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The design and manufacture of in vitro diagnostic reagents for the detection of the blood groups.
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To whom it may concern

CE Certification

il

In compliance with the In Vitro Diagnostic Directive 98/79/EC, Lorne may place a CE mark on
the below without intervention by an independent regulatory authority.

As there is no intervention by the Notified Body in placing the below products on the market,
none of the below products are stated on the EC certificates

Catalogue
Number

110010
115002
116005
209005
312002
315002
321002
322002
325002
328002
330002
331002
427002
441010
443010
451010
452010
470250/
470025 /
470020
480010
485010
631002
632002
750002

f<e

T
e

File No A1224
ISO 13485:2016

Product name

Inert AB serum
Anti-H Lectin
Anti-Al Lectin
Precise weak Anti-D
Anti-N Lectin
Anti-P1 Monoclonal
Anti-Kpa Polyclonal
Anti-Kpb Polyclonal

Anti-k (Cellano) Monoclonal

Anti-Dia Polyclonal
Anti-Lua Polyclonal
Anti-Lub Polyclonal
Anti-C3d Monoclonal
Papenzyme-plus
Bromelite

Serological Albumin 22%
Serological Albumin 30%
LISS Ready for use

LISS Ready for use

LISS Ready for use
LISS-ADD

PEG-ADD

Anti-Leb Monoclonal
Anti-Lea Monoclonal
Anti-Cw monoclonal

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
Email: info@lornelabs.com
www.lornelabs.com

Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



Catalogue
Number
770002
771002
772002
930110
031100A
035100
041050A
043100A
044150A /
044500A
045005A
046511A
156050A
155050A
830100A
840050
850100A /
860050
870050/
870100

Kind regards,

Zeqo

3

Product name

Anti-S Monoclonal

Anti-s Monoclonal
Anti-M Monoclonal
Red Cell Elute kit
ASO Latex kit
Rotavirus latex kit
IM Latex kit

TPHA Microtitre plate kit
RPR Carbon kit
RPR Carbon kit
RPR Carbon Antigen
VDRL Stabilised Reagent kit
Rose Waaler

Rose Bengal

RF Latex kit

LE Latex test kit
CRP Latex kit

Strep Test kit

Staph Test kit

Staph Test kit

Red isa Digitally signed

by Redisa Zeqo

A

File No A H
ISO 13485:2016

Date: 2022.03.15
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Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518

Danehill,

Lower Earley Email: info@lornelabs.com

Berkshire RG6 4UT United Kingdom www.lornelabs.com

Registered office

as above. Registered in England No. 04540797. VAT No. 800 3655 66



C&LORNE Document Title: EU Decla_ratlon of
Conformity

Date Effective: 02 Oct 2019 Document Number: DoCSyphilis

DCN: 999 Revision Number: 01

Lorne Laboratories Ltd declares that the product family Syphilis comprises of the
following in vitro diagnostic reagents:

Product Name Catalogue Number | GMDN Number
TPHA Microtitre Plate kit 043100A 51800
RPR Carbon kit 044150A / 044500A 51819
RPR Carbon Antigen 045005A 51819
VDRL Stabilised Reagent kit 046511A 51819
RPR Carbon Positive Control 047001A 32449

have been classified as non List A, non List B (Directive 98/79/EC, Annex Il) and
comply with the essential requirements and provisions of the European Communities
Council Directive 98/79/EC concerning In-Vitro Diagnostic Medical Devices as
amended by Regulation (EC) 596/2009 and of the Council (also SI 2002 No.618
which transposes the requirements of Directive 98/79/EC).

The Intended Purpose of these products is to identify and quantitate specific
antibodies in human sera following infection with syphilis which should only be
carried out by suitably trained professionals.

