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Thanh phén / Compesition:
Méi lg chia / Each vial contains:
Piperacillin  4g
Tazobactam 0,5 g

ZOBACTA 4,5¢g [ieytelboing
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San xudt tai; |
Lo 4,5 g thuéc bét pha tiém Chi nhanh 3 - Cong Ty CPOP IMEXPHARM
Vial 4.5 g powder for injection tai Binh Duomg, 58 22, dutmg 56 2, |
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San xuat tai: Manufactured by:
Chi nhanh 3 - C Ty CPDP IMEXPHARM Branch 3 - IMEXPHARM CORPORATION
Box of 1 vial 4.59 ‘nai Binh nu:::. ,; 22, dudng s6 2, HQP 1 |Q 4, 59 In Binh Duong, no. 22, road 2,
i khu céng nghiép Viét Nam - Singapore Il Vietnam - Singapore || Industrial Zone,
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ZOBACTA 4,5¢

Powder for injection Piperacillin 4 g, Tazobactam 05 g b 4
£
San xudt tai: Manifactured by:
Chi nhanh 3 - Cong Ty CPDP IMEXPHARM Branch 3 - IMEXPHARM CORPORATION 0%
a1 Binh Duong, 6 22, dudng 56 2, in Binh Duong, no. 22, road 2, S’
khu céng nghiép Viét Nam - Singapore II, - Singapore Il Zone,
phutmg Hoa Pha, TP. Thi Dau Mét, tinh Binh Duong Hoa Phu ward, Thu Dau Mot city, Binh Duong province
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ZOBACTA 4,59

Piperacillin 4g, Tazobactam 0,5g
Thuoc bot tiem
Tiem tinh mach - Tiém truyén

HOP 10 LO x 4,59 THUGC BOT PHA TIEM
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Box OF 10 viALS x 4.5 POWDER FOR INJECTION

KEEP OUT OF REACH OF CHILDREN.

CAREFULLY READ THE INSTRUCTIONS
BEFORE USE.
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NG: (bén thiét ké gom 2 trang)

X Thubc ban theo don

OBACTA4,5¢g

THUOC BOT PHA TIEM
POC KY HUONG DAN SUF DUNG TRUOC KHI DUNG

THANH PHAN:
Méilo thudic bét pha tiém chira:
Bot thudc Piperacillin natri va Tazobactam natri vo khuén tuong duong vén:

Piperacillin 4g
R[5 R G O M B 059
DANG TRINHBAY:

Hop 11px4,5g thubc bot.

Hop 101g x 4,5 g thuéc bot.

DUQIC LUC:

- Piperacillin 1a mét ureido penicillin phd rong. Bing co ché e ché téng hop thanh té bao vi khudn, piperacillin chotac dung diét khudn déi véri
cac vi khudin wa khi va ky khi Gram duwong va Gram am. Tuy nhién, duéi tac dung cia beta-lactamase va sy thay déi nhidm séc thé ciia té
bao vi khudn, piperacillin tré nén giam tac dyng va gayrasy d& khang khang sinh & vi khuan.

- Tazobactam la chét (rc ché manh doi véi nhiéu enzym beta-lactamase, dic biét |4 cac men qua trung gian plasmid gay nén hign tugng
khéng penicillin va cephalosporin nhatla cac cephalosporin thé hé ba.

- ZOBACTA 4,5 g la san phdm phéi hop gitra piperacillin va tazobactam, c6 phé khéng khuén réng hon so véi ding piperacillin don tr, bao
gom cac vi khugn sinh beta-lactamase von dé khang véi cac khang sinh beta-lactam.

