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DIANEAL Peritoneal Dialysis Solution

For intraperitoneal administration only

For current labeling information, please visit https://www.fda.gov/drugsatfda
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DESCRIPTION

- 'DIANEAL Peritoneal Dialysis Solutions are stenle nonpyrogemc solu’aons in AMBU-FLEX and
ULTRABAG containers for intraperitoneal administration only The pentoneal dialysis solutions
‘contam no bacterlostatlc or antimicrobial agents.. : :

- Composition, calculated osmolarity, pH, and ionic concentratlons are shown in Tables 1-4.
, DIANEAL isa hyperosmolar solutlon :

The plastic contalner is fabricated from polyvinyl chloride (PL 146 Plastic). Exposure to temperatures -
< -~ above 25°C/77°F during transport and storage will lead to minor losses in moisture content. Higher
temperatures lead to greater losses. It is unlikely that these minor losses will lead to.clinically
* significant changes within the expiration period. The amount of water that can permeate from inside
- the solution container into the overwrap is insufficient to affect the solution significantly.

Solutions in contact with the plastic container can leach out certain of its chemical components in

- very small amounts within the expiration period, e.g. di-2-ethylhexyl phthalate (DEHP); up to 5 parts
per-million; however, the safety of the plastic has been confirmed in tests in animals accordlng to
USP blologlcal tests for plastic contalners as weII as by cell cuIture tox:cnty studles

CLINICAL PHARMACOLOGY
: Mechamsm of Actlon |

S DIANEAL isa hypertonlc pentoneal dialysis SOIUthI’I contalnmg dextrose a rnonosaccharlde as the
** primary osmotic agent. An osmotic gradient must be created between the peritoneal membrane and
‘the dialysis solution in-order for: ultrafi Itration to occur. The. hypertonlc concentration of glucose in
DIANEAL exerts an osmotic presstire across the perltoneal membrane resultlng in transcapillary -
ultrafiltration. Like other peritoneal dialysis solutions, DIANEAL contains electrolytes to facilitate the
correction of electrolyte abnormalltles DIANEAL contalns a buffer, lactate, to help normalize acid- .
base abnonnalltles ' : : _ :

_"Pharmacokmetlcs of DIANEAL

) R 7 | - ‘Glucose content in DIANEAL is expressed as dextrose monohydrate and is avallable in four
- Q .~ concentrations: 1 5%, 2.5%, 3.5% and 4. 25%. - :
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Glucose is rapidly absorbed from the peritoneal cavity by diffusion and appears quickly in the
circulation due to the high glucose concentration gradient between DIANEAL compared to blood
capillary glucose level. Absorption per unit time will be the highest at the start of an exchange and
decreases over time. The rate of glucose absorption will be dependent upon the transport
characteristics of the patient's peritoneal membrane as determined by a peritoneal equilibration test
(PET). Glucose absorption will also depend upon the concentration of glucose used for the
exchange and the length of the dwell. Glucose is metabolized by normal cellular pathways (e.g.
glycolysis) and provides a source of calories and may elevate blood glucose levels.

N

Transport of other molecules across the peritoneal membrane, such as lactate, will occur by
diffusion. Metabolism of lactate occurs in the liver and results in the generation of the bicarbonate.
Transport of other molecules will be dependent upon the molecular size of the solute, the
concentration gradient, and the effective peritoneal surface area as determined by the PET.

INDICATIONS AND USAGE
DIANEAL peritoneal dialysis solutions are indicated for patients in acute or chronic renal failure
when nondialytic medical therapy is judged to be inadequate.

CONTRAINDICATIONS _ 7
DIANEAL is contraindicated in patients with pre-existing severe lactic acidosis.

WARNINGS
Encapsulating Peritoneal Sclerosis (EPS) is considered to be a known, rare complication of

( ~ peritoneal dialysis therapy. EPS has been reported in patients using peritoneal dialysis solutions
including DIANEAL. Infrequently, fatal outcomes of EPS have been reported. with DIANEAL.

