGBAO CHE:

‘ Thubc bdt pha tigm
Bt mau tréing hodc g&n nhu tréng, ddng trong lo thily tinh nitkin,

CHIDINH:

Zobacta 3,375 g duoc chi dinh 38 didu trj nhidm khudn toan than va/ hoac tai chd gay ra

| bdi cacvikhudn hidu khi va ky khi gram duong va gram 4m nhay cam:

| Nauweilén:

Nhi&m khudn dudng hd hap duoi
Nhi&m khudn duéng tiét nigu
- Nhiém khudn trong gbungA
Nhi&m khudn da va cAu triic da.

- Nhiém khudn huyét

- Nhidm khudn phu khoa bao gdm viém ndi mac t&r cung héu san va bénh viém ving

chau (PID).

Nhidm khun c6 sét kém gidm bach ciu da nhan trung tinh. Nén diéu tri két hop voi

aminoglycosid.

- Nhidm khuan xuwong va khép.

- Nhidm khuan do nhiéu loai vi khu&n (gram duong/gram am hiéu khi va ky khi).

Tré em (tir 2 tuditré 1én):

| - Nhiém khuén c6 sét kém gidm bach clu trung tinh. Nén diéu tri két hop véi
aminoglycosid.

- Nhigmkhu&n ébyng.

Trwéng hop nhiém khudn nghiém trong, ¢6 thé bat dau didu tri theo kinh nghiém voi

Zobacta 3,375 g trudc khi co két qua xét nghiém vé tinh nhay cam clia vi khuan.

LIEU DUNG - CACH DUNG:

Liéuding:

Nguoilén vatré emtrén 12 tudi:

- Nhin chung, téng liu khuyén céo hang ngay Ia 12 g piperacilin/l, 5 g tazobactam, chia
1am nhiu 13n, mdi 13n dung cach nhau 6 gid. C6 thé sir dyng lidu cao t6i 18 g
piperacilin/ 2,25 g tazobactam m&i ngay, chia 1am nhiéu Ian trong trudng hop nhiém
khuén na:g.

Giam bach cautrungtinh &tré em:

~ Dung phéi hop véi aminoglycosid & nhirng bénh nhan sét kém theo gidm bach cu
trung tinh:

. Tré em cb chirc nang than binh thuéng va can nang dudi 50 kg, nén didu chinh liéu
161 80 mg piperacilin/ 10 mg tazobactam cho mdi kg can ndng, dung 6 gio mét 14n, két
hop véi liéu aminoglycosid thich hop.

. Tré em cb can nang trén 50 kg, dung theo lidu ctia ngudi 16n, két hop V6i lidu
aminoglycosid thich hop.

Nhiém khuén trong 6 bung &tré em:

_ Véi tré tir 2 dén 12 tudi, can nang dudi 40 kg, co chirc nang than binh thuong, liéu
khuyﬁn céo 13 100 mg piperacilin/ 12,5 mg tazobactam cho mbikg can nang, dung 8 gi¢r

métian.

_ Véitré tir2 6én 12 tudi, can nang trén 40 kg, ¢6 chirc nang than binh thudng, dung theo
chi d&n libu clia ngui 16n. Thoi gian didu tri dugc khuyén céo tdi thiu 4 5 ngay va toi
@3 14 ngay, nén tiép tuc ding thubc it nhat 48 gi¢r sau khi cac déu higu va triéu ching
\am sang 43 dugce caithign.

Sirdyng cho bgnh nhén suy gan:

Knong can thiét phai gidu chinh lidu piperacilin/ tazobactam & bgnh nhan suy gan.

Sirdyng & bénh nhan suy thin:

Nguwi Ién va tré vj thanh nién: b

_ Libu ding dudng tinh mach nén dugc didu chinh theo mirc o suy than nhu sau (mbi
bénh nhan cAn phai dugc theo doi chit ché cac dAu hiéu nhidém doc; liéu dung va
khoang cach libu nén dugc diéu chinh tuong Gng):

