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Ес DECLARATION оF соNFоRrtлlтY

Directive 98/79/ЕС of the Ечrореап Parliament and of the Сочпсil of
27th of October 1998 оп lп Vitro Diagnostic Medical Dечiсеэ

ýSl Diagnostica at Statens Sеrчm lnstitut manufactures and se|ls the following рrоdчсts:

. Апtisеrе fоr serotyping of Е, cali
о Апtisеrа fоr serotyping of рпечmососсчsо Апtisега fоr sеrоtурiпg of Satmonella
о Апtisега for sеrоtурiпg of sfiepfoooocus
о Апtisеrа fоr sегоtурiпg ot Наеmорhilus !пfluепzае
о Antisera fоr serotyping of Shige//a
. Апtisега fог sеrоtурiпg of Уеrsиiа '
о Latex ргоdчсts for sеrоtурiпg and sсrеепiпg of Е. со/iо Latex ргоdчсts fоr serotyping апd sсгеепiпg of рпечmососGчsr Late; products fоr веrоlурiпg апd sсгеепiпg of s{repfococcusо Latex рrоdчсts foi sеrоtурiпg and sсгеепiпg of Н. iпftuепzае
. PCR kit fог detection of Е, coli
. pcR kit fоr detection of dегmаtорhуtеs апd ?псfiорfiуtоп rubrum
о Рrimеrmiх fог PCR detection of чirч|епsgФпеs in diаггhоеаgепiс Е. coti(DEC). Апtigепs isolated frоm рпечmососсuý. Antigen, stапdаrd сопtrоl sеrчm and ELlsA kit fоr detection of Рsечdоmопаs
о Antigen Bordetella Perfussb
. Bordэtella Perfussb lgG-PT ELlýA"kit. Legionel/a striptest
. Legionel/a antigen detection and рпечmососсаlапtigеп detection striрtеstо Heat tгваtеd glass sl]des
о ýtаiпs and Ьuffеrs fог microbiology
о Вчffеrs fоr clinica| Ьiосhеmistгу
. Мусоьасtеriа isolation media (tubes)
. Вrоth media
. Tubes апd bottled media fог yeast апd fungi
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о substrate incoporated media fог yeast and fungi
о Рrераrоd media in plates fоr yeast and fungiо Minibact N - Detection kit fоr NеissеrЬ identification
о Сhrоmоgепiс Resistance mаrkеr media (plates)
о Suscёptibility test media (plates}
о substrates iпсогроrаtеd lD media
r lsolation media (plates)
. Media iп tubes
о Media iп bottles
. ssl Епtеriс Medium - both dehydгated and геаdу to use - iпdiсаtоr medium

detecting all епtегоЬасtеriа including Yеrsiпiа spp,
о Тrапрогt media
. ssl Тrапsрогt Medium (stuагt сhагсоаl swab and pertussis swab fог tгапsроrtаtiоп

of bacterial samples)

The рrоdчсt]оп is following а quality management system, which is сегtifiеd Ьу Рrеsаfе
Dепmаrk A/S ceгtificate пчmЬеr DGM - 645. The products аrе mапчfасtuгеd ассогdiпg to
the following standards and погmаtiче documents:

. DS/EN lSO 9001

. DS/EN lSO'134S5
о Аппочпсеmепt пчmЬеr 1269 of 12th DесеmЬеr 2005 Ьу the Danish Мiпistrу of

Health rеgагdiпg the implementation of Direcfiye 98П9lЕС of the Еurореап
Parliament апd of the Соuпсil of 2Р of October 1998 оп tп Vitro Diagnostic Medical
Deyices. The product is not сочегеd Ьу the list А апd В in the directive's Аппех ll.

Statens Sегчm lnstitut, 5, Аrtil]еriчеj, DK-2300 Сорепhаgеп S, Denmark hеrеЬу dесlагеs
that the ргоdчсts аrе manufactured iп ассогdапсе with the above listed dосumепts.

Date S
Quality со-оrdiпаtоr
ýtatens ýеrum lnstitut

ffit*t*fis S*гжrrт tn*tit*t
SS1 }iaЁn*sti*fil
H*rT,*ciýv*j8n 2

S4*fi Hili*r**
}*пrт:аi,iq

Т#!.: +4ý 48ЁS fil7S
Гж: +4S 482* S17*

Page 2


		2025-07-01T10:31:24+0300
	Moldova
	MoldSign Signature




