MACHEREY-NAGEL GmbH & Co. KG

TO WHOM IT|MAY CONCERN

Filtration - Rapid Tests - Water Analysis - Chromatography - Bioanalysis
Filtration - Schneliteste « Wasseranalytik - Chromatographie - Bicanalytik

This declar_atior has been establish§d foy GBG-MLD Moldm(a

| h
We, MACHEREY-NAGEL GMBH & CO KG, Neumann-Neander:Str, 6-8, 562355Diuren, GERMANY,

are Original Manpifacturers of

¢ o & o

~iltration products

Rapid Test products
EDI-TEST products
Ghromatography products

Our Authorized /[Non-)Exclusive Distributor jn Moldova

for the above mefitioned products undT MACHEREY-NAGEL brand, is the company

"GBG-MLD"
Tighina str.6
MD-2001,Chigi

Republic of Moldova

R.L. \
, office 607

nau,

Explicitly, GBG-MLD is allowed to take part and submit bids in official tenders for the goods

manufactured by

gives no warrantylregarding the fulfilment of

GBG-MLD

This declaration \A*i
termination or exg

Dlren, 25.02.201

MACHEREY-NAGEL GMBH & CO 4{5‘3“

s in GBG-MLD's own narle risk and on their own account. MACHEREY-NAGEL

ny signed contractg or conditions granted by

Il remain valid up to 31.12.2019 and will automatically end this date without any

ration notice given. In no eyent shall this declaration be extended automatically.

,__.h.w...___

Intemationall Tale

Neurmnann-Neander-Str. -8 «+ 52365 Dlren | Germany + Tel.: +49 24 21 BGS%—O « Fax: +48 24 21 969.199 + E-mail: info@mn-net.com « www.nin-net.com

Amtsgercht Diren, HRA 1164 Ust,-[dNe.:
GmbH eingelragen belm Amtsgaricht Diren, JHRB 528  Banken:
Personlich hattenda Gesellschaferin:
MACHEREY-NAGEL GmbH, Diren
Geschaftslihrern: C. Wagner

DE 122277751

Deutsche Bank AG, Durgn  (BLZ 395 700 81) 8020786
Postbank Kéln (BLZ 370 100 50) 22798-502 |{IBAN DE04370100500022796502) (SWIFT-Code PENKDEFF)
Cammerzbank Diren (BLZ 395 400 52) 4370300
Sparkasse Diren (BLZ 395 501 10) 42300608 |(IBAN DESB3S5501100042300608) (SWIFT-Code SDUEDE3IIXXX)

[{({BAN DEE6395700610802078800) {(SWIFT-Code DEUTDEDKAS5)
\(IBAN DEB5395400520437030000) {SWIFT-Code COBADEFFXXX)




EC Deg
Products

The procedure fa

retion of Confoimity

laration of Cqg

; |
' EC declaration of conformity

informity for In-vitro Di;agnosti&

was established on the basis of a full quality assurances system

according o ENt‘SO 9001:200§ and EN ilSO 13485:2012+AC:2012 qécording to the VD) directive 88/79/EC
C .

Annex |V, excep

corifirm that the 2

H:me of manﬁfacturer

Vame of product
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hapters 4 and 8. i

dress:

di-Test Glucose PN
di-Test Glucase
di-Test Glucose 3
di-Test G!uc,ose/Kston‘
di-Test Protein 2
di-Test Keton

di-Test Nitrit

di-Test Combi 2
adi-Test Urbi

di-Test Combi 3
di-Test Combi 3A
di-Test Combi 5
di-Test Combi 5N
di-Test Combi 58
di~Test Combi 6
di-Test Combi 8A
di-Test Combi 7
di-Test Combi 7L
di-Test Combl 8L
di-Test Combi 8
di-Test Combi 10
di-Test Combi 10L
di-Test Combi 10 SGL
di-Test URYXXON Stick 10
di-Test Combi 11
di-Test Mikroalbumin

llowing test strips for hjbfess'l bnal use
\

Ce

!
MACHEREY-NAGEL GmbH & Co. KG

MACHEREY-NAGEL GmbH & Co. KG
Neumann-Neander-Strasse 6-8

D - 52355 Dueren

Germany |
|

Reference numbers
93017, 830985

83001: 93024
93003; 93026
93020; 93028
93004; 93027
93005; 93028
93006; 93029
83015; 93037
93012 |
93050 :
93007; 93030
93009; 93032
d3035; 83036
93055

93018; 93078
93013; 83034
93010; 93022
93031 ‘
43021 |
93011; 93023,
83056 |
93058; 93079|
93087: 93077,
93068; 930872
93060; 930871
930874
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=] MALHEREV-INAGEL, GmibH & Co, KE - Nasmann doajes Sir G-B/- 52365 (st « Gorrriany

D&/ Interpatiogar; : ‘
Tol: 449 24[81 069-0 | Tel:  +a1 62 388 55|00
Fox:  +48 24f21 969-169 Fax: +4[ 62388 55l05
E-mall: sales-ch@mn-rfetcorn  E-mail: sales-fr@ma-net.com

E-mail: jnlo@mfi-nat.com

i CH:

H

FR:

Tel: +33388 68 2268
Fax: +3338B6( 7688

us:

Tel.: +1 484 621 09B4
Fax:  +1484 824 1272
E-mail: seles-us@mn-net.com i
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Teiteasion » Aapd Tests « Wikss Ardlytis - Crroatalugreglny -« Biuanplysis
Filltatian - Hernetlats Skl Ghepatognapiis « Basnolyilk

EC Declpration of Conformity
The procedife for EC declaration was eslafilished acterding to the 1Wn) d~rﬁaﬁtiwﬂ BRIVHIEC g the rasis of
a full guallly asaurance systerm aseording to EN 150 9001:2008 and EN 18O 134 BE 207 Eenl 2312,

| CE.

Nare of manufacturer MACHERE‘?’ NAGEL GmbEH & Co. K3

Adgress: MACH IERI:Y NACiEL GmbH & Co. K3
Neumarnn-Neander-Steasse 58
D - 52355 Dueren

Geria _r’T_y
vontirm that tife following product for profesgional yse
Name of praduct Maill-Test Contrizl
Reference number, REF 930 38
Type: ‘ QOther. calibrators and standards (CC)
| EDMS 11-50-03-20-00
Registration riumber: DECAZAMACHEREY/2002/1 4/ DD00O7

|

& mantiacturdd in mmpﬁ;aﬁce:MihitheEum bean Diractive $879/EC.

Dueren, 12.02_,2014

TA. Marlus Meusal (A Manager)
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010 DIN EN 81

hat the i vitro diagnostic medical de-
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Fliermit erklazen wir, dass gas In-vitro-{iagnostizem
(Y

LY ¥ ON® 500
REF 820 DED

CMDN Codar CTRI Inatrisnanie/dnalysatoren, IV,
EDIAA .w} Klassitizierung: 2105 Unr Anafysageord!

pemdd Arhgnn: i der r-ur«pﬁlt han Richllinle 9ETUHAES
tber Iyt treé}.agnus%a als sonsdyes VD uasgmzlm st

und die Grundlegenden Anforderungen
(Anhang l) der IVD Richllinie 98/79/EG erfullt.

Dariiberhinaus:erfullt es die Anfordsrungen
gemah der folgenden Richtlinie

Europdischa Richtiinle 2011/88/EU zur Beschrénkung der
Verwendung bestimmier gefahrlicher Stoffe jn Elekiro- und

Elektronlkgeraten (RoHS 2)

angewandte Harmonisicrie Normen

2008 DIN EN 1S 18113:1.2010
b:2012 + AC:2012 DIN EN 180 18113-3:2010
12012 DIN EN 13p12:2002

DIN EN 88p:2008

[10-2-101:2003-09

DIN EN 180 15223-1:2013
DIN EN 62366:2008
DIN EN 62304:2006

DIN EN 61326-1:2013
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Certificate |of Completion

(his s to certify
M. Alexei Legun
has mTze’r_:es silly compléted
The technical maiffenance training course
i On

{ﬁf?ﬂg : xé?’m l-’y:ﬂfiﬁ‘

]

e ﬁ URYYXON 200

e - URTXON RELAX;
Gap URYXXON 300;

Prosideht” .
3!.“}‘1' 4 > R
o, MACHEHEY-NAGEL GMBH & FOKG
i "'"_"’E. i) "




.Ma;‘yumi Kgigimoto AN
Manager, International Div.

