PRISMASOL BGKO0/2.5- calcium chloride, magnesium chloride, dextrose
anhydrous, lactic acid, sodium chloride, and sodium bicarbonate injection
PRISMASOL BGK4/2.5- calcium chloride, magnesium chloride, dextrose
anhydrous, lactic acid, sodium chloride, sodium bicarbonate, and potassium
chloride injection

PRISMASOL BGK2/3.5- calcium chloride, magnesium chloride, dextrose
anhydrous, lactic acid, sodium chloride, sodium bicarbonate, and potassium
chloride injection

PRISMASOL BGK2/0- magnesium chloride, dextrose anhydrous, lactic acid,
sodium chloride, sodium bicarbonate, and potassium chloride injection
PRISMASOL B22GK4/0- magnesium chloride, dextrose anhydrous, lactic acid,
sodium chloride, sodium bicarbonate, and potassium chloride injection
PRISMASOL BKO/0/1.2- magnesium chloride, lactic acid, sodium chloride, and
sodium bicarbonate injection

PRISMASOL BGK4/0/1.2- magnesium chloride, dextrose anhydrous, lactic
acid, sodium chloride, sodium bicarbonate, and potassium chloride injection
PHOXILLUM BK4/2.5- calcium chloride, magnesium chloride, sodium chloride,
sodium bicarbonate, potassium chloride, and sodium phosphate dibasic
dihydrate injection

PHOXILLUM B22K4/0- magnesium chloride, sodium chloride, sodium
bicarbonate, potassium chloride, and sodium phosphate dibasic

dihydrate injection

Vantive US Healthcare LLC

HIGHLIGHTS OF PRESCRIBING INFORMATION

These highlights do not include all the information needed to use PRISMASOL and
PHOXILLUM safely and effectively. See full prescribing information for PRISMASOL and
PHOXILLUM.

PRISMASOL renal replacement solution
PRISMASOL Initial U.S. Approval: 2006

PHOXILLUM renal replacement solution

PHOXILLUM Initial U.S. Approval: 2015

......................................... INDICATIONS AND USAGE .- - - ..

PRISMASOL and PHOXILLUM solutions are indicated:

e As a replacement solution in Continuous Renal Replacement Therapy (CRRT) and in case of drug
poisoning when CRRT is used to remove dialyzable substances ( 1)

-------------------------------------- DOSAGE AND ADMINISTRATION - - - -

e Therapy must be individualized based on the patient's clinical condition, fluid, electrolyte, acid-base and
glucose balance ( 2.2)

e Solution must be mixed prior to use ( 2.2)

e Use only with extracorporeal dialysis equipment appropriate for CRRT ( 2.3)

.................................... DOSAGE FORMS AND STRENGTHS ----- -

PRISMASOL and PHOXILLUM are available in multiple combinations of ingredients and in multiple variations

of strengths. See full Prescribing Information for detailed descriptions of each formulation. ( 2, 3, 11)

-------------------------------------------- CONTRAINDICATIONS - - - -

Known hypersensitivities to PRISMASOL and PHOXILLUM solutions ( 4)

-------------------------------------- WARNINGS AND PRECAUTIONS --- -1

e Monitor hemodynamic status and fluid inputs and outputs, potassium, phosphorus, other electrolytes
and acid-base balance. Abnormalities may be corrected by the use of appropriate formulations and
dosage of PRISMASOL and PHOXILLUM solutions ( 5.1)

¢ Treatment may affect glucose levels. Monitor blood glucose levels.

e Antidiabetic therapy adjustment or other corrective measures may be required during treatment ( 5.2)

To report SUSPECTED ADVERSE REACTIONS, contact Vantive US Healthcare LLC at 1855-857-
0003 or FDA at 1-800-FDA-1088 or www.fda.gov/medwatch

Revised: 3/2025
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FULL PRESCRIBING INFORMATION

1 INDICATIONS AND USAGE

PRISMASOL and PHOXILLUM solutions are indicated in pediatric and adult patients for
use as a replacement solution in Continuous Renal Replacement Therapy (CRRT) to
replace plasma volume removed by ultrafiltration and to correct electrolyte and acid-
base imbalances. They may also be used in case of drug poisoning when CRRT is used
to remove dialyzable substances.

2 DOSAGE AND ADMINISTRATION

2.1 Administration Instructions

Visually inspect PRISMASOL and PHOXILLUM for particulate matter and discoloration
prior to administration.

Administration should only be under the direction of a physician competent in intensive
care treatment including CRRT. Use only with extracorporeal dialysis equipment
appropriate for CRRT.



The prepared solution is for single patient use only.
Aseptic technique should be used throughout administration to the patient.

Discard any unused solution.

2.2 Dosing Considerations

PRISMASOL replacement solutions contain 4 different combinations of active ingredients
(7 different products with varying ingredient amounts). PHOXILLUM replacement
solutions contain 2 different combinations of active ingredients (2 different products
with varying ingredient amounts). PRISMASOL and PHOXILLUM are supplied in a two-
compartment bag that must be mixed immediately prior to use [see Dosage and
Administration (2.3)]:

¢ Small compartment A (250 mL) containing an electrolyte solution, and

e Large compartment B (4750 mL) containing the buffer solution.

See Table 1for the concentrations of the active ingredients (after mixing) in these 9
different replacement solutions (total volume is 5 Liters).

Table 1: Concentrations of Active Ingredients in the 7 PRISMASOL and 2
PHOXILLUM Replacement Solutions after Mixing

Ca HCO K* Mg Nat* HPO Cl- LactateDextroseOsmolarity
2+ 3 mEq/L 2+ mEq/L 42- mEq/L mEq/L mg/dL mOsm/L

mEq/LmEq/L mEq/L mmol/L
PRISMASOL Replacement Solutions

BGK0/2.5 2.5 32 0 1.5 140 0 109 3 100 292
BGK4/2.5 25 32 4 1.5 140 0 113 3 100 300
BGK2/3.5 3.5 32 2 1 140 0 1115 3 100 296
BGK2/0 0 32 2 1 140 0 108 3 100 291
B22GK4/0 O 22 4 1.5 140 0 120.5 3 100 296
BGK4/0/1.2 O 32 4 1.2 140 0 110.2 3 100 295
BKO0/0/1.2 0 32 0 1.2 140 0 106.2 3 0 282
PHOXILLUM Replacement Solutions

BK4/2.5 25 32 4 1.5 140 1 1145 0 0 294
B22K4/0 0 22 4 1.5 140 1 122 0 0 290

Ca 2*= calcium, HCO 3 = bicarbonate, K += potassium, Mg 2*= magnesium, Na *=
sodium, HPO 42-= phosphate, Cl- = chloride; osmolarity is estimated

The mode of therapy, solute formulation, flow rates, and length of PRISMASOL and
PHOXILLUM replacement therapy in CRRT should be established by a physician based on
the patient’s clinical condition, blood concentration of phosphate and other electrolytes,
acid-base and glucose balance. Administer either PRISMASOL or PHOXILLUM into the
extracorporeal circuit:

e Before (pre-dilution) the hemofilter or hemodiafilter,

e After (post-dilution) the hemofilter or hemodiafilter, or

e Before and after the hemofilter or hemodiafilter.

2.3 Preparing the Solution

Use only if the overwrap is not damaged, all seals are intact, peel seal is not broken, and
the solution is clear.

The solution may be warmed to 37°C/98.6°F prior to removing the overwrap to enhance
patient comfort. However, only dry heat should be used. Solutions should not be heated
in water or in a microwave oven. After heating, verify that the solution remains clear and



contains no particulate matter.

The solutions are supplied in two different two-compartment bags made of polyolefin
with a peel seal separating compartment A and B (see Figure 1).

Follow the instructions below when connecting the solution bags for correct use of the
access ports.

Instructions for preparing solutions supplied in a two-compartment,
polyolefin bag with a peel seal:

Small compartment A
Peel seal

N J'Tﬂ

Large compartment B

Injection connector
(spike connector)

Luer connector
Figure 2 Step 1limmediately before use, remove the overwrap from the bag
L N and mix the solutions in the two different compartments. After

removing the overwrap, inspect the bag for leakage by pressing
firmly on the bag. Discard the bag if any leakage is detected since
sterility cannot be assured. As soon as the overwrap is removed,
the reconstitution of compartments A and B should be done and
the mixed solution should be used immediately.

After removal of the overwrap, the solution is stable for 24 hours
including the duration of the treatment.

Hold the small compartment with both hands and squeeze it until
an opening is created in the peel seal. (See Figure 2beside)

Figure 3

‘f‘_— i Step 2Squeeze with both hands on the large compartment until
{ 7 the peel seal between the two compartments is entirely open.

A i Shake gently to mix. (See Figure 3beside)

7 J;J—'D Q:"\'\\ The solution is now ready to use and the bag can be hung on the
-~ % | equipment.

Figure 4a Step 3The replacement line may be connected to the bag through



either of the luer connector or the injection connector (spike
connector).

[ g | Step 3aThe luer connector is a needle-less and swabbable
o | PUS?,C,;‘W*'“; connector. Remove the cap with a twist and pull motion, and

Bl %" /| connect the male luer lock on the replacement line to the female
"%?@5:\ .\l 7 | luer receptor on the bag. (See Figure 4a beside)
’%& \ Ensure that the connection is fully seated and tighten. The
connector is now open. Verify that the fluid is flowing freely during
use.

When the replacement line is disconnected from the luer
connector, the connector will close and the flow of the solution will
stop.

Figure 4b

Step 3blf the injection connector (spike connector) is used, first
remove the snap-off cap. Then introduce the replacement line spike
through the swabbable rubber septum of the bag connector. (See
Figure 4b beside)

Ensure that the spike is fully inserted and verify that the fluid is
flowing freely during use.

Spike
Connector

2.4 Adding Drugs to the Solutions

After mixing, additional drugs may be added to the bag via injection connector (spike
connector) in large compartment B. In general, administer drugs other than phosphate
through a different access line.

When introducing drugs, use aseptic techniques and mix thoroughly prior to connecting
the solution bag to the extracorporeal circuit.

Do not use if there is a color change and/or the appearance of precipitates, insoluble
complexes or crystals after addition of medication.

Phosphate: Up to 1.2 mmol/L of phosphate can be added to the bag as potassium
phosphate or sodium phosphate. The total potassium concentration of PRISMASOL
solution should not exceed 4 mEq/L. Use sodium phosphate to add phosphate if the
total potassium concentration in PRISMASOL solution is 4 mEq/L.

PHOXILLUM Solutions:

Phosphate:Phosphate up to 0.2 mmol/L may be added to the solution. Use sodium
phosphate if adding phosphate to bag. The total phosphate concentration should not
exceed 1.2 mmol/L.

3 DOSAGE FORMS AND STRENGTHS

See Table 1for the concentrations of the active ingredients (after mixing) in these 9
different replacement solutions [see Dosage and Administration (2.2)] .

4 CONTRAINDICATIONS

PHOXILLUM and PRISMASOL replacement solutions are contraindicated in patients with
known hypersensitivities to these products.

5 WARNINGS AND PRECAUTIONS



5.1 Electrolyte and Volume Abnormalities

PHOXILLUM and PRISMASOL solutions can affect electrolytes and volume and may
result in hyperkalemia or hyperphosphatemia. Monitor hemodynamic status and fluid
inputs and outputs, potassium, phosphorous, calcium, other electrolytes and acid-base
balance throughout the procedure. Abnormalities may be corrected by changing the
formulation of replacement solution and/or dialysate, supplementation, or adjusting flow
rates appropriately [ see Dosage and Administration (2)].

PHOXILLUM replacement solutions contain hydrogen phosphate, a weak acid that may
increase the risk of metabolic acidosis.

5.2 Blood Glucose Abnormalities

The use of PRISMASOL and PHOXILLUM replacement solutions can affect blood glucose
levels resulting in hypo- or hyper-glycemia depending upon the dextrose content of the
replacement solution. Monitor blood glucose levels regularly. Patients may require
initiation of or modification of antidiabetic therapy or other corrective measures during
treatment.

6 ADVERSE REACTIONS

The following adverse reactions have been identified during postapproval use with these
or other similar products and therefore may occur with use of PHOXILLUM or
PRISMASOL. Because these reactions are reported voluntarily from a population of
uncertain size, it is not always possible to reliably estimate their frequency or establish a
causal relationship to drug exposure.

Metabolic acidosis

Hypotension

Acid-base disorders

Electrolyte imbalance including calcium ionized increased (reported in PRISMASOL
solutions containing calcium), hyperphosphatemia, and hypophosphatemia

¢ Fluid imbalance

7 DRUG INTERACTIONS

As with the use of other replacement solutions, blood concentrations of dialyzable drugs
may be reduced by CRRT due to their removal by the hemofilter or hemodiafilter. The
blood concentrations of certain drugs may need to be monitored and appropriate
therapy implemented to correct for removal during treatment.

7.1 Citrate

When used as an anticoagulant, citrate contributes to the overall buffer load and can
reduce plasma calcium levels. Select the PRISMASOL/PHOXILLUM formulation(s)
accordingly.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary

PRISMASOL and PHOXILLUM are pharmacologically inactive solutions. While there are no
adequate and well controlled studies in pregnant women, appropriate administration of
PRISMASOL and PHOXILLUM solutions with monitoring of fluid, electrolyte, acid-base



and glucose balance, is not expected to cause fetal harm. Animal reproduction studies
have not been conducted with PRISMASOL and PHOXILLUM solutions.

The estimated background risk of major birth defects and miscarriage for the indicated
population are unknown. All pregnancies have a background risk of birth defect, loss or
other adverse outcomes. In the U.S. general population, the estimated background risk
of major birth defects and miscarriage in clinically recognized pregnancies is 2 to 4% and
15 to 20%, respectively.

Clinical Considerations

Maintenance of normal acid-base balance is important for fetal well-being.
8.2 Lactation

Risk Summary

The components of PRISMASOL and PHOXILLUM solutions are excreted in human milk.
Appropriate administration of PRISMASOL and PHOXILLUM solutions with monitoring of
fluid, electrolyte, acid-base and glucose balance, is not expected to harm a nursing
infant.

8.4 Pediatric Use

Safety and effectiveness have been established based on published clinical data of CRRT
replacement solutions with compositions similar to PRISMASOL and PHOXILLUM used in
adults and two hemofiltration studies in pediatric patients, including a study of newborns
to 17 years old.

8.5 Geriatric Use

The experience with PRISMASOL and PHOXILLUM solutions in geriatric patients has not
identified novel concerns.

11 DESCRIPTION

PRISMASOL and PHOXILLUM solutions are clear, sterile, free of bacterial endotoxins and
contain no bacteriostatic or antimicrobial agents. These solutions are used in Continuous
Renal Replacement Therapies (CRRT) as a replacement solution in hemofiltration and
hemodiafiltration. Depending on the product (see Table 2), the two compartments
contain:

Calcium chloride, USP, is chemically designated calcium chloride dihydrate (CaCl ,* 2H
50).

