LORNE LABORATORIES LTD.
GREAT BRITAIN

SYPHILIS SEROLOGY KIT
DIRECTIONS FOR USE

RPR CARBON KIT: For Detection Of Syphilis.

SUMMARY

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

INTENDED PURPOSE

The reagent is a test reagent intended to be used to qualitatively
and semi-quantitatively determine the presence or absence of
Reagin (antibodies against Syphilis) in the serum or plasma of
patients when tested in accordance with the recommended
techniques stated in this IFU.

PRINCIPLE

When used by the recommended techniques, the reagent will
agglutinate (clump) in the presence of reagin. No agglutination
usually indicates the absence of reagin (see Limitations).

KIT DESCRIPTION

Lorne RPR Carbon Kit is a non-treponemal serologic test for the
detection of syphilis. The RPR Carbon Antigen contains micro
particulate carbon, which aids in the microscopic reading of results.
The reagents do not contain or consist of CMR substances, or
endocrine disrupting substances or that could result in sensitisation
or an allergic reaction by the user. All the reagents are supplied at
optimum dilution for use with all recommended techniques without
the need for further dilution or addition. For lot reference number
and expiry date see Vial Labels.

STORAGE

Do not freeze. Reagent vials should be stored at 2 - 8°C on receipt.
Prolonged storage at temperatures outside this range may result in
accelerated loss of reagent reactivity.

SPECIMEN COLLECTION

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

PRECAUTIONS

1. The kit is for in vitro diagnostic use only.

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

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

4. The reagents in this kit have been processed to reduce the bio-
burden, but are not supplied sterile. Once a vial has been
opened the contents should remain viable up until the expiry
date.

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

6. RPR Positive Control: H319 - Causes serlous eye irritation.
Follow the precautionary statement givep isthe SDS.
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CONTROLS AND ADVICE

1. It is recommended that the RPR Positive and Negative

Controls are tested in parallel with each batch of tests. Tests

must be considered invalid if controls do not show expected

results.

Shake all the reagents well before use to ensure homogeneity.

Do not interchange components between different kits.

All the reagents must be allowed to reach 18-25°C before use.

The circles on the agglutination cards should never be touched

with fingers, as this may invalidate the test results.

Use of kit and interpretation of results must be carried out by

properly trained and qualified personnel in accordance with the

requirements of country where reagents are in use.

7. The user must the determine suitability of the kit for use in
other techniques.
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KIT COMPONENTS PROVIDED

1) RPR Carbon Reagent (White cap, 1x3 mL (150 tests) or 2x5
mL (500 tests)): Carbon particles coated with a lipid complex
(cardiolipin, lecithin and cholesterol) in phosphate buffer 20
mmol/L, pH 7.0 containing a preservative.

2) RPR Positive Control (Red cap, 1 mL): Artificial serum with
reagin titer > 1/4.

3) RPR Negative Control (Blue cap, 1 mL): Animal serum
containing a preservative

4) Dispensing bottle (Green cap, 1 x 2 ml).

5) Dispensing Needle (x1).

6) Disposable agglutination slides.

7) Plastic stirrers.

MATERIALS AND EQUIPMENT REQUIRED BUT NOT SUPPLIED

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

QUALITATIVE TECHNIQUE

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

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

3. Swirl the RPR Carbon Reagent gently before using. Invert the
dropper assembly and press gently to remove air bubbles from
the micropipette.

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

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

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

INTERPRETATION OF QUALITATIVE RESULTS

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

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

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

SEMI QUANTITATIVE TECHNIQUE

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

2. Make doubling dilutions of specimen as follows:
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3.

4.

Dilution Serum Saline

1/2 100 pl undiluted serum 100 pl
1/4 100 pl 1/2 diluted serum 100 pl
1/8 100 pl 1/4 diluted serum 100 pl

1/16 100 pl 1/8 diluted serum 100 pl

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

STABILITY OF THE REACTIONS

Slide tests should be interpreted straight after the 8-minute rotating
period to avoid the possibility that a negative result may be
incorrectly interpreted as positive due to drying of the reagent.

LIMITATIONS

1.

RPR carbon test is non-specific for syphilis. All Reactive

samples should be retested with treponemic methods such as

TPHA and FTA-Abs to confirm the results.

A Non Reactive result by itself does not exclude a diagnosis of

syphilis. Clinical diagnosis should not be made on findings of a

single test result, but should integrate both clinical and

laboratory data.

False positive results have been reported in diseases such as

infectious mononucleosis, viral pneumonia, toxoplasmosis,

pregnancy and autoimmune diseases.

Bilirubin (= 20 mg/dL), hemoglobin (£ 10 g/L) and lipids (< 10

g/L), do not interfere. Rheumatoid factors (= 300 IU/mL),

interfere. Other substances may interfere®.

False positive or negative results may also occur due to:

a) Not expelling air from end of needle

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

c) When transferring the specimen from the collecting tube
some of the specimen being drawn up in to the teat

d) Contamination of test materials

e) Improper storage of test materials or omission of reagents

f)  Deviation from the recommended techniques

SPECIFIC PERFORMANCE CHARACTERISTICS

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

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

3. The reagent sensitivity is calibrated against the WHO 1%
International Standard for human syphilitic plasma (NIBSC
reference number 05/132).

4. Prozone effect: No prozone effect was detected up to titers
>1/128.

5. Diagnostic sensitivity: 100%

6. Diagnostic specificity: 100 %.

DISCLAIMER

1. The user is responsible for the performance of the kit by any
method other than those mentioned in the Recommended
Techniques.

2. Any deviations should be validated prior to use using

established laboratory procedures.

BIBLIOGRAPHY

1.

David S.Jacobs et al. Laboratory Test Handbook, 3™ edition,
Lexi-Comp Inc, 1994.

AVAILABLE KIT SIZES

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

Document reference number: CEPIO44A

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire, RG6 4UT

United Kingdom

Tel: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com

E Advena Ltd. Tower Business Centre, 2™ FIr.,
Tower Street, Swatar, BKR 4013, Malta
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Certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810008

Certificate Holder: MACHEREY-NAGEL GmbH & Co. KG
Neumann-Neander-Str. 6-8
52355 Diren
Germany

including the locations according to annex

Scope: Design and development, production and distribution
of products for filtration, rapid tests, water analysis,
chromatography and bioanalysis

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

Validity: The certificate is valid from 2018-08-29 until 2020-05-28.
2018-09-03 /W/)
TOV Rheinland Cert GmbH

Am Grauen Stein - 51105 Kéln

www.tuv.com
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Annex to certificate

Standard

Certificate Registr. No.

No.

/01

/102

/03

/04

/05

Location

MACHEREY-NAGEL GmbH & Co.

Neumann-Neander-Str. 6-8
52355 Diren

Germany

MACHEREY-NAGEL GmbH & Co.

Valencienner Str. 11
52355 Daren
Germany

MACHEREY-NAGEL GmbH & Co.

Papiermihle 50
52349 Duren
Germany

MACHEREY-NAGEL GmbH & Co.

Bahnstr. 120
52355 Duren
Germany

MACHEREY-NAGEL GmbH & Co.

Monschauer Str. 64
52355 Duren
Germany

2018-09-03

www.tuv.com

ISO 9001:2015
01 100 1810008

KG

KG

KG

KG

KG

Design and development, production
and distribution of products for filtration,
rapid tests, water analysis,
chromatography and bioanalysis

Design and development, production,
distribution, service and administration

Waste disposal

Production

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kéin
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EC-Declaration of Conformity

According to Directive 98/79/EC on in-vitro-diagnostic devices, Annex llI

nal von minden GmbH, Carl-Zeiss Str.12, 47445 Moers
Other Products

Manufacturer:;
Classification:

We herewith declare on our sole responsibility that all batches of below mentioned In-
vitro-diagnostic devices are conform with the Essential Requirements Annex | of the
directive 98/79/EC of the European Parliament and of the Council of 27 October 1998
on in vitro diagnostic medical devices. The products are suitable for the intended

application (only professional users).

Relevant standards and guidelines are applied.

1010002N-20 NADAL® Cholera 01/0139 Test 1242002 _SSL NADAL® Salmonella typhi Test
1010002N- NADAL® Cholera 01/0139 Test 1252001 NADAL® Listeria Test
20_ssL 1252001_SSL NADAL® Listeria Test
1120003N-20 NADAL® Candida albicans Test 1262001 NADAL® Shigella Test
1130002N-30 NADAL® HSV 1 1gG/IgM Test 1262001550 NADAL® Shigella Test
;(1332282“" Bl avlsria Tos 1262002 NADAL® Shigella dysenteriae Test
1130003N-30 NADAL® HSV 2 IgG/IgM Test 1062002_SSL NADAL® Shigella dysenteriae Test
1130003N- NADAL® HSV 2 1gG/IgM Test . : :
30_SSL
1200001 NADAL® Lactoferrin Test
1201004N-10 NADAL® Ferritin Test
1201004N- NADAL® Ferritin Test
10_SSL
1212001 NADAL® Calprotectin Test
1220018 SSIE NADAL® Calprotectin Test
1212002 NADAL® Claprotectin/Lactoferrin

Test
1222001 NADAL® Enterovirus Test
1222001_SSL NADAL® Enterovirus Test
1232001 NADAL® Campylobacter Test
1242001 NADAL® Salmonella spp. Test
1242001_SSL NADAL® Salmonella spp. Test
1242002 NADAL® Salmonella typhi Test
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222001A NADAL® Strep A Test
222007 NADAL® Strep A plus Test
222008 NADAL® Strep A plus Test
222008_SSL NADAL® Strep A plus Test
222011 NADAL® Strep A plus Test

222049NBUL-20

NADAL® Strep A Scan Test

232001

NADAL® Strep B Test

232001_SSL NADAL® Strep B Test
232005 NADAL® Strep B Reagenz 1
232006 NADAL® Strep B Reagenz 2
241005N-10 NADAL® Influenza A+B Test
241006N-25 NADAL® Influenza A+B Test
242001 NADAL® Influenza A+B Test
242006N-10 NADAL® Influenza A/B Test
252001 NADAL® Mononucleosis Test
252003 NADAL® Mononucleosis Test
252003N-20 NADAL® Mononucleosis Test
252017N-05 NADAL® Mononucleosis Test
262001 NADAL® H.Pylori Ab Test
262001_SSL NADAL® H.Pylori Ab Test
262002 NADAL® H.Pylori Ag Test

262004NBUL-10

NADAL® H. pylori Ag Scan Test

272001

NADAL® FOB Test

161001 NADAL® hLH Ovulation Test
161001_SSL NADAL® hLH Ovulation Test
162001 NADAL® hLH Ovulation Test
162001_SSL NADAL® hLH Ovulation Test
164001 NADAL® hLH Ovulation Test
165001 NADAL® hLH Ovulation Test
165001_SSL NADAL® hLH Ovulation Test
165003 NADAL® hLH Ovulation Test
165003_SSL NADAL® hLH Ovulation Test
166001 NADAL® hLH Ovulation Test
172003N-10 NADAL® FSH Menopause Test
194002 NADAL® pH-Test
1941333 NADAL® Infectious Diseases
Puffer
201001 NADAL® Syphilis Test
201001_SSL NADAL® Syphilis Test
202001 NADAL® Syphilis Test
202001 _SSL NADAL® Syphilis Test
203001 NADAL® Syphilis Test
203002 NADAL® Syphilis Test
203002_SSL NADAL® Syphilis Test
2090001 NADAL® Entamoeba Test

2090001_SSL

NADAL® Entamoeba Test

2201001N-10

NADAL® IgE Test

2210001N-20

NADAL® Ebola Test

272001_SSL NADAL® FOB Test

272007 NADAL® FOB & Hb/Hp
Extraktionsrohrchen

272011N-25 NADAL® Hb/Hp Complex plus
Test

272015 NADAL® Hb/Hp Complex Test

2720151 SSL NADAL® Hb/Hp Complex Test

272016 NADAL® FOB plus Test

272031RU NADAL® Hb/Hp Complex Test

272031RU-01

NADAL® Hb/Hp Complex Test

272031RU_SSL

NADAL® Hb/Hp Complex Test

221001A NADAL® Strep A Test
221005 NADAL® Strep A Reagenz 1
221006 NADAL® Strep A Reagenz 2
221050N-50 NADAL® Strep A plus Test
221050N- NADAL® Strep A plus Test
50_SSL

