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



Baxter

IMPORTANT PRESCRIBING INFORMATION

DATE: October 21, 2024

Subject: Temporary importation of DIANEAL Low Calcium Peritoneal Dialysis Solution (2000 mL) from China
for use in Continuous Ambulatory Peritoneal Dialysis to address drug shortages

Dear Healthcare Professional,

Due to the current critical shortage of DIANEAL PD-2 and DIANEAL Low Calcium (2.5 mEg/L) Peritoneal Dialysis
Solution, Baxter Healthcare Corporation (Baxter) is coordinating with the U.S. Food and Drug Administration
{FDA) to temporarily import DIANEAL Low Calcium Peritoneal Dialysis Solution (2000 mL) from Baxter's
manufacturing facility in Guangzhou, China. FDA has not approved this product manufactured by Baxter's
Guangzhou, China facility.

¥ou may be provided with additional letters for other DIAMEAL imported peritoneal dialysis solutions you receive.
Please read each letter in its entirety because each letter may contain different, product-specific information.

Baxter has initiated temporary importation of DIANEAL Low Calcium Peritoneal Dialysis Solution for use in
Continuous Ambulatory Peritoneal Dialysis (CAFPD) therapy as described in the table below. This product is
manufactured by Baxter's manufacturing facility in Guangzhou, China and is marketed in China. At this time,
importation or distribution of DIANEAL Low Calcium Peritoneal Dialysis Solution (2000 mL) in the United States
by any entity other than Baxter or its authorized distributor(s) is considered a violation of the Federal Food, Drug,
and Cosmetic Act and is subject to enforcement by the FDA.

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

China Imported Product Name CAPD Product Code | Bags per Carton NDC Code

and Description Fill Voluma

Dislysis Solon (Laciale G 1.5%) | 2000mL | 6ABT6e : 0941.0686.08 (carion)
Dislyss Sohslon (Laciale-G2.5%) | 2000mL | 68778 ‘ 0941.0690.08 (carion)
DIAMEAL Low Calclum Peritoneal 2000 mL GABGTIE 8 0941-0694-01 (bag)

Dialysis Solution {Lactate-G 4.25%) 0941-0694-08 (carton)

It is important to note the following:

* DIANEAL Low Calcium Peritoneal Dialysis Solution contains 1.24 mmel/L (2.5 mEg/L) calcium
compared to DIANEAL PD-2 Peritoneal Dialysis Solution which contains 1.75 mmol/L (3.5
mEg/L) calcium. Patients receiving China-imported DIANEAL selution 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 China-manufactured product (see Table 1, below). As such, clinical practice for
usage, administration, and dosage for the China imported product is the same as with DIANEAL PD-
2 and DIAMEAL Low Calcium (2.5 mEg/L) Peritoneal Dialysis Solution manufactured in U.5. Please
refer to the FDA-approved DIANEAL Peritoneal Dialysis Solution Prescribing Information for
reference.

s DIANEAL Low Calcium Peritoneal Dialysis Solution imported from China will only be available in 2000 mL fill
volume for CAPD so there will need o be adaptation to the PD prescription for some patients.

s The Luer-lock connector functions the same and is fully compatible with peritoneal dialysis sets marketed in
the United States. China imported product has a single green frangible near the ¥ connector which is broken
at the same time during flush phase as the comresponding blue frangible in U.S.-manufactured product.
China imported product has the same color-coded pull rings for 1.5% (yellow) and green (2.5%) dextrose
concentrations as U.S. manufactured product. The pull ring for 4.25% dextrose concentration fluid is crange
in China imported product and red in U.5. manufactured product. The container label in China imported
product is in Chinese but key product characteristics are in English = solution type, volume, expiry date and
dextrose concentration. See Table 1 for more details of product differences.

# The China imported product includes barcodes on the shipping carton; however, the barcodes may not
register accurately in the U.S. scanning systems. There are no barcodes on the solution containers of
the China imported product. Alternative procedures should be followed to assure that the comect drug product is
being used in all systems and processes and administered to individual patients. For example, institutions should
consider manually inputting the product into their systems and confirm that barcede systems do not provide
incomect information when the product is scanned. Please note that the imported solutions bags do not have
barcodes.

s DIANEAL Low Calcium (2.5 mEg/L) Peritoneal Dialysis Solutions are available only by prescription in the
U.S. However, the imported product does not have the statement “Rx only” on the labeling.

Before prescribing, healthcare providers should be aware of some key differences in the container packaging and
labeling between the China imported product and the FDA approved product which are stated in the product
comparison tables at the end of this letter as follows:

*  Table 1: Key differences of DIANEAL Peritoneal Dialysis Sclution for CAPD therapy
#  Table 2: Label images of DIANEAL 2000 mL CAPD product presentations

Reporting Adverse Events

To report adverse events associated with these imported products, please call Baxter at 1-866-888-2472, or fax: 1-
800-759-1801. Adverse events or quality problems experienced with the use of these imported products may also
be reported to the FDA's MedWatch Adverse Event Reporting program either online, by regular mail or by fax:

+ Complete and submit the report Online: www fda govimedwatch/report.htm

* Regular mail or Fax: Download form www.fda.gov/MedWatch/getiorms. htm or call 1-800-332-1088 to
request a reporting form, then complete and retumn to the address on the pre-addressed form, or submit by
fax to 1-800-FDA-0178 (1-800-332-0178)
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To report product quality issues, please report to:
Baxter - Product Feedback Portal (hitps://productfeedback.baxter comy').