TORY

Bince 18048

2-31-6 Yushima, Bunkyo-ku, Tokyo 1131003f;.Japan
INQ Phone:81-3-3818-6281 Fax:81.3-3813-7301
= E-mail address:trade@erma.co.jp.

MANUFACTURER'S AUTHORIZATION LETTER

To whc$m it may concern,

WHER&EAS
of medical
analyzer,

microtbme
113-0034

GLOBAL B
Office 607

To submit
purpose o
subseduer

Truly \,?our
|

B

ERMA INC

Date Apr. 13, 2007

| we ERMA INC., who are official and reputable manufacturers
and Iaboratory:equnpment as specified hereafter, hematology
biochemical analyzer, bilirubinmeter, hemoglobinmeter,
, having factories|at 2-31-6 Yushima Bunkyo-ku, Tokyo
Japan do hereby authorize:

[OMARKETING GROUP MOLDOVA -
, Tighina Str. 65 Chisinau, Moidova

A bid in relation to the Bidding Document indicated above, the

F which is to provide the goods manufactured by us and to
tly and sign the Conptract. '
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¢ of Completion
415 to ceriify

r. Alexei Legun
Has successfully completed

. ool
| Qe technical maintenance training course
i - On
|
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Awarene

N

Z/INN
5s Technology, Inc.

\/

Name
Address

Country

Representative: Authorized Representative
in Eyrope
: Emefgo Europe
. Molgnstraat 15
514 BH The Hague

Name
Address

Country
Telephone
Fax Number

Place and date:

Signature:
Name:
Title:

Manpfacturer
: Awargness Technology, Inc.

: 1935

Palm|City, Florida 34991

: USA

. The
: k-31

: rr31

Declaration of Conformity

Prioduct ldentification

Product name

Model/Type

Microstrip Reader

Stat Fax 300 series
Stat Fax 4700 series

Chemistry Analyzer

Stat Fax1900 series
ChemWell!2900 series

Stat Fax 3300 series

Stat Fax 4500 series
ChemWell-T 4600 series
ChemWell Fusion 4800 series

Microplate Reader

Stat Fax 2100 series
Stat Fax 3200 series
Stat Fax 4200 series

Incubator / Shaker

Stat Fax 2200 series

Microplate Washer

Stat Fax 2600 series

Electrolyte Analyzer

ISE 3900 series

Luminometer

LumiStat 4100 series
LuMate 4400 series
LumiStat 4900 series

Microplate Reader

ChroMate 4300 series

SW Martin Hwy

Netherlands
70 345 8570
70 346 7299

7

Steve Andrus
Quality Manage

=

Means of Conformity
Awareness Technology, Inc. declares that the product
listed is in conformity with the Annex lll, essential ‘
requirements and provisions of Council Directive: |
98/79/EC and is in conformance with the following|

standards: EN 61326-1 EMC/ EN 61010-1 Safetyi

\
Self-certified under the principles of ISO 13485:2003
Registered Medical Device Quality System under SO
13485:2003

Awareness Teg¢hnology, Inc. October 26, 2016

M




This is to certify that theg quality managemer

Awarenes

Main Site: 1935 SW Martin

Palm City, Florida 34990 USA

Additional site: 2325 SW Mart

Highway

in Highway, Palm City, Flg

has been assessed by Intel

1ISO 1348

The quality managen

The design, de\/elopmient, fnanufacture and servig

Laboratory Instruments.

Additional site: Manufacturing, Quality Control, Sh

ek as conforming to

:2016

nent system is ap

rida 34

the re

plica

e of I\

ipping

it sysfem of:

5 Technology, Inc.

990 USA

uirements of:

ble to:

DD General

and Service,

Certificate Number:
9362-7

Initial Certification Date:
March 28, 2012

Certificate Issue Date:
March 27, 2018

Certificate Expiry Date:
March 27, 2021

SCC Accredited
CB-MS

)

0OCsM
__Accrédité CCN__ ).,

ol

President

Intertek Testing Services NA Ltd.,
1829, 32nd avenue, Lachine, QC, H
Canada

T 311,
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Quadlity System Approval Certificate

In Vitro Diagnostic Medical Devices Directive 98/79/EC

Notified Bod)
(In

The National Standards fluthority of Ireland as a duly designated
. (identification number )050), for the purposes of the European Communitiesl

Vitro Diagnostics Medical Devices) Regulations (S.1. No. 304 of 2001)

APPROVES THE QUALITY SYSTEM APPLIED BY

Monobind Inc.

100 North Pointe Drive
L.ake Forest
CA 92630
USA

For the Product Family

Total and Free Prostate Specific Antigen (PSA and Free PSA) IVD, kit,

3 ! ]
chemilumin

On the basis of e

escent immunoagsay (CLIA) and enzyme immunoassay
(ELISA) and control

GMDN (Code: 54664, 54669

Camination under the requirements of Annex IV, Section 3 of Directive 98/79/FC,

The use of the NISAI Notified Body identiffication number 0050 in conjunction with CE Markin% of

Signed:

This certificate remains
Details of the current

National S{andards Authority of Irelan

this product is hereby authorized.

Registration Number: 1 304.1006
. 28 October 2011

! 10 July 2018
. 27 October 2022

Conformance for

Original Registration:
Last Amended on:
Remains valid until:

0, ‘ -
%Jﬁm &:&fﬁ S odsn gl vg
¢ S il ach]
Approved by: \
Geraldine Larkin Approvedby:
Susan Mufphy

Chief Executive Officer, NSAI
European Medical Device Operations Manager

alid on condition that the Appijoved Quality System is maintained in an adequate and efficacious manner.
hroduct range and operatiohal Ioc:]tions included within the scope of this approval can be obtained from NSAI

I, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland.

Cdrt-120| ECQS (IVD) NL A4 (6)

LR



ﬁB Monobind Inc.

 The Woirld

March 26, 20

To whom it nfay concern:

Herewith, w
MLD”SRL wit

delivery Fand

This authorizs

On behalf of {he Monobind Inc.

il

.//)_J.' J

A L.

e

Alicia Jerome
Marketing Din

Monobind Inc., 100 N. P

its address: Republic of |
exclusive distfibutor our AccuBind® ELIS
Global élom keting Group is authorizg

fisource for Dlsgheostic Praducts

AUTHORIZATION LETTER

ke part in tenders with oul products.

tion is valid until 31 March,

Volkov
bctor & Corporate Offjcer

2020.

A,
«g{iu'ama o,
f (:\“ ﬂﬁq }r,'
i Nuv

"‘1
“a l@zs
"g.@.q{ fm&““

......

Q...“l‘

Monobind nc. !
50 13485 Certified Company

100 North Pointe Drive
Lake Forest; CA 92630
TEL 949.951.2665
FAX 949.951.3539

binte Dr., Lake Forest, CA 92630 USA, do confirm that “GBG-
Moldova, Chisinau, MD-2001, str. Tighina 65, office 607, is the
A and AcculLite® CLIA products and accessories in Moldova. IM
d to promote and supply our products, to contract for their
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@ LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Labgratories Ltd declares tﬁat the following in vitro diagnostic reagent:

Product name Catalogue number
CRP Latex kit 850100A

has been dlassified as non List A, lnon List B (Directive 98/79/EC, Annex I)
and co}mplhes with the essential requirements and provisions of Directive
98/79/EC ¢f the European Parliament and of the Council (also SI 2002
No.61$ which transposes the requirements of Directive 98/79/EC).

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

%BS EN 980:2008

BS EN I1SO 13485:2012
BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002
BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

I TH

The confojmity assessment procedure performed was in accordance with
Annex |ll df Directive 98/79/EC.

This declafation of conformity is issued under the sole responsibility of Lorne
Laboratorips Ltd and is valid from 13 April 2016.

