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Declaration of the applicant
Please select the relevant Directive and Annex on page 1.
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Code 
of facilities
Scope
of facilities
Name of facility
Address of facility
European
Authorized
Representative
Internal
Manufacturing
Facility
External
Manufacturing
Facility
Research &
Development
Original
Equipment
Manufacturer
Please enter product details below or use a separate controlled list which makes reference to this application (e.g. by refering to the application date)
Product name
(as listed on label)
General product
group name
Classification
Rule
including
subclause
according to
Annex IX
Device
Class
Allocation of
all products
into Device
Subcategories
[NBOG BPG
2009-3]
Allocation of
class IIb
products into
Generic Device
Groups
GMDN
number
for
class llb
products
only
TD/DD
identifier
Choose from above
code of facilities
Summary list of
related facilities
Code of
EU-REP
[see
above]
8.2.1.4029.1.523496.503950
EAR(1)
IMF(1)
EMF(1)
R&D(1)
OEM(1)
Sterilization facility Radiation(1)
Sterilization facility Gas(1)
Sterilization facility Heat(1)
Sterilization facility: Other sterilization methods(1)
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