
 
 

Important Prescribing Information 
 
November 30, 2017 

Subject: Temporary importation of intravenous drug products to address drug shortages  

Dear Healthcare Professional, 

In order to address shortages of critical drug products from the aftermath of Hurricane Maria, 
Baxter Healthcare Corporation (Baxter) is coordinating with the U.S. Food and Drug 
Administration (FDA) to increase the availability of products from Baxter’s manufacturing facility 
in Italy.   

Baxter has initiated temporary importation of Primene 10% Solution for Infusion, 250 mL, 
in glass container, which contains amino acids and is indicated for use in children, infants, and 
neonates.  This product is manufactured by Baxter’s manufacturing facility in Italy and marketed in 
Europe. At this time, no other entity except Baxter is authorized by the FDA to import or distribute 
these products in the United States.  FDA has not approved the product manufactured by Baxter’s 
manufacturing facility in Italy.  

Effective immediately, and during this temporary period, Baxter will offer the following: 

 
It is also important to note the following:  

 Primene 10% Solution for Infusion contains a different amino acid composition than amino 
acid solutions for pediatric patients marketed in the U.S.  Primene 10% Solution for Infusion is 
sulfite-free. Please refer to the product comparison table at the end of this letter. Primene 10% 
Solution for Infusion contains L-Cysteine 0.189 g/100 mL as compared to 10% Premasol 
Sulfite-free (Amino Acid) Injection (<0.016 g/100 mL) and 6% Premasol Sulfite-free (Amino 
Acid) Injection (<0.014 g/100 mL).  Consider this difference when adding additional L-Cysteine 
to the final parenteral nutrition solution.   

 Primene 10% Solution for Infusion is packaged in a Type II Glass Bottle with an elastomeric 
stopper.  Prior to use, it is important to visually inspect the container.  Only use if the container 
is undamaged and the solution is clear.  Discard if the container is leaking or if the solution is 
discolored, cloudy or contains a precipitate.  Aseptic conditions must be observed throughout 
the preparation and use of Primene 10% Solution for Infusion.  For single use only. Protect from 
light  

Product name and description Size Product code Pack factor NDC 

Primene 10% Solution for Infusion 
in glass container 

250 mL FCA3CG133R79D 10 0338-9577-10 
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 This product has not been tested for aluminum content and this should be taken into 
consideration, especially when administering to preterm infants, term infants less than 1 
month of age, or patients with renal impairment. 

 Administration of solution: The use of a final filter is required during administration of all 
formulations containing Primene and trace elements (including copper, iron, or zinc) for 
removal of visible particulate matter which has been observed in the infusion line for some 
formulations.    

o For 2-in-1 (amino acid and carbohydrate) parenteral nutrition solutions, use a 
0.2 micron filter for removal of particulate matter that may be formed with the use of 
trace elements (e.g. copper).  

o For 3-in-1 (lipid, amino acid, and carbohydrate) parenteral nutrition solutions, use a 
1.2 micron filter for particulate matter removal.   

Perform visual inspections for cloudiness or precipitation of the TPN solution after 
compounding, prior to administration and periodically during administration. If discoloration or 
precipitation is noted in the filter, perform blood levels of copper (or other trace elements) 
where medically relevant. 

 The barcode may not register accurately on the U.S. scanning systems. Institutions should 
manually input the product into their systems and confirm that barcode systems do not provide 
incorrect information when the product is scanned. Alternative procedures should be followed to 
assure that the correct drug product is being used and administered to individual patients. 

 
There are some key differences in the labeling between the US FDA approved product  6% and 
10% Premasol-Sulfite-free (Amino Acid) Injections and Primene 10% Solution for Infusion.  Please 
see the product comparison table at the end of this letter.  

Please refer to the FDA-approved package insert for the full prescribing information of 6% 
and 10% Premasol-Sulfite-free (Amino Acid) Injections in VIAFLEX Plastic Container at: 
https://www.dailymed.nlm.nih.gov/dailymed/getFile.cfm?setid=9afdcc3e-0d06-47f4-86ca-
40da48b2b02b&type=pdf&name=9afdcc3e-0d06-47f4-86ca-40da48b2b02b 

If you have any questions about the information contained in this letter or the use of the imported 
products, please contact Baxter’s Medical Information Service at 1-800-933-0303.  

To place an order, please contact Baxter’s Center for Service by calling 1-888-229-0001.  

