DIANEAL LOW CALCIUM WITH DEXTROSE- sodium chloride, sodium lactate,
calcium chloride, magnesium chloride and dextrose injection, solution
Baxter Healthcare Corporation

Disclaimer: This drug has not been found by FDA to be safe and effective, and this
labeling has not been approved by FDA. For further information about unapproved
drugs, click here.

DIANEAL Low Calcium with Dextrose

Health Care Provider Letter

IMPORTANT PRESCRIBING INFORMATION
DATE: Movember 4, 2024

Subject: Temporary importation of DIANEAL PDJ4 Solution for Peritoneal Dialysis from Ireland for use in
Automated Peritoneal Dialysis to address drug shortages.

Dear Healthcare Professional,

Diue to the current criical shortage of DIAMEAL PD-2 and DIANEAL Low Calcum (2.5 mEg/L) Pentonsal Dialysis
Solution in the United States (U.5.) markst, Bader Healthcare Corporation (Baoder) is coordinating with the LS.
Food and Drug Administration (FDA) to temporanly mport DIANEAL PD4 Solution fior Peritoneal Dialysis from
Baxter's manufectunng facility in Castebar, Ireland FDA has not approved this product manufactured by Baxter's
Castlebar, Iretand faciity.

You may be provided with additionsl lefers for ofher DIANEAL imported peniioneal dislysis solutions you receive.
Please read each letier in its enfirety because each letier may contain different. product-specific mformation.

Baxter has initisted temporary importaton of DIANEAL PDY4 SoluSion for Periioneal Dialysis for use in Automated
Peritoneal Dialysis (APD) therapy a5 descnbed in the table below. This product = manufacthured by Baxter's
manuiacturing facility in Castlebar, ireland and is marksied in the United Kingdom and other countries within the
Eurcpean Unicn (ELIL At this trme. importaton or distibuiion of DIANEAL perfiopneal dislysis soluion n the
United States by any entity other than Bexter or its authorized distributons) is considered a violation of the
Federal Food, Drug, and Cosmetic Act and is subject to enfiorcement by the FOA.

Effective immediately, and during this temporary penod, Baxder will offer the following imporied products from
Baxter's facility in Castlebar, Ireland:

Product Name and Descripton aPD Product Code | Bags per Canon NDC Code
Containes
Wohame
DUANEAL PO
Glucoss 1.36% wiv | 136 mgimL S000 mL FPESZISR 2 bags N’;ﬁﬁuﬂggl;ﬁ]
Solution for Perdloneal Dialysis
DUANEAL PO
Ghicoss 2.I7% vy | 22 7 mgiml 5000 el FPEII9SR 2 bags N’;ﬁﬁf&gmﬂllfzﬁ]
Salution for Paroneal Distysis
DIANEAL P
1
Clieoss 3.B6% wiv | 38,6 mgiril S000 i FPESDISR Zhags NDC 0341-0731-01 [bag)

Salulion for Perlloneal Disysis NDC 0241-0731-02 {canan)

It is important to note the following:

» DIANEAL PD4 Dextrose Solution for Peritoneal Dislysis manufachured in the EU is isbeled to reflect glucose
anfydrous content of 1.36%. 2 27% and 3 86%. DIANEAL PD-2 and DIANEAL Low Ca (2.5 mEg/L)
peritoneal dislysis solution with Dexirose are lsheled to reflect dexirose hydrnous of 1.5%, 2.5% and 4 25%.



Thesa solutions have identical dextrose concentrations for clinical use and boxes are color coded in the same
way — yellow (1.36%/1.5%), green (2 ZT%2 5%) and rediorange [3.86%4_25%).

» Dianeal PD4 Dextrose Solution for Peritoneal Dialysis contains 125 mmol/L (2.5mEqgiL) of calcium
compared to Dianeal PD-2 peritoneal dialysis solution with Dextrose which contains 1.75 mmol/L (35
mEg/L) of calcium. Palients receiving lreland-imported DIANEAL solution should have their serum calcium
levels monilored for the development of hypocalcemia.

» There are no ather clinically relevant differences in the drug composition betwean the Eunopean-manutactured
DIANEAL PD4 and U.S.-manufactured DIANEAL | ow Calcium (2. 5mEg/) Peritoneal Dialysis Solution (see
Tabde 1, below). As such, dinical pracice for usage. adminisiraion. and dosage for Diansal Dextrosa PD-4
APD solution (manufactured in EU) products is the same as with Dianeal Dextrose PD-2 and Dianeal
Daxtrose Low Ca (2.5 MEQUL) (manufactured in U.S). Please refer to the FDA-approved Dianeal Peritoneal

» Dianeal PD4 Solution for Peritoneal Dialysis imported from the EL will only be availabie in 5000 mL volume for
APD, so there will be a need o adapt the PD prescriplion for some patients.

= The Luer-jock connector on the lreland imporied product functions the same as and is fully compatible with
peritoneal dialysis sets marketed in the United States. However, the LS. product has color-coded pull rings
covering the luer o ideniify the dexirose concentration, whie the neland imported product has a blue
protactive tip protector which i the same for all dexdrose concenfrations. The frangible is green in the Ireland
imporied product but blue in U.S. product. Uisers of the imported product should check the product label 1o
ensure that they are using the comect dexirose concentralion. See Table 1 for mone details of product
differances.

= DIANEAL PD4 Solution for Periloneal Dialysis imported carton kabeling includes barcodes: however, the
barcodes may not register accurately in the U.S. scanning systems. There are no barcodes on the solution
containers of the Ireland imported product. Instituions: should manually nput the product into their systems
to confirm that barcode sysiems do not provide incomect informaiion when the product is scanned.
Allernative procedures should be followed o ensure that the cormect drug product is being used in all systems and
processes and administerad to individual patients.

Bafore prescribing, healthcare providers should be aware of some key differences in the container packaging and
labealing between the DIAMEAL PD4 Solution for Peritoneal Dialysis products manufactured in EU and DIANEAL
PD-2 and DIANEAL Low Calcium (2.5 mEg/ ) Peritoneal Dialysis Solution manufactured in U_S.

