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LIOFILCHEM

ENDO AGAR
Medium for coliforms confirmatory test.

TYPICAL FORMULA  (g/))

Peptone 10.0
Lactose 10.0
Dipotassium Phosphate 3.5
Agar 15.0
Sodium Sulphite 2.5
Basic Fuchsin 0.5
Final pH = 7.5+ 0.2 at 25 °C.
DIRECTIONS

Suspend 41.5 g|of ;iowder in 1 liter of distilled or deionized water. Heat to boiling with frequent and careful overturnings until
|

complete dissolution. Autoclave at 121 °C for 15 minutes. Evenly disperse the precipitate when dispensing. Use immediately.

DESCRIPTION

ENDO AGAR is|useld 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. Ingubate at 36 + 1 °C for 24 hours. Lactose fermenting coliforms (e.g. E. coli) give rise to 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

Appearance: free-flowing, homogeneous.

Color: medium purple.

Prepared medium

Appearance: opalgscent with precipitates.

Color: pink.

Incubation conditions: 36 1 °C for 24 + 2 hours,

Microorganism ATCC Growth Characteristics

Staphylococcus aureus 25923  markedly to icompletely inhibited

Escherichia coli | 26922 good ‘ red colonies w/ green metallic sheen
Salmonella typhimurium 14028 good colorless to pink colonies

PERFORMANCE AND LIMITATIONS

If the medium is to be used the same day it is rehydrated, it does not need to be autoclaved. Boil to dissolve completely belore
dispensing into p}lateis.

STORAGE

The powder is v%ry ‘ygroscopic: store the powdér at 10-30 °C, in a dry environment, in its original container tightly closed and
use it before the exp?ry date on the label or until signs of deterioration or contamination are evident, The medium should be
used the day it |s! prepared: if it is necessary storg in the dark at 2-8 °C for no more than 3 days.

REFERENCES |

1. Endo, S. (1904;1). Iber ein Verfahrenzum Nachiweis der Typhusbacillen. Centr. Bakt., Abt 1, Orig. 35:109-110.

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

PRESENTATION

Product REF :\S/
ENDO AGAR (12.0) 610020 500 g
ENDO AGAR (2.4 ) 620020 100 g
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UREA 40% Supplement L]

Supplement for tF‘le detection of urease activity ofibacteria

LIOFILCHEM

DESCRIPTION

L‘JREA 40% Supplem‘ nt (s a supplement per la detectioniof urease activity of bacteria and it is made of a 40% urea aqueous solution for
microbiological use. IREA 40% Supplement is used for the| enrichment of mediurn Urea Agar Base cod. 610107 or 620107,
| |

\
KIT CONTENTS

Each kit contains: ‘ |
= 6 bottles each containjng 100 ml of UREA 40% Supplement.
* 1 Instruction sheet 3

PRINCIPLE OF THE METHOD
The utilization of urea by microorganisms provided of ur'ejase causes the alkalinization of medium and consequently the colour turning of
indicator red phenol from amber to pink colour. ‘

COMPOSITION e e Lo b T e R T
UREA 40% Supplement
Contents / bottle : Contents /| of medium
| Urea 4009 | 200g

PROCEDURE FOR USE | !

1. Aseptically take 50 ml‘of solution from one bottle of UFQEA 40% Supplernent and add to 950 mt of Urea Agar Base cod. 610107 or 620107
autoclaved and cooled to 45-50 °C.

2. Mix with care avoiding|the formation of foam.

3. Distribute into the final| containers.

TECHNIQUE AND INTERPRETATION OF THE RESULTS
Refer to the technical doctT‘Jmentation for medium Urea Agar!Base cod. 610107 or 620107.
QUALITY CONTROL [

1. Control of the appearance: clear, colourless solution.
2. Micraobiological control;

prepare the plastes using as base the medium Urea Agar Base cod. 610107 or 620107 added with UREA 40% Supplement.
The piates are Inoculated with the strains indicated in the table of microbiological control,

Conditions of incubation: 6-24 h at 36 + 1 °C.
Microbiological control:

Control strains . Ureasic activity
Proteus vulgaris ATCC 13315 Positive / pink medium
Escherichia coll ATCC 25922 Negative / no change in calour