To report product quality issues, please contact Baxter Product Surveillance at 1-800-437-5176. 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 this 
product 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.gov/medwatch/report.htm 

 Regular mail or Fax: Download form www.fda.gov/MedWatch/getforms.htm or call 1-
800-332-1088 to request a reporting form, then complete and return to the address on the 
pre-addressed form, or submit by fax to 1-800-FDA-0178. 
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Sincerely,  

 

 

Dennis Vaughn 
Vice President, Marketing Operations 

Baxter Healthcare Corporation 

Baxter, PRIMENE, PREMASOL and VIAFLEX are trademarks of Baxter International Inc. 
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ec
te
d
 v
is
u
al
ly
 

fo
r 
p
ar
ti
cu
la
te
 m

at
te
r 
an
d
 d
is
co
lo
ra
ti
o
n
 p
ri
o
r 
to
 a
d
m
in
is
tr
at
io
n
, w

h
en

ev
er
 s
o
lu
ti
o
n
 a
n
d
 c
o
n
ta
in
e
r 

p
er
m
it
.  
A
 s
lig
h
t 
ye
llo
w
 c
o
lo
r 
d
o
es
 n
o
t 
al
te
r 
th
e
 q
u
al
it
y 
an
d
 e
ff
ic
ac
y 
o
f 
th
e
 p
ro
d
u
ct
. 

P
R
EM

A
SO

L 
‐ 
su
lf
it
e
‐f
re
e 
(A
m
in
o
 A
ci
d
) 
In
je
ct
io
n
s 
m
ay
 b
e
 a
d
m
ix
ed

 w
it
h
 s
o
lu
ti
o
n
s 
w
h
ic
h
 c
o
n
ta
in
 

p
h
o
sp
h
at
e
 o
r 
w
h
ic
h
 h
av
e
 b
e
e
n
 s
u
p
p
le
m
en

te
d
 w
it
h
 p
h
o
sp
h
at
e.
 T
h
e
 p
re
se
n
ce
 o
f 
ca
lc
iu
m
 a
n
d
 

m
ag
n
es
iu
m
 io
n
s 
in
 a
n
 a
d
d
it
iv
e
 s
o
lu
ti
o
n
 s
h
o
u
ld
 b
e
 c
o
n
si
d
er
ed

 w
h
en

 p
h
o
sp
h
at
e
 is
 a
ls
o
 p
re
se
n
t,
 in

 
o
rd
e
r 
to
 a
vo
id
 p
re
ci
p
it
at
io
n
.  
C
ar
e
 m

u
st
 b
e
 t
a k
en

 t
o
 a
vo
id
 in
co
m
p
at
ib
le
 a
d
m
ix
tu
re
s.
 C
o
n
su
lt
 w
it
h
 

p
h
ar
m
ac
is
t.
  P
ar
e
n
te
ra
l n
u
tr
it
io
n
 s
o
lu
ti
o
n
s 
sh
o
u
ld
 b
e
 u
se
d
 p
ro
m
p
tl
y 
af
te
r 
m
ix
in
g.
 A
n
y 
st
o
ra
ge
 s
h
o
u
ld
 

b
e
 u
n
d
e
r 
re
fr
ig
er
at
io
n
 a
n
d
 li
m
it
ed

 t
o
 a
 b
ri
e
f 
p
e
ri
o
d
 o
f 
ti
m
e,
 p
re
fe
ra
b
ly
 le
ss
 t
h
an

 2
4
 h
o
u
rs
. 

P
ar
e
n
te
ra
l n
u
tr
it
io
n
 in
it
ia
ti
o
n
 a
n
d
 d
u
ra
ti
o
n
 a
s 
w
el
l a
s 
d
o
sa
ge
 (
d
o
se
 a
n
d
 r
at
e
 o
f 
ad

m
in
is
tr
at
io
n
) 
d
e
p
e
n
d
s 
o
n
 a
 p
at
ie
n
t’
s 

•
 a
ge
, w

ei
gh
t,
 c
lin
ic
al
 c
o
n
d
it
io
n
, 

•
 n
it
ro
ge
n
 r
eq

u
ir
em

en
ts
, 

•
 a
b
ili
ty
 t
o
 m

et
ab
o
liz
e
 t
h
e
 c
o
n
st
it
u
en

ts
 o
f 
P
ri
m
en

e,
 

•
 a
d
d
it
io
n
al
 n
u
tr
it
io
n
 t
h
at
 m

ay
 b
e
 p
ro
vi
d
e
d
 p
ar
e
n
te
ra
lly
 a
n
d
/o
r 
en

te
ra
lly
. 

