








.
illll1TALCERT 

ITALCERT S.r.l. 
viale Sarca, 336 - IT 20126 MILANO Ml 

tel. +39 0266104876- fax +39 0266101479 
E- mail italcert@italcert.it
Notified Body n° 0426 

Annex 1 to the Certificate n
° 

062-03-00-DM 

- page 2 of 2 -

High pressure systems (class llb) 
PF-40xF-yyyy Pigtails far cylinders 
PF-40xP-yyyy Pigtails far cylinder bundles 
PF-40xT-yyyy High pressure flexible connections 
PF-42xy-zzzz Cylinder manifolds 

First stage regulation devices (class llb) 
PF-43xx-yyyy First stage regulators far medicai gas cylinder manifolds 
KT-43xx-yyyy Maintenance kits far first stage pressure regulators 
PF-51xx-yyyy Automatic change-over decompression units far medicai gases 
PF-52xx-yyyy Automatic change-over 
PF-53xx-yyyy Emergency decompression units far medicai gases 
PF-62xx-yyyy First stage regulators tor medicai gas cylinder manifalds 
KT-62xx-yyyy Maintenance kits far first stage pressure regulators 
PF-70xx-yyyy High-flow manual change-over safety decompression station far medicai gases 

Double-stage regulation devices (class llb) 
PF-54xx-yyyy Double-stage decompression units for medicai gases 
PF-56xx-yyyy Double-stage emergency decompression units far medicai gases 
PF-59xx-yyyy HTM 02-01 automatic manifalds far medicai gases 
PF-60xx-yyyy HTM 02-01 emergency reserve manifalds far medicai gases 

Milan, 2019-05-24 
dr. ing.�lito

Managing Director
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AT UYGUNLUK BEYANI 
EC Declaration of Conformity 

 
Bu ürünlerin Tıbbi Cihazlar Yönetmeliğinin (MDD 93-42 EEC) son yayımlanan gereksinimlerine göre üretilip 
kontrol edildiğini "İNSPİTAL" markasına ait olarak tamamen kendi sorumluluğumuz altında olduğunu beyan 
ederiz. /We declare that, these products which belong to "İNSPİTAL” brand are completely under our 
responsibility also producted and checked according to the requirements of latest revision of MDD 93-42 ECC. 
 

