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Rx
SADITAZO

(Bot v khuin pha tiém Piperacillin + Tazobactam 4,5g)

CANH BAO PAC BIET:

Thudc chi ban theo don.

Doc ky heeng ddn sir dung trieée khi sie dung.

Néu cdn thém thong tin, xin hoi y kién bdc 7.

Xin théng bdo cho bdc sT biét néu xay ra bat ky tdc dung ngoai ¥ nao xay ra trong qud trinh sir dung
thuoc.

Khéng str dung thuéc qud han dimg ghi trén nhan,

Dé thudc ngodi tam véi cua tre.

THANH PHAN:

Mﬁf lo bot pha tiém c6 chira: s

Hoén hop bot vé khuan Piperacillin natri va Tazobactam natri (8:1) twong duong: / ( j[/.

Piperacillin natri twrong duong Piperacillin ..o 40g —

Tazobactam natri twrong duong Tazobactam ........c......ocvevee... 05¢g /
DUQC LUC HQC :

Piperacillin 1a m¢t khang sinh ho penicillin ban tong hop ¢ phd rong d01 v6i nhiéu vi khuan hiéu khi va
ky khi gram duong va gram 4m, tic dung bang cach wc ché su tong hop thanh va vach té bao.
Tazobactam la mét triazolylmethyl penicillanic acid sulphone, 1a mot chat trc ché manh ddi voi nhidu
béta-lactamase, ddc biét la cac men qua trung gian plasmid la nguyén nhén thudng gay khang penicillin
va cephalosporin nhét 1a cac cephalosporln thé hé ba. Su hién dién cua tazobactam lam gia tang phd
khang khuén ciia piperacillin bao gdm ca cac vi khuan sinh béta- lactamase von thuomg dé khang véi cac
khéng sinh khac trong nhém béta-lactam. Vi thé, san pham la sy phdi hop tac dung clia mot khang sinh
pho rong véi tac dung mot chét re ché béta-lactamase.

Pho khing khudn:

Gram (-). Hau hét cac dong sinh béta-lactamase qua trung gian plasmid hoac khong sinh béta-lactamase:
E. coli, Klebsiela spp (K. oxytoca, K. pneumoniae), Proteus spp (P. vulgaris, P. mirabilis), Salmonella
spp, Shigella spp, Neisseria gonorrhoeae, Neisseria meningitidis, Moraxella spp (M. cataralis).
Haemophilus spp (H. influenzae, H. parainfluenzae), Pasteurella multocida, Yersinia spp,
Campylobacter spp, Gardnerella vaginalis. Nhiéu dong khong sinh béta-lactamase hodc sinh béta-
lactamase qua trung gian nhiém sac thé: Enterobacter spp. (E. cloacae, E. Aerogenes), Citrobacter spp
(C. freundii, C. Diversus), Providencia spp, Morganella morganii, Serratia spp (S. marsecens, S.
liquifaciens), Pseudomonas spp (P. aeruginosa, P. cepacia, P. fluorescens), Xanthomonas maltophilia,
Acinetobacter spp.

Gram (+): Staphylococi (S. Aureus, khong bao gém S. aureus khang methicilline), S. epidermidis, S.
saprophyticus), Streptococi (S. Pneumonia, S. Pyogenes, S. Bovis, S. Agalactiae, §. Viridan, S. Group C
& D), Enterococi (E. feacalis, E. feacicum), Corynebacteria, Listeria monocytogenes, Norcardia spp.

Ky khi: Bacteroides spp (B. bivius, B. disiens, B. capillosus , B. melaninogenicus, B. oralis), Bacteroides
fragilis group (B. fragilis, B. vulgatus, B. distasonis, B. ovatus, B. thetaiotaomicron, B. uniformis, B.
asaccharolyticus), Peptostreptococus spp, Fusobacterium spp, Eubacterium group, Clostridia spp (C.
difficile, C. perfringens), Veilonella, Actinomyces spp.

