IP|XR0IE4
Prismasol 4

KR IR ROFEAL EH B E] i 2

EN PRISMASOL 4 mmol/l POTASSIUM [Prescription drug]........ 5

Baxter



|KR| =2=0E4ZBY [HEQ

E

JO

&]

[MEotE 5l O B
MTE™ HHEEH A 100mIB
(B8&250ml)

fEME:

stz s 0|—,—2P§(E ) 0.5145¢
slotaulE3t=(EP) 0.2033g
2t E 4H(s)- Bt

(90%w/w)(EP) 06g
(EI-EA}—(S) ZAMO Z M 0.549)
EZTYUFSEZ(EP) 2429
(FTEZEEHOEM 2.20g)

EM: FAEF(EP) HE
ML 2E5H B 100mIS

(§23F4750m|)

'IT g'n'_'

éiH-rE (EP) 0.645g
13t 24 E(EP) 0.0314g

EMF*.’.‘.LI-E%(EP) 0.309g

pHxX-Ix.” 0|A|-§|.E|-A(Ep) &!E")F

A FAS (EP) LSl

KH-‘rW°"100mls(’s%%*5000m|)

oistzr & 0|43 E(EP)  0.0257g

e43to r:LHI’*#ir%( P) 0.0102g

2 E AK(S)- S At

(90%w/w)(EP) 0.03g

(ZFEAKS)-HHM o 2 0.0279)

ZrEUFEE(EP) 0.121g

(FFEZTEoEZM 0.110g)

ASILIEE(EP) 0.6128g

AStL E(EP) 0.0298g

Bt ALIEZ(EP) 0.29369

[44]

HHEr & o7k S=RFH L BHAO|

S oH & Aot oH

[ESE1

AR K &Hx}o| oo} Tl
EHE Mot Al A8 Ao 2
AHE

Al Bhx}o] X4 K HARA
£ G iR oia A

OI _fg 9}5157} R{AFO|

OO -
g xtol| Al A ElCt
[BHE3
1. 84
EXto| MR EE s, M-
Q7| LH, M AT AEY, FEHE{O
QU akArEHof| k2t FofF &

H

Fo{H 7} AFECH MACH
:||/|:|:l— E/£||OHO| o;*sl- Q.%k%

?é’“EHZF. ol 9F° s KPXI
gl x|&x A||;H;-q|ou401| 74@4O|
Qi o|Atoll olaiAfRt XE|n

| 2]

Eof(RoiE, FUKE, )7t
0| 0{xqo} EE
1) °4°"041+ L SHHE MofmtA|
MAcigH 42 ct3a 2ot
- Mol 500 — 3000 ml‘h
- A0H18A o5t HAH):
1000-2000mL/h/1.73m?

-|-

£3] 2d=d0| Z2 01210|(<10kg)
9| 732, =|CH 4000mL/h/1.73m?
oldtel f&0| R E = ot
AopEAHS ™Mo & (mL/h)2
dto 2 Holol 2|t R4S
Z1}sHK| otofof gt}
2) R|&X HHEA A X5
HAEMOITIA| EAY &2
Chst Zcoh
- Aol 500 — 2500 mi/h
- A0H(18A| Of3t HAH):

1000-2000mL/h/1.73m?

|°d%§0| =2 0{210|(<10kg)
1L, 3'5|I:H 4000mL/h/1.73m?
_IQI__._0| .u.IOoI- s 9I|:|._
J A9 ’QI:H (mL/h)%
102 A-|o|o| _‘_||:|.| SES
tx| efotof Btct.
1 -I Yetxioz ALl

oF 2000-2500mL/h2 =2
°—'.‘EH%°—'.‘9| S 48-60L)0f
=&olct.
#E sT(mEg/L) &
ST (mmol/L)

ol
E0

_I" 0t

O Jy[O KIIE O o
Q ol

I'|0

N oz 40 0% Fine B> © 1o im
H:I o 0||0 1l

= oh o
HWW=
O

Q

)
N
2

Mg?* Na* | CI-

w
15
S

1.0 140 | 113.5

lactate | HCO,” |K* | ZEY

HUAS U HARN
MAcHEAo2 A ElE B2,
Hollogut 7| EE= HUF {041t 7|
&1 M(pre-dilution) L& &
(post-dilution)ol] M| 2|=8t S22
Eo4stC}.

