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Certifi!cate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

ZARYS International Group
Spoétka z ug;ﬁ:azunq odpowiedzialnoscia,
5

komandytowa

ul. Pod Borem 18
41-808 Zabrze

Polska

has established and applies a quality management system for medical devices

for the following scope:

(see attachments for scope and site included)

Proof has been fumished that the requirements specified in
!

EN ISO 13485:2016
are fulfilled. The guality managementl is subject to yearly surveillance.
Effective Date: 2019-07-11 I
Certificate Registration No.: SX 60140840 0001
i
An audit was performed. Report No.: 26300232 013
This Certificate is valid until; 2020-06-08

((pAKks

Alkraditie
D-ZM-14169-01-02

Date 2019-07-11

TOV Rheinland LGA Products GmbH - Tillystrafe 2 - 90431 Nifnk
s-mai-car-validtyRoe ¥

Tel: +48 221 808-13T1 Fax: +48 221 B06-3035 o

Certification Body

TUVRheinland

e B com Rt tuv. comisafety
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TUVRheinland
TUV Rheinland R s M
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg
Attachment to
Certificate
Registration No.:  SX 60140840 0001
Report No.: 26300232 013
Organization: ZARYS International Group
Epﬁka z n-nran[:zonq odpawiadzlalnuiclq,
koman
. Pod Borem
41-!#3 Zabrze
Polska
Scope: Design and development, manufacture and distribution
of sterile: surgical kits, procedure sets, surgical drapes
and sets of surgical drapes.
Manufacture and disctribgtion of sterile and non-sterile
disposable medical deviges and non-sterile reusable
medical devices.
Distribution of in-vitrg medical devices.
Certification Body
:?;r;'.
' DAKKS
oo - - Deutsche
— Akkredi
[-IM-14165-01-02
Date: 2019-07-11
Rafal Byczkowski
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Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

i Date: 2019-07-11

B O T L LR T T s e T e e——

TOV Rheinl
LGA Products
TillystralRe 2, 90431

SX 60140840 0001
26300232 013

ZARYS International Gr

up
Spotka z ograniczong nﬁp-uwlulzlalnniciq,

s komand a
ul. Pod Borem 18
41-808 Zabrze
Polska

Site included;

ZARYS International Grou
Spolka ® ograniczona odg
spolka komandytowa

ul. Guetawa Eiffel'a 15
44-109 Gliwice

Poland

Activity:

nd
mbH

Niirnberg

P
jowiedzialnoscia

S ®
TUVRheinland

Dec., 2/2, Ray. O

Storage, rolease and digtribution of medical devices

ertification Body
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Manufacturer: ZARYS International Group

Tﬂvnhemlaﬁd

EC Certificate

Directive ESMZIEE?::nnx v

Production Quality urance
Medical Devices

Registration No.: DD le 39535 0001

Report No.: 26300232 017

Spolka z ograniczona odpawiedzialnoscia,

spolka komandytowa
ul. Pod Borem 18
41-808 Zabrze

Polska

Products: (see attachments for prodycts and sites included)

Replaces BC Certificate, Registration No.: DD 60117020 0001

Expiry Date: 2024-05-27

Annex V of the directive 93/42/EEC have
has established and applies a quality
, defined by Annex V, section 4 of the

lib and class |il devices covered by this

The Notified Body hereby declares that the requirements
been met for the listed products. The above named man
assurance system, which Is subject to periodic surveilla
aforementioned directive, For placing on the market of cla
certificate an EC type-examination certificate according to

Effective Date: 20159-06-09

Date: 2018-05-27

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notifigd Body according to Directive BSJWEEC/"?
concerning medical devices with the Identification number 014 _
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TUVRheinland

TUV Rheinland Doc. 1/6, Rev. ©
LGA Products GmbH
TillystraBe 2, 90431| Niirnberg

Attachment to
Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: m International Grpu
polka z ograniczona udpnwi-dziainuuiu.
ka l:ommd a
. Pod Bore
41-!0! Zahrzn
Polska

Products included:

= 5terile and non-sterile cutting gauze

- Non-sterils dressing gauze

- Sterile and non-sterile gauze swabs
{with or without X-ray thread)

- Sterile and non-gterile gadze lap spongep
(with X-ray thread/ with X-ray chip)

- Starile and non-sterile gauze balls
(with or without X-ray thread)

- 8terile and non-sterile gaure rolls
{with or without X-ray thread)

- Bterile and non-sterile non-woven awabs
(with or without X-ray thread)