Kay differences are highlighted in the following Product Comparison Tables:
= Table 1: Key differences of DIANEAL Peritoneal Dialysis Solulion for APD therapy
+  Table Z Comparison of 5000 mL DIANEAL PD Solution Container Labeding

Reporting Adverse Events

To report adverse evenls assocaled with the imporied product, please call Baxter at 1-866-8B8-24T72, or fax: 1-

B00-759-1801. Adverse events or quality problems experenced with the use of the imporied product may also
be reporied o the FDA's MedWalch Adverse Event Reporing program either online, by regular mail or by fax:

+ Complete and submit the report Online: waw fda gov/medwstchirepor him




» Reguiar mail or Fax: Download form s fds oo MedWsich/petforms him or call 1-800-332-1088 1o

requeast & reporting form, then complets and retum fo the address on the pre-addressed form or submit
by fax to 1-800-FDA-0M TS (1-800-332-01T8).

To repport product quslity issues, please report oo

Banter - Product Feedback Portal (hitps-iproductiesdback basier comf)

Please refer to the FDA approved prescribing information for DNANEAL Perftoneal Dialysis Sobution at
DailtyMed (nih.gov).

If you have any questions about the nformaton contained n ths leler or the use of mported Daneal Soluton for
Peritoneal Dialysis, please contact Baxter's Medical information Service st 1-888-T36-2543.

To place an order, please contact Baxer's Center for Home Care Services by caling 1-800-284-4060_

Sincarely,
-
ﬁma- fd‘lﬁ:h_"m —

Gaovana Basso, M.D.

Director of Americas Medical Affairs
Baxter Healthcare Corporstion
One Baxter Paroway

Deerfield, Ninos 60015

Baxter and DIANEAL are registered trademarks of Baxter Intemnational Inc.

Product Comparison Tables 1 and 2



Baxter

Table 1. Key differences of DIANEAL Peritoneal Dialysis Solutions for APD therapy

imported Product from Ireland - U.S. FDA Approved Product LLS. FDA Approved Product
DIANEAL PD4 DIANEAL Low Calclum DIANEAL PD2
Pt rarms | DIANEAL PD4 Glucoss 1.36%" wiv | 136 mg/ml DIANEAL Low Caicun (2 SmEg/L) Perionsal DLANEAL P02 Peritoneal Dialysis Solution with
* 1.50% pluooss anhydms i sqguivaisnt o 1.5% Diabyis Soltion with 1.5% Dextross= 1.5% Dexirose
deinose hydous
DIANEAL PO Glucose 2 7% " witv | 22.7 mgfml. DHANEA] |Low Caicasrns (2 SmiEqgL ) Pesion=al DIAKEA]L P02 Peritoneal Dialysis Sohition with
* 2 27% plucose ankydnus & equivalent i 2 5% Dialy=i Soluon with 2 5% Dextrose 2 5% Dexirose
daxiross hydmous
DHANEAL Low Caicn (2 SmiEg ) Pesiionsal DIAKEA] P02 Periioneal Dialysi= Schtion with
DIANEAL PDd Ghucoss 3 Bfi%" wiv / 386 mgiml * Dby Solution wilh 4 25% Dexiroos 4.25% Dexinoss
386% glurnee anhyooes & sgquivalsmt o 4 25%
dexinose hydrous
Labsiad 5000 mL 5000 mi and G000 ml 6l volumes: avibable 5000 mil and G000 mi [l volumes available
Fill Volama
Contalner Type | Flexble PG container wilh luer-iock conmecior ANBL-FLEX 1 PV contammes walh lusr-iock AMBLUEFLEX Il PVC container with lues-dock
conmecior Cornecion
Bags por 2 bags 2 by 2 bags
carten
Indiaitions Dhianeal PDd = ndicabed wheneys periboneal DHANEA] pevitonessl diafysrs solfions ane DMANEA] peritoneal dialysis solutions ane
dialysi= is employed, incheding: inciicated for palients 0 acule or chromec nenal indicied for patients in acule or chronic renal
1. Acute and chronic renal Eailure: flurs faivre.
2. Severs waler retention:
3. Blecimiyle disorders;
4. Drug intoxication, when a momne adeguats
erapeulic atematiees is nol availables
Dianeal PDY = pasticulbrly useful for Be control of
serum calcium and phosphale levels nrenal
failure patients recEvVng CACIET OF MAQNESLIT:
containing phosphate binder.
Active 1.36% Glucose: 1.5% Dextrose: 1.5% Dextrose:
Ingraciant - Glucoss Antwdrous 136 il (1.36 g/ 100 ml ) Deeatrorse Hyciours, LESP' 1.5 gf 900 ml Deestrorme Hydrous, USP 1.5 gM00 mL
Daiross 2.37% Glucoss: 2.5% Dextrose 2.5% Dextross:
(Glunts) Giucos= Anhydrous 22 7 il (2.27 o/100 mL) Dextrome Hydrows, ISP 25 g 00 mL Dietroms Hydrous, USP 2.5 gi00 mL
1.86% Glucoss: 435% Dextrose: 4 25% Dextrose:
Glucoss Anbydrous 388 g/l (388 MDD mlL) Dextrose Hycrows, LISP 4 25 gM00 ml Deextrorse Hydrous, USP 4 35 gM00 mL




Baxter

Iimported Product from Ireland - US. FDA Approved Product LS. FDA Approved Product
DIANEAL PD4 DIANEAL Low Calclum DIAMEAL PD2

hoithvs Sodium Chioride 538 g AL {538 mg100 mL ) Sodium Chionde, ISP 538 mg /100 mL Sodium Chionde, USP 538 mg /100mL
Ingraciients - Sodium Lactate 448 g /L {£48 mg/ 100 mlL) Sodium Lackale 448 mg 00 mL Sodium Lackale 448 mg /100 mL
Elpciroktes Calcium Chionde 0,184 g /L {18.4 mgi 100 /ml Calcawn Chionde, ISP 183 mgM00 ml Calcium Chioride, USP 25.7 mg /100 mL

Magnesiim Chioide 0.051 g /L (5.1 mg 100 ml) Mlagnesium Chiorde, ISP 508 mg MO0 ml Magnesasm Chionde, ISP 5.08 mg MDD mL
Elsctrolts Sodum 132 mmol/L (=ouvalent o 132 mEgl) Socfium 132 mEgiL Bodium 132 mEglL
Contant Caicium 1.25 mmoll (eguivalent o 2 5 mEgfL ) Calcien 25 mEgL Calcium 3.5 mEgiL
par Limr Magnesiim 025 mmoll. (equivaient i 0.5 mEglL) | Magnesium 0.5 mEgl Magresium 0.5 mEgL

