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sci.nc? Pork CREALYS

Rue Jeon Sohei 4A
5032 - 6EI,ISLOUX - BgLtrul,t
T€L : . lz1sPl.7tr.rtt
FAX : +32(0)81.719.919
.-mail : iifoecorilbjo.con
hlf t ://rrw. co{.isbio.con

We, CORIS BIOCONCEPT hoving o rqistered office or SCIENCE PARK CREALyS, Rue
Jeqn Sonet 44,5032 Gembloux, B€LGIUM ossign SRL Sormedico, hoving o r€isterEd
office ot A. Corobceqnu slreel 7A, api. 9, Chigindq MD-2012, Moldovo, os outhorized
fepresertotive in correspqndance v/ith lhe condiiions of directiva 9S/79 /eC.

For the purpose of business develophent dnd fehder pdrticipdiion, We decldre thol the
cohpohy nention€d dbove is outhorized to register. notify, renew or nrodify the
regis otion of nedicdl devices 0n the territory of the Republic of Moldovo.

J uBe 26th , 2019
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Cedlicale 8E0gi60023.00

Ilr *r4dgn qddnol

Science Pa* CREALYS - Rue Jean Sonel4A
5032 G€rnbloux, Belgium

te bs e*!.d rtd.clibd 6 mdltirt t! rlqliFsG d

ISO 13485:2016

EN ISO 13485:2016

tor 0s totbd! adMriF

Th6 3cope ot roglllr.tlor appoaF on prgo 2 of thb .ortlfcalo.

This cenffioale b r/alid Lom 17 oclober 2018 until 20 August 2021
and rcmains v6lid sublieci 10 sathfactoty sun/€illance audils.

Re ceiillcation aldil due belore 20 July 2021

lssuo 12. Cedlisd sincs m tuousl2003

Coris Bioconcept

E\iry hL ol Ld sil[6/'s 20 Auossl Ut'
EN dtlt 6 tad 0.dffrcdi0'i afi: U W n18

Mlltiple c€rlificates have been brued for tih scope
The maln c€rtiticate b 

'umbered 
8E0360023.00

Tlis iE a mullisite cerlificallon.
Addi[onal €lte delals arc llst€d on lho subsequenl pa!e.

scs uil.d Kllgdqn Ltd
Rossdore&lh6sPr( Ei!.frglPod Ch€.hlc CH65 3EN U(

t+4r(0)151 350-!a0n t.'!l(0)i51150!600 
'dd.lqs']l,!l
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cenificate 8E03160023.00, contirued

'::::,"-,::,"'l 

ffiEN ISO 1:

lssue 12

Dgsign,.lovolopment, ,ninrr..r"r..rO O,.U,O*'""11'lt*)"
dlagnostlc test. for th€ dotoc on ot pathogens In thg diagnosis

of reBplratory, ga3hic,6nlorlc and para3itlc di3sas$, thedetecflon
of ro8btanc: lo antlblotlcs and lhe detectlon In ua|lo of thgraDgutics.

used lor the reatm€nt of lh€3o infectious disease3

Sclonce park CREALvS - Rr" r#:H,,;
5032 cembtoux, Belglrim
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. ocoRls
'\-"'""" EC Declaration olCoDlbrmitv accordins to Annex III olthc IVDD

This is lo certify that following lVD products:

> Rora-Strip (c-1001)
> Adeno-Strip (C-1002)
> 40/4r Adeno-so.ip (c-1003)
> Combi-St p & Combi K-SeT (C-1004; K-1204; K-1504)
> Crypto-Strip (c-t005)
> RSV Respistrilt & RSV K-SeT (C-r006; K-r206; K-1506)
> Adeno Rcspi-Strip & Ad€no Respi K-SeT (C-r009; K-1209; K-1509)
> o1s7 coli-strip (c-r011)
> Inou A+B K-SeI (K-1212; K-1512)
> Giardia-Strip & Giardia K-SeT (C-1013; K-1213; K-1513)
> Lcgionclla ,(-ScI (K-r215; K-1515)
> Gastrovir-Srrip & GastrovirX-SeT (C-1016; K-1216; K-1516)
> Crlpto/Giardia Duo-Strip (C-r018)
> Pylori-Strip & Pylofi K-SeT (C-r019; K-r2r9; K-1519)
> C.diff-Strip & Clostridium K-SeT (C-1020; K-1220; K-r520)
> Srrep-A Respi-Strip (C-1022)
> P, aeruginosa mexQ-TesT (C-3806)

> Progu!nil / MahronerNLStrip; Progurnil-Strip (C-l0Tf; C-40T1)
> Mefloquine / LariamrNLStrip; Me{toquiDe-Strip (C-l0T2i C-40T2)
> HAT Sero K-Se'I (K-12S2; K-15s2)
> O>(A-48 K-SeT (K-15R1)
> KPC K-SeT (K-15R2)
> RESIST-3 O.O.K. K-SeT (K-15R4)
> R0SIST-3 O.K.N. K-SeT (K-lsRs)
> RESTST-4 o.K.N.V, (K-15R8)
> OXA-23 K-SeT (K-15R7)
> RESIST-5 O.O.K.h-.V. (K-15R9)
> BI-RED 25 (RED-000r)
> Adenovirus Positive Control (C-1082)
> RSV Posilive Cortrol (C-1086)

> Inlluenza A Positive control (C-1090)
> E. coli 0157 Positive Control (C-r091)
> Influ A&B Conlrol TesJ (C-1092)

> Giardia Lamblia Control Test (C-1093)
> Pylori Positive Control (C-1099)
> Strep-A Positive Conlrol (P-1022)
> Negative Control (CTR-1000)

are nralufactured and sold by Corls Bioconcept
Sci€nce Park CRf,ALYS
Rue Jean Sonet 4A - 5032 Gembloux - BDLGIUM



Thes€ Droducts:

l. Belong to the Class "OthoF/General" as they are not for solf-testing and do not belong to List

A or List B ofAnnex II of II'DD (98/79 EC).

2. Comply with all Essential Requirements (Amex I) of the IVDD (98/79 EC)

3. This compliance has been properly documented usilg a checklist created from Ann€x I and Ill
ofthe rVDD, linked to all supporting Teohnical Docunentation. This documentatioD included

both product specific and process (Quality System) specific documents.

4. Havc a Qualify System in place based iSO 13485

5. This Deolaration is issued by Coris Bioconcept and has unlimited time validity

6. This Declaration ol Conformity is sigred below, cartifying these lequircments hav€ been mct

and documented.

lorCoris BioConcept, made in Oembloux the 21rrofMarch,20l9

T. Lecl{ngur
c.E.o

C. Misson

QA Manager.
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