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@ Dehydrated culture medium
: pﬁ Rev. 0 - 3r Ed. 2004
i Page 1 of 1

ENDO AGAR
Medium for coliforms confirmatory test.

TYPICAL FORMULA = (g/l)

Peptone p 100
Lactose ¢ 10.0
Dipotassiumn Phosphaté 3.5
Agar ; 15.0
Sodium Sulphite .25
Basic Fuchsin | 0.5
Final pH=7.5 0.2 at 25 °C.
DIRECTIONS

Suspend 41.5 g of powaer in 1 liter of distilleld or deioniz;ed water. Heat to boiling with frequent and careful overturnings until
complete dissolution. Altoclave at 121 °C fot 15 minutes. Evenly disperse the precipitate when dispensing. Use immediately.
DESCRIPTION

ENDO AGAR is used for confirming the presence of coliforms organisms.

TECHNIQUE

For the confirmation of presumptive tests with liquid media, subculture tubes showing gas, or acid and gas formation, onto an
Endo Agar plate. Incubate at 36 = 1 °C for 24 hours. Lactose fermenting califorms (e.g. E. coli) give rise 1o deep red colonies
which color the surrounding medium and possess a golden metallic sheen. Non-lactose fermenters form colorless translucent
colonies, against the pink to colorless medium.
QUALITY CONTROL

Dehydrated medium |

Appearance: free-flowirg, homogeneous.
Color: medium purple. '

Prepared medium i
Appearance: opalescen;t with precipitates.

Color: pink. :

Incubation conditions: 36 + 1 °C for 24 = 2 h@urs. 1

Microorganism '+ ATCC Growth‘ | Characteristics

Staphylococcus aureusi 25923  markedly to completely inhibited

Escherichia coli DO 1 25922 good | } red colonies w / green metallic shee\'&_
|

Salmonelia typhimurium 14028 good } colorless to pink colonies W,

PERFORMANCE AND LIMITATIONS
If the medium is to be used the same day it i;s rehydrated, it does not need to be autoclaved. Boil to dissolve com
dispensing into plates. ! } |

STORAGE , |

The powder is very hygroscopic: store the pgwder at 10430 °C, in a dry environment, in its original container tightly closed and
use it before the expiry date on the label or until'signs of|deterioration or contamination are evident. The medium should be
used the day it is prepared: if it is necessary|store in the [dark at 2-8 °C for no more than 3 days.

REFERENCES

1. Endo, S. (1904). Uber ein Verfahrenzum Nachweis der Typhusbacillen. Centr. Bakt,, Abt 1, Orig. 35:108-110.

2. American Public .Health Association.(1975). Standard‘ methods for the examination of water and wastewater, 14th ed.
PRESENTATION

Product i REFJ 2/
ENDO AGAR (12.01) | 610020 500 g
ENDO AGAR (2.4 I 620020 100 g
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THE INTERNATIQNAL CERTIFICATION NETWORK
wwiw.lqnet-certificallon:com

o,
=

IQNet, the association of the world’s first class
cartification bodies, Is the fargest provider of management
System Certificatlon in the world,

Xy >
IQNet is composed of mare than 30 bodles and counts
W over 150 subsidiaries all over the globe.

CERTIFICATO n. 4264/4/C
CERTIFICATE No.

& GERTIFICA 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 / IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sbstema di Gestione per Ia}Qualité/ Quality Management System
! : .

%PER LE SEGUENTI ATTIVITA | FOR THE FOLLOWING ACTIVITIES
i
} : |EA: 29

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

Trading of the products of the Group: diagnostic kits, cufture media for microbiology,

plastic disposable labware, test tubes vyith predetermined vacuum and sterfle: needles.

Risrics alla tocumentazione del Sistema di Gesliane per la Qualita aziendale e Tapplicabiita det fequisi della norma didferimento.
Refer to tha documentation of the Quality Manageinent System for defalld of applicalion lo réference standard roquirements.
Ii presente cerlificato’® soggetio 2! rispetia dat dooumento IGIM "Regolameanto per fa vefillicazione del-sislérmi di gastionie”.e l relativo Schema specifico.
The use and the validity of this ceriificate shall salisly ihe requirements of the ICIM document "Rules for {he cariffication of company managemen! syslems” and specific Scheme.
Per informaziont puntuall & aggiacnate cirea eventuali varizzian intervant nello stato detla cerfificazions di cui al presente cerlificato,
3i prega dl onfatizra il n* teiefonlca +39 02 725341 o indrizzo e-mall info@icimit,
Fur imely and updated information abold any changes i tha ca tificalion status reférred to im this cerfificale,
please vontact the number +38 02 725341 or amall address info@icim.il,

Data emissione Emigsione corrente% Dala di scadenza
Firs! issue Current issue Expiring dale
18/01/2007 18/01/2019 i 17/01/2022

W

T ICIMS.pA
Piazza Don Enrlco Mapelli, 75} 20099 Sasto San Giovanni (M)

Wik Ieimil

ACCREDIA %

=
m‘ LENTR TALIANG D ACCTERITAMENTD | %'
O
EI wWww.clsg.com

GQ N° O & i i
8 SGQ N°004A CI$Q ¢ la Federazione ltaliana di Organismi di
E‘; Certlficazlane del sister! di gestlone azlendale
S CI5Q Is the Italian Fedaration of management

.. E . | |
Membro-degli Atgordi \:H‘ Mutuo. Rlc?nosclmento EA, TAF e TLAC
Signatary of EA, TAF and ILAC Mi.tTal Recognition Agreements system Certlfication Bodies

|

|

i



e

ClSQ is a member of

:
@ ok g
g % e— ¥ e s A
i g o*, ol !
>
THE INTERNATIONAL GERTIFICATION NETWORY,

www.Ignet-caertification.com

IQNet, the assoriation of the warld's firsi class
cartification bodies, Is the largest provider of management
System Certificatlon in the world.

IQNet Is composed of more than 30 bodles and counts
over 150 subslidiaries all over the globe.