Üretici firma / Manufacturer: İNSPİTAL MEDİKAL TEKNOLOJİ ANONİM ŞİRKETİ 

Adres /Address: 
Karaoğlan mah. Kümeevler cad. No:745   

Gölbaşı / Ankara TÜRKİYE 

Tel / Phone : +90 312 619 02 22 

Faks / Fax: +90 312 619 02 25 

E-Mail: info@inspital.com 

Web: www.inspital.com 

Ürün Adı / Product Name: 
Medikal Gaz Sistemleri- Bölgesel Gaz Kontrol Kutuları 

Medical Gas Systems- Area Gas Control Panels 

Ürün Markası /Product Brand: İnspital 

Ürünün Modeli /Model of the Product: GZ71.58 GAZ KONTROL KUTUSU 1 GAZ W/O ALARM-SIVA ALTI 
GZ71.58 AREA GAS CONTROL PANELS 1 GAS W/O ALARM-UNDER PLASTER 
GZ71.59 GAZ KONTROL KUTUSU 1 GAZ ALARMLI-SIVA ALTI 
GZ71.59 AREA GAS CONTROL PANELS 1 GAS ALARM-UNDER PLASTER 
GZ71.60 GAZ KONTROL KUTUSU 2 GAZ W/O ALARM-SIVA ALTI 
GZ71.60AREA GAS CONTROL PANELS 2 GAS W/O ALARM-UNDER PLASTER 
GZ71.61 GAZ KONTROL KUTUSU 2 GAZ ALARMLI-SIVA ALTI 
GZ71.61 AREA GAS CONTROL PANELS 2 GAS ALARM-UNDER PLASTER 
GZ71.62 GAZ KONTROL KUTUSU 3 GAZ W/O ALARM-SIVA ALTI 
GZ71.62 AREA GAS CONTROL PANELS 3 GAS W/O ALARM-UNDER PLASTER 
GZ71.63 GAZ KONTROL KUTUSU 3 GAZ ALARMLI-SIVA ALTI 
GZ71.63 AREA GAS CONTROL PANELS 3 GAS ALARM-UNDER PLASTER 
GZ71.64 GAZ KONTROL KUTUSU 4 GAZ W/O ALARM-SIVA ALTI 
GZ71.64 AREA GAS CONTROL PANELS 4 GAS W/O ALARM-UNDER PLASTER 
GZ71.65 GAZ KONTROL KUTUSU 4 GAZ ALARMLI-SIVA ALTI 
GZ71.65 AREA GAS CONTROL PANELS 4 GAS ALARM-UNDER PLASTER 
GZ71.66 GAZ KONTROL KUTUSU 5 GAZ W/O ALARM-SIVA ALTI 
GZ71.66 AREA GAS CONTROL PANELS 5 GAS W/O ALARM-UNDER PLASTER 
GZ71.67 GAZ KONTROL KUTUSU 5 GAZ ALARMLI-SIVA ALTI 
GZ71.67 AREA GAS CONTROL PANELS 5 GAS ALARM-UNDER PLASTER 
GZ71.68 GAZ KONTROL KUTUSU 1 GAZ W/O ALARM SIVA ÜSTÜ 
GZ71.68 AREA GAS CONTROL PANELS 1 GAS W/O ALARM-ON PLASTER 
GZ71.69 GAZ KONTROL KUTUSU 1 GAZ ALARMLI SIVA ÜSTÜ 
GZ71.69 AREA GAS CONTROL PANELS 1 GAS ALARM-ON PLASTER 
GZ71.70 GAZ KONTROL KUTUSU 2 GAZ W/O ALARM SIVA ÜSTÜ 
GZ71.70 AREA GAS CONTROL PANELS 2 GAS W/O ALARM-ON PLASTER 
GZ71.71 GAZ KONTROL KUTUSU 2 GAZ ALARMLI SIVA ÜSTÜ 
GZ71.71 AREA GAS CONTROL PANELS 2 GAS ALARM-ON PLASTER 
GZ71.72 GAZ KONTROL KUTUSU 3 GAZ W/O ALARM SIVA ÜSTÜ 
GZ71.72 AREA GAS CONTROL PANELS 3 GAS W/O ALARM-ON PLASTER 
GZ71.73 GAZ KONTROL KUTUSU 3 GAZ ALARMLI SIVA ÜSTÜ 
GZ71.73 AREA GAS CONTROL PANELS 3 GAS ALARM-ON PLASTER 
GZ71.74 GAZ KONTROL KUTUSU 4 GAZ W/O ALARM SIVA ÜSTÜ 
GZ71.74 AREA GAS CONTROL PANELS 4 GAS W/O ALARM-ON PLASTER 
GZ71.75 GAZ KONTROL KUTUSU 4 GAZ ALARMLI SIVA ÜSTÜ 
GZ71.75 AREA GAS CONTROL PANELS 4 GAS ALARM-ON PLASTER 
GZ71.76 GAZ KONTROL KUTUSU 5 GAZ W/O ALARM SIVA ÜSTÜ 
GZ71.76 AREA GAS CONTROL PANELS 5 GAS W/O ALARM-ON PLASTER 
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GZ71.77 GAZ KONTROL KUTUSU 5 GAZ ALARMLI SIVA ÜSTÜ 
GZ71.77 AREA GAS CONTROL PANELS 5 GAS ALARM-ON PLASTER 
GZ71.83 GAZ KONTROL KUTUSU 1 GAZ ALARMLI – PASLANMAZ 
GZ71.83 AREA GAS CONTROL PANELS - STAINLESS STEEL - W 1 GAS - UNDER PLASTER 
GZ71.84 GAZ KONTROL KUTUSU 2 GAZ ALARMLI – PASLANMAZ 
GZ71.84 AREA GAS CONTROL PANELS - STAINLESS STEEL - W 2 GAS - UNDER PLASTER 
GZ71.85 GAZ KONTROL KUTUSU 3 GAZ ALARMLI – PASLANMAZ 
GZ71.85 AREA GAS CONTROL PANELS - STAINLESS STEEL - W 3 GAS - UNDER PLASTER 
GZ71.86 GAZ KONTROL KUTUSU 4 GAZ ALARMLI – PASLANMAZ 
GZ71.86 AREA GAS CONTROL PANELS - STAINLESS STEEL - W 4 GAS - UNDER PLASTER 
GZ71.87 GAZ KONTROL KUTUSU 5 GAZ ALARMLI – PASLANMAZ 
GZ71.87 AREA GAS CONTROL PANELS - STAINLESS STEEL - W 5 GAS - UNDER PLASTER 
GZ71.88 GAZ KONTROL KUTUSU 1 GAZ ALARMLI - SIVA ÜSTÜ – PASLANMAZ 
GZ71.88 AREA GAS CONTROL PANELS - STAINLESS STEEL - W 1 GAS - ON PLASTER 
GZ71.89 GAZ KONTROL KUTUSU 2 GAZ ALARMLI - SIVA ÜSTÜ – PASLANMAZ 
GZ71.89 AREA GAS CONTROL PANELS - STAINLESS STEEL - W 2 GAS - ON PLASTER 
GZ71.90 GAZ KONTROL KUTUSU 3 GAZ ALARMLI - SIVA ÜSTÜ – PASLANMAZ 
GZ71.90 AREA GAS CONTROL PANELS - STAINLESS STEEL - W 3 GAS - ON PLASTER 
GZ71.91 GAZ KONTROL KUTUSU 4 GAZ ALARMLI - SIVA ÜSTÜ – PASLANMAZ 
GZ71.91 AREA GAS CONTROL PANELS - STAINLESS STEEL - W 4 GAS - ON PLASTER 
GZ71.92 GAZ KONTROL KUTUSU 5 GAZ ALARMLI - SIVA ÜSTÜ – PASLANMAZ 
GZ71.92 AREA GAS CONTROL PANELS - STAINLESS STEEL - W 5 GAS - ON PLASTER 

