®

m iMedia Laboratories Pvt. Ltd.

Digitally signed by Iurcu Nicolae l

Date: 2019.11.14 12:02:41 )
Reason: MoldSiEénﬁlﬁE&‘LA R A

Location: Moldova O

OF CONFORMITY

1 We declare that our products, specified under following categories as listed
below, comply to and are manufactured according to the requirements of the
International Standards as specified in the In Vitro Diagnostic Medical Devices
Directive 98/79/EC.

» Dehydrated Culture Media and Supplements
Culture Media Bases

Antimicrobial Susceptibility Systems
Bacteriological Differential Aids

Cell Culture Media

Lymphocyte and Granulocyte Separation Media
Latex Agglutination Test Kits

Epidemiological Screening Kit
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2 Company or its authorized representative :
Name . Mr. Federico Pontigia, (Company — Neomed S.R.L.)
Address : Via G.DI Vittorio, 2-A, 20017 Mazzo Di Rho, MILANO,
ITALY
Phone : 00-39-02-93900652/93902434
Fax : 00-39-02-93900968
Email : neomed@neomed.it
shall fulfill the obligations imposed by in vitro medical device directives as
applicable.

3. Company undertakes to keep upto date a systematic procedure to review
experience gained during post production phase and to implement appropriate
means to apply any necessary corrective action taking account of the nature and
risk in relation to the product.

4. Company undertakes to notify immediately any malfunction/ deterioration of the
performance of the product to the appropriate authority and shall recall such
products already placed in the market.

For HiMedia Laporatories Private Limited, India

Dated : 15" November, 2011
CEQO, Dri

Digitally signed by Iurcu Nicolae
Date: 2020.11.24 11:30:15 EET
Reason: MoldSign Signature
Location: Moldova

‘ Registered Office : Commercial Office
|S%Eg%}=l-§808 | 1SO 13485-2003 23, Vadlham‘ Industrial !Estate,LBS Marg, AT516‘ Swastik Disha Business Park, Tel: 00-91-22-6147 1919
CERTIFIED Mumbai - 400 086, India. Via Vadhani Indl. Est., LBS Marg, Fax: 6147 1920, 2500 5764
Tel. : (022) 4017 9797 / 2500 1607 Mumbai - 400 086, India Email : info@himedialabs.com
Fax : (022) 2500 2286 Web :www.himedialabs.com
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BUREAU OF INDIAN STANDARDS
o TEY TSl THE AEEE

LICEMCE FOR THE QUALITY MANAGEMENT SYSTEMS CERTIFICATION

A8 H. FYUH THA-7000485.7
Licence No. QM/L- 7000485.7

T, $EE e g A, 2006 201609 11) B o Pmtmﬂﬁﬁﬁﬁam‘r e e R

By virue of the power confierred on it by, the Burcau of Indian Standards Act, 2006 (11 ‘| 2006), the Burcaw henchy
recerified to:-

# gt mdtels o, M5 Himedia Laboratories Puvt. Ltd,

T- 516, FIfETe faem freera o, A-516, Swastik Disfia Business Park,

A e A7, gy (9.) L.B. 5. Marg, Ghatkppar ()

;j;rg . 400 0B6* Mumbai — 400 036"
(B ows oam = et @ o b shﬁa;mﬂﬂai.mmm Tz way w demd o oftenad
T EESU A T THY R CAme & Semio mﬁﬁrﬁﬁwfﬁm.mmmmur{m
:MWﬁmﬁmﬁmmuummzms&uqm 'm:%$Mr_-u+r?b:rvr:#-:nTn:-
W UAE GRI W S vds m dard o ot e o TOATT S TR A
ihercinafler called the Licensee) the right and livence to be listed in the Burean’s lisi{=) of Lice of CQaality
Management Systems Centification in respect of the products andior services or processes pamticularly deseribed in the
sehedule hereto, bearing the same number s this licence. Such products andior services or |w.. csees shall be

manufactured provided/carried out by the Licenses ut only the address fes) given above, and u
Munagement Sysems in sccordunce with [S/150 9001:2015
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The license is recentified subject 10 the relevant provisions of the above Act and the rubes and regulations mad
govemin, 2 e lrcenees releomed 1o above, and the Licensee hereby covenants with the Burneau dy |'~ 10 observe
Rules and Regulmtions.

TE AT 22 37 2008 % 31 A 2021 % RfeTT 1w A Ml & o Bt g wee B w wen

This licence shall be valid from 22 June 2008 to 31 March 2021 and may be recertified as prescribed in
Regulations.

WA 2 eI HEWE & e A & g Rm weefEs e
Signed, Sealed and dated this Second day of August Two Thousand Eighteen

For BUREAL OF INDIAN STANDARDS

Last Certification Expiry = Moo Cortificatisn Audin Dane: (599 Jung 2015 Recertification Dee Date: 31 Mar 2021
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HIMEDIA HiMedia Laboratories Pvt. Ltd.

15" November, 2011
AGREEMENT & REPRESENTATION
With this letter of agreement and representation, HiMedia Laboratories Private

Limited, India, appoints an authorized representative in the EC to represent the
company. The details of the authorized representative are given below:

Name : Mr, Federico Pontigia, (Company-Neomed S.R.L)

Address : ViaG. DI Vittorio, 2-A, 20017 Mazzo Di Rho, MILANO, ITALY
Phone : 00-39-02-93900652/93902434

Fax + 00-39-02-93900968

Email : neomed@neomed.it

HiMedia Laboratories Private Limited, India shall, through this authorized
representative, fulfill all the obligations imposed by the Directive 98/79/EC of the
European parliament and of the Council of the European Union on In Vitro
Diagnostic Medical devices and ensure that the products of the company meet all
provisions of the directives as applicable from time to time.

HiMedia Laboratories Private Limited, India will be responsible for all legal and
insurance matters pertaining to our products.

For HiMedia Lablpratories Private Limited, India

CEO, Dr. G¥1. Warke

I agree to represent HiMedia Laboratories Private Limited, India and be appointed as
their EU Representative as per the tenets above.

TXSx—

EU Representative
Name: Mr. Federico Pontigia

NEOMED

s.rl
Via G. DI VITTORIO,

20017 MAZZO D1 RHO (M)
Tol. 02/623.00.652-530.01.463-030.02 43¢
Fax 02/939.00.968
CF/P. 1. 09580650159
C.CLAA 1304819 - TRIB. MLANO 291273

WHD Registered Office : Commercial Office
IS%EE%HEZDOOB GMP 15O 13485-2003 23, Vadhani Industrial Estate,LBS Marg, A-516, Swastik Disha Business Park, Tel: 00-91-22-6147 1919
sl CERTIFIED Mumbai - 400 086, India. Via Vadhani Indl. Est., LBS Marg, Fax: 6147 1920, 2500 5764
GERTIFIED| Tel. : (022) 4017 9797 / 2500 1607 Mumbai - 400 086, India Email : info@himedialabs.com

Fax :(022) 2500 2286 Web :www.himedialabs.com
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