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Ente Certificazione Macchine srl 
Via  Ca’ Bella 243 – Loc. Castello di Serravalle – 40053 Valsamoggia (BO) 

 +39 0516705141   +39 0516705156   ecm@entecerma.it www.entecerma.it 

 

Garanzia di Qualità del Processo di Produzione 
Quality Assurance of the Production Process 

n. ECM PED-D1 2018-DD33 
Rilasciato i sensi della Direttiva 2014/68/UE – Allegato III 

Issued according to 2014/68/EU Directive – Annex III 
Fabbricante  
Manufacturer 

 

Ragione Sociale  
Company Name 

BIOBASE BIODUSTRY (SHANDONG) CO., LTD. 

Sede Legale 
Registered office 

No.2717 Gongyeyi Road, Mingshui Economic Developing Zone, Zhangqiu, Jinan, 
Shandong, China 

Sede Operativa  
Headquarters 

No.2717 Gongyeyi Road, Mingshui Economic Developing Zone, Zhangqiu, Jinan, 
Shandong, China 

Descrizione dell’attrezzatura/insieme  
Equipment/assemblies description 

Table Top Autoclave, Vertical Autoclave, Hand Wheel Vertical Autoclave,  
Horizontal Autoclave, Large Horizontal Autoclave, Cassette Sterilizer,  
Portable Autoclave 

Modelli 
Models 

BKM-Series, BKQ-Series, BKS-Series 

Fascicolo Tecnico n°  
Technical file no. 

TPMJ201806222564 

Dati tecnici 
Technical Data 

V: 1.8 to 352L 
PS: -1 to 3bar 
Fluid Group: 2 
Temperature Range: 0 to 150°C 
 

Questo certificato è basato sul rapporto di verifica ispettiva n. 
PTPRD01_DD33 emesso il 25/06/2018. 
I risultati delle verifiche periodiche del sistema qualità sono parte 
integrante di questa notifica. 
Questo Certificato di Notifica della garanzia di qualità della 
produzione è valido fino al 25/06/2021 e può essere ritirato se 
dalle verifiche ispettive di sorveglianza risulta che il sistema di 
qualità della produzione non è più conforme a quanto previsto 
dall’allegato III modulo D1. 

This certificate is based on the audit report no. PTPRD01_DD33 issued 
on 25/06/2018. 
The results of periodic audits of the quality system is an integral part 
of this notification. 
This Certificate of Notification of production quality assurance is valid 
until 25/06/2021 and can be withdrawn if surveillance audits show 
that the quality system of production no longer complies with the 
provisions in Annex III module D1. 

In accordo con quanto previsto nell’Allegato III modulo D1 della 
Direttiva 2014/68/UE la marcatura CE sul prodotto deve essere 
seguita dal n. 1282 che identifica ECM come l’Organismo Notificato 
incaricato della sorveglianza della produzione. 
 

In accordance with the Annex III module D1 of Directive 2014/68/EU 
the CE marking must be followed by n. 1282 that identifies ECM as 
Notified Body responsible for supervising the production. 

Esempio di marcatura  
Marking example          1282 

 

  

Data di prima emissione  
Date of first issue 26/06/2018 Estensione - Extension  Rinnovo - Renewal  
  

Valsamoggia (BO)                                                     Timbro 
Data - Date          26/06/2018 

 
Scadenza- Expiry date       25/06/2021 

 
Firma autorizzata 

Authorized signature 

 
____________________ 

Amanda Payne 
(Deputy Manager) 
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Allegato al Certificato n. 
Appendix to Certificate no. 

n. ECM PED-D1 2018-DD33 
Rilasciato i sensi della Direttiva 2014/68/UE – Allegato III 

Issued according to 2014/68/EU Directive – Annex III 

 

 
 
Richiedente  
Applicant 

 

Ragione Sociale  
Company Name 

BIOBASE BIODUSTRY (SHANDONG) CO., LTD. 

Sede Legale 
Registered office 

No.2717 Gongyeyi Road, Mingshui Economic Developing Zone, Zhangqiu, Jinan, Shandong, 
China 

Sede Operativa  
Headquarters 

No.2717 Gongyeyi Road, Mingshui Economic Developing Zone, Zhangqiu, Jinan, Shandong, 
China 

Apparecchio/insieme  
Equipment/assembly 

Table Top Autoclave, Vertical Autoclave, Hand Wheel Vertical Autoclave,  
Horizontal Autoclave, Large Horizontal Autoclave, Cassette Sterilizer, Portable Autoclave 

  

 
Apparecchio soggetto a sorveglianza  
Equipment subjected to surveillance  

 

BKM-Series, BKQ-Series, BKS-Series  

  

  

 
  

Valsamoggia (BO) 
 
Data - Date          26/06/2018 

 
                                                                                              Timbro 
 
 
 
Scadenza- Expiry date       25/06/2021 

 
Firma autorizzata 

Authorized signature 

 
 

____________________ 
Amanda Payne 

(Deputy Manager) 
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Doc 121 Voluntary Certificate rev 3.31 