Chinride 85 mmelil. [aquivalent to 35 mEg/L) Chiioricie 55 mEgiL. (Chioride 58 mEgQL

Lactaim 40 menoll (=quivaient 1o 40 mEgl) Lactale 40 mEglL Lactate 40 mEgiL
pH 50-80 S52[40wES 52 {40wAS5)
Additional 1.36% Glucose Anhydrous: 1.5% Dextrose 1.5% Dextrose:
Irformation Orsmalarity 344 mismollL Ommclarity 344 mDsmoll {Caic) Oismokadty 348 mDsmaliL (Calc)

2.2T% Glucose Anbydrous: 2 5% Dextrose: 2 5% Dextross:

Demolarity 385 mi0smoll (Calc) O=moiarity 355 mOsmoil (Caic) Orsmokarity 396 mOsmolL (Calc)

1.0E% Glucose A 5% Dextroms 4 25% Dextross:

Dernobarity 483 mi0=smoll (Caic) Ommnoiarity L83 mOemoil (Calic) Dmobarity £85 mOsmoll (Caic)
-_ D ol sbore above 25'C Stowe 3l room Empecaburs [25°C | TT'F) Sione al room lemperabune 25°C 7 TTF)
Conditions: Do not refrigerale or freese. Briel exposure up o 40°C does not adverssaly Brisl exposure up o 40°C does not adversely

affect e prodiuct

alff=ct the product

i

24 months




i

s+ (One gresn frangible at lusr conrecior
s Bl protecive bp probecier




Table 2.

Comparison of 5000 mL DIANEAL PD Solution Container Labels

Baxter

Comparative container labels are presented below for the S000 mL fill volume. Labels for the LS. approved 5000 mL salution fill volurme differ
only by product code f NDC / Fill Volume / Barcode. There are no differences in composition or other safety-related information. Note, both
Baxter and Vantive-brandad labels are presenied, which represent all mporied ol labeling scenarios during this fransition.

Product from Ireland US FDA Approved Product US FDA Approved Product
5000 mL DIANEAL PD4 DIANEAL Low Calcium PD Solution DIANEAL PD-2 PD Solution
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Baxter

Imported Product from Ireland US FDA Approved Product US FDA Approved Product
5000 mL DIANEAL PD4 DIANEAL Low Calcium PD Solution DIANEAL PD-2 PD Solution
A FPELZTSR 5000 - u
DUANEAL GElucose 1, 536% we / 15,6 mgimi
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Vantive Version
Baxter
Imported Product from lreland US FDA Approved Product US FDA Approved Product
5000 mL DIANEAL PD4 DIANEAL Low Calcium PD Solution DIANEAL PD-2 PD Solution
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Baxter

Imported Product from Ireland US FDA Approved Product US FDA Approved Product
5000 mL DIANEAL PD4 DIANEAL Low Calcium PD Solution DIANEAL PD-2 PD Solution
‘.\kn\iu- FPES223R 5000 -. =
DANEAL ] Glucose 2,2 7% wi / 22,7 mgimi
Byl b Frilimedd harwin
— S Lﬂ: —
[S— L) L =
e e, Ly | = Lz
—— S s gy [T
— s s g gy @ [T
— s e
:-hh-l_
S T e e e
po——
——— SRS PPTRREE,
Vantive Version
Baxter
Imported Product from Ireland US FDA Approved Product US FDA Approved Product
5000 mL DIANEAL PD4 DIAMEAL Low Calcium PD Solution DMANEAL PD-2 PD Solution
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Baxter

Imported Product from Ireland US FDA Approved Product US FDA Approved Product
5000 mL DIANEAL PD4 DIANEAL Low Calcium PD Solution DIAMEAL PD-2 PD Solution
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Lot

= Exp

Baxter FPB5215R

Solution for Peritoneal Dialysis

5000
DIANEAL [ Glucose 1,36% wiv/ 13,6 mg/mi

Formula

ol (tsmolarity

Anhydnous Glucose

cﬁ"i Znﬁ

13,6 g

344 mOsmol

Sodium Chiaride

NaCl

5,38 g

Ma*

mimall

132

Sodium Lactate

C,HgNa0,

4,48 g

Cat++

1,25

(Calcium Chioride

CaCl,+2H,0

0,184 g

Mgff

0,25

Magnesium Chioride

MgCl,-6H,0

0,0519

G

95

Water for Injections to 1000 ml

CH 05

&0

Free from Bacterial Endotoxing

For Intraperitoneal infusion

Mot for intravenous infusion

Do not use unless the solution s clear and the container undamaged
For single use only

Once removed from the overpouch use immediately

Discard unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

114
Baxter Healthcara Lid

Caxton Way Thetford Norfolk IP24 35E UK

PAZ299/015/001
IE and MT: PLOD11&/ D230
Baxter Holding B.Y. Kobaltweg 49 3542CE Utrecht Netherdands MA 1277 /01001

C8-35-04-610

Lot Exp
BaxterLogo FPB5215R 5000 ml

DIANEAL PD4 Glucose 1,36% w/v /13,6 mg/ml

Solution for Peritoneal Dialysis

Formula
Anhydrous Glucose CeH 120 6

Sodium Chloride NaCl
Sodium Lactate C 3H 5NaOo 3

g/lIOsmolarity

13,6 ¢
5,38gNa *
4,48 gCa t+

344 mOsmol/l
mmol/l

132

1,25



Calcium Chloride CaCl -2H >0 0,184 gMg ++ 0,25
Magnesium MgCl »-6H >0 0,051 gCl- 95
Chloride

W ater for Injections to 1000m| C3H 50 3° 40

Free from Bacterial Endotoxins

For Intraperitoneal infusion

Not for intravenous infusion

Do not use unless the solution is clear and the container undamaged
For single use only

Once removed from the overpouch use immediately

Discard unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

UK:
Baxter Healthcare Ltd
Caxton Way Thetford Norfolk IP24 3SE UK

POM symbol

IE and MT:
Baxter Holding B.V.Kobaltweg 49 354CE Utrecht Netherlands

PA 2299/015/001
PL 00116/0230
MA 1277/01001

CB-35-04-610



FPB5215R 5000 ml x 2
Dianeal 2] Glucose 1.36% wv / 13,6 mg/mi

Solution for Peritoneal Dialysis

Formula gl
Anhydrous Glucose 13,6
hyd ] o,
Sodium Chloride: 538g b
Sodium Lactate 4489
Calcium Chlonde 0,iB4g
Magnesium Chioride 0051g
Water for Injections to 1000 mi _ :
Single bag with
Free from bactenal endotoxins. Luer connector
For intraperitoneal infusion. Do not store above 25°C.

