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1. Mediplus Exim, Mogosoaia,
2. Farmexpert, Bucharest,

3. Fildas Trading, Bucharest,

4. Farmexim, Comuna Balotesti,
5. Sanofi, Bucharest.
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1. Diamedix Impex, Bucharest,
2. Sante International, Bucharest,
3. Medical Technologies International, Bucharest,

4. Mediclim, Bucharest.
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The Minister of Health,

Vlad Vasile VoiculescuBucharest, September 6, 2016.Nr. 1009.Annex no. 1
F.1 - Notification form for the placing on the market of

medical devices in accordance with art. 31 para. (1) and (4) of the
Government Decision no. 54/2009 on the conditions for placing

medical devices on the market and with art. 29 and

32 of the Government Decision no. 55/2009

on active implantable medical devices (Article 14 - Council Directive 93/42
/ EEC of 14 June 1993 on

medical devices; Article 10 a - Council Directive

90/385 / EEC of 20 June 1990 on the approximation

of the laws of the Member States Member States concerning

active implantable medical devices)ByMINISTRY OF HEALTHNATIONAL AGENCY OF
MEDICINE AND MEDICAL DEVICES IN ROMANIA

1. Identification data of the notification

Date:

Indicate whether this is the first notification or an amendment: [] first notification [] change []
suspension of placing on the market

If it is a change or suspension, indicate the number previously assigned:

Number of notification pages:

Status of the organization making this notification ” 1):

[] manufacturer ~ 2): [] Class | medical [] authorized representative of a” 3): [] Class |
device manufacturer [] manufacturer of medical device manufacturer [] manufacturer
custom-made medical devices [] of custom-made medical devices []
manufacturer of systems and package manufacturer of systems and package packages

packages [] a person who sterilizes medical |[] persons who sterilize medical devices,
devices, systems, or procedure packages []  [systems or procedure packages [] manufacturer
manufacturer of custom-made active of custom-made active implantable medical
implantable medical devices devices

2. Manufacturer's identification data

Full name of the manufacturer:

Manufacturer's abbreviated name:

Address: City: Postal code: County:
Street no .

Phone: Fax:

E-mail: Contact:

Person in charge of vigilance:



http://legislatie.just.ro/Public/DetaliiDocumentAfis/102396#A201
http://legislatie.just.ro/Public/DetaliiDocumentAfis/102396#A201
http://legislatie.just.ro/Public/DetaliiDocumentAfis/102675
http://legislatie.just.ro/Public/DetaliiDocumentAfis/102675

3. ldentification data of the authorized representative * 4)

Name of authorized representative in the European Union:

Address: City: Postal code: County:
Street no .

Phone: Fax:

E-mail: Contact:

Person in charge of vigilance:

Number of the operating permit issued by the Ministry of Health / National Agency for
Medicines and Medical Devices in Romania, as appropriate:

4. Medical device identification data * 5)

GMDNG6 code):

Generic name in GMDN code:

Full name of the medical device:

Class™4): [] I;[] Is; [] Im

Generic category of the device and / or brief description of the device, of the proposed
purpose (in Romanian):

Generic category of the device and / or brief description of the device, of the proposed
purpose (in English):

Certificate of conformity issued by a notified body * 7):

Reference number of the notified body:

5. Attached documents

[] certified copy of the registration certificate or other official document / normative
document certifying the establishment of the requesting unit and the ascertaining certificate
issued by the trade register office showing the object of activity of the company, for the
requesting units that have the obligation to register at the trade register office  8)

[] the manufacturer's EC declaration of conformity set out in Annex no. 7 to the Government
Decision no. 54/2009, with subsequent amendments * 9)

[] the declaration of conformity set out in Annex no. 8 to the Government Decision no.
54/2009, with subsequent amendments ” 9)

[] the declaration of conformity provided in art. 29 of the Government Decision no. 54/2009,
with subsequent amendments ” 9)

[] list of components of the system or package of procedures, together with the




manufacturer's EC declaration of conformity for each component ~ 9)

[] technical specification

[] instructions for use of the medical device

[] medical device label

[] the declaration of conformity set out in Annex no. 6 to the Government Decision no.
55/2009, with subsequent amendments " 9)

[] the document by which the manufacturer designates you as an authorized representative
4)

[] copy of the certificate of conformity issued by a notified body " 7)

The manufacturer identified in section 2 or the authorized representative identified in section
3 shall place on the market the medical devices identified in section 4.The technical
documentation and the declarations provided for in the legislation applicable to the type of
device are kept at the disposal of the specialized structure in the field of medical devices.The
information provided in this notification is correct and the medical devices identified in
section 4 meet the applicable requirements set out in Government Decision no. 54/2009 on
the conditions for placing medical devices on the market, with subsequent amendments, or, as
the case may be, the applicable requirements provided in Government Decision

no. 55/2009 on active implantable medical devices, with subsequent amendments.

