) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

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

‘ Product name Catalogue number ’
| ASO Latex kit 031100A |

has been classified as non List A, non List B (Directive 98/79/EC, Annex I1)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also S1 2002
No.618 which transposes the requirements of Directive 98/79/EC).

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

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex I of Directive 98/79/EC.

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

f

Eddy Velthuis
Technical Director

Danehill, Lower Earley
Berkshire RG6 4UT United Kingdom
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TR 1M486:2003; 1RO 8002008 Registered affice as above. Registered in £ngland Mo 04590797 VAT No_ &Gt 3645 e



» LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

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

Product name [ Catalogue number
CRP Latex kit | 850100A

has been classified 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 of the European Parliament and of the Council (also S| 2002
No.618 which transposes the requirements of Directive 98/79/EC).

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

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

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

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

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited

; b, Unit 1 Cutbush Park Industrial Estate
®§ \/ Danehill, Lower Earley
el Berkshire RG6 4UT United Kingdom

4426

Fils Nu A12241;
160 12436:2003; 150 6o 2000 Registered office as above. Registered in Eagland Mo, 04540797 VAT No_ §UG 3655 6k



LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

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

‘ Product name Catalogue numbm
| RF Latexkit 830100A [

has been classified as non List A, non List B (Directive 98/79/EC, Annex 1)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also Sl 2002
No.618 which transposes the requirements of Directive 98/79/EC).

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

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex |l of Directive 98/79/EC.

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

==

il

Eddy Velthuis
Technical Director
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Tel: +44 (0) TL12264
Fax: +44 (0) 118 986 4518
Email: info@lornelabs.com
www.lornelabs.com

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

ERES

Flle No A12241;
150 1H485-2003; IS0 50012008 Registered office as above, Registered in England No. 04540797 YAT No, 800 3655 6
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» LORNE

LABORATORIES

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name Catalogue number
| TPHA Microtitre plate kit 043100A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley
Berks, RG6 4UT
Country United Kingdom

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

This declaration is valid from 17 May 2015.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited e
Unit 1 Cutbush Park industrial Estate | Fax: +44 (0) 118986 4518
Danehill, Lower Earley | Email: info@lornelabs.com
Berkshire RGE 4UT United Kingdom | www.lornelabs.com

Registered office as above, Registered in England No. 04340797 VAT o 800 3655 G
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Declaration of Conformity

“Q Menobind Inc. Page: 1 of 5‘
DECLARATION OF CONFORMITY
1) Manufacturer (ame, departmeny: Monobind Inec.
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES
and
2)  European authorized representative: CEpartner4U BV,
Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;
(on product labels printed as:
CEpartner4U , ESDQORNLAAN 13, 3951DB MAARN, THE NETHERLANDS. www.cepartner4u.eu)
3) PI’OdUCt]Sl (name, type or model/batch number, efc.).
Immunoassay products:
ELISA,
CLIA,
Control,
Instruments (see appendix)

4)  The product(s) described above is in conformity with:

Title Document No.
In vitro Diagnostic Medical Devices Directive 98/79/EC

5) Additional infor. mation (Conformity procedure, Notified Body, CE certificate, Registration nr., etc.).

Conformity assessment procedure for CE marking: /n vitro Diagnostic Medical Device Directive,

Annex Il
Registration nr, : NL- CA002-22758 and NL- CA002-22762

Lake Forest, USA; 2013-09-16 A’SL‘“"" ,°,~

Tony Shatola; QA Director, Monobind Inc.

(Place & date of issue (yyyy-mm-dd)) (name; functioh and signature of manyfacturer)
Mr‘“—”
Maarn, NL; 2013-09-16

(Place & date of issue (vyyy-mm-dd)) (name; function-and signature of authorized representa

vs, 2011-X
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Appendix

Device types

ftermit

AccuBind®

ELISA
Microwells

Hemit

Acculite®

CLIA

Microwells

Date: 2013-09-16

EDMS code

First date of
CE-marking

N

Thyroidjjo_““‘ iR e e ““’.;A: s i
Total Triiqothyronine (tT3) Test System 125-300 175-300 12.04.01.05.00 | Low 2005-11-11
Free Triidothyronine (fT3) Test Stystem 1325-300 1375-300 12.04.01.01,00 | Low 2005-11-11
Thyroxine (tT4) Test System 225-300 275-300 12.04.01.07.00 | Low 2005-11-1 1_
Free Thyrbxine (fT4) Test System 1225-300 1275-300 12.04.01.02.00 | Low | 2005-11-11
Thyrotropin (TSH) Test System 325-300 375-300 12.04.01.11.00 | Low 2005-11-11 |
Rapid TSH Test System 6025-300 6075-300 12.04.01.11.00 | Low | 2010-06-29
T3-Uptake (T3U) Test System 525-300 575-300 12.04.01.06.00 | Low 2005-11-11
Thyroxine{Binding Globulin (TBG) Test System 3525-300 3575-300 12.04.01.08.00 | Low | 2005-11-11 |
Thyroglobulin (Tg) Test System 2225-300 2275-300 12.04.01.08.00 | Low | 2005-11-11
Tatal Thyroxine (tT4), Total Triidothyronine (tT3)
& Thyroid Stimulating Hormone (TSH) Thyroid 8025-300 8075-300 12.04.01.01.00 | Low | 2005-11-11
Panel (VAST) Test System
Total Triidothyronine (tT3 SBS) Test System 8125-300 8175-300 12.04.01.01.00 | Low 2010-06-29
Total Thyroxine (tT4 SBS) Test System 8225-300 8275-300 12.04.01.01,00 | Low | 2010-08-29 |
Free Thyroxine (fT4), Free Triiodothyronine
(fT3) & Thyroid Stimulating Hormone Free 7025-300 7075-300 12.04.01.01.00 | Low 2010-06-29
Thyroid Panel (VAST) Test System
vNeonatal-\Thyroid & Genetics : Sl i =
Neonatal TSH (N-TSH) Test System 3425-300 3475-300 12.04.01.90.00 | Low | 2005-11-11 |
Neonatal (N-T4) Thyroxine Test System 2625-300 2675-300 12.04.01.12.00 | Low | 2005-11-11
Neonatal 170HP (N-170HP) Test System 5525-300 5575-300 12.05.01.07 Low 2008-02-01._
Neonatal TBG (N-TBG) Test System B8925-300 8975-300 12,04,01.09.00 | Low 2013-09-16
Autolmmune Thyroid ; _ . _
Anti-Thyroglobulin (Anti-Tg) Test System 1025-300 | 1075-300 | 12.10.03.04.00 | Low | 2005-11-11
Anti-Thyroperoxidase (Anti-TPO) Test System 1125-300 1175-300 [ 12.10.03.01.00 | Low | 2005-11-11
Fertility & Prenatal sl -+l
Luteinizing Hormone (LH) Test System 625-300 675-300 12.05.01.05.00 | Low | 2005-1 l—.11—
Folicle StimUlating Hormone (FSH) Test System 425-300 475-300 12.05.01.04.00 | Low | 2005-11-11
Prolactin Hormone (PRL) Test System 725-300 775-300 12.05.01.08.00 | Low | 2005-11-11
g;‘;'ticm"” Hormane Sequential (PRLS) Test 6025-300 | 6075-300 12.05.01.08.00 | Low | 2005-11-11
g;’;gﬂa” Chorionic Gonadotropin (hCG) Test 825-300 875-300 12.05.02.05.00 | Low | 2006-11-11
ga*n“;??é'f?é’;'ﬁgfh%?f ?gtsrtcgi;sgﬁendm B825-300 | BB75-300 12.06.02.05.00 %M%
Rapid B-Human Chorionic Gonadotropin (Rapid 3325-300 12,05.02.05.00 /gl’:h" ¥ 2005-11-1 s _::r
=3
I |
\%%\\% w ;_LS.-
it

: L "“91‘3;

R
ep{’eu'cﬁ‘ '.Udl‘-

=




2013-09 DoC_MB_v08]

8 Declaration of Conformity 5 3 5f 5
y age: 30

=) Menobind Inc. 9

e i | A B (1 -
-hCG) Test System
Human Chorionic Gonadotropin (hCG) , Human
Prolactin (hPRL), Human luteinizing Hormone 082
(hLH), Follicle Stimulating Hormone (FSH) 8325-300 8375-300 12.05.01.90.00 | Low 2006-08-24
Fertility Panel (VAST) Test System
Alpha-Fetoprotein (AFP), Human Charionic
Gonadotropin ( hCG ), Unconjugated Estiol (u- 8525-300 B575-300 12.05.01.90.00 | Low | 2010-08-29
E3) Triple|Screen (VAST) Test System
Pregnancﬂl Associated Plasma Protein - A 13-09-
(PAPP-A) Test System 7926-300 | 7975-300 12.05.02.10.00 | Low | 2013-09-16

S 5 aee LI Al 24 i G 4

Steroid sl f {f'»-‘g”@i‘ﬁf;.gf‘z;_*f';: ffidte _ ;
Cortisol Test System 3625-300 3675-300 12.06.02.04.00 | Low 2005-11-11
DHEA-S Test System 5125-300 5175-300 12.05.01.02.00 | Low 2010-D6-29
Dehydroepiandrosterone (DHEA) Test System 7425-300 7475-300 12.05.01.02.00 | lLow 201 1~DE}~2E_
Estradiol (E2) Test System 4925-300 4975-300 12.05.01.03.00 | Low | 2010-06-29
Unconjugated Estiol (u-E3) Test System 5025-300 5075-300 12.05.02.02.00 | Low | 2010-06-29
Progesterone Test System 4825-300 4875-300 12.05.01.06.00 | Low | 2010-06-29
gs:t:!:]rm@ne Binding Globulin (SHBG) Test 9125-300 9175-300 12.05.01.09.00 | Low | 2013-09-18
Testosterone Test System 3725-300 3775-300 12.05.01.10.00 | Low | 2007-11-01
Free Testosterone Test System 5325-300 5375-300 12.05.01.10.00 | Low | 2010-06-29
17a-0OH Progesterone Test System 5225-300 5275-300 12.05.01.07.00 | Low 2010-06-29
17a-0OH Progesterone - S| Test System 9925-300 9975-300 12.05.01.07.00 | Low | 2010-10-18

TE

Growth & Bone Metalﬁélisrﬁ

Growth Hormone (hGH) Test System 1725-300 1775-300 12.06.04.02.00 | Low | 2005-11-11

Paralhyroid Hormone (PTH) Test System 9225-300 | 9275-300 12.06.03.13.00 | Low | 2011.09-26
gﬁ;ﬁgﬂ“”‘w“am'" D3 (Vitamin D3} Test 7725-300 | 7775-300 12.06.03.10.00 | Low | 2011-09-26
Diabetes . . . !