Not for intravenous use. For single use only. Do not refrigerate aor
Do not use unless the solution is clear and the container undamaged.  fepza

Once removed from the overpouch use immediately.

Discard unused solution. Keep out of the sight and reach of children. 88-46-13-198

UK: Baxter Healthcare Limited Caxton Way, Thelford, Norfolk, IP24 3SE United Kingdom
IE and MT: Baxter Holding B.V. Kobaltweg 49, 3542CE Utrecht, Metherlands

PA 2299/015/001 PL 00116/0230 MA 1277/01001 lpm'

Lot 2

FPB5215R 5000 mlx 2
Dianeal PD4 Glucose 1.36% w/v / 13,6 mg/ml
Solution for Peritoneal Dialysis

Formula

Anhydrous Glucose

Sodium Chloride

Sodium Lactate

Calcium Chloride

Magnesium Chloride

W ater for Injections to 1000 ml

Free from bacterial endotoxins.
For intraperitoneal infusion.
Not for intravenous use. For single use only.

(01)500854 12574375(17)201200{ 10)88888BE8ES

a/l
13,69
5,38 ¢
4,48 g
0,184 g
0,051 g

Do not use unless the solution is clear and the container undamaged.

Once removed from the overpouch use immediately.

Discard unused solution. Keep out of the sight and reach of children.
UK: Baxter Healthcare Limited Caxton Way, Thetford, Norfolk, IP24 3SE United Kingdom

IE and MT: Baxter Holding B.V. Kobaltweg 49, 354CE Utrecht, Netherlands

PA 2299/015/001 PL 00116/0230 MA 1277/01001
Lot:

FPB5215R
5000 ml x 2

Dianeal ] Glucose

1.36% wiv [ 13,6 mg/mi

Lot:

M



Single bag with
Luer connector

Do not store above 25°C.
Do not refrigerate or
freeze.

88-46-13-198
POM symbol

Barcode
(01)50085412574375(17)201200(10)88B88B33B8

Dianeal PD4 Glucose
1.36% w/v / 13,6mg/ml

Lot:

FPB5215R
5000 mlx 2



Lok

wEp

Baxter  FPB5225R 5000
DIANEAL DY Glucose 2,27% wiv / 22,7 mg/mi

Solution for Peritoneal Dialysis

Formula il Osmolarity

Anhydrous Glucoss [:'EH1 2ﬂ5 22,7 g

395 mismali

Sodium Chioride NaCl 5,380 [

132

1,25

Calcium Chioride CaCL,2H,0 |0,184 g| Mg

0,25

Magnesium Chiarida MgCl,-6H,0 | 0,051 g | Cr

95

Water for Injections.to 1000 mi CyH 0,

40

Free from Bacterial Endotoxins

For Intraperitoneal infusion

Not for intravenous infusion

Do not use unless the solution is clear and the container undamaged
For single use only

Once removed from the overpouch use immediately

Discard unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

L
Baxier Healthcare Ltd

Caion Way Thetford Norfalk P24 35E UK PA2299/015/002

[E and MT: PLOD116/0231
Baxier Holding B.V., Kobaltweg 48, 354ZCE, Utrecht, Netherlands MA 1277 /01002

CB-35-04-611

Lot Exp

BaxterLogo FPB5225R 5000 ml

DIANEAL PD4 Glucose 2,27% w/v [ 22,7 mg/ml
Solution for Peritoneal Dialysis

Formula g/lIOsmolarity
Anhydrous Glucose CeH 120 6 22,79

Sodium Chloride NaCl 5,38gNa *
Sodium Lactate C 3H 5NaO 3 4,48 gCa ++

395 mOsmol/l
mmol/l

132

1,25



Calcium Chloride CaCl -2H >0 0,184 gMg ++ 0,25
Magnesium MgCl »-6H >0 0,051 gCl- 95
Chloride

W ater for Injections to 1000m| C3H 50 3° 40

Free from Bacterial Endotoxins

For Intraperitoneal infusion

Not for intravenous infusion

Do not use unless the solution is clear and the container undamaged
For single use only

Once removed from the overpouch use immediately

Discard unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

UK:
Baxter Healthcare Ltd
Caxton Way Thetford Norfolk IP24 3SE UK

POM symbol

IE and MT:
Baxter Holding B.V.,Kobaltweg 49, 354CE, Utrecht, Netherlands

PA 2299/015/002
PL 00116/0231
MA 1277/01002

CB-35-04-611



FPB5225R 5000 mi x 2 f
Dianeal Glucose 2.27% ww 22,7 mg/ml

Solution for Peritoneal Dialysis

Formula gh |-
Antwydrous Glucose 279 | @

FPB5225R
5000 mi x 2

Sodium Chieride 538g |

Sodium Lactate 448g |
Cakium Chiloride 0184g | l@

Magnesium Chioride 0,051 g

Il

01200(10)BEE85BBBR8

Water for Infections to 1000 mi
Single bag with

Free from bacterial endotoxins. Luer connector

For intraperitoneal infusion.

Not for intravenous use, For single use only. & et Mo SR,
Do not use unless the solution is clear and the container undamaged. ,memze ERONE. D)
Once removed from the overpouch use immediately. '

Discard unused solution. Keep out of the sight and reach of children. BB-46-13-199

UK: Baxter Healthcare Limited Caxton Way, Thetford, Norfolk, IP24 35E United Kingdom
IE and MT: Baxter Holding B.V. Kobaltweg 49, 3542CE Utrecht, Netherlands

PA 2299/015/002 PL 00116/0231 MA 1277/01002

(01)50085412574382(17)2

Il

Lot

Dianeal ] Glucose

2.27% wiv | 22,7 mgimi

Lot 2

FPB5225R 5000 mlx 2
Dianeal PD4 Glucose 2.27% w/v / 22,7 mg/ml

Solution for Peritoneal Dialysis

Formula all
Anhydrous Glucose ,
Sodium Chloride ,
Sodium Lactate
Calcium Chloride ,
Magnesium Chloride

W ater for Injections to 1000 ml

Free from bacterial endotoxins.
For intraperitoneal infusion.

