Ry
TAZOPELIN 4,5 g

Thubc ndy chi ding theo don thude
D4 xa tdm tay tré om
Doc ky hurdmg diin sir dung trinde khi ding

1. Thanh phAn cdng thire thude: cho 1 don vi dong gl nhd nhit
;:\t\nhcuu n hoat chat:
peracillin natri & Tazobactam natel (8:1) (t Pij 4 Tazoboct
£, DYt Bdo chi: ( wrong Ung Piperacillin 4 g & am 0.6 g).
;; l'?ﬂnon& t‘)‘no ché: B4t pha “0'36(: i
ang bao ché: Lo thube cé chira bt thubs ban trong mau tring hode gln n
mul, vi ddng, d& hat &m, nt khin kin. g ol
3. Chi d|nh:
Didu tr cdo nhidm khudin sau & ngudd 161 va trd am tran 2 tdi:
'-Nl'\\;g‘lb?‘ovitﬂtm!r‘%ilu I Nb
+ Vidm phdi nang (bao gdm vidm phdi mdc phat & banh vidn va vidm phdi dn quan dén ther m
+ Nhidm khulin nding duerng tét nigu (bao gdm vto:wo mon-gé thin). 5 : »
+ Nhidm khudn ning lmng% bung.
+ Nhidm khudn ndng da va md m%m (bao gdm nhidm trong ban chan do tdu dudng).
; :)!:u il bdnh nhan nhidm wring mau c6 lin quan dén/ode nghi ngdr ©o lien quan ¢ cae nhidm
un.
- Tazopolin 4‘:3 €6 thd durge sir dung trong didu I cde bR nhan bi gidm bach cAu trung tiah ¢ sét
nghi ngdr do nhidm khudn,
= Tré om tir 2 dén 12 tudl:
+ Nhidm khudn nang trong & bung.
+ Tazopolin 4,5 g ¢6 thd durgra s dyng trong didu trf tnd em b] gldm bach cdu trung tinh ¢ 86t nght
ngdr do nhidm khudn,
4, LIdu ding va céch dong:
4.1, Lidu dang:
Lidu v tAn subt dung Tazopelin 4,5 g phy thude vao mire dd nghidm trong, vi trl cda nhidm trung va
e mAm banh dy kién,
- N 1m va trd om trén 2 tudi:
+ Nhidm khudn:
+4 Lidu thong thudmg 18 1 10 4,6 g trong mdi B gidy.
+4 DOl val bdnh viem phdl mac phai trong bENh vidn v nhidm khudn & bdnh nhan bl gldm bach
cdu trung tioh, lidu khuydn cao 18 110 4,5 g trong mdi 6 gl Phac dd ndy cing 60 thd dugo ap dung
ad didu tr| v& bdnh nhan bj nhidm khudn dirge chl dinh khae khi dite bidt nghidm trong.
++ Bang sau day 16m 8t 1dn sudt didu tr| va 1Bu khuydn cdo cho bdnh nhan ngud 160 va fré om

trén 2 1l theo chl djnh hodc tinh trang benh:
Tan sudt didu tr| Plporacillin/taxobactam (4 g/0,5 g)

i 6 gy Viem phdi nang
Ngué&l 16n bj gldm bach cdu trung tinh ¢6 bt b nghl ngdr do nhidm
khudn,

Nhiim khudin ning dudng it nigu (bo gdm vidm than-bd than).
Nhidm khudn ndng trong O bung
Nhilim khudin da v md mdm (bao gdm nhifm khulin ban chan do tidu
durdrng)
+ Suy than:

++ Lidu tiom thiv mach nén duge didu chinh theo mire 40 suy than thire td (mdi bonh nhan phai
dugo n:ao d0i chéit chd vd cac ddu higu doo tinh cta thube, ndn Aldu chinhy Iidu thude va khoang thl
glan didu tr)).

