Rechizitele bancare:

Cod fiscal/1003600117582
Cod TVA: /0205086

BC “Moldova-Agroindbank "S4
Siliala M. Eminescu

Republica Moldova
mun. Chisindu, MD-2001

str. Tighina 65, of. 607

tel/fax.: (373-22) 54-91-21 . fil=Le
1ol firx: (373-22) 54-73-73 U atisl” cod: AGRNMD2X86 1
tel: (373-22) 54-91-20 GLODAL NONARRETISGGROUP-NOLDOS 2y TR AN MID 14AGO00000225 184801542

DECLARATIE

Prin prezenta, va informam ca dezinfectatii al producatorului Alpro Medical
GMBH, Germania:

1. DesMett

2. PlastiSept eco

3. MinutenSpray

4 MinutenWipes

5.BIB forte eco

0.PrintoSept-ID

7.AlproJet-ID

8.AlproJet-DD

9. AlproJet-W

10.Alpron

1. Bilpron

sunt inregistrate la Agentia Medicamentului si Dispozitivelor Medicale moldova s
puteti sa le gasiti in registrul se stat(print screen este atasat).
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,) MinutenSpray

Pentru dezinfectare rapidd c’ass,c

Praparat special pantru dezinfsctarea 5! curitarea rapldh
a suprafetelor dispozitivelor madicals precum plesele de
mand sau contraunghl, mdsuia unitulul g echipament
dlwsm mobitler din cahimt sa laborator,

* llpﬂdeaiﬁdﬁﬁegfmm
¢ solufie gata preparatd
¢ cartificare VAH/DGHM |

Spectrul de activitate:

o baclericid {inel, TBC, MRSA), fungeld {Candida alblcans)
ind min,

o virucld conform DYV 2612, carrior tost in conditll do
practica, Este eficace impotrlva virusilor non Incapsulatl
in2 minute (In special adenoel virusl nore) sf tot virusi]
Incapsuiat] In 30 g socunde (Inciush HEY, HOV, HN,
hatpas sinpla, grins, | virusul ngjeohic, inclusiv
wfm&ﬂm smmv;.

istillzam.
Pubetizati do la o distantd e 30 om 5l isay sfigi facd efectul
Apol gterget cu un gervelel de unic folosingl fex. Minutarivipas),

456 folos! doar pe suprafate rezistants (s alcacl,

Pentrt curblarea §i dezinfectarea suprafejelor sensibile i
akool va ngdm si utilzati m{ivsul PlastiSept aco,

&pﬁiw;ﬁlﬂﬁﬂw :

Prof. {x R Scliubert, franknury/M., VAH ikl EN 12604 +

EN 13727, 200605 + Prof, Dx, H..P. Werner, Schwarin, VAH,
2009:09; virucid conform DWW (20123, 2013.11 « Dr. K, Brill,
Harburg, EN 14561 + EN 14562, 2000.06; MRSA, 2000.07;
efect de lunga durata/remantenta incl, EN 13697, 200801 ¢
Prol., Dr. P. Heeg, Tabingen, DGHM, 199903 + Dr. J. Hoffler,
Hamburg, EN 1040, 2008.08; EN 1275 + EN 1276, 2000.04 »
Dr. ). Steinmann, Bremen, BYOV, 2003-11: Vaccinia, 2006.05:
Adeno, 2006-05; coronavirus inkl, MERS-CoV, 2014-05
Conpozifie:

100 geontin:

45 g elandl, 15 g isopropanal, 0.1 gmmwmm
0.08 ¢ propionat de trakhiletoxiamaniy, 0,05 g dervate de
akhibiming

—

Importatc?r in Moldova, "GBG-MLD"SRL, str.Tighina65, tel:+373542091,#3%3

Ohsarvatil spaciaie: ;
Atentie. Uchid g vapor inflamatili, Provo-
acd o Fritawe gravd & ochiler. Ase pasta
deparis de surse de ciidurd, suprafete
fierbingi, sedintel, Aacdri i alte surse de
aprindees. Fumatul irdevzis, Pastrats rec
piemyl inchis elans. Purtati echipament de
protectie a ochilor/ echipament de proteciie
a fetei. IN CAZ DE CONTACT CU OCHEE:
cid§ ou atentie cu apd timp de mai mukte
minute. Scoatei lentilele de contact, daca
esie gend @ dacd aoest lucnise poate
face ou vgurintd Continusti 55 didti, Dacd
#itares oghdlor peraistd consuitati medicul.
Nu amestecati MinuterSp rayclassic cu
alte substante de curatare sau derinfecian-
4 sy urapierea i atte stala de puverizare.
{mnpact asupra medsiut
Subatanidle care compun MinutenSpray
classic sunt biodegradatile conform
naamnmlor OECD. Pentru a econdimisi
amtelaple gi @ reduce impactul asupra
mediuiui, v recomandam sa folosdi
sisternyl de reunplere cubitamer de 5 1.
13002 500 mi filacon cu puherizator
3003 500 miflacon cu pulve ruator,
®!
REF|3006 500 mi flacon
REFI4715 11 flacon cu pulverizator
REF 3005 S Icanistrd
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¢ ")  DesNet +

Dezinfectant de suprafete

Lichid concentrat fara aldehide si fenoli pentru
curdtarea si dezinfectarea eficientd a supra-
fetelor dispozitivelor medioale din cabinetele
medicale si stomatologice, cu eficienta
microbiana extinsa.

o Fiiré aldehide gi fenoll

Spectrul de activitate
Bacger el fungcifd gl virueid.

Aplicarez

1. Igiena gemml& sl profilade
0.5 %/ 60 minute sau
20%/ 15 minute
=> bactericid, fungicid i virucid Impotriva virusilor
incapsuiatu {incl. HBV, HCV, HIV, Herpes simplex,
Influenta incl. HIN1 + H5N1, BVDV, Vaccinia)

2. Sectoare critice (sali de operalie)
50%/ 15 -30 minute
=> bactericid, fungieid si virucid impotriva virusilor
incapsulati si nelncapsulati (incl. Adeno, Noro,
Polio si Rota)

Compatibilitate ecologica:

Solutiile de DesNet + sunt neddunéatoare mediului
inconjurator, ingredientii (activi + substantele auxi-
liare} au fost clasificati ca flind usor degradabili in

conformitate cu testele modificate QECD.

Compeozitie:
5-15 % tenside cationice, tenside nonionice, agent|

de curétare alcalinl, substante auxiliare.

Substante dezinfectante:
Clorura quaternaré de amoniu

v-ﬁ:”o.*__

I
Importatior in Moldova, "GBG-MLD"SRL, str.Tighina65, tel:+373542091,+37360999924

Desﬁm +

Observatt speciaie:

Contine: 2-Aminoetanol {141-43.5),
clorurd de dideciidimetiiamoniu
{7173-51-8}, carbonat de potasiy
{884-08.7)

Percol. Provoacs arsun grave ale pielll
$l tezares ochilor. Poate provoca irftarea
cdilor respiratonl Foane toxic pertru
mediul agvatie. Purtali ménusi de
protectie/imbrcminte de protectie/
echipament de protectie a ochilor/
edhipament de protectie a fetel IN CAZ
DE INGHFHRE clititi gura. NU provocat)
voma, IN CAZ DE CONTACT CU PELEA
{sau pdruik scoatetl imediat taatd
Imbracamintea contaminata, Ciatiy
pielea cu apd/tacetl dus IN CAZ DE
CONTACT CU OCHIL détiti cu atentie cu
apd timp de mai multe minute. Scoakli
lentilele de contact, dacd este cazul si
dach acest lucru se poate face cu
usurintdl. Continuati s cdtifh, Sunati
imediat 1a un CENTRU DE INFORMARE
TOKICOLOGICA/un medic. A nu se
amesteca ou alfi dezinfectanti sau
detergentt

E:E!—'fi 3027 flacon cu dozatorde 1 1
[REF] 3028 canistrs de 51




BIB forte eco

Concentrat lichid fara aldehide, fenoli si QAC (compusi cuater-
nari de amoniu) pentru curatarea fara fixarea proteinelor si
dezinfectarea instrumentelor medicale/dentare si a instru-
mentelor rotative de precizie. Are compatibilitate excelenta

si cu materialele endoscoapelor,

s Certificare VAH/DGHM

l?omeniul de apllcare:

Lichid concentrat foarte eficace pentru aplicarea pe

1) nstrumentar dental si medical generic (diagnosticare,
profilaxie, chirurgie, precum forcepsuri, elevatoare, oglinzl
bucale, endoscoape rigide si fiexibile, etc)

2.) instrumente dentare rotative din atel normal si extradur,

+ diamantate, freze si bisturie chirurgicale, freze pentru taiat
coroane, ace endodontice, gume de lustruit etc.

Spectrul de activitate (la grad mare de incarcare cu proteine):
o, bactericid incl. TBC si MRSA, levurocid (conform EN)
Leconomic 0.5% 60 minute
1.0% 30 minute
20% 15 minute
rapid 3.0% 10 minute in baie ultrasonica
4.0% 5 minate in haie ultrasonica
o Inactivarea virusurilor contra virusurilor cu invelis (capsida) incl, HBV,
HCV, HIV, Herpes simplex, Influenza (HIN1 + HS5N1), BVDV, V-reinia
05% 60 minute
1.0% 10 minute
e inactivarea virusurilor contra virusurllor fara invelis precum
Adeno, Noro, Polio conform EN 14476
3.0% 10 minute in baie ultrasonica (la 55°C
e profilaxie CID (Creutzfeldt-Jakob), corespunde cerintelor RKI (; | »=10)

Utilizare:

Recomandam utilizarea BIB forte eco la 0.5%. Pentry prepararea
solutiel gata-de-utilizat ex. 5 ml concentrat cu 995 m| apa (a se vedea
tabelul de dozari). Daca sunt necesari timpi de contact mai redusi,
este posibila prepararea unor solutii gata-de-utilizat cu concentratii
mai ridicate iar instrumentele pot fi curatate in baie ultrasonica

(a se vedea spectrul de activitate).

Pentru curatarea si dezinfectarea instrumentelor, puneti instrumentele
in solutia gata-de-utilizat. Dupa expirarea timpului indicat, scoatet]
instrumentele din solutie si clatiti-le cu apa adecvata {ex. apa deioni-
zata). In cazul unor depuneri persistente curatati cu o petie de plastic
sub jetul de apa, dupa care repetati procesul de dezinfectare. Apai
Instrumentele trebuiesc sterilizate.

Durata de vatabifitate a solutiei gata-de-utilizare:

Solutie gata-de-utilizare (neutilizata) = 30 zile

Sdlutie gata-de-utilizare (in uz) = 7 zile

Ce:rtificari:

Testat pe instrumentele companiei Kemet, de asemeni testate si
recomandate de: Acurata, Busch & Co., Dentsply Maillefer, Meisinger,
VDW, Helmut Zepf.

Daite clinice:

Prof. Dr. H.-P, Werner, Schwerin, EN 13624, EN 13727, EN 14561,
EN 14562, EN 14563, 2012-09 + 2013-02 + Dr. H. Brill, Hamburg,
stqbilitate in utilizare, 2012-11; ultra-sunete, 2013-01 * Dr. J. Stein-
mann, Brema, OVV + EN 14476, 2013-02

Importator in Moldova, "GBG-MLD"SRL, str.Tighina65s, tel:+373542091,+37360999924

©8i8 forte eco

Compozitia:

Amines, N-C12-14-alkyltrimethylenedi-
(90640-43-0); N-(3-aminopropyl)-N-
dodecylpropane-1,3-diamine (2372-82-9);
2-Aminoetanol (141-43-5); Guanidine,
N,N"-1,3-propanediylbis-, N-coco alkyl
derivatives (98246-84-5); agenti emul-
sifiantl; agenti de complexare; tenside.

