3asBneHue oo Komucusa no etmka 3a CbLeCTBEHU NPOMEHU B
KITMHUYHO U3NUTBaHe HAa MeAULIMHCKO usaenve n AoKyMeHTauumsaTa
no un. 48, an. 1 or 3MUA

Application form to Ethics Committee for Significant Changes in
Clinical Investigation of Medical Device and Documentation on art.
48 (1) of MDL

DaHHu 3a Komucus no etuka / Identification of Ethics Committee ?

Mme Ha neyebHoTO 3aBeaeHne / Medical institution's name

pag / City MoweHckn kop / Postal code
Ynuua, Homep / Street, Number TenedoH / Phone
dakc / Fax E-mail

Mpeaceparten / Chairman

3asBneHue ot: / Application by:

] Bwanoxwuten/ Sponsor

L] Mpeacrasuten Ha Bb3noxutens B Pbbnrapusa/ Sponsor’s representative in Bulgaria
] maeeH nscnegosaren / Head investigator

] KoopanHupawy nscnegosaten / Coordinating investigator

[axHu 3a 3aasutens/ Identification of Applicant
Opranusauuns / Organization

Jlnue 3a koHTakT / Contact person

Kon Ha ctpanaTa / Country code ¥ Kon Ha pervona / Region code °
paa / City MoweHckn ko / Postal code
Ynuua, Homep / Street, Number TenedoH / Phone

dakc / Fax E-mail




3. |WpeHTndmkauma Ha knmHM4HO nanutBaHe / Identification of clinical investigation

3.1 |3arnaBue Ha usnuteaHeTo / Title of investigation

3.2 Bxopsaw, Ne Ha 3asBneHneTo 3a nony4vyaBaHe Ha ctaHoBuLe oT Komucusa no etuka / Ref

; No of application form for Statement of Ethics Committee

4 | WoenTndmkauma Ha Bb3noxutens / Identification of Sponsor

4.1 |Bwb3noxuten/ Sponsor
Opranusaums / Organization
Jlnue 3a koHTakT / Contact person
Kop Ha cTtpanaTa / Country code # Kop Ha peruona / Region code ®
pag / City MoweHckn kop / Postal code
Ynuua, Homep / Street, Number TenedoH / Phone
dakc / Fax E-mail

4.2 |NMpencraButen Ha Bb3noxutensa B PBbnrapua / Sponsor’s representative in Bulgaria
OpraHusaums / Organization
Jlnue 3a koHTakT / Contact person
pag / City MoweHckn kop / Postal code
Ynuua, Homep / Street, Number TenedoH / Phone
dakc / Fax E-mail

5 |lMnaHupanu npomenu / Planned changes

5.1 | OnucaHue Ha npomeHuTe / Description of changes
CouwecTtBeHa npomsHa B: / Significant change of:
nnaHa Ha nacnegsaHeTo / plan of investigation [(JOa/Yes []He/No
agMuHUCTpaTMBHaTa opraHusaums / administrative organization (10a/Yes []He/No
Ka4yecTBOTO Ha u3nuTBaHoTo nsgenwve / tested device quality [(JOa/Yes []He/No
HEKNMUHUYHW JaHHW, MPOMEHSLLN CbOTHOLLIEHMETO Non3a/puck /
non-clinical data changing benefit-risk ratio [(1Oa/Yes []He/No
KMMHWYHW JaHHW, NPOMEHSLLN CbOTHOLWEHMETO nonsa/puck / clinical
data changing benefit-risk ratio [10a/Yes []He/No
MpomeHn B gokyMeHTaumsita no un. 48, an. 1 ot 3MW / Changes of
documentation on art. 48 (1) of MDL [JOa/Yes []He/No

MpuynHa 3a npomenunTe / Reason of changes ©
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MoTeHumanH nocneacTsusa OT NPOMEHUTE BbPXY KpanHusa pesynTtaTt OT KNMMHUYHOTO U3nuTBaHe
/ Potential consequences of changes on final result of clinical investigation ©

MpuapyxaBawa ¢popmaTta gokymeHTauus / Attending documentation:

O MpuapyxuTtenHo nucmo / Accompanying letter

O O606LeHre Ha NnaHnpaHaTa npomMsHa / Summary of planned change

O Cnuncbk Ha akTyanuanpaHute gokymeHTn / List of updated documents

O AkTyanuavpaHa gokymeHTauus no 4n. 2-7 ot Hapea6a Ne 10 ot 2008 r. Ha M3/
Updated documentation on art. 2 - 7 of Regulation No 10, 2008, of Ministry of Health

O CTpaHnum OT AOKYMEHTaumMsiTa C MapkMpaHy NPOMEHU, CPaBHABALLM aKTyanHUTe U npeanaraHuTe HOBU
TekcToBe / Pages of documentation with highlighted changes comparing present and proposed new text

O Ob6ocHoBka Ha npomeHuTe / Reason for changes

O Konune Ha 3asBneHveto go Komucusta no etuka 3a nonyyaBaHe Ha CTaHOBMLUE 3a MpoBeXxAaHe Ha
KMUHWYHO M3NWTBaHE C MapKupaHu MPOMEHU Ha XapTWeH U enekTpoHeH HocuTen / Copy of application
form to Ethics Committee about its position on clinical trial with highlighted changes on paper and
electronic carrier

° DOeknapupam, 4e nHdopmaLmsaTa B 3asiBNIEHMETO Ha XapTMEH U eNeKTPOHeH HocuTen e

noeHtndHa / | declare, that information in application on paper and electronic carrier is
identical

Data / Date:

3aasuten, ume n cpamunua / Applicant's name and surname:

Mopanuc n nevar / Signature and stamp:




