DIANEAL LOW CALCIUM WITH DEXTROSE- sodium chloride, sodium lactate,
calcium chloride, magnesium chloride and dextrose injection, solution
DIANEAL PD-2 WITH DEXTROSE- sodium chloride, sodium lactate, calcium
chloride, magnesium chloride and dextrose injection, solution

Vantive US Healthcare LLC

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 with Dextrose

Health Care Provider Letter

IMPORTANT PRESCRIBING INFORMATION
DATE: October 21, 2024

Subject: Tempaorary importation of DIANEAL PD-2 Peritoneal Dialysis Solution with 2.5% Dextrose (2000 mL)
and DIANEAL Low Calcium (2.5mEqg/L) Peritoneal Dialysis Solution with 4.25% Dextrose (2000 mL) from
Guangzhou, China for use in Automated Peritoneal Dialysis to address drug shortages

Dear Healthcare Professional,

Due o the curnant crilical shortage of DIANEAL PD-2 and DIANEAL Low Calcium (2.5 mEg/L ) Peritoneal Dialysis
Salution in the United States (US) markel. Baxter Healthcare Corporation (Baxier) is coondinating with the U.5. Food
and Drug Administration (FDA) to temporarily import DIANEAL PD-2 Peritoneal Dialysis Solution with 2.5% Dextrose
and Low Calcium (2.5mEqg/L) Pertonaal Dalysis Solution with 4_25% Dextrose (2000 mlL) from Baxier's
manufacturing faciity in Guangzhou, China. FDA has nol approved this product manufactured by Baxter's
Guangzhou, China facility.

You may be provided with additional letiers for other DIANEAL imported peritoneal dialysis solufions you receive.
Please read each letier in its antirety because each letter may contain diferent. product-specific information.

Baxter has initialed temporary importation of DIANEAL PD-2 Periloneal Dialysis Solution with 2.5% Dextrose
and Low Calcium (2.5mEqg/L) Pertoneal Dialysis Solulion with 4 25% Dextrose (2000 mL) for use in Ambulatory
Paritoneal Dialysis (APD) therapy as described in the table below. This product is manufactured by Baxter's
manufacturing facility in Guangzhou, China and is markeled in Hong Kong. Al this fime, imporiation or
distribution of DIANEAL PD-2 Peritoneal Dialysis Solution with 2. 5% Dextrose and Low Calcum (2.5mEgfL)
Paritoneal Dialysis Solution with 4_25% Dexirose (2000 ml ) in the Linited Stabes by any enfity other than Baxter
or its authorized distributor{s]) is considered a violalion of the Federal Food, Drug, and Cosmelic Act and is
subject to enforceameant by the FDA

Effective mmedaialy, and during this temporary period, Baxier will offer the following imporied products from
Baxter's facility in Guangzhou, China:

China Imported Product Name APD Product Code | Bags per Carton NDC Code
and Description Solution
Vodume:
DIANEAL PD-2 Pentoneal Diabysis 2000 i GARS1TTE & MDC 0541-0698-01 (bag)

Solution with 2.5% Dextrose NDC 094 1-0698-06 (carion )

DIANEAL Low Calcium {2.5mEg/L)

MNDC 0541-0696-01 (bag)
Peritoneal Dialysis Solution with 2000 mi BABATATE & bags
4 25% Dextrose NDC 094 1-0696-06 (carton)




It is important to note the following:

= DIANEAL PD-2 with 2.5% Dextrose and DIANEAL | ow Caicamm (2.5mEg ) PD Sobution with 4 25% Desdrose
imported from China will anly be svailabls in 2000 ml volurne for APD, =0 there will need 1o be adaptsfion to the

PD prescriplion for some patients.

» DIANEAL Low Calcium (2.5mEq/L) Peritonaal Dialysis Solution with 4 25% Dextrose contains 2.5 mEgiL of
calcium compared to DIANEAL PD-2 Peritoneal Dialysis Solution with 4. 25% Dextrose which contains 3.5
mEq/L of calcium. Patients receiving China-imporied DIANEAL |ow Calcum (2 SmEg/L) PD Solution salufion
with 4.25% dextrose should have their serum calcium levels monitored for the development of hypocalcemia.