MAi 8 glor

D4 thanh thal creatinin (mi/phut) Piperaciilin/tazobactam (I1du khuybn cdo)
> 40 Khéng chn didu chinh lidu
20 - 40 Libu 18 da: 4 /0,5 g mdi 8 gi&r
<20 Lidu 181 da: 4 g/0,5 g m8I 12 ity

++ D8I viri bénh nhan thdm tach mau, cdn phal dung thém 1 1du piperacilinazobactam 2 ¢/0,26
@ sau mbi 1An chay than, béi vi thm tach mau loal bd 30% -560% piperacillin trong 4 id~
+ Suy gan.
uyKe\Onn didu chinh b,
- B@nh nhiin cao tudl: Khong chn didu chinh 11du cho ngudl cao twd c6 chire niing thn bink thudng
ho@e do thanh thai creatinin trdn 46 miphit,
< Tré em tir 2 abn 12 tdl:
+ Nhibm khudn:
++ Bang sau by 6m t81 1An suAt @idu t va 1B trdn MBI cAn nding cho tré em (ir 2:12 bl theo
ohl gjnh hode tinh trang bdnh:

[L1du trén mal can ndng va thn suft
didu tr]

B0 my piperacilini1o mg
tazobactam/kg /6 gier mot 1An

Chi dinh/tinh trang W

Tré om b| glam bach chu trung tinh c6 st nghl ngtr do
nhidm khudn (Libu 181 da Khodng vaot qua 4 g/ 0,5 g/ trong
Zl_O_pl\l)l) e
Nhidm khuhn nang frong & bung (Lidu t8l da Khdng viret
qué 4 g/ 0,6 g/ rong 30 phat)

100 mg piperacillin/ 12,6 m|
nzobactam/kg thd troﬂa!mgl 8 gier

v Guy hén
f.’ L.of. tinh mach nén dugo dibu chinh thao mire 40 suy thén thyo t8 nhur wau (M1 bdnh nhAn

phitt d

4.2. Cach dung:

- Vidc hodn nguydn phai didn ra trong didu kién v khudn, dung dich phdl dugre kidm tra clm quan vd

uo: phan via bién mau trée ki dn:-:g Chi duoe ding khi au,."gw trong vé khdng o6 t1du phdn nhin

thily durgre.

- THm thh mach: M3I ko 4,6 g pha v 20 mi nrdre vo khudn a8 tdm hode dung dich NaCl 0.9 %, tém

b mach chdim trong 5 phot

~ Truydn tinh mach: M3i lo 4,5 g pha v 20 ml nurde va khudn 4d tdm hode dung dich NaCl 0.9%, sau

@6 pha loding tham nra thanh it nht 50 ml véi cde dung mi twong hop: NaCl 0,9%, Dextrose 5% va

NaCI 0,9%, truydn thh mach trong 20 - 30 phut.

43 Mot lgclw y dhe bt vh xur y thude trrd v wau Kbl i dung:

» y thudo sau Khi sir dung: Kndng cd U QG DIGL v xar (y thy

5. Chdng chi gjnh: i Lobdorat v

- Qua man cdm v piperaciliintazobactam holic vai bt ky tho nhan khang khudn penicillin ndo khac.

- CO tidn sir df Ung cp tinh nghidm trong véi bt ky thube beta-lactam khae (nhu cephalosporin.

monobactam hodc carbapenem).

6. CAnh bao va thin trong khi dung thude:

- Vide st dyng fra chon piperacillintazobactam @8 didu tr{ cho tng bnh nhan ndn tinh dda sy phi

hep cda vide st dung poniciitin ban tdng hop phd rdng dya tedn cae ydu 18 nhu mire 46 nghidm trong

cla nhidm khudn va mire 4 khing thude 481 véi cae tde nhan khing khudn thich hop Khac

- Trudre Khi bt dAu didu tr, cdn kidm tra K9 tidn sl phin 0mg qua min cla ngudi banh voi penicillin,

hofie cde chit bota-lactam ndo khie (cephalosporin, monobactam hodc carbapenem) vi céc chitt gy

d| ng khac. Cc phin Ung qua min nghiém trong va 4ol khi gdy tr vong (phan rag phan vivsde

phan vo) 48 dugo bko cAo & nhimg bEnh nhan duge didu t bing penicillin, bao gdm cd

plperacilintazobactam. NhImg phan arng ndy thudng Xdy ra hon & nhirng ngui ¢ tida s nhay cdm

