


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 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

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



A-516, Swastik Disha Business Park, Via Vadhani Indl. Est., LBS Marg, Mumbai-400 086, India. Phone:+91-022-6147 1919
Fax:+91-022-6147 1920 Gram : STERILITY . 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

Product
Information

GRM076 Phenolphthalein, Hi-CertTM/ACS

Product Number Packing

GRM076 : 100G

GRM076 : 1KG

GRM076 : 25G

Product Information

Product Code

Product Name

Synonym

Molecular Formula 
Molecular Weight 
CAS No.

EC No.

HS Code

Colour Index No. 
Shelf Life

: GRM076

: Phenolphthalein, Hi-CertTM/ACS
: 3,3-Bis(4-hydroxyphenyl)-1(3H)-isobenzofuranone 
: C20H14O4

: 318.32

: 77-09-8

: 201-004-7

: 2932 20 10

: 764

: 4 years

Technical Specification

Appearance : White to light yellow powder

Solubility : 10 ppm in 0.1M sodium hydroxide yields clear solution

Visual pH Transition : pH 8.00 (colourless) - pH 10.00 (red)

FTIR : Matches with the standard pattern

Absorption maxima 1 : 369 - 379 nm (10 PPM in 0.1M NaOH)

Absorption maxima 2 : 547 - 557 nm (10 ppm in 0.1M NaOH)

GHS Safety Information

Hazard Statement(s) : H341-H350-H361

Precautionary Statement(s) : P201-P281-P308+P313

Signal Word : Danger

Hazard Pictogram(s)

Risk and Safety Information

R-Phrase(s) : 40

S-Phrase(s) : 36/37

WGK : 3

RTECS : SM8380000

Storage Temperature(°C) : Store below 30°C

Hazard Symbol(s)



A-516, Swastik Disha Business Park, Via Vadhani Indl. Est., LBS Marg, Mumbai-400 086, India. Phone:+91-022-6147 1919
Fax:+91-022-6147 1920 Gram : STERILITY . 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

Product
Information

Transport Information

Marine Pollutant : No

ADR/RID : Not Dangerous Goods

IMDG : Not Dangerous Goods

IATA : Not Dangerous Goods



A-516, Swastik Disha Business Park, Via Vadhani Indl. Est., LBS Marg, Mumbai-400 086, India. Phone:+91-022-6147 1919 Fax:+91-022-6147 1920 Gram : 
STERILITY . 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 

Bromocresol green, Hi-Cert™/ACS  
(pH indicator) 

GRM118 

Product Identifier 

CAS No. : 76-60-8 
EC No. : 200-972-8 
Molecular Formula : C₂₁H₁₄Br₄O₅S 
Molecular Weight : 698.01 
HS Code : 2934 99 00 
Storage : Below 30°C 
Shelf life : 4 years 
   
 

Technical Specification 
Appearance : White to yellow to brown crystals or powder or solid  
Solubility  : 20 ppm in methanol yields clear solution 
Visual pH Transition  : pH 3.80 (yellow) to pH 5.40 (blue) 
Loss on drying (at 110°C, 1 hr)  : <= 3.00% 
Absorption maximum  : 422 - 426 nm (20 ppm in methanol) 
 
Safety Information 
 
UN No. : Not dangerous goods 
Class : - 
Packing Group : - 
RTECS : Not available 
WGK : 3 
   
 
 

 

 

 

 

Product Information 

 

Product Information 
Revision :    00 

Date of Revision: 19.12.2018 



A-516, Swastik Disha Business Park, Via Vadhani Indl. Est., LBS Marg, Mumbai-400 086, India. Phone:+91-022-6147 1919
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----------------------------------------------------------------------------------------------------------------------------------------------------------------------------
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

Product
Information

GRM520 Diphenylamine, Hi-ARTM/ACS

Product Number Packing

GRM520 : 250G

GRM520 : 500G

Product Information

Product Code

Product Name

Synonym

Molecular Formula

Molecular Weight

CAS No.

EC No.

