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1 BwbBepeHue

1.1 TMpeaHa3HayeHUe Ha AOKYMEHTa

[okymeHTa e cb3gafeH KaTo nomarano W HapbyHMK 3a paboTa Ha noTpebuTenuTe Ha BBHLUHATA
(nybnuyHa) yacT Ha EnekTpoHHaTa 6asa OaHHWM Ha MeOUUUWHCKU M3Odenus, 3annawjaHn ¢ obLecTBeHu
cpencTea.

2 OO6xBaTt Ha ny6nMyHaTa YacTt

MybnnyHaTa YyacT ocurypsiea 4OCTbN 4O CleAHUTE CEeKLUN:

e KoHTakTn — gaHHm 3a NAJT,

e Bxopg - cekuus 3a Bxoa B cuctemara 3a oTopusupaHm notpebutenu;

e Pernctpaums Ha 3asBuTeN — N03BOMABa NoAaBaHe Ha 3asBfeHVe 3a perucTpaums B cuctemaTa Ha
HeoTOpM3MpaH notpeburen;

e [lpodun — BKMOYBa AaHHW 3a 3as9BUTENS, 3as8BNEHNS 3a perucTpauns/ npoMsHa Ha peructpaums/
3anuyaBaHe Ha perncTpauus Ha 3asBuTens, 3assneHus 3a gobassHe/ npomsHa/ 3anvyasBaHe Ha
MeOULMHCKU U3Oenns Ha 3asBuTens, MeAuLUHCKN n3genusa gobaseHn oT 3asBuTens, ynpasneHue
npodmnu Ha noTpebutenun (cnyxutenu), KOMTO M3NON3BaT cucTemara oT MMETO Ha 3asBuUTens,
PyHKUMOHANHOCT 3a NpoMsiHa Ha Napona;

e [IpaBuna 3a non3saHe — AaHHW 3a NOM3BaHe Ha cucTeMaTa;

e  MeanuuHckun n3genms — CNMCbK C BCUYKN MeAULMHCKN N3aenuns, KOMTO ca HarnyHu B CUCTeMara;

o LabnoHn n OOKYMEHTU — CMMCBHK C BCUYKM LWIABNOHM U OOKYMEHTW, KOUTO ca gobaBeHu npes
agMUHMUCTpaTUBHUA NaHen Ha cuctemata (CYC) B pybpuka ,LLabrnoHn n goKymMeHTU n ca akTUBHM;

¢ HopmaTmBHa ypeaba — CnNMCHK C BCUYKM Kacaelum HopmaTuMBHaTa ypeaba AOKYMEHTU, KOMTO ca
nobaBeHM npe3 agMUHUCTPaTUBHUSA naHen Ha cuctemata (CYC) B pybpuka ,HoBuHM® u ca
aKTUBHW;

e HOBWHM M CHOOLLEHUSI — CMIUCBK C BCUYKN HOBWMHU, KOMTO ca JobaBeHn nNpe3 aaMUHUCTPaTUBHUS
naHen Ha cuctemata (CYC) n ca akTMBHW.

My6bnuyHaTa YacT ocurypsisa 4OCTbN Ha CrieaHUTe noTpebutenu:

e HeoTtopusumpaHu notpebutenn — notpebutenn, KOUTO He ca perucTpupanu B cucremara. Mmar
OOCTBIM A0 BCUYKM CEKLMM C n3KnodeHne Ha ,lpodun;

e OtopuaupaHn notpebutenu Ha nybnuyHaTa vact — noTpebutTenn, KOMTO UMaT perncrTpaumsi B
cucTemara v ca Bnesnu B npoduna cu. Imat 4ocTbn JO BCUYKU CEKLUN.

3 OcHoBHM noneta N PyHKLMOHANMHOCTH

3.1 OcHOBHM noneTa, U3Nosi3aBaHU B eKpaHHUTe chopmu

3a pa60Ta C BCEKM OT KOMIMOHEHTUTEe ca pa3pa60TeHM EeKpaHHU (bOpMI/I, KOUTO NpeanocTaBAT Bb3MOXHOCT
3a TbpCeHe, BbBeXaaHe, pefakTupaHe, npernexgaHe 1 ny6n|/||<yBaHe Ha MHd)OpMaLI,VIFI OT pa3fnunyeH sua.
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B eKpaHHuTe CbOpMVI Ce nanonaeart CTaHOapTHW MnoJieTa 3a BbBeXAaHe N pefakTupaHe, KaTo:

Mone ot Tvn fara ( | |4 ) - 3a BbBEXOaHe Ha gaTa

nnn |/|360p Ha aaTta OT CUCTEeMEH KaneHaap.

Moneta ot TMN napaw, cNUCcbK (| MsbepeTe nosTopREMOCT ;I) - 3a n3bop Ha
enemMeHT OT 3apeeHa HOMeHKNaTypa.

Mone ot TMn Tekct ( ) — 3a BbBexAaHe Ha

TEKCTOBO onucaHue.

=

Mone ot TnMn “textarea” ( ~|) - 3a BbBEXAaHe Ha No-AbMrK
TEKCTOBM OMNMCaHUsI.

Mone ot Tin ,,Yek6okc” ([~ )— none 3a n3dop Ha cTonmHocT oT Tun Oa/He.

Mone ot TMn ,,U360p Ha chann” () - norne, B KOETO OT panfoBaTa cuctema Ha noTpeduTtens
MOXe Aa Ce NpuKayn rotToB AOKYMEHT/KapTuHKa KkaTo dann.

Mpn BbBEXOAHE HA HOBWM JaHHU B CUCTEMaTa UMK Mpu pedakums Ha Bede CbLUeCcTByBallu, noTpebutens
MOXe [a 3anue JaHHUTe kaTo n3bepe eavH ot geata byToHa ,3anas3un” unum ,lMpoabmkn™
e [lpun pobaBsiHe Ha HOB 3anuc:

o 3anasu: 3anassa BbBeAeHM AaHHW, 1 3apexaa popma 3a BbBeXAaHe Ha HOB 3anuc OT ChLLMS TUM,
C NpasHu noneTa.
o [poobmxu: 3anassa BbBeAeHUTE AaHHM U Bpblua NoTpebuTens Ha ekpaHa CbC CUCbKa OT
3anucu.
e [pu pegakumsa Ha Beye CblleCTBYBaLl

o 3anasu: 3anassBa pedaKkTMpaHUTEe OaHHW W OCTaBs NoOTpebuTens Ha CblUMS ekpaH, C Beye
KOpUrMpaHWTe OaHHW.

o Mpopbmku: 3anasea BbBeOeHUTE OaHHM U Bpblla MNOTPEGUTENs Ha eKkpaHa CbC CNUCbka OT
3anucum.

3.2 [Oonyctumu chopmaTtu
CucrtemaTta no3BonsiBa kayBaHe Ha pas3nnyHun qaaﬁnose KOUTO Oa ce NpukayBaTt KbM 3adBlieHUATA.
CDOpMaTI/ITe MO3BOJIEHU 3a D,O6aBF|He ca.

dopmaTtu 3a JokymeHTu: doc, docx, pdf, ppt, xls, zip, rar, rtf

dopmatm 3a N3obpaxerus, Kaptu n Thumbnail: jpeg; jpg, png, bmp
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B cuctemara ce nossonsiea COpTUpaHe Ha AageH Crncobk no V|36paHa oT I'IOTpG‘GVITeJ'IF-I KOJIOHa.

KaTo 3Hak 3a Bb3MOXHO copTupaHe No KOoJIoHa € NocTaBeHa MKkoHaTa ™ .

3a copTupaHe Mo KornoHara e Hy)HO camMo U eVHCTBEHO [a Ce HaTUCHe HanMeHoBaHMeTo W. Mpu NbpBo
HaTWCKaHe JaHHUTe Ce COpTUpaT Bb3X0AALO, a NPV NOBTOPHO HATUCKaHe HU3XOASLLO.
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4 Bxop

4.1 Bxop B cuctemara

CuctemaTta nosponsiea Ha I'IOTpGGVITeJ'I (Ha KOroTto ca npenocrtaBeHU I'IOTpe6VITeJ'ICKO nMme n napona) aa
Briese B l'lpOd)I/IJ'Ia Cn B cCTemMaTta 4Ype3 BbBeXaaHe Ha cneaHnTe gaHHU:

e [loTpebutencko ume
e [lapona

Hauano f Bxoa

BX0OO

MoTpeburencko wMe: *

test_user

Bxon B

cHUCcTeMaTa
Mapona: *

escesees DYHKUMOHANHOCT 3a
Bb3CTaHOBABaHe Ha
sabpaBeHa napona

PerMCTpaLl,Mﬂ Ha HOEB
3adaenTen

durypa 1 Bxoa B cucrtemarta
|-|pl/| BJ1In3aHe B cuctemMmarta Tp9|6Ba Aa ce cneaBart cnegHuTe CTblKAU:
C1brku

1. W36op Ha 6yToH ,Bxoa“ ot neHTaTa Hag rmaBHOTO MEHIO:

& Bxop

2. TonbneaHe Ha ,[oTpebutencko ume* n lMapona“.

3. W36op Ha 6yToH ,Bxog”.

I'Ipm HEKOPEeKTHO BbBeaeHN JaHHN, HeCbOTBETCTBALLU CU I'IOTp66I/ITeJ'ICKO nMe " napona unm HenonbJIHEHN

OaHHWU, cuctemata ysegomsasa n0Tpe6|/|Ten;| CbC CbOOLLEeHNE N He Oonycka Brnn3aHe B npocpvma.

