


Certificate of Compliance 
 

 
 

We hereby declare that the technical file of product complied with the requirement of directives 

(98/79/EC) In-Vitro Diagnostic Devices Directive. 

 

Certificate No.:  CE-12574 

Manufacturer   
Name  : M/S. HIMEDIA LABORATORIES PVT. LTD. 
 

Address        : 23, VADHANI INDUSTRIAL ESTATE LBS MARG,  

                            MUMBAI- 400086, MAHARASHTRA, INDIA 

Products       : HI-GEL™ RUN0610, HI-GEL™ RUN1014, ELECTROPHORESIS POWER SUPPLY(4  

TERMINAL), ELECTROPHORESIS POWER SUPPLY (2 TERMINAL), HI-GEL™ RUN0608, HI ECO MINI  

HORIZONTAL ELECTROPHORESIS SYSTEM, WEE VERT® PROTEIN ELECTROPHORESIS SYSTEM,  

WEE BLOT™ ELECTROPHORESIS SYSTEM, HI-GEL™ RUN 100 WELL, HI-GEL™ CASTER,  

CELLULOSE ACETATE ELECTROPHORESIS SYSTEM, PRIMA DUO, PRIMA 96, ECO 96, PRIMA TRIO,  

PRIMA 96PLUS, PRIMA 384, WEE 16®, WEE 32®, WEE 16 GO®, INSTA Q96®, INSTA Q48®M4, INSTA  

Q48®M2, INSTA Q96® PLUS, INSTA Q96®-6.0, INSTA NX®, INSTA NX® MAG32, INSTA NX® MAG96,  

HI-UV MAX, HI-WHITE SET, HI-UV INTENSE, HI-UV DUO, TABSPIN®006, TABSPIN®012, HI- 

REFRI™24, HIPER® TEMP SHAKER, HIPURA® SANITIZER, WEE DRY™    

The Certification body has performed an audit of the above product quality system covering the 

design, manufacture and final inspection of the certified product. The quality system has been 

assessed, approved and is subject to continuous surveillance according to Directive (98/79/EC)  

In-Vitro Diagnostic Devices Directive. 

 

This certificate is issued under the following conditions: 
   

 

1. It applies only to the quality system maintained in the manufacture of above referenced 

models and it does not substitute the design or type-examination procedures, if requested. 

2. The certificate remains valid until the manufacturing conditions or the quality systems are 

changed. 

3. The certificate validity is conditioned by positive results or surveillance audits. 
  

 

The CE mark as shown above can be used, under the responsibility of the manufacturer, after 

completion of an EC Declaration of conformity and compliance with all relevant EC Directives. The 

statement is based on a single evaluation of one sample of above mentioned product. It does not imply 

an assessment of the whole production. 

  

Validity of this certificate can be verified at www.ukcertifications.co.uk/verify 
  

Date of Certification 

1st Surveillance Audit Due 

2nd Surveillance Audit Due   

16th March 2021 

15th March 2022 

15th March 2023 

 

Certificate Expiry (subject to the company maintaining its 

system to the required standard) 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

15th March 2024 

 

 

 
 

Authorised Signatory     

 



CERTIFICATE
Quality Austria

has issued an IQNet recognized certificate that the organization:

HiMedia Laboratories Pvt. Ltd.
Plot NO. C40, ROAD - 21Y, WAGLE INDUSTRIAL ESTATE,

THANE (WEST) - 400604 MAHARASHTRA, INDIA

for the following scope:

Design, Development & Testing of Biosciences Products for application in Microbiology,
Animal Cell Culture & Molecular Biology products

EAC: 34

has implemented and maintains a

QUALITY MANAGEMENT SYSTEM

which fulfils the requirements of the following standard

ISO 13485:2016

Issued on: 2022-02-28

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a stand-alone document

Validity date: 2025-02-27

Quality Austria certified since: 2022-02-28

AT-00391/0Registration Number: 

Mag. Friedrich Khuen-Belasi
Authorised Representative

of Quality Austria

Alex Stoichitoiu

President of IQNet

IQNet Partners*:
AENOR Spain  AFNOR Certification France   APCER Portugal  CCC Cyprus  CISQ Italy