Please refer to the FDA approved full prescribing information for DIANEAL Peritoneal Dialysis Solution at
DailyMed (nih.gowv).

If you have any questions about the information contained in this letter or the use of imported DIANEAL Low Calcium
Peritoneal Dialysis Solution, please contact Baxter's Medical Information Service at 1-888-736-2543.

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

Sincerely,
Electronizally signed by:
Gewm&.m’f" "
Gevvana Diate: Oc2 21, 2024 1447
coT

Geovana Basso, M.D.

Director of Americas Medical Affairs
Baxter Healthcare Corporation

One Baxter Parkway

Deerfield, |llinois 60015

Baxter, DIANEAL and ULTRABAG (or UltraBag) are registered trademarks of Baxter International Inc.

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

Imported Product U.S. FDA-Approved Product U.S. FDA-Approved Product
(Guangzhou, China) DIANEAL Low Calclum DIANEAL PD-2
DIANEAL Low Calclum
Figrdi DIAMEAL PD-2 Peritonesl Dialysi
nama : — 2.5 mEg/L) Peritoneal Dialysis Solution il Dichyeke
DIAMEAL Low Calcium Peritoneal Dialysis E\'im 1.5% :I!.'he " i Solution with 1.5% Dextrose
Solution (Lactate-G 1.5%)
DiAN i DIAMEAL PD-2 Peritonesl Diahysia
DIAMEAL Low Calbcium Peritoneal Dialysis EN'. L oo Caskchn R ; Solution with 2.5% Dexrose 4
(2.5 mEg/L) Pentoneal Dialysis Solution
Soluion (Lactate-G 2.5%) with 2.5% Da 5
E i ’ DIAMEAL PD-2 Peritoneal Dialysis
DIAMEAL Low Calbcium Peritoneal Dialysis DIANEAL Low Calcium Solution with 4.25% Dexdrose
Peiion [l s T o) {2.5 mEg/L) Perftonesl Dialysis Solution
with 4.25% Dexirose
Labaled 2000 mL 1500 mL 2000 mL
Fill Valume 2000 mL 2500 mL
2500 mL 3000 mL
3000 mL
Contalner FWVC Twin Bag UitraBag Container (FWC) UiraBag Container (PYWC)
Type
Bags Per -] 1500 mi: &
Carton 2000 mlL: & 2000 mL: 6
2500 milL: § 2500 mL: §
3000 mi: 4 3000 mL: 4
Indicaions | Acute and chronic renal failure patients who MAMEAL peritoneal dishysis solutions DIAMEAL peritoneal dialysis
require continuows ambulatory peritoneal are indicated for patients in acute or solutions are indicated for patients
dialysis treatment beceuse non-dialysis chronic renal failure. in acute or chronic renal failure.
treatmeant iz ineffectiva.
Anthve 1.8% Dextross: 1.8% Dextrose: 1.8% Dextrose:
Ingredient- Dexirose Hydrows 1.5g 7 100 mL Dextrose Hydrous, USP 1.5g./ 100 mL Dextroms Hydows, USP 1.6 g/ 100 mL
Dadross 2.5% Dextrose: 2.8% Destrose: 28% Dextrosa:
Dhexirose Hydrows 25 g /100 mL Dexirese Hydrous, USP 2.5 g/ 100 mL Dextross Hydous, USP 2.5 g/ 100 mL
4.28% Dextross: 4 28% Daxtrosa: 4 28% Dextrose:
Dexirose Hydrows 426 g / 100 mL Dextrose Hydrous, USP 425 g f 100 mL Dextroms Hydrows, USSP 4.25 g/ 100
mL
Acthva Sodium Chioride 538 mg / 100 mL Sodium Chioride, USP 538 mg / 100mL Sodium Chionde, ISP 538 mg / 100
Ingrodient - Sodium Lactate 448 mg /100 mL Sodium Laciate 448 mg /100 mL mlL
Calgum Chioride 18.3 meg / 100 mL Calgum Chicride, USP 183 mg / 100 mL Sodium Lactale 448 mg/ 100 mL
Elactrolytes Magresium Chioride, 5.1 mg/ 100 mL Magnasium Chiarde, USP 508 1100 mL Calcium Chioride, USP 257 mg { 100
=3 B gre mg e B
m
Magnesium Chicride, USP 5.08 mg/
10 mL
Eleotrolyte Sodium 132 mmobL (equivalent to 132 mEg/L) Zadum 132 mEglL Sedium 132 mEgiL
Content Calsium 1.24 mmokL (equivalent to 2.48 mEglL) Calsium 2.5 mEg/L Caleium 3.5 mEgiL
Lier Magresium 025 mmolll {squivalent b 0.5 mEg/L) Magnesium 0.5 mEqgiL Magresium 0.5 mEqiL
por Chiaride 95 mmoliL (squivabent o 85 mmald) Chicricke 85 mEgL Chiaride 96 mEgIL
With low Lactate 40 mmeliL [squivalent ta 40 mEgiL) Lactale 40 mEgL Lactale 40 mEQL
calcium
pH
5.2(4.5t06.5) 5.2 (4.0 1o 6.5) 52 (4.0 to B.5)
Additional 1.8% Dextrose: 1.8% Dextrose: 1.8% Dextrosa:
Informatlon | Osmalarity 344 mDsmollL |Calkc) O=malarity 344 mOsmolL (Calc) Osmolarity 348 mOsmolL (Cals)
2.8% Dextrose: 1.5% Dextrose: 2.5% Dextrose:
Osmalarity 35 mOsmoliL {Caic) Osmalarity 385 mOsmallL {Calc) Csmokarity 398 mOsmelL [Calc)
4.28% Dentrose 4.25% Daxtrose 4:28% Dextrose:

Osmoalarity 483 mOemallL {Caic)

Osmolarity 485 mOsmol'L (Calc)

Cemuiarity 455 mOsmolL (Calc)
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Imported Product U.S, FDA-Approved Product LS. FDA-Approved Product
(Guangzhou, China) DIANEAL Low Calclum DIANEAL PD-2
DIANEAL Low Calclum
Storage Dialysate will freeze in an emdronment below Store at room temperature (25°C [ Store at reom temperature (25°C /
Conditlons. | 0°C. Do not bend or shake the container " TT°F)
wihen it iB frozen. Allow it to thaw naturally and Brief exgposure up to 40°C does not
shake it thoroughly before use. adversely affect the product. Brief exposure up to 40°C does not
adverssaly affect the product.
[Explration 24 months 1& months 18 months
Dating
Contalnes
Closure
w a1
-l
e
Frea=
e e E
- | o
Contalnes « One green frangible &t the sterile solution * Two frangibles — one blue in Y™ » Two frangibles — one blue in
Closurs bag. to be broken (after drain) to allow for junction and one green at the sterile “¥~junction and one green at
Diferenobs ‘flush before fill') therapy step solution bag the sterile solution bag
+ Pull ring cap color-coded to solution # Pull ring cap color-coded to sodution # Pull ring cap color-caded to
dexirose concentration: dextrose concentration: solufion dextrose
= Yellow = 1.5% dextrose * Yallow = 1.5% daxrose concentration:
= Gresn = 2.5% dexirose & Green = 3 5% dexfrose » Yollow = 1.5% daxtross
®  (Orange = 4.25% dexdroas & Red = 4.25% da & * Green = 2 5% dextrose
* Red = 4.25% dexfrose
LLabai Container label is in Chiness.
Languags Product identfication characteristics are

visual in English (Violume, production and
expiry date, dextrose concentration, calcium
concantration)

Engligh

English
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Table 2. 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 US 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 composition or
other safety-related information.

Impaort Product (Guangzhou, China)
e US FDA Approved Product US FDA Approved Product
DIANEAL Low Calcium PD Solution DIANEAL PD-2 PD Solution
DIANEAL Low Calcium
$=HM
5B9766 @ @ - @ @
RS Rl oo 309066 ot .
R Baxter Baxter
Dianeal
6AB9766 2L kramomi )
Low Calcium (2.5 mEq/L) Dianeal PD-2 -
Faxrer PO-4 R 5 " 5 "
Ri— i Peritoneal Dialysis Solution Peritoneal Dialysis Solution
W:ﬂﬂﬂlﬂlﬁﬁ (AE-G1.5%) with 1.5% Dextrose — with 1.5% Dextrose
DRaiph i Bostam] Lertate-41 §5%) -] —
B AT ST e B erame FCTIOAL HYTADE
(R 1% MW o A Y | st St | g
CoEf ) (44 01000 mi k) o FAE  (mmobiL ) e '&uw P R S T - MaGn S cu‘ﬂwmup T o (7]
oL tun- P CELE-DE AN - 65 =3 g, BSERIM 13 CESLA 1R A A E
FEEEW 15g 1 132 b el = oy EL il o A 6~
Wik s@mg L] 1M —_—— r FIERLE  SOHF TR 2
R 183mg i P |mmumumumﬂcm I o] Immcm:mummu I
s 5 BEAD FACKALL REEET S FULL FOPMIATION . e &=
HEl  S1mg & = FOR PUTHAPERITONE &L ADMFSSTRATION CRLY AEAD PACKLGE ISERT FOA FULL BFOSAATION |-|'-|
RAIE A5 IRECTEDRY & FHYGN PR TR ATTCNEAL AORRNETA AT GMLY
e  damg A 40 CAUTIONS  SOUEETE AND ISPEDT NS BAG B DHOSAGE A5 CRECTED Y A PR SI0U £
(HE] £aNER. ERENTLERNERENGN i EAUTINR  GIUEEIE NG NESELT AR BAG
PR REI TN LT ve—y KL R o P [T ¥ LEAKE AR PO f}'
= F AR LR R T 1 1 AN G L S T 4 (LA =
o Fu oY [ A R LR RO BEETE B
STORE LT IM DG TURE RARRER OFEFWARP AT A DHLY
RSO TEARE RAFLAE 38" G577 °F) UMTR. READY TG =
ST T i AERTURT BAPRIER o —
ANTHI FECEMSNE HEAT  HER HEENT 5 nunu TEMPEBATLRE (35°C 77°F) UNTIL BEADY TO
TR, WEW RN UlraBag cormarmen L1 FLAETE - WADI DICESSNE AT BETBALAT
BAKTER DANEAL ULTRABAD A PL |8 ARE itraBag conmussn PL 18 PLASTIC
Pl WA OF R R K MTERAA ]
MANTES [AMEAL DLFRLRLG AN P 108 ARE
BANTER HEALTHEAAL GOAROSATION TRADEWARKS OF DANTER BTESRATIONAL B
[ AT TER AL AR CORR DRI
TN RAT HCE CMETHN aEm L i
wmm mmm [PE——
r LEh BT b0 4 Dbmed AxbtE
A e TR T S B P e 4aine REle. 3
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e EaD dut (e gation; Cume US FDA Approved Product US FDA Approved Product
PR Lt Skl DIANEAL Low Calcium PD Solution DIANEAL PD-2 PD Solution
7 H M SB776  ©  © 2000 | pogTE o o 2000,
J'-":Jlir:lﬂt I'JI'
Baxter Baxter
AHEE -
ot Dianeal Dianeal PD-2
6AB9776 20t rmomi Low Calcium (2.5 mEqg/L) Peritoneal Dialysis Solution
Baxter Disneal PD-&4 GEER with 2.5% Dextrose