» There ane no other clinically relevant differences in the DIANEAL drug composition bebwesn the LS. -
manufacthred and China-manuschred product [see Table 1, below). A= such, dinical practice for usage,
administration, and dosage for the China imporied produc s the same as with DIANEAL PD-2 and DIANEAL Low
Calcium (2.5 mEg/L) Perfioneal Dialyss Soluion manufactured in the US. Pleasa refer o the FDA-approved
Dianeal Peritoneal Dialysis Solution Prescribing Informaion for refesence.

» The Luer-lock connecior on the China imporied prodiuct funclions the same as and i lully compalible with
paritoneal dialysis sets marketed in the United Stales. However, the U.S. product has color-coded pull rings
covering the luer o identify the dextrose conceniration, while the China- imporied product has a blue prolective tip
protactor which is the sama for all dexdross concentraions. The frangible is grean in the imparted product but blus
in U.5. product. Users of the China imported product should check the product label to ensure thal they are wsing
the comect dexirose concentration. See Table 1 for more details of product differences.

= The China imporied product may include barcodes on the shipping carton; however, the barcodes may not
register accurately in the U.S. scanning systems. There are no bancodes on the salufion containers of the
China imported product Altemative procedures should be followed to assure that the comect drug product 5
baing usad in all sysiems and processes and adminssiersd o individual palents. For example, institutions should
incormect information when the product s scanned. Plesse nole hat the imporied solutions bags do not have
bamcodes.

Before prescribing. healthcare providers should be aware of some key differences in the conlainer packaging and
labaling betwean the China imported products and the FDA-approved products which are stated in the product
comparison lables at the end of this lelter as follows:

=+  Table 1: Key differences of DIANEAL Peroneal Dialysis Soluion for APD therapy

»  Table 2: Label images of DIANEAL 2000 mil. APD product presentstions

Reporting Adverse Events

To report adverse events associated with these impored products, please call Baxder al 1-866-888-2472, or fax:
1-800-759-1801. Adverse evenis or quality problems experienced with the use of these imported products may
also be reported o the FDA's MedWalch Adverse Event Reporfing program either online, by regular mail or by
fae:
+ Compilete and submit the report Onling: waw fda gov/medwatchireport him
» Regular mail or Fax: Download form www Ida gov MedWalch gefforms him or call 1-800-332-1088 o
request a reporting form, then complete and retum o the address on the pre-addressed form, or submit by
fax o 1-800-FDA-0178 (1-B00-332-017E)




To report product quality ssues, please report to:
Baxier - Product Feedback Porial (hitps-/iproductieedhack baxier com()

Pleasa refer to the FDA approved full prescribing information for Dianeal Peritoneal Dialysis Solution at
DailyMed (nih.gov)

If you hawe any questions about the information conlsined in this letler or the use of imported DIANEAL PD-2 with
Z.5% Dextrose and DIANEAL Low Caicium (2 SmEgL) PD Solufion with 4_75% Dextrose (2000 ml ), please contact
Baxter's Medical Information Service at 1-888-T36-2543.

To place an order, please contact Bader’s Center for Home Care Services by calling 1-B00-284-3060.

Sincaraly,
et

Geovana Basso, M_D.
Director of Americas Medical Affairs
Baxter Healthcare Corporation
One Baxter Parkway

Deerfield, Ilinois B0015

Baxter and Dianeal are registered rademarks of Baxier Intematonal Inc.

