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

IMPORTANT PRESCRIBING INFORMATION
DATE: Movember 4, 20024

Subject: Temporary importation of DIANEAL PD4 Glucose Solutions for Peritoneal Dialysis from Ireland for
usa in Automated Peritoneal Dialysis to address drug shortages

Dear Healthcare Professional,

Due o the current critical shortage of IANEAL PD-2 and DIANEAL Low Calcium (2.5 mEg/L) Peritoneal Dialysis
Saolution in the Uniled States (US) markel, Baxter Healthcare Corporation (Bader) is coondinating with the US
Food and Drug Administration (FDA) ko temporarily import DIANEAL PD4 Glucose Solution for Peritoneal Dialysis
from Baxter's manufacturing faclity in Casllebar, lreland. FDA has nol approved this product manufactured by
Baxter's Castlebar, Ireland facility.

You may be provided with additional letiers for ofher DIANEAL imporied perilonaal dialysis solufions you receive.
Please read sach letier in iis entirety because each lefler may contain differenl. product-specific information.

Baxier has iniialed temporary importation of DIANEAL PD4 Glucose Soluion for Periloneal Dialysis for use in
Automated Peritoneal Dialysis (APD) therapy as described in the table below. This product is manufaciured by
Baxier's manutaciuring facility in Castiebar, lreland and s marketed in the United Kingdom and other countries
within the European Union (EU). Al this fime, imporiation or distribution of INANEAL peritoneal dialysis solution
in the United States by any entity other than Baxter or its authorized distributon(s) is considered a violation of the
Fedaral Food, Drug. and Cosmelic Act and s subject o enforcemeant by the FDA.

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

Product Mame and Description AFD Product Code | Bags per Carton NDC Code
Container
Wolume
DIANEAL PD4

NDC 0841-0733-01 (bag)

Glucose 1.36% wiv [ 13.6 moiml 2500 mi FFBAOT1BR 4 bags

Solution for Peritoneal Dialysis NDC 0941-0733-04 (carton)
DIANEAL PD4

Gucose 2 27% wiv | 22 T mgiml 2500 mi FPESTZER 4 baos NDC 0841-0755-01 (bag)

NDC 094 1-0735-04 (carton)

Solution for Peritoneal Dalysis

Throughout this document, there are references o Vaniive and associaled legal entities. The Vantive business is
comprised of several legal entities, which collactively hold substantially all of Baxter's renalkidney care and
acule therapies businesses. These legal entiies — and the giobal Vantive business — are wholly-owned (directly
or indirectly) by Baxter Intemational Inc., Baxter's ulimate parent enfity_



It is important ta note the following:

» DIANEAL PD4 Glucose Solution for Peritoneal Dialysis contains 1.25 mmoliL (2. 5mEg/L) of calcium
compared to DIANEAL PD-2 Peritonaal Dialysis Solution with Dextross which contains 1.75 mmollL (3.5
mEg/L). Patienis receiving Castlebar-imporied DIANEAL solution should have their serum calcium levels
monitored for the development of hypocalcemia.

= DIANEAL PD4 Glucose Solution for Peritoneal Dialysis manufactured in lreland are labeled to reflect glucose
anhydrous content of 1.356% and 2 27%. DIANEAL PD-Z and DIANEAL Low Calcium (2.5 mEg/L) Peritoneal
Dialysis Salution with Dexirose are labaled o reflect dectross hydrous content of 1.5% and 2 5%. These
solutions have identical dexirose concentrations for clinical use and boxes are color coded in the same way —
yellow [1.36%/1.5%) and green (2 27T%/2.5%).

= Theare are no other clinically relevant differences in the dneg composition between the Ireland-manufactiured
DIANEAL PD4 Glucose Solutions for Peritoneal Dialysis and U_S.-manufactured DIANEAL Low Calcium
{2.5mEg/L) Peritoneal Dialysis Solution (see Table 1, below]. As such, dinical practice for usage,
administration, and dosage for DIANEAL PD4 Glucose APD solution (manufactured in Ineland) products is the
samea as with DIANEAL PD-2 and DIANEAL | ow Calcium (2.5 MEQL ) with Dextrose (manufactured in US).
Please refer to the FDA-approved DIANEAL Peritoneal Dialysis Soluion Prescribing Information for
reference.

= DIANEAL PD4 Glucose Solufion for Peritoneal Dialysis imported from ireland will only be available in 2500 mL
valume for APD), so there will be a need o adapl the PD presariplion for some patients.

» The Luerdock connecior on he Insland mported product funclions the same as and is fully compatible with
peritoneal dialysis sels marketed in the United Stales. However, the FDA-approved product has color-coded
pull rings covering the luer to identity the dextrose concentration. while the Irefand imporied product has a
blue profective tip protecior which is the same for all dexirose concentrations. The frangible is green in the
Ireland imported product but bive in FDA approved product. Users of the imporied product should check the
product label o ensure that they are using the comect dexirose concentration. See Table 1 for mone details
of product differences.