DUQC PONG HQC :

Nong d6 dinh trong huyet twong cua piperacillin va tazobactam dat dugc ngay sau khi tiém truyén. Nong
do h1;'1ng dinh trung binh sau khoang 30 phit tiém truyén mdi 6 gio dat dugc nhr sau:

' Nong d6 huyét tvong & ngudi lon sau 30 phiit truyén tinh mach Piperacillin/Tazobactam 4,5 g (néng do

héngdjiph)
30*phut 1 giod | 2gio 3 gl w 4 gioy 6 gio
Noéng d6 Piperacillin (mcg/ml) 298 141 | 46,6 164 | 69 | 14
Nong do Tazobactam (mcg/m]) 2098 141 l 466 | 164 | 69 J 14
* Hoan thanh sau 30 phut truyén tinh mach

Vi liéu tiém truyén don hodc da Piperacillin/Tazobactam trén nguoi tinh nguyén khoe manh, nua doi
huyét twong cua Piperacillin/Tazobactam tir 0,7 — 1,2 gi¢ va khong bj anh huong boi lidu dung hoac thoi
gian truyen.

Piperacillin dugc chuyén hdéa chu yéu thanh chét chuyén hoéa desethyl hoat tinh vi sinh hoc yéu.



Tazobactam dugc chuyén hoa thanh chat chuyén hoa dom lé lhiéu hoat tinh khang khuan va duge ly. Ca
piperacillin v tazobactam duge dao thai qua than bdi lge cAu than va thai éng than. Piperacillin duoc
dao thai nhanh duéi dang khong dm v 68% lidy dimg duge dao thai qua nude tiéu. Tazobactam va chat
chuyen héa duge dao thai cho ycu bai than véi 80% lidu dung duge dao thai dudi dang khéng d6i va
phan con lai dudi dang chét chuycn hda don 1é. Ca piperacillin, tazobactam va desethy! piperacillin dugc
tiét vao mat.

Piperacillin/Tazobactam gan két vdi protein huyét tuong khoang 21% va 23%. Gan két protein cua
plperacﬂ]m hoac tazobactam déu khéng bi anh hwéng bdi sy cd mat cla céc két hop khac. Gan két
protein ctia chat chuyén héa cuia tazobactam 1a khong dang ké.

Piperacillin/Tazobactam dugc phén bd rong rai trong mé va dich ¢co thé bao gdm niém mac, tii mat,
phdi, mé sinh san cia phy n¥ (da con, budng trimg, ong din 1timg), dich k& va mat
Piperacillin/Tazobactam phan b6 thap vao trong ndo tuy & nhitg déi tuong khdng viém mang nio.

Suy than: Sau khi diing liéu don & ngudi suy than, nua doi clia Piperacillin/Tazobactam ting cing vdi
viéc giam thanh thai creatinin. V&i ngudi ¢6 d§ thanh thai creatinin dudi 20ml/phat thi nira doi cua
piperacillin tang lén gip d6i va tazobactam tang 1én gip 4 so v&i ngudi cé chirc ning thin binh thuong.

Can didu chinh lidu dimg cia Piperacillin/Tazobactam & ngudi cd d¢ thanh thai creatinin dué‘i/c///[é.

40mL/pht.

Suy gan: & bénh nhén bi xc gan thi nira di cha piperacillin va tazobactam tang xap xi 25% val8% so véi

ngudi binh thudmg. Tuy nhién cling khdng ¢dn phai chinh liéu Piperacillin/Tazobactam trong trudmg hop

niy.

Van chua c6 nghién ciru dic tinh duge déng hoc cia piperacillin va tazobactam ¢ tré 2 théng tudi.

CHIi BINH:

Céc nhiém khvan nang hodc bién chimg do cdc vi khuan nhay cam, nhiém khuan duémg ho hap dudi,

nhi&m khudn hé tiét nidu ¢é bién chitng, nhidm khuén 6 bung, nhiém khuén da hogc md mém, nhiém

khudn huyét, nhim khuin san phu khoa, nhiém da khuén,

Plperam]lmflazobactam co tac dung hig¢p dong vOi aminoglycoside chong lai Pseudomonas aeruginosd.

Diéu tri phdi hop da thanh cbng, dic biét & nhitng bénh nhén bi suy gidm sirc dé khang.

LIEU LUQONG VA CACH DUNG:

Nguoi lon va tré em tir 12 tudi véi chive ning thin binh thudng: Liéu théng thuong 14 4,5g mdi § gic.

