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PRANESIMAS
APIE MEDICINOS PRIETAISO KLINIKINIUS TYRIMUS
NOTIFICATION
OF MEDICAL DEVICE CLINICAL INVESTIGATION

m. d.
(data/date)

(sudarymo vieta/ place)

. GAMINTOJO INFORMACIJA
MANUFACTURER INFORMATION

1. Uzsakovas /Sponsor

1.1. Pavadinimas / Name

1.2.  Adresas /Address

1.3. Kontaktinis asmuo/
Contact person

1.4. Telefonas, faksas
Telephone. Fax number

1.5. ELl pastas/ e-mail

2. Jei skiriasi klinikiniam tyrimui skirto prietaiso gamintojas nuo 1 punkte nurodyto asmens

[ 1f the manufacturer’s name of the medical device intended for clinical investigation is different from mentioned insection
1.

2.1.  Pavadinimas / Name

2.2.  Adresas /Address

2.3.  Kontaktinis asmuo/
Contact person

2.4.  Telefonas, faksas
Telephone. fax number

2.5.  El pastas/ e-mail




3. Gamintojo jgaliotas atstovas, jei gamintojas néra jsisteiges Europos Bendrijoje/ Manufacturer’s
authorized representative if manufacturer is not established in the European Community.

3.1.  Pavadinimas / Name
3.2.  Adresas /Address

3.3.  Kontaktinis asmuo/
Contact person

3.4.  Telefonas, faksas
Telephone. fax number

3.5.  El pastas/ e-mail

ILINFORMACIJA APIE MEDICINOS PRIETAISA
MEDICAL DEVICE INFORMATION

4. Notifikuotos jstaigos, jvertinusios gamintojo kokybés sistemg ar procesa,
TAENtIfIKACINIS INT. .cviieiic e

Identification number of Notified Body involved in conformity assessment of quality system or process
of the manufacturer

5. Medicinos prietaiso pavadinimas |

Generic name of device

6. Prekinis medicinos prietaiso pavadinimas |

Commercial name of medical device

7. Modelis / Model |

8. Medicinos prietaiso klasé | Is Imf  lla Ib I AIMD IVD

Class of the device | | | | | | | |

9. Pagaminimo vieta |

Place of manufacturing

Is — 1 klasés sterilus medicinos prietaisas/sterile
Imf — 1 klasés medicinos prietaisas su matavimo/with measuring function
AIMD - aktyvus implantuojamas medicinos prietaisas/ active implantable medical device

Il. TYRIMO PROCESAS
INVESTIGATION PROCESS

10. Klinikinio tyrimo pavadinimas /
Title of the clinical investigation

11. Tiriamy prietaisy skai¢ius / Number of devices l:l

12. Tyrimy pradZios data / Date of investigation start I | m.ly | | | | d.




13. Salys dalyvaujan¢ios tyrime / Country (ies) involved

14. Numatoma trukmé / Expected duration |

15.Pacienty, dalyvaujanciy tyrime, skai¢ius / total number of patients
16. Pacienty dalyvaujanciy tyrime Lietuvoje, skai¢ius/number of patients in the Lithuania

17. Asmuo, atsakingas uZ prane§ima / Person responsible for this notification

17.1.

17.2.

17.3.

17.4.

17.5.

Pavadinimas / v., pavardé | |

Name/ name, surname

Adresas /
Address

Kontaktinis asmuo /
Contact person

Telefonas, faksas
Telephone. Fax number

El. pastas /
e-mail

| |

I11.LKLINIKINIU TYRIMU TYREJAI IR TYRIMO VIETA
INVESTIGATORS AND INVESTIGATION PLACE

18. Asmuo, atsakingas uz klinikinio tyrimo organizavimg ir jgyvendinimg (uZsakovas) /
Person appointed to co-ordinate the clinical investigation

18.1.

18.2.

18.3.

18.4.

18.5.

Pavadinimas/ v., pavardé / | |

Name/ name, surname

Kodas /
Identification number

Adresas /
Address

Telefonas, faksas /
Telephone. Fax number

El. pastas/
e-mail

19. Pagrindinis Tyréjas / Principal Investigator
(Uzpildyti visy pagrindiniy tyréjy duomenis/Please enter data of all principal investigators)

19.1.

19.2.

19.3.

19.3.

19.4.

19.5.

Vardas, pavardé
Name, surname

Mokslinis laipsnis
Scientific degree
Licencijos numeris
License number

Kontaktinis adresas
Contact address

Telefonas, faksas
Telephone, fax number

El. pastas
e-mail




19. Tyréjas / Investigator
(Uzpildyti visy tyréjy duomenis/Please enter data of all investigators)

19.1.

19.2.

19.3.

19.3.

19.4.

19.5.

