rphication

Medice -sar .

A

Le LNE certifie que le systéme de m

Concep

Début de validite
Valable jusqu'au
Etablile /lssue

rofrae

LNE
Ce ce

Rernc

Laboratoire o
ME/C—MED Org
I, rue Gaston Boig

CERTIFICAT
CERTIFICATE OF REGISTRATION
N° 10462 rev. 6

anagement de la qualité développé par
LNE certifies that the quality rnanagrmem system developed by
|
\

ELITECH CLINICJ;AL SYSTEMS SAS
Zone ln‘dust'r'ielle
61500 SEES FRANCE

pour le:
for the

5 actiyités
act/'vfjﬁes

tion, production, contréle et commerc |alisat|on de réactifs de chimie clinique
destinés aux laboratoires d’ analyses de biologie.
Validation de la combinaison reactlfs et automates.

Design, production, control and sales of clinical chemistry reagents
intended to be used by clinical laboratories.
Validation of the combination reagents and instruments.

réalisées .surw le{s) |5tte(s) de
performed on the /oqvat/on(s) of

ELITech Clmwal Systems SAS
zoneindustrlelic 61500| SEES -FRA

est conforme aux exigence ‘s des normes internationales

complies with the requirements of the international standards

NF EN ISO 13485 : 2016

|
y / Effective date ; July 28th, 2017 {inciuded)
/Expiry date . July 27th, 2020 (mcluded}
fon : July 27th, 2017 ‘

Cécile VAL
G-MED Certification Division Manager

1" 10462-6
rlificat est délivré selon les régles de certification G-MED [ This certificale is issued according 1o the rules of G-MED cedtification

uyvelle le certificat 10462-5

iationat de métrologie et ¢
anisme notifié par l'autorité compete
sier - 75724 Paris Cedex 15 « Tél.

\
eﬁﬁﬁﬁi & » Ftablissement public 3 caractére industriel et conunercial
e hdn(;dm en matiére de dispositifs médicaux n® 0459
0l 40143 37/00 = Fax : 0 1 40 43 37 37 « wwwline.fr « wwwgmed. fr




ELiTech Clinical Systems SAS
Zone indus(riel?e
61500 Sées - France 3

Tél 11+33 (0)2 33 8121 00 Fax : +33 (0)2 22 28 77 51 " ELITechGroup

www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zoEe industrielle 61500 SEES France, déclarons sous notre seule
responsahilité que les réactifs appartenant au groups 1 «METABOLITES DIVERS », référencéds dans la liste c-jointe, sont
conformes aux exigences essentielles des anne ces [ et 11 [de la Directive Européenne 98/79/CE relative aux dispositifs
medidaux de diagnostic /n vitro et au code de la| sants puanJ.;]ue.

Cefte déclaration est basée sur le cohteny de clhaque dossier technique DOS-CE-XXXX et s‘appuie sur la
certifitation de notre systeme qualité sefon la horme NF EN ISO 13485 : 2016 (Certification valable jusqu'au 27 Juillet
2020) ‘
(Voir liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ELiTech Clinical Systems SAS, Jone Industrielle 61500 SEES  France, hereby certify, under our own
responsibility, that the reagents belonging to Group | “MISCELLANEOUS METABOLITES”, such as listed hereto, conform
to the| essentia/ ‘}equfremenrs of appendices I and IIT of European Directive \98/79/EC, relating to in vitro diagnostic
medicl 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 guality system according to the standard NE EN IS0 1 _5?485 2 2016 (Certification valid until July 27, 2020).

(See attached list),

DECLARACION CE DE CONFORMIDAD

Vosotros, ELITech Chinical Systems 548, Zm')@l [/}7(//.15{0&!/@ 61500 SEES France, dedlaramos bajo nuestra dnica
responsabilidad que los reactivos pertenccientes & grypo 1 "METABOLICOS VARIOS ", referenciados en Ia lista adiunta,
sof conforimes con fos requisitos esendiales de los anexos I\ y 1l de la Directiva Furopea 98/79/CE sobre dispositivos
medico§ para diagnostico in vitro v el codigo de salud ,?db//ca_

csta declaracion se basa en el contenide de cdga DOS-CE-XXXX técnica y estd respaldado por la certificacion de
auestro| sistema de calidad seqguin la norma NF EN|ISO (13485 [ 2016 (Certificacion valida hasts el 27 de Julio 2020).

(Ver fista adjunta) i

\

Sées, le 18 Mai 2018

Valérie GOURDON, Cécile GOUBAULT,
Responseble des Affaires Réglementaires Directeur Général Délégué
Regulatary Affairs Manager Managing Director
Responsgbie de los Asuntos Reglementarios o ra-General

l ELITeq x o

’ H\ P

J
_—-—"'/

2,14€ —~ 5IREN : 318 365 228 - RCS ALENCON
[
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0427 /0497 /0507 /1)

707 /0250

AUSL-0250

ELITach Clinical Systems SAS
Zone |ndustrielle ) |
6150() Sées - France )
Tel: 33 (0)2 33 8121 00 Fax : +33 (0)2 22 28 V7 51 BN El ITechGroup
www.glitechgroup.com
|
GROUPE 1 - METABOLITES DIVERS
GROUP 1 - MISCELLANEOUS METABOLITES
GRUPO | — METAIBOLICOS VARIOS
_ . i B SossiERT —
DESIGNATION DU REACTIF/ REFERENCES gg“lflfg D?fpﬁl/m E/ Code GMDN/
REAGENT DESIGNATION/ REFERENCIAS NOMBRH DEL ARCHIVO GMDN Code/
DESIGNACION DE REACTIVO oy : Codigo GMDN
ALBUMIN ALBU-0600,070(] /0250 _
- = - DOS CE-ALBU_R&Std 53597
ALBUMIN ENVONY ALBU-0850
BILIRUBIN DIRE[T 441 BIDI-0600 /0250 53283
BILIRUBIN TOTA|L 4+1 BITO-0600 /0250 DOS-CE-BILI 4+1 53229
BILIRUBIN TOTAL & DIRECT 4+1 BITD-0600 1 53229/53233
CREATININE ENVOY CRSL-0850 DOS-CE-CRSL 53250
CREATININE JARFE CRCO-0600/0700 DOS-CE-CRCO_R&Std 53251
CREATININE PAIf SL CRSL-0630,0250 DOS CE-CRSL 53250
DIRECT BILIRUHIN ENVOY BIDV-0850 | DOS-CE-BIDV 53233 '
GLUCUSE ENVOY | Gps1-0850 | DOS-CE-GPSL_R&Std
A i ' > ? T Tl
GLUCOSE HK S HSL-0600 /028 | NOS-CE-GHSL
| GLUCOSE sk sy | GHSL-0600/0250 s | nos-c L s3305
b 700 oy 0L 1 GPSL-049% /0500 /0700 ' P
YLUCOSE PAP I 050770707 10250 10458 /0407 DOS-CE-GPSL_R&Std
| N [ -~ A el A |
| HEMOGLOBIN HEMO-0400 DOS-CE-HEMO 32430
IRON TIBC FECA-0050 DOS-CE-TIRC 52004
LACTATE LACT-0100 DOS-CE:LACT 53342
| MICROPROTEIN JLUS PRTU-0600;0250 DOS-CE.PRTU R&Std || 53481
| PHOSPHORUS PHOS-0600/0230 [ —‘
S st A T - — DOS CE-PHOS_R&Std 59123
PHOSPHORUS ENVOY PHOS-0850 |
' ) ! | _
TOTAL BILRUBIN [ENVOY BITV-0850 DOS-CE-BITV | 53229 |
| TOTAL PROTEIN PRTB-0600 DOS-CE-PRTB ' ]
i
| TOTAL PROTEIN HNVOY PROB-0850 53985
(. : ; DOS-CE-PROB_R&Std
TOTAL PROTEIN HLUS FROB-0600/0700 /0250
UREA ENVOY URSL-0850 DOS-CE-URSL_R&Std
_’ UREA UV | | URUV-0400 DOS-CE-URUY ! sa5
| | URSL-040070420, (500 o .
TAUV S . /042074 i -CE-U
| UREA UV SL | 040770427 /0507 /012500455 DOS-CE-URSL R&Std
URIC ACID | ACUR-0200/0400 1 DOS-CE-ACUR
URIC ACID ENVOY ‘ AUVD-0850 | DOS-CE-AUVD .
ATl (R V5] A === ey oA { I T e ' 53583
(Uli‘lc ACID MONO [5L { AUML-042070500/47004 | DOS-CE-AUML_R&Std

URIC ACID SL

DUCE-GL 132 Ma

DOS-CE-AUSL |

May Mavo 2048

Société par actions simplifige au capital de 1 21

9592 14€ - &

Zong Instustriells
51500 5EES - France

Tél: +3
SHRET 318 365 228 6020

IREN : 318 365 228 — RCS ALENCON

F3(042 33 2 2100 - Fax s +33%{0)2 35 2877 58

ELiTech Clinfeal Systems SAS



ELITech Clinical Systerms SAS
Zong industrielle
61500 Séées - Frapee

Tél 1433 (0)2 33 81 21 00 Fax - +33 (0)2 22 24 77 81 \ ELITEChGi‘OUp' |

wwwi.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS| zone industrielle 61500 SEES France, déclarons sous notre seule
respofisabilité que les réactifs appartenant au groupe 2 « EPJZYMES », référencés dans la liste ci-jointe, sont conformes

AUX e<igences essentielles des annexes I et III fe |a Directive Européenne 98/79/CE relative aux dispositifs médicaux de

diagnastic /n v/‘trp et au code de la santé publigie.

Cette déclaration est basde sur le content de chaque dossier technique DOS-CE-XXXX et s‘appuie sur la certification
de nolre systémé qualité selon la norme NF EN 150 13485 : 2016 (Certification valable jusqu‘au 27 juillet 2020).
(Vair liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ELITech Ciinical Systems SAS, Zone Industriefle 61500 SEES France, hereby certify, under our own
resporisibiity, ma;r the reagents belonging to Group 2. "ENZYMES " such as. fisted hereto, conform fo the essential
requirements of appendices I and IIT of European Directive 98/79/FC, reiating to in vitro diagriostic medical devices and
to the public health code,
This declaration is based on the contents pff each DOS-CE-XXXX technical file and is supported by the certification

of our uality sysf:em according to the standard MF EN IS0 13485 - 2016 (Certification valid unti! July 278, 2020).
Seg attached list), |

DECLARACION CE DE CONFORMIDAD

Nosotros, EllTech Clinical Systems SAS, Zone lndlustrielle 61500 SEES France, declaramos bajo nuestrs nica
responsabilidad que los reactivos pertenecientes af gripo 2 | "l-NZ]MAS ", referenciados en la lista adjunta, son conformes
con fos|requisitos esenciales de los anexos I\ NI deo la Directive Europea 98/79/CF sobre dispositivos medicos para
aiagnastico in vitro, y e/ codigo de salud publica, 1
sta declaracion se basa en el contenido de cadda DOS-CE-XXXX tecnica y estd respaldado por (3 certificacion de
nuestrosistema de calidad sequn 13 narma NF ENYSO 13485 :| 2016 (Certificacion valida hasta ef 27 de Jufio 2020),

(Ver lista adjunta)

Sées, le 28 Juillet 2017

Valérie GOURDON, Cécile GOUBAULT,
Responsgble des Affaires Reglementaires Directeur Général Délégué
Regulatory Affairs Manager Managing. Lirector
Responsable de los Asuntos Reaglementarios g Directora General

e { : i ldst b v e RS

i w > T J AU GYSLRIME 5 S i
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\ j-
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61500
Tél:
wwwle

ELITech Clinical Systems SAS
Zong industrielle

Sees - France

33 (0)2 338121 00 Fax : +33 (0)2 22 28|7

litechgroup com

; ELITechGroup '

GROWUPE 2 - ENZYMES
GROUP 2 — ENZYMES
GRUPO 2~ ENZIMAS

DESIGNATION DU

REACTIF/

REAGENT DESIGNATION/

DESIGNACION DE

NOM DU DOSSIER CE/

REFERENCES/
REFERENCIAS

EC FILE NAME/
NOMBRE DEL

Code GMDN/
GMDN Code/
Codigo GMDN

REACTIVO R 1 i
| ALP (D] SL PASL-0400/D420,0230 DOS-CE-PASL ﬁl b
| ALP ENVOY PIVD 0850 DOS-CE-PIVD
ALT ENVOY ALSL-0850 DOS-CE-ALSL 4+ 1
ALT /GPIl ALAT-0200/0400 | DOS-CE ALAT 52923
L T —
s I S-CE- 1
ALT/GEI471 BL 0410/0430/0510/0250/0455 | POS-CE-ALSL 4+1
AMYLASE ENVOY | AMSL 0850
| DOS-CE-AMSL 52940
| AMYLASE SL AMSL-0390/0400/0230
AST ENVOY ASVD-0850 DOC-CE-ASVD
AST/GOT ASAT-0200/ 0400 DOS-CE-ASAT 50054
Bl | PR ASSL-
s it I 0410/0430/0510/0250/0455 | DO CE-ASSL 441
CHOLINHSTERASE CHES-0053 DOS-CE-CHES 52971
CK ENV(Y CKSL-0850 DOS-CE-CKSL 53003 |
CK-MB | CKMB-0030 | DOS-CE-CKMB
=0 2 ) CRME - | : |
CK-MB ENVOY CMSL-0850 | 52994
K - - | DOS-CE-CMSL
| CK-MB S CMSL-0410/0430/0230
| CK NAC CKNA-0030 DOS-CE-CKNA abos ||
IRIN1S) 1IN Y _ 5
CK NAC gL CKSL-0410/01430/023( DOS-CE-CKSL |
N 1 - |
GAMMA (T SL PLUS GISL-0400/0420,0500/ 0250
— DOS CE-GISL 53027
| GGT ENVDY GISL-0850
LDH ENVDY LLSL-0850
- L DOS-CE-LLSL |
LDH-L SL LLSL-0400/0420 /0230 53072
LDH-P LDHP 0030 DOS-CE-LDHP
LIPASE EVOY LPSL-0850
- - DOS-CE-LPSL 53108
LIPASE SI LPSL-0230
1y % 1
Scciété pa:r actions simplifiée au capital de 1 219 592, 14€ -+ SIREN : 318 365 228 — RCS ALENCON
212

