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THUOC KE PON

RX AUROTAZ-P4.5 NG\
(Bot pha tiém piperacilin va tazobactam USP 4,5 g) Tgfgﬁ?ql}? sz z \I‘.
HO CHI MINH /

Poc ky huedng dan sir dung trieée khi ding
Dé xa tam ta Ve em
Chi dimg thuoc nay theo don ciia bdc sy
Théng bdo ngay cho bdc sy hodc dicoe sp nhimg tdae dung khéng mong mudn
gdp phai khi sir dung thuée

1. Thanh phan cbng thic thube
Mai lg bt pha tiém ¢6 chira:
Thanh phén hoat chat: Piperacilin natri tirong diromg véi piperacilin 4,0 g va tazobactam
natri fuong dicong vai tazobactam 0,5 g,

2. Dang bao ché
B4t pha tiém.

3. Mo ta sin phim
B6t két tinh tring hodic tring nga dung trong 1o 40 ml, nit cao su mau xam 20 mm va niém
phong bing dai nhém 20 mm véi dia PP mau do.

4. Chi dinh
Thudc duge chi dinh dé didu tri nhiém khudn toan thin hodc tai chd sau diy gy ra boi
nhirmg vi khudn nhay cam:
Nguwdi lin va tré em trén 12 fubi:
Nhiém khuin dudng hé hap dudi.
Nhiém khudn dudng nidu (cé bién chimg hoic khéng).
Nhi&m khudn 6 byng.
Nhiém khuan da v cdu tric da.
Nhiém khudn huyét.
Nhiém khudn trong giam bach cau trung tinh & nguoi lén (ding phéi hop vdi mot

aminoglycosid).

Tré em 2 - 12 tubi:

Nhiém khudn 6 bung c6 bién chimg.

Nhiém khudn & tré em giam bach ciu trung tinh.

Cén tham khao cdc huéng din chinh thire vé viée sit dung hop 1Y céc thude khang sinh.

5. Liéu diing, cich ding
Cach dung:
Tiém tinh mach
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M3i bng thudc tiém piperacilin va tazobactam 4,5 g pha véi 20 ml mot trong cac dung moi
sau: nude vo tring pha tiém hodc dung dich tiém natri clorid 0,9%. Lic cho dén khi hoa
tan hét. Khi tiém tinh mach ding trong it nhit 12 3 - 5 phut.

Truyén tinh mach

Mdi éng thude tiém piperacilin va tazobactam 4,5 g pha véi 20 ml mét trong cdc dung méi
sau: nudce vo tring pha tiém hodc dung dich tiém natri clorid 0,9%.

Dung dich sau khi chuan bi phai pha thém it nht 50 ml v6i ciing mot dung méi hay véi
Dextrose 5% trong nudc.

Piperacilin va tazobactam cé thé diing tiém tinh mach cham (it nhit 3 - 5 phit) hodc truyén
tinh mach cham (20 - 30 phit).

Bénh nhan bi giam bach cu trung tinh c¢é ddu hiéu nhiém khudn (nhu sét) theo kinh
nghiém nén ding ngay khang sinh trudc khi c6 két qua can ldm sang.

Cin lim gi khi I lan quén khéng ding thuic

Sir dung liéu d6 ngay khi nhé ra. Bé qua lidu di quén néu né gin véi 1in ké tiép cua lich
ding thuée. Khang sir dung thém thudc dé bii cho lidu da quén.

Khéng cé yéu cau dac biét vé xir ly thude sau khi sir dung,

Liéu diing:

Liéu dung ctia thuée phu thugc vao dé nang, vi tri nhidm khuan va tic nhan gay bénh gia
dinh.

Nguoi I6n va tré em trén 12 tudi

Liu théng thudng cho ngudi 16n va tré em > 12 tudi 14 4,5 g piperacilin va tazobactam (4
g piperacilin/ 0,5 g tazobactam) mdi 8 gio.

'I'é-ng lidu piperacilin va tazobactam phu thugc vio d¢ nang va vi tri nhiém khuan va c¢é thé
thay dai tir 2,25 g (2 g piperacilin/ 0,25 g tazobactam) téi 4,5 g (4 g piperacilin/ 0,5 g
tazobactam) moi 6 - 8 gic.

O bénh nhan giam bach ciu trung tinh bi viém phﬁi mic phai trong bénh vién v nhiém
khudn, liéu khuyén cdo 12 4,5 g mdi 6 gid, ding phdi hop véi mot aminoglycosid.

