ITPOTOKOJI Ne 1

Ha 09.02.2017 r. ot 15:00 gaca ce npoBege my6IIMYHO OTKPUTO 3aCeaHHe HA KOMHMCHS,
HasHaueHa cbe 3amosex Ne PJI-11-46/09.02.2017 r. na a-p Unko Cemepmxues - MUHHCTBD Ha
3/paBeolIa3BaHeTO, Ha3HAUCHA JId H3BBPIIH IOADOD HA yUaCTHHIIUTE, pasrile/la, ONEHH U KIacHpa
nojaneruTe opeprH 1no oOIIECTBEHA MOPHYKAa C mpenMer: ,JlocTaBka Ha PaJHOAKTHBHH
JIEKAPCTBEHH TPOAYKTH, PaAHO(PapMAUEBTHUH, PAJHOHYK/IHIHH TeHEPATOPH, KHTOBE H
PaMOHyKAMAHHK NpeKypcopu 32 2017 r., ormyckanu no pena ua Hapen6a 34/25.11.2005 r. 3a
pezia 3a 3al1amane oT pemny0dJuKaHCKAS GI0KeT HA JeYeHHeTo Ha ObJIrapcKuTe IPasKIaHu
32 3a00/1ABaHHMS, H3BHH 00XBATA HA 3abL/OKHTEIHOTO 3ApPaBHO OCHIYpPABaHe", BKIAKYBAMA
46 camocTosITEHO 000C00€HH O3 HIMH.

ObwuiecTBenara nopbuka e otkpura ¢ Pemenne NoPJT-11-439/29.12.2016 T.

I. Cheras Ha KoMuUCHATA:

IIpeacenaren:
a-p Henun Tapuncka - navanuuk otnen ,, JIITMUK®, aupexnug , JITT;

Yneuose:

mar. papm. Ctanuciasa ﬁopﬂaHOBa - [naBeH excnept B otaen ,, JIIIMWK®, nupexoms , JITT*;
MBan by4os - riaseH I0pHCKOHCYAT B ornen ,,OI1¢, mupexnus ,,HPOIT3%;

Banentuna Panesa - rnaBen excrept B otaen ,,bromker™, aupekmus ,,OCJITYC*;

Epemina BacuikoBa - 1bpikaBen excnepr B otxen ,,OIl%, nupexius ,,HPOIT3*

PezepBen npeacexaren:
Pymsna CraBpeBa - IiiaBeH IOPHCKOHCYIT B OT/IEI ,»OIT, mapeknus ,,HPOIT3*;;

PezepBHHE wieHoBe:
Axcunus ATaHacoBa - IbPXKABEH EKCIIEPT B OTIACI SIIMUK®, mupexys ,, JITT*;
JIvuesap Jlasapos - rnaBen iopuckoscyaT B otaen ,,OI, nupexnus ,,HPOIT3;

Ha oTkpuTOTO 3aceanue MPUCHCTBAXA BCHUKY PEIOBHH WIEHOBE HA KOMHCHSTA.

IIpeny Ha9amOTO Ha 3aCENAHMETO M CICH 3al03HABAHE ChC CIIHCHKA HA YYaCTHHIIHTE B
obIIecTBeHaTa OPBYKa, IPEACEAaTe AT 1 BCHIKH YISHOBE HA KOMUCHATA HOJIIHCAXa JeKJIaparvu
o 4. 103, an. 2 ot 3akona 3a obmecrsenure mopsuks (3OID). IIpeau oTBapsiHe Ha OIAKOBKUTE,
CHABPXKALIHM NPEIONEHNATa HA YYACTHHLMTE, KOMHCHATA Ce 3al03HA C YTBBPACHATA OT
BB3NIOKHATEIIS IOKYMEHTAIMS 32 YHACTHE B IIPOLIE/ypaTa 3a Bb3/araHe Ha OOIIECTBEHATA IOpPhYKa.

II. Couchbk Ha NpeNIOKEHHATa HA YYACTHHLHATE B npoueaypa 3a BB3JAraHe Ha
o0ImecTBeHa MOPBYKA, 10 Pe/ia HAa TAXHOTO NOJABAHE B AeJ0BOJCTBOTO HA MunucrepeTBoTo
HAa 3/]paBeoNa3BaHeTo:

Koxcraruparo 6e, ue B onpeienenus cpox ca NOCThIAIT 4 (Y4ETHPH) NPEIUIOIKEHHSL, KAKTO
ciensa:

L. Ipennoxenne ¢ Bx. Ne26-01-19/07.02.2017 r., momameno B 13:45 waca or
»TAMAKOHCYJIT“ EOO/, no oco6enn mozuuuu NeNeld, 15, 16, 18, 25, 26, 27, 28, 29, 30,
34, 37, 38, 40, 42, 44, 45 u 46;

2 Ilpenmoxenne ¢ BX. Ne26-01-20/07.02.2017 r., momameHo B 13:50 waca or
» EJJEKTPOHKOMEPC* EOOJI, no 060cofenn no3umun Nelel, 2, 3, 4,5, 6,7, 8,9, 10, 11,
12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 36, 37, 38, 39,
40, 41, 42, 43, 44 u 45;



3 Ipennoxenue ¢ Bx. Ne26-01-28/08.02.2017 r., momaneHo = 11:46 gaca or
»HOBUMEJ ®APMA“ EOO/I o 060coenu no3unm Nel u 2; '

4. Ipemnoxenue ¢ Bx. Ne26-01-29/08.02.2017 ., noxaneno B 14:09 gaca or ,, JJAHC
DPAPMA“ EOOJL, no o6ocobenn mo3muuu NeNeld, 15, 16, 18, 19, 20, 21, 22, 23, 24, 25, 26,27,
28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, u 46;

Ionanenute mpennoxenus ca mpeicTaBeHu B 3alcyaTaHy, HalHCaHH, HEeNpO3paYHK
OTAKOBKHM C HeHAPYIIeHA WANOCT. IIpeuiokenus, IOCThIITH clies KpaiHus CPOK HSMA.

IIl. Orpapsime Ha permcrpupanuTte B AEIOBOACTBOTO 3aNevYaTaHH Hempo3payHH
ONAKOBKH, CBIbPIKAIIM NPELTOKEHHATA HA YIACTHHIATE B IPOLeAypaTa

Ha ocroBanme wn. 54, an. 2 or Ilpasuinuka 3a IIpuaraHe Ha 3akoHa 3a OOLIECTBEHHTE
noppuke (IIIT301I1) or nmpaBoto cu ma npucserear Ha yOIMYHUTE TEUCTBHS HAa KOMHCHSTA CO
BB3II0/I3BaXa CICAHUTE IIPECTABHTENH HA YUACTHHIATE:

1. CunBa HanbanTosa - yIrsmHOMOIIeH npeacrasuten Ha ,AMAKOHCYJIT EOO;

2. 304 I1anaitoToBa - yeIHOMOmEH npeacrasuten Ha , ENEKTPOHKOMEPC“ EOOQI;

3. Enu Uybpuena - YUBITHOMOIIGH TpezcTaBuTen Ha ,,JIAHC ®APMA“ EQO/;

4. Cexa Muxosa - yIsIHOMOIIEH npencraputen Ha , HOBUME ®APMA“ EQO/I;

5. Munen Kynescku - ynsnsHoMomen npeacrasuten Ha , HOBUME ®APMA“ EQO/]

Ha nmy6nuuHOTO 3acemanue Ha KOMHCHSTA He IPHUCHCTBAXA NIPEICTABUTENHN HA CPEACTRATA
3a MacoBO OCBEJIOMSBAHE.

Cien mnenTHOHKANUS Ha TPHCHCTBALIMTE, KOMUCHSTA OTBOPH II0 pella Ha TAXHOTO
HOCTBIBAHC NPCTOKCHHITA HA YIACTHHULUTE, CHABPIKALIE CE B 3allCYATAHHUTE, HEIIPO3paYHH
ONaKOBKH, OIOBECTH TAXHOTO CHIBPKAHME M M3BBPLIM MPOBEPKA 33 HATHYHETO HA OTJIETHH
3ancuaTaHy IIAKOBE C HAaNHC ,,[Ipeanaranu nexosy npameTpu®.