Th
e
 u
su
al
 r
an
ge
 is
: 

1
.5
 –
 3
.5
 g
 a
m
in
o
‐a
ci
d
s/
kg
/2
4
 h
o
u
rs
 

0
.2
3
0
 –
 0
.5
3
 g
 n
it
ro
ge
n
/k
g/
2
4
 h
o
u
rs
 

1
5
 –
 3
5
 m

l o
f 
P
ri
m
en

e 
1
0
%
/k
g/
2
4
 h
o
u
rs
 

Th
e
 in
fu
si
o
n
 r
at
e
 s
h
o
u
ld
 n
o
t 
e
xc
e
e
d
 0
.0
5
m
l/
kg
/m

in
.  
R
ec
o
m
m
en

d
ed

 f
lo
w
 r
at
e
s:
 

N
eo

n
at
es
 a
n
d
 In
fa
n
ts
: 
co
n
ti
n
u
o
u
s 
in
fu
si
o
n
 (
o
ve
r 
2
4
 h
o
u
rs
).
 

C
h
ild
re
n
: c
o
n
ti
n
u
o
u
s 
in
fu
si
o
n
 (
o
ve
r 
2
4
 h
o
u
rs
) 
o
r 
cy
cl
ic
 in
fu
si
o
n
 (
o
ve
r 
ab
o
u
t 
1
2
 h
o
u
rs
 in

 2
4
).
 

Th
e
 f
lo
w
 r
at
e
 s
h
o
u
ld
 b
e
 a
d
ju
st
ed

 a
cc
o
rd
in
g 
to
 t
h
e
 d
o
sa
ge
, t
h
e
 c
h
ar
ac
te
ri
st
ic
s 
o
f 
th
e
 in
fu
si
o
n
 s
o
lu
ti
o
n
, t
h
e
 t
o
ta
l v
o
lu
m
e
 in
ta
ke
 p
e
r 
2
4
 

h
o
u
rs
 a
n
d
 t
h
e
 in
fu
si
o
n
 d
u
ra
ti
o
n
.  
Th

e
 f
lo
w
 r
at
e 
sh
o
u
ld
 b
e
 in
cr
ea
se
d
 g
ra
d
u
al
ly
 d
u
ri
n
g 
th
e
 f
ir
st
 h
o
u
r.
 

M
e
th
o
d
 o
f 
ad
m
in
is
tr
at
io
n
:  
P
ri
m
en

e 
is
 in
te
n
d
ed

 f
o
r 
in
tr
av
en

o
u
s 
u
se
.  
P
ri
m
en

e 
is
 n
o
t 
in
te
n
d
ed

 f
o
r 
fl
u
id
 o
r 
vo
lu
m
e
 r
ep

la
ce
m
en

t.
  

P
ri
m
en

e 
1
0
%
 is
 u
su
al
ly
 a
d
m
in
is
te
re
d
 w
it
h
 a
 s
o
u
rc
e 
o
f 
e
n
e
rg
y 
ap
p
ro
p
ri
at
e
 f
o
r 
th
e
 n
e
e
d
s 
o
f 
th
e
 c
h
ild
, e
it
h
er
 b
y 
co
‐a
d
m
in
is
tr
at
io
n
 o
r 
as
 a
 

m
ix
tu
re
.  
P
ri
m
en

e 
1
0
%
 m

ay
 b
e
 in
cl
u
d
e
d
 in

 t
h
e 
co
m
p
o
si
ti
o
n
 o
f 
n
u
tr
it
iv
e 
m
ix
tu
re
s 
co
m
b
in
in
g 
ca
rb
o
h
yd
ra
te
s,
 li
p
id
s,
 e
le
ct
ro
ly
te
s,
 t
ra
ce
 

el
em

en
ts
 a
n
d
 v
it
am

in
s 
to
 m

ee
t 
n
u
tr
ie
n
t 
n
e
e
d
s 
an
d
 p
re
ve
n
t 
d
e
fi
ci
e
n
ci
e
s 
an
d
 c
o
m
p
lic
at
io
n
s 
fr
o
m
 d
ev
el
o
p
in
g,
 w
h
en