Insulin Test System 2425.300 | 2475-300 12.06.01.03.00 | Low | 2005-11-11
Rapid Insulin Test System 5825-300 12.06.01.03.00 | Low | 2010-06-29
C-Peptide Test System 2726-300 | 2775-300 12.06.01.01.00 | Low | 2006-11-11
Insulin - C-Peptide (VAST) 7325-300 | 7375-300 12.06.01.03.00 | Low | 2005-11-11

Cardiac Markers

CK-MB Test System 2925-300 2575-300 12.13.01.02.00 | Low 2005-11-11

Troponin | (¢Tnl) Test System 3825-300 3875-300 12.13.01.07.00 | Low 2005-11-11
Digaxin (DIG) Test System 925-300 975-300 12.08.01.01.00 | Low | 2005-11-11 |
High Sensitivity CRP (hs-CRP) Test System 3125-300 3175-300 12.13.01.980.00 L% 1
Myoglobin Test System 3225-300 | 3275-300 12.13.01.05.00 | ]

Y >
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AH.‘IGIB??I# a® ,qr]:irﬂ? Itemi#t QSure ffe: First date of
Device types bggféz i ’.CUA . Control -'f?i!;:t;'m S cod dr;m;-’;’j;
Microwells Microwells
Infactiot_zi_s_ Diséas_:_as ;' = L
Anti-H. Pylori IgG Test System 1425-300 1475-300 15.01.04.03.00 | Low | 2005-11-11
Anti-H. Pylori IgM Test System 1525-300 1575-300 156.01.04.03.00 | Law | 2005-11-11
Anti-H. Pylori IgA Test System 1625-300 1675-300 15.01.04.03.00 | lLow 2005-11-11
Cancer Markers e S i :
Alpha-Fetoprotein (AFP) Test System 1825-300 1975-300 12.03.90.01.00 | Low 2005-11-11
CA-125 Test System 3025-300 3075-300 12.03.01.06.00 | Low | 2005-11-11
CA 15-3 Test System 5625-300 5675-300 12.03.01.02.00 | Low 2010-06-29
CA -19-9 Test System 3825-300 3975-300 12.03.01.03.00 | Low 2005-1 1-11_
Carcinoembryonic Antigen (CEA) Test System 1825-300 1875-300 12.03.01.31.00 | Low | 2005-11-1 1_
?'fg;?f;::{ E‘S‘;‘;":egfmi“"e"‘m""ic it 4625-300 | 4675-300 12.03.01.31.00 | Low | 2010-06-29
;éieciéf%:?g}:f;f“ Chorionic Gonadotropin | 500 400 2075-300 12.03.01.90.00 | Low | 2005-11-11
A]IérQY‘E'Anérlﬁ'a o s i .
Ferritin Test System 2825-300 2875-300 12.07.01.02.00 | Low 2005-11-1 1_
Folate Test System 7525-300 | 7575-300 12.07.01.03.00 | Low | 2010-06-29
Immunoglobulin E (IgE) Test System 2525-300 2575-300 12.02.01.02.00 | Low | 2005-11-11
g;asr:::rrln SoluBlelRgapigF Bl 8625-300 8675-300 12.07.01.06.00 | Low 2010-06-29
Vitamin B-12 (B12) Test System 7625-300 76756-300 12.07.02.04.00 | Low 2011-09-26
Folate, Vitamin B-12 (VAST) Test System 7825-300 7875-300 12.07.01.00.00 | Low 2013—09;?
Miscellaneous Controls =~
Anti-Thyroglobulin (Anti-Tg), Anti-
Thyroperoxidase (Anti-TPO) Control — Positive AIT-101 12.50.01,16.00 | Low 2010-D6-29
& Negative |
High Level Fertility Control — Single Level —
Progesterone, Estradiol, Human Chorlonic FC-300 12.50.01.16.00 | Low | 2010-08-29
Gonadotropin
Maternal antrql —Tri Level - Human Chorionic ]
Estriol |
Thyroglobulin (Tg) Control - Tri Level TG-300 12.50.01.16.00 | Low 2010—0&5
H. Pylori IgG Control -- Positive & Negative HPy-1gG-300 12.50.01.16.00 | Low | 2010-06-29 |
H. Pylori IgM Control — Positive & Negative HPy-IlgM-300 12.50.01.16.00 | Low | 20130916 |
—I-I. Pylori IgA Control — Positive & Negative HPy-lgA-300 12.50.01,16.00 | Low | 2013-09-16 |
Ing;cl)id Binding Globulin (TBG) Control — Tri- TBG-300 12.50.01.16.00 | Low | 2013-09-16
Miscellaneous Instruments
Autoplex ELISA & CLIA Analyzer INQDG 21.02.10.01 Low 2010-06-29
Autoplex Generation 2 ELISA & CLIA Analyzer INOOB-2 | 21.02.10.01 ol FHY-16
Lumax CLIA Analyzer INOOH 21.02.10,01 ; Ol
Nea-Lumax CLIA Analyzer IND10 21.02.10, 3 ow 2011-0 _%
¥ " :
[
K:%' “%@ wh ‘g 4
\N
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Y : Declaration of Conformity Page: 5 of 5
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Impulse 2 CLIA Analyzer INOOS 21.02,10.01 Low | 2006-08-24
Impulse 3 CLIA Analyzer INDO7 21.02.10.01 low 2010-06-29
Lumax86 CLIA Analyzer INOD4 21.02.10.01 - Low 200?--03—01_
LuMatic CLIA Analyzer INOOB | 21.02.10.01 | Low | 2011-09.26
Eldex 3.8 ELISA Analyzer IN0O3 | 21.02.10.01 | Low | 2007-09-10
Neo-Eldex ELISA Analzyer INOOS | 21.02.10.01 Low | 2011-09-26
PrisMAtic ELISA Analyzer INO13 | 21.02.10.01 Low | 2013-09-18
Plate Washer Microplate Washer INGO2 21.02,10.01 Low 201(]‘0&29

WDERE L0
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VECTOR ZAO “Vector-Best” Rev. 01 J

m EC Declaration of conformity Page 1 of 4 ‘

EC DECLARATION OF CONFORMITY

AO “Vector-Best” hereby ensures under own responsibility and declares that the products
listed on pages 2-4 are in conformity with applicable provisions and fulfill the essential
réquirements of Annex | Directive 98/79/EC of 27 October 1998 regarding in vitro diagnostic
medical devices.

Classification of products: Other devices (all devices except Annex Il and
self-testing devices)

Conformity assessment procedure: Annex {1l (not including section 8).
Manufacturer: ZAO *Vector-Best"

Address: AHC, Koltsovo,
Novosibirsk Region, 630559, Russia,
Tel. +7 (383) 363 20 60,
Fax: +7 (383) 363 35 55

European authorized representative: Bioron GmbH,
Rheinhorststr. 18, D-67071
Ludwigshafen, Germany.
tel.: +49 (0) 621 5720 915,
fax: +49 (0) 621 5720 916

Da‘te: 2013/04/12 Murat Khusainov
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ZAO “Vector-Best”

Rev. 0]

EC Declaration of conformity
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|23,

Echinococcus-lgG-EIA-BEST

No. Product name Identification data
1. |Vectohep A-IgM \EHEA kit for determination of IgM to hepatitis A D-0352 ?
i e A ELISA kit for quantitative and qualitative
2.| |Vectohep A-lgG determination of 1gG to hepatitis A virus D-0362 r
3.  |Vectohep TTV-IgG ELISA kit for determination of 1gG to TT virus D-0802 i
4. |Vectohep E-lgG EL.J?A kit for determination of 1gG to hepatitis E D-1056 ‘
5. | Vectohep E-IgM \Elr_th kit for determination of IgM to hepatitis E D-1058 !'
|
6. |Vectohep G-IgG \Elr-tEA kit for determination of 1gG to hepatitis G D-1952 |
] ELISA kit for determination of IgG to infectious ]
7| |LymeBest-lgG borreliosis agents D-1452 |
. A ELISA kit for determination of IgM to infectious| !
8. | [LymeBest-IgM borreliosis agents sy ¢
9. |RecombiBest antipallidum-lgG ELISA kit for determination of IgG to Treponema D-1852
. pallidum
10 RecombiBest antipallidum- ELISA kit for determination of total antibodies to D-1856 i
| | total antibodies Treponema pallidum i
RecombiBest antipallidum- ELISA kit for determination of IgM to Treponema ‘
11. D-1858
igM pallidum |
4o | RecombiBest antipallidum- ELISA kit for determination of total antibodies to D-1857
| 7 |total antibodies Treponema pallidum
15 ELISA kit for determination of IgG to herpes sumplex
13. | VectoHSV-1,2 - IgG virus types 1 and 2 D-2152 \
- I
14. | VéctoHSV - IgM ELISA kit for determination of IgM to herpes simplex D-2154
, virus types 1 and 2
a. ELISA kit for determination of IgG to human herpes
15. | VectoHHV-8 - IgG virus type 8 D-2160 |
A ELISA kit for determination of IgG to human herpes
16. | VectoHHV-6 - IgG Virus type 6 D-2166 ‘
17 Ureaplasma urealyticum — ELISA kit for determination of IgG to Ureaplasma D-2254 |
| IgG-EIA-BEST ureaiyticum antigens
18 Ureaplasma urealyticum — ELISA kit for determination of IgA to Ureaplasma D-2258 ‘
|| IgA-EIA-BEST urealyticum antigens )
19. | VectoParotitis-lgG ELISA kit for determination of IgG to parotitis virus D-2602 |
20. | VectoParotitis-IgM ELISA kit for determination of IgM to parotitis virg i
21 Toxocara-lgG EIA-BEST ELI'SA kit for determination of 1gG to
antigens i
Oplsthorchlas:s — lgG-EIA- ELISA kit for determination of 1gG to opist
22. .
BEST anhgens _____
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antigens