Nguoi cao tuoi

Khéng cin diéu chinh liéu & bénh nhin ngudi cao tudi cé chirc nang than binh thuomg
hodc dg thanh thai creatinin > 40 ml/phut.

Bénh nirdn suy thdn

Bénh nhin cn duge theo dai chit ché vé cac diu hidu doc tinh ena thude va diéu chinh
lidu ding va khoang cich gifta céc 14n ding thudc cho phi hop. Liéu tidém tinh mach phai
diéu chinh theo miic do suy than nhu sau:

D{ thanh thai creatinin
(ml/phiit)

> 40 Khéng can diéu chinh liéu

20 - 40 Liéu khuyén cdo t8i da: 4 g/ 0,5 g méi 8 giér

<20

Liéu khuyén cio piperacilin/ tazobactam

Li¢u khuyén cdo t6i da: 4 ¢/ 0,5 gmdi 12 gid |
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O bénh nhan thdm tach mdu, lidu i da 1a 8 g piperacilin/ 1 g tazobactam. Thém vio dd,
do thdm tich mau loai 30 - 50% piperacilin ra khoi mau trong 4 gidr, can b sung liéu 2 g/
0,25 g sau méi dot tham tach.

Bénh nhdn suy gan

Khéng can diéu chinh liéu.

Tré em

Tré tir 2 - 12 tuéi tré xuong e chire nang thdn binh thicong

Vi tré em, liéu 1a 90 mg/kg (80 mg piperacilin/ 10 mg tazobactam) mdi 6 giér két hep voi
m¢t khang sinh aminoglycosid. Khong ding qua 4,5 g (4 g piperacilin/ 0,5 g tazobactam)
mdi 6 gid.

Tré tir 2 - 12 tuéi bi suy thdan

O tré bi suy than, liéu tiém tinh mach can diéu chinh theo chirc nang than hién thai nhue

sau:
D§ thanh thai Liéu khuyén cdo piperacilin/ tazobactam
creatinin (ml/phit)
> 50 Khéng can diéu chinh lidu
<50 70 mg piperacilin/ 8,75 mg tazobactam/ kg méi & gid

Déi véi tré em dang thim tich mdu, can bé sung thém liéu 40 mg piperacilin/ 5 mg
tazobactam/ kg sau mdi dot thim tach.

Tré em dudi 2 tuoi

D§ an toan va hidu qua cta thude st dung & tré em dudi 2 tudi chua duge chimg minh,
Chii y: Piéu chinh liéu & trén chi 1a gin ding, mdi bénh nhin cin dvoc gidm sét chit ché
céc diu hiéu dde tinh cia thude.

Liéu va khoang cach dua liéu can duge diéu chinh twong img. 0

d !5‘“

Théi gian diéu tri: )
Thoi gian diéu tri théng thudmg cho hiu hét cic chi dinh 14 trong khoang 5 - 14 ngay. Tuy T:

nhién, thi gian dicu tri nén duge quyét dinh tiy vao do ning cia nhiém khuin, tién trién

el |

trén 1am sang va ticn trién v vi khuan hoc.

6. Chéng chi djnh
Quéd min vdi bit ky B - lactam ndo (gdm penicilin va cephalosporin) hay véi cac chit irc
ché B — lactamat se.

7. Canh béo va thin trong khi ding thudc
Déi khi ¢6 phan {mg qua man nghiém trong tham chi tir vong (bao gf'im sdc phan vé) xdy
ra & bénh nhin c6 tién sir qui man véi nhidu loai di nguyén.
Céc bénh nhén cé tién sit qua min vdi penicilin ciing c6 thd ¢ phan tmg qua mén khi diéu
trj bang cephalosporin.
Néu cd phéan (ng xdy ra khi ding piperacilin/ tazobactam can héi k¥ bénh nhan trurde day
c6 timg bi phin {mg qua mén vdi penicilin, cephalosporin hay céc di nguyén khéc hay
khéng.
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Thudc 6 thé gy ra phan img c6 hai nghiém trong trén da, ching han nhu héi chimg
Stevens - Johnson, hoai tir biéu bi nhiém déc va ngoai ban mun mu toan thin cép tinh.
Néu xay ra phat ban da, bénh nhdn cin duge theo doi chit ché va ngung sir dung thudc,
Truomg hop xay ra tiéu chay ning, dai ding c6 kha niang do khang sinh thi cdn xem xét
kha ning viém dai trang gid mac vi cé thé nguy hiém dén tinh mang. Cac triéu ching cua
viém dai trang gia mac cé thé xay ra trong hodc sau khi diéu tri bing thudc khéng khudn.
Trong trudong hop nay, cAn nglng ngay piperacilin va tazobactam va dp dung liéu phép
didu trj thich hgp (nhur ding metronidazol uéng hay vancomycin). Khéng duoc dung céc
thuée trc ché nhu déng rugt trong trirdmg hep nay.