Magnesium chloride, USP, is chemically designated magnesium chloride hexahydrate
(MgCl 2+ 6H 70).

Sodium chloride, USP, is chemically designated NaCl.
Potassium chloride, USP, is chemically designated KCI.
Sodium bicarbonate, USP, is chemically designated NaHCO 3.

Dextrose, USP, is chemically designated D-Glucose anhydrous (C gH 120 ) or D-Glucose
monohydrate (C gH 120 g H 50).

Lactic acid, USP, is chemically designated CH 3CH(OH)COOH.

Dibasic sodium phosphate, USP, is chemically designated as disodium hydrogen
phosphate, dihydrate (Na oHPO 4° 2H 70)



Table 2 - Compartment Composition (Before Mixing)

Compartment A (g/L) Compartment B (g/L)
‘ . Dextrose -
gzllg':_‘i:‘e?:Ig:iilse“fmanhydrous Lactic Sodium Sodium Potassiumﬁ?‘g:‘::‘ ate
. 2H -0 6H 5O (as Acid Chloride bicarbonate Chloride "
2 2 2
monohydrate)

PRISMASOL SOLUTIONS
BGK 3.68 3.05 20 (22) 540 6.46 3.09 0 0
0/2.5
BGK 3.68 3.05 20 (22) 540 6.46 3.09 0.314 0
4/2.5
BGK 5.15 2.03 20 (22) 540 6.46 3.09 0.157 0
2/3.5
BGK 0 2.03 20 (22) 540 6.46 3.09 0.157 0
2/0
B22GK 0 3.05 20 (22) 5.40 7.07 2.21 0.314 0
4/0
BK 0 2.44 0 (0) 540 6.46 3.09 0 0
0/0/1.2
BGK 0 2.44 20 (22) 540 6.46 3.09 0.314 0
4/0/1.2
PHOXILLUM SOLUTIONS
BK 3.68 3.05 0 (0) 0 6.34 3.09 0.314 0.187
4/2.5
B22K 0 3.05 0 (0) 0 6.95 2.21 0.314 0.187
4/0

The pH of the final solution is in the range of 7.0 to 8.5.

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

PRISMASOL and PHOXILLUM solutions are pharmacologically inactive. The electrolyte
concentrations in the solutions are chosen to restore plasma levels to clinically desired
concentrations or maintain plasma levels at the desired concentrations.

PRISMASOL and PHOXILLUM solutions are used as replacement solution to replace
water and electrolytes removed during hemofiltration and hemodiafiltration. Bicarbonate
(or precursor lactate) in the solution is used as an alkalinizing buffer to restore acid-base
balance to a clinically desirable level.

12.3 Pharmacokinetics

The distribution of electrolytes, bicarbonate, and dextrose is determined by the patient's
clinical condition, metabolic status, and residual renal function.

The elimination and replacement of water, electrolytes and buffer depend on the
patient's electrolyte and acid-base balance, metabolic status, residual renal function and
ongoing physiologic losses through intestinal, respiratory and cutaneous routes.

16 HOW SUPPLIED/STORAGE AND HANDLING
PRISMASOL and PHOXILLUM solutions are supplied in a two-compartment bag made of



polyolefin. The 5000 mL bag is composed of a small compartment (250 mL) and a large
compartment (4750 mL). The two compartments are separated by a peel seal.

The bag is overwrapped with a transparent overwrap. See Table 2for the concentrations
of the active ingredients in each compartment for each product [see Description (11)].

Container Fill Volume NDC
PRISMASOL Solutions

PRISMASOL BGKO0/2.5 5000 mL 24571-108-06
PRISMASOL BGK4/2.5 5000 mL 24571-105-06
PRISMASOL BGK2/3.5 5000 mL 24571-103-06
PRISMASOL BGK2/0 5000 mL 24571-102-06
PRISMASOL B22GK4/0 5000 mL 24571-111-06
PRISMASOL BK0/0/1.2 5000 mL 24571-113-06
PRISMASOL BGK4/0/1.2 5000 mL 24571-114-06
PHOXILLUM Solutions

PHOXILLUM BK4/2.5 5000 mL 24571-116-06
PHOXILLUM B22K4/0 5000 mL 24571-117-06

Not all formulations may be marketed.
Storage conditions

Store at 20°C to 25°C (68°F to 77°F); excursions permitted to 15°C to 302C (599F to
86°F). [See USP Controlled Room Temperature]

Do not freeze or expose to excessive heat. Do not use if precipitate has formed or if
container seals have been damaged.

Manufactured for:

Vantive US Healthcare LLC
One Baxter Parkway
Deerfield, lllinois 60015

07-19-00-8247

Vantive, Phoxillum and PrismaSol are trademarks of Vantive Health Inc., or its
subsidiaries

Package/Label Display Panel



Mixing steps:
SQUEEZE TOP corners to break seal

Squeeze BAG SIDES to fully open seal

MDC# 24571-108-06
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Rx only Replacement Solution for Continuous Renal Replacement Therapy
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After reconstitution, A + B "E

Calcium Magnesium Sodium Chloride Lactate Bicarbonate Potassium Dextrose g

ca™ Mg Na™ cr C,HO,” HCO” K =

mmolll 125 073 140 1090 30 12 0 55 E

mEg/L 23 15 140 109.0 30 12 {100 mgidL} “xn

Theoretical csmaolarity: 292 mOsmiL pH: 7.0-8.35 g

Mix both compartments before use. Do mot freeze or expose to excessive heat E

See packape nsart for dosage information and A= s0on as the ovenwrap is removed, the recon- =

further instructions. stitution of compartments A and B should be done =2

Stenle and free from bacterial endotoxins. and the reconstituted solution should be used im- "f

Corfirm the integrity of the packaging. Use only if | mediately. After removal of the overwrap, the solu- 2

solution is cear. For single use only. tion s stable for 24 hours inciuding the duration of =

DISCARD ANY UNUSED SOLUTION, the treatment. Mix additives BEFORE connecting 2

Sore at +20°C to +25°C (+68°F to +77°F) ax- _'Q‘!E bag to the extracomporeal circuit. (See nsert =

cursions permittsd to +15°C to +30°C (+50°F to .w':urﬂ'harlnfnﬂna‘hn-u\néxThmm:smm =z
+85°F). [Ses USP Controfiad room Temperature | with natural rubber 7

5000 m L EAN-14: 07332414091613 pProduct no: 110240
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Manufaciurad for

Vanive US Healthcara LLC
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Mixing steps
® SQUEEZE TOPcorners to break seal
@Squeeze BAG SIDESto fully open seal

Barcode
NDC# 24571-108-06

oK+
mEq/L



2.5 Ca 2+
mEq/L

PrismaSol BGKO0/2.5

Rx only

Barcode

Replacement Solution for Continuous Renal Replacement Therapy

Before reconstitution each 1000 mL A B
contains (g)

Calcium chloride « 2H 70 3.68

Magnesium chloride « 6H 0 3.05

Dextrose anhydrous 20.0

(as dextrose monohydrate) 22.0

Sodium chloride 6.46
Lactic acid 5.40

Sodium bicarbonate 3.09

W ater for injections q.s, Carbon dioxide for pH adjustment

A
250 mL

B
4750 mL

After reconstitution, A + B
CalciumMagnesium Sodium Chloride Lactate Bicarbonate PotassiumDextrose

Ca?2t Mg 2+ Na + Cl- C3H HCO 3- K+
50 3°
mmol/L 1.25 0.75 140 109.0 3.0 32 o 5.5
mEq/L 2.5 1.5 140 109.0 3.0 32 o (100
mg/dL)

e Theoretical osmolarity: 292 mOsm/L pH: 7.0 - 8.5
Mix both compartments before use. Do not freeze or expose to excessive
See package insert for dosage information and heat.
further instructions. As soon as the overwrap is removed, the
Sterile and free from bacterial endotoxins. reconstitution
Confirm the integrity of the packaging. Use of compartments A and B should be
only if done
solution is clear. For single use only. and the reconstituted solution should be
DISCARD ANY UNUSED SOLUTION. used immediately.
Store at +20°C to +25°C (+68°F to +77°F); After removal of the overwrap, the
excursions solution
permitted to +15°C to +30°C (+59°F to is stable for 24 hours including the
+86°F). [See USP Controlled room duration of
Temperature.] the treatment. Mix additives BEFORE

connecting

this bag to the extracorporeal circuit.

(See insert

for further information.) This product is



not made
with natural rubber latex.

5000 mL
EAN-14: 07332414091613
Product # 110240

VANTIVE Logo

Batch No. and expiry date are printed on the back of the bag.
Manufactured for:

Vantive US Healthcare LLC

Deerfield IL 60015 USA

Made in Italy

REPLACEMENT
Solution for Continuous Renal Replacement Therapy

07-25-00-5278



Mixing steps:

SQUEEZE TOP comers to break seal

Squeeze BAG SIDES to fully open seal

NDC# 24571-105-06

[ ]

2.5Ca”

mEgL

PrismaSol BGK4/2.5

Rx only Replacament Solution for Continuows Renal Replacement Tharapy
E Bafore reconatitotion each 1000 mL containg (9) | A B A
Caksum chiorkle « 2 H,O 3.68 250 mL
Wagnesium chionde « 6 0,0 305
Dextross anhymrous 200 B
{85 dextrose monohyarads) 220
Sodium chione £as | (4750 mL
Priassium chionde D.314
Lachic acid 5.40
Sodhim Dicartonate 308
Waler fol Ijeciont ge, Carbon diowoe for ph adjustment
After reconsitutlon, A + B
Calclum Magnesium Sodlum Chioride Lactste Bicarbonate Potsssium Dexfrose
ca” [ Ha" cl C,H,0," HCD, K
mmoll. 125 075 40 130 30 32 [T 55
mEgL 25 15 [T 30 32 40 {100 mgidl)
Theorstical cemolariy: 300 mOsmiL pH: T.O—E5
Wil bokh befors use. Do nct Traaze or expose 10 excesshe heat.

Sea package Insert for dosage Information and
futhes Insictions.

Sterfle and fres from bactena andolyns.
Confirm the Inegrtty of he packaging. Use only If
solution [s clear For single se only.

DISCARD ANY UNUSED SOLUTION
Store 3t +#20°C 10 425°C [(+65°F 0 +77°F); &t
CUrEIONS permitied o +15°C o #30°C (+52°F to
+36°F). [See USP Confrolied mom Temperature |

AE 5007 35 the IWErATAP I removed, the recon-
stifution af compartments A and B shouid be done
and the reconsiiuted soiutkon showd be used Im-

. After remaval of the overwrap, e sl
Hon ks stabie Tor 24 Nours induding the duration of
the treaiment. Mix additives BEFORE conneacting
this biag to e extracorporeal circult. [See insert
fior e Ifammation. | This product is not mae
With natural rubber atex

5000 mL

EAN-14 073324 14051637
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Dieerfishd, IL 50015 L3~
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Made in kafy

Mixing steps

® SQUEEZE TOPcorners to break seal
@Squeeze BAG SIDESto fully open seal

Barcode
NDC# 24571-105-06

4K +
mEq/L

2.5 Ca 2+
mEq/L

PrismaSol BGK4/2.5
Rx only

REPLACEMEN

Solution for Continuous Renal Replacement Therapy

072500 5280



Barcode
Replacement Solution for Continuous Renal Replacement Therapy

Before reconstitution each 1000 mL A B
contains (g)

Calcium chloride « 2H ,0 3.68

Magnesium chloride *« 6H 50 3.05

Dextrose anhydrous 20.0

(as dextrose monohydrate) 22.0

Sodium chloride 6.46
Potassium chloride 0.314
Lactic acid 5.40

Sodium bicarbonate 3.09

W ater for injections q.s, Carbon dioxide for pH adjustment

A
250 mL

B
4750 mL

After reconstitution, A + B
CalciumMagnesium Sodium Chloride Lactate Bicarbonate PotassiumDextrose

Ca 2+ Mg 2+ Na + Cl- C 3H HCO j3- K+
50 3°
mmol/L 1.25 0.75 140 113.0 3.0 32 4.0 5.5
mEq/L 2.5 1.5 140 113.0 3.0 32 4.0 (100
mg/dL)
¢ Theoretical osmolarity: 300 mOsm/L pH: 7.0 - 8.5
Mix both compartments before use. Do not freeze or expose to excessive
See package insert for dosage information and heat.
further instructions. As soon as the overwrap is removed, the
Sterile and free from bacterial endotoxins. reconstitution
Confirm the integrity of the packaging. Use of compartments A and B should be
only if done
solution is clear. For single use only. and the reconstituted solution should be
DISCARD ANY UNUSED SOLUTION. used immediately.
Store at +20°C to +25°C (+68°F to +77°F); After removal of the overwrap, the
excursions solution
permitted to +15°C to +30°C (+59°F to is stable for 24 hours including the
+86°F). [See USP Controlled room duration of
Temperature.] the treatment. Mix additives BEFORE
connecting
this bag to the extracorporeal circuit.
(See insert
for further information.) This product is
not made

with natural rubber latex.

5000 mL



EAN-14: 07332414091637
Product # 110242

VANTIVE Logo

Batch No. and expiry date are printed on the back of the bag.
Manufactured for:

Vantive US Healthcare LLC

Deerfield IL 60015 USA

Made in Italy

REPLACEMENT
Solution for Continuous Renal Replacement Therapy
07-25-00-5280



Mixing steps:

SQUEEZE TOP corners to break seal

Squeeze BAG SIDES to fully open seal

MDC# 24571-103-06

3.5Ca*

mEgiL

PrismaSol BGK2/3.5

Rx only

Replacement Solution for Continuous Renal Replacement Therapy

&

Before reconstitution each 1000 mL contains {g)| A B A
Calcium chloride - 2 H,0 5.15 250 mL
Magnesium chloride - § H.O 202

Dextrose anhydrous 2000 E
(as dexfrose monohydrate) 220

Sodium chiorde Faa | [4750 mL
Potassim chioride 0157

Lactic acid 540

Saodium bicarbonate 309

Water for injections gs, Carbon disxide for pH adjustrent

After reconstitution, A + B

Calcium Magnesium Sodivm Chloride Lactate Bicarbonate Potassium Dextrose

ca Mg® Na" Cf  CHO, HCO, K
mmoll. 175 05 140 M5 30 7] 20 55
mEgl 25 10 140 M5 30 32 20 {100 mgidl}

Theoretical osmolarity: 296 mOsmiL pH: 7.0-8.3

Mix both compartments before use.

Siee package insert for dosage information and
further instructions.

Sterde and free from bacterial endoboxins.
Caorfirm the integrity of the packaging. Use only if
solution is clear. For single use only.
DISCARD ANY UNUSED SOLUTIOM.

Store at +20°C to +25°C (+68°F to +77°F) ex-
cursions pemitted o +15°C to +30°C (+58°F to
+85°F). [Ses USP Controfied room Termperature ]

Do not freeze or expose o excessive heat.

