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THE QUALITY SYSTEM OF

LIOFILCHEM S.r.l.

|
SEDE LEGALE E OPERATIVA:
REGISTERED OFFICE AND OPERATIONAL SITE]

VIA SCOZIA SNC . ZONA INDUSTRIAL
- 64026 ROSETO DEGLI ABRUZZI (TE

SL DE- OPLRA VA
OPERA TIONAL SITE:

CONTRADA PIANE VQMANO TRAVERSA DI V
1-64026 ROSETO DEGLI ABRUZZI (TE

£ CONFORME Al REQUISITI DEI.LA NORMA

HAS BEEN FOUND TO COMPLY WITH THE REQUIREMENTS QF

UNI EN ISO 9001:2015

i
QUESTO CERTIFICATO E VALIDO PER IL SEGUENTE CAMPO DI APPL

THIS CERTIFICATE I3 VALID FOR THE FOLLOWING SCOPE|

[talia

E

IA GRECIA |
)

CAZIONE

Progettazione e swluppo; produzione e commerciglizzazione di

dispositivi medico dlagnostlm in-vitro: terreni di|
batteriologia, sistemi di identificazione e antibiogra
determmazmne di plasmaproteine (1AF 12

Design and development, product/on and sale of in«
medical devices: culture media for bacteriology, ide

susceptlbtlrty testmg systems, kits for plasma protel
(1AF 12, 20)

Perl’ Organ' iﬁo q‘f‘

coltura per
nma, kit per la
) 28)

ritro diagnostic

ntification and
n determination

Va[|d|ta N:mdn'y

ACCREDIA

\Forth '@p.@ff calfor Egorfy N

e :
VERTE FTALIANG 01 ACCREDITAMENTCH | Y 3
« T ~Rﬂlia S il & _Dal /B
L 3 - et
SGQ N° 049A : §-Z 1 Al
@
tdambro degll Ausordi di Muluo Ricanoscimuento T ll;;:’
LA, IAF ¢ ILAG i
Signatory of EA, 1AF snd ILAC Mulual
Racognilion Agreements
Dat'a i

| Andrea Coscl"a

' DBiratiore Divisions Business Assurance

PRIMA CERT‘IFJCAZ}DME | FIRsT CERVIFICATION: 2012-09-25 :

LA VALIDITA DEL PRESENTE CERTIFICATO & SUBORDINATA A SORVEGLIANZA PERIQUIGA A 12 WIES! 1 AL RIES
CGESTIONE AZIENDALE CON PERIGUICITA TRIEMMALE?

rofm; 20!3 02-11
/To: 2022:02-10
imissione / !s.sur'ng Date

2018-02-11

fUME COMPLETO DEL SISTEMA DI

“THE VALWITY OF THE FRESENTCER'HF'ALATE DEPENDS DN THE ANNUAL SURVEILLANCE EVERY 12 MONTHS ARNE ON THE COMPLETE RE/ WJ Wor

COMPANYS MAMAGEMENT SYSTEMAFTER THREEYEARY
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DICHIARAZIONE DI CONFORMITA CE / EC DECLARATION OF CONFORMITY

Liofilchem®

DICHIARAZIONE DI CONFORMITA CE

La societd Liofilchem® S.r.L,, con Sede Legale in Via Scozin, 64026 Roseto degli Abruzzi (TE) Italia, in q‘lv_}:llilii di

fabbricante: de
07.06.2017:

1. che il disp

dispositivo medico-diagnostico in vitre elencato nella tabella allegata Revisione 32.1 del
dichiara sotto la propria responsabilita

i
itivo sopra indicato soddisfa tutte le disposizioni applicabili della Direttiva 98/79/CE (Allegato

1) recepitd nella Legislazione Italiana dal Decreto Legislativo n° 332 del 8 settembre 2000; |

| .
2. che il dispokitivo in oggetto non & incluso nell’ Allegato 1, lista A e B della Direttiva 98/79/CE

3. chela docu
autoritd na
prodotto;

mentazione tecnica di cui all’allegato III dﬁ:lia direttiva Direttiva 98/79/CE & a disposizione delle
jonali presso la sua sede e sard conservata per 5 anni dall'ultima data di fabbricazione del

4. che il procegso di fabbricazione segue adeguati princip'i di assicurazione della qualita;

5. di aver attiy
dei prodotti

ato e di mantenere aggiornato, un sistema di sorveglianza post-produzione per il monitcn;zix,ggio
|

6. che il dispopitivo in oggetto & stato messo in commercio munito di marcatura CE.

The company 1]
manufacturer

1. that the'abo
and its reley

2. the above m

3. that the tec
national au
has been m4

4. that the mai
3. that, has ing

products;
6. that the dev]

Roseto, 07,06.2(

EC DECLARATION OF CONFORMITY

. |
i o . SO IS : ol PR ‘ A

iofilchem® S.r.l., registered office in Via Scozia, 64026 Roseto degli Abruzzi (TH) ltaqy, as a

f the in vitro medical-diagnostic device listed in the attached table, Revision 32.1 of ()7.06.@()1_7

hereby certifies under itjs own responsibility

e mentioned device complies with all the épplicable provisions of Directive 98/79%/EC (Annex 1IT)

ant transposition into national law; ;

entioned is not included in Annex IT, List A and B of Directive 98/7Y/EC;

mical documentation referred to at Anneix fII of the Directive 98/79/EC is available for the

thorities in its facility and that this dou1n§e11tation shall be kept for 5 years after the last produat

nufactured;
ufacturing process follows snitable principles of quality assurance;

blemented and keep up to date, a post-production surveillance system for monitoring the

e in question, was introduced into the market provided with CE mark.

" Direttore Teenico/ Technical Director
Dott. Silvio Brocco |

1di24 |
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DICITARAZIONE DI (f()INFOR

DICIHARA

Lo sacieth Linfilchein® Sr,., con Smlc L

Ofilchem®

LIONE DI CONFORMITA CE

tabbricante del dispositivo e
07.06.2017

che il dispusitivo sopra indicato soddisla
111) recepita nella Lepislazione Malian thaf

2 che it disposilives i opgetto nou & Inchisy

3. che b ducumenkzione cenica difcui oll'nl
autorith nazionali presse la sua scdc ¢4
prothiiv;

4, chieil pracesso di fhbiiciziong scgue e

In propria

[Docrens Legistulive n® 332 del 8 selieihre 2000;

unti prineipi di assleurazione dello quadh

alo e di

5 diaver i
dei prododti;

=

clie it dispositivo in npueto & sialo nesso

1 commiercio munilo di marcaiura CE,

hall' Allegmio 1§, Hila Ac B ddln Direniva 98/ 7HCE

Bepain [ delln dicetiiva Dircttiva 98/79/CE & n disposizione delle
il conscrvali per S anni didl'uliima data di fabbricazitine del

AITA CF/ EC DECLARATION OF CONFORMITY

it Wi Suoeia, 61026 Roseh ilepli Alauzzl (TE) hali, in qualits 0i
i vitrn elencatn nello mbelln aliegat Revisione 320 del

quile le disposiziond applicihill delis Direitivi 9RITYICE {Rllegfﬂu

un sisienui di sorveglituza pusi-produzione per il mmulnrdggm

FC DECLA

HATION OF CONFORMITY

The company Liolilkchem® S.rl, rtuxtcrcd dfice in Via Scozin, 614026 Ruscio degli Abruzzi (TE) laly, s a

wanuwdactueer uf die in vigro edicaliing

Niepehy verl

llTes under its own respunsibility

| device
il

Uit die above

all the appli |

il its releviun
3. the above inemtioned s nol included in A

thin tlie technical documentanon’ refared

k]
mationd guthorilies in its facifity nd iy
s been ma factured;

