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CERTIFIGATE
No. QSG 071067 0007 Rev. 00

Gedificate Holder: Liofilchem S.r.l.
Via Scozia
64026 Ro*seto degli Abruzzi (TH)
ITALY

Certification Mark:

Scope of Gertificate: Design, Development, Manufacture and Distribution of
I n-Vitro Diagnostic Medicall Devices : Microbiat klentif icatidrr
a nd A ntim icrobial Su:sceptibility Testing Systems,
Anti biot!c M in im um I n hi bitory Conce ntratir>n Test Strips,
Antibiotic Discs, Deh,ydraterd and Ready-To-Use Culture
Media. Plasma Protein Determination Kits

Standard(s): ISO 13485:20{6

Regufatory Authority(ies): Australia TGA,Brazil.ANVl$A, Health canada, utsA FDA,
MHLW / PMDA, See attached for tisting of srpecific
regulatory requ irements.

The Certification Body of TUV SUD America Inc. certifies that the quality management systenr of the
manufacturer listed above has been audited against the stated criteria and tounO to confbrm to those
criteria for the scope of certification listed. Validity of this certificate can be obtained by visiting the
website https://www.tuev-sued.de/product-testing/cedificates

TUV SUD America Inc. is an MDSAP Recognized Auditing Organiziation.

DUNS No:

Effective Date:

Expiry Date:

Page 1 of 3
Date of lssue: 2019-03-18

43-534-2134

2019-03-11

2022-03-10

J

Manager, Certification Body IVHS
TUV SUD Anterica Inc. . 10 Centennial Drive Ste 207 . Peabody, MA 019€i0 USA . www.tuvsud com
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CERTIFICATE
No. QSG 071A67 0007 Rev. 00

Regulatory Requirements: AudiUGertification Griteria

Australia
Therapeutic Goods (Medical Devices) Regulations 2002

- Schedule 3, Part 1

Brazil
- RDC ANVISA n.1612013
- RDC ANVISA n.2312012
- RDC ANVISA n.6712O09

Canada
- Medical Device Regulations SOR/98-482, part 1

United States
- 2'1 CFR Part 803
- 21 CFR Part 806
^ 21 CFR Part 807
- 21 CFR Part 820
- 21 CFR Part821

Japan
- MHLW Ministerial Ordinancc. 169, Article 4 to Article 68
- PMD Act

Facllity(ies): Liofilchem S.r.l.
Via Scozia, 64026 Roseto degliAbruzzi (TE), tTALy

Liofilchem S,r.l.
Contrada Piane Vomano, Traversa di Via Grecia ,64026
degli Abruzzi (TE), ITALY

Page 2 of 3
Date of lssue: 2019-03-18

Manager, Cedification Body MHS
TUv sUD America Inc. . 10 centennial Drive ste 207 . peabody, MA 01960 usA . www.tuvsuct.com@

f
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CERTIFIGATE
No. QSO 071067 0007 Rev. 00

Facility Scopes: Liofilchem S.r.l.
Via Scozia, 64026 Roseto degliAbruzzi(TE), ltaly

Production of In-Vitro Diagnostic Medical Devices: (lulture
Media for Bacteriology
DUNS No:43-534-2134

Liofilchem S.r.l.
Contrada Piane Vomano, Traversa di Via Grecia.64026
degli Abruzzi (TE), ltaly

Design and Development, Production and Sale of lrr-Vitro
Diagnostic Medical Devices: Culture Media for Baeteriology,
ldentification and Susceptibility Testing Systems, Kits for
Plasma Protein Determination; Distribution of Other In-Vitro
Diagnostic Medical Devices
DUNS No:43-534-2134

q

Page 3 of 3
Date of lssue: 2019-03-1B

( Arie Henkin )

Manager, Certification Body MHS
TUV SUD America Inc. " 10 Centennial Drive Ste 207 . Peabody, MA 01960 USA. www.tuvsud.com