ELISA kit for determination of IgG to Ascaris

24, | Ascarid-IlgG-EIA-BEST lumbricoides D-3452
T T ELISA kit for determination of 1gG, IgM and IgA to :
25. | Lamblia-antibodies-EIA-BEST Larhblig antibodies D-3552 |
| - ELISA kit for determination of IgM to Lamblia i
26. | Lamblia-IlgM-EIA-BEST artibodias D-3554 |
27. | Lamblia-antigen-EIA-BEST | ELISA kit for determination of Lamblia antigen D-3556 |
28 Helicobacter pylori-CagA- ELISA kit for determination of total antibodies to D-3752
" | antigen-EIA-BEST CagA Helicobacter pylori )
_FlA. ELISA kit for determination of concentration of
o5 | IOHEEINEBEST thyroid-stimulating hormone ASSEEE .
oy ELISA kit for determination of concentration of total i
30. | T3 total-EIA-BEST trilodothyronine X-3954 |
31. | T4 total-EIA-BEST ELISA_ kit for determination of concentration of totali X-3056
thyroxine |
" LEIAL ELISA kit for determination of antibody ‘
. | Ant-TFO-EIA;BEST concentration to thyroperoxidase A-85E8
_ ELISA kit for determination of concentration of
A [PARR-ARIA-BEST pregnancy-associated plasma protein A D=4ls8 1
34 Mycoplasma hominis-IgG- ELISA kit for determination of IgG to Mycoplasma D-4357 i
™ |EIA-BEST hominis ) |
35 | Mycoplasma hominis-IgA-EIA- | ELISA kit for determination of IgA to Mycoplasma D-4358 |
' |BEST hominis ) |
25 Mycoplasma pneumoniae- ELISA kit for determination of IgG to Mycoplasma D-4362
~' |1gG-EIA-BEST pneumoniae i
37 Mycoplasma pneumoniae- ELISA kit for determination of IgM to Mycoplasma D-4368 |
" | IgM-EIA-BEST pneumoniae i
e ! _ _ ELISA kit for determination of IgG to Crimean- N
%6 ['Veciociimean — CHF -G Congo hemorrhagic fever virus B=50%2
’ ELISA kit for determination of IgM to Crimean-
39. | Vectocrimean — CHF — IgM Congo hemorrhagic fever virus D-5054
40. | CEA-EIA-BEST ELISA kit for determination of concentration of | T.8454 !
carcinoembryonic antigen
ElA ELISA kit for determination of concentration of
41. | AFP-EIA-BEST Alpha-Fetal Protein | T-8456
ELISA kit for determination of concentration of ‘
42. | CA-125-EIA-BEST oncomarker CA-125 { T-8466 |
43. | CA 19-9-EIA-BEST 1Eé__|§A kit for determination of concentration of CA T-8470
: ELISA kit for determination of c‘ggéentration e
s |[CA s SEIAREST oncomarker CA 15-3
45. | NSE-EIA-BEST ELISA kit for determination of concentrati

neuron specific enclase
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ELISA kit for determination of concentration of

troponin |

5 i E|A- S L
46, | Ferritin-EIA-BEST ferritin T-8552 |
47. | I1gE total-EIA-BEST E;LEBA kit for determination of concentration of total A-8660 ‘
48. | IgG tota-EIA-BEST lEglfll‘uSA kit for determination of concentration of total| , oc) |
49. | IgM total-EIA-BEST Ebl]SA kit for determination of concentration of total A-8664 |
50. | IgA total-EJA-BEST I%I;BESA kit for determination of concentration of total | A-8566
ELISA kit for determination of concentration of
51. | Gamma-Interferon-EIA-BEST gamma-interferon A-8752
; ELISA kit for determination of concentration of
52. | Interieukine-4-EIA-BEST Interleukine-4 A-8754
_ _El1AL ELISA kit for determination of concentration of
5§ | AlphardiNGEEIABEST alpha-tumor necrosis factor _. =B g0
y FlAR ELISA kit for determination of concentration of
54. | Alpha-Interferon-EIA-BEST alpha-interferon A-8758
. ELISA kit for determination of concentration of |
55. |Interleukine-8-ElA-BEST Interleukine-6 | A-8768 |
: ELISA kit for determination of concentration of ! ;
56. | Interleukine-2-EIA-BEST Interleukine-2 A-8772
. . . . T — |
57. | Procalcitonin-EIA-BEST ELISA 'klt.for determination of concentration of’ A-9004
procalcitonin
, ELISA kit for determination of concentration of N- | N
98. | NTproBNP-EIA-BEST terminal prohormone of brain natriuretic peptide E A-9102
59. | Troponin I-EIA-BEST ELISA kit for determination of concentration of | 79106 |



mdc medical device certification GmbH

YOOCTOBEPSET, 4TO Ha NpeanpusaTun

BEKTOP

vB/E/C/TA

AO «BekTtop-Bect»
630559, HoBocubupckas obnactb, p.n. Konsbuoso,
Hay4yHo-npoussoncTeeHHas 30Ha, kopnyc 36, k. 211,
Poccuitickas ®egepauus

C NPOUIBOACTBEHHLIMU NNoWanKkaMmu cornacHo MPUNOXKEeHU K CepTMCbI/IKaTy
NpUMeEHUTeNbHO K obnactam

NpoekTupoBaHue U pazpaboTka, NPOU3IBOACTEO U peanusayusn
MeAULMHCKUX Uapenuii in-vitro AnarHocTuku
(NMUP, UDA, Buoxumun)

Bbina BBEedeHa N NpUMeHsaeTcs
CUCTEMA YTMNPABNEHNA KAYECTBOM

I'IpOBe,quHaﬂ npoBepKa CUCTEMbl yrpaBrieHUs Ka4ecTBOM nokagana,
4YTO AaHHaa cuctema COOTBEeTCTBYeT TpeﬁOBaHMﬂM CTaHOapTa:

EN ISO 13485

Wapenus meanumHckue — CUCTEMbl MEHEIKMeHTa KaYecTBa —
Perynupytowiie cuctemHele TpebosaHus

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Harta Bblaauu

Cpok geiictaus go
PervctpaymonHeiii Ne
Ot4et Ne

WrytrapT, Fepmanus

6’/.

PykosoguTens cepTuhukauuoHHoro opraHa

madical device carlification

mdc medical device certification GmbH
Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10
Internet: http://www.mdc-ce.de

2018-07-13
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(DEA,BPAAI:HAJ’:I cfxma 110 HAASOPY B COEPE 3APABOOXPAHEHMA
_ (pocwmmsop)

REI’HC«TPAU,HOHHOE Y,EIOCTOBEPEHHE

~ HAMEAWUMHCROE U3/EJIUE
ot 07 nekaps 2015 rona Ne ®CP 2011/11306

Ha Memaackoe mma
! ; Kpacm‘em Azyp-i%omﬂ no Ptmammemomy (Maaaﬁ&mﬂ’)
o TY 93989003-29508133-2011

Hacmmuee pemcxpaunomme yndfzmepeﬂne BBIIAHO
éee urparmqelmoﬁ o‘rsmmermcmm "MHmiMen"

= Hpoazae;wrem
: O&nfemﬁ () orpanuqeuno& orseTerBeHnocTLI0 "MunnMen"

241520 ’Bpsmexan oﬁ;nacm, prm:mlﬁ paiiou, ¢. Cynowneno, yi. occeiinan, 1. 17A

Mectra npcuano;;cma MEIHIHHCKOrO a:mem
‘f241520, Bpsmckasn oﬁaam; 'Spmlc!mii paifum, ¢. Cynoseno, nep, Komcomonnexuii,
A7, kopm.2-a 0 i

Homgp-pemcrpauuoﬁﬁordﬁﬁocﬁe Ne P/I-9275/51846 o 18.11.2015
Bua MespuuncKoro usaenus 232730

Kiace nomzruﬁanwom PHCKa TPUMEHEHUS MEAHLMHCKOrO H3zenns 3

(000 "MuunMen"), Poccus, gle ‘ <

5 Kcux Oﬁmcpaccﬂﬁcxom maccmpﬁxampa nponyxtmn JUIS METHIHMHCKOTO H3neaws 93 9816| ) --;;- 7

|
4
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PeareHThl ANA onpefeneHnsa rpyninbl KOOBKU HesroBeka, npousBoauMbIe

. 000 "MeguknoH", 3aperncrpupoBaHsl MUH3ApaBcoOLpazBUTUSA PO 1
| BknioueHb! B PeecTpe npenaparoB, UCNONL30BaHUE KOTOPbIX

| Pa3speuweHo B 6oNbHULAX, CTAHLMAX NEPeNUBaHUS KDOBM U rmx
' neye6GHO-NpodunakTMYecKUX yupexaeHnax 6es UCKMHoYeHUs.

Bce nnaHweTs!,
Lwraruebl, nonurntoknH33% u LIOJTMKITOHbI npoussoanmeie OO0
"MeauknoH" He noanexaT o6s3aTenbHON cepTudmrkaLmm.

000 "MenmukmnoH" coszmano B 1999 T. W sBiseTcS OTHHM M3 TPeX KPYITHBIX
PoccuificKuX Npom3BomHTenell NONMHOM IAHETH pEareHTOB /s OIIpeNIeICHHsI
TPYNIIOBOY NMPUHAIIEKHOCTH KPOBU U pesyc-dakropa —A,Al,Acn,B,AB, JILE,C.e.c. n
Kem.

OcHOBHOM 1enbio Hamed paGoTHI ABNACTCH CHAGKEHHE KITHHHKO-IUATHOCTHIECKIX
naboparopuit GONBHAL ¥ CTaHOHI IepelHBAHUS KPOBU pearcHTaMy Jyis
THIIMPOBAHUS TPYINIl KPOBH U pe3yc (pakTopa,a TakKe BCEMU HEOGXOMMMBIMH IS
9TOH paboTEl PacXoaHBIMU MaTrepHuajaMu.
Jnst pacacoBku peareHToB Hamu B 1999 TOJly BIIEPBEHIE NPUMEHEHBI IIACTUKOBBIC
(hIIaKOHBI-KaTENBHHIBL, YTO HE TOJBKO YROOHO s paGoTEl B 1aGOPaToOpuu , HO W
HCKIOYACT 3arpsA3sHCHUE peareHTOB, BO3MOXHOE IPH MCIIONB30BAHHM ITHIETOK,
Teneps sTOMy mpuMepy rocnefoBamy 1 Apyrie Poccuiickue KOMITAHHU.