Attachments:
Product Comparison Tables 1 and 2



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

Imported Product Imported Product LLE. FDA Approved LLE. FDA Approved
(Guangzhou, China) (Guangzha, China) Product DIAMEAL Low | Product DIANEAL PD2
DIANEAL Low Calcium DIANEAL PD-2 Calclum
4.25% Daxtrose 2.5% Destress
Froduct DANEAL Low Calcurs DHANEA] PD-2 Pertonsal DEANEAL Low Caicium DIANEAL PD2 Paritonsal
T (2.5 mEQ/L}) Periloneal Dialysis Solufion with 2 5% (2. 5mEgL) Peritoneal Dialysis Sokation with 2. 5%
Dhatysi= Solution with 4.25% Dextrose Diafyss Schufion with 2.5% Dextroms
Dewtrome D ptrome=
DAANEAL | ow Calciurm DIAMEAL PO2 Peitonsal
(2 5mEql ) Pesitonesl Dialysis Schution with 4 25%
Dialysis Sohulion with 4 25% [ — ’
D ptroee=
Labaad 2000 ml 2000 mi 2000 il aned 3000 mil 000, 2000 mL and 3000
Fill Violuma: sndution il volumes avaiathis | mi sohetion fill vl umes
Fiaiable
Contsiner Amins-Flex [PYC) container | Ambu-Flex [PVC) containes AMBU-FLEX Il jPY'C) AMBU-FLEX Il (PVC)
Typs with heer-lock and bive Bp with luer-dock and biue D coniares with huerdock contaner with kuer-dock
Comnecion Cap conmechor Cap commecior and colored pull connescior and colored pull
g e fing caps
Bags per 6§ bags 6 b 2000 mi - & bags 000 miL: 12 bags
Carton 3000 miL- £ bags 2000 miL- & bags
3000 mL: 4 bags
| nelicastions: DAAMNEAL Low Calcium Perioneal dalyss s DNANEAL periloneal dalysis DIANEAL peritoneal dialysis
periloneal dalyss solfions | indicaled for palients i acule | solulions ane ndicaled for sohfions are ndicated for
= indicated for use in o chworsc rel Bl s plnis in aculis of chronic jpatisns in acufis or chronic
dhnorec renal failure patients | nondisbytic medical fesapy = | renal 5 renal falre.
being maintained on Jexdiged o be nadequate
peritoneal Salyss aamonds and Perez 15771
B ey also be dicaled in e
tretrment of certn Sl and
slectroiyte distrhonres and
for patients. niooocaied with
cerian poons amd
(Enepsheeid = &l 1577
Howeves, for ey
syt otesr mesthods of
detrmfication e been
reporisd o e more e Secies
than pertoneal ds
W aamonds and Perei
Chang 1977)
At 1.5% Dextrose 1.5% Dextrose:
Ingrociant - | Dexirose Hydous, LSS i u=s Dextross Hydhows, USP 1.5g | Dextross Hydmus, USP
Emxtoee ﬂﬁgl‘lm EEQI 100l IRl 1.59.'1m1i_
(Gkcces) 2 4% Dextrose 2.8% Dextrose:
Dexiross Hydrows, USP 255 | Dextrose= Hydmous, USP
IRl 2 5g I 100l
4 25% Dextrose: & 2% Dextroses:
Dexirose Hydrows, ISP Dexiroms Hydrous, ISP
4 25g [ 100l 4.25g / 100mL
ingroclients- | g/ 100mL mg { 100mi. mg { 100mL mg [ 100mL
Elsctroiying: Sodum Lactale 448 mg / Sodum Lactale 448 mg /100 | Sodium Lactale 448 mg/ 100 | Sodium Lactsie 448 mg !
100 mL ml mi 00 el
Calcum Chioride, ISP 18.3 | Calciem Chionide, USP 25T Calcium Chioride, ISP 18.3 Calcium Chioride, USP 25.7
mg [ 100 miL mg{ 100 mi g 900 ml mg [ 100 mL
5.08 mg [ 100 mil 5.08 mg [ 100 mL S.08 mg [ 100 ml S.08 mg / 100 mL




Importad Product Importad Product LS. FDA Approved LS. FDA Apprcwed
(Buangzhou, China) (Gusngrhou, China) Product DIAMEAL Low Product DIANEAL PD2
DIANEAL Low Calcium DIANEAL PD-2 Cabsdum

4.25% Deeciross 2.5% Decctross

Elscticivis Sedium 132 mEqgL Sodfum 132 mEg Sodium 132 mEg Sodium 132 mEgL

Contant Calcum 2 5 mEgiL Calciun 3.5 miEgl Calchum 2 SmEglL Calcium 3.5 mEg/L

peaer it Magresium 0.5 mEgl Magreesummn 0.5 mEgl Isgre=am 0.5 mEgL Magnesam 0.5 mEgL