Observatii speciale:

Pericol, Lichid si vapori inflamabili,
Nociv in caz de inghitire. Provoaca
arsuri grave ale pielii si lezarea ochilor,
Poate provoca leziuni ale organelor in
caz de expunere prelungitéd sau repetatd
n caz de inghitire. Foarte toxic pentru
mediul acvatic. Toxic pentru mediul
acvatic cu efecte pe termen fung,
Contine piperazina. Risc de reactie
alergicd. A se pastra departe de surse
de caldura, suprafete fierbinti, scantei,
flacari si alte surse de aprindere.
Fumatul interzis. Purtati manusi de
rotectie/imbracaminte de protectie/
echipament de protectie a ochilor/
echipament de protectie a fetei, IN

CAZ DE INGHITIRE: clatiti gura. NU
provocati voma. IN CAZ DE CONTACT
CU PIELEA (sau parul): scoateti imediat
toata Tmbracamintea contaminata.
Clatiti pielea cu apa/faceti dus. TN

CAZ DE CONTACT CU OCHII: clatiti cu
atentie cu apa timp de mai multe minute.
Scoateti lentilele de contact, daca este
cazul i daca acest lucru se poate face
cu usurinta. Continuati sa clatiti. Sunati
imediat la un CENTRU DE INFORMARE
TOXICOLOGICA /un medic.

REF) 3741 sticla cu dozator 1 |
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Product Service

EC Certificate

Full Quality Assurance System _

Directive 93/42/EEC on Medical Devices (MDD), Annex I excluding (4)
(Devices in Class lla, lIb or Il

No. G1 029056 0067 Rev. 00

Manufacturer: ALPRO MEDICAL GMBH

Mooswiesenstrale 9
78112 St. Georgen
GERMANY

Facility(ies): ALPRO MEDICAL GMBH
a v ) Mooswiesenstrafie 9, 78112 St. Georgen, GERMANY

Product Category(ies): * Cleaning and disinfection preparations
for water-bearing lines of medical and

dental treatment units

» Cleaning and disinfection preparations
for aspiration and separation systems
as well as spittoon bowls of medical and
dental treatment units

* Disinfection preparations for

surfaces of medical products

* Preparations for cleaning and
disinfection of medical and dental
instruments including rotary
instruments and endoscopes

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Il devices an additional Annex || (4) certificate is mandatory. See
also notes overleaf.

Report No.: 713140253
Valid from: 2019-01-18
Valid until: 2023-12-31
LLIT] E:\\
) 42‘
‘; A Wik /‘?’".qi\\
q.* \
Date, 2019-01-18 Gi?'ﬂaﬂé hu
T8 75
7574
Stefan PreiR
Page 1 of 1

TUV 8UD Preduct Service GmbH is Notified Body with identification no. 0123

TOV SUI:,i Product Service GmbH - Certification Body « Ridlerstrate 65 « 80339 Munich « Germany



Zertifiziervertrag

Grundlage fir die Zertifikatserteilung ist die Prif-
und Z{W!I:Luwa,tung von TUV SUD Product
Service. ‘

Mit Erhalt des Zertifikates erkennt der
Zerfifikatsinhaber die jewails gliltige Fassung der
Prif- und Zertifizierordnung an (www.iuev-

sued. de/ps_regulations) und wird somit Partner im
Zertifiziersystem von TUV SUD Product Service.

Prinzipielie Voraussetzung fir die Giiltig
des Zertifikatos:
s GlUltigkeit der zitierten n
Prifgrund aga«{n} ist geg
urd zuséizlich bel Zentifikat
zur Verwendung sine:
Zertifikaten fir QM- ‘w stome:
o Voraussetzungen fir vors
Fartigung wars‘% Qi
« Die Fertigungs- baw,
regeimaliy é’sbemdmﬁ.

Cer?xf:mtmn contract

Certification is based on the TUV SUD Praduct

Sew&ce Testing and Certification Regulations.

On rece!pa of the cerntificate the certificate holder

agrees to the current version of the Testing and
Certification Regulations (www.tuy-

sué com/ps_regulations) and Hms ber omes panner

Requirements for the validity of the certificate

in principle:

¢ Validity of the quoted test standard(s)

in addition, for certificates with the

certification mark and for QM certificates:

» Conditions for an adequate manufaciuring are
maintained

in the TUOV 80D F’}‘Csduf}f Service Certification ¢ Regular surveillancs of the fagliity ia n
ayﬁtem
ﬂﬁ@s"ﬁ?ﬁ %ﬁﬁ%%ﬁﬁ&ﬁﬁﬁi R

V\ﬁ%? TOV SUD = @RS Gt R IAEEM) .
%f‘%x&%ﬁﬁﬁﬂﬁﬂ%ﬁﬁ%%ﬁéﬁﬁﬁiﬁﬁ st X
LM;F;&QU)) ( L www.tuv-sud.com/ps_regulations )
HEH TOV SUD 7 R 8RS I E R4 P9 4 &,

e AR EEIEHR
5, W FEE
HRIEH

s RERDWER
. ¢?‘»§ri&3§;¢i

BT
RE@ TUV 80D Product Service 0 RBEIRERAIC

& ‘(C HALBE RS %@mﬁg%ﬁﬁg“&% g N S
‘“%”@ \%‘Eﬁﬁﬁ(www.tmf«

sud.cm‘alpg regulationsHC BB L AL 0 & §5,
%@%ﬁ% TUV SUD Product Service 2855 X5 A
G)z\f &3,

AEARORDECE TS FRMNZEREE

» BALTV2HEBERYENTEA
EOULRN - OERE

BIRD AL NS

o WY FLEOREL M, 7
o EHMASIBEELSEE, T2

Contrato de @emi‘gcamo
A cerlificacd baseia nos Regulamentos de
0 TUV SUD.

) ‘necador, tiular do
{ ) concorda com a versio atual dog
gularmentos de Testes 8 Ce 1t lf‘c..%,(’z{: do Grupe

TOV SUD (www.tuv-sud.cc s _ m,quémtiorm; &

L

(‘~<)gii

torna-se parcairo 1o Sistama de Certifica oo
de P mai itos & Servigos TUV SUD.

Requisitos para « validade do certificads (em
principio):
¢ %f?.ﬂdcta@ dais) norma(s) de ensaios)
. . i’:,
jciona e, para os certifics,
40 uso da marca de certificagidy/ S
de SG: &
» CondicBes de
mantidas.
+  Auditoria de monitoracio reg
regularments,

%ﬁ-’em«% 13,, =

N £
*'f.'sm\u *
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Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 029056 0069 Rev. 00

Product Service

Holder of Certificate: ALPRO MEDICAL GMBH
| Mooswiesenstralte 9
‘ 78112 8t. Georgen
GERMANY

Facility(ies): ALPRO MEDICAL GMBH
cllity(ies) Mooswiesenstrafie 9, 78112 St. Georgen, GERMANY

Certification Mark:

tuv-sud.comips-cort

Scope of Certificate: Design and Development, Production and
Distribution of Hygiene Agents, Cleaners
and Disinfectants for the General Medicine,
the Odonthology and Laboratories as well
as Special Products for the Water and
Waste Water Technique in Medical
Treatment Units And Dosage Devices for
Decontamination Agents in Medical Devices

Applied Standard(s): ENISO 13485:2016
PP i ( ) Medical devices - Quality management systems ~

Requirements for regulatory purposes
(1ISO 13485:20186)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s), See also notes overleaf.

Report No.: 713140812

Valid from: 2019-01-18

Valid until: 2021-12-31

Date, 2019-01-18 Stefan Preif

Page 1 of 1 Y U E

TUV 8UD Product Service GmbH » Certification Body - Ridlerstraie 65 « 80339 Munich » Germany Tov®



Zeriifizierverirag |

Grundlage fiir die Zertifikaiserteilung ist die Prijf-
und Zertifizierordnung von TOV 8UD Product
Service,

Mit Erhait des ,._em‘ﬂkcu@s aerkenrnt der
Zerlifikatsinhaber die jewslls gliitige Fassung der
Priif- und Zertifizierordnung an (www.lueyv-
sued.de/ps_regulations) und wird somit Partner im
Zertifiziersystern von TUV SUD Product Service.

Prinzipielle Voraussetzung fir die Giltigkeit

des Zertifikales:

« Gililligkeft der zitierten normativen
Prifgrundlage{n ) ist gegeben

und zusatziich bel Je

2ur Verwendung eines *%

Zﬁrimkd’*m fm’ Qi\ 5

F‘f”‘ gurfs;f wmaen g
s Die Fertigungs- baw, L
E’@Q@imaism Gherwaoht

| b
Certification contract .
Certification is based on the TUV SUD Pmd{ ct
Service Testing and Certification ri@gu[a ion
On receipt of the certificate the certificate %20*dez‘
agrees to the current version of the Testing and
Certification %egu%az ONs (wwwtuy-
sud. mmm _____ ulations} and thus becomes partner

in the TUV QLJFJ Pr udvvt Service Certification
S‘fsiem

Requirsments for the validity of the certificata
in principle:
o Validity of the quoted test stan
in addition, for certificates with the
certification mark and for QM cer
s Conditions for an adsgquate manufa
main %a'r%ﬁ{é
= Hegular sury

eilance of the fa

NE&H

WEEF TOV 8UD P R (REREM) .
ﬁﬁ%ﬁ%ﬁgﬂ%ﬁﬁ} ERREH RS HMRALY CURE
1)\'&:'%)'11 P (B www.tav-sud.com/ps_regulations )
B\ﬁfﬁj TOV SUD 7 BERSHIAE R G5 A 2 fe ik,

%%ﬁ%%%%@ﬁ%w@:
1T P (e AR MR Y R
A N S o - IR AR Y 7
WERES

o REBEDBLEP %M

o EFGHESERNEE

>
& W.«\

Wmﬁﬁ

:Iti% TUY 80D Pmdwﬁ Service O FEEAEIRIELL
%ﬁﬁoﬁwéﬁﬁ%@w£§§§?3%mc &
") B O BB ERAE RS (www. tuv-
sud.c}om/ps_reguia‘t%z}ns}ﬁ FBELEEDETD,
T DR, TOV SUD Product Service S8EES A5 4
DN b BB,

HlrgosHCRT A EAY
sﬁ%@?b%ﬁ%ﬁ%ﬁ%@?&%

THURAN T OEBEHFE L
EYERDA R

o BEEEENEOS 7

. EE“%BW"Z-%

A dc; um’v“
¢ ag Jz{uim do
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] | ACENTIAMEDKANMEN T g
L  DISPOZITIVELOR MEDICALE s

AL 0948 N ff)% (St Ky ot -39/

La nr. AD7.PS-01,Rg01-1534 din 21.09.2018

GBG-MLD S.R.L.