CERTIFICATO n.. 4265/4/C
CERTIFICATE No) )

8 CERTIFIGA CHE 1L SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE Q(TIAL/TY MANAGEMENT SYSTEM OPERATED 8Y

KIMA S.R.L.

i
UNITA OPERATIVE / OPERATIVE UNITS

|
Via Leonardo Dagvmci'lr 22 - Zona Ind ufstriale Tognana - 35028 Piove di Sacco (PD)
| Italia
E CON;FORME ALLA NORMA /1S ;lN COMPLIANGE WITH THE STANDARD
UNI CEI EN ISO 13485:2016
Slsléama d1 Gestione per la lealilé/ Qualily Managemsnt Syslem
PE:R LE SEGUENTI ATTI\IITA‘I FOR THE FOLLOWING ACTIVITIES
éA: 29

: o 1 T -
‘Commercializzazione di prodotti-del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi steril.

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

|
| oril | i
Rilerirsi alla dggumentazione del Sistema i Gestione.per 1a Qualila.aziendale per I'applicabilith dei requisil della norma’di riferimento.
Rofor to the-documsnlalion of Lhe Quality Management \?i}‘slem for defails ol application lo refe slandard requireent!
Per informazioni puntuali & aggiornale cirea eventuall variazioni intervenute nefio slato della cerfificazione di cul al presenle cartificalo,
X g prega di contatiare il n* telefonicg +39 02 725341 o irdinzzo a-mail info@icim.iL
For fimely and update informalion aboul any changes i e certilisation Slalus refarred lo in this certilicale,
plaage conlact he numbsr +39 02 725341 or emall address infodicim..

Dala emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022
N
. A
U“I
MM
ICIM S.p.A.
Piazza Don Enrico Mapeill/75 — 20099 Sealo San Giovanni (M)
e cin il
S ACCREDIA %,
o LRI TTALAD DI ACCREITAMENTO 3 e 3 :
EI www.clsq.com
¢ i
8 SGQ N° 004A { CISQ & la Federazione [laliana di Organlsmi di
‘3 | Certificazione del sisternl di gestlone azlendale.
o Membro degll Accordl df Mutuo RIcunu&cime_nto EA, 1AF g ILAC CISQ is the Italian Federation of management

systam Certification Bodies.

signatory of EA, TAF and TLAC Mutual ﬁecugnllion Agreements



) ITALCERT

CERTIFICATO N° 505SGQ03

CERTIFICATE N° 5055GQ03

Si certifica che |l
this is to certify that

Sistema di Gestione per la Quahta

Qua/(fy Management System
\

messo in-atto da
| implemented by -

NUOV/& APTACA S.r.l.

Via Mohte Blancb 4= IT 20900 MONZA (MB)

hella Sede Operattva di
1 i ()pexatn/e Unit

Reg|one Monforte, 30 - IT 14053 CANELLI (AT)

e coﬂform@ alla norma
1s4n (O/W/)//anc @ with the standar r/

UNI EN SO 9¢O1 2015 (ISO 9001 2015)

‘ |
; _‘per. ilseguenti Processi
i concening .1/76 /b//ot ving kinds of P/uce's{s'es'

Gestione della: fabbncazmne ed immissione in commercio di tamponi:sterili

per il prellevo di campioni biologici in orifizi naturali e in ambito chirurgico.
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W EC Declaration oi’—oonformity |

EIA-1-17

EC DECLARATION OF CONFORMITY

|
AO Vector-Best hereby ensures under own responsibility and declares that the products listed
on pages 2-3 a‘re In conformity with applicable provisions and fulfill the essential requirements
of Annex | Dlrectlve 98/79/EC of 27 Octdber 1998 regarding in vitro diagnostic medical devices.

) |- o .
s s Classification of products: -

Other devices (all devices except Annex Il and self-testing devices)

Harmonized standards applied:

EN ISO 18113-1:2011; EN ISO 18113-2:2011 (In vitro diagnostic medical devices. Information
supplied by the manufacturer (labelling). Terms, definitions and general requirements. In vitro
diagnostic reagents for professional use); EN ISO 15223-1:2012 (Symbols to be used with medical
device labels, labelling and information to be supplied); EN 1SO 13485:2012+AC:2012 (Medical
devices. Quality management systems. Requirements for regulatory purposes); EN 13612:2002
(Performance evaluation of in vitro diagnostic medical-devides); EN 23640:2013 (In vitro diagnostic
medical devices. Evaluation of stability of in vitro diagnostic reagents); EN 13641:2002 (Elimination or
reduction of risk of infection related to in vitro diagnostic reagents); EN ISO 14971:2012 (Medical
devices. Application of risk management td medical devices).

\ :

| ]Conformltv assessment procedure:

Annex Ill (not including section 6). |

|

\

|

1
} Manufacturer:
AO Vector- Best |
Address: 630558, Koltsovo, Nov08|b|rsk Réglon Research and Production area, building 36, office
211, Russian Federat[on tel. +7 (383) 336173 46, tel./fax +7 (383) 332-67-49

I \

f European\authorlzed representative:

Bioron GmbH ‘
Address: Rheinhorststr. 18, D-67071 Ludwigshafen, Germany, tel.: +49 (0) 821 5720 915, fax: +48 (0)
6215720 916

Murat Khusainov

Date: 2017/10/1 )
‘ General Director AO \/ecto :

Valid until: 2022/07/03
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EC Declaration of conformity