The manufacturer of these products is Lorne Laboratories Ltd who is located at:

Address line 1: Unit 1 Cutbush Park Industrial Estate
Address line 2: Danehill

City: Lower Earley

County: Berkshire

Postal code: RG6 4UT

Country: United Kingdom

Telephone number: +44-(0)118 921 2264

Fax number: +44-(0)118 986 4518

Website: www.lornelabs.com

DUNS Number: 732670703
and are in conformity with the national standards transposing harmonised standards:

BS EN ISO 13485:2016
BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN ISO 15223-1:2016
BS EN ISO 18113-2:2011
BS EN ISO 23640:2015

Printed copies are “uncontrolled”
It is the responsibility of the user to ensure that the correct version is used
Page 1 of 2
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EU Declaration of

) LORNE
Conformity

Document Title:

Date Effective: 02 Oct 2019 Document Number: DoCSyphilis

DCN: 999 Revision Number: 01

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

Lorne’s EU Authorised Representative is “Advena Limited” residing at Tower
Business Centre, 2" Floor, Tower Street, Swatar BKR 4013 Malta.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 02 October 2019.

f

Eddy Velthuis
Technical Director

Printed copies are “uncontrolled”
It is the responsibility of the user to ensure that the correct version is used

Page 2 of 2



LORNE LABORATORIES LTD.
GREAT BRITAIN

MICROTITRE PLATE HAEMAGGLUTINATION KIT
DIRECTIONS FOR USE

TPHA Microtitre Plate Kit: For The Qualitative Determination Of Treponema pallidum

SUMMARY

Syphilis is a venereal disease caused by the spirochaete micro-
organism Treponema pallidum. This organism cannot be cultured on
artificial media and so the diagnosis of syphilis depends on the
correlation of clinical data with the specific antibody demonstrated
by serological tests. There are two different techniques for the
detection of syphilis. TPHA tests to detect antibodies to Treponemal
pallidum, and non-treponemal serologic tests, to detect an antibody-
like substance in infected people called Reagin.

INTENDED PURPOSE

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

PRINCIPLE

The TPHA (Trepenoma Pallidum Hemagglutination) is an indirect
hemagglutination test for the qualitative and semi-quantitative
detection of specific T.Pallidum antibodies in human serum.
Stabilised avian erythrocytes sensitised with an antigenic T.Pallidum
solution, agglutinates in the presence of T.Pallidum antibodies to
give a characteristic pattern. No agglutination generally indicates
absence of the antibodies (see Limitations).

KIT DESCRIPTION

Lorne TPHA Kit detects antibodies to T.pallidum. Test Cells are
preserved avian erythrocytes coated with antigenic components of
pathogenic T. pallidum (Nichol's strain). Any non-specific reactions
are detected using the Control Cells; avian erythrocytes not coated
with T.pallidum antigens. Non-specific reactions can also be
absorbed out using Control Cells. Antibodies to non-pathogenic
treponemes are absorbed by an extract of Reiter's treponemes in
the cell suspension. 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.Reagents are
supplied at optimal dilution for use with recommended techniques
without need for 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. Store the vials in a vertical
position. A horizontal position may cause cellular aggregates in
reagents R1 and R2. If this happens mix the vials gently but
thoroughly to disperse the aggregates.

SPECIMENS

Fresh serum or plasma. Stable up to 8 days at 2-8°C or up to 3
months at —20°C.

The samples with presence of fibrin should be centrifuged before
testing. Do not use grossly hemolysed or lipaemic samples.

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.

Document reference number: CEPI043A

Document issue number: 7/04/2021

DISPOSAL OF KIT REAGENT AND DEALING WITH SPILLAGES

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

CONTROLS AND ADVICE

1. It is recommended the TPHA Positive and Negative Controls
be tested in parallel with each batch of tests. Tests must be
considered invalid if controls do not show expected results.

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

Mix the contents of each vial gently but thoroughly before use.

Avoid contamination of reagents or serum with saliva, as this

will cause false positive results with specimens.

5. Do not interchange components between different kits.

6. 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 kit is in use and user must
determine the suitability of the kit for use in other techniques.