 CQC China  CQM China  CQS Czech Republic  Cro Cert Croatia  DQS Holding GmbH Germany  EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia   Inspecta Sertifiointi Oy Finland  INTECO Costa Rica

 IRAM Argentina  JQA Japan  KFQ Korea  MIRTEC Greece  MSZT Hungary  Nemko AS Norway  NSAI Ireland  
NYCE-SIGE México  PCBC Poland  Quality Austria Austria  RR Russia  SII Israel  SIQ Slovenia  

SIRIM QAS International Malaysia  SQS Switzerland  SRAC Romania  TEST St Petersburg Russia  TSE Turkey  YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-certification.com



CERTIFICATE

Quality Austria - Trainings, Zertifizierungs und 
Begutachtungs GmbH awards this qualityaustria 
certificate to the following organisation:

This qualityaustria certificate confirms the application 
and further development of an effective 

QUALITY MANAGEMENT SYSTEM
complying with the requirements of standard

ISO 13485:2016
Medical devices - Quality management systems - 
Requirements for regulatory purposes

HiMedia Laboratories Pvt. Ltd.
Plot NO. C40, Road - 21Y, Wagle Industrial Estate,
Thane (West) - 400604 Maharashtra, INDIA

Design, Development & Testing of Biosciences Products 
for application in Microbiology, Animal Cell Culture & 
Molecular Biology products

Quality Austria - Trainings,
Zertifizierungs und

Begutachtungs GmbH is
accredited according to

the Austrian Accreditation
Act by the BMWFW
(Federal Ministry of

Science, Research and
Economy).

Quality Austria is
accredited as an
organisation for

environmental verification
by the BMLFUW (Federal

Ministry of Agriculture,
Forestry, Environment and

Water Management).

Quality Austria is
authorized by the VDA

(Association of the
Automotive Industry).

For accreditation
registration details please

refer to the applicable
decisions or recognition

documents.

Quality Austria is the
Austrian member of IQNet
(International Certification

Network).

Registration No.: 00391/0

Date of initial issue: 28 February 2022

Valid until: 27 February 2025

The validity of the qualityaustria certificate will be 
maintained by annual surveillance audits and one 
renewal audit after three years.

Vienna, 28 February 2022

Quality Austria - Trainings, Zertifizierungs und Begutachtungs GmbH,
AT-1010 Vienna, Zelinkagasse 10/3

Mag. Christoph Mondl
General Manager

Mag. Dr. Werner Paar
General Manager

Mag. Dr. Anni Koubek
Specialist representativeThe current validity of the certificate is documented exclusively on the Internet under 

http://www.qualityaustria.com/en/cert         EAC: 34
c74e1d5d-8d70-4bfe-
a660-b5ea89bf3600



Methylene blue trihydrate, Practical grade GRM956 

Product Identifier 

CAS No. : 7220-79-3 
EC No. : 200-515-2 
C.I. No. : 52015 
Molecular Formula : C₁₆H₁₈ClN₃S.3H₂O 
Molecular Weight : 373.90 
HS Code : 3212 90 90 
Storage : Below 30°C 
Shelf life : 4 years 
 

Technical Specification 
Appearance : Green to dark green crystals or powder with metallic luster 
Solubility  : 20 ppm in water yields clear blue solution 
Absorption maxima  : 658 - 668 nm (20 ppm in water) 
Loss on drying (at 105°C, 2 hr)  : 8.00 - 18.00% 

Safety Information 

Hazard Pictogram(s) : 

Signal Word : Warning 
Hazard Statement(s) : H302- H315- H319- H335 
Precautionary Statement(s) : P261- P305+P351+P338 
UN No. : Not dangerous goods 
Class : - 
Packing Group : - 
RTECS : SP5740000 
WGK : 3 