A= soom as the ovenarap is removed, the recon-
stitution of compartments A and B should be done
and the reconstiuted solution should be used im-
mediatety After removal of the overwrap, the sofu-
fion is stable for 24 hours inchuding the durstion of
the treatment. Mix additives BEFORE connecting
this bag to the extracorporeal circuit. (See insent
fior further information. } This product is not made
with natural rubber latex.

5000 mL

EAN-14: 07332414001 644

prouctno: 110243

Batch Mo, and apiry date ane prnted on the back of the bag.

Manufacturad for
Vanitve LS Healthcare LLC
Deeffeld, IL 50015 USA

Wantive

Made In ity

Mixing steps

® SQUEEZE TOPcorners to break seal
@Squeeze BAG SIDESto fully open seal

Barcode
NDC# 24571-103-06

2K +

REPLACEMEN

Solution for Continuous Renal Replacement Therapy

-5 0 5080



mEq/L

3.5 Ca 2t
mEq/L

PrismaSol BGK2/3.5
Rx only
Barcode

Replacement Solution for Continuous Renal Replacement Therapy

Before reconstitution each 1000 mL
contains (g)

Calcium chloride « 2H 0
Magnesium chloride *« 6H 50
Dextrose anhydrous

(as dextrose monohydrate)
Sodium chloride

Potassium chloride

Lactic acid

Sodium bicarbonate

A B
5.15
2.03
20.0
22.0
6.46
0.157
5.40
3.09

W ater for injections q.s, Carbon dioxide for pH adjustment

Rx only
A
250 mL

B
4750 mL

After reconstitution, A + B

CalciumMagnesium Sodium Chloride Lactate Bicarbonate PotassiumDextrose

Ca 2% Mg 2+ Na * Cl-
mmol/L 1.75 0.5 140 111.5
mEq/L 3.5 1.0 140 111.5

C 3H HCO 3- Kt

50 3°

3.0 32 2.0 5.5

3.0 32 2.0 (100
mg/dL)

¢ Theoretical osmolarity: 296 mOsm/L pH: 7.0 - 8.5

Mix both compartments before use.

Do not freeze or expose to excessive

See package insert for dosage information and heat.

further instructions.

Sterile and free from bacterial endotoxins.
Confirm the integrity of the packaging. Use
only if

solution is clear. For single use only.
DISCARD ANY UNUSED SOLUTION.

Store at +20°C to +25°C (+68°F to +77°F);
excursions

permitted to +15°C to +30°C (+59°F to
+86°F). [See USP Controlled room
Temperature.]

As soon as the overwrap is removed, the
reconstitution

of compartments A and B should be
done

and the reconstituted solution should be
used immediately.

After removal of the overwrap, the
solution

is stable for 24 hours including the
duration of

the treatment. Mix additives BEFORE
connecting

this bag to the extracorporeal circuit.



(See insert

for further information.) This product is
not made

with natural rubber latex.

5000 mL
EAN-14: 07332414091644
Product # 110243

VANTIVE Logo

Batch No. and expiry date are printed on the back of the bag.
Manufactured for:

Vantive US Healthcare LLC

Deerfield IL 60015 USA

Made in Italy

REPLACEMENT
Solution for Continuous Renal Replacement Therapy
07-25-00-5281



Mixing steps:

SQUEEZE TOP corners to break seal

Squeeze BAG SIDES to fully open seal

MDC# 24571-102-06

2K*
mEg/L

0Ca*

mEg/L

PrismaSol BGK2/0

Rx only Replacement Solution for Continuous Renal Replacement Therapy

L Before reconstitution each 1000 mL contains (g A B A
Magnesiam chioride - 8 H,O 203 250 miL
Drextrose anhydrous 20.0
(as dextrose monohydrate) 220 B

u Sodium chloride 645
Patassium chionde miar | 4750 mL
Lactic acid 540
Sodium bicarbonate 3.02
Water for injections gs, Carbon dicxide for pH adjustment

After reconstitution, A + B

Calcium Magnesium Sodium Chloride Lactate Bicarbonate Potassium Dextrose

Ca®" Mg Na” €r  CHO0,~ HCO. K
mmolll. © 05 140 @0 30 EF] 20 55
mEgL O 10 140 1080 30 12 20 (100 mgidl)

Theoretical csmolarity: 221 mOsmiL pH: 7.0-8.35

Mix both compartments before use.

Ses packape nsert for dosage infomation and
further instuctions.

Stenle and free from bacterial endotoxins.
Confirm the integrity of the packaging. Uise only i
solution is clear. For single use only.

DISCARD ANY UNUSED SOLUTIOM,

Store at +20°C to +25°C (+68°F to +77F) ex-
cursions pemitied fo +15°C to +30°C [(+58°F to
+85°F). [Ses USP Controfiad room Temperature |

Do mot freeze or expose to excessive heat

A= spom as the ovenarap is removed, the recon-
stitution of compartments A and B should be done
and the reconstituted solution should be used im-
mediately. After removal of the overwrap, the solu-
ton 5 stable for 24 hours inchuding the duration of
fhe treatment. Mix additives BEFORE connecting
this bag to the extracomoreal circuit. (See insert
fior further information. ) This product is not made
with natural nubber latex.

5000 mL

EAN-14: 07332414051 651

Batoh M. and expiry dale 30e printae on the back of the Dag.

Manufacturad for
Vanive US Healthcara LLC
Deerleld, IL 500135 USA

Wantive

Made in ialy

Mixing steps

@ SQUEEZE TOPcorners to break seal
@Squeeze BAG SIDESto fully open seal

Barcode
NDC# 24571-102-06

2K +
mEq/L

product no: 110244

REPLACEMENT

Solution for Continuous Renal Replacement Therapy

O7-F5- 00 582



0Ca 2+
mEq/L

PrismaSol BGK2/0
Rx only
Barcode

Replacement Solution for Continuous Renal Replacement Therapy

Before reconstitution each 1000 mL
contains (g)

Magnesium chloride ¢« 6H >0

Dextrose anhydrous

(as dextrose monohydrate)

Sodium chloride

Potassium chloride

Lactic acid

Sodium bicarbonate

A B
2.03
20.0
22.0
6.46
0.157
5.40
3.09

W ater for injections q.s, Carbon dioxide for pH adjustment

A
250 mL

B
4750 mL

After reconstitution, A + B

Calcium Magnesium Sodium Chloride Lactate BicarbonatePotassiumDextrose

Ca 2% Mg 2+ Na * Cl-
mmol/L 0 0.5 140
mEg/L 0 1.0 140

108.0
108.0

C3Hs0 HCO 53 K+
5
3.0 32 2.0 5.5
3.0 32 2.0 (100
mg/dL)

e Theoretical osmolarity: 291 mOsm/L pH: 7.0 - 8.5

Mix both compartments before use.

Do not freeze or expose to excessive

See package insert for dosage information and heat.

further instructions.

Sterile and free from bacterial endotoxins.
Confirm the integrity of the packaging. Use
only if

solution is clear. For single use only.
DISCARD ANY UNUSED SOLUTION.

Store at +20°C to +25°C (+68°F to +77°F);

excursions

permitted to +15°C to +30°C (+59°F to
+86°F). [See USP Controlled room
Temperature.]

As soon as the overwrap is removed, the
reconstitution

of compartments A and B should be
done

and the reconstituted solution should be
used immediately.

After removal of the overwrap, the
solution

is stable for 24 hours including the
duration of

the treatment. Mix additives BEFORE
connecting

this bag to the extracorporeal circuit.
(See insert

for further information.) This product is



not made
with natural rubber latex.

5000 mL
EAN-14: 07332414091651
Product # 110244

VANTIVE Logo

Batch No. and expiry date are printed on the back of the bag.
Manufactured for:

Vantive US Healthcare LLC

Deerfield IL 60015 USA

Made in Italy

REPLACEMENT
Solution for Continuous Renal Replacement Therapy

07-25-00-5282



Mixing steps:

SQUEEZE TOP corners to break seal

Squeeze BAG SIDES to fully open seal

MDC#

4K”
mEg/L

Bicarbonate 22

24571-111-06

PrismaSol B22GK4/0 +

Rx only Replacement Solution for Continuous Renal Replacement Therapy
Before reconstitution each 1000 mL contains {g) | A B A
: Magnesium chlonde « 6 H.0 105 250 mL
mm | Dextrose anhydrous 20.0
(a5 dextrose monohydrate) 220 B
Sodium chioride 7.07
m [Fotazsium chionds oA |4750 mL
B 1T achic acd 540
= Sodum bicabonate 23
Water for injections gs, Carbon dioxide for pH adjestment

After reconstitution, A + B

Calcium Magnesium Sodium  Chloride

Lactate Bicarbonate Potassium Dextrose

See packape nsert for dosage infomation and
further instuctions.

Sterle and free from bacterial endobowins.
Confirm the integrity of the packaging. Use only i
solution is clear. For single use only.

DISCARD ANY UNUSED SOLUTIOM.

Store at +20°C to +25°C (+68°F to +77F) ex-
cursions pemitied to +15°C to +30°C (+58°F to
+85°F). [Ses LUSP Controfied room Temperature |

ca™ Mg Na™ cr C,HO,”  HCO, K
mmoll O 073 140 1205 30 2 40 55
mEg/L 1] 13 140 1205 30 2 40 (100 mgidl)
Theoretical esmolarity: 296 mOsmiL pH: T.0-835
Mix both compartments before use. Do mot freeze or expose to excessive heat.

A= soom as the ovenarap is removed, the recon-
stitution of compartments A and B should be done
and the reconstiuted solution should be used im-
mediatehy. After removal of the overwrap, the sofu-
ton is stable for 24 hours inchuding the duration of
the treatment. Mix additives BEFORE connecting
this bag to the extracorporeal drcuit. (See nsert
fior further information. ) This product is not made
with natural rubber latex.

5000 mL

EAN-14: 07332414 116781

Balon Mo. ang expary dale afe printad on the back of Me Dag.

Manufacturad for

Deerield, IL 5001
Made In ialy

YWantive

Vanive US Healthcara LLC

5 USA

Product no: 115001

Mixing steps

@® SQUEEZE TOPcorners to break seal
@Squeeze BAG SIDESto fully open seal

Barcode

NDC# 24571-111-06

4K *
mEaq/L

REPLACEMEN

Solution for Continuous Renal Replacement Therapy

OT-F 00585



Bicarbonate 22

0Ca 2+
mEq/L

PrismaSol B22GK4/0

Rx only

Barcode

Replacement Solution for Continuous Renal Replacement Therapy

Before reconstitution each 1000 mL A B
contains (g)

Magnesium chloride *« 6H 50 3.05

Dextrose anhydrous 20.0

(as dextrose monohydrate) 22.0

Sodium chloride 7.07
Potassium chloride 0.314
Lactic acid 5.40

Sodium bicarbonate 2.21

W ater for injections g.s, Carbon dioxide for pH adjustment

A
250 mL

B
4750 mL

After reconstitution, A + B
CalciumMagnesium Sodium Chloride Lactate Bicarbonate PotassiumDextrose

Ca 2+ Mg 2+ Na + Cl- C 3H HCO j3- K*
50 3°
mmol/L O 0.75 140 120.5 3.0 22 4.0 5.5
mEq/L o 1.5 140 120.5 3.0 22 4.0 (100
mg/dL)
¢ Theoretical osmolarity: 296 mOsm/L pH: 7.0 - 8.5
Mix both compartments before use. Do not freeze or expose to excessive
See package insert for dosage information and heat.
further instructions. As soon as the overwrap is removed, the
Sterile and free from bacterial endotoxins. reconstitution
Confirm the integrity of the packaging. Use of compartments A and B should be
only if done
solution is clear. For single use only. and the reconstituted solution should be
DISCARD ANY UNUSED SOLUTION. used immediately.
Store at +20°C to +25°C (+68°F to +77°F); After removal of the overwrap, the
excursions solution
permitted to +15°C to +30°C (+59°F to is stable for 24 hours including the
+86°F). [See USP Controlled room duration of
Temperature.] the treatment. Mix additives BEFORE
connecting

this bag to the extracorporeal circuit.
(See insert



for further information.) This product is
not made
with natural rubber latex.

5000 mL
EAN-14: 07332414116781
Product # 115001

VANTIVE Logo

Batch No. and expiry date are printed on the back of the bag.
Manufactured for:

Vantive US Healthcare LLC

Deerfield IL 60015 USA

Made in Italy

REPLACEMENT
Solution for Continuous Renal Replacement Therapy

07-25-00-5285



Mixing steps:

SQUEEZE TOP corners to break seal

Squeeze BAG SIDES to fully open seal

MDC#

71-113-06

245

PrismaSol BK0/0/1.2 +

Rx only Replacement Solution for Continuous Renal Replacement Therapy

Before reconstitution each 1000 mL contains (g)] A B A

: Magnesium chloride - & H,0 244 250 mL
Sodum chioride .46
Lactic acid 540 E
Sodium bicarbonate a0e
Water for injecbons gs, Carbon dioxide for pH adpustment 4750 mL

]

After reconstitution, A+ B

Calcium Magnesium Sodium Chloride

Lactate Bicarbonate Potassium Dextrose

Ses package insert for dosage information and
further instructions.

Sterie and free from bacterial endoboudns.
Confirm the integrity of the packaging. Use only if
solution is clear. For single wse onfy.

DISCARD ANY UNUSED SOLUTION

Store at +20°C to +25°C (+08°F to +77°F); ex-
cursions permitted to +15°C to +30°C (#58°F 1o
+86°F). [See USP Controfied room Temperature.]

ca™ Mg Na™ o CHO~ HCOS K
mmolll. 0 06 140 1062 30 a2 [1] [1]
mEgiL L] 12 140 1062 30 a2 0 {0 mgidL)
Theoretical osmeolarity: 282 mOsmil pH:T.0-835
Mix both compartments before use. Dio nick freeze or expose o excessive heat.

As soon as the ovenarap is removed, the recon-
stitution of compartments A and B should be done
and the reconsiituted solution should be used im-
mediately. After removal of the overwrap, the solu-
fion is stable for 24 hours including fhe duration of
the treatment. Mix additives BEFORE connecting
this bag to the extracorporeal circuit. (See insert
for further information. ) This product is not made
with natural rubber latex.

5000 mL

EAN-14: 073324140:91309

Batch No. and expiry date are printed on the back of the bag.