PRECAUTIONS

T:he product UREA 40% Supplement is not classified as ha%ardous under current legislation.
U‘REA 40% Supplement is a supplement to be used only ﬁor in vitro diagnostic use. It is intended for use in a professional environment and
rr‘lust be used in the la | oratory by properly trained personnell, using approved asepsis and safety methods for handling pathogenic agents.
|
SP’ORAGE |
Store UREA 40% Supﬁlen]‘enl‘ at 2-8°C in its original paokaging. In such conditions UREA 40% Supplement maintains its validity until the expiry

déte indicated on the Iz%lbel Non utilizzare oltre questa data. Eliminate without using if there are signs of deterioration.

|
REFERENCES

| Christensen, W.B. (1946). J. Bact. 52: 461-466.
* | Maslen, L.G.C. (1952), Brit. Med. J. 2: 545-548,

PRESENTATION e et 7 T i 5L
product EF—J 5
UREA 40% Supplement | | 80110 | 6 bottles

One bottle is sufficient to prepare 2 L of medium
TABLE OF SYMBOLS

IVD | In Vitro Diagnostic ' u £/ Cohtains sufficient for | Temperature
l‘ Medical Device @) Deayot Syge \[ Ylemureeurgr \7 <n? tests * limitation
| A R S - ; :
Fragile, handle with | Gaition, cansult
REF| Catalogue number I g ‘ g Use by accompanying ’BT Batch code
£2IE documents —
=] N : R4
£ LA
LIOFILCHEM s.r.l, C€ |VD 74 {ReV.0% 06.03.2089)
Via Scozia Zona Ind.le - 64026 Roseto D.A. (TE) - Italy et S _/' -l
Tel. +390858930745  Fax +390858930330 Website: www.liofilchem.net fiichem@liofilchéin et
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DESCRIPTION | |
STREP- CHECK KIT is for identification of streplococei,
Lancefield's |

groups A, B, C, D, F and G. The different reagents are coated with
the specific antibodies and will agglutinate in the presence of
enzymalically-extracted antigen. All the reagents are supplied at
optimal dilution for usa with all recommended techniques without the
need for further dilution or addition.

PACKAGE CONTENT [

|

* 6 Latex Reagents (2.5 mL each): dropper bottles antalnlng
latex particles coated with the specific antibodies.

* 1 POSITIVE CONTROL (1 mL): dropper bottle cbntalnmg
positive control, |

® 2 Extraction Enzyme (10 mL each): bottles containidg freeze
dried extraction enzyme to reconstitute by adding 10 mL of
distilled water in sgch bottle.

® 60 x 6 wells disposable cards.
® 12 x 25 disposable mixing sticks,

NECESSARY ITEMS NOT CONTAINED IN THE PACKAGE
|

¢ Disposable pipeths

¢ Disposable loops

® Physiological solution

METHOD PRINCIPLE ‘
When used by the recommended techniques, latex particles in the
reagents will agglutinate (clump) in the presence of the
corresponding streptococci antigen. No agglutination generally
indicates absence of the corresponding streptococci antigert.

\
TEST PRODCEDURE !
® Allow the reagents and posilive control to reach room

lemperalure.

Using a sterile lopp pick 2-6 colonies of streptococci| making

sure lo avoid other types of colony on the plate.

* Emulsify the colonjes in 0.4 ml of the Extraction I-nzerpe (If a
broth culture is to| be grouped, pipette 0.1 ml of an o\/emlght
culture into 0.4 mi pf the Extraction Enzyme). I

® Incubate the mixture in a water bath at 37°C (¢ 1”05] for 10
minutes, shaking tube vigorously after 5 minutes incubation,

® Dispense 1 drop of each lalex reagent into the appropriate

labelled circle on the test slide.

Add one drop of the extract to each drop of latex reagent, and

mix the contents of each circle with a separate mixing stick.

* Rock the slide for not longer than 1 minute and then pbserve

for agglutination,

*  Record the results.

INTERPRETATION OF RESULTS

Positive: Strong agglutination of specimen with ONE latex reagent,
normally within a few seconds of mixing constitutes a positive result
and within the accepted limitations of the test procedure, |ndicates
the presence of thal specific Streptococci group, either A, B, C, D, F
or G,

Liofilchem s.r.l -
Via StoziasZona industriale - 64026 Roseto degli Abruizzi Tel. +39.085,8930745 - Fax +39.085.8930330 |7 ¥
liofilchern.net g °

Web site: fittp:/'www.liofilchem,net E-mail: liofilchem

ENGLISH

STREP- CHECK KIT

Rapid agglutination test for direct: identification of Streptococci, Lancefield's Groups A, B, C, D, F and G.