KauecTBo Hammx pearenTos sigercs obuienprsHaHubiM. OHU UMEIOT BBICOKYFO
aKTUBHOCTb ¥ CTAOMJIBHOCTB , YTO JOCTUTAETCS TINATEIbHBIM BHYTPEHHEM KOHTPOJIEM
1 KOHTPOJIEM CO CTOPOHBI YIIOMHOMOYEHHBIX OPraHU3allUil , B 4aCTHOCTH,
Mockosckoit I'CITK.
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NMACHOPT-CEPTUDPUKAT anXw‘ﬂﬂmxwm
Ha «Habop pearenTos arg onpeseseHus rpynn Kpaeu yehok

NACNOPT-CEPTUDTHKAT NPOU3IBCAUTEAS
Ha «<Habop peareHTos arg onpeaeschus FPYMNN KPOBH YEACBEKa
cuciem ABO, Pesyc u Kell no TY-9398-101-51203590-2009

i
S e S _ T TCRCcTEM ABO, Pesyc a Kells o TY-9398T0T-5 TR0
(LLOAMKAOHB ~ AHTH-A , AwTH-B 1 ATU-AB ) | CLOAKAONE! WA Wil p il

)
e o . . Faivian
Haume - Hoaukior Aurtu. e - . N ) - ’ o - E
HoBanwe: [loaukior AuTu-B so Drakonax o J0 M1 ¢ cUHnMY KDBIIUKAMK Hanvenorauue: Lonukaon AHTH-A 30 praxonax 1o 10 mi ¢ KPacHLIMHU
Cepus: 282211 OKII: 939816 KDBIUIKEMH
|
Foaen: ] rosbps 2020 r Cepus: 282111 OKIl: 939816
A 6p2 2020 r. O6sem cepun: 10000 ma.
Eaumuna: 100 « . - Comen: 1 voabps 2020 ¢ = . ) -
ey 00 Macnopr: T=1$-11-92 6727.11.2048 - | 1 Ofnen cepuu: 10000 sx..
Komuuecreo ey 50 Eamnuua: 100 v Hacnopr: T-18-11-91 0122.11.2018
: HavmerHcecumss XORCKTERHETULG HODMB! Peayastomol | ; — - ——=
noKoIaTEAs b s O i mnc.asémg@%ﬁ@ 30 XOADCKTEPUCTARG HODME! i PezyactOibl
I, BHeWmmi s0a m _ IOKSICTeAR | wmcnsnaHui
i1 UGAMKACH aHTM-A IMPO2DCYHOS KUAKOCTE KDOCHORD LESTG Cooreercrayer _ T_ AmImEIs_\_ s N 0 e aver
i Kn 1~ i 4t T ; STCTBy ST
1.2 LoA4KAOH GHTI-B {MPO3DAYHAS HMAKOCTE CUHErD LEeTa e _ﬁo>s_§ OH QHTK A ___._.oouuo,fou KWAKOCTH KPOCHOIO USETG QOTBETCTBY
13 Usauxaon CHTW-AB {00300 Ha BecUseTHAR MUAKDCT:. 2 UOAMKAOH GHTW- HIPO30AYHAS KVAKOCTh CuHero useta,
. i 2 DA Ok Gl fl 3 . H ; =T,
2 Cepoaormieckne LloAnkaGK OHT-A  HE AGAXEH AOBTTH M,c LoankaDs GHiu-AB : POPO4HOR m,mw_..._mmﬂm.ﬂz Xsb._m.or.r —
CsohCTE OIfAISTARGIIAA € SPUTHSLIMTGMI Toyff BUlIl) | Cooisercrsyst Eeporomisciiie OMAKAOH OHIA”HE AOAXEHHGBOTS * - ..
27 Crieundwinocrs b OC3 CBOMCTBG QIFAIOTUHALLK C 3PMTOOUMTAMM FPynn B(Hl]) CooTseTCTsvET |
8 iH | AL I
. Leniknon Srin-E He aosen aaser | Coomercrayer | 121 CnewncousnocTs n o
CITAOTA G o SD#TDOUNTS Y FoYnn Al i _ UOAUKADH GHT-3  He sonKeH AcaaTs Coorsercrsyet
: h s Coomsercraver QIFAIOTUHALIAY C 3PUTDOUMTAMI FRYAN A(IL) 1 |
w3z PR AT DY OB ORI A O GHTIAS HE AOAMBE ALIGTE. i ! : R [ G : : Coorgercrayer |
i crRocoBReeTy ASTRHOUMI £ SDUTR O A (Y O | Coovsercrayer ] 122 I SrAQFTARTUHMPYIOWAS | LLOAMKAOH OHTM-AB He AOAKEH AQBQTH f
Bid - pEeLi IR L ST O ST N T RSO T5e . _
AM AT DL e e 17 i 10 cekyrna | 1 CNocodHOCTs QITAIGTMHALMM C 3PUTROUMTOMU rRYNL: O CooveetciayerT !
HoLTes H: B € COBTSRTOTEI LA ‘ ATTAISTHOLS Ha NAGCKGCTTY 10 cekysa |
23 Tmin ) DRAKACHGRM  A0A¥RG  Nofsutecs  ue Coovsercrayar Jin : { SPUTPOLMTOR Al 1 B C coometcTayiOUIMMY e =
|nosanee 10 cex. Nocas cMmeLLMEHNS 132-164 | 123 Tap [HOAMKACHOMM  AOAXHO  nOsBUTSCS  He| Coomeercraye
: Jr:u Wontintse: arh. g oor " ' i |no3aHee 10 cex. NnocAs Cmetmeasns 1:32-1.64
| QI ARTUHOLIMU O AADCKOCTH cf Coctsercisyer | m.?:u Uoamknoko  arm-A 8 peakum
PUTPOLMTOM rpyrnel A 1332 - 1:54 164 ' ! | QITAIOTUHALIMI HO NAOCKOCT! c| Cooraercreyer |
A | : ’ : i 3puT Y Y 132 - 1 3
wTp  UoaukaoHa  antw-B B peakumu _ ! __ww_\_ Dom:qo,.ss rRynNs! .>m__.\m_ 32 - 1:64 g 1:64 _
TAIOTAHQLMM Ha TIAOCKOCTM c{ Coctserciaysr | i w_ﬂ_ P _ ConaxaoHa ontu-B 3 peokum 5 S—
i " . : T T A 30T uH O tay £33 riteia LTV & i T8
| SpMTDOLMTGMM TRy RSt B 1:32- 154 i ey T - R eeT coESICTaYeT 4
164 ; . DTROLLSTON TRy BT e 1:32-1:64 |
[ TATE LIOAURAGHE CrIG-AS 5 BEGKiIm . : &4 L S
. x . & E.,O,.,v._mbm%mu, !
84 1 301 | TIFARHHG- Ly =58 TADCRSC T : |
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NACTHOPT-C EFTUPUKAT NPOUN3BOAUTENS
+a «Habop pearenTos aas onpeAeAeHua rpynn KPoBK HeAoBeKa
T encTem ABO, Pesyc mkells o Ty=9398-101-512035%90-2009 ~ -
{ LOAUKAOH AwTu-D Cynep )

:m:so:owwzzn. Eo.@:ﬂo >3,: D Ov\dmv BO e._mzommx 1o 10 mx ¢ 3€/1eHBIMU
KpBIIIKaMY

Cepnsi: 281411 OKII: 959816

Tomen: 11 Mnxmmu» 2020 r. ___Obnew cepun: 10000 M1

Eaminna: 100 v Macaopr: T-18-11-90 ot 19.11.2018

Konnuecrro exuuuy 50

XapakTepueTuka HOpMst no TV | Pesyavtars

._ Immznmowmxxm _
HOKA3aTeNs |

| UCnbiTaHui
Brensnuii gy tai Npospaunas cierca OKpalIEHHAA KWiHIKOC T .

CooTaercrayer

12, Ceposioruueckue :

CBO¥cTRa
2.1 CneunduuuocTs

i Hoamk o8 AnTu-D Cynep ne 207men
_ m?._éq:mxwowmu & D{~) 3putpouuTsi.

Cooreetcrayer

i22T EMarTATHREPYIOILAS

i N cm.:zmm PEAKUHS ArrI0THHAUMK 107KHa
CII0CODHOCTE

{ HACTYNATL B TeyeHue 30 cex. nocae
| CMZLIKBakkA pearetira ¢ D(+) PUTPOLHTaAMM

1 Coorgercrayer
130 cex.

(2.3 Tutp

I
i
M_ﬂ DOTELTOTEYEY

Eavauua: 100 mx

>
MERHKOH

127276 MOCKEQ BOTORUYECKSR ya 35, TV (495) 231-2273

NMTACNOPT~-CEPTUSPHNKAT TNPOU3B a.u TEA
.. ..Ha «Habop pearenTos AAs onpeaeaenus rpynn KpGE fijeAoB

cuctem ABO, Pesyc u Kell- no TY-9398- a._.lm;lm.J‘ 902 395 om«
(LOAVUKAOHbBI  AMTH-A . AHTM-B 11 AnTu- b,/vwh«...u_u

Emssnzowmm_\_m- quxgom >r.§ AB
Cepusi: 081211 OKII: 959816

Fogen: 1 Hos6ps 2020 r. O6bem cepuu: 10000 yor,

Hacmopr: T-18-11-92 0727.11.2018

Koanuecrea o a6

HoumerosaHue XOPOKTERHMCTIKG HOPAME! PesyabTathl
noKG3aTERs MCObITaH®Y
i. BHelHWS s 1
11 Uoamkros anTu-A NMPO3PaYHAR KMAKOCTE KDACHOrD UBETC Cooreercrayei
1.2 UOAMKAOH QHTU-B MpO3paNHas XKmaKOCTs cuHero usera.
1.3 LoAMKAQH OHTU-AB (D0ICCHHOT DECLBeTHE KUAKSTT
2. Cepoaormeckve LLOAVIKAOH OHTU-A  HE AGAKEN ACECTE
CBOWCTRA QTARTVHALY C SEUTPOUUTaMM rpynn BAIl) | Cootsetcteyer
2.1 CneuvdomyHoCTs ZRe()] i
LLOAUKAOH GHTW-B  He AOAXKEH AGBOTL CootsercTsyer |
QITAITUHALMWK C SPUTROLMTOM: FRYNN AQL) v !
oy CoorsercreyerT |
2.2 TeMCITATUHMPYIOIAS | LOAMKAOH QHTM-AB He AsAKEH AQBCTH | I

| QITARTVHALMMY C SpuTpoumTamin rpynnel O | CooteeTtcTayer
) AT AIOTUHAUWS Ha NAGCKGCTH 10 cexyra |
| 3puTpoUMTOR Al 1 B ¢ COOTRETCTBYIOLLIMAMA | |