- n:
+ Gram am hiéu khi: Escherichia coli, Klebsiella spp., Proteus spp., Saimonelia, Shigella, Nei gonorrh Neisseria mer ingitidis,
Haemophilus influenzae, Enterobacter spp., Citrobacter spp., Serratia spp., Pseudomonas spp.. Acinelobacter spp.
+ Gram durong hiéu khi: Streptococcus spp., Staphylococcus aureus (khdng bao g&m Staphylococcus khang methicillin), Staphylococcus
epidermidis.
+ Ky khi: Bacteroides spp., Fusobacterium spp., Clostridium perfringens.
DU'Q'ICPONG HOC:
- Piperaciliin khéng hp thu durgc qua dirong tiéu hoa, nén phai tiém bap hodc tiém tinh mach,
- Thubc phan bé tatvao cac mé, ké ci md xwrong, dich mét, tun hoan thai nhi, dich ndo tly khi viém mang néo.
- Théigian ban thai & huyét tuong khodng 1 gier; & tré so sinh thi dai hon.
- Piperacillin bai tiét khodng 60% - 80% qua nuérc tiéu, 20% qua dich méat dudi dang khéng bién ddi.
- Piperacillin cé thé duec thai tri bang phurong phap thdm phan mau, Tée 8¢ dao thai thudc gidm & nhirng bénh nhan bj suy gidm chive ndng
thén.
CHIBINH:
- Nhiém khun nang, nhidm khudn mau va nhidm khuin dwing tiét niéu co bién ching do cac vi khudn nhay cam, dic biét 13 do
Pseudomonas.
- Trwémg herp nhigm khuén toan than do Pseudomonas hodc ngudi bénh co gidm bach cu trung tinh, diéu tri phdi hop véi aminoglycosid.
~ Nhié&m khuan sau phu thu#t & bung, tr cung.
THUOC NAY CHIDUNG THEO DON CUABAC Si.

CHONG CHi D|NH:
Man cam véi khang sinh nhém penicillin, cephalosporin, cac chét trc ché beta-lactamase hay bat ki thanh phin nao clia thube.

TAC DUNG KHONG MONG MUON: )

- Thurémg géip: phan teng di L'.rn%phét ban & da, s6t, dau va ban dé sau khi tiém bép, ting bach cAu ura eosin, viém tic tinh mach, budn nén, tiéu
chay, tng transaminase co hoi phyc.

- itgép: Gidm bach cdu da nhan trung tinh nhét théi, gidm bach cAu, mé&t bach cu hat.

- Hiém gap: sbc phan vé, viém dai trang gid mac, ban dé, hai chirng Stevens-Johnson, may day, viém thén ké.

- Lwuy:

+ C&n hoi ré vé tign st cac phan (ng qua méan trude day cia ngudi bénh déi vai penicillin, cephalosporin va cac tac nhan gay dj g khac. b
Cé thé cho bénh nhan thir cac phan g di (rng (nhu test 1y da, test dwi da) tredre khi cho bénh nhan si dung piperacillin, Néu c6 di irmg :
néing trong khi diéu trj phai ngirng thube; ding adrenalin va cac bién phap khan cAp diéu tri sbc phan vé.

- Cathé gidm dau & vi tri tigm bang cach pha bét tiém véi dung dich lidocain 0,5% - 1%.

Théng béao cho bac sinhipng tic dyng khéng mong mudn gap phai khi sir dyng thudc.

LIEU LUQNG - CACHDUNG:

- Thuée dwgc diing tiém tinh mach cham (it nhét la trong 3 - 5 phit) hoac tiém tn.lyﬁn tinh mach cham (it nhat |4 trong 20 - 30 phuit),
khéng dugc tiém bap do ham lwong piperacillin khéng phil hop.

- Ham |eeng piperacillin trong ZOBACTA4,5 g khéng phi hop cho tré em dudi 50 kg, bénh nhan chay than nhan tao.

+ Liéu lvgng va tan so st dung piperacillin/ tazobactam phy thudc vao mirc do nhiém khuan ctia bénh nhan.

+ Liéuthéng thirémg: 4 g piperacillin/ 0,5 g tazobactam méi 8 gier.

+ Vigm ph&gl bénh vién va cac nhiém tring do vi khun & bénh nhan gidm bach cAu trung tinh: Lidu khuyén céo la 4 g piperacillin/ 0.5 g
tazobactam mdi 6 giér.

+ Céctrrong hop nhiém khuan nang cé the tang so lan tiem. Liéu 16i da: 24 g piperacillin/ngay.