=

[&8@ FolAE
. O3 %KPOH
1) 0| oFofl BtRIE 0| U= At

2) IZBES EW

3) CHAHY %%EI BHxt

4) @Hoqnt 2 @ 550| D HE|X|
ot Aol $X{EF THCHAL AT EH

(hypercatabolism)E SHst X}

) St E:‘ Al Sefo| SR X

Foistx| Y A

8]

_|

212 i i

N 2
09 ek

o
>
T

0|0

07-19-00-2036

X2t

2) Ch2 2 Al & Z Ab(post-

marketing experience)0l| A 2 11 El
ol o|Ct. ofgf Ei= MedDRA
7|2 -E—%(SOC 2 M oq)of
ek 7S =AUk L HiE = 0|8
Jts8t R2olM FHo| 27tstet.

TEARR
(SOC)

o[gEs e

A 1 9Y (A2
o]

19|
>
=
e
4>
ol
> >
Hio|mio|io|

=
02
)
K|
gnl.
>
Py
Slolo

ENENEN
locio[tio|

Ao

ojo|ojo{ojo|Ojo}

*
nelnelnolnoe!

¥
8]
o[ Hm
N
R

ok Mk
Py

!

*

n
Moy 122
gl
e
2
e
A=)
ya
e
2
m
I

o x
e
> T
o
>
T
olo

Sy
12
ro J
A
I
lad
9.'1
9:
i
[}

3 4m
i
2
l’,—_l

1 x| 20l A= OJALO| X|A|
3tof| Ab E|o{oF Btrt.

o
;i_l_l. EII/I:I:‘: chHEA-lo
71 -

N ]

J= J}nf

b

ol
N

EE H._PEAI EL|E4EO'

o Ol

12 2 T 0% ot g
¥ o

Rl

Hu

i

Nz

rr

ofn

K]

O -

ing QL >yl « ko

ol
|1}
B

3) 0IA+°4S |0 1.2mmoliL

;)I.X| QOHQ." x—ljl.sl— S OI|:|._

ol Qlatd S HIME F2,
CIMLIEEE AI28tCt.
Mol”"éé%' a0z F7I
QUAMIKIE FodEtet

4) 8 sk, 59l %*h:%XFEI i
O|& HUSHAH ZLIE dl{of Stct.
5) MAAE RS (of: MET, F8
_Q|Jg l=)o| 7=|0 §|-x|.o| Q:IAHH
HENE —’F—QI Z—JHI 2B ook
StH, MY WHEO| HEA Hadez
3| E|oof Btct.

6) QOiE| doHo{nt A 51=|

HHUE A B2 ALS 3 I

O



BiCh 0] of 2 MHCHEHo =
A8stE B2, FUSEE ST
SMEUE sEI EYERET]
HQlgtct. nZEHES0| HAx(x|
olof, Al Fg SHECL
8) 0| 8HS EMUOR AB5H=
B0l 1L EHS0| LYE B2,
ZEO| ®MHElE =& £0I7
Qo A E5-FEF NS
FoisH{of & = QlCt,

9) S5 LE S5 X Fo0f
L2717} e EFxtolA
7hEHE Saa TR FEE
EZCZ0| #RE oS A8sHME
ehElCt.