DCCE-G2 128 -

Auiller July ZJulio 2017




ELITH
Zone
6150
Tél ‘

ech Clinical Systems SAS

industrielle

) Sées - France

33 (0)2 33 8121 00 Fax - +33 (0)22228
2litechgroup.com

DECLARAT]I

Nous, ELITech Clinical Systems SAS,
abilité que les réactifs appartenant au grg
Font conformes aux exigences essentielles
ifs médicaux de diagnostic i vitro et au ed
Lette déclaration est basée sur le conteny
P systeme qualité selon la norme NF EN 1S
Vair liste ci-jointe).

respon;
jointe,
disposil

de notr

77 5]

zong industrielle 61500 SEES France,
upe 3 «ELE@”ROLYTES/OLIGO‘-ELEMENTS
desiannexas I et 11T de Ia Directive
de de la santé publique.

e chaque dossier techn
O 13185 :

Nl

ELITechGroup

CHimTe A

YSEE MY

'ON DE|CONFORMITE CE

déclarons sous notre seule
», référencés dans la liste oj-
Européenne 98/79/CE relative aux

que DOS-CE-XXXX et s'appuie sur la certification
2016 (Certification valable jusqu'au 27 juillet 2020)

i
0
|

DECLARATI

We, ELITech Clinical Systems SAS, Za

responsioility, that the reagents belonging to Growy

to the es
devices|

-
of our qi,

(4

nd to the public health code,

allty system according to the standard NF|
ee aftached fist),

Noj
responsalpiidad que fos reactivos pertenecientes al .
lista adjuta, son conformes con fos requisitos ese
dispositivis medicos }Dara diagndstico in vitro v ef col

Esta declaracion se basa en ef contenido de
nuestro sigtems de, calidad seqin 3 norma NF EN 19
(Ver lista agjunts)

e Industrielle 61500 SEES france, hereby
3 ELECTROL YTES/TRACE-ELEMENTS Y such
seniial requirements of appendices I and IiI of curopedn Directive 98/79/FC, relating to ir

(15 declaration /s based on the contents off eacl) DOS-CE-XXXX technical file a
EN ISO 13485 : 2016 (Certification

wciales de los anexos I'y IIT de
digo de salud publica,

cada DOS-CE-XXXX técnica y ests respaldado
O 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2020). 1

ON OF EC CONFORMITY

certify, under our own
as listed hereto, conform
1 vitro diagnostic medical

nd s sugported by the certification
valid until July 27% , 2020),

e

DECLARA CIéN CE DE CONFORMIDAD

sotros, ELITech Clinjcal Systems SAS, Zdne Industrielle 61500 SEES France, declara

i mos bajo nuestra dnica
rup 3 "FLECTROLT TOS/OLIGO-ELEMENTOS Y referenciados en |3
la Directiva Europesa 98/79/CF sobre

o ]
por la certificacion de

L

2es, le 29 juin 2018

Valérie GOURDON,
e des Affaires Réglementaires
Affairs Manager

o ds los Aslum‘os Reglementarios

Responsab
Regulatory
Responsab

)
~— "¢

LA NNAL Q‘J-‘ ~

ELI

Tél, 143

ciete par actions simplifiée au capital de 1 219 4

DCCE-G3 — 120 — Juin /) wne/ Junio 2018

Tech Clinical Systems SAS____ |

Cécile GOUBAULT,

Directeur Général Délégué
Managing-Director
(‘”ﬁ)ﬁk&d@fé‘@i éral jJ

-

R
Zane Industrielle

G1600 SEES - France
(D)2 23 B 2100 - Fax: +33(0)2 33 28 77 51
SIHET 318165 228 00036

92,14€ — SIREN : 316 365 228 - RCS ALENCON
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ELIT
Zone
6150
Tél :

glitecharoup.com

¢ch Clinical
industrielle
Sédes - France

133 (0)2 33 81 21 00 Fax : +33 (0)2 22 28

Systems SAS

GROUPE 3 - ELE
GROUP 3 — ELE

GRUPO 3 — ELEC

77 51

CL IR

CTROLYTES / OLIGO-ELEMENTS
CTROLYTES / TRACE-ELEMENTS
TROLITOS / OLIGO-ELEMENTOS

AV U T

PR P ——
| DESIGNATION DU
REACTIF|/ REFERENCES ggliflfg IIN?}E.)D?ISI;I/ER CE/ | code GMDN/
REAGENT DESIGNATION/ REFERENCIAS NOMBRE DEL GMDN Code/
DESIGNACION DE ARCHIVO CE Codigo GMDN
REACTIVIO
CALCIUM ARS FNA?O CAL,A—O600,”025£O\
DOS-CE-CALA_R&Std 45789
CALCIUMI|ENVQY CALA-0850 !
CHLORIDE CHLO-0600 0253 DOS-CE-CHLO_R&Std 60037
IRON CHHOMAZUROL FECA-0600 DOS-CE-FECA
[RON ENVIOY FEFE-0850
DOS-CE-FEFE-R&Std 54758
IRON FER ENE FEFE—OQSO/ DE00
i IRON FER ROZINE FEFR-0600 i | DOS-CE-FEFR_R&Std
MAGNESIUM ‘(,ALMAGITE || MAGN-0600 ‘ DOS-CE-MAGN_Ré&Std
M!\GNESIUM E I\J\/OY |I MAGX-0850 [ 46795
—— - . DOS-CE-MAGX-R&Std
MAGNESIL M P(YLIDYL ! MAGX—O230,’06('JO J
"\) (/x.
ELITech Clinical Systems SAS
Zone Industrielle
61500 SEE; rance
Tel,: +33(0)2.38:81 21 00/ CFax ;#33(0)2:332877 51
ms‘r?z‘a,ass 226400036 \
‘H‘“---..-'__ﬂ_q____\ A
el 3
N
o
| l
!
S . | . A S L r’, P ______ S e et S e
Yociéte par actions simplifiée au capital de 1 219 592 1 - 8|REN : 318 365 228 — RCS ALENCON
DCCE-G3 ~ 1721 ~ Juin 2/2

Mune / Junio 2018




DCCE-G4

ELITech Clinical Systeins SAS
Zong indusirielle
81500 Sées - Flance

Tel: [+33:(0)2 33 81 21 00 Fax : +33

WwWw elite::hgrodp.com

(0)2 22 28

DECLARAT

Nous, qLITech Clinical Systems SAS

77 81

éLITecthoup |

ION DE CONFORMITE CE

zone industrielle 61500 SEES France, déclarons sous notre seyle

responsabilité que les réactifs appartenant au dgroupe 4 «LIPIDES », référencés dans la liste ci-jointe, sont confarmes
aux exigences essentielles des annexes [ et 11 de la Directive Européenne 98/79/CE relative aux dispositifs médicaux de

diagngstic in vitro et au code de la santé publigu
Cette declaration est basée sur le conteny, de chaque dossier technigue DOS-CE-XXXX et s'appuie sur la

2.

certifidation de notre systéme qualité selon la nrme NF EN 1SO 13485 2016 (Certification valable jusquau 27 Juillet

2020).
(Volr liste ci-jointe).

responyibility, that the reagents belonging to

requiremments of appendices T and 1T of Europea

o the ppublic hicalth code.

DECLARATION OF EC CONFORMITY

We, EL{Tech Clinical Systems SAS, Zone Industrielle 61500 SEES france, hereby certify, under our own

Group 4 "WIPIDS” such as listed hereto, conform to the essential
i D/hgd;’ve- .‘)S/?Q/EC, relating to in vitro diagnostic medical devices and

7’/7/51d€:/5f$t/0/) is based on the contents of eatbh DOSECE-XXXX technical file and fs supported by the certification

of our quality system according to the standard NF E/Vi]b‘O 13985 . 2016 (Certification valid until July 270, 2020),

|See attached list).

DECLARACION CF DE CONFORMIDAD

MNosotros, EliTech Clinical S ystems SAS, Zone [na’usﬁg’eﬂe 61500 SEES France, declaramos bajo nuestra dnica
respansabifiagad que los reactivos pertenecientes a

grupo 4 "LIPIDOS " referenciados en 13 lista adjunta, son conformes

con 1os frequisitos esenciales de lps anexos I y If1 de la Directiva Europea 98/79/CE sobre dispositivos médicos para
diagndsiico in vitro ‘ y el cddigo de salud publica.

Esta Ueckaracion se basa en el contenido d,

e caga DOSTCE-XXXX técnica v esta respaldadio por la certificacion de

nestro fistema de lca//dad segun ke norma NFFEN [SO 13485 -| 2015 (Certificacion valida hasta el 27 de Julio 2020).

(Ver ista adjunta)

Sees, le 28 Juillet 2017

Valérie GOURDON,

Responsable des Affaires Réglementaires

Reguiatofy Affairs Manager

Rasponsdble ge jos Asuntos Reglementarios

{ L2
K
N\

V30— haller Audy Jufrw 2007

Cécile GOUBAULT,

Directeur Général Délégué
Managing Lirector
{ Directora General
/

/
%
%
'5
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ELITe
Zone|
61500
Tel: +

www eflitedharoup com

ch Clinical Systems SAS

1dustrielle
Sées - France
B3 (0)2 33 8121 00 Fax : +33 (0)2 22 28 717 51

GROUPE 4 - LIPIDES
GROUP 4 - LIPIDS
GRUPO 4 ~ LIPIDOS

EL]T@CHGTOUP ..

DESIGNATION DU

NOM DU DOSSIER

REACTIF/ REFERENCES/ CE/ Code GMDN/
REAGENT DESIGNATION/ | REFERENCIAS EC FILE NAME/ GMDN Code/
DESIGNACION DE | NOMBRE DEL Codigo GMDN
REACTIVQ | ARCHIVO CE
CHOLESTERROL CHOL-0220/4420 DOS-CE-CHOL ’
CHOLESTEROL ENVOY CHSL-0850 53350 .
cHoLesteRor s. | CHSL-0495/0500/0700;, | DOS-CE-CHSL }
Mg it | i A O 1 0507/0707/0250/0455/0497 . _
CHOLESTEROL HDL SL 2G| HDLL-0230/0380/0390 DOS-CE-HDLL 53391 f
CHOLESTEROL LDL SL 2G| LDLL-0230,0380, 0390 DOS-CE-LDLL 53395 J
HDL CHOLKSTEROL HDLC-0060 ! DOS-CE-HDLC ~aBa
M| | B SR, 1
HDL CHOLESTEROL ENVOY | HDLL-0850 DOS-CE-HDLL
LDL CHOLESTEROL ENVOY | LDLL-0850 DOS-CE-LDLL 53395
TRIGLYCER|DHS TRIG-0200/0400 DOS-CE-TRIG
TRIGLYCER|DES ENVOY TGML-0850 B4k ‘
| TRIGLYCERIDES MONO SL TGML-0425/0495/0515) A,
wew L HLTLITEC ( 0700/0427/08}17/0707 joag7 | DOS-CE-TGMLN
| TRIGLYCER|DES SL | TGML-0250/0455 |
] S
i
|
I
i
Sociéjtlé pal:‘ actions simplifiee au capital de 1 21¢ 592 ‘TME - SIREN 318 365 228 — RCS ALENCON
DCCE-GH 130 = Juillpt 2July i fullo 207 7 22



ELITeeh Clinical Systems SAS il
Zone|industrielle S
61500 Sées - France

Tél: k3302 3381 21 00 Fax : +33 (0)2 22 28|77 51
www.glitechgroup.com

ELITechGroup

DECLARATION DE CONFORMITE CE

Nous, E"LITec:h Clinical Systems SAS,| zore gndustrielie 61500 SEES France, décl

resporsabllite que les réactifs appartenant au aroupe 5 <<CO:NT'RCA)LES/ CALIBRANTS/ STANDA

liste citjointe, sorﬂt conformes aux exigences e
relativi aux dispositifs médicaux de diagnostic /i

drons sous notre seule
RDS », référencés dans [a
ssentielles des annexes T et 111 de la Directive Européenne 98/79/CE
: v/['rc{et au dode de la santé publique.