CNOCOBHOCTL

jHOAMKAOHOMY  AOMKHQ  NOSBMTSCE 4@ | Coomaarcrayer |

23% I
ino3aHee 10 Cek. NoCAe CMEeLLMBaHMS 1:32-1: 64 _
ITwip  UoAMKAOHO  aHTW-A 8 peakumu |
|oraloTHoUAM e Aaockocm  c| CoorsercTeyer
| SPUTROUMTaMI IDYNNE A 1:32 - 1:44 1:64
?Eu Uoasknono  amw-B 8 peckumns
: SITACTAHOL HO MADCKOCT# c | CooTsetcrsyer
uur%naﬁsﬁﬁs mmfiovﬂ?_u 1:32-1: 64
on e Jr..r |
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SUBSRYRILaY
~oSobaropen OO0 avis A

M.E.Oos0an




Zmbxx:OI

127274 Mocksa, BoTorudeckas YA 35 T\cb (495) N:

MACNOPT-CEPTUPUKAT _._m_.

Ho «HaBop pearenTor aas onpeaseAeHun rpy
cucTem ABO, Pesyc 1 Kelly no TV-9398- 6/

{ LOAMKAOH Antu-Kell ﬁﬂ_m/

PermeTpoumon-os yAaDCTOIEREHWE Ne RCF mOovBmEc or on./ \,....w

Im:sﬁ.owm::n- EQ.EE.E: Anrn-Kell O<:ﬂu

Cepus: 181711 OKIl: 939816
Yoaen: 1 nosbps 2020 r. O6bem cepun: 10000 .
Rawnnna: 100 M3 Nacnopt: T-18-11-91 o1 22.11.2018

Komuyecreo eanuuuy 10

Hamvenosamue XapaxreprcTika HOpMEI 10 TY [ Pesymetarst !
AoRazatens | WCHBITaHHEA !
| !
L. Buyemauil oun Ilpospeunay wentozaras wan OBATEL MUTHROCT: | CooTEeTcTRVET
PasE o | 3 |
! ; =i
12 Cepomormueckue _
cBoficTBa _
.1 Creurdrynocts | Hommxnon Axtu-Kell CYTIED He NODKEH __noOmeAQEQ
AITIMOTHHADOBATE APHTPOLETH K(-) |
: 2.2 Femarrniotuimpyiowes eTxas peakmia arrmoOTMHALIMM HA MIOCKOCTH
| CNocodHoCTS _noﬁﬁm HACTYNaTs B TeueHue .mb.nnxr:onun CootBetcTByeT
| | cMemnvBaEns - T
“ 3
|22 ArtussocTs | Turp Lioanxaosa r.m,s ._..‘fuﬂnz Cynep s .u_. noﬁd TEVET _
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3uBeAyIGUIOS acBoparapsi _mnﬁ_
W .C.Opacea




Declaration of Confommity

EC Declaration of Conformity for In-vitro Diagnostic

Products

The procedure for EC declaration of confarmity was established on the basis of a full quality assurance system
according to EN 180 9001:2008 and EN ISO 13485:2012+AG:2012 aécording to the VD directive 98/79/EC

Arinex IV, except chapters 4 and.8. :

Name of manufacturer
Address:

corifirm that the following test strips for professional use
Name of product

Medi-Tést Glucose PN
Medj-Test Glucose
Medi-Test Gluecose 3
Medi-Test Glucose/Kston
Medi-Test Protein 2
Medi-Test Keton
Medi-Test Nitrit
Medi-Test Combi 2
Medi-Test Urbi
‘Medi-Test Combi 3
Medi-Tesl Combi 3A
Medi-Test Combi 5
Medi-Test Combi 5N
Medi-Test Combi 5S
Medi-Test Combi 6
Medi-Test Combi 6A
Medi-Test Combi 7
Medi-Test Combi 7L
Medi-Test Combl:8L
Medi-Test Combi 9
Medi-Test Combi 10
Medi-Test Comibi 10L
Medi-Test Combi 10 SGL
Medi-Test URYXXON Stick 10
Medi-Test Combi 11
Medi-Test Mikroalbumin

€

MACHEREY-NAGEL'GmbH & Co. KG

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

D - 52355 Dueren

Germany

Reference numbers

93017, 930965
93001; 93024
93003; 93026
93020; 93025
93004; 93027
93005: 93028
93008: 93029
93015, 93037
83012

93050

93007; 83030
93009; 93032
93035; 83036
93055

93018; 93078
93013; 93034
93010; 93022

83031
93021
93011; 93023
93056

93058; 93079
83067, 93077
93068; 930872
93080; 830871
930874

P MAGHERGY-NAGEL GinizH &
4™ DE/ Imemnational: © CH:
"""" Tel:  +49 24 21 969-0 < Tel:  +41 6238856 00
Fax:  +4Q24 21 969-169 Fax:  +4] 62 38855 0a

E-mail: info@mn-net.com E-mall: sales-ch@ran-net,com

(o, e» Naumann Maandes g, 6B~ 52085 Bean - Barrnany

FR: LS
Tel:  +33388 682268 Tel.:
Faxi +333886H( 7688 Fax:

E-mail: sales-frma-net.com
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¢ UCTEMA waonoumoﬂ CEPTHOUKALIHH
' «CMIK CTAHIAPT»
- Per. Ne POCC RU.31060.042K100

praf no cepTHURARNH
CPEI" Ne SMK STANDART.RU.0005
OSI!EK)CTBQ o orpmmqe}moi% (JTBET’CTBGHI IOC-'.FI;KJ
«MEXKIYHAPO/IHBIN LIEHTP CEPTUGHKALIAMY
A.upsn 19{}020 1. Camer-TlerepGypr, wa6. O6somoro kamarna, 1. 138, koprye |, odime 42 |
Ten +7)(8 12) 438-76-71 standart@iso-smk.ru
noxulmnma*ra uepmdmne,?a ﬂponegnﬁ*rc 5 peectpe Ha calite hitp://wwiwv.iso-smk.ru

s 7 -

CEPTH‘I’HKAT CG.TBETCTBI/ISI
© Ne ST.RU.0001.M0013380

i “ BLEAAH

i

OBIECTHY © OrpaHyueIiol 0TECICTBRHEACTHI0 «Arat- Mo
Appec: 105173, i Mocekea, yn. Tnannas, 4.6, ks.12
UMM 7719187311 OUPH 1037739078570

o Mara poaan: 26.01.2018 . Cpox neticrnmy qo: 26.01,2021 v,

- Hacrosunil cepradmwar yjlocrogepaer:
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- THE INTERNATIONAL CEHTIFICATION NETWORK.

Y www.lqnet-cerlificallon.com

A
“&'- IQNet, the association of the vorld’s first closs
cartification bodles, is the largest provider of management

System Certlfication in the world,
1QNet Is composed of more than 30 bodigs end counts
over [50 subsldiaries all aver the globe.

CERTIFICATO n. 4264/4/C
CERTIFICATE No.

Sl CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE | OPERATIVE UNITS

Via Lepnardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
ltalia

E CONFORME ALLA NORMA / IS N COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualitd/ Qualify Management Sysfem
| PER LE SEGUENTIATTIVITA . FOR. THE FOLLOWING ACTIVITIES
l EA: 29
Commercializzazione di prodotti del Gruppo: kit diagnostici,

terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagniostic kits, culture media for microbiology,
p!asz‘mf disposable labware, test tubes with predetermined vacuum and sterile needles.

Rilerirsi alla documenlazione del Sistema di Geslione per la Qualits aziendale fier Mapplicabliits del.raquisiti dalla norma di riferimento.
‘ Refor ta the documenialion of the Qualily Management System for tétals of application lo reference standard fequirements,

Il présante cerfificatn & soggetto al rispetio del d ICIM “Regal ) per |z cerlificazione dei siglémi di gestionie” e al celalivo Schema specifica.
The use and the validily of fhis cerificale shall salisfy ihe requi Is of the 10IM “Rulss for the cedification oFcompany management systems” and specilic Scheme.
Per informazion funtuali & aggiorate circa evenlusll variazioni intervanute nello stalo della certiiicazione dicui al presente carlificalo,
si prega di ¢ontattare Il n* telefonico +39 02 725341 o indirizzo e-mail info@ucum il.
For-limely and updatad information about any ehanges in ihe ceriification stalus reférred o in his cerificale,
plasse confact the number +39 02 725341 or email address info@icim.i.

Data emissione Emissione corrente Data di scadenza
Firsl issue Current issue Expiring dafe
18/01/2007 18/01/2019 17/01/2022

* oy

ICI
Piazza Don Enrico Mapelli, 75 20099 Seslo San Giovanni (M)

Joirm.it

=

1
N
o
§I Www.clsq.com

50 N

o SCQ NTCu4A CISQ & la Federazione Italiana dl Organismi di
:ﬂ; ) . . ] Certlflcazione del sistam| di gestlone azlendole
o Membro-degli Accordl di Mutuo Riconoscimento EA, TAF-e TLAC CISQ is the Italian Faderalian of management

Slgnatory of EA, TAF and ILAC Mulusl Recognltion Agreements system Certification Bodies
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3 IQNet, the assnriation of the worli's first class

s . certification bodies, is the largest provider af management
System Certification in the world.
IQNet Is composed of more than 32 bodies and counts
over 150 subsidiaries all over the glabe

CERTIFICATO n.
CERTIFICATE No.