4 han the manulacturing proeess olows sl

&ty has inplemented and keep up 1o (i
praclucts:

6. that the device in yuestion, was | 1]

e {1, List A and B of Directive 94/79/GC)

bilik principles ol qualily wssurwice;

i the iwtkel provided with CE mark,

Ruoseto, 02062017

1AM

device listed in the aulached fuble, Revision 32,1 of 07062017

of Directive 98/79/EC (Anncx 1D

Jo it Amnex 111 of the Directive 98/79/EC is nvailable for the
1his documentutinn shall be kept Tor § years alter dic Iast preduct

2, 4 post-production surveillnce system for monjtosing the

Direttore Tecnico/ Technical Dircclot
Dntt. Silvio Drocco.
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DESCRIPTION

Chromatic™ Candlida is a chromogenic sel

species directly frd

i
i
|
|
|
|

|
Rev.0.1/08.07.2015

I .
| ‘ Instructions For Use

Chromatic™ Candida ENGLISH

Chromogenic selective medium for the isolagon and differentiation of
Candida spp directly from clinical and nonclinical specimens.

© Liofilchem® - Chromatic™ Candida—

ective medium used for the isolation and differentiation of Candlida |
m clinical and nonclinical specimens permitting to distinguish among C.albicans,

C.tropicalis, C.krufei, C.glabrata, C.dubliniensis and C.parapsilosis.

Although Candidd
attributed to other
prompt initiation ¢

albicans remains the most common cause of human Candidiasis, the frequency of infection
members of the genus is also increasing. Effective treatment requires both early diagnosis and
f therapy against fungal infection.

TYPICAL FORMULA &/
Peptone 10.0
Chloramphenicol 0.5
Chromogenic Mix 25.2
Agar 15.0
Final pH 6.1 £ 0.3 at 25°C

METHOD PRINCIPLE

Peptone provides
is the selective agg
the hasis of the co

PREPARATION
Dehydrated medi

imino acids, itrogen, carbon, vitamins and minerals for organisms growth. Chloramphenicol
nt inhibitingjmost of the bacteria. Chromogenic|mix allows to identify the Candida genus on
or and morphology of the colonies. Agar is the solidifying agent,

h i | !

Suspe‘hid 50.7 g of the powder in 1 liter of distilled or deiohized water. Mix well. Heat

Medium in bottles

to boil shaking frequently until completel))‘ dissolved. DO NOT AUTOCLAVE.
Melt the content of the bottle in a water bath at 100°C (lodsing the cap partially

TEST PROCEDUR
Inoculate the med
30-37°C for 24-44

INTERPRETING R
After incubation o
the ID table.

ID Table.
Microorgani

Candida dublinier
Candida glabrata
Candida krusei

Candida parapsilg
Candida tropicali

See pictures in Appendix I.

APPEARANCE
Dehydrated medit
Prepared medium

anda aha'r:ars B

removéd) until completely dissolved. Then screw the cap and check the homogeneity of
the disgolved medium, if it is the case turning the bottle upside down. Cool at 45-50°C,
mix well avoiding foam formation and aseptically distribute into Petri dishes.

TIT

um by direct streaking, spread plating or membrane filtration method. Incubate aerobically at
hours.

ESULTS e

hserve the color and the morphology of the colonies and ir‘i‘:[erpriet the results as indicated in

~ Typical colony color |

Green
sis Yellow-green
Beige
Pink, pale edges __
sis fe.\

Pale pink-whi
B!,L,;/"‘V

m: free-flowing, homogeneous, I.igﬁi beige.
slightly opalescent, very light beige.

Page 1 of 2




STORAGE

The powder is ver
tightly closed. Sto
expiry date on the

SHELF LIFE .
Dehydrated medit
Medium in bottle
Ready-to-use plat

© Liofilchem® - Chromatic™ Candida- Rev.0.1/08,07.2015

hygroscdpic, store the powder at 10-30°C, in a'dr"y environment, in its original container

m: 4 years,

1 year.

QUALITY CONTHOL

Plates are inocula

s: 6 months.

Inoculum for productivity: 50-100 CFU
Inoculum for seledtivity: 10%-10¢ CFU.

Incubation condit

QC Table.

d with the microbial strains indicated in the

ons: aerobically at 35 x 2°C for 24-48 hours.

’QC table.

Microorg i ~ Growth Specification |
Candida albicans ATCC® 10231 Good Green colonies
Candida krusei ATCC® 14243 Good Pink colonies
Candida parapsildsis ~~ ATCC® 22019 Good Pale pink-white colonies
Candida tropicalis ATCC® 750 Good Blue colonies
Escherichia coli ATCC® 25922 Inhibited -
Staphylococcus afireus ATCC® 25923 Inhibited s
WARNING AND PRECAUTIONS

The product does

e bottles and prepared plates at 2-8°C away from light. Do not use the product beyond its
label or if product shows any evidence of contamination or any sign of deterioration.

hot contain hazardous substances in concentrations exceeding the limits set by current

legislation and thefefore is not classified as dangerous. !t is nevertheless recommended to consult the safety
data sheet for its cprrect use. The product is intended for in vitro diagnostic use and must be used only by

properly trained o

DISPOSAL OF WASTE

Disposal of waste

BIBLIOGRAPHY

nust be carried ou

herators.

t according to national and local regulations in force.

1. Odds, F.C. Anfl Bernaerts, 1994. CHROMagar Candida, a new differential medium for presumptive

identification

b clinically important Candida species. J. Clin. Microbiol. 32: 1923-1929.

2. Wingard, JR. Ifnportance of Candida species other than C. albicans as pathogens in oncology patients. Clin

Infect Dis. 19
3. Pfaller, Flustor

5;20: 115-25.
and Coffman. 1996. ). Clin. Microbiol. 32: 1923-1929.

4. Maertens JA. Hlistory of the development of azole derivatives. | Clin Microbiol Infect. 2004; 10: 1-10.

PRESENTATION Contents Ref.
Chromatic™ Canglida 90 mm ready-to-use plates i 20 piéﬁ(_e_s 11612 T
Chromatic™ Can{lida 60 mm ready-to-use plates 20 plate; I 163692 1
Chromatic™ Canilida Bottles 6 x 100 ml bottles 481110 ‘
Chromatic™ Candlida Dehydrated medium 500 g of powder - 610613

da 100 g of powder 620613

Chromatic™ Candli

Dehydrated medium
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ENDO AGAR
Medium for colifoifms 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 2 °C.
DIRECTIONS '

Suspend 41.5 g of powddr in 1 liter of distilled or deionized water. Heat to boiling with frequent and careful overturnings until
complete dissolution. Autbclave at 121 °C for 15 minutes. Evenly disperse the precipitate when dispensing. Use immediately.
DESCRIPTION '

ENDO AGAR is used for ponfirming the presence of coliforms organisms.
TECHNIQUE . :
For the confirmation of pifesumptive tests with liquid media, subculture tubes showing gas, or acid and gas formation, ontb an
Endo Agar plate. IncubatEat 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 transILTcent
colonies, against the pinl to colorless mediurn.

QUALITY CONTROL
Dehydrated medium
Appearance: free-flowingl homogeneous.
Color: medium purple.
Prepared medium
Appearance: opalescent Wwith precipitates.

Color: pink.

Incubation conditions: 36)= 1 °C for 24 + 2 hours.