Vol nhidu chilt gy dj trng. Khi xdy ra céc phdn rng nghidm trong cAn phai ngung khng sinh, va c&

thd cAn dung epinephrin va céc bign phap khan clp khac

- Plperacilin va tazobactam ¢4 thd gy phin (mg bt lot trén da nhu hal chimg Stevens-Johnson, hoal

1 thurgng bi ahidm dde, vw&i chirng tang bach cdu wra eosin v cde tidu chimg todn thn, hdi ching

ngoal ban myn mu toan thin cdp tinh, Néu ngudi banh bj phat ban da, ndn theo ddi chiit chd va tam

ngung piperacillintazobactam néu tinh trang ndng hon

< Tridu ching viem dal trang gid mac co thd xudt hign trong hode sau khi dung khang sinh, gdy ra tidu

glh.ay g&ng,olém dai o6 thd gdy nguy hidm dén tinh mang. Trong nhirng trdng hop nay ndn tam ngung
u trf thudc,

- Didu ;ri piperaciilintazobactam co thé din dén kha ning xudt hign vi khun khang thude, 6 thé gay

bl nhidm,

+ G tridu chirng chly mau xdy ra & mat s8 bénh nhan didu tri khang sinh nhém beta-lactam. B8I khi

cdc phin Urng ndy o6 18n quan dén cde bt thudng trang xét nghidm ddng médu. nhe thér glan ddng

mau, sir kbt ty tidu cdu va thd glan prothrombin, va cd nhidu khd adng xdy ra & bdnh nhan suy than

NOu bidu hidn chdy mau xiy ra, cAn ngung s dyng ngay khang sinh va o bidn phap didu tri thich

h

sau khi sU dyng

op.

- GIAm bach chu va gldm bach cdu trung tinh c thd xdy ra. nhit 1a trong didu trf kéo dal Vi vy cdn
phidt dinh ky kidm tra chire nding hd tao mau.

- COng nhu Aidu t vérl cée penicillin khiro, cde bidn chirng thin kinh duet dang co gidit 0 thd xdy ra
Khi dimg lidu cao, nht 1a & bdnh nhan suy glam chire nang than

. s:n %Mm ogm chira 9,44 mmol (217 mg) natr mdi lp bot. Ngudi bdnh ¢d chéd o an kidng natr cin
phal kidm soat.

- Ha kall mau c6 thd xdy ra & nhitng bénh nhin cb tri¥ lrgng kall thp hodc & cde bdnh nhan s dung
d:ng thl vor cae thude 1am gidm kali huydt, cdn theo dal dinh ky cht dlon gidl & nhimg b@nh nhan
ndy.

- Suy than:

+ Thude co khdd nling gy d0c tinh trdn thin, nén st dyng piperaciiintazobactam cdn thin & bdnh
nhan suy than hode bonh nhan thdm tach mau, Lidu dung thh mach vi khodng Iidu sir dyng nda
durgo didu chinh theo mire 49 suy than,

+ Trong mOt phain tich th chp dung A 1idu thu duge tr mét thir nghidm. ngdu nhidn oo kidm soat
Khi 06 10c chu than (GFR) duge kidm tra sau khi bdnh nhdn suy than ndng dung khang sinh
piperacillintazobactam thirdng xuydn, oo 1y 18 cdl thidgn GFR thip so v&rl ce khang sinh khdc. Két
ludin piperaciiinftazobactam I& nguydn nhn gly ndn syt hdl phuc than cham & nhing bdnh nhan nay
7. 8ir dyng thudce cho phy nir €6 thal va cho con bu:

7.1. SUr dung thude cho phy nlr cé thal:

« Chira cd nghidn ciru ddy 30 vd vide sr dung piperacilinviazobactam trong khi mang thal

