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We, "Dla.Pro Diagnostic Bioprobes S.r.l." located at Via G" Carducci, I

Giovanni (Milan) 2OO99, Italy, authorize

GLOBAL BIOMARKETING GROUP -
Str. Tighina 65, Oficiu 607
MD-2OO1 CHISINAU
REP. MOLDOVA

MOLDO'VA SRL

AA.PRA Diagnostic Bioprobes S.r.l,
Serde /egale e lab,: Via G.Catducci, 27 - 20099, Sesfo S,Giovanni (Ml) * ltalia

Ie/. +39 02 27007161/6450 . Fax +39 02 44386771 " hftp://vww.cliapro.it' E mail: infol
Capitale sociale €50.000,00 l,V, - P.IVA: 1192466015S - Reg. Intp. 11924660159 - REA 15i
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Dia. Pro
Diagnostic
Bio Probes

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPR
VIA G. CARDUCCI N'27 - 2OO9'I

GIOVANNI (MILANO) - ITAI-Y

PRODUCT Chlamydia Trachomatis IgA
CODE: CTA.CXI (96 tests)

CLASSIF'ICATION ANNEX II - LIST B

CONFORMITY ASSES SMENT ROUTE ANNEX IV

WB H,BREBY DECLARE TIIAT THE ABOVE MENTI
PRODUCT MEETS THE PROVISIONS OF THE COT

DIRECTIVE 98179IEC:

FOR IN VITRO DIAGNOSTIC DEVICES.

AEMPS - no 0318

EC DECLARATION OF CONF0RMI Y
ES S.R.L.

SAN

N[}D
C]IL

FULL QUALTIY ASSURANC ] SYSITEM N
2004 05 0442 CT (in accordaneu: with Annex2004 05 0442 C'I'(in accordaneu:wtth Annex
except Section IV) of the Direct ve 98179lE,C),

REI-EASED BY EC NOTIFIET ) BODY N" 03RE]-EASBD tsY EC NOIIT,IHLIIJULIY N" U

uNt EN ISO I3485 No 2013 II 0039 EN,
RELEASED BY EC NOTIFIET)BOL)Y N' O

ir' " l:,i
:..:: l,,r r:,i:,
, i,r-., i:/.J i.: ,r 

.i.i,r..
I

Dl A.PRO Diagnostic Bioprobes S.r-1.

Sede legate e lab.: Via G.Carducci,27 - 20099 Sesfo Si.Giovanni (Ml) -

NOTIFIBD BODY
(EC) CERTTFTCATE(S)

PLACE & DATE OF FIRST ISSUE
PLACE & DATB OF CURRENT
EMISSION
SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

Itev-fos/rot8-l
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Dia. Pro
Diagnostic
Bio Probes

EC DECLARA.TION OF CONFC)RMI
MANUFACTURBR DIA.PRO DIAG]NOSTIC BIOPII. )BES S.R.L.

VIA G. CARDUCCI N' 27 - 2OO99I SEIJ'IO SAN
GIOVANNI (MILANO) - ITALY

PRODUCT Chlamydia Trachomatis IgG
CODE: CTG.CE (96 tests)

CLASSIFICATION ANNEX II - LIST B
CONFORMITY ASSESSMENT ROUTE ANNEX IV

WE II-EREBY DEC]LARE THAT TIIE ABOVE MENTI
PROI'UCT MEET'S THE PROVISIONS OF THE C]OI"

DIRECTIVE 98179IEC'.

FOR IN \/ITRO DIAGNOSTIC ]DEVICES.

AEMPS -n'0318
FULL QUALIT'Y ASSURANC ] SYSITEM
2004 05 0442 CT (in accordancc with Annex
except Section IV) of the Direct ve 9Bl79lEC)"
REI-EASED BY EC NOTIF.IEI)BOT)Y N., O

UNI EN ISO 1,1485 N" 2013 I I 0039 EN,
REI-EASED BY EC NOTIFIETIBOTIY N., O

PLACE & DATE OF FIRST ISfiUE MILANO 'MAY 2OO9

PLACE & DATE OF CURREN:I
EMISSION

t--R",l I o5zot 8l

Dl A.PRO Diagnostic Bioprobes S.r.L

Siede tegate e tab.: \/ia G.Carducci, 27 - 20099 Seslo S.Glova nni (MI) - ltalt

Tel. +39 02 27007161/6450' Fax +39 02 44386771 'http://www,diapro.it' E-mail: infr

capitalesociale€50.000,00 LV.-P.lVA: 11924660159-Reg. lmp. 11924660159-ltEA 1

NED

NOTIF'IED BODY
(EC) CERTTFTCATE(S)
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Lorne Labsratories Ltd
Unit ltCutbush Park Industrial Estate
9anehill

