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S/N: 005574 

No.: ICR/VC/HM230686 

Name and address of  
Applicant 

Infitek Co., Ltd. 
Rm. 2014, Bldg. 3, Ligaoguojihuayuan, No. 1222, West Aoti Road, Lixia District, Jinan, 
Shandong, China 

Name and address of  
manufacturer:  

Infitek Co., Ltd. 
Rm. 2014, Bldg. 3, Ligaoguojihuayuan, No. 1222, West Aoti Road, Lixia District, Jinan, 
Shandong, China 

Product name: Autoclaves & Sterilizers 

Product types: BCS Series,  BGS Series,  STGB Series,  STP-A Series,  STP-E Series,  STP-M Series,   
STC Series,  STB-N Series,  STB-BZ Series,  STB-BB Series,  STB-B-2A Series,   
STB-B-2B Series,STB-B-3A Series,  STB-B-3C Series,  STB-NA Series,  STB-B-3D Series,   
STB-B-3B Series,  STB-N Series,  STH Series,  STH-ND Series,  STV Series,   
STV-AI Series,  STV-AII Series,  STV-I Series,  STV-II Series,  STV-III Series,   
STV-APV Series,  DOF-HAS II Series,  DOF-HAS E Series,  DOF-HAS Series,   
STV-PV Series,  STB Series,  STP Series,  BII Series,  BIK Series,  STA Series,   
STA-FM Series,  STA-WM Series,  BR Series,  BI Series,  BI-S Series,  BI-H Series,   
BI-EO Series,  STP Series,  STP-A Series,  STP-M Series,  STP-E Series,  BCS-A Series,   
BCS-B Series,  STUV Series 

Product trademark: Infitek 

Verification was carried within following scope: 

 
Information on the Declaration of Conformity: 

 

Result: Legislation: Standard: 

 

 

LVD 

EMC 

EN 61010-1:2010+A1:2019  

EN IEC 61326-1:2021    

The assessment process has been carried out in accordance with individual rules and conditions agreed with the applicant. 
Evaluation has been carried out in accordance with: 

Test report: EC.INFI.20230626-R111 
EC.INFI.20230626-R112 

 

Tests conducted by: Infitek Co., Ltd.  
  

Issue date: 29.06.2023 
Expiration date: 28.06.2028 









This system is valid for the

Issue

Spain European Certified organization Limited
WWW.CCE-ISO.COM

Medical Management System Certification

Award

Infitek Co., Ltd.
Rm. 2014, Bldg. 3, Ligaoguojihuayuan, No. 1222, West Aoti Road, Lixia District, Jinan, Shandong

The Medical management system of the above

organizations has been reviewed and complied with

ISO 13485:2016
Requirements of applicable clauses of Medical

management system standards

R&D,production and sales of class I and
class II medical device, laboratory device,
ecological environment monitoring and
testing device, gas and liquid separation

and purification device
Under the condition that the certificate holder's management system continues to
Meet the management system standards,the certification deadline is three years.

And query on www.cce-iso.com. The validity of this certificate must be confirmed by
the center through regular supervision and review.

Certificate NO：2335ES02103M

Date of issue：July 12,2023 Valid period：July 11,2026
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