Manutactured for

Deerfieid, IL 6001
Mate In Haly

Wantive

Wanive US Healthcare LLC

5 USA

product wo: 110239

Mixing steps
® SQUEEZE TOPcorners to break seal
@Squeeze BAG SIDESto fully open seal

Barcode

NDC# 24571-113-06

oK +
mEq/L

EPLACEMEN

Solution for Continuous Renal Replacement Therapy

OF-28-00.827T7



0Ca 2+
mEq/L

PrismaSol BK0/0/1.2

Rx only

Barcode

Replacement Solution for Continuous Renal Replacement Therapy

Before reconstitution each 1000 mL A B
contains (g)

Magnesium chloride ¢« 6H 50 2.44

Sodium chloride 6.46
Lactic acid 5.40

Sodium bicarbonate 3.09

W ater for injections g.s, Carbon dioxide for pH adjustment

A
250 mL

B
4750 mL

After reconstitution, A + B
CalciumMagnesium Sodium Chloride Lactate Bicarbonate PotassiumDextrose

Ca 2+ Mg 2+ Na + Cl- C 3H HCO j3- K+
50 3°
mmol/L O 0.6 140 106.2 3.0 32 o 0
mEq/L 0 1.2 140 106.2 3.0 32 o (0
mg/dL)
¢ Theoretical osmolarity: 282 mOsm/L pH: 7.0 - 8.5
Mix both compartments before use. Do not freeze or expose to excessive
See package insert for dosage information and heat.
further instructions. As soon as the overwrap is removed, the
Sterile and free from bacterial endotoxins. reconstitution
Confirm the integrity of the packaging. Use of compartments A and B should be
only if done
solution is clear. For single use only. and the reconstituted solution should be
DISCARD ANY UNUSED SOLUTION. used immediately.
Store at +20°C to +25°C (+68°F to +77°F); After removal of the overwrap, the
excursions solution
permitted to +15°C to +30°C (+59°F to is stable for 24 hours including the
+86°F). [See USP Controlled room duration of
Temperature.] the treatment. Mix additives BEFORE
connecting
this bag to the extracorporeal circuit.
(See insert
for further information.) This product is
not made

with natural rubber latex.



5000 mL
EAN-14: 07332414091309
Product # 110239

VANTIVE Logo

Batch No. and expiry date are printed on the back of the bag.
Manufactured for:

Vantive US Healthcare LLC

Deerfield IL 60015 USA

Made in Italy

REPLACEMENT
Solution for Continuous Renal Replacement Therapy

07-25-00-5277



Mixing steps:

SQUEEZE TOP corners to break seal

Squeeze BAG SIDES to fully open seal

MDC# 24571-114-06

0Ca*

mEqg/L

PrismaSol BGK4/0/1 2+

Rx only Replacement Solution for Continuous Renal Replacement Therapy
Before reconstitution each 1000 mL contains {g) A B A
. Magnesium chlonde - 6 H.O 244 250 miL
m | Dexirose anhydrous 20.0
(25 dexfrose monohydrate) 220 B
Sadium chloride .46
Potassium chioride o2 | [4750 mL
B [ actic acd 540
= [Sodium bicarhonate 308
Water for ingections gs, Carbon dicedde for pH adjustment

After reconstitution, A + B

Calcium Magnesium Sodium Chloride Lactate Bicarbonate Potassium Dextrose

ca® (TR ™ Cr CHO, HCO K
mmoll 1§ 08 140 M0z 30 EF] 1) 55
mEgl O 12 140 Ho2z 30 32 40 (100 mpidl)

Theoretical osmolarity: 225 mOsmiL pH: 7.0-8.35

Mix both compartments before use.

Siee package insert for dosage information and
further instructions.

Sterde and free from bacterial endoboins.
Caonfirm the integrity of the packaging. Use only if
solution is clear. For single use only.
DISCARD ANY UNUSED SOLUTIOM.

Store at +20°C to +25°C (+68°F to +77°F ex-
cursions pemmitted to +#15°C to +30°C (+58°F to
+85°F). [Ses USP Controfizd rocm Termperature |

Diovmot freeze or expose o excessive heat.

A= spom a5 the ovenarap is emoved, the recon-
stitution of compartments A and B should be done
and the reconstiuted solution should be used im-
mediately. After removal of the overwrap, the solu-
tion i stable for 24 hours inchuding the duration of
the treatment. Mix additives BEFORE connecting
this bag to the extracomporeal circuit. (See insert
fior further information. } This product is not made
with natural rubber latex.

5000 mL

EAN-14: 07332414004 620

productho: 110241

Batch No. and expiry date are printed on tha back of the bag.

Manufacturad for
Waniive U5 Healthcare LLC
Deermeld, IL 500135 USA

YWantive

Made In ity

Mixing steps

@® SQUEEZE TOPcorners to break seal
@Squeeze BAG SIDESto fully open seal

Barcode
NDC# 24571-114-06

4K +

REPLACEMEN

Solution for Continuous Renal Replacement Therapy

OT-25 005G



mEq/L

0Ca 2+
mEq/L

PrismaSol BGK4/0/1.2

Rx only

Barcode

Replacement Solution for Continuous Renal Replacement Therapy

Before reconstitution each 1000 mL A B
contains (g)

Magnesium chloride ¢« 6H 50 2.44

Dextrose anhydrous 20.0

(as dextrose monohydrate) 22.0

Sodium chloride 6.46
Potassium chloride 0.314
Lactic acid 5.40

Sodium bicarbonate 3.09

W ater for injections q.s, Carbon dioxide for pH adjustment

A
250 mL

B
4750 mL

After reconstitution, A + B
CalciumMagnesium Sodium Chloride Lactate Bicarbonate PotassiumDextrose

Ca2t Mg 2+ Nat+t CI- C3H HCO 3- K+
50 3°
mmol/L O 0.6 140 110.2 3.0 32 4.0 5.5
mEq/L 0 1.2 140 110.2 3.0 32 4.0 (100
mg/dL)
¢ Theoretical osmolarity: 295 mOsm/L pH: 7.0 - 8.5
Mix both compartments before use. Do not freeze or expose to excessive
See package insert for dosage information and heat.
further instructions. As soon as the overwrap is removed, the
Sterile and free from bacterial endotoxins. reconstitution
Confirm the integrity of the packaging. Use of compartments A and B should be
only if done
solution is clear. For single use only. and the reconstituted solution should be
DISCARD ANY UNUSED SOLUTION. used immediately.
Store at +20°C to +25°C (+68°F to +77°F); After removal of the overwrap, the
excursions solution
permitted to +15°C to +30°C (+59°F to is stable for 24 hours including the
+86°F). [See USP Controlled room duration of
Temperature.] the treatment. Mix additives BEFORE
connecting

this bag to the extracorporeal circuit.
(See insert



for further information.) This product is
not made
with natural rubber latex.

5000 mL
EAN-14: 07332414091620
Product # 110241

VANTIVE Logo

Batch No. and expiry date are printed on the back of the bag.
Manufactured for:

Vantive US Healthcare LLC

Deerfield IL 60015 USA

Made in Italy

REPLACEMENT
Solution for Continuous Renal Replacement Therapy

07-25-00-5279



Mixing steps

SQUEEZE TOP corners to break seal

Squeeze BAG SIDES to fully open seal

NDC# 24571-116-06

1 Phosphate ||2.5 Ca”

mmol/L mEq/L

Phoxillum BK4/2.5

Replacement Solution for Continuous Renal Replacement Therapy

Before reconstitution, each 1000 mL contains [g): A B Rx only
Calchm chionde - 2H,0 3.68

Magnesium chioride - 6H_O 305 A
Sodium chioride 6.34 250 mL
Potassium chloride 0.314

Sodium bicarbonate am B
Dibasic sodium phosphate - 2H.O 0.187 AT50 miL
Water for injections q.5

After reconstitution, A+ B

Calcium Magnesium  Sodium Chloride Bicarbonate Potassium Phosphate Dextrose

Ca™ Mg™ Ha* cr HCO,~ K HPO >
mmolll  1.25 0.75 140 114.5 32 4.0 1 [1]
mEglL. 235 135 140 1145 32 4.0 {1 mmolfL) (0 mgidL)
Theoretical osmaolarity: 294 mOsmiL pH: T0-835

Mix both compartments before use.

Siee package insert for dosage information and further instructions. Sterile and free from bacterial endotoxins
Caonfirm the integrity of the packaging. Use only if solution is clear. For single use only. DISCARD ANY LIN-
USED SOLUTION. Store at +20°C to +25°C (+63°F to +77°F); excursions permitted to +15°C to +30°C {+50°F
to +85°F). [See LSP Controlled Room Temperature]. Do not freeze or expose o excessive heat As soon as the
overwrap is removed, the reconstitution of compartments 4 and B should be done and the reconstituted solution
should be used immediately. After remowval of the ovenwrap, the solution is stable for 24 hours including the du-
ration of the treatment. Mix additives BEFORE connecting this bag o the extracorporeal circuit. (See insert for
further information. } This product is not made with natural rubber latex. Carbon dioxide and diluted hydrochlonic
acid added for pH adjustment.

5000 mL EAN-14: 0T332414116040 Product 114905

Batch Mo. and expiry date are printed on the
back of the bag

Manufactured for:

Vantive US Healthcare LLC

- Deerfield, IL 80015 USA
Yantive Decsaeh B oA

Mixing steps
® SQUEEZE TOPcorners to break seal

@Squeeze BAG SIDESto fully open seal
Compartment B

Barcode
NDC# 24571-116-06

REPLACEMENT

7
i
i
on
B
5

Compartment

Solution for Continuous Renal Replacement Therapy



4K +
mEq/L

1 Phosphate
mmol/L

2.5 Ca 2+
mEq/L

Phoxillum BK4/2.5
Replacement Solution for Continuous Renal Replacement Therapy

Before reconstitution, each 1000 mL contains A B
(9):

Calcium chloride « 2H 0 3.68

Magnesium chloride « 6H 0 3.05

Sodium chloride 6.34
Potassium chloride 0.314
Sodium bicarbonate 3.09
Dibasic sodium phosphate « 2H ;0 0.187

W ater for injections q.s

Rx only
A
250 mL

B
4750 mL

After reconstitution, A + B

Calcium Magnesium Sodium Chloride Bicarbonate PotassiumPhosphateDextrose

Ca2t  Mg?2t Na *+ Cl- HCO 3 K+ HPO 42
mmol/lL  1.25 0.75 140 114.5 32 4.0 1 0
mEg/L 2.5 1.5 140 114.5 32 4.0 (1 (0

mmol/L) mg/dL)

e Theoretical osmolarity: 294 mOsm/L pH: 7.0 - 8.5

Mix both compartments before use.

See package insert for dosage information and further instructions. Sterile and free
from bacterial endotoxins.

Confirm the integrity of the packaging. Use only if solution is clear. For single use only.
DISCARD ANY UN-

USED SOLUTION. Store at +20°C to +25°C (+68°F to +779F); excursions permitted to
+152C - +30°C (+59¢9F

to +862F). [See USP Controlled Room Temperature]. Do not freeze or expose to
excessive heat. As soon as the

overwrap is removed, the reconstitution of compartments A and B should be done and
the reconstituted

solution should be used immediately. After removal of the overwrap, the solution is
stable for 24 hours including the duration of the treatment. Mix additives BEFORE
connecting this bag to the extracorporeal circuit. (See insert for

further information.) This product is not made with natural rubber latex. Carbon dioxide
and diluted hydrochloric



acid added for pH adjustment.

5000 mL
EAN-14: 07332414116040
Product # 114905

VANTIVE Logo

Batch No. and expiry date are printed on the back of the bag.
Manufactured for:

Vantive US Healthcare LLC

Deerfield IL 60015 USA

Made in Italy

REPLACEMENT
Solution for Continuous Renal Replacement Therapy

07-25-00-5283



Mixing steps

SQUEEZE TOP corners to break seal

Squeeze BAG SIDES to fully open seal

MDC# 24571-117-06

Phoxillum B22K4/0

Replacement Solution for Continuous Renal Replacement Therapy

L] Before reconstitution, each 1000 mL contains {g): A B Rx only
B [ Magnesium chloride - 8H,0 105
Sodium chloride G.85 250 mL
= Fotassium chioride 0314
= Sodium bicarbonate iy | E
Dibasic sodium phosphate - ZH. O 0,187 4750 mL
Water for injections q.s

After reconstitution, A+ B

Calcium Magnesium Sodium Chloride Bicarbonate Potassium Phosphate Dextrose

Ca* Mg Na* Ccr- HCO~ L HPO >
mmoll 0 0.73 140 122.0 22 4.0 1 1]
mEgiL 0 13 140 122.0 2 4.0 {1 mmolL} {0 mygidL)
Theoretical osmolarity: 280 mOsmiL pH:TO0-835

Mix both compartments before use.

See package insert for dosage information and further instructions. Sterile and free from bacteral endotoxins
Confirm the integrity of the packaging. Use only if solution s clear. For single use only. DISCARD ANY LIN-
USED SOLUTION. Store at +20°C to +25°C (+68°F to 477 °F); excursions permitted to +15°C to +30°C (+58°F
to +B5°F). [See USP Controlled Room Temperature]. Do not freeze or expose to excessive heat. As soon as the
OWEMWTaP is removed, the reconstitution of compartments A and B should be done and the reconstibuted solution
should ke used immediately. After removal of the ovenwrap, the solution is stable for 24 hours induding the du-
ration of the treatment. Mix additves BEFORE connecting this bag to the extracorporeal circuit. (See insert for
further information.) This produect is not made with natural rubber latex. Carbon dioxide and diluted hydrochlonc

acid added for pH adjustment.

5000 mL EAN-14: 0733241416057 Productt 114906

Batch Mo. and expiry date are printed on the
back of the bag

Manufactured for:
Vantve US Healthcare LLC

H Deerfield, IL 80015 LISA
VWantive e e

Mixing steps

® SQUEEZE TOPcorners to break seal
@Squeeze BAG SIDESto fully open seal
Compartment B

Barcode
NDC# 24571-117-06

[=]

t

i REPLACEMENT

Compartment

Solution for Continuous Renal Replacement Therapy



4K *
mEq/L

0 Ca 2+
mEq/L

22 Bicarbonate
mEq/L

1 Phosphate
mmol/L

Phoxillum B22K4/0
Replacement Solution for Continuous Renal Replacement Therapy

Before reconstitution, each 1000 mL contains A B
(9):

Magnesium chloride ¢« 6H 50 3.05

Sodium chloride 6.95
Potassium chloride 0.314
Sodium bicarbonate 2.21
Dibasic sodium phosphate « 2H ;0 0.187

W ater for injections g.s

Rx only
A
250 mL

B
4750 mL

After reconstitution, A + B

Calcium Magnesium Sodium Chloride BicarbonatePotassiumPhosphateDextrose

Ca 2% Mg 2+ Na *+ Cl- HCO 53 K+ HPO 42-
mmol/L 0 0.75 140 122.0 22 4.0 1 0
mEq/L 0 1.5 140 122.0 22 4.0 (1 (]

mmol/L) mg/dL)

e Theoretical osmolarity: 290 mOsm/L pH: 7.0 - 8.5

Mix both compartments before use.

See package insert for dosage information and further instructions. Sterile and free
from bacterial endotoxins.

