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Rx - Thuac ké don

PIPERACILLIN

IRANRENRNE

86t pha dung dich tiem

Thanh phan:

Moo chiia 1 g piperacillin (piperacibin natn)

Ham lugng natni trong méi lo: 42.6 g hay 1.85 mEq.

Liéu dung, chi dinh, chong chi dinh, cach ding va cac thang
tinkhac Xin doc 13 huang dan sitdung kém theo

Bdo quan noi kho thoang, dudi 30°C Tranh anh sang

Chi dinh. Thuc ndy duoc chi dinh trong diéu tri nhiém khudn nang
do cac ching nhay cam

Sauhoa tan hodc pha loang dung dich phai duac sif dung ngay lap tiic
BE xa tam tay tré em Doc ky hudng din sif dung truée khi dung

DNNK:

Yoew yun ugknay /warp
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Le 31/07/18

Boite 25x15ml Piperacilline 1g vin/gb

ft 150 x 120 x 66

Pantones : noir, rouge 032, bleu 293

DICH VU KY THUAT

[VIWIHIVIH|dINIV]d]
NITTIDVYd3dId 8352588-7777

Uop A39nuUL -3y ¢

San xuit ta Phap béi/ Manufactured in France
by: PANPHARMA - Z 1. du Clairay
35133 Luitré - France

510 SX - Batch No
NSX / Mfg. Date
HD / Exp Date:

S Visa no

! Rx- Thusc ké don

PIPERACILLIN
[IPIAINIPIHIAIRIMIAL |

Powder for solution for injection
Composition:
| Each vial contains 1 g of piperacillin {as piperacilln sodium).
Contents in sodium per vial: 42.6 mg e 1.85 mEq
For dosage, indications, ¢ ations, admini and other
Read the package insert
. Store at a temperature below 30°C in a dry place. Protect from light
Indications for use: This medicine is indicated in the treatment of severe infections caused

| by susceptible microorganisms
Once reconstituted/diluted, the solution must be used immediately.

| Keep out of reach of children Carefuly read the accompanying instructions before use
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" Rx - Thusc ké don

PIPERACI

PIPERACILLIN
[P TAINTP[HIATR[VITA LPIAINPIHATRIVIAL

Bot pha dung dich tiem @ Powder for solution for injection
Powder for solution for injection

Tiém bap
Intramuscular route

m Tiém/ truyén tinh mach
Intravenous route

Rx - Thuoc ké don

Tiem bap
Intramuscular route

\V Tiém/ truyén tinh mach
Intravenous route
Hop 25 lo, lo 15 mi chifa 1 g bt pha dung dich tiem

Box of 25 vials, vial 15 ml containing 1 g pov/der for solution for injection

§x25

Tiéu chuan chat luong: TCCS
Specification: In House
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ROTEXMEDICA Gk PANPHARMASA. |
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Le 30/07/18

Etig Piperacillin 1g Vitn

ft 25 x 74,5 mm

pantones : noir, rouge 032, bleu 293C

Définition zone de codage : 22 mm

| 2mm
Batch No.: 1 2mm

] 2mm
Mfg. date: | 2
2mm
Exp.date: |2

Each vial contains 1 g of piperacillin
(as piperacillin sodium)

Méi lo chita 1 g piperacillin
(piperacillin natri)

by: PANPHARMA

o Tiém, truyén tinh mach Intravenous use
2 g Tiém bap Intramuscular use
i) - . % > . o N
§ 5 O 2 Boc ky hudng dan st dung trusc khi dung.  Carefully read the package leaflet before use.
2 5 3
9 v ~ S San xuat tai Phap bai/ Manufactured in France '!ﬁ
o v 0O 4
wvi s XL v MAX 30°C



RPIPERACILLIN PANPHARMA 1G
Bot thudc pha dung dich tiém Piperacillin

Dé xa tam tay tré em
Doc ky huong dan sir dung trude khi dimg
Thudc nay chi diing theo don thuée

1. THANH PHAN, HAM LUQNG CUA THUOC
Mai lo chira

Thanh phan dugc chat: Piperacillin natri: 1,042¢g
Tuong duong voi piperacillin: 1,000g

Ham luong natri trong mdi lo: 42,6 mg hay 1,85 mEq.

