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

For HIMEDIA LABORATORIES PVT. LTD.,

Mr. VM.

DIRECTOR - SALES & MARKETING

REGISTERED OFFICE - 23, Vadhani Indl 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 / 2500 5764 | Email : info@himedialabs.com

Web : www.himedialabs.com




m Document ref.: DoC 2018 vs. 11
Declaration of formit
eclaration of Conformity Page 1 of 72

DECLARATION OF CONFORMITY

1)  Manufacturer (Name, depariment): 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:
CEpartnerdU , ESDCORNLAAN 13, 3951DB MAARN, THE NETHERLANDS, www,cepartnerdu.eu)

3)  Produci(s) (groupnames /):

Group Group name NL registration no. No.
DCM&S | Dehydrated Culture Media & Supplements NL-CA002-2013-26442
RPM Ready Prepared Media NL-CA002-2013-26448 | 2

Subgroups: Ready Prepared Plates, Ready Prepared Liquid & Solid Medium, 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 Slants & Kits,
Biochemical Kits for Mycobacteria, UTI Diagnostic Kits, Biochemical Identification Kits

ESK Epidemiological Screening Kit: NL-CAD02-2012-24117 | 3
Subgroups: Hi Aureus Confirmation Kits
ASS Antimicrobial Susceptibility Systems NL-CA002-2013-26444 | 4

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 Identification Discs

ccm Cell Culture Media NL-CA002-2013-26446 | 6
Subgroups: Karyolyping 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 Liquid

MBP Molecular Biology Products NL-CA002-2013-26447 | 7
Subgroups: DNA & RNA Isclation Kits, Latex Agglutination Kits, Haematology Kits, Density
gradient Separation Medium, PCR Kits

type and model numbers: see appendix

4) duct(s ibed 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

Registration nr., etc.):
ce Directive, Annex IlI

Mumbai, India; 2018-30-10

(Place & date of issue (yyyy-mm-dd)) (name; functio

vs. 2011-X S,z"
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3A0 «IKO0na6»142530 Mockosekan 06, r.9nexrporopek, ya.Byaennoro, a.1
e-mail: sekretar@ekolab.ru, Caiit : www.ekolab.ru

Ten: (49643) 3-1374, 3-2311, pakc (49643) 3-3143
IKOnab

WHH: 5035025076, KIIII: 503501001

Bauk nosyqarens: ITAO C6epGanx Pocenn r. Mocksa
8 Opexoso-3yesckom OCB Ne 1556/063

p/c 40702810040310124002

k/c 30101810400000000225

BHUK 044525225

21.03.2018

ABTOPU3ALIMSA TUCTPUBEBIOTOPA

3axpeitoe akuuoreproe obmectBo «DKOnab» (Poccus, 142530, Mockosckast 0611,
r.9nexrporopek, yi1.bynenkoro, a.1) Hactosiumm noATBepxaaeM , yto "SANMEDICO”SRL
(yn. KopoGuswy 7A, kB. 9, r. Kuumués, PecnyGnuka Monnosa) seasercs Hammm
SKCKMO3NBHEM IHcTpubbioTopom B Pecniybnmke Mommosa ® ocyumiectsaser yuactie ¢
npoaykuuedi 3A0 «OKOnab» B npouemypax rocylapcTBEHHBIX 3aKyNoK TOBApoOB Ha
TeppuTopun  PecriyGnmku Monznosa, 0T CBOero HMeHH BEIET MEPEFrOBOPSI, MpEACTABIISET
KOMMEPYECKHE NMPEUTOKCHHS, 3aKITIOYaeT COOTBETCTBYIONIHE OTOBOPEI, @ TAKXKE OCYHIECTRIIAET
MOCTABKH yKa3aHHOM NPOIYKUHWH Ha TeppuTophn Pecny6mmke Monmosa,

Tlonsomouwst o HacTosEeMy aBTOPH3AIHOHHOMY TTHCEMY He MOTYT GbiTh ImepeaaHsl

APYTHM JTHLAM.

Hacrosiee nucsMo AeHCTBHTENBHO ¢ MOMEHTA [OAMHCAHHS W 10 31 nexabpsa 2018r.

["eHepanbHbIN AUpEKTOp Bopucos B.1O.
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<) Atlas Medical

Date: 30/06/2018

STATEMENT

We, Atlas Medical having a registered office at William James House, Cowley
Road, Cambridge, CB4 0WX, UK 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, notify,

renew or modify the registration of medical devices on the territory of the Republic
of Moldova.

On behalf of the Manufacturer
General Manager
Haya Amawi

Head Office William James House, Cowley Rd, Cambridge, CB4 OWX, United Kingdom.

Tel: 444 (0) 1223 858910, Fax: +44 (0) 1223 838524 S T

Middle East Site : King Abdullah the Second industrial Estate, Street 19, Sahab Free Zone Area, P.O. Box: 204, Amman 11512 {orddr 4 ~
B




< Atias Medical

Declaration Ref No: DC11-0028

CE Declaration of Conformit

We,
Atlas Medical

Head office: William James House, Cowley Road, Cambridge, CB4 OWX, UK
Tel: +44 1223 858 910
Fax: +44 1223 858 524
Email: info@atlas-site.co.uk

Middle East Site: Sahab Free Zone Area, P. O. Box 212555, Amman, Jordan.
Tel.: +962 6 4026468
Fax: +962 6 4022588
Email: info@atlas-medical.com

Declare our responsibility that the following product:

Streptococcus Latex Kit

Is produced under Atlas quality system (1ISO9001: 2008) and (1SO13485: 2003)
supported by Lloyd’s certificate and complies with the essential requirements of

In Vitro Diagnostic Medical Devices Directive 98/79/EC Annex |
And
EN 18113-1, -2:2011, EN ISO 15223:2012
EN 1SO 14971:2012, EN I1SO 13640:2002, I1SO 2859/1:1999,
EN ISO 13612:2002, EN I1SO 13641:2002

And
Intended for In-Vitro Professional use only.

