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Non A,nnex II Pro$ucts and Not Salf lest Oerices

RHM*L f;UROFH LTD.

Legal Man ufacturer's Address: Remel Europe Ltd.
Reme[ Hcu$e,
Clippor Boulevard West
Crossways, Dartford
Kent, DA2 6PT
England.

l, the urdersigned, her*by declare that the i*-viiro diagnostic medical device(s) described in
the attached sheets, bearing the CE marking, conform to the applis*ble provisirns of EC IVD
Dlrective S8/79/EC, as transposed into UK Statutory lnstrument 2000 No. 1315, concerning
in-vitro diagnostic medical devices,

This declaration is made in *c*srdance urith Annex lll af the IVD Directiv*:

D Ee LARATIST.I SF C,OHFORM ITY

Nancy Consierdine
Regulatory Affairs Manager, Eu rapo.

."Jr.J**a*...#qr.*?

03 February ?01 1

Signatur*:

FullName:
Position:

Date:

$upersedes
Decfaration Dat*d:
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GMNN
Code

15 01 10 03 3952'1
15 01 10 03 3$521
15 01 10 03 39521
15 01 10 03 3SS2l
1501 1003 3C521
15 01 10 03 3S521
15 01 10 03 3S521
15 01 10 03 3S521
15 01 10 03 39521
15 01 10 03 3S521
15 01 10 03 39521
15 0l 10 03 30521
15 01 10 03 3S521
15 0'1 10 03 39521
15 01 '10 03 395?1
15 01 10 03 3S521
1501 10 03 3$521
15 01 10 03 3S521
15 01 10 03 39521
15 01 '10 03 30521
15 01 10 03 39521
15 01 10 03 3$521
15 01 10 03 39521
15 01 10 03 39521
15 01 10 03 3S521
15 01 '10 03 30521
15 CI1 10 03 39521
15 0't 10 03 39521
15 01 10 03 3Q521
15 01 10 03 39521
15 01 10 03 39521
15 01 10 03 39521
15 01 10 03 38521
15 01 10 03 3S521
15 01 10 03 39521
15 01 10 03 3S521
15 01 10 03 33521
15 01 10 03 39521
15 01 10 03 39521
15 01 10 03 39521
15 01 10 03 39521
15 01 10 03 39521
15 01 10 03 3S521
15 0r 10 03 39521
15 01 10 03 3S521
15 01 10 03 39521
't5 01 10 03 39521
15 01 10 03 39521
15 01 10 03 39521
15 01 10 03 39521
15 01 10 03 39521
15 01 'r0 03 39521
1s 01 10 03 3S521

Produst
Code
R30858101 Salmonella 0 Polyvalent {Grt:ups A to G) Agglutinating $er*
R30858201 Salmonella O Polyvalent {Gr*ups A to S} Agglutinating $era
R30858501 Salmonella H Folyvalent Fhases '1 & 2 Agglutinating Sera
R30956701 $alm*nelia 0 Factor 2 iGroup A) Agglutinating Sera
R309S6801 $alrnonella O Factors 3,10,15,19 {Group E} Agglutin*ting $era
R30956801 $almonella 0 Faclor 4 (Group B) Agglutinating Sera
R30957001 Salmonella 0 Factor 5 {Group B} AgglutinatinE Sera
R30957101 $almonella O Factor 6,7 (Group C1) Agglutinating Sera
R30957201 $alnnonella 0 Factnr I (Group C2) Agglutinating $era
R30$57301 Salmonella O Faatnr $ {Group D) Agglulinating $*ra
R30S57401 $aNrnonellaViAggtutinating$era
R30957501 Salmonella O Faclor 10 (Graup El)Agglutinating Sera
R30S5760'1 $almonella O Factrr 11 (Group F).Aggtutinati*g S*ra
R30S57701 $almonella O Faetor 13, 22 (Group G) Agglutlnating Sera

Prcductr D*scription

R30S57801 Salmonella 0 Factor 14
ft30$5790'1 Salmonell* 0 Faetor 15
R30958CI01 Salrnonella O Factor 16
R309S8'101 Salmonella O Factor 17
R30S58201 Salmonella 0 Fartor 18
R3095830f Salrnonella O Factor 1$
R30S58401 $almonella O Factor 20
R30SS8501 Salrnonell* O Factor 21
R3095SS01 $alrnonella 0 Factor 27
R30958701 Salmonella 0 Factor ?8

Gr*up H) Agglutinating Sera
Group E2) Agglutinating Sera
Group l) Agglutinating Sera
Group J) Agglutinating Sera
Group K) Agglutinating $era
Group E4) Aggiutinating Sera
Sroup C2) Aggiulinating $era
Group l-),4gglutinating Sera
Group B) Agglutinating $era
Grnt,rp lt*) Agglutinatir':g $er*