UT

Ut t-t-iO (Ut-) issuqs this oe{tiffcttte to the Flrm named above, afttil ass{ssing the Flrm's quality

,system,qnd'lir.rding lt ih compliance With:

ISO ,{348512003 / Gor {,:2009
EN fSO 13485:2012
The rriianr.rfacture of In.v.itrg diagnostie blood grcuPing rgageftts, Tha purchase fol
resaterof in vitrc diagnostic serology teat kit'

Flle Number h12241

Certificate No. 11€40248.POWS

UL tLC.

Effectiv-e Daie May 23, 201I
FxFiry:Date February 28, 2A19

Authorized by

This,qufl lily $ystenr registra
as sp-eCifiec in lhe scobe of
ffiainteiil lts rogistratlon in I

to-MB-so043 Issue 1.1.O

of goods and/or
frm represents itwi

ofremains the

UL LLC

Road

I uL {nd the ul logo-aietiff 4ertarkiif

333 P

bror)k, [L 60( 2096 UsA
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tcl
CERTIFICATO n,

CERTIFICAIE IVo.

SI CERTIFICA CHE IL SISTEfuIA DI GESTJONE PER LA OUALITA OI

WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENI SYSIEM OPERATED BY

GRUPPO VACUTEST I(IMA
Sede I Head Otfice

Vla dell'l ndustri a,12 - 35o2O Arzergrande (PD) - iltalia
Uniti Operative I operative Units

MEUS S. r.f . - Via Leonardo da Vinci, 248 - 26 - 28 -Zona Industriale Tognanal- 35028 Piove di Sacco (PD) - ltalia
MEUS S.r.l. - Via dell'lndustria, 2 - 16 - 35020 Arzergrande (PD) - ltalia

ROLL S,R,L. . Via Leopardo Da Vinci, 24A-Zona Industriale Tognana - 35028 Piove di Sacco (PD) - ltalia
KIMA S.R.L. - Via Leonardo da Vinci, 22 -Zona Industriale Tognana - 35028 Piove di Sacco (PD) - ltalia

VACUTEST KIMA S.r,l. - Via dell'lndustria,12 - 3502o Arzergrande (PD) - ltalio
VACUTEST KIMA S.r.l. via L. Da vlnci,22 Zoha lhdustriale Tognana -35028 Piove di Sacco (PD) - ltalia

E CONFORME ALLA NORFIA / ,S IN COMPI-IANCE WITH THE..STANDARD

UNI EN ISO 9001:2015
Sisterna di Gestione per la Qualitd I Quality Manageme4t.Syslem

PER LE SEGUET{TI ATTIVITA / FOR THE TOLLOWING ACTIVITIES

EA: 14 - 29

Progettazione e produzione di pfovette con vttoto predeternrinato ad uso prelievo etnatico, liquidi biologici e urine.

Produziohe di provette per microprelievi di sangue. Progeitazione e produzione di Hotders (camicie) per preljevo sottovuotD
progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici, Progettazione e produzione di

terrenidicolturapermicrobiologia Progettazioneeproduzionedi aghi edispositivi sterili peril prelievoematico.
Oomntercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura pei'microbiologia, ariicoli in plastica per

laboratorio analisi, provette con vuoto predeterminato e aghi bterili. Progettazione er produzione di stampi per articoli in
plaslica per laboratorio anaiisi Stampaggio di materie termoplastiche ad rniezione per artic;oli medicafi.