Giam bach cdu trung tinh va giam bach cdu cé thé xay ra, dic biét khi dung dai ngay, do
d6 can danh gia huyét hoc dinh ky.

Danh gid dinh ky chirc ning céc co quan gan va than khi diéu tri kéo dai.

C6 thé xdy ra chdy mau & mot sd bénh nhéan diing cic khang sinh P - lactam, céc phan {mg
ndy cé thé lién quan tdi sy bt thuomg cua cac thir nghiéme déng mau nhu théi gian déng
mau, sur két tap tiéu cau va prothrombin va thudng xdy ra hon & bénh nhan suy than. Néu
¢6 ddu hiéu chay mdu cin ngimg ding thuée va diing bién phép dicu tri thich hgp.

Nhu cdc khdng sinh khdc, cin chi y kha ning phat sinh céc vi khufin khing thude gay béi
nhiém, dic biét khi diéu tri lau ngay. Ca thé cén lam khdng sinh do dé phat hién bat ky boi
nhiém nao, va dp dung diéu tri thich hop néu co.

Nhur céc penicilin khdc, bénh nhdn c6 thé bi kich thich than kinh co hodc co giit néu tiém
tinh mach véi lidu cao hon liéu khuyén cdo, dic bidt & bénh nhin suy than.

San phdm ndy chira 2,35 mEq (54 mg) natri/l g piperacilin, diéu ndy cé thé lam ting
lugng natri dua vao co thé va cé thé bat loi cho bénh nhin dang ap dung ché d8 an it mudi.
C6 thé xay ra giam kali huyét & bénh nhan ¢6 dir trir kali thap hodc nhimg ngudi dang
ding ddng thoi thude gay ha kali mau. Can xét nghiém dién gidi thuéng xuyén ¢ nhitng
bénh nhan nay. C6 thé thay ting nhe cdc chi sé chire ning gan.

Sir dung thude diét khuan lidu cao trong thoi gian ngén dé didu tri bénh lau cé thé che ldp
hay 1am cham céc triéu chimg 0 bénh cta bénh giang mai, Do dé trude khi diéu tri, bénh
nhan lau ciing dirge khim xem c6 miic giang mai khéng.

Stey thén

Do khd nang gy ddc tinh trén thin cia thude, nén sir dung thude cén thin & bénh nhan
suy than hodc bénh nhan chay thdn nhén tao. Lidu ding tiém tinh mach va théi gian didu
tri can dugce diéu chinh theo mire d6 suy than ciia bénh nhan.

Mt phin tich thir cip sir dung dir liéu tir mot thir nghiém ngiu nhién cé déi chimg danh
gia tdc d¢ loc ciu thin sau khi sir dung khéng sinh thuémg xuyén & bénh nhin bi dm nang
cho thiy viéc sir dung piperacilin/ tazobactam dan dén kha niing héi phyc d loc cdu than
(GFR) thip hon so voi cic thudc khang sinh khdic. Phan tich niay két ludn ring
piperacilin/tazobactam 1a nguyén nhan lam cham sur phuc héi thin & nhitg bénh nhin nay.
Sir dung két hop piperacilin/tazobactam va vancomyein ¢6 thé cé thé din dén ting ty 18
suy thdn cip.

8. Sir dung thuée cho phuy nir ¢6 thai va cho con bi

i€
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10.

Phu nir cé thai

Piperacilin va tazobactam di qua nhau thai. Do véy, phu nir ¢6 thai chi nén ding thude néu
loi ich vuot trdi so voi nguy co cd thé xdy ra voi ba me va tré.

Phu nir cho con bt

Chura c6 nghién cttu diy du vé viée sit dung piperacilin/tazobactam khi cho con bii. Do
viy, phu nir dang cho con bt chi nén ding thudc néu loi ich vuot tréi so véi nguy co.

Anh huéng ciia thude 1én kha ning lii xe, vin hanh may méc

Chura ¢6 bang chimg vé anh huéng cuia thude 1én kha nang l4i xe, vin hanh may moc. Tuy
nhién, bénh nhan can ghi nhé ring thube ¢ thé gay ra céc tic dung khéng mong mudn
trén hé than kinh trung wong nhu dau dau, méit ngu, do gidc va co kha ning anh hwéng dén
kha nang lai xe va van hanh may mée.

