DIANEAL LOW CALCIUM 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 LOW CALCIUM WITH DEXTROSE

Health Care Provider Letter

Baxter

IMPORTANT PRESCRIEING INFORMATION
DATE: October 22, 2024

Subject: Temporary imporiation of DIANEAL PD-4 Low Calcium Peritoneal Dialysis Solutions with Dexirose
1.5%, 2.5%, and 4.25% (2000 mL) from Thailand for use in Continuous Ambulatory Peritoneal Dialysis to
address drug shortages

Dear Healthcare Professional,

Due to a potential shortage of DIANEAL PD-2 and DIAMEAL Low Caicium (2.5 mEg/L) Peritoneal Dialysis
Solution in the United States (LUS) markest, Baxter Healthcare Corporation (Basder) is coondinating with the ULS.
Food and Drug Administration (FDA) o temporanty mport DIANEAL PD-4 Low Calcium Pertoneal Dialysis
Solution (2000 mL) from Bexer's manufacturing faciity in Amats, Thailand. FDA has not approved these
products manufaciured by Baster's Amats, Thailand faclity.

You may be provided with addiional leters for ofher DIANEAL imported penitonesl dislysis solutions you receive.
Please read each letier in its entirety because each letier may contain diferent. product-specsfic information.

Baxter has initisted temporary importaion of DIANEAL FD-4 Low Calcium Periionaal Dialyss solution for use in
Continuous Ambulatory Peritoneal Dislysts (CAPD) therapy as described in the table below. This product is
manufaciured by Bexier's manufaciunng faclity m Amats. Thalsnd and = marketed in Thalland and India. Al this
fime, importation or distribution of DIANEAL PD-4 Low Calcium Pentioneal Dislysis solution in the United States.
by any enfity other than Bexer or its authonzed distributon(s) is considered a violstion of the Federal Food, Drug,
and Cosmetic Act and is subject o enforcement by the FDAL

Effective immediately, and during this temporary penod, Bader will offer the following imported products from
Baxter's facility in Amata, Thailand:

Thailand Imported Product Name CAPD Product Code | Bags per NDC Code

and Deseription Fill Vedurne Canton
el el Bl B -0
e Y B B0
e el e S -

It is important to note the following:

+ DIANEAL PD-4 Low Calcium Peritoneal Dialysis Solution contains 1.25 mmolL (2.5 mEg/L) of calcium
compared to DLANEAL PD-2 Peritoneal Dialysis Solution with Dextrose which contains 1.75 mmolL (3.5
mEgiL) of calcium. Patients receiving Thailand-imported DIANMEAL solution should have their serum
calcium levels monitored for the development of hypocalcemia.
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#» There are no other clinically relevant differences in the DIANEAL drug composition between the US-
manufactured and Thailand-manufachred product [see Table 1, below). As such, clinical practice for
usage, sdministration, and dosage for the Thailand mporied products is the same as with the
DIANEAL FD-2 and DIANEAL Low Calcium (2.5 mEg/) Peritonesl Dialysis Solution with Dextrose
manufactured in US. Please refier to the FDA-spproved DIANEAL Peritoneal Dialysss Solution with
Dextrose Full Prescribing Informaton for reference.

» The DIAMEAL PD-4 Low Calcium Pertoneal Dealyses Soluon with Dextrose imporied from Thailand will onby
b= available in 2000 mi fill volume for CAPD so there will be a need to adapt the PD prescription for some
palients.

#» The Luerdiock connector on the Thailand mpored product funciions the same as and is fully
compatible with peritoneal diabysis sets marketed in the United States. The Thailand imported product
has a single green frangible near the Y connector which is broken at the same time during fiush
phase as the cormesponding blue frangible n IUS product. There is an online clamp on the drain
line in Thailand-imported product, so patients only need to use one extermnal clamp on the
infusion line compared to two external clamps for US product. See Table 1 for more details of
product differences.

# The Thaiand imported product inciude bancodes on the shipping caron; however, the barcodes may not
register accurately in the US scanning systems. Thers are no bancodes on the solution containers of the
imported product. Allemaiive procedures should be followed 10 assure that the comect dnug product is baing used
inko their systems and confirm that bancode systems do not provide Incomect information when the product is
scanned.

» DIANEAL Low Calcium Pentoneal Dishysis Solufions are evailable only by prescription in the U.S. However,
the imported products do not have the ststement “Fix only” on the kabeling. The shipping carton labeis.
include both English and Thai languages.

Bafore prescribing, healthcare providers should be aware of some key differences in the conteiner packaging and
labeling between the Thailand imported product and FDA spproved product which are staeted in the product
comparison tables at the end of this letier as follows:

«  Table 1: Key differences of INANEAL Pertonsal Dealysis Solubon for CAPD therapy

» Table Z Label images of DIANEAL 3000 mi CAPD product presentaions

Reporting Adverse Events
To report adverse events associated with these imporied products, please call Baxder at 1-866-B88-24T2, or fax: 1-
800-T58-1801 . Adverse events or guality problems expenenced with the use of these imported products may also be
reported to the FOA's MedWatch Adwerse Event Reporting program either online, by regular mail or by fax
Complete and submit the report Online: wew fida govimedwaichireport_htm
Regular mail or Fax: Download form wew fda_ gow/MedWaichigetiorms_him or call 1-800-332-1083 to
request & reportng form, then complete and retum o the address on the pre-addressed form, or submiit by
fax o 1-B00-FDA-D1TS (1-800-332-01T8)
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To report product quality issues, please report oo

Baxter - Product Feedback Portal (hitps- iproductfeedback bander coml)

Please refer to the FOA approved full prescrining information for DIANEAL Peritoneal Dialysis Solution.