Thanh phan t4 duoc: khong co

2. DANG BAO CHE
Bot thude pha dung dich tiém, mau trang dén gan tréng.

—

3. CHI PINH: \
Céc chi dinh diéu tri cua Piperacillin dua trén céc hoat tinh khang khuan va dic tinh dugc dong

hoc. Céc chi dinh cling duogc rut ra tir cdc nghién ciu thir nghiém lam sang va vi tri cta
piperacillin trong cac khafgkhuan hién co.

Thude duoc dung diéu tri trong cac nhiém tring ning da xac dinh hay nghi ngd do cac vi trung
nhay cam, dac biét nhiém trung huyét, viém ndi tdm mac, nhiém trung h6 hip, nhiém tring
duong tiét niéu, nhiém trung sinh duc, nhiém trung san phu khoa, nhiém trung dudng tiéu hoa,
nhiém tring dudng mat, nhiém tring mang néo, nhiém triing xuwong.

Nén can nhéc dé dua ra khuyén céo chinh thitc vé viéc stt dung thich hop ctia khéang khuan.

4. LIEU DUNG VA CACH DUNG
Tiém tinh mach hodc tiém bap

Ciach dung

Piperacillin dugc tiém dudi dang mudi natri, liéu lugng duoc tinh theo Piperacillin; 1,04 g
Piperacillin natri tuong duong khodng 1g Piperacillin. Phai giam liéu khi c6 suy than. Thubc co
thé tiém tinh mach cham tu 3 — 5 pht, tiém truyén tinh mach tir 20 - 40 phut, hodc tiém bap sau.
Khong dugc tiém bap mdi 14n qué 2g (d6i vi nguoi 16n) hodc qua 0,5g (d6i véi tré em).

Tiém tinh mach: Méi gam Piperacillin pha it nhét vao Sml nuéce cat dé tiem.

Tiém truyén tinh mach: moi gam bdt pha véi it nht S5ml nudce cét rdi pha lodng véi dich truyén
thanh 50ml dé tluyen trong vong 20-40 phut.

Tiém bap sau: Mdi gam bot pha véi 2ml nude cat hodc dung dich lidocain 0,5 — 1% (khong c6
epinephrine) dé dat duoc nong d6 1g/2,5ml.

Dich pha loang thich hop dé pha thudc: dung dich glucose 5%; natri clorid 0,9%; nuéce ct pha
tiém.

Thubc phai duoc pha ngay truéce khi dung, dung dich con lai sau khi dung phai bo di.

Li¢u dung

Nguoi 16n (chire nang than binh thuong):

Déi v6i nhidm trang ning hodc ¢6 bién ching: tiém tinh mach 200-300mg/kg/24 gio; lidu
thuong dung 3-4g, cach 4-6 gid/1an.



Truong hop nhiém khudn ning, nguy hiém dén tinh mang nghi do Pseudomonas hodc Klebsiella
gdy ra, liéu hang ngay khong duoi 16g, thong thuong 2-4g, cach 4-6 gio, t6i da 24g/ngay (tiém
tinh mach), tuy c6 the hon.

Viém dudng mét cap: Tiém tinh mach 4g, cr 6 gio mot lan.

Viém khoang tai ngoai ac tinh: Tiém tinh mach 4-6g, cit 4-6gio/lan cling v6i tobramyein.

D6i v6i nhiém khudn nhe hodc khéng bién chimg: Ti€m tinh mach 100-125mg/kg/ngay, lidu
thong thuong 2g/lan, cach 6-8 gio/1an hodc 4g/lan cach 12 gid/14n hodc tiém bép 2g/lan, cach 8-
12 gio/lan.

Bénh l4u khong bién ching c6 thé ding 1 liéu duy nhét 2g, tiém bip, c6 thé udng 1g probenecid
30 phut trude khi tiém piperacﬂlin

Phong nhiém khuan trong phau thuat: Dung lidu 2g ngay trudc khi phau thuat, sau d6 ding it
nht hai liéu nita, mdi liéu 2g cach nhau 4-6 gid; trong vong 24 gio clia ca phau thuét.