= DIANEAL PD4 Glucose Soluions for Periioneal Dialysis imporied product caron labeling incudes bancodes:
however, the barcodes may not register accurately in the US scanning systems. There are no barcodes on
the soiution containers of the imported product. Allemalive procedures should be followed to ensure that the
correct drug product is being wsed in all systems and processes and adminisierad o individual patients. For
example, institutions should manuslly input the product inlo Their systems to confirm thal barcode systems do not
provide incormect information when the product s scanned.

= DHIANEAL Solution for Peritoneal Dialysis i available only by prescriplion in the US. Howewver, the imported
product does not have the siatement “Hx only™ on the labeling.

Before prescribing. healthcare providers should be aware of some key differences in the container packaging and
labeling between the Ineland imporied product and FDA approved product which are sisled in the product comparison
tables at the and of this lettar as follows:
Kay differences are highighted in the following Product Comparison Tables:

+ Table 1: Key differences of DIANEAL Peritoneal Dialysis Solufion for APD therapy

«  Table 2 Comparson of 3000 mL DIANEAL PD Solution Container Labeling



Beporting Adverse Events
To report adverse evenls associaled with the imporied product, please call Baxter at 1-868-8B8-2472, or fax: 1-

BOD-T58-1801. Adverse evenis or quality problems experienced with the usa of the imporied product may also
be reporied to the FDA's MedWalch Adverse Event Reporiing program either online, by regular mail or by fax:

s+ Complete and submit the report Online: waww fda govimedwalch/report him

» Regular mail or Fax: Download form waw fds govMedWalch/'oelforms him or call 1-B00-332-1088 to
raquest a reporting form, then complete and retum o the address on the pre-addressed form, or submit
by fax to 1-800-FDA-0178 (1-B00-332-0178).

To report product quality ssues, please report bo:
Baxter - Product Feadback Portal (hitps-iproductfeadback bader com/)L

Pleasa refer to the FDA approved full prescribing information for DIIANEAL Peritoneal Dialysis Solution at
DailvMed (nit

If you have any questions about the information contained in this lefier or the use of imporied Dianeal Solution for
Peritoneal Dialysis, please contact Baxter's Medical Information Service al 1-888-736-2543

To place an order, please contact Baxter's Center for Home Care Services by calling 1-B00-284-2060.

Sincarnaly,
Mﬂf:wk
ﬁm &m‘ﬂ xR 1837
CET

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

One Baxter Parkway

Deerfiald, Winos 60015

Baxier and NAMEAL are regisierad rademarks of Baxder infernational Inc.

Attachments:

Product Comparison Tables 1 and 2



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

importad Product from insiand US FDA Approved Product US FDA Approved Product
DIANEAL PDs4 DUANEAL Low Cabchurm DIANEAL PD2
Product name DIANEAL PD Glucos= 1.38%° wh / 13,6 mgiml DHAMNEAL Low Cacrumn (2 SmiEg) Pesiionsal DHANEA]L P2 Peritoneal Dialysi= Schution with
* 1.36% glurnse aniporous & squialent io 1.5% Dby Soluaion with 1.55% Dexirose 1.5% Dexirose
dextrms hyoous
DIANEAL PDd Glucose 227%" wiv / 227 mgiml. [MAMEAL Low Caicum (2 SmEqL) Perilion=al DHANEAL P02 Pesitoneal Dialysis Solution with
= 227% glhucose anfydous 5 equivalent io 2 5% Diesby=is Solabon with 2 55 Dextrose 2 5% Dexirose
dexdross hydrous
Lahaiad 500 mil 2000 il and 3000 mil. 6l wolsmes. avaikabis 1000mi, 2000 mL and 3000 mL il volumes:
Fil Veluams avalatis
Contaler Type | Flexibie PV container with lusr-ock connecion AMBILLFLEX 1 IPWC contasnes wilh luss ook ANEU-FLEY Il PYC container with buer-ock
conmecins commeciar
Bags. por 4 bags 2000 i~ 6 bags 1000 mi: 12 hags
Carton 3000 mi- 4 bags 2000 mi: B bags
3000 mil: 4 bags
Indicaticrs Caneal PO is indicaled whensyer pecioneasl DLAMNEAL perionesl diabyss solulions e [HANEA) p=rton=al dialysis solufions. are
diaiysi=s iz amployed, inchuding: indicated for pafients in acule or chronic renal indicated for patients in acule or chonic renal
1. Acute and chronic reral Eadure; — fallure
2 Severs water retenfion
3. Electrolyle disorders;
4. Drug infcxication, when a more adequate
lherapeutic all=matree = ot avaikabs.
Dianeal PO is marticulardy wesfil for the control of
serum cakoum and phosphate eyl n o renal
faiure patients receving calkGum of MRAgNESLUT-
contaning phosphate
Active 1.28% Ghucose: 1.5% Dextrose 1.5% Dextrose:
Ingredfiant - Ghscose Anfrpdrous 138 g/ L [1.38 oM00 miL ) Desteose Hydeows, ISP 1.5 g/ 900 il Dexirose: Hydrows, USP 1.5g /100 mL
Cantyoas
(Eucoss) (Mgt - 1.36% glucnse ambydous & sguialent I
5% denctrose fydmus)
2 2T% Glucose: 2 5% Dextross- 2 5% Dextrose:
Glucoss Anfydrous 22 7 g/ L 227 MO0 mi ) Dentrrrse Hiydeows, ISP 2 5 g/ 900 mi Dexirose Hydrouws, LSP 25.g 7 100 miL
{Nowe: 2.27% ghecose anfydrous s equivasent io
2 5% dexirose fydows)