S| CERTIFICA CHE IL 8ISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
ltalia

4265/4/C

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualild / Quality Managerhent System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

| EA: 29

| Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

Rilerirsi alla dacumantaziona del Sistema di Gestione per |a Qualit azisndale per 'applicabilita dei requisili defla norma di riferimento
Redar lo the documantation of the Qualily Menegement Syslem for delails of application lo referance slandard requirements,
Pes infarmaziani puniuali e aggiarnalg clrea eventusl variazion! inlervenute nello stato della cerlificazione di cui al presente certificalo,
si praga di contatfare il n® lelelonico +38 02 726341 o indirizzo g-mail info@icim.iL
Far limely and ugdated information sbaul any changes In the certification stalus referred lo in this certificate,
please confac! the numbsr +39 02 725341 or email address info@icim.il,

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01}2007 18/01/2019 17/01/2022
l U?
n@/h
ICIM S.p.A.
Piazza Don Enrico Mapellf;75 — 20099 Seslo San Giovanni (M)
Www.icimil

|
ACCREDIA

l."n\iﬂ.lT-_\Li-\'f-{O BHACCREDITAMENID

5

Www.clsg.com

e L}
SGQ N° do4 A CISQ & la Federazione Ttaliana di Organlsmi di

Certificazione del sisteml dl gestione aziendale
Membro degll Accordl di Mutua Riconascimento EA, IAF e ILAC CISQ is the Italian Federation of management

Signatory of EA, IAF and ILAC Mutual Recognition Agreements system Cerftification Bodies
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& ITALCERT

CERTIFICATO N° 5055GQ03

CERTIFICATE N° 5055GQ03

Si certifica che il
this is to certify that

Sistema di Gestione per la Quallta

Quality Manaqempnr System

messo in atto da
. implemented by

NUOVA APTACA S.r.l.
V|a I\/Ionte ‘Bianco, 4 = 1T 20900 MONZA (MB)

nella Sede Operativa di
Cperative Unit

Reglone Monforte, 30 = IT 14053 CANELLI (AT)

& conforme alla-norma
it isin comp//ance with (hé standard

UNI EN 1SO 9001-2015 (ISO 9001- 2015)

per i seguenti Processi
~cone erming the r’o)‘fowmg kindls of Processes

Gnstlone della: fabbrlca2|one ed i immissione in- commercio d| tamponi sterili
“peril prehevo d| campioni blolog|C| in orifizi naturali e in ambito chirurgico.
Progettazwne e fabbricazione di dispositivi medico diagnostaa per laboratori di analisi.
: Commermallzzazmne di dispositivi medici e diagnostici in vitro.

Commermahzzaz:one di artlcoll da Iaboratorlo

in /7aiura/ 0////( @ and in aurg:caf field. De.wgn and manufactur/ng of d/agnorz/c medical devices for /a/)oralor/pc
of ana/y_c/s Marketing of medical d/}d d/agno f/C devices in vitro. M;ff/(et/ng of laboratory articles.

II presente Certlﬂcato -3 soggetto al rispetto delle condmom stab|l|t<= dal Regolamenn per la ceru{lcazmne in vigore dpphLabIll
: This’ (_em//cne shall satish the reqUirements extablishipd-in the Rules for the certificatiop:in lorce applicable.
In caso di dnscordanza tra le lingue utitizzate nella’ traduzione deI contenuto del presente certlﬂcato fare rlferlmcnlo aIIa Imqua itallang
In cases of discrepancy be{ween the langua ges uced in {h g DERE Li

sae sis

it AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

' \ Dr, [ng.-f’ioberto Cusolito

‘ . 2

Data di Prima Emissione -+ DatadiPrima Emissioné IT_ALCERT Data di Rinnovo
(’i/‘;[ Issue Date, First Issue Daté ALCERT : Renewal Date
[1998-07-23 '/ 2011-10-30 2017-10-30

-Settore‘;!IAF 14 - 29’_:‘ & 4 ACCREDIA lx'

ULNTE ITALANOS D) ACCTEDITAMENTO

SGQ N 023A  PRD N® 1220
| . SGA N* 020D ISP N* 075E
| g 3 PRS N* 097C
ST T Cof Membro degll Accordl di Muluo Ricanescimanto EA, 1AF e 1LAC
Signatory of EA, JAF and HLAC Mulual Recognition Agreeinents

ITALCERT S rl | Vlale Sarca, 336 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsrl@legalmail it




ITALCERT

CERTIFICATO N° 505DM04

CERTIFICATE N° 505DM04
Si certifica che il
this is to certify that
Sistema di Gestione per la Qualita

Quality Management System

messo in.atto da
implemented by

NUOVA APTACAS.r.l.

Vla I\Aonte Blanco 4 IT 70900 MONZA (MB)
nella Sede Operativa dl S

- Operahive Unit

Reglone Monforte 30 — IT 14053 CANELL| (AT)

& conforme alla norma
s compliance. with:the staidard

UNI CEI EN 1ISO 13485 2012 (ISO 13485- 2003)

per i.sequenti Processi
concerming the following kinds of Processes

‘Gestione della fabbricazione e immissione in commercio di tamponi sterili
per.il prellevo di .campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.

Commercializzazione di dispositivi-medici e diagnostici in vitro.
Mand gement of manufacturing and placing on the market of qter//e tampons for sampling of biological specimens in
natural orifice and.in surgical field, Design and manufacturing of diagnostic madical devices for analysis laboratones.
Marketing: of medical and diagnostic devices in vitro,

Il presente Certificato & soggelto alTispetto delle. condizioni stabilite dai Regolamenti per. la certificazione in vigore applicabili,
This Certificate shall satishy the requirdments & nbfm"reu‘ in te Ries for the cattilication in force applhiable,
In caso di discordanza tra le lingue ulilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
in cases of diserepancy betwean the languages usad in the tanstibion of the content of this cecnficate, please refor to the fadan language

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

[MQ,,SL, CoSm

Dr. Ing Roberto Cusollto

Data di Pr|ma Emlssmne : Data d| Prima Emissione [TALCERT - : Data di Rinnovo
/ Fir,ct Issue Date ' Hrst Issue Date [TALCERT Renewal Date

2007—10—30 L7SEST 2011-10-30 2017-10-30
ACCREDIA 7%,

LEHIC IRALANG :Luﬁ CRLHIAMINTD

SGQ N 0234 PRO N° 1228
] ey =7 i 5GAN® 020D ISP N* O75F
F i uih PRE N® 097C
\ fof gty f Membro degll Accordt di Muluo Riconoscimento EA, IAF ¢ ILAC
ia3 B Skinatory of 64, JAF and ILAC Hutual Recagaltion Agreemants

ITALCERT S. rl |V|a|e Sarca, 336 = 20126 Milano (Mi} | tel. +39 0266104876 | fax. +39 0266101479 | www.ltalcert.t | italcertsri@legalmail it




DNV:-GL

MANAGEMENT SYSTEM
CERTIFICATE
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Anexa 1

Specificatie tehnica completata

Model: HolCARD CR-07

Produciitor: Aspel

Tara: Polonia.

Holter monitoring de tensiune arteriali:
Sistem de mésurare a tensiunii arteriale;
Diapazonul de misurare:

Specifcatia deplini solicitata

Specificatie Completati

Holter de TANI (tensiunca |1 buc.

Y I b Da -1 buc.
arteriald neinvazivi)
Set manjeta trei marimi 1 set. Da 3 marimi - 1 set
Acumulatoare reincarcabile | 1 set (2 buc) D
. a -1set
incluse
Cureaua si geanta} pentru 1 set. Da - 1 set
conectarea la pacient
Soft de analiza conform 1 buc.
necesitatilor descrise mai Da—1 buc
jos

Soft de achizitii a datelor cu posibilitatea:
Inregistrarea a numelui si prenumelui pacientului; DA
Posibilitatea de citire a datelor de pe Holter; DA
Posibilitatea de salvare a investigatiilor; DA
Posibilitatea de formare a raportului cu grafice, DA
histograme si tabel;
Posibilitate de descriere a concluziei de catre medic DA
direct in raport;
Configurarea intervalului de masurare; DA
Posibilitatea optional de convertare a raportului in DA
format Excel si XML;
Posibilitatea optional de transmitere de transmitere a DA
datelor catre un server local;
Analiza pacientului tip adult sau copil. DA
Tensiunea sistolica 60/70---250/260 mmHg DA 60- 260
Tensiunea diastolici 40/50---210/220 mmHg DA 40 -220
Tensiunea medie 50-260 mmHg 0 —300 mmHg
Ritm cardiac 35/40-240/260 batdi pe minut 20-240 batdi pe minut
Alimentarea baterie 2 baterii NiMH, reincércabile tip DA
AA; 1,2V>=1500/1550 mAh;

Dimensiunile 10X10x4 cm 9(aproximativ) DA
Greutatea 200 gr (aproximativ) DA
Tip pacient: Adult/copil DA Adult
Displei pentru vizualizarea
timpului de monitorizare si a optional Inclus

erorilor

Butoane pentru controlul

dispozitivului




Descriere:
Sistemul este compus din inregistrator HolCARD CR-07 si software HolCARD ABPM.
HolCARD CR-07 ABPM Software

Software-ul ofera usurinta in utilizare simplificand managementul bazei de date de pacienti,
precum s1 a registrului de examinari. Permite compilarea de examene, dar si efectuarea analizei
rezultatelor care contin, printre altele, urmatoarele:

+ valori maxime si minime

* domeniul de aplicare QU, LQ median, indicatorii principali

* prezentari grafice si tabelare a rezultatelor examinarilor

* masurearea si inregistrarea mediei tensiunii sistolice si distolice, presiunii arteriale si frecventa
ritmului cardiac

* statistici valabile pentru intregul examen si pentru fiecare perioada masurata

* descriere individuala a evenimentelor adaugate optional de catre utilizator

* eliminarea in mod automat a masuratorilor incoreccte si a rezultatelor inregistrate intr-un
format tabelar

* rapoarte in format PDF

Recorder digital HolCARD CR-07
pentru monitorizare (pana la 5 zile de monitorizare continua a tensiunii arteriale si a pulsului prin
metoda oscilometrica) pe termen lung a tensiunii arteriale.

Principalele caracteristici

* Pana la 500 de masuratori

* Monitorizare continua pana la 5 zile a presiunii arteriale si a frecventei pulsulul
* Pana la 6 activitati de masurare Z3sp Ul

* Modul de neonatologie
* Ceas intern

» Tastatura functionala

* Buton EVENIMENT




* Timp nelimitat de memorare
« Indicator pentru baterie descarcata

Specificatii:

Recorder HolCARD CR-07

Masuratori: <500

Ecran LCD

Conexiuni: USB

Domeniu tensiune arteriala: 0 —300mmHg

Rata pulsului — domeniul: 20 — 240 bpm/min.