4.2 3abpaBeHa napona

B cnyqa|7| Ha 3a6paBeHa napona cucrtemarta no3BoJfiABa Ha ﬂOTpe6I/ITeJ'IFI (3aHBVITeﬂ) Aa mn3nonssa
d)YHKLI,I/IOHaJ'IHOCT 3a 3a6paBeHa napona (J'WIHKa OT ®urypa 1 Bxoa B CVICTeMaTa). CuctemaTta mnsucksea ot
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notpebutensa ga sbBeae ,lloTpebutencko nve® n ga HatucHe 6yToH ,M3anpatu® (NnokasaHun Ha curyparta
no-gony). MNMpu KOpekTHO BbBEAEHM OaHHW cucTemMaTta u3npawa napona Ha E-mail ot npodwuna Ha

notpeburens:

SAEPABEHA NAPONA

MNoTpebuTencko uMe: *

MinpawaHe
Ha safpaBeHa
napona Kbm
email

durypa 2 3abpaBeHa napona
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5 Perucrtpauusa Ha 3aaBuTen

Cuctemata no3BofisiBa Ha noTpebuten (KOMTO He e BNsi3bn B npodwia cu B cuctemaTa) Aa uanpatu
3anBneHne 3a perucTpaumsl B cucremara:

3a nanpallaHe Ha 3asBrneHne 3a perucTpauus Tpsabsa Aa ce cneasar criefqHuUTe CTbKK:

CTbnku

1. W36op Ha 6yToH ,Pernctpauua Ha 3asButen” oT xeabpa (MNu OT NMHKa NokasaH Ha ®urypa 1 Bxop

B cucTemara):

PEFMCTPALIMS HA SASIBUTEN

2. Cuctemata oTBap4A cbopma 3a NonbJiIBaHe Ha criegHUTe AaHHW B cekuus ,3asiBreHune” :

Twun Ha 3asBneHuneTo:
o [MbpBO NpepocTaBsiHe Ha MHAOPMaLMS.
Cbrnacue 3a nonyvyaBaHe Ha KOPECMOHAEHLMS MO €MNEeKTPOHEH MbT;

Twn 3agBuTen.
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Hadano [/ PervcTpauma Ha 3afsuTen

PEMMCTPALMA HA 3AABMTEN

. .

BG / CAD1

Kog Ha crpanata / Country code

BG

¥nuua, Homep [/ Street, number
Namad Npyee 8 / Damian Gruev 3
TenedoH / Phone

(02)890 35 55

E-rmail / E-rmail

bda@bda.bg

Tun zaReneHue: *

HMabepete TMN 3aRBNEHWE

eNeKTpoHeH NbT

ZamABuTEN: *

MabepeTte zanBuTEn

Kog Ha KoMneTeHTHMA oprad / Competent authority code

AAHHA 34 3ASABMEHWMETO f INFORMATION FOR THE REQUEST

“ JaneneHne ‘ MponzsoguTen ‘ 3anBuTen ‘ Men. nzaoenta ‘ MoTebpX¥OSHS

AAHHK 3A KOMMNETEHTHWA OFFAH [/ IDENTIFICATION OF THE COMPETENT AUTHORITY

MrMe Ha KoMneTedHTHUA oprad / Competent Authority's name

HanbnHMTEnHa areHuma no nexkapcrearta / Bulgarian

Drug Agency

Ipag [ City

Codwma [ Sofia

MoweHckk kopa / Postal code
1303

@akc [ Fax

(02)890 34 34

3a nonenBaHe NoneTa BbE hopmaTa 3a

Ma il

perMcTpupaHe

ca oTGenAsaHn 3a0 bIKUTENHUTE

Ckrnacue =a NonyyaeaHe Ha KopecnoHOSeHUWA no

3anassaHe
Ha BEbBefeHN
AaHHW

-

Consent to receive correspondence electronically

@ Yes
Mo

Reported by:

NMpemmHaBaHe KbBM
cnegeada CTeNKa

T

EBponeiicku counaneH ¢oHa

c¢durypa 3 Peructpauus Ha 3aaBuTten — ,,.3asaBrneHue’

Tlpoexmvm ce ocvwyecmensa ¢ unancosama nookpena na Onepamusna npocpama ,, Pazgumue na yosewkume
pecypcu”,cvpunancupana om Eeponeiickus coyuanen gpono na Egponeiickus cvios
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*

*
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EBponeiicku cbio3

IIPOEKT BG051P0001-6.2.14 m
» Cb30asane Ha eekmponna 6a3a OaHHU ¥ o EC@
Ha MEOUYUHCKU U30eUs, %ﬂ 5":"}"”‘{&
3anaawanu ¢ oouiecmeenu cpeocmea’” ~—

Esponeiicku counaneH GoHa

Cnep nonbriBaHe Ha AaHHMTE Ha OGbMrapcku U Ha aHIMUACKK e3uK, NoTPebuTenart rn 3anncea ¢ 6yToHa
»3anasn” unu ,Mpoabmkn” 1 NpeMrMHaea KbM criegBaliaTa CTbrka.

3. [lMonbnBaHe Ha gaHHM B cekums ,lponssoanten”

Mme Ha npousBoanTensi, NbIHo;

Manufacturer name, long;

Mme Ha npon3BoOONTENIA, KPATKO;

Manufacturer name, short;

Kon;

Code;

Kop Ha cTpaHara;
Kog Ha obnacT;
O6wWwuHa;

Mpag;

City;

[NoleHcku koa;
Ynuua, Homep;
Street, number;
MoLleHcka KyTus;
JInue 3a KOHTaKT;
Contact person;
TenedoH;

dakc;

E-mail.

Tlpoexmvm ce ocvyecmeasnga ¢ punancosama nodkpena na OnepamusHa npocpama ,, Pazsumue Ha yogewikume
pecypcu’”,copunancupana om Eeponetickusi coyuanen pono na Eeponeiickus cvios
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* *
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EBponeiicku cbio3

IMPOEKT BG051P0O001-6.2.14

» Cb30asane na enekmponna 6a3a OaHHu
HA MEOUYUHCKU U30eIU,

3anaauwianu c obuiecmeenu cpeocmea’”

Hauano § Pervcrpawmns Ha sassmTen

«” Oaunnte ca oGHOBEHM YCNEWHO
PEIMMCTPALLA HA 3AABITTEN

-‘. 2ana ﬂr Mnp O T en

VMe Ha NPOMIBOAMTENSA, MbAHO: *

WMe Ha NpoMsBognTens, KpaTko: *

Kopa Ha crpaHaTa: *

MaBepere kog,

pan: *

MoweHCKK Koa:

¥nwnua, HoMep:

NoweHcKa KyTHUA:

Nuue za KOHTaKT: *

Tenedon: *

DK

E-rmail: *

-‘. SaaBMTen -‘. M. = jenua -‘. NoTes eHne

AAHHW 2A MPOM3BOOMTENA / IDENTIFICATION OF THE MANUFACTURER

Manufacturer name, long: *

Manufacturer name, short: *

Code: *

Country code:

City: =

Postal code:

Street, number:

PO box:

Contact person: *

Phone:

E-rmail:

c¢urypa 4 Peructpauus Ha 3aasuten — ,,llpounssoaurten”

EBponeiicku counaneH ¢oHa

Hpoekmbm ce ocvujecmesied C ([)uHchoeama noakpena Ha Onepamusna npoepama ,,Pageumue Ha YoeeuKume

pecypcu”,cvpunancupana om Eeponeiickus coyuanen gpono na Egponeiickus cvios
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*

*

*
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EBponeiicku cbio3

IIPOEKT BG051P0001-6.2.14 m
» Cb30asane Ha eekmponna 6a3a OaHHU ¥ o EC@
Ha MEOUYUHCKU U30eUs, %ﬂ 5":"}"”‘{&
3anaawanu ¢ oouiecmeenu cpeocmea’” ~—

Esponeiicku counaneH GoHa

Cnep nonbriBaHe Ha AaHHMTE Ha ObMrapcku U Ha aHIMUIACKK e3uK, NoTpebutenart rm 3anucea ¢ OyToHa
»3anasn” unu ,Mpogbmkn” N NpeMrMHaBa KbM criedBaljaTa CTblka OT perucrpauumsaTa.