Giam bach cau trung tinh: Liéu gqn v 14 4,5g, mdi 6 gidy mot Jan két hop vai aminoglycoside.

Téng liéu hang ngay ¢o thé thay ddi tir 2,25 g dén 4,5 g mdi 6 den 8 gid.

Tré ducéi 12 tudi: Chi goi ¥ diéu tri cho tré giam bach cau trung tinh. Khong chi dinh diéu tri

Piperacillin/Tazobactam & bgnh nhén khong giam bach cAu trung tinh.

- 1ré can nang trén S0kg: Ding theo liéu clia ngudi 16n khdng kém theo aminoglycoside.

- Tre dudi 50kg voi chire nang than binh thuong: didu chinh lidu 90meg/kg (80mg piperacillin/1 0mg
tazobactam), mai 6 gid mot lan két hop vai aminoglycoside.

- Khéng dung cho tré dwdi 2 thang tudi.

Ngwdi gia: Tuong ty lieu ngudi 16n trir trudong hop suy than.

Suy thiin:

Ngudi Iom va tré trén 50kg: Diu chinh ligu theo mirc dé suy than. Liéu goi ¥ nhu sau:

- P4 thanh thai Creatinin 20 — 80 ml/phut: 4g piperacillin/0,5g tazbactam, mEn 8 gidr mot lan.

- D¢ thanh thai Creatinin < 20 ml/phat: 4g piperacillin/0,5g tazbactam, mdi 12 gi¢r mot 1an.

bbi véi bénh nhan tham tach, tong lieu hang ngay t4i da la 8¢ Piperacillin/l g Tazobactam. Do tham tach

loai ba mét khoang 30% - 50% piperacillin trong 4 gi&, nén cén dung thém 2g piperacillin/0,25g

tazobactam sau mdi 1an tham tach. Vi bénh nhan suy than, suy gan thi cin do néng o huyét twong sau

d6 dieu chinh liéu ding ciia Piperacillin/Tazobactam.

Tré dudi 50kg: Diéu chinh lidu dung tiy theo mite dd suy than nhw sau:

- D0 thanh thai Creatinin 40 — 80 ml/phit: 90mg/kg (80mg piperacillin/l 0mg tazobactam), moi 6 gidy

mét 1an.

- D4 thanh thai Creatinin 20 — 40 ml/phat: 90mg/kg (80mg piperacillin/10mg tazobactam), mdi 8 gidy
mat lan. .

- D% thanh thai Creatinin < 20 ml/phat: 9Umg/kg (80mg piperacillin/|0mg tazobactam), moi 12 gidy
mot 1an.

Tre dudi 50kg diéu tri tham tdeh: lidu diing 13 45mg/kg (40mg piperacillin/Smg tazobactam), mdi 8 gid
mot Lan.

Thoi gian didu tri: trong truomg hop nhlem khuén cép, Piperacillin/Tazobactam phai dugce tiép tuc it
nhat 48 gitr sau khi hét s6t hay giai quyét dugc cée trigu chimg 1am siang.
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Cdch ding: _

Tiem tinh mach: Mi lo ché pham 4,5 g pha véi 20 ml nude v6 khuan pha tiém hode dung dich NaCl
0,9%, tiém mach chim trong 3 - 5 phut.

Truyén tinh mach: M8i lo ché phdm 4,5 g pha vdi 20 ml nude vo khudn pha tiém hode NaCl 0,9%, sau
d6 pha lodng thém nira thanh it nhit 50 ml v&i cac dung mdi twong hgp: NaCl 0,9%, Dextrose 5%,
Dextrose 5% va NaCl 0,9%; truyén tinh mach trong 20 - 30 phat.

Piperacillin/tazobactam khéng dugc pha chung voi cic thude khac trong cing mét ong tiém hay cling
mot chai dich truyén vi chua xac lap duge su tu'cmg thich. Khi dung ddng thoi piperacillin/tazobactam
vai thude khac phai tiém & cée vi tri hay o cac theri diém khéc nhau.

Do su bit én dinh vé hoa hoc, khéng pha piperacillin/tazobactam v&i dung dich natri bicarbonat.