Cette déd@ration est basée sur le con enude chaque dossier technique DOS-CE-XXXX et sappuie sur la

certifichtion de notre systeme qualite selon (a nprme NF EN 1SO 13485 0 2016 (Certification valable jusqu'au 27 juillet
2020).

Voir liste ¢i-jointe).

DECLARATION OF EC CONFORMITY

We, £LI 7"ecf7 Clinical Systems SAS, Zane Industriefle 61500 SFES France, hereby certify, under our own
responsybility, maq the reagents belonging to Groyp 5, "CON TROLS/ CALIBRATORS/ STANDARDS ", such as listed hereto,
conforny to the essential requirements of apper dices T and IIT of European Directive 98/ 79/EC, relating to in vitro
diagnostic medical devices and to the public heaith cocle.

1his dectaration is based on the contents of each DOSCE- XXX technical'file and is si
of our qualty system according to the standard Ni EN 150 1

(bee 3@#55/7% Vist).

Ipported by the certification
485 1 2016 (Certification valid until July 277, 2020).

DECLARACION CE DE CONFORMIDAD

Mbsotros, ELITech Clinical Systems SAS, Zpne [ndustrielle 61500 SEES Ffrance, declaramos bajo nuestra unica
responsalbiidad  que los  reactivos pertenecientes  al grupo 5 'CON TROLES)  CALIBRADORES/ ES TANDARES"
referenciidos en 13 lista adjunta, son conformes|cor los requisitos esenciales de Jos anexos | y Il de Ja Directiva
Europea B8/79/CE sobre dispositivos méedicos para tiagnostico in vitro y el codigo de salud publica, \
E8ta declaradion se basa en ef contenido dg cada DOS-CE-XXXX técnica Y ests respaldado por la certificacion e
nuestro sistema de calidad segun la norma NF EN 150 13485 - 201 6 (Certificacion valida hasta el 27 de Julio 2020),

(Ver lista achunta)

$ées, le 28 Puillet 2017

Valérie OURDON

Responsalple des Affires Réglementaires
Regulatory Affairs Manager
Responsaile de los 4suntos Reglementarios

Cécile GOUBAULT,
Directeur Général Délégue
Managing Director
Directora General

7
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ELITech Clinical Systems SAS
Zong industrislle
61500 Skes - France

TEli1+33 (0)2'33 81 21 00 Fax : +33 (0)2 22 28 77 &4 o ELIT@ChGI’OUp'
wwwi elitechgroup.com | ! !

GROUPE 5 - CONTR(JLES?CALIBRANfS/STANDARDS
GROUP 5 — CONTROLS/CALIBRA TORS/STANDARDS
GRUPO 5 — CONTROLES/CALIBRADORES/ESTANDARES

—ep o2 LA =TT T ———————aee | I
| —|— | NOM DU DOSSIER
/ DESIGNA[I'ION DU REACTIF/ J REFERENCES/ CE/ Code GMDN/
REAGEN1 DE‘SIGNATION/ | REFERENCIAS EC FILE NAME/ GMDN Code/
' DESIGNA{ION DE REACTIVO | NOMBRE DEL Codigo GMDN
' ARCHIVO CE
| C I!(JLLbT JROL HDL ’?G CALIRRATOR HOLL- OUJ 1,10041 DOS-CE-HDLL-CAL ’ 44696
LCHOLE&T ,RG)L LDL 2G CALIBRATOR f LDLL-001 1{0041 DOS-CE-LDLL-CAL J 417028
EHOIESTLROI Standard 200 mg/dL | CHIOL-0055 DOS-‘CE CHOL2C| 44698
l'_Ch«MB CQ NTROL CKMB-0900 DOS- CE CKMB- C’[ 44693
[ CREATINH\ E Standald mW/dL I RJ\' 1'-)(')'%r DOS CE CREN2 4170()
ELICAL 2 —’ CALLI- (}350 DOS-—CF CALI2 4#808 |
| EL JTHUJ I / Cco \H {)UUU DOb CL ELIT 1
o R e — — 47869
FLI’JR()I H Ct')NI H](;U DOS—LE—ELITI
( GLUCOSE | E ftandard 100 mg/dL ]I GLUP-0035 | DOS-CE-GLUP100 11818 |:
ISE CONTRDL || "—0046 ]
o e e | DO‘S CE-ISCT 47869 |
[SE CONTRDL 11 SCT-0047 N
MILROPRO EIN PLUS U-0022 DOS-CE- PRTUlOO 53482 |
| Standard 100 rr mg/dL TN Y
’[RIGLYC}:H DES Standard 200 mg/dL | T —OOIS:: DOS-CE-TRIG200 44702
— =Ll Ty S e po it |
UREA Standard 50 mg/dL V 035:) _ { DOS-CE-URUVS50 | 53588
tURJC ACID ptandard 6 mg/dL ‘ ACUR-0055 { DOS-CE-ACUR6 ]l 44704
— L | S — ——_——_—‘—-————_'—

_______________ RN MG Eraas e b i S g T e — e e s e

{1
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ELITgch Clinical Systems SAS
Zone{industrielle

61500 Sées - France .

Tél: £33 (0)2 33 81 21 00 Fax : +33 (0)2 22 28[77 51 g ELITechGrQup

www elitechgroup.com

DECLARATION DE CONFORMITE CE
|

Nous, ELITech Clinical Systems SAS| zone industrielle 61500 SEES France, déclarons sous notre seule
resporjsabilite que les reactifs appartenant au goupe 10 «PROTEINES SPECIFIQUES », référencés dans la liste ci-jointe,
sont donfermes aux exigences essentielles des annexes 1 et 111 de la Directive Européenne 98/79/CE relative aux
dispositifs imédicaux de diagnostic in vitro et au ¢ode de la santé publique.

Cette déclaration est basée sur le corltenu de chaque dossier technigue DOS-CE-XXXX ot s'appuie sur la
certifidation de notre systéme qualité selon la rorme MF EI TS0 13485 © 2016 (Certification valable jusquau 27Tjuillet
2020).
(Voir liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under oun own
responibility, that the reagents belonging to Group 10, "SPECIFIC FROTEINS”, such as listed hereto, conform to the
essentwl requirements of appendices [ and ITT pf Furopean Directive 98/79%EC, relating to in vitro diagnostic meaical
devicaf and to the public health code. ‘ I

This declaration is based on the contents bf each DOS-CE-XXXX techmical file and s supported b y the certifi
of our fuality system according to the standard NF EN 150 13485 1 2016 (Certification valid until July 276, 2020).
See attached list),

aalion

DECLARACION CE DE CONFORMIDAD

Wosotros, ELITech Clinical Systems SAS, Fone, Industrielle 61500 SEES ‘France, declaramos bajo nuestra iin/ca
respangabilidad gue los reactivos pertenecientes) al drupo 10 1 " PROTEINAS ESPECIFICAS” referenciados en 1o lista
adiuntay son conformes con los requisitos esentiales de los anexos I y 1T de la Directiva Furopea 98/79/CF sobre
dispositivos . médicos para diagndstico in vitro y el codiyo de salud publica. ‘
[sta declaracion se basa en el contenido dfe céidal DOS-CE-XXXX técnica ¥ estd respaldado por la certificacion de
nuestro|sistema de calidad segint la norma NF EN|ISO 13485 » 2016 (Certificacion valida hasta ef 27 de Julio 2020),

(Ver fista adjunta)

Sées, e 18 Mai 2018

Valérie|GOURDON, Cécile GOUBAULT,
Respansable des Affaires Réglementaires Directeur Général Délégue
Regulatqry Affairs Manager Managing Director
Responsable de Jos Asuntos Reglementarios Directora General

|
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ELIT
Zong|
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Tél

Www,

ech Clinical Systems
industrielle
) Sées - France

F33(0)2 33 81 21 00 Fax : +33 (0)2 2228

elitechgroup.com

SAS

DCCE-GI0

DESIGNA]
REAGENT
DESIGNALION
CRPIP

URP |

L

LI\]JWH

ckp WR CALL

| crp WR ENVC

| FERRITIN

[
| |tI{MH\ CAL

B RAT O R SET

(.IPP WR CONTR

B RATOR

P CALIBRATOR H

'ION DU REACTIF,
DESIGNATION/
CION DE REACTIVO

77 51 :

GROUPE 10 - PROTEINES SPECIFIQUES

GROUP

GRUPO

REFERENCES/
REFERENCIAS
‘ | | NOMBRE DEL EL ARCHIVO CE

|
H

ICRP 04

10 - .S'PECIFIC' PROTEINS

19 - FRO TEINAS ESPECIFICAS

00

iRP IP CALIBRATOR SET ICRP-0043
R W LO NTIROL | ICRP-0046
LRP [P &ON] ROL I [CRP-0047

Code GMDN/
GMDN Code/

41839

CRPW-0230

53705

CRPW-0043

CRPW-0048

CRPW-0850

| IFRT-0230

IFRT-0042

DOS-CE_CRPWCa

DOS-CE_CRPWCo

| DOS-CE_C RPW‘

AT )

DOS-CE_IFRT_R&Cal

)]

I Hf\l ’lt}(“IUIHI" IF [ [HAP-0400 HOS- CP [HAI"
} Hhile -( FIBAC 11240
I'Itu'\ loiC \I [Hf\ ATOR SET [ HBAC-0043 POS-CE_HBAC_R&Cal&Conl
J IBALe CONT I’t JL L+H HBAC-0049
—_— i | S— ) W _— - -
lj._f\ P | HGA-0400 | DOS-CE 11GA
lpG IR NGG-0400 DOb CE_11GG
L TT L S L gl | R e
} lgM I[' [TGM-0400 DO% CE_IIGM

| HALBUMIN 1P

} HALBUMIN 1P ¢

%LIBRATO R H

IMAL-0400

IMAL-0Q42

53760

53787
03795

JALL RUM]N [P CALIBRATOR SET IMAL-00 DOS-CE-[MAL_J(&CE\I&Cont
h.:f“;iu&?w HH:HN 1<0_v| _—_ MAL-0046 | | ]
l,r_u_%”iUMINH-’LL ﬁ%(,)],ﬂ_ LD | JM.-\J_fJfJS_H e
L ORO puvuu;rr:le D Y |"1 OS-CE_IORG o
) PRE ALR(J\HN wl ]i_HroTo?) S il i _E%(_F'Ilﬁ\ ki N
r_r;rxowé_lgql;?zm BRATOR SET "—IDF’_QO»C_IO%’ T Tm f-l__ll’ht) B
e 1\r_IPRAT<;\ = —“JI IREA ‘r'm-u ------ 1T -

| Rril UMr\IUILJ J f
RHEUMATOLOGY

'» RH EL}MATOLF)GY

TRAN $} 'ERRIN (P

S

1725

Ma,

CTOR

Meay

CONTROL 1

CONTROL 11

—

Mayo 2018

IRFA-0230

IRCT-0046

IRCT-0047

- ‘( NOS-CE_IRFA R&Cal

DO‘» CE_IRCT

47869

ITRE-0400

DOS-CE_ITRF

59041
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S U MNsTERIO)
*,Q DE SANIDAL, CONSUMO
| T BIENESTAR SOCIAL
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CERTIFICADQ DE EXAMEN CE DE DISENO
de acuerdo con & Anexo |V, punto 4, dela Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFI CATE
In accordance with Annex IV, Section 4, Directive 98/79EC

PRORROGA/EXTENSION Fecha inicial/ Initial date 15/03/2004
Fecha de tltima prdrrogal |agt extension date 27/111/2013

Certificado n%Certificate no Fecha de validez/Date of val[dity ON n%NB no
2004 03 0425 ED Desde/From 26/11/2018 Hasta/To 18/11/2023 0318

A favgr de/In favour of:

Fabricante/Manufacturer:
Nombre/Name: DIA. Pro Diagnostic Bioprobes'S I,

Direccion/Address, Via G Carducci, 27 -20099- Sesto San Giovanni — M ilano (Italy)
Repregentante autorizado ante |a UE/Authorized EU representative
_Nombrie/Name: Idem Direccién/Address | dem

Para ¢ prdduéto/For the product:

Categofia/Category: Productos Sanitarios para Diagndstico “In Vitro” / In Vitro Diagnostic Medical Devices
Grupo penérico/Generic group: Diagnostico de enfer medades infecci osas/ Diagnostic of infectious diseases
Tipo/Type Especificados en Anexos de este C o tificado/Specified in Annexes to this Certificate.

Elabor adoien/in the facilities

Dia. Pri Diagnosgtic Bioprobes S . ;
Via G. Carducci, 27 -20099- Sesto San Giovanni - Milano (Italy).

Este ceftificado. debe ir acompafiado por el gertificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance 8,/sterr]‘
Certificate N° 2003 12 0388 CT. : ‘

Este cerfifidado es consecuencia de la evaluagion dc\la documentacion técnica del disefio contenida en el
expediepte N° 2003 05 0240, y garantiza que ¢l di‘seﬁo de los productos descritos cumple los requisitos de
la Diveclival This certificate is issued on the assessment of the design documentation contaned in dossier
N° 20030510240, and guarantees that the design Iof“the-idemribed products fulfil the requirements of the
Directivg. t

o

‘ Madrid, 23 de névi%mbre de 2018 )
DIRECTOIRA DE LA AGENCIA ESPANOLA DE MEDICAMENTDS Y PRODUCTOS SANITARIOS

B s ,
3 g;js:;f:m espaﬁaiade
l’f it lmcamef‘sz}s
Oelise

Jam?os; &aﬁimrio&

Fdo. M? Jesus Lamas Diaz

- 1l T s R S— = — e

Firmado digilaimerfte por Agencia spanola de Medicamentos y Produclos Sanitanas Localizador: 3PEPS5XABC
Fecha de ia firma P3/11/2018

Puede comprobar I autenlicidad del documento en la aplicacion | ocalizador de ia Web de la ARMPS

[CORREQ ELECTRBNIOD Pagina 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8!

