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Annex to the EC Certificate No. 5059

Revision status: 0
Valid from 2017-05-17 to 2020-05-16

Devices/device categories included in the certificate:

Class | s:

For the products listed below, review of the Quality Assurance System refers exclusively
manufacture concerned with securing and maintaining sterile conditions.

— Suction system filter, plume particulate

Class | m:

For the products listed below, the review of the Quality System refers exclusively t
manufacture concerned with the conformity of the products with the metrolog ,‘_gf

— Robotic surgical navigation system application software

{l
Class |l a: |l |
— Basic endotracheal tube, reusable M fif
—  Basic roller pump i
— Bone punch l}l
— Bronchoscopy tube ,’;{ -
— Cannulated surgical drill; reusable ]
-~ Endoscope assemb {:}n‘}?; ‘fff
— Endoscope leak te: J/% 557 ’tl,":,,";
= i osurgical - handpiece/electrode bipolar. reusable ¥
- Sl ek RS S 5
~  Endoscopic ir i#/’lf’%W 2 )
- o Al e it
Endoscopic needle l-’ al-purpose; reusable Y
- ENT probeﬁ,j{f / // //:////// 55':5?-}5'
—  Flexible fibi tic choledochoscope
" Flexible fibreaptic cystorathros

— Flexible
— Flexible
— Flexible

~  Flexible vi

— General-purpose su
— Haemorrhoid ligator s
- High-pressure medical gas tubing
— Laparoscopic multi-instrument access port, reusable -
~  Laparoscopic multi-instrument access port, single-use
— Laparoscopic sleeve :

— Laser lithotripsy system

— Line-powered surgical drilling system motor
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Annex to the EC Certificate No. 5059

Revision status: 0
Valid from 2017-05-17 to 2020-05-16

Devices/device categories included in the certificate:

Class |l a:

— Medical air low pressure tubing
— Microbial medical gas filter, sterile, single-use
— Operating room audiovisual data/device management system application software
— Orthopaedic burr, reusable

—  Orthopaedic burr, single use

— Oscillating surgical saw blade, reusable
— Oscillating surgical saw blade, single use
— Particulate water purification filter

— Proctoscope, reusable

— Rectoscope

— Resectoscope

— Rigid bronchoscope

— Rigid cystourethroscope

— Rigid endoscopic cannula, reusable
— Rigid endoscopic cannula, single use
— Rigid endoscopic grasping forceps

-~ Rigid endoscope sheath /

— Rigid endoscope telescope

-~ Rigid endoscope working guide

~  Rigid hysteroscope //'

— Rigid intubation la nyngos cope

— Rigid mediastino M S

- Rigid nephrosco -,,
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— Rigid oesoph /
— Rigid optical laparoscope
- Rigid urete of ﬁ;ﬁ’;‘ Y
- Rigid videqi{f 2 J; ’19,/; }.
~  Sagittal surgical a; vblade
— Sagittal si S3 /, 4
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- Surgical gouge
—  Surgical irrigation/aspiratio
—  Surgical irrigation/aspiratio
— Surgical irrigation tubing set, single-use
—  Surgical power tool system control unit,
—  Surgical power tool system handpiece, rotary,
—  Surgical utensil washer/decontaminator
- Tissue extraction bag :

— Tissue morcellation system

- Uterine manipulator

pﬁ'étifnatic
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Annex to the EC Certificate No. 5059

Revision status: 0

%\\\\kk.
Valid from 2017-05-17 to 2020-05-16 NN
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Devices/device categories included in the certificate:

Class Il b:

— Clip, surgical, suture
—  Electrohydraulic lithotripsy system
— Electromechanical orthopaedic extracorporeal shock wave therapy system
— Electrosurgical system generator
— Endoscopic electrosurgical electrode, bipolar, single-use
— Endoscopic electrosurgical electrode, monopolar, reusable
— Endoscopic electrosurgical electrode, monopolar, single-use
— Endoscopic electrosurgical handpiece/electrode, bipolar, reusable
— Endoscopic electrosurgical handpiece/electrode, monopolar, reusat
— Endoscopic electrosurgical handpiece/electrode, monopolar; =
— Gastrointestinal endoscopic insufflator
— Hysteroscopic irrigation/insufflation system
— Laser lithotripsy system
— Nasal snare, reusable

TS

—  Operating room audiovisual data/device manager
a /WW

ystem
— Operating room audiovisu ld / i /{": m-application softv
— Piezoelectric lithotripsy system
- Polymeric ureteral ste

- Ultrasonic lithotripsy en
- Ureteral stent-place //‘W'
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