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greement

WWrnann & Pein GmbH

Schusterring 5

2535 Barmstedt

cermany

and

Vivodent

Centrul Stomatologic

Str. ucuresti 13/1

( ) 2001 Mun. Chisinau

Republic of Moldova

Have agreed as follow, regarding the safe handling of the medical devices (hereinafter

c&led “Products“) manufactured and supplied by WiHmann & Pein GmbH to Vivodent

Centrul Stomatologic in order to comply with the requirements of the Government Decision

no.418 of 05 June 2014 concerning Medical Devices (GDMD) and the “Guidelines on a

Medical Devices Vigliance System“.

APPOINTM ENT

Wilimann & Pein GmbH hereby appoints Vivodent Centrul Stomatologic upon the terms and

conditions herein contained to be official representative for the products manufactured by

Wilimann & Pein GmbH.

And whereas Vivodent Centrul Stomatotogic expresses their desire to Into an agreement

wlth Willmann & Pein GmbH upon the terms and conditlons set forth in this Agreement.

RESPONSIETLITIES OF BOTH PARTIES - GENERAL INFORMATION

Vivodent Centrul Stomatologic is authorized to perform registratlon, renewal, variation of

the registratlon.

Wilimann & Pein GmbH shall provide to Vivodent Centrul Stomatologic for

of medical devices the following information:



) DeClati0 of conformity,
)) copy of the label, packaging and instructions for use (in alt languages requestedby the countries where the device is marketed),

c) NotjfiCd Body certificates (where relevant),
d) Post market surveillance process and data, vigilance reports and complaints,processeS and data,
e) TechniCal documentation relevant to market surveitlance investigation beingundertaken by the Medicines and Medical Devices Agency (Agency),fl Relevant clinical data/notification,
g) Details of any distributors/supptiers putting the Republic of Moldova markeddevices on the market,
h) Incident reports and reports on corrective actions taken.

Vivodent Centrul Stomatologic shall be responsibte for registratfon, monitoring and tocommunicate all claims tor the customers and market related of the products ofWilimann & Pein GmbH and to notify Willmann & Pein GmbH upon receiving such claims.
!nddent ReDortina
Vivodent Centrul Stomatologic shaH maintain an update Quality System and communicate

P
the vigilance procedures to Wilimann & Pein GmbH for coordination and continuity ofWilimann & Pein GmbH own Quality System. Vivodent Centrut Stomatologic shallcommunicate any of ather procedures upon request of the Witlmann & Pein GmbH.Vivodent Centrul Stomatologic shall work closety with Witimann & Pein GmbH and shalltransmit without delay any information coming from the Agency. In case of special requestby the Agency, parttcularly in relation with incidents reporting, the Vivodent CentrulStomatologic will agree with Willmann & Pein GmbH an the position statement and answersto give to the Agency.

In case of difference in positions between Wilimann & Pein GmbH and Vivodent CentrulStomatologic, the position of Wilimann & Pein GmbH will prevail and will be supplied to theAgency with a format endorsement of the Willmann & Pein GmbH. Vivodent CentrulStomatologic shall have a qualified person to be in contact with the Agency.

In case of incldents known first by the Wilimann & Pein GmbH, the Vivodent CentrutStomatologic will be immediately informed and will immediatety perform with the Wittmann& Pein GmbH the analysis of the accident. Vivodent Centrul Stomatotogic will write andsend to the concern Agency the initiat report including Wilimann & Pein GmbH actions ifavailable such as sample analysis, analysis of histaric lot record andact)ons to be taken in the further manipulation of the product tikemarket.



w.w

dent Centrul Stomatologic shall notify Agency about the following time lines apply in a

of;

0

a) Seriou5 public health threat: IMMEDIATELY (without any detay that could not be

justifled) but not later than 2 calendar days after awareness by the Wilimann & Pein

GmbH of this threat.

b) Death or UNANTICIPATED serious deterioration in state of health: LMMEDIATELY

(without any delay that could not be justified) after the Wilimann & Pein GmbH

established a link between the device and the event but not later than 10 elapsed

calendar days fotlowing the date of awareness of the event.

c) Others; IMMEDIATELY (without any delay that coutd not be justifled) after the

WiHmann & Pein GmbH established a link between the device and the event but not

later than 30 etapsed calendar days following the date of awareness of the event.

If after becoming aware of a potential repoftable INCIDENT there is still unceftainty

about whether the event is reportable, Wilimann & Pein GmbH must submit a report with

the timeframe required for the type of INCIDENT.

As soon as Information and incidents assessment from Willmann & Pein GmbH are
available, Vivodent Centrul Stomatologic writes and sends the final incidents report. In any
case, Vivodent Centrul Stomatologic submits these reports to Witlmann & Pein GmbH for
preliminary approvat. Vivodent Centrul Stomatologic will keep these records available for
the Agency.

According to the stipulation of medical equipment plant GDMD, the Wilimann & Pein GmbH

must summarize the experience of manufacturing products, take proper measures, and

have the right to know the incident occasionally happened, and take proper measures.

a) The mangle of property of medical equipment, improper logo, and misuse without

the guide of instruction for use can lead to lead to the death of patients and users

and deterioration of heafth condition.

b)The above-mentioned, the technical property of the products or the problems in

medicine, the company has the right to recafl the products of the same lot and

specification.