Confirm the integrity of the packaging. Use only if solution is clear. For single use only.
DISCARD ANY UN-

USED SOLUTION. Store at +20°C to +25°C (+68°F to +77°F); excursions permitted to
+15°C to +30°C (+59°F

to +86°F). [See USP Controlled Room Temperature]. Do not freeze or expose to
excessive heat. As soon as the

overwrap is removed, the reconstitution of compartments A and B should be done and
the reconstituted solution

should be used immediately. After removal of the overwrap, the solution is stable for 24
hours including the duration

of the treatment. Mix additives BEFORE connecting this bag to the extracorporeal
circuit. (See insert for



further information.) This product is not made with natural rubber latex. Carbon dioxide

and diluted hydrochloric
acid added for pH adjustment.

5000 mL
EAN-14: 07332414116057
Product # 114906

VANTIVE Logo

Batch No. and expiry date are printed on the back of the bag.

Manufactured for:

Vantive US Healthcare LLC
Deerfield IL 60015 USA
Made in Italy

REPLACEMENT

Solution for Continuous Renal Replacement Therapy

07-25-00-5284

HIGHLIGHTS OF PRESCRIBING INFORMATION
These highlights do not include all the
information needed to use PRISMASOL and
PHOXILLUM safely and effectively.

See full prescribing information for
PRISMASOL and PHOXILLUM.

PRISMASOL renal replacement solution
PRISMASCOL Initial U.S. Approval: 2006

PHOXILLUM renal replacement solution
PHOXILLUM Initial U.S. Approval: 2015

PRISMASOL and PHOXILLUM solutions are

indicated:

* As a replacement solution in Continuous Renal
Replacement Therapy (CRRT) and in case of
drug poisoning when CRRT is used to remove
dialyzable substances (1)

------ —DOSAGE AND ADMINISTRATIOMN —--—-—-
+ Therapy must be individualized based on the

patient's clinical condition, fluid, electrolyte,
acid-hase and glucose balance (2.2)

«  Solution must be mixed prior to use (2.2)
*  Use only with extracorporeal dialysis equipment
appropriate for CRRT (2.3)

PRISMASOL and PHOXILLUM are available

in multiple combinations of ingredients and in
multiple variations of strengths. See full Prescrib-
ing Information for detailed descriptions of each
formulation. (2, 3, 11)

—eeen —-CONTRAINDICATIONS ———-

*  Known hypersensitivities to PRISMASOL and
PHOXILLUM solutions (4)

«  Monitor hemodynamic status and fluid inputs
and outputs, potassium, phosphorus, other
electrolytes and acid-base balance. Abnormali-
fies may be corrected by the use of appropriate
formulations and dosage of PRISMASOL and
PHOXILLUM sclutions (5.1)

«  Treatment may affect glucose levels. Maonitor
blood glucose levels. Antidiabetic therapy ad-
justment or other comecfive measures may be
required during treatment (5.2)

To report SUSPECTED ADVERSE REACTIONS,
contact Vantive US Healthcare LLC at
1-855-857-0003 or FDA at 1-800-FDA-1088

or www.fda.govimedwatch

Revised: 10/2024



FULL PRESCRIBING INFORMATION: CONTENTS®

1 INDICATIONS AND USAGE 8 USE IN SPECIFIC POPULATIONS
2 DOSAGE AND ADMINISTRATION 8.1 Pregnancy
2.1 Administration Instructions 8.2 Lactation
2.2 Dosing Considerations 8.4 Pediatric Use
2.3  Preparing the Solution 85 Geriatric Use
2.4 Adding Drugs to the Solutions 11 DESCRIPTION
3 DOSAGE FORMS AND STRENGTHS 12 CLINICAL PHARMACOLOGY
4 CONTRAINDICATIONS 12.1 Mechanism of Action
5 WARNINGS AND PRECAUTIONS 12.3 Pharmacokinetics
5.1 Electrolyte and Volume 16 HOW SUPPLIED/STORAGE AND
Abnormalities HANDLING
5.2 Blood Glucose Abnormalities
B ADVERSE REACTIONS *Sections or subsections omitted from the full
[ DRUG INTERACTIONS prescribing information are not listed.
7.1 Citrate

p— YWantive

FULL PRESCRIBING INFORMATION

1 INDICATIONS AND USAGE

PRISMASOL and PHOXILLUM solutions are indicated in pediatric and adult patients for use as a replace-
ment solution in Continuous Renal Replacement Therapy (CRRT) to replace plasma volume removed by

ultrafiltration and to correct electrolyte and acid-base imbalances. They may also be used in case of drug
poisoning when CRRT is used to remove dialyzable substances.

2 DOSAGE AND ADMINISTRATION

2.1 Administration Instructions

Visually inspect PRISMASOL and PHOXILLUM for particulate matter and discoloration prior to adminis-
tration.

Administration should only be under the direction of a physician competent in intensive care treatment
including CRRT. Use only with extracorporeal dialysis equipment appropriate for CRRT.

The prepared solution is for single patient use only.

Aseptic technigque should be used throughout administration to the patient.

Discard any unused solution.

2.2 Dosing Considerations
PRISMASOL replacement solutions contain 4 different combinations of active ingredients (7 different
products with varying ingredient amounts). PHOXILLUM replacement solutions contain 2 different com-
hinations of active ingredients (2 different products with varying ingredient amounts). PRISMASOL and
PHOXILLUM are supplied in a two-compartment bag that must be mixed immediately prior to use
[see Dosage and Administration {2.3)]:

« Small compartment A (250 mL) containing an electrolyte solution, and

« Large compariment B (4750 mL) containing the buffer solution.
See Table 1 for the concentrations of the active ingredients (after mixing) in these 9 different replacement
solutions (total volume is 5 Liters).



Table 1: Concentrations of Active Ingredients in the 7 PRISMASOL and 2 PHOXILLUM
Replacement Solutions after Mixing

Ca* | HCO_ | K- | Mg* | Na- | HPO* | CI- |Lactate|Dextrose|Osmolarity

mEg/L | mEglL | mEg/L | mEg/L | mEgL | mmol/L | mEg/L | mEg/L mglelL miO=m/L
PRISMASOL Replacement Solutions
BGKO2 5 25 32 0 15 140 0 109 3 100 292
BGK4/2 5 25 1z 4 15 140 0 113 3 100 300
BGK235 35 12 2 1 140 0 1115 3 100 296
BGK2/0 0 32 2 1 140 0 108 3 100 291
B22GK4/0 0 22 4 15 140 0 1205 3 100 296
BGK4/0M.2| O 32 4 12 140 0 1102 3 100 295
BKO/OM 2 ] 32 0 12 140 0 1062 3 0 282
PHOXILLUM Replacement Solutions
BK4/2 5 25 32 4 15 140 1 1145 0 0 294
B22K4/0 0 22 4 15 140 1 122 0 0 290

Ca* = calcium, HCO,” = bicarbonate, K” = potassium, Mg™ = magnesium, Na* = sodium,
HPO_* = phosphate, CI- = chloride; osmolarity is estimated




The mode of therapy, solute formulation, flow rates, and length of PRISMASOL and PHOXILLUM
replacement therapy in CRRT should he established by a physician based on the patient's clinical
condition, blood concentration of phosphate and other electrolytes, acid-base and glucose balance.
Administer either PRISMASOL or PHOXILLUM info the extracorporeal circuit:

» Before {pre-dilution) the hemofilter or hemodiafilter,
«  After (post-dilution) the hemaofilter or hemodiafilter, or
« Before and after the hemofilter or hemodiafilter.

2.3 Preparing the Solution

Use only if the overwrap is not damaged, all seals are intact, peel seal is not broken, and the solufion is
clear.

The solution may be warmed to 37°C/98_6°F prior to remaoving the overwrap to enhance patient comfort.
However, only dry heat should be used. Solutions should not he heated in water or in a microwave oven.
After heating, verify that the solution remains clear and contains no particulate matter.

The solutions are supplied in two different two-compartment bags made of polyolefin with a peel seal
separating compartment A and B (see Figure 1).

Follow the instructions below when connecting the solution bags for correct use of the access ports.

Instructions for preparing solutions supplied in a two-compartment, polyolefin bag with a peel
seal:

Figure 1

Small compartment A
Peel seal

Large compartment B

! LE | ]

In]q ion conne
{spike r:.unne:;tl:l

Luer connector



Figure 3

2

Step 2 Sqgueeze with both hands on the large compartment un-
iil the peel seal between the two compariments is entirely open.
Shake gently to mix. (See Figure 3 beside)

The solution is now ready to use and the bag can be hung on the
equipment.

3a.

Step 3 The replacement line may be connected to the bag
through either of the luer connector or the injection connector
{spike connector).

Step Ja The luer connector is a needle-less and swabbable
connector. Remove the cap with a twist and pull motion, and
connect the male luer lock on the replacement line to the female
luer receptor on the bag. (See Figure 4a beside)

Ensure that the connection is fully seated and tighten.
The connector is now open. Yerify that the fluid is flowing freely
during use.

‘When the replacement line is disconnected from the luer con-
nector, the connector will close and the flow of the solution will
stop.

Step 3b If the injection connector (spike connector) is used,
first remove the snap-off cap. Then infroduce the replacement
line spike through the swabbable rubber septum of the bag
connector. (See Figure 4b beside)

Ensure that the spike is fully inserted and verify that the fiuid is
flowing freely during use.




Figure 3
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Step 2 Sqgueeze with both hands on the large compartment un-
iil the peel seal between the two compariments is entirely open.
Shake gently to mix. (See Figure 3 beside)

The solution is now ready to use and the bag can be hung on the
equipment.

3a.

Step 3 The replacement line may be connected to the bag
through either of the luer connector or the injection connector
{spike connector).

Step Ja The luer connector is a needle-less and swabbable
connector. Remove the cap with a twist and pull motion, and
connect the male luer lock on the replacement line to the female
luer receptor on the bag. (See Figure 4a beside)

Ensure that the connection is fully seated and tighten.
The connector is now open. Yerify that the fluid is flowing freely
during use.

‘When the replacement line is disconnected from the luer con-
nector, the connector will close and the flow of the solution will
stop.

Step 3b If the injection connector (spike connector) is used,
first remove the snap-off cap. Then infroduce the replacement
line spike through the swabbable rubber septum of the bag
connector. (See Figure 4b beside)

Ensure that the spike is fully inserted and verify that the fiuid is
flowing freely during use.

2.4 Adding Drugs to the Solutions

After mixing, additional drugs may be added to the bag via injection connector (spike connector) in large
compartment B. In general, administer drugs other than phosphate through a different access line.

When introducing drugs, use aseptic technigues and mix thoroughly prior to connecting the solution bag

to the extracorporeal circuit.

Do not use if there is a color change and/or the appearance of precipitates, insoluble complexes or crys-

tals after addition of medication.




Phosphate: Up to 1.2 mmol/L of phosphate can be added to the bag as potassium phosphate or sodium
phosphate. The total potassium concentration of PRISMASOL solution should not exceed 4 mEqgiL.

Use sodium phosphate to add phosphate if the total potassium concentration in PRISMASOL solution is
4 mEqg/L.

PHOXILLUM Solutions:
Phospharte: Phosphate up to 0.2 mmoliL may be added to the solution. Use sodium phosphate if adding
phosphate to bag. The fotal phosphate concentration should not exceed 1.2 mmol/L.

3 DOSAGE FORMS AND STRENGTHS

See Table 1 for the concentrations of the active ingredients (afier mixing) in these 9 different
replacement solutions [see Dosage and Administration (2.2)].

4 CONTRAINDICATIONS

PHOXILLUM and PRISMASOL replacement solutions are contraindicated in patients with known
hypersensitivities fo these products.

5 WARNINGS AND PRECAUTIONS

5.1 Electrolyte and Volume Abnormalities

PHOXILLUM and PRISMASOL solutions can affect electrolyies and volume and may result in hyper-
kalemia or hyperphosphatemia. Monitor hemodynamic status and fluid inputs and outputs, potassium,
phosphorous, calcium, other electrolytes and acid-base balance throughout the procedure. Abnormalities
may be corrected by changing the formulation of replacement solution andfor dialysate, supplementation,
or adjusting flow rates appropriately [see Dosage and Adminisiration (2)].

PHOXILLUM replacement solutions contain hydrogen phosphate, a weak acid that may increase the risk
of metabolic acidosis.

5.2 Blood Glucose Abnormalities

The use of PRISMASOL and PHOXILLUM replacement solutions can affect blood glucose levels resulting
in hypo- or hyper-glycemia depending upon the dextrose content of the replacement solution. Monitor
hlood glucose levels regularly. Patients may require initiaticn of or modification of antidiabetic therapy or
othercorrective measures during treatment.

G ADVERSE REACTIONS

The following adverse reactions have been identified during postapproval use with these or other similar
products and therefore may occur with use of PHOXILLUM or PRISMASOL. Because these reactions are
reported voluntarily from a population of unceriain size, it is not always possible to reliably estimate their
frequency or establish a causal relationship to drug exposure.

« Metabolic acidosis

*  Hypotension

« Acid-base disorders

« Electrolyte imbalance including calcium ionized increased (reported in PRISMASOL solutions
containing calcium), hyperphosphatemia, and hypophosphatemia

* Fluid imbalance

[} DRUG INTERACTIONS

As with the use of ather replacement solutions, blood concentrations of dialyzable drugs may be reduced
by CRRT due to their removal by the hemofilter or hemodiafilter. The hlood concentrations of certain
drugs may need to be monitored and appropriate therapy implemented to correct for removal during
treatment.

7.1 Citrate
When used as an anticoagulant, citrate contributes to the overall buffer load and can reduce plasma calci-
um levels. Select the PRISMASOL/PHOXILLUM formulation{s) accordingly.



8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Eisk Summary

PRISMASOL and PHOXILLUM are pharmacologically inactive solutions. While there are no adeqguate and
well controlled studies in pregnant women, appropriate administration of PRISMASOL and PHOXILLUM
solutions with monitoring of fluid, electrolyte, acid-base and glucose balance, is not expected o cause
fetal harm. Animal reproduction studies have not heen conducted with PRISMASOL and PHOXILLUM
solutions.

The estimated background risk of major birth defects and miscarriage for the indicated population are
unknown. All pregnancies have a background risk of birth defect, loss or other adverse outcomes. In the
1.5, general population, the estimated background risk of major birth defects and miscarriage in clinically
recognized pregnancies is 2 to 4% and 15 to 20%, respectively.

Clinical Considerations
Maintenance of normal acid-base balance is important for fetal well-being.

8.2 Lactation

Risk Summary
The components of PRISMASOL and PHOXILLUM solutions are excreted in human milk. Appropriate

administration of PRISMASOL and PHOXILLUM solutions with monitoring of fluid, electrolyte, acid-base
and giucose balance, is not expected to harm a nursing infant.

8.4 Pediatric Use

Safety and effectiveness have been established based on published clinical data of CRRT replacement
solutions with compositions similar to PRISMASOL and PHOXILLUM used in adults and two hemaofilira-
tion studies in pediatric patients, including a study of newbomns to 17 years old.

8.5 Geriatric Use
The experience with PRISMASOL and PHOXILLUM solutions in geriatric patients has not identified novel
CONCemSs.

11 DESCRIPTION

PRISMASOL and PHOXILLUM sclutions are clear, sterile, free of bacterial endotoxing and contain no
hacteriostatic or anfimicrobial agents. These solutions are used in Confinuous Renal Replacement Thera-
pies (CRRT) as a replacement sclution in hemofiltration and hemodiafiltration. Depending on the product
(see Table 2), the two compartments contain:

Cailcium chloride, USP, is chemically designated calcium chloride dihydrate (CaCl, - 2H,0).
Magnesium chloride, USF, is chemically designated magnesium chloride hexahydrate (MgCL, - 6H_0).
Sodium chloride, USP, is chemically designated NaCl.

Potassium chloride, USP, is chemically designated KCI.

Sodium bicarbonate, USF, is chemically designated NaHCO,.

Dextrose, USFP, is chemically designated D-Glucose anhydrous (C,H .0, ) or D-Glucose monohydrate
(C.H, O, *HO).

Lactic acid, USF, is chemically designated CH,CH(OH)COOH.

Dibasic sodium phosphate, USP, is chemically designated as disodium hydrogen phosphate, dihydrate
(Na,HPO, = 2H,0)



Table 2: Compartment Composition (Before Mixing)

Compartment A (g/L) Compartment B {g/L)
Dextrose

Calcium [Magnesium [@nhydrous Sodium

Chioride|Chloride  [(as Lactic|Sodium [Sodium  |Potassium|Phosphate

-2H,0 |-6H0 monohydrate} |Acid |Chloridefbicarbonate|Chloride |+ 2H,0
PRISMASOL SOLUTIONS
|BGK 2.5 3.68 3.05 20 (22) 540 | 646 3.09 0 0
|BGK 4/2.5 368 305 20 (22) 540 )| G646 3.09 0.314 0
|BGK 2135 515 203 20 (22) 540 )| 646 3.09 0.157 0
|BGK 20 0 202 20 (22) 540 | 646 3.09 0.157 0
|BEEGK 4/0 0 3.05 20 (22) 540 | 707 22 0314 0
|BK 0/0/1.2 0 2.44 0 (0} 540 | 646 3.09 0 0
|BGK 4/0/1.2 0 2.44 20 (22) 540 | 6.46 3.09 0314 0
PHOXILLUM SOLUTIONS
|BK 4/2.5 3.68 3.05 0 (0 0 6.34 3.09 0314 0187
|BEEK 4/0 0 3.05 0 (D) 0 6.95 21 0.314 0187

The pH of the final solution is in the range of 7.0 to 8.5.

12  CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

PRISMASOL and PHOXILLUM solutions are pharmacologically inactive. The electrolyte concentrations in
the solutions are chosen to restore plasma levels fo clinically desired concentrations or maintain plasma
levels at the desired concentrations.

PRISMASOL and PHOXILLUM solutions are used as replacement solution to replace water and elec-
trolytes removed during hemofiltration and hemodiafiliration. Bicarbonate (or precursor lactate) in the
solution is used as an alkalinizing buffer to restore acid-base halance o a clinically desirable level.

12.3 Pharmacokinetics

The distribution of electrolytes, bicarbonate, and dextrose is determined by the patient's clinical condition,
metabolic status, and residual renal function.

The elimination and replacement of water, electrolytes and buffer depend on the patient’s elecirolyte
and acid-base balance, metaholic status, residual renal function and ongoing physiologic losses through
intestinal, respiratory and cutaneous routes.

16 HOW SUPPLIED/STORAGE AND HANDLING

PRISMASOL and PHOXILLUM solutions are supplied in a two-compartment bag made of polyolefin. The
5000 mL bag is composed of a small compartment {250 mL) and a large compariment (4750 mL). The
two compariments are separated by a peel seal.

The bag is overwrapped with a transparent overwrap. See Table 2 for the concentrations of the active
ingredients in each compartment for each product fsee Description (11)].



Container Fill Volume NDC
PRISMASOL Solutions

PRISMASOL BGK0/2.5 5000 mL 24571-108-06
PRISMASOL BGK4/2.5 5000 mL 24571-105-06
PRISMASOL BGK2/3 5 5000 mL 24571-103-06
PRISMASOL BGK2/0 5000 mL 24571-102-06
PRISMASOL B22GK4/0 5000 mL 24571-111-06
PRISMASOL BKO/D/1.2 5000 mL 24571-113-06
PRISMASOL BGK4/0/1.2 5000 mL 24571-114-06
PHOXILLUM Solutions

PHOXILLUM BK4/2 5 5000 mL 24571-116-06
PHOXILLUM B22K4/0 5000 mL 24571-117-06

Mot all formulations may be marketed.

Storage conditions

Store at 20°C to 25°C (68°F to 77°F); excursions permitted to 15°C to 30°C (59°F to 86°F). [See USSP
Controlied Room Temperature]

Do not freeze or expose to excessive heat. Do not use if precipitate has formed or if container seals have
been damaged.

Manufactured for:

Wantive US Healthcare LLC
One Baxter Parkway
Deerfield, Ilinois 60015

07-19-00-6103

IFU Label
HIGHLIGHTS OF PRESCRIBING ~ = - DOSAGE FORMS AND
INFORMATION STRENGTHS----------
These highlights do not include all the PRISMASOL and PHOXILLUM are available in
information needed to use multiple combinations of ingredients and in
PRISMASOL and PHOXILLUM safely multiple variations of strengths. See full
and effectively. Prescribing Information for detailed
See full prescribing information for descriptions of each formulation. (2, 3, 11)
PRISMASOL and PHOXILLUM. = e CONTRAINDICATIONS----------
PRISMASOL renal replacement * Known hypersensitivities to PRISMASOL
solution PRISMASOL Initial U.S. and PHOXILLUM solutions (4)
Approval: 2006 = e WARNINGS AND PRECAUTIONS-
PHOXILLUM renal replacement * Monitor hemodynamic status and fluid
solution PHOXILLUM Initial U.S. inputs and outputs, potassium,
Approval: 2015 phosphorus, other electrolytes and acid-

base balance. Abnormalities may be
------------- INDICATIONS AND USAGE----corrected by the use of appropriate
--------- formulations and dosage of PRISMASOL
PRISMASOL and PHOXILLUM solutions are and PHOXILLUM solutions (5.1)
indicated: * Treatment may affect glucose levels.



* As a replacement solution in Continuous
Renal Replacement Therapy (CRRT) and in
case of drug poisoning when CRRT is used
to remove dialyzable substances (1)

DOSAGE AND
ADMINISTRATION---------

» Therapy must be individualized based on
the patient’s clinical condition, fluid,
electrolyte, acid-base and glucose balance
(2.2)

* Solution must be mixed prior to use (2.2)
* Use only with extracorporeal dialysis
equipment appropriate for CRRT (2.3)

FULL PRESCRIBING INFORMATION:
CONTENTS*

1INDICATIONS AND USAGE

2 DOSAGE AND ADMINISTRATION
1. 2.1 Administration Instructions

2. 2.2 Dosing Considerations

3. 2.3 Preparing the Solution

4. 2.4 Adding Drugs to the Solutions

3 DOSAGE FORMS AND STRENGTHS

4 CONTRAINDICATIONS

5 WARNINGS AND PRECAUTIONS

1. 5.1 Electrolyte and Volume
Abnormalities

2. 5.2 Blood Glucose Abnormalities

6ADVERSE REACTIONS
7 DRUG INTERACTIONS
1. 7.1 Citrate

07-19-00-8247

FULL PRESCRIBING INFORMATION
1 INDICATIONS AND USAGE

Monitor blood glucose levels. Antidiabetic
therapy adjustment or other corrective
measures may be required during
treatment (5.2)

To report SUSPECTED ADVERSE
REACTIONS, contact Vantive US
Healthcare LLC at 1-855-857-0003 or
FDA at 1-800-FDA-1088 or
www.fda.gov/medwatch

Revised: 10/2024

8 USE IN SPECIFIC POPULATIONS
8.1 Pregnancy

8.2 Lactation

8.4 Pediatric Use

8.5 Geriatric Use

S S

11 DESCRIPTION

12 CLINICAL PHARMACOLOGY
1. 12.1 Mechanism of Action

2. 12.3 Pharmacokinetics

16 HOW SUPPLIED/STORAGE AND
HANDLING

*Sections or subsections omitted from the
full prescribing information are not listed.
1. Vantive Logo

PRISMASOL and PHOXILLUM solutions are indicated in pediatric and adult patients for
use as a replacement solution in Continuous Renal Replacement Therapy (CRRT) to
replace plasma volume removed by ultrafiltration and to correct electrolyte and acid-

base imbalances. They may also be used in
to remove dialyzable substances.

2 DOSAGE AND ADMINISTRATION

2.1 Administration Instructions

case of drug poisoning when CRRT is used

Visually inspect PRISMASOL and PHOXILLUM for particulate matter and discoloration

prior to administration. Administration should only be under the direction of a physician
competent in intensive care treatment including CRRT. Use only with extracorporeal
dialysis equipment appropriate for CRRT. The prepared solution is for single patient use
only. Aseptic technique should be used throughout administration to the patient. Discard
any unused solution.



2.2 Dosing Considerations

PRISMASOL replacement solutions contain 4 different combinations of active ingredients
(7 different products with varying ingredient amounts). PHOXILLUM replacement
solutions contain 2 different combinations of active ingredients (2 different products
with varying ingredient amounts). PRISMASOL and PHOXILLUM are supplied in a two-
compartment bag that must be mixed immediately prior to use [see Dosage and
Administration (2.3)]:

e Small compartment A (250 mL) containing an electrolyte solution, and

e Large compartment B (4750 mL) containing the buffer solution.

See Table 1for the concentrations of the active ingredients (after mixing) in these 9
different replacement solutions (total volume is 5 Liters).

Table 1: Concentrations of Active Ingredients in the 7 PRISMASOL and 2 PHOXILLUM
Replacement Solutions after Mixing

Ca*™ |HCO, | K+ | Mg* | Na- | HPO*> | CI- |Lactate|Dextrose|Osmolarity
mEg/L | mEg/L | mEg/L | mEg/L | mEgL | mmol/L | mEg/L | mEg/L mglelL miJsmiL

PRISMASOL Replacement Solutions

BGKON25 25 32 0 15 140 0 109 3 100 292
BGK4/2 5 25 32 4 15 140 0 113 3 100 300
BGK2/35 35 32 2 1 140 0 111.5 3 100 296
BGK2/0 0 32 2 1 140 0 108 3 100 291
B22GK4/0 0 22 4 15 140 0 1205 3 100 295
BGK4/0M .2 0 32 4 12 140 0 1102 3 100 295
BKOD/D/M1.2 0 32 0 12 140 0 106.2 3 0 282
PHOXILLUM Replacement Solutions

BK4/25 25 32 4 15 140 1 1145 0 0 294
B22K410 0 22 4 15 140 1 122 0 0 290

Ca* = calcium, HCO,™ = bicarbonate, K™ = potassium, Mg* = magnesium, Na” = sodium,
HPQO,* = phosphate, CI- = chloride; osmaolarity is estimated

The mode of therapy, solute formulation, flow rates, and length of PRISMASOL and
PHOXILLUM replacement therapy in CRRT should be established by a physician based on
the patient’s clinical condition, blood concentration of phosphate and other electrolytes,
acid-base and glucose balance. Administer either PRISMASOL or PHOXILLUM into the
extracorporeal circuit:

e Before (pre-dilution) the hemofilter or hemodiafilter,

e After (post-dilution) the hemofilter or hemodiafilter, or

e Before and after the hemofilter or hemodiafilter.

2.3 Preparing the Solution

Use only if the overwrap is hot damaged, all seals are intact, peel seal is not broken, and
the solution is clear. The solution may be warmed to 37°C/98.6°F prior to removing the
overwrap to enhance patient comfort. However, only dry heat should be used. Solutions
should not be heated in water or in a microwave oven. After heating, verify that the
solution remains clear and contains no particulate matter.

The solutions are supplied in two different two-compartment bags made of polyolefin
with a peel seal separating compartment A and B ( see Figure 1).

Follow the instructions below when connecting the solution bags for correct use of the



access ports.

Figure 2
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Step 1 Immediately before use, remove the overwrap from
the bag and mix the solutions in the two different compar-
ments. After removing the overwrap, inspect the bag for
leakage by pressing firmly on the bag. Discard the bag if any
leakage is detected since sterility cannot be assured. As soon
as the overwrap is removed, the reconstitution of compart-
ments A and B should be done and the mixed solution should
he used immediately.

After removal of the overwrap, the solution is stable for 24
hours including the duration of the treatment.

Hold the small compariment with both hands and squeeze it
until an opening is created in the peel seal.

(See Figure 2 beside)

Figure 2

Step 1 Immediately before use, remove the overwrap from
the bag and mix the solutions in the two different compart-
ments. After removing the overwrap, inspect the bag for
leakage by pressing firmly on the hag. Discard the bag if any
leakage is detected since sterility cannot be assured. As soon
as the overwrap is removed, the reconstitution of compart-
ments A and B should be done and the mixed solution should
be used immediately.

After removal of the overwrap, the solution is stable for 24
hours including the duration of the treatment.

Hold the small compariment with both hands and squeeze it
until an opening is created in the pesl seal.

(See Figure 2 heside)




Figure 3 Step 2 Sgueeze with both hands on the large compartment un-
fil the peel seal hetween the two compariments is entirely open.
Shake gently to mix. (See Figure 3 beside)

The solution is now ready to use and the bag can be hung on the
equipment.

Step 3 The replacement line may be connected to the bag
through either of the luer connector or the injection connector
{spike connector).

Step Ja The luer connector is a needle-less and swabbable
connector. Remove the cap with a twist and pull motion, and
connect the male luer lock on the replacement line to the female
luer receptor on the bag. (See Figure 4a beside)

Ensure that the connection is fully seated and tighten.
The connector is now open. Yerify that the fluid is flowing freely
during use.

‘When the replacement line is disconnected from the luer con-
nector, the connector will close and the flow of the solution will

stop.
Figure 4b Step 3b If the injection connector (spike connector) is used,
first remove the snap-off cap. Then infroduce the replacement
b line spike through the swabbable rubber septum of the bag
~—_“_| connector. (See Figure 4b beside)
Ensure that the spike is fully inserted and verify that the fiuid is
flowing freely during use.
Spike ]
Conmactor I—'I_I
] i . JoE.
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2.4 Adding Drugs to the Solutions

After mixing, additional drugs may be added to the bag via injection connector (spike
connector) in large compartment B. In general, administer drugs other than phosphate
through a different access line.