MD - 2001, or. Chisindu
str. Tighing, 65, of. 607
office@gbg.md

Prin prezenta, Agentia Medicamentului $i Dispozitivelor Medicale (in continuare
AMDM), cu referire la solicitarea Dvs. nr. G-392 din 20.08.2018 cu privire ia
mregrstrarea dispozitivelor medicale in Republica Moldova, V3 comunicd urmitoarele:

Com’orm Legii nr, 102 din 09 iunie 2017 cu privire la dispozitivele medicale, unica
confirmare a faptul ¢d dispozitivele medicale au fost inregistrate este Registrul de Stat al
Dispozitivelor Medicale, Registrul este accesibil pe site-ul oficial al AMDM: www.amed. md
(Registrul Dispozitiveior Medicale - htt p://89.32.230,138:8081/).

Totodatd, V& informam ci urmitoarele dlspozltlve medicale:

MINUTENWIRES

in rg;;s‘:fa - Denumirea dispozitivuiui medica{ ) o szggg;;
| DMO00026511 | DEZINFECTANT PENTRU SUPRATE [E $1 DISPOZITIVE MEDICALE ~ ALPROJET-DD
| OMO00107528 | DEZINFECTANT PENTAU SUPRAFETE SI DISPOZITIVE MEDICALE | fo;RD?i""?
| Dl\%bonopmu T DEZINFECTANT PENTRU SUPRAFETE 51 DISPOZITIVE MEDICALE | DESNET +
DMO00026515 DEZINFECTANT PENTRU SUPRAFETE ST DISPOZITIVE MEDICALE ot ”NETE”*"R’”
S ; == f LAY

DMOOOO2651&

| ovonsczssis S
DMD00026519 | DEZINFECTANT PENTRU SUPRAFETE SI DISPOZITIVE MED{C,;L.I: ; PII/—AST’SEP". EFP
DMO00026521 DEZINFECTANT PENTRU SUPRAFETE $1 DISPOZITIVE MEDICALE ] PRINTOSEPT-1D.
DMO00026522 DEZINFECTANT PENTRU SUPRAFETE SI DISPOZITIVE MEDICALE | BILPRON
DMO00026529 | DEZINFECTANT PENTRU SUPRAFETE ST DISPOZITIVE MEDICALE | A‘;LPRON

|  DMO00026575 |  DEZINFECTANT PENTRU CURKTARER INSTRUNENTELOR MEDICALESI | o SRR B

CHIRURGICALE WA

de Ja producatorul ALPRO MEDICAL GMBM din German/a sunt inregistrate Si
incluse n Registrul de Stat al Dispozitivelor Medicale in baza Ordinului AMDM nr. AQ7. PS-
01.Rg04-229 din 06.11.2017 $i A07.PS-01.Rg04-102 din 17.04.2018.

Director general adjunct Dumitru SAGHIN

X Seripeari Adrian
Tel:G22 88 43 05

adnan.sctipeari@amed,md

Ageniia Medicamentuli si Dispozitivelor Mediale
M&dwmes and Medical Devices Agency

Sin M‘roien?o 24, Mb 2028, C
Tel +373 22 884307 g-m ail: off
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G-CERTI hereby certifies that

DURICO C&T INC.

33, Oedap 6-gil, Sangju-si, Gyeongsangbuk-do, Korea

Has been audited by G-CERTI and has implemented

Medical Devices-Quality Management Systems

ISO 13485:2003

Scope of Registration

Design, Development, Manufacture and Sevice of Special Paper
(Thermal Paper, Ink-Jet Paper, Photographic Paper, Mat Sheet)

Issue Date : 30 Jun. 2017
Expiry Date : 04 Jul. 2020

OriginalDate  : 05  Jul. 2014 _ ;f % ERE
Certification No : GK - 0233 - MD Mv?’ P o =
v Chief Executive )

To verify the validity of this certificate please vislt : www.gcerti.com
This is to certify that the Management Systems of this company has been found to confirm to the above G-CERTI FI-12 03

e JANSN
=

ACCREDITED
Mary

Cﬂli%ulhm Body
MSCB-113

Scanned by CamScanner



Thermal Paper for Video Printers

e

Medical & Industrial Usel..

Durico manufactures Synthetic Thermal Papers for printing Ultrasonic Video Images. Durico’s
Video Papers have become very popular worldwide, replacing Sony and Mitsubishi papers
with Lower Cost and Consistent Quality. Durico is successfully exporting high image contrast
thermal papers to world markets for medical recording and industrial applications.

Superior Quality Medical Image Printing Paper
1. Grades
« High Glossy Grade — ULSTAR-1100HG
o High Density Grade — ULSTAR-1100HD
« Standard Grade — ULSTAR-1100S
2. Applications
o Printing Black & White Video Images on Medical Diagnostic Equipment, such as
Ultrasound Systems
 Precision Printing Suitable for Thermal Sensitive Printing Methods

3. Compatibility

 Fitting perfectly to most Sony and Mitsubishi Printers
o Compatible Sony Printers

o UP-850

o UP-880

o UP-870MD

o UP-890MD

o UP-895MD
o Compatible Mitsubishi Printefs".

o P-70 '

o P-90

o P-91



o Paper Equivalents

DURICO

4, Size

» High Glossy — ULSTAR-1100HG : 110mm x 18m
e High Density — ULSTAR-1100HD : 110mm x 20m
o Standard - ULSTAR-1100S : 110mm x 20m

5. Packing
» Eachroll packaged ina pmlch

¢ Srolls in an innet box
o 10 inner box sm*__-




DNV BUSINESS ASSURANCE

EC CERTIFICATE — PRODUCTION QUALITY ASSURANCE

Certificate No. 65242-2009-CE-ITA-NA Rev. 2.0
This Certificate consists of 3 pages

This is 1o certify that the Quality Management System of

CERACARTA S.P.A.

Italy
Jor production and final product inspection/testing of
Electromedical Recording Paper
has been assessed with respect (o

the conformity assessment procedure described in Article 11.5 and Annex V (Module D1)
of Council Directive 93/42/EEC on Medical Devices for the aspects of manufacture concerned with
the conformity of the products with metrological requirements, as amended, and found to comply

Further derails are given overleaf

Place and date: This Certificate is valid until:
Hovik, 08 September 2014 ﬁ 09 September 2019

For DET NORSKE VERITAS CERTIFICATION AS I O i

NORwWAY NORWEGIAN
ACCREDITATION
PAOD 002
ity CE
Aud Leken Eiklid Notified Body No.: Angela Lanna
Certification Manager 0434 Technical Reviewer

This Certifieare has heen digiudiy signed. See suew v com digitalsignoney for more info |~

Npfice: The certificate is subject to terms and conditions overleaf. Any significant chunges in design or conmurffb Ay maw this e &‘%‘?‘i’ wx fil
Wany gerson aullies s o damage which i praved (o have bears causd Ly any nqﬂlgml act er ambssion 0 Del Nowske Verits, ben (et Horshe Veriias shali pay compensatian o sk peg B -er'.f'«' o
shall 1o exceed an smount exqus) Lo fim times Nie: foo charged M the servioe it question, grovided Uial e anscimum wompxnsstian St cever exesed USE WGEO00 B tbis pravinion D oy "%3\ (1] ;5;-« ot '{ fahyan welt

all i pubsdisries, directors, ol‘l’w:is wnplayees, agents and any nther acting on dehaif of Dt Norske Yerius

Det Norske Venitas AS, Veatasveien 1, 1322 Howik, Norway, Tel: 47 67 57 9900 Fax: +47 6257 99 (] Q
Page ] of 3



Ceri. No.: 63242-2009-CE-ITA-NA
Rev.No,: 2.0
Project No.: PRJC-89356-2008-MSL-ITA

Jurisdiction

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as ‘Forskrift for Medisinsk
Utstyr’ by the Norwegian Ministry of Health and Care Services.

Certificate history

Revision  |Description | Issue Date |
0 Original Certificate 2004-09-09 |
1 Re-certification 2009-091)-5 H;
2 Re-certification - 2014-09-09 |

Products covered by this Certificate

'Product Description Product w Class
Electromedical Recording Paper |Recording paper for: Im

« ECG

. EEG

.« CTIG

. laboratory analysis ]

The complete list of devices is filed with the Notified Body.

Sites covered by this certificate

Site Name Address
CERACARTA S.p.A. Via Secondo Casadei, 14 - Z.1. Villa Selva - 47%1?1‘5%331}-
g\\“"’.,-* TN ,:{.‘ —

Ly N,

HEAL OFFICE: Det Norske Veritas AS, Veritasveien |, 1322 Hovik, Norway, Tel: +47 67 57 9900 Fax: +47 6757 9911 wwy diy com
Page 2 of 3



Cert. No.: 65242-2009-CE-ITA-NA
Rav. No.: 2.0
Project No.: PRIC-89356-2008-MSL-IT A

Terms and conditions

The centificate is subject to the following terms and conditions:

s Any producer (see 2001/95/EC for a precise definition) is liable for damage caused by a defect in his product(s). in
accordance with directive 85/374/EEC, as amended, concerning liability of defective products.

o The certificate is only valid for the products and/or manufacturing premises listed above,

»  The Manufacturer shali fulfil the obligations arising out of the quality system as approved and uphold it so that it
remains adequate and efficient.

e The Manufacturer shall inform the local DNV Office of any intended updating of the quality system and DNV will
assess the changes and decide if the certificate remains valid.

¢ Periodical audits will be held, in order to verify that the Manufacturer maintains and applies the quality system DNV
reserves the right, on a spot basis or based on suspicion, to pay unannounced visits.

The following may render this Certificate invalid;
¢ Changes in the quality system affecting production.
¢ Periodical audits not held within the allowed time window,

Conformity declaration and marking of product

When meeting with the terms and conditions above, the producer may draw up an EC declaration of conformity and legally
affix the CE mark followed by the Notified Body identification number of DNV, =

END OF CERTIFICATE

HEAD OFFICE: Det Norske Veritas AS, Veritasveien 1, 1322 Hpvik, Nomway. ‘lel; +47 67 37 9900 Fax: +47 6757 9911 gawew dis.com
Page3of3
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Tel

INICAL SYSTEMS
ELITech Clinical Systems SAS

Zone Industrielle
61500 Sées » France

1 +33 (0)2:33 81 21 00

Fax +33 (0)2 3328 77 51
www elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule
responsabilité que les réactifs appartenant au groupe 3 «ELECTROLYTES/OLIGO-ELEMENTS», référencés dans la liste ci-
jointe, sont conformes aux exigences essentielles des annexes I et III de la Directive Europeenne 98/79/CE relative aux
dispositifs médicaux de diagnostic /1 vitro et au cade de la santé publique,

Cette déclaration est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et s‘appuie sur la
certification de notre systéme qualité selon les normes ISO 9001 : 2008 et NF EN ISO 13485 : 2012, (Certification
valable jusqu'au 27 juillet 2017).

(Voir liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ELlTech Clinfcal Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own
responsibility, that the reagents belonging to Group 3 "ELECTROLYTES/TRACE-ELEMENTS’, such as listed hereto,
conform to the essential requirements of appendices I and III of European Directive 98/79/EC, relating to in vitro
diagnostic medjcal devices and to the public health code.

This declaration is based on the contents of each DOS-CE-XXXX technical file and Is supported by the certification
of our quality system according to the standards ISO 9001 : 2008 and NF EN ISO 13485 : 2012 (Certification valid until
July 27, 2017).

(See attached list).

DECLARACION CE DE CONFORMIDAD

Nosotros, ElITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra tinica
responsabilidad que los reactivos pertenecientes al grupo 3 "ELECTROLITOS/OLIGO-ELEMENTOS *, referenciados en la
lista adjunta, son conformes con los requisitos esencialés de los anexos Iy III de la Directiva Europea 98/79/CE sobre
dispositivos médicos para diagndstico in vitro y el cddigo de salud publica.