Patients with severe lactic acidosis should not be treated with lactate-based' peritoneal dialysis
solutions (See Contraindications). Patients with conditions known to increase the risk of lactic
acidosis [e.g., acute renal failure, hepatic failure, inborn errors of metabolism, treatment with drugs
such as metformin, nucleoside/nucleotide reverse transcriptase inhibitors (NRTIs), and sepsis/shock]
must be monitored for the occurrence of lactic acidosis before the start-of treatment and during
treatment with lactate-based peritoneal dialysis solutions.

When prescribing the solution to be used for an individual patient, consideration should be given to
the potential interaction-between the dialysis treatment and therapy directed at other existing
illnesses. Serum potassium levels should be monitored carefully in patients treated with cardiac
glycosides. For example, rapid potassium removal may create arrhythmias in cardiac patients using
digitalis or similar drugs; digitalis toxicity may be masked by hyperkalemia, hypermagnesemia, or
hypocalcemia. Correction of electrolytes by dialysis may precipitate signs and symptoms of digitalis-
excess. Conversely, toxicity may. occur at suboptimal dosages of digitalis if potassium is low or
calcium is high.

Diabetics require careful monitoring of insulin requirements and other treatments for hyperglycemia

during and following dialysis with dextrose containing solutions.

PRECAUTIONS
General
(/\ Peritoneal-Dialysis Related
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DIANEAL is intended'for intraperitoneal administration only. Not for intravenous admi'nlstration.‘ ,

The following conditions may. predispose to adverse reactions to peritoneal dialysis procedures:

abdominal conditions, including uncorrectable mechanical defects that prevent effective peritoneal
dialysis or increase the risk of infection, disruption of the peritoneal membrane and diaphragm by
surgery, congenital anomalies or trauma prior to complete healing, abdominal tumors, abdominal
wall infections, hemias, fecal fistula, colostomies or ileostomies, frequent episodes of diverticulitis,
mﬂammatory or ischemic bowel disease, large polycystic kidneys, or other conditions that
compromise the integrity of the abdominal wall, abdominal surface, or intra-abdominal cavity, such
as documented loss of peritoneal function or extensive adhesions that compromise peritoneal
function. Conditions that preclude normal nutrition, impaired respiratory function, recent aortic graft
placement, and potassium deﬁciency may also predispose to cor'nplications of peritoneal d'ialysis

Aseptlc techmque must be employed throughout the peritoneal dlalyS|s procedure to reduce the
possibility of |nfect|on

Following use, the drained fluid should be inspected for the presence of fi brin or cloudlness which
may indicate the presence of pentonltls

If perrtomtls occurs, the choice and dosage of antibiotics should be based upon the results of
identification and sensitivity studies of the isolated. organism(s) when possible. Prior to ldentlﬁcatron
of the involved organism(s), broad-spectrum antibiotics may be indicated.

Overinfusion of peritoneal dialysis solution volume into the peritoneal cavity may be characterized by
abdominal distention, feeling of fullness and/or shortness of breath. Treatment of overinfusion is to
drain the peritoneal dlalyS|s solution from-the peritoneal cavity.

Need for Trained Phy5|c|an ’
Treatment should be initiated and monitored under the supervrsron of a- physrman knowledgeable in
the management of patlents with renal failure.

A patient's volume status should be carefully monitored to avoid hyper- or hypovolemia and

- potentially severe consequences including congestive heart failure, volume depletion and - :
~hypovolemic shock. An accurate fluid balance record must be kept and the patient's body weight

monitored. Excessive use of DIANEAL - pentoneal dlalySlS solution with higher dextrose concentration A
duringa peritoneal dialysis treatment may result in S|gn|ﬁcant removal of water from'the patlent (see :
Dosage and Admlmstratlon) :

Significant losses of protein, amino acids, water-soluble vitamins and other medicines may occur
during peritoneal dialysis. The patient's nutritional status should be monitored and replacement
therapy should be provrded as necessary :
Informatlon for Patients

Patients should be instructed not to use solutions if they are cloudy, dlscolored ‘contain wsrble
partlculate matter, or if they show evidence of leaklng containers (see Dosage and Administration).
Aseptic technlque must be employed throughout the procedure

An improper. clamplng sequence may result i in infusion of air into the perltoneum (see Dosage and

- Admmlstratron Dlrectlons for Use)

\
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To reduce possible discomfort during administration, patients should be instructed that solutions may
be warmed to 37°C (98°F) prior to use. Only dry heat should be used. It is best to warm solutions
within the overwrap using a heating pad. To avoid contamination, solutions should not be immersed
in water for warming. Do not use a microwave oven to warm the solution (see Dosage and
Administration, Directions for Use).