This Declaration includes the batches produced beyond this day according to the
product Lot Log.

Manufacturer

Atlas Medical

William James House, Cowley Rd. {5’;\ ﬁ;%;;c;?
Cambridge, CB4 OWX, UK b il

Bty Lagorcific

; Nk o
s [ R )
¥ o FACTULS c-,'}-ﬁ/

Fradugt

Atlas First issue date

'In’l-:.
Date of review
Medical

Management approvaﬁ '-
June-2004

21.10.2015 @ﬁ? \

e G



Lloyd’s
Register

Certificate of Approval

This is to certify that the Management System of:

Atlas Medical

King Abdullah Il Industrial Estate, Street No. 19, Sahab Free Zone Area, Amman, 11512, Jordan
has been approved by LRQA to the following standards:
ISO 13485:2003

Kha e

Basem Obaid - Area Operations Manager
Issued By: Lloyd's Register EMEA
for and on behalf of: Lloyd's Register Quality Assurance Limited

Current |ssue Date: 23 March 2018 Original Approvals:

Expiry Date: 31 March 2019 ISO 13485 28 February 2009
Certificate Issue Number: 10067833

Approval Certificate Number: ISO 13485 — 0046833

The scope of this approval is applicable to:
ISO 13485:2003
Design Manufacturing and Supply of Medical
Diagnostic Reagents and Kits

&
Y.

K
MA;\IAGEMENT

Lleyd's Rogister Group Limited, its atSliates and subsidiaries, including Uoyd's Register Hicers, emph are, colhictety iy
LhmMr‘.Uamr-Rawlnmms-nemmﬂwlMululndb'llblohmmmhmw.mmwcmmwmmwmmﬂMhm
pemon B anehiak o

i
S
i
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Cert N.71111 Cen. N.65741

SYNTESYS S.AS. DIRINALDOR. &eC.

VIA G. GALILEI, 10/3
35037 Z 1. SELVE DI TEOLO (PD)

TEL. +30 OMS 9903IBEE R.A. FAX +39 ON4S 9903867
CODFISCALE P.IVA N.REG.IMP. PADOVA 03573950288
E-MAIL INFORSYNTESYSIT - WEB WWW SYNTESYS IT

SYNTESYS

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,
Chisindu 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

) RINALDO [ &C
0 G

SYNTESYS SAS.

Crfsks

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

www.leim.it
CERTIFICATO n.
CERTIFICATE No. o

5| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

SYNTESYS S.a.s.
di Rinaldo Ruggero e C.

UNITA' OPERATIVE
OPERATIVE UNITS

Via G. Galilei, 10/3 - Zona Industriale - 35037 Selve di Teolo (PD)
Italia

E’ CONFORME ALLA NORMA
IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2008

PER LE SEGUENTI ATTIVITA'
FOR THE FOLLOWING ACTIVITIES

EA:29-14

Commercializzazione di prodotti per analisi di laboratorio.
Progetlazione, produzione e vendita di prodotti per analisi di laboratorio
e arlicoll sanitari. Agenzia di vendita di strumentazions, reagenti
e materiall di consumo per la diagnostica di laboratorio,
Trading of products for laboralory analysis. Design, manufacturing and
sale of products for laboratory analysis and sanitary products. Sn:‘m
of instruments, reagents and consumable products for laboratory )

Riedirsi ol Manuale defla Qualild per l'appiicablith del requisili della norma di riferimento.
Rafer to Qualty Manual for delefls of appiication fo refesanca slandard requiomenls.

1prasanio ceriificato & soggello al rispatio del regolamento per (8 certificaziona dol sislersi di gestiona per la qualith defle miende.
Tha use and tha validiy ol this cortificate shall satisfy the w&mthMdmﬂmm

Data amissione Emissiona coments Dala dl scadenza
First issue Cunent issug Expiring dale
05/06/2013 05/06/2016 14/09/2018

}ng%?&'_—

Plazza Don Enrico , 7§ - 20099 Soslo San Glovann! (M

ACCREDIA < |
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ICIM

www.icim. it

CERTIFICATO n.
CERTIFICATE No. e

S CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA' DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED W

SYNTESYS S.a.s.
di Rinaldo Ruggero e C.

UNITA' OPERATIVE
OPERATIVE UNITS

Via G. Galileil, 10/3 - Zona Industriale - 35037 Selve di T*olo-(PD)
Italia

E' CONFORME ALLA NORMA
18 IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2012

PER LE SEGUENTI ATTIVITA"
FOR THE FOLLOWING ACTIVITIES

EA:29-14

Commerclallzzazione dl prodotti per analisi di laboratorio. Progetiazione,
e vendlta di prodott! per analls! di laboratorlo e articoll sanitarl. Agenzla

vendlla dl strumentazlone, reagenti e materiall dl consumo per la dlagnostica di thouhm.

Trading of products for laboratory analysis. Design, mufactumum |
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reagents and consumable products for laboratory dlagnostic.

Riforirs el banuaio dela Quatit par 'appiicablilh del requisil dets MBOMI!
Reler o Quality Manual for delalls of appiication o 1SO 134852012 requiremants.
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