{E 45 R AR5 4 (FLAE 5 -G2.5%)
Diabysis SolutoniLactans- G2 5%

Loew Cabcium Periioneal Tialyah

[Hi] & 2.5% WEHE

Doifn ] (4100 mik) BFEE  (mmoliL)
TEWG® 259 " 132
AT 538 mg &) 124
ikl 183 mg i 025
HALE 5.1 mg i o5
AW 448 mg ET 40
GESETECTH MR YT RRLE T Y LT L

P 52(‘5—6'!4 # Migd1) 395 mOemoil

t-:»_-c_l.-j Wi ‘-Il.l; AL W ]

CONTAINER PL-188
B, Debeman. L 0 R BAKTER INTERR Futmaay. w1 v @ e

Peritoneal Dialysis Solution

.
a
with 2.5% Dextrose
EACH #00 i CONTAMNE. 2.5 g DEXTROSE 3
USD L4 mg SODILM LACTATE
183 mp CALCHM CHLORIDE USP 508 mg MAGNESAIN a
co USE  ph L3 L0 TO 65) =
milgil.  SODM - 117 CALCIUM - 25 Lt
—  MACHESRN 05 =
M CHLORIDE -3 LACTATE - 40 [t
— - 35 1 n
-§ STERLE  WONPYROGENC
= [FOTAGEUM CHLORMGE 10 BE ADDED DRLY I ‘,&E
% UNDER THE CRRECTION OF & EHTSICIAN -
READ PACKAGE IWSERT FOR FULL hi
= INFORMATION
= FOR INTRAPERTONEAL
ADBINISTRHATION DMLY

DOSAGE AS IRECTED @Y A PHYSICIAN

CAUTHONE SOUREETE AND INSFECT INNER BAG
WHICH MAINTAMS PRODUCT STERILITY  NSCARD
IF LEAKS ARE FOUND

OO NOT USE UNLESS SOLUTION IS CLEAR
DHSCARD UHUSED PORTION
Rz OHLY

LINIT IN MOESTURE BARRIER m-snwm
noou TEMPERATURE (35°C/TT°F) UNTIL READY Ttr
AVOID EXCESSIVE HEAT  BEE INSERT

| Low Calcium

lﬂl:ﬂﬂig COMTAINER PL 196 PLASTIC
BANTER DIANEAL ULTRABAG AMD PL 148 ARE
TRADEMARKS OF BAXTER INTERMATIONAL INC
BAXTER HEALTHCARE CORPORATION
DEERFIELD il ME LSk
MALE i LISA
S PAT NOS £140040 OdEr

LW TR0

ERCH 199 sl CONIMNE. 708 g (N TRGEE HY (W00 L3 F

530 mg SODIUM CHLOIDE USSP 440 mg SODIUW

LACTATE 387 mpCALCUMCUONEE te 83 ap
iy A P B3 L0 TORS)

SEWL OOOUM- 1R CALGRM-14 MAGREEIM 33
-

GAMIILARITY . 198 eedmerai . 1561

STEFILE  ROWFYROGIND

POTASSLM CHLOMDE 7O BE ADDED ORLY
LMDER THE MRECTION OF A PHYSICIAN

READ PROKAGE INSERT FOR FULL INFORSMATION
FOR INTR APERITONEAL ADMIMETRATION DALY
DORLGE AR MRECTED BY & PHYSICIAN

CAUTIONS SOUEETE AND IMSFECT INMER BAL
WHICH MAINTAINS PROCUCT STERLITY  DISGARD
IF LEARS ARE FOUND

Cedt MOT UEE. UMLEESS SOLUTIN I3 CLEAR
ISCARD UMUSED PORTION

P CLY

STORE LMIT 1N MOISTURE NARFIER OV AWRAP AT
REOCH TEMPERATIURE (35°C.T7°F) UNTIL READY TO

usc
A DED EXCESSIVE HEAT  SBE IWSERT
“.“ CONTAINER PL 16 PLABTIC
BAKTEN DAMERL LLTRABAS ARD PL 188 ARE
TFRADEMARRE OF BRNTER INTERRATIONEL M

BANTER HERLTHLARE CORFORLTIIN

DUERFIELD L S0015 USA

AT A

LFS: P MOPS A R AWLIE
il ) Ee i

2.5% Dextrose |

[PD-2
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Impaort Product (Guangzhou, China)
2000 mL
DIANEAL Low Calcium

US FDA Approved Product
DIAMEAL Low Calcium PD Solution

Fri=H M
i dhitt s
kL e
6AB9796 2L srsp0m i)
Baxter Dianaai P W

{RISREMRIR 4 (FLAS L -G4.25%)
L Caleium

Perilores Dhalyies Sobstion|Lactate C4.25%)

CT] & 4.25% WES

Do fr ] (o ik 8100 miX) BN (mmolL)
AWMU 4359 L] 132
Hits S¥Mmg i 1.24

- LA 18.3 mg L3 025
WL 5.1mg ES 5
AN 44Bmg AME 40
Bk ] Gl . I T e O o 0 W5

R s
[Es) iy

COMTAER PL148

Bk, G a0l a) B BANTES TSI TORE, W 5 = EE

5B9796 © © 2000 ..