Tré em (chtic nang than binh thuong)

Tré em tir 1 thang — 12 tudi: Liéu thuong dung d6i voi nhiém tring nhe va vira la 100-
150mg/kg/24 gi0, chia lam 4 lan; khi nhiém tring nang dung 200-300mg/kg thé trong/24 gio,
chia liéu cach nhau 4-6 gio.

Tré so sinh: (tir 0-1 thang tudi) thi didu chinh liéu nhu sau:

Tré so sinh < 7 ngay hodc cin nang dudi 2000g: 150mg/kg/ngay, chia lam 3 lan.

Tré so sinh > 7 ngay hodc can nang trén 2000g: 300mg/kg/ngay, chia lam 3-4 1iéu nho.

Nguoi lon suy than: Diéu chinh liéu piperacillin dua vao Clg:

Clg; 41-80 ml/phut: Dung lidu 4g/lan cach nhau 8 gio/ian (khong diéu chinh lidu)

Cler 20-40 ml/phut: Dung lidu 3-4g/14n, cach 8 gio/lan

Cly < 20ml/phat: Ding lidu 3- 4g/1ii\ggach 12 gio/lan.

Nguoi bénh chay than nhén tao: 2g h nhau 8 gio/lan; ngay sau loc mdu, dung 1g.

Tré em suy than: Liéu va khoang cé4ch tiém tuy thudc vao nong do thudc & huyét twong. Tré bi
nhidm khuén nang duong tiét niéu: 100 — 150mg/kg/24 gio; tiém tinh mach.

5. CHONG CHI PINH:
Bénh nhan di mg v6i khang sinh nhém penicillin. Can cAn nhéic nguy co di tmg chéo v6i khang
sinh nhém cephalosporin.

Nhiém trung bach cAu don nhan (do ting nguy co xay ra phan ung da)

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
- Cin ngung dung thudc khi gap bét ky phan tmg di tmg ndo. Phan tmg qua man nghiém trong

va doi khi gdy tir vong (phan vé) d& dugc bao cdo & nhitng bénh nhén dugc diéu tri véi
penicillin.

- Trude khi dung penicillin thong bdo cho bac sy néu da timg bi di tng khi dung khéng sinh
nay trude do, thude nay s& duoc chbng chi dinh.

- Ty 1é khang chéo gilta cac pen1c1hn va céac cephalosporin 1a 5-10%, do d6 penicillin bi cAm sir
dung cho cac bénh nhan cé tién st di ing véi cephalosporin.

- Cén than trong néu bi suy than (can diéu chinh liéu) hodc co ché d6 an it mubi (thube chia
42.6 mg natri trong mdi g piperacillin).

Ham luwgng ‘ lg
Ham lwong Natri 42.6mg
trong moi lo tuong duong véi 1.85 mEq




- Truong hop hoai tir biéu mo nhiém doc va hdi ching Stevens-Johnson da duge béo cao sau
khi diéu tri véi Piperacillin.
- Liéu phép voi Piperacillin ¢ thé dan dén sy xuat hién cta cac vi khuan khang thude, co the

gdy ra siéu nhiém trung.
- Diéu tri v6i Piperacillin ¢6 thé gdy giam bach cau, giam bach cau trung tinh.

7. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phu nir ¢6 thai

Cac nghién ctu trén dong vat chua ching minh thdy c6 anh hudéng gay quai thai, do d6 chua c6
anh huéng di tat ¢ nguoi. Cho dén nay, cac chét gay di tat & nguoi dd dugc ching minh la gay
quai thai & ddng vat trong cac nghién ctru tién hanh & ca hai loai.

Trong thuc hanh 1am sang, cac phan tich cua mot s6 luong 1én phu nit mang thai sir dung thubce
khong co dau hiéu cta bat ky tac dung gy quéi thai hoac bao thai bi nhiém doc phenol
(fetotoxic) tir khang sinh nay. Tuy nhién, can thAm dinh thém bang cac nghién ctru dich té hoc.

Vi vay, thube nay co thé duoc ké don cho phu nit mang thai néu cén thiét.

Phu nir cho con bu

diéu tri. Do d6 c6 thé dung khang ay khi dang cho con bu. Tuy nhién, bénh nhan phai
ngung cho con bu (hodc ngung th hi phat hién tré so sinh bi ti€u chay, nidm candida hodc

phat ban.