 c
o
m
p
at
ib
ili
ty
 a
n
d
 

st
ab
ili
ty
 a
re
 k
n
o
w
n
.  
P
ri
m
en

e 
1
0
%
 a
lo
n
e
 s
h
o
u
ld
 b
e
 a
d
m
in
is
te
re
d
 in

 a
 c
en

tr
al
 v
e
in
.  
P
ri
m
en

e 
1
0
%
 in

 c
o
‐a
d
m
in
is
tr
at
io
n
 o
r 
as
 a
 m

ix
tu
re
 

sh
o
u
ld
 b
e
 a
d
m
in
is
te
re
d
 a
cc
o
rd
in
g 
to
 t
h
e
 f
in
al
 o
sm

o
la
ri
ty
 o
f 
th
e
 s
o
lu
ti
o
n
 in
fu
se
d
, i
n
 a
 p
e
ri
p
h
e
ra
l o
r 
ce
n
tr
al
 v
e
in
.  
Th

e
 o
sm

o
la
ri
ty
 o
f 
a 

sp
ec
if
ic
 in
fu
si
o
n
 s
o
lu
ti
o
n
 m

u
st
 b
e
 t
ak
en

 in
to
 a
cc
o
u
n
t 
w
h
en

 p
e
ri
p
h
e
ra
l a
d
m
in
is
tr
at
io
n
 is
 c
o
n
si
d
e
re
d
.  
St
ro
n
gl
y 
h
yp
e
rt
o
n
ic
 p
ar
e
n
te
ra
l 

n
u
tr
it
io
n
 s
o
lu
ti
o
n
s 
(>
9
0
0
 m

O
sm

/L
) 
sh
o
u
ld
 b
e
 a
d
m
in
is
te
re
d
 t
h
ro
u
gh

 a
 c
en

tr
al
 v
en

o
u
s 
ca
th
e
te
r 
w
it
h
 t
h
e
 t
ip
 lo
ca
te
d
 in

 a
 la
rg
e 
ce
n
tr
al
 

ve
in
.  
If
 d
ee
m
ed

 a
p
p
ro
p
ri
at
e
 b
y 
th
e
 h
e
al
th
ca
re
 p
ro
fe
ss
io
n
al
, p
ar
en

te
ra
l n
u
tr
it
io
n
 s
o
lu
ti
o
n
 m

ay
 b
e
 a
d
m
in
is
te
re
d
 p
e
r i
p
h
e
ra
lly
 in

 p
at
ie
n
ts
 

o
f 
al
l a
ge
s 
if
 t
h
e
 o
sm

o
la
ri
ty
 o
f 
th
e
 f
o
rm

u
la
ti
o
n
 is
 ≤
 9
0
0
 m

O
sm

/L
 

V
is
u
al
ly
 in
sp
ec
t 
th
e
 c
o
n
ta
in
e
r.
 O
n
ly
 u
se
 if
 t
h
e
 c
o
n
ta
in
er
 is
 u
n
d
am

ag
e
d
 a
n
d
 t
h
e
 s
o
lu
ti
o
n
 is
 c
le
ar
. 

D
is
ca
rd
 if
 t
h
e
 c
o
n
ta
in
er
 is
 le
ak
in
g 
o
r 
if
 t
h
e
 s
o
lu
ti
o
n
 is
 d
is
co
lo
u
re
d
, c
lo
u
d
y 
o
r 
co
n
ta
in
s 
a 
p
re
ci
p
it
at
e.
 

A
se
p
ti
c 
co
n
d
it
io
n
s 
m
u
st
 b
e
 o
b
se
rv
ed

 t
h
ro
u
gh
o
u
t 
th
e
 p
re
p
ar
at
io
n
 a
n
d
 u
se
 o
f 
P
ri
m
en

e 
1
0
%
. 

Fo
r 
si
n
gl
e
 u
se
 o
n
ly
. 