HEC DO 0433 42 |APPRON B0 mL EXCESS)

US FDA Approved Product
DIANEAL PD-2 PD Solution

580896 ©  © 2000

(AFPROS 30 mil ERCERR

Baxter

Baxter

Dianeal

Low Galgium (2.5 mEg/L)
Peritoneal Dialysis Solution
with 4.25% Dextrose

CACH 133 ml CONTAMS 433 g DEXTROSE HYDROUS LSP
538 mg SOCIUM CHLOMDE USF 448 mg SODLM LACTATE
L e CALCRIM (3 CRDE USF 608 o MAOKESLM
CHLORDE USP  pHET (L0 TD &S]
mEqil SODAM - 133 CALCWIM -5 HAGRESIM -15
CHLOMIDE -85 LACTATE - 48
GHEHLARTY . 483 s sl (Sl
EVERLE  ROWFYROOENC
POTASSIUM CHLORIDE 70 DI ADDED DMLY
UHDER THE HRECTION OF & PHYSICIAN
NEAD PACH AGE INSERT POM FULL MPOMALTION

WARNING EXTEMBIVE USE OF THER BOLUTION DURNG
DME PERITOMEAL DIALY 585 PROCEDUAE CAN RESILT 1IN
EDEHIFICART MEWDVAL OF WATER FROW THE PATIENT

PO MTRAPEMTOMESL ADMKISTRATION ORLY
DOSAGE AL DNECTED BY A PHYSICUM

CAUTIONE SOUEETE AND IRGPECT INNER BAG WHICH
MAMTAING PRODIACT STERLAY  DESCAAD IF LEAKS
ARE FOUND

00 FOT USE UNLESS SOLUTION 15 CLE AR

BEECARD URLISED PORTION

A CMLY

STORE UMT I MORSTURE BARRSER CVESWELAR AT ROOM

TENPERATURE (25°C/T75F) UNTL READY TO USE
AWOID EXCESSIVE HEAT  SEE INSERT

| Low Calcium  4.25% Dextrose |

UitraBag conramen PL 146 PLASTIC
BAXTER DIANEAL ULTRADAG AND ML Y48 ARE
TRADEMANKS OF BANTER INTEARNATIORAL INC
BAXTER HEALTHC ARE CORFORATION
DEERFIELD IL B001S LSS
MADE M USa
USPATMOS 4M0M8  &MGTE

A TR

Dianeal PD-2
Peritoneal Dialysis Solution
with 4.25% Dextrose

EACH 1060 mil COWTARS 4.3 g DIENTAOEE HY DRDUS USH
58 g SOCRN CHLDRIDE LGP 48 mg SO0 LACTATE
a-;utm R CHRGE UBP R O8 re MAGHES LR

CHLGREE I8P psa2 100 FORN

whqil, SOOHUM- 133 CALOUM- 35 MASKESE- 85
CHLOAIDE -3  LACTATE - &

DSMOLARITY - &8 mOunalL (CALSH

FTERLE  ROWPYRCGEMT

POTASSAIM CHLORIDE TO BE ADDED OMLY
URDER THE DIRECTICON OF & PHYSICIAN

MEAD MRCEAGE INSEAT FOR FULL IMFORMATION

WARNIWG EXTEMSVE E OF THE BOLU T R
{OME PERTTOM EAL [HAL YIS PROCEDURE DAR FESALT I
SGRIFICANT REWIVAL OF WATER FROM THE SWTIERT

FOR INTRAFERITONEAL ADMINIS TRATION DNLY
DOSAGE A5 (M ECTED BY & PHYSGMN

CAUTIONS SCAMETE ARD IRSPECT MAER DAG WHICH
MABTAIMS PROCUCT STERILITY  DNSCARD FLEAKS
AR FOUHD

D) WO USE U LRSS 300 UFION .CLE AR

DECARD WHUSED PORTIOH

P DALY

ST R I VSCIST LINE. BRI EN OV ENWELP AT OO0
TENPERATURE (3570 TTF) UNTL READY TO USE

AOOHD EXCEREAE HEAT  SEF IRGERT

4.25% Dextrose |

[ PD-2

WitraBag conruser PL 145 PLASTIC
BAKTEM CRAMEAL ULTRASAL AND ML ME ARE
UF BAKTEN L=

BAXTER HEALTHCARE GORPORATIOH
DEERFIELD IL BI01S USA.

MADE N =R,

LIS PAT WO A D04 D Tl
T I

PACKAGE/LABEL PRINCIPAL DISPLAY PANEL




Manufacturing Date
Lot Number
EXP

GABQ 766 2L (2rrrox somi ExCESS)
Baxter Dianeal PD-4 Ulirabag

Low Calcium Peritoneal Dialysis Solution (Lactate-G1.5%)
[Strengths] Containing 1.5% glucose

[Ingredients] (Each 100 mil contains) lanic concentraticnmmaol/L)
Dextross Hydrous  1.59 Sodium 132
Sodium Chionide 53Bmg Calcium 1.24
Calcium Chionde 18.3mg Magnesium 0.25
Magnesium Chioride 5.1mg Chloride a5
Sodium Lactate 44Bmg Lactate 40

[Characters]This product is a sterile, Monpyrogen, Colorless
or slightly yellow, Clear solution, pH 5.2 (4.5 to 6.5)