Fsta declaracion se basa en el contenido de cada DOS-CE-XXXX técnica y estd respaldado por la certificacion de
nuestro sistema de calidad segun las normas ISO 9001 : 2008 y EN NF IS0 13485 : 2012 (Certificacion vélida hasta el 27
de Julio 2017).

(Ver lista adjunta)

Sées, le 03 Avril 2015

Valérie GOURDON, EiITech Clinical Systems 5AS

1 e , s Ingustricila
Responsable des Affaires Réglementaires 20[.:; :;E%Ss ;IP l
Regulatory Affairs Manager e i v

: {072 33 28
2, ; +33(012 33 81 2108 - Fax 1 #3310
Respansab/e de los Asuntos Reglementariosél. : +33(0)2 GRET 318 365 228 00075

D&L&L\- !

87755

ELITech Clinical Systems SAS
Société par actions simplifiée au Capital de 1219 592.14 € _
SIRET 318 365 228 00036 APE 20592 1SO 9001 -NT* EN ISO 13485
RC ALENCON 318 365 228
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CLINITCAL SYSTEMS
ELITech Clinical Systems SAS
Zone Industrielle
61500 Sées » France
Tel +33 (0)2 33 81 21 00
Fax +33 (0)2 33 28 77 51
Www.elitechgroup.com

GROUPE 3 — ELECTROLYTES / OLIGO-ELEMENTS
GROUP 3 — ELECTROLYTES / TRACE-ELEMENTS
GRUPO 3 = ELECTROLITOS / OLIGO-ELEMENTOS

| 4
DESIGNATION DU
REACTIF/ REFERENCES/ gglg\]l]_),]g P?:ﬁ%I/ER CE/ Code GMDN/
REAGENT DESIGNATION/ REFERENCIAS NOMBRE DEL GMDN Code/
DESIGNACION DE ARCHIVO CE Codigo GMDN
REACTIVO ‘ -
CALCIUM ARSENAZO CALA-0600/0250 DOS-CE-CALA 45789
CHLORIDE CHLO-0600/0250 DOS-CE-CHLO 60037 l
IRQN CHROMAZUROL FECA-0600 DOS-CE-FECA 54758 |
IRON FERROZINE FEFR-0600/0250 DOS-CE-FEFR 54758
MA:GNESIUM CALMAGITE MAGN-0600/0125 DOS-CE-MAGN 46795 i

V2 (5— : C@'

EliTech Chnmﬁi Syqenﬂs SAS

He

Tél 4330233812 233287753

SREY

R T
0 ‘«‘mw
3 ,r_,r .

ELITech Clinical Systems SAS &
Société par actions simplifiée au Capital de 1219 592,14 € P ng
SIRET 318 365 228 00036 APE 20597 1SO 5001 -NF EN 1SO 13485

RC ALENCON 318 365 228
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O\J avantor-

Avantor Performance Materials Pojand Spotka Akeyjne
Sawifiskiego 11

44-101 Gliwice

Tel, 48322392 000

Declaration of conformity

Avantor Performance Materiais Poland S.A. who is an established manufacturer of reagents and
products for diggnostic in vitro located at:

Sowiriskiego 11 Street
44-101, Gliwice
Poland

Herewith declares the following:

Reagents mentioned in attached list are labeled with J.T.Baker label, comply with the In Vitro
Diagnostic Medical Devices Directive 98/79/EC and the requirements of ISO 13485 Standard.
This declaration is the basic for CE marking of the In Vitro Diagnostic Medical Devices.

The products ate not part of List A and List B of Annex Il of the IVD Directive 98/79/EC but are
subject to self registration.

This declaration is valid for all the IVD medical devices described above and which are placed
on the market by ourselves on or after the date hereof and which bear the CE marking

Gliwice, Poland

January 25, 2019

L@M@ 62»’4«{,»/:@,,.

Anna Szuba
Quality Director

NIP 6310101307
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J.T.Baker product list for CE marked products

Product Product number Pack size
Diluid™ 100 Plus 3961 20 L
Diluid™ 22 2980.9010PC 0L
Diluid™ 610 Ligel 20L
3969-00 20 L
3430,9020 20 L
Diluid™ Abacus 3430,9010 10 L
3430-00 20 L
Diluid™ AC 900 3996 20 L
Diluid™ APR 3476.9020PC 20 L
Diluid™ Azide free 3957 20 L
3963 20 L
Diluid™ Il Diff 3963.9010 10 L
3963-00 20 L
ilaie ™ 3459,9020 20 L
Diluid™ Erma 3459.00 0L
Huid ™ M \ 3439.9020FPC 20 L
Diluid™ Mindray 343900 0L
i T 3483.9020PC 20 L
PG TNR 3483-00 201
Diluid™ Ruby 2987.9020PC 20 L
Diluid ™ /Sheath 3200-4000 3832,9020 20 L
Diluid™ ST1600/2000 3976 20 L
Sheath D 3495.9010PC 10 L
Sheath Fluid 3000/3500 3471.9020PC 20L
CN-free Lyse Diff AC 900 3998 5L
CyMet™ 22 CN Free 2986.0500PE 500 ml
CyMet™ 3000 3469.9010PC 10 L
CyMet™ 3200 CN free 3823,1000 1L
CyMet™ 3500 3839.5000PC 5L
CyMet™ 3500 CN free 3825 5L
3970 10L
CyMet™ 610 CN free 3970-00 10 L
3977 5L
™ 3431.1000 1L
CyMet™ Abacus CN free 343100 T
CyMet™ APR Baso |l 3479.1000PE 1L
CyMet™ APR CN free 3417.0500PE 500 m!
CyMet™ APR EO 3478.1000PE 1L
CyMet™ ASA 2950.2500PE 2.5L
CyMet™ ASB 2951.0500PE 500 ml
CyMet™ AS CN free 2952.9010PC 10 L
CyMet™ BS3 CN free 2982,0500PE 500 ml
CyMet™ |I| Diff 3968 1L
3968-00 500 mi
™ : 3511.1000 1L
CyMet™ |1] Diff CN free 3511.00 51
CyMet™ Erma 3416-00 500 ml
3416,0500 500 ml
CyMet™ H20 3853,1000 1L
™ 3425-00 500 ml
QMG EGEEN Froe 34250500 500 ml
CyMet™ Micro 3852.1000 1L
™ N 3863,1000 1L micros
CyMet™ Micro CN free 3863.00 T e
CyMet™ Mindray 3441-00 500 m!
CyMet™ Mindrav CN Free 3440.0500PE 500 ml




J.T.Baker product list for CE marked products

Product Product number Pack size
CyMet™ NR |l 3484.1000PE 1L
CyMet™ NR 1Il CN Free 3486-00 143
3486.1000PE 1L
CyMet™ NR V 3485.1000PE 1L
CyMet™ Ruby CN Free 2988.5000PC 5L
CyMet™ ST 1600/2000 CN free 3759.5000 5L
LeucoLyse 3475.5000PC 5L
Leucolyse Ruby 2989.5000PC 5L
Blanking Solution 1600/2000 _ 3947 20L
3763 5L
Detect ™
etectoTerge 3766 1
DetectoTerge™ BS 2970.0900FPE 900 m|
3900 5L
ProClean™ 3900-00 SL
3768.,1000 1 L micros
™ 3432,5000 5L
ProClean™ Abacus 3432 1000PE 11
ProClean™ CD 3902.0100PE 100 m!
3862 5000 5L
3862.9020PC 20 L
ProClean™ Extra 3862-00 5L
3867-00 1 L micros
3867.1000PE 1 L micros
ProClean™ Plus 3901 100 ml
Rinse Mindray 3442 .5000PE 51
: 3427/3428/3429 5.5 mi
8- ter
Parameter Control L/N/H 346334649465 & mi
8-Parameter Control 4xN 3747 4 x2.5ml
8-Parameter Confrol 1xL +4xN+1xH 3751 6 x2.5ml
8-Parameter Control extended L/N/H 3633/3634/3635 2.5 ml
_Di I 3433/3434/3435 2.5 ml
SIneaniRl R 3502/3503/3504 4.5m
3-Diff Control extented L/N/H 3421/3422/3423 2.5 mi
CD-Diff Control L/N/H 3452/3453/3454 3.0 ml
CD-Diff Control 2xL+2xN+2xH 3838 6 x 3.0 ml
K-Diff Control L/N/H 3455/3456/3457 2.5 ml
Platelet Control- Extended value 3424 5x 3.0 mi
WBC Reduced RBC L/H 3698/3699 3.0 ml
XE-Diff Control L/IN/H 3731/3732/3733 4.5 mi
Cervix Spray Fixalive 3869,1200 12 x 125 ml
3933,1000 1L
3933.5000PC 5L
3933,9010 10 L
3933,9020 20L
[¢] 0, 1
10% v/v Buffered Formaldehyde (4% wiv 3933.1000MB 1000 L
3933.9020PE 20 L
3933.9010JL 10 L
20 L

3933.9020JL

3905.2500PE 25L
UltraClear™ 3905.5000PE 5L
3905.8010PE 10L

&
i




J.T.Baker product list for CE marked products

Product Product number Pack size
. i 3800.1000PE 1L
Eoin-Y-Alcoholie 3800.2500PE 25L
3856,1000 1L
Giemsa 3856,2500 2.5L
3858.91805T 180 L
== 3870,1000 1L
Hemnat ] :
ematoxylin er {Mayer) 3870.2500 2510
2 J ; = 3873,1000 1L
Hematoxylin Modified (Harris, Gill Il) 3873,2500 55 L
N 5 3855,1000 1L
Mey-Grlnwald 3855,2500 250
E 3554,1000PE 1L
P ! :
apaniaEcl s 3554,2500PE 25L
! 3555.1000PE 1L
nicol ,
PepanicoldplEH 3555,2500PE 250
: 3556,1000PE 1L
P | !
A R S Y 3556.2500PE 251
o i 3921,0500 500 ml
UltraKitt™ 3921,0600 & x 100 ml
3921,80255T 25 L
Mounting medium High 3882,0500 500 ml
Mounting medium Low 3883,0500 500 ml
PBS 3059 20 L 40(;1:-57‘4; AN
3059.9010PC 1000 ool

7
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i @ BeneSphera: TRAINING

ergiu Sorocovici
Mir /-Ms Serg covici

Global Biomarketing Group

str. Tighina €5, of. 607

2001 Chisinau, Moldau

0

3 has attended a 2-days training on goods manufactured or disiribuied by vs, .
el ) o
i April 12th ~ Agril 13th, 2012 ég'i
| "

Deventer, The Netherlands

Place, Date 13.04.2612
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G LORNE LABORATORIES LTD.
GREAT BRITAIN

SYPIiIILIS SEROLOGY KIT
DIRECTIONS FOR USE

I RPR CARBON KIT: For Detection Of Syphilis.

SUMMARY

At one time, syphilis was a major medical disease with a host of
different manifestations transmitted primarily through sexual contact.
The advent of peniclllin in 1943 changed this. The etiologic agent of
syphills Is Treponema paliidum, a spiral bacterlum (spirochete). The
spirochete causes some damage to the heart and the liver, releasing
some tissue fragments. The patient's immune system produces
antibodies, called reagins, against these fragments. There are two
dlffereht techniques for the detection of syphilis. TPHA tests, which
detect | antibodies to Treponemal pall/dum. and non-treponemal
serologic tests, which detect Reagin in infected people.