B m3neiHenue Ha pasnopen6ata na wi. 54, amx. 4 u ain. 5 or [IIT30I1, Tpuma ot unenosete
Ha KOMHCHATA M 110 €AHH NPEACTABUTEIN HA JPYIHUTE YUACTHHIM, TIOIIHACAXA ChIBPXKAIIUTE CE B
HpelloxeHnaTa Ha ydactaunure ,’AMAKOHCYJIT“ EOO], »EJIJEKTPOHKOMEPC*
EOOJX u ,HOBUME]] ®APMA¥ EOOJ, texuuuecku npemnoxenns, KaKTo u OTACITHUTE
3anedaraHu INHKOBE ¢ Haamuc ,,lIperyarany nenosu mapamerpe® Ha »ITAMAKOHCYJIT*
EQO], ,EJEKTPOHKOMEPC“ EOOJ| u »HOBUME ®APMA“ EOOJI u ,,JIAHC
D®APMA“ EOO/L. ITo otHOmmIEH E HA ChABPIKAINTE CE B IPEIOKEHUATA HA YIACTHHKA ,,JJAHC
PAPMA“ EOO/I, TexHH4€eCKH NPENI0KERHS, KOMACHSTA KOHCTaTHpa CIeIHOTO:

Y4acTHUKET ,JJAHC ®APMA% EOO/I, no BcHuKH 060COBEHM TIO3HIMH € IIPECTABHII
nexnmapanusg mo wi. 102, an. 1 ot 30I1 2a KOHOHICHIMATHOCT 110 OTHOLICHWE Ha TEXHHYECKUTE
TIPEJVIONKEHHS 1 NPUIOKEHATE KBM TSX TOKYMEHTH. B mexmaparuute 3a KOHQUIEHIHATHOCT 110
BCHYKH 000COGEHH IIO3MIMM, VYACTHHKLET € IIOCOUHI uHOpMaIEs, KoSTO cmATa 3a
KOHQH/IEHIMATHA BbE BPB3KA C HAIHYHETO HA TBProBCKa TadHa. B Tasum Bpe3ka Tpuma ot
WICHOBETE Ha KOMHCHSTA TIOAMUCAXA ChIBPIKAIIATE Ce B IIPCIUIOKEHHITA HA YIACTHHKA »JAHC
DAPMA“ EOO/I TexHHUCCKH TPEIIOKEHHS H [IPHJIOXKEHUTE KM TAX NOKyMeHTH. KoMucusTa
UpCIUIONKK Ha IPEACTABUTENIMTE HA JPYTUTe YYACTHUIH 14 IIOMNMINAT CBABPKAILKTE CE B
IpEATOKCHUATa Ha y4dacTHHKa ,/JJAHC ®APMA“ EOOJ Texmuyecku OPEJIOKEHNS U
[IPWIOKCHATE KBM TAX NOKYMEHTH [0 HA4MH, HENOIyCKANl PasKpHBAHE Ha HH(bOpMAaIHATA,
Crmmre He ce Bb3ION3BAXA OT TOBA CH IpaBo.

Crnen W3BBpINBaHE HA TOPENOCOYEHHTE ICHCTBHS, TPHKIIOYH NyOIMYHATA YacT OT
3aCeJaHAETO Ha KOMMCHSTA.

Ipencenarensr na xomucuara o6ssu, ye BewuKy ITOKYMEHTH, CBBP3aHM C 00LIeCcTBEHATa
TIOPBHKa, BKIFOUATENIHO U IIPE/ICTABEHHTE TIPEUIOXKEHHS 32 YYACTHE IIe Ce CBXPaHsBAT B CrpanaTa
Ha MHHHCTEPCTBOTO Ha 3ApaBeolasBaneTo, mi. ,,Ceeta Henens Ne3, etasx 2, ctag Ne206.
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IV. Pasraexnane Ha gokymenTH mo wi. 39, an 2 or IIII3OII 3a ChOTBETCTBHE ¢
H3HCKBAHMSATA KbM JIMIHOTO ChCTOSIHIE H KPHTEPHUHTE 32 MOAGOP

B wsnsnnenne ma wi. 54, an. 7 ot IITI13011, komucusTa NPOABIKY CBOATA paboTa B 3aKPUTH
3aCeNanus, MBPBOTO OT KOUTO mpoBeaeHo Ha 10.02.2017 r., B cleHus chCTaB:

Ilpencexaren: '

1-p Henu Tapurcka - Hauamawk oTaen HWITIMUK®, nupexrust ,, JITT

YneHose:

mar. papm. Cranucnasa Hoprasosa - rmasen excnept B otaed ,,J IIIMUK®, nupexmms , JITT*:

VBan by4oB - riaBen OpHCKOHCYIIT B OTHEN »OII%, mupexmus ,,HPOII3;

Banentuna Panesa - rnaBeH excnept B 0T/en »DIOJKET™, mapexuus ,,OCJYC*,

Erenmuna Bacuikosa - 1epxxaBen eKkcneptT B otaen ,,OIT, aupexuws ,,HPOIT3*,

KomucnsTa H3BBpIIM IPOBEPKA 38 CHOTBETCTBHE ¢ H3MCKBAHHATA KbM JTHYHOTO CBCTOSIHHE
M KPHTCPHHTE 33 TOAOOp, IOCTABEHH OT BB3JIOXKHTENS M IIOCOUEHHTE B OOSBICHHETO K
ZIOKyMEHTaNMITa Ha OOMIECTBEHATA IIOPBUKA H YCTAHORH CIIEIHOTO:

1. OtrocHO moxymentute Ha ,, AMAKOHCYJIT* EOOJ, no ocobenu mozunuu
NeNeld, 15, 16, 18, 25, 26, 27, 28, 29, 30, 34, 37, 38, 40, 42, 44, 45 u 46, KoMucHITA YCTaHOBH
CIEIHOTO:

CBIIIaCHO M3MCKBAHMATA Ha OKYMEHTALUATA, y4acTHUKBT , T AMAKOHCYJIT* EQO/]
e npencrasuil CIHCHK Ha BCHYKH 3aIbIKCHHM JIMIA [0 CMECHIA Ha L. 54, an. 2 wui. 55, an. 3 or
30II, He3aBUCHMO OT HAMMEHOBAHHETO HA OPIAHUTE, B KOHTO Y4YacTBAaT, HIIM JUTEKHOCTHTE, KOMTO
zaeMart. Cie/] 3aI03HaBaHe ¢ IIPECTABEHHS CIIHCEHK, U cb0Opa3Ho HalpaBeHaTa CIpaBKa upes caiita
Ha Tsprosekus pefucn;p 33 aKTyallHOTO CheTosHue Ha ,, TAMAKOHCYJIT“ EOOJI, komucusta
YCTaHOBH, Y€ JPY>KECTBOTO CE YIPABJIABA OT €HO JHIE. B ChOTBETCTRHE ¢ 9T, 40,an. 1, 1. 1 m an.
2, 1. 3 ot IIII30II ynpaBurenst e ACKIIapUpa JUICATA HA OCHOBAHMA 3a OTCTPaHSBAHE upe3
IIOI'bJIBAHETO M NonHCcBaneTo Ha EEJIOIL.

Ilpu u3BbLpWIEH mperiex HA NpeICTABEHHTE B HPeIIOKEHHETO JOKYMEHTH H
nexnapupanute B EEJOII o6crosiTencTea, ChriiacHo M3MCKBAHMSITA Ha BB3JIOKUTENS KbM
JIIMHOTO CHCTOSTHAE HA Y9aCTHANMTE H KPUTEPHMTE 3a MOAOOP NOCOYEHH B 00SIBICHHETO Ha
ofmecTBeHATA HOPBYKA, KOMUCHSITA KOHCTATHPA CJIEHOTO:

1.1.  Buacr II: Undopmanms 3a uKoHOMHYeCKUsL oneparop, 0yksa A: Undopmamus
32 HKOHOMMYECKHS ONEPATOP, He € MONbJIHEHO MOJIETO ChC CJIEAHOTO ChAbpiKaHue: Axo ¢
RPUTIOAHCUMO, NOCOYeme OaNU UKOHOMUYECKUSM ONepamop e pecucmpupan 6 0QuYUAnHUL CNUCHK
Ha 0000peHUme UKOHOMUYECKU ONEPAMOPU AU OQNU UM eKEUGLLCHIMEN cepmugpuxam (nanp.
CL2NACHO HAYUOHANHA KBATUPUKAYUOHHA cUCmeMa (cucmema 3a npedsapumenno Kiacupane)?

IIpenBun o6CTOATENCTBOTO, Ye KBM HACTOAIIATA IpoLEeypa € HeNPHIIOKHMO, CHIIOTO
CJIeZiBa Jia Ce MOCOYM OT YYACTHUKA,

1.2, B uacr III: OcuoBanus 3a u3Kkm04YBaHe, Oyksa B: OcHoBaHu#, CBBHP3aHH ¢
HECHCTOATENHOCT, KOHPIMKT HA MHTEPECH WIH NpPodecHOHATHO HapylleHHe € IONbJIHEeHA
HH(pOPMAIKS, KOATO € HEOTHOCHMA KBM HACTOSIIATA Ipouenypa, Thil KaTo BB3NOKUTEAAT HE e
TOCTABAIT KbM yYaCTHHUMTE U3HCKBAHE 11 JICKIAPUPAT TAIH 3a TIX Ca HAIMIE 0OCTOSTENCTRA 10
i 55, an. 1, T. 2-5 ot 3011,

3a 1oKka3sBaHe HA CHLOTBETCTBHETO ¢ KpHTEepHUHTE 32 N0A00P, CBHP3aHH ¢ TEXHHYECKHTE
M NIPOeCHOHAIHA BH3MOKHOCTH € YCTAHOBEHO CJIeTHOTO:

1.3. B wact IV: Kpurepun 3a moabop, pazgea o: O6mo ykaszaHue 3a BCHYKH
KPHTEPHH 32 MO0AOOD, SCHO € 3aMUCAHO, Y€ MKOHOMUUYECKHSI OIIEpaTop CIeABa 1a HOMBJIHE Ta3H
HH(OPMAIHS CaMO aKO Bh3NIATallys OPTaH HiIH BB3NOKHUTENS & IOCOUMT B CBOTBETHOTO 00sABIIEHKE
HJIH JOKYMCHTAIIUATA Ha IIOPBUKATA, II0COUEHA B O0SBIICHUETO, Y€ MKOHOMHYECKES OIIEPATOP MOJKE




Ala €€ OrpalMHM 10 IONB/BAHETO ¥ B pasnen o oT dact IV, Ge3 jga Tpsbea na s mombiBa B JIpyT
paszien Ha yact IV. B ¢h110To 1101 yHACTHHKBT € IOIbIHKI TIONETO | € IOIEIIHIL paszenu Oyksa
A lommoct® u 6yksa B , Texuuuecku wu NpOoQEeCHOHANHA CIOCOGHOCTH® OT wacr IV,
BE3II0XHTENAT He € I0COYH U3TON3BAHETO HA TOBA OCHOBAHHE H CBIIOTO IOJIE HE CIEABA 1A Ce
IIOIIBJIBA.