Calculated osmolarity(thecretical value) 344 mOsmol/L

[Indications] Low-calcium peritoneal dialysis solutions are
indicated for use in acute and chronic renal failure patients
being maintained on continuous ambulatory peritoneal dialysis
when nondialytic medical therapy is judged to be inadequate

[Usage and Dosage] [Adverse Reactions]
[Contraindications] See instructions for details
[Pracautions] After removing the outer bag, squeeze the
dialysis bag with uniform force to check for leakage,

If leakage is found, stop using the solution;

This product should be used once;

For other details, please refer to the instructions
[Storage] Keep sealed

[Approval License Mumber] GYZZ H2002356%

[Approval License Holder] BAXTER
HEALTHCARE{GUANGZHOU) Co., Ltd

[Lagal Address] Jiaoyuan Road, Dongji industrial District,
GETDD.Guangzhou, P.R. China

[Manufacturer] EAXTER HEAL THCARE{GUANGZHOU) Co., Ltd

[Manufacturing Address] Jiaoyuan Road, Dongji industrial
District GETDD,Guangzhou, P.R. China

CONTAIMNER PL-146
Baxter, Dianeal, Uitrabag are regisiered trademarks of BAXTER INTERMNATIONAL INC. in China

Manufacturing Date
Lot Number
EXP

6AB9766 2L (APPROX 80mI EXCESS)

BaxterLogo Dianeal PD-4 Ultrabag

Low Calcium Peritoneal Dialysis Solution (Lactate-G1.5%)
[Strengths]Containing 1.5% glucose

[Ingredients](Each 100 ml contains) lonic concentration(mmaol/L)

Dextrose Hydrous 15¢g Sodium 132
Sodium Chloride 538mg Calcium 1.24
Calcium Chloride 18.3mg Magnesium 0.25



Magnesium Chloride 5.1mg Chloride 95
Sodium Lactate 448mg Lactate 40

[Characters]This product is a sterile, Nonpyrogen, Colorless
or slightly yellow, Clear solution, pH 5.2 (4.5 to 6.5)

Calculated osmolarity(theoretical value) 344 mOsmol/L

[Indications]Low-calcium peritoneal dialysis solutions are
indicated for use in acute and chronic renal failure patients
being maintained on continuous ambulatory peritoneal dialysis
when nondialytic medical therapy is judged to be inadequate

[Usage and Dosage] [Adverse Reactions]
[Contraindications] See instructions for details

[Precautions]After removing the outer bag, squeeze the
dialysis bag with uniform force to check for leakage,

If leakage is found, stop using the solution;

This product should be used once;

For other details, please refer to the instructions

[Storage]Keep sealed

[Approval License Number]GYZZ H20023569
[Approval License Holder]BAXTER
HEALTHCARE(GUANGZHOU) Co., Ltd

[Legal Address]jiaoyuan Road, Dongji industrial District,
GETDD, Guangzhou, P.R. China

[Manufacturer]BAXTER HEALTHCARE(GUANGZHOU) Co., Ltd
[Manufacturing Address]jiaoyuan Road, Dongji industrial
District GETDD,Guangzhou, P.R. China

CONTAINER PL-146
Baxter, Dianeal, Ultrabag are registered trademarks of BAXTER INTERNATIONAL INC. in
China

Low Calcium Peritoneal Dialysis Solution (Lactate-G1.5%)

[Specification] Contain 1.5% Dextrose 6AB9766
Lot Goooooooo 2LX 8 Bags
Manu. Date 0000-00-00 PD-4 UltraBag
Valid in 0000-00 f
6 Mg 3 7 76 5300 33 }siaNmOD




Low Calcium Peritoneal Dialysis Solution (Lactate-G1.5%)
[Specification] Contain 1.5% Dextrose 6AB9766

Lot GOO0O00000 2LX 8 Bags

Manu. Date 0000-00-00 PD-4 UltraBag

Valid in 0000-00

Barcode
6937765300233 >

S/N 0000

Manufacturing Date
Lot Number
EXP

GABB? 76 2 L (APPROX &0mi EXCESS)
Baxter Dianeal PD-4 Ultrabag

Low Calcium Peritoneal Dialysis Solution (Lactate-G2.5%)
[Strengths] Containing 2.5% glucose
[Ingredients] (Each 100 ml contains) lenic concentration{mmal/L)

Dextrose Hydrous 259 Sodium 132
Sodium Chloride 538mg Calcium 1.24
Calcium Chionide 18.3mg Magmnesium 025
Magnesium Chioride 5.1mg Chionide a5
Sodium Lactate 4dBmg Lactate 40

[Charactars]This product is a sterile, Monpyrogen, Colorless
or slightly yellow, Clear solution pH 5.2 (4.5 to 6.5)

Calculated osmolarity(theoretical value) 395 mOsmol/L

[Indications] Low-calcium peritoneal dialysis sclutions are
indicated for use in acute and chronic renal failure patients
being maintained on continuous ambulatory peritoneal dialysis
when nondialytic medical therapy is judged to be inadequate

[Usage and Dosage] [Adverse Reactions]
[Contraindications] See instructions for details

[Precautions] After removing the outer bag. squeeze the
dialysis bag with uniform force to check for leakage,

If leakage is found, stop using the solution;

This product should be used once;

For other details, please refer to the instructions
[Storage] Keep sealed

[Approval License Number] GYZZ H20023567

[Approval License Holder] BAXTER
HEALTHCARE(GUANGZHOU) Co., Ltd

[Legal Address] Jiaoyuan Road, Dongji industrial District,
GETDD,Guangzhou, P.R. China