E D thanh thai Zobacta 3,375 g (liéu khuyén nghj)
creatinin (ml/phat)
— > 40 Khéng cén diéu chinh liéu
- 20 - 40 Libu t6i da khuyén céo: 4 g/ 0,5 g mbi 8 gi¢r
hay 3 g/ 0,375 g méi 6 gio

| <20 | Liéu t6i da khuyén céo: 4 g/ 0.5 g mbi 12 i

mubn (50 - 100 ml) véri mt trong c4c dung mbi sau:
+ Nude phatiém vo khudn (thé tich téi da 50 ml).
+ Dungdich NaClI9 mg/mi (0,9%).
+ Dungdich Dextrose 5%.
Tmyin tinh mach trong théri gian khéng dudi 30 phit
Mot sé luru y dic bidt vé xir Iy thube truére va sau khi sir dung thube:
006 6n dinh Iy hoa cua dung dich tiém/ truydn tinh mach trong dung méi thich hop 14 12
gidy & nhidt dd 25°C va 24 giér & nhibt dp 2 - 8°C
Dung dich tiém/ truyén tinh mach nén sir dung ngay sau khi pha aé ngan ngira nguy cor
nhidm khudn. Néu khong dugrc st dung ngay sau khi pha, thoi gian sir dung va didu
kién bao quan tru¢re khi dung la trach nhidm cua ngudi strdung

CHONG CHIBINH: y
MAn cam véi khhn%slnh nhém penicilin, cephalosporin, cAc chAt (¢ ché beta-lactamase
s

hay batky thanh phan nao cua thubc.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Trudc khi bét dAu liéu phap Zobacta 3,375 g, cAn tim hidu ky luomg vé& c4c phan (ng
qué mAn trude d6 voi cac penicilin, cephalosporin va cac tac nhan gay dj ing khac.
Céc phan (g qua mAn nghiém trong va dbi khi dAn téi tir vong (c4c phan ¢mg phan vé/
dang phan vé [bao gdm sbc]) da duoc b4o c4o & nhiing bénh nhan didu tri bang cac
penicilin, bao gdm piperacilin/ tazobactam. Cac phan (rng nay dé c6 kha nang xay ra
hon v&i ngudi c6 tidn str m&n cam véi nhidu dj nguyén. Phai ngirng sir dung khang
sinh khi gap c4c phan rng qua mén nghiém trong, va c6 thé cAn dung epinephrin va 4p
dung cac bién phap cAp ciru khac. Phan ang da nghiém trong nhu hoi chirng Stevens-
Johnson, hoai tir biéu bi nhiém déc, hoi chirng phat ban do thubc kém ting bach cAu ai
toan va cac trigu chirng toan than, hoi chirng ngoai ban myn mi toan than cap tipn daa
dugce bao c4o trén bénh nhan dung piperacilin/ tazobactam Néu bénh nhan bj phat
ban, cAn theo doi chét ché va ngung dung Zobacta 3,375 g néu tdn thuong tén trién.
Viém dai trang gid mac gay ra do khang sinh c6 thé bidu hign b&i tinh trang tiéu chég
nang kéo dai gay de doa t&i tinh mang Cac tridu chirng viém dai trang gia mac cb ths
Kkh&i phét trong hodc sau khi didu tri khang khuén.
Biéu hién chay mau da xay ra & mot s6 bénh nhan dung khang sinh B-lactam. Nhirng
phan (ing nay ddi khi di kem voi két qua bat thudng clia cac xét nghiém dong méau nhu
thi gian ddng méu, thai gian prothrombin va két tap tiéu cAu, va hay xdy rahon & bénh
nhan suy than. Néu xy ra chay mau, nén ngung dung khang sinh va st dung liéu phap
thich hop.
M&i lo Zobacta 3,375 g c6 chira khodng 162 mg natri, 6 thé Iam tang téng luong natri
dua vao bénh nhan. Ha kali huyét c6 thé xay ra & nhirng bénh nhan giam du tr kali
hoac nhitng ngudi dung ddng thoi véi thude lam gidm nong d6 kali, nén dinh ky kiém
trandng d6 dién gidi & nhirng bénh nhan nay.

_ Giam bach cAu va bach cAu trung tinh cé thé xy ra, dac biét I khi dung thudc kéo dai.

Do vay, can dinh ky kiém tra chirc nang tao mau.

Cang nhu khi diu tri véi cac penicilin khac, cac bién chirng than kinh dang co giat c6

thé xdy ra khi dung liéu cao, d&c biét trén nhirng bénh nhan suy gidm chirc nang than.

