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EC CERTIFICATE
FULL QUALITY ASSURANCE SYSTEM

issued in accordance with Annex 2 of Government Order No. 54/2015 Coll.
(Annex II of Directive 93/42/EEC)

No.: MED 210009

The Electrotechnical Testing Institute, Notified Body No. 1014, on the basis of the carried out audit results has decided that the quality system
established at the

manufacturer GAMA GROUP a.s.
Minesova 11/3b, 370 01 Ceské Budé&jovice, Czech Republic

in manufacturing sites GAMA GROUP a. s. zdvod Jimramov
Ubusinsk4 20, 592 42 Jimramov, Czech Republic

for design, manufacturing and final inspection of medical device(s)
Catheters — class [la, see enclosure

meets the provisions of Annex 2 of Government Order No. 54/2015 Coll., which specifies technical requirements for medical devices (Annex
IT of Directive 93/42/EEC). The certificate does not cover examination of the medical device design in accordance with Annex 2 clause 8§ of
Government Order No. 54/2015 Coll. (Annex II clause 4 of Directive 93/42/EEC).

The notified body agrees with attaching its identification number 1014 to CE marking, which will be affixed to the above mentioned medical
device(s) in accordance with Article 6 of Government Order No. 54/2015 Coll. (clause 17 of Directive 93/42/EEC).

The decision was based on the results presented in the audit report No. MED000144-06/01 of: 04.05.2021,
MED000144-07/01 of: 04.05.2021, MED000144-09/01 of: 04.05.2021.

The approved quality system established at the manufacturer is subject to regular surveillance audits by the notified body in accordance with
Annex 2 clause 11 of Government Order No. 54/2015 Coll. (Annex Il clause 5 of Directive 93/42/EEC). The manufacturer must inform the
notified body which approved the quality system about any intention of substantial changes to the quality system or the product range covered.
In case that the conditions under which the certificate has been issued are violated, the notified body may suspend the validity of the
certificate or cancel the certificate.

For class IIl medical devices this certificate can be used only with EC Design-Examination Certificate issued in accordance with Annex 2
clause 8 of Government Order 54/2015 Coll. (Annex II clause 4 of Directive 93/42/EEC).

Edition [

The first issue of this Certificate from 07.05.2021 with validity until 26.05.2024
The validity of this Certificate is limited until: 26.05.2024

07.05.2021 /%////ﬂ

Prague Megr. Miroslav Sedlacek
Head of Certification Body Stamp
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Catheters — class Ila

Suction catheters

Endobronchial catheter CE-600

Suction catheter ORL

Suction catheter with CO, 1 BO, 2 mm (Ch 6) x 400 mm
Suction catheter with CO, 1 BO, 2,67 mm (Ch 8) x 400 mm
Suction catheter with CO, 1 BO, 3,33 mm (Ch 10) x 400 mm
Suction catheter with CO, 1 BO, 4 mm (Ch 12) x 400 mm
Suction catheter with CO, 1 BO, 4,67 mm (Ch 14) x 400 mm
Suction catheter with CO, 1 BO, 5,33 mm (Ch 16) x 400 mm
Suction catheter with CO, 1 BO, 6 mm (Ch 18) x 400 mm
Suction catheter with CO, 1 BO, 6,67 mm (Ch 20) x 400 mm
Suction catheter with CO, 1 BO, 7,33 mm (Ch 22) x 400 mm
Suction catheter with CO, 1 BO, 8,3 mm (Ch 25) x 400 mm

Neonatal catheters

Neonatal nutrition catheter CV-01

Neonatal umbilical catheter CP-01

Catheter for neonates of low birth weight CN-01
Catheter for neonates of low birth weight CN-01 100 cm