Rata pulsului — precizia: 5%

Functii speciale: Afisarea masuratorilor pe ecran /
Masuratori la cerere / Identificarea
masuratorii incorecte / Repetare
automata masuratori

Dimensiuni: 90 x 36 x93 mm

Greutate: 200 g.




Certificate

Standard EN ISO 9001:2015
Certificate Registr. No. 0198 100 15167

Certificate Molder: ASPEL S.A.
08, Sienkiewicza 33
32-080 Zabierzdw
Poland

Scope: Design and development, manufacture, distribution, installation
and servicing of active medical devices for vital functions
monitoring and related accessories

Proof has been furnished by means of an audit that the
requirements of EN 1S0 8001:2015 are met.

Validity: The cerlificate is valid from 2018-04-30 untit 2021-04-09.
First certification 2018.
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EC Certificate S
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60089755 0001
Report No.: 26300262 001

Manufacturer: ASPEL S.A.
os. H. Sienkiewicza 33
32-080 Zabierzow
Poland

Products: (see attachment for products included)

Replaces Approval, Registration No.: HD 60028801 0001

Expiry Date: 2020-02-08

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a gquality assurance system, which is subject to periodic surveillance, defined by Annex II,
section 5 of the aforementioned directive. For placing on the market of class il devices covered by

this certificate an EC design-examination certificate according to Annex I, section 4 is ge;d \
p \_;{‘3 g,

Effective Date: 2015-02-12

Date: 2015-02-12

TUV Rheinland LGA Products GmbH is a Notified Body according, 54 Bfkectwe 93!42?&58
cencerning medical devices with the identification nymber




TUVRheinland

TUV Rheinland e T iaE
LGA Products GmbH
Tillystrae 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: HD 60089755 0001
Report No.: 26300262 005
Manufacturer: ASPEL S.A.
0s. H. Sienkiewicza 33
32-080 Zabierzéw
Poland
Products:

\
- |Multichannel Electrocardiographs

- /Ambulatory Electronic Automatic Sphygmomanometers,
Long Term Recorders

- [Ambulatory Electronic Automatic Sphygmomanometers,
Long Term Analysing Software

- |Bpirometers

- [Mouthpieces for Spirometer

- |Pneumotachographs for Spirometer

- |[Electroencephalographs

- Ambulatory ECG, Long Term Recorders

- Ambulatory ECG, Long Term Analysing Software

- Data Management Systems, ECG

- Physiologic Monitoring Systems, Stress Exercise, Cardiac

- Physiologic Monitoring Systems, Stress Exercisge, Cardiac,
Boftware

- Ergometers, Stress Exercise, Cardiac

- Treadmills, Stress Exercise, Cardiac

-~ Muitichannel Electrocardiographs with Pulseoximetry Module

- Physiologic Monitoring Systems, Stress Exercige, o =
Pulmonary, Ergospirometers ,/Ezg;?;;ﬁﬁfw NI

Date: 2018-03-20




TUVRhem!and

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

ASPEL S.A.
os. H. Sienkiewicza 33
32-080 Zabierzéw
Poland

has established and applies a quality management system for medical devices
for the following scope:

Design and development, manufacture, distribution,

installation and servicing of active medical devices
for vital functions monitoring and related accessories

Proof has been furmnished that the requirements specified in

EN ISO 13485:2016

are fulfiled. The quality management system is subject to yearly surveillance.

Effective Date: 2018-02-08
Certificate Ragistration No.: 5X 60127049 0001
An audit was performed. Report No.: 26300262 005

This Certificate is valid until: 2021-02-08

Certification Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14168-01-02

Date 2018-02-00

TUV Rheinland LGA Products GmbH - Tillystrafle 2 - 90431 umberg

L Tel.: «49 221 808-1371 Fax: +49 221 808-3835 e-mail:cert-validity@de tuv.com hilpiwwetuv com/sa y 7




Anexa 2

Specificatie tehnici completati

Model: LUXOR CHAIR (28006 / 28005)
Producator: GIMA

Tara: Italia

Fotoliu Oto-Rino-Laringologic tip mecanic

Specifcatia deplinid solicitati Specificatic Completati

Ajusta pentru indltimea 60cm-80 cm cu DA Ajusta pentru indltimea 56 cm-75 cm

ajutorul pedalei; cu ajutorul pedalei;

Lungimea totala 170-180 cm; DA Lungimea totald 175 cm;

Latimea minim 80 cm; DA Latimea 85 cm;

Acoperit cu material usor lavabil, suporta DA Acoperit cu material usor lavabil,

detergenti si solutii de dezinfectare; suportd detergenti si solutii de
dezinfectare;

Saltea integratd pe fiecare segment in parte; | DA Saltea integrati pe fiecare segment in
parte;

Reglarea segment picioare si spate; DA Reglarea segment picioare si spate;

Suport pentru brat/ména (detasabil); DA Suport pentru brat/mana (detasabil);

Rotirea fotoliu 180-360 grade; DAROotirea fotoliu 360 grade;

Suport pentru cap addugator forma (perni)- DA Suport pentru cap addugator forma

optional; (pernd)-optional;

Greutatea maxima 160-170 kg (pacient); DA Greutatea maxima 170 kg (pacient);




GIMA S.p.A.

Via Marconi, 1

20060 Gessate (MI) — Italy
www.gimaitaly.com

DECLARATION OF CONFORMITY:

We declare that the following products are not Medical Devices:

ITALIAN DIVISION
gima@gimaitaly.com
EXPORT DIVISION
export@gimaitaly.com

Device description Reference #
LUXOR CHAIR - mechanical - white 28005
LUXOR CHAIR - mechanical -- blue 28006
PODOLOGY MECHANICAL CHAIR - white 28020

Gessate, 25/06/2015

GIMA S.p.A.
Direttore Generale
Dr. Giulio Manzoni

Capital € 364.000,00 V.A.T. (IVA) Registration No. IT 00734640154 - Registered in Italy: R.E.A. Mi 477226

Reg. Imp. Tribunale di Milano 00734640154 - Registered Office: Via Tommaso Grossi, 2 —20121 Milano




Code:
Category:

Unit of sale:

Minimum order:

LUXOR CHAIR - mechanical - blue

28006
Electrical and mechanical chairs
1 pe.

1

Type: No medical device
EANI13: 8023279280067
Description: LUXOR CHAIR - mechanical - blue
Chair can move up and down and rotate 360°.
Backrest and footrest are adjustable.
Technical Specifications: * Size: 185 x 85 x h 56-75 cm

* Net weight: 72 kg
e Max load: 170 kg

Gima 8.p.A. Via Marconi, 1 - 20060 Gessate (MI) Tel. +39 02 953854209 - Fax.+39 02 35380056




M-28005-28006-EN-Rev.0.07.12

Gima S.p.A. - Via Marconi, 1 - 20060 Gessate (M) [taly

italia: tel. 199 400 401 - fax 199 400 403

Export: tel. +39 02 953854209/221/225 fax +39 08 95380056
i R gima@gimaitaly.com - export@gimaitaly.com

PROFESSIONAL MEDICAL PRODUCTS www.gimaitaly.com

LUXOR CHAIR - MECHANICAL

User manual

ATTENTION: The operators must carefully read and completely understand the present
manual before using the product.

' Gima S.p.A. P
Via Marconi, 1 e
20060 Gessate (MI) ltaly r’{' S .




5 ENGLISH

Instructions for installation

Cross-shaped
coiled screw M6*35

Cross-shaped
coiled screw M5*8




ENGLISH 6

Cross-shaped coiled screw M6*35

M6 self-locking nut

Foot supporting bar

Cross-shaped coiled screw M5*8




5 ENGLISH

Caution:
A  Pay attention not to introduce body parts into moving and/or rotating

components.

* The chair must be used under good stability conditions. The chair must rest
on a flat surface.

¢ Keep chair still while moving patient on and off of chair because it could
fall over.

¢ Do not allow patient to climb on chair from back side.

GIMA WARRANTY CONDITIONS

Congratulations for purchasing a GIMA product.This product meets high qualitative standards
both as regards the material and the production. The warranty is valid for. 12 months from

the date of supply of GIMA. During the period of validity of the warranty, GIMA will repair
and/or replace free of charge all the defected parts due to production reasons. Labor costs
and personnel traveling expenses and packaging not included. All components subject to wear
are not included in the warranty. The repair or replacement performed during the warranty
period shall not extend the warranty. The warranty is void in the following cases: repairs
performed by unauthorized personnel or with non-original spare parts, defects caused

by negligence or incorrect use. GIMA cannot be held responsible for malfunctioning

on electronic devicesor software due to outside agents such as: voltage changes,
electro-magnetic elds, radio interferences, etc. The warranty is void if the above regulations
are not observed and if the serial code (if available) has been removed, cancelled

or changed.