Chi mét luong nho thude duge bai tiét qua sita me va sb luong hap thu thap hon nhiéu so vdi lidu
SR

$. ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC :

Chua ¢6 bang chtng vé anh hudng ctia thude 1én kha ning 1ai xe, van hanh may moéc.

Tuy nhién, dya trén cac phan ung bét loi da biét, piperacillin khong ¢6 kha nang anh hudéng dén
kha ndng lai xe va van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC
Twong tac

- Str dung piperacillin cting véi aminoglycosides ¢6 thé lam giam tac dung cua am1nog1y0051des
Piperacillin va aminoglycosides nén dugc dung riéng trong khi diéu tri két hop. Can phai didu
chinh liéu luong hodc thir nghiém dac biét dé str dung an toan khi dung ca hai loai thude.

- Probenecid c6 thé lam tang nong do va thoi gian ban thai cua penicillin trong huyét tvong. Co
ché 1a su trc ché canh tranh bi probenecid cua bai tiét penicillin trong ong than.

- Khi dung dong thoi véi heparin liéu cao, thube khang dong duong udng hay cac thube c6 anh
hudng dén hé thong dong méu va/hodc chure nang tiéu cau, cac thong so vé dong mau phai duoc
do thuong xuyén hon va theo doi cén than hon.

- C6 thé dung ph01 hop voi cac penicilin khang beta-lactamase, nhung khong duoc dung phdi
hop voi cefoxitin dé diéu tri nhim khuan do Pseudomonas.

- Piperacilin kéo dai tac dung cta vecuronium, cén than trong khi dung piperacilin phong nhiém
khuén trong phau thuat c6 dung vecuronium va cac chét phong bé than kinh-co twong tu.

- Piperacilin dung ciing véi metronidazol can phai tiém va ubng riéng, khong tron thudc.
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- Khi dung két hop Piperacillin v61 methotrexate c6 thé 1am tang doc tinh huyét hoc ctia
methotrexate bang cach tic ché su bai tiét dng than bang penicillin ddc biét khi dung liéu cao
trong truong hop nhiém trung ning, Piperacillin d6i khi c6 thé 1am tang ndng do mau va tac
dung ctia methotrexate. Cac phan tmg phu c6 thé gia ting nhu budn ndn, ndn mira, loét miéng,
va s6 luong té bao méu thap, diéu nay c6 thé lam cho bénh nhan d& bi thiéu mau, xudt huyét va

nhiém trung.

- Piperacillin ¢6 thé cho két qua thir nghiém Coombs truc tiép Duong tinh.

Cic vin dé cu thé vé miit cin bing INR:

O bénh nhéan st dung khang sinh, di c6 bdo cdo cho thdy tinh trang ting hoat tinh cta thube
chéng doéng dung theo duong ubng & mot vai truong hop. Tinh trang nhiém khuin hozc viém,
tu6i va tinh trang stc khoe toan théan la céac yéu td nguy co. Trong nhitng trudng hop nay, khé
xdc dinh tinh trang nhiém khuan hay thudc diéu tri 1a nguyén nhan gay bat thuong INR (mét can
bang). Tuy nhién, mot s6 nhém khang sinh hay gay bat thuong INR, dic biét 1a fluoroquinolon,

macrolid, cyclin, cotrimoxazol va mot vai khang sinh nhém cephalosporin.

Twong ky
Khong tron piperacillin trong cing mot dung dich v6i aminoglycosid hodc véi metronidazol tiém
hoac véi dung dich chi chtra natribiqa{)

10. TAC DUNG KHONG MONG MUON CUA THUOC (ADR):

ADR cua piperacillin thuong nhe té1 vira va nhét thoi, thuong xay ra vao khoang <10% nguoi
bénh dung piperacillin; <3% ngudi bénh phai ngung thudc vi ADR.

ADR phd bién nhit 12 & duomg tiéu héa, dau d4u va phan ting & da.

