(traducere din limba engleza)

TUVRheinland

CERTIFICAT

Sistem de management al calitatii
EN ISO 13485:2016

Nr. inregistrare : SX 1034230-1

Organizatia : nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Germania

Scopul: Proiectarea si dezvoltarea, productia si distributia de kituri
de analize si reactivi pentru diagnosticare in vitro pentru
detectarea sau determinarea de markeri cardiaci, markeri
tumorali, infectii, inflamatii, alergii, tulburari endocrine,
diabet, hormoni, vitamine, proteine speciale, tulburari
metabolice, abuz de droguri, stare de imunitate, niveluri
pH vaginal, sarcina, functionarea rinichilor, analize de
urind, teste de sperma, sisteme de management al
coagularii, pentru utilizare Tn laboratoare clinice, pentru
analize delocalizate si auto-testare, céat si in asociere cu
dispozitive de diagnosticare in vitro pentru sisteme de
analiza a probelor pentru teste rapide.

Distributia de materiale si teste de control pentru
determinarea grupei sanguine, masti medicale, manusi
medicale, dispozitive de monitorizare a tensiunii arteriale,
termometre medicale, tampoane si lantete.

Organismul de certificare al TUV Rheinland LGA Products GmbH certificad faptul c&
organizatia a stabilit si aplicd un sistem de management al calitatii pentru dispozitive
medicale. Au fost furnizate dovezi ca cerintele specificate in standardele sus-mentionate sunt
indeplinite. Sistemul de management al calitétii este supus verificarii anuale.

Nr. raport: : 1089325-40
Data intrdrii in vigoare: 02-12-2021
Data expirarii: 01-12-2024
Data emiterii: 29-11-2021
SEED Semnatura si stampila indescifrabile
((, DAKKS Ing. Sven Hoffmann
g Ao ungsstalle TUV Rheinland LGA Products GmbH-Tillystrasse 2-90431
D-ZM-14169-01-02 NUrnberg-Germania
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Scopul certificatului acopera si urmatoarele: Z A

Nr. Locatie Scop

/01 ¢/o nal von minden GmbH Productie si distributie
Carl-Zeiss-Str. 12
47445 Moers
Germania

/02 c/o nal von minden GmbH Proiectare, dezvoltare si distributie
Friedenstr. 32
93053 Regensburg
Germania

/03 c/o nal von minden GmbH Proiectare, dezvoltare si productie
Robert-Bosch-Breite 34
37079 Géttingen

Germania
/04 c/o nal von minden GmbH Administratie si distributie
Raseweg 4
37124 Rosdorf
Germania
Nr. raport: , 1089325-40
Data intrérii in vigoare: ‘ 02-12-2021
Data expirarii: 01-12-2024
Data emiterii: 29-11-2021
oy Semnatura si stampila indescifrabile
(({DAI(I(S i Ing. Sven Hoffmann
SRR Rkt ngsstele TUV Rheinland LGA Products GmbH-Tillystrasse 2-90431
o, 0-2M-14169-01-02 Nirnberg-Germania )
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Subsemnatul MILU Florin Dan, interpret si traducator autorizat pentru limba engleza,
in temeiul autorizatiei nr. 3408 din data de 28.06.2000, eliberata de Ministerul
Justitiei din Roméania, certific exactitatea traducerii efectuate din limba engleza in
limba romana, ca textul prezentat a fost tradus complet, si ca, prin traducere,
Inscrisului nu i-au fost denaturate continutul si sensul.
Inscrisul a carui traducere se solicitd in intregime, are n integralitatea sa un numar
de 1 pagind, poarts titlul de “Certificat EN ISO 13485:2016”, a fost emis de TUV
Rheinland din Germania si mi-a fost prezentat mie in intregime.
Traducerea inscrisului prezentat are un numar de 2 pagini si a, fost.gfectuata potrivit
cererii scrise nregistrate cu nr. 390 / 17.12.2021, pastrate :nzga:ﬁ&q\/%ﬁsu emnatului.
S-a incasat onorariul de 20 lei cu chit. nr. 000439/ 19.12. 29@91.05%1&! DAN'S)
10143/2003

INTERPRET SI TRADUCATOR AUTORIZAT = /h4it1340612000 =]
‘x\ él 200090@4~

ROMANIA

Uniunea Nafionald a Notarilor Publici
S.P.N. Ciocea si Sus

Licenia de functionare nr. 312/4175/14.10.2019
Sediu: Tg. Mures Str. Postel nr. 3/l

CIOCEA DELIA SIM
NOTAR . "~ . » . . . . . .
....................................... , hotar public, Tn temeiul art. 12 lit. j din Legea notarilor publici si

a activitatii notariale nr. 36/1995, republicatd, cu maodificarile ulterioare, legalizez
semnatura de mai sus, apartinand lui Milu Florin Dan, interpret si traducator autorizat, in
baza specimenului de semnatura depus la biroul notarial, de pe cele 2. exemplare ale
tnscrisului, care au ca parte integranta o copie a actului tradus.

inscrisul a carui traducere se solicita este un act autentlg/

S-a incasat onorariul dei’votfﬂ lei, cu bon fiscal nr. el 2052021

NOTAR PUBLIC
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Quality Management System
EN ISO 13485:2016

Registration No.: SX 1034230-1

Organization: nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Germany

Scope: Design and development, manufacture and distribution of in vitro diagnostic
test kits and reagents for the detection or determination of cardiac
markers, tumor markers, infections, inflammation, allergies, endocrine
disorders, diabetes, hormones, vitamins, special proteins, metabolic
disorders, drug misuse, immune status, vaginal pH levels, pregnancy,
kidney function, for urine analysis, sperm testing, coagulation management
systems, for use in clinical laboratories, as near-patient tests and for seif-
testing as well as associated in vitra diagnostic devices for sampling and
analysis systems for rapid tests.

Distribution of control materials and tests for blood group determination,
medical masks, medical gloves, blood pressure monitoring devices,
medical thermometers, swabs and lancets.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been fumished that the requirements specified in the abovementioned standard a;eﬁg{@af%;(%quality
A,
[}

management system is subject to yearly surveillance. QS@'\“

&
Report No.: 1089325-40 é ¢
Effective date: 2021-12-02 s |8
Expiry date: 2024-12-01 Lo/
Issue date: 2021-11-29 S R ——""e

’ ! Dipl.-Ing=Sver Hoffmann
einland LGA Products GmbH
TillyStrae 2 - 80431 Niirnberg - Germany

N pAKKsS

Deutsche
Akkreditierungsstelie
0-ZM-14168-01-02
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Registration No.:

Organization:

Certificate

Quality Management System
EN ISO 13485:2016 :

SX 1034230-1

nal von minden GmbH

Carl-Zeiss-Str. 12

47445 Moers

Germany

No. Facility
{01 c/o nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Germany
/02 ¢/o nal von minden GmbH
Friedenstr. 32
93053 Regensburg
Germany
103 ¢/o hal von minden GmbH
Robert-Bosch-Breite 34
37079 Géttingen
Germany
104 ¢/o nal von minden GmbH
Raseweg 4
37124 Rosdorf
Germany
Report No.: 1089325-40
Effective date: 2021-12-02
Expiry date: 2024-12-01
[ssue date: 2021-11-29
( pAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02
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The scope of certification also covers the following:

- ®
TUVRheinland

Scope

Manufacture and distribution

Design and development and distribution

Design and development and manufacture

Administration and distribution

,}'.Bru ng ss’-e\\
Dipl.-Ing.Sv&n Hoffmann

T Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nurnberg - Germany
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