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- Schedule 3, Part 1

Brazil
- RDC ANVISA N. 1

- RDC ANVISA n. 2
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CERTIFICATO
No Q5 07,|067 00q6 Rev. 00

Titolare del certificato:
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Marchio di
certificazione:
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TtllXlS l"r."opi fnrormativi' La sola versione ins (tedesca) d legalmente impegnativa'

ruv
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Via Scozia
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ITALIA
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comme one di disPositivi medico
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2016
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Dispositivi
Requisiti Per regolamentari
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DIN EN ISO 3485:2016

rvice GmbH certifica che

di Eestione qualitir conforme

tTA1070742
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2021-12-18
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requisiti
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Certificate
No. QS 071067 OP06 Rev' 00

Holder of CertifiPate:

FacilitY(ies):

Gertification Mark:

Date, 2018-12-19

I

Page 1 of 11

fUVsUo iroouct Se(ice GmbH ' Certification Body '

Liofilchem S.
Via Scozia
64026 Roseto degli

ITALY

Liofilchem S'r.l-
Via Scozia, 64026

Liofilchem S'r.1.

Contrada Piane
degli Abruzzi (TE),

devices: culture
identification an
systems, kits
determination.
in-vitro diag

EN ISO 13485:201
Medicaldevices -

Requirements for

Scope of Certiflcate: ffi'31'::?

Applied iStanddrd(s):

Report hlo.:

Valid from:
Valid until:

(lSO 13485:2016)
btu rru tso 1348

tTA1070742

2018-12-15
2021-12-18
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ALY

degli Abruzzi (TE), ITALY

Traversa diVia Grecia, 64026 Roseto
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plasma Protein
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o

certifies that the company mentioned
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(^r-""r1

65 . 80339 Munich 'GermanY
Tt'VO



Liofilche
DICHIARAZIONE DI CONFORMITA CE / EC D

DICHIARAZIONE DI CON urrA cll

Liofilchem@ S.r.l., con Sede Legale in Via Scozia'

del dispositivo mediqo-diagnostico in vitro e

LARATION OF CONFORMITY

Roseto degli Abruzzi (TE) Italia, in qualitd.di

nella tabella allegata Revisione 32'1 del

abili della Direttiva 98l79lCE (Allegato
3 332 d"l8 settembre 2000;

e B della Direttiva 98l19lCE

La societd

fabbricante
07.06.20r'l

dichiara sotto la ProPria

1

2.

J.

che il dispositivo sopra indicato soddisfa tutte le disposizioni I

iiij i".#" nella Legislazione Italiana dal Decreto Legislativo

che il dispositivo in oggetto noh d incluso nell'Allegato II' lista

che la docum entazione tecnica di cui all'allegato III della diret

autoritd nazionali presso la srra sede e sard conservata per

prodotto;

che il processo di fabbric azionl segue adeguati principi di ass

di aver attivato e di mantener{ aggiornato, un sistema di sor

dei prodotti;

6. che il dispositivo in oggetto d btato messo in commercio muni

EC DECLARATION OF CO

hereby certifies under its own

1. that the above mentioned devi]ce complies with all the applic

and its relevant transposition lnto national law;

3. that the technical documentdtion refened to at Annex III

national authorities in its f4cility and that this docu

has been manufactured;

that the manufacturing p,ot"{' follows suitable principles of

that, has implemented and {eep up to date' a post-produc

products;

6. that the device in question, #as introduced into the market

Roseto. 07.06.2017

va Direttiva g8l7glcE d a disposizione delle

anni dall'ultima data di fabbricazione del

4.

2. the above mentioned is not inpluded in Annex II ' List A and of Directive 98119lEC:'

razione della qualitd;

ianza post-produzione per il monitoraggio

i marcatura CE.

FORMITY

64026 Roseto degli Abtuzzi (IE) Italy' as a

attached table, Revision 32'1 of 01'06'2rJl7

ponsibilitY

provisions of Directive 98179lEC (Annex trt)

the Directive 98l79lEC is available for the

shall be kept for 5 years after the last product

ality assurance;

n surveillance system for monitoring the

ided with CE mark.