PRINCIPLE

When jused by the recommended techniques. the reagent will
agglutlnate (clump) in the ' presence of reagin. No agglutination
usuallv indicates the absence of reagin (see Limitations).

KIT DI:TSCRIPTION

Lome RPR Carbon Kit is a non-treponemal serologic test for the
detection of syphilis. The RPR Carbon Antigen contains micro
particulate carbon, which aids in the microscopic reading of resuits.
All the; reagents are supplied at optimum dilution for use with all
recommended techniques without the need for further dilution or

addition. For lot reference number and expiry date see Vial Labels.
STORAGE
Do not freeze. Reagent vials should be stored at 2 - 8°C on receipt.

Prolonged storage at temperatures outside this range may result in
accelerated loss of reagent reactivity.

SF’ECIMEN COLLECTION

Spectmens should be drawn with or without antrcoagulanl using an
aseptld phlebotomy technique. If testing is delayed specimens can
be stored at 2-8°C for 7 days or for up to 3 months at or below
—20°C.! Specimens must be free from bacterial contamination, fibrin,
haemolysis and lipaemia.

|
PRECAUTIONS

1. The kitis for in vitro diagnostic use only.

2. Dp not use kit past expiration date (see Vial and Box Labels).

3. Protectlve clothing should be worn when handling the reagents,
such as disposable gloves and a laboratory coat.

4. No known tests can guarantee products derived from human or
arj1i‘ma| sources are free from infectious agents. Care must be
taken in the use and disposal of each vial and its contents.

5. RPR Positive Control: H319 - Causes serious eye irritation,

Follow the precautionary statement given in the SDS.

DISPOSAL OF KIT REAGENT AND DEALING WITH SPILLAGES

For information on disposal of kit reagent and decontamination of a
spillage site see Material Safety Data Sheets, available on request.

CONTROLS AND ADVICE -

1. It}is recommended the RPR Paositive and Negative Controls be
tested in parallel with each balch of tests. Tests must be
considered invalid If controls do not show expected results.
Shake all the reagents well before use to ensure homogeneity.
Do not interchange components between different kits.

The circles on the agglutination cards should never be touched

with fingers, as this may invalidate the test results.

5. Use of kit and interpretation of results must be carried out by
properly trained and qualified personnel in accordance with the
requirements of country where reagents are in use.

6. The user must the determine suitability of the kit for use in
other technigues.

s Sl N

Document reference number: PI044A

Document issue number: 4/01/2017

KIT COMPONENTS PROVIDED

1) RPR Carbon Antigen (Red Label): Carbon particles coated with
a lipid complex (cardiolipin, lecithin and cholesterol) in
phosphate buffer 20 mmol/L, pH 7.0 containing a preservative.

2) RPR Positive Control (Red cap): Adificial serum with reagin
titer = 1/4.

3) RPR Negative Control (Blue cap): Animal serum containing a
preservative

4) Dispensing bottle (1 x 2 ml).

5) Dispensing Needle (x1).

8) Disposable agglutination slides.

7) Plastic stirrers.

MATERIALS AND EQUIPMENT NOT SUPPLIED

a) Pipette capable of accurately delivering 50 pl
b) Mechanical rolating table capable of rotating at 80-100 rpm.
¢) 9 g/L saline solution.

QUALITATIVE TECHNIQUE

1. Allow the reagents and samples to reach room temperalture. The
sensitivity of the test may be reduced at low temperatures.

2. Place 50 pL of the sample and one drop of each Positive and
Negative controls into separate circles on the slide test.

3. Swirl the RPR-carbon reagent gently before using. Invert the
dropper assembly and press gently to remove air bubbles from
the micropipette.

4. Place the micropipette in a vertical position and perpendicular to
the slide, and add one drop (20 uL) of this reagent next to the
samples to be tested.

5. Mix the drops with a stirrer, spreading them over the entire
surface of the circle. Use different stirrers for each sample

6. Place the slide on a mechanical rotating table at 80-100 r.p.m.
for 8 min. False positive results could appear if the tesl is read
after more than 8 minutes,

INTERPRETATION OF QUALITATIVE RESULTS

1. Reactive: Visible agglutination (medium to large clumps)
constitutes a positive result and within the accepted limitations
of the test procedure, indicates the presence of reagin.

2.  Weak-Reactive: Weak agglutination (small clumps) around the
periphery of the test area constitutes a weak positive result and
within the accepted limitations of the test procedure, indicates
the presence of reagin.

3. Negative: No agglutination constitutes a negative result and
within the accepted limitations of the test procedure, indicates
the absence of reagin.

SEMI QUANTITATIVE TECHNIQUE

1. The semi-quantitative test can be performed in the same way
as the quantitative technique using dilutions of the serum in 9
g/L saline solution.

2. Make doubling dilutions of specimen as follows:

Dilution Serum Saline
1/2 100 pl undiluted serum 100 pl
1/4 100 pl 1/2 diluted serum 100 pl
1/8 100 pl 1/4 diluted serum 100 i
1/16 100 pl 1/8 diluted serum 100 pl

3. Test the specimen dilutions in the same way as for the
quantitative technique above.
4, Read the test and note the last positive dilution series.

STABILITY OF THE REACfpr,NISa

Slide tests shouic;f/be rnlﬁrp?‘eréld-stlaighLafter the 8-minute rotating
period to avoid<thepossibility {Hat ‘a \qagatwe result may be
incorrectly |nl§[ﬁf§;ﬂd as pogitive due to drying of the reagent.

Page 1 of 2




LIMITATIONS TABLE OF SYMBOLS

1. RPR carbon test is non-specific for syphilis. All Reactive
samples should be retested with treponemic methods such as Batch - in-vitre
TPHA and FTA-Abs to confirm the results. LOT Humber IVD Diagnostic
2. Aw Non Reactive result by itself does not exclude a diagnosis of
syphms Clinical diagnosis should not be made on findings of a =
single test result, but should integrate both clinical and REF Catalogue Store At
laboratory data. Reference
3. False positive results have been reported in diseases such as
infectious mononucleosis, viral pneumonia, toxoplasmosis,
pregnancy and autolmmune diseases. Expiry Date act
4. Bilirubin (S 20 mg/dL), hemoglobin (s 10 giL) and lipids (s 10 piry Monufsetures
g/L), do not interfere, Rheumatoid factors (= 300 IU/mL),
interfere. Other substances may interfere®.
5. False positive or negative results may also occur due to: == i Read Pack
a) Not expelling air from end of needle — Insert

b) Not maintaining dispensing bottle and needle in a vertical
position when dispensing the antigen.

Q
=

When transferring the specimen from the collecting tube
. some of the specimen being drawn up in to the teat
d) Contamination of test materials
e) Improper storage of test materials or omission of reagents
f).  Deviation from the recommended techniques

SPEC‘FIC PERFORMANCE CHARACTERISTICS

1. The kit has been characterlsed by all the procedures
mentioned in the Recommended Techniques.

2. Prlor to release, each lot of Lorne RPR Syphilis Kit is tested by
the Recommended Techniques to ensure suitable reactivity.

3. The reagent sensitivity is calibrated against the "Human
Reactive Serum” from the CDC (Centres for Disease Control)
and comparable to the RPR reagent from Becton Dickinson.

4.  Prozone effect: No prozone effect was detected up to titers
21/128

5. Dlagnostlc sensitivity: 100%

6. D|agnost|c specificity: 100 %.

DISCLAIMER

1. The user is respon5|ble for the performance of the kit by any
method other than those mentioned in the Recommended
Techmques

2. Any deviations should be validated prior to use using
established laboratory procedures.

BIBLIOGRAPHY

1. deorge P. Schimid. Current Opinion in Infectious Diseases
1994 7: 34-40.

2. Sandra A Larsen et al. Clinical Microbiology Reviews 1995; 8
(1) 1-21,

3. Sandra Larsen et al. A manual of Test for Syphilis American
Public Health Association 1990: 1-192.

4. Joseph Earle Moore el al, Gastrointestinal Haemorrhage 1952
150(5); 467-473.

5. Young DS, Effects of drugs on clinical laboratory test, 4th ed.
AACC Press, 1995,

AVAILABLE KIT SIZES

Kit Size Catalogue Number
150 Tests Per Kit 044150A "
500 Tests Per Kit 044500A 2

For the availability of other sizes, please contact: &

Lorne Laboratories Limited

Unit 1|Cutbush Park Industrial Estate
DaneHill

Lower Earley

Berkshire, RG6 4UT

England i

Tel: +44 (0) 118 921 2264 -

Fax: +44 (0) 118 986 4518 |

E-mail; info@lormelabs.com’
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LORNE

LABORATORILES

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name Catalogue humber
RPR Carbon kit 044150A
044500A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY
| hereby ‘declare that the products listed above comply with the essential
requirements and provisions of Directive 98/79/EC of the European NDERg
Parliament and of the Council (also SI 2002 No.618 which transposas e,
requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

ﬁ

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

[~ n) Unit 1 Cutbush Park Industrial Estate | Fax: +44 (0) 118 986 4518
Q@E Danehili, Lower Earley Email: info@lornelabs.com
y Berkshire RG6 4UT United Kingdom | www.lornelabs.com

Fﬂsﬂamzﬁar e

|z>0|msauna 1S0 9001:2008 Registered office as above. Rugistered in England Mo 04540ra7 VAT No 889 3655 6




CUCTEMA CEPTUOHUKAONN I'OCT P
@EJIEPAIILITOE ATEHTCTBO TI0 TEXHHYECKOMY PEIYIIMPOBAHUIO U METPOJIOINN

sume.. CEPTUOUKAT COOTBETCTBUA
T s

©, Al
ep Tugm Ka\.\‘“

Ne POCC RU.MM02.H17793
Cpok AeHCTBHS € 21 06.2016r, O 21.06.2019r,

Ne 1758739
OPTAH 110 CEPTUGUKALINMY pyRA. RU.11AMO2

MEJULIMHCKWX U3JEJIUA AHO «BHUUUMT»
129301, r. Mocksa, yn. KacatkaHa, 1.3 ten. (495) 683-97-92, gakc (499)187-89-54,
' e-mail: im02@bk.ru

[TPOAYKIIHISL Vnukatopst GyMaHbe TApoBOH CTEpHIM3aLHY
MHOTOIapaMeTpUIecKue xumudeckue onuopazoeere «MenldC-«BUHAP»

TY 9398-027-11764404-2003 03 9854

CepuHHBIH BEITYCK.

| kop OK 005 (OKIT):

COOTBETCTBYET TPEBOBAHUSM HOPMATUBHBIX AOKYMEHTOB .|
| koA TH BDA Pocconm:
I'OCT ISO 11140-1-2011 (kmacc 4), '

) 3822 000
'OCT P 50444-92 (pasaenst 3,5,8) 000

U3TOTOBUTEAL  OfmecTBo ¢ OrpaHHyeHHol OTBETCTBEHHOCTRIO «HaydHOo-IpOM3BOJCTBEHHAS

dupma «BUHAP» (000 «HIT® «BVHAP»), Pocenst, 105094, r. Mockaa, [

[ocniwtanpHBIA Baw, 4.5, crp.7A, oM. VIII WHH 5023001024
Mecto np01~f3BonCTBa414l()O_9, Mockogckag 061., T.Mpituiun, yn.Kononuosa,n.17

CEPTUDUKAT BBIAAH  O6uIeCTBO ¢ OrpaHieHHON OTBETCTBEHHOCTBIO « HayYHO-IPOH3BOACTBEHHY]
dupma «BUHAP» (OO0 «HIT® «BUHAP»)
Poccust, 105094, r. Mocksa, [ocniutansHeii Bat, 0.5, ctp.7A, nom. VIII
ten./paxc (495) 988-76-67

HA OCHOBAHUH IPOTOKOTTA AenbITanuit Ne 16-852 ot 20.06.20167. LI MU AHO
«BHAATMT» (Ne RA.RU.211IMO4).