28022 MADRID)]
on0318@aemps eg Tel (+34)902 101 322 /(+34) 91.822.59.97"

ORGANIS!MO NOTIFICADO 0318 Fax (+34)91.822 52 89




CERTIFICAD(
de acuerdo con & Ane

EC DESIGN-E
in accordance with A

PRORROGA/EXTENS|(
Fecha de titima prg

D

r

DE EXAMEN CE DE DISERO

X0 |V, punto 4, dela Directiva 98/79/CE

:XAMINATION CERTIFICATE
nnex |V, Section 4, Directive 98/79/EC

DN -~ Fecha inicial/ Initial date: 15/03/2004

roge/ Last extension date 27/11/2013

Cert
20

ifiojadOjn"/Certificate no

04/03 0425 ED

Fe
Desdelf

cha de validez/Date of validity

ON n°%NB no
0318

rom 26/11/2018 HastalTo 18/11/2023

A favdr de/ln favour of:

Fabr
Noml|
Direx
Repr

cante/Manufacturer:
pre/Name: Dia. Pro Diagnostic Biopr
cion/Address Via G. Carducci. 27 -2
psentante autorizado ante la UE/Auth

obes Sr |,
D099- Sesto San Giovanni — Milano (Italy).
orized EU representativer .

Noml

re/Name: Idem  Direccion/Address ||

dem

Tipo d
para g
materia

£ producto / Device type: Reactivos
diagnostico de enfer medades infecd
Isfor diagnostic of human infectious d

Clasifigacion/Classification: Liga A, Anexo |
Reactivios y productos reactivos para |a (
humanzrs de marcadores de infeccion o
enzimatica (EL|SA)/ Reagents and reactive I
in humein specimens of markers of Hepatitis
[INANDD: 1VD 0203]

1Be Ag & Ab ELISA cualitativo /
HBE.CE (96 tests)
Este cer

declarag
manufacy

tificado ampara todas las marcas
on de conformidad, / This certificat
urer in his declaration of conformity.

Madrid, 23 d

DIRECTORA DE LA AGENCIA ESPANOLA IO

‘,

Fecha de la firma 4

e poi Agencia Espafola de Medicamenlos y [Product
3/11)2018

Firmado digilalmen

Puede comprobar I autenticidad del documenlo en la aplicacion Localiza

NiCo |

LECTR(

Pagina 2

on0318@aemps es

ORGANIS

Fdo. M? Jg

y productos reactivos, calibradores y materiales de control

osas / Reagents, and reagent products, calibrators and control

I/ List A Annex |

deter minacion, confirmacién y cuantificacion en muestras

or Hepatitis B, mediante técnicas de I nmunoabsor cion

roducts fof the determination, confirmation and guantification

B infection, by Enzyme-linked immunosorbent assay (ELJ‘SA)
il

ELISA qualitative

de estos productos incluidas por ¢ fabricante en su |
e covers all trademarks of these products included by the |

2 noviembre de 2018 ‘
E MEDIGAMENTOS Y PRODUCTOS SANITARIOS |

agencis

? m

n Panoly q.
m-&du:amentu% 25
i

Saryjg

o 0

e

j;:;&é”;“)(iu(:ms 1ri
2rips

I
susiLamas Diaz

108 l.ocalizador 3P6PS5XA6C

s Sanila

Hor de'la v/Veb de la AEMPS

|

e 2 | C/ CAMPEZO, 1 - EDIFICIO 8 |
‘ 28022 MADRID

i Tel.: (+34) 802 101.322 /(+34) 91 822.50 97 |

MO NOTIFICADO 0318 Fax: (+34) 91.822.52 89

|
|




IDIA. | Dia.Pro | |
{PRO | £ ‘agnostic
" | BioProbes |

e —————

EC DECLARATION OF CONFORMITY

MANUFACTURER | "[')'IA..PEO DIAGNOSTIC BIOPROBES SR.L.
i | VIA G. CARDUCCI N° 27 - 20099 SESTO SAN
GIOYANNI (MILANO) —~ ITALY

PROCUCT 1 [HAV I1gM ‘ T
| _ | CODE: AVM .CE (96 tests) |
CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE | SELF CERTIFICATION _

WE HEREBY DECLARE THAT "HF_:; ABOVE MENTIONED PRODUCT MEETS
' THE PROVISIONS OF THE COUNCIL DI RECTIVE 98/79/EC
FORIN VITRO DIAGNOSTIC DEVICES,

[1SO CERTIFICATE |UNEEN SO 13485 N° 2013 11 0039 EN,
| RELEASED BY AEMPS (AGENCIA ESPANOLA |
DE MEDICAMENTOS Y PRODUCTOS

J SANITARIOS) ‘

'PLACH & DATE OF FIRST |SSUE MILANO - SEPTEMBER 2003

PLACH & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - MARCH 2019 |
issug| | || |
SIGNATURE d
L egal Representative

Dr.ssa F"ionm;a Scozzesi

[ Rev [|05/2018

e A A A s s 54 A

! DIA.PRO Diagnostic Bioprobes S.r.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (MI) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 44386771 + http://www diapro.it * E-mail: info@diapro.it
. Capitale sociale €50.000,00 | V. — P.IVA: [11924660159 — Reg. Imp. 11924660159 — REA 1509959




MINISTERIO
DE SANIDAD. CONSUMO
¥ BHEMESTAR SOCIAL

C;ERTI FICADO CE DFE SISTt
de acuerdo con & Anexo | \/

ECFULL QUALITY A
In accordance with Annex

PRORROGA/EXTENS|
Fecha de ultima prg

-MA DE GARANTIA DE CALIDAD TOTAL

(e>§ceptc:_punto 4) dela Directiva 98/79/CE

SSURANCE SYSTEM CERTIFICATE
IV (except Section 4) of Directive 98/79/EC

ON -— Fecha inicial/ Initial date: 10/05/2014

rroga/ Lag extension date: 27/11/2013

Direcc
Repred

on/Address Via G Carducci, 27-20
entante autorizado ante la UE/Authd

Certificado n%Certificate no Fedha de validez/Date of validi ty ON n°NB no
2004 050442 CT Desde/From 26/11/2018 Hasta/To 18/11/2023 0318
A favgr de/In favour of: |

Fabricante/Manufacturer

Nombrie/Name: Dia. Pro Diagnostic Biopropes Sr.l.

099- Sesto San Giovanni — Milano (1taly)

rized EU representative

Nombr

e/Name: |dem Direccién/Address |

dem

Paralg

3 productos/For the products:

Catego
Grupo

Tfpcﬂ@\lfspecificados en Anexos de este Ci

[ fa/Category: Productos Sanitarios par
bener ico/Generic group: Diagnotico d

a Diagndstico “In Vitro™ / In Vitro Diagnogtic Medical Devices
e enfer medades infecciosas /:Diagnostic of i nfectious diseases
e tificado/Specified in Annexes to this Certificate,

Elabor

ndo en/In the facilities:

Dia. Pr
Via G,

b Diagnostic Bioprobes Sir |.

Larducci, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este certilj
This certif
Este certil
document
requisilos
technical (
requiremer]

DIRECTQI

Firmado digitalme|
Fecha de Ia firma

Puede comprobar |

CORREO ELECTR

on0318@aemps e

cada debe ir acompanado por certificado d
cate must be accompanied by design exar

cado s consccuencia de la auditoria

le Ta Directiva. / This certificate is i ssued
ocumentation contained in dossier n° 2
ts of the Directive.

bion Léenica contenida en cl expediente "

E examen dg diseno: NO
nination certificate: NO

el Sistema| Complewr de Garantia de Calidad v del examen de la
1 2003105 0240, y parantiza que los productos deseritos cumplen los
on the full quality assurance system audit, and the examination of the
D03 05 02405, and guarantees that the described products fulfil the

Madrid, 23
RA DE LA AGENCIA ESPANOLA

le por: Agencia Espanola
23/11/2018

(:}ME:(_‘i Fagina 1

;

Fdo. M? Jg
de Medicamenlos y Produc

b autenticidad del documento en la aplicacion Localizz

ORGANISMO NOTIFICADO 0318

nc§>vijernbre de 2018
EMEDICAMENTOS Y PRODUCTOS SANITARIOS

2sUs Lamas Diaz

os Sanilyros Localizador: YDBYVGI021

dor dg Ia Web de la AFMPS
ded C/ICAMPEZO. 1 - EDIFICIO 8
28022 MADRID
Tel: (+34) 902 101 322 /(+34) 91 822 59 97,
Fax: (+34) 91 822 52 89




ANEXO NYANNEX NO: |
CERTI FICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL
de acuerdo con & Anexo |V (excepto punto 4) delg Directiva 98/79/CE
- ECFULL QUALITY ASSURANCE SYSTEM CERTI FICATE

- in;accordance with Annex [V (except Section 4) of Directive 98/79/EC
- PRORROGA/EXTENSION -— Fecha inicial/ Initial date 10/05/2004
Fecha deultima prérroqa/ Lagl extengon date 2711172013

Cert ﬂCcldo n°/Certificate no Fecha de validez/Date of validity o ON n%NB no
20047 050442 CT Desde/from 26/11/2018 Hasta/To 18/11/2023 0318

A favar de/ln favour of: i

Fabricante/Manufacturer: Sl
Nombre/Name: Dia. Pro Diagnostic B|oprobes$ Sl
Direccion/Address Via G. Carducci, 27 -2D099 Sesto San Giovanni ~ Milano (Italy).
Repr gsentante autorizado ante la UE/Authorized EU representative
Nombre/Name: [dem Direccion/Address: || demn '

Tipo de producto / Device type ReactiVos y productos reactivos, calibradores y matevrlal&e‘de
contro para e diagndstico de enfermedades |nfecciosas / Reagents, and reagent produ
calibrators and control materials for d agrmtlc of human infectious diseases, T

Clasifitacion/Classification: Lista B, anexo II /List B, Annex ||

\
1. Rea:tiv]osy productos reactivos parja |c] determinacion, confirmacion y cuantificacion ‘de
maricadores de infeccion en muestra humanas medlante técnicas de lnmunoabsorcr;

enzimatica (EL1SA)/ Reagents and reactl ve products for the determ nation, confirmation a‘nd

quantification of infection markers in human samples by Enzyme-linked immunosorbent assay
(ELISAY INANDO: 1VD 0303; 1VD OQO\)]

11 CMV Iigm
CMVM.CE (96 test)
1.2.CMV 1gG
CMVG.CE (96 test)

1.3. Taxo IgM

s OXO\/I CE (96 tests)
1.4 Taoxo lgG.
OXOG.CE (96 tests)

Firmado digitalme ite por Agencia fispafola de Mod»camenlos y Produgtos Sanilaros
Fecha de la firma:|23/11/2018

Localizader YDEVVGI021

— —_—

Puede camprobar g aulentn idad del documento en la aplicacion Localizador de la Waeb de la AEMPS

|CORREQ ELECTHONICO ] Pagina 4 de 6 €/ CAMPEZO. 1 - EDIFICIO 8

28022 MADRID
on0318@aemps e Tel: (+34) 902 101 322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91822 62 89




ANEX

CERTIFICADO CE DE SIST
deacuerdo con & Anexo IV
ECFULL QUALITY A

- in accordance with Annex |
PRORROGA/EXTENS
Fecha de ultima pr ¢

(O NYANNEX NO: |
-MA DE GARANTIA DE CALIDAD TOTAL

(excepto punto 4) dela Directiva 98/79/CE

SSURANCE SYSTEM CERTIF|ICATE

V (except Section 4) of Directive 98/79/EC

ON - Fechainicial/ Initial date: 10/05/2004

rrogal Last extension date: 27/11/2013

Cerf

2

(004 050442 CT

ificado n%Certificate no Fe

Desde/

cha de validez/Date of validity

ON n°%NB no

rom 26/11/2018 Hasta/To 18/11/2023 0318

1.5,

1.6. 1

1.7

1.8 (

1.9. ¢

1.10.

T3,

Firmado digitaln|
Fecha de ia firm

Puede comprahg

CORREO ELEC

on0318@aemps

RUB IgV

. Phllamydia Pneumoniae | gG

- Chlamydia Pneumoniae gV

RUBM.CE (96 tests)

RUB 1gG.

