HiMedia Laboratories Pvt. Ltd.

For Life is Precious

Date: 01* December 2017

STATEMENT

We, HiMedia Laboratories Pvt. Ltd., having a registered office at A-516.
Swastik Disha Business Park, Via Vadhani Industrial Estate, L.B.S. Marg, Mumbai — 400
086, INDIA, assign SRL. SANMEDICO having a registered office at A. Corobceanu
street. 7A, apt. 9, Chigindu MD-2012, Moldova , as authorized representative in

correspondence with the conditions of directive 98/79/EEC.

We declare that the company mentioned above is authorized to register, notity,
renew or modify the registration of medical devices on the territory of the Republic of

Moldova.

For HIMEDIA LABORATORIES PVT. LTD.,

Mr. VMAVARKE.

DIRECTOR - SALES & MARKETING

REGISTERED OFFICE - 23, Vadhani Ind| Est, LBS Marg, Mumbai - 400 086, India.
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CORPORATE DEFICE nslﬁ%‘%&%ﬁk@%ﬁ?ﬁl% 1;{5%!%1, _c]gn ndre I l o |II
Tel 00-91-22-6147 1914 / 250c2334G" 12Fh7 iRad: %1 1570 164 | Ema QN Hia
@ /25 eason'; od%lgn 1gn%1turé 05764 | EmailE Mtialabs.com

Web twaw.himedialabs.com T gcation: Moldova

; [
LSO B001-XNE 10 13485012
| CERTIFIED CERVIFIED

|+ == expect only quality from us™
CIN* URS195MHIS82PTCY28104



Document ref.: DoC 2018 vs. 11

5 ¥ Declaration of Conformity
Page 1 of 72
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: CEpartner4U BV,
Address: ESDODRNLAAN 13, 3951DB MAARN, THE NETHERLANDS;
(on product labels printed as:
CEpartner4U , ESDooRNLAAN 13, 395108 MAARN, THE NETHERLANDS, www.cepartner4u.eu)
3) Product(s) (groupnames /)
[ Group [ Group name T R ) NL registration no.
| DCM&S | Dehydrated Culture Media & Supplements - NL-CA002-2013-26442
RPM Ready Prepared Media ) NL-CAD02-2013-26448
Subgroups: Ready Prepared Flales, Ready Prepared Liquid & Solid Medium, Ready
Prepared Slants,Ready Prepared Dual Media, HiDip Slides, HiSafe Blood Culturing System,
Transporl Medium w/ swabs, Viral Transport Medium w/ swabs, L.J.Medium Slants & Kits, I
Biochemical Kits for Mycobacteria, UTI Diagnostic Kits, Biochemical Idennrrcalron Kits
ESK Epidemiological Screening Kit: NL-CA002-2012-24117
Subgroups: Hi Aureus Confirmation Kits
ASS Antimicrobial Susceptibility Systems NL-CA002-2013-26444

Subgroups: Sensitivity Discs-Single & Multi Discs
MIC Strips: HiComb Strips & Ezy MIC Strips

BDA | Bacteriological Differentiation Aids NL-CA002-2013-26445 |5
Subgroups: Readymade Stains, Indicators & Reagents in liquid, Differentiation Discs &

Strips, HiDtect Rapid Idenuﬂcatlcn Discs
CCM Cell Culture Media o NL-CA002-2013-26446
Subgroups: Karyotyping Media, Stem Cell Differentiation Media & Supplements, Stem Cell

Freezing Medium, Stem Cell Differentiation Kits ,Viral Transporl Medium, Balanced Salt
Solutions, Antibiotic solutions, Animal Cell Culture Medium Liquid

MBP Molecular Biology Products ‘ " NL-CA002-2013-26447
Subgroups: DNA & RNA Isolation Kits, Latex Agglulination Kits, Haematology Kits, Density

gradient Separation Medium, PCR Kits

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

|
L]

5) Additional information (Conformity procedure, Notified Body, CE certificatg \Registration nr., etc. )i
Conformity assessment procedure for CE marking: /n vitro Diagnostic Medi \ ce Directive, Annex I1|

W

Mumbai, India: 2018-30-10 I

Dr. G.M.Warke ging Director
(Place & date of issue ( Yyyy-mm-dd)) (name; funcﬂopdri signature of manufacturer)

\. . Declaration form: Standard ISO/IEC 17050-1:2010
vs. 2011-X [
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