- Gdc nghidn clru trdn ddng vt da cho thily dde tinh phat tridn, nhrng khong co bing chumg gdy qual
thal, Tuy nhidn, trong khi cher c6 dly @i két qua thire nghidm, cdn sl dung than treng cho phu nr c&
thal,

- Piparacilintazobactam qua nhau thal. Piperacillintazobactam chi nén dugc s dung trong ther glan
mang thal ki Il ch coa didu tri viren trdl nguy cor 881 vorl cd bdnh nhan 1 thal nhi

-~ Khih ndng sinh sdn: Nghtdn ciru khd nling sinh sdn & chudt cho thily Khdng 66 Anh hudng dén khd
Nang sinh wdn va phdl gidng sau khi dung tazobactam hollc phdi hop piperaciilin/tazobactam trong
maAng bung

7.2, Thd l?y cho con bu: Piperacillin bal tdt & ndng dd thp vao sCa. ndng 40 tazobactam trong sira
me chira duge nghldn cru. Khbnohd\)nq cho phy ne* dang cho con bu tar khi Igl feh cda didu tr vuet
10l nguy cor A1 vorl cd bnh nhan [An trd ba me.

8, TAc ddng atia thude khi 181 xo vA van hanh may: Chira o6 bAng chirng vé Anh hudng cOa thude
18n kha nitng 1ai xe, van hanh mAy mée

9. Twong the, trong ky, cua thude:

0.4, Tuong the coa thude: .

- Thue gidn oo khong phan cuc: Piperaciilia khi ding ading It verl vecuronium gay kéo ddi the
phona bé thin kinh cor cia vecuronium. Do ¢o' chd tde dong trong 1y, su phong bd than Kinh bai cae
thude glﬂn ©o loal khdng phitn cye ke c0 thé kéo dai khi oo sy hign didn cila piperacillin

= Thudo chéng dong dang dudng udng: Knl alr dung cang Ne vol heparin, thude chdng ding
diromg udng hay odc thube ke 660 Anh hrdng adn ha thdng ddng mau vivhode chire ning tidy cAy,
oA thyre hidn thirdng xuydn hon vit theo doi ddu dan cae xét nghidm ddag mau thich hop.

- Mothotroxat: Piperaciilin 6 th [am gidm bal tidt methotrexat, nén kidm tra mure 80 huydlt thanh cye
mglholmxnl & banh nhan a4 trdnh ddc tinh

¢ thoo dol chdl chi v e du hibu doc tinh cda thude, b thube va khodng thir glan cAn

durgre Aibu chint tuong Q)

e

roatinin . ‘f;i;;;u:lirll"‘\lnl:::bneum (1bu khuybn odo)
280 Khong chn dibu ehinh lidu

mg ﬁ;qlfnctam/kulrr;\bhlan ol

o 8. 70 yv\ha'_ql|)nviql[ii'rll azobinolw
cho dung tham 40 my” piparaciilis mg

5 B8 Vol b em “uee thbm tach méu, ohn phai
{azobac! 181 IAn chiy thn
Tré on‘l’rung ;.t:gl Khoing o6 dir 11U an 1odn vi hibu gud trén ddl lweng nay,
T ian dibu s THo1 gian @by 1 eng thuong cho hAu bt céo ohldinh kbo dl khong 5-14
Tuy nhién, thivl glan didu 1 ndn 1y hudo vio mire 4o nghidim 1ong o0a ihiém khudn, 1ao nhan
32;’{,."“ vh m\ﬁ trng 1&m ndng cla b nhAn cong nhir sy pht 1dén cam vi kiudp,

L weold: Dung ddng theyl probenecid vor piperaciilin/tazobactam lam tang thdd glan ban thy v,
Tam qldm sy lhunl‘: Ihdquuq |h‘:n cda ca piperacillin va tazobactam. Tuy thidn ndng 48 dink Bm;
huybt frong coa mdl thude khong bl Anh hurdng

- Ainlnoglycosid: Piparaciiin s dung 10ng 18 hay vol tazobactam Khdng lam thay 4 dang kd