=

Eddy Velthuis
Technical Director

Lorne Laboratories Limited | Tel: +44(0) 118 9%‘1 2264
Unit 1 Cutbush Park Industrial Estate | Fax:+44 (0) 118 986 4518
- Danehill, Lower Earley | Email: info@lornelabs.com
Berkshire R(FG 4UT United Kingdom www.iornelabs..#om
\

S AN
@\ '\\V;WV(

—n-
File No A12241; N
1SO 13445:2093; 150 4001:2008 f‘\‘egistered office as above, Registered in England Mo, 04540797, VAT h#o. 800 3655 66




File No A1224%;

150 13485:2003; 1SO 8001:2608

EC DECLARATION OF CONFORMITY

b LORNE

LABORATORIES

Lorne Labc»ratories Ltd declares that the following in vitro diagnostic reagent:

has been ¢

Catalogue number
830100A

Product/name
RF Latex kit|

lassified as non List A, |non List B (Directive 98/79/EC, Annex I)

and complies with the essential requirements and provisions of Directive
98/79/EC df the European Parliament and of the Council (also S| 2002
No.618 whjch transposes the requirements of Directive 98/79/EC).

and is in cgnformity with the

standa}rds:

|
BS
BS
BS
BS
'IBS
"BS
BS

The confofmity assessment |

EN 980:2008
=N 1ISO 13485:2012
EN 13612:2002
EN 13640:2002
EN 13641:2002
=N ISO 14971:2012 |

=N ISO 18113, parts 1&2

Annex Ill gf Directive 98/79/EC.

This decla
Laboratori

bs Ltd and is valid from 13 April 2016.

f

Eddy Velthuis

Technical

Director

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
' Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

national standards transposing harmonised

srocedure performed was in accordance with

-ation of conformity is issued under the sole responsibility of Lorne

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
£mail: infe@lornelabs.com
www.lornelabs.com

| L N
Registerad office as above, Registered in England No, 04540797, VAT hTo. 200 3655 68



LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

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

Catalogue number
031100A

Product name
ASO Latex kit

has been|classified as non List A, non List B (Directive 98/79/EC, Annex II)
and comglies with the essential requirements and provisions of Directive

98/79/EC|of the European Parliament and of the Council (also SI 2002
No.6+8 which transposes the requirements of Directive 98/79/EC).

and |é in ¢onformity with the national standards transposing harmonised
standardg:

BS EN 980:2008
BS EN ISO 13485:2012
BS EN 13612:2002
BS EN 13640:2002
BSEN 13641:2002
BS EN ISO 14971:2012

BS| EN ISO 18113, parts 1&2

The confgrmity assessment procedure performed was in accordance with
Annex Il pf Directive 98/79/EC.

This declgration of conformity is issued under the sole responsibility of Lorne
Laboratorles Ltd and is valid from 13 April 2016.

=

_—--.""-——"
Eddy Velthuis
TechnicallDirector
Lorne Laboratories Limited | Tel: +44 (0) 118 921 2264
i Unit 1 Cutbush Park Industrial Estate | Fax:+44 (0) 118 986 4518
o UL V . Danehill, Lower Earley Email: info@lornelabs.com
o B Berkshire RG6 4UT United Kingdom | www.lornelabs.com

S
AA2E

File No A12241; } . ’ | o
(SO 13485:2003; IS0 $001:2008 Registered office as above. Registered in|England No. 04540797, VAT No. 800 3655 66
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DIA.PRO Diagnostic Bioprobes S.r.l.
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ia.Fro

ey

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPR(OBES S.R.L.
VIA G. CARDUCCI N° 27 - 20099 §ESTO SAN |
GIOVANNI (MILANO) — ITALY |
PRODUCT HBs Ag Confirmation
CODES: SCONF.CE (20 tests)
SCONF,CE.40 (40 tests)
CLASSIFICATIION ANNEX 11 - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX 1V N

WE |
PR(Q

HEREBY DECLARE THAT THE ABOVE MENTI(
\DUCT MEETS THE PROVISIONS OF THE COUI
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES,

DNED
NCIL

NOTIFIED BO

DY AEMPS —n° 0318

(EC) CERTIFI(

o FULL QUALITY ASSURANCE
2003 12 0388 CT (in accordance
except Section IV) of the Directi
RELEASED BY EC NOTIFIED
DESIGN CERTIFICATE N° 200
RELEASED BY EC NOTIFIED
UNE EN ISO 13485 N° 2013 11
RELEASED BY EC NOTIFIED

CATE(S)

SYSTEM N°
with Annex 1V —
e 98/79/EC),
BODY N° 0318
6110511 ED
BODY N° 0318
0039 EN,

BODY N° 0318

PLACE & DATIE OF FIRST ISSUE

MILANO - DECEMBER 2006

Legal Represen
Dr.ssa Fiorenza

ative
Scozzesi

PLACE &,DATtE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION
SIGNATURLE

e

[ Rev: [ 1222013
DIA.PRO Diagnostic Bioprobes S.1.l.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (M) —~ Italia
Tel, +39 102 27007161/6450 « Fax +39 02 26007726 » http./iwww.diapro.il « E-mail: info@diapro.il

Capi

lale sociale €50.000,00 1.V, |~ P.IVA: 11924660159 — Reg. Imp. 11924660159 - REA 15(

9959




EC DE(

Dia.Prg
Diagnostic
BioPrabes

.
c

"LARATION OF CONFORMITY

MANUFACTU

DIA.PRO DIAGNOSTIC BIOPR(
VIA G. CARDUCCI N® 27 - 20099 §
GIOVANNI (MILANO) — ITALY

RIER

IBES S.R.L.
ESTO SAN

PRODUCT

HBs Ab
CODE: SAB.CE (96 tests)

CLASSIFICATION

ANNEXII - LIST A

CONFORMITY

" ASSESSMENT ROUTE | ANNEX IV

WE |
PR(

TEREBY DECLARE THAT THE ABOVE MENTI(
IDUCT MEETS| THE PROVISIONS OF THE COUI
DIRECTIVE 98/79/EC

FOR IN VITRO DIAGNOSTIC DEVICES.

DNED
NCIL

NOTIFIED BO

DY AEMPS —n° 0318

(LC) CERTIFI¢

e FULL QUALITY ASSURANCHE
2003 12 0388 CT (in accordance
except Section IV) of the Directiy
RELEASED BY EC NOTIFIED
DESIGN CERTIFICATE N° 20
RELEASED BY EC NOTIFIED
UNE EN ISO 13485 N° 2013 11
RELEASED BY EC NOTIFIED

FATE(S)

SYSTEM N°
with Annex TV —
e 98/79/EC),
BODY N° 0318
3120390 ED|
BODY N° 0318
0039 EN, |

BODY N° 0318

Lcgal Represen
Dr.ssa Fiorenza

15 2
!

o

‘]!" Jytlln S s
}fr’f

£

Fative
Scozzesi

DIAGNUSTICH
£
L

PLACE & DAT|E OF FIRST ISSUE MILANO - JANUARY 2004 |
PLACE & DATJE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2017
| EMISSION |
SIGNATURE

(Rev [ 20075

£ ]'

SRR P B R

e

Tel. +39
Cap

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede logale e lab.; Via|G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — Ialia
02 27007161/6450 « Fax +39 02 26007726 « hilp://www.diapro.it » E-mail: info
lale sociale €50.000,00 1.V) — P.IVA; 11924660159 — Reg. Imp. 11924660159 — REA 15

@ diapro.it
D9959




EC DE(

CLARA

Dia.Pro
Diagnastic
Bio Probes

[TON OF CONFORMITY

BES S.R.L. |

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPR({
VIA G. CARDUCCI N° 27 - 20099 SESTO SAN
GIOVANNI (MILANO) - ITALY !
PRODUCT HBc Ab
CODE: BCAB.CE (96 tests)
CLASSIFICATION ANNEX II - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECL

PRO

ARE THAT THE ABOVE MENTI(
DUCT MEETS THE PROVISIONS OF THE COUN
DIRECTIVE 98/79/EC

FOR IN VITRO DIAGNOSTIC DEVICES.

INED
NCIL

NOTIFIED BO

DY

AEMPS —n° 0318

(EC) CERTIFI(

FATE(S)

o FULL QUALITY ASSURANCE

2003 12 0388 CT (in accordance jvith Annex IV —

except Section 1V) of the Directiy

SYSTEM N°

e 98/79/EC),

RELEASED BY EC NOTIFIED BODY N° 0318
o DESIGN CERTIFICATE N° 2008 12 0391 ED

RELEASED BY EC NOTIFIED BODY N° 0318
o UNE ENISO 13485 N° 2013 11 D039 EN,

RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DAT

=

[ OF FIRST ISSU

MILANO - JANUARY 2004

PLACE & DAT
EMISSION!