Page2 ol 4

No Product name Identification data REF
1. |Vectohep A-l‘gM Elr_LEA kit for determination of IgM to hepatitis A D-0352
. s ELISA kit for quantitatve and qualitative !
Bl | VEgtongDp A lig(J determination of 19G to hepatitis A virus 0082 |
3. |Vectohep TTV-lgG ELISA Kit for determination of 1gG to TT virus D-0802 |
4. |Vectohep E-l‘gG EEEA kit for determination of IgG to hepatitis E D-1056 1|
5. |Vectohep E-IgM EIIFJSA kit for determination of IgM to hepatitis E| 5 ,5cq [
1 ‘ . . . gy {
5. Ve(:tohep G-!QG | \I/EILF_LIEA iklt for determination of 1gG to hepatitis G D-1252 ]|
5 | ELISA kit for determination of I1gG to infectious , |
% LyrneBest-|g$3 ‘ borrello%ls agents ' Q=2 ‘|
L ELISA kit for determination of IgM to infectious | , |
8 ||LymeRgst IQM borreliosis agents D-1454 |
‘ = s
9. |RecombiBest antipallidum-IgG ELISA kit for determination of 1gG to Treponema D.1852
| | | pallidum
10 RecombiBest antipallidum- ELISA kit for determination of total antibodies to D-1856
" | total antibodies Treponema pallidum i
111 RecombiBest antipallidum- ELISA kit for determination of IgM to Treponema D-1858
"l lgM ! pallidun
12 | RecombiBest antipallidum- ELISA kit for determination of total antibodies to| - 1aps |
| total antibodies Treponema pallidum
' - qls ELISA kit for determination of lgG to herpes simplex .
13, | VectoHSV-1;2 - 1gG Viis tvrbe* 1 and 2 D-2152
14. | VectoHSV - Ing ELISA kit for determination of IgM to herpes swnplpx D-2154 |
-_ virus types 1 and 2 |
15. Ve‘ctoHHV-Bl- 19G ELISA kit for determination of IgG to human herpes D-2160 i
| virus type 8 |
16. ‘ ELISA kit for cletermmatlon of 1gG to human hw=rpes D-2166
virus type 6
17 Ureaplasma ‘urealytlcum ELISA kit for determination of 1gG to Ureaplasma' D-2954
" | 1gG-EIA-BEST urealyticum antigens
18 Ureaplasma lurealyticum — ELISA kit for determination of IgA to Ureaplasma D-9258
" | 1gA-EIA-BEST urealyticum antigens b
19. VectoParotitfs-IgG ELISA kit for determination of [gG to parotitis virus D-2602
20. | VectoParotitis-IgM ELISA ﬂ(lt Tor determination of IgM to parotltls virus D-2604
i - L
21, Toxocara-IgG-EIA-BEST ELISA \k|t for determination of 1gG to toxocara D-2752
anhgen§ ______
29 Oplsthorch|a‘31° - IgG EIA- ELISA kit for determination of 1gG to opisthorchiasis D252
" |BEST | antigens R \w%‘ g
23. | Echinococcus-1gG-ElA- BEST‘ ELISA kit for determination of IgG to Ech1nococcn,;8~=ﬁfﬁ?3356




VECTOR ZAO “Vector-Best” Rev. 01
W_QE §jf/‘ EC}Declaratiq‘m of conformity Page 3 of 4
antigens
[ (=T, A g y :
24, | Ascarid-lgG-EIA-BEST | Ell;ll]ﬁﬁéol;gesfor determination of 1gG to Ascaris D-3452
e Al N |
25. | Lamblia-antibodies-EIA-BEST E;:Qi!akg o (e taninaten g1 196, IgM and lgA 10| b 3557
26. | Lamblia-lgM-EIA-BEST E;E\_’stﬁ&gg for determination of IgM to Lamblia 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
| ELISA kit for determination of concentration of
L I I = (=] K
29. | TSH-EIA-BEST thyroid-stimulating hormone X-3952 i
; | ELISA kit for determination of concentration of total
30, | T3 total-EIA-BEST trilodothyronine X-3954 |
i 5 === - |
31 | T4 total-EIA-BEST %ﬁi;:g for determination of concentration of total X-3956 |
- ; ELISA kit for determination of antibody )
82| inti- e Q-EIA-BEST concentration to thyroperoxidase ARE
| ELISA kit for determination of concentration of
38, |RAPRIAEIA-BEST pregnancy-associated plasma protein A R-4100
34 Mycoplasma hominis-lgG- | ELISA kit for determination of lgG to Mycoplasma D-4352 |
" |EIA-BEST " | hominis i
35 Mycoplasma hominis-lgA- EIA ELISA kit for determination of IgA to Mycoplasma D-4358 '
" | BEST ‘ hominis
36 Mycoplasma pneumoniae- ELISA kit for determination of 1gG to Mycoplasma D-4362 |
" | 1gG-EIA-BEST pneumomae |
37 Mycoplasma pneumoniae- ELISA kit for determination of 1gM to Mycoplaama D-4366 1‘
' I(;M ElA- BE T pneumoniae ‘
' ELISA kit for determination of 1gG to Crimean- )
38. \/ectocrlmean — CHF - 1gG | Congo hemorrhagic fever virus D-5052 ‘
! o ELISA kit for determination of IgM to Crimean- ; ;
39. \/ectocrlme}an—CHF-—lgM Congo hemorthagic fever virus D-5054 |
3 | ELISA kit for determination of concentration of
40 C'EA-ElA'E%EST carcinoembryonic antigen R ‘
2 ELISA kit for determination of concentration of
41. AFP-E|A-B}EoT Alpha-Fetal Brotein . T-8456 |
] \ ELISA kit for determination of concentration of |
42. C,A-1.25—EIf\-BEST oncomarker CA-125 T-8466 |
. | o - : !
43 | CA 19-9-EJA-BEST ELISA kit for determination of concentrahonﬁi;& T.8470 |
J 19-9 /.u mmx"_ L
44. | CA 15-3-EIA-BEST E#ﬁgam‘;:& S5O o Cf?”ge‘?“mfm Te8472 |
i = S8 3 A5
| ELISA kit for determination of en emmtm":*‘bf ..
43, NSE_ElA'éEST neuron specific enolase ﬁ\;;i
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WE/E—- .§/:7_71& EC Ij)ec]aratioh of conformity Page 4 of 4 Jl
46, Ferritin-EIA-BEST %ﬁﬁ lklt for determination of concentration of T.8552
47. | 1gE total-EIA-BEST :EQESA l§|t for determination of concentration of total A-8660