CELAB®  
Via Maira snc  
04100 Latina 
Italy 

celab@celab.com 

CERTIFICATE 
 

Certificate Number UCN : 802497389091 

Job    : J27439 

Date of Issue    : 2019-09-09 

Certificate valid up to  : 2023-09-08 
 

Brand Name   : See Label 

Type     : Automatic chemistry analyzer  

Model N   : BK-1200, BK-800, BK-600, BK-500, BK-400, BK-280, BK-200, BK-200mini 

  
 

Manufacturer  : Biobase Biodustry(Shandong) Co., Ltd  
Address  : Biobase Industry Park, Crossing of Jingshi East Road and Mingbu Ro ad,  

Mingshui Economic Development Zone, Zhangqiu, Jinan City  Shandong Province, China 
 

Standard Used : EN 60601-1:2006+A1:2013 
 

Conclusion :  

After inspection of the technical documentation issued by the customer, and in his request, we express our 

opinion that the product meets the technical requirement of the following directives  and standards:  

93/42/EEC Medical devices (MDD)      
 

This opinion is only valid for the directive, the equipment and configuration described, in conjunction with the 

test data detailed above and with compliance with all applicable legal requirement for the product .  

The following manufacturer documents was inspected:  
 

Presence of Declaration of conformity template ✔ OK 

Presence of test report using standards as indicated in the declaration of conformity 

Test report reference : ESC-BBBS-2019-09-1C  
✔ OK 

 
Presence of symbol in the product  label.  ✔ OK 

Presence of instruction manual  ✔ OK 
Use of valid Harmonized standard in the declaration of conformity  ✔ OK 
Presence of product description in the technical construction file  ✔ OK 

 

Copyright of this Certificate is owned by CELAB
®
  Italy and may not be reproduced other than in full and with the 

prior approval of the General Manager. Use of this certificate is subjected to Celab regulation available on Celab 

web site.  

Check the authenticity of this certi ficate and related information before use in the web site 

www.celab.com introducing the UCN number in the ‘Check document authenticity’ area. You will see 

copy of this certificate and regulation on certificate use. This document is released only for scope 

allowed by laws- Do not use this document without full understanding of regulation.  

 

Massimiliano Bertoldi                       

General Manager – CELAB 
www.celab.com

mailto:celab@celab.com
http://www.celab.com/
http://www.celab.com/
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The validity of the certificate can be checked  through www.udemltd.com.tr.  The CE  mark shown on the right
can only be used under the responsibility of the manufacturer with the completion of EC Declaration of
Conformity for all the relevant Directives. This certificate remains the property of UDEM International Certification
Auditing Training Centre Industry and Trade Co. Ltd. to whom it must be returned upon request. The above
named firm must keep a copy of this certificate for 15 years from the registration of certificate. This certificate
only covers the product(s) stated above and UDEM  must be noticed in case of any changes on the product(s)

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Çankaya – Ankara – TURKEY

E-mail: info@udemltd.com.tr    www.udemltd.com.tr

Initial Assessment Date      :  15.08.2017

Registration Date         : 16.08.2017

Reissue Date/No         :  -

Expiry Date                                     :  15.08.2022

Certificate Number      : M.2016.201.N1827

ATTESTATION CERTIFICATE
OF ELECTROMAGNETIC

COMPATIBILITY AND LOW VOLTAGE DIRECTIVES
Technical file of the company mentioned below has been observed

 2014/30/EU Electromagnetic Compatibility Directive and
2014/35/EU Low Voltage Directives have been taken as references for these processes

Company Name       :  Biobase Biodustry (Shandong) Co., Ltd.

Company Address                   :  No.2717 Gongyeyi Road,Mingshui Economic Developing Zone,
                                                            Zhangqiu,Jinan,Shandong,China

Related Directives and Annex     :  2014/35/EU  Low Voltage Directive
                                                           2014/30/EU  Electromagnetic Compatibility Directive

Related Standards      :  EN 61010-1:2010;EN 61326-1:2013

Product Name                     :  Incubator

UDEM International Certification

Auditing Training Centre Industry

and Trade Co. Ltd.

Product Brand/Model/Type         : BJPX-C50,BJPX-C80,BJPX-C160,BJPX-C270,BJPX-H30,BJPX-H48II,BJPX-H50,
                                                                  BJPX-H64II,BJPX-H80,BJPX-H123II,BJPX-H160,BJPX-H230II,BJPX-H270,
                                                                  BJPX-B80,BJPX-B150,BJPX-B200,BJPX-B250,BJPX-B300,BJPX-B400,BJPX-HT150,
                                                                  BJPX-HT200,BJPX-HT250,BJPX-HT300,BJPX-HT400,BJPX-M150,BJPX-M200,
                                                                  BJPX-M250,BJPX-M300,BJPX-M400,BJPX-A250,BJPX-A300,BJPX-A400,
                                                                  BJPX-A500,BJPX-L150,BJPX-L250,BJPX-L300,BJPX-L400,BJPX-L500,BJPX-G,
                                                                  BJPX-200BX,BJPX-200CX,BJPX-P10,BJPX-P20,BJPX-103B,BJPX-100B,BJPX-200B,
                                                                  BJPX-1102,BJPX-2102,BJPX-1102C,BJPX-2102C,BJPX-2012,BJPX-2012R

Phone: +90 0312 443 03 90  Fax: +90 0312 443 03 76

Report No and Date                     :  OUCE-SH-174058
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