Rectal catheters

Rectal catheter with CO, 6,67 mm (Ch 20) x 150 mm
Rectal catheter with CO, 6,67 mm (Ch 20) x 200 mm
Rectal catheter with CO, 6,67 mm (Ch 20) x 300 mm
Rectal catheter with CO, 6,67mm (Ch 20) x 400 mm
Rectal catheter with CO, 10 mm (Ch 30) x 200 mm
Rectal catheter with CO, 10 mm (Ch 30) x 200 mm-MED
Rectal catheter with CO, 10 mm (Ch 30) x 300 mm
Rectal catheter with CO, 10 mm (Ch 30) x 400 mm
Rectal catheter with CO, 4 mm (Ch 12) x 120 mm
Rectal catheter with CO, 4,67 mm (Ch 14) x 120 mm
Rectal catheter with CO, 5,33 mm (Ch 16) x 120 mm
Rectal catheter with CO, 6 mm (Ch 18) x 120 mm
Rectal catheter with CO, 8,3 mm (Ch 25) x 150 mm
Rectal catheter with CO, 8,3 mm (Ch 25) x 200 mm
Rectal catheter with CO, 8,3 mm (Ch 25) x 300 mm
Rectal catheter with CO, 8,3 mm (Ch 25) x 400 mm

Urologic catheters

Catheter Nelaton with 2 BO, T, 2,67 mm (Ch 8) x 400 mm
Catheter Nelaton with 2 BO, T, 3,33 mm (Ch 10) x 400 mm
Catheter Nelaton with 2 BO, T, 4 mm (Ch 12) x 400 mm
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Catheter Nelaton with 2 BO, T, 4,67 mm (Ch 14) x 400 mm
Catheter Nelaton with 2 BO, T, 5,33 mm (Ch 16) x 400 mm
Catheter Nelaton with 2 BO, T, 6 mm (Ch 18) x 400 mm
Catheter Nelaton with 2 BO, T, 6,67 mm (Ch 20) x 400 mm
Catheter Nelaton with 2 BO, T, 7,33 mm (Ch 22) x 400 mm
Catheter Nelaton with 2 BO, T, 8,3 mm (Ch 25) x 400 mm
Catheter Nelaton with 2 BO, M, 2,67 mm (Ch 8) x 400 mm
Catheter Nelaton with 2 BO, M, 3,33 mm (Ch 10) x 400 mm
Catheter Nelaton with 2 BO, M, 4 mm (Ch 12) x 400 mm
Catheter Nelaton with 2 BO, M, 4,67 mm (Ch 14) x 400 mm
Catheter Nelaton with 2 BO, M, 5,33 mm (Ch 16) x 400 mm
Catheter Nelaton with 2 BO, M, 6 mm (Ch 18) x 400 mm
Catheter Nelaton with 2 BO, M, 6,67 mm (Ch 20) x 400 mm
Catheter Nelaton with 2 BO, M, 7,33 mm (Ch 22) x 400 mm
Catheter Nelaton with 2 BO, M, 8,3 mm (Ch 25) x 400 mm
Urologic catheter for women 3,33 mm (Ch 10) x 200 mm
Urologic catheter for women 4 mm (Ch 12) x 200 mm
Urologic catheter for women 4,67 mm (Ch 14) x 200 mm
Catheter Tiemann with 2 BO, 2,67 mm (Ch 8) x 400, T
Catheter Tiemann with 2 BO, 3,33 mm (Ch 10) x 400, T
Catheter Tiemann with 2 BO, 4 mm (Ch 12) x 400, T
Catheter Tiemann with 2 BO, 4,67 mm (Ch 14) x 400, T
Catheter Tiemann with 2 BO, 5,33 mm (Ch 16) x 400, T
Catheter Tiemann with 2 BO, 6 mm (Ch 18) x 400, T
Catheter Tiemann with 2 BO, 6,67 mm (Ch 20) x 400, T
Catheter Tiemann with 2 BO, 7,33 mm (Ch 22) x 400, T
Catheter Tiemann with 2 BO, 2,67 mm (Ch 8)x 400, M
Catheter Tiemann with 2 BO, 3,33 mm (Ch 10) x 400, M
Catheter Tiemann with 2 BO, 4 mm (Ch 12) x 400, M
Catheter Tiemann with 2 BO, 4,67 mm (Ch 14) x 400, M
Catheter Tiemann with 2 BO, 5,33 mm (Ch 16) x 400, M
Catheter Tiemann with 2 BO, 6 mm (Ch 18) x 400, M
Catheter Tiemann with 2 BO, 6,67 mm (Ch 20) x 400, M
Catheter Tiemann with 2 BO, 7,33mm (Ch 22)x 400, M

