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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until 25/06/2021 and can be withdrawn if surveillance audits show 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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Ente Certificazione Macchine srl 
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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 
 





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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Managing Director 

' UK A S 
MAN.<\GEMENT 

SYSH:MS 

015 

Certificate Number 

Date: 
Reissue Date: 
Valid Until: 

EACCode: 

45013 

09 July 2018 

16 November 2020 
09 July 2021 

13/19 

fiJ ...... ..,.,. ... ~ .. ~ 
The use of the UKAS Accreditation ~ark indicates accreditation in respect of those activities covered by the accreditation certificate number 

015 
held by NQA 

NOA ,s a trading name of NOA Cert,ficat,on L,m,ted, Registration No 09351758. Registered Office· Warwick · 
Thrs certjfjcate is the property of NQA and must be returned on request . House, Houghton Hall Park, Houghton Regis, Dunstable, LU5 5ZX, UK 



This is to certify that the Quality Management System of 

Biobase Biodustry (Shandong) Co., Ltd. 
Unified Social Credit Code: 913701 &l 79&89855X7 
Operation Address: Biobasc Biodustry Park, Crossing of East Jingshi Road and Mingbu Road, Mingshui Economic Development 
Zone, Zhangqiu, Jinan City, Shandong Province, China(Oflice, R&D. Production);No.5 l, South Gongye Road, Jinan City, Shandong 
Province, China(Produetion, Sale); 8# Xinyue Industrial Park, Mingshui Economic Development Zone, Zhangqiu, Jinan City, 
Shandong Province, China(R&D, Production) 
Registered Address: Biobase Biodustry Park, Crossing of East Jingshi Road and Mingbu Road, Mingshui Economic Development 
Zone, Zhangqiu, Jinan City, Shandong Province, China 

applicable to 

R&D, production and sales or in vitro diagnostic kits (reagents for protein detection, reagents for sugar detection, reagents for enzyme 
detection, reagents for lipid detection, reagent~ for inorganic ion detection, reagents for autoantibody detection, reagents for the 
detection of other physiological, biochemical or immunological indicators), biosafety cabinet, air purifier, pressure steam sterilil.er, 
blood bank refrigerator, microbial incubator, automated ELISA processor, diluent for hematology analyzer, hemolysin for hematology 
analyzer, ELISA microplate washer, laboratory refrigerator, automatic chemistry analyzer, infectious patients transporting negative 
pressure isolation chamber, automatic chemiluminescence analyzer, nucleic acid extraction instrument and automatic nucleic acid 
extraction instrument (within the scope of qualification) 

has been assessed and registered by NQA against the provisions of 

ISO 9001:2015 

This registration is subjectto the company maintaining a quality management system, to the 
above standard, which wilLbe monitored by NQA. 
Certi~ed Clients shall accept regular surveillance assessments, the validity of certificates shall be 
maintai,ned for the positive resu,lt of audit. 
The information of this certificate can be checked on CNCA's website (www.cnca.gov.cn) 
SNQA's website: www.snqa.com.cn 

Managing Director 

' UKAS 
MANAGEMENT 

~YSHMS 

015 

CD 
Certificate Number 

Date: 
Reissue Date: 
Valid Until: 

EAC Code: 

45013 

09 July 2018 
16 November 2020 
09 July 2021 

13/ 19 

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number o l 5 held by NQA. 

NOA is~ trad'",g name of NOA Certification Limited, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park. Houghton Regis, Dunstable LUS SZX UK 
This certificate 1s the property of NQA and must be returned on request. · ' · 



• 

m-u~mJ:1H~~: s131O1s119sassssx1 &••~= w*•m~*•liAA*&m*•~&+*~~AA-~2ww*~•~~® c~0. aa.~~>; w* 
smm*I*~~s1• c~~-ffi~); w*•m~*~liAA*&m*•~&~I~~u caa.~~) 
~M•~= w*•m~*•liAA*&m*•~&+*~~AA~~~ww*~-~~~ 