If you hawve any questions about the information contained in this letier or the use of imported DIANEAL Low Calcium
Peritoneal Dialysis Solution, please contact Bader's Medical Information Service at 1-888-T36-2543.

To place an order, please contact Baxter's Center for Home Care Sarvices by caling 1-800-284-4060.

Sinceraly,
wtn
Geovana B’ﬂ.ﬂ%‘;ﬁz Y

Geovana Basso, M.D.
Director of Americas Medical Affzirs
Baxter Healthcare Corporation

One Baxter Paroway

Dieerfield, Winois 60015

Baxter, DIANEAL and ULTRABAG [or UiiraBag) are registered redemarks of Beder Intemational Inc.

Attachments:
Product Comparison Tables 1 and 2
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Table 1. Key differences of DIANEAL Peritoneal Dialysis Solution for CAPD therapy

Thalland Imported Product US FDA-Approved Product US FDA-Approved Product
DIANEAL PD<4 Low Calclum DIANMEAL Low Calclum DIANE AL PD-2
Product DIAMEAL PD-4 Low Calcium with 1.5% DIANEAL Low Calcium
name Dextrose {2.5 mEg/L) Peritoneal Dialysis Sahufion EL*NE"*L PD-2 F’Eﬂnzﬂ Diafysts
DIANEAL PD-4 Low Calcilum with 2.5% | With 1.5% Dexrose fution with 1.5% Dextose
Cexvose ) s CHANEAL Low Calcium DHANEAL PD-2 Peritoneal Diialysis
ol with 2.5% Dexirose
DIANEAL PD-2 Peritoneal Diahysis
OLANEAL Low Calcium Soktion with 4.25% Dextrose
(2.5 mEg/L) Fentoneal Diahysis Solution
wiith 4, 25% Dextrose
Labelad 2000 mL 1500 mL 2000 mL
Fll Volume 2000 mL 2500 mL
2500 miL 3000 mL
3000 mlL
‘Contalner Twin Bag containers (FVC) UitraBag Container (PVC) UitraBag Container (FVC)
Type
Bags par 6 1500 mL: B
‘carton 2000 mlL: & 2000mL: &
2500 mL: & 2500mL: 5
3000 mL: 4 F000mL: 4
Indications | 1.5% and 2.5% Dextrose: DIANEAL peritaneal dialysis solubons DHANEAL peritoneal dialysis solulions
Dianeal PO-4 Peritonesl distysis are indicaled for patients in acule or are indicaled for patients in acule o
schuticons i indicoted for use i dhronic chiranic renal Tadune . chiramc renal falune,
renal failure paients being maintained
on periioneal diahysis when nondiahyic
medical therapy is judged 1o be
inadequale
4.25% Dextrose:
Diaresa | Peritoneal diabysis sohutions in
Twin Bag conlainers are indicaled for
use in chronic renal failure patents
being maintained on conlinuous
ambul atory pemoneal dialysis when
nondiahytic medical therapy is judged to
be inadequate,
Agtive 1.5% Daxtrosa: 1. 5% Duadrosa: 1.5% Doxtrose:
Ingredlants | Destmss Hydrous, USP 159/ 100 mi D ross Hydrous, USP 159/ 100 mL Dextrose Hydrous, USP1.5g/ 100 mL
Dhanchrosse 2.5% Dexirose:
’ 2.5% Dextrose: 2.5% Dexirose:
Kb €ty LG L5 g Tkl D rosa Hydrous, USSP 2.5 g/ 100 miL Dexwrose Hydrous, USP 259/ 100 mL
4.25% Dexirose:
Detmse Hydrous 225 g /100ml 4.25% Daxtrose: 4.25% Doxtrose:
Drextrose Hydrous, USP 425 g/ 100mi Dextrose Hydrous, USP425 g/ 100 ml
Acthve Sodium Chionde, USP 538 mg/ 100 Sodium Chioride, USP 538 mg / Sodium Chioride, USP 538 mg /
Ingrediant- | mL 100mL 100mL
Blectrolytes | Sodium Lactate 448 mg 7 100mL Sodium Lactate 448 mg f 100 mL Sodium Lactate 448 mg [ 100 mL
Calbcium Chionide, USP 183 mg / 100 Calcium Chioride, USP 18.3 mg / 100 Calcium Chionde, USP 25.7 mg / 100
miL mil mlL
Magnesium Chionide, USP 5 08 mg / Magnesium Chionide, USP 5.08mg / Magnesium Chioride, USP 508 mg /
100 mlL 100 mL 100 mL
Bleotrolyts | Sodium 132 mEgL Sodium 132 mEqgiL Sodium 132 mEgL
Comart Calcium 2 5 mEgL Calcium 2.5 mEgiL Calcium 3.5 mEg'L
per Liter Magnesium 0.5 mEgL Magneaium 0.5 mEg/L Magnesium 0.5 mEgL
Chicride 95 mEg/L Chiloride G5 mEgiL Chionde 96 mEg/L
Lactate 40 mEgL Lactate 40 mEg/L Lactate 40 mEqiL
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Thailand Imported Product US FDA-Approved Product US FDA-Approved Product
DIANEAL PD-4 Low Calcium DIANEAL Low Calcium DIANEAL PD-2
pH 1. 5% Dextrose & 2.5% Dexirose:
5.2 4.0 10 6.5)
5.2 (4.0 6.5) 52(401B65)
4.25% Dextrose
52451065)
1.5% Dextrose: 1.5% Dextrosa: y
m Csmalarity 344 mOsmadL (Cakc) Cismalarity 384 mOsmaldL {Calc) émn:;;: nOamaliL (Cak)
2 5% Dextrose: 2.5% Daxrosa: 2.5% Daxirose:
Oamalarity 395 mOsmalL {Cak ) Casmalarity 395 s mallL {Cale) Osmalanty 398 mOsmalL (Calc)
4.25% Dextrose 4.25% Dextrose 4.35% Daxtrone:
ml-m 483 mOsmaliL 1‘:—3‘” wﬂ 483 mOsmaliL 1(:-‘3“” QE!TH‘-‘-'I“)' 405 I'Tﬂmh‘.”'. *:ﬂl.l:r
Storage Store below 30°C Store at room temperature (25°CTTF) | Store at room temperature (25°C/F 7°F)
Conditions Brief exposure up to 40°C doss not Briaf exposure up to 40°C does not
adversely affect the product, adversely affect the produd,
Expiration
Dating 24 maonths 18 manths 18 months
Cortalner
Closurs
System
— -
Comtalner « Only one green Fangible nearthe ¥ | »  Two Fangibbes = one biue in“Y"- + Two rangibles = ane blue in “Y"-
Closura cannecior broken belore FLUSH, junction and ane green al the slerile juncton and one green al the skerile
Differencas | = There is one indine clamp on the soution bag sohubon bag