Khéng dua Piperacillin/Tazobactam vio cac san phdm méu hay cac san phim thity phan albumin.

Dung dich sau khi pha lodng co thé giir én dinh trong 12 gi¢r & nhiét d§ phong va 24 gio néu bao quan
lanh (2 - 8°C).

CHONG CHI BINH

Bénh nhén c6 tién st dj Umg voi penicillin va/hodc cephalosporin hedc cac thudc (e ché beta-lactamase. ///I [

Tre dudi 2 thang tudi.
KHUYEN CAO VA THAN TRONG: b

Trude khi bat ddu didu tri bing plperamlhn;’tazobactam phai hoi k¥ vé tién st dj (ng vai penicillin,
cephalosporin hay cdc di nguyén khac. Néu xay ra phan (mg dj ung trong khi dang d1eu tri bang
plperam]lmftazobactam thi phai ngung thudc. Cac phan tmg qua mén nghiém trong c6 thé can phai xir
tri bing adrenalin va c4c bién phap cip ciru khac.

Du p1peraullmftazobactam ¢6 doc tinh thép dac trung cua cdc khdng sinh ho penicillin, vAn nén kiém
tra dinh ky chire nang cia céc co quan nhu than, gan, hé tao mau trong khi diéu tri dai ngay.

Péi voi bénh nhin suy than va/hodc suy gan thi nén do ndng d9 huyét trong dé quyét dinh lidu dung
piperacillin.

Cée biéu hién chay méu da xay ra & mot sé bénh nhan diéu trj bang khang sinh ho beta lactam. Nhimng
phan (ng nay doi khi xay ra cing vdi cac bat thudmg trén xét nghiém vé déng mau nhu thai gian mau
déng, su két tap tleu cdu, thoi gian prothrombin va thuéng xay ra hon o bénh nhan cd suy thin. Néu
nhitng biéu hién xuat huyét xay ra nhu 12 hiu qua cla didu tri khang sinh thi phai ngung thube va tien
hanh didu tri thich hop. ] ]
Cling nhu vo1 cde khang sinh khée, phai ludn leu y kha néng xudt hién cac dong vi khudn khang thude,
dac bigt la khi dleu tri kéo dai. Néu didu nay xay ra, phéi ¢d xir trf thich hep.

Khéng sinh bao gbm ca piperacillin ¢6 lién quan dén viém rudt két mang gia cling d& dugce bao. Doc
tinh duge tac ra bai Clostridium difficile 1a nguyén nhén ban ddu. Viem rudt két tir nhe dén ning cling
c6 thé de doa dén tinh mang. Can xem xét chuan doan nay & bénh nhan bj tiéu chay hodc viém rudt két
tién trién cé lién quan dén viée sir dung khang sinh. Céc trudng hop nhe chi can ngung dung thude.
Tuy nhién cac trudng hop tir vira dén niing cin phai diéu tri voi cde thude khang khuan chéng lai €,
difficile.

Ciing nhur véi cac penicillin khae, bénh nhan ¢6 thé bi kich déng thin kinh co hodc co giat néu liu cao
hon ligu dé nghi duoc dung bang dtrérng tinh mach.

Trén ly thuyét nong &6 natri ciia mai lo ché pham 4,5g 1a 216mg natri (9,39mmol) cd thé lam ldng hap
thu natri toan phén & b¢nh nhan. Vi vy khi diu tri cho bénh nhén cén phai gidi han luong mudi. Nén
do fon db c6 chu k¥ néu bénh nhin ¢6 du triy Kali thdp, v& ludn fuu ¥ kha nang ha Kali huyet noi
nhitng bénh nhan ¢6 dy trir Kali qua thap va ‘nhig nguot dang duge dleu tri bing thude doe té bao hay
dang dung thude lgi tiéu. Cé thé quan sat thdy su gia ting nhe cac chi sb chire néng gan.

Dung khang sinh liéu cao va ngan ngay dé didu tri bénh ldu ¢d thé che glau hay lam chim xuht hign
cac triCu ching cua giang mail. Vi vy b¢nh nhan lau nén dugc xét nghiém tim giang mai trude khi
diéu tri. C6 thé liy bénh phdm dé xét nghiém trén kinh hién vi nén den tir bt cir sang thuong nguyén
phat ndo, con cac xét nghiém huyét thanh hoc phai che dén sau 161 thiéu 4 thang.