Perucrpanuonnoe yaoctoseperne Ne P3H 2013/38 ot 08 despans 2013r. GenepanbHoi cyXOBI MO
ﬁlan3opy B chepe 3apaBooxpanenus (POC3APABHALBOP)
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CUCTEMA CEPTUOURAIINN I'OCT P
MEEPAIBHOE ATEHTCTBO 110 TEXHUUECKOMY PETYINPOBANNIO W METPOIOTHH

. CEPTUOUKAT COOTBETCTBUS

L] No POCC RU.MM02.H17797

CEDTHQJMKB“\*‘

CpOK AefCTBHSE C 9] 062016r. Mo 71.06.2019r.
Ne 1758743

OPTAH IO CEPTUO®UKALIMU . Ne RA.RU.11AMO2

METALMHCKUX U3IEANN AHO «BHUUUMT»
129301, r. Mocksa, yi. Kacarkuna, 1. 3 Tem. (495) 683-97-92, dakc (499)187-89-54
e-mail: Im02@bk.ru

NLOAYRIIS Wnukatop OyMakHbIH BO3LYIIHON CTEPHITH3AINH
XUMHUeCKHH MHOTOMAapaMeTpHIecKAi ondopasopsil «MenHC-B-Bumap»
(Momudukanmu MealIC-B-160/150-1, MenC-B-180/60-1) i 03 9854
o TV 9398-032-11764404-2004 ! ’
CepuiHBIH BBITYCK.

ko OK 005 (OKITT):

COOTBETCTBYET TPEBO‘BAHI/IHM HOPMATUBHBIX AOKYMEHTOB

| KopA TH BS )r\ Poccun:
['OCT ISO 11140-1-2011 (xnacc 4), 3822 00 000 0
I'OCT P 50444-92 (p.p. 3, 5, 8)

U3TOTOBUTEADL  Ogmectso ¢ OrpaHKMYeHHON 0TBETCTBEHHOCTEIO «HaydHO-Ipon3BOACTREH A

dupma «BUHAP» (000 «HII® «BUHAP»), Pocens, 105094, r. Mockea, Nocnuramsasrif Bas, 1. 5,
ctp. 7A, nom. VIII HMHH 5023001024
Mecto mpor3sonctsa - 141009, Mockosekas 061, r. Merruiy, yi. Kononrosa, 1. 17/2

CEPTHOUKAT BhIAAH
O61IecTBO C OrpaHUUEHHOM OTBETCTBEHHOCThIO «HayqHO-ITpOH3BOJACTBEH A

bupma «BUHAP» (000 «HIT® «<BUHAP»)
Poccus, 105094, r. Mocksa, Nocriutansabiit Ban, 1. 5, crp. 7A, nom. VIII
TeJl. /(baKc (495) 088-76-67

HA OCHOBAHHUH ' : _
‘ npoTokosa uenerranui  Ne 16-854 or 20.06.2016r, ULI MKW AHO
«BHUUHMT» (Ne RA.RU.21HMMO04).

Peructpatnonssie ynoctoeperns: Noe @CP 2009/04944 ot 06.03.2013r., Ne ©CP 2009/05017
or 06.03.2013r. ®enepansHoit  cmykGbl 10 HAg30py B cdepe  3ApABOOXPAHCHHUSA
(POC3IPABHAJI30P)
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HManukarops l YMOKHBIE BOSAYLIHOM ¥ 1ApOBOH CTEPHIM3AUNY XUMIUCCIHE
ojinopazossie  cepun  «MealdCy» L eACTABILIIOT c000M  TIPAMOYTOJILHbLIE  I1ONOCKH
OyMayKHOTO OCHOBAHHA C HAHECCHHBIM HAa HEro JBYMM LIBETHLIMY METKAMH -
UHAWKATOPHON METKOH U ANEMEHTONM CPaBHEHHS.
Wunuxaropuas KOMIO3ULHS COCTOHT H3:

1. TTonnMepHOH CBAZKN HA ociose nonudhupa — 60%.

2. TlnrmenT — 40%, cocTosmuii:

- oxcanar Kengsa 60-90%;

- HATPHEBAs COIb YKCYCHOMR KicnoThl 5-12,5%;

- KPACHTENb Hai ocHoge GpoMQeHONOBOro cuHero 5-12,5%.

WMrnukaTops! GyMmaikHble (BC:};_fichgy‘m'lﬂl()I‘fl M ILICHOYHBIE [T4POBOM CTEPHIIMZAUMY
XMMUAYECKME ONHOPARORLIC cephn «(repuTech HPeeTanisoT cofoil NPIMOYID O HbIe
HOJOCKK ¢ HAHECCHHBIM Hil HETO ABYMS EBSTHRMI METRAMN — MIAHKATOPHON METKOH 1
SHEMEHTOM CPABHEH IS, :

MEanKaTOpHAS KOMIQSHIAS COCTONT 13

1. Tlomumepwolt cessky va ockoBe nonucrapona — 60%.

2, Muemendt — 40%, cocToAIMA:

- wurpaT ammonus 10-20%;

- cynbamMuHoBoil knesoTst 5410%;

- THOKCHAA THTaA — 30-4(0%:;

- KPACHUTENh HE OCHOBE 6p0M(§eH0ﬂmsoro cunero 20-30%.

H |

XUMAHECKHe OJHOPAa30BLIC  CEPHM

WHaMKaTopel | TApOBOH  CTEPUIM3ALHH
| KA ByMaXKHO-TIIEHOUHOTO

«MHTECT» OpeJeraBigoT CoOOH ‘IlpHMO:YFOI[I':HbIG noJI0C 3
OCHOBANNS ¢ HAHEUCHHBIM Ha HEro ABYMS (BETHLIMK MeETKaM# — HHAKKATOPHOH
METKOH M 3IeMEHTOM CPABHECHWA. |
MAuKaTOpHAS KUMITOZULUSL COCTOI/I“T u3:
1. [osuMepHOii caauky Hi 0CIOBE NOMUMCTHPOJd — 50%.
2. TTersenT — S0%, cocTomimii:
- BUTpAT aMMOHUS 15-25%;
- cynpdamMuronoit kucnoTe! 5+10%;
- nuokcmna ‘virana — 20-30% ,
- KPAacHTEIlb it OCHOBE GPOMYEHONOBOIO CHHETO 20-30%.
| S e T
Muaukarophbl | mapoBoi CT(}zmer«IB:‘;mnu XHMHYCCKHE  DLHOD) :u*i‘gﬁn ucpi:f‘-i{;*__\_
«DapMaTecT NPSAETABRIAIOT coBOH MpAMOYTOnbIIEE TIONOCKK Oyma _ﬂ: [mgu@%waé
i W4

o

ZGONDERE '5-;’;;‘: A,
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OCHOBAHHS ‘¢ HAHEGCCHHBIM HA Heli"o IABYMS UBETHBIMM METKAMM — HHIUKATOPHOM
MCTKOM ¥ BIGMEHTOM CpaBHEHMS. |

MuarKkaTopaas KOMIO3MUMS COCTOM]E M3:

I TTomumeproit cBszki Ba ocHOBE nonHCTHPONA — 60%.

2, ITurmenr — 40%, cocTosmmii:

- Lasenesol wnenorel 20-40%;

- AMMOHHEROIT oMM masenesoi kucnorer 10-20%:

- Auoxena turana — 20-40%:;

- Kpacutess Hd 0CHOBe GpomdjeHonoBora cunero 10-20%.

Muawkarops! |naposoii  etepunnzaliiy xumpmeckne  omnopazonrsie  «Bunup-
Sknace» npepcrasasior  caboll PAMOYTORBHEE  NOAOCKH  DVMUIKHO-IEHO N HOTT
OCHOBAHUS ¢ HAHCCEHHKM WA HEFO ABYMS LBSTHEIMH METKAMH — HHAHKATOPHON
METKOM ¥ 21eMEH UM CPABHEHNT. |
VIHIAKATOPHAS KOMITO3HIMS COCTOUT H3:

1. Tlonuag upubik ceasn — 72%.

2. TlurmenT —~ 28%, cocToANmMf:

- THTAPHOU KHEnoTE 20-40%;!

- HATPHEBOM ¢amM saTapHol ’uenote 10-20%;

- naoxcraa ruras — 20-40%:;

- KPACHTENb Hi OCHOBE 6p0M.K:p830HOBBIﬁ senensid 10-20%.

Hrankatops IiapOBoﬁ CTEpHIIN3ALMY XMMHYECKAE OANOPA30BLIC Cophu «Buuap-
6 xnaccy' npe)lm‘damum cobo# PAMOYTONLHEIE  TONOCKH OyMaNCHO-TIIIEHOUHOTO
OCHOBAHHA C H&Hﬁb&liﬁh‘rm Ha Hero OBYMS UBETHEIMH METKAMH — WHIHKATOPHOH
METKOH M DTIEMEHTOM CPaBHEHUS.
AHORKATOPHAS COMITO3UIIEA COCTOMT U3

1. TI;onm(ple-l;m‘fz cBaskn — 63%.

2. HHFMGHI—SS% cocTosTMil:

- KapGDHOBOH (LuaBeneBon) xucnoTsl 20-50%;

- KallHeBOH co:m masenesoil ucsors 10-40%;

- IMOKCHJIA *uermz«m —~5-20%%;

- KpacuTeIh I{’% OCHOBE 6pOMKp630HOBbIH senensid 10-20%.

WHAgKATOpSL HApUBOTO 06es3apakKHBAHNS XWMUYECKHE OJHOPA3OBBIE CEpHY
«CanlC» npemeraninioT cobon’ TpAMOYTONEHEL MIOJIOCKY ILIEHOYHOIO OCHOBAHHS C

HAHECEHHBIM Ha HEro JIByMI IIBGTHI)IMH MeTKaMu — HH,IIHK(ITO})HOI’I MECTKOH W

BIIEMEHTOM CpﬂBHLI--I!-l}_i, ¢ ThUIBHOM CTOPOHEI MHOUKATOPHhl KHMCIOT JIMTIKUH  CAOH,

3aKpLITHIH Oymaro#. | |
MHABKaTOPHAS KOMITOZHILILS COCTONT H3:
L, Honnmepnur«t CBSI3KH Ha ochose nomyerupona — 55%.
2. ITurment — #5%, COCTOSILIHA:
- wurpar ammonis 13-20%;
- cynbcpammmumz kuenoTer 25-35%:;
- uokcuaa thiana — 20-30%:; e

- KpacHTeNh Hfi aeHoRe hpam@;mm}‘b' o1 4;,; {a{is :;;.