RUBG.CE (96 tests)
RUBG.CE.192 (192 tests)
RUBG.CE.480 (480 tests)
"ORCH IgM
TORCHM.CE (96 tests)

ihlamydia Trachomatis | gG
CTG.CE (96 tests)

hi amydia Trachomatis | gM
CTM.CE (96 tests)

Chlamydia Trachomatis | gA
CTA.CE (96 tests)

CPG.CE (96 tests)

CPM.CE (96 tests)

Uhlamydia Pneumoniae | gA
CPA.CE (96 tests)
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ANEXO NYANNEX NO: | ‘
CERTIFICADO CE DE SISTEMA DE GARANTIA DE CALIDAD TOTAL

deacuerdo con e Anexo 1V (excepto punto 4) dela Directiva 98/79CE
EC FULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex |V (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION - Fecha Inicial/ Initial date: 10/05/2004

Fecha deultima profrogal Last extension dater 27/1 172013

Certificado n%/Certif E

\cate no Felhia Hevall @B—étee_&v_al;iﬁy_ ON N%/NB no
2004 05 0442 CT Desde/firom 26/11/2018 HastaTo 18/11/2023 0318

2. Regetivos y productos reactivos para la determinacion, confirmacion y cuantificaciéon de
marcagores de infeccion en muestras humanas mediante técnicas de PCR en tiempo real/
Reagents and reactive products for | the determination confirmation and quantification of
infegtion markers in human samples by Real-Time PCR) [NANDO: VD 0303; 1VD 0305]

21. CMV DNA Quantitation (QT) 2" Gener ation

CMVDNAQT.2G.CE (50 tests)

CMVDNAQT.2G.CE .25 (25 tests)
"MVDNAQT.2G.CE.100 (100 tests
- EMVDNAQT.2G.CE.150 (150 tests

2.2. DY CMV Assay
X CMV Assay

2.3. Tokoplasma Gondii DNA

- TOXODNA.CE (50 tests)

- TOXODNA.CE.25 (25 tests)

- TOXODNA.CE.100 (1 00tests)
- TOXODNA.CE.150 (150 tests)

24 Ch!amydia Trachomatis DNA

1TDNA.CE (50 tests)
IDNA.CE.25 (25 tests)
FDNA.CE.100 (100 tests)
I'DNA.CE. 150 (150 tests)

T B s e e

| Firmado digitalment por! Agencia [Zspanola de Medicamentos y Producids San|larios

Localizador: YDEVVGID21
Fecha de |a firma: 21 1/2018

Puede comprobar la kutenlicidad del documento en la aplicacién |ocalizador de la Wab de la AEMPS

-0 FLECTadh e ] Pagina 4 di & C/ CAMPEZO, 1 - EDIFICIO 8
|correo ELECTRANICO ] 9 28022 MADRID
on0318@aemps es

Tel : (+34) 902.101 3_22 /(+34) 91.822.59.97
ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89




ANEXO NYANNEX NO: |
CERTIFICADO CE DE g STEMA DE GARANTIA DE CALIDAD TOTAL
deacuerdo con d Anexo |V (exceptolpunto 4) dela Directiva 98/79/CE
| ECFULL QUALITY ASSURANCE SYSTEM CERTIFICATE

in accordance with Annex |V (except Section 4) of Directive 98/79/EC
PRORROGA/EXTENSION Fechainicial/ Initial date: 10/05/2004

Fecha de Gltima préprogal Last extension date 27/11/2013

ffcadc.ﬂ. r1°f’ET;?Ei_cate no‘ Fec;—ade v_e;ﬁt;e;Dégof validfty_ ON n%NB no_
2004 050442 CT Desde/from 26/11/2018 Hasta/To 18/11/2023 0318

Cer

—

3. Redctivos ‘y productos reactivos para |a determinacion, confirmacién y cuantificacién‘de
marcadores de infeccién en muestras hiumanas mediante ensayos de quimioluminiscencia
(CLIIA)/ Reagents and reactive products for the determination, confirmation and quantification of

infettion markers in human samples|by Chemiluminescence Immunoassay (CLIA) [NANDb:
VD 0201; 1VD 0202; 1VD 0203] |

31 DJA.CHEMIL UX Cytomegalovirus | giv
RACMVM.CE (100 tests)

32 DIA.CHEMILUX Cytomegalovirug |G
FACMVG.CE (100 tests)

3.3 DIA.CHEMILUX Toxoplasma IgM
RATOXOM.CE (100 tests)

34 DIA.CHEMILUX Toxoplasma lgG

RATOXOG.CE (100 tests)

35 DIA.CHEMILUX Rubglla g

RARUBM.CE (100 tests)

Firmado digitalmen © pot: Agencia Espafiola de Medicamenlos y Productps Sanitarios Localizador YDBVVGJ021
Fecha de (a firma: 43/11/2018
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ANEX
CERTIFICADO CE DE SISTI

de acuerdo con & Anexo |V
ECFULL QUALITY A

in accordance with Annex |
PRORROGA/EXTENS!
Fecha deultima prd

(O NYANNEX NO: |
-MA DE GARANTIA DE CALIDAD TOTAL

(excepto punto 4) dela Directiva 98/79/CE
SSURANCE SYSTEM CERTIFICATE

V (except Section 4) of Directive 98/79/EC
ON - Fecha inicial/ Initial date 10/05/2004
rrogal Lag extension date 2711172013

Cert
20

ificado n°/Certificate no

04050442 CT

Fe
Desde/

ON N%NB no
0318

cha de validez/Date of validity
“rom 26/11/2018 Hasta/To 18/11/2023

36. |

Ede o

DIA.CHEMIL UX Rubella lgG

RARUBG.CE (100 tests)

ertificado ampara todas las marca

declar@cidn de conformidad. / This certifid

manufel

DIRECT(

Firmado d|grld|m

f—echa de la f|rmc

Puede compraba

|corrEo ELECTR
on0318@aemps:

cturer in his declaration of conformity
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AC «BekTop-Bect»
630559, HoBocuGupckas obnacTe, p.n. Konsyoso,
HayuHo-npoussoncTeeHHas 30Ha, Kopnyc 36, k. 2141,
Poccuncikan ®enepauusn

B —

C NPOU3BOACTBEHHBIMM NOWAAKAMU COMNACHO NPUAOKEHIIO K CepTudiurary
NPUMEHITENBHO K OBnacT M

fR0RKTUPOBANKUE K paspadioTka, NPOU3IBOLCTBO U Peanulaumns
MERWUNHCKUX W3AEeNNI in-Vitre WarsocTky
(NUP, UOA, Guoxumus)

CNCTEMA YMPABNEHMA KAYECTBOM
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EN ISO 13485
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| AD «BeKTop-BecTy, NPOeKTUpOBaHNe 1 pa3paboTka, NPON3BOACTEO

HayuHd-npouasoacreeHHas 30Ha, Kopnyc 36 !

‘63055&8, HoeocuBupckaa obracts, p.n. Konbuoso, MEANLMHCKUX M3ASMUIA in Vitro guarHocTuky

Poceuijckas degepatius | L
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Annex |

AO Vectq
Address:

211, Ru

Bioron Gy
Address:

621572

Date: 2(

Valid un

Clas

T veerate [ AOVector-Best T Rev.ol ]

|| H@j@‘ﬁgﬁ EC Declar fliun ul'j;n'rzlbrmily _n_-;lée 1;;), T

LWLEW T b Emag| |
EC DECLARATION OF CONFORMITY

AO Vegtor-Best hereby ensures under own responsibility and declares that the products listed

s 2-3 are in conformity with applicable provisions and fulfill the essential requirements
x || Directive 98/79/EC of 27 October 1998 regarding in vitro diagnostic medical devices,

sification of products:

evices (all devices except Annex I

Harmo

and self-testing devices) .

nized standards applied:

18113-1:2011; EN I1SO 18113-2
by the manufacturer (labelling).
{ic reagents for professional use)
labels, labelling and information
. Qualify management systems.
ance evaluation of in vitro diagno
devices. Evaluation of stability of ir
1 of risk of infection related to in
Application of risk management to

i

Conformit

2011 (In vitro diagnostic medical devices. Information

Terms, | definitions and general requirements. In vitro

JIENJISO 15223-1:2012 (Symbols to be used with medical
0 be supplied); EN ISO 13485:2012+AC:2012 (Medical
Requirements for regulatory purposes); EN 13612:2002
stic medical devices): EN 23640:2013 (In vitro diagnostic

vitro diagnostic reagents): EN 13641:2002 (Elimination or

vitro diagnostic reagents); EN 1SO 14971:2012 (Medical
medical devices).

y assessment procedure:

Il (not including section 6).

r-Best
830559, Koltsovo, Novosibirsk Re
s

European &

Manufacture

r.

gion, Research and Production area, building 36, office
sian Federation, tel. +7 (383) 336-73-46, tel ffax +7 (383) 332-67-49

bH
Rheinhorststr 18, D-67071 Ludwig

0/916

17/10/16

til] 2022/07/03

T/

|

|

uthorized|representative: ;
|

shafen, Germany, tel.: +49 (0) 621 5720 915, fax: +49 ;(O)

Murat Khusainov
General Director AO Vector-Best
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VECTE

:
BIES/T

AO Vector-Best

 EC Declarit

ton of canformity

¢ e B0 EIA~E 7
ﬁT Product name |! Identification data [] REF ,
‘1. | Vctohep A-lgG 'Enzyme_imnﬁurwoag;say kit for the qual{tativ;ndT D-0362 |
A0 1 D quantitative determination of IgG to hepatitis A virus -
jEnzyme immunoassay kit for the quantitative and ‘ AJ
2. | VectoMeasles-1gG ‘qualitative determination of I9G to measles virus in| D-1356
' | blood serum (plasma) J
3. |VectoMeasles-Igh Enzyme Immunoassay kit for the detection of IgM to D-1358
: measles virus in blood serum (plasma) ]
4 s,[Rotavirus—antigen—EIA-BEST Enzg.:“ne ' imnjqnoassay kit for the detection of D-1652 |
o -~ |human rotavirus antigen o [
e I . Enzyme immunoassay kit for the detection of :
?; j_AdUnOW_US antlgen-ElAiEST human adenovirus antigen _Dja54_
| Enzyme immunoassay kit for the detection of I9G to |
8. ‘,‘\/e:toEB\/-NA—IgG nuclegr antigen of Epstein-Barr virus in blood serum| D-2170 |
| il -y (plasma) L ) - | ]
T [ 'Enzyme iImmunoassay kit for the detection of IgG to |
‘7, | VectoEBV-EA-IgG early antigens of Epstein-Barr virus in blood serum D-2172
‘| ] 1 (plasma) I N |
Enzyme immunoassay kit for the detection of IgM to
8, ?VeC'toEB\/-‘VCA—IgM viral g¢apsid antigen of Epstein-Barr virus in blood D-2176
L ! | _ serum (plasma)
Enzyme immunoassay kit for the detection of 19G to ;
[9‘ VegtoMumps-lgG , mun:ps virus in plood éerum (plasma) ° s
'Enzyme immunoassay kit for the detection of lgM to |
R VectoMgnps-lgM muans virus in blood ierum (plasma) D-26p4
| Enzyme immunoassay kit for the detection of IgG to
U Tegperaoc-BlaBEST | amige_ni...inlryz!ggg_sh.%!m19,'9sma> o -erp2 |
! | . Enzyme immunoassay kit for the detection of IgG to |
Gl e antigens in blood serum (plasma) 5192 |
Yersginia-lgG-EIA-BEST Enzyme immunoassay kit for the detection of lgG to '
13, j ] o [ D-3202
| | causative agents of yersiniosis _ ) |
14 | Yersinia-lgA-EIABEST | Enzynie immungassay kit for the detection of IgA to .
14, | W il D-3204 |
| e ol ol | | causallve agents Qtng{&:ﬂo.ﬁ‘»ls | . : L=
- Yersinia-lgM-EIA-BEST | Enzyme immundassay kit for the detection of IgM to | D-3206 ‘
T causatjve agents of yersiniosis - |
IR i il e | Enzyme immundassay kit for the detection of IgG to] ‘
16. | Echinococcus-lgG-E|A-BEST | Echinococcus granulosus antigens in blood serum: D-3356
(plasma) o __(
Enzyme immunoassay kit for the detection of IgG to
17. | Ascaris-lgG-EIA-BEST Ascaris lumbricoides antigens in blood serum| D-3452
(plasma) ‘
- 4 , ; Enzyme immunoassay kit for the quantitative (
18 lgA-Transglutaminase-EIA- determjnation of| IgA to tissue transglutaminase in! D-3758
||| BES) blood serum (plasma) |
] ] ' . Enzyme immunpassay kit for the quantitative
19. I9G-Transglutaminase-ElA- |determ nation of IgG to tissue transglutaminase in! D-3760 [
f | =4y __|blood serum (plasma) . i .
: r : |Enzyme immunoassay kit for the determination of
20| Pepsinogen 1-EIA-BEST ipepgmc gen 1 concentration in blood serum | D-3762 l

[21. ‘ Pepsinogen 2-EIA-BEST

Enzym

| pepsing

= rmmunc::_assé'y“kit for the determination of}?
gen 2 concentration in blood serum :

D-3764




VECTOR AO _V('}_C:t()'l‘" BES[— . Il Rt"'\f'. O] |

JE/S/TA | EC Declarbtion ofcanformiy T | 7

( @@mﬁﬂéﬂ[fﬁ | i ;‘I:;-'I‘-l?{. ’ ‘ Page 3 of 3 ‘

= | [ ] _— J
L T Enzsmefimmu;noassa Kit for the detection of 1aG to|

a2 | anta- il e Y etection of IgG to )

‘ Ve_cfoHanta 9@ Hantavirus in blood serum (plasma) J B-4802
I T . . |

23 jVeactoHama-lgM Enzyme immunoassay kit for the detection of IgM to D-4904

Hantavirus in blood serum (plasma)

Enzyme immunoassay kit for the detection of IgM to

4 }Ve Aranlligghs West Nile Virus in blood serum (plasma) Braa0
! | 4 i i ! : : 1l
oy yme Immunoassay kit for the detection of IgG to &
| 25 J\/ectoNile 19G |West Nile Virus in blood serum (plasma) D:5/152
| 'Enzyme immunoassay kit for| the determination of
26. |Vect0Nire~rgG-avidity avidity index of 1gG to West Nile Virus in blood| D-5154

| serum (plasmay) }




LORN I

LABORATORIES

Date: 21-01-20
|

To Whom It May Concern
Letter of Authorisation

This is to confirm that GRG-MLD SRL of;str, Tiqhma 65, of 607, MN-2001, Chisinay,
Republic of Moldova is an authorised distributor for Lorne Laboratories Limited in
Moldova.

