MINISTERUL SANATATII

HY$//
ul
K AGENTIA NATIONALA A MEDICAMENTUL

7 (\}% : SIA DISPJZJTIVELOR MEDI%A%E&I% }écangg

| . 48, sector 1,
/ N E Str, Av, S3nidtascu nr O 11,00
% > Fax: +4021-316.34.597
' www.anm.ro

ANMDMAR

i < T 1 E . YT
CERTIFICAT DE INREGISTRARE B

A DISPOZITIVELOR MEDICALE | con i
nr. RO_IVD_374_886 din 24.12,2020  |A5e

fn conformitate cu art, 932, alin. (2) din Legea nr. 95/2006 privind reforma in domeniul
sandtafii, republicatyl, cu modificirile ulterioare, ale Ordinului ministrului sindtd{il ar. 1009/2?16
privind inregistrarca dispozitivelor medicale In baza nationald de date, ale art 25{ din H.o.tararca
Guvernului nr. 798/2003 privind stabilirea condijiilor de introducere pe piajd §1 de utilizare a
dispozitivelor medicale. pentru diagnostic in vitro, cu modificrile . ulterioare §i in baza
documentatiei inaintate, Agenfia Nationald a Medicamentului §i a‘“D1§pomt1velor Medicale din
Rominia a inregistrat in baza de date urmitorul dispozitiv medical: L o
" DENUMIRE DISPOZITIV - *_|.~. TIP. - | CODINREGISTRARE | CLASA .
. [SISTEM BIOSAFETY CU ACCESORIl *| MODELTIOl ;| RO.IVD_374_886_01 |INVITRO

DE UNICA FOLOSINTA (TERATUBURD)| %/ 1, %% e - | ALTELE

Producitor: BIOSAFETY TECHNOLOGIES LTD; cu sediul in: 60 Eli Landau blvd,,
Herzliya, Israel - o o o e
, introdus pe piaji conform prevederilor Hotararii Guvernului nr. 798/2003 de citre
reprezentantul autorizat: e s

DR. PHYTO SRL S

cu sediul in: Strada Nadeg nr. 40D, Sector 1, Bucuresti, Roménia

Accasts Inregistrare s-a realizat pe baza declaratiilor producitorului §i nu reprezint o
aprobare sau o autorizare a autorit4fii competente. .

P . .
Prin aplicarea marcajului CE producitorul f§i asumi responsabilitatea pentru conformitatea
produsului cu toate cerinfele aplicabile previzute in Hotdrdrea Guvernului nr. 798/2003.

» {

Produciitorul are obligafia sd 9omuni9§ Agenfiei Nafionale a Medicamentului §i a
Dispozitivelor Medicale din Roménia orice modificare intervenitd in datele inregistrate, inclusiv
suspendarea introducerii pe piaji a dESpozitivuli?ifj |
i
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Translation from Romanian language
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stamp of the Ministry of Health
National Agency for Medicines
and Medical Devices of Romania
Entry/exit no. DM 7210 E
28.12.2020
CERTIFICATE OF REGISTRATION
OF MEDICAL DEVICES
no. RO_IVD_374 886 of 24.12.2020

Pursuant to provisions of art. 932 par. (2) of Law no. 95/2006 on health reform, as republished and
amended, of the Order of the Ministry of Health no. 1009/2016 on the registration of medical
devices into the national database, of art. 29 of the Government Decision no. 798/2003 on
establishing the conditions for marketing and use of in vitro diagnostic medical devices, as
amended and pursuant to the documentation sent, the National Agency for Medicines and Medical
Devices of Romania has registered with the database the following medical device:

DEVICE NAME TYPE REGISTRATION CODE | CLASS
BIOSAFETY SYSTEM  WITH | MODEL T101 | RO_IVD 374 886 01 | IN VITRO
DISPOSABLE ~ ACCESSORIES OTHERS
(TERATUBES)

Manufacturer: BIOSAFETY TECHNOLOGIES LTD, with the office in 60 Eli Landau
blvd., Herzliya, Israel.

placed on the market by the authorized representative:

DR. PHYTO SRL

pursuant to provisions of Government Decision no. 798/2003.

This registration was made pursuant to the statements of the manufacturer and is not an
approval or authorization of the competent authority.

By applying the EC mark the manufacturer undertakes the entire responsibility for the
compliance of the product with all applicable requirements provided by the Government Decision
no. 798/2003.

The manufacturer has the obligation to communicate to the National Agency for Medicines
and Medical Devices of Romania any change made to the registered information, including the
suspension of the marketing of the device.