272035

NADAL® FOB60 plus Test

272035_SSL

NADAL® FOB60 plus Test
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272037 NADAL® FOB & Hb/Hp patient set 431001N-10 NADAL® PROM Amniotic fluid
272040 NADAL® FOB Il Test Test
> = R
272001 NADAL® FOB6O Test 431001N NADAL® PROM Amniotic fluid
: 10_SSL Test
272041 _sSsL NADAL® FOBGO Test 431001N-20 NADAL® PROM Amniotic fluid
272042 NADAL® FOB75 Test Test
272043 NADAL® FOB75 Il Tet 431006N-01 NADAL® PROM Amniotic fluid
Test
282000 NADAL® Troponin | Test
3 431006N-03 NADAL® PROM Amniotic fluid
282001 NADAL® Troponin | Test Test
282001_SSL NADAL® Troponin | Test 431006N-10 NADAL® PROM Amniotic fluid
282003 NADAL® Cardiac Combo Test Test
% 5 T
282015 NADAL® Troponin | Test 431006N-20 ?eASIiAL PROM Amniotic fluid
292001N-05 NADAL® MyoglobinTeSt 432000N-03 NADAL® fFN Test
- i hdeicls Pl L 432000N-10 | NADAL® fFN Test
302001_SSL NADAL® CK-MB Test 432000N-20 NADAL® fFN Test
311003N-10 NADAL® CrP Test 472003N-10 NADAL® Malaria 4 Species Test
311003N-20 NADAL® CrP Test 472003N-25 NADAL® Malaria 4 Species Test
311004 NADAL® CRP plus Test 472003N- NADAL® Malaria 4 Species Test
311006 NADAL® CRP plus Test 25_SSL
312001 NADAL® CrP Test 472008 NADAL® Malaria 4 species Test
312002 NADAL® High Sensitivity CrP Test 472009 NADAL® Malaria Pf/Pv Ab Test
312017 NADAL® CRP Quant RFID Chip 472030N-10 NADAL® Malaria Pf/Pan Ag 4
312017_SSL NADAL® CRP Quant RFID Chip cpecle e
472030N-25 NADAL® Malaria Pf/Pan Ag 4
312021NBUL-20 | NADAL® CRP Quant Test Species Test
312021NBUL-40 | NADAL® CRP Quant Test 472036N-25 NADAL® Malaria Pf Ag 4 Species
322003N-30 NADAL® Tuberkulose IgG/IgM Test
Test 472036N- NADAL® Malaria Pf Ag 4 Species
322003N- NADAL® Tuberkulose IgG/IgM 25_SSL Test
30_SSL Test 481008 NADAL® Adenovirus Respiratory
331001 NADAL® Microalbumin Test Test
= . =
331004N-50 NADAL® Mikroalbumin Test eaiis NA?:*OLI ALEOY RS ROSIENE
con
351006 NADAL® D-Dimer Test 481015 NADAL® Rota-Adenovirus Test
351006_SsL NADAL® D-Dimer Test 481015_SSL NADAL® Rota-Adenovirus Test
ol NADAL AD-Diniev Test 481015N-20 NADAL® Rota-Adenovirus Test
351007 NADAL® D-Dimer cassette 481016 NADAL® Adenovirus Test
431001N-03 NADAL® PROM Amniotic fluid 281016 SSL G r T
Test =
= -
431001N- NADAL® PROM Amniotic fluid apdil7 NARRL Botaliil sTe of
03_SSL Test 481049NBUL-10 | NADAL® Rota-Adenovirus Scan
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Test 258 SS|k Test
491000N-10 NADAL® RSV Test 542001N-25 NADAL® Tetanus Test
| 491000N- NADAL® RSV plus Test 552005 NADAL® Legionella Test
ZSI(S)Z;N —~ TTCE T 552005_SSL NADAL® Legionella Test
- 552006 NADAL® Legionella Test
;?1225’ v il 552006_SSL NADAL® Legionella Test
491005 NADAL® RSV Test 552020 NADAL® Legionella Test
491008NBUL-20 | NADAL® RSV Scan Test 552020_ssL NADAL® Legionella Test
291009 NADAL® RSV-Adenovirus 562003N-10 NADAL® BCA/Hb Combo Test
| Respiratory Test 562003RU NADAL® BCA/Hb Combo Test
| 495001 NADAL® MRSA Latextest 572004N-10 NADAL® S. pneumoniae Test
| 495001_SSL NADAL® MRSA Latextest 572005 NADAL® Legionella/s.
501006 NADAL® E.coli 0157 Test pneumoniae Test
501006_SSL NADAL® E.coli 0157 Test 580005N-25 NADAL® TSH Test
501012 NADAL® EHEC Verotoxin 1/2 Test 582003 NADAL® C. difficile Toxin A/B Test
501012_SSL NADAL® EHEC Verotoxin 1/2 Test 582003_SSL NADAL® C. difficile Toxin A/B Test
511006 NADAL® GFyprosbondiam Teet 582004 NADAL® C. difficile GDH Ag Test
511006_SSL NADAL® Cryptosporidium Test 582008 NADAL® C. difficile Toxin A/B Test
521001 NADAL® Giardia Test 582009 NADAL® C. perfringens Ag Test
521001_SSL NADAL® Giardia Test 582009_SSL NADAL® C. perfringens Ag Test
521009 NADAL® Giardia Test 582016N-10 NADAL® C. difficile Toxin
521009_55L NADAL® Giardia Test Rie oD st
= 600002N-30 NADAL® Rheumatoid Factors Test
. bl S 600002N- NADAL® Rheumatoid Factors Test
521010_SSL NADAL® Crypto/Giardia Test 30_SSL
532001_SSL NADAL® Dengue IgG/IgM Test 611005N-10 NADAL® Gonorrhea Test
532001N-25 NADAL® Dengue IgG/IgM Test 612004N-25 NADAL® CCA (Bilharzia) Test
532002N-25 NADAL® Dengue Ag Test 622001N-30 NADAL® HAV IgM Test
532003N-25 NADAL® Dengue Ag+lgG/IgM Test 622040N-30 NADAL® HEV IgM Test
532003N- NADAL® Dengue Ag+lgG/IgM Test 622070N-30 NADAL® HAV 1gG/IgM Test
| 25_5SL 622070N- NADAL® HAV IgG/IgM Test
532004N-25 NADAL® Dengue IgG/IgM Test 30_SSL
532004N- NADAL® Dengue 1gG/IgM Test 652001N-30 NADAL® Chagas IgG Test
25_SSL 652001N- NADAL® Chagas IgG Test
532011N-25 NADAL® Dengue IgG/IgM Test 30_SSL
532012N-25 NADAL® Dengue NS1 Ag Test 662001N-30 NADAL® Leishmania Test
[ 532016N-25 NADAL® Dengue NS1 Ag+lgG/IgM 672001N-30 NADAL® Filariasis IgG/IgM Test
‘ Test 672001N- NADAL® Filariasis 1gG/IgM Test
532016N- NADAL® Dengue NS1 Ag+lgG/IgM 30_SSL

