m® 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, Chiginiu 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, notify,
renew or modify the registration of medical devices on the territory of the Republic of
Moldova.

For HIMEDIA LABORATORIES PVT. LTD.,

Mr. V&;KK

DIRECTOR - SALES & MARKETING

HEGISTERED OFFICE - 23, Vadhani Ind| Est, LBS Marg, Mumbai - 400 086, India.
Tel : 00-91-22-6116 9797 / 2500 1607 | Fax : 00-91-22-2500 2286

CORPORATE OFFICE - A-516, Swastik Disha Business Park, Via Vadhani Indl Est, LBS Marg, Mumbal - 400 086, India.
Tel : 00-91-22-6147 1919 / 2500 3747 | Fax:00-91-22-6147 1920/ 25005764 | Email : info@himedialabs.com

Web : www.himedialabs.com




m Declaration of Conformity

Document ref.: DoC 2018 vs. 11

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: CEpartnerdU BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS:
(on product labels printed as:
CEpartner4U , 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-CA002-2013-26442

RPM

Ready Prepared Media

Subgroups: Ready Prepared Plates, Ready Prepared Liquid & Solid Madium, Ready
Prepared Slants,Ready Prepared Dual Media, HiDip Slides, HiSafe Blood Culturing System,
Transport Medium w/ swabs, Viral Transport Medium w/ swabs, L.J.Medium Siants & Kits,
Biochemical Kils for Mycobacteria, UT| 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 Strips

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

CcMm

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, Antibiatic solutions, Animal Cell Culture Medium Liquid

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 |

5)  Additional information (Conformity procedure, Notified Body, CE certificat,

Conformity assessment procedure for CE marking: In vitro Diagnostic Medi

Mumbai, India; 2018-30-10

(Place & date of issue (yyyy-mm-dd))

Registration nr., etc.):
ce Directive, Annex |l

vs. 2011-X
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3A0 «3K01a6»142530 Moc KoBCKas 06, r.91ekTporopek, yaByaeunoro, a.1

e-mail: sekretar@ekolab.ru, Caiir : www.ekolab.ru
@—-——.‘“"—-——___—-_-:-—n.____—-

Tex: (49643) 3-1374, 3-2311, axc (49643) 3-3143

MHH: 5035025076, KIIIT: 503501001

Bauk nosysarens: IIAO CoepGank Pocenn r. Mocksa
B Opexoso-3yesckom OCB N 1556/063

p/c 40702810040310124002

/¢ 30101810400000000225

BHK 044525225

21.03.2018
ABTOPU3BALIMS IMCTPUBLIOTOPA

3akpeiToe akumonepHoe 06mectBo «IKONa6y (Pocerst, 142530, MockoBckas 0611,

r.Onexrporopek, yn.Bynensoro, A.1) HacTosIMM TIOATBEpX/IaEM |, YTO "SANMEDICO”SRL

(yn. KopoGusmy 7A, k. 9, r Knuwmnés, PecnyGnuka Mosnnosa) sBasercs  Hammum

IKCKITFOIMBHBIM  TMCTPHOBIOTOPOM B PecryGimke Monosa OCYIIECTBASET yHacTHe ¢

npoxykumer 3A0 «DKOna6» s TIpOUEAYpax TOCYHapCTBEHHBIX 3aKyNOK TOBAPOB Ha

TeppuTopiH  PeciyGnmuki Monznosa, oT cBoero uMeHu Beger MEPeroBoOpEl, TPEACTABIIET

KOMMEpYecKHe MPEANOXKCHHS, 3aKIoyaeT COOTBETCTBYIOLIIHE JOTOBOPERI, & TAKKE OCYUIECTBIINET

H0CTABKH yKasaHHOH NPONyKUnH Ha Tepputopun PecnyGimmkn Monnosa.