1.4, CernacHo W3HCKBaHHATA Ha MOKyMEHTalMATa Ha oOllecTBeHaTa NOpPhHUKa,
TIPOM3BONIATCITHTE HA MEIMIMHCKHTE H3JeNus 1o obocobenu mosumuu ot Ne 13 mo No 46, BKIL
TpsOBa 1a IpUTENKABAT BANIM/HA CHCTEMA 32 yIpaBieHHe Ha KauecTBoTO 110 cranaapt BJIC EN ISO
13485:20xx UM eKBUBATIEHTHA CHCTEMA 34 YHPAaBIICHHE Ha Ka4YCCTBOTO, H3/IaJIEH OT aKpeUTHPaHa
HHCTUTYIHA WA arcHIMs 3a YOpPaBIeHME Ha KadeCTBOTO, ¢ OOXBAT CHIVIACHO peaMera Ha
IIOPBHYKATA;

CBOTBETCTBHETO HA NPOM3BOAMTENATE Ha [IPEJUIaTaHUTE MENULIMHCKH M3ICIHS C
TIOCOYCHOTO HM3UCKBAHE CE y/O0CTOBEPSIBA C [IOCOYBAHE HA BAIMAEH CEPTHUKAT 32 BbBEICHA
CHCTEMA 32 YIIPABICHUE HA KauecTBOTO 1o ctagnapt BJIC EN ISO 13485:20xx umi exBHBaienTHA
CHCTEMA 32 YTIPaBJICHHE Ha KA9€CTBOTO, C 0OXBAT CBHIIIACHO IIPEMETA HA [OPHUKATA, H3NANEH Ha
HMETO Ha IPOU3BOJIHTEILS. '

3A YAOCTOBEPSIBAHE HA Bb3MOKHOCTHTE CE MOITBJIBA YACT 1V,
BYKBA ,,B“, T. 12 OT EEJIOII

3a [0Ka3BaHe Ha CHOTBETCTBHETO CH C FOPHOTO M3UCKBAHE B CIlydamTe 1o 4. 67, an. 5 u an.
6 or 30Il yuacTHHIHTE IIPE/CTABAT 3aBEPEHO KOMHE Ha ceptudukar mo cranmapr BJC EN
ISO13485:20xx wiM eKBHBAIEHT, W3JafeH OT AKpEIMTHpaHA MHCTHUTYLMS MIH arcuiug 3a
YIPABIICHAE Ha Ka4eCTBOTO, C 0OXBAT CBITIACHO IIPEAMETa Ha MOPHYKATA, H3MANCH HA HMETO Ha
MIPOH3BOJAMTENNTE HA U3NEITUATA.

B uacr IV, 6yksa B, 1. 12 ot EEJIOI], YYaCTHKBT HE € IMOCOYHI MHOOPMALHUS OTHOCHO
NPUTEKABAHNSL OT IPOM3BOJMTEIIS/IIPOU3BOJUTEIIATE HA TIPEIIATAHHTE METUIHHCKATE H3JIEITHS,
BaIlUJICH/HH CEPTH(UKAT/A 32 BBBEIICHA CHCTEMA 34 YIPABJICHAE Ha Ka4eCTBOTO 1o cranmapt bJIC
ENISO 13485:20xx unu eKBUBANEHTHA CHCTEMA 32 yNpaBlIeHHE Ha KAYECTBOTO, ¢ 0OXBAT CHITIACHO
TIPEAMETA Ha OPBYKATa, H3NaICH Ha HMETO Ha IPOH3BOAHUTENs/TemuTe. M3UCKBAHETO & I0COYeHo
B paszen III.1.3 or o6GsBnenuero 3a nopwukara u B pasgen II, 1. 3. Kpurepun 3a nmopbop ot
AOKyMEHTaIuATa 3a ydactHe. M 3a meamota, B ciywalt, ue yyacTHmka npeagara MeIUIHHCKH
HM3ACIIHS Ha MOBEYC OT SIMH NPOU3BOBOAKTEI, TO CBILHS CIIEABA 1A IOCOUH BAIUICH cepTHUKAT
38 BBBE/ICHA CHCTEMa 32 yINpaBIeHHE Ha KavyecTBoTo 110 cranaapT BJIC EN ISO 13485:20xx wim
CKBHBAJICHTHA CHCTEMA 34 YIIPABJICHHE Ha KA4ECTBOTO, C 0OXBAT CHIIACHO IPEMETa Ha HOpBUKATa,
pecn. 3a 000cobeHATa/HUTE NOHIHMA/HE 33 KOSTO/HTO Ce OTHacsd, H3[AaJeH Ha HMETO Ha
IPOHM3BOJUTENSA/UTE.

IIpenBuy M3NOXEHOTO YYACTHHKLET He J0KA3BA CHOTBETCTBHEE C IOCTABEHUSA OT
BB3JIOKHUTEIIL KPUTEPHM 34 IOAOOP [0 OTHOMICHHE HA TEXHUUCCKHTE M npodecrosanHu
BB3MOXHOCTH Tocotenu B pasfaen IIL1.3. or obsenenwero 3a mopbukara u pasgen II, t. 3.
Kpurepru 3a oa6op or noxymenranusra 3a yuactye,

YuactauksT ,,TAMAKOHCYJIT“ EOOJ, B CPOK 10 5 (mer) paGoTHH NOHH OT
TONYHaBAHETO Ha HACTOSIIMA MPOTOKON, B CHOTBETCTBHME C uil. 54, an. 8 u 9 or II[I30]] Ia
npencrasy HOB EEJIOII n/ume apyra noKyMeHTH, KOUTO CBABPKAT IIPOMEHEHA H/MIIH IOI'BJIHEHA
HHpOpMAaIHS.

IIpu npencrassne wa Hos EEJIOIN, yuactumimre ciensa Jla UMarT NpeaBu pasmopendara
Ha 4. 67, an. 1 ot 3011, KaKTO ¥ MOCOYEHOTO B EEJIOII, 4e cnensa na mpencrapar HHbOpMaLus
CaMo KOraTo KpHUTEPHHTE 3a I0A00p ca OMIIH M3MCKBAHM OT BBH3IOKHTENS B OOSIBIICHHETO, UIIK B
JOKYMEHTAIHATA, TI0COYeHAa B OOSBICHHETO.



2. OTHOCHO HOKyMeHTHTE Ha »EJEKTPOHKOMEPC# EOO/M, nmo o6ocobenu
nosunuu NeNel, 2, 3, 4,5, 6,7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25,
26,27,28,29, 30,31, 32, 33, 36, 37, 38, 39, 40, 41, 42, 43, 44 u 45, xoMuCHITA YCTaHOBH CIETHOTO:

ChrioacHo M3HCKBaHMATA HA AOKyMEHTanusATa, y4acTHUKGT ,,EJJEKTPOHKOMEP(C*
EOO/I e npencrasun CUCHK Ha 3aIbIDKEHHITE JMLa 0 CMUCHNA HA 9. 54, an. 2 u ui1. 55, an. 3 or
30I1 (2 6post), KOUTO IIPenCTABISIBAT APYXECTBOTO, WIEHOBETE HA YIPABUTENHH M HAN30DHH
OpTraHu, KOHTO MMAT MPABOMOIIMS [Ia yIPAKHABAT KOHTPOI NIPH B3CMAHETO HA PELIEHHS OT TE3H
opranu. Cren 3amo3uaBane ¢ NPENCTABEHK CITHCHK, U ChOOpa3Ho HallpaBeHaTa CIpaBKa ypes caiita
Ha TBproBekus permcrep 3a aKTyalHoTO ckerogHue Ha ,EJIEKTPOHKOMEPC EOO,H,
KOMHCISTA YCTAHOBH, H€ NPYXKECTBOTO € EAHOIMYHO APYXKECTBO C OrPAHHYEHA OTTOBOPHOCT 10
THproBekus 3aK0H W eHONHYEH COBCTBEHHK HA KANHTANA € »CODAPMA“ AJl. Komucuara
yCTaHOBH, € MHIaTa II0CO4EHH B CIIMChKA Ha 3aIb/DKEHUTE JTHIA IT0 CMUCHIIA HA Uil 54, an. 2 wyn.
55, an. 3 ot 30I1, kouTo npencTapisBaT APYIKECTBOTO, WICHOBETE HA YIPABHTEIHH M HaJ30PHH
OpTaHH, KOUTO MMAT [IPABOMOILMS 112 YIPaXKHIBAT KOHTPOJ IIPH B3EMAHETO HA PELIEHHUs OT TE3H
Opraiy ca ICKIApUpaNy JIMICATA HA OCHOBAHHMS 3a OTCTpPAHSBAHE Ype3 IONBIBAHETO WU
noxnuceanero Ha EEJIOIT/u, u croTBeTHO cpsimo T3 TUIA € IPUII0KEHA HopMara Ha wi. 41, a.
1 ot I1II30T11, a mmenno: Koraro m3nckBangmsTa no qi. 54,anm. 1, 1. 1, 2 u 7 o1 3011 ce oTHACST 3a
IIOBEYC OT €HO JTHIIE, BCHYKH JIMILA OJIHCBAT €IHH H ChII EEJIOII.