  
Uygulanan Standartlar 

Applicable Harmonized Standards: 

EN 60601-1-8:2008, TS EN 7396-1:2016, TS EN 13485:2016, TS EN ISO 14971: 

2013, , TS EN ISO 15223-1: 2016, TS EN 62366-1:2015, EN 

1041:2008+A1:2013, TS EN 62304:2006, TS EN 60601-1:2009, TS EN 60601-1-

2:2015 

Uygunluk Değerlendirme Yolu: 

Conformity Assessment Route : 
MDD (93/42/EEC) EK II.3 

MDD (93/42/EEC) ANNEX II.3 

Ürün Sınıfı : 

Class of Product: 

EK 9, KURAL 11’e göre Sınıf IIb 

Annex 9, Rule11,  Class IIb 

GMDN Kodu / GMDN Code: 36271 

Onaylanmış Kuruluş Adı/ Name of 

Notified Body: 
Kiwa Belgelendirme Hizmetleri A.Ş 

Onaylanmış Kuruluş Adresi: 

Address of Notified Body:  

(İTOSB) İstanbul Tuzla Organize Sanayi Bölgesi Tepeören Mevkii34957 Tuzla-

İstanbul Türkiye 

Tel / Phone: +90 216 593 25 75  

E-Mail: posta@kiwa.com 

Onaylanmış Kuruluş Numarası /: 

Notified Body Number 
1984 

CE Sertifika Numarası/  
CE Certificate Number:                         