Baxter

Imported Product from irsland LS FDWA Approved Product S FDA Approved Product
DIANEAL PD4. DUAMEAL Low Cabclurm DIANEAL PD2
=i, ] Sodium Chiorde 5.38 g/ L (538 mgM00 mil} Sodium Chiiorcks, LESP 538 g/ 100mi_ Sodium Chioride, LI5P 538 mg / 100mL
Irgprasciiemts - Sodium Lactale 448 g/ L (448 mog 100 mil ) Socdiuem Laciale 448 mg [ 100 ml Sodium Lactate 448 mg ! 100 mL
Electrolytas Calciurn Chioride 0.184 g/ L [18.4 mgi 100 ml) Caicaun Chioide, USP 18.3 mg / 100 miL Calcium Chioride, USSP 25.7 mg / 100 mL
Magnesium Chionde 0051 g/L (5.1 mg/i00 ml) | Magneshenm Chionde ISP 508 mg / 900 ml Magresium Chionide, USP 508 mg / 100 mL
Eliscréilyth Sodium 132 mmol/L (egquivalent 10 132 mEQL) Sodium 132 mEgiL Sodium 132 mEgiL
Contsnt Calcium 125 mmoll. [equvaien 0 2 5 mEgh ) Caicarn 2 5 mEgL Caliciom 3.5 mEgiL
it L Magnesum 0.25 mmolL [eguivalent o 0.5 mEgl) | Magnesaom 0.5 mEgl Magnesium 05 mEgL
Chioride S5 mmolfL (souralent o 95 mEgl ) Chinrides 96 miEgl Chioricle 86 mEgL
Lactate 80 mmokl. feuivalent bo 40 mEgl) Lactste 40 mEQL Lactate 40 mEgl.
pH 50-60 5.2 40w 65) 5.2 {400 6.5)
Additicnal 1.36% Ghucose 1.5% Dextrose 1.5% Dextrose:
Informestion Osmolarity 344 mO=mollL Osmolarity 344 m0smolL (Caic) DOemolaity 348 mDsmollL {Calc)
227T% Glucose Anhydrous: 2. 5% Dextross 2 5% Dexitrose:
Osmolarity 386 mOsmoll (Caic) Osmobarity 355 mOsmoll (Calc) Dsmotarity 3596 mO=moll {Calc)
Storsge Do not siome aboye 25°C Siore al room emperaturs [(25°C [ TTF) Siowe o room bemperatures (25°C | TT°F)
Conditions Doy ook refrigerate or freses. Bried enpomsre up o 407C does not adversely Biriee] scporsure up 1o 2070 doss ol adverssly

affect te prodoct

alffeci the product

{

24 months:




Baxter

DUANEAL Low Caslchurn DIAMEAL PD2
COnABines
Clotsiing Syatam
T =" i
— — —
e
T —
T ==
E i
u
e &
s f ¥ ol V1
15% 1.5% 5%
Contains +  One gresn frangibie 2t lver cormecior On= bus Fangiee o lus connecior s« Ore biue frangible at s comnecios
- 3 Pl coloe-coded o sobulon & Y 1
Closure Blue protective g protecion i . PPuill ring cap cokor-coded o solution

= Yeliow = 1.5% dexiromes

dexinse conoentration:
= Yellow = 1.5% deximse
=  Gresn=25% dexirose




Baxter

Table 2. Comparison of 2500 mL DIAMEAL PD Solution Container Labels

Comparative container labels are presented below for the 2500 miL (reland) and 3000 mL (US) fil volume. Labels for the remaining LS FDA
approved 1000 mL and 2000 mL solution 6l volumes differ only by product code [ NDC [ Fill Volume / Barcode. There are no differences in
composition or other safety-related information within the same dexirose concentration and formulstion. Mote, both Baxier and Vantive-branded
labels are presented balow, which reprasant all imported lot labeling scenarios during this fransifion.

Product US FDA Approved Product US FDA Approved Product
2500 mL DIANEAL PD4 (reland) | DIANEAL Low Calcium PD Solution | DIANEAL PD-2 PD Solution |
Haxter FESTI 500 L5B9a0t @ @ 3000 . L5B5169 ®© ® 3000 ..
DIANEAL (] s 1,36% wiv / 13,6 mgim I— rexanecmy | | SCEREmE i e
S e Prrbwwal by
= Baxter
= Dianeal PD-2
——— Peritoneal Dialysis Solution
e with 1.5% Dextrose —
| Cor———— = A U, CORCARN 1 DETTRONE MY R 2
- —-— -— CoLORER B g S 8T
T e e = miz SOmMo U Cacum-1s ACMEN-l &
s b manas = . piE] o
=% - onz wrote s
g wr OTASELAS CrLDRICH TO B ADIED DALY LIKOER | §
— THE DERECTION OF & PETELIAM
REE PACSAGE PEEFT FOR DOGAGE BFCRRATION -
Fo— U &S BRECTES B FHYSCAR
T — e ool o PELLPSL R T vt it 1 TR Tt L
jp—— ff - st = CAUTEONS  SUUBETE ARG ISPECT bR B -
Ml ki S i) . BT et et [P e rTiRTER Irmm ool T ELAPERIT Ai el VLA Tt el ¥ +E ﬂ':"‘ﬁlmm e *
WA T ‘m“ﬁ“ﬁ' ; NG W IR L EYE SOLUTION S CLERR E
wm‘:l“m-m o
Wy OLY bt
o E TR UST B8 WCRSTURE BASISER OVENSRAR AT
Ex el - DO TEMPERATERE Z5°CTTF) UNTIL BEADY TO
STORE LNT L= 3
ﬁ_mmnmm AVDD CECUSSAD SLAT  SEK tRSERT
Amibw-Flaz Il cosmsam LS4 LT '
SATn D, w1 400 7 4 BAKTER DUNEAL AMBUFLEX § W0 P 148 Lo
—— AT ] T A DA TV
- DEERELD 8 B U




Baxter

Imported Product US FDA Approved Product US FDA Approved Product
J& ﬁm-.mmm DIANEAL Low Calcium PD Solution DIANEAL PD-2 PD Solution
PEYTIER 2500
mm e ] 36% wiv [ 13,68
S bn Perloenal S - -
| — o f—
e A (Thiy —
I~—— - ':_-;:__ 1
| —— o Rl I-u..|.|-|: l r LE =
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e i
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i
i
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— |
Baxter
Imported Product US FDA Approved Product US FDA Approved Product
2500 mL DIANEAL PDY (Ireland) DIANEAL Low Calcium PD Solution DIANEAL PD-2 PD Solution
Baxter FPEIT2ER 2500 . L5B89902 @ @ 3000 . L5B5179 © @ m
n“mm-_ 2. 2% wiv | zz-?w‘ e = S L ot RSO | L ENCESS
Srutwn Vor Farviosei Dushyen
. o Baxter Baxter
et GAA |ERLTa p—
— = sm, = | Dianeal Dianeal PD-2
—— s way =« o | Low Calcium (2.5 mEq/L) Peritoneal Dialysis Solution
— somsams = on | [Peritoneal Dialysis Solution — | with 2.5% Dextrose
:::.'-.. _-:.-nr_f_:;‘ :' .ﬂtz'“m = .;-lml-"ll'll. COSTARS 18 %%ﬁ o
I = 1 R el COWT AR 15 g DENTRCE LW LIS LEE —
oy T e come =l | Exmpemm seee— 8
[T — 0 mg CALDUS CWLDDE O0F L0 -*. gl SO TR CRLOUM A MACNESLE - 08 -b
:-_l::n::.-—l-.u—-ll.—u—-n—.—- — el G g E 0 TOEE [~] L T -Bl.l..'ﬂl"l -‘J‘n =
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E== | oy onben TeE DRECTION OF A o4 BEE PACRAGE MSERT O DOBAGE 1 DRMATION o
- - — LISE AL DNSECTED B PHPSOWM
= — P LACHE IRCRERT TR RE FOR ETRAFDRITOMLLL &DRIHESTRA TN DNLY
LSE ki DIEECTED BY Sarsas E muﬂw“lm%r ':'
FOR INTAAPERITOMELL ADMrS TRATION OmLY — LA AR RO
1T s ows s T ™ - E T T LS UL SN TR IS CLEAM E
PG MY U UMLERSS SCLLITICN 1 CLEAR STORE LT B BOESTURE BARRER DVERWHAP &1
CERCARD: UMLIGET] BOFTEN E ﬁ-wmmnumw
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Baxter

Imported Product US FDA Approved Product US FDA Approved Product
2500 mL DIANEAL PD4 (Ireland) DIANEAL Low Calcium PD Solution DIAMEAL PD-2 PD Solution
YVanthve L LEFE ] ﬁﬂ-.