PO

KIT COMPONENTS SUPPLIED

1) RZI1: Test cells (Yellow cap, 1x7.5 mL): Stabilized avian
erythrocytes sensitised with T.pallidum (Nichols) antigens,
preservative, pH 7.2.

2) R2: Control cells (Green cap, 1x7.5 mL): Stabilized suspension
of avian erythrocytes, preservative, pH, 7.2.

3) R3: TPHA Diluent (White cap, 2x10 mL): Phosphate buffered
saline, pH 7.2, T.pallidum (Reiter) extract, preservative.

4) Control + (Red cap, 1x1 mL): Immune human serum prediluted
1:20, preservative.

5) Control — (Blue cap, 1x1 mL): Animal serum, preservative.

MATERIALS AND EQUIPMENT REQUIRED BUT NOT SUPPLIED

a) Accurate pipettes.
b)  U-well microtitre plates.

QUALITATIVE TECHNIQUE

1.Allow the reagents and sample to reach room temperature.

2.Shake both the Test and Control Cells vials gently but thoroughly
immediately before use.

3.Dilute the sample 1:20 with Diluent (10 pL serum + 190 pL Diluent
(R3)).

4.Pipette into adjacent wells of a microtitre plate:

Test Well Control Well
Sample 1:20 or Control* 25 pl 25 pl
Control Cells - 75 pl
Test Cells 75 ul --

*For each Positive Control or Negative Control or Patient Sample
tested, 1 Test Well and 1 Control Well each is required.

5.Mix the microtitre plate thoroughly untii a homogenous
cells/sample is obtained.

6.Cover the microtitre plate and incubate at room temperature for
45-60 min. Keep the microtitre plate away from the vibrations, heat
and direct sunlight.

7.Examine the agglutination patterns of the cells macroscopically.

SEMI-QUANITATIVE TECHNIQUE

1. Each specimen requires 8 wells of a microtitre plate, labelled A
through to H.

2. Place 25 pl of Diluent into Wells B to H inclusive.

3. Transfer 25 pl of sample diluted 1:20, in Qualitative
Technique above, to Wells A and B.

4. Take 25 pl of diluted sample from Well B and perform doubling
dilutions of the sample from Wells B to H inclusive, discarding
25 pl of diluted sample from Well H.

5. Add 75 pl of Test Cells to Wells A to H inclusive.

6. Shake the microtitre plate gently to mix the contents
thoroughly.

Page 1 of 2



7. Cover the microtitre plate and incubate at room temperature for
45-60 min. Keep the microtitre plate away from the vibrations,
heat and direct sunlight.

8. Examine the agglutination patterns of the cells
macroscopically.

INTERPRETATION OF RESULTS

Read the results by comparing the agglutination patterns of the Test
Cells with the Control Cells. Readings are scored and reported
according to the following criteria:

DISCLAIMER

1. User is responsible for performance of reagents by any method
other than those mentioned in 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.

INTERPRETATION OF RESULTS

1. The Negative Control should not show any agglutination
pattern with both Test Cells and Control Cells.

2. The Positive Control should only show agglutination patterns
with Test Cells.

3. Any agglutination pattern shown by Control Cells indicates the
presence of non-specific antibodies and cannot be interpreted.

4. Samples with a borderline pattern should be retested and
reported as negative if the same pattern is reproduced.

5. Reactive samples should be titred out as described in the semi-
quantitative technique above. The serum titre is defined as the
highest dilution showing reactive result.

6. Clinical diagnosis should not be made on findings of a single
test result, but should integrate both clinical and laboratory
data.

LIMITATIONS

1. This kit cannot distinguish between syphilis and other
pathogenic treponemal infections, e.g. Yaws and so clinical
evidence should always be considered. It is recommended that
all positive results are confirmed by an alternative method,
such as FTA-ABS.

2.  Lorne TPHA Syphilis Kit is highly specific but false positive
results have been described with samples of patients with
mononucleosis, leprosy, borreliosis, autoimmune diseases and
drug addiction.