Not for intravenous use. For single use only.
Do not use unless the solution is clear and the container undamaged.

Once removed from the overpouch use immediately.
Discard unused solution. Keep out of the sight and reach of children.

UK: Baxter Healthcare Limited Caxton Way, Thetford, Norfolk, IP24 3SE United Kingdom
IE and MT: Baxter Holding B.V. Kobaltweg 49, 354CE Utrecht, Netherlands

PA 2299/015/002 PL 00116/0231 MA 1277/01002
Lot:



Single bag with
Luer connector

Do not store above 25°C.
Do not refrigerate or
freeze.

88-46-13-199
POM symbol

Barcode
(01)50085412574382(17)201200(10)88B88B338B8

Dianeal PD4 Glucose
2.27% w/v [ 22,7mg/ml

Lot:

FPB5225R
5000 ml x 2



Baxter FPB5235R 5000
DIANEAL Y Glucose 3,86% w/v / 38,6 mg/m

Solution for Peritoneal Dialysis

Fommula ol (ismalarity

Anhydrous Glucose GBHI Enﬁ 38,69 483 miOsmold

Saium Chiorie NaCl 5,380 135
Sodium Lactate C;HNaD, |4,48¢g Ca+* 1 ,;
Calcium Chiloride CaCl;2H,0 (0,184 g | Mo™ 0,25
Magnesium Chioride MgCl-6H,0 0,051 g Cr 95
Water far Injections to 1000 m| CoHs05 &0

Free from Bacterial Endotoxins

For Intraperitoneal infusion

Mot for intravenous infusion

Do not use unless the solution is clear and the container undamaged
For single use only

Once removed from the overpouch use immediately

Discard unused solution

Do not store abave 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

UK:
Baxter Healthcare Lid
Caxton Way Thetford Narfolk 1P24 35E UK
PA 2299/015 /003
IE and MT: PLO0116/0232
Baxter Holding B.V. Kobaltweg 48 3542CE Utrecht Netherdands — MA 1277/01003 CB-35-04-612

Lot Exp

BaxterLogo FPB5235R 5000 ml

DIANEAL PD4 Glucose 3,86% w/v / 38,6 mg/ml
Solution for Peritoneal Dialysis

Formula g/lOsmolarity

Anhydrous Glucose CeH 120 6 38,6 g 395 mOsmol/l
Sodium Chloride NaCl 5,38gNa™* mnic:;lél
Sodium Lactate C 3H 5NaO 3 4,48 gCa ++ 1,25



Calcium Chloride CaCl -2H >0 0,184 gMg ++ 0,25
Magnesium MgCl »-6H >0 0,051 gCl- 95
Chloride

W ater for Injections to 1000m| C3H 50 3° 40

Free from Bacterial Endotoxins

For Intraperitoneal infusion

Not for intravenous infusion

Do not use unless the solution is clear and the container undamaged
For single use only

Once removed from the overpouch use immediately

Discard unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

UK:
Baxter Healthcare Ltd
Caxton Way Thetford Norfolk IP24 3SE UK

POM symbol

IE and MT:
Baxter Holding B.V.Kobaltweg 49 354CE Utrecht Netherlands

PA 2299/015/003
PL 00116/0232
MA 1277/01003

CB-35-04-612



FPB5235R 5000 ml x 2
Dianeal m Glucose 3.86% ww / 38,6 mg/ml|

Solution for Peritoneal Dialysis

Formula an

Anhydrous Glucose 3869

Sodium Chicride 5389 @

Sodium Lactate 4,489

Calcium Chloride 0,i84g E

Magnesium Chloride 0051 g

Water for Injections to 1000 ml Single bag with
Luer connector

Free from bacterial endotoxins.
Fur intraperitoneal infusion.

Mot for intravenous use. For single use only. Do not refrigerate or
Do not use unless the solution is clear and the container undamaged. freeze

Once removed from the overpouch use immediately.
Discard unused solution. Keep out of the sight and reach of children. 88-46-13-200

UK: Baxter Healthcare Limited Caxton Way, Thetford, Norfolk, IP24 3SE United Kingdom
IE and MT: Baxter Holding B.V. Kobaltweg 49, 3542CE Utrecht, Netherlands

PA 2200/015/003 PL 00116/0232 MA 1277/01003
Lot 2

FPB5235R 5000 ml x 2
Dianeal PD4 Glucose 3.86% w/v / 38,6 mg/ml
Solution for Peritoneal Dialysis

Formula

Anhydrous Glucose

Sodium Chloride

Sodium Lactate

Calcium Chloride

Magnesium Chloride

W ater for Injections to 1000 ml

Free from bacterial endotoxins.
For intraperitoneal infusion.
Not for intravenous use. For single use only.

Do not store above 25°C.

(01)50085412574398(17)201200(10)8BB8BBASES

(L R ORA

aq/l
38,6 g
5,38 ¢
4,48 g
0,184 g
0,051 ¢

Do not use unless the solution is clear and the container undamaged.

Once removed from the overpouch use immediately.

Discard unused solution. Keep out of the sight and reach of children.
UK: Baxter Healthcare Limited Caxton Way, Thetford, Norfolk, IP24 3SE United Kingdom

IE and MT: Baxter Holding B.V. Kobaltweg 49, 354CE Utrecht, Netherlands

PA 2299/015/003 PL 00116/0232 MA 1277/01003
Lot:

FPB5235R

Dianeal B2 Giucose

3.86% wiv | 38,6 mg/mi

Lot

5000 mil x 2



Single bag with
Luer connector

Do not store above 25°C.
Do not refrigerate or
freeze.