Microorganism ATCC Growih

Staphylococcus aureus | 25923 markedly to completely inhibited
Escherichia coli GO 25922 good

Salmonella typhimurium | 14028 good
PERFORMANCE AND LIMITATIONS . /
If the medium is to be usgd the same day it is rehydrated, it does not need 1o be autoclaved. Boil to dissolve completely E)efore
dispensing into plates. |
STORAGE

The powder is very hygrdscopic: store the powder at 10-30 °C, in a dry environment, in its original container tightly closed and
use it before the expiry dfite on the label or until signs of deterioration or contamination are evident. The medium should be
used the day it is prepardd: if it is necessary store in the dark at 2-8 °C for no more than 3 days. |
REFERENCES '
1. Endo, S. (1904). Uber kin Verfahrenzum Nachweis 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. 7

PRESENTATION

Product REF V
ENDO AGAR (12.0 1) 610020 500 g
ENDO AGAR (2.4 ) 620020 100 g
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Dehydrated culture meJiuwm
Rev. 0 - 3v9 Ed. 2004

Page 1 of 1

PEPTONE BACT
Peptone obtained

ERIOLOGICAL
by enzymatic hydrolysis of animal tissue.

USE

PEPTONE BACTERIC

stable watery solution.

bacterial growth. It is &

PHYSICO-CHEMICAL

LOGICAL is an enzymatic hydrolysate of meat that supplies a limpid, colorless and vqry
It is used in the preparation of culture media as a nitrogen source readily available for'
general use very nutritive peptone, with neutral pH.

CHARACTERISTICS

Standard
Solubility in water at 2p% Complete
pH of 2% solution 7.04/-0.5
Loss on drying s 6.0%
Total nitrogen >12.5%
a-amino nitrogen AN 3-4.5%
Ash 5.0%

TECHNIQUE
Peptone Bacteriologic

or deionized water and

QUALITY CONTROL
Dehydrated powder
Appearance: free-flow
Color: cream.

STORAGE |
The powder is very hy
closed and use it befo

4l can be used as an ingredient of dehydrated culture media and need dissolution in distilled
sterilization by autoclaving.

ing, homogeneous.

oscopic: store the powder at 10-30 °C, in a dry environment, in its ong al Gontamer t}

the expiry date on the label or until signs of deterioration or contaminati ri aré‘ev:den /7
~EPLBL =

b

REFERENCES e o

1. Standard Methods fpr Examination of Water and Sewage, 15th ed., (1980).
2. J. Dairy Science, 16 277: (1933).
PRESENTATION

Product REF W

PEPTONE BACTERIDLOGICAL 611701 500¢g

PEPTONE BACTERIDLOGICAL 621701 100 g

PEPTONE BACTERIDLOGICAL 6117015 5 Kg
TABLE OF SYMBOLS

Caution, consul Containg sufficient In Vitro Di i
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Fragile, Temperature el Keap away frpm

handla with care g Usg by \L limitation AL\ heat source |
L3

Phone +3
Website:

LIOFILGHEM s.r.l.

Via Scozid,

IVD

Zona Ind.le - 64026, Roseto D.A. (TE) - ITALY
Fax +390858930330

E-mail: liofilchem@liofilchem.net
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0858930745
ww.liofilchem.net
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EX 4

% Y Dehydrated culture meJ‘ium
/ Rev. 0 - 3 Ed. 2004|

=

Page1 of 1 1
PHENYLALANINF AGAR
Medium for enetefobacteria differentiation.
TYPICAL FORMULA (g/l)
Yeast Extract 3.0
Disodium Phosphate 1.0
Sodium Chiloride 5.0
DL-Phenylalanine 2.0
Agar 15.0
Final pH =7.3+ 0.2 at 2§ °C.
DIRECTIONS

Suspend 26.0 g of powdgr in 1 liter of distilled or deionized water. Heat until completely dissolved. Distribute |nto final tubes
Sterilize in autoclave at 121°C for 15 minutes. Allow the medium to solidify in a slanted position.

DESCRIPTION !
PHENYLALANINE AGAH is a medium recommended for the differentiation of members of the Proteus and Providencia groups
from other enterobacterid. |
TECHNIQUE
Inoculate the slant with tdst organisms and incubate at 36 + 1°C for 18-24 hours. Add 3-5 drops of Ferric Chloride 10% (dode
80272) and 3-5 drops of f 0.1 N HC! solution to a 24 hours culture. Rotate the tubes to wet and loosen the growth.

A positive test is indicatedl by the formation of a characteristic green color. Proteus and Providencia groups give a positive
reaction in 1-5 minutes. Qther members of Enterobacteriaceae give negative reactions.

QUALITY CONTROL
Dehydrated medium
Appearance: free-flowingl homogeneous.
Color: light tan.
Prepared medium
Appearance: slightly opalescent without precipitate.
Color: light amber.
Incubation conditions: 36[+ 1 °C for 18-24 hours.

Microorganism ATCC Growth Reaction
Escherichia coli 0 1 25922 good .
Enterobacter aerogenes 13048 good =
Proteus mirabilis 25933 good +
Proteus vulgaris 13315 good +

STORAGE
The powder is very hygrg
use it before the expiry dfite on the label or untll |qn<, of deterloratlon or n,(xntamlnanon are evident,
Store prepared tubes at 3-8 °C.
REFERENCES
1, Ann. Inst. Pasteur. (19§4) 87: 375-386.
2. Pub. Hith Lab. (1957) 15: 153.

PRESENTATION

Product REF
PHENYLALANINE AGAR (19.2 1) 610039 50049
PHENYLALANINE AGAR (3.81) 620039 100g
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DESCRIPTION 3
Optochine Test is constitu
containing 5 pg of Optochin
hydrochloride), used for d

pneumoniae from the other

CONTENT OF THE PACK

Each package contains:

« 2 cartridges with 50 d
container.

= Dryer.

o e |
i B ks

ed by paper discs, each one
(Ethylhydrocupreine
fferentiating Streptococcus
alpha-haemolytic streptococci.

AGES:

scs each, packaged in a heat-sealed

PRINCIPLEOF THE METHOD | 111 <t

Optochin is an agent spec
pneumoniae, the other alp
resistant. The disc is place
medium that is suitable fo
inoculated with a pure liq
under examination. After t
examined for the presence
around the disc of Optach

COMPOSITION "}

Each disc contains 5 pg of

ftcally active against Streptococcus
na-haemolytic streptococci are

| onto the surface of a culture

the growth of streptococci,

id culture of the microorganism

e incubation all the plates are

or absence of an inhibition halo

ae

PREPARATION OF THE SPECIMEN ==l

1. Mixed cultures or clin
determine susceptibili

2. Inoculate a tube of Br
with pure colonies of
examination.

cal specimens must not be used to
y to Optochin.

in Heart Infusion Broth (ref. 20104)
he microorganism under

3. Incubate at 36 + 1°C dvernight,

TEST PROCEDURE |
1. Take the cartriges con

ainer from the refrigerator and leave

it on the test bench urftil it reaches room temperature (about

30 minutes). This will
the discs when the pa

srevent humidity being deposited on
kage is opened, which could

prejudice their long-tefm stability.
2. Using a sterile swab, dvenly inoculate the surface of a plate

of blood agar such as
Columbia Blood Agar
with the suspension o
examination.

ryptic Soy Blood Agar (ref. 11037),
ref. 11025) or other blood medium,
the streptococcus under

3. Using sterile tools, gerftly press one disc of Optochin on the

inoculated surface.
4. Turn the plate upside

lown and incubate at 36 + 1°C for

18-24 hours in atmosghere containing 5% of CO,.
5. Check for presence orfabsence of an inhibition halo around

the disc of Optachin.

Optochine Test

Diagnostic discs for pneumococqi identification.