Cling nhu cac chz pham khang sinh khac, st dung thubc nay o thé lam phét trién qua

mirc cac chiing vi sinh vat khong nhay cam, bao gém nédm. Can theo doi bgnh nhan

chat ché trong thai gian diéu tri. Néu xdy ra boi nhiém, can ap dung bién phap diéu tri

thich hop.

O bénh ?\hén suy than hoac bénh nhan thAm tach mau, liéu dung dudng tinh mach

¢6 thé dugc diéu chinh tuy theo mirc dé suy than.

SUDYNG THUOC CHO PHY NI CO THAI VA CHO CON BU:

Strdung thubc cho phy ni¥ cé thai:

Céc nghién clu trén dong vét cho thay khong cé hién tuong quai thai khi dung két hop

piperacilin-tazobactam duéng tinh mach tuy nhién d& c6 bao céo vé doc tinh dgl voikha

nang sinh san trén chudt & lidu doc ddi vei chudt me khi dua thude qua duong tinh mach

hoac mang bung. Chua cé cac nghién ciru day ddi va cé ddi chiing khi sir dung két hop

pip ili b M hoéc pip ilin hoac don doc trén phu nir co thai.

Piperacilin va tazobactam qua duoc nhau thai. Chi nén diéu tri cho phuy ni cé thai khi i

ich mong doi vurot trdi hon nguy co c6 thé xay ra déi véi phy ni mang thai va thai nhi.

Strdyng thuéc cho phyu nircho con bui:

Piperacilin bai tiét véi ndng d¢ thép qua sira me; ndng dg tazobactam trong sira me chua

duoc nghién clru. Phy nir dang cho con bu chinén dugc diéu tri khi loi ich mong dgi vuot

trdi hon nguy co c6 thé xay ra véi ngudi me va tré bu me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chura cé nghién ciru v& anh hudng cia thubc trén kha néng lai xe va van hanh may moc.

TUONG TAC_. TUONG KY CUATHUOC:

Cac chatgian co khdng khir cyc
Piperacilin dung déng thoi véi vecuronium lam kéo dai tac dung phong bé than kinh co
clia vecuronium. Do ¢6 co ché tac dung trong tyr nhau, tac dung phong bé thAn kinh cor
ctia bt ky chét gian co khong khir cyre ndo ciing c6 thé bj kéo dai khi sir dung cing
piperacilin.

Cac thuéc chéng déng mau dudng udn,
Khi dung ddng thei véi heparin, cac mugc chéng déng méau duéng ubng va céc thube
khac c6 thé dnh hudng téi hé théng dong mau bao gdm chire ndng tidu cdu, cantheo di
du dan va tién hanh thudng xuyén cac xét nghiém dong mau thich hop.

Methotrexat
Piperacilin c6 thé lam gidm thai trir methotrexat, do vdy cin theo ddi ndng do
methotrexat trong huyét thanh ctia bgnh nhan dé tranh dgc tinh cda thude.

Probenecid

_ Véicacbénh nhan cAn thAm tach mau, nén ding thém mot lidu piperacilin/tazobactam
2g/0,25 g sau mdi giai doan tham tach, i viec thAm tach mau sé loai bo 30% - 50%
piperacilintrong 4 gior.

Tré em (2 - 12 tubi):
- Liéy gtmg duan)g tinh mach nén dugc diku chinh theo mirc 46 suy than nhu sau (mbi

bénh nhan cAn phéi dugc theo doi chat ché cac dAu hiéu nhiém doc; litu dung va
khodng céch liu nén dugc didu chinh tuong ing):

Ciing nhu véi cac penicilin khac, dung dbng thoi probenecid va Zobacta 3,375 g lam
kéo dai thoi gian ban thai va lam gidm do thanh thai qua than clia ca piperacilin va
tazobactam; tuy nhién ndng do dinh trong huyét trrong clia hai thuée ddu khong bj anh
hudng.
Céc aminoglycosid
Piperacilin don doc hoac phdi hop véi tazobactam déu khdng lam thay ddi dang ké dén
duge dong hoc cia tobramycin trén ngudi cd chirc nang than binh thudng hodc suy
than mirc dg vira hodc nhe. Duge dong hoc clia piperacilin, tazobactam va chat chuyén
hoa M1 cling khong bj thay déi dang ké béi tobramycin.

. Vi tré em chn thAm tach méu, nén dung thém mot liu 40 mg piperacilin/smg
tazobactam/kg sau mbl gial doan thAm tach.