Giam bach cAu va bach ciu trung tinh co thé xay ra, dac biét néu diéu trj kéo dai. Vi vdy, can phai
danh gia chire ning chat sinh huyét theo dinh ky.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Churaco nghi€n ciu nao danh gid anh huong cia thude dén kha nang vin hanh may moe, tiu xe.
SUDUNG CHO PHU NU CO THAT; CHO CON BU :

Phy nir ¢o thai: Chua ¢6 nghién ciu day du vé vide sir dung piperacillin/tazobactam trong khi mang thai.
Piperacillin/tazobactam khéng anh hudng dén kha nang thy thai va khéng sinh u quai & chudt. Tuy nhién,
trong khi chdr ¢é day du két qua thuc nghiém, can than trong khi sir dung cho phu nit ¢o thai, chi nén

jxu



duge diéu tri khi lgi ich ciia diéu trj vugt troi nguy co dbi voi ca bénh nhén 1an thai nhi.

Phy nir nuéi con bii: Piperacillin tiét 1 lrgng nho vao sita, khéng ding cho phu nit nubi con bu do khing
sinh phd rong ¢6 thé gay rdi loan hé tiéu hda cua tré bit me. Néu cén thiét phai ding thude vi lgi ich ciia
ngudi me, can ngung cho con bii.

TUONG TAC THUOC: ,
Probenecid: Dung ddng thai probenecid véi piperacillin/tazobactam lam tang thoi gian ban huy va toe
d6 thanh thai ciia ¢4 piperacillin va tazobactam, nhung ndng d6 dinh trong huyét tuong clia cac thanh
phén khéng bj anh hudng,

Vancomycin: Khéng co tromg tac duge dong hoe khi két hop Piperacillin/Tazobactam véi vancomycin.
Aminoglycosides: Két hop ddng thoi piperacillin va tobramyein & bénh nhan suy than ning s& 1am giam
nira doi thai trir va lam tang k& thanh thai toan phén clia tobramycin, Thay déi dac tinh duge ddng hoc
cua tobramycin & bgnh nhén rdi loan chire nang thin tir nhe dén vira khi két hgp tobramycin voi
piperacillin van chua duge biét. Tuy nhién mét sé bio cdo cho ring dung két hop aminoglycoside voi
piperacillin/tazobactam chi ¢6 anh hudmg twong dbi mang tinh 14m sang & bénh nhén rdi loan chic nang/
than nang.

Heparin: Khi dung dbng thoi v&i heparin lidu cao, thuoc khang déng dudng uong hay cac thubc ¢o anh
huong dén hé théng déng mau_ va‘hodc chire ning tiéu cAu, cac thong sb vé dong mau phai duoe do
thudmg xuyén hon va theo ddi cén than hon.

Vecuronium: K& hop piperacillin v&i vecuronium lam kéo dai thoi gian phong bé thin kinh co cua
vecuronium. Piperacillin/Tazobactam cling tac ra mgt hién tugng twong tir néu két hop vdi vecuronium,
Do co ché hoat dong gidng nhau, nén phong bé than kinh co 1a do gidin co khéng khir curc kéo dai khi ¢é
piperacillin. Nén thin trong khi chi dinh dung piperacillin véi vecuronium va cée thube phong bé than
kinh co.

Methotrexate: Rét it dit liéu chi ra ring két hop methotrexate voi piperacillin ¢6 thé lam giam thanh thai
ctia methotrexate do canh tranh véi thai than. Néu két hop dbng thoi 1a cén thiét thi can kiém tra thuong
xuyén nong do huyét trong cling nhu cée du hiéu va triéu chimg dde tinh cla methotrexate.

Anh huong trén cdc thw nghiém: Ket hop Piperacillin/Tazobactam ¢é thé lam sai l&ch két qua thi duong
tinh d6i voi glucose trong nude tiéu.

Khi phéi hop piperacillin/tazobactam v&i mét thude khac, khéng duoe tron chung trong ciing mét Ig hay
chich cung mét lic do sir bat twong thich vé vat ly.