INTERPRETATION OF THE RESULTS

The test organism is consid
presumptively Streptncocc
is = 14 mm diameter. The
confirmed by serological t4

ered sensitive to Optochin and

15 pneumoniae if the inhibition zone
resumptive identification must be
sts.

LI()FILl'.:HElrI® S.r.l.
!

Via Scozia, Zona Ind
Tel +39 0858930745

e - 64026, Roseto degli Abruzzi (TE) - ITALY

© Liofilchem® - Optochine Test - Rev.E’T /27.02.2017

Each batch of Optochlne Test is tested for susceptlblllty o
Optochm by using Streptococcus pneumoniae ATCC® 6305

for po§lt1ve control, and Streptococcus pyogenes ATCC®
19615 for negative control, inoculated on Columbia Blood

Agar V)‘/ith 5% of defibrinated sheep blood.

s

PRECAUTIONS
Optochine Test cannot be classified as being hazardous |
according to the current legislation. Optochine 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 qpproved aseptic and safety methods for handling

pathogenlc agents. ;

Store Optochme Test at 120°C/+8°C in the orlglnal packab ing.
Keep d‘way from sources of heat and avoid excessive chanzes in
temperature. In such conditions, the product will remain valid
until the expiry date |nd|cated on the label. Do not use beyond
that date. Eliminate w1thout using if there are signs of -
deterloratlon

\
DISPOSAL OF USED MATEQ_!AJZ i .
After use, Optochine Test and material that has come mtc)
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__[n_a__':cer_ial.

TEaEETE

BIBLIOGRAPHY e e
*+  hitps//www.gov. uk/gcwermnenw plo?ds:”sysfemlup!r)r -
tachment_data/file/394193/TP_25i3. pc[f -

« ). Lab. Clin. Med., 49: 641, 1957. { 5

*  ).|Clin. Path., 8: 58, 1955. )
*  Serological >tud|es on Pneumococc”\‘Muﬁksga’lrd

Copenhagen, Oxford University Press,\Lqm' i

* ).|Exp. Med. 22: 269, 1915.

= \_‘_‘___"_\ ‘:._'_“ i '.’- bz
PRESENTATION ' T
Product Ref. Test |
Optochine Test 9501 100 |

TABLE OF SYMBOLS
In Vitro Diagnostic
@" Medical Device

|REFJ Catalogue number

Contains sufficient for <n>
“ Manufacturer Gin

® Do not reuse

I Fragile,handle with care

Caution, consult
accompanying documents

l LOT| Batch code

\ﬂ\ \ Temperature limitation

FODOTO

| e (vl

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



© Liofilchem® - Oxidase Test Stick - Rev.4 /04,05.2016
Instructions For Us?

. . ENG I.ISW
Oxidase Test Stick |

Rapid test for detection of cytochrome oxidase enzymatic activity. |
|

DESCRIPTION | _
Oxidase Test Stick is  diagnostic test used for differentiation and microbial identification, particularly of Gram-negative bacteria, on

the basis of the presehce of enzyme cytochrome oxidase.

The product matchesjwith recommendations of EN 1SO 16266 and 1SO 9308-1 for detection of Pseudomonas aeruginosa and for
confirmation of Eschérichia coli and coliform bacteria, respectively.
CONTENTS OF THE [PACKAGES

Each package contalfps 50 Oxidase Test Stick.

METHOD PRINCIPLE i i i
Oxidase-positive bacleria produces the enzyme cytochrome oxidase (indophenol oxidase) that catalyzes the transport of electrons
from clonor compourfds (NADH) to electron acceptors (usually oxygen).

bnediamine dihydrochloride contained in Oxidase Test Stick acts as an artificial electron donor and is oxidized
icteria forming the coloured compound indophenal blue.

Tetramethyl-p-pheny
by oxidase-positive b

COMPOSITION
Oxidase Test Stick is
phenylenediamine di

TEST PROCEDURE
1. Allow container
2. Pickup oneorm
transfer a drop of]
the microbial sus|
Examine for an irj
microbial suspen

INTERPRETING RESI
The development of

o

H come to room temperature before opening, for minimizing
hre than one well isolated colony and wipe off by the zone of the stick indicated by arrows. Alternatively,

1ade of a special paper with a zone impregnated with a solution of N,N,N’,N"-tetramethy!-p- ‘
wdrochloride.

ensation on the stick.

cond
the suspension of the test organism to the reaction zone of the stick or dip directly the point of the stick into

ension.
mediate color change (within 60 seconds) at the position of the inoculated area (NB. The usage of very dilute

ions may result in longer reactions time)
LTS

organism under investigation does not procuce the enzyme cytochrome oxidase.

LIMITATIONS

The most suitable cu
taken from media wi
medium) can give a f}
not use steel, nichror
recommended.
STORAGE
Store at 2-8°C away f]
contamination or any
SHELF LIFE
2 years.
QUALITY CONTROI
Control strains are in

QC Table.
Microorg

Fscherichia coli

Pseudomonas aerugi

s

ures for the oxidase test are those from culture media without clyes, indicators or inhibitors. Bacterial colonie
1 pH values below 5.5 (e.g. after the metabolism of carbohydrates with subsequent acidification of the culture
Ise negative oxidase reaction. Colonies taken from media containing nitrate may give unreliable results. Do |
e or iron containing loops to pick the colony. A platinum or plastic loop, or wooden applicator stick is j
|
|

om light. Do not use the product beyond its expiry date on the label or if product shows any evidence of
sign of deterioration.

licated in the QC table.

WDCM 00013
WDCM 00025

Negative, no color change

hosa Positive, deep blue-purple coloration

WARNING AND PRECAUTIONS

The product does nol
not classified as dang
intended for in vitro ¢

DISPOSAL OF WAS

8

contain hazardous substances in concentrations exceeding the limits set by current legislation and therefore
brous. It is nevertheless recommended to consult the safety data sheet for its correct use. The product is
iagnostic use and must be used only by properly trained operators.

Disposal of waste mIt be carried out according to national and local regulations in force.

BIBLIOGRAPHY
IS0 9308-1:2014, V
bacterial backgroun
EN 1SO 16266:2004
Steel K. J. (1962) ).

PRESENTATION

ater quality — Enumeration of Escherichia coli and coliform bacteria — Part 1: Membrane filtration method for waters with low

| flora,
| Water quality — Detection and Enumeration of Pseudomonas aeruginosa — Method by membrane filtration (1ISO 16266:2006).

ppl. Bact, 25:445-447,

_ Contents Ref.

Oxidase Test Stick

50 sticks 88029

TABLE OF SYMBOLS
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DESCRIZIONE

Bacitracin Test sono dischi d
Bacitracina, utilizzati per la ¢
Gruppo A di Lancefield dagli

appartenenti a Gruppi-divers{.

Ciascuna confezion
confezionate in un contenito
essiccatore e un foglio istruzi

PRINCIPIO DEL METODO
La Bacitracina, antibiotico
streptococchi beta emolitici g
G sono meno sensibil| e quel
applicato sulla superficie di u
degli streptococchi, inoculat

esaminate le piastre e verific:
inibizione intorno al disco di

pure del microrganismo in eTme. Dopo l'incubazione, vengono
:

COMPOSIZIONE
Ciascun disco & impregnato

PROCEDURA DEL TEST
1. Prelevare il contenitore
banco di lavoro fino al
(circa 30 minuti). In tal
confezione si depositi u
pregiudicandone la staly

2. Inoculare uniformemenle

quali Tryptic Soy Blood
al sangue, con una colty
saggiare. Bacitracin Tes
materiale clinico in esar
faringeo prelevato con (
Depositare il disco di B3
Incubare 18-24 ore a 364
5. Verificare la presenza o

al disco di Bacitracina.