drain line, One other extemnal clamp
will be needed.

*  Salution line contains fluid,

= Pull nng cap s color-coded to
saolution desirose concentration :
o Yellow = 1.5% dextrose
a  Gresn = 2.5% dextrose
o Red= 4.25% dextrose

Two extemal clamps are needed,
Salution line does nal cantain fhuid,
Pull ing cap is color-coded to
solution dexirose concentration:

a  Yellow = 1.5% dextrose

o  Green = 25% dexirose

o Red =4 25% dexirose

= Two exiemal clamps are needed
+ Solution ine does nol contain Tkl
« Pull ning cap is color-coded to

solution dexirose concentration

a Yellow = 1.5% dextrose

o Green = 2.5% dexirose

o Red = 4.25% dextrose
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Comparison of DIANEAL PD Solution Container Labels for CAPD

Comparative container labels are presented below for the 2000 mL fill volume that is proposed for import. Labels
for the U.S. FDA-approved 1500 mL, 2500 mL, and 3000 mL solution fill volume differ only by product code /
NDC / Fill Volume / Barcode, There are no differences in compasition, except for minor variations to active
pharmaceutical ingredient quantities (excluding dextrose), or other safety-related information.

Thailand Imported Product
DIAMEAL PD-4 Low Calcium

UsS FDA-Approved Product

DIAMEAL Low Calcium PD Solution

US FDA-Approved Product
DIANEAL PD-2 PD Solution
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Dianeal

Low Calcium (2.5 mEg/L)
Peritoneal Dialysis Solution
with 1.5% Dextrose
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CAUTIONS  BOUEETE AND INSFECT INVER BAG
WSCARD

WEECH MANTLINS PRODUCT STERLLTY
WP LEAKS ARE FOURND

100 NOT USE UMLESE SOLUMION S CLEAR
DESCARD UNLSLD POSTION
e DALY

EARAIEN CVEVRLE AT
mﬂﬂhm TR UWTIL RRADY T
JmEIIEI\.I'I HEAT SEENSERT

UliraBag conmass

FiL el PLASTIC

BARTER [NAWEAL ULTRADAD ARD FL |48 ARE
TRADEMANES OF BAX TER INTERMATIONAL T

BAETER HEALTHEANE CORRORATION
GEERFELD K SO Y LA
AT WU

E
Ei
:
1.5% Dextrose |

| Low Calcium

Baxter

Dianeal PD-2
Peritoneal Dialysis Solution
with 1.5% Dextrose
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Thailand Imported Product
DIAMEAL PD-4 Low Calcium
2,000 mL

US FDA-Approved Product

DIAMNEAL Low Calcium PD Solution

US FDA-Approved Product
DIANEAL PD-2 PD Solution

THBaTTE
Baxter .l

Dianeal® PD-4 Low Calcium
with 2.5% Dexirose

EACH 150 ml EONTAIME 255 DERTROSE HYDROUS 2P
B3R g EOWURE CHUCSSINE LPS® B g SOOI LACTATE 183 mg
ARSI CHLORITE DHYDRATE USP 504 g WAGKESEE
CHLOAIDE MECAHYIRATE USF g 53 L0 TORS|