10) HBIEFS O] O Mgl FFLY
S40| LFERL}

S R[foF BhTh IAE
bhol -2} XEEt %12 ZA|8
Ali3Hof B,
11) 0| &2 2=
BRstm ooz 53
i Sf0I | 1

2 olch g2 2318
DUIE{ sfof sich
Yy He ZEES
*CH S o/ i Fodsor

g = olct. =xi3 HT £US
SxI347] 9/3H o2 B mxI7H
e ¥ + 2ich

12) 0] 92 EHAH S AY(BEME),

Hu for O 1o 2
mwﬂ w
o Mo "o X -
Ho o 3L
s
T %A
[ AR

0%

om

¥

2

o41/F= 0|

o ol
5

W i 0
logp

>
G

_,.
> Ol
M

ol
FO it Jik 1 gt 12

r

NS

o

-
ml

=

Ho ror

ohoh @M
in 031_3':'0

- =
\J

rr

0% 4
> 010 02 M1 © 0fF > 0 12

n

[

g'l_l
IErr g

9k >
8
2
4> 00 o
B 12ro
e
B
AL
kR

i}
ofv o

W 2

>

0

o

r

?glé rm kO
07
—
oo
oy
N ﬁ
i 2
4>

Y

ACH.
NYSINZE FHMAS ME5tH
Moz 2EH £57F Y (o]
gy ZaE s

o
>
olo
m
rr

7) HACHS Aofl Erp= A LLE BO|
%7} EoEH ChAHS Pz EIF ol
21540l F7HE 4 QIrh.

ol 9l £ o] CH2t Fof

2 £ 2 0] fstod o] &2

o4zt gich. US o

o o1 4o
o

> 21
0 0f0 T

1) M&I7F 5| +H
=]

ol Fo| 2 2L

0| 8Ho| HHF0o{= gHlEtK|
olert

2) 2L}, otFEoq

EhRtoll M & H IO a8 g 4~
Qi

3) U0t E HE Mo 2 MG
Al, ot & 2 M Eo| MHE
ZO{IE BIHAIZ|T, E@Hoqnto|
MHAHE Y FoiE T E LA AZICH
Alztet B0l ARo0lE ZoinE
BEHstT, g Ho{to| R HCHS A
st B7HAIZ 1= 20|

Ol
-

[

°
u
i
2
2

Qo

oy
nHm Lo [

e

n
Hr 2
i

N2 bor
A
0% M1 iy H

ol
=

THE
= Al
[0)

A

—
(=]
==

o
0l
Rl

N

IE >4 0B 1> e Ho
Nl

o 02 10 o

mner: o
O.IL
4o
I
>
p
i
o
i
ro

—n

v
>
%

P
ro

2| AChA Y FH|7t
F0l2t ALS Bt
b

T

00 jo ot Mo |

pu

2

el
N
f0
é’.';'
0jo
2
1o
jns
o
I=E
rir

3) fo| £Hst 1 =7 ™oll=
DE Sgdo| 2 dEe
Z<of gt Foistot

4) A&st7| Toi| of ofo] YRtLE

07-19-00-2036

0D
ol
-

351 x| ofCted
EtQIME of o427y

EfafoF Bt}

% = U 0O rigs

1 J2 ok mek Sk ok
R =Raly

TN pRe o

ETLIE]

P

i

100
o 12
w4
s
Mok~
o 52
ol [0
> |0
d I

fr fu
o

il
J

A
rrr.
by
020

ikl
N

oxrr -
THI Of
i
o
=
>

22 o
o 2t 1T

roojp > Iirjor

12k
=

d

T
l-'J_>O

I
0X o
jo
H
o
ol
= \J

=T
13
rE
_K')L
o
IR
rr
ot
>
THo
4
0x

h

|_‘_Q_—'—
rot
[m]
o
B
AR

0z
=}
THO

A

>
olo
:°||='
Xk
b
0
o
o

rirrir
o
[l
o
E k=
o
o

n
o
ot
R
o 24
rir e
104>
HI >0
lojo
2|0
olo hu
o1
It

A
I
H
u
st

r

NN R ]
M
o
1o
e
In
>

2 m]
=)

[ £ 0% %0 0% DU OX MI or £ J8 I Jo i 10 = N AL > 2
ol
% o
%
19 o

N
N

ol
=

o

R
ol
-

10) 2 E&ol= 8A2 2EH =
CHE st AES MIte = U
FUZETJ} EE{ Qlct
11) M7t E 7H3H S o=
of2 2t™s| Z&stot HM7tbA Q|
S StAF OFOH HHES
— oo T =