Ilpn m3BbpmIEN npernes Ha npencTaBeHHTe B NPEVIOKEHHETO JOKYMEHTH H
nexaapupanute B EENOII (2 6pos 3asenenus ¢ exnovenu: 2 bpos. EEJ[OIl/u, 2 6pos Cnucvyu
HA 3G0bIXCEHUME NUYd o cmucula Ha yi. 54, an. 2 u ua. 35, an. 3 om 30I u 2 6pos onucu)
00CTOSATENICTBA, CHIIACHO M3HCKBAHAATA HA BBH3IOKHTENS KbLM JHYHOTO CHLCTOSIHHE HA
YHaCTHUIATE X KPUTEPHUTE 32 000D HOCOYEHH B 06SIBIEHHETO HA 06mecTBeHATA nopbYKa,
KOMHCHSATA KOHCTATHPA CJIEHOTO:

Ilo oTHOIIEHHE HA IPEICTABEHMST OT VYACTHHKA HEJEKTPOHKOMEPC* EQOJIL,
EE/TOII o o6oco6enn nozunun Nel, 2,3, 4,5, 6,7, 8, 9.10,11 m 12: .

2.1.  Buacr II: Undopmanus 3a mxoHoOMHYeCKHsT oneparop, byksa A: Hupopmanmus
32 HKOHOMHMYECKHS 0IepaTop, He € NMONBJIHEHO MO0JIET0 ChC CAETHOTO ChAbpxKaAHNE: AKO ¢
PUROJICUMO, NOCOUeme Oani UKOHOMULECKUAIM ONEPAMOp e peaucmpupan 8 OQUYUAnHUsL cRucvK
Ha 0000peHUme UKOHOMUMECKU ONePamopy uny Oanu uMa exGueaneHmen cepmughuram (Hanp.
CH2NACHO HAYUOHATHA KBANUPUKAYUONHA cucmema (cucmema 3a npedsapumento kiacupane)?

[Ipensun obGcTogTencTBoTO, Y€ KBM HacTOSIIATA Oponenypa € HEeNPHI0KHMO, CHINOTO
CIIeJ(Ba Ja CE MIOCOYH OT YYaCTHHKA,

2.2. B yact III: OcHoBanus 3a H3KIK04BaHe, OykBa B: OcHoBanus, cBbp3anu ¢
HECHCTOSATENHOCT, KOHGIMKT HA HHTEPECH WIH TPOdeCHOHATHO HAPYIIEHHE € TOILIHEHA
HH(pOpMaIHs, KOATO ¢ HEOTHOCHMA KbM HACTOSIATA IIPOLENYpa, ThH KaTo BE3IOMKHTENAT HE €
TOCTABHII KBM YHACTHHITE H3MCKBAHE [a NEKIApHpaT JaIH 3a TAX ¢4 HATHULE 06CTOSTENCTRA 110
L. 55, an: 1, 1. 25 ot 301I:

3a noxka3zBaHe HA CHOTBETCTBHETO ¢ KPUTEPHHUTE 32 M0A00D, CBBP3aHH ¢ TEXHHYECKHTE
H NPOgecHOHAIHE Bb3MOKHOCTH € YCTAHOBEHO CITHOTO: ~

23. B w9acr IV: Kpurepun 3a moxdop, paznen o: O0mo ykasaHue 33 BCHUYKH
KDHTEPHH 32 M0A00p, SICHO € 3a[MCaHO, Ye MKOHOMHYECKHIS ONEpaTop CHe/iBa a MONLIHHA Ta3H
MH(OPMALIHs CAMO aKO BB3JIATAlIHs OPTaH UITH BB3IOKHTENS € HOCOUILL B CBOTBETHOTO OOSBIIEHHE
HIIM TOKYMEHTALMATA HA IOPBYKATA, IOCOUEHA B OOABICHUETO, Ue HKOHOMHYECKHS OIIEPaTOpP MOYKE

Jla CE OrpaHH<H N0 MONBIBAHETO ¥ B pasfen o, oT wact [V, Ges ma TpsbBa Jia A MOMBJIBA B APYT
pasnen Ha yact [V,




B CBINOTO [ONE Y4ACTHUKBT € MOMBIHMII IIOJIETO 1 & IION'BJIHMI pasnent 6yksa A ,,l omroct®
u OykBa B ,Texnuuecku u mpodecuoHansn cnocoGrocTr oT wact IV. Be3noxurenar we e
HIOCOHHIT M3TION3BAHETO HA TOBA OCHOBAHHE M CHILOTO MOJE He CJIEABA 114 Ce IOI'bIIBA.

Ilo oTHOmMEHME HA NpeICTABEHMS OT YYACTHHKA »EJEKTPOHKOMEPC“ EQO/I,
EETOII no o6ocobenn mosmmun Nel3, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28,
29, 30, 31, 32, 33, 36, 37, 38, 39, 40, 41, 42, 43, 44 u 45:

2.4. CpIIacHO W3MCKBAHUATA Ha AOKyMEHTalHUATa Ha OOIIeCTBEHAaTa TMOpbHYKa,
TIPOUSBOJUTENINTE Ha MEIHMIMHCKUTE M3/ienns 1o o6ocobenn mosumus ot Ne 13 o No 46, BKIL
TpsA0Ba 1a NPUTEKABAT BaIHIHA CHCTEMA 32 YIPaBJICHHE Ha KauecTBOTO 10 cTanaapT BJC EN ISO
13485:20xx MM eKBMBAJIEHTHA CHCTEMA 32 YIpaBJICHHE Ha KA4eCTBOTO, U3/IaI€H OT aKpeUTHpPAHA

HHCTUTYUHA MM areHims 3a YIPaBICHHAE Ha Ka4YeCTBOTO, ¢ OOXBAT CBIJIACHO npeaMeTra Ha
IIOpBYKaTa,

CBOTBETCTBHETO Ha TIPOM3BOMUTENUTE HA NPEIUIATaHUTE MENUIMHCKH M3/eIHsS ¢
TIOCOYCHOTO M3MCKBAHE CE YIOCTOBEPABA C [IOCOYBAHE HA BAJIMIAECH cepTH(HKAT 32 BLBeICHA
CHCTEMA 32 yNpaBICHKE Ha KauecTBOTO 110 cranaapT BJIC EN ISO 13485:20xx win exBHBaeHTHA
CHCTEMA 34 yUPABICHHE Ha Ka4eCTBOTO, ¢ 0OXBAT CBITMACHO IIPEaMETA Ha IOPBUKATA, H3TANCH HA
HMIMETO Ha [IPOXU3BOTUTEI.

3A YIOCTOBEPSIBAHE HA BB3MOXXHOCTUTE CE IIOIIBJIBA YACT 1V,
BYKBA ,,B%, T. 12 OT EEJOII

3a IoKa3BaHe Ha ChOTBETCTBHETO CH C TOPHOTO H3UCKBAHE B CIIyYauTe 10 49l 67, aj. 5 u ar.
6 or 30Il ywactHuumre npezncrassT 3aBepeHO KomMe Ha cepruduxar mo crammapr BJIC EN
ISO13485:20xx WM eKBUBaNeHT, W3maleH OT aKpeANTHpaHa WHCTUTYLHS HJIM AareHIus 34
YHPABJICHHE Ha KAICCTBOTO, C 00XBAT CHIVIACHO NPEAMETA HA TOPHYKATA, H3NAAEH HA HMETO Ha
MIPOU3BOIUTEINTE HA H3EIIUATA.

B gacr IV, 6yksa B, T. 12 ot EEJIOII, y4acTHKBT € MOocoum HHGDOPMAIIHS OTHOCHO
TPUTEHABAHATE OT IPOU3BOMUTE/IUTE HA IPE/TATAHATE MEANIMHCKHTE H3LENIHs, ceprudukary 3a
BBBC/ICHA CHCTEMa 3a yNpaBieHHEe Ha KayecTBOTO no craszapt BIC EN ISO 13485:20xx wim
CKBUBANICHTHA CHCTEMa 3a YIpABIEHHE HA KAueCTBOTO, C OOXBAT CHIIACHO IIpeaMeTa Ha
IOpBYKaTa/060CO0EHNUTE TO3MIMY, H3AJEHH Ha HMETO Ha Ipou3BouTeNHTe. M3uckBanero e
nocouero B pasjen 1I1.1.3 ot o6aBnenueTo 3a mopbukara u B pasnen IL, . 3. Kpurepuu 3a monGop
OT TOKYMEHTALUATA 38 yYaCTHE. .

[Io oTHOIIEHHMe Ha HOCOUEHUSAT cepruuxar ISO 13485:2003, oTHOCHM KBM IpellaraHuTe
MEIHIMHCKY M3IENHs 110 06ocobenn mozunuu Nel4, 15, 16, 17,36, 39, 40 u 41, y4acTHHKBT He e
[IOCOYHII CpOKa Ha BAIMIHOCT HA CEPTH(HMKATA, KAKTO M HETOBUSAT OOXBAT. Komucusra, cunta, ue
YIaCTHHKBT CJIeABa J1a OMBJIHM HHPOPMAIMITa, OTHOCHO MOCOYEHMSIT cepTudUKAT KaTo n06aBH:
BAMITHOCTTA HA CepTH(HKaTa, 06XBaTa My, KakTo u yel ajpec /g NPUROACUMUME CLYyYaU/, OpraH
MK CIyk0a, H3MaBala JOKYMEHTa, KAKBOTO € H3HCKBAHETO IIOCOYCHO B II0JIETO 34 IOIIBIBAHE B
EEJIOII.