GERTIFICATO
Nr.50 100 11497 - Rev.003

Si attesta che / This is to certifv that

IL SISTEMA OUAL ITA DI
THE QUAU Y SYST'EM OF

LIOFILCHEM S.r.l.
SEDE LEGALE E OPERATIVA:

REG/SIERED OFFICE AND OPERATIONAL SITE:

VIA SCOZIA SNC . ZONA INDUSTRIALE
t-64026 ROSETO DEGLT ABRUZZT (TE)

SEDE OPERATII/A:
OPE-RATIONAL li/IEr

CONTRADA PIANE VOMANO - TRAVERSA DI VIA GRECIA
F64:426 ROSETO DEGLI ABRUZZI (TE)

E coNFoRME AI REQUISITI DI-LLA NORIVA

IiAS BEEN FOUND TO COMPLY WIT'H THE REQUIREMENTS OF

UNI EN ISO 90(11:2015

Quesro cERTtFtcATo E vALtDo pER tL sEGUE:NTE cAtvtpo Dt AppLtcAZtoNE
THIS CERTIFICATE Is VALID FoR THE F)LL)WING SC)PE

Progettazione e sviluppo, produzione e commerciaiizzazione di
dispositivi rnedico diagnostici in-villro: terreni di colltura perorsposlUVl meorco olagnosttct tr'!-vttro: terrent dt colltura per

batteriologia, sistemi di identifidazione e antibiogramma, kit per lf

Design and developrnent, production and sale of i'n-v,itro diagnosfit>
medical deyices: culture media for bacteriology, ide,ntification and

suscepfib ility testing sysfems, kits for plasma protein determination
(tAF 12,29)

Per I'Organismo di Certificazione
For the Ceftification Bodv

TUV ltalia S.r.l.

.determinazione di plasmaproteine (tAF 12, 2e)

Dal / From:

Al / To:
SGQ N" O49A

Nlembro degl Accordi di l\4utuo Riconoscrmento
EA, IAF e ]LAC

Srgnalory ol EA AF and LAC Mllual
Recqnilion ASreements

Validitd lValidity

2019-0,2-11

2022-02-10

(1 t:a-- ., Dt,u etnissione I lssuing Dizte

,orn-Jp-',',

PRf MA CERTtFtcAztoNE / FrRsr tiERTtFtcATtoN: 2012-09-25
'LA vALrDrrA DEL pRESENTE cERlFrcAr" , 

B:B?B"^J|ir.i Si["EBi,ttilJ":Bi|]R!"Jll_if^TF". 
. 

^L 
RrEsAr\,rE cor,,|pLEro oer srsrev{ or

"rHE vALtDtrY oF THEPRESENTcERTiF/"^':.7rT^Tr":fl"r&7#r'Ji!\Si1]/fli\+In:-Y:!trr';#9rft/s AND oN THE coMpLEIE REVtEw oF

tUV ttatia S.r.l, . Gruppo TUV Stj0. Via Carducci 125,Pa:.23. 200g$ Sesto San Giovanni (lVll) .ltalia. www.tuvlil:

Andrea Coscia
Direttore Divisione Business Assurance

]Iry@
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Tween 20 Supplement o{ g/
Supplement for the enrichment of culture medi

Tween 20 Supplement is a norrionic surfactant n ester, used for the preparation of TAT Broth Base (ief. 61 0093,
Chromatic Salmonella (ref. 61 06.1 1, 620611) arid other culture media for which the addition of polysorbate 20 is reconimended.

Each kit contains:
. Bottlbs of Tween 20 Supplement
. I instructions sheet

20 izes preservatives in cosmetics or pharmaceutical to grow. lt has also a growth-
effect on certain microorganisms.

Content / bottle

Polysorbate 20 5U ml

1.
z,
J.

1. Visual inspection: dense, oi
2. Microbiologica-l control,

Prepare TAT Broth Base per

Control strains

Bacillus subtilis
Ps e u dom o n as ae ru gi n os a

S taphylococcu!; aureus

Add Tween 20 Supplement td the basal medium to obtain
Mix with care.
Sterilize in autoclave according to relevant instructions.

sheet cif medium

directions, lnoculate with the microbial strains indicated below and incubate at 35 + 2'C for .l 
B-48

are

concentration.