If
 a
d
d
it
io
n
s 
ar
e
 m

ad
e 
to
 t
h
e
 c
o
n
ta
in
er
: 
 E
n
su
re
 s
ta
b
ili
ty
 a
n
d
 c
o
m
p
at
ib
ili
ty
 o
f 
ad
d
it
iv
es
. C

o
n
su
lt
 w
it
h
 p
h
ar
m
ac
is
t.
  P
re
p
ar
e 
th
e
 in
je
ct
io
n
 

si
te
 o
f 
th
e
 c
o
n
ta
in
er
 a
s 
ap
p
ro
p
ri
at
e
.  
P
u
n
ct
u
re
 t
h
e
 in
je
ct
io
n
 s
it
e
 a
n
d
 in
je
ct
 t
h
e
 a
d
d
it
iv
es
 u
si
n
g 
an

 in
je
ct
io
n
 n
e
e
d
le
 o
r 
a 
re
co
n
st
it
u
ti
o
n
 

d
ev
ic
e/
tr
an
sf
er
 s
et
, a
s 
ap
p
ro
p
ri
at
e.
  M

ix
 c
o
n
te
n
t 
o
f 
th
e
 c
o
n
ta
in
er
 a
n
d
 t
h
e
 a
d
d
it
iv
es
 t
h
o
ro
u
gh
ly
.  
In
sp
ec
t 
fi
n
al
 s
o
lu
ti
o
n
 f
o
r 
d
is
co
lo
ra
ti
o
n
 

an
d
 p
ar
ti
cu
la
te
 m

at
te
r.
 

C
o
n
fi
rm

 t
h
e
 in
te
gr
it
y 
o
f 
th
e
 c
o
n
ta
in
er
. O

n
ly
 u
se
 if
 t
h
e
 c
o
n
ta
in
er
 is
 u
n
d
am

ag
ed

 a
n
d
 t
h
e
 s
o
lu
ti
o
n
 is
 c
le
ar
. 

A
n
y 
u
n
u
se
d
 p
o
rt
io
n
 o
f 
P
ri
m
en

e 
sh
o
u
ld
 b
e
 d
is
ca
rd
ed

 a
n
d
 s
h
o
u
ld
 n
o
t 
b
e
 u
se
d
 f
o
r 
su
b
se
q
u
en

t 
ad
m
ix
in
g.
 

En
su
re
 p
ro
p
e
r 
st
o
ra
ge
 r
eq

u
ir
em

en
ts
 o
f 
ad
d
it
iv
es
 a
re
 f
o
llo
w
ed

. 

A
d
m
in
is
tr
at
io
n
 o
f 
th
e
 in
fu
si
o
n
:  
A
llo
w
 t
h
e
 s
o
lu
ti
o
n
 t
o
 r
e
ac
h
 r
o
o
m
 t
e
m
p
er
at
u
re
 b
ef
o
re
 u
se
. 

Th
e
 u
se
 o
f a

 fi
na

l f
ilt
er
 is
 re

qu
ire

d 
d
u
ri
n
g 
ad

m
in
is
tr
at
io
n
 o
f 
al
l f
o
rm

u
la
ti
o
n
s 
co
n
ta
in
in
g 
P
ri
m
en

e 
an
d
 t
ra
ce
 e
le
m
e
n
ts
 (
in
cl
u
d
in
g 
co
p
p
e
r,
 

ir
o
n
, o
r 
zi
n
c)
 f
o
r 
re
m
o
va
l o
f 
vi
si
b
le
 p
ar
ti
cu
la
te
 m

at
te
r 
w
h
ic
h
 h
as
 b
e
e
n
 o
b
se
rv
ed

 in
 t
h
e
 in
fu
si
o
n
 li
n
e
 f
o
r 
so
m
e
 f
o
rm

u
la
ti
o
n
s.
 

Fo
r 
2
 in

 1
 (
am

in
o
 a
ci
d
 a
n
d
 c
ar
b
o
h
yd
ra
te
) 
p
ar
e
n
te
ra
l n
u
tr
it
io
n
 s
o
lu
ti
o
n
s,
 u
s e
 a
 0
.2
 m

ic
ro
n 
fil
te
r f
o
r 
re
m
o
va
l o
f 
p
ar
ti
cu
la
te
 m

at
te
r 
th
at
 

m
ay
 b
e
 f
o
rm

ed
 w
it
h
 t
h
e 
u
se
 o
f 
tr
ac
e 
el
em

en
ts
 (
e.
g.
 c
o
p
p
e
r)
. F
o
r 
3
 in

 1
 (
lip
id
, a
m
in
o
 a
ci
d
, a
n
d
 c
ar
b
o
h
yd
ra
te
) 
p
ar
e
n
te
ra
l n
u
tr
it
io
n
 

so
lu
ti
o
n
s,
 u
se
 a
 1
.2
 m

ic
ro
n 
fil
te
r f
o
r 
p
ar
ti
cu
la
te
 m

at
te
r 
re
m
o
va
l. 