[L OF CURRENT

SESTO SAN GIOVANNI (MI) - DR

CEMBER 2013

SIGNATURE

Dr.ssa Fiorenza

Legal Representative

Scozzesi

[Rev: [ 12732013]

Tel, +39

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 - 20099 Sesto S.Giovanni (M) - ltalia
2 27007161/6450 « Fax +39 02 26007726 » http:/Mww.diapro.it » E-mail: info
Caplfale sociale €50.000,00 LV, |- P.IVA: 11924660159 - Reg. Imp. 11924660159 — REA 15(
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|
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R R AL | e
BioPrabes

EC DECLARA’

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 §ESTO SAN |
GIOVANNI (MILANO) — ITALY |
PRODUCT HBe Ag&AD
CODE: HBE.CE (96 tests)
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 VI

TRO DIAGNOSTIC DEVICES.

NOTIFIED BODY

AEMPS —n° 0318

(EC) CERTIFICATE(S)

e FULL QUALITY ASSURANCH
2003 12 0388 CT (in accordance
except Section 1V) of the Directi
RELEASED BY EC NOTIFIED
DESIGN CERTIFICATE N° 20(
RELEASED BY EC NOTIFIED
UNE EN ISO 13485 N° 2013 11
RELEASED BY EC NOTIFIED

| SYSTEM N°
with Annex 1V -
ve 98/79/EC),
BODY N° 0318
403 0425 ED
BODY N° 0318
0039 EN,

BODY N° 0318

[PLACE & DA

‘Il OF FIRST ISSUL

MILANO - APRIL 2004

PLACE & DATE OF CURRENT

EMISSION

SESTO SAN GIOVANNI (MI) - D]

FCEMBER 2013

SIGNATURE
Legal Represenffative
Dir.ssa Fiovenza Scozzesi

12/2013

Tel, +3¢

DIA.PRO Diagnostic Bioprobes S.r.1.

Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S. Giovanni (MI) — ltalig
02 27007161/6450 + Fax +39 02 26007726 « htlp:/ivww.diapro.it » E-mail: info@cdiapro.it
Cayfitale sociale €60.000,00 i.V. - P.IVA: 11924660159 — Reg. Imp. 11924660159 ~ REA 1§
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Dia.Fro |

jagnostic |
BioProbes

"LARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN

B GIOVANNI (MILANO) —ITALY

PRODUCT HCV ADb

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

CLASSIFICATION ANNEXII - LIST A \

CONFORMITY ASSESSMENT ROUTE | ANNEX IV

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

NOTIFIED BOPDY AEMPS —n° 0318

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

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

e UNE ENTSO 13485 N°2013 110039 EN,
RELEASED BY EC NOTIFIED [BODY N° 0318

|

PLACE & DATIE OF FIRST ISSUE MILANO - JANUARY 2004
PLACE & DAT|E OF CURRENT SESTO SAN GIOVANNI (MI) - DHCEMBER 2013
TMISSION _}__‘
SIGNATURE |
Legal Representative DiA

i

Dr.ssa Fiorenza|Scozzesi 2”’1‘{”&?};’

Rev: | 12/2013

DIA.PRO Diagnostic Bioprobes S.r.l.

Sede legale e lab.: Via|G.Carducei, 27 — 20099 Sesto S. Giovanni (Ml) — Italia

Tel. +39102 27007161/6450 + Fax +39 02 26007726 + hitp:/iwww.diapro.it » E-mail: info@diapro.il
Capltale soclale €50,000,00 |.V“ — P.IVA: 11924660159 - Reg. Imp. 11624660159 - REA 1509959




EC DEC(

CLARATION OF CONFORMITY

DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

MANUFACTURER |
| VIA G. CARDUCCI N° 27 — 20099 §SESTO SAN |
| _ GIOVANNI (MILANO) — ITALY

PRODUCT i HDYV Ab

' CODE: DAB.CE (96 tésts)

CLASSIFICATION ANNEX IT-LIST A

CONFORMITY ASSESSMENT ROUTE | ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTI(
PRODUCT MEETS THE PROVISIONS O THE COUI
DIRECTIVE 98/79/EC

FOR IN VITRO DIAGNOSTIC DEVICES.

DNED
NCIL

NOTIFIED BOPY

AEMPS —n° 0318

(EC) CERTIFICATL(S) |

e FULL QUALITY ASSURANCE
2003 12 0388 CT (in accordance
except Section 1V) of the Directiy
RELEASED BY EC NOTIFIED

e DESIGN CERTIFICATE N° 20(
RELEASED BY EC NOTIFIED

o UNE EN ISO 13485 N° 2013 11
RELEASED BY EC NOTIFIED

SYSTEM N°
with Amnex [V —
e 98/79/EC),
BODY N° 0318
3120393 ED
BODY N° 0318
0039 EN,

BODY N° 0318

PLACE & DATIE OF FIRST ISSUL

MILANO — JANUARY 2004

PLACE & DAT|E OF CURRENT
EMISSION

SESTO SAN GIOVANNI (MI) — DI

.CEMBER 2013

SIGNATURE
Legal Represenfative
Dr.ssa FiorenzalScozzesi

TIEF Y
el &4 W 9

_BIOPRDOES st

!l

|
[Rev: T 1272013 |
DIA.PRO Diagnastic Bioprobes S.r.1.
Sede legale e lab.: Via|G.Carducci, 27 — 20099 Sesto S.Giovanni (Mi) — Italia
Tel. +39102 27007161/6450 « Fax +39 02 26007726 « hilp:/fwww.diapro.it + E-mail: info@diapro.it

Caphale sociale €60.000,00 1.V - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 15
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Dia.Pro |
Diagnostic
Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTYRER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. |
VIA G. CARDUCCI N° 27 — 20099 |SESTO SAN |
GIOVANNI (MILANO) —ITALY |

PRODUCIT Chlamydia Trachomatis 1gG !
CODE: CTG.CE (96 tests) ‘
CLASSIFICA'TON ANNEX 11 - LIST B

CONFORMITY ASSESSMENT ROUTE | ANNEX IV

WE|HEREBY DECLARE THAT THE ABOVE MENTIONED
PRPDUCT 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¢
2004 05 0442 CT (in accordance with Annex IV —
except Section IV) of the Directjve 98/79/EC),
RELEASED BY EC NOTITFIED BODY N° 0318

e UNIEN ISO 13485 N° 2013 11/0039 EN,
RELEASED BY EC NOTIFIED) BODY N° 0318

| \
PLACE & DAYE OF FIRST ISSUE MILANO - MAY 2009
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) — DECEMBER 2013
EMISSION
SIGNATURE
Legal Represeptative
Dr.ssa Fiorenzf Scozzesi

[Rev: [ 1272013

— mm—

DIA.PRO Diagnostic Bioprobes S.r.l.

Sede legale e lab.; Via G.Carducci, 27 - 20099 Sesto S.Giovanni (M} — Itali

Tel +3D 02 27007161/6450 + Fax +39 02 26007726 « hilp./iwww.diapro.il » E-mail: info@diapro.it
Capilale sociale €50.000,00 L.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959
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Dia.Pro

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 1gM
CODE: CTM.CE (96 tests)
CLASSIFICATION ANNEX IT - LIST B

' CONFORMITY ASSESSMENT ROUTE | ANNEX v

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

NOTIFIED BOPY AEMPS —n°® 0318
(EC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance jwith Annex 1V —
except Section IV) of the Directiye 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318
e UNI EN ISO 13485 N° 2013 11 (039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

| PLACE & DAT|E OF FIRST ISSUE MILANO - MAY 2009
PLACE & DAT|E OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 201;3-
EMISSION
SIGNATURE ooy SRS

Legal Represenative ﬁ%z(?“fj e ;jm: sl
Dr.ssa Fior?nza Scozzesi /

Rev: | 12/2013

e ——

DIA.PRQO Diagnostic Bioprabes S.r.1.