\ T e . )
48. |1gG total-EIA-BEST ; :EgléSA klt for determination of concentration of total|  , aass
49. lgM“iotal-ElA-BEST | :Eg%\;SA }(lt for determlnatlon of concentration of total | gy
50. | IgA total-ElN-BEST } :EQI;\I‘SA klt for determination of concentratlon of total A-BE66
51 | Gamma-Interferon-EIA-BEST ELISA\I;lt for determination of concentration of A8752
. 1. . | gamma-interferon
52, Interleukine%-EIA-BEST Ewlgle?',:uggefzr determination of concentration of A-B754
= | ElAL ELISA klt for determination of concentration of ‘
53. | Alpha-TNF ?lA BEST alpha- tumor necrosis factor AEAISS
54 AIpha—Interféron-ElA-BEST Ellg)lhs:\mgﬁgﬁyrn determination of concentration of A-8758
55, | Interleukine.6-EIA-BEST El{é?é ;gefgr determination of »concentratlon of A-8768
56. | Interleukine+2-EIA-BEST E%;iéLﬁgefgr determination of concentration of A-8772
‘ N . . i .
57 | Procalcitonin-EIA-BEST ELISA| kit for determination of concentration of A-9004

procaicitonin

58.

i

|
NTproBNP-EIA-BEST

ELISAw kit for determination of concentration o
termlnbl prohormone of brain natnuretlc p;;fqde

Troponin I-EIA-BEST

ELISA kit for determination of conges réti
troponin |




=) Monobind Inc.

Tl World Resourcs TarDiagnestic Produsts

100 North Pointe Drive
l.ake Forest, CA 92630
TEL 949.951.2665
FAX 949,951.3539

March 26, 2019

AUTHORIZATION LETTER

To whom itimay concern:

Herewith, we Monobind Inc, 100 N. Pointe Dr., Lake Forést, CA 92630 USA, do confirm that “GBG-
MLD”SRL W|th its address: Republic of Moldova, Chisinau, MD-2001, str. Tighina 65, office 607, is the
exclusive d|str|butor our AccuBind® ELISA and Acculite® CLIA products and accessories in Moldova. IM
Global B|omarket|ng Group s authorized to promote and supply our products, to contract for their
dehvery and take part in tenders with our products,

This authorizatlon is valld untll 31 March,‘ 2020.
| \
|

On behalf o;f the Monobind Inq‘. “é‘%;;%ﬁ?:g%
wr 71 1 L

A pe g f

i % 15

' %‘k umm“ f! ‘,a"

Alicia Jerome Volkov

Marketing Director & Corporate Officer

Monechind Inc.
150 13485 Certified Company
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Declaration of Conformity helena

HL-7-0664DC DOl 2015/08 (1)

In Application of the Cbuncil Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The. belo‘v;v listed products are not classified under Annex Il Lists
A or B. Access to the appropriatg technical files will be made available to the

appropriate body in the event this 's required.

Product Descriptibn GMDN
Code ! Classification Code
52671 Thromboplastin L 55983

: Lo \
I, the undersigned declaré that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

FullName:  M.J. Stephenson Title: Managing qué,‘cébr
L'F‘k\‘

Signed: %{M /% Date: 06 Aug 2015

Tel +44 (O)‘191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,

info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 03D,

www.helenatbiosciences.com United Kingdom



AFNOR CERTIFICATION

N° 2007/28642.5

AFNOR Certification certifies that the managétient systam implemented by:
AFNOR Certification ydacmoaapnsm amo cuameMa Meﬁe@)menma opaaHuzayuu;

ZAO "EKOlab" '
eE_Kmab 3AO «BKOnab» ©.3KOnab

| H
I i

I for the following activities:
ans cnedyiowux obnacmeil deamensHoCML:

DEVELOPMENT, PRODUCTION, STORAGE AND SALE QF MEDICAL DEVICES LF*QR tN-
VITRO DIAGNOSTICS.

PABPABOTKA, [TPOM3BOLACTBO, XPAHEHUE W PEAITNSALINA MEAZML(MHCKMX NSaENA
L115 IN-VITRO ﬂMAF HOCTUKY.

has been assessed and found’ to meet the requlrements of!
npoaspeHa U npu3naHa coomesmcmeyloLued mpeboeakusi cmaHdspma:

1SO 13485:2016

and is developed pn the following locations:
u delicmeyem Ha Credyiowux nnowadkax:
142530, RUSSIA, MOSCOW REGION, ELEKTRIDGORSK CITY; Budénnggo str., 1-1A
142530, POCCHA, MOCKOBCKAH OSﬂACTb 2. DIIEKTPOMOPCK, yn. BydenHozo, 1-1A
Thig cariificate Is valdfrbm( ear/manthvda until
. SR RAIREY) 2019-06-28 4 2022-08-27

Hanmeid cepmuguram dedemeumensi ¢ (aodf mecawy/
derin}

codroe

gl *
4 L&t

PR & e st G ¥
i dorase] b sl 9
Lbatad Thes docueeny o g v ¥ vt

Franck LEBEUGLE Scan this OR coda o
Manading Directot of AFNOR Certification e fn Ay gt

Hmatip fpodapuh

leHepansHbsill dupeifmop AFNOR Certification Pl e
AdhHo20 ,/’“DERI: U.t!\"‘- 1
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PEAPATLHOE AT EHTCTBO [0 TEXHIUECKOMY PEIYJIHPOBAHHIO 1

- OBaaers coprHfHRALHA CHETEMBI MEHCUKMEHTA RAYCCTRAL
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" Opramno ce[}i‘ihpxmmuu- -
CPEI" No SMK STANDART.RU.0005 _
OBUECTRO ¢ OTPAHHIEHHONR OTBETCTREHHOCTLIO
«MEIJYHAPOIEIBIF 11T HTP CEPTHDUIKALAM»
Anpec,' 190@25, r. Camticr-1lerep6ypr; Hab. OBsomoTo Kanaa, ,1 ! 38, xopaye | oduc 4
Ten +7 {8'12543 3-76-71 standart{@i
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CEPTU®UKAT COOTBETCTBUSI

Ne ST.RU.0001.M0013380
'L_ . L smnau

Obmeerny ¢ orpannqeunun omwmﬁmmm «Arar-Mei»

Aapec: 105173, .}
HF]:}I 7719187

o Hata sepaan: 26.01.2018

Vicekna, ya. Pnasman, 0.6, ko.12
31 OTPH 1037739078970

r. Cpoxjiefierus 5o: 26.01.2021 .