Thuong gap, ADR 1/100

Toan than: phan Gmg di img phat ban ¢ da, sbt, dau va ban do sau khi tiém bap
Mau: Tang bach cau ua eosin

Tuan hoan: Viém tic tinh mach

Tiéu hoa: Budn ndn, ia chay

Gan: Tang transaminase co héi phuc:

ft gap, 1/1000 < ADR < 1/100

Maéu: giam bach cau da nhan trung tinh nhét thoi, giam bach cau, mét bach cau hat.
Hiém gap, ADR < 1/1000

Toan than: sbc phan vé

Tiéu héa: Viém rudt mang gia (chira bang metronidazol)

Da: ban do da dang, hdi chiig Stevens-Johnson, may day.

Tiét niéu: Viém than ké&

Nguoi bénh xo nang, dung piperacillin thuong hay c6 céc phan ung ¢ da va sdt.

Théng bdo ngay cho bdc sy hodic duoc sy nhitng phan ving co hai gdp phai khi sir dung thuéc

B:io cao khi nghi ngd phan wng ¢6 hai

Bao cao phan tng c6 hai bi nghi ngo sau khi luu hanh thudc 14 rat quan trong. N6 cho phép
tiép tuc theo ddi su can bang loi ich / nguy co cua thudc. Cac chuyén gia cham séc stc khoe
duoc yéu clu bio céo bét ky nghi nger phan g c6 hai cho co quan c6 thdm quyén theo quy
dinh cua dia phuong.
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11. QUA LIEU VA CACH XU TRIi:
- Qué liéu: Cac phan tng chu yéu 1a ndn, budn non, tiéu chay, kich thich van dong hodc co giat.

- XU tri: Ngumg thubc. Dung céc thuc chdng co gidt nhu diazepam, barbiturat. C6 thé dung
thim phan. ‘Truong hop tiéu chay nang va kéo dai phai xem xét dén kha nang viém dai trang gia
mac, c6 thé dung teicoplanin duong ubng hay vancomycin dudng ubng. Chéng chi dinh ding
céc thude te ché nhu dong rudt.

12. PAC TINH DUQC LUC HOC :

Nhom duoce ly: thuoc khang sinh

Ma ATC: JO1CA12

Piperacillin la khang sinh thudc nhom “thudc khéng sinh penicillin phd rong”.

Pho tac dung

Nong d6 t6i han phan biét do nhay cta vi khuén thanh nhay cam trung gian va khang thudc nhu
sau:

Enterobacteriaceae : S <8mg/l vaR>64mg/l

Pseudomonas aeruginosa: S <16 mg/l vaR>64mg/l
O mot s6 chung vi khuan, mic do khang thudc c6 thé khac nhau tuy theo khu vuc dia 1y va thoi

gian. Vi vay, khi diéu tri nhiém khuan 1dng, viée tim hiéu ddy du thong tin vé tinh hinh khang
thudc tai dia phuwong sé& gitp ich ¢ diéu tri.

Tuy nhién, nhitng di liéu nay chi la nhu’ng huéng dén cho biét kha nang d6 nhay cua vi khuén
voi khang sinh nay.

Tai Phap, phé khang khuan ctia thudc duge cong nhan nhu bang dudi déy:

Phan loai Ty 1€ khing thudc tai Phap (>10%) (pham
vi)

CAC CHUNG NHAY CAM

Gram Duwong hiéu khi
Corynebacterium diphtheriae
Enterococcus faecalis
Listeria monocytogenes

Norcardia asteroides 50 -80%
Streptococcus
Streptococcus pneumonia 30 - 70%

Gram am hiéu khi

Acinetobacter 20 —80%
Bordetella pertussis <

Citrobacter freundii 20 —-30%
Enterobacter 10 -30%
Escherichia coli 25 -45%
Haemophilus influenzae 20-35%
Morganella morganii 10 -30%

Neisseria gonorrhoeae.