Sede legale e lab.: Via|G.Carducci, 27 — 20099 Seslo S. Giovanni (MI) — Iltalia

Tel. +39l02 27007161/6450 « Fax +39 02 26007726 * hilp://www.diapro.it « E-mail: info@diapro.it
Capllale sociale €50,000,00 1.V~ P.IVA: 11924660159 - Reg. Imp. 11924660169 — 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 (MILANQ) — ITALY |

PRODUCT HSV1&2 IgM ‘
CODE: HSYM.CE (96 tests) ‘

CLASSIFICATION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE |SELF CERTIFICATION

WE HEREBY DECLARE THAT THE ABOVE MENTIONED PRODU
HE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/1:C
FOR IN VITRO DIAGNOSTIC DEVICES,

[

CT MEETS

ISO CERTIFICATE(S) UNI CEI EN [SO 9001--Nr 50 100 5931/A |
UNI CEI EN ISO 13485-Nr 50 100 5931/B o
RELEASED BY CERTIFICATION BODY TUV
Ttalia S.r.), |
PLACE & DA'1IE OF FIRST ISSUE MILANO — OCTOBER 2004
PLACE & DATIE OF CURRENT SESTO SAN GIOVANNI (M]) - DECEMBER 2013
ISSUR |
SIGNATURE
Legal Represenfative
Dr.ssa FiorenzalScozzesi |
i
! /;

Rev: | 12/2013

Tel. +39
Cap

DIA.PRO Diagnostic Bioprobes S.r.1.

Sede legale e lab.: Via|G.Carducci, 27 — 20099 Sesto S.Giovanni (M) - Italia
02 27007161/6450 » Fax +39 02 26007726 + http://www.diapro.it » E-mail. info
lale sociale €50.000,00 L.V, - P.IVA: 11924660159 ~ Reg. Imp. 11924660159 — REA 15

@diapro.it
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Dia.Pro

EC DE(

Diagnostic
BioProbes

"LARATION OF CONFORMITY

)BES S.R.L.

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPR(
VIA G, CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) - ITALY
PRODUCT HSV1&2 1gG
CODE: HSVG.CE (96 tests)
CLASSIFICATIION GENERAL IVD

CONFORMITY ASSESSMENT ROUTE

SELF CERTIFICATION

WE l-lERlﬁBY DECLARE THAT THE ABOVE MENTIONED PRODU
HE PROVISIONS OF THE COUNCIL DIRECTIVE 98/79/1
FOR IN VITRO DIAGNOSTIC DEVICES.

CT MEETS

.C

1SO CERTIFIJATE(S) UNI CEI EN ISO 9001-Nr 50 100 5931/A
UNI CEI EN ISO 13485-Nr 50 100 5931/B
RELEASED BY CERTIFICATION BODY TUV
Italia S.r..
PLACE & DATE OF FIRST ISSUE MILANO — MARCH 2004 |
PLACE & DA'I|E OF CURRENT SESTO SAN GIOVANNI (M) - DECEMBER 2013
ISSUE
SIGNATURE
Legal Represenjative DIA. PRO.
Dr.ssa Fiorenza|Scozzesi DIABHOST Il:{,iiii}%i BES s |
§ / a1

[Rev:

DIA.PRO Diagnostic Bioprobes S.r.l.

Sede legale e lab.: Via G.Carducci, 27 —~ 20099 Seslo S. Giovanni (M!} — ltalia
Tel. +39|02 27007161/6450 » Fax +39 02 26007726 * htlp:/fwww.diapro.it « E-mail: info
Capltale sociale €50.000,00 L.V, - P.IVA: 11924660159 ~ Reg. Imp. 11924660159 - REA 15

@diapro.it
08959




Dia.Pro
iagn | stic
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 CMV IgM
CODE: CMVM.CE (96 tests)

CLASSIFICATION ANNEX IT - LIST B

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 BADY AEMPS —n° 0318
(EC) CERTIFIICATE(S) e FULL QUALITY ASSURANCE SYSTEM N°
2004 05 0442 CT (in accordance| with Annex IV —
except Section IV) of the Directiye 98/79/EC),

RELEASED BY EC NOTIFIED
e UNIENISO 13485 N°2013 11
RELEASED BY EC NOTIFIED

BODY N° 0318
0039 EN,
BODY N° 0318

MILANO — MAY 2004
SESTO SAN GIOVANNI (MI) - DECEMBER 2013

PLACE & DATE OTI FIRST ISSUE
PLACE & DATE OF CURRENT
EMISSION
SIGNATURE
Legal Represerftative
Dr.ssa Fiorenzg Scozzesi

DIA, PRO,
BIAGHBSTIC BIDPROBES st

s ::Ki 2’
/et

N I. A/'

H
A,

[ Rev: [ 1272013 |

‘ DIA.PRO Diagnostic Bioprohes S.r.l.

\ Sede legale e lab.: Via G.Carducci, 27 — 20099 Seslo S.Giovanni (Ml) — ftalig

Tc%l. +3¢ 02 27007161/6450 + Fax +39 02 26007726 « http./Awvww.diapro.il » E-mail: infa@cdiapro,il
Cafitale sociale €50.000,00 |.V. - P.IVA: 11924660159 — Reg. Imp. 11924660159 - REA 1509959
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BioPrebes |

i
|8

L

EC DECLARATION OF CONFORMITY

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

PRODUCT CMV IgG
CODE: CMVG.CE (96 tests)
CLASSIFICA['TION ANNEX II - LISTB

CONFORMITY ASSESSMENT ROUTE |ANNEX IV

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

NOTIFIED BODY AEMPS - n° 0318

(IEC) CERTIFICATE(S) e FULL QUALITY ASSURANCE SYSTEM N¢
2004 05 0442 CT (in accordancg with Annex 1V —
except Section I'V) of the Directjve 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e UNIEN ISO 13485 N° 2013 11{0039 EN,
RELEASED BY EC NOTIFIELD) BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - MAY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (M1) - DECEMBER 2013
LEMISSION
SIGNATURE
Legal Represeijtative 214, PRO, .
Dr.ssa Fiorenz* Scozzcesi g%‘m 1“ N@%«ﬁ{} ars
/1Z }

o/' J"
;*,' R

[ Rev: [ 1272013 \

DIA.PRO Diagnostic Bioprobes S.t.1.

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

Tel. +34 02 27007161/6450 + Fax +39 02 26007726 » hitp:Awww.diapro.it » E-mall: info@diapro.it
Caglitale sociale €50.000,00 1.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959




EC DECLARATION OF CONF(

Dia.Pro
Diagnostic
BioProbes

YRMITY

'MANUFACTYRER [HAPROIHAGNOSTKHHOPROBESSJELi
VIA G. CARDUCCI N° 27 — 20099|SESTO SAN.
! GIOVANNI (MILANO) — ITALY
PRODUCT TOXO IgM |
CODE: TOXOM.CE (96 tests) |
CLASSIFICATION ANNEX II - LIST B
CONFORMITY ASSESSMENT ROUTE | ANNEX IV

WE
PR(

HEREBY DECLARE THAT THE ABOVE MENTI
DDUCT MELTS THE PROVISIONS OF THE COU
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

ONED
NCIL

NOTIFIED B(

DY AEMPS —n° 0318

(EC) CERTIFJCATE(S)

e FULL QUALITY ASSURANC]
2004 05 0442 CT (in accordancg
except Section IV) of the Direct
RELEASED BY EC NOTIFIED)
UNILEN ISO 13485 N° 2013 11
RELEASED BY EC NOTIFIED)

5 SYSTEM N¢
with Annex 1V -
ve 98/79/EC),
BODY N° 0318
0039°EN,

BODY N° 0318

Legal Represer

Dr.ssa Fiorenzg Scozzesi

tative

PLACE & DATE OF FIRST ISSUE MILANO - MAY 2004 !
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION !
SIGNATURE

Rev: | 12/@
DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lah.: Via G.Carducci, 27 — 20099 Sesto 8.Giovanni (M) ~ itali
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 « htlp:./fwww.diapro.if « E-mail: info@diapro.it
ilale sociale €50.000,00 LV, - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959

Cap




Dia.Pro
Diagnostic
Bio Probes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPR(OBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT TOXO IgG
CODE: TOXOG.CE (96 tests)
CLASSIFICATION ANNEXIT - LIST B