Nguéri cao tubi:

Nguy co gép téc dyng khong mong mubn & bénh nhén trén 65 tui khong tang lén do yéu
té tuditéc. Tuy nhién, nén diéu chinh liéu dung & nguoi suy gidm chire nang than.

Dang dbng therl Zobacta 3,375 g véi cac aminoglycosid:

~ Do chc khéng sinh f-lactam am mét hot tinh cia aminoglycosid & in vitro, khuyén céo

dung Zobacta 3,375 g va aminoglycosid riéng ré. Khi co chi djnh dung dbng thoi voi

i sid, Zob 3,375 g va aminogl! id cAn dugc hoa tan thanh dung dich

vapha u;ang néngré.

Céachding;

~ Duéng tiém: Thubc dugc ding tiém tinh mach cham (it nhét trong 3 - § phut) hodc
truyén tinh mach chém (it nhét trong 30 phut).

_ Théi glan diéu trj: Thoi gian dibu trj tby thue vao mae do nhiém khuén va tién trién vé
kbt qua vi khuhn hoc cing nhu bgnh canh 1am sang cda bénh nhan,

* HUGNG DAN CACH PHATHUOC TIEM:

c:

Q%gfrénh bién chirng nhiém khuén khi tiém, qué trinh pha thube duge thyc hign trong
dibu kién v6 tring. Dung djch phai khéng c6 cac phén tir la khi kiém tra cam quan, hodc
khéng dbi mau khi dung, Dung dich chi dugc dung khi trong suét va khéng co phan L
la. DUNG D|CH PHAIDUQC SIF DUNG NGAY SAU KHI PHA.

- Thubc chiding métlan, Dung djch con thira phéi loai bo.

Huwéng din hoatan thanh dung djch va phaloang dé scr dung:
- Phathubc tiém tinh mach: Méi lo chra 3 g piperacilin va 0,375 g tazobactam pha véi
15 mIméttrong cac dung méi thich hop sau:

+ Nuécphatiémvokhuan.

+ Dungdich NaCl9 mg/mi (0,9%).

+ Dungdich Dextrose 5%.

| + L:c xody lo thuéc cho dén khi hoa tan hoan toan. Tiém tinh mach cham trong 3- §
phat.

- Pha loang thuéc dé truyén tinh mach: Mi lo chira 3 g piperacilin va 0,375 g

tazobactam sau khi pha véi 15 ml dung mi ké trén, tiép tyc pha lodng tdi thé tich mong

D6 thanh thai Zobacta 3,375 g (liu khuyén nghij)
creatinin (mL/phat)
>50 Khong cAn diéu chinh liéu
<50 70 mg piperacilin/ 8,75 mg tazc kg nhan.
mbi 8 gitor

Khéng co tuong tac duge dong hoc nao gitra Zobacta 3,375 g va vancomycin dugc ghi

Tuy nhién, mot s& nghién ciru hdi ciru da cho thdy s gia tang mire 46 tdn thuong than
cAp tinh & nhixng bénh nhan sir dung dng thoi piperacilin/ tazobactam va vancomyein,
sovoi strdung vancomycin don dgc.

Cac xétnghiém bj anh huong béi vide sirdung thude:

- Gibng nhu cac penicilin khac, dung Zobacta 3,375 g cd thé gay phan tng duong tinh
gia cho glucose trong nuc tidu khi ding phurong phap khir ddng. Khuyén cao nén
diing cac phép thir glucose dira trén cac phan (ng ciia enzym glucose oxidase

- Pa cb béo cao vé két qua duong tinh khi ding test Bio-Rad Laboratories Platelia
Aspergillus enzym immunoassay (EIA) trén bénh nhan dung Zobacta 3,375 g nhung
sau do dugc xac nhan khdng nhidm Aspergillus. Phan (ing chéo voi cac polysaccharid
phi-Aspergillus vé polyranoses v&i Bio-Rad Laboratories Platelia Aspergillus EIA da
dugebao cao,

- Do db, céc két qua duang tinh trén bénh nhan duing Zobacta 3,375 g can duqc danh
gia cAn than va can dugc xac nhan bang cac phuong phap chdn doan khac,

Tuong ky cua thude:

Khéng dugc pha [&n Zobacta 3,375 g vai cac san phdm y té khac (trir cac dung moi
twong hop datrinh bay & muc Hudng dén cach pha thude tiém).