HS Code

Shelf Life

: GRM520

: Diphenylamine, Hi-ARTM/ACS 
: N-Phenylaniline 
: (C6H5)2NH
: 169.22

: 122-39-4

: 204-539-4

: 2921 44 00

: 4 years

Technical Specification

Appearance : White to yellow to brownish crystals or powder or flakes or chunks

Solubility : 33.3 mg soluble in 1 mL of alcohol

FTIR (Kbr disc) : Matches with the standard pattern

Melting range : 50 - 55°C

Assay (GC) : min. 98.00%

GHS Safety Information

Hazard Statement(s) : H301+H311+H331-H373-H410

Precautionary Statement(s) : P261-P273-P280-P301+P310-P311-P501

Signal Word : Danger

Hazard Pictogram(s)

Risk and Safety Information

R-Phrase(s) : 23/24/25-33-50/53

S-Phrase(s) : 28-36/37-45-60-61

WGK : 3

RTECS : JJ7800000

Flash Point(°F) : 307.4°F

Flash Point(°C) : 153°C

Storage Temperature(°C) : Store below 30°C

Hazard Symbol(s)

Transport Information



A-516, Swastik Disha Business Park, Via Vadhani Indl. Est., LBS Marg, Mumbai-400 086, India. Phone:+91-022-6147 1919
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----------------------------------------------------------------------------------------------------------------------------------------------------------------------------
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

Product
Information

UN No. : 3077

Class : 9

Packaging Group : 3

Marine Pollutant : Yes

ADR/RID : 3077 9/PG 3

IMDG : 3077 9/PG 3

IATA : 3077 9/PG 3



A-516, Swastik Disha Business Park, Via Vadhani Indl. Est., LBS Marg, Mumbai-400 086, India. Phone:+91-022-6147 1919
Fax:+91-022-6147 1920 Gram : STERILITY . 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

Product
Information

GRM914 Bromophenol blue, Practical grade

Product Number Packing

GRM914 : 25G

GRM914 : 5G

Product Information

Product Code

Product Name

Molecular Formula 
Molecular Weight 
CAS No.

EC No.

HS Code

Shelf Life

: GRM914

: Bromophenol blue, Practical grade 
:   C19H10Br4O5S 
: 669.96

: 115-39-9

: 204-086-2

: 2934 99 90

:    4 years

Technical Specification

Appearance : Beige to brown or purple crystals or powder

Solubility : 20 ppm in ethanol yields clear solution

Visual pH Transition : pH 3.00 (yellow) - pH 4.60 (blue)

Absorption maxima 1 : 432 - 442 nm (20ppm in pH 3.10 buffer solution)

Absorption maxima 2 : 586 - 596 nm (20ppm in pH 4.60 buffer solution)

Loss on drying (at 105°C, 2hr) : <= 5.00%

Risk and Safety Information

WGK : 3

RTECS : SJ7453000

Storage Temperature(°C) : Store below 30°C

Transport Information

Marine Pollutant : No

ADR/RID : Not Dangerous Goods

IMDG : Not Dangerous Goods

IATA : Not Dangerous Goods



A-516, Swastik Disha Business Park, Via Vadhani Indl. Est., LBS Marg, Mumbai-400 086, India. Phone:+91-022-6147 1919 Fax:+91-022-6147 1920 Gram : 
STERILITY . 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 
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Silver sulphate, Hi-LR™ GRM10417 

Product Identifier 

CAS No. : 10294-26-5 
EC No. : 233-653-7 
Molecular Formula : Ag₂SO₄ 
Molecular Weight : 311.80 
HS Code : 2843 29 00 
Storage : Below 30°C 
Shelf life : 4 years 
 

Technical Specification 
Appearance : Colourless or white to off-white crystals or powder or solid; 

may darken on exposure to light 
 : 33.3 mg soluble in 1 mL of boiling nitric acid 
 : <= 0.002% 
 : <= 0.005% 

Solubility 
Chloride (Cl) 
Iron (Fe) 
Assay (KSCN Titration/
NH4SCN Titration) 

 : min. 98.00% 

Safety Information 

Hazard Pictogram(s) : 

Signal Word : Danger 
Hazard Statement(s) : H318- H410 
Precautionary Statement(s) : P273- P280- P305+P351+P338- P501 
UN No. : 3077 
Class : 9 
Packing Group : III 
WGK : 3 

Product InformationProduct Information 
Revision :    02

Date of Revision: 03.08.2019 
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Disclaimer : 

User must ensure suitability of the product(s) in their application prior to use. Products conform solely to the information contained in 
this and other related HiMedia™ publications. The information contained in this publication is based on our research and 
development work and is to the best of our knowledge true and accurate. HiMedia™ Laboratories Pvt Ltd reserves the right to make 
changes to specifications and information related to the products at any time. Products are not intended for human or animal 
diagnostic or therapeutic use but for laboratory, research or further manufacturing use only, unless otherwise specified. Statements 
contained herein should not be considered as a warranty of any kind, expressed or implied, and no liability is accepted for 
infringement of any patents.  