3. The TPHA test is not useful in determining the effectiveness of
the therapy, since the antibody level remains (which would
show a positive test result) sometime after the disease has
been clinically cured.

4. False positive or false negative results may be seen due to:

. Contamination of test materials
. Improper storage of test materials or omission of reagent
. Deviation from the recommended techniques

SPECIFIC PERFORMANCE CHARCTERISTICS

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

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

3. Bilirubin (£ 20 mg/dL), hemoglobin (< 10 g/L), lipids (< 10 g/L)
and rheumatoid factors (< 300 1U/mL), do not interfere. Other
substances may interfere®.

4. Analytical sensitivity: 0.1 IU/mL, as tested against the 1%
International Standard for human syphilitic plasma IgG and IgM
NIBSC code 05/132.

5. Prozone effect: No prozone effect was detected up to titres
>1/163840.

6. Diagnostic sensitivity: 100%

7. Diagnostic specificity: 100 %.

Document reference number: CEPI043A

Document issue number: 7/04/2021

Degree of hemagglutination Reading Result
Smooth mat of cells covering entire well . AVAILABLE KIT SIZES
’ . 4+ Reactive
bottom, sometimes with folded edges
Smooth mat of cells covering part of the . Kit Size Catalogue Number
3+ Reactive -
well bottom 100 Tests Per Kit 043100A
Smooth mat of cells surrounded by a .
: 2+ Reactive
red circle
Smooth mat of cells covering less area .
p 1+ Reactive
and surrounded by a smaller red circle
Button of cells having a small hole in + Borderline
centre
Definite compact button of cells, Lorne Laboratories Limited
sometimes with a very small hole in the - Negative Unit 1 Cutbush Park Industrial Estate
centre. 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™ Flr.,
Tower Street, Swatar, BKR 4013, Malta
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LORNE LABORATORIES LTD.
MAREA BRITANIE

KIT DE HEMAGLUTINARE PE PLACA DE MICROTITRU

INSTRUCTIUNI DE UTILIZARE

Kit placa de microtitru TPHA: Pentru determinarea calitativa a Treponema pallidum.

REZUMAT

Sifilisul este o boald venericd provocatda de microorganismul
spirocheta Treponema pallidum. Tntrucat acest organism nu poate fi
cultivat in mediul artificial, diagnosticarea sifilisului depinde de
corelarea datelor clinice cu anticorpul specific demonstrat prin teste
serologice. Exista doua tehnici diferite de detectare a sifilisului.
Testele TPHA pentru detectarea anticorpilor la Treponemal pallidum
si testele serologice non-treponemice, pentru detectarea unei
substante asemanatoare anticorpului la persoanele infectate numita
reagina.

SCOPUL PROPUS

Acesta este un reactiv de test latex pentru determinarea calitativa si
semicantitativd a prezentei sau absentei anticorpilor T. pallidum in
serul sau plasma pacientilor in cazul testarii conform tehnicilor
recomandate si prezentate in aceste instructiuni de utilizare.

PRINCIPIUL

TPHA (Testul de hemaglutinare a Treponemei Pallidum) este un test
de hemaglutinare indirect pentru detectarea calitativa si
semicantitativa a anticorpilor T. Pallidum specifici in serul uman.
Eritrocitele aviare stabilizate, sensibilizate cu o solutie T. Pallidum
antigenica, aglutineaza in prezenta anticorpilor T. Pallidum pentru a
conferi un model caracteristic. Neaglutinarea indica, in general,
absenta anticorpilor (consultati Limitari).