ITo oTHOMIEHME Ha TOCOYEHHST CepTH(UKAT 32 CHCTEMA 34 YIpaBIIeHHE Ha KauecTBOTO 1SO
9001:2008 - ISO 13485:2003 NF EN ISO 13485:2012, oTHOCHM KBM Tpe/IaraHuTe MeIHIHHCKY
uzfienus no o6ocobend mosuimu No22, 25, 27, 28, 29, 30, 31, 32, 33, 37, 42, 43, 44 u 45,
Y9aCTHHKET HE € MOCOYMI CpOKAa Ha BAIMIHOCT HAa CepTHGUKATA, KAKTO M HErOBHST OGXBAT.
Komucnsara, cunra, ye yuacTHEKBT clensa ma mombiuu MH(OPMAIIHSATA, OTHOCHO [OCOYEHHAT
cepTu(hHKAT KaTo 100ABM: BATHIHOCTTA HA ceprudukara, 06xBara My, KakTo u OpraH HiH cnysxk0a,
H3/laBalla J0KyMEHTa, KaKBOTO € M3HCKBAHETO II0COYCHO B IIOJIETO 33 IIOMBIBAHE B EEJOII.



IIo oTHOMIEHHE HA TOCOYEHHAT CEPTH(HUKAT 32 CHCTEMA 32 YIpaBlieHHE Ha KadecTBOTO ISO
13485:2003, EN ISO 13485:2012, oTHOCHM KbM [peaaraHuTe MEIULUMHCKH H3/eIUS 10
obocobenn mozmimu Nol8, 19, 20, 21, 23, 24, 26 u 38, y4acTHHKBT HE € IOCOUMIT CpoKa Ha
BaJIUIHOCT Ha CEPTU(HUKATA, KAKTO U HETOBHAT 0OXBAT.

Komucusita, cuMTa, 4Ye YYacTHHKBT CleBa Ia [OOUBIHM HHQOPMALKATA, OTHOCHO
TIOCOUCHHAT CEPTHQHKAT KaTo JOOABH: BATUIHOCTTA HA ceprudukara, o6xBara My, KakTo ¥ Oprag
W CITy:k0a, H3/1aBama JOKYMEHTa, KAKBOTO € M3HMCKBAaHETO MOCOYEHO B MOJIETO 34 IOIIBJIBAHE B
EEJIOIT.

Ilo otHOWmIEHHE HA OCOYEHUAT cepTuduKar [SO 13485:2012, oTHOCHM KBM IpenaranuTe
MEJIMIIMHCKY H3/1eus 110 00ocobena rmozumus Nel 3, YYaCTHHKEBT HE € IIOCOYMII CPOKA HA BAITUIHOCT
Ha CepTH(HKATa, KAKTO H HeroBHsIT 06xBar. Komucusra, cauta, ye YYACTHHMKBT CJIe/IBA 1a JOIIbIHA
HH(OPMALHATA, OTHOCHO IIOCOYEHHST CEepPTHGHKAT KATO TOGABH: BaJIM/IHOCTTA Ha CepTUdUKaTa,
obxBaTa My, KakTo U yeb ajpec /B HPHIOKAMHTE clyyam/, opraH wium ciyx06a, H3maBaia
MIOKYMEHTA, KAKBOTO € U3HCKBAHETO IIOCOYEHO B II0JIETO 34 MOIBJIBAHE B EEJIOIT.

Yuactaukst ,EJEKTPOHKOMEPC“ EQOJ, B CPOK 10 5 (meT) paboOTHH JHH OT
HOIYy9aBaHETO Ha HACTOALIMS NMPOTOKOJ, B CHOTBETCTBHE ¢ 9. 54, am. 8 m 9 ot II[I30II na
npezncrasy HoB EEJIOII u/miu apyru NOKyMeHTH, KOWTO ChABPKAT IIPOMEHEHA H/UIIH IOIIbITHEHA
uEQopManys. JlombIHUTENHO NpencTaBeHata WHQGOPMALHS MOXe ja obxBama u daktu u
OOCTOSTENCTBA, KOHTO Ca HACTHIIWIH CTIE/| KpaHHAs CPOK 3a [T0JIy4aBaHe Ha O(hepTH MK 3agBJICHHS
3a yuactue. IIpm npencrasse Ha HOB EEJOII, ywactuwmuure cregsa ma MMaT TIpeJIBU]T
pasnopendara Ha wi. 67, an. 1 or 3011, XaKTo 1 MOCOYEHOTO B EEJIOII, 4e crensa ia mpencrasst
HH(pOpMAIMS CaMO KOraTo KpHTEpHHTE 3a noabop ca OHIIM W3UCKBAHH OT BB3IOKHTEIS B
OOABJIEHUETO, UM B IOKYMEHTAIMATA, IOCOYEHA B OOSBICHHUETO.

3. OTHOCHO HOKYMEHTHUTE Ha »HOBHUME]/l ®APMA“ EOOJ] no o6ocobenn
mo3uum Nel m 2

CerylacHO HW3MCKBaHHATA Ha JDOKyMEHTanus:ATa, ydJacTHUKGT ,HOBUME]] ®APMA¥
EOOJ e npenctasun COHCBK HA BCHUKH 38/[5DKEHH JTHTA TI0 CMACHIA HA Wl 54, an. 2 u un. 55,
ait. 3 ot 3011, He3aBHCHMO OT HAMMEHOBAHHETO HA OpraHuTe, B KOUTO y4acTBAaT, MIIH [UTEXKHOCTHTE,
KOuTO 3aeMar. Clie/[ 3aI103HaBaHE C IPESICTABEHHS CIIHCHK, U CHOOpPA3HO HAIpaBEeHATA CIIPABKA UPe3
caiiTa Ha THPTOBCKMS PETHCTBD 38 aKTYaTHOTO ChCTOSHHE HA »HOBUMEJ] ®APMA“ EQO/]I,
KOMHCHATA yCTAHOBH, Y€ JPYXKECTBOTO € eNHONUTHO JPYXKECTBO ¢ OIPAHMYEHA OTFOBOPHOCT IO
THproBekus 3aKOH U EOHONHYEH COOCTBEHMK HA KAIHTAIA € »HOBHUMEJ MHBECT“ OO/,
KomucHsATa YyCTaHOBH, Ue NHUATA TOCOYEHH B CIMCHKA HA 33 TbIDKCHUTE JIHIA [10 CMHCBIIA Ha 4,
54, an. 2 mun. 55, ain. 3 or 3011, He3aBUCHMO OT HAUMEHOBAHUETO HA OpraHuTe, B KOUTO Yy4acTBarT,
W IUTBXHOCTUTE, KOHTO 3a€MaT Ca JeK/IapHpai JITICaTa Ha OCHOBAHMS 32 OTCTPAHABAHE upes3
norsaBaneTo u noanucsanero Ha EEJIOIT u ckoTBeTHO cripsamo Tesu wna e [IPHIIOJKEHA HOpMAaTa
Ha wi. 41, an. 1 ot IIII3011, a umenno: Korato u3sncKBaHMsTa 10 I, 54,an. 1, 1. 1,2 u 7 or 30I1
C€ OTHACAT 3a IIOBCYEC OT €/IHO JIMLE, BCHUKH JIMI[A IIOAMUCBAT €HH U ChIII EEJIOIT.

Ilpy wm3BBpmIEH mnperiex Ha HPEJCTABEHUTEe B MNPENIOKEHHETO NOKYMEHTH W
aexpapupanute B EEJIOII oGcrosiTesicTBa, ¢hbriIacHo M3HCKBAHHNTA HA BB3JI0KHTENH KbM
JUTHOTO CHCTOSIHHE HA YYACTHHIHUTE H KPUTEPHHTE 32 MOAGOP NOCOYEHM B 06SBICHHETO Ha
001IecTBeHATA MOPBHYIKA, KOMHCHATA KOHCTATHPA CIIEHOTO:

3.1.  Buacr II: Undopmanus 3a uKOHOMHAYeCKHS omeparop, byksa A: Hupopmanus
32 HKOHOMHMYECKHS OLEPATOP, He € NMONLJIHEHO TOJIETO ChC CJIENHOTO ChAbPKAHME: AKo ¢
NPULOIICUMO, NOCOHEMEe OANU UKOHOMULECKUSIM ONepamop e pe2ucmpupan 6 OQUYUANHUA CRUCHE
Ha 0000peHUme UKOHOMUYECKU Onepamopu uiu Oanu UM exGuUEaIeHmeH cepmugpuxam (nanp.
CH2NIACHO HAYUOHAIHA KBANUPUKAYUOHIA CUCeMa (cucmemd 3a npedsapumento Kiacupane)?