GBG-MLD SRL is autharised to presgnt proposals, offer quotations, accept orders

and participate in tender number 180003 for the National Blood Transfusion Center
fot products an behalf of Lorne Labdratories Limited. This authorisation is valid until
31{12.2021.

The undersigned herewith states thaft the above is true and correct.

= Fd
| Linit i Gutbpan Park Ingssa:
| il Danehill
Lower Earley
lan John Bop w;m ::;xu 4UT

R

Maena??q.g; Director
A

And du;ly authorised to sign this Authorisgtion an behalf of Lorne Laboratories Limited

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264
Unit 1 Cutbush Park Industrial Estate Fax:+44 (0) 118 986 45:{8
Danehill, Lower Earley Ermail: in fo@lornelabs.bm

Berkshire RG6 4UT United Kingdom | www.lornetabs.com

ot AV
.sn: 13135:2001: 150 B30 12000 ftegistered office as above. Registared in England No 04340797, VAT No, 80D 3655 66




Lorne Laboratories Ltd
Unit'1 Cutbush Park Industrial Estate,

Danehill, Lower Earley, Berkshire RG6 4UT, UK

EC Certificate - Full Quality Assurance
System Approval Certificate

Annex [V, (excluding sections 4 and 6) of C:)unqn [irective 98/79/EC on In Vitro

Diagnostic Medical Devices

Scope of Cerﬁficate:
The design a)
identification| of blood groups
Device Cl'assification:

Anngx Il List A and B

ngicl Descriptions:
Pleas¢ refer to Attachment 1

Model!
Pleasq refer to Attachment 1

Pd manufacture of in vitro djagnostic reagents for

File Number  A12241 Cycle Start Date | 23 May 2017
Certifitate No. 354 170425 Effective Date | 23 May 2017

Hxpiry Date | 22 May 2022

Authorised by

A
g/
|
B. Rodgers

Car!tifi‘::ati{ n Manager

For and dn Behalf of UL International (UK) Ltd

We hereby declare that an examination of the full
" folluwi}lg the requirements of the national legi
(with the exemption of sections 4 and 6) of Cou
certify that the full quality assurance system con
and is sélbject to periodic surveillance as requirel

where they are covered by this certificate, an EQ

Section 4 is required. This certificate is issued wit

Notified Body

O 8 4 3 IVDD A4 S3 FQ 00-NB-|

OUsT Issue 610

quality assurance system has been carried out per report 11640248
lation to which the undersigned is subject, transposing Annex IV
cil Directive 98/79/EC on In Vitro Diagnostic Medical Devices. We
orms with the relevant provisions of the aforementioned directive

by 98/79/EC, Annex 1V, Section 5. For Annex II, List A devices

Design Examination certificate according to 98/79/EC, Annex 1V,
h 1 attachment listing model numbers. ‘

\

\

| \
UL International (UK) Limitc?d
Waonersh House, The Guildway, Old Portsmouth Road,
Guildford, surrey, GU3 1LR, United Kingdom




EC CERTIFICATE

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate,
Danehill, Lower Earley, Berkshire RG6 4UT|

Attachment 1 pf 1

The products d%etailed below are covered under 1

Device Description
Anti-A Monoclonal

Anti-B Monoclohal

Anti-A B Mfonoc}onal
Anti-C Manoclopal

Anti-E Monoclonal

Anti-c Monaclonal

Anti-e monpclmal

Anti-K Monoclonal

Anti-D Clone 2 Menoclonal
Anti-D Clone 1 Monoclonal
Anti-D guoalone Monoclonal
Anti-Jka Polyclonal

Anti-Jkb Polyclonal

Anti-Fyb Polycional
AHG Elite Clear

AHG E!éle Green
jAnti-Fyé Monocional
}C\ntinC+P+E; Moqoclonal
i/—\nti-Hurfnan:IgG Clear
ﬁnti-Hur‘,‘nan\lgG Green
Monoclanal Rh Gontrol
Mon.ociénal D Negative Control

|
File Number  A12241
Certificate No 354 170425

Notified Body

0843

UK
he scope of this certificate
Model Classification
600005/600010/60 }0(;30 Annex Il List A
610005/610010/610000 Annex Il List A
620005/62001{(/620000 Annex |l List A
690005 Annex Il List A
691005 Annex; Il List A
692005 Annex !l List A
693005 Annex!l| List A
760005/76001( Annex%ll List A
710010/71000( Annexill List A
730010/73000d Annex'll List A
740010/74000¢ | Annex|ll List A
323002/323000 Annex Il List B
324002/32400() Annex |l List B
317002/317000 | Annex |l List B
415010/415100 41590@ Annex Il List B
435010/435100/435000 Annex [l List B
774000/774002 T Annex |l List B
700005/700010 700Ei)(__}0 Annex |l List A
401010/401000 Annex [l List B
402010/402000 Annex ll List B
640010 Annex Il List A
650010 Annex Il List A
|
|
Cycle Jtart L:)a'te 73 May 2017
Effactive [iJate 23 May 2017
Expiry Date 22 May 2022
|
Authorised by
f /¥
@
| B. Rodgers
Certification Manager
For and on Behalf of UL International (UK) Ltd
|
| |
DDt 501EQ 00N e UL International {UK) Limitejd
ik Wonersh House, The Guildway, Old Portsmouth Road,
| Guildford, Surrey, GU3 1LR, United Kingdom
|
|




Orange Cbunty, California, January 10, 2

IM Global Blomarketmg Group - Moldova SRL,
Tighina strl65,office 607
MD-2001,Chisinau, Republic of Moldova

Commercialization Agreement

To Whom It May Concern:

We, Monobind ‘Inc., an ISO 13485 certified|c
manufacturing of in vitre diagnostic products
Pointe Drive, Lake Forest, California 92630 USA;
Hereby authorizes and entitles IM Global Biomar
str.65,0fficg 607 MD-2001,Chisinau to effect cl

goods at Health Ministry of Moldova, receive cé

www.monobind.com

100 North Pointe Drive
Lake Forest, CA 92630

TEL 949.951.2665
FAX 949.951.3539

020

ompany specializing in the research, development and

for clinical ‘and research application, located at 100 North

keting Group from Moldova legally registered at Tighina

nical trials and evaluation of goods, registration of the
rriificate of registration and cdonclude an agreement on

¢onsulting and examination of the documents needad for the registration in' Moldova.

This is also to confirm that IM Global Biomarke
ELISA and Acculite® CLIA products and acces
authorized to promote and supply our producty,
with our products

1

This authorization is valid until January 1, 2021,

Qn behalf of the Monaobind Inc.

LtV

et

Alicia Jerome Volkov
Marketing Director
Monobind Inc.

Iy
1SO 1344

ting Group is the exclusive distributor our AccuBind®

ries in Moldova. IM Global Biomarketing Group is
to contract for their delivery and take part in tenders

WNOBIND, [,

Nonobind Inc.

5 Ce;niﬁed Company




Certificate of Registration

of Quality Management System

to I.S. EN ISO 13485:2012

The National Standards Autho’ritjy of Ireland certifies that:
Monobind Inc. |
100 North Pointe Drive 1

Lake Forest, CA 92630
USA |

| |

has been assessed and deemed to comply with the
requirements of the above|standard in respect of the scope of
_operations given below:

The Design, Manufacture and Distribution of In-
Vitro Diagnostic Medical Device Immunoassays,
and Related Reagent Products and Equipment

Additional sites covered under thig multi-site certification are listed on the
Annex (File No. MD19.4585)

Approved by: Approved by: owion ,yixi'f-/ﬁ}' .
Geraldire Larkin = " (< Susan Murphy )
European Medical Device )

Chief E><;ecutive Officer —
‘ Operations Manager

- Registration Number: MD19.4585 =
Certification. Granted: May 18, 2010 ‘
 Effective Date: Oct 29, 2017
Expiry Date: Oct 28, 2020

F
g nd
e
r 1
£

&

National Standards Authority of Ireland, 1 Swift Square, Nofthwobd, Saniry, Dublin 9, Ireland T +353 1 807 3800

13485 201 2-MSP-US (2 01

Yage 1 ofi2




i !

Annex to Certificate Number: MD19.4585

Scope iof Registration:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays, and Related Reagent Products
and Equipment

Activity Location

Headquarters, Design, Monobind Inc.

Manufacture 100 North Pointe Drive
l.ake Forest, CA 92630
USA

f:iJe No.: MD19.4585

|

Manufacture, Design Monobind Inc.’

103 North Pointe Drive
Lake Forest, CA 92630
USA

File No.: MD19.4585/A

Verified by
Operations Manager

| 3485|201 2-MEP-LIS 1.0y

Page 2of'2




Declaration of Conformity ‘

] 2011-09 DoC_MB_v05

Page: 1 of 4

DECLARATI

ON OF CONFORMITY

1) Manufacturer (Name, department): Monobind Inc. ‘
Address: 100 North Pointe, LAKE FOREST, CA 92630 UNITED STATES

and

2) European authorized representati

ive: CEpartner4U BV,

Address ESDOORNLAAN 13, 3951DB M
(on produc{ labels printed as:
CEpartnerdl , ESDOORNLAAN 13, 3951DB Maa

AARN, THE NETHERLANDS,’

or as: CFpartner4U |3951DB; 13. NL tel: +31 (0)6 - 516.536.26) :

3) roduct(s) (name, type or model/batct

|—lmmunoassay products
ELISA,

|CLIA,
‘Control, |
| I‘_r_jstr_uments :

4)

numben etc.):

— —

Document No

|L 331, 9879/EC |

5) Additional information (conformity pr.

The product _( s) described above is

. _| _l-n~\7tro—D_ia_gnc stlc“ DH’PCtlve

in conformity with:

Title

——r—

RN, THE NETHERLANDS Tel.: +31 (0)6 516 536 26;

(see appendix)

Edition / Date of issue |

1998-10-27

cedure, Notified Body, CE certificate, etc.):

Oonformlty assessment procedure for GE marking: IVD Directive, Annex ||

Lake Forest, USA!2011-09-27

AShathla

Tony Shatola; QA Director, Monobind Inc.

(Place & date of issue (yyyy-mm-dd))  (name,

function and signature of manufacturer)

Maarn, NL; 2011-09-27

(Place & date of issue (yyyy-mm-dd))  (name:

T "‘k/

Olga Teirlinck; Consultant, CEpartner4U BV

function and signature of authorized representative)



f'g i Seciargiiol fc. - 2011-09 DoC_MB_v05
=) Maonobind Inc. eclaration of Conformity S

Appendix
Date: 2011-09-26

ltemrr Item# ltem# Itemi# EDMS code. . Risk Class  Certificate # | First date of

M) 1 ELISA CLIA . Control Ingtrument . CE-marking

Thyroid

13 - Tridothyroning | 125300 | 175-300 B EE 04010500 | Low 2005-11-11
13- Free Triidothyronine | 1325300 | 1375-300 T T 1204010100 tow | 2005-1111
T4 - Thyroxine * 225300 | 275300 17 1204010700 | Low 2005-11-11
14 —Fa?wlgxmr, 1T 1206300 | 1275300 | | ' 12.04.010200 |  Low B 2005-11-11
TSH - Thyrotropin| 326300 | 375300 1 [hzoa0r11i00| tow | | 2005-11-11
Rapid TSH - Rapd Thyrotropin 6025-300 | 6075- 300 | | 1204011100 | Low | 20100629 |
T3U - Triidothyronine Uptake 525300 | 575300 | _ 12.0401.06.00 | Low 2005-11-11 |
TBG - Thyroxine-Binding Globulin | 3525-300 3575:300 12.04.01.09.00 | Low 2005-11-11 |
Tg - Thyroglobulin| 2225-300 | 2276-300 : 12.04.01.08.00 | Low 2005-11-11
T3, 14 & TSH -~ Trudothyronme = . - | 3

Thyroxine & Thyrotropm Combo 8025-300 | BOV5-300 12.04 01.01 00 Low 2005-11-11
(VAST)

7?-#?.[50]@}5}6&73?3 5y | 8125300 | eizs300 | | ||| | |12 040101 00 T Low 2010.06-29
T4 Thyroxine (SBS) | | 8226.300 | 8275300 T 12 04 01 0100| low | 2010-06-29
fléwfh&rsuwreo i 1 ' o i
Triidothyronine, Free Ihyroxme & 7025300 | 7075-300 1204 01.01.00 Low 2010-06-29
Thyrotropin Combo (VAST)