Hacrommmii cepriduicay yiocrosepaer:
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MEIMKTION 000 Megpmxaon”

|

S N e
27276 Mocksa, BOTaRMSECKaT YA, 35, TNdD #7495 2312272 7499 502-1 24— + 94;._ /

MACNOPT-CEPTUPUKAT NPOUIBOAUTEAS

ABO, Pe3yc m Kelly no TY-92398-101-51203590-2009
( LOAUKACHDBI  AHTH-A, AHTU-B u AHTH-AB)

PerucipcumoHHoe yaoCToBepenne Ne PCP 2009/06043 ot 05 Hosbpa 2009 ¢

Haumenoranne: [Jommuion ARTH-A Bo dnakoBax 0o 10 M1 ¢ KpacHLMA

KPBIIIKAME
Cepusi: 096111 Epnspuna: 100 mn
T Warowesdien 05.112019 . . " Konmdecrso ennsun 40
Tonen mo: 05.11.2021 O61em cepuu: 10000 M.
m.un___;u...d"..ﬁ: A0S6111 o 05 11 2018
HduameHcsasue Hobmano 1y P23yAsIaT
OA03DTEAR i WSOy
1. Buewrmi sma
1.1 LLoAMKAOH QHTW-A MpO3paYHAs XKMAKCCTb KPQACHOro 1eera. ConrasToTsyet
1.2 LoAvKaOH aHIM-B MPO3PaiHas KMAKOCTE CMHETO LIBETA. !
3 HessRaoH oHEAR Dposcossas DECLBETHOR RrAKDG b,
2. Cepoaormyeckue LLOAMKAOH QHTU-A  HE AOAKEH AQBATH AMAOTURALUMK
CBOWCTBQ C apuTpoumntamm rpynin B(lll) n O(l) COoTEETC YT
2.1 CneumduiHoCTs LLOAMKAOH QHTM-B  HE AOAXEH AQBATHL AMTAKTMHALMM C
sputpoumtamm rpynm A{lll) v Cfl) CooTseTcTeye
LICAMKACH CHTW-AB He ADNAKEH AQBATH QFFAIOTUHTLIMM

| C 3PMTPOLMTaMM RYTINL! ,OE -
23 TeRMDITASTANMDYOLIGT |~ ATTOTHHOLMA ‘HOY TAGEKCT TH S0MTDOLIFos AT 1 51
CrOCODHOCT, C  COOTBETCTRYIOLLIMAM  LLOAMKACHOMU  ADAXHG
NORBMTLCA HE NodaHee 10 cek. nocas CMELLMBOHHA
TeTe LLOAMKACHT QHTU-A B DEOKLEAM AITATHHALMM Ha
NMADCKOCTH C 3pMTpOLmMTamu rpynner Afll) 1:32 - 1:64 CootsetcTayar
| TUTP LLOAMKAOHQ QHTN-B B peakumm OrrAloTMHOUMM Ha | 1:32 - 1: 64

i

| IADCKOCTH € 2DMTDOLSMTSAN PN Bl

3 1:s4 COGTseICTaYET
M THTR LoAMKACHA GHTI-AB B DEOKLAKM OITAKTHHTO-LLMM 1:84
HO NADCKOCT © 3pWipa v Al 1:32-1: 84
W B{IN) x4 = Coamejorayat
1:3Z-7: 64

= 9398- F01-51203590-2009
Ly

M.C. OpaoBQ
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MACNOPT-CEPTUPUKAT _._1OSwwOb.—_=.&

§§§a

CINgp +A4F5 2312772

HQ tHaBop peareHTOB AAS ONPEeAESAEHMS FPYNN KPOBH HEAGH
ABO, Pe3yc u Kelb» no TY-9398-101-51203590- ncco/ rar

( LOAWKAOHbI

D,
v

AuTH-A, AHTU-B ¥ AHTH-AB )

STUCTPCLMOHHOE YACCTOBEPEHME Ne pCP 2009/04043 o1 05 HosBps 2009 1

L L7 oTl2

S

//

' -...Runnnu L

? ¥y yyaint

nxn._.m@_ &
>,

...R

...rlllllluh.ll.lull

Hanmenopaume: Ionmxnon AHTH-B 50 ¢raxonax 1o 10 MI ¢ CHHHMH KpHIIKaMH

Cepmsi: 095810

WMzrorosnen: 21.10.2019

Eaanuna: 100 ma

Konuaecreo equaun 40

LLOAUKAOH AHTN-AB HE AOAKEH ATBATL AMFAIOCTMHAUMN

23 F o T T DYICLLLOR.

C 3puTRCLTAMM TRyNE O] " B

L ATFARDTHOUME MO BACCKOCH SpltpoLmtos Al B )

Topenno:-21-162021+——— —— -~ -Ofwemcepun: 10000 M-
Hacmopr: B095810 0o121.10.2019
HammeHoraHwe Hopma no T Pe3yALTCTE
NOKOI0TEAS UCTIBTaHAA
T. BHeminmir sma
1.1 LLoAMKAOH QHTH-A MNpPo3payHaa >KMAKOCTE KPQCHOTo LiBeTa. CoorseTcIByet |
1.2 LLOAMKACH QHTW-B MNpo3patHOn KMAXOCTE CHHETD LBETT.
13 HowikaoH artu-AB NpoIpoHHas GecUFeTHOR KUAKDCT. :
2. Cepoaormnieckue HOAMKACH GHTU-A  HE AOAKEH AGBATS AITAIOTUHALMU
CBOMCTBQ ¢ aputpoumtTamm rpynn B{lil) 1 Ofl) CoomseTcieyer
2.1 CneumcbmHOCTL LIOAMKAOH QHTU-B  HE AOAKEH AQBATH QITAIOTMHALYM C
sputpouTamm ipynn A(ill) n Off) CooTeeTcTeyeT