Laboratory Tests

Serum Electrolytes

DIANEAL does not contain potassium. Evaluate serum potassium prior to administering potassium
chloride to the patient. In situations where there is a normal serum potassium level or hypokalemia,
addition of potassium chloride (up to a concentration of 4 mEg/L) to the solution may be necessary
to prevent severe hypokalemia. This should be made under careful evaluation of serum and total
body potassium, and only under the direction of a physician.

Fluid, hematology, blood chemistry, electrolyte concentrations, and bicarbonate should be monitored
periodically. If serum magnesium levels are low, magnesium supplements may be used.

Patients receiving DIANEAL solutions should have their calcium levels monitored for the
development of hypocalcemia or hypercalcemia. In these circumstances, adjustments to the dosage
of the phosphate binders, vitamin D analogs, and/or calcimimetics should be considered by the
physician. DIANEAL Low Calcium (2.5 mEq/L) Peritoneal Dialysis solution should be considered for
use in patients with hypercalcemia. '

Carcinogenesis,' Mutagenesis, Impairment of Fertility
Studies to evaluate the carcinogenic or mutagenic potential of this product, or its potential to affect
fertility adversely, have not been performed.

Drug Interactions

No clinical drug interaction studies were performed As with other dialysis solutions, blood
concentrations of dialyzable drugs may be reduced by dialysis, Dosage adjustment of concomitant
medications may be necessary. In patients using cardiac-glycosides (digoxin and others), plasma
levels of calcium, potassium and magnesium must be carefully monitored (see Warnings).

Use in Specific Population

Pregnancy

Pregnancy Category C.DIANEAL is a pentoneal dialysis solution of electrolytes, lactate and
dextrose and is pharmacologically inactive. Animal reproduction studies have not been conducted
with DIANEAL dialysis solution. While there are no adequate and well controlled studies in pregnant
women, appropriate administration of DIANEAL with monitoring of fluid, electrolyte, acid-base and
glucose balance, is not expected to cause fetal harm, or affect reproductive capacity. Maintenance
of normal acid-base balance is important for fetal well being. Physicians should carefully consider

" the potential risks and benefits for each specific patient before prescribing DIANEAL.

Nursing Mothers

DIANEAL is a dialysis solution of electrolytes lactate and dextrose and is pharmacologically
inactive. The components of DIANEAL are excreted in human milk. Appropnate administration of
DIANEAL with monitoring of fluid, electrolyte, acid-base and glucose balance, is not expected to
harm a nursing infant. Physicians should carefully consider the potential risks and benefits for each
specific patient before prescribing DIANEAL.

Pediatric Use
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Safety and effectiveness have been established based on published clinical data. No adequate and
well-controlled studies have been conducted with DIANEAL solutions in pediatric patients.

Geriatric Use
Safety and effectiveness have been established based on published clinical data.

ADVERSE REACTIONS

The following adverse reactions have been identified during post approval use of DIANEAL.
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 during drug exposure.
Adverse reactions are listed by MedDRA System Organ Class (SOC), then by Preferred Term in
order of severity.

INFECTIONS AND INFESTATIONS: Fungal peritonitis, Peritonitis bacterial, Catheter related
infection

METABOLISM AND NUTRITION DISORDERS: Hypovolemia, Hypervolem|a Fluid retention,
Hypokalemia, Hyponatremia, Dehydration, Hypochloremia

VASCULAR DISORDERS: Hypotension, Hypertension
RESPIRATORY, THORACIC, AND MEDIASTINAL DISORDERS: Dyspnea

GASTROINTESTINAL DISORDERS: Sclerosing encapsulating peritonitis, Peritonitis, Peritoneal
cloudy effluent, Vomiting, Diarrhea, Nausea, Constipation, Abdominal pain, Abdominal distension,
Abdominal discomfort

SKIN AND SUBCUTANEQUS DISORDERS: Steveris-Johnson syndrome Urticaria, Rash, (including
pruritic, erythematous and generallzed) Pruritus

MUSCULOSKELETAL, CONNECTIVE TISSUE DISORDERS: Myalgia, Muscle spasms,
Musculoskeletal pain

GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS: Generalized edema,
Pyrexia, Malaise, Infusion site pain, Catheter related complication

DRUG ABUSE AND DEPENDENCE
There has been no observed potential of drug abuse or dependence with DIANEAL solution.