The defected products must be returned only to the dealer the product was purchased from.
Products sent to GIMA will be rejected.
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ltalia

ALLEGATO 1 AL CERTIFICATO NR 50 100 5990/B - Rev.006
ANNEX 1 TO CERTIFICATE NO 50 100 5990/B - Rev.006
pagina 1 di 1/ page 1 of 1

RTIFICATO N /B - Rev.006 E V. UE DI APP
THE CERTIFICATE N 50 100 5990/B - Rev.006 |S VALID FOR THE FOLLOWING SCOPE:

Progettazione, gestione della fabbricazione, immissione in commercio e assistenza
post vendita di dispositivi attivi chirurgici (aspiratori chirurgici), dispositivi non
attivi per terapia intensiva (aspiratori chirurgici manuali), dispositivi attivi per la

respirazione (aerosol) e loro accessori. Gestione della progettazione e della
fabbricazione, immissione in commercio e assistenza post vendita di dispositivi
non attivi con funzione di misura (sfigmomanometri, bilance), dispositivi non attivi
per I'anestesia e I'emergenza e la cura intensiva (palloni, accessori per
respirazione, anestesia ed aerosolterapia, immobilizzatori, laringoscopi
endotracheali, set di pronto soccorso, barelle), dispositivi non attivi ortopedici e per
la riabilitazione (ausili per disabili e riabilitazione), strumenti chirurgici non attivi,

. strumenti chirurgici attivi (elettrobisturi), dispositivi non attivi (dispositivi
ospedalieri ed ambulatoriali per il supporto e la movimentazione del paziente e
accessori, stetoscopi), dispositivi attivi non impiantabili e relativi accessori.
Gestione della progettazione e della fabbricazione, immissione in commercio e
assistenza post vendita di dispositivi attivi per monitoraggio (elettrocardiografi,
pulsossimetri, monitor, bilance). Commercializzazione e assistenza post vendita di
dispositivi non attivi per "anestesia e I’emergenza e la cura intensiva (accessori per
respirazione ed anestesia, accessori per medicazioni e per prelievi), dispositivi
attivi per il posizionamento ed il trasporto del paziente (tavoli operatori), dispositivi
attivi per la respirazione (accessori per respirazione), dispositivi attivi per la
disinfezione e sterilizzazione (sterilizzatrici), dispositivi attivi per monitoraggio
(termometri, misuratori di pressione), dispositivi per I'elettrochirurgia, la
stimolazione o l'inibizione (stimolatori), dispositivi non attivi con funzione di misura
(termometri)

Design, manufacturing management, trade and after sales service of active surgical
devices (suction pumps), non-active devices for intensive care (manual suction
pumps), active devices for breathing therapy (aerosol) and their accessories.
Management of design and manufacture, trade and after sales service of non-active
devices with a measuring function (blood pressure monitors, scales), non-active
devices for anesthesia, emergency and intensive care (balloons, accessories for
breathing, anesthesia and aerosol therapy, immobilizers, laryngoscopes
endotracheal, first aid kit, stretchers), non-active devices for orthopedic and
rehabilitation (aids for the disabled and rehabilitation), non-active surgical
instruments, active surgical instruments (electrocautery), non-active devices
(devices for hospitals and ambulatory for the support and movement of the patient
and accessories, stethoscopes), non-active implantable devices and related
accessories. Management of design and manufacture, marketing and after sales
service of active devices for monitoring (electrocardiographs, pulse oximeters,
monitors, scales). Trade and after sales service of non-active devices for
anesthesia, emergency and intensive care (accessories for breathing and
anesthesia, dressings and accessories for withdrawals), active devices for
positioning and patient transport (operating tables) , active devices for respiration
(breathing accessories), active devices for disinfection and sterilization (steriliZers),
active devices for monitoring (thermometers, blood pressure monitors), devices for
electrosurgery, stimulation or inhibition (stimulators), non active devices with a
measuring function (thermometers)

Per 'Organismo di CertificaziongZy * o\ i, N lidita /Validit
ACCREDIA & For the Certification Body 7 lids \Validity
& | %

LENTE ITALIAND DI ACCRED(TAMENTO TOV Ktalia S.r.l. '-\ 2018-10-01

SGQ N° 049A

Membro degli Accordi di Muluo Riconoscimento
EA, IAF e ILAC

Signalory of EA, |AF and ILAC Mulual
Recognition Agreemenls

Lo Gudi)

s —
PRIMA CERTIFICAZIONE / FIRST CERTIFICATION: 2006-07-02
DATA DI SCADENZA DELL'ULTIMO CICLO DI CERTIFICAZIONE: 2018 -06-14
EXPIRATION DATE OF THE LAST CERTIFICATION CYCLE 2018-06-14
“LA VALIDITA DEL PRESENTE CERTIFICATO E SUBORDINATA A SORVEGLIANZA PERIODICA A 12 MESI E AL RIESAME COMPLETO DEL SISTEMA DI
' GESTIONE AZIENDALE CON PERIODICITA TRIENNALE" .

“THE VALIDITY OF THE PRESENT CERTIFICATE DEPENDS ON THE ANNUAL SURVEILLANCE EVERY 12 MONTHS AND ON THE COMPLETE REVIEW OF
COMPANY'S MANAGEMENT SYSTEM AFTER THREE-YEARS"

T(V ftalia S.r.I. » Gruppo TUV SUD e Via Carducei 125, Pal. 23 « 20099 Sesta San Giavanni (M1} « ftalia = www.tuv.it



| 3.S.PADANA SUP 317. - 20090 VIMODRONE ITALY
F F A ZZ' N l TEL 0039/0227409243 - FAX

. . 0039/0227409242
4 Your Health is Our Aim N

EMAL zini. il

01/01/2017 Vimodrone

DICHIARAZIONE CE DI CONFORMITA’
EC DECLARATION OF CONFORMITY
DIRETTIVA BASSA TENSIONE
LOW VOLTAGE DIRECTIOVE

FAZZINI S.R.L dichiara che le lampade descritte qui di seguito
FAZZINI S.R.L. declare that the lamps listed here below

LAMPADA /LAMP
ARTICOLO/ARTICLE CODICE /CODE
LAMPADA / LAMP 02.737.00
LAMPADA / LAMP 02.738.00

a cui questa dichiarazione si riferisce / o which this declaration refers:

Sono conformi alle prescrizioni della Direftiva Bassa Tensione 2006/95/CEE,
Satisfy the requirements of the low voltage directive , 2006/95/CEE, and modifications.

Dich. Ce lampada pag. 1/1
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TECHNTCAL DATA / DONNEES TECHNIQUES

Ligh ntensty / ntensit lumineuse 40000 lx@50cm
Color temperciure / Température e couleur 7000 %

Head dumeler / Diométe tite 120mm

Lumen / Lumen 1300 Ln

Senite He / Durée o via 30,0004

Vollage / Tension 175-2500- 80/60t2
g / Pésoree 16W
02.724.00

L5 [ED EXAMINATION LA4P

LED exomingion gt with aciustable orm, suppied on lotcbase with 5 catos

IGH |AMPE ['EXAMEN LED
Lompe o'sxomen (ED avec bio églble ourisur g bose en plosige avec 5 ovlte,

TECHNICAL DATA / DOMNEES TECHNIQUES

Light Inkensfty / Intensté mineuse 20000 lux@50m
(ol emperature / Tempérohe de couleur 7000 %
dimeter / Uomee tée 40 mm

Lumen / Lumen 660 Im

Sence e / Durée da vie 30.000h

Tooge / Teion 190-268V- S0/40t

bty / Pisence MWx12

02.744.00

3 (ED EXAMINATION LAMP .

LED exominaton ight with adjustoble orm, supplied on plstc base with 5 castors.
IGH (AMPE D'EXAMEN LED

Lo examen LED avecbrs églale foumisur une b en plostique ver 5 s



TexHHYeCKOE 3aMaHHE HA TOHOMETDP BHYTPHIJIA3HOIO JaBJIeHHsE Yepe3 BEKo
nadposoii nopratuabii TT'Iu-03

1. TomoMmerp BHYTPUITIA3HOTO JABICHMS Yepe3 BEKO IU(POBOA IMMOPTATUBHEIM
TI'An-03 mnpenHazHayeH JUIsl U3MEPEHHMS TOHOMETPUYCCKOTO TIO MaxmnakoBy
BHyTpHDIaznoro pasienns (BU) y meteit u B3pocibIx 0e3 IPUMEHCHHS aHECTE3HU.

2. Jlnamazon usmepeHus ToHoMeTprueckoro Bl'/l mo MaxnakoBy cOCTaBIfET OT 5
70 63 MM pT. cT. Ilpemen  AoIyckaeMOil IOIPENTHOCTH W3MEPEHMS  COCTABIAET & 2
MM PT.CT. IIpH M3MEPEHUSIX B JUAIA30HE OT 5 10 26 MM PT.CT. BKIIOUMTENbHO £ 10%
- BBIIIE 26 MM PT.CT.

3. IlpoBepka paGoTOCIIOCOOHOCTH TOHOMETpa MPOU3BOJMTCI Ha 3adaTUMKe
JIaBICHUS, BXOJINEM B KOMIUIEKT TOHOMETpa, NPHU TOM Ha JHCIUIEE OTOOpaxkaercs
3HAYCHHE TECTOBOM BENMIMHKI (26 £ 2) MM PT.CT.

4. Tlo 21eKkTpoOe30MNacHOCTH TOHOMETP COOTBETCTBYET TPEOOBAHMIM rocrp
MDOK 60601-1-2010 u BBIIIOJIHEH IO CTETIEHU 3alTUTHI U3Jenusd TAla B ¢ BHyTpeHHUM
MCTOYHUKOM MTUTAHUSL.

5. DJEeKTpONMTaHME OT JBYX OBJIEMEHTOB IHTaHUA OOIMM HaupsmkeHueMm 3 B.
CHIDKEHNe HalpsDKEHUS SJISKTPONUTaHud 10 2,55 B M HKe HHAMIUPYETCS B BUJC
cumBona "U".

6. Tox morpeGnenns He Gosee 2 MA.

7. Cpennuii cpok ciry>kObl HE MEHEE 5 JIET.

8. TI'aGapuTHBIE pazMepsl ToHOMETpa (Ge3 Gymiipa U 3ajaTynka JaBlIeHuUs) He Goliee
176 x 26 x 20 MM.

9. Macca ToHOMETpa C 3JleMeHTaMu nurtanus He Gonee 105 1., Ge3 ameMeHTOB
nuTanusd He Gosee 65 r. (6e3 Gpymipa U 3aaTIMKa JIABJICHHS).

10. Tonometp obecmeunBaer 5000 1MKIOB M3MepeHHMs O0e3 3aMEHBI JJICMCHTOB
OUTAHMSL.

11.TapanTtuitHoe CpoK SKCIUTyaTalluy TOHOMETpa 12 Mecsies co JTHA IPOTaxy, €Ciu
HHOE He YKa3aHo B JOroBOpe (KOHTPAKTE).

KoMI1eKTHOCTE ITIOCTABKY TOHOMCTpa

HaumenoBanue Komuuectso, mir.

ToHOMETP BHYTPHUIIIA3HOTO JAaBJICHHS depe3 Bexo HuppOBOM 1
noptratuBHbIf TT 11-03

VYeTpoieTBo KOHTpOoIIs paboTocriocoOHOCTH / 3a1aTYUK JABICHUS

Dy risp

PykoBoacTBO o sKcIutyaranuy Yacts | e

A )

PykoBOIICTBO 1O 3KcIuTyatauuy Yacts 2 700 IEAN
ITamsiTka 10 0OpaleHUIO ;

1
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Onement dnexrponuranud VARTA AAA 1SV 2
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