Product InformationProduct Information 
Revision :    03 

Date of Revision: 19.05.2022

Address : C-40, Road No.21/Y, MIDC, Wagle Ind. Area, Thane(W) - 400604, Maharashtra, India. Phone:+91-022-6147 1919, 6903 48 00  
Fax:+91-022-6147 1920,6903 48 90  email : info@himedialabs.com. Visit us at our website: www.himedialabs.com 
The information contained herein is believed to be accurate and complete. However no warranty or guarantee whatsoever is made or is to be implied with 
respect to such Information or with respect to any product, method or apparatus referred to herein 



CERTIFICATE
Quality Austria

has issued an IQNet recognized certificate that the organization:

HiMedia Laboratories Pvt. Ltd.
Plot NO. C40, ROAD - 21Y, WAGLE INDUSTRIAL ESTATE,

THANE (WEST) - 400604 MAHARASHTRA, INDIA

for the following scope:

Design, Development & Testing of Microbiology, Animal Cell Culture,
Plant Tissue Culture & Molecular Biology products

EAC: 34

has implemented and maintains a

QUALITY MANAGEMENT SYSTEM

which fulfils the requirements of the following standard

ISO 9001:2015

Issued on: 2022-02-28

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a stand-alone document

Validity date: 2025-02-27

Quality Austria certified since: 2022-02-28

AT-27302/0Registration Number: 

Mag. Friedrich Khuen-Belasi
Authorised Representative

of Quality Austria

Alex Stoichitoiu

President of IQNet

IQNet Partners*:
AENOR Spain  AFNOR Certification France   APCER Portugal  CCC Cyprus  CISQ Italy

 CQC China  CQM China  CQS Czech Republic  Cro Cert Croatia  DQS Holding GmbH Germany  EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia   Inspecta Sertifiointi Oy Finland  INTECO Costa Rica

 IRAM Argentina  JQA Japan  KFQ Korea  MIRTEC Greece  MSZT Hungary  Nemko AS Norway  NSAI Ireland  
NYCE-SIGE México  PCBC Poland  Quality Austria Austria  RR Russia  SII Israel  SIQ Slovenia  

SIRIM QAS International Malaysia  SQS Switzerland  SRAC Romania  TEST St Petersburg Russia  TSE Turkey  YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-certification.com



CERTIFICATE

Quality Austria - Trainings, Zertifizierungs und 
Begutachtungs GmbH awards this qualityaustria 
certificate to the following organisation:

This qualityaustria certificate confirms the application 
and further development of an effective 

HiMedia Laboratories Pvt. Ltd.
Plot NO. C40, Road - 21Y, Wagle Industrial Estate,
Thane (West) - 400604 Maharashtra, INDIA

Design, Development & Testing of Microbiology, Animal 
Cell Culture, Plant Tissue Culture & Molecular Biology 
products

QUALITY MANAGEMENT SYSTEM
complying with the requirements of standard

ISO 9001:2015Quality Austria - Trainings,
Zertifizierungs und

Begutachtungs GmbH is
accredited according to

the Austrian Accreditation
Act by the BMWFW
(Federal Ministry of

Science, Research and
Economy).

Quality Austria is
accredited as an
organisation for

environmental verification
by the BMLFUW (Federal

Ministry of Agriculture,
Forestry, Environment and

Water Management).

Quality Austria is
authorized by the VDA

(Association of the
Automotive Industry).

For accreditation
registration details please

refer to the applicable
decisions or recognition

documents.

Quality Austria is the
Austrian member of IQNet
(International Certification

Network).

Registration No.: 27302/0

Date of initial issue: 28 February 2022

Valid until: 27 February 2025

The validity of the qualityaustria certificate will be 
maintained by annual surveillance audits and one 
renewal audit after three years.

Vienna, 28 February 2022

Quality Austria - Trainings, Zertifizierungs und Begutachtungs GmbH,
AT-1010 Vienna, Zelinkagasse 10/3

Mag. Christoph Mondl
General Manager

Mag. Dr. Werner Paar
General Manager

Mag. Dr. Anni Koubek
Specialist representativeThe current validity of the certificate is documented exclusively on the Internet under 

http://www.qualityaustria.com/en/cert         EAC: 34
1702280c-6c19-4683-
8f36-3ea2e4167c18
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