Neonatal Thyroid & Genetic __

NTSH - Neonatal Thyrot:opln 3425300 | 3475300 [ | [ | 1204019000 | Low 2008-11-11
NT4 - Neonatal lhyromc | 2625-300 | 2675300 | | 1204011200  Low B | 200511 1|
Fflggg’:l'gmge"”a'a* 170H 5525300 12050107 .|  Low 2008-02-01

| Biotinidase | | | 8825300 T 1T T 1207029000 | Low - 2011.09-26 |
Autolmmune Thyr0|d |

Anti-Tg - Anti- Thyrogiobulin Antigen | 1025-300 | 1075-300 12 10030400 [ Low 2005-11-11
ﬁg{:gg:o 1Anti-Thyreperoxidase 1125300 | 1175-300 12.10.03.01.00 |  Low 2006-11-11
Fertility & Prenatal =l
[LH-Luwopin || | s28:300 [ 675300 | [1205010500| Low 2005-11-11
| FSH - Folitropin ' 425300 | 475300 | | 1206010400 | Low | 2005-11-11
|PRL Prolactn | | 725300 | 775300 [T 1208010800 rLow ' 2005-1

[PRL - Proaaﬁ‘;eq_uenum [T 6025.300 | 6075300 | | || | | | 1205010800 | low |

g%iadc'):;g;i” Cho”on'cj 825:300 | 875-300 12.06020500 |  Low 2005-11-11
fﬁ;;?o:f;prﬂr:;igﬁ;mm"“ 3325.300 1206020500 Low 2005-11-11
FSH. LH. nCG. sPRL Combo (VAST) | 8325300 | 8375-300 1205019000 | Low 2006-08-24
AFP, hCG. UE3 Combo (VAST) | 8526-300 | 8675-300 | | | | | 1205019000 Low 12010-06-29
Steroid

Coisol | | 3625300 | 3675300 | 1206020400 | Low 2005-11-11_
i Der‘ydroep'd”#ro“e'o”e 5125-300 | §175-300 12,05.01.02.00 [  Low 2010-06-29
_E)_HF—A—-_-Dghiyﬁd-rgea]drc;s?eggng | 7425:300 | 7475-300 11205010200  Low 2011-09-26




= Monobind Inc.

ation of Conformity

2011-09 DoC_MB_v05

Page: 3 of 4

Device types

EDMS code

Risk Class _C:eniﬁcate #

First date of
| CE-marking

£2 - Estradiol 12.05.01.03 00 201006429
UE3 striol U-nu:nl_iugﬂlcd o 1205020200 Low 2010- 0629
F'F’OQO‘-:iF rone 1? 05 01 06 OO l.ow O o 2010- 06 29
Testosterone | | 120501 10 000| Ltow | 2007-11 101
Free Testosterone] | 1205011000 | Low | | 2010.0609
1/O 1P 71'_ k]ydroxypr(m_ost(;m:: ______ -1-2 05.01.07 00 l.ow - ﬁa1ai;29_
;)’(‘LO:F;HQL/ Hydroxyprogesterone 12.05.01.07.00 |  Low 2010-10-18
Vitamin D3 -~ 25-Hydroxyvitamin D3 12.06.03.10,00 | Low ' 2011-09-26
Growth & Bone Metab‘olism
[hGH - Human Growth Hormone 12.06.0402.00 |  Low 2005-11-11
PTH - Parathyroid Hormone 12.06.03.13.00 |  Low 2011-09-26 |
 Diavetes
Insulin ' 7 12.06.01.0300 |  Low L 2005-11-11
Insulin Rapid | “lmﬁ—ﬁ 1206010300 tow | | 2010 0629
?Ez@é—ew | i 7} 1 1206.01.0100 | I_J o _ 2005-11- 1
insulin & C pep tide Combo (\/AS]) 12 06 01.03.00 |Low 2005-11-11
_ardlac I\/Iarkers
CKMB - Circulating Crpatme KmaseT?g;5 300 | 2975-300 ‘ 12 13 01_02 00 Low 7005_”.11._
(MB) | 2925 297 : ' '
[ CTni-T. L R 1213.01.0700 | Low | . 200511 11
e 1208010100 | Low | | 20 | 2005-11- il
::fagt*l‘v*; Pr*;'[%f‘nse"s' 'Vg v O 1213.01.90.00.|  Low 2006-11-11
Myoglobin 1213010500 Low | 2005-11-11
Ef‘ectious Diseases
119G — AntitH. Pylori || 15.01.04.03.00:] Low 2005-11-11
[ 1gM ~ AntifH. Pylori | 15.01.04.03.00:|  Low 2005-11-11 |
1A ~ Anti/H_ Pylori M 1501040300 | Low 2005-11-11 |
I_Cancer Markerf |
| AFP - /\Ipha—I:etéproleinf 12.03 90 01 00 Low 2005-11-11
| CA 125 Ovarian Ganiger Antigen 1203010600 | Low | 20081111
CA 15.3 Breast Canger Antigen [ 1203010200 tow | | 70100829
E:‘[igﬁ'g Panereati Cancer 1203010300 |  Low 20061111
CEA - Carcmoembryomc\/\nllgen- - %ﬁa 013100 | | ow - 2005-11-11
SEXAK Gg'i;?;?;;nbryon|c Antigen 12 03 01 3100 Low 2010-06-29
- gg.sa%oui)s: Beta Human Chorionic | 1203019000 | low | 2005-11-11
Alle\rgyi&-;;e_rﬁa%f i
'Ferin | | 12.07010200 | Low 2005-11-11
Folate | 12.07.01.03.00 | Low | 2010-06-29
| 1gE ~ Immunaglobulin £ | 1202010200 | Low 2005-11-11
TR - Transferrin Soluble|Receptor 12.07.01.0600 | Low 2010-06-29 |
\ i 12.07.02.04.00 |  Low 2011-09-26 |

iillamm B12
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Mlscellaneous Controls

Antr-Tg & Anti- PO - F’osmve &
Negative!- Anti- -Thyroglobulin, Anti-
Thyroperoxrdase i
AL RN, i B

High Level Fertility Control - - Single
l.evel - Progesterone, Fstradial,
Human Oharionic Gonadotropin

12 60.01.16,00

12.50.01.16.00

Law

2010-06-29

low

:

2010-06-29

Matemai Contral — Tri Leval - Human

Charionic Gonadotropin. Free Beta
Human Chononic Gonadotropin
Subunit, Alpha Feta Protain, Estriol

12.60.01.16.00

Low

2010-06-29

Thyroglobulin Control — Tri Level

12.50.01.16.00

Low

2010-06-29

H Pylori lgG Conteol — Positive &
Negative

=

12.50.01.16.00

Low

2010-06-29

Miscellaneous Instruments

IC hardware + dedicated faccessories +
sarrware Auloplex E|ISA Analyzer &
LA P rocessor

1C hardware + dedrcated accessories +

software - Lumax Chemiluminescence
Slrrp Reader i

IC hardware + dedrcated Taccessorles +
software - Neo-LLumax |

Chemiluminescence Strrp‘ Reader

IC hardware + dedicated accosqorrcs +
software - 'Impulse 2 1
Chemiluminescence Strp Reatder

IC hardware + dedicated acoessorias +
|

software - Iimpulse 3 |
(‘hemrlummcscence Strlp‘Reader

21021001

21021001

21021001

21021001

|.ow

low

Low

Laow

2010-06-29

2006-08-24

2011-09-26

2006-08-24

21.02.10.01

lLow

2010-08-23

IC hardware + dedicated é(,cessorres +
software - Lumax96 ‘
Chemilumiriescence Platel Reader

21.02.10.01

Low

2007-03-01

IC hardware + dedicated accessories +
software — LuMatic !
Chemiluminescence Plate|Reader

IC hardware + dedicated accessories +

sceftware — Eldéx 3 8 ELISA Strip
Reade

| LAt — = =

1¢ hdrdware + dc‘dlcatcri awwwrrps #
software - Neo Eidex FL Ij/\ Strlp
| Reader

| IC hardware, + dedrcaled acces%orles + |

software - Mircoplatle Washer

21.02.10.01

Low

2011-09-26

21021001

21021001

21021001

Low

Low

Low

2007-08-10

2011-09-286

2010-06-29
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e

MNoospouras »

Hosaon oo, an Foos

2. Cepoaonmecive
CROMCTEO
2.1 CneumcbuiHocTs

_ USAMKADH SHTA-A =2 AoAx
| € Spurpoluramm rpynn 3|
| Heameaor aHTn-B  He AoAxeH AQBGTs QITAOTAHSLMN ©
_ SoMTPOUMTGMM rpyiin Aflll) 1 Ol

USAMKAGH OMTH-AR He AQAXSH AQBQTL OFFAIRTUHOLLMIN
C IPHTDCURTOMM FEYNTsl Q)

1410 LIOAMKADHG QHTU-A & Bearile amAacTHaOUM HO
L MAQCKOCTH © 30MTOCHLIRTIMM IEYnne &
Tatp UonmkacHa
AOICK, SRSTRCLGTEAMI [RVATR B

i

Coomercayer

1:32- 1064

T2 ﬂﬁ‘_scmﬂﬁoﬂ...ixu....d_hnﬁ ATTAIOTEHOLEE 0 TAGEROC T FoMICOlinios A k&
ENOCOBHOeT, FC COUTBEICTEYIOWMMK  LIDAMKAGHOMM ATAKHD !
NORBUTLCS He NesaHes |0 cek nocas CMELUMBOHHS

TUTP LLOAVKAGHG QnTi-AB & peakiimm QITAITUHA-UMK
HO NAOCKOCTH © 20uToume
MBAHE T g =

3oeeayouics OTK OO0 WIS Ak AT

M.C. Opaosa
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MEAVIKTIOH

127276 MOCKBO, BOTGHUNETKSS ya., 35, Th\ep  +7495 231-2372  +7499 502 1712
NACNOPT-CEPTUPUKAT MNPOUIBOAUTEAS
Ha tHaGop peareHTOB AAf ONpeaeAeHHs rpynn KPOBU YEAOBEKA CUCTEM
ABO, Pesyc u Kelln no TY-9398-101-51203590-2009
( LOAMKAOHBI  AnTM-A, AHTH-B U AHTHN-AB )

PeructbaumorHoe yaocToseperue  No ®CP 2009/04043 o1 05 OGP 2009 ¢

2ne 7IOGU

Haumenopaune: Ilonnknon Autu-B ko (riaxonax no 10-MI¥-C CHEIMM KPHITIKAME

Cepusi: 095810 Egusnna: 100 ma
Msrororamen: 21.10.2019 Konuuectro enmaun 40
Tomenmo: 21162021 - - Obrercepui: 10600 1vpx-
Hacoopt: B095810 0121.10.2019
HaumeHosGHns i == = Hopma no TY | 3 PE3yabLTaTh |
AOECICTEAS- _ HEMNTEHRAR |
T. BHEtbH#E s I
1.1 LLOAMKACH aHTr-A  MPO3pasHas KUAKOCTS KDACHOTO LiBEeTa. _ Cootsercrayer
1.2 LUOAUKAOH QHTI-B  NoOIpAaUHOE *ItARDCTE CUHErO UBSTa I
_V __UoaukacH arTu-AR | MD03IPENHGS BECLBETHOR XAnKOCTs. B
2. Cepoaoryeckue | Hommraon anm-A HE ADAXEH AQBOTE OITAKSTUHOLMK |
CBOWCTBQ | © SpeTRoUmTasMi rpynn BII « Ofl) CooTteeTcTayer
2.1 CneumdbuiHOCTs LLOAUZACH OHTU-B  HE ADAXEH AQBOTE QITAQTMHGLLAM C
FpuTpoUrTSAmn rpyTin Aflll) n Q) CooTeetcrayer _
UDAMKACH QHIM-AR HE AQAKEH ACBATE CITAKTMHDLMAK |
C SpuTpaLmTame rpynnet Ofl) Coocreercrayet _
120 PRI AR IRV QS | ATEADTIHOUMR O RACCKOCTE POMISOIMTEE Al i Bl !
cnocoBHocT: iC coorsercTRylOWMMM  LLOAMKAOHOMU  AQAKHQ | CooTsercrayet 7
NOABUTLCH HE Mo3adee 10 CeK. NOCAE CMELLIMBAHMS i 10 cekyHa |
Thtp LOAMKACHO QHTH-A 8 PETKUMW QFFAKTUHALLIK Ha |
|
= 1
|

{2.3Tutp Tnip LLOAMKAOHQ GHTW-B 8 pEaKUUW QITAIRTUHALMM Ha

NAOCKOCTH C 3PMTPOLMTAMM TPYNnb B(Ill)

32- 1244

e o] MADCKOCTY C BRUTPOLMTEMM TRYATSE A(ll) 1:32 - ﬁ%\i CootaercTayer
1-32
M
|

 TUTP LLOAMKAOHG

' HG NAQCKOCTH C =
! wB(INy 1 64 . I Coortserctayer
1:32 - 1: 64

"