4. T[lonbnBaHe Ha JaHHW B cekuus ,3aasuten”;

Mwme Ha CpVI3VI'~IGCKO nnn ropnagnyecko nmue;

Name of natural or legal person;

Bug kopn;

Kog;

Code;

Kop Ha cTpaHara;
Kop Ha obnacT;
O6wmHa;

Mpag;

City;

[NoleHcku koa;
Ynuua, Homep;
Street, number;
MoLleHcka KyTus;
Jlvue 3a KoHTaKT;
Contact person;
TenedoH;

dakc;

E-mail;

Homep Ha pa3pelueHune 3a Tbproemda Ha egpo ¢ Mead. n3genund;

[aTta Ha paspelleH/e 3a TbProB1s Ha eapo C Med. Unenus.

Tlpoexmvm ce ocvyecmeasnga ¢ punancosama nodkpena na OnepamusHa npocpama ,, Pazsumue Ha yogewikume
pecypcu’”,copunancupana om Eeponetickusi coyuanen pono na Eeponeiickus cvios
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EBponeiicku cbio3

IMPOEKT BG051P0001-6.2.14

» Cb30asane na enekmponna 6a3a OaHHu
HA MEOUYUHCKU U30eIU,

3anaauwianu c obuiecmeenu cpeocmea’”

Bug koa: =

MaBepete sug,

Kog Ha crpanara: *

MaBepeTte koA

rpaa: ~

MoweHckK Koa:

¥Yauua, HoMep:

MoweHcKa KyTua:

Mrue za KOHTaKT:

Tenedou: =

@akc:

E-rmail: *

wspenna:

Hauano / PervcTpawn Ha sassrTen
«” Nanunre ca noGaBenn yonemwHo

PEMMCTPALIMA HA 3AABUTEN

MNponssoanTesn

.‘- SanasreHnne .‘-

OAHHKM 34 3AFABUTENA / DETAILS OF THE NOTIFIER

MMe Ha GUIMUSCKO UAW IPUAMUSCKD auLe: *

HOMep Ha paspewenne 3a TLPrOBMA Ha eApo C Med.

Nata Ha pazpeweHWe =3 THDTOBMA Ha eAp0 C Med. M3aenua:

ﬂ ZansnTen ‘ ™M o | esina ‘ Moren eHne

Mame of natural or legal person: =
Code type:
Code: *

Country code:

Postal code:
Street, number:
PO box:

Contact person:

Phone:

E-rmail:

Mumber of permit for wholesale of medical devices:

Date of permit for wholesale of medical devices:

[

c¢urypa 5 Peructpauus Ha 3aaButen — ,,3aasuten’

EBponeiicku counaneH ¢oHa

HpOQKm‘bm ce ocvujecmesied C ([)uHchoeama noakpena Ha OnepamusHa npoepama ,,Paseumue Ha YoeeuKume

pecypcu”,cvpunancupana om Eeponeiickus coyuanen gpono na Egponeiickus cvios
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IIPOEKT BG051P0001-6.2.14 m
,»Cb30asane na enekmponna 6aza Oannu o EC@

3
Ha MEOUYUHCKU U30eUs, %ﬂ ":"’r"”‘{i
3anaawanu ¢ oouiecmeenu cpeocmea’” ~—

Esponeiicku counaneH GoHa

EBponeiicku cbio3

Cnep nonbriBaHe Ha AaHHUTE Ha 6'bJ'II'apCKVI W Ha aHIMUNCKN e3UK, I'IOTpe6VITeJ'IF|T ' 3anucea C 6yTOHa
»3anasu” unm ,,I'Ipop,bnmm” M npemMmnHaBa KbM criegBallaTta CTblkKa OT nogaBaHe Ha 3adaBJIEHUETO.

5. [lMonbnBaHe Ha gaHHM B cekuma ,Mepn. nagpenna®:

Koa Ha kaTeropuuTe n3genus;
MeauumnHckn nspenus;

WcTopus;

MHdopMaLus 3a Tbproeela Ha eapo;

MpunoxeHn JOKyMEHTMW.

HpoeKmam ce ocvujecmesied C dmnancoeama nobkpena Ha Onepamueﬂa npoepama ,,Paseumue Ha YoeeuKume

pecypcu’”,copunancupana om Eeponetickusi coyuanen pono na Eeponeiickus cvios
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** % IMPOEKT BG051P0O001-6.2.14
: *; » Cb30asane na enekmponna 6a3a OaHHu
HA MEOUYUHCKU U30eIU,
* x % 3anaauwianu c obuiecmeenu cpeocmea’”

EBponeiicku counaneH ¢oHa

EBponeiicku cbio3

Hauano f Permcrpals s na saasiren

P g AausuTe ca AOoGaBeHn VoNemHo

PEI CT PALIMA HA 2AA9BLTTEN

_‘- Sasanenne _‘- n MIEBoaMTen _‘- ZassnTen ﬂ‘ Men. nazgenna | Dorew erne

AOAHHK 3A KATEMOPUKMTE MZAEANA, MOOANEHALLM HA BEBEHKAAHE B CMNMCEKA / DETAILS FOR MEDICAL DEVICE

Koa Ha kKaTeropuuTe naaenma: =~ Device category codes:
[ 01 - AKTUEBHI MMANEHTHURYEMN MIAeNMA 01 - Active implantable medical devices

[ 0z - Msaenna za aHecresna 1 pecnKpauns 0Z - Anaesthetic and respiratory dewices

[ 02 - CroMaTonorMuHm usaenmus 02 - Dental devices

[ 04 - ENexTDOo-MeXaHMUHN MeaMUMHCKN M3aenns 04 - Electromechanical medical devices

[ o5 - Bonumuno oGopyasane 05 - Hospital hardware

[ 06 - MH BUTPO AMIrHOCTHMUHK M3Aenna 06 - In wvitro diagnostic dewices

[ 07 - HeakTHMEBHKM MMANaHTUDYSMKM MSaAenna 07 - Mon-active implantable devices

[ o8 - Mzpnenua =a odTANMONOrMA 1M ONTUKS 082 - ophthalmic and optical devices

[ 09 - Msaenn=A =3 MHOroOKDaTHa ynoTpeta 09 - Reusable dewvices

[ 10 - MsasanAa =a eanokpaTHa ynoTpeta 10 - Single-use devices

[ 11 - TexHMueckn CPpeacTEa 33 NMUA € YEpeXaAaHna 11 - Assistive products for persons with disability
[ 12 - Msaenusa 3a AMAarHoCTMYHa M TepanesTnYHa 12 - Diagnostic and therapeutic radiation devices
paauauma 12 - Complementary therapy devices

[ 1= - M3aenua =8 A0NLAHWTeNHa Tepanna 14 - Biological origin dewvices

[ 14 - Msaennua € GMONOrMYeEH NPOMSXOA 15 - Healthcare facility products and adaptations
[ 15 - NMpoAykTH 1 ApUucnocoBnerna =a neuabHm 1 16 - Laboratory equipment

IApaBHW SaBeaeHms
[ 16 - NaGopatopHo oBopyasane

MearuMHCKIK M3aenna: Medical devices:

[ KnacT Class 1

I wnac 1Ia Class IIa

[ wnac 6 Class ITb

I wnac 1 Class IIT

=1 saaraa ATMD

1 wvisaMK VDMD

Vicropwma: History:

O vima npegruwnm MaTernAaHmMA wnm =abpana 8 Apyrm There are prewvious recalls, banning in other countries or
Aepsscasi post-rmarket surveilance studies

[ Aoknaasann HeXxXKenaHK MHLMASHTH, CBEBDSaHM C Any reported adverse incidents

mznenmeTo

[ Mpoeexaa ce NOCT MAaPKeETUHIOBO NMPOCHeAABaHE HAa Conduct post-rmarket surveillance for safety

BesonachocTTa Ha MsaeaneTo

MHBOPMALLMS 24 TEPMOBELLA HA EPO / INFORMATION FOR THE WHOLESALER

[ Permcrpaums B TeProBCKMA DErmMcrep Registration to Trade register

[ Mucrio/AoKyMenT 3a ¥MIeAHOoOMOoWasaHe oT Letter/document for authorization by manufacturer
npowssoanTensa