Negative: No visible agglutination of latex particles in a milky liquid
constitutes a negative resull and within the accepted limitations of the test
procedure, indicates the absence of Streptococci groups A, B, C, D, F and
G.

Equivocal: If agglutination occurs in all groups then either the enzyme has
been over-inoculated in which case repeat the test using a lighter

inoculum, or a mixed culture was tested, in which case check for purity

and retest.

LIMITATION OF USE
1. False positive reac’(i(}ms have been known to occur with organisms from
unrelated genera, e.g. Escherichia, Klebsiella or Pseudomonas. These are
likely to non-specifically agglutinate all latex reagents.
2. Group D antigen is common to organisms of group Q, R and S.
3. False negative resuits can occur if an inadequate amount of culture is
used for extraction.
4. False positive or false negative results may also occur due to:
» Contamination of test materials
* Improper storage of test materials or omission of reagents
- Deviation from the recommended technigues

PRECAUTION

STREP- CHECK KIT is desighed for in vitro diagnostic use and must be
used only by properly trained operators, using approved aseptic and
safety methods for handling pathogenic agents.

STORAGE

Store STREP- CHECK/KIT at 2-8 °C in the original packaging. Keep away
from sources of heat and avoid excessive changes in temperature, In such
conditions STREP- CHECK KIT 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 STREP- CHECK KIT 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
dispasal of potentially infected material.

PRESENTATION
' Product REF| NG
STREP- CHECK KIT 96016 50 tests

TABLE OF SYMBOLS

| IVD In vitro idiagnostic @EI Balch code
| medical device
| Catalogue number 1. Fragile, handle with care
| u | Manufatturer %7 Content sufficient for <n>
| tests
| Use by A Warning, see inztructions
g | l for use

Do not reuse

'.\k i Temperature limits &D
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DESCRIPTION :

STAPH LATEX KIT is a rapid latex agglutination test on card for
direct identification of Staphylococcus aureus.

STAPH LATEX KIT can be used both for the identification of colonies
grown on plate and for the confirmation of Staphylococcus aureus.
directly from 3-STA well of the PATHOGENIC SYSTEM double (ref.
T1678).

PACKAGE CONTENT

® 1 LATEX REAGENT (2.5 mL): dropper bottle contalning latex
particles coated with fibrinogen (to which coagulase binds) and
IgG (which binds with Protein A).

® 1 POSITIVE CONTROL (1 mL): dropper bottle containing
positive control composed of inactivated preparation of
5. aureus.

® 10 x 6 wells disposable cards.

® 2 x25disposable mi>4ing sticks.

NECESSARY ITEMS NOT CONTAINED IN THE PACKAGE
* Disposable pipeltes
® Disposable loops

* Physiological solution

METHOD PRINCIPLE

Latex particles in STAPH LATEX KIT are individually coated with
fibrinogen (to which coagulase binds) and IgG (which binds with
Protein A). Mixed with & suspension of S. aureus, latex particles
aggregate to give visible agglutination.

TEST PROCEDURE

® Allow the reagents and positive control to reach room
lemperature,

® Dispense one drop of| physioiogical solution on an agglutination
card. Using a disposgble loop remove one well-isolated colony
from an agar plate and emulsify it in the drop of physiological
solution so lo obtain |a heavy and homogeneous suspension.
Suspensions must |only be made from colonies with
morphologies resembling Staphylococcus aureus.

* In order to confirm the isolation on PATHOGENIC SYSTEM
double take, using g disposable pipette, one drop from the
suspension in the well 3- STA and drop it on an agglutination
card,

* Dispense one drop lof STAPH LATEX REAGENT on the
agglutination card next to the bacterial suspension, and one
drop on the well with the positive control, Do not allow the
dropper to touch bacterial suspension.

*  Mix the latex reagent and the bacterial suspension with aj clean
mixing stick and rock the slide gently two or three times.
Excessive rocking of fthe slide is not necessary. Examine for
agglutination within a rTaximum of 2 minutes. |

INTERPRETATION OF RESULTS

Agglutination within 2 minutes is a positive result and indicates the
presence of S(aphya’or:oc{:us aureus in the sample. Absence of
agglutination  indicates |that' coagulase/ Protein A positive
Staphylococeus aureus is [not present in the test culture. Reactions
that are "curdy” or "stringy"|may not be true agglutination,

Liofilchem s.r.1. ‘
Via Scozia-Zona industriale - 64026 Roselo degli Abruzzi Tel. +39.085

Web site: hitp:/fwwwliofilchem,net E-mail: liofilchem@liofilchem.net

ENGLISH

STAPH LATEX KIT

|
Rapid agglutination test for direct identification of Staphylococcus aureus.