Name, surname and position

............................ Signature and stamp ..........cc.. veeeees

A 1) In accordance with art. 21, 29 and 31 of the Government Decision no. 54/2009 , with
subsequent amendments, or with art. 29 and 32 of the Government Decision no. 55/2009 ,
with subsequent amendments.” 2) Complete section 2.~ 3) Complete sections 2 and 3. 4) If
applicable.” 5) For each medical device use a copy of this page (section 4).”* 6) Global
Medical Device Nomenclature to be completed when available.” 7) In the case of sterile and /
or measuring devices and in the case of sterilizers.” 8) In the case of the manufacturer.” 9)
Where applicable, depending on the type of device.Annex no. 2

F.2 - Notification form for the placing on the market of

medical devices for in

vitro diagnosis , in accordance with art. 29 of the

Government Decision no. Regulation (EC) No 798/2003 laying down the conditions for the
placing on the market and use of

in vitro diagnostic medical devices (Article 10 -

Directive 98/79 / EC of the European Parliament and of the Council of 27

October 1998 on in vitro diagnostic medical devices)ByMINISTRY OF
HEALTHNATIONAL AGENCY OF MEDICINE AND MEDICAL DEVICES IN
ROMANIAL. Identification data of the notification

Date:

Indicate whether this is the first notification or a change:

[] first notification [] change of address, company name " 1)[] significant modification of the
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product [] suspension of placing on the market

If it is a change or suspension, indicate the number previously assigned:

Number of notification pages:

Status of the notifying organization:

[] manufacturer ~ 2) [] authorized representative ” 3)

2. Manufacturer's identification data

Full name of the manufacturer:

Manufacturer's abbreviated name:

Address: City: Postal code: County:
Street no .

Phone: Fax:

E-mail: Contact:

Person in charge of vigilance:

3. ldentification data of the authorized representative * 4)

Name of authorized representative:

Address: City: Postal code: County:
Street no .

Phone: Fax:

E-mail: Contact:

Person in charge of vigilance:

Number of the operating permit issued by the Ministry of Health / National Agency for
Medicines and Medical Devices in Romania:

4. Medical device identification data * 5)

4.1. Medical device classification:[] in vitro diagnostic medical device included in list A of
annex no. 26)[] in vitro diagnostic medical device included in list B of annex no. 26)[] in
vitro diagnostic medical device for self-testing, except those included in annex no. 26)[] other
in vitro diagnostic medical devices (all in vitro diagnostic devices except those in Annex 26)
and self-testing devices) [] new product (according to art. 32 of Government Decision no.
798/2003, as subsequently amended and supplemented)

4.2. Information on reagents, reaction products and calibration and control materials Coding




used7): [ GMDNS) [] EDMS9)

Generic device category code:

Generic device category code name:

Full name of the medical device:

Short description of the device, of the proposed purpose (in Romanian):

Brief description of the device, of the proposed purpose (in English):

4.3. Information on other in vitro diagnostic medical devices (other than reagents, reaction
products, and calibration and control materials)

Coding used7) [] GMDNS) [] EDMS9)

Generic device category code:

Generic device category code name:

Full name of the medical device:

Short description of the device, of the proposed purpose (in Romanian):

Brief description of the device, of the proposed purpose (in English):

4.4. Additional information for in vitro diagnostic medical devices contained in annex no. 26)
and for self-testing

Certificate of conformity issued by a notified body:

Reference number of the notified body:

[] The device complies with the Common Technical Specifications10), in the case of devices
listed in list A of Annex no. 26)

5. Attached documents

[] certified copy of the registration certificate or other official document / normative
document certifying the establishment of the requesting unit and the ascertaining certificate,
issued by the trade register office, showing the object of activity of the company, for the
requesting units that have the obligation to register at the trade register office ~ 11)

[] EC declaration of conformity of the manufacturer

[] the document by which the manufacturer designates you as an authorized representative
12)

[] copy of the certificate of conformity issued by a notified body ” 13)

The manufacturer identified in section 2 or the authorized representative identified in section
3 shall place on the market the in vitro diagnostic medical devices identified in section 4.The
technical documentation and the declarations provided for in the legislation applicable to the




type of device are kept at the disposal of the specialized structure in the field of medical
devices.The information provided in this notification is correct and the in vitro diagnostic
medical devices identified in Section 4 meet the applicable requirements set out in the
Decision.Government no. 798/2003 , with subsequent amendments and completions.