ﬁ“; Ig:i FIE = 4
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Dia.Pro
Diagnostic
Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

VIA G. CARDUCCI N® 27 - 20099 SESTO SAN

GIOVANNI (MILANO) - ITALY

PRODUCT HBs Ag one Version ULTRA

CODES: SAGIULTRA.CE (192 tests)
SAGIULTRA.CE.96 (96 tests)
SAGIULTRA.CE.480 (480 tests)
SAGIULTRA.CIZ960 (960 tests)
SAGIULTRA.CE.DB (192 tests)

CLASSIFICATION ANNEX 11 - LIST A

CONFORMITY ASSESSMENT ROUTE | ANNEX IV S o

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES,

NOTIFIED BODY AEMPS —1n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V —
except Section V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

o DESIGN CERTIFICATE N° 2008 12 0588 ED
RELEASED BY EC NOTIFIED BODY N° 0318

o UNE ENISO 13485 N°2013 11 0039 EN,
RELEASED BY BEC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - DECEMBER 2008

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION o
SIGNATURE R

Legal Representative g;;ﬁ;;gz;‘ e \ibr

Dr.ssa Fiorenza Scozzesi (

Rev: | 12/2013

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.; Via G.Carducci, 27 ~ 20099 Sesto S.Giovanni (Ml) ~ Italia ¢ 84 5
Tel, +39 02 27007161/6450 « Fax +39 02 26007726 + hitp://www.diapro.it « E-mail: Info@diaproy ffﬁo‘, LR T5 &
Capltale soclale €50.000,00 LV. - P.IVA: 11924660159 — Reg. Imp. 11924660159 ~ REA 1509959 “f




l“)na Pro
yjnostic
Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

| VIA G. CARDUCCI N° 27 - 20099 SESTO SAN
GIOVANNI (MILANO) — [TALY
PRODUCT HBs Ab

CODE: SAB.CE (96 tesls)

CLASSIFICATION ANNEX I - LIST A
CONFORMITY ASSESSMENT ROUTE | ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) e TFULL QUALITY ASSURANCE SYSTEM N°

‘ 2003 12 0388 CT (in accordance with Annex TV —
except Section IV) of the Directive 98/79/EC),
RELFASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2003 12 0390 ED
RELEASED BY EC NOTIFIED BODY N° 0318

o UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — JANUARY 2004 )
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (M) -~ DECEMBIR 2013

EMISSION
SIGNATURE .
Legal Representative mm_;-!_-.;;f“;,- g R
Dr.ssa Fiorenza Scozzesi /

12/2013

DIA.PRO Diagnostic Bioprohes S.r1.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) - ltalia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 « hitp./Awww.diapro.it « E-mail: info@diapro.it
Capltale sociale €50.000,00 L.V. - P.IVA: 11924660159 — Reg. Imp, 11924660159 - REA 1509959




Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L..
VIA G. CARDUCCI N° 27 - 20099 SESTO SAN
GIOVANNI (MILANOQO) - ITALY

PRODUCT HBc Ab
CODE: BCAB.CE (96 tests)

CLASSIFICATION ANNEX 11 - LIST A _ L
CONFORMITY ASSESSMENT ROUTE | ANNEX 1V |

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —1n° 0318

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V —
except Section [V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2003 12 0391 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE EN ISO 13485 N°2013 11 0039 EN, '
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO —- JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Iiorenza Scozzesi

DIA.PRO Diagnostic Bioprobes S.1..

Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesta S.Giovanni (M1) — llalia

Tel +39 02 27007161/6450 « Fax +39 02 26007726 + hiip:/iwww.diapro.it « E-mail: info@diapro.il
Capitale soclale €50.000,00 L.V, ~ P.IVA: 11924660159 — Reg. Imp. 11924660159 - REA 1509959




Dia.Pro
BiofProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
‘ VIA G, CARDUCCIN® 27 — 20099 SESTO SAN
GIOVANNI (MILANQ) -~ TTALY
PRODUCT HBe Ag&Ab
CODE: HBE.CE (90 tests)
CLASSIFICATION ANNEX II - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX [V -

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

[NOTIFIED BODY

AEMPS —n” 0318

(EC) CERTIFICATE(S)

e FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex [V —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2004 03 0425 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE EN ISO 13485 N°2013 11 0039 EEN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE

MILANO — APRIL 2004 ]

PLACE & DATE OF CURRENT
EMISSION

SESTO SAN GIOVANNI (MI) - DECEMBER 2013 |

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

pIsGHOFTL 010

122013

DIA.PRO Diagnostic Bioprobes S.r..
Sede legale e lab.: Via G.Carducci, 27 — 20099 Seslo S.Giavanni (Mi) - ltalia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 + hitp./fwww.diapro.it + E-mail: info@cdliapro.it

Capitale sociale €560,000,00 L.V. - P.IVA: 11924660159 - Reg. Imp. 11924660159 - REA 15095959




Dia.Pro
iagnostic
BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

VIA G. CARDUCCI N° 27 - 20099 SESTO SAN

GIOVANNI (MILANO) — ITALY

PRODUCT HCV Ab

CODES: CVAB.CE (192 tests)
CVAB.CE.96 (96 tests)
CVAB.CE.480 (480 {ests)
CVAB.CE.960 (960 tests)
CVAB.CE.DB (192 tests)

CLASSIFICATION ANNEXTII - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX 1V

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318 ]

(I.C) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V -
except Section [V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

o DESIGN CERTIFICATE N° 2003 12 0392 ED
RELEASED BY EC NOTIFIED BODY N° 0318

o UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUL MILANO - JANUARY 2004 B -
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION i ]
SIGNATURE B
Legal Representative
Dr.ssa Fiorenza Scozzesi

1272013

DIA.PRQ Diagnostic Bioprobes S.r.1.
Sede legale e lah.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — ltalia =
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 « hitp:/iwww.diapro.it « E-mail: info@diapro.if
Capitale sociale €50.000,00 1.V. — P.IVA: 11924660159 - Reg. Imp. 11924660159 ~ REA 1509959




Dia.Pro
Diagnostic
BioProbes

EC DECLARATION OF CONFORMITY

MANUTFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCL N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) ~ ITALY

PRODUCT HDV Ab
CODE: DAB.CE (96 téss)

CLASSIFICATION ANNEX 11— LIST A

CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MLEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY

AEMPS —n° 0318

(EC) CERTIFICATE(S)

o FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex IV —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318
DESIGN CERTIFICATE N° 2003 12 0393 ED
RELEASED BY EC NOTIFIED BODY N° 0318
UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318 |

-]

PLACE & DATE OF FIRST ISSUE

MILANO - JANUARY 2004

PLACE & DATE OF CURRENT
EMISSION

SESTO SAN GIOVANNI (MI) - DECEMBER 2013 |

SIGNATURE
Legal Representative
Dr.ssa Fiorenza Scozzesi

1272013

DIA.PRO Diagnostic Bioprobes S.rl.
Sede legale e lab.. Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) - lfalia
Tel. +39 02 27007161/6450 + Fax +39 02 26007726 » http:/iwww.diapro.it + E-mail: info@diapro.il

Capitale saciale €50.000,00 V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 - REA 15609959




Dia.Pro
Diagnostic
Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 - 20099 SESTO SAN
GIOVANNI (MILANO) ~ ITALY

PRODUCT Chlamydia Trachomatis IgG
CODE: CTG,CE (96 tests) B
CLASSIFICATION ANNEXII - LIST BB

CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS - n° 0318

(EC) CERTIFICATE(S) ¢ FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex IV ~
except Section V) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

¢ UNIENISO 13485 N°2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUL MILANO - MAY 2009

PLACE & DATLE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION ]
SIGNATURE '
Legal Representative
Dr.ssa Fiorenza Scozzesi

[(Rev: T 12/2013;

DIA.PRO Diagnostic Bioprobes S.r.1.

Sede legale e lab.: Via G.Carducci, 27 - 20099 Sesto S.Giovanni (M) - Ilalia

Tel +39 02 27007161/6450 « Fax +39 02 260077286 « hitp:/fwvww.diapro.il * E-mail: info@diapro.it
Capllale sociale €50.000,00 I.V. — P.IVA: 11624660159 — Reg. Imp. 11924660159 — REA 1509959




Dia.Pro
Diagnostic

Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G, CARDUCCIN® 27 — 20099 SESTO SAN
GIOVANNI (MILANQ) - ITALY

PRODUCT CMYV IgG
CODE: CMVG.CE (96 tests)
CLASSIFICATION ANNEXII-LISTB |

CONFORMITY ASSESSMENT ROUTE | ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
| DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n® 0318 N

(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance with Annex [V —
except Section 1V) of the Directive 98/79/1C),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIENISO 13485 N°2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - MAY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (M1) — DECEMBER 2013
EMISSION o
SIGNATURE
_ : DIA, PRO.,
Legal Representative Z}%;‘zz_:;}!}E'i;:*.‘t"ziz';é%f; S sl
Dr.ssa Fiorenza Scozzesi \//
5 N
{ I bl

1272013

DIA.PRO Diagnostic Bioprobes S.r.i.

Sede legale e lah.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) ~ Italia

Tel, +39 02 27007161/6450 » Fax +39 02 26007726 « hilp/Awww.diapro.it « E-mail: info@diapro.it
Capitale sociale €560.000,00 LV. - P.IVA: 11824660159 — Reg. Imp. 11924660159 — REA 1509959




Dia.Pro
Diagnostic
Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N® 27 - 20099 SESTO SAN
GIOVANNI (MILANO) - ITALY

PRODUCT TOXO IgG
CODE: TOXOG.CE (96 tests) ]
CLASSIFICATION ANNEX 1l - LIST B

CONFORMITY ASSESSMENT ROUTE | ANNEX 1V -

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.,

NOTIFIED BODY AEMPS —1n° 0318 ]
(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°

2004 05 0442 CT (in accordance with Annex 1V =
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318
o UNIENISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - MAY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION
SIGNATURE

Legal Representative DIA
Dr.ssa Fiorenza Scozzesi DIABKDS L B0

DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Via G.Carducci, 27 ~ 20099 Sesto S.Giovanni (Mi) — ltalia
Tel. +39 02 27007161/6450 « Fax +39 02 26007725 » hitp:/iwww, diapro.it » E-mmail: info@dliapro.it
Capitale sociale €50.000,00 I.V. - P.IVA: 11924660169 — Reg. Imp. 11924660159 - REA 1509959




¥ f'llNISTERIO | - . ngencia gepaivla de
- -DE SANIDAD, SERYICIOS SOCIALES m medigamenlos y
E IGUALDAD @] pratucios santlarlos

CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/EC

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordarice with Anunex IV (except Section 4) of Directive 98/79%/EC

PRORROGA/EXTENSION Fecha inicial/fnicial date: 11/12/2003
Fecha primerapyérroga/ First extension date: 04//12/2008

Certificado N/ Certificate N* Fecha de validez/Date of validity ON N/ NB N°

2003 12 0388 CT  Desde/From: 27/11/2013  Hasta/7o 26/11/2018 0318

A favor de /In fuvour of:

Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Carducei, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authovized EU representative: Idem
Nombre/Name:

Direccion/Adddress:

Para los productos/For the products:

Categoria/Category: Productos Sanitarios para Diagnédstico in Vitro/ In Vitro Diagnostic Medical Devices
Grupo genérico/Generic group: Inmunologia infecciosa ! Infectious immunology
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes (o this Certificate.

Elaborado en/In the facilities:

Dia. Pro Diagnostic Bioprobes S.r.l.
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este cerlificado debe ir acompafiado por certificados de examen de disefio: SI

This certificate must be accompanied by design examination certificate: YES

Este certificado es consecuencia de la auditoria del Sistema Completo de Garantfa de Calidad y del examen
de la documentacion técnica contenida en el expediente N° 2003 05 0240, y garantiza que los productos
descritos cumplen los requisitos de la Directiva,

This certificate is issued on the full quality assurance system audit, and the examination of the technical
documentation contained in dossier N° 2003 05 0240, and guarantees that the described products fulfils the
requirements of the Directive.