LIMITATION OF USE

1. Results should be interpreted in the context of all available clinical
and laboratory information.

2. Test only pure, single colonies since mixed colonies may give
erroneous results.

3. Cultures older than 30 hours may autoagglutinate.

4. Rough strains of Staphylococcus may cause false positive
reactions. These strains are rare and distinguishable from smooth
strains by their colonial morphology. If suspected, these can be
confirmed by emulsifying in a drop of saline and examining carefully for
a smooth suspension,

6. Stringy reactions on the slide may not be true positive reactions and
further biochemical tests are required.

7. All coagulase positive strains of Staphylococcus will react with
STAPH LATEX REAGENT and S. aureus will therefore not be
distinguishable from S. intermedius and S. hyicus. However, the latter
two strains are infrequently isolated from human sources and are more
commonly found in animals or as saprophytes.

PRECAUTION

STAPH LATEX KIT is designed for in vitro diagnostic use and must
be used only by properly trained operators, using approved aseptic
and safety methods for handiing pathogenic agents.

STORAGE

Store STAPH LATEX KIT at 2-8 °C in the original packaging. Keep
away from sources of heat and avoid excessive changes in
temperature. In such conditions STAPH LATEX KIT will rernain 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 STAPH LATEX KIT 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.
PRESENTATION

‘! Product Bﬂf K;y
'STAPH | 50 tests

i STAPH LATEX KIT 96017
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DESCRIPTION (i
X FACTOR TEST, V FACTOR TEST and V+X FACTOR TEST are
constituted by paper discs with special features, containing the
respective coagulation factors, used for differentiating Haemophilus spp.
CONTENT OF THE PACKAGES '
Each package contains: |

. 2 cartridges with 50 discs each, packaged in a heat-sealed

container
. 1 dryer
. 1 instruction sheet

PRINCIPLE OF THE METHOD. A i
Different strains of Haemophilus grow on a culture medium only in
presence of the coagulation|factor or factors (X, V, or both) which they
need. These different requirements allow the differentiation and the
identification of Hasmophilus spp.

COMPOSITION : .

} Each disc of X FACTOR TEST contains Hemin,
\  Each disc of V FACTOR TEST contains NAD

1 (Nicotinamide-AdeninerDinuclentide).

~ Each disc of V+X FACTOR TEST contains Hemin and NA
(Nicotinamide-Adepine—Dinucleotide).

TEST PROCEDURE | : |
1. Take the cartriges container from the refrigerator and leavd it on the
| test bench until it reaches room temperature (about 30 minutes),

This will prevent humidity being deposited on the discs when the
package is opened, which could prejudice their long-term stability.

2. Using a sterile swab, evenly inoculate the surface of a plate of
Tryptic Soy Agar (ref. 10037) or Mueller Hinton Agar (ref. 10031)
with a pure suspension of the microorganism to test.

3| Using sterile tools, press one disc of X FACTOR TEST,
V FACTOR TEST and V+X FACTOR TEST on the inoculated
surface, at a distance of 120° from one to another and at 1-2 cm
from the edge of the plate. Incubate at 36+1°C for 24-48 in 5-10%
carbon dioxide atmosphere.

INTERPRETATION OF THE RESULTS : :

If the organism requires X Fector alone, it will grow only at the edge of

the X and the X+V FACTOR TEST discs; if it requires V Factor alone, it

will grow only at the edge of the \ and the X+V FACTOR TEST discs; if

bath X and V Factors are required, it will grow only at the vicinity of the

X4V FACTOR TEST discs.

Some examples are indicated in the following table:

X FACTOR TEST
V FACTOR TEST
V+X FACTOR TEST

ENGLISH

QUALITY CONTROL

Each batch of X FACTOR TEST, V FACTOR TEST and

V+X FACTOR TEST is subjected to microbial control, inoculating pure
suspensions of Haemophilus influenzae ATCC 19418 and Haemophilus
parainfluenzae ATCC 7901 on plates of Tryptic Soy Agar.