Design and produclion of test tubes with predetermined vacuLtm for collection of haem.atobgical sanrp/es, biological hquid:;
and urine sanrp/es, Produclion of test tubes for micro-collection of haentatological samples. Desigtt anri production of

Hoiders for vaauufft ,sarnpling. Deslgn and pro duction of diagn ostic klls for blood and biologlical liquid,s analysis, Design ancl
producUon of culture media for micrabiology. Design and production of sterile needles and devicos for collectlon of

haematologica! samp/es. Trading of lhe proclucts ot the Group: diagnostic kits, cglture ntedia for microbiology, plastic

disposab/e labvrare, testfubas with pre(leterminedvacuum an(t sterile needles. De$ign and prodttclit:.tn of ntouldsforplasth:
labware. hjection moulding of thermoplastic materials for medical devices

Riferirti alla documenlazione del Sistenla di Gestione per la QualiLd aziendale fier l'appli0abililA dei lequisiti della rorm3 di rifel im€nto

Relet lo lhe docunenlalion ol lhe Qualily Managenent Systen for delails af Epplicallon lo ftjtercnce slandad requienen[s

ll prese0le oertillcet0 A soggetlo a rispetlo (iel docuntent0 iCll\.4 'RegoianenLo per la ceilillcaione dei sislemi di gestiofle" e el relalivo Schenla sPecillco.
'the 

use and lhe validily ol lltis ceii{icate shdll s

Per infomrazion pltntuali e a0Oicfnale circa eveniuali vr/iazioii interyenule ilello stalD della ceJlificatlone di ctli al trresenle cerlificato,

si Drqla di conlatlare il n" ielefonico +39 02 72534 1 o ifldjrizzo e'mail inlo@icim it

Fot linely and rpdaled inlomalion ahoul aoy changes in tho cedificaLion sl"Lus rele[rcd lo in ihis cetlilicate,
please ianlad lhe numb\t +39 02 725341 or enail addrcss info@Eim it

Data di scadenza
Expihg dale

17tonn02t>_

sGQ No 004 A

l{embro deq I Accordl dl l{utlo Rlcmosclnrento EA, IAF e ILAC

Slgnatory of EA, IAF dnd ILAC Mutual Recoqnl[ion AtreelnenLs

/QN€l /E

426414

Data emissione

Frrsf issue

18101t2007

Ernissione conente
Currenl issue

18t01t2019

E

O

:a

a-f

Piazza Don Enfico

*
r* .*

ll

is a member nf

ls the laryest provtder of management
kfltlctllon ln th. world,
ofmort ban 30 bodles aill coonts

subsldlarles all aver the gl1hE,

la Federazione llallafla dl Orgenlsml di
del sisteml dl gectlone azlendale.

the ltallea Federatlon oF management
svstem Certlfication Bodl ats,

riERltfcliot ilfl/oR(
.iqnel-certlflcstlon,ooF

TQNETI assoclatloi of th.worldc first class

cIsQ
Cert f
Cl5Q

www cisq,com



Data entission€r

Frrsi issue

18101t2007

!-
N
c

Oo
ft
O

is a member of

rEHilAll0lI rllFlcATrcH Nfl!o3(
v.lqnat-certiflcatlon cort

ssaoclation olthe ||orldE fi6l class

IQIlet ls

426514

proget[azione e produzione di provelte corl vuoto predeterminato ad uso prelidvo ematico, liquidi biologici e utine

Produzione di provette per microprelievi di sangue Progeltazione e produzione dil:19"!:,(tilltlt]?J ?:^'-1t:li:yl],::l"l
pfogettazione e produztone di i<jt diagnostici-per l'analisi del sangue e dei liqurdi biologici' Progettazione e produzione di

ierreni di coltura per microbiologiTr. Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico'

Commerclalizzazione di ptoOotti O-"t Crup[o: kit diagnostici, terreni di coltura pei rnicrot)iologia, articoli in plastica per

laboratorio analisi, provette con yuoto predeterminato e aghi sterili. Progettazione e proriuzione di slampilcel,articoli in

plaslica per taboratorio anali:;i. Stampaggio di materie termoplastiche ad inieziorle per artirroli mediCali'

Design and ptoductiolt of lest tubes with predetermined vacLlum far collection of nr"r19,.?,g^i:u!-i1l]1122:.!i,*?,':?1,^'::i""::;i;;;:;;;;'rrt.'itiirrtn,offestiubes forn'ricro-collectionof haernatological samtrtles Desiglnand.procluctionof