[Manufacturer] BAXTER HEAL THCARE[GUANGZHOU) Co., Lid

[Manufacturing Address] Jiaoyuan Road, Dongji industrial
District GETDD, Guangzhou, P.R. China

CONTAINER PL-148
Baxter, Dianeal. Ultrabag are registered tredemarks of BAXTER INTERMATIONAL INC. in China

Manufacturing Date



Lot Number
EXP

6AB9776 2L (APPROX 80ml EXCESS)

BaxterLogo Dianeal PD-4 Ultrabag

Low Calcium Peritoneal Dialysis Solution (Lactate-G2.5%)
[Strengths]Containing 2.5% glucose

[Ingredients](Each 100 ml contains) lonic concentration(mmol/L)

Dextrose Hydrous 2.5g Sodium 132
Sodium Chloride 538mg Calcium 1.24
Calcium Chloride 18.3mg Magnesium 0.25
Magnesium Chloride 5.1mg Chloride 95
Sodium Lactate 448mg Lactate 40

[Characters]This product is a sterile, Nonpyrogen, Colorless
or slightly yellow, Clear solution, pH 5.2 (4.5 to 6.5)

Calculated osmolarity(theoretical value) 395 mOsmol/L

[Indications]Low-calcium peritoneal dialysis solutions are
indicated for use in acute and chronic renal failure patients
being maintained on continuous ambulatory peritoneal dialysis
when nondialytic medical therapy is judged to be inadequate

[Usage and Dosage] [Adverse Reactions]
[Contraindications] See instructions for details

[Precautions]After removing the outer bag, squeeze the
dialysis bag with uniform force to check for leakage,

If leakage is found, stop using the solution;

This product should be used once;

For other details, please refer to the instructions

[Storage]Keep sealed

[Approval License NumberlGYZZ H20023567
[Approval License Holder]BAXTER
HEALTHCARE(GUANGZHOU) Co., Ltd

[Legal Address]jiaoyuan Road, Dongji industrial District,
GETDD, Guangzhou, P.R. China

[Manufacturer]BAXTER HEALTHCARE(GUANGZHOU) Co., Ltd
[Manufacturing Address]jiaoyuan Road, Dongji industrial
District GETDD,Guangzhou, P.R. China

CONTAINER PL-146
Baxter, Dianeal, Ultrabag are registered trademarks of BAXTER INTERNATIONAL INC. in
China



Low Calcium Peritoneal Dialysis Solution (Lactate-G2.5%)

6AB9776

[Specification] Contain 1.5% Dextrose
Lot Goooooooo 2L X 8 Bags
Manu. Date 0000-00-00 PD-4 UltraBag

Walid in 0000-00

Low Calcium Peritoneal Dialysis Solution (Lactate-G2.5%)
[Specification] Contain 1.5% Dextrose 6AB9776

Lot GOO0O00000 2LX 8 Bags

Manu. Date 0000-00-00 PD-4 UltraBag

Valid in 0000-00

Barcode
6937765300240 >

S/N 0000

jlllhﬂ
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Manufacturing Date
Lot Number
EXP

BABB 796‘ 2L (APPROX 80ml EXCESS)
Baxrter Dianeal PD-4 Ultrabag

Low Calcium Paritoneal Dialysis Solution (Lactate-G4.25%)
[Strangths] Containing 4_25% glucose

[Ingrediants] (Each 100 ml contains)  lonic concentration {mmol/L)
Daxtrose Hydrous  4.25g Sodium 132
Sodium Chioride 53Bmg Calcium 1.24
Calcium Chioride 18.3mg Magnesium 025
Magnesium Chioride 5.1mg Chionde a5
Sodium Lactate 4d4B8mg Lactate 40

[Characters] This product is a sterile, Nonpyrogen, Colorless
or slightly yvellow, Clear solution, pH 5.2 (4.5 to 6.5)

Calculated osmalarity(theoretical value) 483 mOsmol/L

[Indications] Low-calcium peritoneal dialysis sclutions are
indicated for use in acute and chronic renal failure patients
being maintained on continuous ambulatory peritoneal dialysis
when nondialytic medical therapy is judged to be inadequate

[Usage and Dosage] [Adverse Reactions]
[Contraindications] See instructions for details

[Precautions] After removing the outer bag, squeeze the
dialysis bag with uniform force to check for leakage,

If leakage is found, stop using the bag solution;
Thiz product should be used once,

For other details, please refer to the instructions
[Storage] Keep sealed

[Approval License Number] GYZ7Z H20023568

[Approval License Holder] BAXTER
HEALTHCARE[{GUANGZHOU) Co., Lid

[Legal Address] Jiaoyuan Road, Dongji industrial District,
GETDD, Guangzhou, P.R. China

[Manufacturer] BAXTER HEAL THCARE[GUANGZHOU) Co., Ltd

[Manufacturer Addrass] Jiaoyuan Road, Dongji industrial
District GETDD,Guangzhou, P.R. China

CONTAINER PL-148
Baxter, Dieneal. Ultrabag are registered tredemarks of BAXTER INTERMATIONAL INC. in China

Manufacturing Date
Lot Number
EXP

6AB9796 2L (APPROX 80mI EXCESS)

BaxterLogo Dianeal PD-4 Ultrabag

Low Calcium Peritoneal Dialysis Solution (Lactate-G4.25%)
[Strengths]Containing 4.25% glucose

[Ingredients](Each 100 ml contains) lonic concentration(mmol/L)