COCTRETCTBYET

3aBeAyIOLLOS

OTK OO0 «MeAVKACHY

CcnocebHOCTE c coomseictayiolmi  LloaMkaoHOMW - AOAXHG | CoOTSETCTRYET
nossMTLCS He noisHes 10 cex. NoCAE CMELLIMBOHMWA 10 cexyHa
TUTD LLOAMKACHG QHTM-A B PEQKLIMM QITAOTUHALMKM HA
NAOTKOCTH C 3pHUTpOLMTaMy TRYTMB A{ll) 1:32 - 1:64-| Coomercisyer
123 Tup | TUTP LLOAMKAOHQ QHTW-B B PEAKUMW QTAOTMHALMM HO | 1:32 - 1: 64
{ IAOCKOCTU C 3PMTPOLMTAMM rpynrkl B(Ill)
R TOOTESTCTEY ST
THTD LOAMKACHO OHTHM-AS & pEDKLSAn 184 0 T
HAO NAOCKOCTM C SPMT
wB{ll) 1:44 CootseTtcTayet
1:32-1: 64



MEAVIKTOH J .v%b

127276 MOCKBO, BOTOHMEC K YA 35 TN —+7495 2312272 fﬁ 502 _m%'

NMACNOPT-CEPTUPUKAT :1OSww0‘P&§m
Ha «tHabop pedreHTOB AAA ONPEAEAESHHUA FPYNN KPOBU .._m/x T
ABO, Pesyc u Kelly no TY-9398-101-51203590-280%, __.:.fow ..

( LOAUKAOHBI  AHTH-A, AHTH-B M AHTH-AB) ==

ZaLvian 2

PermcipaumonHoe yaoctosepenue Ne CP 2008706043 or 05 nosbps 2007 7

Haumenosanune: Ilonmxnon Autu-AB

Cepnsi: 098611 Enpuana: 100 mn
Hsrorosnen: 05.11.2019 Konugecrso equnnn 10
Lonen no: 05.11.2021 O6bem cepun: 10000 M.
Ilacnopt: ABO093611 o1 05.11.2019
HawmeHosoHwe Hopma no TY Peayastatsl
 DDECIOTEAR MCTIRITOHMA
1. BHELUHIA BMA
7.1 LOAMKAOH QHTH-A : [PO3IPAYHAs XKMAKOCT KPGCHOro LBETA. CootseTcTsyeT i
1.2 LomKaoH aHTH-B  MPpo3pa4Has KUAKOCTbE CUHENO LIBETa.
113 ooy GHTHAR TipoasnyHos BeCHBETHON MUAKOCTE.
2. CepoAdruyeckue LLOAMKAGH QHTH-A  HEe AGAKEH AQBATb QITAIOTMHAUMM
CBOWCTBA c sputpoumtamu rpyni B{lil} u O(1) CooTsercisyeT
2.1 CneupdpmiHoCTh LLOAMKAOH QHTU-B  HE AOAKEH AQBATE AITAIOTMHAUMK C
sputpountTamu rpynin A(lil} n Ofl) Coorsercreyer
LoameaoH QHTU=AB HE AOAXKEH AGBATL QITAKTMHALMM
c sputpoumiamu rpynns Ofl) CootseTtcrayeT
2 PO RO HER YOG |- AFTAIOTHOLIME-HO TINCCKOTIM- DRI Tas Ad-ir B
£NocoBHOCTL G coomercTeyloummu  UQAMKAGHOMM  aonkHa | COOTBETCTBYET
10SBUTLC HE Mo3anee 10 cek. NoCAe CMELUMBOHNA 10 cekyHa
TP LIOAMKAGHA QHTH-A B PEAKLIMM QITAIDTUHALIMK HA
NAOCKOCTV C SpuTpoLmTamu rpynnei A(l] 1332 - 1364 | Cooreetceyet
23 Twtp Tutp LLOAMKAOHQ QHTU-B B peaxkuim QITAIOTMHALMKM HAO | 1:32-1: 64
NADCKOTTH C SRUTDOLMTAMM rpynnst Bl
Fogd- - v = o CooiBeICiayer
TuTp LLOAMKAOHED OFTH-AB S SE ORI DIAIOTHHA-LMI 1:64
Hal a>00_60§ ¢ 3py n_un A Ryan >,H=C 321164
BN 1 CoomseTCTayeT
1:32-1:64

3aseayiowas  OTK OO0 ¢MeAUKAOH)
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127276 Mockea, 50T0HM4eCcKas YA., 35, T\cb (495) 231-2272 Eﬂm;mmm 214 »

MACNOPT-CEPTUDPUKAT =1OSwwO.PS._.E
Ha «Habop pearenTor ara onpeaseAerus rpynn Kpoew :m>ov @,n&g c« .
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LORNE

LABORATORILES

EC DECLARATION OF CONFORMITY

| |

Lorne Laiboratories Ltd djeclares that the following in vitro diagnostic reagent:
! i 1

Product name Catalogue number

ASO Latex Kit 031100A

has been classified as non List A; non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parllament and of the Council (also SI 2002
No.618 Whlch transposes the requements of Directive 98/79/EC).

and is m\conformlty Wlth‘the natlonal 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

o BSENISO 18113, parts 182

The conformity assessment procedure performed was in accotdance,w BHE Lim,
Annex 1l of Directive 98/79/EC | SN
‘L -\?:‘5:\"1% ,;_.?_.\‘

This dec aration of conformlty is |$sued under the sole responsmthty of L}@rr@@;w 35
Laboratories Ltd and is valid from 13 April 2018. ' J Y

’ﬁ

Eddy Velthuis
Technicdl Director

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

Unit 1 Cutbush Park Industrial Estate Fax: +44 {0) 118 986 4518
‘. UL Danehitl, Lower Earley Email; info@lornelabs.com
A 57epet Berkshire RG6 4UT United Kingdom | www.lornetahs.com

Filg Mo A12241;
(S0 73485:2002; (SO 80012008 Registered affice as above. Registered in England Mo, DASANTIT VAT No. GO 1655 66
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LORNE

LABORATORILES

EC DECLARATION OF CONFORMITY

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

Product name Catalogue number
RF Latex kit 830100A

has been classn‘led as non List Al non List B (Directive 98/79/EC, Annex Il)
and complles with the e sential requirements and provisions of Directive .
98/79/EC of the Europezn Parliament and of the Council (also S| 2002

No. 618 WhICh transposes the reqLurements of Dlrectlve 98/79/EC).

and is in’ conformlty wnth\the natlonal 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 182

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

Laborataries Ltd and is valid from 13 April 2016.