DESCRIEREA KITULUI

Kitul TPHA Lorne detecteaza anticorpii la T. pallidum. Celulele de
testare sunt eritrocite aviare conservate acoperite cu componente
antigenice ale T. pallidum patogenic (tulpina Nichols). Orice reactii
nespecifice sunt detectate cu ajutorul celulelor martor; eritrocite
aviare neacoperite cu antigene T. pallidum. Reacitiile nespecifice pot
fi, de asemenea, eliminate prin absorbtie cu ajutorul celulelor martor.
Anticorpii la treponemele nepatogenice sunt absorbiti de un extract
din treponemele Reiter In suspensia de celule. Reactivele nu contin
sau nu sunt compuse din substante CMR, substante perturbatoare
pentru sistemul endocrin sau care ar putea provoca sensibilizare
sau o reactie alergica in cazul utilizatorului. Reactivii sunt furnizati la
diluarea optima pentru utilizare cu toate tehnicile recomandate fara
sa fie necesara diluarea sau adaugarea suplimentara. Pentru
numarul de referinta al lotului si data de expirare, consultati Eticheta
flaconului.

DEPOZITARE

Toate componentele kitului vor ramane stabile pana la data de
expirare imprimata pe eticheta, cand sunt depozitate bine inchise la
2-8 °C si este prevenita contaminarea in timpul utilizarii. A nu se
congela: reactivii congelati ar putea modifica functionalitatea
testului. Depozitati flacoanele in pozitie verticald. Depozitarea in
pozitie orizontald poate provoca aglomerdri de celule. Tn cazul
modificarii pozitiei, amestecati usor pentru a dizolva eventualele
agregate prezente.

Deteriorarea reactivilor: Prezenta aglomerarilor, particulelor gi
turbiditatii.

SPECIMENE

Ser sau plasma proaspata. Stabile 8 zile la 2-8 °C sau 3 luni la

—20 °C.

Probele care prezinta fibrina trebuie centrifugate inainte de testare.
Nu utilizati probe intens hemolizate sau lipemice.

PRECAUTII

1. Kitul este destinat exclusiv pentru diagnosticare in-vitro.

2. Nu utilizati kitul dupa data de expirare (consultati Eticheta de
pe flacon si de pe cutie).

3. Purtati echipament de protectie cand manipulaii reactivii, cum
ar fi manusi de unica folosinta si un halat de laborator.

4. Reactivii din acest kit au fost procesafi pentru a reduce
incarcatura biologica, dar nu sunt livrati sterili. Dupa

Numarul de referinta al documentului: CEPI043A

Numarul de emitere al documentului: 6/06/2020

deschiderea flaconului, continutul ar trebuie sa ramana viabil
pana la data de expirare.

5. Nu se cunosc teste care sa garanteze faptul ca produsele
derivate din surse umane sau animale nu prezinta agenti
infectiosi. Fiti atenti cand utilizati si cand eliminati un flacon si
continutul acestuia.

ELIMINAREA REACTIVULUI DIN KIT S| CUM SE ACTIONEAZA
IN CAZ DE STROPIRE

Pentru informatii privind eliminarea reactivului din kit si metodele de
decontaminare a unui loc in caz de stropire, consultati Figele cu
date de securitate ale materialului, disponibile la cerere.

MARTORI $| RECOMANDARI

1. Se recomanda testarea in paralel a martorilor pozitivi si
negativi TPHA cu fiecare lot de teste. Testele trebuie
considerate nevalide daca probele martor nu prezinta
rezultatele prevazute.

2. Tnainte de utilizare, trebuie sa asteptati ca reactivii s& ajunga la
18-25 °C.

3. Evitati contaminarea reactivilor sau serului cu saliva, deoarece
aceasta va determina rezultate fals pozitive la specimene.

4. Nu schimbati intre ele componentele de la diferite kituri.

5. Utilizarea kitului si interpretarea rezultatelor trebuie efectuate
de personal calificat si instruit in mod corespunzator in
conformitate cu cerintele tarii in care se utilizeaza kitul, iar
utilizatorul trebuie sa stabileasca in ce masura se poate utiliza
kitul Tn alte tehnici.

COMPONENTELE KITULUI FURNIZATE

1) R1: Celule de testare (Capac galben, 1x7,5 ml): Eritrocite
aviare stabilizate, sensibilizate cu antigene T. Pallidum
(Nichols), conservant, pH 7,2.