~ BAt ky khi nao Zobacta 3,375 gdugc chi dinh ddng thoi voi cac khang sinh

khac (nhu aminoglycosid) thi phai pha riéng va tidm thudc & hai chd khac nhau. Trong

in vitro, viéc pha I3n cac khang sinh beta-lactam vari aminoglycosid ca thd lam bt hoat
tac dyng cua aminoglycosid,

Khang pha tron piperacilin va tazobactam voi cac thude khag trong cung mot 6ng tiem

hay chal truyén d& tranh su tuong ky.

Khong pha Zobacta 3,375 g trong céc dung dich co chira natri bicarbonat bdi khong co

swbndjnh hoa hge. i

- Khéng pha Zobacta 3,375 g trong cac dung dich nhu cac san phAm tir mau hay dich
protein thiy phan,

TAC DYNG KHONG MONG MUON CUATHUOC:

Téc dyng khong mong mudn (ADRs) dugc ghi nhdn tir cac nghién clru lam sang va trong
qué trinh luu hanh thude. TAn sudt dugce xéac dinh nhu sau:

Rét thueng gap (ADR 2 1/10), thuérng gép (1/100 SADR < 1/10), itgap (1/1.000 SADR <
1/100), hiém gap (1/10.000 < ADR < 1/1.000), rét hiém gap (< 1/10.000), chua xéc dinh
dugctansuét (khdng thé woctinh duge tir sbligu co sén).

'
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Hé co quan Tan sudt 1 Tac du'nrg kl\én; ﬁiong mudn
| Nhl%nﬁn‘mg va 7 "\ Thudng gdp 1 Nhiém ndm candida* #
k“h'éfﬁ\\? S'"h“f'?g | Hiémaap }v.em dai trang gid mac Y
Réilognmauva | Thudng adp | Gidm tidu cAu, thidu mau*
1 bach huyét it gap !Giém e I R A D a1
IiHién'\ gap [ Mé\ bachicéu hat

| Réi loan gan mat

Bang tac dung khdng mong mudn

Gidm toan tha huyéwl’c'éu;, gném bach cAu
trung tinh, thidu méu tan huyét*, tang tidu
lcéu', tang bach cAu &i toan*

| Chura xac dinh

|
{
| |
1 |
\ =

| Chura xac dinh | Phan g dang phan vé*, phan tng

R&i loan hé mién
[ phan vé*, séc dang phan v&*, séc phan

dich |
i e bl (g S il vé*, qua man®

Ré&i loan chuyén | It gap | Ha kali huyét

héa va dinh dudng .
;_R& loan tam thdn | M4t ngli T
| Réiloan hé thin 1 Thudng gdp | Pau Gau

| kinh LY I
R&i loan mach mau 1 Itgap
|

Ha huyét ap, viém tinh mach, viém tinh
mach huyét khdi, néng birng mat

| Rbé\ loan hd hap, Hiém gap lChéy mau cam

| 10ng ngure va trun

| thét = . |‘ RA&t hiém gap \\ﬂém phdi tang bach cAu 4i toan
Tiéu chay

| Réi loan tidu héa ) RAL thudng
| odp

| Thuong gap | Dau bung, ndn mira, tao bén, budn non,
kho tiéu

| Hiém gap | Viem mieng
[ Chura xac dinh I Viém gan*, vang da

| Réi loan da va md

] Thuong gap ,Phét ban, ngira
1 it gap ‘an ban da dang*, ndi mé day, néi ban

rat san*
Hiém gap , Hoai t&r thugng bi nhiém doc*
( Chua xéc dinh | Hoi chirng Steven-Johnson®, hoi chirng

phat ban do thubc kém tang bach cau ai
toan va céc triéu chirng toan than
(DRESS)*, hoi chirng ngoai ban mun mé
toan than cap tinh (AGEP)*, viéem da tréc
vAy, viém da phdng rop, ban xuét huyét

Pau khop, dau co

Réiloan co xuong, | itgap
mo lién két va xuong

| Réiloan than va he
| tiét nigu

\ Chua xac dinh \ Suy than, viém than ké

\ R loan toan than | Thudng g&p | S, phan tng tai chd tiém

- Phdkhangkhuan:

Tac nhan gay bﬁ ang a6 (rc ché Ving vé khuln theo
t61 thibu (MIC) theo | phurong phép khuybeh
mg/L Piperacilin® tan qua gidy loc®
(Bwérng kinh (mm))
s I R g 71 [ /i
Entorobacteriaceae va | 46 |3.64| 2128 | 221 |18-20| 517
Acinetobacter baumannii
Pésicormorida <16 |22-64| 2128 | 221 ’15.201 514J
aeruginosa
Mot sb bacilli gram am _ g g g
d8 moc khac® 221 |18-20| s17
Haemophilus influenzae <1 - 22 221 i - l - l
Staphylococcus aureus <8 - 216 218 ‘ z ‘ s17
Nhém Bacteroides = - -
fragilis® =32 /64 d.q 2128 ( \

Ngubdn: Vién Tiéu chudn Thi nghiém va Lam sang. Qui trinh thyc hign chuéin abi
vgi phép thir do nhay cam khégng ‘khuén; B6 sung thong tin 14n thir 22. Tai ligu
tham khéo CLSI M100-822. CLSI, Wayne, PA, 2012.
S = Nhay cam. | = Trung gian. R = Khang.
% MIC dugc xac dinh bang cach dung ndng dd xac dinh 4 mg/L tazobactam va
thay ddi cac ndng dé piperacilin khac nhau.
b Tigu chun dién giai CLSI dua trén cac dia chira 100 pg piperacilin va
10 pg tazobactam. 4
© Tham khdo tai liéu CLSI M100-S22, Bang 2B-5 a8 c6 danh sach cac vi khudn.
9 Ngoai trir Bacteroides fragilis, MICs duwoc xéc dinh chi bang pha loang thach.

Quy trinh d4nh gia dé nhay cam chuén hoa yéu cAu phai diing vi sinh vat ¢ kiém sS04t
Chg' lugng dé kiém soat cac khia canh kg thuat ctia quy trinh thir. Vi sinh vatcé kibm
504t chit lvgng 1a cac chung dac hiéu co déc tinh sinh hoc ndi tai lién quan qén co
ché khang thubc va cAu tric gen cta vi sinh vat, cac chuing d4c hi¢u dugc dung aé
kiém soét chat lueng phép thir d nhay cam khong c6 y nghia lam sang dang ké

+

Piperacilin/ Tazobactam dugc chirng minh c6 hoattinh v&i hAu hét cacvikhudn sau, ca
trong thir nghiém in vitro va trong c4c nhiém khu&n lam sang néu dudiday:

Vikhuén gram dwong hiéu khi va tay nghi

Staphylococcus aureus (chi riéng cac ching nhay cam methicilin).

Vikhuan gram am hiéu khi va tay nghi
it fchia coli: H
phan 1ap khang lin B am tinh); K/ lla p ua; P.

aeruginosa (dung két hop véi métaminoglycosid ma chiing phan lap nhay cam).
Vikhuén gram am ky khi:

Nhém Bacteroides fragilis (B. fragilis, B.ovatus, B.thetaiotaomicron, va B.vulgatus).
Céc di lidu in vitro sau day da dugc ghi nhan, nhung ¥ nghia lam sang ciia né con chua

duochiét. ¢
it nhat 90% cac vi khun sau cé néng do trc ché téi thiéu in vitro (MIC) it hon hodc bang
diém gay nhay cam ciia piperacilin/ tazobactam. Tuy nhién, d6 an toan va hiéu qua cla
piperacilin/ tazobactam trong didu tri nhidm khun do cac vi khuan nay trén 1&m sang
chua dugc xacap trong cac thir nghiém 13m sang kiém soat tét mot cach day do.
Vikhuén gram dwong hiéu khi va tily nghi:

Enterococcus faecalis (Chi riéng cac chiing phan I&p nhay cam ampicilin hodc
penicilin); Staphyl pi idis (chi riéng chling phan Iap nhay cam methicilin);

it ja* (chi riéng cac chung phan lap

1l (ngoai triz chiing

va tai iém ¢ ' P
ania ol e | Itgap [Gnanh nhay cam penicilin); Strep pyogenes®; Streptococci nhém Viridans".
Xét nghiém Thuong gap | Alanin aminotransferase tang, aspartat Vikhuan gram am hiéu khi va tiy nghi:
| aminotransferase tang, téng lugng Citrobacter koseri; M I hall Morg lla morganii; Neisseria
protein giam, albumin méu giam, thir Proteus ilis; Proteus Serratia F i jé
nghiém Coombs duong tinh, creatinin stuartii; Providencia rettgeri,
méu tang, phosphatase kidm mau tang, Vikhuan gram dwong ky khi:
\ ure méau tang, thoi gian thromboplastin Clostridium perfringens.
| ting phan hoat héa kéo dai Vikhuén gram am ky, khi
| . A ides di is; Prevotell i ica.
| ltgap , Giam glucose mau, tang bilirubin mau, * D4y khong phéi la nhamg vi khuén sinh enzym p-lactamase va do do nhay cam véi
ilin d

thoi gian prothrombin kéo dai

pip lon doc

Thei gian chay mau kéo dai,

RAt hiém gép
gamma-glutamyltransferase tang

* Téc dung khéng mong mubn sau khi thuc luu hanh

Sirdyng piperacilin c6 lién quan véitang ty 1& sbtva phatban & bénh nhan xo nang.

Huwéng dan cach xirtri ADR:

+ Chn hoi 16 vé tibn st cac phan ng qua mAn truGc day clia ngudi benh dbi voi
penicilin, cephalosporin va cac tac nhan gay dj ing khac, C6 thé cho bénh nhan thir
cac phan Ong dj ing (nhu test 14y da, test dudi da) trrérc khi cho bgnh nhan s(rdyng
piperacilin. Néu ¢6 di Ung nang trong khi diku trj phai ngirng thube; ding adrenalin va

c4c bién phap khén cp didu tr sbe phan vé.

4 Chn tu vAn cho bénh nhan va ngudi nha cia ho vé cac :han ng qua man nghiém
trong bao gbm phén (ng dj rng da nghlém trong o6 th xay ra va can phai didu tr
ngay Ip tuc. Chn héi 16 vé bt ky phan (ng nao da xay ra truée day khi dung
Zobacta 3,375 g cing nhu céc beta-lactam khac hogc bétctr tac nhan dj g khac.

Théng bao ngay cho bac s§ hodc dugc s§ nhirng tac dyng khéng mong mubn gép

phai khi str dyng thuéc.

QUA LIEU VA CACH XU TRI:

Da cb cac bao céo sau khi thube luu hanh vé viée dung qué liéu piperacilin/ tazobactam.

Héu hét cac triéu ching xay ra bao gbm non, bubn non va tiéu chay da dugc bao cao khi

dung ¢ lidu diéu tri théng thudng. Céc bgnh nhan co thé bj kich thich than kinh co hoac

cogiat néu truyén tinh mach liéu cao hon liéu duge khuyén céo (d&c biét néu bénh nhan
bj suy than).

- Céch x(r tri:

Diéu tri hd trg v didu tr trigu chimg ty thudc bénh canh lam sang cda benh nhan Chua

6 thubc gidi doc dac higu. C6 thé giam bot nbng do piperacilin hodc tazobactam qua

cao trong huyét thanh béng thédm tach mau.

BDAC TINHDUQC LYC HQC:

Nhém duge 19: Khang sinh sir dyng toan than, két hop cia céc penicilin va chét (rc
ché -actamase.
MaATC: JO1CRO5

- Cochétacdyng:

. Piperacilin natri c6 hoat tinh digt khuén béng céach e ché s tbng hop thanh té bao vi
khuén nhay cam. Piperacilin ¢ hoat tinh (rc ché nhiéu vi khuén gram duong va gram
&m, hibu khi va ky khitrén in vitro.

. Tazobactam natri It c6 c4c hoat tinh khéng khudn in vitrolién quan dén lam sang do bj
gidm &l lyc aéi véi cac protein lién két penicilin. Tuy nhién, né lai la mot chét trc ché
enzyme fi-lactamase cla cac enzym phén (i nhém A, bao gbm céc enzym

penicilinase va cephalosporinase Richmond-Sykes logi Ill (Bush nhém 2b & 2b').

Tazobactam natri cling c6 thé thay dbi hoat tinh aé i ché cac enzym penicilinase

nhoém Il va IV (2a & 4). O liu didu tri dugc khuyén cdo, tazobactam khong c6 téac

dyng dbi v&i céc enzym chromosomally-meditated B-lactamase.