TAC DUNG NGOAI Y:

Hau hét cac tac dung ngoai ¥ trén lam sang 1a tiéu chay, man ngia, ban do, ngira, phan tmg di tng, budn
nén, ndn, may day, nhiém dde, viém tinh mach, viém tinh mach huyét khi.

Da vé phdn phu: phan {rng da, phét ban, ting tiét md hai, ban do da dang, eczema, ngoai ban, dat san, hoi
chitng Steven-Johnson.

Tiéu héa: phén léng, viém miéng, tdo bon, kho tiéu, ¢i ngodi ra mau, dau bung, viém mang gia hiém khi
Xay ra.

Than kinh: yéu co, 4o giac, dau dan, chong mit, mét mdi, mét ngu.

Co xwong: dau co, gian co kéo dai, viém khop.

Mach: viém tinh mach bé mit, giam huyét ap, viém tinh mach huyét khdi

Phan teng tai ché: viém, dau tai chd tiem.

Thay doi huyét hoc: giam thodng qua sd lwgmg bach cdu, tang bach cAu 4i toan, ting tidu cau, giam ticu
cdu, Coomb test duong tinh, ha Kali huyét,

Gan: tang thoang qua cac men gan (SGOT, SGPT, alkaline phosphatase) trong huyét thanh, bilirubin.
Than: Tang nong dd cac thdng so chite ning thin, viém thin ké hodc suy than ciing cé thé xay ra nhung
hiem

Criam kah huyét: Xay ra & mot sé it bénh nhan mac bénh gan va nhiing ngudi dang diéu tri bang thude
dde hai té bao.

Viém nhiém be,mét: bao gdm nhiém ndm candidias c6 thé xay ra, dac biét & reong hop didu tri dai ngay.
Roi logn h¢ thang mién dich: Phan (g qua man bao gbm ¢a shock

Réi logn chuyén héa va dinh dwomg: Hiém khi gap giam albumin huy et glucose huyét va protein huyét.

Diéu tri v&i Piperacillin/Tazobactam c6 thé lién quan dén tang ty 18 sét va min ngua & bénh nhén bj xo
hda u nang.

QUA LIEU:

DA ¢é bdo céo qua lidu véi piperacillinftazobactam, Cac phéan tmng chu }éu 14 ndn, budn ndn va ticu chay
cling dd xdy ra & liéu thong thudmg. Bénh nhén bi kich thich than kinh co hogc dé bi kich déng néu ding
lieu cao hom liéu thong thudng theo dudng tism truyén (dic biét 1a & ngudi suy thén).
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Néng do piperacillin qué cao trong huyét thanh c6 thé dugce lay ra bang thim phén.

Trong truong hop co kich dong van dong hay co giat, co thé chi dinh thudc chéng co giét (nhu diazepam
hodc mot barb!turate)

Trong truedng hop sdc phan vé, ning phai bit dau ngay céc bién phap xr tri,

Truong hop ti€u chdy ndng va kéo dai, phai xem xét dén kha nang viém dai trang gia mac. Do d6, phai
ngung plperamlhnftazobactam trong cac trudng hop nhu vay va bat dau mot trj ligu thich hop
(teicoplanin duong udng hay vancomycin duomg uéng). Chdng chi dinh dung cac thude irc ché nhu dong
rudt.

TIEU CHUAN CHAT LUQNG: USP 37

HAN DUNG: [’ 7
24 thang ké tir ngay san xuat / 1L~
S6 16 san xudt, ngay san xudt, han dimg: xin xem trén nhan hop Batch No., Mfd. date, Exp. date. /
BAO QUAN

Pé thude noi khé mat, dudi 30°C. Tranh anh sang.

Dung dich sau khi pha loang c6 thé giir on dinh trong 12 gi® & nhiét d phong va 24 gi¢ néu bao quan

lanh (2 - 8°C).

QUY CACH PONG GOI:

Hop | 1o bdt pha tiém.

San xuét bai:
SAKAR HEALTHCARE PVT. LTD )
Block No.: 10 - 13, Sarkhej-Bavla Road, Village Changodar, Ahmedabad — 382 213, An Dg.
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