Holders for vacuurt sampling. Design ztnd production of diagnostic kfts for blood. aIcl bio.logical,tiquid::l!!v:l^2?^":s:,"
procluction of culture media fotlmictob'ioJogy Design aid procluction of sfen/e need/es and devh;es for collection of

haematologicalsamp/es, iiaaing o1 the priducts oi the G/oup: diagnostic kits, cu.lture nedia for microbiology, plastic

rlisposab/e laitware, teit fubes with-predetermined vacuun't and sterile needles. Design and production of moulds /orplasl

labware hjecUon moutding of thermoplastic materials for medicaldevices

Riterlrsi alla isiti de nlo

Refetl e s[d]

Per nlotme e di ct aLo'

m it'
in lhis

Emissione corrente

Cul7ent lssue

18t0112019

Data di scadenza

Expking date

1710112022

\tlt/w icim il

sGQ N' 004 A

I'l4mb.o degii Ac.ordi di }Iut(o Rlqonostlmento EA, lAF e ILAC

Sighntory of EA, lAF.lnd JLAC l'lotual Recognlrlon Aqreements

fi

CERIIFICATO N.

CERTIFICAIE /Vo,

SI CERTIFICA CHE IL SISTEIVIA DI GESTIONE PER LA QUALITA DI

wEHEREBYCET|T|FYTHATTHEQUAL|TYMANAGEMENTSYSTEM}PERATEDBY

GRUPPO VACUTEST KIMA
Sede I Head Office

Via dell'lndustria,12 - 3SO2OArzergrande (PD) -'ltalia
Uniti OPerative I OPerative Units

lS S.r.l. - Via Leonardo da Vinci, 248 - 26 *28 - Zona Industriale Tognanal- 35028 Piove di Sacco (PD) - ltalia

ROLLS.R.L. )-ltalia
KIMA s.R.t. - ltalia

vAcurEsr' - ltalia

E coNroRuE nlLA NORMA / /s tN IIMPLIANCE wlrH THE STANDARD

UNI CEI EN ISO 13485:?4ffi
Sisterna di Gestione per la Qualitd I Quality Management System

PER LE SHGUENTI ATIIVN'A / FOR THE FOLLQWING ACIIV/I/ES

EA: 14 - 29

tQflet/
ls the Jaryst provlder otrntanagemcnt
Ce^n.aaon in the world.

more than 30 hodies dqd Eounts

subsidiatles all ovet the qlobe.

e la Federdrlone Italiana dl organlsml dl

del slsteml dl qcstlone nzlefldale

is Lhe ltalian Faderallon of management
system Certlfication Bodle5

w,cisq.corn



CERTIFICA
Nr.50 100 11497 - Rev.003

Si attesta che / This is I'o ceftify thal

lL SISTETVA QUALlTA Dl
THE QUAT"ITY SYS|TEM OF

LIOFIL(lHEll/l S.r.l.
SEDE LEGA,LE E OF'EFIATIVA:

REG/SIERED OFFICE AND OPERATIONAL SI

VIA SCOZIA SNC . ZONA INDUSTRIA
r-64026 ROqETO DEGI-I ABRUZZI (r

SI]DE OF'ERAI'IVA:
OF'ERATIONAL S/TE:

E

)

E coNFoRME At REQUlstrt DELLA NoRlvA

HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS

UNI EN ISO 9001:2015

QUESTo cERTtFtcATo E vALtDo Pt=R tL SEGIJENTE cAl,4Po DI

THts cERTtFtcATE ts vAL.tD FoR Tl.tE FoLLowtNG scoPl=

Progettazione e sviluppo; produziol'te e commerci
dispositivi medico dia$nostici in-vitro: terreni di

batteriologia, sistemi di ilentificazione e antibiogra
determinazione di plasmaproteine ltar t 2el

CONTRADA PIANE VOTVIANO - TRAVERSA DI

t.64026 ROSETO DEGLI ABRUZZI (1

SGQ N. O49A

illembro deq Accordi dr Muluo Riconoscrmento

;i:1"'j:',i#;ilff""J:*"** / / a
4 e l=*- \s

,/ Andr,aa Gos
/ Diretlore Div sione Busines

A GRECIA

izzazione di
colturra per
nn'ra, kit per la

itro diagnoslrc
tification and
determination

Validitd lVelidity

2019-02"11

2021-02-10

t tssuinf oate

2019-t02-11

COi,IPLETO DEL SISI EN4A DI

ON THE COMPLETE REVIEW AF

TttV ttatia S,r.l,. Gruppo TUV StiD. Via Garduc,ci 125,PaJ..23 .20099 Sesto San Giovanrti . ltalia. www.iuv.it Ttryu'
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Liofilchem'n
I)ICI]IARAZIONE I)I CONT.'ORA,ITTA CE / EC DECI.ARATlON ()I' CONT.'ORMIT}'