Ml SODNA 11 CALCHR 25 RACKESI ] & CHLORIDE 05

LACTATE 40 OSMOLANTY X2 mOematLiCALC)
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CAUTIONS SOUEETE AHD RSFECT hhER BAL WS

APTAME PROOUCT STERLITY

DISCASL: W LEASE SHE FOUKD

DS MOT LSE UMLE B SOLUSTRON 05 CLEAS

CASCARD UMLGED PORTHOR  FEES OUT OF S ACH OF Cleil DREN
AVCR]) EXCESAAE HEAY SEE RERT

NCECATED FOR GO REMA FARUSE PATENTE

DEIMG MAMTAMED 0N PERITOIHEAL DLAL Y55

DEECTION 10 B LISED A5 DHSECTED B FHE FHYSICIAN
BTORAGE BeLUw ¥ L
mRsi10 (§E)

LT
BARUFACTUSED B
BAITER Wby ac Tipamad (THas anl) £ LTS
_RANCeWd, THAILAND

589776 @

W

® 2000 ..

IRFPRIY B el EECERS)

Baxter

Dianeal

Low Calcium (2.5 mEg/L)
Peritoneal Dialysis Solution
with 2.5% Dextrose

ACH 100w, COMTARS 1.5 g DENTROSE HNDROUS LS9
i vy RO CHLORIDE UBP dad s SODRIM LACTATE
1.1 g CAL UM CHL ORI USP 500 g MAOAE S
USP  pe ST TO 65
mEgl, G0N . 133 CAyCEE .3 E
BT AT
. CHLORDE 6§ LACTATE - &
—_— OREOLARTY - G svDammadL, (ALY
-§ STRRREF  HONPYRCGEMC
—
S

-E amiEn 1 TN OF &

HEAD PACKASE IRSERT FOR FULL
= TRFDEMRLTICH
= IFOR INTRAPERITOME AL

AR TRA TIOM LY

MOSAGE A% DIRECTED BY & PHYSICIAN
CAUTIONS SOULLIE AND IMSPLCT INNER BAG
'WHICH MARNT AINS PRODUCT STERILITY  [MSCARD
¥ LEAKS ARE FOUND

O ROT USE UKL PSS 504 UTOH B CLEAR

DESCAAD UKUSED POSTION
R DMLY

ETOHE UBSIT N EARFIEA OVERWHAR AT
ADCH TEMPERATURE [25'C/77°F) LMTIL READY TO
USE  AVDND EMEAT  BEE INSERT
UktraBag conmamen PL 146 PLASTIC

BAMTER MANEAL ULTRABAG AND FL 146 ARE
TRADEMERKS OF BAXTER IMTERMATIONAL IHC.
BATTER HEAL THCAHE CORPOR TION
DEIAFELD WL S0 L USA
DS W U
A AT WS BRI W

My Ll

2.5% Dextrose

Low Calcium

569876 @

@ 2000 ..

Baxter

Dianeal PD-2
Peritaneal Dialysis Solution
with 2.5% Dextrose
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Thailand Imported Product
DIANEAL PD-4 Low Calcium
2,000 mL

Us FDA-Approved Product
DIANEAL Low Calcium PD Solution

US FDA-Approved Product
DIANEAL PD-2 PD Solution

'Baxter  om°)

Peritoneal Dialysis Solution Low Calcium with
4.25% Dextrose-IP

Dianeal™ PO-4 Low Calcium
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Dianeal

Low Calcium (2.5 mEq/L)
Peritoneal Dialysis Solution
with 4.25% Dextrose
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Dianeal PD-2
Peritoneal Dialysis Solution
with 4.25% Dextrose
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Baxter .,.,0°

Dianeal® PD-4 Low Calcium
with 1.5% Dexirose

EACH 100ml CONTAINS 1.5 g DEXTROSE HYDROUS USF

538 mg S0DIUM CHLORIDE USSP 448 mg SODIUM LACTATE

18.3 mg CALCIUM CHLORIDE USSP

5.08 mg MAGHESIUM CHLORIDE USSP

pH 5.2 (4.0 TD 6.5}

mEgiL SO0IUM 132 CALCIUM 2.5 MAGNESIUM 0.5 CHLORIDE 95
LACTATE 40 OSMOLARITY 344 mOsmol/L{CALC)

STERILE MOM PYROGEMIC

|F'CI| ASSILM CHLORIDE TO BE ADDED OMLY UNDER THE IRECTION OF A PHYSICIAN ]

READ PACKAGE INSERT FOR FULL INFORMATION

FOR INTRAPERITONEAL ADMINISTRATION QMLY
CAUTIONS SQOLUEEZE AND IMSPECT IMMER BAG WHICH
MAINTAING PRODUCT STERILITY

DHECARD [F LEAKS ARE FOLND

DO MOT USE UMLESE SOLUTI|ON |2 CLEAR

DISCARD UNUSED PORTION

KEEP QUT OF REACH OF CHILDREMN

AVOID EXCESSIVE HEAT SEE INSERT

IMDICATED FOR CHRONIC REMAL FAILURE PATIENTS
BEING MAINTAINED ON PERITONEAL DIALYSIS
DIRECTION TO BE USED AS DIRECTED BY THE PHYESICIAN
STORAGE BELOW 30°C

MANUFACTURED BY REG NO. 24 12150 THR:1107 @
BAXTER MANUFACTURING (THAILAND) CO., LTD.