- Bterile paraffin gauze dressings

= Bterile three-way stopcocks

- Sterile transfusion sets for single use

- Sterile infusion sets for single use

- Sterile extension tubes for infusion pump

Date: 2018-05-27

Rafal Byczkowski
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Attachment to
Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017
Manufacturer: ZARYS International G
Immand a
ul. Pod Borem
41 -808 Zabrze

Products included:

TUV Rheinland

LGA Products

mbH

TillystraBe 2, 90431| Niirnberg

Polska

- Sterile endotracheal tubes
- Sterile tracheostomy tubes
- Sterile breathing circuits

- Bterile

- Non-sterile anaesthetic masks

- Bterile
- Brerile
- Bterile
- Btexile
- Sterile
- Stearile
= Bterile
- Sterile
- Sterile
- Bterile
- Brerile
= Btarile
- Bterile
= Sterile
- Bterile
- Bterile

Date: 2019-05-27

catheter mounts

laryngeal masks

oxygen masks

Multi-Vent masks
non-rebreath masks
nebulizer masks

nasal oxygen cannulas
nebulizer sets

oxygen tubing

suction catheters
abdominal drains

feeding tubes

stomach and duodsnal tubes
urclogy cathetars
surgical suction sats
surgical suction cannulas
syringes for single use

Nptified Body

up
Bpﬂﬁm z ograniczona ofipowiedzialnoscia,

TUVRheinland

Doe. 2/6, Rev. O

Rafal Byczkowski
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Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Producte included:

Sterile
Sterile
Steriles
Sterile
Sterile
Sterile
Bterile
Sterile

Date: 2019-05-27

insulin syringes
tuberculin syringes
hypodermic needles
insulin pen needles
bloocd lancets

IV cannulas

needle free valves
surgical gloves

TUV Rheinland g
LGA Products GmbH
TillystraBe 2, 90431|Niirnberg
DD 60139535 0001
26300232 017
ZARYS International Group
Spolka z nnranlczona powiedzialnoscia,
s olka komand
. Pod Borem
41 -808 Zabrze
Polska

3/6,

Tﬁvﬁhﬂlnlaﬁd

Rev. 0
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TUVRheinland
TOV Rheinland Pl A1 T
LGA Products GmbH
| TillystraBe 2, 90431|Niirnberg
. Attachment to
Certificate
! Registration No.: DD 60139535 0001
| Report No.: 26300232 017
Manufacturer: ZARYS International Group
Spolka z ograniczona ol,lpuwhdzmnmm,
spolka koman

ul. Pod Borem 18
41-808 Zabrze
Polska

Products included:

For the follewing medical devices the scop
only the aspscts of manufacture concerned

securing and maintaining sterile conditiong:

- Adhesive cannulla Fixation dressings
- Adhesive wound dressings

- Eye pads

- Incise f£ilme

- Transparent film dressings
- Foam dressings

- Absorbent wound dressings
- Surgical gewns

- Surgical drapes

- Sets of surgical drapes

- Fluid eollesction pouches

- Nelaton cathaters

Date: 2019-05-27
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TUVRhelnland

Tﬁv Rheinland Doc. 6/6, Rav. O
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

. Attachment to
Certificate
Registration No.: DD 60139535 0001
Report No.: 26300232 017

I Manufacturer: ZARYS International G

p

Spolka z ograniczona cﬁ:owlndzinlnustin.

sroﬂu komand a
. Pod Borem 18

41-808 Zabrze

Polska

Products included:

only the aspects of manufacture concerned
gecuring and maintaining sterile conditio

Por the following medical devices the sco covVars
]:ith
5

- Vaginal speculums

- Cervical brushes

- Urine bags

- Tongue depressora

- Guadel airwave

- Intubation etylets

- Endotracheal tube holders
= Bucticn tubes

| - Withdrawal cannulas

- Alginate dressings

- Cannula stoppers

= Unbilical cord clamps

Date: 2019-05-27

T o e P i ]

T = e
T I T et 1 T T e g LA |




T ————— w1 Tar e o e

Attachment to
Certificate
Registration No.:
Report No.:

Manufacturer:

Products included:

ZNRYS Internaticnal Group

Spolka z ograniczona odpowliedzialnoecia,
spolka komandytowa

ul. Gustawa Eiffel'a 15

44-10% Gliwice
Poland

Activity: Production

Date: 2019-05-27
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TUV Rheinl
LGA Products
TillystraBe 2, 9043

DD 60138535 0001
26300232 017

ZARYS International Gfo

- ®
TUVRheinland
nd Doc. 6/6, Hew. 0
mbH
Niirnberg

8paih z ograniczona udpuwladzinlnmln,

Ika kumnndrtowa
u . Pod Borem 18

41-808 Zabrze
Polska
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