2) R2: Celule martor (Capac verde, 1x7,5 ml): Suspensie
stabilizata de eritrocite aviare, conservant, pH, 7,2.

3) R3: Diluant TPHA (Capac alb, 2x10 ml): Solutie salina tampon
fosfat, pH 7,2, extract T. pallidum (Reiter), conservant.

4)  Martor + (Capac rosu, 1x1 ml): Ser uman imun prediluat 1:20,
conservant.

5) Martor — (Capac albastru, 1x1 ml): Ser animal, conservant.

MATERIALE $I ECHIPAMENTE CARE SUNT NECESARE, DAR
NU SUNT FURNIZATE

a) Pipete de precizie.
b)  Placi de microtitru cu godeuri in forma de U.

TEHNICA DE EVALUARE CALITATIVA

1.Asteptati ca reactivii si proba sa ajunga la temperatura camerei.

2.Agitati usor, insa temeinic, flacoanele cu celulele de testare si
martor chiar inainte de utilizare.

3.Diluati proba 1:20 cu diluant (10 pl ser + 190 pl diluant (R3)).

4.Pipetati in godeurile alaturate ale placii de microtitru:

Godeu de Godeu
testare martor
Proba 1:20 sau martor* 25 pl 25 pl
Celule martor - 75 pl
Celule de testare 75 ul --

*Pentru fiecare martor pozitiv sau martor negativ ori proba de la
pacient testata, este necesar cate 1 godeu de testare si 1 godeu
martor.

5.Amestecati bine placa de microtitru pana cand obtineti o
proba/celule omogena(e).

6.Acoperiti placa de microtitru si incubati la temperatura camerei
timp de 45-60 min. Tineti placa departe de microtitru de vibratii,
caldura si lumina directa a soarelui.

7.Examinati macroscopic modelele de aglutinare a celulelor.
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TEHNICA DE EVALUARE SEMICANTITATIVA

1.

8.

Fiecare specimen necesita 8 godeuri ale unei placi de
microtitru, etichetate de la A la H.

Puneti 25 pl de diluant in godeurile B pana la H inclusiv.
Transferati 25 pl din proba diluata 1:20, in cadrul Tehnicii de
evaluare calitativa de mai sus, in godeurile A si B.

Luati 25 pl de proba diluata din godeul B si dublati dilutiile
probei din godeurile B pana la H inclusiv, eliminand 25 pl de
proba diluata din godeul H.

Adaugati 75 pl de celule de testare in godeurile A pana la H
inclusiv.

Agitati usor placa de microtitru pentru a amesteca bine
continutul.

Acoperiti placa de microtitru si incubati la temperatura camerei
timp de 45-60 min. Tineti placa de microtitru departe de vibratii,

Tnainte de a fi pus pe piata, fiecare lot de TPHA Syphilis Kit
Lorne este testat conform Tehnicilor recomandate pentru a
se asigura reactivitatea adecvata.

Bilirubina (< 20 mg/dl), hemoglobina (< 10 g/l), lipidele (< 10 g/l)
si factorii reumatoizi (< 300 1U/ml) nu afecteaza rezultatele. Alte
substante pot influenta rezultatele.

Sensibilitate analitica: 0,1 IU/ml, testat conform Primului
standard international pentru plasma sifilizata umana IgG si
IgM, codul NIBSC 05/132.

Efect de prozona: Nu a fost detectat niciun efect de prozona

la titre >1/163840.
Sensibilitate diagnostic: 100%
Specificitate diagnostic: 100%.