ATCC9 6633
ATCC@ 27853
Atce zsgzz

Growth

{,rOOO

Cood
Cood

The product does not contain hazardous substances irr corrcentrations exceedingthe limits set by current legislation and therefore is not
as dangerous. lt is neveftheless rdcornmended to consult the safety data sheet for its correct use. The product is intended fr:r professional

ified
on Iy

and must be used by properly tralrred operators

2-B"C away from li expiry date on the label. However, our stability studies have shown that the storage or transport at I B-25
days, or at 35-39'C for 48 hours, do not alter in irny way the performance of the product. Eliminate if signs of deterioration or contaminat
evident.

' The United States Pharmacopeial Conventidn (1 995) The United States pharmacopeia, 23'd ed. Microbial limits tests, p. 1681-1 686.
United States Pharmacopeial Convention lnc., Rockville, MD.

' Orth. D. S. (1993) Handbook of cosmetic microbiology. Marcel Dekker, Inc., New York, N.Y.

' Food and Diug Administration (1 969) Procedure for the examination of topical drugs and cosmetics. FDA, Rockville, MD.

LIOFILCHEM@ S.il.I.
Via Scozia, Zoha Ind.le - 6p026, Roseto degli Abruzzi ffE) - ITALY
Tel +390858930745 Faxfr390B5B930330 Website: m.liofilchem.net E-mail:liofilchem@liofilchem.net

2 x 50 ml bottles

Tween 20 Supplement 4 x 50 ml bottles



Dehydrated culture mediuln
Rerv. 0 - 3rd Ed. 2004

Page'l of 1

Medium for research of deoxvribon activity (DNase) in microorganisrns,

DNase TEST AGAR i'r .-.)t" l''(,

TYPIIIAL FORMULA (SI)
Tryptose 20.0
Deoxyribonuceic Acid 2.0
Sodium Chloride
Agar

5.0
15.0

Final pH =7.3r0.2 at 25 "0.

DIRECTIONS
Suspr:nd 42.0 g oI powder in 1 liter o1l distilled or deionized water. Heat to boiling untll complete dissolution. Sterilize in

autoclave at 121 "C for 15 rninutes. li)ispense in petri dishes.

DESCRIPTION
DNase TEST AGAR is a mediurn for ,lifferentiating microorganisms based otr deoxyribonuclease activity.

TECIINIOUE
Inoculate the plates by spotting the organism on to the surface of the agar so that a thick plaque of growth is evident after

incubation. Incubate at 36 + 1 'C lor 1 B-48 hou rs. Flood the plates with 1 N hydroch loric acid. A zone of clearing around thQ l;pot

or streak of inoculum indicates DNase activitv.

QUALITY CONTROL
Dehydrclqd-neeliuo
Appearance: free{lowing, homogeneous.
Color: pink.
Preoared medium
Appearance: very slightly to sllghtly opalescent.
Color: bright pink.
lncubation conditions: 36 r 1 'C for 18-48 hours.

Microorganism
Staphylococcus aureus
Sta p hy I oco ccus epldermldis
Stre ptococcu s pyoge ne s I

ATCC Growth
25923 good
12228 good
19615 good

DNase Test
+

+

PERF:ORMANCE AND LIMITATIONS;
The composition of the culture nrediurn, the degrere of aeration, pH, temperature and incubation periocl are inlporlant factors thal

influence DNase activity in the culturing and testing the micrococct.

STOFIAGE
The powder is very hygroscopic: store the powder at l0-30'C, in a dry environment, in its original container tightly closed af

use it before the expiry date on the label or until signs of deterioration or contamination aret evident.
Store prepared plates at 2-8"C.

REFE:RENCES
1. We,ckman, 8.G., and ts.Vt/. Catlin (1957). J. Bacteriol. 73;747-753.
2. Disalvo, J.W. (1958). Merj. Tech. Elull. U. S. Armr:d Forces Med. J. 9: 191.