Chioride 95 mEglL Chionide 96 mEgL Chiloride 95 mEgL Chiloride 96 mEgL
Lactate 40 mEg/L Lactade 40 mEglL Lactate 40 mEgl. Lactate 40 mEgL
pH 5245085 53 5SwaS) 52[d0mwES 52 {4 0w E85)
information | Cemolarity 483 miCmmoiL Orsmoiarity ¥56 mOsmoil Dermmbarity 395 mOsmoll Dmmokarity 396 mOsmall
{Cair) (Cakc) [Caie) {Caile)
4.25% Dextrose 4.25% Dextrose:
Dmokarity 483 mO=molll 485 mD=molil
[Caic) (Cailc)
n Siore af room lemperaturs Siore a moom lEmperaturs Saore & room EEmperabune Store A room lemparabune
(25"CITTFk [E5'CTTFE ES'CTF) [25"COTF)
Bri=l mxposure up 1o 80°C Bl sxpeomare up o 010 Bl sxposures up o 40°C Brief enposure up o 40°C
{ 10:°F)) does not adwersely [104°F) doe=s: not adversaly does nol adversely affect the | does noll adversely affect
affect the product. alfleci the prodict product the product
Enpiration 24 monthe 24 monie 24 months 1000 ml- 18 months
Dting 2000 mlL- 24 months
5000 mi - 24 months

Containe:

Closurs s
=t
=

= =r "
=
"]
&
Importad Product LS. FDA ADprowad LS. FDA Approved
(Busngzhou, China) Product DINNEAL Low Product DIANEAL PD2

Container

e

DamtEinar «  Ome gresn frangitie s (D gresen frangibbe af w D Bl rangibie ot =  Dne blue frangibie at

Clewtaurs all i cosmwecion I conmecion I conmecior I conmnecion

Diffarnnces & Bl protectes o = B profecive fp = [Pull fing Gap colar = Pull ring cap color-

protecior protecion coded o sohition coded 1o solution
dexiroses dexirose=
concEnirabon concerniraion
* Green =32 5% =  Gresn=25%
dentrorse dextrose
- Red = 4 25% & Fed = 4 25%
dextrose dextrose




Table 2.

Label images of DIANEAL 2000 mL APD product presentations

Baxter

Comparative container labels are presented below for DIAMEAL Peritoneal Dialysis Solution in the 2000 mlL fill volume. Labels for other US
approved solution fill volumes differ only by product code | NDC J Fill Volume | Barcode. There are no differences in composition or othar

safety-related information.

Imported Product (Guangzhou, China)
2000mL

DIANEAL PD Solution

US FDA Approved Product
DIANEAL Low Calcium PD Solution

US FDA Approved Product
DIANEAL PD-2

DIANEAL Low Calcium with
4.25% Dextrose PD Solution

6ABO74TE _..200M...,

Dianaal™ Low

FAH nikiend EONTARS & i g CEXTRORE WDRCLS LR
31 g SO CHLDMIDE USP £485 g SO0 LACTATE
C I CHLOPSOE LISF 5 08 mp MACRESILM

CE LS o 5.1 (458 TO 88
BAGKERLE L L
m“h‘c"“’!ﬂ
QENCLARTEY M el
BTERLE  SOM P W
POTASSUM TFLDRIDE TO BE ADDID OWLY URDER THE
DA TR OF & SRl s

kARG EXTEASAE UEE OF Teah S0 0T Ol iR

RTINS PESEECT R BAC W

R A AT L A

VEARE ARE

:-nmnﬁ:m.:mﬂu‘rm [ =1-=11
SR R SO IO

STORE URIT N MOITTURE BARPER DV AT BOOM

p
i
g
£
[Low Caleium 4.25% Dextrose

Ambu-Flex™ Il cosTaner Pt *PUaSTIC
MANUFACTUSED B

HATTEN HEALTHCARE (@AMGLIHOU €0 LT
CLAMETHOL CHF

AN AFTILIATE OF BAXTER WOMLD TRADE WD USAj

HE-AZ1
DRECTIONS TO B USED A5 DBRECTRD O THE PRArSalian

CH ST rY ey
P-uumm o

.mqumr-mr Dong indusirial Disrict.
CETOO Guirgsteu, PR Chine

(=]

(=]

o

[Low Calcium __4,25% Dextrose]

x
i
=]

Q

]

L5B5187 ©  ©

Baxter

Dianeal PD-2
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Imported Product (Guangzhou, China) US FDA Approved Product US FDA Approved Product
2000mL DIANEAL PD Solution DIANEAL Low Calcium PD Solution DIANEAL PD-2
DIAMEAL PD-2 with

2.5% Dextrose PD Solution

2000ml
ARPPRICE M EACERS
ARy IR SCE N T ARER

6AB5177E
Baxter

(R

@ 2]