OVERDOSAGE »

There is a potential for overdose resulting in hypervolemia, hypovolemia, electrolyte disturbances or
hyperglycemia. Excessive use of DIANEAL peritoneal dialysis solution with 4.25% dextrose during a
peritoneal dialysis treatment can result in significant removal of water from the patient.

DOSAGE AND ADMINISTRATION
DIANEAL peritoneal dialysis solutions are intended for intraperitoneal administration only.
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The mode of therapy, frequency of treatment, formulation, exchange volume, duration of dwell, and
length of dialysis should be selected by the physician responsible for and supervising the treatment
of the individual patient. DIANEAL should be administered at a rate that is comfortable for the
patient, generally over a period of 10-20 minutes for a single exchange.

Patients on continuous ambulatory peritoneal dialysis (CAPD) typically perform 4 cycles per day (24
hours). Patients on automated peritoneal dialysis (APD) typically perform 4-5 cycles at night and up
to 2 cyzcles during the day. The fill volume depends on body size, usually from 2.0 to 2.5 liters per
1.73m".

To avoid the risk of severe dehydration and hypovolemia and to minimize the loss of protein, it is
advisable to select the peritoneal dialysis solution with the lowest level of osmolarity consistent with
the fluid removal requirements for that exchange. As the patient's body weight becomes closer to the
ideal dry weight, lowering the dextrose concentration of DIANEAL is recommended. DIANEAL
4.25% dextrose-containing solution has the highest osmolarity of the DIANEAL solutions and using it
for all exchanges may cause dehydration.

Solutions that are cloudy, discolored, contain visible particulate matter, or show evidence of leakage
should not be used.

Following use, the drained fluid should be inspected for the presence of fibrin or cloudiness which
may indicate the presence of peritonitis.

For single use only. Discard unused portion.

It is recommended that patients being placed on peritoneél dialysis and/or their caretaker(s)s_hould
be appropriately trained.

Addition of Potassium ‘

Potassium is omitted from DIANEAL solutions because dialysis may be performed to correct
hyperkalemia. In situations where there is a normal serum potassium level or hypokalemia, the
addition of potassium chloride (up to a concentration of 4 mEg/L) may be indicated to prevent severe
hypokalemia. The decision to add potassium chloride should be made by the physician after. careful
evaluation of serum potassium.

Addition of Insulin

Patients with insulin-dependent dlabetes may require modification of msuhn dosage following
initiation of treatment with DIANEAL. Appropriate monitoring of blood glucose should be performed
when initiating DIANEAL in diabetic patients and insulin dosage adjusted if needed (see Warnings).

Addition of Heparin -
No human drug interaction studies with heparin were conducted. In vitro studies demonstrated no
evidence of incompatibility of heparin with-DIANEAL.

Addition of Antibiotics

No formal clinical drug interaction studles have been performed. In vitro studles of the following.
medications have demonstrated stability with DIANEAL: amphotericin B, ampicillin, cefazolin,
cefepime, cefotaxime, ceftazidime, ceftriaxone, ciprofloxacin, clindamycin, deferoxamine,
erythromycin, gentamicin, linezolid, mezlocillin, miconazole, moxifloxacin, nafcillin, ofloxacin,
penicillin G, piperacillin, sulfamethoxazole/trimethoprim, ticarcillin, tobramycin, and vancomycin.
However, aminoglycosides should not be mixed with penicillins due to chemical incompatibility.
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Directions for Use
For complete CAPD and APD system preparatlon see directions accompanying ancillary
equipment.

Aseptic technique must be used throughout the peritoneal dialysis procedure.