PRECAUTIONS

X FACTOR TEST, V FACTOR TEST and V+X FACTOR TEST cannot be
classified as being hazardous according to the current legislation.

X FACTOR TEST, V FACTOR TEST and V+X FACTOR 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 X FACTOR TEST, V FACTOR TEST and V+X FACTOR TEST

at 2-8°C in the original packaging. Keep away from sources of heat and
avoid excessive changes in temperature. In such conditions,

X FACTOR TEST, V FACTOR TEST and V+X FACTOR 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, X FACTOR TEST, V FACTOR TEST and V+X FACTOR 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

= Kilian M. (1980) Haemophilus. in Manual of Clinical Microbiology

Eds. lennette et al. Amer. Soc. for Microbial. 3" edn. Washington

PRESENTATION

Product REF [Vle]
X FACTOR TEST 9503 5
V FACTOR TEST 9504 4
V+X FACTOR TEST 9505 I 4+5 L1 ()—0
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IDESCRIPTION

Optochine Test is constituted by pnnel discs, eaLh ane
containing 5 pg of Optochin [Flhylhydrocuplelne
hydrochloride), used for differentiating Streptococcus
preumoniae from the other alpha-haemolytic streptococci,

CONTENT OF THE PACKAGES

Each package contains:

r 2 cartridges with '30 discs each, packaged in a heat-sealed
container.

*  Dryer.

PRINCIPLE OF THE METHOD i e
Dprochm is an agent specifically active against Srreprccoccm
pneumoniae, the other alpha-haemolytic streptococci arel
resistant. The disc is placed onto the surface of a culture
medium that is suitable for the growth of streptococci,
(noculated with a pure liquid culture of the mic roorganism
under examination. After the incubation all the plates are
examined for the presence or absence of an inhibition halo
around the disc of Optochin.

COMPOSITION i -
Each disc contains 5 pg of Optochin.

PREPARATION OF THE SPECIMEN

1. Mixed cultures or clinical specimens must not be us‘cd o
determine susceptibility to Optachin.

Inoculate a tube of Brain Heart Infusion Brath (ref. 20104)
with pure colonies of the microorganism under
examination.

3. Incubate at 36 + 1°C overnight.

Pl

TEST PROCEDURE | ' |

1. Take the cartriges container from the |efnberator and |eave
it on the test bench until it reaches room temperature (about
30 minutes). This will prevent humidity being deposited on
the discs when the package is opened, which could
prejudice their long-term stability.

2. Using a sterile swah, levenly inoculate the surface of a plate
of blood agar such ag Tryptic Soy Blood Agar (ref, 11037),
Columbia Blood Agar (ref. 11025) or other blood medium,
with the suspension of the streptococcus under
examination.

3. Using sterile tools, gently press one disc of Optochin on the
inoculated surface.

41 Turn the plate upside; down and incubate at 36 + 1°C for
18-24 hours in atmosphere containing 5% of CO,.

5, Check for presence or absence of an inhibition halo afound
the disc of Optochin.|

INTERPRETATION OF THE RESULTS :

The test organism is considered sensitive to Optochin and |
presumptively Streptococcus pneumoniae if the inhibition zone
15 = 14 mm diameter. The|presumptive identification must be
confirmed by serological tests.

LIOFILCHEM®S,r.l,

Wia Scozia, Zona Ind.le - 64026, Rasela degli Abruzzi (TE) - ITALY

Tel +39 0858930745 Fax +39 0858930330 Website: www liofilchem.net E-mail: liofilcheme@liofilchem.net

[ ENCLISH

Optochine Test __BNGLISH__

Diagnostic discs for pneumococci identification.

QUALITY CONTROL _
Each batch of Optochme Test is lested for susceptibility to
Optochin by using Streptococcus pneumoniae ATCC® 6305
for positive control, and Streptococcus pyogenes ATCC®
19615 for negative control, inoculated on Columbia Blood
Agar with 5% of defibrinated sheep blood.

PRECAUTIONS :

Optochine Test cannot be classified as being hazardous
according to the current legislation. Oprochine Test is a
disposable device to be used only for diagnestic 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 i

Store Optochine Test at 20 C/+8°C in the original packaging.
Keep away from sources of heat and avoid excessive changes in
temperature. In such conditions, the product 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, Optochine 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

«  https://www.gov. uk/govemmen‘[/uploade/svstem/upIondc,at
tachment_data/file/394193/TP_25i3.pdf

+ ). Lab. Clin. Med., 49: 641, 1957.