CONFORMITY ASSESSMENT ROUTE |ANNEX TV

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

NOTIFIED BOPY AEMPS —n° 0318
(EC) CERTIFICATE(S) ¢ FULL QUALITY ASSURANCHE SYSTEM N°
i 2004 05 0442 CT (in accordance|with Annex [V —
except Section IV) of the Directiye 98/79/EC),
RELEASED BY EC NOTIFIEDBODY N° 0318
e UNIENISO 13485 N°2013 11 0039 EN,
RELEASED BY EC NOTIFIEDBODY N° 0318

PLACE & DA'IE OF FIRST ISSUE MILANO - MAY 2004 }
PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) -~ DECEMBER 2013
LEMISSION |
SIGNATURE

Legal Represenfative
Dr.ssa IFiorenzalScozzesi

=

[Tow [ 12013

DIA.PRO Diagnostic Bioprohes S.r.l.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Seslo S.Giovanni (Mi) — italia
Tel, +39|02 27007161/6450 « Fax +39 02 26007726 » hitp:/fwww.diapro.it  E-mail: info@diapro.it
Caplale sociale €50.000,00 1.V, - P.{VA: 11824660159 - Reg. Imp. 1 1924660159 — REA 159959




PRETES —

Dia.Pro
Diagnostic
BioProhes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROQBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 §ESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HP IgG
CODE: HPG,CE (96 tests)
CLASSIFICATION GENERAL IVD

CONFORMITY ASSKESSMENT ROUTE |SELF CERTIFICATION

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

ISO CERTIFIGATE(S) UNI CEI EN ISO 9001—Nr 50 100 Sp31/A

UNI CEI EN ISO 13485-Nr 50 100 5931/B
RELEASED BY CERTIFICATION|BODY TUV
Italia S.r.L

PLACE & DA'IE OF FIRST ISSUE MILANO ~ MARCH 2004
PLACE & D-A'IIE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
ISSUE
SIGNATURE
Legal Represenfative
Dr.ssa Fiorenzal Scozzesi

Rev: | 12/2013

DIA.PRO Diagnostic Bioprobes S.r.l.
Sede legale e lab.: Via G.Carducci, 27 - 20098 Seslo S. Glovanni (MI} — Italig
Tel. +30 02 27007161/6450 * Fax +39 02 26007726 * hilp:/www.diapro.it » E-mail: info@diapro.it
Capjtale sociale €50.000,00 LV, — P.IVA: 11924660159 — Reg. Imp. 11924660159 - REA 1509959
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GBG-MDL SRL
Global Biomgrketing Group

Moldova

65 Tighina Sfr., office 607
MD-2001 Cl';lsinau

Republic of

By hereby, w
Dietzenbach,
Moldova, 65

is our author]

and to represent our products in the territory of the Republic of Moldoval

This declarat

before the date of expiration.

With best reg

NovaTige Immundiagnoslica Gmbh

Waldsty

afie 238 AB

63128 Dietzenbach, Germeany

E-Mail
nterne

oldova
November 1

To whomever it may concern:

e, NovaTec Immundiagnostica GmbH, Waldstrae 23 A
Germany, declare that GBG-MDL. SRL Global Biomarketit
lighina Str., office 607, MD-2001 Chisinau, Republic of Mo
zed distributor designated by us to promote, to register, to

on is valid until December 31", 2020 unless terminated by

lards

General Man

Geschiifisfihrung:
Britta-Maria Duchmaniy Berli

Handelsregister: HRB Offenb

diagnostica GmbH

uchmann BElR 0sTICA GmbH
Waldstrafte 23 AB
53128 Dietzenbach, Germary

Tel: +49(0)60 74/4876-0
Fax: +49(0)6074/4876-29

info@NovaTec-1DLcom
wwaw Novatec-1D.com

8" 2019

6, 63128

g Group
Idova
distribute

either party

Sparkaspe Langen-Seligenstadt

Deutsche Bank
BLZ 500700 24 BLZ 50652124
Kto.-Nr, 0106120 Kto-Nr. 5124 300

BIC: DEUTDEDBFRA
IBAN: DE 20 50070024 0010 612000

BIC: HELADEF18LS
IBAN: DE 405065 2124 (005 124300
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NovaTec Immundiagnostica GmbH

Wa [dsﬁr_afﬁb 28 A6
63128 Dietzenbach, Germany
g Tel: +49(0)60 74/4876+0
GBG-MDL SRL Fax: +49 (0)60 74/4876-29
Global Biomarketing Group E-Mail| info@NovaTec-ID.com
Moldova Internet: www.NovaTec-1E.com

85 Tighina Sr., office 607
MD-2001 Chlsinau
Republic of Nloldova
November 18", 2019

To whomever it may concern:

By hereby, wk, NovaTec Immundiagnostica GmbH, WaldstraRe 23 AB, 63128
Dietzenbach,|Germany, declare that GBG-MDL SRL Global Biomarketing Group
Moldova, 65 [ighina Str., office 607, MD-2001 Chisinau, Republic of Moldova

is our authorjzed distributor designated by us to promote, to register, to distribute
and to represent our products in the territory of the Republic of Moldova.

This declaratfon is valid until December 31", 2020 unless terminated by either party
before the date of expiration.

With:best reg# rds

-

O A T
Britta uchmann erg% GrmbH
| IMMUNDIAGNOSTICA Grab
General Mangager Waldstraibe 23 AB

63128 Dietzenbach, Germany

Geschilsfiihrung: Dautsehe Bank Sparkesse Langen-Seligenstadl
Britta-Mada Duchmann Berl) BLZ 80070024 BLZ 50652124

Kto.-Nr. 0106120 Kto.Nr. §124 300
Hanclelsregister: HRB Oftenbdch 12005 BIC: DEUTDEDBFRA 8I0; HELADEF1SLS

IBAN: DE 20 5007 0024 0010 612008 1BAN: DE 405065 2124 0006 124300
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BK.I'LI-O'-IEHbI_B PeecTpe npenapartoB, MCNoONb30BaHUe

KOTOPbIX |
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eGHO-NpodunakTUyeckux yupexaeHusax 6es uck
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'MenouknoH" He noanexaTt oba3arenbHou cepTudu

KaLni.
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OcHOBHOM

nabopatoppii  GONBHHUIl H

TUIIAPOBaHMs TPYII KPOBH M pe3yc (hakTopa,a TaKike BCEMH HE

3TOMU

Jlns pacggcoBku peareHToB HamMH B 1999 rony BIepBbIe MPUMEH!
dITaKOHBI-KaTTeNIBHULBI, 4TO HE TOJBKO YAOOHO JIid paboTsl B maf
UCKJTIOHae|

Tenepn o7

KauectBO

AKTUBHOCT
U KOHTPOJIEM CO CTOPOHbDI YIIOJJHOMOUYCHHBIX OpI‘aHI/I?:aHI/Iﬁ , B HaCTH
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T'PYMIIOBOY

buKIToH" co3fmaHo B 1999 1. m ABISETCS OOHHM H

CTaHHI/Iﬁ nepeauBannd  KpPOBHU

paboTEI PacxXo/IHBIMU

" 3arps3HEHME peareHToB, BO3MOXHOE IIpH HCIOJb3
DMy TIpEMepY TIOC/Ie0BATH B npyrue Poccuiickue koMna

HaAIIX PEarcHTOB ABJIACTCA 06H_[erI/13HaHHBIM. Onu nme
b 1 CTAOWILHOCTE , YTO JOCTUTaeTCsA TIIATEIBHBIM BHYTP

bt 'CIIK.

