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Huee, 18.09.2017r., B rp.llymen, B xabumer CueToBOiCTBO B crpagara Ha
»KOMITJIEKCEH OHKOJIOTHYEH ueHTep-Ulymen” EQOJI, rp.lllymen, ce IPOBENE 3aceaHue Ha

KOMHCHSTA 32 IPOBENCIAHE Ha NpoLeaypa 1o 3011 11 ko 7 A~ - ,Jocmaska na

MEOUYUNCKYU KOHCYMAMUBU U PEaKmueu no [Ipunooicernue 1" 3a nysmire va” KOLI-
Illymen” EQOQOJ

Komucusra, nashauema cwc 3amosen Ne0S9/ 18.09.2017r., Ha Vrnpasurens wa
Besnoxutens sanouna pa6ota B 11,00 uaca B nuien cscras: 1.)Kamera HoneBa - Brrpemen
onutop, Ilpencenaren, 2.Muxaun Kosaues —~ nekap OXO, uner , 4ien 3.Pymsna Benukosa —
onepaionra cectpa OXO, unen, 4.ITspsonera [IETEBA Mar.(apmanest, wieH, 5.ILtamMen
IieTkoB — ropucr, unen.

UneHOBEeTE Ha KOMMCHSTA [10IBIHHXA Ackiapauuy mo yi.51, an.8 or [MI30I1, Bse
Bp.wi1.103, an.2 or 3011

B 3acemamnero Ha KoMHCHATA He ce sBHXA YIBJIHOMOIUEHH TpeJICTABHTENH TN
1peAcTaBuTeNH Ha Meaun u CHII,
IlpencenatensT Ha KOMHCHATA HOKNIAgBa NpEACTaBeHHA OT JAEJ0BOJCTBOTO Ha
Bb3noxuTens cnuebk Ha yyacTHUmHUTE B OTKpuTaTa mpouelypa no 30II, moapenenu mo
HOPC/IHOCT Ha BHACHE Ha JOKYMEHTALHATA 33 YUYaCTHE B IIPONEAYPATA, KAKTO ClIe/Ba.

Ne | Bx. Hdama Hac DPupma ITnurose

No
1. | 257 [ 22.08.2017| 9.20 » Mnmepbusnec 91" EOOT 1 naux
2. | 269 [ 30.08.2017| 11.35 » Omuumed” OO [ naux
3. 1270 |31.08.2017 | 11.15 . PCP” EOOT 1 naux+1 kauion
4. | 271 |31.08.2017 | 11.20 WL pun BI Q00 1 naux
5. 1272 101.09.2017 | 11.20 | ,, QuEmIorcu Knunux” Eooq I naux
6. | 275 | 05.09.20171 9.00 »JHabexe Huocunepunz” oonq 1 naux
7. 277 105.09.2017 | 14.20 » Lnnax nusune” EOOL I nnux+ 1 kawon
8 | 281 |05.09.2017| 9.50 »Ka— M Meouxan” EQOL 1 nauxc+1 naux
9. | 294 | 11.09.2017| 9.40 .» Cohapma Tpetiounz” AIT 1 nnux+ 1 kawon
10.| 298 | 14.09.2017 | 10.11 SETI” EOOX 1 naux
11.1 299 {1 14.09.2017 | 11.00 » Hemnunk Boazapus” OO/ I nnux+ I kawon
12.| 300 | 14.09.2017 | 11.02 | ,, Puomeduxa Bvneapus” EOOH | 1 naux+1 xawon
13.| 302 | 15.09.2017 1 9.40 » Qapron” Al 1 naux+1 kauwon
14.1 303 | 15.09.2017 | 9.40 »Xummere” OOL I naux+1 rawon
15.| 304 | 15.09.207 | 9.4 wByamap MJIT” Q04 I naux+1 kawon
16.| 305 {15.09.2017 | 9.42 wbBbpayn Meoukan” EOQN 1 naux+1 kawon




17.4 306 | 15.09.2017 | 9.43 » MTH Huscunepunz” OO I nnux+1 kawon
18] 307 | 15.09.2017 9.45 wAeapma LM EOO/ I nnux+1 xawon
19.| 308 | 15.09.2017 | 9.47 »Eioc Meouxa™ EQO/L I nnux+1 kawon