Warming

For patient comfort, DIANEAL can be warmed to 37°C (98°F). Only dry heat should be used. It is
best to warm solutions within the overwrap using a heating pad. Do not immerse DIANEAL in water
for warming. Do not use a microwave oven to warm DIANEAL. :

To Open

To open, tear the overwrap down at the slit and remove the solution container. Some opacity of the
plastic, due to moisture absorption during the sterilization process, may be observed. This does not
affect the solution quality or safety and may often leave a slight amount of moisture within the
overwrap. The opacity should diminish gradually.

Inspect for Container Integrity

Inspect the patient connector to ensure the pull ring is attached. Do not use if pull ring is not
attached to the connector. Inspect the DIANEAL container for signs of leakage and check for minute
leaks by squeezing the container firmly. If the container has frangible(s), inspect that they are
positioned correctly and are not broken. Do not use DIANEAL if the frangible(s) are broken or leaks
are suspected as sterility may be impaired.

For DIANEAL in UltraBag, inspect the tubing and drain container for presence of solution. Small
droplets are acceptable, but if solution flows past the frangible prior to use, do not use and discard
the units.

Adding Medications

Some drug additives may be incompatible with DIANEAL. See DOSAGE AND ADMINISTRATION
section for additional information. If the resealable rubber plug on the medication port is missing or
partly removed, do not use the product if medication is to be added.

1. Put on mask. Clean and/or disinfect hands.

2. Prepare medication port site using aseptic technique..

3. Using a syringe with a 1-inch long, 25- to 19-gauge needle, puncture the medication port and
inject additive.

4. Reposition container with container ports up and evacuate medication port by squeezing and
tapping it.

5. Mix solution and additive thoroughly.

Administration

1. Put on mask. Clean and/or disinfect hands.

2. Place DIANEAL on work surface. _

3. For UltraBag system for manual exchange, uncoil tubing and drain bag. Ensure the patient
transfer set is closed. Break the connector (Y-set) frangible.

4. Remove pull ring from connector of solution container. Once the pull ring has been removed do
not reuse the solution or container.

5. Immediately attach the solution container to patient connector (transfer set) or appropnate
peritoneal dialysis set.

6. For Ambu-Flex, continue with therapy as instructed in user manual or directions accompanying
tubing sets for automated peritoneal dialysis.

7. For UltraBag, follow the below steps:

Reference ID: 2890283
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Clamp solution line and then break frangible near solution bag. Hang solution container and
place the drainage container below the level of the abdomen.

Open transfer set to drain the solution from abdomen. If drainage cannot be established,
contact your clinician. When drainage complete, close transfer set.

Remove clamp from solution line and flush new solution to flow into the drainage container
for 5 seconds to prime the line. Clamp drain line after flush complete.

Open transfer set to fill. When fill complete, close transfer set.

Disconnect UltraBag from transfer set and apply MiniCap.

8. Upon completion of therapy, discard any unused portion.

' HOW SUPPLIED
DIANEAL peritoneal dialysis solutions are available in nominal size flexible containers as shown in
Tables 1-4. .

All DIANEAL peritoneal dialysis solutions have overfills which are declared on container labeling.

Freezing of solution may occur at temperatures below 0°C (32°F). Allow to thaw naturally in ambient
conditions and thoroughly mix contents by shaking.

Exposure of pharmaceutical products to heat should be minimized. Avoid excessive heat. It is
recommended the product be stored at room temperature (25°C/77°F): brief exposure up to 40°C
(104°F) does not adversely affect the product.

Reference ID: 2890283

Reference ID: 3296493

27




This label may not be the latest approved by FDA.

' :'28,'7 :

O-€1+0-1+60 DAN §

oLisds

cf ovf  96f sof

zen

TS

mwwommm n__ 85@3_ :

{1 soctvov60 AN

10-€1$0-1¥60 DN §
LOETH0-T760 DAN 4
$0-€150-1960 OON §
80-€1¥0- 1560 0N §

90-€1¥0-1+60 DAN

E 116851 §
E v61SEST §

ov sof

sei

W.M .._,‘.M

§'9010°%)
TS5

96€ ]

§  wavanoo
} oxamanawv §
asonxeq

0457 Wi TonNjoS

$Z-1150- 1460 OAN |
ST-TIH0-1#60 DN §

6b-11v0- 1460 DAN

8511401460 OAN ;

9~ TTH0-1+60 DAN

STTTPO-TH60 OAN ;
£b-1190- 1560 DAN ;
Tr-11¥0-1+60 OAN ;
111401460 DAN -
Ot~ 1170~ T¥60 DAN

mﬁ.wmw
691595
' 891sdS

99159S
sotsds ¥
€915ds §

0 i sof st

.ev.