A0ng hoe oon tobramysin & cde 481 trong ¢ chiro nAng than binh thrdng hay 0 &y suy thie
nfing than nhe hay tung binh Duge dONY hoe cUn piperaciiin tazobactam. v chdt o hoa M1
ing khong bf thay dd1 dang kd kit dung chung Vol tobramyein

- B\r"b:l hoat o0 tobramyoin va gentamicin bt piperaciliin da dugo chimg minh & ah00g Bnh nnan
suy than nding

« Vancomyein: Khong 60 Wrong tae duge dng ndo duge ghi nhan gitra piparacilintazobactam vq
vancomyoln




- Anh hugmg trén cac xét nghiém: CA¢ Phrong phap khong ding enzym d do glucose nidu c6 th
?‘“u" 9én két qua duong tinh gid, nhu V& Cac penicillin khac. Do d6, 4o ndng g :lueose o:na nude
b&g enzyme Ia cAn thiét trong liéu Phap piperaciliiny tazobactam.
- MOt 8 phuong phap hoa hoc do Ndng A6 protein nidu co thé din dén két qua duong tinh gid.
Phuong phap do protein voi que thir khong bj anh hudng
-Z:Anongcmmmngpgoﬁmnnh
. CO nhing ghi nhan vé két qua duong tinh gia khi st dung X6t nghidm Platelia A ilus EIA
clla cong ty Bio-Rad Laboratories & NhIMG banh nhan dugc cho ung plperacillintazobactam. 63 o
“hD“QModovGDMnW‘adﬁog'oabolysaw\aﬁda\acécloélkhbngmuocAmmusvﬂ
polyfuranose véi thude thir xét nghigém Piatelia Aspergillus EIA cda Bio - Rad Laboratories.
;‘p‘:'mta_é két qud xg nghiemb':‘:onlgl tinh & cac bénh nhan dang duge didu ti voi
inflazobactam can dugc bidn giai th K
nghiém chAn doan bb sung khdc. 4n trong va phdi duge khing dioh dya trén cdc xét
9.2. Twong ky cua ﬂll'mdc: —_
- Khdng dugc trdn 18n voi cac san phdm khac v da g
U‘B“:' Bt (ngoai trir nhamg loal ugc 38 c4p trong myc 6.
- Bat clr khi nao piperacilintazobactam dugc sir dyng ddng thdi Vol khang sinh
aminoglycosid), cac chdt nay phai dugc dung ﬁ‘o?\g Vige trgn mpungdﬂvmzkr:b‘;m ?};
aminoglycosid in vitro c6 thé din dén vigc bat hoat aminoglycosid.
- Khong dugc trén n piperacillinftazobactam véi cac thudc khac trong cung &ng tiém hoac cung chai
dich truydn vi chua xac dinh dugo sy twong thich,
- Do su bft &n dinh v& héa hoc. khéng trdn 1An piperacillintazobaciam véi cac dung dich chira natri
bicarbonal
- Dung dich lactated ringer khong twong thich véi piperacillintazobactam.
- Kndng dua piperacillinitazobactam vao céc ché phdm mau hodc albumin thly phan.
10. Tac dyng khéng mong mudn cua thude:
- Phan v:g khéng mong muén thugrng gap nhét Ia tiéu chay (xdy ra 1/10 bénh nhan).
- Trong sb cac tac dung khdng mong mudn nghiém trong nhét viém dai trang gid mac va hoai tir
thirgng bl nhidm &0 xay ra & 1 - 10/10.000 bénh nhan). TAn sé cho giam toan thé huyét cdu, sée
phan vé va hol chimg Stevens - Johnson khang th wréc tinh duoc tir A ligu hidn cd.
- Céc tac dyng khong mong muén duéi day duoc liét ké theo hé théng co' quan va thudt ngr
ModoRls\ Tdrgnng mi nhém tAn s8, tac dung khdng mong mudn dugc trinh by theo thir ty tinh nghiém
trong gidm dan.
+ Quy uéc tAn sudt xut hién: RAt thuong gip 2 1/10, thudng gdp > 1/100 dén < 1110, it gap 2
1/1.000 8én < 1/100, hidm gap > 1/10.000 dén < 1/1.000, rét hiém gap < 1/10.000 va chua rd (khdng
thé uére tinh durgre tr dir fidu co sén).
+ Nhiém khun, nhidm ky sinh tring:
++ Thudng gap: Bénh ndm Candida*.
++ Hiém gdp: Viém dal trang gid mac.
+ Rél loan mau va bach huyét
++ Thurong gap: Gidm tidu cAu, thidu mau *
++ |t g&p: gidm bach clu.
++ Hiém gdp: Chirng mét bach cAu hat.
++ Chura r8: GIam toan thé huyét cAu®, gidm bach cdu trung tinh, thidu mau tan huydt”, chimg
tang tidu cdu’, chirng tang bach cAu va eosin®.
+ Rél loan hé mi8n djch:
++ Chua ro: séc phan vé&*, séc qua man*, phan Umg dang phan vé®, phan ung phan vé&*, qua man
cam*.
+Rél loan chuyén héa va dinh dudng:
++ |t g@ip: ha kall mau,
+R6i loan tam thn:
++ Thurong gdp: mét ngu.
+ Réi loan hé than kinh:
++ Thwrong gap: dau ddu.
+ R4i loan mach mau:
++ [t géip: ha huyét ap, viém tinh mach, viém tinh mach huyét khdi, dé bing.
+ R4 loan hé hép, 1dng ngue va trung that:
++ Hiém gap: chdy mau cam.
++ Chua r8: viém phdi tang bach clu ra eosin.
+ R4 loan tidu hda:
++ RAt thudrng gap: bénh tiéu chay.
++ Thwéong gép: dau bung, ndn mira, tao bén, budn ndn, khé tidu.
++ Hiém gdp: viém miéng.
+ Réi loan gan mat:
++ Chuwa rd: Viém gan*, vang da.
+ Réi loan md da va md du¢i da:
++ Thudng gap: phat ban, ngra
++ It gap: Héng ban da dang®, ndi may day, phat ban dang dat-sin".
++ Hiém gap: hogi tir thurgng bl nhidm doe*.
++ Chuwa rd: HOl chirng Stevens-Johnson*, viém da tréc vdy, phan ing thude véri chimng bach
cAu 4i toan va cdo trigu ching toan than (DRESS)*, h§i chirng ngoai ban myn md toan than clp tinh
(AGEP)", viém da bong nuéc, ban xudt huyét
+ Rédi logn co xuwong va mé lién Kkét:
++ It gap: dau khop, dau co.
+ Rl loan than va tiét niéu:
++ Chura rd: suy than, viém than ké*.
+ Réi loan toan than va tinh trang ving st dyng:
++ Thirtmg gép: s8t, phan (rng tai vi tri tiém.