RAYONG, THAILAND

BaxterLogo
THB9766
2000 ml

Dianeal® PD-4 Low Calcium
with 1.5% Dextrose

EACH 100ml CONTAINS1.5 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 (4.0 to 6.5)

mEq/LSODIUM 132 CALCIUM 2.5 MAGNESIUM 0.5 CHLORIDE 95
LACTATE 40 OSMOLARITY 344 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

KEEP OUT OF REACH OF CHILDREN
AVOID EXCESSIVE HEAT SEE INSERT



INDICATED FOR CHRONIC RENAL FAILURE PATIENTS
BEING MAINTAINED ON PERITONEAL DIALYSIS

DIRECTIONTO BE USED AS DIRECTED BY THE PHYSICIAN

STORAGEBELOW 30°C
REG NO.2A 12/59
THRS1107

BH Symbol
MANUFACTURED BY:

BAXTER MANUFACTURING (THAILAND) CO. LTD.

RAYONG, THAILAND

:: YV
MeNa19lAn1areanes.
1.5%INBIATE NA-4 HAAIFEUA

Dianeal PD-4 L ow Calcium with 1 5% Dextrose

THB9766

Each 100 ml contains

Dextrose Hydrous USP 15¢g
Sodium Chloride USP 538 mg
Sodium Lactate 448 mg
Calcium Chlonde USP 18.3 mg
Magnesium Chloride USP 5.08 mg
pH 5.2 (4.0-6.5) Reg No. 2A 12/59

Manufactuning by
Baxter Manufacturing (Thailand) Co.. Ltd.
Rayong, Thailland

PD-4
1.5%

Dianeal PD-4 Low Calcium with 1.5% Dextrose
THB9766
6 X 2000 mL

Each 100 ml contains

Dextrose Hydrous USP 1.5 g
Sodium Chloride USP 538 mg
Sodium Lactate 448 mg

Calcium Chloride USP 18.3 mg
Magnesium Chloride USP 5.08 mg

6 X 2000 mL
Sterile, Nonpyrogenic Solution
Store below 30 C
10 1HANAE W1 AR

! iaamaining 1 s vaoa

Batch No. AZ0AD007

MFD. 7 Jan 2020
Exp. 7 Jan 2022

AV Y

PD4.

1.5%

anlasa

(W 1BU0EGA 1262821 7(10)AZODALOT(1T)220107



pH 5.2 (4.0-6.5)
Reg No. 2A 12/59

Manufacturing by
Baxter Manufacturing (Thailand) Co., Ltd.
Rayong, Thailand

Sterile, Nonpyrogenic Solution
Store below 30°C

Batch No. A20A007
MFD. 7 Jan 2020
EXP. 7 Jan 2022

Barcode
00002

(01)50085412528217(10)A20A007(17)220107

THB9776
(

) Baxter

Dianeal® PD-4 Low Calcium
with 2.5% Dextrose

EACH 100 ml CONTAINS 259 DEXTROSE HYDROUS USP

536 mg SODIUM CHLORIDE USP 448 mg SODIUM LACTATE 18.3 mg
CALCILM CHLORIDE DIHYDRATE USP 5.08 rmg MAGNESIUM
CHLORIDE HEXAHYDRATE USP pH 5.2 (4.0 TO 6.5)

mEgiL SODIUM 132 CALCIUM 2.5 MAGMESIUM 0.5 CHLORIDE 95
LACTATE 40 OSMOLARITY 395 mOsmol/L{CALC)

STERILE MON PYROGEMIC

[POTASSIUM CHLORIDE TO BE ADDED OKLY UNDER THE DIRECTION OF A PHYSICIAN |

READ PACKAGE INSERT FOR FIULL INFORMATION

FOR INTRAPERITOMEAL ADMINISTRATION ORNLY

CAUTIONS SOUEEZE AND INSPECT INNER BAG WHICH

MAINTAINS PRODUCT STERILITY

DISCARD IF LEAKS ARE FOUMD

DO NOT WSE UMLESS SOLUTION 1S CLEAR

DISCARD UNUSED PORTION KEEP OUT OF REACH OF CHILDREN

AVOID EXCESSIVE HEAT SEE INSERT
INDICATED FOR CHRONIC REMAL FAILURE PATIENTS
BEIMNG MAINTAIMED OMN PERITOMEAL DIALYSIS

DIRECTION TO BE USED AS DIRECTED BY THE PHYSICIAN
STORAGE BELOW 307C

REG NO. 2a 95/58 THRS1109 @
MAMUFACTURED BY:
BAXTER MANUFACTURING {THAILAND) CO., LTD.
RAYONG, THAILAND

BaxterLogo
THB9776
2000 ml

Dianeal® PD-4 Low Calcium
with 2.5% Dextrose

EACH 100 ml CONTAINS2.5 g DEXTROSE HYDROUS USP
538 mg SODIUM CHLORIDE USP 448 mg SODIUM LACTATE 18.3 mg
CALCIUM CHLORIDE DIHYDRATE USP 5.08 mg MAGNESIUM