DANEAL DY e 2,2 7% won / 22,7 mgomt
Satan ku Feries s

PACKAGE/LABEL PRINCIPAL DISPLAY PANEL



Lat

Baxter FPB9718R
DIANEAL [i0Y] siucose 1,36% wiv/ 13,6 mg/ml

Solution for Peritoneal Dialysis

2500

Formula g/l

Dsmolarity

Anhydrous Glucose CgHy205 13,69

354 mismold

Sodium Chiloride MaCl 5,389

mmol/l

132

Sodium Lactate C4HNaD; |4,48 g

cal-l-

1,25

Calcium Chioride CaCL2H,0 (0,184 g

Hgi‘i‘

0,25

Magnesium Chioride MgCL,-6H,0 | 0,051 g

95

Water for Injections to 1000 mi

CHs04"

&0

Free from Bacterial Endotoxins

For Intraperitoneal infusion

Mot for intrevenous infusion

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

Once removed from the overpouch use immediately

Discand unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

LIKG;
Baxter Healthcare Lid
Caxton Way Thetford Norfolk
IP24 35E UK

PA2299/015/001
IE and MT: PLOD114/0230
Baxter Holding B.V., Kobaltweg 49, 3542CE, Utrecht, Netherlands MA 1277 /01001

CB-35-04-620

Lot Exp
BaxterLogo FPB9718R 2500 ml
DIANEAL PD4 Glucose 1,36% w/v /13,6 mg/ml

Solution for Peritoneal Dialysis

Formula g/l Osmolarity

Anhydrous Glucose CeH 120 ¢ 13,6 ¢
: : +
Sodium Chloride NaCl 5,38 g Na

344mOsmol/I

1. 132

mmol/l



Sodium Lactate C 3H 5NaO
3

Calcium Chloride CaCl 2>-2H
20

Magnesium Chloride MgCl 2-6H
20

W ater for Injections to 1000m|

Free from Bacterial Endotoxins
For Intraperitoneal infusion
Not for intravenous infusion

4,48 g
0,184 g

0,051 g

Ca ++
Mg ++
Cl-

C3H 50 3°

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

For single use only

Once removed from the overpouch use immediately

Discard unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

UK:

Baxter Healthcare Ltd
Caxton Way Thetford Norfolk
IP24 3SE UK

I[E and MT:

Baxter Holding B.V., Kobaltweg 49, 3542CE, Utrecht, Netherlands

POM Symbol

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

CB-35-04-620

1,25
0,25

95
40



FPB9718R 2500 ml x 4
Dianeal [3b%] Glucose 1.36% wv / 13,6 mg/mi

Solution for Peritoneal Dialysis

Formula o ‘
Anhydrous Glucose 13,69 |
Sodium Chioride 5389 g
Sodum Lactate 4489
Calcium Chioride 01849 g
Magnesium Chioride 0051g
Woater for Injections lu_1.4:|0u mil Single bag with
Free from bacterial endotoxins. LA Eorechn
For intraperitoneal infusion. Do not store above 25°C,

Not for intravenous use. For single use only.

Do not use unless the solution is clear and the container undamaged. E::;T b o
Once remaoved from the overpouch use immediately.

Discard unused solution. Keep out of the sight and reach of children. 88-46-13-208

UK. Baxter Healthcare Limited Caxton Way, Thetford, Norfolk, IP24 35E United Kingdom
IE and MT. Baxter Holding B.V. Kobaltweg 48, 3542CE Utrecht, Netherlands

PA 2299/015001 PL 00116/0230 MA 1277/01001
Lot ¥y

FPB9718R 2500 mil x 4
Dianeal PD4 Glucose 1.36% w/v / 13,6 mg/ml

Solution for Peritoneal Dialysis

Formula g/l
Anhydrous Glucose 13,6 g
Sodium Chloride 5,38¢g
Sodium Lactate 4,48 g
Calcium Chloride 0,184 g
Magnesium Chloride 0,051 ¢
Water for Injections to 1000

ml

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

(01)50085412574426( 17)201200( 10)8888B8BS8B8

AN

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

Once removed from the overpouch use immediately.

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

IE and MT: Baxter Holding B.V. Kobaltweg 49, 3542CE Utrecht, Netherlands

FPB9718R
25600 ml x 4

Dianeal Y] Glucose

1.36% wiv [ 13,6 mg/mi

Lot



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

Single bag with
Luer connector

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

88-46-13-208

Barcode
(01)50085412574429(17)201200(10)88B838B88B8

Dianeal PD4 Glucose FPB9718R
1.36% w/v /13,6 mg/ml 2500 mI x 4
Lot:



Lot

Wantive FPB9718R

Solution for Peritoneal Dialysis

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

2500 .

Fonmiula

gfl

Anhydrous Glucose l;ﬁHilzl:]li

13,60

O mol arity

Z&4 mOsmoln

Sodium Chiloride MaCl

5,38 ¢

mmol/l

132

Soddium Lactate 03|'|5H303

4,489

Bal-l-

1.25

Galcium Chloride CaCl,2H,0

0,184 g

Mg+

0,25

Magnesium Chioride MgCl,-6H,0

0,051¢g

95

Water for Injections to 1000 mi

G0y

40

Free from Bacterial Endotoxins

For Intraperitoneal infusion

Mot for intravenous infusion

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

Once removed from the overpouch use immediately

Discard unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

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

PL 58711/0002

CB-35-05-245

Lot Exp
Vantive Logo FPB9718R 2500 ml
DIANEAL PD4 Glucose 1,36% w/v /13,6 mg/ml

Solution for Peritoneal Dialysis

Formula g/l
Anhydrous Glucose CeH 120 ¢ 13,6 g
Sodium Chloride NaCl 5,38 g

CAAduirma | ArkabA ~ _ L _ AN

Osmolarity

Na t

-+

344mOsmol/l

1. 132

mmol/I



SUUIUIITI LalLLladlc
Calcium Chloride
Magnesium Chloride

Water for Injections to 1000m|

Free from Bacterial Endotoxins
For Intraperitoneal infusion
Not for intravenous infusion

L 3Mn 5ivav
3
CaCl 2>-2H

4,48 9
0,184 g

0,051 g

1,25

++
Mg 0,25
Cl- 95
C3H 50 3 40

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

For single use only

Once removed from the overpouch use immediately

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

Keep out of the sight and reach of children

Vantive Limited

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

POM Symbol
PL 58711/0002
CB-35-05-245

FPB9718R

Dianeal [§3] Glucose 1.36% wr / 13,6 mg/ml

Solution for Peritoneal Dialysis

2500 mi x 4

Formula o gh ]
Anhydrous Glucose 13,69
Sodiwm Chioride 538g
Sodium Lactate 448 g
Calcium Chloride 0184 g
Magnesium Chlonde 0,051 g
W ater for Injections to 1000 ml

Free from bacterial endotoxins.
For intraperitoneal infusion.
Mot for intravenous use. For single use only.

Do not use unless the solution is clear and the container undamaged
Once removed from the overpouch use immediately.
Discard unused solution. Keep out of the sight and reach of children.

PL 587 11/0002

Lot « 2

UK Only

¥

Single bag with
Luer connector

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

88-46-13-978
Vantve Limited Wavertree Technology Park 2 Waveriree Boulevard Liverpool, L7 SPE United Kingdom
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FPB9718R
2500 ml x 4
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FPBO9718R 2500 ml x 4
Dianeal PD4 Glucose 1.36% w/v /13,6 mg/ml

Solution for Peritoneal Dialysis

Formula g/l
Anhydrous Glucose 13,6 ¢
Sodium Chloride 5,38¢g
Sodium Lactate 4,48 g
Calcium Chloride 0,184 g
Magnesium Chloride 0,051 ¢
W ater for Injections to 1000

ml

Free from bacterial endotoxins.

For intraperitoneal infusion.

Not for intravenous use. For single use only.

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

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

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

PL 58711/0002
POM Symbol
Lot:

UK Only

Single bag with
Luer connector

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

88-46-13-978

Barcode
(01)57332414203561(17)201200(10)88B88B33B8

Dianeal PD4 Glucose FPB9718R
1.36% w/v /13,6 mg/ml 2500 ml x 4
Lot:
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Baxter FPB9728R 2500
DIANEAL Y sicose 2,27% wiv / 22,7 mg/ml

Solution for Peritoneal Dialysis

Formula o/l s molarity

Anydrous Glucose cﬁHuﬂﬁ 22,79 395 mismoll

mmaol/1
Ma* 132
Sodium Lactate |I;3H5I|l;;|||:l:i 4,48 g Ccat+t 1.25
Cakcium Chioride CaCl,2H,0 (0,184 g| Mg™ 0,25

Sodium Chioride NaCl 5,384¢g

Magnesium Chloride MgCL6H,0 | 0,051 ¢g| O 95

Water for Injections to 1000 mi CoHg 0y 40

Free from Bacterial Endotoxins

For Intraperitoneal infusion

Mot for intravenous infusion

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

Once removed from the overpouch use immediately

Discand unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

UK:
Baxter Healthcare Lid
Cancton Way Thelford Norfolk IF24 35E UK
PA 22997015002
IE and MT: PLOD116 fD239
Baxter Holding B.\. Kobalwep 49 3542CE Utrecht Neterdands MA1277/01002 CB-35-04-621