¢ ). Clin. Path., 8: 58, 1955,

*  Serological Studies on Pneumococci, Munksgaard,
Copenhagen, Oxford University Press, London, 1943

* ). Exp. Med. 22: 269, 1915,
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VAC UTEST

i, z-f_'f i zz a_J &

www.w.wuresfkima.it

: ‘: ‘“‘ @ ‘.
i ~

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

tonforme all’Allegato 111 della Direttiva 98/79/CE "Dispositivi Medico-Diagnostici In Vitro” e s.m.i.

| according to Annex Il of the Directive 98/79/6C on "In Vitro Diagnastic Medical Devices” as amended

fabbricanite VACUTEST KIMA S.r.1. - articoli per% laboratori analisi
PR ‘j“(’ Gl disposable labware
| 1 .
indirizza Via defll'Industria, 12
3 :
addresy 35020 Arzergrande (PD) - Italia
\
telef ™ f _ sta elett o
shone. +39-049-9720624 % +39.049-9720182 PO _efjal,m”'ca info@vacutestkima.it

Sistema di prelievo di sangue e altri liquidi biologici
o , ~ mediante provette con vuoto prede#terminato in plastica
|d|3nt|ﬁca21’o_ne d?{ pg‘t_}dottn “WACUTEST KIMA” |

product identification

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

nome commerciale

brand name “VAC UTEST KI MA”

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

sctto Ia propria responsabilita che tutti i dispositivi sopraelencati rispettano le d|sp05|zmm applicabili della Direttiva
\ 98/79/CE e s.m.i." Dispasttivi Medico-Diagnostici In Vitro”,
Tutta la documentazione tecnica richiesta dall'Allegato || della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui TII 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 08//9/5(:
as amended on 'In Vitro Diagnostic Medical Devices”.i

All the supporting documents, as required by Annex III, in order to prove copformity to the Essential
Requirements as listed in Annex 1, are retained under the premises of the Manufacturer |

Baon.v: o8 Arzergrande, 01/01/2015
Assicuratore Qualita / Quality Manager

firma
signature Giovanni Chiarin
({f oV (,Lu(/(/{{ftu M;u,
Vf\uUTE‘ET KIMiA il - Viacuum tubes - Via dell'Industria, 12 - 35020 ARZERGRANDE (PD) n"--: S

i +30 049 9718511 4 GrfGJT - Fax +38 049 719543/ 9720182 - Rag. Imp, Padova, Cod. Fisc. ¢ P IVA 03450130285
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CERTIFICATE N° 5055GQ03

Si certifica che |l
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

| .
'messo in atto da
| . implemerited by

NUOVA APTACA S.r.l.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di

| Operative Unit i

Regione Monforte, 30 — IT 14053 CANELL( (AT)

vl
e gonforme alla norma
is-in|compliance withthe standaic!

UNIEN 1SO 9001-2015 (1SO 9001-2015)
pel" [ seguenti Processi
concerming the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili
per il prelievo di-campioni biologici in orifizi naturali e in ambito chirurgico,
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Commercializzazione di dispositivi medici e diagnhostici in vitro.
Commercializzazione di articoli da laboratorio
Managemeni of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens
in natural orifice and in surgical field, Pesign and manufacturing of diagnostic medical devices for laboratories
of analysis. Marketing of medical and diagnostic devices in vitro, Marketing of laboratory articles.
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DESCRIPTION

GRAM COLOR KIT is a kit for staining micro-organisms that allows them to
be differentiated into two categories: Gram-positives (Gram+), which are
coloured blue, and Gram-negalives (Gram-), which are coloured red.
Combined with direct observation of the cell morphology, this staining
constitutes the first level/in the taxenomic classification of prokaryotes.

CONTENT OF THE PACKAGES
The reagents are contairped in plastic bottles, sealed by thermo-induction
and provided with a dropper Jid. Each pack contains:
. 1 bottle containing|250 m| of Crystal Violet Solution
e 1 bottle contaihing 250 ml of Lugol-PVP Solution
. 1 bottle containing|250 m! of Decolourant Solution
*

1 bottle contaiﬁing 250 mi of Safranine Solution

[
PRINCIPLE OF THE METHOD i

Gram staining is based dn the property of Crystal Violet of combining with
iodine to form compounds that cannot be decoloured with alcohol or with an
alcohol-acetone mixture. Some bacteria have a special affinity for this
reaction and, once stainad with crystal violet, do not lose the colour if
treated with alcohoal or altohal-acetone mixture, thus retaining the blue
colouring (Gram-positive bacteria), Others lose the blue colour and are
stained by Safranine, taking a red colour (Gram-negative bacteria).