Dianeal® PD-2
Peritoneal Dialysis Solution
With 2.5% Dextrose

EACH 138mil COMTARS I 5 3 DENTROSE WiDROLE LSF T8 mg
SODRUMA CHLOFEDE ISP 448 mg) SOCVUM LA TATIE 2217 g CALCL
CHLOADE USP %08 mg MAGKES LM DHLORIDE LSP peSJ 5 TS
SEal SODLM 1R CALCHRI] S VADKESS § i CHUDADE
LACTATE i OSMCLARITY 6 mDemoll oA T

ETEFILE  NOM PYROOENML
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BAB5177E s ess

3000mI NOMINAL SIZE CONTAINER

Baxter

Dianeal® PD-2
Peritoneal Dialysis Solution
With 2.5% Dextrose

EACH 100ml CONTAINS 2.5 g DEXTROSE HYDROUS USP 538 mg
SO0DIUM CHLORIDE USP 448 mg SODIUM LACTATE 25.7 mg CALCIUM
CHLORIDE USP 5.08 mg MAGNESIUM CHLORIDE USPpH 5.2 (4.5 TO 6.5)
mEq/L SODIUM 132 CALCIUM 3.5 MAGMESIUM 0.5 CHLORIDE 96
LACTATE 40 OSMOLARITY 386 mOsmol/L{CALC)

STERILE NON PYROGENIC

POTASSIUM CHLORIDE TO BE ADDED ONLY UNMDER THE
DIRECTION OF A PHYSICIAN

READ PACKAGE INSERT FOR FULL INFORMATION

FOR INTRAPERITOMEAL ADMINISTRATION ONLY

CAUTIONS SQUEEZE AND INSPECT INNER BAG WHICH
MAINTAINS PRODUCT STERILITY  DISCARD IF LEAKS ARE FOUND
DO HNOT USE UNLESS SOLUTION IS CLEAR

DISCARD UNUSED PORTION

STORE UNIT IN MOISTURE BARRIER OWVERWRAP AT ROOM
TEMPERATURE {UNDER 25°C) UNTIL READY TO USE

AVOID EXCESSIVE HEAT SEE INSERT

e At A 1Y

Ambu-Flex™ Ill conTANER PL-146 ® PLASTIC
MANUFACTURED BY

BAXTER HEALTHCARE (GUANGZHOU) CO LTD

GUANGZHOU CHINA
(AN AFFILIATE OF BAXTER WORLD TRADE INC USA)

HK-42533
DIRECTIONS TO BE USED AS DIRECTED BY THE PHYSICIAN

Ra: HERELBTEA
Prescription Drug ﬁ_ 7 i‘ﬁ #25}
Manufacturer Address:

Jiaoyuan Road, Dongji Industrial District,
GETDD,Guangzhou, P.R. China

6AB5177E 2000ml|
(APPROX 80ml EXCESS)
3000mI NOMINAL SIZE CONTAINER

BaxterLogo

Dianeal® PD-2
Peritoneal Dialysis Solution
With 2.5% Dextrose

EACH 100mI CONTAINS2.5 g DEXTROSE HYDROUS USP 538 mg
SODIUM CHLORIDE USP 448 mg SODIUM LACTATE 25.7 mg CALCIUM
CHLORIDE USP 5.08 mg MAGNESIUM CHLORIDE USP pH5.2 (4.5 to 6.5)
mEq/LSODIUM 132 CALCIUM 3.5 MAGNESIUM 0.5 CHLORIDE 96
LACTATE 40 OSMOLARITY396 mOsmol/L(CALC)

STERILE NON PYROGENIC



POTASSIUM CHLORIDE TO BE ADDED ONLY UNDER THE
DIRECTION OF A PHYSICIAN

READ PACKAGE INSERT FOR FULL INFORMATION

FOR INTRAPERITONEAL ADMINISTRATION ONLY
CAUTIONSSQUEEZE AND INSPECT INNER BAG WHICH
MAINTAINS PRODUCT STERILITY DISCARD IF LEAKS ARE FOUND
DO NOT USE UNLESS SOLUTION IS CLEAR

DISCARD UNUSED PORTION

STORE UNIT IN MOISTURE BARRIER OVERWRAP AT ROOM
TEMPERATURE (UNDER 25°C) UNTIL READY TO USE
AVOID EXCESSIVE HEAT SEE INSERT

Ambu-Flex ™|l CONTAINER PL-146 ® PLASTIC

MANUFACTURED BY

BAXTER HEALTHCARE (GUANGZHOU) CO LTD
GUANGZHOU CHINA

(AN AFFILIATE OF BAXTER WORLD TRADE INC USA)