Name, surname and position

Signature and stamp

..................... A 1) Complete only sections 2 and 3." 2) Complete section 2.~ 3) Complete
sections 2 and 3." 4) If applicable.” 5) For each medical device use a copy of this page
(section 4)." 6) At the Government Decision no. 798/2003 , with subsequent amendments and
completions.™ 7) Optional.* 8) The Global Medical Device Nomenclature is completed when
available.” 9) European Diagnostic Market Statistics Nomenclature - available at
http://www.edma-ivd.be” 10) Established by Commission Decision 2002/364 / EC of 7 May
2002 on common technical specifications for in vitro diagnostic medical devices, as
subsequently amended.™ 11) In the case of the manufacturer.” 12) If applicable.” 13) For the
devices from annex no. 2 to the Government Decision no. 798/2003 , with subsequent
amendments and completions, and for self-testing.Annex no. 3

F.3 - Notification form of medical devices put into

operation on the territory of Romania, in accordance with

art. 31 para. (2) of the Government Decision no.

54/2009 on the conditions for placing

medical devices on the market, with art. 30 of the Government Decision no.

798/2003 on establishing the conditions for placing on the

market and use of medical devices for

in vitro diagnosis and with art. 30 of the Government Decision

no. 55/2009 regarding active implantable medical devicesByMINISTRY OF
HEALTHNATIONAL AGENCY OF MEDICINE AND MEDICAL DEVICES IN
ROMANIAL. Identification data of the notification and of the notifier

Date:

Indicate whether this is the first notification or a change:[] first notification [] change
(detailed)

Number of notification pages:

Name of the natural or legal person making the notification:

Address: City: Postal code: County:
Street no .

Phone: Fax:

E-mail:

Contact:

Status of the notifying organization:[] manufacturer [] authorized representative [] importer []
distributor[] Other categories (please specify)

Number of the operating permit issued by the Ministry of Health / National Agency for
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Medicines and Medical Devices in Romania ” 1):

2. Medical device identification data * 2)

Device type: [] Class Ila medical device [] Class I1lb medical device [] Class Il medical
device [] medical device for in vitro diagnosis - annex no. 2 to the Government Decision no.
798/2003 on establishing the conditions for the placing on the market and use of medical
devices for in vitro diagnosis, as subsequently amended and supplemented[] medical device
for in vitro self-test diagnosis [] active implantable medical device

Full name of the manufacturer:

Manufacturer's abbreviated name:

Country in which the manufacturer is established:

Place of production ” 3):

Coding used4): [ GMDNS5) [] EDMS6)Code:Generic code name:

Full name of the medical device (type / model)

Generic category of the device and brief description of the device, of the proposed purpose:

3. Attached documents

[] certified copy of the certificate of registration or other official document / normative
document certifying the establishment of the requesting unit and the ascertaining certificate
issued by the trade register office for the requesting units that are obliged to register at the
trade register office. ~ 7) [] EC manufacturer's declaration of conformity [] medical device
label [] instructions for use of the medical device (original text and translation into
Romanian) [] copy of the EC certificate of conformity issued by a notified body

proof of origin of the medical device (invoice / other document)

I declare that the medical devices mentioned in section 2 have been put into operation in
Romania.The information provided in this notification is correct.

Name, surname and position

Signature and stamp

..................... A1) If applicable.™ 2) For each medical device use a copy of this page (section
2)." 3) As appropriate.” 4) Optional.* 5) The Global Medical Device Nomenclature is
completed when available.” 6) European Diagnostic Market Statistics Nomenclature -
available at http://www.edma-ivd.be”™ 7) If the applicant does not have an operating permit
issued by the Ministry of Health / National Agency for Medicines and Medical Devices in
Romania.Annex no. 4AMINISTRY OF HEALTHNATIONAL AGENCY OF MEDICINE
AND MEDICAL DEVICES IN ROMANIA

CUSTOMS NOTICE

No. ..... from ......... In accordance with the provisions of Government Decision

no. 734/2010 on the organization and functioning of the National Agency for Medicines and
Medical Devices, with subsequent amendments and completions, of the Order of the Minister

of Health no. 1,009 / 2016 on the registration of medical devices in the national database and
based on the documentation submitted, the National Agency for Medicines and Medical
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...................................................................................................... (name, type,
manufacturer)According to INVOICE NO. ......cccvevvevieireecee e e Exporter:
........................ (name, registered office) ................... ........[] for technical evaluation, clinical
investigation and / or performance evaluation for certification and / or registration;[] imported
as samples for fairs, exhibitions or other promotional events.Applicant ............c.ccccooe.e.

(name, registered office) .........ccccueeee e The validity of this notice shall cease after the
operation of customs clearance of imported medical devices.Date of issue ............... Vice
President,.................

Customs office visa




