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MED*AI DEVICE S't'IGLf AUDIT Fnc'G€AT'

CERTIFICATE
No. QSG 071067 0007

Certificate Holder:

Certification Mark:

Scope of Gertificate:

Rev.00

Li,ofilchem S.r.l.
Via Scozia
64026 Roseto degli Ahruzzi (TH)
ITALY

Design, Development, Manufacture Distribullion of
In-Vitro Diagnostic Medical Devices:
a nd Ahtim icrobiaI liusceptibi!ity Tes

I ldlentification

specific

system ofthe

Systems,
Antibibtic Minimum Inhibitory Con Tesrt Strips,
Antibiotic Discs, Dehydrated and To'Use Gulture
Merdia, Flasma Protein Determination

ISO 13485:20{6

Australf,a TGA, BrazilANVISA, Health C

wIHLW / PMDA, See attached for listing
da, UISA FDA,

regulafory requirentents.
The Ceftification Boly of TUV SUD Arnerica lnc. certifies that the quality
manufacturer listed above has been audited against the stated criteria and found
criteria for the scopq of certification listed. Validity of this certiflcate can be obtain
website hltps://rmvw.tuev-sued.de/product-testing/certificates

fUV SUD America lnc. is an MDSAP Recognized Auditinrl Organization.

conform to those
by visiting the

Standard(s):

Regulatory A uthprity( ies) :

DUNS No:

Effective Date:

Expiry Date:

Page 1 of3
Date of lssue: 2019-03-18

TUV SUD America lncl

43-534-2134

2019-03-1 1

2022-03-10

( Arie Henkin )
Manager, Certification BodY MHS

. 10 Centennial Drive Ste 2a7 'Peabody, MA 01960 USA'www

America

o"*r@
t Lrtt
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No. QSO 071067 0007

Regu latory Req q irements :

Facllity(ies):

Page 2 of 3
Date of lssue: 2019-q3-18

TUV SUD America Inc]
T!fif'a

CERTIFICATE
Rev.00

AudiUCertification Critenia

Australia
Therapeutic Goods (Medical Devices) R

- Schedule 3, Part 1

Brazll
- RDC ANVISA n.1612013
- RDC ANVISA n.2312012
- RDC ANVISA n.6712OO9

Canada
- MedicalDevice Regulations S

United States
- 21 CFR Part 803
- 21 CFR Part 806
- 21 CFR Part 807
- 21 CFR Part 820
- 21 CFR Part 82J

Japan
- TMHLW Ministerial Ordinance 169,
- PMD Act

Liofilchem S.r.l.
Via Scozia, 64026 Roseto degli Abruzzi

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

2042

, Part 1

4 to Article 68

), TTALY

,64026 Roseto

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

CATE
Rev.00

Llofilchem S.r,l.
Via Scozia, 64026 Roseto degliAbruzzi

Produotion of In-Vitro Diagnostic Medical
Media for Bacteriology
DIJNS No:43-534-2134

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

Design and Development, Production an<

Diagnostic Medical Devices: Culture Med
ldentifibation and Susceptibility Testing
Plasma Protein Determination; Distri
Diagnostic Medical Devices
DL,NS No:43-534-2134

( Ade Henkin )
Manager, Certitication BodY MHS

rFl
67 0007

TUV SUD America Inc. . 10 Centennial Drive Ste 207 . Peabody, MA 01960 USA.
TIIEVa)

Amorica

E), ltaly

Sale of ln-Vitro
for Bacteriology,

, Kits for
of Other In-Vitro

cia, 64026 Rosfto
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Si attesta che / Ihls is ta ceftify that

lL SlSTElvlA QUAL ITA Dl
THEQUALITY SYSTEMOF

I-IOFILGHEM S.r.l.
SEDE LEGAI.E E OPERATIVA:

REG/SIERED OFFICE AND OPERATIONAL IiiITE:

VIA SCOZIA SNC ..ZONA INDUSTRIIALE
I-64026 ROSETO DEGLI ABRUZZI I:TE)

SEDE OPERATIVA:
OPERAl-IONAL ,SITE:

CONTRADA PIANE VOMANO - TRAVERSA
1.64026 ROSETO DEGLI ABRUZZI

I VIA GIRECIA

)

E CONFORME AI REOUISITI DELLA NORIVA

HAS I'EEN FOUND TO COMFLY WITH THE

UNI EN ISO 900'l:2015
QUESTo cERTtFtcATo E vALlDo PER lL SEGIJENTE cAlvPo Dl

TIlIS CERTIFI}ATE IS VALID FOR THE FOLLOWING

Prog cluzf,one e commefcializzazione di
dis ici in-vitro: terreni di coltura per

batteri ca
deterrninazione di pl

Design and development, produc
medical devices: culture media

suscepfib ility testing systems, k,i
(lAl= 12,29)

.LA VALIDITA DEL PRESENTE cERTIFIcI\To E SUBoRDINATA A SoIIVEGLII\NZA PERIoDIcA A 12 I\,4EsI E AL RIESAME coMF,LETo DEL SISTEMA DI
GtsiloNE AzTENDAL E (;oN PERtoDtct rA TRtENNALE'

"THE vALtDtw oF rHE pREsENr cERflFt*rA?,t;:^W":ilrrh\n!frliilr8 ts aND oN rHE coMpLErE REvlEv/ oF

TUVltatiaS.r.l..GruppoTUVS[]D.ViaCarduccil2S,Pal 23 nni{Ml).ltalia.www.tuv.it 
-lI 

/@

Per l'Organismo di Certificazione Validitd lVahdity
For the Cedification Body

TUV ltalia s.r.l. Dal / From: 2o1s-012-11

sGQ N' o49A 
Al / To: 2022-o1t-10

Menrbro deq Accord dr Nl!luo llrconoscrmenlo

l.'l"",ilil"liih'ii"ili 
*"'"* ./ / r

J| o L--^r-- G Diata emissiorte I lssuing Ltate

,f Anorei cioiC
,/ Direltore Drvrsron' Busness 2019-01:l'11

PR|MA CERTTFtcAzToNE / FrrRsr CEllrtFtcATtoN: 2012-49-25
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