PRESiENTATION

no

Prorduct REF \tz

DNase TEST AGAR (11 .9 l) f orozo 500 g

DNase TEST AGAB (2.3 r. 620205 100 g

TABLE OF SYMBOLS

Caullon, consull
Becorilparlying docu,llonts

f
IjFq

=if4r.'\

LIOFILCHEM s.r.l.
Via Scozia, Zona Ind le -64026, Roseto D.A. (TE)- ITALY
Phone+390858930745 Fax+390858930330
Website: www.liofilchem.net E-mail: liofilchem@liofilchem,net
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Kovac's
ReTgent for indole test

Kovac's Reagent is

. 4 x 25 ml bottles of Kovac's Reagent.

. I instruction sheet,

5"h (wlv)

lnoculate a tube of Peptone
Add 2-3 drons of Kovac's

the ability of bacteria, primarily to produce indole by deamination of

dissolved in a solution of 25% idric acid and 75!o isobutyl a

ation of a red to purple tolor ("cherry-red ring") in the reagent medium n 30 sec a positive

indole production. A negative.reqction shows no color change.

Positive and negative controls be run simulta the organism to be tested,

based
chief

ot4
are

Cohtrol strains

Escherichia coli
Proteus mirabilis

ATCC@ 2
ATCC@ 2

Color

Red to purple
No color change

lndole test

Positive
Negative

2-8'C awiry from light, until the e)<piry date on the label. However, our stability
days, or at 35-39"C for 48 hour3, do not alter in any way the performance of the product.
cvident.

shown that the storage or trarrsport at 1 8-2

Fliminate if signs of deterioration or contaminal

After use, usbd Kovac's Reagent and the material that has come into contact with the sample must be decontamina
accordance with the laboratory procedures for the decontamination and disposal of potentially infected material.

Murray, Baron, . Tenorev and Yolken: Manual of Clinical
Bayley and Scott's: Diagnostic Microbiology (1 986).
Edwin H.Lenette; Manual of Clinical Microbiology (1 995).

LIOFILCHEM@S.r.l.
Via Scozia, Zona Ind.le - 6+026, Roseto degli Abruzzi (TE) - ITALY
Tel +39 0858930745 Fax +39 0858930330 Website: ww.liofilchem.net

(ref.24O98) with the organism to be tested and incubate at 35 a 2oC lor 24-48
directly to the tube.

llvDl ln vitro Diagnostic
Meotcat uevtce

E-mail: liofilchem@liofilchem.net

C€ @ R"".2t01'
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DESCRIPTION

STREPTO A LATEX KIT is a rapid latex agglutination test on card
for direct identification of Group A Streptococcus;, both from culture
media in olate. and from enrichment broths.

PACK,AGE CONTENT

' 1 LATEX REAGENT (2.5 rnl): dropper bottle containing latex
pafiicles coated with antibodies raised against Group A
Streptococcus.

' 1 EXTRACTION ENZYME (10 mL): bottle containing freeze
dried extraction enzyme to reconstilute by adding 10 mL of
distilled water.

' 1 POSITIVE CONTROL (1 mL): dropper bottle containing
pos;itive control composed of polyvalent inactivated antigenes of
Grouo A Streotococcus.

' 10 x 6 wells disposable cards,

' 2 x 25 disposable mixing sticks,

NECESSARY ITEMS NOT CONTAINED IFI THE PACKAGE

' Dis;posablepipetles.

' Disrposable looos.

' Physiologicalsolution.

METHOD PRINCIPLE

Latex particles in STREPTO A LATEX KIT are individually coated
with antisera against a wide range of Group A Streptococcus
antigens. Mixed with a suspernsion of these streptococci, latex
particles aggregate to give visible agglutination.

TEST PROCEDURE

' Allow the reagents and pos;itive control to reach room
terTrDerature.

STREPTO A LATEIX KIT ') /1r)
rULr t-

Rapid agglutination test for direct identification of Group A Streptpcoccus.