HK-42533
DIRECTIONSTO BE USED AS DIRECTED BY THE PHYSICIAN

Prescription Drug

Manufacturer Address:

Jiaoyuan Road, Dongji Industrial District,
GETDD, Guangzhou, P.R. China

D04 ENRUE Al
) LOT GO0 EXP JAN DD g

2.5 PD-2 WITH 2.5% DEXTROSE 2000mIX6
LOT GOOO0O0O000 EXP JAN 00

6AB5177E

S/N 0000




6 A B 9 747 E {APPF%EEIE‘I?}LCEE-S}

3000m| NOMINAL SIZE CONTAINER

Baxter

Dianeal® Low Calcium(2.5mEqg/L)
Peritoneal Dialysis Solution
With 4.25% Dextrose

EACH 100ml CONTAINS 425 g DEXTROSE HYDROUS USSP
538 mg SODIUM CHLORIDE USP 448 mg SODIUM LACTATE
18.3 mg CALCIUM CHLORIDE USP 5.08 mg MAGNESIUM
CHLORIDE USP pH 5.2 (4.5 TO 6.5)

mEqg/lL SODIUM 132 CALCIUM 2.5 MAGMNESIUM 0.5
CHLORIDE 95 LACTATE 40

OSMOLARITY 483 mOsmol/L{CALC)

STERILE MNON PYROGENIC

POTASSIUM CHLORIDE TO BE ADDED OMLY UNDER THE
DIRECTION OF A PHYSICIAN

WARNING EXTENSIVE USE OF THIS SOLUTION DURING
OME PERITONEAL DIALYSIS PROCEDURE CAM RESULT IN
SIGMIFICANT REMOWVAL OF WATER FROM THE PATIENT
READ PACKAGE INSERT FOR FULL INFORMATION

FOR INTRAPERITONEAL ADMIMISTRATION ONLY
CAUTIONS SOQUEEZE AND INSPECT INMER BAG WHICH
MAINTAINS PRODUCT STERILITY DISCARD IF

LEAKS ARE FOUND

DO NOT USE UNLESS SOLUTION IS CLEAR

DISCARD UNUSED PORTION

STORE UNIT IN MOISTURE BARRIER OVERWRAF AT ROOM
TEMPERATURE (UNDER 25°C) UNTIL READY TO USE
AVOID EXCESSIVE HEAT SEE INSERT

aH AT L25FE LI

Ambu-Flex™ Il conTAINER PL-146*PLASTIC
MANUFACTURED BY

BAXTER HEALTHCARE (GUANGZHOU) CO LTD

GUANGZHOU CHIMA
(AM AFFILIATE OF BAXTER WORLD TRADE INC USA)

HEK-42532
DIRECTIONS TO BE USED AS DIRECTED BY THE PHYSICIAN

M& wxREERTEA

Prescription Drug Bt 77 3& 4
Manufacturer Address:

Jiaoyuan Road, Dongji Industrial District,
GETDD,Guangzhou, P.R. China

Low Calcium 4.25% Dextrose

6AB9747E 2000ml
(APPROX 80ml EXCESS)
3000mI NOMINAL SIZE CONTAINER

BaxterLogo

Dianeal® Low Calcium(2.5mEq/L)
Peritoneal Dialysis Solution
With 4.25% Dextrose

EACH 100ml CONTAINS4.25 g DEXTROSE HYDROUS USP
538 mg SODIUM CHLORIDE USP 448 mg SODIUM LACTATE
18.3 mg CALCIUM CHLORIDE USP 5.08 mg MAGNESIUM
CHLORIDE USP pH5.2 (4.5 to 6.5)



mEq/LSODIUM 132 CALCIUM 2.5 MAGNESIUM 0.5
CHLORIDE 95 LACTATE 40

OSMOLARITY 483 mOsmol/L(CALC)

STERILE NON PYROGENIC

POTASSIUM CHLORIDE TO BE ADDED ONLY UNDER THE
DIRECTION OF A PHYSICIAN

WARNINGEXTENSIVE USE OF THIS SOLUTION DURING
ONE PERITONEAL DIALYSIS PROCEDURE CAN RESULT IN
SIGNIFICANT REMOVAL OF WATER FROM THE PATIENT
READ PACKAGE INSERT FOR FULL INFORMATION