CHLORIDE HEXAHYDRATE USP pH5.2 (4.0 to 6.5)
mEq/LSODIUM 132 CALCIUM 2.5 MAGNESIUM 0.5 CHLORIDE 95
LACTATE 40 OSMOLARITY395 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 KEEP OUT OF REACH OF CHILDREN

AVOID EXCESSIVE HEAT SEE INSERT
INDICATED FOR CHRONIC RENAL FAILURE PATIENTS
BEING MAINTAINED ON PERITONEAL DIALYSIS

DIRECTIONTO BE USED AS DIRECTED BY THE PHYSICIAN
STORAGEBELOW 30°C

REG NO.2A 95/59
THRS1109
BG Symbol

MANUFACTURED BY:
BAXTER MANUFACTURING (THAILAND) CO. LTD.
RAYONG, THAILAND



a 9,
Hignaglamayeanes
2.5%IANY AT NA-4 UAAIFENA

Dianeal PD-4 Low Calcium with 2. 5% Dextrose

THBI776 6 X 2000 mL
{ . .

Each 100 mi contains Stenile, Horwmgentc Solution

Dextrose Hydrous USP 259 Store below 30 C

Sodium Chioride USP s3gmg  "IMndnwawan

Sodium Lactate 448 mg ] Tieamasinin 1 o e isadoa

Calcium Chionde Dihydrate USP 18.3mg
Magnesium Chioride Hexahydrate USP 5.08 mg

pH 5.2 (4.0-6.5) Reg No.2A95/59 MfFD. 10 Jan 2020
SR exp. 10 Jan 2022
Baxter Manufactunng (Thailand) Co., Lta. :
Rayong, Thasland 010

PD-4

2.5%

Dianeal PD-4 Low Calcium with 2.5% Dextrose

THB9776

6 X 2000 mL

Each 100 ml contains

Dextrose Hydrous USP 2.5 g

Sodium Chloride USP 538 mg

Sodium Lactate 448 mg

Calcium Chloride Dihydrate USP 18.3 mg
Magnesium Chloride Hexahydrate USP 5.08 mg

pH 5.2 (4.0-6.5)
Reg No. 2A 95/59

Manufacturing by
Baxter Manufacturing (Thailand) Co., Ltd.
Rayong, Thailand

Sterile, Nonpyrogenic Solution
Store below 30°C

Batch No. A20A023
MFD. 10 Jan 2020
EXP. 10 Jan 2022

Batch No. AZ0A023

PD4

2.5%

a g
anYIATa

0 O 0

(W1)B00854 12828224(10)AZ0DALDZITT)ZED IO



Barcode
00001

(01)500854 12528224(10)A20A023(17)220110

THBO796IP
) Baxter  zaom©
Peritoneal Dialysis Solution Low Calcium with

4.25% Dextrose-IP
Dianeal® PD-4 Low Calcium

EACH 100ml COMTAINS 4.25 g DEXTROSE HYDROUS 538 g SODIUM CHLORIDE
448 mg SODIUM LACTATE 18.3 mg CALCIUM CHLORIDE DIHYDRATE 5.08 mg
MAGHNESIUM CHLORIDE HEXAHYDRATE pH 5.2 (4.5 TO 6.5) mEqg/L

S0DIM 132 CALCIUM 2.5 MAGHNESIUM 0.5 CHLORIDE 95 LACTATE 40
OSMOLARITY 483 mamoliL{CALC) STERILE NOM FYROGEMIC

|F'OT.-?c'E-SiL.II".-1 CHLORIDE T BE ADDED ONLY UNDER THE DIRECTION OF & PHYSICIAM ]

FOR INTRAPERITOMEAL ADMIMISTRATION OMLY

CAUTIONS SQUEEZE AND INSPECT INMER BAG WHICH

MAINTAINS PRODUCT STERILITY DISCARD IF LEAKS ARE FOUND

DO NOT USE UNLESS SOLUTION 15 CLEAR DISCARD UNUSED PORTION

KEEP OUT OF REACH OF CHILDREN AVDID EXCESSIVE HEAT

INDICATED FOR CHRONIC RENAL FAILURE PATIENTS

BEIMNG MAINTAINED OM PERITONEAL DIALYSIS

|INIJIC.ATIDH.I'A.DHINISTFLATIDH AND COMPLETE INFORMATION — REFER PACHACGE INSERT |

STORAGE BELOW 30°C  THA REG NO. 2A 93/58 THRE1131
MAME AND ADDRESS OF MANUFACTURER:

BAXTER MANUFACTURING (THAILAND) CO. LTD.