Tuong tic, twong Ky ciia thude

Tuong tic ciia thudce

Probenecid

Dung cung Itic probenecid vdi piperacilin/ tazobactam lam ting thoi gian ban thai va giam
thanh thai qua than cia cé piperacilin va tazobactam. Tuy nhién, ndng dg trong huyét
tuong ctia 2 thude khéng bi anh huong,

Khdng sinh aminoglycosid

Piperacilin don hodic piperacilin/tazobactam, khéng lam thay déi ding ké dwoc dong hoc
cua tobramycin ¢ nhimg ngudi ¢d chirc ning thian binh thudmg va suy thin nhe hodc suy
thin vira. Dugce déng hoc clia piperacilin, tazobactam, va chit chuyén hoa M1 ciing khong
bi thay ddi ddng ké boi tobramyein.

Sw bt hoat tobramycin va gentamicin boi piperacilin da dugce ghi nhan & bénh nhén suy
thin nang.

Thudc ching déng dudmg uéng

Khi dimg thudc d¢dng thoi véi heparin, cac thude chdng déng duimg uéng va cic thude
khac co thé anh huéng dén hé théng ddng mdu bao gom chire nang tidu cau, cin thudng
Xuyén thire hién cée xét nghiém déng méu thich hep.

Thuée gian co khéng khir cuee

Piperacilin khi sit dung déng théi véi vecuronium din t6i kéo dai tic dung chen thin kinh
co ciia vecuronium. Do co ché tic dong twong tu, ngudi ta dy dodn ring téc dung chen
than kinh co cia bit ky thude gian co khong khir cuc ndo ciing déu cé thé kéo dai khi co
sir dyng cing piperacilin.

Methotrexat

Piperacilin c6 thé lam giam thai trir methotrexat. Do vdy, cin theo ddi ndng dé
methotrexat trong huyét thanh dé tranh doc tinh ctia thude.

Cde xét nghi¢m chén doén

Nhu cdc penicilin khde, viée sit dung piperacilin/ tazobactam cé thé dan dén két qua
dwong tinh gia trong xét nghiém glucose nidu bing phuong phdp déng khir. Do viy, nén

|
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11,

xét nghiém glucose trong nude tiéu bing phuong phap ding enzym trong thai gian diéu tri
bang piperacilin/ tazobactam.

Mot sd xét nghiém héa hoe danh gid protein niéu co thé cho két qua duong tinh gid. Bo
ludmg protein niéu bing que thir nwde tiéu khong bi anh huong.

Xét nghiém Coombs tryuc tiép ¢é thé cho két qua duong tinh.

Do d6, cin xdc dinh lai két qua duong tinh ctia cdc xét nghiém trén ¢ bénh nhén dang diéu
tri v&i piperacilin/ tazobactam bang phuong phép chin doan khéc.

Tuwong ky ciia thube

Khi piperacilin/ tazobactam duge ding cling véi cac khang sinh khdc nhu aminoglycosid
thi phai ding riéng ré cdc thude. Tron 1an piperacilin/ tazobactam vai mgt aminoglycosid
trong éng nghiém 1am mét mot phan hoat tinh cia aminoglycosid.

Piperacilin/ tazobactam khéng dugc trén cing véi thudc khac trong ciing mot dng tiém
hay mét binh dich truyén. Nén diing mét dudng truyén piperacilin/ tazobactam riéng ré véi
céc thude khic trir khi chiing tuwong hop véi nhau.

Dung dich ringer lactat khong tirong hgp véi piperacilin/ tazobactam.

Khéng cho piperacilin/ tazobactam vio cac san pham méu hay albumin thiy phén.

Tic dung khéng mong mudn cia thude

Phin img cé hai hay gip nhit 13 tiéu chiy, budn nén, nén va phat ban. Tan sé gip 1%
nhung khéng qua 10%.

Sau ddy 1a nhimg tic dung khong mong mudn da duge bdo cdo: rit thutmg eip (ADR >
1/10), thuomg gip (1/100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gip
(1710000 < ADR < 1/1000), rit hiém gip (ADR < 1/10000):

Nhiém khudin:

It géip: Béi nhidm ndm Candida.

Réi logn mdu va hé bach huyét:

It gép: Giam bach cau, giam bach cdu trung tinh, giam tiéu cau.