[ Hanuume Ha cMcTeMa 33 PerMcTPpUMPaHe, OUeHKE 1 System for registration, assessment and reporting
AcKnagsane Ha KMHLMASHTI incidents

[ Hanuume Ha cMcTema =a GNoKMPaHe M USTernAne ua Presence of system for blocking and withdrawal of
MsaennAa oT Nasapa dewices from the market

[ TeproeeusT Ha eapo e M BHOCKHTEN The wholesaler is also importer

APVAIOMCEHN ACKYMEHT / APPLIED DOCUMENTS

[ OokyMeHT, ¥yAOCTOBEPABAL, NPeACTABMTENHETE BASCT Ha Document certifying the representative power of the
FrEAHOMOoLMT NS principal

[ OokyMedT/NMUcHMo 23 ¥ILAHoOMOoWa3saHe oT Document/letter of authorization from the
NMPOWMSBEO0AMTENA 3a NoAaBaHe Ha HAaCTOAWOTOo ZaABneHne rmanufacturer's submission of this application

AokyraenT: MpunoxeHn AoKymMenTk / Applied documents:

10MEB Makc. pazmep (doc, docx, pdf, xIs, ppt, zip, rar, rtf, ipg,

pngl

c¢durypa 6 Peructpauus Ha 3aasuten — ,Men. Uspenna®

Cnep nonmbrBaHe Ha [[aHHWUTE, NOTpebutensaT rm 3anucBa ¢ 6ytoHa ,3anasun” unu [pogbimkn” un

Tlpoexmvm ce ocvwyecmensa ¢ unancosama nookpena na Onepamusna npocpama ,, Pazgumue na yosewkume
pecypcu”,cvpunancupana om Eeponeiickus coyuanen gpono na Egponeiickus cvios
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S IIPOEKT BG051P0001-6.2.14 %/\P
: : » Cb30asane na erexkmponna 6aza 0annu C@ f
* HA MEOUYUHCKU U30eIU, %& 5::’,"2“\&
* o X 3anaawanu ¢ oouiecmeenu cpeocmea’” ~
EBponeiicku couvaneH hoHa

EBponeiicku cbio3

npemMunHaBa KbM nocriegHaTa CTblKa 3a NoTBbpXXAaaBaHe.

6. [MonbneaHe Ha AaHHM B cekuus ,MoTBbPXKAEHNE"

o Or €KpaHa HOTB'bp)KD,E‘HVIe, I'IOTpe6VITeJ'IFI MOXXe Oa noTBbpAu 3adBKaTta CU U Oa nperne/:l,a/

CbXxpaHu reHepupaHua PDF dann ¢ gaHHUTe Ha 3asBKara.

Hadvano [ PerucrpauMa Ha 3assuTen

« NaHHnTe ca 06HOBEeHN YCNemHo

PEMCTPALIMA HA 3AABMTEN

‘- Zaa ‘. n auTen ‘. Sansuren ‘. Men. jenna

PDF @Al 24 3AABNEHWETO / PDF FILE FOR THE REQUEST

EE 2AABNEHWE HOMEP 45

-‘ MoTebpxxOeHne

c¢durypa 7 Peructpauus Ha 3asasuten — ,[lloTBbpxaeHue"

AKO MO Bpeme Ha HSIKOSi OT CTbMKMTE MOTPebuTens BbBeAe HEKOPEKTHW OaHHW, cucTemarta u3Bexaa
NMOAXOASALLO CbObLLEHNE 3a rpeLlka U NoaKaHs NoTpeduTens aa U34mMcTu rpeLuKkuTe.

HpoeKM'bm ce ocvujecmesied C d)uHchoeama nodkpena Ha Onepamusﬂa npoepama ,,Paseumue Ha YoeeuKume

pecypcu”,copunancupana om Eeponetickus coyuanen ¢pono na Eeponetickus cvio3
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* X % IMPOEKT BG051P0001-6.2.14
: ‘; »Cb30asane na enekmponna 6aza Oannu C @ ,
g * Ha MeOuyuHCKu uzoenus, Bjjﬁ’ﬁ“\i
* o X 3anaawanu ¢ oouiecmeenu cpeocmea’” ~—
s EBponeiicku couvaneH hoHa
EBponelicku cbio3
6 [MMpodun

Mpu ycnelHo Bnv3aHe B cuctemaTta (Bux: T. 4.1 Bxoa B cuctemara), noTpebutenaT Bnnsa B npoduna

CV MpK KOETO cucTeMaTa BU3yanuanpa cregHus Npo3opeL, C AaHHW 3a 3asiBUTENS U Bb3MOXHUTE OENCTBUS
[0 KOUTO, PErncTpmpaHms notpedbuten uma AocTbn:

Tlpoexmvm ce ocvyecmeasnga ¢ punancosama nodkpena na OnepamusHa npocpama ,, Pazsumue Ha yogewikume
pecypcu”,copunancupana om Eeponetickus coyuanen ¢pono na Eeponetickus cvio3
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EBponeiicku cbio3

IMPOEKT BG051P0O001-6.2.14
» Cb30asane na enekmponna 6a3a OaHHu
HA MEOUYUHCKU U30eIU, *

*
3anaauwianu c obuiecmeenu cpeocmea’”

CP;

EBponelicku counaneH $hoHa

E

HAYANO

> Mpodun Ha sansuTen

® MeauuuHckn nsgenus

® fanuu 33 mea. nsaenus

P 3Zamenenns 33 perncTpauns
> Npodunn

» MNpomsna wa napona

HOPMATUBHA YPE/1IBA

TeEpCeHe B CaiiTa...

o / Mpoduin na samsuren

NMPO®UIT HA SAABUTEN

AAHHU 3A 3ANWCA / INFORMATION FOR THE RECORD

Homep wa zasenten / Requestor number

Aata Ha ce3nasade / Creation date

41

Motpeburenciko ume / Username

user_078ITN

AAHHU 3A 3AABSIEHUETO / DATA FOR APPLICATION

Chrnacne 3a NONyHaBaHe H3 KOPECNoHASHLMA NO

enexTponen neT / Consent to receive correspondence
elactronically

3aseuten / Applicant

MpoussoauTen Ha k

oreHn no nopLuka /

us, uspa

Manufacturar of custom-made dev

ces

LOAHHWU 3A NPOU3BOAWTENSA / IDENTIFICATION OF THE MANUFACTURER

Wnme Ha npoussoaurens, nenvo / Manufacturer name, long Wme Ha nponssoanTens, kparko / Manufacturer name, short
Bozhurina / Bozhurina

Bua koa / Code type

EMH / EGN

Koa Ha crpanara / Country code

1]
fpan / City NMoweHckn Koa / Postal code
afhfifi / faifaifal 57474

¥nuuas, Homep / Street, number Mowexcka kyTus / PO box

toviktykt S 565

igiaighi

Nuue 3a koHTakT / Contact person

ofhfg fifgigl / afhfa fifaia) a

@akc / Fax E-mail / E-rmail

6745674

s.bozhurina@cnsys.bg

AAHHUW 3A KATEFOPUUTE U3AENNA, NOANEXALLN HA BLBEXKAAHE B CMNMCBHKA / DETAILS FOR MEDICAL DEVICE
CATEGORIES

Koa Ha kateropumTe nspenus / Device category codes

03 - CromaTonoriuHmn nsaenns / Dental devices

04 - ENeKkTpo-MexaHnuHi MeauuuHCKkn usaenus / Electromechanical medical devices
05 - BonHuuHo o6opyasane / Hospital hardware

MeauuuHckn nsaenus / Medical devices

Knac I/ Class I
Knac Ila / Class Ila
Knac 116 / Class IIb

Knac I / Class III
AUMI / AIMD
nBAMK / IVDMD

NcTopun / History

Wra NpeanwHn N3TernanuA unm 3a6pana B APy Awp><ask / There are previous recalls or prohibition In other countries

NOKNBABAHM HEXKENAHM MHLWAGHTH, CBLP3aHKM C M3aenneTo / Any reported adverse incidents, related to the device

Mpoeexaa ce NOCT MaPDKETUHIOBO NpocneaneaHe Ha BE30NacHOCTTa Ha WaaenneTo / Post-market surveillance for safety
conducts

UH®OPMALLUA 3A ThPIMOBEUA HA EAPO / INFORMATION FOR THE WHOLESALER

PericTDAaLNA B THPrORCKWA DericTLp / Registration to Trade register

MUCHMO/AOKYMEHT 33 YNENHOMOWaBaHe OT NpoussoanTens / Letter/document for authorization by manufacturer

Hanuuue Ha CUCTeMa 3a DericTPUPaHe, OUSHKA 1 AOKNSABAHE Ha MHUMASHTH / System for registration, assessment and
reporting incidents