- Bénh nhén suy gan: Khong cin thiét chinh liéu doi véi bénh nhan suy gan.
oy %

Liéu legng dwoc digﬂ chinh tuy theo dé thanh thai creatinin ctia bénh nhéan nhw sau;

D6 thanh thai creatinin Liéu khuyén cao
(mLiphut) (piperacillin / tazobactam)

41-80 4.g/0,5 g mdi 8 gitr
21-40 Lidut8i da: 4 9/ 0,5 g mdi 12 gior |
<20 Liéu tbi da: 4 g/ 0,5 g moi 24 gior |
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HUONG DAN SU DUNG: (bén thiét ké gom 2 trang)

¢/ . Qua trinh pha/ pha I;)éng thudc duoe thyre hién trong didu kién va tring. Dung dich phai khéng cé cac phén tir la khi kiém tra cam quan,
hodc khong bj ddi mau khi ding. Dung dich chi dugrc dung khitrong sudt va khdng cé phan tla.
. Thubc phai duoc pha ngay trwde khi ding, dung dich can thiza phai loai b, Dung dich thubc da pha vAn én dinh vé mét héa hoc it nhét

trong 24 gis & nhiét d phong hoiic 4B gier & nhiét d6 4°C. X
? Eh!_mu_i;_ﬂ_ngmﬂm_mm Mbilo ZOBACTA4,5 g co thé pha véi 20 mL mét trong cac dung méi vo khuan sau:
« Nudrc pha tiém vé khuan,
+ Dung dich natri chlorid 0,8% trong nuéc cat pha tiém.
« Dung djch glucose 5% trong nuére cat pha tiém.
« Dung dich glucese 5% trong dung dich natri chlorid 0,9%.
Xoay Iron g thubc cho dén khi hoa tan. Tiém finh mach trong thér gian t6i thidu tir 3 - 5 phut.

. Pha lodng thudc dé truyén tinh mach: M3i lo ZOBACTA4,5 g sau khi 3 pha vdi 20 mL dung mdi ké trén, tiép tuc pha lodng t&1i thé tich
nhir sau.
Dung méi | Thé tich pha loang
Nurérc pha tigm vé khuan - Tdi 50 mL
| Dung dich natri chlarid 0,9% trong nuwoc |
cét pha tiém )
Dung dich glucase 5% trong nuéc cat Té&i 50, 100
pha tiém hogc 150 mL
Dung dich dextran-40 6% trong dung dich
natri chlorid 0,9%

Truyén tinh mach trong thivi gian téi thidu 20 - 30 phit.

- Lwwy:

. Khéng dugc pha lin ZOBACTA 4,5 g véi cac khang sinh khac, dic biét la aminoglycosid trong dung dich tiém truyén tinh mach hay sir
dung cling liic do co sy twong ky. In vitro, viéc phalan ZOBACTA4,5 g vér aminoglycosid cé thé gay bt hoat dang ké aminoglycosid. Néu
chi dinh diéu trj ZOBACTA 4,5 g dbng thari véi cac khang sinh khac thi can st dung trong ng tiém hoéic day tiém truyén riéng bigt va phai
tiém & nhirng vi trl cach xa nhau.

. Khéng nén pha trén ZOBACTAA4,5 g trong ciing mot éng tiém hay chai tiém truyén véi cac thubc khéc dé tréanh surtuong ky.

- Dungdich Lactat ringer's (Hartman's) trong ky véi ZOBACTA4,5g.

. Khéng sir dung ZOBACTA4,5 g trong céc dung dich chira natri bicarbonat, céc san pham mau hay dich thiy phan protein.

THAN TRONG:

- Chin cho bénh nhan thir c4c phan ng dj trng (nhu test iy da, test dui da) trudic khi sir dung thubc dé tranh cac trring hep qua mén.

- Lidu diing cUa thube bét pha tigm ZOBACTAA4,5 g khdng phi hop cho tré em duwéi 50 kg, cac bénh nhan chaythannhan tao.