A W

INTERPRETAZIONE DEl RISWLTATI
Semina del ceppo pm(:gdgnt!mente isolato

La presenza di un alone di in
Bacitracina, indica che lo str

Altri streptococchi beta emaliici, non di Gruppo A, crescono fino ai

bordi del disco.
| risultati del test della!Bacitral
sierologia di Gruppo.

Semina del materiale clinico
La presenza di un alone di in
confermati dai dati della mor
depongono a favore della pre
confermare mediante I'identi

LIOFILCHEM

Via Scozia, Zona Ing
Tel +39 085693074

FEAONTIET

ontienk 2 cartucce con 50 dlschl ciascuna,

Bacitracin Test

Ee
carta, impregnati con 0,04 unita di
ifferenziazione degli streptococchi del
altri streptococchi beta emolitici

ROLLO'QUALITA'

5% di sal

o

PRECAUZIONI
e termosaldato, in presenza di un
oni.

= G — -

T e A
lipeptidico, ¢ attiva nei confront] degli

i Gruppo A. Gli streptocchi di Gruppo C e

i di Gruppo B sono resistenti. Il disco viene
1 terreno di coltura, idoneo per la crescita
con una brodocoltura allestita con colonie

adeguat ! i,

CONSERVAZIONE

ta la presenza o I'assenza di un alone di
Bacitracina,

ion 0,04 UL di .Bacitracina:', i

:
lelle cartucce dal frigorifero e lasciarlo sul
mpegiungimento della temperatura ambiente
nodo si evita che all'apertura della

midita di condensa sui dischi,

lita nel tempo.

la superficie di una piastra di agar-sangue
\gar, Columbia Blood Agar o altro terreno
ra dello streptococco beta-emolitico da .
pud essere effettuato anche inoculando il

e, come per esempio I'essudato rino-

n tampone, su una piastra di agar-sangue.

citracina sulla superficie inoculata. ‘

BIBUOGRAFIA

W.

‘assenza di un alone di inibizione intorno

Ve

mente addestrati, con me
nei confronti degli agenti patogeni.

ITALIANO

P

Ogm Iotto di Bacitracin Test viene sottoposto al test di 50llsll)l|li"l alla
Bacmac]na, utilizzando una coltura di Streptococcus pyogenes ATCC®
19615 per il controllo posmvo e di Streptococcus agalactiae ATCC®
13813 per il controllo negativo, seminati su Columbia Blood Agar con
ngue defibrinato di montone.

e >’zf$-s.$

Il prodotto Bacitracin Test non & classificabile come perlcoloso aj sensi
della leglslazmne vigente, ma rientra nello specifico campo di
appllcazmne della normativa relativa all'obbligo di fornitura di schedla di
sicurezza, perché pud causare fenomeni di allergla in soggetti sensibili, in
caso di gontatto con la pelle; Bacitracin Test & un dispositivo mopouso,
da usareisolo per uso diagnostico in vitro, & destinato ad un ambitc
professionale e deve essere usato in laboratorio da operatori

todi approvati di asepsi e di sicurezza

%

Conservare Bacitracin Test a 2-8°C nella sua confe2|one Ol‘lgll'm]E' Non
conservare vicino a fonti di calore ed evitare eccessive variazion| cli
temperatura. In queste condizioni Bacitracin Test & valido fino alla data di
scadenza indicata in etichetta. Non utilizzare oltre questa data. Eliminare
se vi sono segni di dpterloramento quali tracce di umidita.

ELIMINAZIONE DEL MATERIALE USATO S s
Dopo l'utilizzazione Bacitracin Test ed il materiale venuto a conlaito con
il campione devono essere decontaminati e smaltiti in accordo con le
tecniche|in uso in laboratorio per la decontaminazione e lo smaltimento
di materlale potenzialmente | infetto.

K.L. Ruoff, R.A. Whiley and D. Belghton 1999. Streptococcus . In
R.R. Murray, E.).Baron, M.A. Pfaller, F.C. Tenover, R.H.Yolken
éd Manual of Clinical Microbiology 7th ed. American Society for
I\‘(\lcroblology, Washington, D.C.

R. Maxted. 1953 The use of bacitracin for .'dentafyng Drcmp

* 1 °C, h‘aemolytIc Streptococci.).Clin.Path.6 ( 3),224 2267 s

PRESEN-I AZFONE o
TSI ] Pradotto REF
hizione di 10-18 mm, intorno al disco di Bacnraun Test 9502

ptococco € presumibilmente di Gruppo A. o
TABELLA DEI SIMBOLI

Dispositivo medico
diagnostico in vitro

|

“ina vanno confermati con I'identificazione

hizione intorno al disco di Bacitracina, se REF } Numero di catalogo

Fragile, maneggiarc con
cura

blogia delle colonie e dell’emolisi, =1

enza di Streptococchi di Gruppo A, da
“ Fabbricante

Contenuto sufficiente per |
<n: saggi

cazione sierologica di Gruppo.

Utilizzare entro

Attenzione, vedere le
istruzioni per I'uso

Ry

| Limiti di temperatura

Codice del Iotto

EEAAR

le - 64026, Roseto degli Abruzzi (TE) - ITALY
Fax +39 0858930330 Website: www.liofilchem.net E-mail: liofilchem@liofilchem.net

F13113
Rev.2 /12.11.2015

ce [vo]



DESCRIZIONE
GRAM COLOR KIT ¢ un kit per|
ne permetle la differenziazione
si colorano in blu e Gram-negal
colorazione costituisce, inslem

cellulare, il primo livello di class

CONTENUTO DELLE CONFEZ

per la colorazione dei microrganismi, che

n due categorie: Gram-positivi (Gram+) che
vi (Gram-), che si colorano in rosso. Tale
con l'osservazione diretta della rorfologia
icazione tassonomica dei procarioti.

1ONI

| reagenti sono contenuti in flacpni di plastica, chiusi in termoinduzione e
forniti di tappo gocciolatoio. Ciagcuna confezione contiene:

PRINCIPIO DEL METOLIQ

1 flacone contenente 250 ml di Soluzione Cristal Violetto
1 flacone contenente 250 m! di Soluzione Lugol-PVP

1 flacone contenente 250 ml di Soluzione Decolorante

1 flacone contenente {250 ml di Soluzione Safranina

La colorazione di Gram & basatﬁ sulla proprieta che ha il Cristal Violetto di

combinarsi con lo lodio, forman
con la miscela alcool-acetone.

questa reazione e, una volta co
colore, se trattati con l'alcool o

o composti non decolorabili con I'alcool o
lcuni batteri hanno una speciale affinita per
orali con il cristal violetto, non perdono il
on la miscela alcool-acetone, restando

colorati in blu (batteri Grém—poiivi}. Altri perdono il colore blu e si colorano

con |la Safranina assumendo u

RACCOLTA DEI CAMPIONI

colorazione rossa (batteri Gram-negativi).

| campioni da sottoporre alla cojorazione di Gram sono costituiti

principalmente da materiale clirg
l_e colonie da sottoporre alla co
da colture giovani (18-24 ore) p

PROCEDURA DEL TEST
Preparazione e fissazione
Utilizzando vetrini puliti, esegui
patologico. Lasciare essiccare
rapidi sulla fiamma. Eseguire la
eccesso di riscaldamentc. Sip
fissazione.