¥ yaavinoo

©§ mXTI-0gNV
Omouxo,ﬂ.
%Sl e§ Tonm[os

please visit https://www.fda.gov/drugsatfda

~ TI-T190- 1460 OQN

LO-TTH0-TH60 DN

$0-T1#0-T60 DAN

80-T1¥0-1+60 OAN

90-11¥0-T+60 OAN §
SO-TTH0- 1460 OAN

ovd 96 50

i za

438 |

1 o]

- %S! a M aonzcm.
. SisATeI(] [esuolIsg §
: .N.Qm%mz,sﬂ.,

o
o
wy

For current labeling information

ey
QPHOF[:)
mngsouﬁaw

W)
umpos

1
- () (yromsom)

panddng mof

(1/bam)
UORELULIUO) Jftio]

GO

BRI (014 (2 _
dSn ‘apuory) wrnissudepy - -

KuejowsQ

4oeD)

<,

“optoyD tmIpog

(CoeN*HED)

dsQ ‘eproy) wnis[e).
9je10¥] WNIpog

" (OTHT

(158N dasn

" qmonr
\E.s.memﬂao

AMHZHAQ.ZOU Nﬂﬂh.bgv :.E:?w mﬁbﬁﬁ Eoﬁeﬂﬂum N..Qm Aﬁ HZQHQ B! o—a—ah

Reference ID: 3206493 < .




|£82068Z :qI 9UBI4Y

 8T-STHO-TP60DAN §  z1L68S §
ST-STH0- 1960 DaN § se1sas §
6r-STHO-TH60 OAN §  6315dS §
8Y-S1H0-T160 OAN § - 88158
Ly-STHO-TP60 OAN § L8T58S
stsTvo-Tv60 OAN §  ssisas §
P-STHO- 1460 OAN ¥ v8Ises §
€rsTPO-Tb60 AN §  estsds §
UW-STHO-160 OAN § T81SHS §
I-STp0-Tv60 AN §  18158s §
0b-STHO-1$60 OAN § - 08154 §

T XTLNGNV §
asonxa(l %STY §

B 2 M Tonnjos
4§ sshreq resuoyuag §
STy §  T-ad TVANVIA §

10-STH0-1760 OAN £
LO-STHO-TH60 OAN
- $O-STHO-T60 OAN |
80-STH0-1+60 OAN
90-ST#0- 1460 OAN
© S0-STHO-TH60 OQN -

MANIVINOD
O XATI-NGNV
950X %ST

A TOBROS 3

This label may not be the latest approved by FDA.

{1 sremowsooan

pOSYES |

- 3 ‘siskienq reonopmag

For current labeling information, please visit https://www.fda.gov/drugsatfda

8Z-€160-1960 DAN § - 1TL68s §
STEIP0-Tr60 OAN | t6158S
6v-€110-T460 OAN § - 6L158s
SP-€1v0-1v60 DAN §  8LISES §
LETH0-Th60 DAN § - LLTsHS §
| SEIpO-Tb60 DAN §  sLIsHS §
Y- TP600aN §  bLISHS §
E-€IP0-T60 AN F - €L15€S §
TrEIP0-TH60 OAN §  2LTSHS

_iretno 160 0aN | iutses §

¢-Qd TVANVIA §

- 980nXo(]
%S'C P Tonnjog 3

3 sielie

Refefénce ID: 3296493 o



'£82068 Al 92US1943Y

S 30

£ 8¥-€940-1¥60 OAN ¥

8Z-LSYO-1¥60 OUN §
ST-LSYO-T¥60 OGN ¥
6¥-LSPO-TH60 AN F
84-LSPO- 1760 OUN F

T omos ShEa
§ - reouoyiag (/b §

sw g §

STy mnpE) 3
__MOT TVINVIA

§. 950IXq %ST IM §

~ YANIVINOD §
Eﬁim.b%g

uoTN[oS SISATRL(

please visit https://www.fda.gov/drugsatfda

This label may not be the latest approved by FDA.