Hiém gdp: Thiéu méu, diu hidu chiy mdu (gbm ban xuit huyét, chdy mdu cam, kéo dai
thi gian chay mdu) ting bach cau wa base, thiéu mau tan huyét.

Rat hiém gap: MAat bach ciu hat, duong tinh véi xét nghiém Coomb, gidm toan thé huyét
cau, kéo dai mot phan thai gian Thromboplastin, kéo dai thoi gian Prothrombin, tang tiéu
ciu,

Roi loan hé mién dich:

It ¢Gp: Phan ing qué min.

Hiém ggp: Phan tmg phan vé (bao gdm sbc).

Réi logn chuyén héa va dinh dicdng:

Rt hiém giip: Giam albumin, ha dwdng huyét, giam protein huyét, ha kali huyét.

Réi loan hé than kinh:

It gdp: Pau dau, mit ngi,

Hiém gap: Yéu co, 4o gidc, co gidt, kha miéng.

Réi logn mach:

It gap: Ha huyét dp, viém tinh mach, viém tinh mach huyét khdi.

N I
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-

Hiém gép: Néng da bimg,

Rii logn hé tiéu héa:

Thireng gap: Tiéu chay, budn non, non.

It gip: Téo bén, khé tiéu, vang da, viém miéng.

Hiém gdp: Pau bung, viém rugt két gid mac, viém gan.

Riéi logn chire néing gan-mt:

It gdp: Tang alanine aminotransferase, aspartate amonitransferase
Hiém gdp: Tang bilirubin, ting phosphatase kiém, taing glutamyltransferase, viém gan.
Réi loan da va mé dudi da:

Thirong gap: Phat ban.

It gap: Ngira, may day, ban do.

Hiém gdp: Viém da phong rop, ban dé da dang, dé md hoi, eczema, ngoai ban.
Rét hiém gdp: Héi chimg Stevens - Johnson, nhiém ddc biéu bi hoai tir.
Rbi logn xwong, co xwong vi mé lién két:

Hiém gdp: Pau khép, dau co.

Réi logn thin va dirong nigu:

It gap: Tang creatinin huyét.

Hiém gdp: Viém than k&, suy than.

Rdt hiém: Tang uré huyét,

Rbi loan chung va vi tri tiém:

It gap: s6t, kich Ging noi tiém.

Hiém gap: mét moi, phi né, rét run.

Qui lidu va cich xir tri

Qui lidu

Cic triéu chimg clia qud lidu bao gdm budn nén, nén va tidu chdy. Bénh nhén c6 thé b
kich thich than kinh co hodic co gidt khi diing liéu cao hon lidu khuyén cdo theo dudng tinh
mach (dac biét & bénh nhan suy thén).

Cach xi tri

Chua c6 thude giai doc dic higu. Diéu tri tridu chimg va diéu tri hd tro tiy theo biéu hién
14m sang clia bénh nhan. Trong trudng hop cép clru, cin ding moi bién phdp diéu tri thich
hop can thiét. C6 thé lim giam néng do cao ciia piperacilin va tazobactam bing thim tach
mau, Trong trudmg hop kich thich vin déng hay co gidt, ¢é thé ding thude chéng co giat
(nhu diazepam hay barbiturat). Khi bi phan {mg phan vé nghiém trong, dp dung cdc bién
phép cip citu chdng sée phan vé.

Dic tinh durge lue hoe
Nhém dicge I§: Khéng sinh diét khudn nhém p - lactam thude phan nhém penicilin.
Ma ATC: JOICRO5

Co ché tdc dung:

W =2 = \"\
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Piperacilin 1& mét ddn chét penicilin ban tong hop, phd tic dung rong chdng lai nhidu vi
khuin gram dwong va gram dm ca hiéu khi va ky khi, thude c6 tac dung diét khuan do tic
ché su tSng hop vach té bao vi khudn.

Tazobactam la mot dan chat triazolylmethyl penicilanic acid sulphone, rc ché manh nhiéu
loai B-lactamase, dic biét cdc enzym qua trung gian plasmid thuong gy ra khéng penicilin
va cephalosporin bao gom cé cdc cephalosporin thé hé 3.

Sur ¢é mit ciia tazobactam trong céng thirc piperacilin va tazobactam lam mé rong pho tic
dung cua piperacilin gém ca nhiéu vi khudn sinh B - lactamase ma thong thuong khang
piperacilin v cac khang sinh B - lactam khdc. Do dé, piperacilin va tazobactam 13 sy két
hop tinh chét ciia mét khdng sinh phd rong va mét irc ché p - lactamase.

