
Certif icote
Production Quolity Assuronce System Approvol
Annex V of the Directive on Medicol Devices

ECM, Bismorckstr,l06,52066 Aochen, notified to EC under 0481 hereby
declores thot on exominotion of lhe under mentioned quolity ossuronce
system hos been corried out following lhe requirements of onnex V of the
Directive 93/42/EEC.

This certificote is issued on beholf of:

Mo n ufocturer

9Glens Medicol Ltd.
0berndorfer Str. 72,64347 Griesheim, Germcny

ECM certifies thot the quolity ossuronce system under which the products
lisled in onnex lto this certificote ore monufoctured conforms with the
requirements of onnex V of the Directive 93/42lEEC on medicol devices,

The opproved quolity ossuronce system is subject to periodic surveillonce
os defined by Annex V, section 4,

This Certificote is only volid for the products mentioned obove, Speciol
terms of volidity ore described in onnex lto this certificote,

Any substonliol chonges of the quolity 0ssuronce system or the listed
products which might offect conformity to onnex V of the Directive
93/42lEEC hove to be notified to ECM ond ore subject to o seporote
ossessm ent.

ecm

Report Number

38r -t 8-37

Aochen, Morch 29th, 2018

(

Registered under

2118104204E

Volid until

Morch 2{n,2023
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Annex I to Certificote Zl18/O42O4E
Number of Poges: 'l of 'l

This certificote is volid for the hereofter following devices:

Nome of product cotegory Nome of individuol type

.ecm
Zertifilierungsgesellschofl fUr

Medizinprodukie in Europo mbH

Nomencloture
cod er

r r -6630phtholmic ond opticol
products

Shields, Mechonicol, Eye

Speciol terms of volidity:

ln cose of closs lproducts or sterile procedure pocks occ. to orticle
12 (3) of the Directive 93l42lEEC the intervention of ecm is limited to
ospects of monufocture concerned with securing ond mointoining sterile
conditions- respectively the conformity with the metrologicol requirements.

'UMDNS Code is optionol



Certif icote
Full Quolity Assuronce System Approvol
Annex ll excluding (4) of the Directive on Medicol
Devices

ECM, Bismorckstr, 
.l06,52066 

Aochen, notified to EC under 0481 hereby
declores thot on exominotion of the under mentioned quolity ossur0nce
system hos been corried out following the requirements of onnex ll
excluding (4) of the Directive 93/42lEEC,

This certificote is issued on beholf of:

Mo nufocturer

9Glens Medicol ttd.
Oberndorfer Slr. 72,64347 Griesheim, Germony

ECM certifies thot the full quolity ossuronce system under which the
products listed in onnex lto this cerlificote ore monufoctured conforms
with the requirements of onnex ll excluding (4) of lhe Direciive
93/42/EEC on medicol devices.

The opproved quolily ossuronce system is subject to periodic surveillonce
os defined by onnex ll excluding (4), section 5,

This Certificote is only volid for the products mentioned obove. Speciol
terms of volidity ore described in onnex lto this certificote,

Any substontiol chonges of the quolity ossuronce system or the listed
products which might offect conformity to onnex ll of ihe Directive
93142/EEC hove to be notified to ECM ond ore subjectto o seporote
ossess m e nt.

ecm

Audit Report Number

38 r -r 8-37

Aochen, Morch 2gtn, 201 I

Registered under

2118104203E

Volid until

Morch 2{n,2023

rti tion Body

t

******* 'TffI""ffi;'*i
i*GJ "f,$ljffiffi

***i.* ztc-es-z4o.ro.rz



Annex I of Certificote Zl18/O42O3E
Poge 1 of 1

This certificote is volid for the hereofter following devices:

Nome of product cotegory Nome of individuol type

.ecm
ZertifiZierungsgesellschoft fUr

Medizinprodukle in Europo mbH

Ophtholmic ond opticol
products

0phtholmic ond opticol
products

Single use devices

Speciol' terms of volidity

None,

Lenses, introoculor

Lenses, lntrooculor, lridocopsulor
F ixotio n

Lubricoting Jellies

Nomenclotu re

cod e'

12-324

r 6-069

12-401

'UMDS Code is optionol



Certif icote
EC Des ig n Exo m in otio n
Annex ll.4 of the Directive on Medicol Devices

ECM, Bismorckstr. 
.l06,52066 

Aochen, notified to EC under 0481 hereby
declores thot o design exominotion hos been corried out on the device(s)
listed in onnex lto this certificote following the requirements of onnex ll,4
of the Directive 93142/EEC,

This certificote is issued on beholf of

Monufocturer

9Glens Medicol Ltd.
0berndorfer Str. 72,64347 Griesheim, Germony

ECM certifies lhot lhe design of the device(s) listed in onnex I to this
cerlificote conforms with the requirements of onnex ll,4 of the Directive
93l42lEEC on medicol devices,

This Certificote is only volid for the products mentioned obove. Speciol
terms of volidity ore described in onnex lto this certificote,

Any substontiol chonges of the exomined product design or chonges in
the monufocturing process which might offect conformity to the essentiol
requirements of the Directive 93/42/EEC or with the conditions
prescribed for use of the product hove to be notified io ECM ond ore
subject to o seporote opprovol.

ecm

Report Number

38t-2r36D4

Aochen, Jonuory 12th, 2018

Registered under

zlt8l04r 64E

Volid until

December 14n,2022
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Annex lof Certificote Zl18/O4l 64E
Poge 1 of 1

This certificote is volid for the hereofter following devices

Nome of product
coteg o ry

Nome of individuol type

Single use devices Lubricoting Jellies

Hyo lu ro note
lntro-orticulor lnjections

9G-Visc introortikul er 1,6o/o

9G-Visc i ntroo rti ku I or 2.2o,6

Speciol terms of volidity:

None.

.ecm
Zerlif i?lerungsgesellschofl ltir
Medizinprodukte in Europo mbH

N o menclotu re
coder

12-401

' UMDNS Code ist optionol



Certif icote
Quolity Monogement System

ecm Zertif izieru ngsgesellschoft f ii r Medizinprodu kte in
Europo mbH, Bismorckstr. 106, 52066 Aochen, Germcny,
hereby declqres th0t 0n ex0minotion of the under mentioned
quolity ossur0nce system hos been corried out f ollowing the
requirements of DIN EN ls0 13485:2016.

Through 0n 0udil perfolmed on beholf of

9Glens Medicol Ltd.
0berndorler Slr. 72,64347 Griesheim, Germony

it coulrl be demonstr0ted th0t 0 qu0lity m0n0gement system

occording to DIN EN ISO 13485:20 t 6
"Medicol devices - Qu0llty m0n0gemenl systems -
Requirements f0r regul0lory purposes"

for the monufoclure ond distribulion of ophtholmic
products

hos been estoblished ond implemenled.

Thls cerllllcole ls only volld under lhe condltions st0ted in the here0fler
mentloned ourlll reporl. Any subst0nti0l chonges ol lhe qu0lity
ossur0nce hove lo be nolifled to ECM 0nd 0re subjecl to 0 sep0rote
ossess m e nl.

,ecm

Report Number

381 'I 8.37
Registered under

2118104205E

Volid until

Morch 28th,2027

Aochen, Morch 2{n,2018
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