HiMedia Laboratories Pvt. Ltd. A-516,Swastik Disha Business Park,Via Vadhani Ind. Est., LBS Marg, Mumbai-400086, India. 
Customer care No.: 022-6147 1919 Email: techhelp@himedialabs.com  Website: www.himedialabs.com 

�������

�

Product Number Packing

:   50 NO

:   100 NO

LA006
LA006

Product Information

Product Code : LA006
:   Spatula - 200Product Name

Technical Specification

Description : Spatula made up of stainless steel material, individually packed, having flat surface
 on one side and small scoop on the other side.

Size

Use

: Length =200 mm

: Useful for weighing of dry powders.

Transport Information

ADR/RID

IMDG

IATA

: Not Dangerous Goods

: Not Dangerous Goods

: Not Dangerous Goods

LA006 Spatula - 200



Name of the Product : Gridded Cellulose Nitrate Membrane, Sterile
   Diameter : 47 mm
   Pore Size : 0.45 micron

Code No. : SF97D
Section 1 : Chemical Identification

 Code No. : SF97D
 Name of the Product : Gridded Cellulose Nitrate Membrane, Sterile

  Diameter : 47 mm
   Pore Size : 0.45 micron

 Produced by : HiMedia Laboratories Pvt. Ltd.
 Address : 23, Vadhani Indl. Estate, LBS Marg, Mumbai 400 086, India.
 Tel. No. : 2500 0970, 2500 1607  Fax No. 022 2500 2468

Section 2 : Gridded Cellulose Nitrate Membrane, Sterile

Section 3 : Hazards Identification
Hazard  : Not classified as hazardous.

Section 4 : First - Aid Measures
No specific measures necessary.

Section 5 : Fire Fighting Measures
Not combustible.

Section 6 : Accidental Release Measures
No specific measures necessary.

Section 7 : Handling and Storage
Handling - Refer to Section 8
Storage - Store below 30°C

Section 8 : Exposure Controls / Personal Protection
Not applicable

Section 9 : Physical and Chemical Properties
Appearance : Gridded Cellulose Nitrate Membrane

Section 10 : Stability and Reactivity
Stability : Product is stable if stored as per the conditions specified under storage of Section No. 7.

Section 11 : Toxicological Information
Non toxic.

Section 12 : Ecological Information
Data not available
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Section 13 : Disposal Considerations
No special disposal method required except that it be in accordance with current and local authority regu-
lation.

Section 14 : Transport Information
UN No. : Not applicable.

Section 15 : Regulatory Information
Risk Phrases : Not applicable
Safety Phrases: Not applicable

Section 16 : Other Information
The information contained in this data sheet represents the best information currently available to us.  How-
ever, no warranty is made with respect to its completeness and we assume no liability resulting from its
use. The information is offered solely for user�s obligation to investigate and determine the   suitability of the
information for their particular purpose.

n
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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 

D-(+)-Glucose anhydrous  
Cell Culture Tested 

TC130 

Product Identifier 

CAS No. : 50-99-7 
EC No. : 200-075-1 
Molecular Formula : C₆H₁₂O₆ 
Molecular Weight : 180.16 
Synonym : Dextrose anhydrous 
HS Code : 1702 30 39 
Storage : Below 30°C 
Shelf life : 4 years 
   
 

Technical Specification 
Appearance : Colourless to white or almost white crystals or powder or 

granules  
Solubility  : Clear solution at 100 mg in 1 mL of water 
Specific rotation  : +52.5° to +53.3° (c = 10% in water at 25°C) 
Melting range  : 150 - 152°C 
Water (K.F.)  : <= 1.00% 
Assay (HPLC)  : min.99.00% 
Cell Culture Test  : Passes 
 
Safety Information 
 
UN No. : Not dangerous goods 
Class : - 
Packing Group : - 
RTECS : LZ6600000 
WGK : 1 
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Product Information 
Revision :    03 

Date of Revision: 21.12.2021 
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