l)lClllARAZlONll l)l COh*!'ORMITA Clt

Lrsocier,\ Lirtllelcrn6srl,conscilcLclrlciilVixSuozia,G026Rosclode!liAhruTzi(TE)ftaiiqinquoii()tli
lirbbdcnr(c (lel rlk|ositivo ilr(lico{liigroNico /r rrlo cknrrb ilclla labclla {llcguta Rovisionc 32 I dcl
07 06 20r7

dichiara so(o la propria rcqrcrNubilitd

I chc il diqNsitivo sopm ir[liealo so(ldisl-a luilc lc disposiziori rpplicabili dclla Direltivr 98/79lCE (Allegalo
fll) rcecpih nclh Lc!idazbrc ltaliililn dal Dccrcto LeBislativo n' 332 (lcl I scllcnrbrc 2000;

2 clrc il dkp6irivo iil olgclb ilor C inclu$) ilcll'Allcgaro ll, lisla A c B dcllr Dneri\a98/19lCE

I etrclir(lmunrcrlrDioilctcoricadicuirll'0llcgfl(ollldcllndirctlivaDirctUvr9S/79/CEaadisposi2iorredcilc
rukrrirl nazionali prcsso la sua scdc e str, conscrvtrlil lrcr 5 urili dall'ullirnr dala di fabbricuiore dcl

I clcil prccs$ di lrhbdcilzioncsegue odcguati pflileipi di ilssicuBziotrcdclla qurJjli;

5 di avcr nrtivato e di ilrilnc[crc 0lliorralo, uo si$cr'il di srvcgljilra tscDroduzionc pcr il nronilraegio
dei pruldlii

6 clre il distNilivo ir oflelk) d slalo Incsso iu conrDlcrcio murri!) di nrtrcalura CE

IIC DECI,ARATION OI,. CON!-oRMITY

Tlrc cornpailt Liolllclrcnrr S r I , rcBistercd olfice ir Via ftozia, 6]026 Rosclo dclli Abtuzzi (IE) llilly, s a

rnilnulaclilrcr r)l lhc iil viLro Dedicrl-dir-anoslic dcviee listcd iD (bc ,ttachcd lilble, Rcvisro[ 32 I of07,06 20I7

hcrcby ecni116 un(lcf ils owrr resnonsibilily

I drilrdrcabovcnrcntinrcddcviccconlplicswilhallllcrttlicrrbleprovisionsofDirctivc9S/79reC(ArncxllT)
Nnd i(s rclcvurl lriloquilirI ir!' nr(ionnl lx*,

2 rhc abvc nrcillioilc(l rs ilol iilcludcd h Arncx II , Lisl A aild B ol Dice(ivc 98/79lECi

3 rhrr rlc tcchniccl doeumcillnriorr rclirrcd lo ilt Ailtrcx lll ofllc Dircc(ivc 98/?9€C is uvailrblc for lirc

nrrionrJ !ullDrilics iil ils hcilily nnd lhnl $is docurrcnlrlhr shrll bc kcpt lbr 5 ycds alicr drc lNt pftxlucl
hrs bccn Dilruticlurc(l;

I ilrilt lhc nruilullclurirA p(rress lbllows suilablc [incitlcs ol qudily r5utilrcc;

5 ilrilr, has irnplcnlciltc(l and kccp up lo dille, ! posll)qluctior survcilliulcc syslcnr for nlonjtorilrB thc

l)rducls;

6 ilriildrc(lcvicciilqucslior,s'rsinuoduccdlilothcrnrrkcllrovidcdwiilrCEnrark
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Liofildhem'
DTcHIARAZToNE Dr coNFonurrA c

DICHIARAZIONE

La societd Liofilchem@ S.r.l., con Sede Legale in Via Sc

fabbricante del dispositivo medico-diagnostico in vit
01,06.2011

dichiara sotto la pr

1. che il dispositivo sopra indicato soddisfa tutte le dispgsizioni applicabili della Direttiva 9Sll9lCE (Allegato
trI) recepita nella Legislazione Italiana dal Decreto Lelislativo tt" 332 del 8 settembre 2000;

2. che il dispositivo in oggetto non d incluso nell'Alleg

3. che la documentazione tecnica di cui all'allegato III
autoritd nazionali Dresso la sua sede e sard conse
prodotto;

4. che il processo di fabbricazione segue adeguati princifi di assicurazione della qualitd;

5. di aver attivato e di mantenere aggiornato, un sistemzi di sorveglianza post-produziorne per il monitor'pggio
dei prodotti;

6. che il dispositivo in oggetto d stato messo in comme murLito di marcatura CE.

