bsi.

EU Quality Assurance Certificate

Regulation (EU) 2017/745, Annex XI Part A

MDR 761643 R000

Manufacturer: Katena Products, Inc.

Address:

6 Campus Drive, Suite 310
Parsippany

New Jersey

07054

USA

Single Registration Number: US-MF-000020067

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex XI part A,

the quality system meets the requirements of the Regulation. For the placing on the market of Class III and Class IIb
devices an additional Annex X certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

C""‘M \W

Graeme Tunbridge, Senior Vice President Medical Devices
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EU Authorised Representative: Advena Ltd

Address:

Tower Business Centre
2nd Floor

Tower Street

Swatar, BKR 4013
Malta

ST

By Royal Charter

EU Authorised Representative: Emergo Europe B.V.

Address:
Prinsessegracht 20
2514 AP The Hague
The Netherlands
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Device Schedule: Class IIa, Custom-made and other devices

Dewceis) L RISIV(ﬁC*la_Silf»ICBtlon )
Single use disposable Ophthalmlc Cannulas Cystotomes Class Ila

Needles L
Single use ophthalmlc speculum - - C_‘?E?ﬂi,,,, -
Ophthalmlc sponge o lg_la_s_s  Is -
Instrument ",‘”Eei”QCPE[“iE'.Sh'_e'd. . Caesls
_Single use ophthalmic lenses - _ClassIs
_Single use lens forceps  CassIs
Single use lens ring ) ) - - Class s
VGeneraI Surgery mstruments reusable - Class VIrW -
Sharp mst@ments reusable R _C[ass r
_Suture instruments, _Le}4§?,b|‘?_,, . ClassI
ENT instruments, reusable ngssg o
Mlcrosurgery lnrsrt[urinept_s_wrieyrsatgl‘ey S ClassIr
_Ophthﬁal@p‘lgg_y;xgst[uments reusable - Class [r_ N
_Ophthalmology reusable measuring gauges and calllpers Class Ir&Im

By Royal Charter

For Class Is dewces the Notified Body conformlty assessment is limited to the aspects relatmg to estabhshlng, securlng and

maintaining sterile conditions.

For Class Im devices, the Notified Body conformity assessment is limited to the aspects relating to the conformity of the devices

with the metrological requirements.

For Class Ir devices (Class I re-usable surgical instruments), the Notified Body conformity assessment is limited to the aspects

relatnng to the reuse of the dewce

First Issued: 2022-08-05 Date: 2022-08-05
Validity of this certif s quality system being maintained to
throt ed Parl\/

Thi d electronical I/ and is I) ound by the conditions of the contract.

NB Contact: BSI Group The Ne |Ilr‘f]()r(’i_x B.V., Say B
Corporate Contact:
A Member of the BSI Group

9, 1066 EP,
wmber 0547

of Companies

the requirements

Expiry Date: 2027-08-04
..making excellence a habit’

™

Page 3 of 4

of the Regulation as demonstrated

I: + 31 (0) 20 346 07 80
London, W4 4AL, UK.




bsi.

EU Quality Assurance Certificate

Regulation (EU) 2017/745, Annex XI Part A

MDR 761643 R000

Certificate History

Date Reference Number Action
Current 3563219 Issued
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