IpenBun o6cTosTENCTBOTO, e KM HACTOSINATA TIPOLEAYPA € HENPHIIOKHAMO, CBHIIOTO
CJIeQBa J1a CE MOCOYH OT YYACTHHKA,

3.2. B gacr III: OcHoBaHHA 32 H3K/IOYBaHE, Oyxea B: OcHoBauus, cebp3aHm c
HECHCTOATENHOCT, KOH(PINKT HA HHTEPECH H/IH NPO(ECHOHATHO HAPYUIEHHE € ITOMbIHCHA
UH(OOPMALHs, KOSTO € HEOTHOCHMMA KBM HACTOSINATA IIPOUENYpa, ThH KaTo BB3IOKHUTEIAT HE €
TIOCTaBHJI KbM YYaCTHHLUTE H3UCKBAHE Ja NEKIIAPUpAT JAIH 33 TIX ca HANUIE 0OCTOSTEICTRA IO
4. 55, an. 1, 1. 2-5 ot 3011,

3a noxasBaHe Ha CHOTBETCTBHETO ¢ KPHTEPHHTE 32 MOXGOP, CBLP3AHH € TEXHHYECKHTE
U NpodeCHOHATHE Bb3MOKHOCTH € YCTAHOBEHO CJEIHOTO:

3.3. B wgacr 1IV: Kpuarepuu 3a moagbop, pasgen o: OB6mo ykasamme 32 BCHYKH
KpHUTEePHH 32 10A60P, 5CHO € 3aITHCAHO, Ye HKOHOMHYECKHUS ONEPATOp CIEABA 1A TOMBIHY Tasy
HH(OPMALS CAMO aKO BB3MIATall|s OPraH WM BE3IOKATENS € IOCOIHI B ChOTBETHOTO OGSBICHIE
K IOKyMEHTAIHATa HA TIOPBIKATA, IOCOUECHA B O0SBIEHHETO, Y& MKOHOMUIECKHUS OTIEPATOD MOKE
Aa C€ OTpaHW™H N0 TMONBIBAHETO H B paszen o oT yact IV, Ges na Tpa6sa na s momsmsa B Apyr
pasznen Ha 4acT IV. B cBI0TO noNe YYaCTHUKBT € MOIIBIHHII IONETO | € TIOIEIHIIT pasznenu OykBa
A ,l'omnoct™ wm Oyksa B , Texuudyecku u IpoheCHOHATHH CIIOCOOHOCTH® oT wacT V.
BB310KUTENAT HE € MOCOYHIT H3MO0M3BAHETO HA TOBA OCHOBAHME M CHINOTO HONE HE cienBa na ce
IIOITBJIBA.

34. B wacr IV: JIpyrd ocHOBaHHMA 33 M3KJIOYBAHE, KOHTO MOKE aa omgar
IIPEABHACHH B HANHOHAIHOTO 3aKOHO/IATENCTBO HA BH3/JIArALIMSA OPTaH WIH Bb3JI0MKUTEIs HA
ABPIKABA WIEHKA, yIaCTHUKBT € IIOCOYMII OTIoBOp ,,He™, kato B 3abenexka e orGensasano, ge , He
ca Hayruie 00CToATeNnCTRa 10 Wi. 3, al. 8 oT 3aK0Ha 38 HKOHOMHYECKHTE 1 (buHACOBHTE OTHOLIEHMS
C IPYKECTBATA, PETHCTHPAHY B IOPHCIHKINY C IIpe(ePEHIHANEH TaHEYEH PEXIM, CBhP3aHNTE C
TSX JIHNA U TEXHUTE ACHCTBUTEIHM COOCTBEHHUIH,

O6pbiname BHEMaHHUe, de B JIBPKABEH BECTHUK Op. 48 ot 24 1omm 2016 r. e obHApoaBaH
3aKOH 33 M3MEHEHHUE H JIONBIHEHNE HA 3aKOHA 33 HKOHOMUYECKHTE | (GHHAHCOBHTE OTHOIIEHHUS C
APYKECTBATA, PETHCTPHPAHA B IOPHCIMKIHH C IpedepeHIMaies JaHb4YeH PeXXUM, CBbP3aHHTE ¢
TAX JIMI@ B TCXHATE NEeHCTBUTENHU cobcTBeHMuu. Crex mpomenute, B ciwta ot 01.07.2016 Ti; B
MPHIIOKHOTO T0JIe Ha 3aKOHA MOTaIaT ApyKecTBata, peructpupany B IOITJIP, KOHTPOJNHUPAHUTE OT
TAX JML@ U TEXHUTE NEHCTBHTENHH COOCTBeHMUM. BrBeienu ca mpoMenu B cybekTHTe, Crpsamo
KOHMTO C€ IpHiara 3aKOHBT, KATO € 3aMeHEeHO IIOHATHUETO »CBBP3aHU JMLA~ H ,,CBBP3aHOCT™ C
»KOHTPOJIHPaHH JIMLA” U ,,KOHTPOI .

B tasu Bpw3ka, Komucusra, cunra, 9e yUacTHUKET cllefBa 1a HOIBIHA HH(pOpMAaITHATA,
OTHOCHO IIOCOYEHHTE OOCTOSTENCTBA N0 Wi 3, an. 8, Kato ce chobpasu ¢ HOBaTa penaxis Ha
3aKoHA 32 MKOHOMHYECKMTE M (DHHAHCOBHTE OTHONICHHS C APYKECTBaTa, PETHCTPUPAHH B
TOPHCIUKIMK C npe(epeHiuaNe JaHEYeH PeXuM, KOHTPOJMPAHHTE OT TAX KA H TeXHHTe
ACHCTBUTEIHH coOcTBeHHIM (u3M. B, 6p. 48 o1 2016 r., B cra ot 01.07.2016 ) ¢

Yuactauker ,HOBHME]J] ®APMA“ EQOJ, B CpOK 0 5 (mer) pabGoTHM JOHH OT
[I0Ty4aBaHCTO Ha HACTOAIIUA MPOTOKOJ, B CHOTBETCTBHE C uil. 54, am. 8 u 9 or IIII30I1 za
npencrasy HOB EEJIOII n/unu apyru noKyMeHTH, KOHTO CBOBPIKAT IPOMEHEHA W/WIH JOIbIHEHA
uH(popmanud. JIOOBIHUTENHO IIpeACTABEeHATA uHbopManua Moxe ga oOXxsama M (GakTd u
0OCTOSITENICTBA, KOUTO Ca HACTBIIAIIA ClIE] KPAaiHus CPOK 3a TI0JTyYaBaHe Ha O)EePTH Uiy 3asIBIICHHS
3a yJacTHe. '

4. OrnocrHo noxymenrure Ha ,,JJAHC ®APMA“ EOOJ, o o6ocobenn mo3iunm
NeNeld, 15, 16, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39,
40, 41, 42, 43, 44, 45 u 46.



BunHo oT mpencrasenara oT y4acTHHKA »JAHC ®APMA“ EOOJ undopmauus, B
TIPETIOMEHHETO My Ca BKIIO4YEHH ,,JJAHC ®APMAY“ EOO/I u ,, TUTA - KOHCYJIT* 00/ (s
Ka4eCTBOTO MY Ha IOAM3IBJIHUTEN). i

CprnacHo u3KMCKBaHUATA Ha AOKYMCHTAUHSTa, YHaCTHHKET ,, JJAHC ®APMA“ EQQ/ e
npejcTaBul COHCHK HA BCHYKHU 38[bIDKEHH JIMIA [0 CMHCHIA Ha 9L, 54, an. 2 w . 55, an. 3 or
30I1, He3aBHCHMO OT HAUMEHOBAHUETO Ha OpraHHTE, B KOUTO y4acTBaT, HIIH JTBKHOCTHTE, KOUTO
3aemar 3a ,,JJAHC ®PAPMA“ EOOJ u ,,TUTA - KOHCYJIT* OO0/.

Criex 3an03HaBaKe ¢ IPEACTABEHUS CIIHCEHK, ChOOPA3HO HANpaBeHaTa CIIPABKa Ype3 caiita
Ha THProBCKHs PErHCTHD 3a aKTYANHOTO CHCTOSHHE HA »IAHC ®APMA“ EOOJI, xomucusTa
YCTaHOBH, 4€ NPYKECTBOTO C€ YIIPABIIABA OT €IHO JIMIe. B ChOTBETCTBHE C L. 40, am. 1, 1. 1 u am.
2, 1. 3 ot IIII30II ympasurensr e ACKJIapUpan JuIcaTa Ha OCHOBAHHUS 33 OTCTPaHSBAHe upe3
TIOI'BJIBAHETO U MoAmHCcBaneTo Ha EEJIOIT.

Cnen 3amo3naBane ¢ IpeACTABEHHS CIIACHK, I cboOpa3sHO HarpaBeHaTa CIIpaBKa upes caiiTa
Ha THProOBCKHS PETUCTHD 32 aKTYAHOTO CHCTOSIHEE HA »THTA - KOHCYJIT* O0J1, xomucusTa
YCTAHOBH, H€ IPYKECTBOTO CE YIpPaBJIABa OT JIBe JIHIA H IIPEACTABISBA OT TAX 3aSHHO ¥ TOOTHEIHO.
Komucusira ycranosm, de Jimiara HOCOYEHH B CIMCHKA HA 3aTbIDKEHUTE JIMIIa II0 CMUCHJIA HA uJl.
54, an. 2 mwan. 55, an. 3 or 3011, HE3aBHCHMO OT HAMMEHOBAHKETO Ha OpTaHHUTe, B KOHTO YYacTBaT,
MM UTbAKHOCTHTE, KOHTO 3aeMar ca JeKIapHpaln JTUIcaTa HA OCHOBAHHS 33 OTCTpaHsABaHEe uYpe3
NonepIBaneTo i noanucsaneTo Ha EEJIOI u croTBeTHO cripsaMo Tesu jmma e IIPHIIOYKEHA HOPMATa
Ha 9. 41, an. 1 or ITTI30I1, a umerro0: KOraro u3ucKBanusTa 0 4. S4,anm 1, 1. 1,2 1 7 ot 3011
C€ OTHACAT 32 [TOBEYE OT EIHO JIMIIE, BCHYKH JIALA NOAMHUCBAT SIHUH U ChII EEJIOII.