Vardas, pavardé |

Name, surname

Mokslinis laipsnis |

Scientific degree

Licencijos numeris |

License number

Kontaktinis adresas |

Contact address

Telefonas, faksas |

Telephone, fax number

El. pastas |

e-mail

20. Tyrimy vieta (juridinio asmens duomenys) / Place of clinical investigation
(Uzpildyti visy tyrimo viety duomenis/Please enter data of all places of clinical investigation)

20.1.

20.2.

20.3.

20.4.

20.5.

21.

22.

23.

24,

25.

26.

Pavadinimas / |

Name

Kodas |

Identification number

Klinikiniy tyrimy
vietos(-y) adresas (-ai)

Address of investigation place.

Telefonas, faksas |

Telephone, fax number

Description of the intended purpose and mode of action of the medical device *
[ ] Klinikinio tyrimo tikslo apragymas*.

Description of the intended clinical investigation purpose*

D Mokslinis, techninis ir (arba) medicininis tyrimo pagrindimas.

Scientific, technical and (or) the medical justification for the study;

El. pastas | |
e-mail
V.PRIDEDAMA DOKUMENTACIJA
ATTACHED DOCUMENTATION
D Medicinos prietaiso paskirties ir veikimo apraSymas*.

I:l psl./pages
I:l psl./pages
I:l psl./pages

D Anksciau netirty medicinos prietaiso savybiy apraSymai bei veikimo principo I:l psl./pages

apraSymai ( kai taikoma).

Description of any new or previously untested features of the medical device,

including principles of operation (if applicable);

Medicinos prietaiso atvaizdas ir bréziniai, jei batini medicinos prietaiso veikimui I:l psl./pages
suprasti, numatomi gamybos metodai, ypa¢ susije su sterilizavimu, sudedamyjy

daliy, grandiniy ir kt., schemos bei jy i$aiskinimus ir aprasai.

An image and drawing of medical device if necessary for understanding the

operation of medical device, methods of manufacture in particular those relating

to the sterilization of components, circuits, etc.., diagrams, explanations and

descriptions;

Rezultaty ir iSvady fiksavimo apraSymai. I:l psl./pages
Description of results and conclusions recording.



27.

28.

29.

30.

3L

32.

33.

34.

35.

36.
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D Medicinos prietaiso(-y), sukurto(-y) naudoti kartu su tiriamu medicinos prietaisu I:I psl./pages

apra§ymas (-ai).

Description(s) of medical device(s) designed to be used together with medical
device under the investigation

Patirties apzvalga su panasiais, to paties gamintojo, medicinos prietaisais; $iy I:l psl./pages
medicinos prietaisy buvimo rinkoje laikotarpis bei su veikimu susijusiy
trikumy/problemy, nusiskundimy aprasymais. Kokiy veiksmy buvo imtasi
trikumams pasalinti/iSvengti. Kaip patirtis su prie$ tai buvusiais medicinos
prietaiso modeliais paveiké Siuo metu tiriamo medicinos prietaiso konstrukcija
(jei taikoma);

Summary of experience with similar medical devices manufactured by the same
manufacturer. The period of stay in the market and description of complaints,
defects/problems related to those medical devices. What actions have been taken
to avoid those deficiencies? How the prior experience with former medical device
models has affected the current design of medical device (if applicable);

Rizikos/naudos analizé, pateikiant su gamyba (jskaitant medicinos prietaiso I:l psl./pages
medziagy, programinés jrangos parinkimo faktorius) ir medicinos prietaiso

naudojimu susijusius pavojus bei nustatyta rizika, nurodant kokiy veiksmy imtasi

nustatytai rizikai sumazinti ar pasalinti.

Benefit/Risk analysis including identification of hazards and estimated risks

associated with manufacture (including factors relating to choice of

materials, software) and the use of medical device, together with descriptions of

what actions have been taken to minimizes or eliminate the identified risks.

Kontaktuojanéiy su kiinu medziagy apras§ymai; pagrindimas, kodél tokios I:l psl./pages
medZziagos buvo pasirinktos, kokius standartus jos atitinka (jei taikoma).

Descriptions of materials coming into contact with the body; rationale for choice

of materials and which Standarts apply (if relevant).

Medicinos prietaise, esan¢iy vaisty ir (arba) zmogaus kraujo produkty apras§ymai, I:l psl./pages
nurodant $iy medziagy paskirtj bei ankstesne §iy medziagy naudojimo patirtj ( jei

taikoma).

Identification of any medicinal products and (or) human blood products with

description of intended purpose and previous experience with the use of these

materials (if applicable)

Medicinos prietaise esanciy gyvininés kilmés audiniy aprasymai, nurodant $iy I:l psl./pages
audiniy kilme bei informacijg apie gyviininés kilmés audiniy tiekima ir surinkima

prie§ gamybos procesa, gamybos procediiras, skirtas uzkre¢iamiems agentams

sumazinti, likviduoti arba pasalinti.