Neisseria meningitidis

Pseudomonas aeruginosa 20 —40%
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Proteus mirabilis 10 —40%

Proteus vulgaris 10 —30%
Providencia 20 —40%
Salmonella 0—-40%
Serratia 10 —30%
Shigella 0-30%

Vibrio cholerae

Vi khuén ki khi
Actinomyces

Bacteroides fragilis 20—-30%
Clostridium

Fusobacteriui
Peptogg%létccus

Porphyromonas

Chung khac

Bartonella

CAC CHUNG PE KHANG
Gram dwong hiéu khi

Enterococcus faecalis
Staphylococcus

Gram 4m hiéu khi
Branhamella catarrhalis
Citrobacter koseri
Klebsiella

Legionella

Yersinia Enterolitica

Chung khac
Chlamydia
Mycobacterium
Mycoplasma
Rickettsia

13. PAC TINH DUQC PONG HOC:

Hip thu

Piperacillin khong dugc hép thu qua duong udng

Phin bb

Ngudi Ién: Nong do huyét thanh trung binh (mcg / ml) thu dugc & nguoi 16n khac nhau tiy
thude vao lidu dung:

[ Liu | DPuong ding | Thoi gian sau khi sir dung




() 0 phut | 30 phut | 1 gio 2 giv | 4 gio 4.5 gio | 6 givr
2 Tiém T™M 305.1 66.8 40.2 20.1 2.6 - 1.4
truc tiép (DIV)
4 Tiém T™M 412 116.8 92.5 33 8.3 - 3.8
truc tiép (DIV)
6 Tiém TM truc 775 325 207.6 89.8 33.2 - 8.1
tiép (DIV)

4 Truyén TM - 244.5 141.2 72.1 - 15.3 3.8

6 Truyén TM - 353 228.5 | 103.7 - 22.2 15.8
Thoi gian ban thai cua thudc khoang 60 phut (tit ca cac dudong dung)
Ti 1€ protein huyét tuong 1a 21%
Kha nang phén b vao dich va mo

T6 bio . Duing Gidr sau khi Nong dd Ti 1§ té bao/
dung tiém ng/g huyét tuwong

Mat 4 ™ 1-2 4904 40.2
Tai mat 4-5 ™ 1-2 72.7-31 0.60-0.26
Gan 4 ™ 1-2 242 1.98
Niém mac rudt 4 ™ 3 50 0.50
Budng tring 4 ™ 0.5 21 0.11
Ong dan trimg 4 ™ 0.5 23 0.12
T cung 4 ™ 0.5 35 0.18
Tuyén tién liét 4 ™ 0.8 71.5 0.39
Niém mac phé 4 ™ 0.5-0.8 55.2 0.28
quan
Vo than 4 ™ 1-2 23-115 0.03-0.68
Tuy than 4 ™ 1-2 4-46 0.03-0.68
Van tim 4 ™ 0.5-1 48 0.28
Dich 4 / P 12.2-14.8 0.32-0.35
Cephalospinal ng

~

Piperacillin co thé tham tach: ti I tham tach trong vong 4 gid 12 23.6% liéu dung.
O tré em: ntra doi huyét thanh ngén hon & nguoi lon.
Phu nit mang thai va cho con bu: ty 1€ ndng do thude trong day rdn/ ndng do thude trong huyét
thanh cua ba me mang thai dao dong tu 19 dén 75%.
Ti 1é ndng d6 thudce ‘trong nudc 51/ ndng d6 thude trong huyét thanh dao ddng tur 8 dén 28%.
Piperacillin it bai tiét vao stta me.

Sinh chuyén héa

Piperacillin khong bi chuyén hoéa.

Thai truw

Piperacillin that trur nhanh dudi dang khong bién doi.
- Qua nudc tiéu (65%: do thanh thai 218-238 ml / phut, thai qua than la nho qua trinh loc cau

than.

- Qua mét (35%, cho phép cung mot liéu & bénh nhan suy than mc do vira)

14. QUY CACH PONG GOI
Hop 25 lo, lo 15ml chtra 1g bot pha dung dich ti€ém.

15. BAO QUAN:

Bao quan ¢ nhiét do dudi 30°C. Noi kho rdo, tranh anh séng,.



HAN DUNG: ,
24 thang ké tir ngay san xuat

TIEU CHUAN CHAT LUQNG:
Tiéu chuan co so

16. TEN VA PIA CHI CUA CO SO SAN XUAT:
PANPHARMA
Z1D IRAY

35133 LUITRE — PHAP

TUQ.CUC TRUONG
PTRUSNG PHONG

Phum i Vin H ank