When introducing drugs, use aseptic techniques and mix thoroughly prior to connecting
the solution bag to the extracorporeal circuit.

Do not use if there is a color change and/or the appearance of precipitates, insoluble
complexes or crystals after addition of medication.

Phosphate:Up to 1.2 mmol/L of phosphate can be added to the bag as potassium
phosphate or sodium phosphate. The total potassium concentration of PRISMASOL
solution should not exceed 4 mEq/L.

Use sodium phosphate to add phosphate if the total potassium concentration in
PRISMASOL solution is 4 mEq/L.

PHOXILLUM Solutions:
Phosphate:Phosphate up to 0.2 mmol/L may be added to the solution. Use sodium
phosphate if adding phosphate to bag. The total phosphate concentration should not



exceed 1.2 mmol/L.

3 DOSAGE FORMS AND STRENGTHS
See Table 1for the concentrations of the active ingredients (after mixing) in these 9
different replacement solutions [see Dosage and Administration (2.2)].

4 CONTRAINDICATIONS
PHOXILLUM and PRISMASOL replacement solutions are contraindicated in patients with
known hypersensitivities to these products.

5 WARNINGS AND PRECAUTIONS

5.1 Electrolyte and Volume Abnormalities

PHOXILLUM and PRISMASOL solutions can affect electrolytes and volume and may
result in hyperkalemia or hyperphosphatemia. Monitor hemodynamic status and fluid
inputs and outputs, potassium, phosphorous, calcium, other electrolytes and acid-base
balance throughout the procedure. Abnormalities may be corrected by changing the
formulation of replacement solution and/or dialysate, supplementation, or adjusting flow
rates appropriately [see Dosage and Administration (2)].

PHOXILLUM replacement solutions contain hydrogen phosphate, a weak acid that may
increase the risk of metabolic acidosis.

5.2 Blood Glucose Abnormalities

The use of PRISMASOL and PHOXILLUM replacement solutions can affect blood glucose
levels resulting in hypo- or hyper-glycemia depending upon the dextrose content of the
replacement solution. Monitor blood glucose levels regularly. Patients may require
initiation of or modification of antidiabetic therapy or othercorrective measures during
treatment.

6 ADVERSE REACTIONS

The following adverse reactions have been identified during postapproval use with these
or other similar products and therefore may occur with use of PHOXILLUM or
PRISMASOL. Because these reactions are reported voluntarily from a population of
uncertain size, it is not always possible to reliably estimate their frequency or establish a
causal relationship to drug exposure.

Metabolic acidosis

Hypotension

Acid-base disorders

Electrolyte imbalance including calcium ionized increased (reported in PRISMASOL
solutions containing calcium), hyperphosphatemia, and hypophosphatemia

Fluid imbalance

7 DRUG INTERACTIONS

As with the use of other replacement solutions, blood concentrations of dialyzable drugs
may be reduced by CRRT due to their removal by the hemofilter or hemodiafilter. The
blood concentrations of certain drugs may need to be monitored and appropriate
therapy implemented to correct for removal during treatment.

7.1 Citrate

When used as an anticoagulant, citrate contributes to the overall buffer load and can
reduce plasma calcium levels. Select the PRISMASOL/PHOXILLUM formulation(s)
accordingly.

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary

PRISMASOL and PHOXILLUM are pharmacologically inactive solutions. While there are no
adequate and well controlled studies in pregnant women, appropriate administration of
PRISMASOL and PHOXILLUM solutions with monitoring of fluid, electrolyte, acid-base




and glucose balance, is not expected to cause fetal harm. Animal reproduction studies
have not been conducted with PRISMASOL and PHOXILLUM solutions.

The estimated background risk of major birth defects and miscarriage for the indicated
population are unknown. All pregnancies have a background risk of birth defect, loss or
other adverse outcomes. In the U.S. general population, the estimated background risk
of major birth defects and miscarriage in clinically recognized pregnancies is 2 to 4% and
15 to 20%, respectively.

Clinical Considerations
Maintenance of normal acid-base balance is important for fetal well-being.

8.2 Lactation

Risk Summary

The components of PRISMASOL and PHOXILLUM solutions are excreted in human milk.
Appropriate administration of PRISMASOL and PHOXILLUM solutions with monitoring of
fluid, electrolyte, acid-base and glucose balance, is not expected to harm a nursing
infant.

8.4 Pediatric Use

Safety and effectiveness have been established based on published clinical data of CRRT
replacement solutions with compositions similar to PRISMASOL and PHOXILLUM used in
adults and two hemofiltration studies in pediatric patients, including a study of newborns
to 17 years old.

8.5 Geriatric Use
The experience with PRISMASOL and PHOXILLUM solutions in geriatric patients has not
identified novel concerns.

11 DESCRIPTION

PRISMASOL and PHOXILLUM solutions are clear, sterile, free of bacterial endotoxins and
contain no bacteriostatic or antimicrobial agents. These solutions are used in Continuous
Renal Replacement Therapies (CRRT) as a replacement solution in hemofiltration and
hemodiafiltration. Depending on the product (see Table 2), the two compartments
contain:

Calcium chloride, USP, is chemically designated calcium chloride dihydrate (CaCl 2 2H
20).

Magnesium chloride, USP, is chemically designated magnesium chloride hexahydrate
(MgCl 2 6H 20).

Sodium chloride, USP, is chemically designated NaCl.

Potassium chloride, USP, is chemically designated KCI.

Sodium bicarbonate, USP, is chemically designated NaHCO 3.

Dextrose, USP, is chemically designated D-Glucose anhydrous (C gH 120 g) or D-Glucose
monohydrate (C gH 1206 « H 70).

Lactic acid, USP, is chemically designated CH 3CH(OH)COOH.

Dibasic sodium phosphate, USP, is chemically designated as disodium hydrogen
phosphate, dihydrate (Na HPO 4°¢ 2H 70)



Table 2: Compartment Composition (Before Mixing)

Compartment A (g/L) Compartment B {g/L)
Dextrose

Calcium [Magnesium [@nhydrous Sodium

Chioride|Chloride  |(aS Lactic|Sodium [Sodium  |Potassium|Phosphate

-2H,0 |-6H0 monohydrate} |Acid |Chloridefbicarbonate|Chloride |- 2H,0
PRISMASOL SOLUTIONS
|BGK 2.5 3.68 3.05 20 (22) 540 | 646 3.09 0 0
|BGK 4/2.5 368 3.05 20 (22) 540 )| G646 3.09 0.314 0
|BGK 2/3.5 515 203 20 (22) 540 )| 646 3.09 0.157 0
|BGK 20 0 202 20 (22) 540 | 646 3.09 0.157 0
|BEEGK 4/0 0 3.05 20 (22) 540 | 707 22 0314 0
|BK 0/0/1.2 0 2.44 0 (0} 540 | 646 3.09 0 0
|BGK 4/0/1.2 0 2.44 20 (22) 540 | 6.46 3.09 0314 0
PHOXILLUM SOLUTIONS
|BK 4/2.5 3.68 3.05 0 (0 0 6.34 3.09 0314 0187
|BEEK 4/0 0 3.05 0 (D) 0 6.95 21 0.314 0187

The pH of the final solution is in the range of 7.0 to 8.5.

12  CLINICAL PHARMACOLOGY

12.1 Mechanism of Action
PRISMASOL and PHOXILLUM solutions are pharmacologically inactive. The electrolyte concentrations in

the solutions are chosen to restore plasma levels to clinically desired concentrations or maintain plasma
levels at the desired concentrations.

PRISMASOL and PHOXILLUM solutions are used as replacement solution to replace water and elec-
trolytes removed during hemofiltration and hemodiafiliration. Bicarbonate (or precursor lactate) in the
solution is used as an alkalinizing buffer to restore acid-base halance o a clinically desirable level.

12.3 Pharmacokinetics

The distribution of electrolytes, bicarbonate, and dextrose is determined by the patient's clinical condition,
metabolic status, and residual renal function.

The elimination and replacement of water, electrolytes and buffer depend on the patient’s elecirolyte
and acid-base balance, metaholic status, residual renal function and ongoing physiologic losses through
intestinal, respiratory and cutaneous routes.

16 HOW SUPPLIED/STORAGE AND HANDLING

PRISMASOL and PHOXILLUM solutions are supplied in a two-compartment bag made of polyolefin. The
5000 mL bag is composed of a small compartment {250 mL) and a large compariment (4750 mL). The
two compariments are separated by a peel seal.

The bag is overwrapped with a transparent overwrap. See Table 2 for the concentrations of the active
ingredients in each compartment for each product fsee Description (11)].

The pH of the final solution is in the range of 7.0 to 8.5.

12 CLINICAL PHARMACOLOGY

12.1 Mechanism of Action

PRISMASOL and PHOXILLUM solutions are pharmacologically inactive. The electrolyte
concentrations in the solutions are chosen to restore plasma levels to clinically desired
concentrations or maintain plasma levels at the desired concentrations.

PRISMASOL and PHOXILLUM solutions are used as replacement solution to replace
water and electrolytes removed during hemofiltration and hemodiafiltration. Bicarbonate
(or precursor lactate) in the solution is used as an alkalinizing buffer to restore acid-base



balance to a clinically desirable level.

12.3 Pharmacokinetics

The distribution of electrolytes, bicarbonate, and dextrose is determined by the patient’s
clinical condition, metabolic status, and residual renal function. The elimination and
replacement of water, electrolytes and buffer depend on the patient’s electrolyte and
acid-base balance, metabolic status, residual renal function and ongoing physiologic
losses through intestinal, respiratory and cutaneous routes.

16 HOW SUPPLIED/STORAGE AND HANDLING

PRISMASOL and PHOXILLUM solutions are supplied in a two-compartment bag made of
polyolefin. The 5000 mL bag is composed of a small compartment (250 mL) and a large
compartment (4750 mL). The two compartments are separated by a peel seal.

The bag is overwrapped with a transparent overwrap. See Table 2for the
concentrations of the active ingredients in each compartment for each product [see
Description (11)].

Container Fill Volume NDC
PRISMASOL Solutions

PRISMASOL BGKO0/2.5 5000 mL 24571-108-06
PRISMASOL BGK4/2.5 5000 mL 24571-105-06
PRISMASOL BGK2/3.5 5000 mL 24571-103-06
PRISMASOL BGK2/0 5000 mL 24571-102-06
PRISMASOL B22GK4/0 5000 mL 24571-111-06
PRISMASOL BKO0/0/1.2 5000 mL 24571-113-06
PRISMASOL BGK4/0/1.2 5000 mL 24571-114-06
PHOXILLUM Solutions

PHOXILLUM BK4/2.5 5000 mL 24571-116-06
PHOXILLUM B22K4/0 5000 mL 24571-117-06

Not all formulations may be marketed.

Storage conditions

Store at 20°C to 25°C (68°F to 77°F); excursions permitted to 152C to 302C (599F to
869F). [See USP

Controlled Room Temperature]

Do not freeze or expose to excessive heat. Do not use if precipitate has formed or if
container seals have
been damaged.

Manufactured for:
Vantive US Healthcare LLC
One Baxter Parkway
Deerfield, lllinois 60015

07-19-00-6103

PRISMASOL BGKO0/2.5
calcium chloride, magnesium chloride, dextrose anhydrous, lactic acid, sodium chloride, and
sodium bicarbonate injection

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:24571-108
Route of Administration INTRAVENOUS



Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength Strength
CALCIUM CHLORIDE (UNII: M4I0D6VV5M) (CALCIUM CATION - UNII:2M83C4R6ZB, CALCIUM 3.68¢g
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE in1L
MAGNESIUM CHLORIDE (UNII: 02F3473H90) (MAGNESIUM CATION - UNII:T6V3LHY838, MAGNESIUM 3.05¢g
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE inllL
ANHYDROUS DEXTROSE (UNII: 55L0OG7R00K) (ANHYDROUS DEXTROSE - ANHYDROUS 209 in1lL
UNII:5SLOG7R0OK) DEXTROSE 9
LACTIC ACID (UNII: 33X04XA5AT) (LACTIC ACID - UNII:33X04XA5AT) LACTIC ACID 5i'n419|_
SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNII:LYR4MONH37, SODIUM 6.46 g
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE inlL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) (SODIUM CATION - UNII:LYR4MONH37, SODIUM 3.09¢g
BICARBONATE ION - UNII:HN1ZRA3Q20) BICARBONATE inllL
Inactive Ingredients
Ingredient Name Strength
WATER (UNIl: 059QFOKOOR)
CARBON DIOXIDE (UNIl: 142M471B3))
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date

1 (PC2ATII08 5 in 1 casE 10/25/2006
1 5Lin 1 BAG; Type 0: Not a Combination

Product
Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

NDA NDA021703 10/25/2006

PRISMASOL BGK4/2.5

calcium chloride, magnesium chloride, dextrose anhydrous, lactic acid, sodium chloride, sodium

bicarbonate, and potassium chloride injection

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety
Ingredient Name

CALCIUM CHLORIDE (UNII: M410D6VV5M) (CALCIUM CATION - UNII:2M83C4R6ZB,
CHLORIDE ION - UNII:Q32ZN48698)

MAGNESIUM CHLORIDE (UNII: 02F3473H90) (MAGNESIUM CATION - UNI:T6V3LHY838,

CHLORIDE ION - UNII:Q32ZN48698)

Item Code (Source)

Basis of
Strength

CALCIUM
CHLORIDE

MAGNESIUM
CHLORIDE

NDC:24571-105

Strength
3.68¢g
inllL

3.05¢
inllL



ANHYDROUS DEXTROSE (UNII: 5SLOG7R00K) (ANHYDROUS DEXTROSE -
UNII:5SLOG7ROOK)

LACTIC ACID (UNII: 33X04XA5AT) (LACTIC ACID - UNII:33X04XA5AT)
SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNII:LYR4AMONH37,

CHLORIDE ION - UNII:Q32ZN48698)

SODIUM BICARBONATE (UNII: 8MDF5V39Q0) (SODIUM CATION - UNII:LYR4MONH37,
BICARBONATE ION - UNII:HN1ZRA3Q20)

POTASSIUM CHLORIDE (UNIl: 660YQ98110) (POTASSIUM CATION - UNII:295053K152,
CHLORIDE ION - UNI:Q32ZN48698)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)
CARBON DIOXIDE (UNIl: 142M471B3])

ANHYDROUS

DEXTROSE AV w4k
LACTIC ACID 549
inllL
SODIUM 6.46 g
CHLORIDE in1lL
SODIUM 3.00g
BICARBONATE  in1L
POTASSIUM 0.314 g
CHLORIDE inllL
Strength

Packaging
# Item Code Package Description Marketing Start
Date
1 ng=24571'105' 2 in 1 CASE 10/25/2006
1 5 Lin 1 BAG; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Mar

