VAAT — (& puaatiie) Adabuall dabiil cua gay Sllghuall 3 il
Laid ol Ada g o ey o) gl (35

/ e 0fal 2 ) LSy )
G puidll Jglaa puudaadl 38 pam glae judaadl (§ gaia

HEREECSESTRILRES

g ) (Gl g i o) () ) st
Ceftolozane (as sulfate) 1 g
Al 2.0 (asasa i o) alishyy 3l
Tazobactam (as sodium) 0.5 g

NS g5

#1980 Janiad O S8 Wil A Claaly B i) § 8

CBaall g caplall 4 g AGla) Al el S 1) el sall (e dadle Clagles o 5l a2 s gind @

Flas auall agran s of @l 1oy 13 s agd ol sy 8 g 0 58] ) adaxi ¥ @llal e Cuajelsall 122 @
&

slsd) Sleally U hadl oy sad A cpallll (ol Sakak G5l - Dlal Ganade by gy

(Ol Gl o LSy ) s i

@25 38 ) Atae il 5 e elail) abain (3 "y g il Alile (e (550 Sme O sl s @
Lol gl

O O s) sian] Ao glia Ly S Jrnd il 391 038l JLAUSY iy et 3l ciley 391 Adlad piay SUSLgSE @
058 0k O sd sitaad (525 AlSL g ey 1Y) Aullad e Adan gy Jandly 453 U8 (5 siall Sl S (33 )
Ll e pladll b ST aals

(PUSY Ul (00 ¢ 53) (5 AT iy 5 iy spns i (G5 3len) (o= 030 Jlania (5 s dan 1adial) Aduadl)
Ly ) Jlartiaad S8 Y

1130 Ly 5 Jlartead 2 ¥ 0. Y

o)l Ldle (5 siny (Al ABLRY) G all o aals Y ) HUSL G ) stsiedl (o)) Wlaa S -
(kAR e Gl Hall Al

Sl ) sane sllian” £ 1 e A 5aY Wilaa S -

(Gl cpla W Gall Jas gl (G 2 Sk g dla 58 JUA) s o) pid s ormment a2 ) Cua pai -
s bty JE) daae o) AT (g gn slima 0l (il (2 ol il 3 dysma ) lad ) Ll
(Slaiply S

L€y o ) Jlaiiaaly Adlatia duald il dad Y Y
il |l o sl Wl zalall 8 i€ gl | (obian Sl @l o slea 13) quual) S Lay 50 g ) s 02
oA s Glalias

L 5 Jks IO el 3k i€ 13 (asall aa sl luda ae Caaas



KOTSRS Y SFQUINCIE ST P PRCC JCHLA I RWCTV, T E SN P JAPS PRT JESL R
Coila) gl el aiad i€ 1Y) Syl sl

oand el o el J 1Y) el Aalal) o) peall aall LS we Jelini 3 saliad aluad L0y Ulal oo W s z2Md)
My ) It bl ol 15450 gl bl clida Jial (e S (and o d) oanh e a0

s A dggal Jolis v Y

Gushall ) A535 cldla) g A Aluay (9 Al Y A Lay o AT Lygal 3 AY) DY) & i) g AAl e 1y
Ay Jaal)

e (e S s s Ol it ae 3Lt L8 (ga5 S8 A 4 5ol clllia

Oaa ) yall g JUikYy) €Y
Oty g Jala¥) sal peaatiial) 1 Jlaricd delad g b (o geads Claglae 2a 53 Y

gla ¥y Jaall 0¥
IS eyl dlaainn o sall Jlanind J8 (ol s canlall g paiind | Jala @lily ol o daa o j_fta ik 3
deall I by a5 (Al o paadl e

Jlamins) e 5 Al UYL il iy ol )Ll any o lia 00 (plalads gl dam jo S 13)
Fla ¥ DA by )

NV Jlarid g dBLud) 1, Y
YY) Jlexin) o A8l o ol 8 e iy @l 48 ol Ly ) s B

Ly ) S 5 (0o 85 (8 daga Slaglaa V.Y
sl e ele dolae Jla 1+ o L5 alaa 555 )8 agd goa (e Y0 ) Jsmilie Voo o (g5t Ly 055 )5 8
&Qﬁd\;@)bﬁs‘g\w\ﬁh 'Ai\&._\ﬁ_?ﬁijm(élq Y"lo) J}A.\X:\A AR g}ctﬁ):‘i“,(?ﬁﬁj""n Ag‘)jls Z~_‘\)

s 11§ Jariead S Y
Aol saal A3y 55 -Jal sl 3yl e (s Jala sllaely ol sall (odall 8Uall (e AT ot ol clyd @l
(S el (SRl il g 5 580 (e Walalti ) o) 5l de e

(o ple JS L o sall A jall
G sadud)

A DS (PSSl e 0 -5 Ol sl st ol 2 ) (e (g5t (A) Ly ) (e Baal 535 )8 (A AaliieY) de jall
() Slead E580a) a5 Jals elacly el

bl o Jxd 3y ey gl S s Aalag e 1ilie) g VE -J Gl Ue et Ly 3 Sl

e e g g e
b Ul Jal e a0 Gila gady HLAL il a8 o) gall slae) 3 50y ol WSy ) de ja Jlihy il 5aly 8
Y dish z0le ge daaall (IS 13 Ua sad 2N slasdl) de jall

Mz pasall o all Jslad Ssam ¥

ol de s bl @b e gl 1)



o ST de a @l aad ol Lllaiay) bl il (e AT (edd gl cands J8 (e aad eastad) 1 o Ly
Gaall 5l 80 el (558 U ik § 3 any Caglie (g IS Jla 8 13s Aimiaie Ly )

‘ ‘ #1531 g o g 13
ol Rl G0 AT a5 IS5 e LAl L) G ey B o ey e S 1Y

Al s canhall el el gall Jlesial Jga d3ila) diud gf @bl cals 13

il o2l el L
Callaial) e e e sl Al Wal el L ) s o 38 ol 0 6f 3 LS
Leie saal 5 b Cliat ¥ (o (Saall o el ial e ) Al el i (e g i Y

AN () oY) (e dalg gl gkl S 1Y) o g (o g blad a8 ASY Cudall 1) 68 An gl

Ldle JR 38 o2 poen (il 8 o ald) 3 JSUie s jani s il soladl) o Bladl as gl opadll alie i) e
Shall dagh (58 38 A (BU) Al g man Jad 3 )1

o LS o) e o J3A Blak ey o gsing @A) Gl ol ey Y Al i s maay ) gl @
el Alad dag o Caig 3l Ay ol Jlm Y eS8 Alla

Lila) Al Gl e

D) O (e Opediie Vo) (sal elai daild ils (al el

3 a) dsda =ik (eﬂ\uha};é?ﬁ‘_g):uﬂ\u\.m}ig&lﬁ)\ Gl e | Dl el | Ghay all |l 5 all
) UBA (e Aiira 153l (3304 ) | (a2)) i b i 8) a sali sl 3 (alassl eqsugm‘_g.uauu\ (e
Al aBge (A dadagn )y agill ddigma (3B A% 6 “-’}‘-‘S\C-'M‘u“'-‘-'

D), On (e peddine Ven) (sl el dadld i Lils Gl el

e ) P 53l (b ) (i o i oIS ) 5 i Rl 55 (0 L s Iadill gl g3
lulil) clac Yl (& jlad (thrush) adll caygad (A Hhd slaal ol elaal) (A ol 3axall 8l jle (il aan
& Rl (aall Cilia gad ad 3 (OSslall) Sl Sl gl 8 o)) A gl clllial) 8 (g yhad &gl AN
2;3\44..&)4_‘)139\4_&“ (eﬂ\uha#rust;)um}ﬂ\(uﬁ@uahu\ (e.\l\g_aba#e.\s@)e}.\mad\uh}m
(280 A ea‘_\\)n)&m)})h; M\m@mﬂ@u@u\ (gl G aall gl (B pRliad) e
,JM\@A‘)O\:}JM@J,@)ak__\h(sk.l,(ek.\u):\c}\@:)uk._\heka)‘;\gd\uu;J,u.asa.m‘c“)meﬁ\:i)\;ﬁ\_\u
() a8 SR B ) a5 a3 Fla ol ASal L il (Gauall 8 B ok ey sa
S a5 5 e SN B S (o (mand

dle Al b SY al (ils Gae (e Al Latie i Adilad) (a1 aal LB 1) Cala s sgda 13
Jeuadal) 3 L