Dextrose Hydrous 4.25¢ Sodium 132
Sodium Chloride 538mg Calcium 1.24



Calcium Chloride 18.3mg Magnesium 0.25
Magnesium Chloride 5.1mg Chloride 95
Sodium Lactate 448mg Lactate 40

[Characters]This product is a sterile, Nonpyrogen, Colorless
or slightly yellow, Clear solution, pH 5.2 (4.5 to 6.5)

Calculated osmolarity(theoretical value) 483 mOsmol/L

[Indications]Low-calcium peritoneal dialysis solutions are
indicated for use in acute and chronic renal failure patients
being maintained on continuous ambulatory peritoneal dialysis
when nondialytic medical therapy is judged to be inadequate

[Usage and Dosage] [Adverse Reactions]
[Contraindications] See instructions for details

[Precautions]After removing the outer bag, squeeze the
dialysis bag with uniform force to check for leakage,

If leakage is found, stop using the solution;

This product should be used once;

For other details, please refer to the instructions

[Storage]Keep sealed

[Approval License Number]GYZZ H20023568
[Approval License Holder]BAXTER
HEALTHCARE(GUANGZHOU) Co., Ltd

[Legal Address]jiaoyuan Road, Dongji industrial District,
GETDD, Guangzhou, P.R. China

[Manufacturer]BAXTER HEALTHCARE(GUANGZHOU) Co., Ltd
[Manufacturing Address]jiaoyuan Road, Dongji industrial
District GETDD,Guangzhou, P.R. China

CONTAINER PL-146
Baxter, Dianeal, Ultrabag are registered trademarks of BAXTER INTERNATIONAL INC. in
China

Low Calcium Peritoneal Dialysis Solution (Lactate-G4.25%)

[Specification] Contain 1.5% Dextrose 6AB9796

Lot coooooooo 2L X 8 Bags

Manu. Date 0000-00-00 PD-4 UltraBag

Valid in 0000-00 /
T T0JL TRTR IR TAUENL /N 0000




Low Calcium Peritoneal Dialysis Solution (Lactate-G4.25%)
[Specification] Contain 1.5% Dextrose 6AB9796

Lot GOOO0O0000 2LX 8 Bags

Manu. Date 0000-00-00 PD-4 UltraBag

Valid in 0000-00

Barcode
6937765300257 >

S/N 0000

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

SODIUM CHLORIDE (UNII: 451W471Q8X) (CHLORIDE ION - UNI: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)

Packaging
# Item Code Package Description I TG S
Date
1 g'gC:0941'°686' 8 in 1 CARTON 11/01/2024
1 NDC:0941-0686- 2000 mL in 1 BAG; Type 0: Not a Combination
01 Product

Item Code (Source)

NDC:0941-0686

Basis of

Strength Strength
DEXTROSE 159
MONOHYDRATE  in 100 mL
SODIUM 538 mg
CHLORIDE in 100 mL

448 mg
SODIUM LACTATE % /=
CALCIUM 18.3 mg
CHLORIDE in 100 mL
MAGNESIUM 5.1 mg
CHLORIDE in 100 mL
Strength

Marketing End
Date



Marketing Information

Application Number or

LA (SRS Monograph Citation

Unapproved drug for use in drug
shortage

DIANEAL LOW CALCIUM WITH DEXTROSE

Marketing Start Marketing End
Date

Date

11/01/2024

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

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

SODIUM CHLORIDE (UNII: 451W471Q8X) (CHLORIDE ION - UNI: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)

Packaging
# Item Code Package Description TG S
Date
1 3'8DC10941'°690' 8 in 1 CARTON 11/01/2024
1 NDC:0941-0690- 2000 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Application Number or

mA_ N _ a2t _ e~ _ =

Item Code (Source)

NDC:0941-0690

Basis of

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

448 mg
SODIUM LACTATE % /=
CALCIUM 18.3 mg
CHLORIDE in 100 mL
MAGNESIUM 5.1 mg
CHLORIDE in 100 mL
Strength

Marketing End
Date

Marketing Start Marketina End



MdIKeuny vdaileyury

Monograph Citation

Unapproved drug for use in drug
shortage

DIANEAL LOW CALCIUM WITH DEXTROSE

Date Date

11/01/2024

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

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

SODIUM CHLORIDE (UNII: 451W471Q8X) (CHLORIDE ION - UNI: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)

Item Code (Source)

NDC:0941-0694

Basis of

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

448 mg
SODIUM LACTATE in 100 mL
CALCIUM 18.3 mg
CHLORIDE in 100 mL
MAGNESIUM 5.1 mg
CHLORIDE in 100 mL
Strength

Packaging
# Rem Code Package Description Marketing Start Marketing End
Date Date
1 (’;'gC:°941'0694' 8 in 1 CARTON 11/01/2024
1 NDC:0941-0694- 2000 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Application Number or

R Monograph Citation

Unapproved drug for use in drug
shortage

Marketing Start Marketing End
Date Date

11/01/2024



Labeler - Baxter Healthcare Corporation (005083209)

Establishment

Name Address ID/FEI Business Operations
E'a"tlfhr ] analysis(0941-0686, 0941-0690, 0941-0694) , label(0941-0686, 0941-0690,
(éjanczahgu) 421040114 0941-0694) , manufacture(0941-0686, 0941-0690, 0941-0694) , pack(0941-
oo Ltgd 0686, 0941-0690, 0941-0694) , sterilize(0941-0686, 0941-0690, 0941-0694)

Revised: 11/2024 Baxter Healthcare Corporation
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