•*•~~Macm~~a••M•M. m~••••M~M-ffl~~---M•M-ffl~~---M•M
ffl~~m•~•••M•M-ffl~~-tt•••M•M-ffl~~-~~- ~~-~-~~ffi~--M-M), 
~tE~~~- ~ffl~ii»~P.&l!ffa. ffn~5~~ooa • .11D.;f;~fiUi, ~~~ffi;JiU~ffffi, ~~j;JJ-~Ii-t=~ • .IIII. 
~~#ffiffl~ff-. .llil.~~#•m••M-•~m-~m~~ffl-~~-~ft#ffi&. ft•••~•~ffi~~ 
~ . ~~j;,tjf.t~~B'c~J;Ett. ~IU!Ulltt. ~~-~MtUllttMM:iiJf • • ~JXflltillffi <~~i~i'iJmllJJt;J ) 

ISO 13485: 2016 

tt Jift !B! *-m ~n ~,~ ~ JmJ:jtij;ffi m f* M= Jt lffi::S:tfE.iH* * , * m NQA ~ff _ll{t ~ o ~~-ffl~~~Mtt~&•••*~--~~. ~~~~--~-*iiE~m .. i riJtt llil * vdJE,A PJ'Ji{r'li~~:EJJ[~ .IJ1 ~1C1JWJM < WWW. cnca. gov. en) J:il:nu 
SNQA il:m!ixx.ilTfi : www.snqa.com. en 

Managing Director 

' UKAS 
.1\-\ANAGfM[NT 

SY~f l:M!> 

015 

Certificate Number 

Date: 
Reissue Date: 
Valid Until: 

45014 

09 July 2018 

16 November 2020 
09 July 2021 

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA. 

NQA is a trading name of NOA Certification Limited, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LU5 szx, UK. 
This certificate is the property of NQA and must be returned on request. 



This is to certify that the Quality Management System of 

Biobase Biodustry (Shandong) Co., Ltd. 
Unified Social Credit Code: 91370l 8179889855X7 
Operation Address: Biobase Biodustry Park, Crossing of East Jingshi Road and Mingbu Road, Mingshui Economic Development 
z~:me, Zhangqiu, Jinan City, Shandong Province, China(Officc, R&D, Production);No.51, South Gongye Road, Jinan City, Shandong 
Province, China(Production, Sale); 8# Xinyue Industrial Park, Mingshui Economic Development Zone, Zhangqiu, Jinan City, 
Shandong Province, China(R&D, Production) 
Registered Address: Biobase Biodustry Park, Crossing of East Jingshi Road and Mingbu Road, Mingshui Economic Development 
Zone, Zhangqiu, Jinan City, Shandong Province, China 

applicable to 

R&D, production and sales of in vitro diagnostic kits (reagents for protein detection, reagents for sugar detection, reagents for enzyme 
detection, reagents for lipid detection, reagents for inorganic ion detection, reagents for autoantibody detection, reagents for the 
detection of other physiological, biochemical or immunological indicators), biosafety cabinet, air purifier, pressure steam sterilizer, 
blood bank refrigerator, microbial incubator, automated ELISA processor, diluent for hematology analyzer, hemolysin for hematology 
analyzer, ELISA microplate wa~hcr, laboratory refrigerator, automatic chemistry analyzer, infectious patients transporting negative 
pressure isolation chamber, automatic chemiluminescence analyzer, nucleic acid extraction instrument and automatic nucleic acid 
extraction instrument (within the scope of qual ification) 

has been assessed and registered by NQA against the provisions of 

ISO ·13485: 2016 

This registration is subject to the company maintaining a quality management system, to the 
above standard, which will be monitored by NQA. .. 
Certified Clients shall accept regular surveillance assessments, the validity of certificates shall be 
maintained for the positive re.suit of audit. 
The information of this certificate can be checked on CNCA's website (www.cnca.gov.cn) 
SNQA's website: www.snqa.com.cn 

Managing Director 

' UKAS 
MANAGEMfNT 

~VSl~M!> 
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Certificate Number 

Date: 
Reissue Date: 
Valid Until: 

45014 

09 July2018 
16 November 2020 
09 July 2021 

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activities covered by the accreditation certificate number 015 held by NQA 

NOA is a trading name of NOA Certification Limijed, Registration No 09351758. Registered Office: Warwick House, Houghton Hall Park, Houghton Regis, Dunstable, LU5 5ZX, UK. 
This certificate is the property of NQA and must be returned on request. 
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