FOR INTRAPERITONEAL ADMINISTRATION ONLY
CAUTIONSSQUEEZE AND INSPECT INNER BAG WHICH
MAINTAINS PRODUCT STERILITY DISCARD IF

LEAKS ARE FOUND

DO NOT USE UNLESS SOLUTION IS CLEAR

DISCARD UNUSED PORTION

STORE UNIT IN MOISTURE BARRIER OVERWRAP AT ROOM
TEMPERATURE (UNDER 25°C) UNTIL READY TO USE
AVOID EXCESSIVE HEAT SEE INSERT

Ambu-Flex TM]I1 CONTAINER PL-146 ®PLASTIC

MANUFACTURED BY

BAXTER HEALTHCARE (GUANGZHOU) CO LTD
GUANGZHOU CHINA

(AN AFFILIATE OF BAXTER WORLD TRADE INC USA)

HK-42532
DIRECTIONSTO BE USED AS DIRECTED BY THE PHYSICIAN

Prescription Drug

Manufacturer Address:

Jiaoyuan Road, Dongji Industrial District,
GETDD, Guangzhou, P.R. China

AN ETRO el
A LOTGO00CCE0EXP JANOG

4.25 LOW CALCIUM WITH 4.25% DEXTROSE 2000mIX6
LOT GOOO0O0000 EXP JAN 00

6AB9747E

S/N 0000

SINOOKO



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
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: 059QFOKOOR)

Item Code (Source)

NDC:0941-0696

Basis of
trength

Strength Sty
DEXTROSE 4.25 g
MONOHYDRATE  in 100 mL
SODIUM 538 mg
CHLORIDE in 100 mL

448 mg
SODIUM LACTATE == (o
CALCIUM 18.3 mg
CHLORIDE in 100 mL
MAGNESIUM 5.08 mg
CHLORIDE in 100 mL
Strength

Packaging
# Item Code Package Description el S e (s
Date Date
1 QGDC:O‘B“'OG%' 6 in 1 CARTON 10/30/2024 12/31/2026
1 NDC:0941-0696- 2000 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Application Number or

VAR I (SRR Monograph Citation

Unapproved drug for use in drug
shortage

DIANEAL PD-2 WITH DEXTROSE

10/30/2024

Marketing Start Marketing End
Date

Date

12/31/2026

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

DEXTROSE MONOHYDRATE (UNII: LX22YL083G) (ANHYDROUS DEXTROSE -

UNII:5SLOG7R00OK)

SODIUM CHLORIDE (UNIl: 451W471Q8X) (SODIUM CATION - UNII:LYRAMONH37,

CHLORIDE ION - UNII:Q32ZN48698)

SODIUM LACTATE (UNIl: TU7HWOWOQT) (SODIUM CATION - UNII:LYRAMONH37, LACTIC

ACID, UNSPECIFIED FORM - UNII:33X04XA5AT)

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

CHLORIDE ION - UNI:Q32ZN48698)

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

CHLORIDE ION - UNII:Q32ZN48698)

Inactive Ingredients

Ingredient Name
WATER (UNIl: 059QFOKOOR)

Packaging
# Item Code Package Description

NDC:0941-0698-

1 06 6 in 1 CARTON
1 NDC:0941-0698- 2000 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Application Number or

P L) (S Monograph Citation

Unapproved drug for use in drug
shortage

Labeler - vantive US Healthcare LLC (119181963)

Establishment

Name Address ID/FEI

Baxter Healthcare
(Guangzhou) Co.,

Ltd 0696, 0941-0698)

Revised: 5/2025

10/30/2024

Item Code (Source) NDC:0941-0698

Basis of

Strength Strength
DEXTROSE 25¢
MONOHYDRATE  in 100 mL
SODIUM 538 mg
CHLORIDE in 100 mL

448 mg
SODIUM LACTATE in 100 mL
CALCIUM 25.7 mg
CHLORIDE in 100 mL
MAGNESIUM 5.08 mg
CHLORIDE in 100 mL
Strength

Marketing Start
Date

Marketing End
Date

12/31/2026

Marketing Start Marketing End
Date Date

10/30/2024 12/31/2026

Business Operations

manufacture(0941-0696, 0941-0698) , analysis(0941-0696, 0941-0698) ,
421040114 label(0941-0696, 0941-0698) , pack(0941-0696, 0941-0698) , sterilize(0941-

Vantive US Healthcare LLC
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