Colorazione

co e da colture microbiche,
orazione di Gram devono essere prelevate
eferibilmente da terreni agarizzati.

uno striscio della coltura o del materiale
II'aria e fissare al calore con passaggi
fissazione del campione evitando un
sono adottare anche altri metodi di

1. Ricoprire il vetnno cof la Soluzione Cristal Violetto. Attendere 1

minuto, quindi lavare
2, Ricoprire il vetrino co
minuto, quindillavare
3. Decolorare cor la So

Helicatamente con acqua.
h la Soluzione Lugol-PVP. Attendere 1
Helicatamente con acqua.
Lizione Decolorante finché il preparato

libera colorante (circa 30-60 secondi), quindi lavare

delicatamente con ac
4. Ricoprire il vetrino co
secondi, quindi lavarg
5. Asciugare.
6. Osservare il praparat
immersione.

INTERPRETAZIONE DEI RISU|
| microrganismi Gram-negativi &
| microrganismi Gram-positivi a,

ua.
h la Soluzione Safranina. Attendere 30-60
delicatamente con acqua.

al microscopio con obiettivo per
L TATI

ppajono di colore rosso.
paiono di colore blu.

La colorazione di Gram permetig di differenziare:

. | bacilli Gram-negativl
. | cocchi Gram-negatiy
. | coccobacilli Gram-ng

da quelli Gram-positivi;
da quelli Gram-positivi;
gativi da quelli Gram-positivi;} diplococchi

Gram-negativi da quefli Gram-positivi.

CONTROLLO QUALITA
Ogni lotto di GRAM COLOR KIT
utilizzando una coltura di Esche
batteri Gram-negativi (colore ro
aureus ATCC 25923 per il contr

viene sottoposto al controllo di qualita
ichia coli ATCC 25922 per il controllo dei
s0) ed una coltura di Staphylococcus
bllo dei batteri Gram-positivi (colore blu).

LIMITI
. La colorazione di Gra
ma non sostituisce i

Terapie antibiotiche pf
sensibili alla decolorap

invece di blu.

Le cellule prelevate dh

maggiore affinita per
colture vecchie.

La colorazione di Gra
della parete cellulare

Liofilchem

Via Scozia-Zona iifdustriale - 64026 Roseto degli Abruzzi Tel. +39.085.8930745 - Fax

Web site: hitp://www liofilchem.net E-mail: liofilchem@liofilchem.net ‘

fornisce una preliminare identificazione
ormali studi colturali del campione.
bssono rendere i batteri gram-positivi piu
lone ed apparire di colore rosa-rosso

colture giovani di 18-24 ore hanno una
coloranti rispetto alle cellule prelevate da

m viene alterata dalla distruzione fisica
b de! protoplasma; infatti la parete cellulare

GRAM COLOR KIT

dei batteri Gram-positivi interpone: una barriera che impedisce il
rilascio del complesso Cristal Violetto-lodio dal cntoplas}na ela
parete cellulare dei batteri Gram-negativi contiene |lpldl‘ solubili in
solventi organici che permettono la decolorazione del |
citoplasma. Pertanto i microrganismi distrutti fi f'smarnenﬁe da un
eccesso di calore non reagiscono alla colorazione di C-lam come

atteso. ‘

PRECAUZIONI _____

pencoiose ai sensi della legislazione vigente; per il suo impiego si
consiglia di consultare la scheda di sicurezza,

GRAM COLOR KIT & un kit per |a colorazione batterica, da usare solo per
uso diagnestico in vitro, & destinato ad un ambito prafessnonale e dave
essera usato in laboratorio da operatori adeguatamente addestrati, con
metodi approvati di asepsi e di sicurezza nei confronti degli agenti
patogeni.

CONSERVAZIONE
Conservare GRAM COLOR KIT a 10-25°C nella sua confezione orlglnale
Non conservare vicino a fonti di calore ed evitare eccessive varlaglom di
temperatura. In queste condizioni il prodeotto GRAM COLOR KIT e valido
fino alla data di scadenza indicata in etichetta. Non utilizzare oltre questa
data. Eliminare se vi sono segni di deterioramento (cambiamenti di colore
delle soluzioni o presenza di precipitati grossolani). |
|
ELIMINAZIONE DEL MATERIALE USATO
Dopo l'utilizzazione, i vetrini colorati con il GRAM COLOR KIT ed\ll
materiale venuto a contatto con |l camplone devono essere decontclmlnau e
smaltiti in accordo con le tecniche in uso in laboratorio per la \
decontaminazione e lo smaltimento di materiale potenzialmente mfetto
|
BIBLIOGRAFIA
e  Kruczak-Filipov, P., and R G. Shlvely 1992, Gram stainl

procedure, p.1.5.1- 1 5.18. In H.D. Isenberg (ed.) Clinical

Microblology Procedures Handbook, vol. 1, American Society for

Microbiology, Washington, D.C.

e Murray, P.R. (ed.) 1999, Manual of Clinical Microbiology, 7th ed.
American Society of Microbiology, Washington, D.C.

PRESENTAZIONE =AY ERE
Prodotto Ref Contenuto |
| GRAM COLOR KIT 302‘3'1 4% 250 mI

TABELLA DEI SIMBOLI

IVD Dispositivo medico

cllagnostlco in wtro
“ Fabbricante

Non riutilizzare

— 1
Contenuto sufficienie per N
\
\

<n> saggi

REF | Numero di catalogo

g Utilizzare entro
\ﬂ\ Limiti di temperatura

=/
I Fragilg,:_rhanégﬁ_iélé con cura |

/Aftengione, vederele
[/ strlizioni per, l'uso_ |
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mdc medical device cfertification GmbH
certifies that

sifin

sifin diagnostics gmbh
Berliner Allee 317-321
13088 Bit-zrlin
Germany
for the Sccine
~ developiment, manufacturing and distribution of
In vitro diagnostic:medical devices for the product groups:
manufacturing of raw materials for manufacturing of
in vitro diagnostic medical devices

has Introduced and applies a
Quality Management System

The mde audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devicesi=Quality management systems ~
Requirements for regulatory purposes
EN 1SO 13485:2016 + AC;2016 - 1SO 13485.2016

Valid from 2018-10-23
Valid until 12021-10-22
Registration no. |D1058700042
Report no. |P18-00745-121758
Stuttgart 2018-07-16
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mdc medical device| certification GmbH
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Fax: +49-(0)7
Internet: http://i

art, Germany
711-253597-0
1-263597-10
Iww.mdc-ce.de
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sifin

EG-Konformitatserklarung |
CE-Deglaration de Conformité / EC-Declaration of Conformity

e

Wir / Nous / W¢

sifin diagnostids gmbh, |
Berliner Allee $17-321, 13088 Berlin, Germany :

erklaren in eigkner Verantwortung, dass | D
déclarons sous hotre propre responsabilité que./ declare on bur own responsibility that

das Medizinpredukt (IVD): Anti-Salmonella OMA
le dispositif médical (IVD): Anti-Salmonella OMB
the medical dev|ce (IVD): Anti-Salmonella OMC

Anti-Salmonella OM
Anti-Salmonella OME
Anti-Salmonella OME
Anti-Salmonella OMp

Sonstiges Produkt
Other device/Autre dispositif

allen Anforderfingen der Richtlinie 98/79/EG entspricht.
remplit toutes lep exigences de la Directive 98/79/EG qui le concernait.
meets all the pravisions of the Directive 98/79/EG which apply to it.