Identification of any tissues of animal origin incorporated within the device

together with information on the sourcing and collection of animal tissue (s) prior

to manufacturing operation; and details with regard to validation of

manufacturing procedures employed for the reduction or inactivation of

unconventional agents.

Tiesiogiai susijusiy pilnai ar dalinai taikomy standarty sarasas arba jei atitinkami I:l psl./pages
standartai nebuvo pilnai naudojami, sprendimy, kurie buvo pritaikyti biitinyjy

reikalavimy atitik¢iai jrodyti, apraSymas.

List of relevant standards applied in full or in part. A description of solutions

adapted to meet the essential requirements if relevant standards have not been

fully applied.

Medicinos prietaiso etiketé bei naudojimo instrukcija (jei yra numatyta); I:l psl./pages
Medical device labelling and instructions for use (if available);

Pareiskimas dél medicinos prietaiso, skirto klinikiniams tyrimams atlikti, I:l psl./pages
pagal atitinkamg medicinos prietaisy saugos techninj reglamentg, kuriame

nurodoma, kad medicinos prietaisas, iSskyrus tiriamuosius duomenis, atitinka

esminius reikalavimus ir kad buvo imtasi visy reikalingy priemoniy apsaugoti

paciento sveikatg bei uztikrinti jo saugg;

A statement that the medical device in question conforms to the essential

requirements apart from the aspects covered by the investigation and that, with

regard to these aspects, every precaution has been taken to protect the health and

safety of the patient.

Sveikatos prieziiiros jstaigos, kurioje bus atliekamas tyrimas, vadovo rastiskas I:l psl./pages
sutikimas dél tyrimo.



37. [ ]

38. D

39. D

40. D

41, [ ]
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The authorisation of the management board of the health care institution where
the investigation will take place.

Sterilizacijos ir validacijos metodai (jei taikoma) ir daugkartinio naudojimo
medicinos prietaisy valymo, dezinfekavimo ir sterilizavimo metodai.

Sterilization and validation methods (if applicable) and cleaning, disinfection,
sterilization methods of reusable medical devices.

I:l psl./pages

Klinikiniy tyrimy metu jvykusiy nepageidaujamy jvykiy ir sunkiy padariniy I:l psl./pages

sukélusiy nepageidaujamus jvykius fiksavimo ir praneSimo Akreditavimo
tarnybai apras§ymas.

Description of adverse events and serious adverse events during clinical
investigation recording and reporting to Accreditation Agency.

Iki klinikiniy tyrimy bei eksperimentiniy tyrimy analizé, jskaitant projekto
skaiciavimus, mechaninius bandymus, elektros bandymus, programinés jrangos,
validacijos bandymus, patikimumo bandymus bei veikimo ir saugos bandymy su
gyviinais rezultatus.

Analysis of pre-clinical studies and experimental data, including results of design
calculations, mechanical tests, electrical tests, software tests, validation tests,
reliability checks and any performance and safety tests in animals.

Aprasymai, kaip buvo patikrintas biologinis suderinamumas ir sauga, jskaitant
susijusig rizikg ir pavojus naudojant medicinos prietaisg.

Descriptions of how biocompatibility and safety, including the risks and danger
associated with the use of medical device have been checked.

Klinikinio tyrimo sustabdymo arba nutraukimo anksciau laiko kriterijai ir
procediros.

Criteria and procedures for suspension or early termination of the clinical
investigation.

|:| psl./pages

I:l psl./pages

[ ] psl/pages

* Jei néra pateikta kartu su pareiskimu dél klinikiniams tyrimams skirto prietaiso (33 punkte) (pagal Lietuvos
medicinos normos MN4:2009, VIII priedg ar Lietuvos medicinos normos MN 100:2009 VI prieda).

* If have not been presented with Statement concerning devices intended for clinical investigation (in 33 position) (according to

the Medical device directive 93/42/EEC, Annex VIII or Active implantable medical device directive 90/385/EEC, Annex VI ).

Patvirtinu, kad prane$img sudaro

lapai(-y), sunumeruoti(-y) eilés tvarka ir visi pateikti dokumentai ir

informacija yra tikri ir teisingi. ISskyrus tiriamus duomenis, medicinos prietaisas atitinka biitinuosius reikalavimus.
Yra imtasi visy reikalingy priemoniy apsaugoti paciento sveikata ir uztikrinti jo sauga. Informacija apie klinikinius
tyrimus bus saugoma kaip numatyta medicinos prietaisy saugos techniniuose reglamentuose.

| affirm that notification consists of ___ (number of pages) pages and all documents and information are true and correct. Medical device
conforms to the essential requirements apart from the aspects covered by the investigations and, with regard to these aspects, every

precaution has been taken to protect the health and safety of the patient. Information of investigation will be kept as prescribe in technical
regulations on safety of medical devices.

(pareigy pavadinimas) (parasas) (vardas ir pavardé)

(position)

(signature) (name, surname)