Lot Exp
BaxterLogo FPB9728R 2500 ml
DIANEAL PD4 Glucose 2,27% w/v / 22,7 mg/ml

Solution for Peritoneal Dialysis

Formula g/l Osmolarity 395mOsmol/l

Anhydrous Glucose CeH 120 ¢ 22,7 9 mmol/I
: : +

Sodium Chloride NacCl 5,38 g Na 1. 132



Sodium Lactate C 3H 5NaO
3

Calcium Chloride CaCl 2>-2H
20

Magnesium Chloride MgCl >-6H
20

W ater for Injections to 1000m|

Free from Bacterial Endotoxins
For Intraperitoneal infusion
Not for intravenous infusion

4,48 g
0,184 g

0,051 g

Ca ++
Mg ++
Cl-

C3H 50 3°

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

For single use only

Once removed from the overpouch use immediately

Discard unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

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

IE and MT:

Baxter Holding B.V. Kobaltweg 49 3542CE Utrecht, Netherlands

POM Symbol

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

CB-35-04-621

1,25
0,25

95
40



FPB9728R 2500 ml x 4 f

H 0
Dianeal Glucose 2.27% wv / 22,7 mg/ml o :
Solution for Peritoneal Dialysis ﬁ E
Formula gh E P
Anhydrous Glucose 279 o E
Sodium Chioride 5389 © == L &N e
1 =
—_—
Sodium Lactate 4,48 g e — %
Calium Chioride 01849 | ——
? — -1
Magnesium Chioride 0051g = 1 ]
et | m— 2
"ﬂl'ahﬂw Injections to 1000 mi - ] Single bag with & g
Free from bacterial endotoxins. Luer connector S E — -
For intraperitoneal infusion. Do not store above 25°C. === 8
Not for intravenous use. For single use only. Do net refrigerate or =0 0 g)
Do not use unless the solubion is clear and the container undamaged.  peeze. =
Once removed from the overpouch use immediately. sy ~
Discard unused solution. Keep out of the sight and reach of children. 88-46-13-209 ———] E ﬁ
UK Baxter Healthcare Limited Caxton Way, Thetford, Norolk, IP24 3SE United Kingdom 1] -
|E and MT: Baxter Holding B.V. Kobaltweg 49, 3542CE Utrecht, Netherlands e ,B': (11 %
PA 2299/015/002 PL 00116/0231 MA 1277/01002 | POM E‘“‘= e g .
f— o §q-. |
: ~ e 5
Lot: Y Oeci -

FPB9728R 2500 ml x 4
Dianeal PD4 Glucose 2.27% w/v / 22,7 mg/ml|

Solution for Peritoneal Dialysis

Formula g/l
Anhydrous Glucose 22,7 ¢
Sodium Chloride 5,38 ¢
Sodium Lactate 4,48 g
Calcium Chloride 0,184 g
Magnesium Chloride 0,051 ¢
Water for Injections to 1000

ml

Free from bacterial endotoxins.

For intraperitoneal infusion.

Not for intravenous use. For single use only.

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

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

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



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

Single bag with
Luer connector

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

88-46-13-209

Barcode
(01)50085412574436(17)201200(10)88B88B88B8

Dianeal PD4 Glucose FPB9728R
2.27% w/v [ 22,7 mg/ml 2500 ml x 4
Lot:



Lot

Yantive FPB97 28R

Solution for Peritoneal Dialysis

2500

DIANEALE cucose 2,27% wiv / 22,7 mg/ml

Formula

ol Osmolarity

Anhvydrous Glucose cﬁ“’lzﬂﬁ

22,70

295 mdsmoli

Sodium Chioride MaCl

mmoal/l

5,38¢q =

132

Sodium Lactate C4HsNa O,

"‘1 Ml g Ca*t

1,25

Calcium Chioride CaCl,-2H,0

0,184 g | WM™

0,25

Magnesium Chioride MgC1,-6H,0

0,051¢g| o

95

Water for Injections to 1000 mi

CH:04

&40

Free from Bacterial Endotoxins

For Intraperitoneal infusion

Mot for intravenous infusion

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

Once removed from the owerpouch use immediately

Discand unused solution

Do not store above 25°C

Do not refrigerate or freeze

Keep out of the sight and reach of children

Vantive Limited
Wavertree Technology Park 2 Wavertree Boulavard Liverpool, LT 9PE United Kingdom