Angewandte hhrmonisierte Normen: DIN EN ISO 18113, DIN EN 13641, ,/_;}5-':" P ol

Normes tiamonsss appligués: DIN EN 13640, DIN EN 18612, DIN EN ISO 14<a71
Applied harmonized standards: DIN EN |SO 13485 v
Konformitéatshewertungsverfahren: Anhang Il

Procédure d'évdluation de la canformita: Annexe |}

Conformity assessment procedure: Annex 1l

GlUltig bis: 2016-12

Valable jusqu'ay:

Valid until:

Berlin, 10/04.2D14 Dr. H.-J. Riger l i 3 e

Sicherheitsbeauftragterki{m Medizinﬁodukt&
Agent de sécurité /Safety Officer

sifin diagnostics gmbh - Berlinet Allée 317-321|- 13088 Berlin - Germany
Plone +49-30-92 70 30-0 » Fax +49-30-92 70 30-30 » info@sifin.de » www.sifin.de




CE-D

Wir / Nous / W

i

sifin diagnosti
Berliner Aliee

erkiéren in eig
déclarons sous

das Medizinpriodukt (IVD):
fical (IVD):
ice (IVD):

le dispositif mé
the medical de

allen Anforder

sifin

EG-Konformitatserklarung

eclaration de Conformiteé / EC-Dec!aratioﬂ of Conformity

e
Nr./No. 111

s gmbh,
317-321, 13088 Berlin, Germany

ener Verantwortung, dass
s|notre propre responsabilité que / declare on our own responsmlllty that

Anti-Shigella dysenteriae type 1
Anti-Shigella dysenteriae type 2
Anti-Shigelia flexneri type 1
Anti-Shigella flexneri type 2
Anti-Shigella flexneri type 3
Anti-Shigella flexneri type 4
Anti-Shigella flexneri type 5
Anti-Shigella flexneri type 6
Anti-Shigella flexneri group 3,4 (y)
Anti-Shigella flexneri group 6
Anti-Shigella flexneri group 7,8 {x)
Anti- Shugella sonnei S-form (phase |}
Anti-Shigella sonnei F-form {phase i)
Anti-Shigella sonnei S- and F-form (phase | and Il)

Sonstiges Produkt ‘
Other device/Autre dispositif

Lngen der Richtlinie 98/79/EG entspricht.

remplit toutes lgs exigences de la Directive 98/79/EG qui le concernait.

meets all the pr|

Angewandte H
Applied harmor
Konformitatsb
Procédure d'év

Conformity ass

Giiltig bis:

Valable jusqu'all:

Valid until:

Berlin, 31.10.4

armonisierte Normen:
Normes harmoijisés appligués:
ized standards:

pwertungsverfahren: Anhang lll

luation de la conformita: Annexe [l

ssment procedure: Annex Il
2021-10-22

018

bvisions of the Directive 98/79/EG which apply to it.

DIN EN/ISO 13485: 2016 DIN EN 13612: ”00ﬁ
DIN EN 13641:2002, DIN EN ISO 1497 1: 2008 147
DIN EN SO 15223-1: 2017 DIN EN ISO 18'”“.-1 2013

DIN EN ISO 18113-2: 2013 DINE %\

Dr. T. Schwarz }7 9 ('_/ = 'x..r:.'--'

Sicherheitsbeauftragter fur Medizmprodukte
Agent de sécurité /Safety Officer

sifin diagnostics gmbh « Berliner Allee 317-321 « 13088 Berlin » Germarny
Phone +49-30-92 70 30-0 « Fax +49-30-92 70 30-30 « info@sifin.de « www.sifin.de
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& ITALCERT

CERTIFICATO N° 5055GQ03

CERTIFICATE N° 5055GQ03

Si certifica che il
this is to certify that

Sistema di Gestione per la Quahta

Quality Management System.

messo in-atto da
. implemented by ]

-~ NUOVA APTACA S.r.l.

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

nella Sede Operatlva dl
Operat/ve Unit

Reglone Monforte 30-1T 14053.CANI LLI (AT

& conforme alla norma
isin comp//anm with the standard

UNI EN ISO 9001 2015 (ISO 9001- 2015)

% perd: seg uenti Processi
concem/ng {he fo//ow;ng /(/nc/s of * Pt owv.ses

Gestione della: fabbrlcazmne ed |mm155|one in commerclo d| tamponl sterili

per il pi ehevo di campioni biologici in orifizi naturali e in ambito. ch|rurg|co |
Progettaziong € fabbricazione di dispositivi medico diagnostici per laboratorl di analisi
mmercializzazione di dispositivi medici e diagnosticiiin vitro.

_Commercializzazione di articoli da laboratorio
A//anagemenz of the mdnufactiring and placing on the market of sterile tampons for sampfmg of biologjcal specimens
in natural otifice anl in surgical field, Design and manufacturing of diagnostic, medcal devices for laberatories.
of analysis. arkez‘/ng of medical and d/agnost/c devices in: V/tm Marfce#rng offabomz‘nry chfc-‘s o »

This Cortificate-shall satisfie the requirements uf'rb.fr o i the Rules far the cortification’in force apphicable., |
In caso di dischrdanza trale lingué-utilizzate nella traduziong ¢ ntenuto del presente certificato, fare riferimento alla lingha
“in casespf cﬁs’crfpamybonwcn the fanguages used i the i in vof the content (lf:.!':rs ce.!r.rﬁmrg- ;}.f.r ase, rofer to the .n".*m’mn fmgr.- e s

LAMMINISTRATORE DELEGATO
M/\NAC/NG D/A’zcn R

Dr, Ing Roberto Cusollto _ . :

Il presentd Certificato & soggettc al rispetto delle LOH(“ZIOI’!f s_tabtme dal Rogclamentl per la cmtmcazmne Iri vigore appiléglbrh

T

Data di Prima Emissione Data di Prima Emissione ITALCERT AR ©Data di Rinnovo Data di Sdadenza
First Issue Date First Issue Date ITALCERT : Renewal Date ™. Expiratiop Date
1998-07-23 2011-10-30 2017-10-30 AN 2020—'!;0-29
Settore |AF14-29, o ACCREDIA K

LUNTE ITALAND O] ACCRITTAMENTO !

SGQ N* 023A PAD N* 1228

SGA N* 020D ISP N* 07 5E

PAS N* 097C
Membro degll Actordi d Mutuo Riconoscimento BA, IAF e TLAC
Sigaatory of EA, IAF and ILAC Mutual Recognltion Agreensents

[TALCERT S.r.l. | Viale Safca, 336 = 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.ltalcert.it | italcertsri@legalmailit
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FIGMAL OERTIFIGATION RETWORK
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i‘H!MEHM
www.lgnet-cartification.com

L

ICIM

RTIFICATO n.
RTIFICATE No.

| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
By CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE { OPERATIVE UNITS

29 _ Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

fe)at, the association of the world's fivst class
cartification hadies, Is the largest providar ol management
System Certiffcation fn the werld.
JONet Is composed of mora than 30 bodies and counts
over 150 subsidiarles all aver the ginbe,

4264/4/C

FORME ALLA NORMA / 1S IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sislema di Gestione per la Qualita / Quality Management System

P

Commerg
terreni di coltura g
proy

ER LE SEGUENTI ATTIVITA FOR THE FOLLOWING ACTIVITIES

EA: 29

alizzazione di prodotti del Gruppo: kit diagnostici,
er microbiologia, articoli in plastica per laboratorio analisi,
ette con vuoto predeterminato e aghi sterili.

Trading of the producls of the Group: diagnostic kits, culture media for microbiology,

plastic disposable fabw

are, test tubes with predetermined vacuum and sterile needles.