Madrid, 27 de noviembre de 2013

eweon A0 GNCHCT la do

Y medicameftts ¥y s
S & | § productos s
ORGANISMO NCTIRGARD .
0318 LA DIRECTORA,
Belén Sédnchez Crespo-Eznarriaga
[ GORREDELEQTRONIGD | ORGANISMO NOTIFICADO 0318 0/ CAMPEZO S LA
28022 MAORID
0n0318@aernps’es Pégina 1 de 1 TEL: 002101322

FAX: 91822 62 89
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ANEXO NYANNEX N° |

CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/L.C

- ECFULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79/EC
' PRORROGA/EXTENSION Techa inicial/lnicial date: 11/12/2003
Fecha primera prérroga/ First extension date: 04/12/2008

Certificado N° Certificate N° Fecha de validez/Date of validity ON NNB N°

2003 120388 CT  Desde/sivom: 27112013 masmo 26/11/2018 0318

Productos/Products: '

Productos Sanitarios de Diagnéstico in Vitro. lista A, Anexo IL Directiva 98/79/EC

N° Productos / N° Products: 18. N° variantes/ N° Variants: 46

1. Reactivos y productos reactivos para la deteccién 6 confirmacion 6 cuantificacién de marcadores
de infeccién por hepatitis B en muestras humanas / Reagents and reagent products for detection or

confimation or quantification, in uman specimens, of markers of hepatitis B infection:

L.1. HBs Ag one. ELISA cualitativo/qualitative. (Descrito en el certificado de disefio N° /Described
in design certificate N° 2003 12:0389 ED).
SAGL.CE (192 tests)
SAG1.CE.96 (96 tests)
SAGI1.CE.480 (480 tests)
SAG1.CE.960 (960 tests)

1.2. HBs Ab, ELISA cualitativo-cuantitativo/ qualitative-quantitative. (Descrito en el certificado de
disefio N°/Described in desigi certificate N° 2003 12 0390 ED).

SAB.CE (96 tests)

1.3. HBc Ab ELISA cualitativo/qualitative. (Descrito en el certificado de disefio N%Described in
design certificate N°2003 12 0391 ED)

- BCAB.CE (96 tests)

1.4. HBe IgM. ELISA cualitativo-cuantitativo/qualitutive-quantitative. (Descrito en
disefio N*/Described in design certificate N°2004 03 0424 ED)

- BCM.CE (96 fests)

[ CORREOELECTRONICO. | /
: ORGANISMO NOTIFICADO 0318 oo IR RIGIER
on0318@aemps.es - 28022 MADRID

TEL: 802101322

Pagina 1de § FAX: 91 82262 89




ANEXO NYANNEX N |

CERTIFICADO CE DE SISTEMA DE GARANT{A DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/EC

EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE
in accordance with Annex IV (except Section 4) of Directive 98/79%/EC
PRORROGA/EXTENSION Fecha inicial/Inicial date: 11/12/2003
Fecha primera prérroga/ First extension date: 04/12/2008

Certificado N“/Certiﬁcat_e.'N" Fecha de validez/Date of validity ON N°/NB N° |

2003 120388 CT  Desde/Fiom: 27/11/2013  Hasta/To 26/11/2018 0318

1.5. HBe Ag & Ab. ELISA -cualitativo/qualitative. (Descrito en el certificado de disefio N°
[Described in design certificate N°2004 03 0425 ED)

- HBE.CE (96 tests)

1.6. HBs Ag Confirmation, ELISA para Confirmation /ELISA for confirmation. (Descrito en el
certificado de disefio N° /Described in design ceriificate N° 2006 11 0511 ED)

SCONF.CE (20 tests)
. SCONF.CE.40 (40 tests)

1.7. HBs Ag one Version ULTRA, ELISA cualitativo/qualitative. (Descrito en el certificado de
disefio N°/Described in certificate disefio N°2008 12 0588 ED)

'SAGIULTRA.CE (192 tests)

SAGIULTRA.CE.96 (96 tests)

SAGIULTRA.CE.480 (480 tests)

'SAGIULTRA.CE.960 (960 tests)

'SAGIULTRA.CLE.DB (192 test - for Dia.Blood application)

L.8. HBV DNA Quantitation (QT). Real-Time PCR quantitativo/quantitative. (Descrito en el
certificado de disefio N° /Described in design certificate N°2012 09 0790 ED)

"HBVDNAQT.CE (50 tests)
"HBVDNAQT.CE.25 (25 tests)
'HBVDNAQT.CE.100 (100 tests)
'HBVDNAQT.CE.150 (150 tests)

. SERVICIOS SOCIALES
ORGANISMO NOTIFICADO 0318 E IGUALDAD

. Agencla Espafiola de
Pagina 2de Medicameontos y
Productos Sanitarios



ANEXO NY/ANNEX N°: |

-t

B\

CERTIFICADO CE DE SISTEMA DE GARANT{A DE CALIDAD TOTAL
de acuerdo con el Anexo 1V (exceépto punto 4) de la Directiva 98/79/EC

' EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION Fecha inicial/lnicial date: 11/12/2003

Fecha primera prérroga/ First extension date: 04/12/2008

Certificado N% Certificate N°

Fecha de validez/Date of validity

2003 12 0388 CT  Desde/From: 27/11/2013  Hasta/To 26/11/2018 0318

ON N°/NB N°¢

2. Reactivos y productos reactivos para la deteccidn 6 confirmacién 6 cuantificacion, de marcadores
de infeccion por hepatitis C, en muestras hurnanas/ Reagents and reagent products for deiection or
confirmation or quantification, in human specimens, of markers of hepatitis C infection.

2.1. HCV Ab. ELISA cualitativo/gualitative. (Desctito en el certificado de disefio N/ Described in
design certificate N° 2003 12 0392 ED)

CVAB.CE (192 tests)
- CVAB.CE.96 (96 tests)
CVAB.CE.480 (480 tests)
" CVAB.CE.960 (960 tests) !
CVAB.CE.DB (192 tests - For Dia.Blood application)

2.2. HCV Ab Confirmation. ELISA de confirmacién/ ELISA for confirmation. (Descrito en el
certificado de disefio N/Described in design certificate N® 2005 09 0485 ED)

CCONF.CE (12 tests)

2.3. HCV IgM. ELISA cualitativo-cuantitativo/ gualitative-quantitative. (Descrito en el certificado
de disefio N%Described in design ceftificate N® 2007 09 0532 ED)

CVM.CE (96 tests)

3. Reactivos'y productos reactivos para la deteccion 6 confirmacién 6 cuantificacién de marcadores
de infeccién por hepatitis D en muestras humanas / Reagent and reagent products for detection or

confirmation or quantification, in human specimens, of markers of hepatitis D infectionZ uERE P
-~ #)

3.1. HDV Ab, ELISA cualitativo/qualitative. (Descrito en el certificado de diseii

design certificate N® 2003 12 0393 ED)

DAB.CE (96 tests)

ORGANISMO NOTIFICADO 0318

Pégina 3de 5
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j » ANEXO N°/ANNEX N /
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV {excepto punto 4) de la Directiva 98/79/EC

' EC FULL QUALITY ASSURANCE SYSTEM CERTIFICAT. E
in accordance with Aiinex IV (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION Techadinicial/lnicial date: 11/12/2003
Techa primera préxroga/ First extension date: 04/12/2008

Certificade N%Certificate N° Fecha de validez/Date of validity ON N°NB N°

2003 12 0388 CT  Desde/From: 27/11/2013  Hasta/To 26/11/2018 0318

32 HDV Ag ELISA cualitativo/gualitative. (Descrito en el cetificado de disefio
N°/Described in design certificate N° 2003 12 0394 ED)

DAG.CE (96 tests)

33 HDV IgM. ELISA cualitativo/qualitative. (Descrito en el certificado de diseiio
N%Described in design certificate N° 2003 12 0395 ED)

DIM.CE (96 tests)

3.4 HDV RNA Quantitation (QT). Real-Time PCR cuantitativo/quantitative. (Descrito en
el certificado de disefio N%Described in design certificate N°2009 11 0660 ED)

DRNA.CE (50 tests)
DRNA.CE.25 (25 tests)
DRNA.CE.100 (100 tests)
DRNA.CE.150 (150 tests)

4 Reactivos y productos reactivos para la deteccion de marcadores de infeccion por HTLV Ly 11, en
muestras humanas/ Reagents and reagent products for the detection or confirmation and
quantification in nman specimens of markers of HTLV I and II infection

4.1 HTLV I & II Ab. ELISA cualitativo/qualitative. (Descrito en el certificado de disefio
N%Described in design certificate N°2005 12 0493 ED)

HTLVAB.CE (192 tests)
HTLVAB.CE.96 (96 tests)
HTLVAB.CE.480 (480 tests)
HTLVAB.CE.960(960 tests)

ORGANISMO NOTIFIGADO 0318

E IGUALDAD
i ! Agencla Espadola de
Pégina4 dos Medicamentos y

Productos Sanlarlos




ANEXO N°/ANNEX N% |
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con el Anexo IV (excepto punto 4) de la Directiva 98/79/EC

ECFULL QUALITY ASSURANCE SYSTEM CERTIFICATE
inn-accovdance with Annex 1V (except.Section 4) of Divective98/7%/EC
PRORROGA/EXTENSION Fecha inicial/lnicial date: 11/12/2003
Fecha primera prérroga/ First extension date: 04//12/2008

Certificado N°Certificate N° Fecha de validez/Date of validity ON NYNB N°
2003 12 0388 CT  Desde/From: 27/11/2013  Hasta/To 26/11/2018 0318

42 HTLV I & II Ab Version ULTRA. ELISA cualitativo/qualitative. (Descrito en el
certificado de disefio N Described in design certificate N° 2011 11 0775 ED)

HTLVABULTRA.CE (192 tests)

HTLVABULTRA.CE.96 (96 tests)

HTLVABULTRA.CE.480 (480 tests)

HTLVABULTRA.CE. 960 (960 tests)

HTLVABULTRA.CE. DB (192 tests-For Dia. Blood application)

5 Reactivos y productos reactivos para la deteccién de marcadores de infeccién por HIV 1y 2, en
muestias humanas / Reagents and reagent products for the detection or confirmation or
quantification, in human specimens, of markers of HIV'I and 2 infection.

5.1 HIV Ab & Ag ELISA cualitativo/qualitative. (Descrito en el certificado de disefio N%/
Described in certificate de disefio N°2008 02 0539 ED)

IVCOMB.CE (192 tests)

IVCOMB.CE.96 (96 tests)

IVCOMB.CE. 480 (480 tests)

IVCOMB.CE. 960 (960 tests)

IVCOMB.CE.DB (192 tests -For Dia, Blood application)

Este certificado ampara todas las mareas de estos productos incluidas por el fabricante en su
declaracion de conformidad.
This certificate covers all trademarks of these products included by the manyfacturer in his
declaration of conformity.

Madrid, 27 de noviembre de 2013

. ag@mmu@
medicamaenios W

g & prodycws sanitarios
ORGANISMO NPURIRRR TORA,
Belén Crespo Sanchez-Eznarriaga

MINISTERIO DE NGB Xor A
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