FL 5871150003

CB-35-05-246

Lot Exp

Vantive Logo FPB9728R 2500 ml

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

Formula g/l
Anhydrous Glucose CeH 120 ¢ 22,7 9
Sodium Chloride NacCl 5,38 g

CAAdiirm | ArkakA ~ _ L1 _ RN

Osmolarity

Na t

-+

395mOsmol/l

1. 132

mmol/l



JSUUIUITT LadLLlalc

3
Calcium Chloride CaCl 2>-2H
20
Magnesium Chloride MgCl >-6H
20

Water for Injections to 1000m|

Free from Bacterial Endotoxins
For Intraperitoneal infusion
Not for intravenous infusion

« 3 5INav

4,48 9
0,184 g

0,051 g

el 1,25
++

Mg 0,25

Cl- 95

C3H 50 3 40

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

For single use only

Once removed from the overpouch use immediately

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

Keep out of the sight and reach of children

Vantive Limited

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

POM Symbol
PL 58711/0003
CB-35-05-246

FPB9728R

Solution for Peritoneal Dialysis

Formula gl
Anhydrous Glucose 22,Tg
Sodium Chioride 538¢g
Sodium Lactate 4489
Calcium Chloride 0,184 g

| Magnesum Chlonde 0,051 g [

‘Water for Injections to 1000 mil

|

Free from bacterial endotoxins.
For intrapentoneal infusion.
Mot for intravenous use. For single use only.

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

Cince removed from the overpouch use immediately.

Discard unused solution. Keep out of the sight and reach of children.
Vanive Limited Waveriree Technology Park 2 Wavertree Boulevard Liverpool, L7 9PE United Kingdom

FL 58711/0003

Lat: 2

2500 ml x 4
Dianeal m Glucose 2.27% w~ 1 22,7 mg/ml
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FPB9728R 2500 mlx 4
Dianeal PD4 Glucose 2.27% w/v / 22,7 mg/ml

Solution for Peritoneal Dialysis

Formula g/l
Anhydrous Glucose 22,79
Sodium Chloride 5,38¢g
Sodium Lactate 4,48 g
Calcium Chloride 0,184 g
Magnesium Chloride 0,051 ¢
Water for Injections to 1000

mi

Free from bacterial endotoxins.

For intraperitoneal infusion.

Not for intravenous use. For single use only.

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

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

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

PL 58711/0003
POM Symbol
Lot:

UK Only

Single bag with
Luer connector

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

88-46-13-979

Barcode
(01)5733241420885(17)201200(10)88B838B88B8

Dianeal PD4 Glucose FPB9728R
2.27% w/v /22,7 mg/ml 2500 ml x 4
Lot:

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: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)

Item Code (Source)

NDC:0941-0733

Basis of
trength

Strength Streng
DEXTROSE 1.36 g
MONOHYDRATE  in 100 mL
SODIUM 538 mg
CHLORIDE in 100 mL

448 mg

SODIUM LACTATE 100 mL
CALCIUM 18.4 mg
CHLORIDE in 100 mL
MAGNESIUM 5.1 mg
CHLORIDE in 100 mL

Packaging
# Iem Code Package Description Marketing Start Marketing End
Date Date
1 QEC:°941'°733' 4 in 1 CARTON 11/06/2024 12/31/2026
1 NDC:0941-0733- 2500 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Application Number or

ARG CEEE ] Monograph Citation

Unapproved drug for use in drug
shortage

DIANEAL LOW CALCIUM WITH DEXTROSE

11/06/2024

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

Item Code (Source)

NDC:0941-0735

Basis of

Strength Strength



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: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)

DEXTROSE

2.27 g
MONOHYDRATE in 100 mL
SODIUM 538 mg
CHLORIDE in 100 mL

448 mg
SODIUM LACTATE in 100 mL
CALCIUM 18.4 mg
CHLORIDE in 100 mL
MAGNESIUM 5.1 mg
CHLORIDE in 100 mL

Packaging
# Rem Code Package Description Marketing Start Marketing End
Date Date
1 (';'EC:0941'°735‘ 4 in 1 CARTON 11/06/2024 12/31/2026
1 NDC:0941-0735- 2500 mL in 1 BAG; Type 0: Not a Combination
01 Product

Marketing Information

Application Number or

BTG, COUECIER Monograph Citation

Unapproved drug for use in drug
shortage

Labeler - vantive US Healthcare LLC (119533513)

11/06/2024

Marketing Start Marketing End
Date

Date
12/31/2026

Establishment

Name Address ID/FEI Business Operations
Vantive analysis(0941-0733, 0941-0735) , label(0941-0733, 0941-0735) ,
Manufacturing 986154341 manufacture(0941-0733, 0941-0735) , pack(0941-0733, 0941-0735) ,
Limited sterilize(0941-0733, 0941-0735)

Revised: 7/2025

Vantive US Healthcare LLC
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