COLLECTION OF SAMPLES

Samples to be subjected|to qram staining are usually clinical material and
microbial cultures. The colonigs to be subjected to Gram staining must be
taken from young culture‘f (1{—24 hours) preferably on an agar medium.

TEST PROCEDURE

Preparation and fixing

On clean slides, make a smear of the culture or pathological material. Leave
to dry in the air and fix by|heat, passing rapidly over the flame. Do not
overheat the sample when fixing. Other fixing methods may be used.
Staining

1. Cover the slide|with the Crystal Violet Solution. Wait 1 minute,
then rinse gently with water.

2. Cover the slide with the Lugol-PVP Solution. Wait 1 minute, then
rinse delicately with water.

3. Decolour with the Decolourant Solutian for as long as the
preparation releases colour (about 30-60 seconds), then rinse
delicately with water.

4. Cover the slide with|the Safranine Solution. Wait 30-60 seconds,

then rinse delicately with water.

Dry.

Examine the preparption under the microscope with the objective
for immersion.

(=) B

|
INTERPRETATION OF THE A(ESULTS
The Gram-negative microsorganisms appear as red in colour.
The Gram-posilive micro-organisms appear as blue in colour,
The Gram staining makes| it possible to distinguish between:

e Gram-negative bacilli from Gram-positive ones:

e Gram-negalive caccl from Gram-pasitive ones;

s Gram-negative coccobacilli from Gram-positive ones;

s Gram-negative diplocacci from Gram-positive ones.
QUALITY CONTROL

Each lot of GRAM COLOR KIT is subjected to quality control using a
culture of Escherichia coli ATOC 25922 for the test for Gram-negative
bacteria (red colour) and a culture of Staphylococcus aureus ATCC 25923
for the test for Gram-positive bacteria (blus colour),

LIMITS
. Gram staining provides a preliminary identification but does not

replace normal cultural studies of the sample.

Antibiotic therapy may make Gram-positive bacteria more

sensitive to decolouration, so that they appear pinkish-red instead

of blue.

Cells taken from young, 18-24 hour cultures have a greater

affinity for the stains than cells taken from older cultures.

Gram staining is altered by the physical destruction of the cell

wall or protoplasm. In fact the cell wall of Gram-positive bacteria

conslitutes a barrier which impedes release of the Crystal Violet-

iodine complex from the cytoplasm, and the cell wall of Gram-

negative bacteria contains lipids soluble in organic solvents that

Liofilchem®

Via Bcozia-Zana industriale - 64026 Rossto degli Abruzzi Tel. +39.085.8930745 - Fax
Web site: httpi/iwww liofilchem.net E-mail: liofilchem@liofilchem.net

| ENGLISH ’

GRAM COLORKIT

permit decolouration of the cytoplasm. Hence, micro-organisms
physically destroyed by an excess of heat do not react as
expected to the Gram stain test,

PRECAUTIONS

The GRAM COLOR KIT package contains substances classified as
hazardous by current legislation. It recommended that the Safety Data
Sheets be consulted on their use. GRAM COLLOR KIT is a kit for bacteria
staining, only for diagnostic use in vitro. It is intended for use in a
professional environment and must be used in a laboratory by adequately
trained personnel using approved asepsis and safety methods for dealing
with pathogenic agents.

CONSERVATION

Store GRAM COLOR KIT at 10-25°C in the original packaging. Keep away
from sources of heat and avoid excessive changes of temperature. In such
conditions the product GRAM COLOR KIT will be valid until the expiry date
shown on the label. Do not use beyond that date. Eliminate without using if
there are signs of deterioration (changes in the colour of the solutions or
presence of substantial precipitates).

DISPOSAL OF USED MATERJAL

After use, the slides stained with the GRAM COLOR KIT and any material
that has come into contact with the sample must be decontaminated and
disposed of in accordance with the technigues used in the laboratory for
decontamination and disposal of potentially infected rmaterial,
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