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Siemens Healthcare Diagnostics Inc. hereby declares that the medical device(s) specified on the following page 
conform(s) to all applicable requirements of REGULATION (EU) 2017/746 for in vitro diagnostic medical devices. 

Legal Manufacturer 

Name and Address Siemens Healthcare Diagnostics Products Ltd.  
Glyn Rhonwy  
Llanberis, Gwynedd, LL55 4EL,  
United Kingdom  

 

Single Registration Number (SRN) GB-MF-000016339 

Place(s) of Manufacture 

Name and Address Siemens Healthcare Diagnostics Products Ltd.  
Glyn Rhonwy  
Llanberis, Gwynedd, LL55 4EL,  
United Kingdom  

 

Authorized Representative 

Name and Address Siemens Healthcare Diagnostics Manufacturing Ltd. 
Chapel Lane  
Swords, Co. Dublin, Ireland 

Single Registration Number (SRN) IE-AR-000006763 
 

 
 
 
 
 
 
 
 
 
 
 
This declaration of conformity is issued under the sole responsibility of Siemens Healthcare Diagnostics Products Ltd.. 

This declaration of conformity supersedes any declaration issued previously for the same product. 

On Behalf of Siemens Healthcare Diagnostics Products Ltd.: 

{{SigB_es_:signer1:signatureblock}} 

{{N_es_:signer1:fullname:dimension(width=3.5in)}} 

{{Ttl1_es_:signer1:title:dimension(width=3.5in) }} 

{{location_es_:signer1:default("Llanberis, Gwynedd, UK "))}} 

 {{Dte1_es_:signer1:date:font(name=Roboto):align(center)}} 

 
 

Signature:

Email:

Electronically signed by:
Idrissa Sparks-Tillman
Reason: I am approving
this document
Date: May 17, 2022
09:47 EDT

Idrissa Sparks-Tillman May 17, 2022

Senior Manager, Regulatory Affairs

Llanberis, Gwynedd, UK

idrissa.sparks-tillman@siemens-healthineers.com



 

 

E
U

 D
e

cl
ar

a
ti

o
n

 o
f 

C
o

n
fo

rm
it

y
 

 

 D
o

cu
m

e
n

t 
N

um
be

r:
 D

o
C

_
IV

D
R

_
IM

M
U

LI
T

E
 2

0
0

0
 3

g
A

lle
rg

y 
S

pe
ci

fic
 I

gE
 S

am
pl

e
 D

ilu
e

n
t 

  
   

V
e

rs
io

n
: 

1 
S

ie
m

en
s 

H
ea

lth
ca

re
 D

ia
g

n
os

tic
s 

U
n

re
st

ri
ct

e
d 

P
ag

e
 2

 o
f 

2 
  L

is
t 

o
f 

P
ro

d
u

c
t(

s)
 

S
ie

m
e

n
s 

M
a

te
ri

a
l 

N
u

m
b

e
r 

(S
M

N
) 

P
ro

d
u

ct
 N

a
m

e 
C

a
ta

lo
g

u
e

 N
u

m
b

e
r 

(R
E

F
) 

L
e

g
ac

y 
P

a
rt

 
N

u
m

b
e

r 
B

a
s

ic
 U

D
I-

D
I 

R
is

k
 C

la
ss

 

1
02

8
30

3
3

 
IM

M
U

L
IT

E
 2

0
00

 3
g

 
A

lle
rg

y 
S

p
ec

ifi
c 

Ig
E

 
S

a
m

p
le

 D
ilu

e
n

t 
L

2
U

N
Z

 
L

2
U

N
Z

 
04

0
56

8
69

0
02

18
U

Y
 

 
A

 

In
te

n
d

ed
 P

u
rp

o
s

e
 

S
ie

m
e

n
s 

M
a

te
ri

a
l 

N
u

m
b

e
r 

(S
M

N
) 

P
ro

d
u

ct
 N

a
m

e 
In

te
n

d
ed

 P
u

rp
o

se
 

1
02

8
30

3
3

 
IM

M
U

L
IT

E
 2

0
00

 3
g

 A
lle

rg
y 

S
p

ec
ifi

c 
Ig

E
 S

am
p

le
 D

ilu
e

nt
 

F
o

r 
on

-b
o

ar
d

 d
ilu

tio
n 

o
f 

sa
m

pl
es

. 

 