R30958801 $almonalla O Factor 30 (Group hi) Agglutinating Sera
R30S58901 $alrncnella O Fartor 35 (Gror:p 0) Agglutinaiing Sera
R30959001 $almoneila 0 Faetor 38 (Group F) F,gglutinating $era
R3095S101 Salmonella 0 Factor 39 (Group QlAgglutinating Sera
R30S5g?01 $almonella O Factor 40 {Group R) Agglutinating Sera
R3095S301 Salmonella O Factor 41 {Group S) Agglutinating Sera
R30S59S01 Sslmnnella H Rapid Diagno*ti* 1 Agg $era
R3CIS5SS0'1 $elnrnnella H R*pirl Diagnosti* 2 Agg $era
R30160101 S*lmon*lla H Rapid Diagnostic 3 .Agg $era
R30160201 $almonella H a Agglutinating $era
R301S0301 Salmon*lla H b Agglutirrating $era
R301604CI1 $almonetla H c Agglutinating Sera
R30160501 Salmonella H d Agglutinating Sara
R30160601 Salmonella H E Polyvalent Agglutinating Sera
R30160701 Salmonella H e,h Agglutinating $era
R30160801 $almonella H e,n,x Aggtutinating Sera
R30160901 Salmoneila H ene15 Agglutinating $*ra
R301610S1 $afmonella H G Polyvalent Agglutinating Sera
R30161 101 Salrnonella l-l f,g Agglutinating Sera
R30161201 $almonella H g,n: Agglutinating Sqra
R30161301 $almonalla H g,p Agglutinating $era
R30161401 Salmonella H g,q Agglutinating $era
R30161501 Salmonella H g,s,t Agglutinating Sera
R30'161601 Salnonella H iAgglutinating Sera
R30161701 Sa*rnonella H k Agglutinating Sera
R3016"1801 $afmonella H L Polyvalent Agglutinating Sera
R30161$0'l Salmonella H l,v Agglutinating Sera
R301$2001 $almonella H l,wAgglutinating $era
R301621ff1 $almonella H m,tAgglutinaiing $era
R30162201 $almonella H r Agglutinating $*ra
R30102301 $almonella H y Agglutinating $era
R30162401 $almonella l'{ z Agglutinating Sera
R301625S1 $almanella l1 z4,z2SAgglutinaiingSera
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Product
Code
R301 62801
R30162701
R301 6?801
R301629*1
R30163001
R30163101
R301632S1
R30'163301
R301S3401
R30163501
R30163601
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15 01 10 03 39521
15 01 10 03 39521
15 01 10 03 35521
15 01 10 03 39521
15 01 '10 03 3$52,1
15 01 10 03 39521
15 0't 10 03 39521
15 01 10 03 3S5!1
15 01 10 03 39521
15 01 10 03 39521
15 01 10 03 3S5?1
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Fraduct Des*ription

Salmonella H z6 Agglutinating Sera
Salmonella H 210 Agglutinating Sera
Salmonella H z2Z Agglutinating Sera
Salmonella H 229 AggtutinatinI Sera
Saimonella H 236 Agglutinating Sera
Salmonella H z3B Agglutinating Sera
$afnronella H Palyvalent phase 2 Agglutinating Sera
$afmonella H l,2,Aggtutinating Sera 

*

Salmonella H 1,5 Agglutinating Sera
Saln"ronella H '1, 6 Agglutinaiing $era
$almonella H 1, 7 Agglutinatinfi $era
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STATENS
STRUM

INETITUT

1 July 2015

EC DECLARATION OF CONFORMITY

Directive 9SII9IEC of the European Parliament and of the Council of
27th af October 1998 on ln Vitro Diagnostic Medical Devices

SSI Diagnostica at Statens Serum lnstitut manufactures and sells the following products:

r Antisera for serotyping of E. coli
r Antisera for serotyping of pneumococcus
. Antisera for serotyping of Salmonella
r Antisera for serotyping of Sfrepfococcus
e Antisera for serotyping of Haemophilus lnfluenzae
. Antisera for serotyping of Shigella.
e Antisera for serotyping of Yersinia
o Latex products for serotyping and screening of E. coli
r Latex products for serotyping and screening of pneumococcus
e Latex products for serotyping and screening of Sfrepfococcus
. Latex products for serotyping and screening of H. influenzae
. PCR kit for detection af E. coli
. PCR kit for detection of dermatophytes and Trichaphyton rubrum
r Primermix for PCR detection of virulensgenes in diarrhoeagenic E. coli(DEC)
. Antigens isolated from pneumococcus
. Antigen, standard control serum and ELISA kit for detection of Pseudomonas
r Antigen Bardeteila Perfussrs
. Bordetella Perfussis lgG-PT ELISA kit
. Legionel/a striptest
. Legionella antigen detection and pneumococcal antigen detection striptest
r Heat treated glass slides
o Stains and buffers for microbiology
. Buffers for clinical biochemistry
. Mycobacteria isolation media (tubes)
r Broth media
r Tubes and bottled media for yeast and fungi
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r Substrate incoporated media for yeast and fungi
o Prepared media in plates for yeast and fungi
. Minibact N - Detection kit for fVeissern identification
. Chromogenic Resistance marker media (Plates)
. Susceptibility test media (plates)
r Substrates incorporated lD media
e lsolation media (plates)
r Media in tubes
o Media in bottles
. SSI Enteric Medium - both dehydrated and ready to use - indicator medium

detecting all enterobacteria including Yersinia spp'
o Tranport media
. SSI iransport Medium (Stuart charcoal swab and pertussis swab for transportation

- of bacterial samples)

The production is following a quality management system, which is certified by Presafe

Denmark AIS certificate number DGM - 645. The products are manufactured according to

the following standards and normative documents:

o DS/EN lS0 9001
. DSIEN ISO 13485
r Announcement number 1269 of 12th December 2005 by the Danish Ministry of

Health regarding the implementation ol Directive 98/79/EC of the European
parliameit and of the Council of 2Vh of October 1998 on ln Vitro Diagnostic Medical

Devices. The product is not covered by the list A and B in the directive's Annex ll.

Statens Serum lnstitut, 5, Artillerivej, DK-2300 Copenhagen S, Denmark hereby declares

that the products are manufactured in accordance with the above listed documents.

*!*t)3*e*15
Date Susanne Sauer

Quality co-ordinator
Statens Serum lnstitut

*tat*n* $*:"um in*tit*t

r?\-
tev-


		2019-09-30T12:09:25+0300
	Moldova
	MoldSign Signature