Piperacilin va tazobactam cd téc dung t6t chdng lai cac vi khudn nhay cam véi piperacilin
ciing nhu cac chiing sinh f - lactamase da khdng lai piperacilin, Piperacilin va tazobactam
hi¢p dbng tic dung vdi aminoglycosid chéng lai mot 6 chung Pseudomonas aeruginosa.
Co ché dé khing:

Hai co ché dé khéng thudc chinh bao gém:

- Bit hoat thanh phan piperacilin bang céc p - lactamase khéng bi irc ché bdi tazobactam:
B - lactamase trong 16p phén tir B, C va D. Ngoai ra, tazobactam khéng chéng lai dwoc céc
B - lactamase phé rong (ESBL) trong céc I6p phan tir A va D.

- Bién déi cac protein lién két penicilin (PBPs), din dén giam 4i luc cua piperacilin vai
dich tdc dong.

Ngoai ra, thay ddi tinh thim mang té bao vi khudn va bom thai thudc ra khoi té bao vi
khuén ciing c6 thé gy ra hodc gép phan vao sy dé khang piperacilin/tazobactam, dic biét
14 & vi khudn Gram am.

Dua vao néng dé e ché tdi thidu (MIC) chia cic chiing vi khudn tir nhay cdm, nhay cam
trung binh, dén khing thude nhu bang sau:

Nong dg ikc ché t6i thiéu

Vi khuin giy nhiém Nhay cdm Trung binh Khéilail_l_lgél R
Enterobacteriaceae 16 mg/l 32-64mg/l 128 mg/l
Pseudomonas 6dmg/l | 32-64mg/ 128 mg/l
Staphylococus 8 mg/l 32 - 64 my/l 16 mg/l

i Streptococus 1 mg/l 32 - 64 mg/l 2 mg/l
Vi khudn ky khi 32 mg/l 64 mg/l 128 mg/l

Su khéng thude chii yéu thiy trén cdc ching: Staphylococcus epidermidis, Buskholderia
cepacia, Citrobacter freundii, Enterobacter cloacac, Pseudomonas va Serratia species,
Enterococcus avium, Enterococcus faccium, Propionibacterium acnes, Acinetobacter
Species, FEnlerobacter aerogenes, Stenotrophomonas maltophilia, Corynebacterium
Jetkeium, Staphylococcus aureus (khang methicillin) va Staphylococcus coagulase am tinh
(khdng methicilin).
Vi khuén hoc
Céc vi khudn nhay cam véi piperacilin va tazobactam nhur sau:
Vi khuan hiéu khi gram dueng nhay cim:
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Brevibacterium  species®, ~ Corynebacterium xerosis®, — Corynebacterium species,
Enterococcus  durans, Enterococcus faecalis*, Enterococcus species, Gemella
haemolysans*, Gemella morbillorum*, Lactococcus latis cremoris*, Propionibacterium
granulosum®, Propionibacterium species, Staphylococcus aureus nhay cam vaéi
methicillin®,  Staphylococcus  epidermidis*,  Staphylococcus — haemolyticus*,
Staphviococcus  hominis™ Staphylococcus saprophyticus*, Staphylococcus  sciuri®,
Staphvlococcus xylosus*, Staphylococcus species-coagulase am tinh*, Streptococcus
agalactiae, Streplococcus anginosus®, Streptococcus beta tan huyét nhom A¥*,
Streptococcus beta tan huyét nhom D*, Streptococcus constellatus®, Streptococcus
gordonii*, Streptococcus intermedius*, Streptococcus milleri*, Streptococcus nhdém
milleri*, Streptococcus mitis*, Streptococcus morbillorum®, Streptococcus oralis¥,
Streptococcus  pneumoniae*®, — Streptococcus pyogenes* — Streptococcus sanguis®,
Streptococcus viridans®, Streptococecus nhém viridans* va Streptococcus species ™.

Vi khuén hiéu khi gram dm nhay cam:

Acinetobacter anitratus, Acinetobacter Iwoffii* Aeromonas sobria*, Alcaligenens
species®, Branhamella catanbalis, Burkholderia cepacia, Citrobacter diversus,
Citrobacter fameri®, Citrobacter freundii*, Citrobacter koseri, Citrobacter species®,
Eikenella corrodens®, Entercbacter agglomerans, Enterobacter cloacae*, Enterobacter
species, Escherichia coli®, Escherichia hermannii*® Escherichia vuineris, Haemophilus
influenzae®, ~ Haemophilus  parainfluenzae,  Haemophilus  species,  Klebsiella
ornithinolvtica*, Klebsiella oxytoca*, Klebsiella pneumoniae* Klebsiella species,
Morganella morganii, Pasteurella multocida® Proteus-indole duomg tinh, Proteus
mirabilis* Proteus vulgaris*, Providencia stuariii, Providencia species, Pseudomonas
aeruginosa®, Pseudomonas fluorescens, Pseudomonas putida, Psendomonas species,
Salmonella arizonae, Salmonella species, Servatia liquefaciens, Serratia marcescens*,
Seratia odorifera*, Serratia species* Shigella boydii, Shegella dysenteriae, Shigella
Mexneri va Shigella sonnei.

Vi khuin ky khi gram dwong nhay cam:

Bifidobacterium  species®,  Clostridium  bifermentans®, ~ Clostridium  butyricum?,
Clostridium cadaveris*, Clostridium clostridiforme*, Clostvidium difficile®, Clostridium
hastiforme*, Clostridium limosum®, Clostridium perfringens*, Clostridium ramosum?®,
Clostridium tertium®, Clostridium species®, Eubacterium aerofaciens, Eubacterium
lentum®, Eubacterium species, Peptococcus asaccharolyticus®, Peptococcus species,
Peptotreptococcus  anaerobius®, — Peptosireplococcus  magnus®,  Peptostreplococcus
micros¥, Peptostreptococeus prevotii* va Peptostreptococcus species®,

Vi khudn ky khi gram 4m nhay cam:

Bacteroides caccae® Bacteroides capillosus*, acteroides distasonis® Bacteroides
Jragilis*, Bacteroides nhom fragilis*, Bacteroides ovatus*, Bacteroides putredinis*,
Bacteroides  stercoris® — Bacteroides thetaiotaomicron® — Bacteroides uniformis*,
Bacteroides ureolvticus*, Bacteroides vulgatus*, Bactercides species® Fusobacterium
necrophorum®, Fusobacterium nucleatum*, Fusobacterium varium?®, Fusobacterium
species*, Porphyromonas asaccharelytica®, Porphyromonas gingivalis*, Porphyromonas
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species® Prevotella bivia, Prevotella disiens® Prevotella intermedia® Prevotella
melaninogenica®, Prevotella oralis* va Prevotells species*.

Vi khudn hiéu khi gram dwong nhay cam trung binh:

Enterococcus avium®, Enterococcus faecium® va Propionibacterium acnes*.

Vi khudn hiéu khi gram 4m nhay cam trung binh:

Acinetobacter bawmannii*, —Acinetobacter calcoaceticus, Acinetobacter species*,
Psewdomonas stutzeri®, va Stenotrophomonas maltophilia.

Vi khuén hiéu khi gram dwong khang thude

Corynebacterium jeikeivm, Staphylococcus aureus (khing methicillin) va Staphylococcus
coagulae am tinh (khang methicilin)

(* Tac dung trén 1am sing da dugce chimg minh cho cac ching man cam phan lap trén
bénh nhi bi viém ruét thira ¢d bién chimg boi v& kém viém mang bung va/hoac ap xe)

Dic tinh duge dgng hoe

Hiip thu

Néng d6 dinh trong huyét tuong cua piperacilin va tazobactam dat duge ngay sau khi két
thiic tiém hay truyén tinh mach.

Néng do piperacilin dat duge khi ding cling véi tazobactam ciing gidng nhu khi ding
piperacilin don dgc véi liéu luong tuong duong,

C6 sy ting tuong ximg (khoang 28% ndng d9) piperacilin vi tazobactam trong huyét
twong khi tang lidu trong khodng tir 2 g piperacilin/ 0,25 g tazobactam téi 4 g piperacilin/
0,5 g tazobactam.

Phiin b

Ca piperacilin va tazobactam gin két vai protein huyét trong khoang 20 - 30%. Sy géin két
vdi protein cua piperacilin hay tazobactam khéng bi anh hudng bai sir ¢d mat clia chét kia.
Chét chuyén héa ctia tazobactam gin két vi protein khong déng ké.

Piperacilin va tazobactam phén bé réng khip cdc mé va dich co thé bao gdm niém mac
rudt, t0i mat, phéi, mat va xuong.