Hanuune Ha cUCTeMa 3a GNOKMPAHE M MATEINANE WA M3AENWA OT Nasapa / Presence of system for blocking and withdrawal
of devices from the market

TeproseusT Ha eApo e u eHocuTen / The wholesaler is also importer

HOBUHW U CHOBLLEHUA

c¢urypa 8 NMpocun Ha perucTpupaH 3aasuten

TIpoexmvm ce ocvyecmsssa ¢ punarncosama nookpena na Onepamuena npozpama ,, Passumue na uosewkume
pecypcu”,cvpunancupana om Eeponeiickus coyuanen gpono na Egponeiickus cvios
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* X % IIPOEKT BG051P0001-6.2.14
: : » Cb30asane na enekmponna 6aza 0annu C@ |
HA MeOUWUHCKU u3denus, B:::Tfli
* o X 3anaawanu ¢ oouiecmeenu cpeocmea’” :

< EBponeiicku counaneH ¢oHa
EBponelicku cbio3

6.1 MMpaBa Ha 3asAABUTENU U CRYXUTENU
Ha 3adaBUTeENnnTe, KOUTOo Ca Bles3sin B npocbvma CU Ce npenocrtaBda AOCTbN OO0 crnegHunTe NMHKOBE:

e [Ipochun Ha 3aasuten;

o  MeguumHcku nsgenus;

e [laHHK 3a mMead. n3genwus;

e 3adBneHwus 3a perncrpauus;
o [lpodunu;

e T[lpomsiHa Ha napona.

Ha I'IOTp66I/ITeJ'II/ITe (Cﬂy)Kl/ITe.I'IVI), Ha KOUTO € fJafdeH AOCTbn OT 3adaBUTEN Ce npegocrtaBA AOCTbMN OO0

crnegHunTe NUHKoBe:

e MepguumHckn nsgenus;

e [laHHuW 3a men. usgenus.

6.2 Mpodun Ha 3aaBuTen

Ot nuHk [Mpodun Ha 3aseuten® cuctemarta NO3BOMNsiBa Ha noTpedbutens ga npernega AaHHWTE CU B
cuctemata. [laHHuTe ce B3umaT OT 3asABMEHWETO 3a perncrTpauns Ha 3assuTens u ce obHoBsIBAT npu
opobpsiBaHe Ha 3asiBrieHMe 3a NpoMsiHa Ha pernctpaums. Cuctemarta Busyanusmpa crnegHute JaHHW 3a
notpebutens (durypa 8 Mpodun Ha perucTpupax sasesuTen);

e [laHHK 3a 3anuca,;

e [laHHK 3a 3asBNEHUETO;

e [laHHK 3a npousBoaUTENS;

o [laHHM 3a KaTeropumTe U3genus, nognexaln Ha BbBeXaaHe B CrMCHKa;

e VHdopmauuns 3a Tbproseua Ha eapo.

6.3 MeaunuunHckn napgenus

OT nuHK ,MeauuuHCKM n3genusa” cuctemarta npeaocTaBa AOCTbM A0 CNUCHK C BCUYKM MeOULIMHCKM
nsgenus, kouto ca fobaBeHn OT 3asiBUTENS B cMcTemaTta U KbM MOMEHTa U cTaTycbT UM e ,PernctpupaH”
unu ,MpomMeHeH". 3a BcAKo U3denue cuctemara nokassa crefqHUTe AaHHU:

e HaumeHoBaHue;
e Kog;
e K/wme Ha npousBoguTen;

e llMe Ha 3aaBuTEn;

HpoeKmam ce ocvujecmesied C qbuHchoeama nobkpena Ha OnepamueHa npoepama ,,Paseumue Ha YoeeuKume

pecypcu”,copunancupana om Eeponetickus coyuanen ¢pono na Eeponetickus cvio3
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* % % IMPOEKT BG051P0001-6.2.14
: : » Cb30asane na enekmponna 6aza 0annu C@ |
* HA MEOUYUHCKU U30eIU, Bjjﬁ’ﬁ“\i
* o X 3anaawanu ¢ oouiecmeenu cpeocmea’” :

< EBponeiicku counaneH ¢oHa
EBponelicku cbio3

e [enctBus:

o OyToH 2 no3sonsiBa npernea Ha BCUYKM AaHHW 3a MeaULMHCKOTO U3AENNE;

o) 6yTOH no3BoridBa KonunpaHe Ha [JaHHUTe 3a MeauMUUHCKOTO wu3genve u

aBTOMATUYHOTO MM 3apexJaHe BbB popmaTa 3a 3asiBrieHue 3a gobaBsiHe Ha MeAMLMHCKO
nsgenue B cnucbka (BWX T. 6.4 [laHHu 3a men. usgenus). MNotpebutensaTt TpssGea aa NonbiHU

AOONBbJIHUTENTHO OaHHUTE, KOUTO Ca nHanBunayaliHu 3a BCAKO 3adBJ1eHne.

6.4 [daHHU 3a mepn. nsgenus

Ot nuHk ,[laHHn 3a men. nsgenus“ cuctemaTa npefocTaBsa AOCTbN A0 CMUCBK C BCUYKM  bopmMynsapu 3a
MeOULMHCKN U34enus, 3a KoUTo ca fobaBeHn AaHHW OT 3asBuTens (dwurypa 9 Cnuckk ¢ hopMyrnsapu 3a

MeanUMHCKM usaenus). 3a Bceku hopMynsip cucteMaTta nokassa criegHuTe AaHHU:

e [aTa;
o WO,
o Oann;

e /me Ha usgenwue;
e Kop Ha usgenue;
e Crartyc;

e [lencteue

o O6yToH 2 no3BorisiBa Nperneq Ha BCUYKM JaHHM 3a MEAULIMHCKOTO usaenve;

o 6YTOH s no3BoJidBa peaaktmpaHe Ha YepHOBU.

HpoeKmam ce ocvujecmesied C qbuHchoeama nobkpena Ha OnepamueHa npoepama ,,Paseumue Ha YoeeuKume

pecypcu”,copunancupana om Eeponetickus coyuanen ¢pono na Eeponetickus cvio3
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Hauano / lannu 3a Mea. usaenns

¥

HoodUiHa sersuten LAHHW 3A MEL. U3LENNS

MeauuMHCKK usgenms

¥

[3HHW 33 Mea. u3nenus

(&} Qo6zesre Ha nanty 3 Men. uanenve

¥

33ABNEHNA 33 perucTpayms
BPOI 3AMMCK: 10

15:32

WME HA
W3OENME

> MNpodwunn
> TpoMAHa Ha napona OATA § na AN
10/12/2012 180 "
) Meee
17:14 —
10/12/2012
179 jtdtytdj

KO HA U3E/NE

01AIMD]5555567182

111V6688860956

CTATYC

B npouec Ha
obpaboTka

YepHoea

AEACTBUA

Jo

N

curypa 9 Cnucubk ¢ popMynsipy 3a MeAULMHCKU U3genus

Ot nuHka ,JJobaBsHe Ha gaHHM® cucTemaTa No3BonsiBa Aa ce MNOMbIHAT Y U3NpaTAT HOBUM POPMYyNsapu Ot

€dWVH OT cneanTte TunoBe:

. ,D,OGGBFIHG Ha MeOJULUMHCKO naaenune B Cnncobka,

¢ VHdopmupaHe 3a npomMsiHa — HEOGX0AMMO € NoTpebuTens Aa Nocouy HoMep Ha MpeaulleH

hopMynaAp 3a MEAMLMHCKO U3aenue. KoeTo Liie 6bae NpoMeHsIHO;

e 3anuyaBaHe C NMOCOYBaHE Ha OCHOBaHWSATa— HEOOXOAMMO € NoTpebuTens Aa nocoun Homep

Ha npeauiieH cbopmynﬂp 3a MeaMUMHCKO n3genuve, KoeTo e 6bae NMPOMEHAHO.