/E

Eddy Velthuis
Technical Director

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

150 13485:2003; 1SO S001::008 Registered affice as above, Registered in England Mo, DASIDTHT VAT No F30 3655 66



LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

| 1 1 - Iy, - , ,
Lorne Laboratories Ltd declares ‘ghat the following in vitro diagnostic reagent:

Product name Catalogue number
CRP Latex kit 850100A

has been classified as nlon List A, non List B (Directive 98/79/EC, Annex II)
and complies 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 req‘ujrements 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

o BSENISO 14971:2012 |

» BSENISO 18113, parts 1&2
The conformity assessment procedure performed was in accordance with
Annex || of Directive 98/79/EC. G

ZgRE LI

This de@laration of conformity is issued under the sole respon/ibi
Laboratories Ltd and is valid from 13 April 2016. <
i

N il

Eddy Velthuis
Technio@l Director

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

Filg Mo A12241;
IS0 13465:2003; 180 8001:2008 Registered office as abave, Registered in England Mo, 04540797 VAT Ho. 810 2655 66



Declaration of Conformity

HL-7- 0137 DG DOI 2013/10.(6)

In Application. of the Councﬂ Directive 98/79/EC on the approximation of
the laws of the Me ber States relating to In. Vitro Diagnostic Medical
Devices & CE markmq ,
|

Declaration of conformance tol applicable sections of Annex | - Essential
Requirements -and Annex Il (EC Declaration of . Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN

Code ! Classification Code
\

5186 Routine Control N 30590
|

CIasmﬂcauon Code conforms to the Sald D|rect|ves

Full Name:  M.J. Stephq‘ansen

Signed; %{M /% Date: 31* October 2013

Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-blosciences.com United Kingdom



Hipaciences Europe

Declaration of Conformity helena

HL-7- 0138 DC DOI 2013/10 (6)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to /n Vitro Diagnostic Medical
Devices & CE marking.

Declaratlon of confornHance to ‘appllcable sections of. Annex | - Essential
Requirements and Anwnex " iEC, Declaration of Conformity) imposed by
sections 2 to 5. The below listed producls are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the

appropriate body in the event this is required.

Produét Descrip%ion GMDN

Code | Classification Code
|

5187 ! Routine Control A 30590

I, the undersigned declare that the devices registered against the aboye"tgwll s
Classrflcanon Code conforms to the said Directives. S

/\r*"‘f'r
I,rf oS <5

Full Name:  M.J. Stephenson Title: Manaﬁ;mq D|re

I |

i ‘-\‘3 ad
Signed: % M / Date: 31% Octobar Syl

{ | ~Leruuc

Tel +44;1 {0)191 482 8440 Helena Biosciences Europe
Fax +44;t (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 05D,

www.heIFnza—biosciences.com United Kingdom



Declaration of Conformity hEIEﬁa'

Biosclepncks Eurepe

HL-7- 0135 DC DOI 2013/10 (6)

In Application of the Council Dlrech\re 98/79/EC on the approximation of
the laws of the Member States relating to In. Vn‘ro Diagnostic Medical
Dewcés& CE markmg R i

| | i
Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex |l (EC Declaration of Conformity) imposed 'by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the

appropriate body in the event this is required.

Product Descrip#ion GMDN
Code | i Classification Code
5183 | Routine Control SA 30590

I, the bndersigned deola{re that t h devices registered against the above GMDN

Clas_s‘ifi;cation Code 'conforims to the %ald Directives.

Full Name:  M.J. Stephenson Title: Managing Director
\ 1
\
Signed:‘ % / Date: 31% October 2048—-
| ‘ ZANDERE Lig>
-,..\ s ST
Tel +4fjl (0)191 482 8440 Helena Biosciences Eurap
Fax +44 (0)191 482 8442 Queensway South, Team V E;y:

info@hel‘ena-biosciences.com Gateshead, Tyne and Wear,
www.helgna-biosciences.com United Kingdom
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DESCRIZIONE:

COAGULASE TEST é costituito da plasma di coniglio liofilo con
EDTA (Acido Etilen-diammino-tetra-acetico), utilizzato per la
determinazione dell'enzima coagulasi prodotto da Staphylococcus
aureus.

CONTENUTO DELLE CONFEZIONI

Ciascuna confezione contiene :

+ 5 flaconi contenenti 4 ml di ptasma di coniglio
» 1 foglio di istruzioni

PRODOTTI NECESSARI NON CONTENUTI
» Physiological Solution (cod. 20095)
» Brain Heart Infusion Broth (cod, 20104)

PRINCIPIO DEL METODO

La coagulasi prodotta da Staphylococcus aureus agisce su
fibrinogeno trasformandolo in fibrina. La reazione avviene in
assenza di calcio che viene chelato dall' EDTA.

COMPOSIZIONE (mL/flacone)

‘F’Iasma di coniglio liofilo 4.0

PROCEDURA DEL TEST

» Prelevare un flacone di COAGULASE TEST dalla confezione e
ricostituire asetticamente con 4 mL di
Physiological Solution (cod. 20095).

+ Allestire una coltura in Brain Heart Infusion Broth (cod. 20104)
prelevando una o pili colonie da terreni selettivi per I isolamento
di Staphylococcus aureus ed incubare a 36 = 1°C per 4-6 ore.