Category Citation Date
NDA NDA021703 10/25/2006

PRISMASOL BGK2/3.5

Marketing End

Date

keting End
Date

calcium chloride, magnesium chloride, dextrose anhydrous, lactic acid, sodium chloride, sodium

bicarbonate, and potassium chloride injection

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety
Ingredient Name
CALCIUM CHLORIDE (UNII: M4I0D6VV5M) (CALCIUM CATION - UNII:2M83C4R6ZB,

CHLORIDE ION - UNII:Q32ZN48698)

MAGNESIUM CHLORIDE (UNII: 02F3473H90) (MAGNESIUM CATION - UNI:T6V3LHY838,
CHLORIDE ION - UNII:Q32ZN48698)

ANHYDROUS DEXTROSE (UNII: 5SLOG7R00K) (ANHYDROUS DEXTROSE -
UNII:5SLOG7ROOK)

LACTIC ACID (UNII: 33X04XA5AT) (LACTIC ACID - UNII:33X04XA5AT)

SODIUM CHLORIDE (UNIl: 451W471Q8X) (SODIUM CATION - UNII:LYR4AMONH37,
CHLORIDE ION - UNI:Q32ZN48698)

SODIUM BICARBONATE (UNIIl: 8MDF5V39Q0) (SODIUM CATION - UNII:LYR4MONH37,
BICARBONATE ION - UNII:HN1ZRA3Q20)

Item Code (Source)

Basis of
Strength

CALCIUM
CHLORIDE

MAGNESIUM
CHLORIDE

ANHYDROUS
DEXTROSE
LACTIC ACID
SODIUM
CHLORIDE

SODIUM
BICARBONATE

NDC:24571-103

Strength
5.15¢g
inllL
2.03¢g
inllL
20g inl1lL
5449
inllL

6.46 g
inllL

3.099
inllL



POTASSIUM CHLORIDE (UNII: 660YQ98110) (POTASSIUM CATION - UNII:295053K152, POTASSIUM 0.157 g
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE inllL

Inactive Ingredients

Ingredient Name Strength
WATER (UNIl: 059QFOKOOR)
CARBON DIOXIDE (UNII: 142M471B3))

Packaging
# Item Code Package Description LUELLCEAL) Sl LAl
Date Date
1 (PC2A57I103 5 in 1 casE 10/25/2006
1 5 Lin 1 BAG; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA021703 10/25/2006

PRISMASOL BGK2/0

magnesium chloride, dextrose anhydrous, lactic acid, sodium chloride, sodium bicarbonate, and
potassium chloride injection

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:24571-102

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

. Basis of
Ingredient Nam trength
gredie ame Strength Streng

MAGNESIUM CHLORIDE (UNII: 02F3473H90) (MAGNESIUM CATION - UNII:T6V3LHY838, MAGNESIUM 2.03¢
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE inllL
ANHYDROUS DEXTROSE (UNII: 5SLOG7R00OK) (ANHYDROUS DEXTROSE - ANHYDROUS 200 in1L
UNII:5SLOG7R00K) DEXTROSE 9
LACTIC ACID (UNII: 33X04XA5AT) (LACTIC ACID - UNII:33X04XA5AT) LACTIC ACID 5i'n419|_
SODIUM CHLORIDE (UNII: 451WA47IQ8X) (SODIUM CATION - UNII:LYR4AMONH37, SODIUM 6.46 g
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE inllL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) (SODIUM CATION - UNII:LYR4MONH37, SODIUM 3.09¢g
BICARBONATE ION - UNIl:HN1Z RA3Q20) BICARBONATE inllL
POTASSIUM CHLORIDE (UNII: 660YQ98110) (POTASSIUM CATION - UNII:295053K152,  POTASSIUM 0.157 g
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE inlL
Inactive Ingredients

Ingredient Name Strength

WATER (UNIl: 059QF0KOOR)
CARBON DIOXIDE (UNII: 142M471B3))



Packaging

# Item Code Package Description Markel;::::ge Sl Mark
1 ggc:24571-102- 2 in 1 CASE 10/25/2006
1 5Lin 1 BAG; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Mar
Category Citation Date
NDA NDA021703 10/25/2006

PRISMASOL B22GK4/0

eting End
Date

keting End
Date

magnesium chloride, dextrose anhydrous, lactic acid, sodium chloride, sodium bicarbonate, and

potassium chloride injection

Product Information

Product Type HUMAN PRES CRIPTION DRUG

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety
Ingredient Name
MAGNESIUM CHLORIDE (UNIl: 02F3473H90) (MAGNESIUM CATION - UNII: T6V3LHY838,
CHLORIDE ION - UNI:Q32Z N48698)
ANHYDROUS DEXTROSE (UNII: 55LOG7R0OK) (ANHYDROUS DEXTROSE -
UNII:5SLOG 7ROOK)
LACTIC ACID (UNII: 33X04XAS5AT) (LACTIC ACID - UNII:33X04XA5AT)
SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNII:LYR4AMONH37,
CHLORIDE ION - UNII:Q32ZN48698)

SODIUM BICARBONATE (UNIIl: 8MDF5V39Q0) (SODIUM CATION - UNII:LYR4MONH37,
BICARBONATE ION - UNII:HN1ZRA3Q20)

POTASSIUM CHLORIDE (UNII: 660YQ98110) (POTASSIUM CATION - UNII:295053K152,
CHLORIDE ION - UNII:Q32ZN48698)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)
CARBON DIOXIDE (UNII: 142M471B3))

Packaging

# Item Code Package Description

Date

NDC:24571-111-
06

1 5 Lin 1 BAG; Type 0: Not a Combination
Product

1 2 in 1 CASE 10/10/2008

Item Code (Source)

Marketing Start

NDC:24571-111

Basis of
trength
Strength ]
MAGNESIUM 3.05 g
CHLORIDE in1lL
ANHYDROUS .
DEXTROSE 20g inll
LACTIC ACID 5.49
inllL
SODIUM 7.07 g
CHLORIDE inllL
SODIUM 2.21g
BICARBONATE  inllL
POTASSIUM 0.314 g
CHLORIDE inllL
Strength

Marketing End

Date



Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA021703 10/25/2006

PRISMASOL BKO/0/1.2

magnesium chloride, lactic acid, sodium chloride, and sodium bicarbonate injection

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:24571-113

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength
9 Strength 9

MAGNESIUM CHLORIDE (UNII: 02F3473H90) (MAGNESIUM CATION - UNI:-T6V3LHY838,  MAGNESIUM 2.44 ¢
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE inlL
LACTIC ACID (UNII: 33X04XA5AT) (LACTIC ACID - UNII:33X04XA5AT) LACTIC ACID 5i'n419|_
SODIUM CHLORIDE (UNII: 451WA47IQ8X) (SODIUM CATION - UNII:LYRAMONH37, CHLORIDE SODIUM 6.46 g
ION - UNII:Q32Z N48698) CHLORIDE in1L
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) (SODIUM CATION - UNII:LYR4MONH37, SODIUM 3.09¢g
BICARBONATE ION - UNIl:HN1Z RA3Q20) BICARBONATE  inllL
Inactive Ingredients

Ingredient Name Strength

WATER (UNIl: 059QFOKOOR)
CARBON DIOXIDE (UNII: 142M471B3))

Packaging
# Item Code Package Description LUELLEEAL S SLELLLEnE
Date Date
1 ygc:24571-113- 2 in 1 CASE 10/10/2008
1 5 Lin 1 BAG; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA021703 10/25/2006

PRISMASOL BGK4/0/1.2

magnesium chloride, dextrose anhydrous, lactic acid, sodium chloride, sodium bicarbonate, and
potassium chloride injection



Product Information

Product Type HUMAN PRESCRIPTION DRUG

Item Code (Source) NDC:24571-114

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength Strength
MAGNESIUM CHLORIDE (UNII: 02F3473H90) (MAGNESIUM CATION - UNII:T6V3LHY838, MAGNESIUM 2.44 g
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE inlL
ANHYDROUS DEXTROSE (UNII: 55LOG7R00K) (ANHYDROUS DEXTROSE - ANHYDROUS 2049 in1lL
UNII:5SLOG7R00K) DEXTROSE 9
LACTIC ACID (UNII: 33X04XA5AT) (LACTIC ACID - UNII:33X04XA5AT) LACTIC ACID 5i'n419L
SODIUM CHLORIDE (UNIl: 451W471Q8X) (SODIUM CATION - UNII:LYR4AMONH37, SODIUM 6.46 g
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE inllL
SODIUM BICARBONATE (UNII: 8MDF5V39QO0) (SODIUM CATION - UNII:LYR4MONH37, SODIUM 3.09¢
BICARBONATE ION - UNII:HN1Z RA3Q20) BICARBONATE inlL
POTASSIUM CHLORIDE (UNII: 660YQ98110) (POTASSIUM CATION - UNII:295053K152,  POTASSIUM 0.314 g
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE inllL
Inactive Ingredients
Ingredient Name Strength
WATER (UNII: 059QFOKOOR)
CARBON DIOXIDE (UNIl: 142M471B3))
Packaging
# Item Code Package Description MarketingiStart Marketing End
Date Date
1 (PG4TI 5 in 1 casE 10/10/2008

5 Lin 1 BAG; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA021703 10/25/2006

PHOXILLUM BK4/2.5

calcium chloride, magnesium chloride, sodium chloride, sodium bicarbonate, potassium chloride,

and sodium phosphate dibasic dihydrate injection

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source)

Basis of
Strength

NDC:24571-116

Strength



CALCIUM CHLORIDE (UNIl: M4I0D6VV5M) (CALCIUM CATION - UNII:2M83C4R6ZB, 3.68 g
CHLORIDE ION - UNI:Q32Z N48698) Al ClROIRIRE Sl P
MAGNESIUM CHLORIDE (UNII: 02F3473H90) (MAGNESIUM CATION - MAGNES UM 3.05g
UNII: T6V3LHY838, CHLORIDE ION - UNII:Q32Z N48698) CHLORIDE in1lL
SODIUM CHLORIDE (UNIl: 451W47IQ8X) (SODIUM CATION - UNI:LYR4MONH37, 6.34 g
CHLORIDE ION - UNII:Q32Z N48698) SOIRICLEhILOlRIDIS Sy rar P
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) (SODIUM CATION - UNII:LYR4MONH37, SODIUM 3.09 g
BICARBONATE ION - UNII:HN1Z RA3Q20) BICARBONATE in1lL
POTASSIUM CHLORIDE (UNII: 660YQ98I10) (POTASSIUM CATION - POTASSIUM 0.314 g
UNII:295053K152, CHLORIDE ION - UNII:Q32Z N48698) CHLORIDE inllL
SODIUM PHOSPHATE, DIBASIC (UNIl: GR686LBA74) (PHOSPHATE ION - ﬁSOD‘ISUPI\}/I-iATE 0.187 g
UNII:NKOBVSK8HR, SODIUM CATION - UNII:LYR4MONH37) : in 1L
DIBASIC
Inactive Ingredients
Ingredient Name Strength

WATER (UNIl: 059QFOKOOR)
CARBON DIOXIDE (UNII: 142M471B3))
HYDROCHLORIC ACID (UNIl: QTT17582CB)

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 (PC24571He 5 in 1 casE 01/13/2015
1 5Lin 1 BAG; Type 0: Not a Combination
Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
NDA NDA207026 01/13/2015

PHOXILLUM B22K4/0

magnesium chloride, sodium chloride, sodium bicarbonate, potassium chloride, and sodium
phosphate dibasic dihydrate injection

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:24571-117

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

. Basis of
Ingredient Name Strength

9 Strength 9
MAGNESIUM CHLORIDE (UNII: 02F3473H90) (MAGNESIUM CATION - MAGNESIUM 3.05¢g
UNII:T6V3LHY838, CHLORIDE ION - UNI:Q32Z N48698) CHLORIDE inllL
SODIUM CHLORIDE (UNIl: 451W471Q8X) (SODIUM CATION - UNII:LYR4MONH37, 6.95 g
CHLORIDE ION - UNII:Q32Z N48698) SODIUM CHLORIDE = 77 7
SODIUM BICARBONATE (UNII: 8MDF5V39Q0) (SODIUM CATION - UNI:LYR4AMONH37, SODIUM 2.21g
BICARBONATE ION - UNII:HN1Z RA3Q20) BICARBONATE inllL
POTASSIUM CHLORIDE (UNII: 660YQ98110) (POTASSIUM CATION - POTASSIUM 0.314 g

UNII:295053K152, CHLORIDE ION - UNI:Q32ZN48698) CHLORIDE inllL



SODIUM PHOSPHATE, DIBASIC (UNIl: GR686LBA74) (PHOSPHATE ION -
UNII:NKO8V8K8HR, SODIUM CATION - UNII:LYR4AMONH37)

Inactive Ingredients

WATER (UNIl: 059QFOKOOR)

SODIUM

PHOSPHATE, t L g
DIBASIC
Ingredient Name Strength

CARBON DIOXIDE (UNII: 142M471B3))
HYDROCHLORIC ACID (UNIl: QTT17582CB)

Packaging

# Item Code

Package Description

Marketing Start Marketing End

Date Date
1 (PG4TI 5 in 1 casE 01/13/2015
1 5Lin 1 BAG; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
NDA NDA207026 01/13/2015

Labeler - vantive US Healthcare LLC (119181963)

Registrant - vantive US Healthcare LLC (119181963)

Establishment
Name Address ID/FEI

Baxter,

S.A. de 810432484
C.V.

Establishment

Name Address ID/FEI

Bieffe
Medital 437668413
S.p.A

Revised: 3/2025

Business Operations

analysis(24571-108, 24571-105, 24571-103, 24571-102, 24571-111, 24571-113, 24571-
114, 24571-116, 24571-117) , label(24571-108, 24571-105, 24571-103, 24571-102,
24571-111, 24571-113, 24571-114, 24571-116, 24571-117) , manufacture(24571-108,
24571-105, 24571-103, 24571-102, 24571-111, 24571-113, 24571-114, 24571-116,
24571-117) , pack(24571-108, 24571-105, 24571-103, 24571-102, 24571-111, 24571-
113, 24571-114, 24571-116, 24571-117) , sterilize(24571-108, 24571-105, 24571-103,
24571-102, 24571-111, 24571-113, 24571-114, 24571-116, 24571-117)

Business Operations

analysis(24571-108, 24571-105, 24571-103, 24571-102, 24571-111, 24571-113, 24571-
114, 24571-116, 24571-117) , manufacture(24571-108, 24571-105, 24571-103, 24571-
102, 24571-111, 24571-113, 24571-114, 24571-116, 24571-117) , label(24571-108,
24571-105, 24571-103, 24571-102, 24571-111, 24571-113, 24571-114, 24571-116,
24571-117) , pack(24571-108, 24571-105, 24571-103, 24571-102, 24571-111, 24571-
113, 24571-114, 24571-116, 24571-117) , sterilize(24571-108, 24571-105, 24571-103,
24571-102, 24571-111, 24571-113, 24571-114, 24571-116, 24571-117)

Vantive US Healthcare LLC
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