Direttore Tecnico/ Technical Director

Dott. Silvio Brocco

The company Liofilchemt S'r'1', tegistered office in Via Scozi

manufacturer of the in vitro meCfcal-diagnostic device listed in tl

A

5.



ical device certifi
certifies that

tion GmbH

mdc medical device

D-7O191 Stuttgart'
Phone: +49-(0)711
Fax: +49-(0)71 1 -10

Biolife ltaliana
Viale Monza

20128 Milan
Italy

for the scoPe

manufacturing and
in vitro diagnostic

has introduced and

Qu lity Managem

has Proven that this qualitY

all requirements of the follo

EN lso 134

devices - QualitY
Requirements for regulatory

EN ISO 13485:2016 + AC:2016 - ISO

Valid from
Valid until

Registration no.
RePort no.

Stuttgart

7-O

irl
2

a

System

2018-
2021'
D200
P18-(
2018

2
38-123320

Deutsche
AkkreditierunEsitelle
D'ZM.X 6002-06-00

Internet: httP://www c-ce.de

Head of Certification



ical device tion GmbH
certifies that

Biolife ltaliana
Viale Monza

20128 Milan
ItalY

for the scoPe

manufacturing and dis

in vitro diagnostic dev

has introduced and

lity Manageme t System

audit has Proven that this qt

eets att requirements of the

EN ISO

QualitY management.s'
Requirements

(lSO 9001:2015)

management sYstem

standard

-08-29
29

50001 3
123323

Valid from
Valid until

Registration no.

RePort no.
Stuttgaft

201
202
D2(
P1€
201

Akkreditierungsstelle
D-2M-16m2'01'01

mdc medical device certification
Kriegerstraf3e 6

D-70191 Stuttgart' Germar
Fhon", +4e-(o)7 1 1 -?P3!31
r"*' l+s-toiz'1 1 -253597 -1

lnternet: httP://www

Head of Certification



Biolife ltf,Iiana s 't
\jiate .\{*n?a.272
2i12.8 N{ilaso - Italy
'fet +39 0:'25'309't
Fnx *3$ 02J5.?6.42$
irr .lt

{\, i{

Certifred Qualiff SYstem

ISO 13485:2016

Cert. no D2001500012

NO 9001:2015

Cert. no D2001500013

DICHIAR

EQ

AZIONE GE DI FORMIITA'

Declaration of nformitY

Con il presente documentd, Biolife ltaliana S'r'l' con

Mi|anodichiara,sottolapriopriaresponsabi|itd,chei
oirpoti,iui Medici DiagnosXici In Vitro (lVD) t^"i"^:?
lJlDPvorrrvr _:r

Eurlp"" gSfigtE} sulla dipgnostica in vitro e sono rn

medesima.
La dichiarazione diConforlritir d redatta secondo la Di

Validitir: questo documento d valido per 3 anni dalla

base annuale.

With this document, Biolifb ttaliana S'r'l' with legal

declares, under its own ptn9.1.'1yitiv' :!?,' .'::'r,
iiiinorii" Medicat Devic,gs (tvD), comply with the

Directive g|/7g/EC on in iltro diagnostics and are in

itself .

Thte declaration of confortpity is drafted according to

Ill.

Validity: this document is lalid for 3 years from the date

legale in Viale Monza 272 - 20\28

otti sotto elencati, classificati comer

ai requisiti essenziali della Direttivet

lrdo con I'Allegato lll della Direttivet

EuroPea gSftgtEC Allegato lll'

ta di emissione ed d revisionato st.t

in Viate Monza 272 - 20128 Milan

listed below, c/assified as ln Vitro

sential requireme'nts of the European

orclance with Annex ttl of the Directiv'e

European Directive 98f79/EC Annex

lssue and ls reYrsed on an annual

Milano, 30-03-2020

369-10 P.IVAJC.F.0n149250159

REA 745461 SocietdL u' s'

,basis.

Biolife ltaliana Srl

Dr Massimo Brunelli

Direttore Generale/G efieral Manager

C.C.I.A.A. Mildno n'745416 Iscr' Trib' MI 13336t
" ' ^'''^6i,41e 

Sociale EURO 13'000'00 int' vers'

REV.3
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