Ilpn wn3BbpmEHn mnperie] HA NpeIcTABEHHTE B NPEIOKEHHETO [JOKYMEHTH u
nexnapupanure B EEJIOII o6cTosiTesicTa, ChriiacHo H3IMCKBAHUATA HA BB3JIOKHTEIS KbM
JIIHOTO CHCTOSHHE HA Y4ACTHHIMTE H KPUTEPHHTE 32 MOAGOP MOCOYEHH B 06SBJICHHETO HA
0o0ImecTBeHATa MOPHIKA, KOMHCHATA KOHCTATHPA CEAHOTO:

ChIIIacCHO M3MCKBaHMSTA HAa JOKYMEHTALMATA HA OGIIECTBEHATA IIOPBYKA, ITOCOYEHH B

Pazpen l1I. Ceaspixanne Ha [peuiosxkernnero Ha y4JacTHHKa (3asBICHHUE 3a yIacTHe H odepTa), IpU
TIOArOTOBKAaTa Ha NPEIVIOKCHUATA CM YYACTHHIHTE Ca JUIBXKHM JA CIa3BaT M3MCKBAHHMATA Ha
BE3JIONHUTEIATE U Ja C¢ CHOOPassAT ChC BCHUKH YKA3aHWs NAICHH B HACTOSINATA JIOKYMEHTAIlH.
l1pennoxennero Ha yyacTHMIHTE clieBa 1a ChIBPKA:
1. 3asBIeHMETO 32 yUacTHE, KOETO BKIIHOUBA EEJ1OI1 3a yuacTHHKa B CBOTBETCTBHE C H3UCKBAHUATA
Ha 3aKOHa H yCIIOBHATA Ha BB3JIOKUTENHA, a KOTarto € MPHIOKHMO - EEZIOI1 3a Bcekm ot
YYACTHHITATE B O0CIMHEHHETO, KOSTO HE € IOPHIHUECKO JIHIIE, 33 BCEKH [IO/IM3ITBIHUTEI U 38 BCAKO
JHIE, YHUTO PECYPCH 1€ 0BT aHraXHPAHH B H3IBIHEHHETO Ha MTOPBYKATA C IIPHIIOKEHH:

° AOKYMEHTH 32 I0Ka3BaHe Ha IPEIIIPUETHTE MEPKH 3a HAJEKIHOCT, KOTATO ¢ IIPATIOKHMO;
° KOIHE OT NOKYMEHT, OT KOHTO [@ € BHIHO MPABHOTO OCHOBAaHHE 3a Chb3JaBaHe Ha
00eTHHEHHETO.

° CIHCEK Ha BCHYKH 3aJB/DKCHHU JIMIA [10 CMHCHJIA Ha WL 54, am. 2 ¥ u. 53, an. 3 ot 3011,

HC3aBACHMO OT HAaMMCHOBAHUETO Ha OPTAHATE, B KOUTO YYACTBAT, MM ITBKHOCTHTE, KOMTO 33EMaT
(B cBOGOIEH TEKET).

° OIHUC HA MPENCTABEHUTE JOKYMEHTH

B npemnoxenuero na ,, JAHC ®APMA EOQO/I, y4acTHHKBT € IpeCTABHII 3a5BIICHYE 34
yHactue, koeto Bkiroysa EEJIOIT 3a ywactuuka (Bkn. EEJIOII 3a mommsmeimuTens »THUTA -
KOHCYJIT* OO[), couuchbK Ha BCHYUKH 3abIDKEHH JIM0a 10 CMECHJIA HA WiI. 54, an. 2 u . 55,
ait. 3 ot 3011, HE3aBHCUMO OT HAUMEHOBAHKETO Ha OPraHMTE, B KOMTO YYACTBAT, MM JUIHKHOCTHTE,
KoHuTO 3aemar (B cBobozeH Teker) 3a ,, JAHC ®APMA EOO/ u ,, TUTA - KOHCYJIT* QO
HO HE € IpeaCTaBHIl ONHC HAa IIPEJCTABEHHMTE NOKYMEHTH, CBHIVIACHO W3MCKBAHUSTA Ha
JDOKYMEHTalMATa Ha 00IIecTBeHAaTa TOphUKa.



IlpeaBUA W3NOXKEHOTO, YYaCTHMKBT CNEABA 1A IPECTABH OMMC HA IIPEACTaBEHHTE
AOKYMEHTH, CBITIACHO H3UCKBAHUATA HA IOKYMEHTALUATA, HOAMHUCAH OT JIMLIE IPATENABAIIO IPABO
Jla IPEJCTABIISBA YYACTHHUKA. '

Ilo oTHowenne Ha npeacTaBenns ot ., JJAHC ®APMA“ EQOJ, EEJOIIL:

4.1.  Buacr II: Hudopmanus 32 MKOHOMHYECKHS 0IIepaTop, oyksa B: Uudopmanus
OTHOCHO H3II0I3BAHETO HA KalAUMTeTa HA APYrd Cy0eKTH, yJaCTHHKBT € IOCOYMIL, 4e IIe
TI0J13Ba  KallauTeTa Ha Apyru cybektd. CoumespemenHo B wact II: Mndopmamus 3a
HKOHOMHYECKHs oneparop, Oyksa I': Hudopmaims 3a moAH3 NG IHATENH, YHIATO KANAIMTET
HKOHOMHYECKHSAIT ONEpaTop HAMAa Na M3N0J3Ba, € I0COYeH noausnwiuurens ,,TUTA -
KOHCVYJIT* OO/I. ChriacHO HM3HMCKBAHMATA HA 3aKOHA W JOKYMEHTAMATA Ha OOIecTBeHATA
IIOpPBYKa, YYACTHHKBT € NPE/ICTABHII 32 CHOTBETHHAT cybekT, a uMenno: ,,TUTA - KOHCYJIT*
OO0J sannexno momenne i noamucan EEJIOI], B kouto ce mocousa HHpOpMAaLHATA, M3HCKBaHA
ceriiacHo pasyuens A u b ot gact I u or wacr I1I ma EEJIOIL

Ilpensun ofbcroarencrsoro, uwe ,TUTA - KOHCYJIT OOJ e enmHCTBEH
TIOTU3I'BIHKUTEN, C KOHTO Ce NOKa3BaT KPUTEPHHTE 3a MOAOOp YYACTHHKA wIAHC ®APMA*
EOOJ wue caensa na nomensa EEJIOII B wacer II: Mndopmanus 3a nKoHOMMIecKust omeparop,
Oyxsa I': Uudopmanus 3a mogH3IbIHATENH, YHATO KANALHTET HKOHOMUIIECKHST oneparop

'HAMA 12 U3M03BA.

4.2. B uacr III: OcHoBaHusA 32 M3KIIYBaHE, Oyxsa B: OcnoBaHus, cBbp3anu c
HECHLCTOATENHOCT, KOHQIHKT HA MHTEPECH WIH NPOoQeCHOHAIHO HAPYIICHHEe € [ONbIHeHa
HH(OPMAIH, KOSTO € HEOTHOCHMA KHM HACTOSINATA TIPOLIEypa, Thil KaTo BB3NOMKHUTEISAT HE €
ITOCTABUII KbM YYaCTHUIMTE H3MCKBAHE Ja JEeKJIapHpaT JAlH 3a TIX ca HaImIe 06CTOSTeCTRA 0
4y. 55, an. 1, T. 2-5 ot 30I1;

3a okasBaHe HA CHOTBETCTBHETO ¢ KPUTEPHHTE 32 MoAGOP, CBBLP3aHH ¢ TEXHHYECKHTe
4 NPo(ecHOHATHH Bh3MOKHOCTH € YCTAHOBEHO CJIEIHOTO:

4.3. B wacr IV: Kpurepnu 3a noa6op, pasgen a: O6mo ykasanpe 3a BCHYKH
KDHTEPHH 32 000D, 5CHO € 3alHCaHO0, Ye HKOHOMHYECKUS OTEPATOp CIIe/Ba A8 OWBIHI Tasu
HHQOpPMAIKs CaMO aKO Bh3JIAralliiisl OPraH il Bh3IOXKHTENS € IOCOHII B ChOTBETHOTO OGABICHHE
WM IOKYMCHTAIUSTA Ha IOPBYKATA, IT0COUCHA B OOSBIEHUETO, 9¢ HKOHOMHYECKHS OTIEPATOP MOXKE
/g e OrpaHuvK 0 NMONBJIBAHETO i B pasnen o oT yact IV, 6e3 na Tpabea fa s momsisa B Ipyr
pazgen Ha yacT IV. B ¢BII0TO MONIe YYACTHHKBT € MOIIBJIHAI TTOJIETO U € IOIIBIIHUI paznenu Oyksa
A L Jommoer® m Oykea B ,Texumuecku u npodeCHOHANHH CMOCOBHOCTH® or wuacT IV,
BB310KuTENAT HE € IIOCOYMII H3MON3BAHETO HA TOBA OCHOBAHHE M CHINOTO [OJC He clenBa Jia ce
MION'BJIBA.