X [pOM3BOJMTENIeH IOJHOW ITaHeIM pPEearcHroB [
TIPYHATEXKHOCTH KPOBH H pe3yc-(haxropa —-A,ALLAcn,B

[eJIPI0 Hamrel paboTsl ABISIETCA CHAOXEHHE KITMHHMKO-

3 Tpex prﬁHBIX
st ‘OHpeIIeH:eHH}I
,AB, JLE,C,e.c. u
-
HH&FHOCTH‘]éC-KHX
peareHTaMH = JUIs
HOXOAMMBIMH  JUIsL
MaTepmaJ‘paMH.
>HBI ILTACTHUKOBBIC
50paTOpHH , HO U
OBaHHU TIUIIETOK.
HU. |

FOT BBICOKYIO
EHHEM KOHTPOJIEM
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AL 35, TNG #7495 2312272 #7499 502124 —

MACNOPT-CEPTUPUKAT NPOUIBOAUTEAS
Ha «HaGop peareHTOB AAA ONpeAeAeHus rPyTn KPOBU YEAOBEKA CHCTEM
ABO, Pesyc m Kell» no TY-9398-101-51203590-2009

( LOAUKAOHDBI  AHTH-A, AHTH-B u AHTH-AB)
———————————PemcipaunonHoe yaocToepenie —Ne PCP-2009/06043-67 05-Hos6pa 2009+

Haumenoranue: IlommuioH AHTE-A BO ¢akoBax 10 10 MI ¢ KpacHEIME
KPHIMKaMKi

Cepusn: 096111

T Waroreniien: 05.112019 7 Kosnmuecrso exunum 40

Eausuna: 100 mu

Fonen mo: 05.11.2021 O6nem cepan: 10000 M.
Hacnopi: A086111 0305 11 2019
Hanmerosatie Hopamains TY Pesypxioml
TIOKO3GTSAR . IS CTRITEN AR
1. BHewWwHuA sua
1.1 UoArkaoH oHU-A FMpO3pPaiHas XMAKOCTL KPQCHOFD UBETA. CootaeTcTayer
1.2 UOAMKAOH QHTW-B NPo3payHas XXMAKOCTs CUHETO LBETA.
1.3 UeaukaoH astiu-AR AP CInCiHes SECUBRTHOS KMAKDTT,
2. Cepoaormyeckue LIOAMKAOH AHTU-A  HE AOAXEH AGBATH ITAIOTMHALMA
CBOWCTBQ c spmTpoumnramm ipynn B{ll} n Ofl) . - CooTeeICiEyeT
2.1 CnielidosHOCT LLOAMKAOH QHTW-B  HE AOAXEH ACBQATH QITAIOTUHALMM C
3puTpoumtamu rpynn Aflll} v Ofl) Cooteercrsyer
LIOAMKACH QHTM-AB HE AOAXEH AQBQTH QMFAITUHALMMN
C spuTpoumMtamm rpynnsi Ofi) CoOTBETCTBYET
=t 2 TeraarmmomMpyomoT | ATAOTAHOLUAT HO TADEROCTA BOUTDOBMIRE AT e &
CnocoBHOCTH C  cooTtserCTBytOlLIMMU  LloAMKaOHOMMK  ponkHa | CoCTasTCTRYS
NORBUTLCS HE No3aHee 10 CeK. NOCAE CMELLNBAHMA 10 cekyHA

Tt LIOAMKAOHO QHTW-A B PETKLIMM GITAICTUHALIAK HA

NAOCKOCTH C 3puTtpoumrtamm rpynnsl Afll) 1:32 - 1:64 | CoormsetcTayeT
23 Tars TUTP LLOAMKACHQ QHTM-B B PEQKLMM QITAIOTUHALMM HA! 1:32 - : 44
0 TADCKOCTH € 3DMTDOLHTIMI YR Bl
1:6% ‘Caorsarcrayet
TuTp LLOAMKACHQ QHTH-AB 8 pEaKLIMM QITAIOTUHT-UMK 782
- HO FIANOCKOCTM C 3pUTROuMTaMme FEyarAll 1:32 - 1: 64
BN 1 :64 ; s

CoOTeeTeTRYeT
1732-1: 44

LLoAMKAOH cooTBETCTBYET :umm BOHMAM \e 9398~ woﬁ -51203590-2009

3aseayiowias  OTK QOO 4hMEAMKATHS, \ . M.C. OpaoBd
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000 ‘Megyxnon”

e | DT 2T b MBS - BOTEHMNECROR Y A, 354 TN 7435 2312072 47499 5021414

NACNOPT-CEPTU®WNKAT NPOU3BOAUTEAA §
Ha tHaGop PeareHToB AAS ONpEeASAeHHs Py KPOBM YEAOBEKA CHCTEM
ABO, Pesyc u Kelln no TY-9398-101-51203590-2009

( LOAMKAOHBI  AnTH-A, AHTU-B U AHTU-AB )
PemcTpaLmontioe yaocTosepeHme  Ne PCP 2009/06043 or 05 Hosbps 2009 1

Cepua: 095810

Epgnpna: 100 mn

Hzrorosnen: 21.10.2019 Kosmgectso eaupun 40
~Forenmo:—2110:2021 — —-—— --O6sem cepum:-10000-Mr— -
MaconopT: B095810 0721.10.2019
HaumerosaHne Hopma no Y Pe3yALTaTH!
NOKQ3aTEAS VICRBTAHUA
T. BHEernHmtByA
1.1  LloAMKAOH QHTU-A NPOo3payHad XKMAKOCTE KPAQCHOTO LIBETA. Coorsetcisyer
1.2 UoAnkacH GHTH-B NpO3paYHaa KMAKOCTL CUHEFO LBETA.
1.3 LLOAMKAOH QHTU-AB MNpo3payHas GecliBeTHAd XUAKOCT.
2. Cepoaormyeckue LIOAMKAOH OHTM-A  HE AOAXKEH AGBATH QITAIOTUHALIMK
CBOVCTBQ c apurpoLwmTamu rpynn B{lll) » Ofl) Cooreercrsyet
2.1 CnetmcbusHoC TS 1 loAmkAoH GHT-B He AOAKEeH AQBATH QITAIOTMHAUMM C
spurpoumramm rpynn A(lll) n Ofl) CooreetcisyeT
LLOAMKAOH QHTU-AB HE AOAKEH AGBATE AMTATUHALIMA
¢ aputpoLuTami rpynns Ofl) CoorsercTayet
1257 FEMarrADTHMRYIOtas | - ATTACTAHOUMA-HG-AA0CKOCTI FDIToOLRS Alubt €
CNOCOBHOCTL C  COOTBEICTRYIOWMMM  LioamkaoHamm  AOAkHG | CoOTBETCTRYET
‘NOTBMTECA HE noiaHee 10 Cex. NOCAE CMELLIMBANMA 10°cekyHA
Tvip LLoAMKAOHO QHTM-A B PEOKLIMM CITAIOTHHAUMK Ha
NAOCKOCTH € spuTpoLmMTamu rpynnbl A{ll) 1:32 - 1:64- | Coomeercrsyer
2.3 Tuip TUTP LLOAMKACHQ QHTM-B B pEaKUMM QIFAIOTHHAUMYK HA | 1:32-1: 64
FIAOCKOCTU C 3puTpoLmTami rpyninst B(lll)
o - R
TUTP LLOAMKAOHQ OHTH-ASE S QITARTAH, 1:64
HQ NACCKOCTY C SRsTaOu-rawi FoynmAdlh 11
uB(N) 1: 64 5 CaoorBeTCTBYET
| J 1:32-1:64
£ L

LLOAMKAOH COOTBETCTBYET qoomo_wmmmg?«m%m www H_..D..p,..“ud_momm@o,mooo

7

3aseayioulas  OTK OO0 ¢MeANKACHY e a0 gl M.C. OpaoBa
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000 ‘Megmxnon”

127274 MOCKEa - bOTOHMNECKRaT YA 35— Thep— 74552312272 —+7499-5021214 ..

NMACNOPT-CEPTUP®PUKAT NPOUIBOAUTEAS:
Ha tHaGop peareHTOB AAS ONIPEAEAEHHA IPYNN KPOBK HEAOBEKA CUCTEM
ABO, Pesyc u Kelln no TY-9398-101-51203590-2009

( LOAUKAOHbI

AHTH-A, AHTH-B 1 AHTK-AB)