88-46-13-200
POM symbol

Barcode
(01)50085412574399(17)201200(10)88B88B33B8

Dianeal PD4 Glucose
3.86% w/v / 38,6mg/ml

Lot:

FPB5235R
5000 mlx 2



Lot

DIANEAL [0 Glucose 1,36% wiv / 13,6 mg/m

Solution for Peritoneal Dialysis

Wantive  FPB5215R 5000

Formula gh |Domolarity

Anhydrous Glucase CgH, .04 13,69

3 &4 mOsmoldl

mmol/1

Sodium Chioride NaCl 5389 [\

132

Sodium Lactate CiHgNal; |4,48¢g | ca

1,25

Calcium Chioride CaCl,2H,0 0,184 g| Mg™

0,25

Magnesium Chioride Mﬂclz'ﬁHzn 0,051¢g| Cr

95

Water for Injections o 1000 mi CH0y

&0

Free from Bacterial Endotoxing

For Intraperitoneal infusion

Mot for intravenous infusion

Do not use unless the solution is clear and the container undamaged
For single use only

Once removed from the overpouch use immediately

Discard unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

Vantive Limited
Wavertres Technalogy Park 2 Wavertree Boulevard Liverpaol, LT 9PE United Kingdom

PL 58711/0002

CB-35-05-235

Lot Exp

Vantive Logo FPB5215R 5000 ml

DIANEAL PD4 Glucose 1,36% w/v /13,6 mg/ml
Solution for Peritoneal Dialysis

Formula g/lOsmolarity
Anhydrous Glucose CeH 120 6 13,6 g

Sodium Chloride NaCl 5,38gNa™*

Sodium Lactate C 3H 5NaO 3 4,48 gCa ++
Calcium Chloride CaCl »:2H >0 0,184 gMg *+

344 mOsmol/l
mmol/l

132

1,25

0,25



Magnesium MgCl »-6H >0 0,051 gCl-
Chloride
Water for Injections to 1000m| C3H 50 3

Free from Bacterial Endotoxins

For Intraperitoneal infusion

Not for intravenous infusion

Do not use unless the solution is clear and the container undamaged
For single use only

Once removed from the overpouch use immediately

Discard unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

Vantive Limited
W avertree Technology Park 2 Wavertree Boulevard Liverpool, L7 9PE United Kingdom

POM symbol
PL 58711/0002
CB-35-05-235
FPB5215R 5000 ml x 2
H 0
Dianeal Glucose 1.36% wv / 13,6 mg/mi -3
Solution for Peritoneal Dialysis ; E
| Formuia gf UK Only E o
Anhydrous Glucose 13.6g o _— o 8
Sodiumn Chloride 538g E ———. L ©
=0
Sodium Lactate 4,48 g =
3
Calcium Chioride 0,184g =gq
— 0,
Magnesium Chlonide 00519 = e % g
(=]
Water for Injections to 1000 mi _ =3 o
Single bag with — O
Free from bacterial endotoxins. Luer connector ———s - —
For intrapentoneal infusion. Do not store above 25°C. == — _g
Mot for intravenous use. For single use only. Do not refrigerate or ] (9
Do not use unless the solution is clear and the container undamaged.  freeze. E o E
Oince removed from the overpouch use immediately. ———§ w0
Discard unused solution. Keep out of the sight and reach of children. 88-45-13-968 —— [ ]
_— -~
Vantive Limited Wavertree Technalogy Park 2 Waveriree Boulevard Liverpool, LY 9PE United Kingdom —— Ex -—
PL 58711/0002 = § g '%
= c 2
g
Lot 4 (o

Lot

FPB5215R 5000 mlx 2
Dianeal PD4 Glucose 1.36% w/v / 13,6 mg/ml
Solution for Peritoneal Dialysis



Formula g/l

Anhydrous Glucose 13,6 g
Sodium Chloride 5,38¢g
Sodium Lactate 4,48 g
Calcium Chloride 0,184 g
Magnesium Chloride 0,051 ¢

W ater for Injections to 1000 ml

Free from bacterial endotoxins.

For intraperitoneal infusion.

Not for intravenous use. For single use only.

Do not use unless the solution is clear and the container undamaged.
Once removed from the overpouch use immediately.

Discard unused solution. Keep out of the sight and reach of children.

Vantive Limited Wavertree Technology Park 2 Wavertree Boulevard Liverpool, L7 9PE
United Kingdom

PL 58711/0002
Lot:

Single bag with
Luer connector

Do not store above 25°C.
Do not refrigerate or
freeze.

88-46-13-968
POM symbol

Barcode
(01)57332414202991(17)201200(10)88B88B38B8

Dianeal PD4 Glucose
1.36% w/v / 13,6mg/ml

Lot:

FPB5215R
5000 mlx 2



YWantive FPB5225R 5000 - i
DIANEAL [ Glucose 2,27% wiv / 22,7 mg/mi

Solution for Peritoneal Dialysis

Formmla gh Osmolarity

Anhydrous Glucose CeHi05 122,79 395 mosmol

mmolfl

Sadium Chioride NaCl 5,380 | par 132
Sodium Lactate BaHﬁHaﬂa 4,48 g Ca*+ 1.25
Calcium Chioride GaCl,2H,0 (0,184 g| Mg** 0,25
Magnesium Chloride Mgﬂﬁzﬂ 0,051¢g| Cr 95

Water for Injections to 1000 ml C4H;04 40

Free from Bacterial Endotoxins

For Intraperitoneal infusion

Not for intravenous infusion

Do not use unless the solution is clear and the container undamaged
For single use only

Once removed from the overpouch use immediately

Discard unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

Vantive Limited
Wavertree Technology Park 2 Wavertree Boulevard Liverpool, L7 9PE United Kingdom

PL 5871170003

CB-35-05-236

Lot Exp

Vantive Logo FPB5225R 5000 ml

DIANEAL PD4 Glucose 2,27% w/v /[ 22,7 mg/ml
Solution for Peritoneal Dialysis

Formula g/lIOsmolarity
Anhydrous Glucose CeH 120 6 22,79 395 mOsmol/I



Sodium Chloride NaCl
Sodium Lactate C 3H 5Na0 3
Calcium Chloride CaCl »:2H 70
Magnesium MgCl »-6H >0
Chloride

W ater for Injections to 1000m|

Free from Bacterial Endotoxins
For Intraperitoneal infusion
Not for intravenous infusion

5,38gNa*

4,48 gCa ++
0,184 gMg ++
0,051 gCl-

C3H 50 3

Do not use unless the solution is clear and the container undamaged

For single use only

Once removed from the overpouch use immediately

Discard unused solution
Do not store above 25°C
Do not refrigerate or freeze

Keep out of the sight and reach of children

Vantive Limited

mmol/l
132
1,25
0,25

95
40

Wavertree Technology Park 2 Wavertree Boulevard Liverpool, L7 9PE United Kingdom

POM symbol
PL 58711/0003
CB-35-05-236

FPB5225R 5000 mli x 2
Dianeal m Glucose 2.27% ww~ [ 22,7 mg/mi

Solution for Peritoneal Dialysis

Formula gh

Anhydrous Glucose 227g
Sodium Chloride 538g¢g
Sodium Lactate 448g
Calcium Chloride 0,184 g
Magnesium Chioride 0,051 g

Water for Injections to 1000 ml

Free from bacterial endotoxins.
For intraperitoneal infusion.
Not for intravenous use. For single use only.