14) A8 ¥ =2 g2 walct,
15) AL g el Fo| 27 urech,
7t Arg 37| Kxo

=
N

mjo rEL
o

SeEaL SRS B ¥
HelE 8% (e 22 A2 25
(2 22l p)oil 7tatod 2aioig

L} Ol o2 B Fodste ©
nEe 2@ mA

Ch. ASEHI7H 2 m7H|

ZE 0| A LI et
Zrgo| taE BR, BE
Serdo| 278 LE|7} ohl B,
Elo|L} 20| BT 32, 30|
SFstx| ofe ZLolE A K|
SreCh WS eS| S8 £ 50|

ojm b
Sjo
0x M
N



AN2E FH|7} ElQlooz We
&xlof Zct.

IV) EA4 gtole = JHof AA|A
ZE J stitof edZE|ofof Bt
IV-a) RO{AMAE A8 StE B2,
He YI|HM S8 MAHG T,
Aol ef = wf|HCHEH 2t Qlof
EXFOEES F2HA

24 dof U= A FolZ|HEo]
Qi) 40| &t X5 HAtE|n
ZoiX=X| EQlstot. o|A|
FHE{ 7} G2l Zdo|ct. ol &
52 X| golghot.

EAMH £ = & HCHEH 2tQl0]
FOAHEUEZREE 22|15/,
FHHE| 7} E5|HM 8Ho| 50|
HEA € ol Ro{zEE

i1 30 4m
.

HhEOol it He = U= ZEO|Ch

IV-b) FUZEE AS5t=E B2,
U A 22 HS w8 O,
IF 5742 s&ff Ano|3E

A dect 8ol & s2EK|

ol
rr

1218 o
morjo 1
NI
o > >
[}
0l
1

r

= b
- >
rok
o

g o
o
0fo -

2 |0
fu
=]

1% 0fp 54 Off 1% 1% O
TSN
o

o
2
10
o
A
o
0

-
ol

>
rjo rin

59 M 0f0 Mo >= o 140 ok rok 11

oX 0

4040

2

rr

>

[0

g'l_l

A

rr

oh A ® e se

LIEFLCE. 3Heh 2ol M
EFH2 F Al AHE /o0 BHC}.
EA ALBSEIR| ot EFALS ALS
O AIE B Eft AlZt U =72
AL RO Melo|H, YetHo 2
X2 AlZh ZE 24 A2H2 ER]
ofotof gt

[ZEES
5000 ml / 24

[MEYH W A87IZH

=287l 4°C~30°C E&,
Arg7I7He M=d= 2E| 1871
[MZ=#)

MBYQAEME (M=l ZA},
Gambro Lundia AB, A&,
Magistratsvagen 16 226 43 Lund
HSHE/AEMEREAL,

Bieffe Medital S.p.A, O|Ef 2|0},
Via Stelvio 94 23035 Sondalo

[=elxh

@ AR, MSEHA ZEE2T
F2 1,105 1001= (5217,
nEMEalg) chstel=

3} 02-6262-7100

A-E7|7H0| BHEIAALE A,
Bl £ QULIRHL & E
MEE o=, HolH, mofaol
$t5tod Zf W LolM mEHstod
E&lLch

[ES8{7IALE 2ol W]

A|E O|oHE OFEI &
2etelo|of E Mat
(http://nedrug.mfds.go.kr)

2 HRsHAIR

JHE A Qd: 20201 5230

07-19-00-2036




'EN| PRISMASOL 4 mmol/l POTASSIUM [Prescription drug]

[COMPOUND AND QUANTITY]
Electrolyte Solution "A" Before
Reconstitution (of approximately 100mL
of this drug) (total volume 250ml)
Active substances:

Calcium chloride
dihydrate (EP)

Magnesium chloride
hexahydrate (EP)

Lactic acid
solution 90 %w/w (EP)

0.6 g ((S)-Lactic acid
Glucose monohydrate (EP)
2.42g (Glucose anhydrous 2.20g)
Solvent: WFI (EP) g.s.