Catheters Redon

Catheter Redon 28 holes, 2 mm (Ch 6) x 700 mm
Catheter Redon 56 holes, 2 mm (Ch 6) x 700 mm
Catheter Redon 28 holes, 2,67 mm (Ch 8) x 700 mm
Catheter Redon 56 holes, 2,67 mm (Ch 8) x 700 mm
Catheter Redon 28 holes, 3,33 mm (Ch 10) x 700 mm
Catheter Redon 28 holes, 3,33 mm (Ch 10) x 1200 mm
Catheter Redon 28 holes, 4,67 mm (Ch 14) x 1200 mm
Catheter Redon 56 holes, 4,67 mm (Ch 14) x 1200 mm
Catheter Redon 28 holes, 5,33 mm (Ch 16) x 1200 mm o
Catheter Redon 56 holes, 5,33 mm (Ch 16) x 1200 mm
Catheter Redon 28 holes, 6 mm (Ch 18) x 1200 mm
Catheter Redon 56 holes, 6 mm (Ch 18) x 1200 mm
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Catheter Redon 28 holes, 4 mm (Ch 12) x 700 mm
Catheter Redon 28 holes, 4 mm (Ch 12) x 1200 mm
Catheter Redon 56 holes, 3,33 mm (Ch 10) x 700 mm
Catheter Redon 56 holes, 3,33 mm (Ch 10) x 1200 mm
Catheter Redon 56 holes, 4 mm (Ch 12) x 700 mm
Catheter Redon 56 holes, 4 mm (Ch 12) x 1200 mm
Catheter Redon 28 holes, 4,67 mm (Ch 14) x 500 mm
Catheter Redon 28 holes, 4,67 mm (Ch 14) x 500 mm
Catheter Redon 28 holes, 5,33 mm (Ch 16) x 500 mm
Catheter Redon 56 holes, 5,33 mm (Ch 16) x 500 mm
Catheter Redon 28 holes, 6 mm (Ch 18) x 500 mm
Catheter Redon 56 holes, 6 mm (Ch 18) x 500 mm
Catheter Redon 336 holes, 3,33 mm (Ch 10) x 1200 mm

Gastric catheters

Gastric catheter with CO, 4 mm (Ch 12) x 800 mm

Gastric catheter with CO, 6 mm (Ch 18) x 800 mm

Gastric catheter with CO, 6,7 mm (Ch 20) x 800 mm

Gastric catheter with CO, 10 mm (Ch 30) x 800 mm

Gastric catheter with CO, 11,6 mm (Ch 35) x 800 mm

Gastric catheter Levin with CO, 4 BO 2,67 mm (Ch 8) x 1000 mm
Gastric catheter Levin with CO, 4 BO 3,33 mm (Ch 10) x 1000 mm
Gastric catheter Levin with CO, 4 BO 4 mm (Ch 12) x 1000 mm
Gastric catheter Levin with CO, 4 BO 4,67mm (Ch 14) x 1000 mm
Gastric catheter Levin with CO, 4 BO 5,33mm (Ch 16) x 1000 mm
Gastric catheter Levin with CO, 4 BO 6 mm (Ch 18) x 1000 mm
Gastric catheter Levin with CO, 4 BO 6,7mm (Ch 20) x 1000 mm

End of list