T/358 MO0 & MABYAMGPORN, PLUAKDAENG, RAYOMNG, THAILAND 21140

Name and Address of Importer:

Baxter (India) Pvt. Ltd_, No. 218-1A, 1B,225/48, Block C, Ground Floor,

Kothar ware house, Opposite to Vegetarian Village, Madhavaram
Red Hills Rioad Puzhal village, Ambatiur Taluk, Tirvallur District,
Cheninai - 600060 Tamil Nadu, India

Import License Mumber: IL'FF-000400 RC/FF-002173

Telephone no.. email address (in case of consumer complaint, Safety Reporting or Cueries):
Consumer Care Mo.: 01 24-9603200
Consumer Care email ID: Customerservice_SHS_Indiai@baxter.com

BaxterLogo
THB9796IP
2000 ml

Peritoneal Dialysis Solution Low Calcium with
4.5% Dextrose-IP
Dianeal® PD-4 Low Calcium

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

SODIUM 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

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



KEEP OUT OF REACH OF CHILDREN AVOID EXCESSIVE HEAT
INDICATED FOR CHRONIC RENAL FAILURE PATIENTS
BEING MAINTAINED ON PERITONEAL DIALYSIS

INDICATION/ADMINISTRATION AND COMPLETE INFORMATION -REFER PACKAGE
INSERT

STORAGEBELOW 30°C
THA REG NO.2A 93/59
THRS1131
AA Symbol

NAME AND ADDRESS OF MANUFACTURER:
BAXTER MANUFACTURING (THAILAND) CO., LTD.
7/398 MOO 6 MABYANGPORN, PLUAKDAENG, RAYONG, THAILAND 21140

Name and Address of Importer:

Baxter (India) Pvt. Ltd., No. 219-1A, 1B,225/4B, Block C, Ground Floor,
Kothari ware house, Opposite to Vegetarian Village, Madhavaram

Red Hills Road Puzhal village, Ambattur Taluk, Tiruvallur District,
Chennai - 600060 Tamil Nadu, India

Import License Number:IL/FF-000400 RC/FF-002173

Telephone no., email address (in case of consumer complaint, Safety Reporting or
Queries):

Consumer Care No.: 0124-4603200

Consumer Care email ID: Customerservice_SHS_India@baxter.com

S PD-4
PERITONEAL DIALYSIS SOLUTION LOW 4.259%
- i}
CALCIUM WITH 4.25 % DEXTROSE-IP DEXTROSE
) ®
(Dianeal PD-4)
THB9796IP Sterile, Nonpyrogenic Solution
M - —
Each 100 ml contains Store below 30°C —
Dextrose Hydrous 425 g ——— E
Sodium Chloride 538 mg Batch No. A99M999 == 7
']
Sodium Lactate 448 mg — s
Calcium Chloride Dihydrate 18.3mg Mfg.Date 99 Mar 9999 — %
Magnesium Chloride Hexahydrate 5.08 mg = x
OH 5.2 (4.5-6.5) Exp.Date 99 Mar 9999 = ¢
Manufactured by MRP Rs. 9999.99(incl. of all taxes) =
BAXTER MANUFACTURING (THAILAND) CO.LTD., ——— 1
71398 MOO & MABYANGPORN, PLUAKDAENG, Net Quantity - 6 U X 2000 mL. == &
:ﬂgﬁ&'ﬁ;g:gg;:&mm MAME, ADDRESS, TELEPHONE NO., EMAIL ADDRESS — O
, : (IN CASE OF CONSUMER COMPLAINT, SAFETY REPORTING OR QUERIES) B S
R FRORY ERENL M S0 ‘&235‘;‘?;&‘"" o Village, B3 (India) Private Limited, 5th Fioor, Tower A, Bullding No. 5, = =
Medhavaram Red Hills Road Puzhd village, Aot Tatak 2°' DLF Cyber City, DLF Phase ll, Gurgaon -122002/ Haryana, india — =
Tiruvallur District, Chennai - 600060 TAMILNADU, india gz:;:xgxmﬂ:"mﬂm R - 3
IMPORT LICENSE NUMBER: IL/FF-D00400 RC/FF 002173 Rev.01 . - - ’ [alalilely -

PEITONEAL DIALYSIS SOLUTION LOW



CALCIUM WITH 4.25% DEXTROSE-IP

PD-4
4.25%
DEXTROSE

(Dianeal® PD-4)
THB9796IP

Each 100 ml contains

Dextrose Hydrous 4.25 g

Sodium Chloride 538 mg

Sodium Lactate 448 mg

Calcium Chloride Dihydrate 18.3 mg
Magnesium Chloride Hexahydrate 5.08 mg

pH 5.2 (4.5-6.5)

Manufactured by

BAXTER MANUFACTURING (THAILAND) CO., LTD.,

7/398 MOO 6 MABYANGPORN, PLUAKDAENG,

RAYONG, THAILAND, 21140

NAME AND ADDRESS OF IMPORTER:

Baxter (India) Pvt. Ltd. No. 219-1A, 1B,225/4B, Block C,

Ground Floor, Kothari ware house, Opposite to Vegetarian Village,
Madhavaran Red Hills Road Puzhal village, Ambattur Taluk,
Tiruvallur District, Chennai - 600060 TAMILNADU, India

IMPORT LICENSE NUMBER: IL/FF-000400 RC/RF-002173

Sterile, Nonpyrogenic Solution
Store below 30°C

Batch No. A99A999
MFD. 99 Mar 9999
EXP. 99 Mar 9999

MRP Rs. 9999.99(incl. of all taxes)
Net Quality - 6 U X 2000 mL.

