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Declaration of Conformity

DECLARATION OF CONFORMITY

1)  Manufacturer (Name, department): HiMedia Laboratories Pvt. Ltd.

Address: 23 Vadhani Industrial Estate,LBS Marg, Mumbai - 86, MS, India
and

2)  European authoriZed representative: CEpartnerdU BY,
Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;

{on product labels printed as:

'l

| I
CEpartner4l , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS. www.cepartnerdu.eu)

3) Product(s) (groupnames /.).

Group

Group name

NL registration no.

DCM&S

Dehydrated Culture Media & Supplements

NL-CAD02-2013-26442

RPM

Ready Prepared Media

Subgroups: Ready Prepared Plates, Ready Prepared Liquid & Solid Medium, Ready
Prepared Slants,Ready Prepared Dual Media, HiDip Shides, HiSafe Blood Culturing System,
Transport Medium w/ swabs, Viral Transport Medium w/ swabs, L.J Medium Slants & Kits,
Biochemical Kits for Mycobacteria, UTI Diagnostic Kits, Biochemical Identification Kits

NL-CA002-2013-26448

ESK

Epidemiological Screening Kit:
Subgroups: Hi Aureus Confirmation Kits

NL-CA002-2012-24117

ASS

Antimicrobial Susceptibility Systems
Subgroups: Sensitivity Discs-Single & Multi Discs
MIC Strips: HiComb Strips & Ezy MIC Stiips

NL-CA002-2013-26444

BDA

Bacteriological Differentiation Aids
Subgroups: Readymade Stains, Indicators & Reagents in liquid, Differentiation Discs &
Strips, HiDtect Rapid Identification Discs

NL-CA002-2013-26445

CCM

Cell Culture Media

Subgroups: Karyotyping Media, Stem Cell Differentiation Media & Supplements, Stem Cell
Freezing Medium, Stem Cell Differentiation Kits ,Viral Transport Medium, Balanced Salt
Solutions, Antibiotic solutions, Animal Cell Culture Medium Liguid

NL-CA002-2013-26446

MBP

Molecular Biology Products
Subgroups: DNA & RNA Isolation Kits, Latex Agglutination Kits, Haematology Kits, Density
gradient Separation Medium, PCR Kits

NL-CA002-2013-26447

type and model numbers: see appendix

4)  The product(s) described above is in conformity with:

Title

Document No.

In vitro Diagnostic Medical Devices Directive

98/79/EC A

5)  Additional information (Conformity procedure, Notified Body, CE certificate, Registration nr., efc.):
Conformity assessment procedure for CE marking: In vitro Diagnostic Medi evice Directive, Annex Il
il
a

B

Mumbai, India; 2018-04-22 3

(Place & date of issue (yyyy-mm-td})

Dr. G,M.Waﬁig/)aﬁm)irector
{name; functi /and signature of manufacturer)

. LA ) - Declaration form: Standard ISOAEC 17050-1:2010
Digitallyssigned.jsy Monastirschii Viorica ll@a J “
Date: 2021.02.08 14:55:21 EET il -
Reason: MoldSign Signature i ’ /
Location: Moldova ¥ 3
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