For current labeling information

fesuoNg (b §
S umnE) §

Ly-LSPO-1$60 DOAN
SY-LSYO-T¥60 DAN

L (s9010%)
. N.

Bu1 8¢

o MHJH.D%. ]

10-L5Y0-160 DAN -SONXS(T %57 M §

3 - S0-LSY0-1¥60 OGN . ‘uonnos sisArexq §
| 20-Lsho-Tr60 DAN [eouoying (T/bgm §
L0-L§¥0- 1760 DAN 4 §7)umprE) §
80-LS0-T#60 OAN Swgpy §  Smgcs Sgzg . morTvanvia}
N : - o U3 WANIVINOD
8Z-60%0- 160 OAN I XTT-0GAY
LT-600-1960 DAN asomxaq %¢'T Ui
6t-60V0-T¥60 DAN . uonnjos SISATRI( |
3 86010-1¥60 DAN Tesuouag (/bym §
3 - 9£-6010-T¥60 OAN v K - §Q)mmoE) §
F__Sh-60v0-TH60 OAN Swmgyy §  Smges 3 MO TVANVIQ
, _ . : SARIVING
A XATA-NTAV §

10-60¥0-1#60 DAN. '2500¥5( %S T

L£0-60v0-160 OUN * monm[og SISAeIq
3. S0-60v0-1¥60 DAN . fesuojIag (/b
. 80760v0°1v60 DAN (4] wnoe) §

. Bwges

&0

g
0
(=]
v

81 § Swgyp

20°60v0°1¥60 OAN § _8¢1 .w,,. . wo1Tvanvia §

.

; 3 k: E <O E D ¥

- 4 m Q wm: BE mmf, SHW 2.0 8
2 3 | £ E2Y S af S21 £B FE >
8 .2 ] 3 2S3% m,m;.i SR Nm‘: Qg <
& 5 =i 551 Fg3 FE2i 3% =g £1
. €5 ozt oFi <8 s £

£51 T . G i G =3

.0

eo——h&:m MOH. =e.u¢.==ou=oU oﬂem ‘HEQS \ne.u_memEeU

AMHEHZOU NHHH.D% ) wonnjos sIsAfeIq —«oﬁoaﬂem AA\UHE m.N E-:u—«U ROT IV HZ&QQ “TIlqeL

Refefence ID: 3296493 -.




This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

~ €870687 QI uaiajey

87-65¥0- 1760 DAN

$T-65Y0-1160 DAN
6v-65¥0-1v60 OAN
8-6S¥0- 1760 DAN
L¥-65¥0-1¥60 OAN

+ XA T-NGNV
~ § esonxsq %S P
-.. 3% .. uounjog sisAEIqQ
__vﬁsaeuui&wma

3 (900
[4

§  srecvo-1v60 0ON

¥ 106sp0-1v60 oaN
§ so-6sv0-Tr60 0N

B2

501X %ST Y WM
. uohnyos. mabﬂﬂ
esuojuiag (T/bgm

20-65¥0-1560 OAN | 2
LO-65¥0-1v60. DN § s900Y) 3 E
v zsE . gsp

80-65+0-1¥60 OGN £ TF TELE

- sgumonn §

§ osomoq %sE TN g

o

‘Reference ID: 3296493

—




This label may not be the latest approved by FDA.

32

£82068T 1l 93UaI342Y

| ss-6210-160
1 essmvoveo
,,, H,;..,, TS-62H0-TH60
¥ 15-62v0-1960

asonxa(] -
- %STY
- M wounjog
SIsAferq.
. Tesuojuag
- Tad.

000€

00ST
0007

00ST

- 000S
- 000€
0007
0002

658685
. 363685
968684
$6868S

§ 69
£ 0
0P

s

wﬁ, :
ST

1 B

TEL

} ss-LTv0- 1160
§ €5-LTH0 1160 :
L TS-LTPO"1P60
} 15-LTv0-TY60

please visit https://www.fda.gov/drugsatfda

Ts § sy $€6

“§ osonxaq %s'T
QM Tonnjos
¥ sisheiq
 [BOUOIIN] -
Tad

000¢
000t
- 000C .