Buffer Solution Before Reconstitution
(of approximately 100mL of this drug)
(compartment B) (total volume 4750ml)

Active substances:

05145¢

0.2033g

0.549)

Sodium chloride (EP) 0.6459
Potassium chloride (EP) 0.0314g
Sodium hydrogen

carbonate (EP) 0.309g

pH adjuster: Carbon dioxide (EP) g.s.
Solvent: WFI (EP) g.s.

After Reconstitution (of approximately
100mL of this drug) (total volume
5000ml)

Active substances:

Calcium chloride

dihydrate (EP)

Magnesium chloride
hexahydrate (EP)

Lactic acid

solution 90 %w/w (EP)
0.03g ((S)-Lactic acid 0.0279)
Glucose monohydrate (EP)
0.121g (Glucose anhydrous
Sodium chloride (EP)
Potassium chloride (EP)
Sodium hydrogen
carbonate (EP)

[Description]
Solution for haemodialysis/
haemofiltration

Clear reconstituted solution with a slightly
yellow colour.

[Therapeutic indications]

Prismasol 4 mmol/l Potassium solution
is used in the treatment of renal failure,
as substitution solution in haemofiltration
and haemodiafiltration and as dialysis
solution in continuous haemodialysis or
continuous haemodiafiltration.

Prismasol 4 mmol/l Potassium solution
may also be used in case of drug
poisoning with dialysable or filterable
substances.

Prismasol 4 mmol/l Potassium
solution is indicated in patients who are
normokalaemic.

0.0257g

0.0102g

0.110g)
0.6128g
0.0298g

0.2936g

[Posology and method of
administration]

1. Posology

The rate at which Prismasol 2 mmol/l
Potassium is administered depends on
the blood concentration of electrolytes,
acid-base balance, fluid balance and
overall clinical condition of the patient.
The volume of replacement solution and/
or dialysate to be administered will also
depend on the desired intensity (dose)
of the treatment. The solution should

be prescribed and administration (dose,
infusion rate, and cumulative volume)
should be established only by a physician
experienced in critical care medicine and
CRRT (Continuous Renal Replacement
Therapy).

1) Flow rates for the substitution solution
in haemofiltration and haemodiafiltration
are.

- Adult: 500 - 3000 ml/h
- Children (from neonates to adolescents
to 18 years): 1000 to 2000 mL/h/1.73 m?
Flow rates up to 4000 mL/h/1.73 m? may
be needed, especially in younger children
(10 kg). The absolute flow rate (in mL/h)
in the paediatric population should
generally not exceed the maximum adult
flow rate.

2) Flow rates for the dialysis solution
(dialysate) in continuous haemodialysis
and continuous haemodiafiltration are.

- Adult: 500 - 2500 mi/h
- Children (from neonates to adolescents
to 18 years): 1000 to 2000 mL/h/1.73 m?
Flow rates up to 4000 mL/h/1.73 m? may
be needed, especially in younger children
(10 kg). The absolute flow rate (in mL/h)
in the paediatric population should
generally not exceed the maximum adult
flow rate.

Commonly used flow rates in adults are
approximately 2000 to 2500 mi/h which
correspond to a daily fluid volume of
approximately 48 to 60 L.

2. Final electrolyte concentration

(Unit: glucose - mmol/L, except glucose -
mEq/L)

Ca? Mg?* Na* | CI-
3.50 1.0 140 | 113.5
lactate | HCO,” | K* | glucose
3 32 4 6.1

3. Method of administration
Intravenous use and for haemodialysis.

Prismasol 4 mmol/l Potassium solution,
when used as a substitution solution

is administered into the extracorporeal
circuit before (pre-dilution) or after the
haemofilter or haemodiafilter (post-
dilution).