++ It g%p: &n lanh
+ Dangﬁu tra. . )
++ Thudng gap: Tang alanin aminotransferase, tang aspartat aminotransferase, tdng luong protein

luong albumin mau, xét nghiém Coombs dwong tinh. tang creatinin mau, tang

phosphatase kidm trong mAu, tAng uré mau, thdi gian thromboplastin trng phan hoat héa kéo dal.

++ ltgap: gidm dudng huyét, tang bilirubin méau, theri gian prothrombin kéo dai

++ Chua g; thei gian chay méau kéo dai, men gan gamma-glutamyltransferase tang cao.
+ Ligu phap piperacillin o6 lién quan aén tang ty 1§ sét va phat ban & bénh nhan xo héa nang.
* ADR (uge xac djnh trong qué trinh thudc Iuu hanh trén thi trudng.
11. Qué lidu va cach xu tri: )
11.1. Qui lidy: Da o6 bao cao hau mal vé qua lidu cla piperacillin/tazobactam. Cac trigu chirng chd
&u gdm budn nén, ndn, va tidu chay c0ng 08 dugc bao cao voi lidu khuydn cdo thang thuemg. Bénh
nhan o6 thd b kich thich than kinh co hodc co giat néu tiem tinh mach véi lidu cao hon lidu khuydn
€80 (@3 bigt khi co suy than).