_ PemucTPAUMOHHOS yAOCTOBEpeHue No PCP 2009/06043 or 05 HesBps 2009 1

Haumenoranue: [ommknoH AHTH-AB

epusi: 098611 Enpmanpa: 100 mn
HMsrorosnen: 05.11.2019 KonngecTro eaunnn 10
Tomen no: 05.11:2021 O6nem cepun: 10000 M.
Ilacmopt: AB098611 ot 05.11.2019
HaumeroraHme Hopma no TY PesyAsTathl
NoKasareAs WCOLITOHWA
1. BHELUHWA BUA
1.1 LLOAMKAOH QHTU-A MNPOo3PaYHAs XMAKOCTE KDQCHOTO LiBETa. CooTBercisyet
1.2 LLOAMKAOH QHTU-B MNpPOo3payHas XMAKOCTb CMHEro LIBETA.
1.3 ULoamKacH OHTU-AB MNpoapauHas BecLseTHas XMAKOCTL.
2. Cepoaoruyeckue LIOAMKAOH QHTM-A  HE ACAXKEH AQBQTb QITAIOTUHALMN
CBOMCTEQ ¢ spurpoumtamu rpynn B{lit) n O(l} CooTtsercisyer
2.1 CneumdbmyHOCTE LLOAMKADH OHTM-B - HE AO/KEH AOBATE QITAIOTHHOLMA-C
2putpoLmTamu rpynn Afll) n Ofl) CooTBETCTBYET
LLOAMKAOH QHTU-AR HE AOAXKEH ACQBATE GITAIOTHMHALWK
c sputpoLprammn pynnbt Ofl) Cooteercisyer
E FemamaomrmpyIonion | AT AGTAH QLR HG TROCKOT T SPMTPOUWRE At B f——
cnocofHocs £ COOTBETCTRYIOUIMAMA  LIOAVKAOHOMU  AOAKHO | COOTBETCTBYET
NOIBUTLCA HE NO3aHee 10 CeK. NOCAS CMELLMBEAHMA 10 cexkyHA
Tutp LoankaoHa QHTU-A B PEaKUmMM arfAITMHAUMM HO
MIAOCKOCTU C SpuTpoLmtami Tpynnel Al 1:32 ~ 1384 | Cooteercreyet
23Tup TUTP LIOAMKAOHQ QHTU-B B pEaKLMM QITAIOTUHOLMM Ha | 1:32- 1: 64
n_;onxoﬂ: c apuTpoLTami rpynnst B{lll)
T s ooty
.?:U LLOAVKAOHT GHTI-AB anﬁ.;\:n_ L 1:64
HQ NAGCKOCTH € SPUIpL i 1132- 1184
MBI 1:64 CooTseTCiByeT
1:32-1: 64

3aseAyoLa

OTK OGO zgmb.sgo_._:«

pA

A
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127276 Mockea, botaHuieckas yA., 35, T\ (495) 231-2272  {499) 502-1214

MACNOPT-CEPTUPUKAT MPOUIBOAUTEAT
Ha .._._QQO—.V peareHToB AAR ONpeAeAeHUus rpynn KpoBU YeAOBEKQ CUCTEM
ABO, Pesyc u Kelly no TY-9398-101-51203590-2009
{ HOAWKAOH  AnTH-D Cynep )
PemctpaumonHoe yaoctoseperme Ne ©CP 2009/06043 or 05 Hos6ps 2009 r

HaumenoBaune: Llomxnon Anre-D Cymep Bo ¢uraxosax no 10 mi ¢ 3eneHbMH

KPHIIIKaMHA
~ Cepus: 292711 __ Epwmmma: 100Mn
- Ewﬂcqowuon. 05: :‘mo_w — Ho::ﬂaﬁ,wo on_ﬂ.:n 40
Toaen mo: 05.11.2021 O6nem cepuu: 10000 ML

Tacnopt: /c292711 or 05.11.2019

HanMeroparume KapaxrepAcTHKa HOpMH 1o TY PesynsTarsl
TOKA3ATENA
1. Beemnui BEJ
2. Onﬁounogooﬁmo
~t—cBolictRa—— ———————+—— a s ot X
2.1 CempdaanocTs EEME U@u«wmnnsmm __ . _ _|Cocrsercrayer |
arTmoTARNposat: D{-) IpaTpOMTEL
2.2 lNeMarmmoTHEMpYIOmMAst Yersas peakgs arTIOTAEATIE HomxHEa Coomercrayer
cnoco6HOCTR HACTYIIaTh B Te3eHAE 30 CeK. Noche cMemuBanny | 30 cex.
TR S R R T T
2.3 Tarp Turp Echmﬂannwg% O..Eﬂ. B peaxi CooTBETCTBYET -
ATTRRTEERIE %@%Q¢ uhw.
TponETaNm: 132/ 1:32
Twop Nouumﬁ_ﬂmw Agm-D nﬁnm EY uﬂﬁﬁs
TpEMOH ATTHCTHSAINE ¢ Uﬁw @uﬁoﬁ.ﬁﬁ 1:256
wgﬂuﬁmogwbm | el =
) \ f i
= ol
Hoawcaon mayem mpeb am TY— &E.NS uﬁﬁ%@ /8

g.ftx.ﬁ\

3asemyromas OTK 000 «Memuxnon» M.C.Opnoea
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MACNOPT-CEPTUPUKAT MPOUIBOAUTEAR

Ha «Ha6op peareHToOB AAf ONpeAeAeHHUS rPynn KPOBU YEAOBEKA CHCTEM i

ABO, Pe3syc u Kelln no TY-9398-101-51203590-2009

- @@ (UOAUKACOH Antu-D (IgG) )}

PerncipaumnonHoe yaoctoseperue Ne CP 2009/06043 or 05 Hos6pa 2009 T

HanmenoBanne: Ilomxnon Asra-D(IgG)

Cepusm: 252110 Expanna: 100 mn
Hzrorornen: 28.10.2019 ~ Koansecrso exunun_10
Toden no: 28.10.2021 O61em cepuu: 10000 M.

Tlacmopt: JI%292110 o1 28.10.2019

Haumerosanue XapaxreprcTiKa HOPMBL PesynsTarel
oKa3aress HCIOLITAHWHA
1. Bremmwuii upg [Ipozpaunas KUEKOCTE cBETNO-GexeBoro nBeTa
CooTBETCTBYET

2. Ceponormyeckue

Z:4 Crerptdiranocts -

2.2 [eMarmmoTHHUpYIOIE,

CBOICTBa

ﬂanc_om Awri-D He neiam arrmoTHHIpO- Ooa._.wﬂﬂwwﬂ..

ArmrorrHanEs apurpouutos D¢ Honaxmo- | CaoTeeTcrayer
HOM B IpOOHPOTHOM TECTE C KENATHHOM
JOIDKHA NIOABNATLCA He nosagee 15 Mun.

a1l CIoCoOHOCTH

2.3 Turp

Turp Honxuxinona axtu-D B @om:wo.ﬁﬂ; CooTeeTcTBYET
TECTE C RKENATHAOM 1 .mef e =t

Bars D{) SPHTPOLATEL : e

_—

3aseayromas OTK 000 «@Memuinorn M.C.Opnoga
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127276 Mocksa, botarmieckas ya., 35, T\ {495} 2312272

{499) 502-1214

NMACHOOPT-CEPTUPUKAT NPOUIBOAUTEAR
Ha tHabop peareHTOB AAS ONPeAeACHUSA IPYNN KPOBU HYEAOBEKA CUCTEM
ABO, Pesyc u Kelh no TY-9398-101-51203590-2009

{ LOAVKACH — Antu-Kell Cynep)

o PervcrpawmonHoe yaoctoseperre Ne PCP 2009/06043 o1 05 Hosbpa 2009 ¢

Haumenosaune:

Cepna: 196410

- Fonen a0z B 102021~ - Bt

Ewnoeow.:o:. B Ho mouw

omaxon Arra-Kell Cynep
Eaunuuga: 100 mn
Na.:::onqwo €A 10

-Obbem 8_::.. 10000 M.

Macoopr: K196410 o121.10.2019

Hamveropanue XapakreprcTuka HopMsl o TY PesynnTarsl
OOKA3aTens HCHBITAHMH
1.Buemmuii sun [IpospadHas KeNToBaTas HiY PO30BATAR KHIKOCTE | COOTBETCIBYST
2. Ceponorzgcckue

ceoiicTea

e G

ggoﬁﬂ. w@#ﬁoﬁ?_ E u

2.2 l'emarrmoTreMpylontan | Yerras peaxipia mnasgﬁﬁm.mw ﬁonwuﬁﬁuoamzm
cnocobrocTs HACTYTIATE B Tegenye 30 nnmxu.nnaﬂnxﬁﬂ«mﬁ CooTsercTsyeT
2.2 ARTHBHOCTS AR, : CootsercTsyer
: e 1:16
|

Alonmxnon coorseTcTByeT TpebopamuaM TY — 9398- 3_
3arenyomas OTK OO0 «Meauxnon»

M.C.Opnozsa
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