REVO2 2017-12-05
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682002N-20 NADAL® Chikungunya IgM Test 795027_SSL NADAL® TPHA Test
692001N-30 NADAL® Typhoid 1gG/IgM Test 795028 NADAL® TPHA Test

| 692001N- NADAL® Typhoid IgG/IgM Test 795028_SSL NADAL® TPHA Test
§.30-5SL 795030 NADAL® Rose Bengale Latextest
712001 NADAL® AFP Test 840003N-10 NADAL® Trichomonas vaginalis
712001_SSL NADAL® AFP Test Test
S :
222003 NADAL® CEA Test 850003 NADAL® Astrovirus Test
5 :
722003_SSL NADAL® CEA Test 850003 _SSL NADAL® Astrovirus Test
- - 860001 NADAL® Bence Jones Protein Test
790001 NADAL® Celiac Disease tTG Test
- - 860001_SSL NADAL® Bence Jones Protein Test
790002 NADAL® Celiac Disease -
tTG/Gliadine Test 920001 NADAL® Norovirus Test
[ - ®
| 795002 NADALS-ASO Latextest 920001_SSL NADAL® Norovirus Test
795003 NADAL® ASO Latextest 920002 NADAL® Norovirus GI/Gll Test
795005 NADAL® CRP Latextest 920002_SSL NADAL® Norovirus GI/GlI Test
795006 NADAL® CRP Latextest =
920002N-01 NADAL® Norovirus GI/Gll Test
795008 NADAL® Rheumatoid Factors
Latextest 920002N- NADAL® Norovirus Gl/Gll Test
795008_SSL NADAL® Rheumatoid Factors iS5
Latextest
795009 NADAL® Rheumatoid Factors This document is valid until 2019-12-04.
Latextest Moers, 05.12.2017
795010 NADAL® RPR Carbon Latextest nal von minden GmbH
795011 NADAL® RPR Carbon Latextest = s
/" nal von minden §ri1p9f
795015 NADAL® VDRL Latextest (\ c.—;mz;ysmw 12 “
“ 4_?4 o?rs oS >
795016 NADAL® VDRL Latextest PR e Adt Lok
795016_SSL NADAL® VDRL Latextest il .
795017 NADAL® Waaler Rose Latextest Sandra von Minden
CEO
795018 NADAL® Waaler Rose Latextest nal von minden GmbH
795018_SSL NADAL® Waaler Rose Latextest
795024 NADAL® IM Latextest
795024 _SSL NADAL® IM Latextest
i 795027 NADAL® TPHA Test

REVO2 ‘ 2017-12-05



KABEL

LABORTECHNIK

EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY

Name und Adresse des Herstellers:
Name and address of the manufacturer:

KABE LABORTECHNIK GmbH
Jagerhofstrafe 17

51588 Niimbrecht-Elsenroth
Deutschland / Germany

Wir erklaren in alleiniger Verantwortung, dass die In-Vitro-Diagnostika der Produktgruppe /
We declare under our sole responsibility that the in-vitro-diagnostica of product group

« Probenréhren
» neutrale Probenréhren
« mit oder ohne Verschlussstopfen
e praparierte Probenréhren
¢ zur Zahlung der Thrombozyten aus
Venen- oder Kapillarblut
e zur Zahlung der Retikulozyten
o fir hAmatologische Untersuchungen
e zur Gewinnung des Blutcitratgemisches
fur den Hepato Quick
» zur Gewinnung des Blutcitratgemisches fur
gerinnungsphysiologische Untersuchungen
e zur Serumgewinnung
e zur Plasmagewinnung
e zur Stabilisierung des Enzyms der sauren
Phosphatase
e zur Blutzuckerbestimmung
e zur Bestimmung der Katecholamine
« neutrale Reaktionsgefale
e mit oder ohne Verschlussstopfen
« Verschlussstopfen
fur Probenréhren und Reaktionsgefélie

der Klasse / of class

- test tubes
¢ untreated test tubes
e w/o closing stopper
o treated test tubes
» for platelet count from
venous or capillary blood
o for reticulocyte count
« for haematological analyses
» for preparing the blood-citrate mixture
for the Hepato Quick
« for preparing the blood-citrate mixture for
coagulation physiological analyses
« for serum collection
e for plasma collection
« for stabilising the enzyme of acid
phosphatase
« for blood sugar determination
« for determination of the catecholamine
- untreated reaction vessels
» w/o closing stoppers
« closing stoppers
for test tubes and reaction vessels

Andere IVD-Produkte
Other IVD-devices

den einschlagigen Bestimmungen der IVD-Richtlinie 98/79/EG und deren Umsetzungen in nationale Gesetze
entspricht. Die Konformitatserklarung gilt fiir die durch die KABE LABORTECHNIK GmbH freigegebenen Chargen.

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it.
This declaration is valid for the batches released by KABE LABORTECHNIK GmbH.

Konformitatsbewertungsverfahren:
Conformity assessment procedure:

Nimbrecht-Elsenroth, 24.09.2019

Konformitaetserklaerung_IVD_PG1.doc

Richtlinie 98/79/EWG Anhang Il
Directive 98/79/EC Annex Il

o // - =
-"// /%

André Kolpe, Geschaftsfithrer / Managing director




TUVRheinIar?d
Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

KABE LABORTECHNIK GmbH
Jagerhofstr. 17
51588 Niimbrecht
Deutschland

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

Design and development, production and distribution of
in vitro diagnostic devices and consumption materials
for sample withdrawal, preparation and storage
as well as single-use medical devices

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

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

Effective Date: 2018-10-16
Certificate Registration No.: SX 60133221 0001
An audit was performed. Report No.: 21234760 009

This Certificate is valid until: 2021-10-15

Certification Body

-

(DA

= Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-10-12

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http://www.tuv.com/safety

10020 0408 ®

TOV. TUEV and TUV are rogistered tademarks. Ullisation and eppication 1equires prior approva
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www.vacutestkima.it

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE “Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi
manufacturer disposable labware
indirizzo Via dell'Industria, 12
FrESs 35020 Arzergrande (PD) - Italia

posta elettronica

p info@vacutestkima.it
e-mail

telefono fax
phone +39-049-9720624 P +39-049-9720182

Sistema di prelievo di sangue e altri liquidi biologici
S , ~ mediante provette con vuoto predeterminato in plastica
identificazione dei prodotti “WACUTEST KIMA".

product identification

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “"VACUTEST KIMA”

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product classification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i."Dispositivi Medico—-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

plllggoaﬁ ;Zgate Arzergrande, 01/01/2015
] Assicuratore Qualita / Quality Manager
irma _ Giovanni Chiarin

signature

| OV QLL«Q M

VACUTEST KIMA srl - Vacuum tubes - Via dell’Industria, 12 - 35020 ARZERGRANDE (PD) Italy - e-mail: info@vacutestkima.it
Tel. +39 049 9719511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. IVA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.



CISQ is a member of

*
== g*** *:Nggﬁj ===
**:*:‘ S 2

B

THE INTERNATIONAL GEHTIF\G_ATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is compesed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATO n. 4264/4/C
CERTIFICATE No.

S| 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 Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

£ CONFORME ALLA NORMA / (S IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management 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 sterife needles.