NAME, ADDRESS, TELEPHONE NO., EMAIL ADDRESS

(IN CASE OF CONSUMER COMPLAINT, SAFETY REPORTING OR QUERIES):
Baxter (India) Private Limited, 5 t"Floor, Tower A, Building No. 9,

DLF Cyber City, DLF Phase Ill, Gurgaon - 122002/ Haryana, India
Consumer Care No.: 0124-4603200

Consumer Care email ID: Customerservice SHS India@baxter.com
Rev.01

Barcode
00001

(01)8859656197969(10)X21SXXX(17)231120

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: LX22YL083G) (ANHYDROUS DEXTROSE -
UNII:5SLOG7R00OK)

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

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

Inactive Ingredients

Ingredient Name
WATER (UNIIl: 059QF0KOOR)

Packaging
# Item Code Package Description Marketing Start
Date
1 (PC094107L 6 in 1 caRTON 10/23/2024
1 NDC:0941-0711- 2000 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Application Number or

ARG, CEUEE ] Monograph Citation

Unapproved drug for use in drug
shortage

DIANEAL LOW CALCIUM WITH DEXTROSE

Item Code (Source)

NDC:0941-0711

Basis of
trength

Strength Streng
DEXTROSE 1.5¢g
MONOHYDRATE  in 100 mL
SODIUM 538 mg
CHLORIDE in 100 mL

448 mg
SODIUM LACTATE % /=
CALCIUM 18.3 mg
CHLORIDE in 100 mL
MAGNESIUM 5.08 mg
CHLORIDE in 100 mL
Strength

Marketing End
Date

Marketing Start Marketing End
Date

Date

10/23/2024

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

solution

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Item Code (Source)

NDC:0941-0713



Route of Administration INTRAPERITONEAL

Active Ingredient/Active Moiety

Basis of

Ingredient Nam trength

gredie ame Strength Streng
DEXTROSE MONOHYDRATE (UNII: LX22YL083G) (ANHYDROUS DEXTROSE - DEXTROSE 2.5¢
UNII:5SLOG7R0OK) MONOHYDRATE  in 100 mL
SODIUM CHLORIDE (UNII: 451W471Q8X) (SODIUM CATION - UNII:LYR4AMONH37, SODIUM 538 mg
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE in 100 mL
SODIUM LACTATE (UNIl: TU7HWOWOQT) (SODIUM CATION - UNII:LYRAMONH37, LACTIC ¢ 5pium LACTATE 448 Mg
ACID, UNSPECIFIED FORM - UNII:33X04XA5AT) in 100 mL
CALCIUM CHLORIDE (UNII: M4l10D6VV5M) (CALCIUM CATION - UNII:2M83C4R6ZB, CALCIUM 18.3 mg
CHLORIDE ION - UNIl:Q32Z N48698) CHLORIDE in 100 mL
MAGNESIUM CHLORIDE (UNII: 02F3473H90) (MAGNESIUM CATION - UNII:T6V3LHY838, MAGNESIUM 5.08 mg
CHLORIDE ION - UNII:Q32ZN48698) CHLORIDE in 100 mL
Inactive Ingredients

Ingredient Name Strength

WATER (UNII: 059QFOKOOR)

Packaging
# Item Code Package Description Marketing Start
Date
1 (PC09410713 6 in 1 caRTON 10/23/2024
1 NDC:0941-0713- 2000 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Application Number or

ARG, CEUEE ] Monograph Citation

Date

Unapproved drug for use in drug

shortage 10/23/2024

DIANEAL LOW CALCIUM WITH DEXTROSE

Marketing End
Date

Marketing Start Marketing End

Date

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:0941-0715



Ingredient Name

DEXTROSE MONOHYDRATE (UNII: LX22YL083G) (ANHYDROUS DEXTROSE -
UNII:5SLOG7R00OK)

SODIUM CHLORIDE (UNII: 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 - UNII:Q32ZN48698)

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

Inactive Ingredients

Ingredient Name
WATER (UNIIl: 059QF0KOOR)

Packaging
# Item Code Package Description Marketing Start
Date
1 (PC09410715 6 in 1 caRTON 10/23/2024
1 NDC:0941-0715- 2000 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Application Number or

PTG, CEUEE ] Monograph Citation

Unapproved drug for use in drug
shortage

Labeler - vantive US Healthcare LLC (119181963)

Basis of

trength

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

448 mg
SODIUM LACTATE % /=
CALCIUM 18.3 mg
CHLORIDE in 100 mL
MAGNESIUM 5.08 mg
CHLORIDE in 100 mL
Strength

Marketing End
Date

Marketing Start Marketing End
Date

Date

10/23/2024

Establishment
Name Address ID/FEI Business Operations
Baxter

Manufacturing
(Thailand) Co.,
Ltd

Revised: 3/2025

analysis(0941-0711, 0941-0713, 0941-0715) , manufacture(0941-0711, 0941-
661742706 0713, 0941-0715) , label(0941-0711, 0941-0713, 0941-0715) , pack(0941-0711,
0941-0713, 0941-0715) , sterilize(0941-0711, 0941-0713, 0941-0715)

Vantive US Healthcare LLC
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