UOAMKAOH COOTBETCTBYET TDeGOBA i TV z.\m\w@m;% +51203590-2009

3aseayolias  OTK OO0 (MeAUKAOH) It - M.C. Opaosa
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MELMKIOH 0 '

T 27276 Mocksa boTatmue ke yas 35 TINGR—HFAR5 2312070 - +7499.502-1214 =

MACNHOPT-CEPTUPUKAT MPOU3BOAMNTEAS
Ha «HaGop peareHToB AAs OnpeAeAeHMUs rpynn KpOBM YEAOBEKA CUCTEM
ABO, Pesyc u Kelly no TY-9398-101-51203590-2009
{ LOAUKAOHbI AHTH-A, AHTH-B 1 AHTU-AB )

PerncTpousmontoe YAOCTOBEPEHUE Ne ®CP 2009/08043 o1 05 HOSEDs 2009 ¢

Haumenosanue: Monuxnon Autu-AR

Cepun: 098611 Epmanna: 100 mn
Hsrorormsen: 03.11.2019 Konuuecreo eaquuny 10
Iopen no: 05.11.2021 O6nem cepuu: 10000 mo.
Hacoopr: AB098611 o1 05.11.2019

[ THovmenbsore _ __Hopma no T~

SRAAR = ) I
I|l|.||.1||.|||:.
- BHELHM Brg

P Hoprmkacs ammr A NPoIpPCYHOs KMAKDTTE EDOCHOD LEeTO . Cooreercrayer
1.2 Uoamsaos guiaeg TPOIPUNHOE KiraKDSTS CHHerQ LBETA. ]
13— Hommaorormss— TDCI00H08 BECLEETHOR MAAKDCTS o =l =0
2. Ceponormiecime | LOAMKACH QHTM-A 18 ACAKEH ACSOTL QITAIOTUHG Lk [
CECHCTRO © Foarouktamu roynn Bil) « Of) Coorsetcrayer _
2.1 Cnewcbisocrs | LOAMKADH OHTM-B  HE AGAKEH AGEOT AFFAICTHMHOM C | __
TUEDDE:SZ._} reyvnn A} w Ofl) _ Coatsercreyer
LUOAMKADH CHTH-AB HE ADAKEH ACETT QETADTUHOLL :
C IpwTpouwmTamu rpynnel Qfl) Cooteetciayer |
2 TercT Mo T amsrmyaL e | ATROTHGLUIME HE NACCAGENH: S5 LaiO5-AL v 31 7
CNocobHocTs 1€ COOTEETCTRVIGULMMM UoankaoHamu  sonksa| CooTsetcrsyel
; MORBATLECH He Nojaqee 10 cek. NOChe CMELLMBaHMS 10 cekyHa [
| ThTp UOAMKACHT CHTH-A B DEGKLIMM QITAKTHHOL A HO __ _
= | noekoc G SpRinhlinTag pyrne AlF 1332 T 188 | Conrrercisue
2.3 Turp

NAOCKOCTU C SPUTDOUMTAMM ToYMNkI Bll)) |

54

|

!

I |
m. i3 ViR LLoAlKAOHQ QHTU-B 3 peakwm arrAnkTUHALIMKM KO

TiTR LDAMKAOHE cirTi-ARS
HO NAOCKOCTM T SOMEECL =,
B 52 ; |

3aseayoluas  OTK OO0 WMearEacHN




@ 000 “Mesmxnor”
MEAVIKTIOH

127276 Mockea, BotaHwieckas YA., 35, T\db (495) 231-2272  {499) 502-1214

MACNOPT-CEPTUDUKAT MPOUIBOAUTEAS
Ha «tHabop pearenTos arn onpeseAeHus TRYIN KPOBKW YSAOBEKA CUCTEM
ABO, Pesyc u Kelly no TY-9398-101-51203590-2009
{ LOAUMKAOH  Autu-D Cymen )

D Lymep )
Pemcrpausornoe yAoctosepeHme Ne PCP 2009/06043 o1 G5 Hos6ps 2009 r

Hauvenopanue: Ilomnuon Autn-D Cynep Bo-haaxonax 0o 10 wi-C seletbiMe

KPHITIKaMH

Cepus: 292711 Emunuana: 100 v
Mzroroenen: 05.11.2019 Konuueerso eananu 40
Topen po: 05.11.2021 OGBem cepun: 10000 wmi

TaraopT: 29271 T 67 05.1.2019

Haumenosarme Xapaxrepzcruka Hopubl o TY _ Pesyuprars
TIOK233TeNd | MCTIBFTaHwmd
1. Boenomi eup B TIpoapatiast KHAKOCTE CBETI0-HeXeB0re BeTa ._]
| CoorseTcrayer
2. Ceponorugeckme : “
CBOKCTRA " |
2.1 Cremmdammocts Domgrneon Asru-D Cyrep e gomxen i Cootmercrayer
armoTannpoeats D{-) spatponurar,
22 UemarrmoTuampyromas Uerkan peakiius arTIIOTHHANMH H0JDKHA CooTBETCTRYET _
CII0CcOOHOCTE HACTYIIATH B TegeRre 3{) cex. mocue cMemmmagms | 30 cex. i
i i E e n.nwr g .L._.. T U T RN
2.3 Turp | Tarp Hemsknosa Asta-D Cyuep s peasimn Coorserciayer
a mstxecTie s D{+) spu- “
TpOnHTER 230 132 |
Turp Lionsxacsa Awmn-D Oviee |
TPAMOH SITTHOTHHANN ¢ | | 12256

B MERDOTLIATE He mke 17256

Hoauscron naaﬂaﬂh._niawﬁﬂ iwmwawﬂmgx TY — 939810151203 5902000

3asemyromas OTK 000 eMemnxnons i M.C.Opnora



NMACNOPT~-CEPTUPUKAT NMPOUIBOAUTEAS
Ha ¢Habop pedareHTor Aas OMpeASASHHUA TPYNN KPOBU YSAOBEKA CHCTEM
ABO, Pesyc u Kelly no TY-9398-101-51203590-2009
( UWOAMKAOH  Awtu-D (12G) )
PemcipauveHHoe yaoctosepeHue Ne PCP 2009/06043 o1 05 HoaBps 2009 r

Hanmenoeanue: Iommcion Amu-D(IgG)

Cepun: 292110 Enmanna: 100 mn
Mzroroenen: 28.10.2019 Keoanyecrso eannnn 10
Toaen po: 28.10.2021 O6Bem cepan: 10000 M.

Hachopr: J1x292110 ot 28.10.2019

HlauMenoBanue Xapakrepucrika HOPMBbL PesynbTars! |
| nokasarems | HCIIBITaHU# |
| 1. Bueumui sug [Tpospasnaa xunkocTs ceerno-bexenoro upera |

S CootegTerRyer
| 2. Ceponormieciue
CRO#icTRa

Honainon Antu-D re gomxen arrmoOTAHUpO- | CooTeercrayer

L g A N I
i 2.1 Cremudusnocrs BaTk D{-} spurpountss’ __

2.2 Femarrmozsaupylom | ArrrroTrman®s spurpownTos D ¢ Loauxmo- | Coorgercrayer
_ 2 cnocobrocTs | HOM B IIpOGHpPOYHOM TecTe ¢ KenaTHHOM

| ANMUKHS NOARNATLCS HE mosnnee 15 muy
[

23Tep - T Tup Hoanxnoma anru-D & npoGupommon . Cooreerctayer _

TECTS C KENATHROM 1

3azeayiontas OTK 000 «Meausnonn 7 M.C.Opnosa
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000 ‘Megmxnon
MEAVKAOH
127276 Mocxsa, BotaHmieckas yA., 35, T\ab (495) 231-2272  {499) 502-1214

NACNOPT-CEPTUDPUKAT NPOU3BOAUTEAS
Ha «HaGop pearenTtos aas onpeaeackus rpynn KPOBH HEAOBEKT CUCTEM
ABO, Pesyc u Kelly no TY-9398-101-51203590-2009

ﬁ LHOAUKAOH ArTi-Xell ﬁ.«.:mﬂw
mmﬂsn,anrxox:om yaocToREpEHe  Ne PCP 2009/06043 o1 05 HosGps 2009 ¢

Hanmenoranme: Nommoton ArTa-Kell Cynep

Cepna: 196410 Eannuna: 100 mn
UsrotoBnen: 21.10.2019 KoyuuecTro eannun 10
Fonen no: 21:102021- - - --~ - O6uem cepun: 10000 pmi.

HNacoopt: K196410 0121.10.2019

XapaKTepucTHEA HOPMEL To TV | PesymeTarsl
HCHbITAHH
!
[Ipospatsas KenTOBATAS HIU DOIOBATAN HALKOCTS. | Covtpezcrsyer
|
ae vt o oo Llocneiiine Sapres W alt oo L {mpmnan e
+ L . y
| AT IO THEHPORATE APHTPO TS i
22 ﬁ?...J.._aqu}EvEHcE Hetkad peaKNNE arrmio ETH .‘b.\u.ﬂ_m_
cnocofixocts HECTYTATE B Te9emue 30 cor: riocne cucnmaasin CocTaercTayeT
| i
_ i 2 _
2.2 Axtusnoors Tatp Homrons Anrr-Kell Cvirep = pessmie | Cootaereinyer
| AR THE A Lo

Homuiotor cootsercrsyer Tpeosarmmam TY — 9398-101- ﬂaémﬂ@ 2(; _t? o
3aeegyromas OTK 000 «Menuxnon» Y i M C Opaoea
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127276 Mockea, BoTaHUuecKas YA 39 Ticp (495) 23142272, (499) 502-12-14

c-mai] s Yledd Wine done Liclare g

WHH 7719191607 P/c 407028100%8040106975 s NAO Cbepbank r.Mocksa, K/C
30101810400000000225 KN 771501001 BUAK 044525225 OKNO 51203590 OrPH
1427700153766

Uex 74-17
10.01.2017

CBUMAETEALCTBO
HA SKCKAO3MBHOE|MFABO [[TPOAAXKMN

OBLLECTBO € OrPAHMYERHOM CTRETCTREHHOCTIC “MEAMKACH 127276
Poceuna Mocksa ya.Botamnueckas, |35, OFPH 1027700153766 -
MPOUIBOAUTEAL PEAIEHTOB AAS TRGHCEDY3UOAOT N (UoankroHos) B Anue
FeHEePAABHOrO anpekrTopa Buktopopa H.A. OOULIMTALHO YAOCTOBEpPSsIaT, 4yTo
Pvpma IM «GBG-MLD» SRL | pacnoaoxeHHas no aapecy : MD-2001 r
KuwurHés, ya Turuna | 65 | ogp. 607/, Pecnybavika Moasosa | seasietes
OPUUNAALHBIM AUCTPUBLIOTOPOM (OBTOPUBOBAHHbIM AVMASPOM]) BCelt
NPOAYKUMW NporssoacTaa QOO «MEAMKAOH» Ha seei TePPUTORUN
Pecnybamki Moaaosa.

M «GBG-MLD» SRL umeer NPABO HO pacnpocTpaHeHre (peaansaumio)
ﬂpOABM)I(eHMe‘[peK/\OM\/J 9 TAKKE NOAARDIKKY NPOAYKLUMM, BBIMYCKAEMO
purpmoit QOO - MEAUKAOH - g Pecrnybanke Monaosa,

M «GBG-MLD» SRL  umeer MPABEO YHACTBOBATL OT MMeHU hupmbl QOO
«MeanKaoH» B YaCTHBIX U [ OCYAQPCTEEHHBIX TEHAEPAX U TEM CAMbIM
ABUCTBOBUTb KK OOULMAALHBIN npeactauiess pupmMsl OO0 «MeAMKACH - Ha
BCeV TeppUTopIi PecnyBamiin Moaaosa

000 “MeaniaoH» PUCNPOCTRAHIET CBOM NOAHLIE FAPAHTUAM HA
MPOAYKUMIO, IPOACHHYIO bpMOi IM «GEG-MLD» SRL .

[eHepaAbHbit SIORY NRD

g1y

Avpektop OO0 ~-MeAW§AdB‘>> Al IR WA H.A.Bukropos




bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2003 & EN ISO 13485:2012

By Royal Char

ter

This is to certify that: Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate

Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326

and operates a Qua!ity Management System which complies with/the requirements of ISO 13485:2003 & EN ISO
13485:2012 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnbstic devices, molecular
biology products, immunochemistry produtts and medical laboratory equipment and
consumables. i

S| m J/&.—-\.',

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration' Date: 2002-10-25 Effective Date: 2018-04-14
Latest Reyision Date: 2018-04-05 Expiry Date: 2019-02-28
) P Page; 1 of 2
va g
UKAS : "
..making excellence a habjt

nod

online




Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue ‘

Sunderland

SR5 3XB

United Kingdom

The design, manufacture, supply, servicing and repair of
In-vitro diagnostic devices, molecular biology products,
Immunochemistry products and medical laboratory equipment
and consumables,

Helena Laboratories (UK) Ltd

trading as Helena Biosdiences Europe
Queensway South

Team Valley Trading Estate
Gateshead [ I

Tyne and Wear

NE11 QSD

United Kingdom

Original Registration [Date: 2002-10-25

Latest Revision Date: 2018-04-05

online

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables,

Effective Date: 2018-04-14
Expiry Date: 2019-02-28

Page: 2 of 2
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