11.2. Cach xr tri khi dung thude qua lidu:
« Trong trrdmg hop ding qua lidu, nén NEUNQ dung thude piperacilivtazobactam. Khdng cb thude gidi
a0c ddc hidu. DIdU trf nan duoc hd try v tiéu chimg theo bidu hién IAm sdng cua bnh nhan.
~§6nodommmnmmmpemmcweoﬂmmmmw
mau.

12. Théng tin vé d . 18m sang:

12.1. Djc tinh duvl?rv?m;

- Nhém duoc I: Khang sinh penicilin phd rng, irc ché beta-lactamase

- Ma ATC: JO1C Ros

- Duoc ly va co ché tac

+ Piperacillin 1a mat ngmmmdnmmmmmwmmmwmww
sv t8ng hop thanh va vach té bdo )

+ Tazobactam 1 mt beta-actam c6 cdu tnic lién quan aén penicillin, i MOt cht irc ché manh 881
véi nhidu bela-lactamase thuong gdy khang penicilin va cephalosporin nhung nd khang (¢
enzyme AmpC hodc metallo beta Tazob, md rdng phd khang khudn cla piperaciliin
bao gdm céc ching vi khudn tao beta-lactamase o6 kha nang 34 khang vori piperacitiin don ddc.

+ Quan h¢ gilra dugrc lyc hoc V& duge 80ng hoc: Thai gian duy tri ndng 60 thude ty do trong mau
trén ndng 6 (rc ché té) thidu (T> MIC) duroc xem 1a yéy té xac dinh dugre hre ehil ydu cia piperaciltin

*Ood\CKMngmuOc:Cbhl‘Wd“""“““k"Mg iperacillintazobactam k.

<+ KNhir hogt tinh c0a thanh phdn piperacillin bing cAc betadactamse khong bj ire ché bdi
tazobactam: beta-lactamse trong 6P phan tr B, C & D, Ngoai ra, tazobactam khdng cung cAp Sv
bdo v& chéng lai céc beta-lactamse phd rong (EBSLs) trong cac nhom enzyme p phan ty A& D.

+ + Sy thay d8i céc protein gan v&i penicillin (PBPs), din dén lam gidm & lyc cla piperacillin v&i
phan tir dich trong vi kh

+ Ngoal ra, sy bién 88 trong tinh thém mang vi khudn, ciing nhur bidu hidn cda cac bom ddy thudc
ra ngoai, c6 thd gy ra hodc gdp phan vao sy & khang cla vi khudn 881 vii piperacillintazobactam,
dac biét vi khudn Gram am
+ C4c vi sinh vat nhay cam: Ty 1§ d& khéng c6 thé thay ddi theo ving dia Iy va theo thor gian 881 voi
cﬂcdﬂvq\dkhuénchonlocvénénebthﬁngﬁnvésud&khﬁqu.m.mwuctcm&m
tring nang. Khi cAn, nén tham khao y kién chuydn gia néu ty 18 88 khang tai dja phuong 8i vari vide
diing thudc trén it nhat mot s8 bénh ly nhidm khudn vAn chura 18 rang.

+ Céc loal vi khudn nhay cadm:

++ Vi khudn Gram duong hidu khi: E feecalis, Listena
Staphylococcus aureus. nhay cam véi methicillin Y, Staphyk sop.
cam véi methicillin, Streptococcus pyogenes, lién chu khuln nhém B.

++ Vi khudn Gram &m hidu khi: Citrobacter koseri, H: hilus infl
Proteus mirabllis.

++ Vi khudn Gram duong ky khi: Clostridium spp., Eub X

++ Vi khudn Gram 8m ky khi: Nhém & des fragilis, Fi ium spp.. Porphy
spp., Prevotella spp.

+ Céc ching vi khudn cb kha nang khang thudc:

+ + Vi khudn Gram duong hidu khi: Enter fa
vindans.
++ Vi khudn Gram am hiéu khi: Acinetod b: i Y, Burkholden Citrob
freundii, Enterobacter spp., Escherichia coli, Kieb P ia, Morg o
is, Provid Pse 9 Sewatia spp.