07-19-00-2036

[Precautions for use]
1. Contraindications
1) Hypersensitivity to the products

)
2) Hyperkalaemia
3) Metabolic alkalosis

4) Renal failure with pronounced
hypercatabolism, if the uraemic
symptoms cannot be corrected with
haemofiltration

5) Insufficient arterial pressure in the
vascular access

6) Systemic anticoagulation (high risk of
haemorrhage).

2. Undesirable effects
Undesirable effects can result from the
solution used or the treatment.

The following undesirable effects

are reported from post-marketing
experience. The table presented below is
according to the MedDRA system organ
classification (SOC and Preferred Term
Level).

Frequencies: Not known (cannot be
estimated from the available data).

System Organ |Preferred Term Frequency
Class
Metabolism Electrolyte Not known
and nutriion  [imbalances e.g.:
disorders hypophosphataemia
Acid-base balance  [Not known
disorders, e.g.
metabolic alkalosis
Fluid imbalance Not known
e.g.: fluid retention,
dehydration
Hyperglycaemia Not known
Vascular Hypotension Not known
disorders
Gastrointestinal [Nausea Not known
disorders Vomiting Not known
Musculoskeletal [ Muscle spasms Not known
and connective
tissue disorders

*Undesirable effects related to
dialysis treatment (Hemodialysis and
Hemofiltration)

3. General Precautions for Use

1) The solution should be used only by,
or under the direction of a physician
competent in renal failure treatments
using haemofiltration, haemodiafiltration
and continuous haemodialysis.

2) During treatment, the patient’s
haemodynamic status, fluid balance,
electrolyte and acid-base balance
should be closely monitored throughout
the procedure.

The serum potassium concentration
must be monitored before and during
haemofiltration and/or haemodialysis.

Close monitoring of serum potassium
levels must be carried out to enable the
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correct selection of the most appropriate
potassium concentration.

The inorganic phosphate concentration
should be measured regularly.

3) Inorganic phosphate must

be substituted in cases of
hypophosphataemia. Phosphate up

to 1.2 mmol/L may be added to the
solution. Use sodium phosphate if adding
phosphate to the bag.

4) Blood glucose concentration should be
closely monitored, especially in diabetic
patients.

5) In case of fluid imbalance (example:
cardiac failure, head trauma...), the clinical
situation must be carefully monitored and
balancing must be restored.

6) The use of contaminated
haemofiltration and haemodialysis solution
may cause sepsis, shock and death.

7) The solution is a potassium-containing
solution.

If hyperkalaemia occurs after treatment is
initiated, additional sources of potassium
influencing blood concentrations should
be assessed. When the solution is used
as a replacement solution, decrease the
infusion rate and confirm that the desired
potassium concentration is achieved. If
hyperkalaemia does not resolve, stop the
infusion promptly.

8) If hyperkalaemia develops when

the solution is used as a dialysate,
administration of a potassium-free
dialysate may be necessary to increase
the rate of potassium removal.

9) solutions containing glucose derived
from hydrolysed maize starch should not
be used in patients with a known allergy to
maize or maize products.

10) The administration must be stopped
immediately if any signs or symptoms
of a suspected hypersensitivity reaction
develop. Appropriate therapeutic
countermeasures must be instituted as
clinically indicated.

11) Because the solution contains
glucose and lactate hyperglycaemia
may develop, especially in diabetic
patients. Blood glucose levels

should be monitored regularly.

If hyperglycaemia develops,
administration of glucose-free
replacement solution/dialysate may be
necessary. Other corrective measures
may be needed to maintain desired
glycaemic control.

12) Prismasol 2 mmol/l Potassium
contains hydrogen carbonate
(bicarbonate), and lactate (a hydrogen
carbonate precursor) which can influence
the patient’s acid-base balance. If
metabolic alkalosis develops or worsens
during therapy with the solution, the
administration rate may need to be
decreased, or the administration stopped.
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13) The patient's haemodynamic status
and fluid balance should be monitored
throughout the procedure

4. Interaction with other medicinal
products and other forms of interaction

1) The blood concentration of filterable/
dialysable drugs may be reduced during
treatment. Corresponding corrective
therapy should be instituted if necessary to
establish the desired blood concentrations
for drugs removed during treatment.