INTERPRETATICIN OF IIESULTS

Agglutination within 2 rninutes is a positive res;ult and indlcates the
presence of Group A Strepbcoccus in the sample. Absence of
agglutinertion indicates that Group A Streptococc;us is not present in
the test culture. Rr:actions that are "currJy" or "stringy" may not be tn.te

Reoonstitute the bottle EXTRAGTION ENZYME with 10 mL of
dislilled water and gently mix to ensure complete reconstitution.

Dispense 0.2 mL of EXTRACTION ENZYME into a test tube.

Add streptococci colonies picked from an agar surface and
emulsify gently.

Incubate the tube for 10-15 minutes at 37'C.

Shake the tube after the first 5 minutes of incubation and shake
vigorously priof to testing to obtain even suspension of antigen.

Dispense one drop of LATEX REAGENT separately into one of
threre circles on a reaction card,

Transfer one drop of well mixed extract (or of POSITIVE
CONTROL) next to the drop of LATEX REAGENT.

Mix the content using mixing stick and spread the liquid to cover
the area of the circle,

Slowly and gently, rock and rotate the reaction card to mix the
realJents for a maximum of one minute,

Watch the card for agglutination. lf presient, agglutination should
be clearly visible with the naked eye.

agglutination.

@l /n vllro diagnostic
medical device [q Batch code

E=E
Catalogue number t Fragile

d Manufacturer \L/ Content s

<n> tests

9:1 Use by A Warning, see
instructions f(

-\n

^'
Tenrperature limits (3) Do not reuse

LIMITATION OF USE

1. Results should be inl.erpreted in the context of all availaQk: clinical
nformation.

2. th STREPTO A LATEX KIT is presumptilier and all
should be confirrned by further identificeltion tests

of oure cultures,

PRECAUTION
STREPTO A LAIEX KIT is designed for in vitro diagnostio use and
must be used only by properly trainr:d operators, using approved
aseptic and safety methods for handling pathogenic agents.

STORAGE
Store SI|REPTO ,A LAI-EX KIT at 2-8 "C in the original pgckaglng.
Keep away from sources of heat and avoid excessive cfzrnges in
temperaiure. In such conditionsi STREI)To A LATEX KIT vrlill rernain
valid until the expiry date indicated ':n the label. Do not use beyond
that date. E:liminatr: withr:ut using if thert; are signs of deteriorbtion.

DISPOSAL OF UIJED MATERIAL

After use STREPTO A LATEX KIT ard material that has oomr: into
contact with the sampler must be decontaminated and dispgsed of in

accordance with the techniques used in the laboritory for
decontamination aLnd disipos:rl of potentially infected material.

PRESENTATION

t for

:
IOr USe 

l

-:

Liofilchern s.r.l.
ViaScozia-Zonaindustriale- 64026Rosetodegli Abruzzi Tel. +39.085.8930745-Fax

Web site: http://www.liofilchem.nel E-mail: liofllchem@liofilchem.net

c(l @

STREPTO A LATEX KIT

TABLE ()F SYMtsOLS
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Republica Moldova
mun. Chisindu 2001
str. Tighina 65, of, 607
tel/fax. : (37 3-22) 54-9 I -2 I
tel./fax: (37 3-22) 54-7 3-7 3

tel./fax: (3 7 3 -2 2) 5 4-9 I -2 0

Rez 21012779 din 04-10.10.1.9

Prin prezenta,]'GBG-MLD" SRL care participd laprocedura ff.
privind achizitionarea medii de culturd, v6 comunicd urmdtoarele:
- Termenul de valabilitate restant a bunurilor la momentul livrdrii va constitui pentru

culturd debazdva constitui nu mai pulin de 75Yo din cel inifiial.Pentru suplimentele la

culturd debazdva constitui nu mai pu{in de 90%o din cel iniJiial'

Cu respect,

Tudor Ceaicovschi
Director ..GBG-MLD" SRL

iile de

ile de

GLOBAL BIOMARKETT\G GROUP " MOLDOVA

In atentia grupului de lucru achizitii

GLOBAL BIOMARKETING GITOUP _ MO
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