oUdcCceEdduMDROOO

gogn goobcCEDUOUOMDROOD

godn gooobobbbouoggooon

HEN .00/0

goon

goon goobbobbboooooobbbbd4os-
100101

goon 0755-23572571 18681488190

HREREEN

1.0000CEDOMDROD)D OO

O000000OMDRODDOUOODOODDOODDOOODDOMDDOY/42/EECOODD0DOODDOOD0

AIMDO O DO90/38S/EECH D U DUOU0DOODDbOO0b0ooeUODbOObDbOOonoDOd

20000CEDOMDROO)ODDOOODO

gobbobbbodoooobbobbboddogooboobbooooooboboobbouoooad
goobobbooooooobbbbbdooooobbbbbuooogg

iD0o0oboboobooboboon

i00o000ob0o0oooobooobon

iD0o0oboboobooboboon

ioogn



J00obocCEDOoMmbrROO)ODOO

gopooobobobooooooobbbbbodooooubbbbMEDDEV
2400000000000 0RueD D O0Db0O0ODbO0b 0D DOoObDbOOobDDbO

1) Class I other 100 0 [

2) Class I sterile 100 00 O

3) Class I measurement function 100 0 [

4) Class Ila 2a[]

5) Class 11b 2b0

6) Class 11 and Class 111 with medicine 301 [0 301 O O

A0000CEDDOMDROO)ODOO

HOOoO00

2)0000

0000

H0000

S5 )0000/o0bn/ooNCcObnoon

5..0000CEDOMDROO)ODDOOD0DDOOO:



1. Information about manufacturer™ O O O O O Name and address of manufacurer, Location and address of
manufactureand designC D O OO0 000000000 O0OO

1.1 Decleration of Conformityd OO [0 OJ

1.2 European Representative [J [1 [ [J

2. Information about producttd [J 00 O

2.1 Product description,if applicable clear definition of the product models and its
accessories 0 O OO0 0 00oOoOoOooOoOOoOoOoOoon

2.2 Intended use of product] O O O O O

2.3ProductLabel O O O O

2.4 Classification of the productd [0 [0 [

2.5 List of standards used O O O

2.6 Essential requirements (Annex-1) O O O OO0 00 00O

2.7 Risk analysistJ O OO O

2.8 Product Lifetimed O O O

3. Technical specifications of productd O 0 0 O 0O 0O 0

3.1 List of components, Specifications of used materials including confomity certificates,datasheets ,test
reports.Information about critical
suppliers.0 00 0000000 DOO0ODOODODOOOOOOODOOODOOOODOO

3.2 Technical DrawingsCJ O O [

3.3 Description of product manafacturing, special processes, flowcharts,used records
etc00000000O0OODODOOOOOOOOOO



3.4 Sterilization validation data, packaging specifications O O O OO0 0 0O 0O 0O O O

3.5 Biocompability conformity datall 0 0 0 0 0O 0O O O

3.6 Product test reports] 0 0O 00 00 [

3.7 Software validation O O O O O

3.8ClinicaldataC] O O O


http://www.tcpdf.org