1984-MDD-18-535 Kalite Yönetim Temsilcisi 

Quality Management 

Represantative 

Yeşim SEKİZELMA 

CE İşareti Başlangıç 
Tarihi/   

Initial Date of CE Marking           
02.08.2018 

CE İşareti Bitiş Tarihi/ 
CE Certificate Valid 

Until:                        

10.05.2024                    

Yer & Yayın Tarihi/ Place and Date of 

Issue : 

İstanbul, Türkiye, 21.04.2021 / 
İstanbul, Turkey, 21.04.2021 

 

mailto:posta@kiwa.com
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EC DECLARATION OF CONFORMITY  
 
The manufacturer: 
 
Silmet S.p.A. – Via Martiri della Libertà, 31 
25030 – Torbole Casaglia (BS) Italy 
 
Declare that the seamless, round copper tubes for water and gas in sanitary and heating applications 
with an outside diameter of 6 - 76,1 mm, for: 
 
- Distributing networks for hot water and cold water 
- Hot water heating systems including panel heating systems (under-floor, wall, overhead) 
- Domestic gas and liquid fuel distribution 
- Drainage, and disposal of other liquids and gaseous waste 
- Fire suppression and extinction systems 
- Pressure and vacuum systems 

 
comply with the requirements of the following EC Directives, when installed according to national 
regulations 
 
 
89/106/EEC  EU Construction Products Directive 
97/23/EC EU Pressure Equipment Directive 
 
and  comply with the requirements of these directives is demonstrated thought conformity with the 
following standard: 
 
EN 1057:2010 Seamless, round copper tubes for water and gas in sanitary and heating 

applications 
 
Notified body: Identification No. DPC 0679 
 
CSTB 
84, avenue Jean Jaurès 
Champs sur Marne 
F-77447 Marne la Vallée CEDEX 2 
Test Report No.: CA 09-010 
 
 
   
   

Francesco Orio – Quality Manager  Pieralberto Ghidini – Managing Director 
 
 
April, 01 2010 
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BASIS FOR THE CE MARKING  

 
EN 1057:2010 Annex ZA 
Compliance with the Construction Products Directive 89/106/EEC 
 
Essential characteristic Result Remarks 
Reaction to fire Class A1 Decision of the Commission 96/603/EC, amended 

2000/605/EC 
Crushing strength NPD* Derived from wall thickness and mechanical 

properties 
Internal pressure NPD* Derived from wall thickness and mechanical 

properties 
Dimensional tolerances pass All tubes must meet the specified dimensional 

tolerances 
Resistance to high 
temperature 

suitable for 
use up to 
120 °C 

Temperatures found in heating system pipes have 
non significant influence on the mechanical 
properties of copper. Copper tubes can also be 
used for higher temperatures. National 
regulations must be observed when used at 
higher temperatures  

Weldability pass The suitability for welding is characteristic of the 
copper grade used for products and ensured 
through the control of the material composition 

Tightness pass All tubes must be subjected to leak-tightness 
testing 

Durability of crushing strength, 
internal pressure and tightness 

pass All tubes must meet the requirements regarding 
surface condition 

* Note: “No Performance Determined” according to EN 1057 ZA.3 
 
EN 1057:2010 Annex ZB 
Compliance with the Pressure Equipment Directive 97/23/CE 
  
Essential characteristic Remarks 
Material properties Material properties must be meet in accordance with the required 

mechanical properties. Copper is not susceptible to brittle fracture 
due to its face-centred cubic crystal structure 

Conformity of material and 
manufacturer's certified 
documentation 

On request, compliance of the product is confirmed by a certificate 
of the manufacturer according to EN 10204 Annex ZA 

 
GENERAL REMARKS  
 
• The CE marking ensures the free movement of goods within Europe. It does not replace existing 

national regulations for special applications (e.g. water, gas, sanitary, heating installations, etc.) 
 

• The copper tube is suitable for drinking water applications. The national regulations for drinking 
water applications remain applicable and must be followed. 

 
 
 
This declaration is no guarantee of properties in t erms of product liability. The safety information o f the product documentation must be 
observed. 
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