W2 strepto

ig F ssp.,

oceca\unu%wkhuénd!khtn'gumuéc.

++ Vi khuén Gram di iéu khi: Corynebactenum jedkeism.
«\ﬁkhuAnGmmarmukhtl g spo., P

+ C4c loai vi khulin khac: Chlamydophilia p 18, Mycopi: P
Lol thé hién 49 nhay cam trung gian ty nhién.

@ Cdc lodi cd ty 1& khang thudc cao (irén 50%) da dugc quan sat thily & mdt hodc nhidu ving / quéc
gla / khu vyre trong EU

T4t ca cac ty cAu khang methicillin d&u & khang v piperacillin / tazobactam

12.2. Bjc tinh dwgre ddng hoc:

- Hap thu: Néng 49 piperacillintazobactam dat dinh sau khi dung 4 9/ 0.5 g qua dudmg truydn finh
m;cnu:zuaopmmngangsszsaummvaum

- Phan bé:

+ Ca Piperacillin va tazobactam d8u lidn két vén protein huyét tuomg khodng 30%. Sy két
protein cda piperacillin hodc tazobactam khdng bj anh hudmg bdi suir 06 mat cla cac hop khac.
Sy gn két protein clia chAt hda tazobactam 1 khdng dang ké.

+ Piperacillinitazobactam dugc phan bd rdng rdi trong md VA dich co thé bao gdm nidm mac rudt,

ea 1 U

tii mat, phdi, mat va . Ndng @b trung binh trong Mé xAp xi 50 - 100% so véi ndng 83 dat duge
trong huyét tirong. Phan bd vao dich néio tlly thip & nhirg ngudi khdng bj vidm mang ndo, ciing nhu
nhing icillin khédc.

,Chuyg\mhoa:Ptporaamnd\uyénhoamnhcu\g thyl. Tazob m chuydn héa thanh dang don
gian khdng c6 hoat tinh khang sinh.

- Thai trir:

+ Piperacillin va tazobactam dugrc thai trnr qua thn thdng qua loc chu than va bai tist

+ Piperacillin dugc bai tidt nhanh chdng duti dang khong thay adi vari 68% lidu ding duge tim thiy
trong nurdre tidu. Tazobactam va chét chuydn héa cda né duge thai trir chi yéu do bai tiét qua than,
v&i 80% lidu ding dugc tim thdy dueéi dang khang ddi va con Igl 18 chét chuydn hda don
Piperacillin, va piperacillin cdng durgc bai tiét vao mat.

+ Sau khi dung lidu don hodc da lidu piperacillintazobactam cho ngudi khde manh, thei gian ban
thai cla piperacillin va tazobactam trong huyét trong dao ddng tir 0,7 -1.2 gid v khdng by anh hudng
bdi lidu ding hogc thoi gian truydn. Thoi gian ban thai cla piperacillin VA tazobactam tang khi &8
thanh thai than giam

+ Duoc hwwawinkmumyd&mkboonzm.mumm

tazobactam

nhe 49 thanh thai cla ;
13. Quy cach déng géi: Hop 1 lo bt pha tidm. HOp 10 1o bdt pha tidm.
14. Didu kign bao quan, han ding, iéu chudn chit lvgng cla thude:
14.1. Didu kién bido quan: Noi khd mat. nhiét 88 khdng quéa 30°C, tranh &nh sang.
142, l:‘en :‘%nq: 24 thang k& :;p\éngjy san xult e i
an ding sau khi pha ché: Dung dich sau khi pha cé dinh trong 12 gy &
n&ub&oquan::ngmwnh (2-8%). M“M
14.3. Tidu chuldn chit lugng: CP
15. Tén, dja chi co s& san xudt thude:

CONG TY CP DUQC - TTRYT BINH DINH (BIDIPHAR)
498 Nguy®n Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh Binh Dinh, Viét Nam
DT: 0256.3846500 - 3846040 * Fax: 0256.3846846