BC DECLARATIO

The company Liofilchemt S.r.l., registered office in
manufacturer of the in vitro medical-diasnostic device I

n"r"Uy certifies unde

1. that the above mentioned device complies with all th
and its relevant transposition into national law;

2. the above mentioned is not included in Annex II , Li

3. that the technical documentation referred to at An
national authorities in its facilitv and that this doc
has been manufactured:

--'4

the

:tor

1 di24





mdc medical

in vitro diagnostic m6dical
blood grouping, bacteriological test

manufacturing of raw

Quality Manag
The mdc audit has proven that

mdc medical device certification GmbH
KriQgerstraRe 6

D-701 91 Stuttgart, Germany
Phone: +49-(0)71 1 -253597 -o
Fax: +49-(0)71 I -253597 -1 O

I nternet: htto:i/wr,vw.mdc-ce.de

1 3088 rlin
Ge v

development, rnan ufacturi and distribution of

for manufacturing of

ddvice rtification GmbH
certifies

al devices

sifin diagn
Berliner All

in vitro diagnostic

has introduced applies a

nt System
quality management system

meets all reouirements of following standard

EN ISO 3485

Medical devices - Quality m t systems -
Reouirements for rory purposes

EN ISO'13485:2016 +

Valid from
Valid until

Registration no.
Report no.

Stuttgart

6 - ISO 13485:2016

2018-10-23
2021-10-22
D1 058700042
P18-00745-121758
2018-07-16



erktdren in eigener Verantwortung, dass
d6clarons sous notre propre responsibilite que / declf re on our owfl responsibility that

das Medizinprodukt (lVDll
le dispositif m€dical (lVD):

the medical device (lVD):

Angewandte harntonisierte Normen:
Normes harmonis6s appliqu6st
Applied harmonized standards:

Konform itAtsbewedung sverfa h ren :

Procddure d'6valuation de la conformitA;
Conform ity assess nrent procodure;

Guliig bis:
Valable jusqu'au:
Valid until:

Serlin, 31 ,10,2018

allen Anforde tlinie 98/79lEG ent$pricht.
remplit toutes I a Directive S8/79/EG gui le eoncernait'

meets allthe p irective 9B/.7SIEG whiph apply to it'

of Gonformity

Arfti-Satrnonella A'67 + Vi, omnivalent
Ahti-Salmonella I (A-E + vi)
Anti-Salmonella ll (F'67)

S$nstiges Produkt
Other device/Autre disPositif

eitsbeauftragter fiir Medizinprodukte

2\21-10-22

*dt; w

Berliner Allee 31 7-321, 1 3088 Berlin, Germany

de s6curi16 lSafetY Officer



sfffi
f,,tserkldrung

/ EG-Declaration of C)onfonnnity
((

Nr./No. 105

Wir/Nous/We

sifin diagnostics gmbh,
Berliner Altee 317-321, 13088 Berlin, Germany

on our own resPonsibilitY thilt

Anti*Salmonella O:43 Arnti'Salms,nella O:58
Anti-Salmonella O;44 y'rnti-Salmonella Ot59
Anti-Salmonella O:45 F,nti-Salnronelld 0;60
Anti-Salmonella O:46 y'rnti'SalmoneBla O:6f
Anti-Salmonella O:47 A,nti.Salmonella O:62
Anti-Salmonel!a O:48 F,nti-SafmonelEa 0;63
Anti-Salmonelia O:50 ' A'nti-S*ilmonella O:65
Anti-Salmonella O:51 A'nti-$almonel[a O:66
Anti-Salmonella O:52 A'nti-Sairnonella'0:67
Anti-salmonella O:53 A,nti-$alrnonel[a Vi
Anti-Salmonella O;54

Anti-SalnronelSa O:'!5 Anti-SalenonellaO;40 Anti-Salmonella O;55
Anti-Salrnonel!a O:56
Anti-Salmonella O:57

sflges Produkt
r device/Autre dispositif

icht.
i le r:oncerniait.
apply to it.