P
er
fo
rm

 v
is
u
al
 in
sp
ec
ti
o
n
s 
fo
r 
cl
o
u
d
in
es
s 
o
r 
p
re
ci
p
it
at
io
n
 o
f 
th
e
 T
P
N
 s
o
lu
ti
o
n
, i
n
fu
si
o
n
 s
et
, c
at
h
et
er
 a
n
d
 in

‐l
in
e
 f
ilt
e
r 
af
te
r 

co
m
p
o
u
n
d
in
g,
 p
ri
o
r 
to
 a
d
m
in
is
tr
at
io
n
 a
n
d
 p
e
ri
o
d
ic
al
ly
 d
u
ri
n
g 
ad
m
in
is
tr
at
io
n
. I
f 
d
is
co
lo
u
ra
ti
o
n
 o
r 
p
re
ci
p
it
at
io
n
 is
 n
o
te
d
 in

 t
h
e
 f
ilt
er
, 

p
e
rf
o
rm

 b
lo
o
d
 le
ve
ls
 o
f 
co
p
p
e
r 
(o
r 
o
th
er
 t
ra
ce
 e
le
m
en

ts
) 
w
h
er
e 
m
e
d
ic
al
ly
 r
el
ev
an
t.
 

D
is
ca
rd
 a
n
y 
u
n
u
se
d
 c
o
n
te
n
ts
. D

o
 n
o
t 
re
co
n
n
e
ct
 a
n
y 
p
ar
ti
al
ly
 u
se
d
 c
o
n
ta
in
e
r.
 

D
o
 n
o
t 
co
n
n
e
ct
 c
o
n
ta
in
er
s 
in
 s
er
ie
s 
in
 o
rd
e
r 
to
 a
vo
id
 a
ir
 e
m
b
o
lis
m
 d
u
e
 t
o
 p
o
ss
ib
le
 r
es
id
u
al
 a
ir
 in

 t
h
e
 p
ri
m
ar
y 
co
n
ta
in
e
r.
 

P
ri
m
en

e 
m
u
st
 n
o
t 
b
e
 in
fu
se
d
 t
h
ro
u
gh

 t
h
e
 s
am

e
 t
u
b
in
g 
w
it
h
 b
lo
o
d
 o
r 
b
lo
o
d
 c
o
m
p
o
n
en

ts
 u
n
le
ss
 t
h
er
e 
is
 d
o
cu
m
e
n
ta
ti
o
n
 t
h
at
 it
 is
 s
af
e
. 

A
tt
ac
h
 a
d
m
in
is
tr
at
io
n
 s
et
. R

e
fe
r 
to
 ‘I
n
st
ru
ct
io
n
s 
fo
r 
U
se
’ a
cc
o
m
p
an
yi
n
g 
th
e
 s
e
t 

A
d
d
it
iv
es
 m

ay
 b
e
 in
co
m
p
at
ib
le
. 

D
o
 n
o
t 
ad
d
 o
th
e
r 
m
ed

ic
in
al
 p
ro
d
u
ct
s 
o
r 
su
b
st
an
ce
s 
w
it
h
o
u
t 
fi
rs
t 
co
n
fi
rm

in
g 
th
ei
r 
co
m
p
at
ib
ili
ty
 a
n
d
 t
h
e
 s
ta
b
ili
ty
 o
f 
th
e
 r
es
u
lt
in
g 

p
re
p
ar
at
io
n
. 

Ex
ce
ss
iv
e 
ad
d
it
io
n
 o
f 
ca
lc
iu
m
 a
n
d
 p
h
o
sp
h
at
e
 in
cr
ea
se
s 
th
e
 r
is
k 
o
f 
th
e
 f
o
rm

at
io
n
 o
f 
ca
lc
iu
m
 p
h
o
sp
h
at
e
 p
re
ci
p
it
at
es
. 

Th
e
 a
d
d
it
io
n
 o
f 
tr
ac
e 
el
em

en
ts
 m

ay
 c
au
s e
 f
o
rm

at
io
n
 o
f 
vi
si
b
le
 p
ar
ti
cu
la
te
 m

at
te
r.
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