4.4.  CbITacHO M3HCKBAHMATA HA JOKYMEHTALMATA HA OOIIECTBEHATA [IOpBYKA,
[IPOU3BOJUTENIUTE Ha MENMIMHCKHTE H3JENHs 1m0 060cobenn mosuuun ot Ne 13 no Ne 46, sk
TpsA0Ba Jia IPUTEXKABAT BaJHHA CHCTEMA 33 YIIPABJICHHE HA KAYECTBOTO 110 craggapt BJIC EN ISO
13485:20xx nyM eKBHBAJIEHTHA CHCTEMA 32 YIPaBJICHUE Ha Ka4eCTBOTO, U3/IafIEH OT aKpeauTHpaHa
HHCTHTYIHA HIIM areHUMs 3a YIPaBJICHHE HA KaYecTBOTO, C OOXBAT CHIIACHO MpejMeTa Ha
[IOPBYUKATA;

CPOTBETCTBMETO HA NPOM3BOAUTENWTE HA MPETAraHHTE MEIUIMHCKH H3ICIHS ¢
TIOCOUCHOTO M3MCKBAHE Ce YIOCTOBEpSBAa C II0COYBAHE HAa BAaNWAEH cepTHMHKAT 3a BHBEICHA
CHCTeMa 3a yIpaBlIeHHE Ha KayecTBOTO 110 cTasnapT 5JC EN ISO 13485:20xx unu ekBUBaIcHTHA
CHCTeMa 3a YIPABJICHHE Ha KAYECTBOTO, C 0OXBAT CHIIACHO LIPEAMETA HA OPBYKATA, H3AAIEeH Ha
HMMETO Ha IIPOH3BOIUTENS.

3A YAOCTOBEPSIBAHE HA BB3MOXKHOCTHUTE CE MOITBJIBA YACT Iv,
BYKBA ,,B4, T. 12 OT EEJOII



3a loxa3Bate Ha CHOTBETCTBHETO CH C TOPHOTO U3HCKBAHE B CILy4amTe 110 Wwi. 67, an. 5 1 a.
6 or 30Il yyacTHHIHTE HPEACTABAT 3aBEPEHO KONHE HA ceprudukar mo cranmapr BJIC EN
ISO13485:20xx wimu eKBHBaNeHT, W3ZageH OT AKpENUTHPAHA HHCTHUTYILHS HJIA areHnms 3a
YUPaBJICHHE HAa KAYECTBOTO, C OOXBAT CHIJIACHO LPE/META HA NOPHYKATA, H3NANCH HA MMETO Ha
[IPOM3BOJUTEINTE HA U3IEIHATA.

B uacr 1V, 6yksa B, 1. 12 or EEJIOII, YYaCTHKBT € IOCOYMI MH(POPMALUS OTHOCHO
TIPHTEXABAHUTE OT IPOU3BOJUTENNTE Ha IPE/IaraHuTe MeJUIIMHCKHTE H3/Ie/Hs, cepTHhHKATH 3a
BBBC/ICHA CHCTEMa 3a yNpaBlIeHHE Ha KauecTBOTO 1O cranmapT BJIC EN ISO 13485:20xx wm
CKBHBAJICHTHA CHCTEMA 33 YIIPABIICHHE Ha Ka4€CTBOTO, ¢ 00XBAT CHIIACHO NPEAMETA HA IIOpBYKATa,
H3NANCHH Ha MMETO Ha IpousBoAuTeNuTe (3 Op. cepTrudhukarn), HO He € Mocoum) 06ocobeHaTa/Te
TIO3HUKMS/MK 32 KOSTO/HTO Ce OTHACS BCEKM enuH oT Tsx. W 3a IIBJTHOTA, KOMHUCHSTA CUMTA, Ye
YUacTHuKa CIelBa Na MOCO4YH M yeld aipec /6 npunoscumume ciyyau/, KAKBOTO € H3HCKBAHETO
[I0COYEHO B II0JIETO 3a nomenBade B EEJJOT].

Ilo oTHOMIeHMe HA MpeEiCTABEHNS 0T MOAMINBIRHTE/S » TUTA - KOHCVYJIT“ QOJI,
EEJIOII:

4.5.  Buacr II: Madopmammus 3a HKOHOMHEYeCKHS oneparop, 6yxsa A: Hudopmanus
32 HKOHOMM'ECKHS OLEPATOP, NOJM3IBIHATENS (MKOHOMHYECKHS OTIEPaTop) e IIOCOYHII, Y€ IIe
ydacTsa B IpOLENypaTa 3a Bb3NaraHe Ha OOIIECTBEHA MOPBYKA 3EHO C APYTH MKOHOMHYECKH
ONEPATOPH (RO-CHEYUANHO KAMO Hacm om 2pyna, KOHCOPYUYM, CbEMECMHO NPeOnpusmue unu
Opyeu nodobHu). B xoHKpeTHHS clyyaif, IpeaBH/ 00CcTOsTENnCTBOTO, Ue , THTA - KOHCYJIT
OO/ e noam3msIHETEN, TOM He CliefBa /ia TIONBIBA TASH YACT OT EEJIOIL Ta3u gacr or EEJTOIT
C€ TONBJIBA CaMO B CIy4daH, 4e IPEIOKEHUETO Ce 0JaBa OT IpyIla, KOHCOPLIHYM, CHBMECTHO
NPEINPUATHE UITH IPYTH HON00HMH,

4.6. B ugacr III: OcHoBanus 3a H3KI0UBaHe, OykBa B: OcHoBanus, cBhp3anu c
HeChCTOATEIHOCT, KOHPIMKT Ha HHTEPeCH WM NPO(ECHOHAIHO HAPYIIEHHE € MOMbIHEHA
HH(OPMALKS, KOTO € HEOTHOCHMA KbM HACTOSIIATA IPOLENYPa, Thi KaTO BB3JIOXKUTEIAT HE €
TOCTAaBIII KbM yHACTHHIATE U3UCKBAHE Ja JICKIAPUpAT i 3a TAX ca HATHIE 0BCTOSTENICTRA 110
9. 55, an. 1, 1. 2-5 ot 30I1;

3a Joka3BaHe HA CHLOTBETCTBHETO ¢ KPHUTEPHHTE 32 000D, CBbP3aHH ¢ TEXHHYECKHTE
H IPOdeCHOHATIHA BH3MOMKHOCTH € YCTAHOBEHO CIeTHOTO:

4.7. B wuacr IV: Kpurepan 3a nonbop, pasaen a: O6mo yKa3aHWe 3a BCHYKH
KPHTEPHH 32 M0A60p, SCHO € 3aIHCAHO, Y& HKOHOMHUCCKHS ONEpaTop CIeBa a MONBJIHU Ta3H
MH(OPMALHA CAMO aKO BB3JIATAIINS OPraH WK BE3IOKATENS € TOCOUII B CHOTBETHOTO 00sBIEHHE
HJIH IOKYMEHTalUATa Ha IIOPBYKATA, I0COUCHA B OOABIECHHETO, Ye HKOHOMUIECKHS] OIIEPATOP MOXKE
Ad €€ OTpaHiiH N0 MONBJIBAHETO H B paszien o oT gact IV, 6e3 ma TpsGea 1a s mombiea B apyr
paszen Ha 9acT IV. B CBINOTO IMONe YYACTHUKET € HONBIHII IIONETO U € O bIHIT paszenu 6ykBa
A T'omoct™ u 6Gyksa B , Texuuuecku u NpoQecHOHANHN CIOCOOHOCTH® oT wacT V.
B1b3/I0XUTENAT He € HOCOYMIT H3MON3BAHETO HA TOBA OCHOBAHME 1 CBINOTO IIOJIE HE CTIE/BA 1A ce
HOIMTBJIBA.

YuactHuksT ,, JAHC ®APMA“ EOO/L, & CPOK 110 5 (1eT) pabOTHH JHH OT ONYYaBAHETO
Ha HACTOAIIHS IPOTOKOIL, B ChOTBETCTBHE C WiI. 54, an. 8 u 9 ot [TI13011 na npencrasyu HoB EEJIOIT
H/MIMU  JPYTH IOOKYMEHTH, KOHTO CBABPXKAT MPOMEHEHA H/HIM IOIBIHEHA HHMOPMAIHSL.
JonmbIHUTENHO TIpencTaBenaTa uH(OpMaNHI MOXKE 1a 00XBama U taxTy u obcTosITENCTRBA, KOUTO
Ca HACTBITHIIH CIIE]T KpalHHs CPOK 32 I0Jy4aBaHe Ha O(epTH MK 3asBICHHS 34 y4acTHe.




YuyacTHunuTE, CNEBA 1A PEACTABT H3UCKAHUTE OT KOMHUCHSTA JNOKYMEHTH H MHbOpMaIHs
B CPOK OT 5 pabOTHH [HH OT NOJTYYaBAHETO HA HACTOSIIMS IPOTOKON, BCEKH paboten nmen mo 17:30
Haca Ha T0COUCHMA B NOKYMEHTALMATA 33 yYacTHE apec, B 3aleuarad, HEIPO3paueH LMK ¢
Hammuc: ,JlocraBka Ha pPagMOAKTHBHH JIEKAPCTBEHH IPOAYKTH, paguHopapManeBTHIH,
PANAOHYKJINIHH T€HEPATOPH, KHTOBE M PAJUOHYK/IHAHH NpeKkypcopu 3a 2017 r., 0TIy CKaHH
no pena na Hapen6a 34/25.11.2005 r. 3a pena 3a 3annamane ot penydJuKaHCKHus OI0MKeT HA
JIeIeHHeTO HA (BbJrapcKuTe rpakIaHy 3a 3a00/ISBAHAN, H3IBHLH 06XBATA HA 3a0bJLKHTEHOTO
3APaBHO OCHTypsBaHe", BKIIOYBAMA 46 CAMOCTOATETHO 060COGEHH HOZMITHH . nvseseennn.. o,
(u3nucea ce HAUMEHO6AHUEMO HA YHACHIHUKA).
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