Do not use unless the solution is clear and the container undamaged.

Once removed from the overpouch use immediately.

Discard unused solution. Keep out of the sight and reach of children.

UK Only

@
¥

=4

Single bag with
Luer connector

Do not store above 25°C.
Do not refrigerate or
freeze.

88-46-13-969

Vantive Limited Wavertree Technology Park 2 Wavertree Boulevard Liverpool, L7 2PE United Kingdom

PL 58711/0002

Lot 2

(01)57332414203073(17)201200( 10)88B 88B 8888

T

JRIIN

FPB5225R
5000 ml x 2

Dianeal [I¥] Glucose

2.27% wiv | 22,7mg/m|

Lot:



FPB5225R 5000 ml x 2
Dianeal PD4 Glucose 2.27% w/v / 22,7 mg/ml|
Solution for Peritoneal Dialysis

Formula g/l

Anhydrous Glucose 22,79
Sodium Chloride 5,38¢g
Sodium Lactate 4,48 g
Calcium Chloride 0,184 g
Magnesium Chloride 0,051 ¢

Water for Injections to 1000 ml

Free from bacterial endotoxins.

For intraperitoneal infusion.

Not for intravenous use. For single use only.

Do not use unless the solution is clear and the container undamaged.
Once removed from the overpouch use immediately.

Discard unused solution. Keep out of the sight and reach of children.

Vantive Limited Wavertree Technology Park 2 Wavertree Boulevard Liverpool, L7 9PE
United Kingdom

PL 58744/0003
Lot:

Single bag with
Luer connector

Do not store above 25°C.
Do not refrigerate or
freeze.

88-46-13-969
POM symbol

Barcode
(01)57332414203073(17)201200(10)88B88B338B8

Dianeal PD4 Glucose
2.27% w/v [ 22,7mg/ml

Lot:

FPB5225R
5000 mlx 2



Lot

= Exp

Yantive FPB5235R

Solution for Peritoneal Dialysis

5000
DIANEAL DY Glucose 3,86% wiv / 38,6 mg/mi

Formula

o/l

Osmaolarity

Anhydrous Glucose [:'BHIZGE

38,6 g

£83 mOsmol/l

Sodium Chioride NaCl

5,389

mmaol/l

Na* i -7

Sodium Lactate BEHEHED:*

4,48 g

Ca*+ 1.£9

Calcium Chiloride CaCl,-2H,0

0,184 g

Mg*+ 0,25

Magnesium Chioride MgBI2-EH2l]

0,051g

cr -

Water for Injections to 1000 ml

CaHs0, 40

Free from Bacterial Endotoxins

For Intraperitoneal infusion

Not for intravenous infusion

Do not use unless the solution is clear and the container undamaged
For single use only

Once removed from the overpouch use immediately

Discard unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

Vantive Limited
Wavertree Technology Park 2 Wavertree Boulevard Liverpool, L7 9PE United Kingdom

PL 58711/0004

CB-35-05-237

Lot Exp

Vantive Logo FPB5235R 5000 ml

DIANEAL PD4 Glucose 3,86% w/v / 38,6 mg/ml
Solution for Peritoneal Dialysis

Formula g/lOsmolarity
Anhydrous Glucose CeH 120 6 38,6 g

395 mOsmol/I



Sodium Chloride NaCl
Sodium Lactate C 3H 5Na0 3
Calcium Chloride CaCl »:2H 70
Magnesium MgCl »-6H >0
Chloride

W ater for Injections to 1000m|

Free from Bacterial Endotoxins
For Intraperitoneal infusion
Not for intravenous infusion

5,38gNa*

4,48 gCa t+
0,184 gMg *+
0,051 gCl-

C3H 50 3

Do not use unless the solution is clear and the container undamaged

For single use only

Once removed from the overpouch use immediately

Discard unused solution
Do not store above 25°C
Do not refrigerate or freeze

Keep out of the sight and reach of children

Vantive Limited

mmol/l
132
1,25
0,25

95
40

Wavertree Technology Park 2 Wavertree Boulevard Liverpool, L7 9PE United Kingdom

POM symbol
PL 58711/0004
CB-35-05-237

FPB5235R

5000 mi x 2

Dianeal [3] Glucose 3.86% wx / 38,6 mg/ml

Solution for Peritoneal Dialysis

Formula gl

Anhydrous Glucose 3869
Sodium Chloride 538g
Sodium Lactate 4,489
Calcium Chloride 0184 g
Magnesium Chloride 0,051g

Water for Injections to 1000 mi

Free from bacterial endotoxins.
For intraperitoneal infusion.
Not for intravenous use. For single use only.

Do not use unless the solution is clear and the container undamaged.

Once removed from the overpouch use immediately.

Discard unused solution. Keep out of the sight and reach of children.

-
£

Single bag with
Luer connector

Do not store above 25°C.
Do not refrigerate or
freeze.

88-46-13-970

Vantive Limited Wavertree Technology Park 2 Wavertree Boulevard Liverpool. L7 9PE United Kingdom

PL 58711/0004

Lot: E

Il

Il

I

(01)57332414203004(17)201200( 10)88 B8BBABES

L

FPB5235R
§000 ml x 2

Dianeal B2 Glucose

3.86% wiv / 38,6 mg/m|

Lot:



FPB5235R 5000 ml x 2
Dianeal PD4 Glucose 3.86% w/v / 38,6 mg/ml
Solution for Peritoneal Dialysis

Formula g/l

Anhydrous Glucose 38,6 g
Sodium Chloride 5,38 ¢
Sodium Lactate 4,48 g
Calcium Chloride 0,184 g
Magnesium Chloride 0,051 ¢

W ater for Injections to 1000 ml

Free from bacterial endotoxins.

For intraperitoneal infusion.

Not for intravenous use. For single use only.