[onkomouns no wacrosmemy ABTOPH3AUMOHHOMY TTHCBMY HE MOTYT OBITh TepeaHb!
APYTHM JTHLAM,

Hacrosmee nucemo neficteurensro ¢ MomenTa noanucanus w 10 31 nexabps 2018r,

enepanbubiil upexTop Bopucos B.1O.
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STATEMENT

We, TCS Biosciences Ltd., having a registered office at Botolph Claydon,
Buckingham, MK 18 2LR, England assign Sanmedico SRL having a registered
office at str. A. Corobceanu 7A, apt. 9, Chisindu 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, notify,
renew or modify the registration of medical devices on the territory of the Republic
of Moldova.

Date: 2 August 2018
Signature: & . Aaroa
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Cent. NT111/1  Cen. N.65741

SYNTESYS S.AS.DIRINALDOR. &C.

SYNTESYS L e

35037 Z.1. SELVE DI TEOLO |PD!

TEL +39 049 9903866 R.A FAX +39 049 9903867
CODFISCALE P.IVA NREG.IMP. PADOVA 032573950288
E-MAIL INFORSYNTESYSIT - WEB WWW SYNTESYS IT

AUTHORIZATION LETTER

We, Syntesys S.A.S. having a registered office at Via G. Galilei 10/3, 35037 Selve di
Teolo - PD - Italy, assign Sanmedico SRL having a registered office at A.Corobceanu str., apt. 9,
Chigindu MD-2012, Moldova , as authorized representative in correspondence with the conditions
of directive 98/79/CE and 93/42/CE.
We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical devices on the territory of the Republic of Moldova.

Teolo, 02.01.2018

Dl RINALDO @ &C

10 G oL

&5\ SYNTESYS SAS.

21 SEWVE 350034
T, 048

Rinaldo Ruggero
CEO and Legal Representative
SYNTESYS S.A.S.

| PRODOTTI E STRUMENTAZIONE PER ANALIS| DI LABORATORIO - DISPOSABLE
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TIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized certificate that the organization:

SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. Galilei, 10/3 - Zona Industriale - I-35037 Selve di Teolo (PD)
has implemented and maintains a
Quality Management System

for the following scope:

Trading of products for laboratory analysis. Design, manufacturing and sale of
products for laboratory analysis and sanitary products. Sale agency of instruments,
reagents and consumable products for laboratory diagnostic.

which fulfils the requirements of the following standard:

ISO 9001:2015
Issued on: 2018-06-04
First issued on: 2013-06-05
Expires on: 2019-06-04

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

Registration Number: 1T-83562

TKaNet™ gl pf cisopS 7

Alex Stoichitoiu Ing. Claudio Provetti
President of IONET President of CISQ

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly %
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCA '

FONDONORMA Fenezuela ICONTEC Colombia Inspecta Sentifiointi Oy Finland INTECQ Cos. f

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norvay N

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia S11 Israel S1Q Siove
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Tutk
IQNet is represented in the USA by: AFNOR Centification, CISQ, DQS Holding GmbH and NS
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/ICIM SPA has issued an IQNet recognized certificate that the organization:

SYNTESYS S.a.s. di Rinaldo Ruggero e C.
Via G. Galilei, 10/3 - Zona Industriale - 1-35037 Selve di Teolo (PD)

has implemented and maintains a
Quality Management System

for the following scope:

Trading of products for laboratory analysis. Design, manufacturing and sale of
products for laboratory analysis and sanitary products. Sale agency of instruments,
reagents and consumable products for laboratory diagnostic.

which fulfils the requirements of the following standard:

UNI CEI EN ISO 13485:2016

Issued on: 2018-06-04
First issued on: 2014-06-21
Expires on: 2019-06-04

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

Registration Number: IT-93779
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Alex Stoichitoiu Ing. Claudio Provetti
President of IQNET President of C
&

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Pormgal CCC Cyprus CISQ ltalv
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brdg/
FONDONORMA Fenezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Ric
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norweay NSAI lreltisi o
NYCE-SIGE Mévico PCBC Poland Quality Austria Austria RR Russia SI Israel S1Q) Slovenia
SIRIM QAS Intemational Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YURM
IQNet is represented in the USA by: AFNOR Certification, C1SQ, DOS Haolding GmbH and NSAI Inc. '\