2) Additional sodium hydrogen carbonate
(or other buffer source) contained in the
CRRT fluids or in other fluids administered
during therapy may increase the risk of
metabolic alkalosis

3) When citrate is used as an
anticoagulant, it contributes to the overall
buffer load and can reduce plasma
calcium levels.

4) Interactions with other medicaments
can be avoided by correct dosage of
the solution for haemofiltration and
haemodialysis and precise monitoring.

5) Vitamin D and vitamin D analogues,
as well as medicinal products containing
calcium (e.g. calcium chloride or calcium
gluconate used for maintenance of
calcium homeostasis, in CRRT patients
receiving citrate anticoagulation and
calcium carbonate as phosphate binder)
can increase the risk of hypercalcaemia;

6) The risk of digitalis-induced cardiac
arrhythmia is increased during
hypokalaemia;

7) Administration of additional sodium
hydrogen carbonate to replacement fluid
and/or dialysate may increase the risk of
metabolic alkalosis.

5. Pregnancy and lactation

There are no adequate data from the use
of Prismasol 4 mmol/l Potassium solution
in pregnant or lactating woman. The
prescriber should consider the benefit/
risk relationship before administering
Prismasol 4 mmol/l Potassium solution to
pregnant or breast-feeding woman.

6. Overdose

1) Overdose with Prismasol 4 mmol/l
Potassium solution, should not occur if
the procedure is carried out correctly and
the fluid balance, electrolyte and acid-
base balance of the patient are carefully
monitored.

2) However, overdose will result in fluid
overload in patients with renal failure.

3) Continued application of
haemofiltration will remove excess

fluid and electrolytes. In case of
hyperhydration, the ultrafiltration must be
increased and the rate of administration
of the solution for haemofiltration
reduced. In the case of a severe
dehydration it is necessary to cease
ultrafiltration and to increase the inflow of
solution for haemofiltration appropriately.

4) Overdose could lead to severe
consequences, such as congestive
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heart failure, electrolyte or acid-base
disturbances.

5) If electrolyte imbalance and acid-base
balance abnormalities (e.g., metabolic
alkalosis, hypophosphataemia,
hypokalaemia, etc.) occur, stop
administration promptly. There is no
specific antidote for overdose. The risk
can be minimized by close monitoring
and adequate supplementation during
treatment.

7. Application Precautions
1) Use only with an appropriate extra-
renal replacement equipment.

2) Prismasol 2 mmol/l Potassium may
be warmed to 37 °C to enhance patient
comfort. Warming of the solution prior to
use should be done before reconstitution
with dry heat only. Solutions should not
be heated in water or in a microwave
oven.

3) Check that the solutions are clear and

that all seals are intact before mixing. Do

not administer unless the solution is clear
and the seal is intact.

4) The solution should be inspected
visually for particulate matter and
discoloration prior to administration,
whenever solution and container permit.
Do not administer unless the solution is
clear and the seal is intact.

5) The electrolyte solution must be mixed
with the buffer solution before use to
obtain the reconstituted solution suitable
for haemofiltration / haemodiafiltration /
continuous haemodialysis.

6) Do not administer the solution unless it
is clear. Aseptic technique must be used
during connection / disconnection of the
line sets.

7) Incompatibilities
In the absence of compatibility studies,

this product must not be mixed with other
medicinal products.

After addition, if there is a colour
change and/or the appearance of
precipitates, insoluble complexes, or
crystals, do not use.

Additives may be incompatible. The
instructions for use of the medication
to be added and other relevant
literature must be consulted.

The compatible medication must be
added to the reconstituted solution
and the solution must be administered
immediately.

8) Theoretical osmolarity: 301mOsm/|

9) Before adding a drug, verify it is
soluble and stable in water at the pH of
Prismasol 2 mmol/l Potassium (pH of
reconstituted solutions is 7.0 to 8.5).
10) The large compartment is fitted
with an injection port for the possible
addition of other necessary drugs after
reconstitution of the solution.