» In una provetta sterile mescolare 0.5mLdi COAGULASE TEST
con 0.5 mL di brodocoltura ed incubare
a 36 + 1°C per 1-2-4-8-24 ore.

INTERPRETAZIONE DE| RISULTATI

+ Verificare la formazione dj un coagulo, eventualimente ut|l|zz$ndo
un' ansa sterile. Non incubare oltre le 24 ore perché possong
verificarsi fenomeni di fibrinolisi.

CONTROLLO QUALITA'
Ogni lotto di COAGULASE TEST ¢ sottoposto al controllo quahta
utilizzando i seguenti mlcrorganlsml di riferimento:

MICI’OE‘QF‘HISI’HO

Coagu!amone

ATCC 25922 -

ATCC 25923 | +

Escherichia mn

Staph yiocorcue aureus |

i
LIOFILCHEM® s.r.. |

64026 Roseto deglifAbruzzi (Te) Italy ‘
Tel. +39.0858930745 - Fax +39.0858930330

www.IkiinIchem.net

ITALIANO

COAGULASE TEST

Plasma di conliglio liofilo per il test della coagulasi

PRECAUZIONI

Il prodotto, COAGULASE TEST, non ¢ classificato come pericoloso
ai sensi della legislazione vigente, né contiene sostanze nocive in
concentrazioni 21%: non richiede pertanto la disponibilita della
Scheda di Sicurezza.

COAGULASE TEST & un dispositivo monouso da usare solo per
uso diagnostico in vitro, & destinato ad un ambito professionale
deve essere usato in laboratorio da operatori adeguatamente
addestrati, con metodi approvati di asepsi e di sicurezza nei
confronti degli agenti patogeni.

CONSERVAZIONE . "

Conservare COAGULASE TEST a 2-8 °C nella sua confezione
originale. Non conservare vicino a fonti di calore ed evitare
eccessive variazioni di temperatura. In queste condizioni
COAGULASE TEST ¢ valido fino alla data di scadenza indicata in
etichetta. Non utilizzare oltre questa data. Eliminare se vi sono
segni di deterioramento.

ELIMINAZIONE DEL MATERIALE USATO

Dopo I utilizzazione COAGULASE TEST ed il materiale venuto a
contatto con il campione devono essere decontaminati e smaltiti in
accordo con le techiche in uso in laboratario per la
decontaminazione e lo smaltimento di materiale potenzialmente
infetto.

BIBLIOGRAFIA

« W.E. Kloos and J.H. Jorgensen “Staphylococci” p. 143-153.
In E.H. Lennette, A. Balows, W.J. Hausler Jr., H.J. Shadomy,
Manual of Clinical Microbiology, 4" Edition, American Society for
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DESCRIPTION :
COAGULASE TEST is constituted by lyophilic rabbit plasma
containing EDTA (Ethylenediaminetetraacetic Acid) used for the

detection of coagulase enzyme produced by Staphylococcus
aureus.

CQONTENT OF THE PACKAGES

Each package conlains :

+ 5 vials containing 4 mL of rabbit plasma
* 1 instruction sheet

ITEMS NECESSARY NOT INCLUDED IN THE PACKAGES
* Physiological Solution (ref. 20095)
* Brain Heart Infusion Broth (ref. 20104)

PRINCIPLE OF THE METHOD
The coagulase produced by Staphylococcus aureus acts on
fibrinogen transforming it into fibrin. The reaction takes place without
calcium which is chelated by EDTA. ! |

|

COMPOSITION L (mbvial)
| Lyophilic rabbit plasma [4.0

USE : -

+ Take one vial of COAGULAS]— TEST from the package and ‘
aseptically reconstitute with 4 mL of ;
Physiological Solution (ref. 20085).

* Prepare a culture in Brain Heart Infusion Broth (ref. 20104) pléklng
up one or more colonies from selective media
for Staphylococcus aureus isolation and incubate at 36 + 1°C for
4-6 hours. i
» In a sterile tube mix 0.5 mL of COAGULASE TEST with 0.5 mL of
culture broth and incubate at 36 + 1°C for 1-2-4-8-24 hours. |

INTERPRETATION OF RESULTS i
» Verify the formation of the clot, in case using a sterile loop. Da not
incubate over 24 hours because cases of fibrinolysis can takei
place. ‘ 1
QUALITY CONTROL ‘ |
Each batch of COAGULASE TEST is submitted to the quality |
control using the following microorganisms:

_Mlcmorgama_n_j__ Coaqulation '
Escherichia coli ATCC 25922 e ]
braphyfococcuu aureus | ATCC 26923 Y

LIOFILCH EM® Ll
64026 Roseto degll!Abruzzi (Te) ltaly ;

| ENGLISH

COAGULASE TEST

Lyophlllc cﬂrate rabbit plasma for coagulase test

PRECAUTIONS

COAGULASE TEST cannot be classified as being hazardous
according to the current legislation, nor does it contain harmful
substances in concentrations 21%. It therefore does not require a
Safety Data Sheet to be available.

COAGULASE TEST is a disposable device to be used only for
diagnostic use in vitro. It must be used in the laboratory by properly
trained personnel, using approved aseptic and safety methods for
handling pathogenic agents.

STORAGE

Store COAGULASE TEST at 2-8°C in the original packaging. Keep
away from sources of heat and avoid excessive changes in
temperature. In such conditions, COAGULASE TEST will remain
valid until the expiry date indicated on the label. Do not use beyond
that date. Eliminate without using if there are signs of deterioration,

DISPOSAL OF USED MATERIAL

After use, COAGULASE TEST and material that has come into
contact with the sample must be decontaminated and disposed of in
accordance with the techniques used in the laboratory for
decontamination and disposal of potentially infected material.

BIBLIOGRAPHY o3

» W.E, Kloos and J.H. Jorqensen “Staphylococci” p. 143-153.
In E.H. Lennette, A. Balows, W.J. Hausler Jr., H.J. Shadomy.
Manual of Clinical Microbiology, 4" Edition, American Society for
Microbiology, Washington, D.C. 1885.
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