TunbT ce onpegens ot u3bpaHata cToMHOCT B none , Tvn hopmynsap®:

[TbpBO NpegocTaBaxe Ha HhopMauma
WHopmupare 3a npomaHa
3annyaBaHe C NoCOYBaHE Ha OCHOBAHWMATA

c¢ourypa 10 U360p Ha TN chopmynsp 3a MeAULIMHCKO u3genuve

Tlpoexmvm ce ocvyecmeasnga ¢ punancosama nodkpena na OnepamusHa npocpama ,, Pazsumue Ha yogewikume
pecypcu”,copunancupana om Eeponetickus coyuanen ¢pono na Eeponetickus cvio3
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6.5 3asBneHus 3a perucrpauus

OT nuHK ,3asBneHus 3a perncTpauma“ cuctemaTa npeaocTaBs 4OCTLMN A0 CNUCHK C BCUYKM 3asiBMEHNS 3a

perncTpaums/npomMsiHa Ha perncTpauns/3anmyaBaHe Ha permcTpauusl, KOuTo ca AobaBeHn OT 3asBUTENS B

cuctemarta (cdpurypa 11 Cnuckk cbe 3asBrieHun 3a peructpauus). 3a BCAKO 3asiBNeHne cuctemara nokassa

cnegHunTe AaHHW:

e [aTa;
o WA
e Qann;

e Twvn 3asBneHue;
e Twvn 3asBuTten;
e Craryc;

e [enctBud

o OyToH £

o 6yron

no3BoJidBa nperneg Ha BCUYKM AaHHWM 3a MEANLIMHCKOTO U3aenue;

no3BoJidBa peaaktmpaHe Ha 4epHOBU.

Hasano [ 3zRensHur 33 DEMMCTREWMA

3AABNEHMA 3A PETMCTPALIMA

|_5.='.|. OoSaeRne Ha ZaABNEHHE

BPOH SAMMCK: 2

DATA ¥ Mg oain
29/08/2012
tg
10:17
24082012 as
14:40 =

THN ZAABNEHWE THM ZAABHMTEN CTATYC ﬂEﬁCTBHH

Hudoprrpane 3a MpovzeoanTen Ha 7
HepHoea

MPoMAHS MEAMUHHCKEH W202nHA

IMepeo npeaccTasaHe MpovzeoanTen Ha

PerMcTprpaH p
Ha nHdopHaUna MEQMUHHCKH HIA2nHA

c¢ourypa 11 CnucbK CbC 3aABIEHUSA 3a perMcTpaums

Tlpoexmvm ce ocvyecmeasnga ¢ punancosama nodkpena na OnepamusHa npocpama ,, Pazsumue Ha yogewikume
pecypcu”,copunancupana om Eeponetickus coyuanen ¢pono na Eeponetickus cvio3
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Oor ,,.D.OGaBFIHe Ha 3asBrieHMe” cnctemara No3BossaBa Aa ce NonbIHU U n3npaTtu HOBO 3asBrieHne oT eanH

OT cneaguTte TunoBe:

e WHdopMupaHe 3a npoMsiHa — cucTeMata aBTOMAaTMYHO MOMbIiIBA HOMEP Ha MNpeauLLIHO
3asBreHne;
e 3annyaBaHe C NOCOYBaHE Ha OCHOBaHMsITA — cUCTeMaTta aBTOMaTU4YHO MOMbriBa HOMEpP Ha

npegulHo 3adaBlieHne.

TunbT ce onpegens ot n3dpaHaTa CTOMHOCT B none , Tun 3asiBneHune”;

WHtopmupaHe 2a npomAaHa
3annyaBaHe C NOCOYBAHE HA OCHOBAHKMATA

c¢urypa 12 N36op Ha TN chopmynsap 3a peructpaums

Cuctemara He No3BonsiBa MU3npallaHe Ha 3asiBreHue 3a NpoMsiHa Ha (Npu HeoGXo4MMOCT OT NMPOMsiHa Ha

Te3n AaHHW NoTpebunTensaT e HeobxoauMo Aa M3NpaTu HOBO 3asiBMIEHUe 3a permctpaums):

e 3asaBuTtemn;

¢ Kopg (EMH/NHY/EVK)Ha npoussogutens;

e CTOWMHOCT Ha koA Ha NPOU3BOAUTENS;

o Kog (EMH/NTHY/EUK) Ha npeacTtaButens;

e CTOMHOCT Ha Kof, Ha NpeAcTaBUTEnNS;

o Kog (EMH/NHY/EVK) Ha dun3nyeckoTo nnu topnanyeckoTo nuue;

e CTOMHOCT Ha koA Ha Cbl/|3VI‘-IeCKOTO U1 vpnagn4eckoTo nmue.

6.6 Mpodunun

Ot nuHk ,Mpocunun® cuctemara npegocTassa 4OCTbMA OO CAUCHK C BCUYKU NOTpeduTenu (Cnyxutenu), Ha
KOUTO € JageH AOCTbN A0 cucTemarta OT UMeTo Ha 3asButens (cdwurypa 13 Cnuckk cbe notpeGuTenu
(cnyxuTenu), Ha KOUTO e NpefocTaBeH [OCTLN OT 3asABuUTens). 3a BCEKM 3asdBWUTEN cucTemarta nokassa

cnegHuTe AaHHWU:

e [laTa Ha cb3gaBaHe;

e [loTpebuTtencko nme;

HpoeKM'bm ce ocvujecmesied C d)uHchoeama nodkpena Ha Onepamusﬂa npoepama ,,Passumue Ha YoeeuKume

pecypcu”,copunancupana om Eeponetickus coyuanen ¢pono na Eeponetickus cvio3
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e Uwe;

e damunus;

e AKTMBEH — noka3Ba Aanu NnoTpebuTenaT (CAYXUTENAT) € akTUBEH UIN He;

e OcHoBeH — nokassa Aanu e npodwun Ha 3asBuUTen, N1 Ha noTpebuTen (cnyxuten);

e [leiicTBuA - NO3BOMSIBA pedakTMpaHe Ha AaHHMW 3a NoTPeouTen (CryxXuTen) Ypes HaTUCKaHe Ha

OyTOH 4
MPOGKU Hauano / Mpodunn
GM
> Mpodmn Ha 3aAsuTEN MPOOAIN
* MenWUMHCKY K3Oenus @ [06aBAHe Ha npodun
> [laHHW 33 Med. U3OemmaA
- 338ENEHWA 33 DETUCTDELIMS NATA MOTPEEUTENCKO HME HME DSAMHNIHA AKTWBEH OCHOBEH JNEWCTBHA
> Tpodwnm 30/06/2023 user_KAUFS3 _]
> TpoMAaHa H3 Napona

durypa 13 CnmcbK cbC NOTPeGUTENM (CNyKMTenu), Ha KOUTO e NpeAoCTaBeH AOCTbN OT 3asBUTENs

Ot nuHka ,JobaBsHe Ha npodmn“ cucTtemarta nossonsiBa a ce [obaBAT gaHHM 3a HOB noTpeburten
(cnyxuTen), Ha KONTO 3aaBUTENAT NPeaoCcTaBs AOCTbMN. 3a AobaBsHe Ha CNYXWUTEN ce NoNbBaT cnegHuTe

[JaHHU:

e [loTpebutencko nme;

o [lapona (MoTBbpXAEHNE HA Nnapona);
o Uwme;

o [lpesnwme;

o  damnnusg;

e  AKTMBEH — 4YekDOKC, KOWTO nokassa ganu I'IOTpe6I/|TeJ'IFIT (CJ'Iy)KVITe.I'IFIT) Aa € akKTuBeH U1 He.

HpoeKM'bm ce ocvujecmesied C d)uHchoeama nobkpena Ha OnepamueHa npoepama ,,Passumue Ha YoeeuKume

pecypcu”,copunancupana om Eeponetickus coyuanen ¢pono na Eeponetickus cvio3
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OOBABAHE HA NMPODN
MoTpeduTencko uMe: *
Mapona: ™ MoTERpXOEHWE Ha Napona: ™
Mme: = Mpezume: =
DAMMAMA: *
AKTUEEH

durypa 14 [lo6aBsiHe Ha AaHHU 3a HOB NoTpeGuTen (CryxuTesn), Ha KOMTO 3assBUTENAT NpPeAoCcTaBs AOCTHLN

6.7 [lMpomsaHa Ha napona

Ot nuHk [pomsiHa Ha napona“ 3asBUTENAT MOXe Aa NPOMeHM naponaTta 1 noTpebuTenckoTo cun nve.
dopmaTa e nokasaHa Ha urypaTa no-gony:

Tlpoexmvm ce ocvwyecmensa ¢ unancosama nookpena na Onepamusna npocpama ,, Pazgumue na yosewkume
pecypcu”,cvpunancupana om Eeponeiickus coyuanen gpono na Egponeiickus cvios
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neooun Havano /MpomsHa Ha napona
> Mpodwun Ha saAsuTen
PG NMPOMAHA HA MAPOIA

> MeguuMHCKW uzgenus

dHHN 3 1e4. nsgenus P
HHbse men. dan Crapa napona: ™

33aABNeHUA 33 perncrpauuns ssccce

> Mpodunn N
MoTpebuTtencko ume: ™

. lpoMAHa Ha napona user_078ITN

Hoea napona:

MoTeepxAeHue Ha napona:

®scccccce

c¢durypa 15 NMpomsaHa Ha napona n NnoTpeduTencko nve

7 MeaununHcku nspenus

Mpu n36op Ha NuHKa ,MeanUUHCKM N3genua” oT rMaBHOTO MEHIO cUCTeMaTa OTBOps (oopMa 3a TbpceHe, B
KOATO MoraTt Aa ce AedUHMPAaT CRedHUTE KPUTEPUKU 33 TbPCeHe Ha MEAMULIMHCKU U3OEenvs HanuyHu B
cnucbka (cucTemara no3BossiBa BbBEX/OaHETO Ha evH UMW NoBeye KpuTepus eqHOBPEMEHHO):

e HanmeHoBaHue — HaMMeHoBaHNe Ha MeAULVHCKO N3aenue;

e TekcT — cBODOAEH TEKCT JobaBEH B JAHHUTE 32 MEAULMHCKO U3OEenue;

e Karteropus — n3bop Ha Kateropus MeguuUUHCKO n3genue;

e [loTeHumaneH puck npu ynotpeda — n3bop Ha puck knacndukaTop Ha MeANLNHCKO U3Lenue;
e AHaTOMM4Ha rpyna — n3bop Ha aHaTOMMW4YHa rpyna Ha MegULMHCKO u3genve;

e Twun kog — n3bop Ha TMN Ko Ha MeaULNHCKO n3aenue;

o KaTtanoxeH Homep Ha MU — kaTanoxeH HOMep Ha MeaULNHCKO u3genue:

e Mopgen — moaen Ha MeauLMHCKO N3aenue;

o Kop — koA Ha MeauUMHCKO n3genue;

e lmMe Ha npom3BoaUTEN — UME Ha NPOM3BOAUTEN HA MEOULVHCKO N3Jenue;

e [IbpxaBa Ha Npou3BoanTEN — U300P Ha ObpKaBa Ha NPOM3BOAUTEN HA MEOULVHCKO U3denue;
e Kop Ha npousBoguten — kog, (EMH/EUK/ITHY/gpyr kof) Ha npomnssoauTen Ha MeauLUUHCKO nsaenue;
e Vme Ha 3asBuUTEN - Me Ha 3as8BUTEN HA MEAULMHCKO U3aenue;

e [bpxaBa Ha 3asaBuTEN — U3GOP Ha AbpXKaBa Ha 3asBUTEN,

HpoeKmam ce ocvujecmesied C gbuHchoeama }’lO()erl’la Ha OnepamueHa npoepama ,,Paseumue Ha YoeeuKume

pecypcu”,copunancupana om Eeponetickus coyuanen ¢pono na Eeponetickus cvio3
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o Kop Ha 3assuten — kog (EMH/EUVK/TNIHY/gpyr koa) Ha 3agBuTen Ha MeanUMHCKO U3genue.

ENEKTPOHHA BA3A JAHHM HA MEQVILIMHCKUTE U3JENKS,
SO DR 3AMNALLAHM C OBLECTBEHM CPEACTBA

WsnbnnuTenHa areHus no
nekapcTsaTa

£ KOHTAKTH (&) NPOSHNHASARBUTEN g KXOR  (7) MPABMNASANOMSBAHE W 4

HAYANO MEAWUWMHCK USAENNA LWWAB/TOHU W JIOKYMEHTW HOPMATUBHA YPEJBA HOBWHW U CBOBLLIEHWA
o p—— X -
== &%
— -
Heuano [ MegiusHont wza=nin
© Ckpwit hopmata 2a Tepcene
Monera 3a BbBeXaaHe Ha
WZBEPUK KPMTEPUI 3A OUNTPUPAHE KPUTEPUU 32 TbpCeHe
Knio=osn qym
Hanmeroszsns
Kateropus: MoTesy AHITOMM=HS rpyns Tun %og!
Bomasy kaTerop Beps Bewexn rpyn Bewary Tunoss
STEPoEH HOMED K3 M Mogen Kog
Wwe wz npovssoguTen: Oupass =3 NPOVSS0QATEN: Kog #z npovssoguren:
Ecyewy oepwas
Wye =z zz2207en Oupoxzss =3 23R80TEN Kog =2 z3=s0Ten

c¢urypa 16 TbpceHe Ha MeQULMHCKO usaenuve

Cnepn BbBexgaHe Ha eaunH UMM NoBeYve KpUTepuu M HaTuCkaHe Ha BYTOH ,TbpceHe" cuctemarta Bpblua
KaTo pesyntar CnMCbK C BCUYKM MEAUUMHCKM W3Jenust HanuyHu B CMUCBbKa, KOWUTO OTroBapsT
e[HOBpPEeMEHHO Ha BCUYKM BbBeAeHM OT noTpebutens kputepun. 3a BCSKO n3genve cucremaTa nokassa

cnegHuTe AaHHWU:

e HammeHoBaHue;
e Kog;

¢ Wme Ha npousBoauTen;

Tlpoexmvm ce ocvwyecmensa ¢ unancosama nookpena na Onepamusna npocpama ,, Pazgumue na yosewkume
pecypcu”,cvpunancupana om Eeponeiickus coyuanen gpono na Egponeiickus cvios
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. Wme Ha 3aaBuTten;

e [lencrteus

o OyToH 2 no3sonsiBa npernea Ha BCUYKM JaHHWU 3a MeAULWNHCKOTO U3AENNE;

@) GYTOH no3BoJidBa KonmpaHe Ha gaHHu OoT MeANLUMHCKOTO naaenne un 3apexna q)opma

3a HOBO MeJMUMHCKO nsaenue.

BPOI 3AMKUCK: 8
MAKCUMAJTHA CTOWHOCT, e .
HAWMEHOBAHME # SANALLAHA C OBLECTBEHW Koa WME HA NPOM3BOAUTEN = AEACTBUSA
CPE[ICTBA SEHDMEER
o etaay 09IN123 @3 Xumukan p
feaaai] 09B4A11 ®a Xumuian §e;
Lassmransaas saiiimaar sy -
10IID11 ooF] XumMukan p
RETTRVRTSET
MNpouzsoguten
RS 14.00 01CL12345 Mpoussoguten 1 3 ' p
Mpouzsoguten
Fit— 011L12345 Mpouzsoguten 1 lu £ je)
2 >

courypa 17 Pe3ynTaT oT TbpCceHe Ha MeAULMHCKO usaenue

AKko He ca BbBegeHu Kputepnn 3a TbpCeHe, Unn HamMa HaMepeHun MeauUUHCKU unsgenna cnopen

BbBEAEHUTE KpUTEPUM, CUCTEMATa yBe4OMsIBa NOTPeobuTens.

CvcteMaTa no3BonsiBa 4OCTHM 40 CNChbKa C MEeAULMHCKN n3genus u npes ,HavanHa ctpaHiua“ — MeHo

.Kareropum meamumHckm nagenua®;

Tlpoexmvm ce ocvyecmeasnga ¢ punancosama nodkpena na OnepamusHa npocpama ,, Pazsumue Ha yogewikume
pecypcu”,copunancupana om Eeponetickus coyuanen ¢pono na Eeponetickus cvio3
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HATENOPMM MEOMLMHECHKM MS0EMMsS

> ASCTHMEHM MMOMSHT DY EMM SO0 erias
> MIaenmAa =3 aHecTesMe WM DeCcrpansas
> CToMaTonor v daHM Magensas

> EMeKTPO-MEX3H MUK MELIMHCHM
MIAenMe

> BoHMuUHO oCopyneaHe

> MH BHMTPO OMa3r HOCTHYOHKM HMSOerns

> HeakKTMBHM MMIANnaHTHDYerMKi MIernas
> MInenyA S=a odTanMomaoriaa Mo orTTkea
> MEgenymAa 3a MHOroKpaTHa ynorpeta
> MIpgenmAa =a eHoxKpaTHa ynorTpeta

> TexHMJYeck Cpencrsaa =a auua o
YEHD e S H M

> MInenymA Sa OWanrHoCTErJHS
TepanesTruHa DaauaLgma

> MI3aenMa =3 OoMbhAHMTenHa Tepanns
> MI3aenMa © SHOnorMdesH MpOoM=xomn

= MOy ETF M Mpeconocodnesrms =8
neuebHM 1M IOpPasHKM ZaBe0eHMA

> MatopaTopHo oGopyoaaHe

c¢durypa 18 MeHto ,,Kateropun meauumHckm nspgenma“

Mpu n3bop Ha kaTteropusi OT MEHIOTO cMCTeMaTa BpbLUa KaTo pe3ynTaT ChUCbK C BCUYKU MeOWULIMHCKN

n3genmna HarnnydHM B CNCbKa, 3a KOUTO KaTeropndata oTroBapa Ha BbBeeHaTa oT I'IOTpe6VITeJ'IF| CTOWMHOCT.