Do not use unless the solution is clear and the container undamaged.
Once removed from the overpouch use immediately.

Discard unused solution. Keep out of the sight and reach of children.

Vantive Limited Wavertree Technology Park 2 Wavertree Boulevard Liverpool, L7 9PE
United Kingdom

PL 58711/0004
Lot:

Single bag with
Luer connector

Do not store above 25°C.
Do not refrigerate or
freeze.

88-46-13-970
POM symbol

Barcode
(01)57332414203004(17)201200(10)88B88B33B8

Dianeal PD4 Glucose
3.86% w/v / 38,6mg/ml

Lot:

FPB5235R
5000 mlx 2

DIANEAL LOW CALCIUM WITH DEXTROSE

sodium chloride, sodium lactate, calcium chloride, magnesium chloride and dextrose injection,
solution



Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAPERITONEAL

Active Ingredient/Active Moiety

Item Code (Source) NDC:0941-0727

Basis of

Ingredient Nam trength

gredie ame Strength Streng
DEXTROSE MONOHYDRATE (UNII: LX22YL0O83G) (ANHYDROUS DEXTROSE - DEXTROSE 1.5¢g
UNII:5SLOG 7ROOK) MONOHYDRATE  in 100 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNIl:LYR4AMONH37, SODIUM 538 mg
CHLORIDE ION - UNII:Q32Z N48698) CHLORIDE in 100 mL
SODIUM LACTATE (UNIl: TU7HWOWOQT) (SODIUM CATION - UNI:LYRAMONH37, LACTIC ¢ M LACTATE 448 Mg
ACID, UNSPECIFIED FORM - UNII:33X04XA5AT) in 100 mL
CALCIUM CHLORIDE (UNII: M4I0D6VV5M) (CALCIUM CATION - UNII:2M83C4R6ZB, CALCIUM 18.4 mg
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE in 100 mL
MAGNESIUM CHLORIDE (UNII: 02F3473H90) (MAGNESIUM CATION - UNII:T6V3LHY838, MAGNESIUM 5.1 mg
CHLORIDE ION - UNIl:Q32Z N48698) CHLORIDE in 100 mL
Inactive Ingredients

Ingredient Name Strength

WATER (UNIl: 059QFOKOOR)

Packaging
# Item Code Package Description

NDC:0941-0727-

1 02 2 in 1 CARTON
1 NDC:0941-0727- 5000 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Marketing Category

Unapproved drug for use in drug
shortage

Application Number or
Monograph Citation

Marketing Start Marketing End
Date Date

10/29/2024

Marketing Start Marketing End
Date Date

10/29/2024

DIANEAL LOW CALCIUM WITH DEXTROSE

sodium chloride, sodium lactate, calcium chloride, magnesium chloride and dextrose injection,

solution

Product Information
Product Type

Route of Administration INTRAPERITONEAL

HUMAN PRESCRIPTION DRUG

Item Code (Source) NDC:0941-0729



Active Ingredient/Active Moiety
Ingredient Name

DEXTROSE MONOHYDRATE (UNII: LX22YLO83G) (ANHYDROUS DEXTROSE -
UNII:5SLOG7R0O0OK)

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

SODIUM LACTATE (UNIl: TU7HWOWOQT) (SODIUM CATION - UNII:LYR4AMONH37, LACTIC
ACID, UNSPECIFIED FORM - UNII:33X04XA5AT)

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

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

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QF0KOOR)

Packaging
# Item Code Package Description Marketing Start
Date
1 QZDC:°941'°729' 2 in 1 CARTON 10/29/2024
1 NDC:0941-0729- 5000 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Application Number or

VAR (SR Monograph Citation

Unapproved drug for use in drug
shortage

DIANEAL LOW CALCIUM WITH DEXTROSE

Basis of
trength

Strength S
DEXTROSE 2.5¢g
MONOHYDRATE  in 100 mL
SODIUM 538 mg
CHLORIDE in 100 mL

448 mg
SODIUM LACTATE = % /=
CALCIUM 18.4 mg
CHLORIDE in 100 mL
MAGNESIUM 5.1 mg
CHLORIDE in 100 mL
Strength

Marketing End
Date

Marketing Start Marketing End
Date

Date

10/29/2024

sodium chloride, sodium lactate, calcium chloride, magnesium chloride and dextrose injection,

solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration INTRAPERITONEAL

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source)

NDC:0941-0731

Basis of

Strength SESo



DEXTROSE MONOHYDRATE (UNIl: LX22YL0O83G) (ANHYDROUS DEXTROSE -
UNII:5SLOG7R00OK)

SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNII:LYR4AMONH37,

CHLORIDE ION - UNII:Q32ZN48698)

SODIUM LACTATE (UNIl: TU7HWOWOQT) (SODIUM CATION - UNII:LYR4AMONH37, LACTIC

ACID, UNSPECIFIED FORM - UNII:33X04XA5AT)

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

CHLORIDE ION - UNII:Q32ZN48698)

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

CHLORIDE ION - UNII:Q32ZN48698)

Inactive Ingredients

Ingredient Name
WATER (UNIIl: 059QF0KOOR)

DEXTROSE 4.25 g
MONOHYDRATE in 100 mL
SODIUM 538 mg
CHLORIDE in 100 mL
448 mg
SODIUM LACTATE in 100 mL
CALCIUM 18.4 mg
CHLORIDE in 100 mL
MAGNESIUM 5.1 mg
CHLORIDE in 100 mL
Strength

Packaging
# Item Code Package Description RERIEEIE) SEEGE L) 2
Date Date
1 (’;'EC:°941'°731‘ 2 in 1 CARTON 10/29/2024
1 NDC:0941-0731- 5000 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Application Number or

PTG, R 2 Monograph Citation

Unapproved drug for use in drug
shortage

Labeler - saxter Healthcare Corporation (005083209)

Marketing Start Marketing End
Date Date

10/29/2024

Establishment

Name Address ID/FEI Business Operations
Baxter analysis(0941-0727, 0941-0729, 0941-0731) , label(0941-0727, 0941-0729, 0941-
Healthcare 988899845 0731) , manufacture(0941-0727, 0941-0729, 0941-0731) , pack(0941-0727, 0941-

S.A

Revised: 11/2024

0729, 0941-0731) , sterilize(0941-0727, 0941-0729, 0941-0731)

Baxter Healthcare Corporation
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