EN ISO 13485:2016, DIN l=N 13612:2002;
Normes harmonisds appliques: DIN EN 11i641 :2002, DIN EN l{lo '14971:2013t

Appliecl harmonizeci standards: DIN EN ISO 15223-1:2A17, Dll'l EN ISO 181 13-1:20i 3,
pti.l Ew tso 1B'1 13-2:2013, Dlll EN lso 23640;2015

Korrformitiitsbewerrtungsverfahren: Arihang llN

Procddure d'evaluation de la conformitd: Annexe Ill
Conformity assessrnent procedure: Annex lll

Guliig bis: 202
Valable jusqu'au:
Valid until: 

i,.* z'''
Bedin, 31 .10.2018 . 'l-- 

.

Sicherhe ilsbeauftragte r fu r Mecl izi nprod u kte
nt do sdcurit6 /Safety Officer

s)fin diagnostics gmbh . Berliner Al 317-321 . 13088 Bertin . GenranY
70 30-30' jalolO,sififidg' wvrw.sifin.dePhone +49-30-92 70 30"0 . Fax



SN

GF-D ec r a rati o n u-=8*i;t#il'
C(

Nr./No. 1 '10

Wir/ Nous / We

sifin diagnostics gmbh,
Berliner Allee 317.321, 13088 Berlin,

erkldren in eigener Verantwortung, das
d6clarons sous notre propre responsabi!it6

das Medizinprodukt (lVD):
le dispositif m6dical (lVD):
the medical device (lVD):

Arlti-shigella flaxneri

Sonstiges Produkt
Other device/Autre dispositif

allen AnforderLrngen der Richtlinie 981791
remplit toutes les exigences de la Directive 98
meeis all the provisions of the Directive 98l7Sl

Angewandte harmonisierte Normenl
Normes harmonisds appliqu6s: DIN EN 13641:20O2, DIN EN l$O 149
Applied harnonized standards: Dllj'l EN ISO 15223-1:2A17, Dli\l EN lS

DIN EN lS0 18113-2:2013. DlNl EN lS

Konformitdtsbewertungsverfahren: Anfrang lll
Procddure d'6valuation de la conformitit Annexe lll
Conformity assessment procedure: Andex lll

2011-10"22

eitsbeauftragter fur Medizinprodukte
nt de securitdlSafetv Officer

sifin diagnostics gmbh . Berliner Altee 3 7-321 .13088 Berlin. Germany

Gultig bis:
Valable jusqu'au:
Valld untii:

Berlin, 31 .10.2018 T. Schwarz

Phone +49-30-92 70 30-0. Fax +49-30-92 30-3cl . info@ 1fin.de . www,sifin,rle

1:2013
;2015



s!
EG-Ko nform i tidtserkldru n g

CE-Declaration de Conformit6 / EG-Declaration of C;onforrylitv
C(

Nr./No" 111

Wir/NousiWe

sifin diagnostics gmbh,
Berliner Allee 317-321,13088 Berlin, Germany

erkiiren in eigener Verantwortung, dass
dSclarons sous notre propre responsabiliti que / declare on our owrl responsibility th:rt

das Medizinprod urkt (lVD):
le dispositif m6dical (lVD):
the medical device (lVD):

Angewandte harmonisierte Normenl
Normes harmonisds appliqu6s:
Applied harmonized standards:

Konfo rm itii tsbewertu n gsverfa h re n :

Procddure d'6valuation de la conformitd:
Conformiiy assessment procedure:

Gt-*ltig bis:
Valable jusqu'au:
Valid until:

Berlin, 31.10.2018

Anti-Shigella dysenteriae type 1

Anti-Shigella dysenteriae type 2
Anti-Shigella flexneri type 1

Anti-Shigella flexneri type 2
Anti-Shigella filexneri type 3
Anti-Shigella fflexneri type 4
Antl-Shigella flexneri type 5
Anti-Shigella flexneri type 6
Anti-Shigella flexneri group 3,4 {y)
Anti-Shigeila flexneri group 6
Anti.$higellla fllexneri group 7,8 {x)
Anti.Shigella sonneF S-forrn (phase l)
Anti-Shigella ssnnei F-fornr (gihase trl)

Anti-$hige!la sonnei S. and F-form (phase I pnd il)

Sonstiges Produkt
Other device/Autr€ d isDosiiif

allen Anfcrderungen der Richtlinte 98/79lEG entspricht.
remplit toutes les exigences de la Directive g8/79/EG qui{e concernait.
meels all the provisions of the Directive 98/7S/EG which apply tr: it.