11) Mix the solution thoroughly when
additives have been introduced. The
introduction and mixing of additives must



always be performed prior to connecting
the solution bag to the extracorporeal
circuit.

12) The reconstituted solution should be
used immediately.

13) The reconstituted solution is for single
use only.

14) Discard any unused portion.

15) Carefully follow the instructions for
use.

7. The electrolyte solution (small
compartment A) is added to the buffer
solution (large compartment B) after
breaking the frangible pin or opening
the peel seal immediately before use to
obtain the reconstituted solution.

1) Aseptic technique should be used
throughout administration to the patient:

1) Do not remove unit from overwrap until
ready for use.

Use only if the overwrap is not damaged,
all seals are intact, frangible pin or peel
seal is not broken, and the solution is
clear. Press bag firmly to test for any
leakage. If leakage is discovered, discard
the solution immediately since sterility
can no longer be assured.

<If a peel seal separates the two
compartments of the bag and a valve is
located in the luer connector the following
instructions for use shall be followed>

1) Remove the overwrap from the bag
immediately before use and discard any
other packaging materials. Open the
seal by holding the small compartment
with both hands and squeezing it until
an opening is created in the peel seal
between the two compartments.

I1) Push with both hands on the large
compartment until the peel seal between
the two compartments is entirely open.

1l) Secure complete mixing of the
solution by shaking the bag gently. The
solution is now ready for use, and can be
hung on the equipment.

IV) The dialysis or replacement line may
be connected to either of the two access
ports.

IV-a) If the luer access is used, remove
the cap with a twist and pull motion, and
connect the male luer lock on the dialysis

or replacement line to the female luer
receptor on the bag using a push and
twist motion. Ensure that the connection
is fully seated and tighten. The connector
is now open. Verify that the fluid is
flowing freely.

When the dialysis or replacement line is
disconnected from the luer connector,
the connector will close and the flow of
the solution will stop. The luer port is a
needle-less and swabbable port.

IV-b) If the injection port is used, first
remove the snap-off cap. Then introduce
the spike through the rubber septum.
Verify that the fluid is flowing freely.

The reconstituted solution should

be used immediately. If not used
immediately, the reconstituted solution
should be used within 24 hours, including
the duration of the treatment, after
addition of the electrolyte solution to the
buffer solution.

The reconstituted solution is for single
use only. Do not use if container is
damaged or if solution is not clear.
Discard any unused portion.

8. Precautions for Storage and
Handling
1) Do not store below +4°C

2) Chemical and physical in-use stability
of the reconstituted solution has been
demonstrated for 24 hours at +22°C.
From a chemical point of view, the
reconstituted solution should be used
immediately. If not used immediately
in-use storage times and conditions prior
to use are the responsibility of the user
and should not normally be longer than
24 hours including the duration of the
treatment.

[Pack unit]
5000 ml/ bag

[Storage and Expiry date]

To be kept in a sealed container. Store
4°C~30°C, Valid for 18 months from the
manufactured date

[Manufacturer]

Client: Gambro Lundia AB,
Magistratsvagen 16 226 43 Lund,
Sweden

Manufacturer: Bieffe Medital S.p.A, Via
Stelvio 94 23035 Sondalo, Italy

[Importer]

Baxter, Room 1001, 10F, Kyobo Life
Insurance Building, Jongro 1-ga, Jongro-
gu, Seoul, Rep. of Korea

Tel: +82 2-6262-7100

Products that have passed their expiry
date, or are spoiled, rotten, contaminated,
or damaged may be replaced free of
charge at local pharmacies, hospitals, or
wholesalers.

[Marketing Authorization Details]
Please refer to (http://nedrug.mfds.go.kr)

Revision date: 2020-05-30

07-19-00-2036
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Gambro Lundia AB
P.O. Box 10101
SE-220 10 Lund
Sweden

Visiting address: Magistratsvagen 16, Lund
Tel: +46 46 16 90 00
www.gambro.com
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