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Certificate of Compliance 
 

No. 0P171016.JBBTQ23 

Technical Construction File no. TJS201710132133 

 

Certificate’s 

Holder: 

Jinan Biobase Biotech Co., Ltd. 
Room 501, Tianqiao District Technology Center, 

No. 6 Lanxiang Middle Road, Tianqiao District, Jinan 

 

Certification ECM 

Mark: 

 

Product: Centrifuge 

Model(s): (see the following annex I) 

Verification to: Standard: 

EN 61326-1:2013, EN 61000-6-1:2007, 

EN 61000-6-3:2007+A1:2011+AC:2012, 

EN 61010-1:2010,  

EN 60204-1:2006+A1:2009+AC:2010 

 
related to CE Directive(s): 

2014/35/EU (Low Voltage) 

2014/30/EU (Electromagnetic Compatibility) 
 
Remark: The product(s) has been verified on a voluntary basis. The product(s) satisfies the requirements of 

the Certification Mark of ECM, in reference to the above listed Standard(s). The above Compliance Mark 

can be affixed on the product(s) accordingly to the ECM regulation about its release and its use. The 

regulation can be found at www.entecerma.it. This Certificate of Compliance can be checked for validity 

at www.entecerma.it 

This verification doesn’t imply assessment of the production of the product(s). 
 

Additional information, clarification about the  Marking: 

 

We attest that a TCF for the  Marking process is in place. Whereas the 

Manufacturer is Responsible to start the  Marking Certification Procedure and to 

perform all the necessary activities, as required by the Directive before placing the 

 Mark on the product(s). 

 

Date of issue 16 October 2017 
 

Chief Manager 

Marco Morina 

 Expiry date 15 October 2022 
 

Deputy Manager 

Amanda Payne 

  

  European 
Conformity 

Type 

Approved 

http://www.entecerma.it/
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Annex I 
 

No. 0P171016.JBBTQ23 

Technical Construction File no. TJS201710132133 

 

Model(s): Mini-4K, Mini-6K, Mini-7K, Mini-10K, Mini-10K+, Mini-15K, Mini-4610K, 

Mini-4610KII, Mini-4KH, Mini-6KH, Mini-10KH, LC-HD, LC-4KII,  

LC-H4KII, LC-4KA, LC-4K-2, LC-5K, LC-4KB, LC-4KC, LC-T4K, LC-H4K, 

BKC-TL4,BKC-TL4II, BKC-TL4III, BKC-TL4IV, BKC-TL5VII, BKC-TL5III, 

BKC-TL5IV, BKC-TL5, BKC-TL5II, BKC-TL6, BKC-TL6II, BKC-TL4V,  

BKC-TL5VI, BKC-TL5V, BKC-TL6III, BKC-TL6IV, BKC-TL6V, BKC-TL5L, 

BKC-TL5LII, BKC-TL5RIV, BKC-TL6R, BKC-TL8R, BKC-VL5R, BKC-VL6R, 

BKC-VL8R, BKC-TL5R, BKC-TL5RII, BKC-TL5RIII, BKC-TL5RL,  

BKC-VL6RLII, BKC-VL6RL, BKC-VL7RL, BKC-VL8RL, BKC-MH16, 

BKC-TH16, BKC-TH18, BKC-TH16II, BKC-TH18II, BKC-TH21,  

BKC-TH18R, BKC-TH18RII, BKC-TH23R, BKC-TH16R, BKC-TH20R,  

BKC-TH16RII, BKC-TH20RII, BKC-TH12R, BKC-TH16RIII, BKC-TH20RIII, 

BKC-TH24RII, BKC-VH20R, BKC-VH21RII, BKC-TH23RII, BKC-TH24R, 

BKC-TH24RL, BKC-VH20RII, BKC-VH21RL, BKC-VH10RL, BKC-TH20RL, 

BKC-TH21RL, BKC-GC12, BKC-GC24, BKC-PCR16, BKC-PRP5,  

BKC-MF5A, BKC-MF5B, BKC-MF5C, BKC-AU4, BKC-AU5, BKC-AU5R, 

BKC-BB6, BKC-BB6A, BKC-BB7, BKC-HC12A, BKC-TB12, BKC-TB4K, 

BKC-OIL5VII 
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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) 

 

 
 
 
 
 
 

FINE DEL CERTIFICATO – END OF CERTIFICATE 
 
















	ISO 13485-0
	ISO 13485-I
	ISO 13485-II
	ISO 13485-III
	ISO 13485-IV
	ISO 13485-V

		2020-09-25T16:17:20+0300
	Moldova
	MoldSign Signature


		2021-08-25T12:53:53+0300
	Moldova
	MoldSign Signature