DIN EN
DIN HN
DIN EN
DIN EN

ISO 13485:2016, DIN EN 13612:20A2,
13641:2002, DIN EN ISO 14971:2013.
ISO 15223-1:2017, DIN EN ISO 18113:1:20'13,
ISO 18113-2:2013, DIN EN ISO 23640:201S

Anhang lll
Annexe lill
Annex lll

2021-10-':22

---\--_
zinproduktd

sifln diagnostics gmkrh ' Berliner Allee 317-321 . 13088 Berfin . Gerrnany
Phorre +49-30-92 70 30-0 . Fax +49-30-92 70 30-30 . info(Esifin.de . www.sifin,de

Agent de sdcurit6 /Safety Officer
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EC DECLARATION OF GONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
ASO Latex kit 03110C1A

has been classified as non List A, non List B (Directive g8/7glEC, Arrnex ll)
and complies with the essential requirements and provisions of Directive
98l79lEc of the European parriament and of the iouncil (also sl 2002
No.618 which transposes the requirements of Directive gg/7g/Ec).

and is in conformity with the national standards transposing harmonised
standards:

o BS EN 980:2008
o BS EN ISO 13485:2012
. BS EN 13612:2002
. BS EN 13640:2002
. BS EN 13M1 :2002
o BS EN ISO 14971:2012
. BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex lll of Dlrective g8/79lEC.

This declaration of conformity is issued under the sole nesponsibility c,f Lorne
Laboratories L.td and is valid from 13 April 2016.

Eddy Velthuis
Technical Director

Lorne Laboratorles Lim ited
Unit 1 Cutbush Fark Industrial Estate

Danehill, Lower Earley
gerkshire RGO 4UT t.lnited Kinedom

LORNIE
LABORATCIRIES

^J-. f;f.-l-7-_ll v&tu I

trUr ll V l-Qr",ff'[11: 
J

';: i$l'*xl,,*" -;"*
urww.lornelabs.coi

R€gislered ofli(.r zs rbove. R,4rrtered iD €ngland No.04:')4D797. VAI No x0!j655 Li6



EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Gatalogue number
RF Latex kit 830100A

has been classified as non List A, non List B (DirectivegslTg/EC, Annex ll)
and complies with the essential requirements and provisions of Directive
98l79lEC of the European Parliament and of the Council (also Sl 20rC2
No.618 which transposes the requirements of Directive gSlTglEC).

and is in conformity with the national standards transposing harmonised
standards:

. BS EN 980:2008

. BS EN ISO 13485:2012

. BS EN 13612:2002

. BS EN '13640:2002

. BS EN 13641:2002

. BS EN ISO 14971'.2012

. BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex lll of D)irective 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories [-td and is valid from 13 April 201G.

Eddy Velthuis
Technical Director

unrtlc Il*Berkshi I
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EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
CRP Latex kit 8501 00A

has been classified as non List A, non List B (Directive g8l7glEC, Arrnex ll)
and complies with the essential requirements and provisions of Dire,ctive
98l79lEC of the European parliament and of the iouncil (also st 2oo2
No.618 which transposes the requirements of Directive ggl7glEc).

and is in conformity with the national standards transposing harmonised
standards:

. BS EN 980:2008

. BS EN ISO 13485:2012
o BS EN 13612:2002
. BS EN 13640:2002
. BS ENJ 13641:2002
. BS EN ISO 14971:2012
. BS EN ISO 18113, parts 1&2

The conformilty assessment procedure performed was in accordance with
Annex lll of Directive 98/79lEC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories l_td and is valid from 13 April 2016

Eddy Velthuis
Technical Direrctor

Lrrrne Laboratories Li m ited
Unit 1 Cutbush Park Industrial Estate

Danehill, Lower Earley
Berkshire RG64UT United Kingdom

Rp.gi$ler€d ofii(e a\ rbove. ReBittered lD Fngland l.lo.04540r8r-,VAIN0 fT t€55 a6
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