FieId safety notice ‚

The Willmann & Pein GmbH rinds that thete is a problem of quality of cr the

market, lt should immediately give out a Field Safety Notice for the us jciJd: b.

able to take the necessary measures (including the recall of the pro ?G)iV00E

• •1
-



of products are withdrawn from the market, the Wilimann & Pein GmbH should

the products immediately. Before recalling the products, Vivodent Centrul

‚tologiC should inftrm the Agency.

im th& products to the company

‚man & Pein GmbH shaH send advisory notice to Vivodent Centrul Stomatologic in this

jofl and order hirn to cease selling the products. Recall the products sold to the market

rinform the users, ask the Vivodent Centrul Stomatologic in this region to inform the local

0vrning department where the products are sold.

After the Vivodent Centrul Stomatologic recafls the products, WilImann & Pein GmbH

ghoUlä agree with the Vivodent Centrul Stomatologic on the mode of transportation or time,

and return the products to the company for disposal.

Traceabihty of SpW Prpducts
Wilimann & Pein GmbH shall keep recordsofserial numbers, batch numbersforallproducts

delivered to Vivodent Centrul Stomatologic.

Vivodent Centrul Stomatologic shall keep records of the Products delivered to the users or

distributors. In this case the traceability of sold products can be performed at any time

upon request. Records shall include the following information:

Name and address of the customer

Quantity dlspatched

Date transferred to the customer

Serial or production lot numbers

lt 15 agreed that these records should be available for inspection upon request by

Willmann & Pein GmbH or by the relevant authorities.

Technical Documentation

Wfllmann & Pein GmbH shall establish necessary procedures to prepare and maintain

Technical Documentation induding the Deciaration of Conformity for the products

manufactured by Wilimann & Pein GmbH to be able to comply with the GDMD

requirements.

Wilimann & Pein GmbH shall transfer the agreed Technical documentation and Declaration
of Conformity to Vivodent Centrul Stomatologic

Vivodent Centrul Stomatologic shall keep the Technical Documents indudng the
Deciaration of Conformity available to the Agency for at least five y ffcr..the, last

products has been sold. /
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WP4O1O

W P4050

WP4OS1

WP411O

WP4190

WP4191

WP4 192

WP4 196

WP4 197

WP4200

WP4201

WP4230

WP4250

WP425 1

WP4252

WP4253

WP4254

WP4255

WP4256

WP4257

WP42 58

WP4259

P-Cem

Extra-Gel, 1 x 2 ml

Extra-Gel, 2 x 2 ml

Secu rafix

Competence Flow, A2

Competence Flow, A3

Competence Flow, A3,5

Competence Flow, 82

Competence Flow, Set

Calcident 450, 1 x 2 ml

Calcident 450, 2 x 2 ml

C-Bond, 10 ml

Competence universal,

Competence universal,

Competence universal,

Competence universal,

Competence universal,

Competence universal,

Competence universal,

Competence universal,

Competence universal,

Competence universal,

Set 82

Set C2

Al

A2

A3

A3, 5

82

C2

D3

A3 opaque

& Pein GmbH sh&l provide Vivodent Centrul Stomatologic and additional

mentation if required by Agency.

of Davment:

days net after date of invoice.

Lnstruction Manual

/ Willmann & Pein GmbH shall be responsible for content of instructions manual (user‘s guide)

and shalt ensure the availability of the English version of the instructions manual for

Vivodent Centrul Stomatologic.

Vivodent Centrul Stomatologic shall ensure the required instruction manuals to be provided

( / to the customer in official language of the Republic of

For the following Product Categories:

product group and mod els/types
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Competence universal, A2 opaque
Competence universal, Incisal
Calcident LC, 2 x 2 ml
Caicident LC, 1 x 2 ml
Dent-a-cav, pink

Dent-a-cav, white
Vision Prophy Powder, black-raspberry
Vision Prophy Powder, mint
Plaque Photo, upper pink

Plaque Photo, lower pink
Glass Liner, 1 x 2 ml

Glass Liner, 2 x 2 ml

Vision Prophy Paste, strawberry

Vision Prophy Paste, lemon

Place, Date

6

4

14

)O1

‘SOOlA

WP5602

WP6139

WP6140

Mr. Joachim Pein

-President
Barmstedt, ‚Z

Place, Date

Mr. Alexandru Smintinp

-President
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Nummer 189 der Urkundenrolle aus 2015

Die umstehende, heute vor mir vollzogene Namensunterschrift

des Herrn Joachim Pein

geb. am 14.10.1950

Geschäftsanschrift: Schusterring 35, 25355 Barmstedt

dem Notar von Person bekannt -

ienene erklärte auf Befragen, dass der Notar in der Angelegenheit, die Gegenstand

irkundung ist, nicht außerhalb seines Notacamtes tätig war oder ist.

1

-N otar

ubmaflfl&P1m0

/
ubige ich hiermit notariell.

Barm den 16. Juni 2015

1



Kostenvermerk: Die Echtheit vorstehender Unterschrift des

Gebühr Notars Dr. Burkhard Wehleitgern. Nr. 1310 GV in BarmstedtJVKostG

und die Echtheit des beigefügten Dienststempels (Dienstsiegels)2OOO € wird hiermit beglaubigt.

Zugleich wird bescheinigt, dass der Vorgenannte zur Vornahmeder Amtshandlung befugt war.

Itzehoe, 22. Juni 2015
Der Präsident des Landgerichts Itzehoe

Dr. Bernhard Flor
‘räsident des Landgerichts Itzehoe
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