Ty 16 gap khéng thube c6 thé thay dbi tiy theo vj tri dja ly va thai diém dbi voi cac
ching vi khudn da chon. Do d6, déi voi cac chiing vi khudn trong bang dudi day ma
vibe khang thube ctia ching cb thé gay ra cac véan dé nghiém trong, cAn phai tién
hanh thr nghigm danh gia 4o nhay cam dé bac sy co thé lua chon dugc l0al khang
sinh hiGu qua nhét. Tieu chuln dién giai CLSI voi phép thir do nhay cam caa

piperacilin/ tazobactam dugc ligt ké trong bang dud| day:

TIEU CHUAN DIEN GIAI DO NHAY CAM CLSI CHO PIPERACILIN/TAZOBAGTAM

DAC TINHDUQ'C DONG HOC:

Phanbb:

_ Ca piperacilin va tazobactam ddu lién két véi protein huyét tuong xép xi khoang 30%.
Lién két voi protein huyét trong cta piperacilin hodc tazobactam khéng bj anh hudng
bdi sy hién dién ctia chat con lai. Lién két voi protein huyét twong clia chat chuyén hoa
tazobactam khéng dang ké.

- Zobacta3,375g dugc phan bé rong rai trong cac md va cac dich co thé bao gdm niém
mac rudt, ti mat, phdi, mat, va xuong. Nong dé trung binh trong cac mé thudng tir 50%
t&1100% so véi trong huyéttuong.

Chuyén héa:

- Piperacilin dugc chuydn hoa thanh chét chuyén hoa desethyl cé hoat tinh vi sinh vat
yéu. Tazobactam dugc chuyén héa thanh mot chat chuyén hoa duy nhét khong c6 hoat
tinhvisinhvat.

Thaitriv:

Piperacilin va tazobactam dugc bai tiét qua than nhé qua trinh loc cu thain va s bai tiét
& bng than, Piperacilin dugc bai tiét nhanh chong dudi dang khong ddi véi 68% lidu
dung dugc tim théy trong nuéc tiéu. Tazobactam va chét chuyén hoa cia né dugc thai
trir chti yéu qua than voi 80% lidu dung tim théy duoi dang khong ddi va phan con lai
dudi dang chét chuyén hoa duy nhét. Piperacilin, tazobactam va desethyl piperacilin
cing dugc baitiét qua mat.

Sau khi dung don hay da lidu Zobacta 3,375 g cho ngudi khde manh, thai gian ban thai
huyét trong cua piperacilin va tazobactam dao ddng tir 0,7 dén 1,2 giy va khong bj anh
hudng bdi lidu hodc khoang thdi gian truyén. Thi gian ban thal cia ca piperacilin va
tazobactam tang 1&n khi dg thanh thai than giam.

_ Tazobactam khong lam thay ddi dang ké duge ddng hoe cla piperacilin. Piperacilin co
vé nhu lam gidm tdc d thai trir clia tazobactam.

Céc déi twgng dic bigt:

- Thoi gian ban thai cua piperacilin va clia tazobactam tang trong ing xap xi 25% va
18% & bénh nhan xo gan 50 voi nhirng ddi tegng khde manh.

- Thai gian ban thai cia piperacilin va clia tazobactam tang khi d§ thanh thai creatinin

giam. So v&i bénh nhan co chire nang than binh thudng, thoi gian ban thai cla
piperacilin va tazobactam tang 18n twong (rng 2 1An va 4 1an & bénh nhan c6 do thanh
thai creatinin duwdi 20 mL/phat.
ThaAm tach mau loai bd duge 30% t&i 50% piperacilin/tazobactam, cdng thém voi 5%
lidu tazobactam dugc loai trir & dang chét chuyén hoa cla tazobactam. Tham phan
mang bung loai bé dugc xAp xi 6% va 21% cac lidu piperacilin va tazobactam twong
(g, va thém tdi da 18% lidu tazobactam dudi dang chdtchuyén hoa cla tazobactam.

QUY CACHBONG GOI:

Hop 119,

Hop 1010.

BIEU KIEN BAO QUAN: Dudi 30°C, tranh &m va anh sang
HAN DUNG: 24 thang k& tir ngay san xudt.

TIEU CHUAN CHAT LUQNG CUATHUOC:

Tiéu chudn chatlugng: USP (Duge dign My).
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