- Than trgng khi st dung cho cac bénh nhan bj tang bach cau dom nhan nhiém khuan, ngudi bi suy gidm chrc néng than. Can dinh ky kiém tra
chire nang hé tao mau, danh gia chirc nang cac co quan nhu gan, than trong qua trinh trj ligu.

— Dung thudc kéo dai dai khilam phat trién céc vi khudn khang thubc.

- Chén doan phan biét & phat hién trséng hop tiéu chay do viém rugtkétmang gia.

- MBilg ZOBACTA4,5 g chiva trong durong khodng 216 mg natri. Do d6, ¢n than trong khi st dung thubc cho cée bénh nhan dang trong ché
dg kiéng natri.

- D3 c6 ghi nhan vé tramg hop xuét huyét & mot s bénh nhan siv dung khéng sinh beta-lactam, thumg hay xay ra & nhirng bénh nhan suy
than. Néu c6 déu hidu xuat huyét xay ra, phai ngung st dyng thudc va cé bién phap diéu tri thich hop.

- Phu nir mang thai va cho con bi: Piperacillin/ Tazobactam qua dwec nhau thai va khuéch tén vao siva me voi ndng da thép. Viéc ding
thubie cho @i twang nay cAn phai can nhic gilra Igri ich cho ngudi me va tac hai cd thé xay ra cho thai nhi hodc tré bl me. Bénh nhan chn
thdng bao cho bacsi néu dang trong giai doan mang thai hay dang cho con bu. .

- Tac dong cua thude 1én kha nang lai tau xe va van hanh may méc: Cho t&i nay, chua cé bang chirng cho thay thudc cé anh huéng dén
kha néng 13i tau xe va van hanh may moc.

TUONG TAC THUOC:

- Piperacillin 1am kéo dai téc dung cla vecuronium, cin than trong khi dung piperacillin phong nhigm khudn trong phdu thudt cé ding
vecuronium va céc chatphong bé than kinh - cor trong tur.

- Piperacillin cé thé |am giam thai tnr methotrexat.

- Khi si¥ dyng dbng thér vér heparin, thubc chéng déng diing durémg uéng hay cac thubc khac 6 thé anh huréng téi hé théng dong méu, ké ca
chirc ndng tigu ciu, cin theo ddi bénh nhan déu dan va thudmg xuyén lam cac xét nghiém déng mau thich hop.

- Twong tw nhu cac khang sinh penicillin khac, ding ddng théri probebecid va piperacillin/ tazobactam lam kéo dai thai gian bén thai va lam
giam d6 thanh thai qua than cla piperacillin va tazobactam, Tuy nhién, néng 6 dinh trang huyét tirong clia méi thudc khdng bj anh huréng.

QUA LIEU VA CACH X(PTRI:

= *ng: Da co bao cdo vé viéc st dyung qua lidu piperacillin/ tazobactam. Hau hét cac trigu ching xay ra bao gém nén, bubn non va
lidu chay da dugc bdo cdo khi ding & lidu dibu tr théng thuing. Bénh nhan c6 thé bj kich thich than kinh cor hoac co giét néu tiém tinh mach
liéu cao hon liéu dwgc khuyén cdo (dac biét khi bénh nhan bj suy than).

- Xirtri:

. Khong cé thube gidi dac dac higu. Bidu tri chii yéu 4 didu tri hd tror va didu tri trigu chirng dwa trén cc bidu hién lam sang.
- Céthe giam bétnéng 4 piperacillin/ tazobactam trong huyét trong ban cach thadm phan mau.
+ Trong trwémg hop co kich thich van dong hay co giat, co the sir dyng thu chéng co giat (nhw diazepam, barbiturat).

DEXATAM TAY TREEM.

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

HAN DUNG: 24 thang ké tir ngay san xuat.

BAO QUAN: noi kho, tranh &nh sang, nhiét ¢ dursi 30°C.

<Q> 56 22, durérng sb 2, khu céng nghiép Viét Nam
- phuding Hoa Phu, TP. Thi Dau Mét, tinh B

IMEXPHARM Hotiine: 1800.555.535 E-mail im
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