Riferirsi alla documentazione del Sistema di Gestione per fa Qualita aziendale per 'applicabllita del requisiti della norma di riferimenta.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.
II presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” ¢ al relativa Schema specifico.
The use and Ihe validily of his ceriificate shall salisfy the requirements of the ICIM document "Rules for the certification of company management systems” and specific Scheme.
Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente ceriificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it
For timely and updated information about any changes in the certffication status referred fo in this certificate,
please confact the number +33 02 725341 or email address info@icim.it.

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

™\
\
/
\

ICIMS.p.A.
Piazza Don Enrico Mapelli, 75} 20099 Sesto San Giovanni (MI)

wiwwg icim. it

FEDERAZIONE

CIsQ

ACCREDIA %,

=

ml L'ENTE ITALIANO DI ACCREDITAMENTO

o i

EI www.cisg.com

g SGQ N°004A CISQ & la Federazione Italiana di Organismi di

3 Certificazlone del sistemi di gestione aziendale.

o Membro degli Accordi di Mutuo Riconoscimente EA, IAF e ILAC CISQ is the Italian Federation of management
system Certification Bodies.

Signatory of EA, IAF and ILAC Mutual Recognition Agreements




AO «ONUMOH wen3ms Ne /003 ren. (495) 648 6068, 608 7617,

®EAEPAABHASL CAYJKBA MO HAA3OPY B COEPE 3APABOOXPAHEHMS
= ACOLUBMBHONG Tadlig i ie - -

PETUCTPALUUOHHOE YAOCTOBEPEHHE
Ne @CP 2009/05681

ot 15 cenradpsa 2009 roga Cpoxk nelcTBUS: He OrpaAHHYEH.

Hacrosmee YAOCTOBEPEHHUE BBLAAHO

3A0 "Tepmo ®umep CalienTudux',
Poccus, 196240, Canxr-IlerepOypr, yi. Kyouunckas, 1.73, xkopnyc 1, iuT.A

U TIOATBEPIKIAET, YTO U3/IEIHE MEAULIMHCKOTO Ha3HAYCHUS
(u3enre METUITHHCKOH TEXHUKH)

Jlo3aTophl IUNETOYHbIE, O{HO- H MHOTOKaHa/IbHBIE, ''BiK"
no TY 9443-008-33189998-2009

IIPOXU3BOJICTBA

3A0 "Tepmo ®umep CaiieaTndux'',
Pocensn, 196240, Canxt-IleTepOypr, ya. Kyounckas, 1.73, kopnye 1, aaT.A

KJIacc MOTEHIMATBHOIO PUCKa 2a OKII 94 4370

COOTBETCTBYIOLIEE KOMILJIEKTY PErMCTPAllMOHHON TOKYMEHTAHN
KPJ Ne 33014 ot 09.07.2009

npukasoM Pocsapasnanzopa ot 15 cenTabps 2009 roga Ne 7252-T1p/09

Oenepaniuu

PykoBoanTtens @enepaabHoii ciayx0b1
N0 HAJ30pYy B cepe 3ApaBOOXPAHEHUS
H COIHAJILHOI0 Pa3BHTHS
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EC Certificate TUVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60119814 0001

Report No.: 21265422 001

Manufacturer: Macherey-Nagel GmbH & Co. KG
Neumann-Neander-Str. 6-8
52355 Diiren
Deutschland

Products: Products for self-testing
(see attachment for products and sites included)

Replaces Certificate, Registration No.: HL 60076687 0001

Expiry Date: 2022-05-28

The Notified Body hereby declares that the requirements of Annex IV, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex

IV, section 5 of the aforementioned directive. For placing on the market of List A devices covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 and-a.

LG
verification of manufactured products according to section 6 is required. (,_'.‘-"'f.ﬁ——*f._\g'g"\
f'.‘ QF/«-/ \\O'oﬁ\\
s D 4 % \
Notified Body/=> ; \ o\
Effective Date: 2017-05-29 L\ 2|
‘ /£

Date: 2017-05-29

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC
concerning in vitro diagnostic medical devices with the identification number 0197.




TUV Rheinland poc.

LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HL 60119814 0001

Report No.: 21265422 001

Manufacturer: Macherey-Nagel GmbH & Co. KG

Neumann-Neander-Str. 6-8
52355 Diiren
Deutschland

Products for self-testing:

- 8ingle and multi-parameter disposable test strips
for urine analysis

- indicator test strips and papers for measurement
of pH in urine

Additional site for warehousing and logistics:

Bahnstr. 120
52355 Duren, Germany

Date: 2017-05-29

. ®
TUVRheinland

1/1, Rev. 0




DNV-GL
MANAGEMENT SYSTEM
CERTIFICATE

CepTtudukar NO: [aTa HayanbHOM cepTudUKaLmn: Jenctsutenen:
59878-2009-AQ-MCW-FINAS 20 pexabps 2000 21 nioHs 2018 - 31 aerycra 2021

HacTosawmnm yaoctoBepsaeTcs, YTo CUCTEMa MEHEAXMEHTa OpraHn3aummn:

AO «TEPMO ®ULLUEP CAMEHTU®OUK »

Ky6buHckas, .73, nutep A, kopnyc 1, CaHkT-MNeTepbypr, Poccuinckaa denepauus,
196240

6blnia Npu3HaHa COOTBETCTBYHOLWEN CTaHAApTY:

ISO 9001:2015

HacToawuii ceptudukaTt gencTeButeneH ana cneaytouwen obnacru:
NPON3BOACTBO AO3ATOPOB NMUNETOYHbLIX U CNELUMAJIBHOIO
ANATHOCTUYECKOIO NJIACTUKA.

Ot BbINycKatowero opuca:

DNV GL - Business Assurance
TpexnpyaHbii nepeynok 9, crp. 2, MocCkBa,
Poccuiickan dPeaepaumna

MecTo 1 paTta:
MockBa, 21 uoHa 2018

[4)
FINAS S, G oo bine

/,é ' Finnish Accreditation Service Cepre# Fpy6uH
=] - ’ S001 (EN ISO/IEC 17021) Mpeacrasutens pyKoBOACTBA

HeBbinonHeHne ycnosuil loroBopa Ha cepTuduKaumio Aenaert AaHHbli CepTudnKaT HeAeHCTBUTENbHBIM.
AKKpeauToBaHHbli ocduc: DNV GL BUSINESS ASSURANCE FINLAND OY AB, Keilasatama 5, 02150 Espoo, Finland. TEL:+358 10 292 4200

assurance.dnvgl.com
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®epepanbHoe areHTCTBO N0 TEXHUYECKOMY PErysiMpoBaHMIO U METPOJIOTMM

T

Cuctema no6poBosbHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)XCH1
OpraH no ceptudmkaumm 000 "Hesckuid AnbsiHC". OFPH 1147847286960 UHH 7842525530

WWW.NOPSS.ru

CEPTUDOUKAT
COOTBETCTBMA
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Mpu ocywecTenexun paboT cornacHo npunoxenuto N21 k HacTosLieMy cepTUuduKaTy
CepTudomkar BbijaH Ha OCHOBaHUM PeLLIEeHNUA IKCMEPTHON KOMUCCHUM
0T 24.09.2018
Cpok geiAcTBuA 00 24 ceHTA0pA 2021

Homep B eauHoM peecTpe cucteMbi C1256
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PykoBoauTens opraHa“. / <"/ MNopnucb W > MnaTtoHoB B.A.
no cepTucmnkaLuu: ‘ o >

SO0A800 B =
.,

G

HacToswui cepTudukar 06A3biBaET OPraHWsaLWIo NOJAEPXMBATL COCTORHWE BbINONHAEMBbIX pabor B
COOTBETCTBUM C BbilieyKa3aHHbIM CTaHAApPTOM, 4TO GyAeT HaXOfMTbCA NOJ KOHTPONeM OopraHa no
cepTudmuxayun CAC “HOMCC" n noaATBEPXAATLCS NPH NPOXOKACHUM €IKETORHOTO WHCIEKIIHOHHOTO KOHTPONIA.
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PepepanbHoe areHTCTBO N0 TEXHUYECKOMY PErynMpoBaHMIO U METPOJIOrMU

T

Cuctema nobpososibHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)KCH1
Opran no ceptudmkaumm 000 "HeBckuid AnbsiHc”. OFPH 1147847286960 MHH 7842525530

WWW.NOpPSS.ru

NMPUJ10XXEHUE N21

K ceptudukary coorsercteus N C1256

anMEHMTe.ﬂbHO K BUaamMm neAaTesibHOCTU .

Mpon3BoACTBO nabopaTOpPHO NOCYAbl, MEAMUMHCKUX M3Aennit, npubopoe u
NPUHAANEXHOCTEN, KpacuTenei, peareHTOB U HabopoB peareHToB ANs in-vitro
AVarHOCTUKM.

PykoBoguTens opraka \« , | “ MnatoHoB B.A.

no cepTucmnkaLmm:

N
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