8 LWabrnoHu u AOKyMeHTH

l—lpea nuHka ,lLlabnoHun un D,OKyMeHTl/I“ OT MaBHOTO MEHIKO Ha CUCTeMaTa Cce No3BOoJikABa Ha FIOTpe6VITeJ'Iﬂ na
npernega w 3anas3m HanmyHute wabnoHn wu OOKYMEHTHU. CuctemaTta nosBofsBa MU TbpCEHE Ha

LUEGJ'IOH/[J,OKYMGHT no Knw4oBa gyma:

HpoeKM'bm ce ocvujecmesied C d)uHchoeama nO()er}’la Ha OnepamusHa npoepama ,,Passumue Ha YoeeuKume

pecypcu”,copunancupana om Eeponetickus coyuanen ¢pono na Eeponetickus cvio3
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ENEKTPOHHA bA3A IAHHW HA MEAVULIMHCKI U3JENNA, SANNALLIAHU

PENYBJINKA BbJITAPUSA
hy COBLLECTBEHM CPELCTBA
MbAHATENHA areHuus no
nexkapcTeaTa
£ wonTakTn (&) nPooMnHASABHTEN o u3xon  (2) nPABWNASANOMGBAHE B I
HAYANIO MEAWLIMHCKW U3AENNUA LWABNOHW U AOKYMEHTU HOPMATUBHA YPE/IBA HOBWHW 1 CbOBI

- W 4 b
TbpCEHE B CGaTa...
’ ‘J 5 Tupc B MEAUUMHCKY M3genua

KATEFOPHM MEAMUNHCKY M3ENHA Hauano / LLiaBinokit 1 AoKymeHTH

4

AKTMBHW MMNABHTMPYEMU U3AeNUs CeKums 3a TbpCeHe Ha
WABIOHW W IOKYMEHTW wabnoHu n AOKYMEHTHU No
Vagienus 3a aHecTesns u

pecnupauns Knw4vosa gyma
CTOM3TONOMMYHM U3ALNNS Kniouoea gyma:

EneKTpo-MexaHW4HN MeaULMHCKN prceue

wagenus

v

4

v

BonuuyHo obopyaeaHe

> WH BUTPO AMArHOCTUYHU M3AENUA
S it 2 A ®opmynsp Draft 3 13.07.2011.00C
» HeakTUBHW MMMASHTUDYEMU 0.40 MB | 07/08/2012
uagenua R 1y .

v

Wagenus za obranmonorus u
onTuKka ] 3anasn na kountoTbpa

4

VMznenus 3a MHorokpatHa ynorpeta

» Wzgenusi 33 egHOKPaTHa ynotpeba dfg

D TexHuyecku CpefCTea 33 MU C 0.49 MB | 25/06/2012
YBpeXAaHUA B TO3M GRIAT e HaMepuTe

» Wapenws 3a AMrHoCTHuHa n B 3anasn na kounioTbpa

TepaneeTUYHa paguaums

v

Wzpenus 3a fONBLAHUTENH Tepanua

v

Wzpenus ¢ Guonoriuen npousxoa

v

MpozyKT 1 Npucnocobnexus 3a 2 ([ s
neyebHu 1 3APaBHY 33BeAEHUA

c¢urypa 19 O6w, usrnen Ha meHro "LLIa6noHu n gokymeHTU"

9 HopmaTtuBHa ypenba

Upes n3bop Ha nuHka ,HopmaTuBHa ypenba“ oT rmaBHOTO MEHIO Ha cucTemarta noTpebutens mMoxe Aa
npernega v 3anasu HanMYHUTE JOKYMEHTW, CBbP3aHu ¢ HopmaTtueHaTta ypenba. Cuctemara nossonssa u

TbpCeHe Ha OOKYMEHT MO Knk4yoBa Ayma:

Tlpoexmvm ce ocvwyecmensa ¢ unancosama nookpena na Onepamusna npocpama ,, Pazgumue na yosewkume
pecypcu”,cvpunancupana om Eeponeiickus coyuanen gpono na Egponeiickus cvios
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HA MEOUYUHCKU U30eIU,
* x % 3anaauwianu c obuiecmeenu cpeocmea’”

- EBponeiicku counaneH ¢oHa
EBponelicku cbio3

ENEKTPOHHA 5A3A JAHHI HA MEQVLMHCKN N3AENNS, 3AMNMALLAHU
PENYBJINIKA BL/ITAPUSA C OBLLECTBEHW CPELCTBA

M3mbnHMTENHE areHums no
NeKapcTBaTa

TEPCEHE B CAATA...

”

KATErOPHH MEAWLWHCKHA MZOENKA Hauano / HopmaTtusHa ypenba
P AKTHEHM WMMABHTUDYEMM W34EnWA Cexkuns SR R G
HOPMATWBHA YPESBA A DKy MSHTUIIDIEOIOH RS
P Mzmenus 33 aHecTesusA W ayma
pecnupauma
¥ CToMaTonornyHu W3nenua Knioyoea gymMa:

P ENeKTpo-MexaHMuHW MeguuMHCKK Tepcene
MEAenus

¥ BonHWuHo ofiopynsave

¥ WMH BMTPO MArHOCTWYHN MS0ENNA
St = (EDMS)EDMA-classification-reagents
» HeaKkTWBHW MMMAZHTMPYEMK 0.14 MB | 07/08/2012
[UER LS, 1]
3anazn Ha KOMNKTbpa
» Wznenus =@ obTanMonorua 1 B P
onTHKa

>
W=znenus = MHOTOKPaTHa ynoTpeba UMDIS EN ES

» Mzgenua 32 egHokpatHa ynotpeba 0.23 MB | 07/08/2012

» TexHWuecku CPeAcTea 33 MUA C

YBPEXAFHHA u Janasn Ha KOMNKTbpa

cdurypa 20 O6wy usrnen Ha meHo "HopmaTuBHa ypenba”
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EBponeiicku counaneH ¢oHa

EBponeiicku cbio3

10 HoBMHU 1 cboOOLLEeHunA

Ypes nuHka ,HoBMHM M cboBLEHNA" OT rMaBHOTO MEHK cucTemarta noTpebutens mMoxe ga nperneaa
HanM4yHUTE B cucTemaTa HoBUHU. CucTemaTta No3BOMsiBa U TbPCEHE Ha HOBUHM MO nepuof Ha AobaBsiHe
Ha HoBMHaTa B cuctemara (,data OT“ n ,Jata [o“) n knoyoBa gyma. HoBrHUTE ca nogpeaeHy no gata Ha
nobaBsiHe B cuctemMaTa — nocregHata gobaBeHa € Hal-oTrope. 3a Bcsika HOBMHA cucTemMaTa rnokassa
cnegHUTe AaHHU:

e 3arnasue;
e CHuMMKa — nokassa ce camo, ako e gobaBeHa Npu cb3gaBaHeToO Ha HOBUHATA;
e KpaTko onucaHue;

L] usnarta HoBUHaA. .. - JIMHK, KOUTO 0TBap4 Ha HOBa CTpaHuua uAanoTo CbAbpXaHUe Ha HOBUHATAa.

EJIEKTPOHHA BA3A AAHHM HA MELVLIMHCKM U3LENUA, 3ATITALLAHA
g? ‘ o C OBLUECTBEHI CPEACTBA
nexapcTeaTa

HOPMATWBHA YPELIBA HOBWHWN 1 CbOBLLEHWA

S TEPCEHE B CalTa...

4

HATETOPMH MEOWLUMHCKH HZOENUA Hauano { HosuHi 1 ceobiieHns Cekums 3a TBRCEHE Ha
HOEBWMHW NO Nepuog 1
P AKTWBHW MMNAAHTHDYEMW M30ENHMA Knw4voEa ayma
HOBWHW THPCEHE:

L

W3nenus =a aHecTezna U
pecnupauma

CTOMATONOrMYHN M3genna [ata OT: Oo: Knwouoea gyma:

— —
ENeKTPO-MEXaHHUHN MELULMHCKH . . Tupcene
& &=

Msmenus

L

-l

)

BonHuuHo ofopyagaqe

]

'H BUTPO AWMArHOCTUYHK WEOENWs

_;_ Nata: 28/08/2012 16:42
HeaKTHEHH MMIABHTHDRYEMH INnHk 3a npernea

vE0envs Tecrep Ha uAnaTa HoB1UHa
Tecr

]

]

Wznenus za odTanMonorma u
ONTHKE

UAnaTa HOBHHA...

]

Wznenus 33 MHOTOKPaTHa ynotpeba

L

Wznenua za egHokpatHa ynoTpeba

c¢urypa 21 O6w, usrnen Ha meHto "HoBuHM K cbOOLWEHUA"
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