"l zdle e ddula (el ge gl Ll e Larall A 5 daall 551 5 Al Gl sel e adall (S
ub\)c;\ﬂ oe b\&.\.\ﬂ iy El}d 4 g Lﬁl&\ (www.health.gov.il) daall )l céyd Gl dadin & 35 gall
bl Jsaall Gyshe e sl A0l
http://forms.qgov.il/globaldata/getsequence/getsequence.aspx?formType=AdversEffectM
edic@moh.qgov.il

Sy ) (S Ads L0
Sl JEbY) ks Jlsas sl Jsliia (e 13y (lae S 8 adain Cang AT 690 IS5 el sall 138 Jaanl) cuini o
bl e e el (50 5t Y aendll aidd @l g auia )

sledil gl Bamll jeda e el 3 (exp. date) adlall eledil fmli o WSy Jleaial jeaa Y @
T P WO
(A gyl e


http://forms.gov.il/globaldata/getsequence/getsequence.aspx?formType=AdversEffectMedic@moh.gov.il
http://forms.gov.il/globaldata/getsequence/getsequence.aspx?formType=AdversEffectMedic@moh.gov.il

(sie Cla )3 A-Y) A3 8 o Al g Al ) 8
o sl e Alaall Jal (e Abial) 5l B oAl g

A sl BT e Gl AR e sl Jla il LG Al bl (5 all s B Rl gy S Y @
Al o Bl 8 aalud Qi gl o Jleaia¥) 38 i3

A8l cila glaa 1
‘ LS g s il e
isle Wl Wy ) o sy Alladll b Ll ) AsLalL

L-arginine, sodium chloride and citric acid, anhydrous.
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Instructions for Healthcare Professionals
Preparation and Administration

Each vial is for single use only.

Aseptic technique must be followed in preparing the infusion solution.

Preparation of doses:

The powder for concentrate for solution for infusion is reconstituted with 10 mL of water
for injections or sodium chloride 9 mg/mL (0.9%) solution for injection per vial; following
reconstitution the vial should be shaken gently to dissolve the powder. The final volume
is approximately 11.4 mL. The resultant concentration is approximately 132 mg/mL

(88 mg/mL of ceftolozane and 44 mg/mL of tazobactam).

CAUTION: THE RECONSTITUTED SOLUTION IS NOT FOR DIRECT INJECTION.



For preparation of the 1 g ceftolozane / 0.5 g tazobactam dose: Withdraw the entire
contents (approximately 11.4 mL) of the reconstituted vial using a syringe and add it to
an infusion bag containing 100 mL of 0.9% sodium chloride for injection (normal saline)
or 5% glucose injection.

The preparations that follow relate to dose adjustments for renally impaired
patients:

For preparation of the 500 mg ceftolozane / 250 mg tazobactam dose: Withdraw 5.7 mL
of the contents of the reconstituted vial and add it to an infusion bag containing 100 mL
of 0.9% sodium chloride for injection (normal saline) or 5% glucose injection.

For preparation of the 250 mg ceftolozane / 125 mg tazobactam dose: Withdraw 2.9 mL
of the contents of the reconstituted vial and add it to an infusion bag containing 100 mL
of 0.9% sodium chloride for injection (normal saline) or 5% glucose injection.

For preparation of the 100 mg ceftolozane / 50 mg tazobactam dose: Withdraw 1.2 mL
of the contents of the reconstituted vial and add it to an infusion bag containing 100 mL
of 0.9% sodium chloride for injection (normal saline) or 5% glucose injection.

ZERBAXA solution for infusion is clear and colourless to slightly yellow.
Variations in colour within this range do not affect the potency of the product.

Any unused medicinal product or waste material should be disposed of in
accordance with local requirements.

Shelf life

After reconstitution, chemical and physical in-use stability has been demonstrated for
4 days at 2 to 8°C. The medicinal product is photosensitive and should be protected
from light when not stored in the original carton.

From a microbiological point of view, the medicinal product should be used immediately
upon reconstitution. If not used immediately, in-use storage times and conditions prior to
use are the responsibility of the user, unless reconstitution/dilution has taken place in
controlled and validated aseptic conditions and would normally not be longer than

24 hours at 2 to 8°C.