85864S
8/864S
9.86¢

{ <9
e
o)

3w sw § 3w

1 55-97v0-1160
1 €s-9tv0-1760
§ Ts-9Tv0- 160
3 15:9T00-1460

§ s.369s § 000T TELE TS f 966 1 80 | BEica B

- ¥ asomxeq %'
" WA uoyn[og
o stskjerq - -
'} [eouoyeg
31 raa

- 000S
. 000€
000T
0002

LS864S
¥ 89%64S
99864
. 59864S

000€
00T

1000T
§ oosT

i U

%n |

3w
sb

S
§oLst-

v
o
S

v
(2]
4 .00
=]
\

For current labeling information

OaN

- IVANVIA

wmnoe)
(19N SN |
opuo) whrpog - |

wnisousey |
. wnisouden -

()
QUINJOA,

foma

- (CoNSHED) |

dsn “opHoy)’
- oJEI0oRT WRIPOS |

(O%HY*I08I) |

(Tu)
azIg 1.
ouTeIuo)

" b (ﬁbmsomf**
_ ALDVIONSO

“‘apuEo[yD wnide)

(0%HZeYD®D) dSN

apoD

meav
o ﬁeﬁ«.—uﬂooﬂonv uﬁ-em

,Haooﬁ \E.Emomﬂeo

. ao_a.&-w MOH

~Reference D™




please visit https://www.fda.gov/drugsatfda

This label may not be the latest approved by FDA.

For current labeling information

-
on

© €870687 Al PUIRY

. ssomxoq §
L %STY
I Topnjos §
sisAer §
esuoiag §

i (bams)g
§ wnpEy Mo
3 TvaNVId
-~ § osonxeq %s°z
1 Wi wonnjog

o osishrera g
[eauosIog
(1/bgw §°7)
wnioe) moJ
- TVEANVIQ
§ osomxoq %s'1 §
§ wim vonnjos §
sisk[erq § -
[esuoyliag §

i (vpamso)}
% wmioe) Mo
§  TVANVId §

000§

000€

000T
-.000T

65L69S

[ 86L6ES |
L 962645 |
E S6LGES

b SS-EE70-TH60
1 £5-€€10-TH60
§ Ts-eev0-1160
§ 15-€£0-1460

000€
- 00ST
0007
00ST

(59

. 8w .
8¢S

3w
8tP

Swm
€81

i ov

1 ov fea} oo w 8p {80

{ 55-0£v0-1160 § 8sL6AS |
} csoevo-1ve0 § sLL6as
| CS-0EV0-1¥60 § 9LL6HS
$ 15-08v0-Tv60 § SLL6dS |

000s
000¢
0002
000T

000€

00ST
0002
00ST

EEGR
3 ol : .
11 1 o L
Y6 foofsejeer} oo | see | s0s

Sw
8¢S

' op S

(59 |
o
oy §
, o

L 000s
. 000€
0002

1 ooo¢
1 o0sz
1 o000z
00ST

§ SSYTHO-TP60 § LSL6ES
ESHTHO 1P60 § 89L6S
99L6€S
S9L6€S

Sw
8¢S

LR

<
<
BT
o)
i
b
ool
L2e]
‘asonxa(- | ~ -

- ALEVTIONWSO |
(')'
®

wnpe) |

e
oproIy
waEe)

wnrsoudey |

(1oeN) dsn

| “epmorys wnipos |

(Tem)
SUINOA .

md

dsn ‘opuo |
dSn ‘epuory |
(FoeNH®D) |
oyeoe wnipog | |
dSN ‘SnoIpAH 1 iy

 wmssude | v

- (O%HY* U3 |

OaN

) , | (/b)) 1 . _ BRI ,
ponddng mopy W,. UOHEHUIIUO)) S[u0Y S | 1 o -TugQ1/uonisodmo)

(EANIVINOD DVEVELTN) Tonnjo siskfeiq [eauoyisg (/b s°7) mmpie) Mo TVANVIA *b AqeL

Reference 157%



This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

- QH
Dentros H usp

Baxter, Dianeal, Ambu-Flex; UltraBag, and PL 146 are trademarks of Baxter International, Inc.
Baxter Healthcare Corporation ' :

Deerfield, I. 60015 USA '
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