PRESIDENT
National Agency for Medicines
and Medical Devices of Romania
Cristina RACOCEANU
illegible signature
stamp of the National Agency for
Medicines and Medical Devices of Romania



Biroul de Traduceri®

Champollion

Subsemnata, GHEORGHE ANA MARILENA,
interpret si traducétor autorizat pentru limbile strdine englezi
in temeiul Autorizafiei nr. 14002 din data de 25.11.2009
eliberati de Ministerul Justifiei din Romdnia, certific
exactitatea traducerii efectuate din limba roménad in limba
engleza, ci textul prezentat a fost tradus complet, fard
omisiuni, si cd, prin traducere, inscrisului nu i-au fost
denaturate continutul si sensul.

inscrisul a carui traducere se solicita in intregime
are, in integralitatea sa, un numdr de 1 pagina, poartd
denumirea de Certificat de inregistrare a dispozitivelor
medicale, a fost emis de Agentia Nationala a Medicamentului
si a Dispozitivelor Medicale din Romania si mi-a fost
prezentat mie in intregime.

Traducerea inscrisului prezentat are un numdr de 1
pagina si a fost efectuatd potrivit cererii scrise inregistrate cu
nr. 48495/4.01.2021 pastrate in arhiva subsemnatului.

S-a incasat onorariul de 101.03 lei, cu ordin de
plata nr. 1, din data de 05.01.2021.

Tel./fax: 031-340 22 63
universitate@champollion.ro

I, the undersigned GHEORGHE ANA MARILENA,
authorized interpreter and translator for the languages
English under authorization no. 14002 of 25.11.2009,
issued by the Ministry of Justice of Romania, do hereby
certify the accuracy of the translation made from Romanian
to English, that the presented text was translated entirely,
without omissions and that, upon translation, the content
and meaning of the document were not altered.

The document whose translation was requested
entirely, has a total number of 1 page, has the name
CERTIFICATE OF REGISTRATION OF MEDICAL
DEVICES, was issued by NATIONAL AGENCY FOR
MEDICINES AND MEDICAL DEVICES OF ROMANIA
and it was presented to me entirely.

The translation of the presented document has a
number of 1 page and it was made according to the written
request number 48495/4.01.2021, kept in the archives of the
undersigned.

There was charged the fee of Lei 101.03, as
payment order no. 1, on 05.01.2021.

INTERPRET S$I TRADUCATOR AUTORIZAT - GHEORGHE ANA MARILENA

AUTHORIZED INTERPRETER AND TRANSLATOR

(semndtura gi stampila/signature and stamp)

ROMANIA

UNIUNEA NATIONALA A NOTARILOR PUBLICI
B.LN. POPA IRINEL DANIELA -

wla e

ROMANIA ‘
UNIUNEA NATIONALA A NOTARILOR PUBLICI
Bitoulfiotatialanmmmanimmsssssig

Licenta de functionare nr...
Seditlveiiiiiiiiiiii

INCHEIERE DE LEGALIZARE A i@ﬂNATURH
TRADUCATORULUI Nr. .=/2.......

Anul T | 01 1 WO VA 11 Mo, RO
POPA |RI'NEL}
.......................................................... Da Riic, in temeiul

art. 12 lit. j) din Legea notarifd®'pliblici §i a activitatii
notariale nr. 36/1995 republicatd, cu modificarile ulterioare,
legalizez  semnitura de mai sus, apar{inind lui
GHEORGHE ANA MARILENA, interpret si traducétor
autorizat, in baza specimgnului de semndatura depus la biroul
notarial, de pe cele .......5....... exemplare ale inscrisului, care
are ca parte integrantd o copie a actului tradus.

Inscrifyl a carui traducere se solicitd este un inscris

........... (act autentic, copie legalizatd, cu legalizare de
K

wnakurd, cu datda certd)

S-a incasat onorariul_d¢
fiscal/ordin’de.platd nf. ..

.....lei; cu chitanta/bon

NOTAR PUBLICY

verene ferraasianeas LR weeenddiy

Llsantz s¢ Sunethapare Nr, 235/3726/01.09.2016

ROMARIA
THE NATIONAL UNION OF NOTARIES PUBLIC
Notary Public Office
Operating license no.
Registered office:
AUTHENTICATION CONCLUSION OFEA
TRANSLATOR’S SIGNATURE no. .¢
Year ...

POPA Wb O". ........ Day QQ ......

DANIELA *

...................... NOTARPUBLIC ... Notary Public, based
on art. 12 letter j) of the Law on Notaries Public and notarial
activity no. 36/1995 republished, as further amended, do
hereby authenticate the signature above, of GHEORGHE
ANA MARILENA, authorized interpreter and translator,
based on the signature specigien submitted at the notary
public office, affixed on the A ............ original copies of the
document, which contains a copy of the translated document
as integrant part.

The document-for

[.E\:\ ‘1” L

the translation is requested is a

document . SERAININ e ( authentic
instrument, certifigd copy, with signature authentication,
with certified date) éD AMA

Charged the fee of .%.eeeen .wq.lcky, as per receipt/fiscal

receipt/payment order no