Chuyén héa

Piperacilin chuyén héa thanh chat chuyén héa desethyl ¢d hoat tinh vi sinh hoc yéu.
Tazobactam chuyén héa thanh mét chét khang co hoat tinh sinh hoc

Thai trie

Piperacilin va tazobactam thai trir qua loc & cdu than va bai tiét & dng than. Piperacilin thai
trir nhanh & dang khdng chuyén hoa khoing 68% liéu ding qua nuéc tiéu. Tazobactam va
chét chuyén héa ctia né thai trir chir yéu qua thin véi khoang 80% lidu dung 1a dang khéng
chuyén héa, con lai 1a dang chuyén héa.

Piperacilin, tazobactam va desethyl piperacilin déu duge bai tiét vao mat.

Sau khi dung piperacilin va tazobactam don liéu hodc da lidu cho nguoi khoe manh, thoi
gian ban thai cua piperacilin va tazobactam trong huyét tuong dao dong tir 0,7 dén 1,2 gios
v khéng bi 4nh hwéng boi liéu hay thoi gian tiém truyén. Thoi gian ban thai cia ca
piperacilin va tazobactam tang lén khi d¢ thanh thai cua than giam. Duge dong hoc cua




https://trungtamthuoc.com/

r

piperacilin thay d6i khdng déng ké khi ding ciing tazobactam. Piperacilin lam giam téc dé
thdi trir tazobactam.
Suy thin
Thoi gian ban thai cua piperacilin va tazobactam tang Ién khi d6 thanh thai creatinin giam.
Khi d thanh thdi creatinin < 20 ml/phut, thi thoi gian ban thai cia piperacilin va
tazobactam tang twrong (g gip 2 va 4 lan.
Tham tich méu loai trir 30 dén 50% piperacilin va tazobactam vi thém 5% lidu
tazobactam bi loai trir & dang chét chuyén héa. Tham tich phic mac loai trix khodng 6%
va 21% tuwong (ng v&i piperacilin va tazobactam, va 18% liu tazobactam bi loai trir &
dang chét chuyén hoa.
Suy gan
Néng do cua piperacilin vé tazobactam trong huyét tirong duy tri 1du hon & bénh nhan suy
gan. Thoi gian bén thai cua piperacilin va tazobactam ting twong ing khoang 25 va 18% &
bénh nhan xo gan. Tuy nhién khéng cin phai diéu chinh liéu cho bénh nhén suy gan.
Tré em
Trong mét phan tich duge dong hoc, do thanh théi wdc tinh & bénh nhi 9 théng tudi dén 12
tudi twong tw & ngudi 16n, voi gid tri trung binh 1a 5,64 ml/phit/kg. Thanh thai piperacilin
giam xudng con 80% & bénh nhi 2 - 9 thing tudi. Thé tich phin bd trung binh cua
piperacilin 1a 0,243 kg va khong phu thude vao tudi tac.
Bénh nhan cao tudi
Thai gian ban thai trung binh cta piperacilin va tazobactam & ngudi cao tudi dai hon so
véi ngudi tré lan luot 1a 32% va 55%. S khéc biét nay c6 thé 13 do nhimg thay déi vé dé
thanh thai creatinin ¢4 lién quan dén tudi tac.
Chiing tjc
Khéng ¢6 su khic biét vé duge dong hoc cla piperacilin/ tazobactam durge quan sét thdy
gitra nhirng ngudi tinh nguyén khoe manh & chiau A (n = 9) va ngudi da tring (n = 9) &
liéu 4 /0,5 g.

15. Quy céich dong goi
Hop 1 lo bot pha tiém.

16. Piéu kién bio quin
Bdo quan noi khé rédo dudi 30°C. Tranh dm.
Nén diing ngay dung dich vira pha. Néu duoc pha trong diéu kién vé tring va duge bao
quan & nhiét dj 2 - 8°C, ¢4 thé sit dung dung dich da pha trong vong 24 gid.

17. Han ding ciia thudc
24 thang ké tir ngay san xuét. Khong dimg thude qud han st dung.
Dé giam nguy co nhiém khudn nén ding ngay piperacilin/tazobactam sau khi pha. Néu
cin cé thé bio quin vé tring dung dich d pha & trong ti lanh 2-8°C va dung trong vong
24 gio.

h
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18. Tiéu chuén chit lwgng
USP 38.

19. Tén, dia chi ciia co' sé' san xuit thube
Co s& sin xuit: Aurobindo Pharma Limited
Dia chi: Unit XII, Survey No: 314, Bachupally, Bachupally Mandal, Medchal - Malkajgiri
District, Telangana State, India (An D).
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