Riferirsi alla docur
Refer lo the dacl

del Sislema di Gestione per la Qualita aziendale per lapplicabilita del requisiti della norma di rifsrimento,
tation of the Quality Management System for details of application fo refarente standard requirements.

| pregenis cerilficate & soggetto al
Tha use and the validily of this cerificale shall salis

Per informazioni puntuali

Forlimely a

Data emissione
First isste

18/01/2007

Espetto del documenio ICIM “Re

golamanto per la certificazione del sistemi di gestione” e al relativo’ Schema specifico.
the requirements of the ICIM docurment "Rules for the certification of company management syslems” and specific Scheme.

aggiornats circa evenluall variazion! intervenute nelio stato della cerlificazione di cui al présente certificato,
i prega i contatiare il n* telefonico +39 02 726341 ¢ indirizzo e-mail Info@icim.iL
d updaled information about any changes in the cerification stalus refarred lo in this certificale,

plesse contact the numbar+38 02 725341 or emall address InfogDicim.il

Emissione corrente Data di scadenza
Currenl issue Expiring date
18/01/201¢ 17/01/2022
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THE INTERHATIONALcEmlF{cAﬂoN NETWDRK
www.iqnet-cartification.com

IQNet, the assoclation of the world's first class
certiflcation.bodles; Is-the largest provider of rmanagement
System Certification fn the world.

i
IQNet Is compased of more than 30 bodle; and caunts
. over 150 subsidiaries all over the ‘lulxg.'

TIFICATO n.
TIFICATE No.

4265/4/C

ICERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA Di

Y CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

(ORME ALLA NORMA /1S.IN COMPLIANGE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistefha di Gestione per la Qualita / Quality Management Systerm

PER

Commercia
terreni di coltura pe
prove

Trading of the products
plastic disposable labwa

Riferirsi alla docurmientazions
Rofer lo [he doc

LE SEGUENTI ATTIVITA/ FOR THE FOLLOWING ACTIVITIES |
EA: 29

lizzazione di prodotti del Gruppo: kit diagnostici,
- microbiologia, articoli in plastica per lakoratorio analisi,
tte con vuoto predeterminato e aghi sterili.

of the Group: diagnostic kits, culture media for microbiology,
e, test tubes with predetermined vacuum and sterile needles.

del Slstema di Geslione per la Qualith aziendale per appiicabilita dei requisili della norma di riferimento.
ion of the Quality Management System for details of application to.reference slqndard requ/remen!s

Per informazioni puntuali e &
si
For timely and |

Dala emissione
First issue

18/01/2007

ACCREDIA

LEMTE TTATIAMNG T ACCREDITARENTL i

SGQ N°G04A

08eUCIV_DZ_ 11

Membrao degll Accord) di Mutue Riconosci

falornate circa eventuali variazioni intervenute nello slato della cerlificazione di cuial presente certificato,

raga di conlatiare il n® telefonico +39 02 725341 o indirizzo e-mail info@icim.it,
bdaled information abouf any changes in the cettification stafus referred lo in this certificale,
please conlact lhe number+39 02 725341 or email address info@icim.il.

Emissione corrente Data di scadenza

Current issue Expiring date
18/01/2019 17/01/2022
I
e& fk*
ICIM S.p.A.
Plazza Don Enrico Mapelll/75 — 20099 Seslo San Glovanni (M)
wiwwiim.it
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Certlficazione del sisteml! dI gestlone azlendale.
CISQ is the Itallan Federation af rnanagement

nenta EA, IAF e ILAC f
system Certification Bodies.

ition Agreements

Signatory of EA, TAF and 1LAC Mutual




000 “MuHuMda"

241520, Podgnitcxan Wopopauwrs, BpAMCKEN oﬁna:m,

BORHORNA pai :m. 3 cynbﬂano. v IWotcewnan AT A

Ton| {4832) QZ-HT-SL 02:24-62, -83, -85, +66, =57, -58,» -ﬂﬂ -51. 2

witt ome)ye BB00100.48-02

(D) Mudrokananh
vl 0 Dake (4832) 92

noemanwun| nabepamopud HHH

223400714

(2450, 92:24:01, 022481

o wwwminimed.ri e-mal( Infe@minimed.ri

R

Haﬁcp'pénr_c
“no TV

BENETPALI
]'Inc»

TOB «M
398-01F

nrioe yroeronepeitue Ne @CP 2009/05559 ot 04.12.2015 1

10pT

1CJI0 HMMEPCHOHHOCY
29508133-2009 G

Cepist 31-19

pit

"

‘A HATOTORICHIEH 22.10,2019

HG[II)II[:']}'G“.})] JUIg GIOXPOMATUNOCKHX

siimuneenet o] upeuusinueI LR Juts paBoriy B BRAIMO
2. Tlexumnace)

1, Ham
[ ONPOMY

waenie
nyecknX OPLeRTHNOD  MHEPOCKOUOR Beex  BAMON, KPOMe

f 0BaacTIs CHCKIPA.
(e rpedonanin

Hanfdomonaming nokaawrens

NAPARICPICTIRA 1t

SYATNTRE D £
opa Bo TY Pugy VPTG IHAHS:

Buewsmil nun

Npo:

pu'ulmr' GeCLBeTII HIJUOCTh 120
SooneeIEn el

20°C

; CAGTTLIM HCNTONATLIM OTTCIRDM
Jhskoern KueMnTHYecKnst vpiL FEMOEPHTYPE e 7
20°C, mmfe I s 7
Tloxnsarann np.:thw[cnm TP TEMUCPATYPL Or 15150 0 1,5180 1.5155$
2 A "

Koagupuunenr "]nmycxmum mac, Y

440 nat — 98,2
J40 s - 100,00

Ile Mettee 70

joe Macio JIEIKO yJHuigeres
M L HCORPANICIIHBIM 11‘1)0’1!&1
(l)Jl_ﬂKOH-KI\[]CJJI’-HH[IH HMECTHM,

FEMMCpeRHo
HACPIHO K ORPasl
Yimrouxa

HITAM.

MUCHA 10 Dpeidp

clu-l Srojwc

PORAITHE JOIEKIO TPOBOJHTT
HECPCBOIKIL IPYJIQ
NPOXIAUITOM MLC
HPAMUIX coalten

VRaroroni tgih rapalitapyer CooTuCICTHIC

9398-01 1:295081J{3-2009 npu cobmopcinu 1oL
1CUCIHE HERTo e flin TOJUTOCTIL

Haganounk [MTO

UATLE W3 ()IOIWUII‘E}I

ACHCTBYIOUMMA 12 JONHOM Bl/le Tpailc]
5 UPKH OTHOCITENLHON WIKIQETH BOB/LY
% ayncil, aTMOCDEPITHIX OCUKGIN W ATPECe

L4

s 106,0

FLOBEPXIREIL IPERpETa, GPOFILALIE I X onpain ofheKTHIN,

(0 MJ1 OGCCIICHUBUET AKKYPATIIOC H HKOTIOMHYHOC HOCCCITHE

3 I‘pm CHODPTHPODAHIE W XPRNCNNE

|

BCEME THU\AMH RPOECOLD TPUIICIOpTA B CQOTICTCTRNN C JIPIBHIaMI

II.[] TN
gasieetna |1
peinTesnces

ppra, Xpanenie « i YIaRODKS MPCIUIPHATIA- SWITOTOBHICHS 1
i e Gosee 0% 0 MeCTIR, 3GUUMUTCHHLIX OT BOBJCHETIL
(BHEIX CPEJL B TEHEINIE BEErD CPOKN TONTIOCTH,

GEArOreBN e
ubopa pesreirron «Macio HMMEpCHOITOE) apedonainm 1Y

)'CJ]OBH“ [Dd]!c[lOpUlpUllﬂlIll)l, XPAHCHHA H Ilpﬂl\lLllblll[}{ 1]

LGabwa BLA..




		2019-12-26T10:58:08+0200
	avizat