DECLINAREA RESPONSABILITATII

caldura si lumina directa a soarelui. 1. Utiliztgt.cl)ruIA este | Siﬂgu,n'.'.l I;espon;sa&bil d peﬂr;tru | perfor[‘nan%a
Examinati macroscopic modelele de aglutinare a celulelor. reactivilor in cazul utilizaril altor metode decat cele mentionate
in Tehnici recomandate.
INTERPRETAREA REZULTATELOR 2. Orice ab_atere trebuie validat'é_x fnainte de utilizare cu ajutorul
procedurilor de laborator stabilite.
Cititi rezultatele comparand modelele de aglutinare a celulelor de
testare cu cele ale celulelor martor. Valorile sunt evaluate si BIBLIOGRAFIE
raportate dupa urmatoarele criterii:
1. David S.Jacobs et al. Laboratory Test Handbook, 3™ edition,
Grad de hemaglutinare Valoare Rezultat Lexi-Comp Inc, 1994.
Strat fin de celule care acopera complet .
: ! e 4+ Reactiv
fundul godeului, uneori cu margini pliate
Strat fin de celule care acopera partial . DIMENSIUNI DE KIT DISPONIBILE
: 3+ Reactiv
fundul godeului
Strat fin de celule inconjurat de un cerc os Reactiv Dimensiune kit Numar de catalog |
rosu 100 teste per kit 043100A
Strat fin de celule care acopera o
suprafata mai mica si este inconjurat de 1+ Reactiv
un cerc rosu mai mic
Buton de celule cu o gaurd mica in .
mijloc + Borderline
Un buton definit si compact de celule, ) Negativ
uneori cu o gaura foarte mica in mijloc. 9 Lorne Laboratories Limited

INTERPRETAREA REZULTATELOR

1.

2.

Martorul negativ nu trebuie sa prezinte niciun semn de
aglutinare, nici la celulele de testare, nici la cele martor.
Martorul pozitiv trebuie sa prezinte modele de aglutinare numai
la celulele de testare.

Orice model de aglutinare afisat de celulele martor indica
prezenta unor anticorpi nespecifici si nu poate fi interpretat.
Probele cu un model borderline (de granitd) trebuie retestate si
raportate ca negative daca este reprodus acelasi model.
Probele reactive trebuie eliminate la titrare dupa cum se arata
la tehnica de evaluare semicantitativa de mai sus. Titrul serului
este definit drept cel mai inalt grad de diluare care prezinta un
rezultat reactiv.

Diagnosticul clinic nu trebuie efectuat pe baza rezultatului unui
singur test, ci trebuie sa integreze atat date clinice, cat si de
laborator.

LIMITARI

1.

Tntrucat acest kit nu poate face distinctie intre sifilis si alte

infectii treponemale patogenice, de ex. Yaws, trebuie analizate

intotdeauna dovezile clinice. Se recomanda ca toate rezultatele

pozitive sa fie confirmate printr-o metoda alternativa, cum ar fi

FTA-ABS.

Kitul TPHA Syphilis Lorne are un Tnalt grad de specificitate, dar

au fost semnalate rezultate fals pozitive la probe de la pacienti

cu mononucleoza, lepra, borelioza, boli autoimune si

toxicomanie.

Testul TPHA nu este util in stabilirea eficientei terapiei,

deoarece nivelul de anticorpi se pastreaza (ceea ce ar indica

un rezultat pozitiv la test) un anumit timp dupa ce bolnavul este

declarat vindecat din punct de vedere clinic.

Rezultatele fals pozitive sau fals negative pot fi provocate si de:

e  Contaminarea materialelor folosite in testare

. Depozitarea necorespunzatoare a materialelor de testare
sau omiterea reactivului

e  Abaterea de la tehnicile recomandate

CARACTERISTICI DE PERFORMANTA SPECIFICE

1.

Numarul de referinta al documentului: CEPI043A

Kitul a fost caracterizat prin procedurile mentionate in Tehnici
recomandate.

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire, RG6 4UT

Regatul Unit

Tel.: +44 (0) 118 921 2264

Fax: +44 (0) 118 986 4518

E-mail: info@lornelabs.com

| EC [ReP

Numarul de emitere al documentului: 6/06/2020

Advena Ltd. Tower Business Centre, 2™ Flr.,
Tower Street, Swatar, BKR 4013, Malta
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