Komucusara 3arovuHa OTBapsHe Ha NnoJgagcHuTe O(IJepm H KOHCTATHpa CAeIHOTO:
1.,,Anrepousnec 91” EQOOJ — Odeprata ce HaMEpPU B ONaKOBKA —
3MpaB, HEIPO3PaYeH, XBbJT IUIHK ¢ Hagnuc ,,Odepra 3a yyacTHe B o6LIeCTBeHA
NOpBYKA”, C IPEAMET ,,Jl0CTaBKa Ha MEAMUHHCKH KOHCYMATHBH 1 PEaKTHBH II0
Ipunoxenue Nel, 3a vyxnure ma ,,KOL[-Ulymen” EOQO/I”. Cnen orsapsueTo
Ha TUIMKA C€ HaMepyxa 20p manku, mepBata ¢ 4enHa cTpaHuua OmEC Ha
ROKYMEHTHTE, TIofmucad oT JI.3aduposa, ynpaBuTel, BTOpaTa ¢ TEXHHYECKO
IpeIJIOXCHHE 32 W3MBIHEHUE Ha MopbuKara, obpasey Ne2. Hamepu ce u 3apas
3alneyaTal INMK ¢ Hagnuc: ,JIlpennaranu ueHosu napamerpu” 3a OIT Ned,
Hanuue € chOTBETCTBHE MexIy OMHCUTE H NPEJCTABEHUTE NOKYMEHTH II0
omuca. Tpuma OT uneHoBeTe Ha KoMucuaTa JKaueTa Honega, Pymsua Benukosa
u IInamen IMeTkoB moanucaxa npejncrasenute 5. TexHHYECKO NPEANOKEeHHE 38
M3MbIHCHNE Ha [I0PBYKATA U TIHK ¢ ,JIpeanarann ueHosu napamerpu®.
2.,Omuumen” OOJ — Odeprata ce HaMepH B ONaKOBKa — 3/paB,
HEIPO3payeH, XBAT NAMK ¢ Haamuc ,,Odepra 3a yuacTue B oGuiecTseHa
IIOPBYKA”, ¢ MpeaMeT ,,JIocTaBKa Ha METUIMHCKY KOHCYMATHBH U PEaKTHBH 110
Ilpunoxenue Nel, 3a nyxaute na ~KOL-Uymer” EOOI”. Cnen oTBapsHeTo
Ha IUIMKa C€ HaMepuxa I[alnka, [bpBaTa ¢ YenHa crpaHdua Omec Ha
AOKYMEHTHTE, NOANKCcaH oT Emvcaseta MitaneHoBa, ynpaBuTen, KaTajior Ha Ha
npoussozuten DAKO, BTopaTa ¢ TeXHHYECKO MpeIIoXKEeHHe 33 U3NBIHEHHE Ha
nopbukara, obpaser; Ne2. Hamepu ce u 31paB 3amedaTaH IUIMK C HAMINC:
»lIpennarany neHoBr napametpr” 3a OIT Ne4. Hanmile e choTBeTCTREE MEXTY
OIUCHTE H NPELCTaBEHUTE JOKYMEHTH M MOCTPH, ChITacHo onuca. Tpuma ot
4IcHOBeTe Ha Kxomucusta JKawera [lomeBa, Pymsna Bemukosa u Ilnamen
IlerkoB  mommucaxa mpencraBenure B TexHHUECKO OpenioXeHHe 3a
M3I'LIHEHHE Ha [IOpBYKaTa M IUIKK ¢, [Ipenarany LeHosr napameTpu”.
3.,PCP” EOOI - Odeprata ce namepu B onmakopka — 30pas,
HENPO3pateH, XBAT MUK ¢ Hapmue ,,Odepra 3a yyacTme B obmiecTBeHa
IOpBYKA”, ¢ mpeaMeT ,,JIocTaBKa Ha MeHIUHCKA KOHCYMATHBH U PEAKTHBH IO
[Ipunoxenne Nel, 3a "yxnute Ha »KOL-llymen” EOOM”. Cnex oTRapsHeTo
Ha IUTMKa Ce HaMepuxa nanka ¢ dvenHa crpaHuua Onuc Ha JOKYMEHTHUTE,
noxmucad OT A-p Pawo Pubapos, ynpasuren. Hamepu ce u 3/[paB 3arneyartaf
MUK ¢ Hagmuce: ,llpemnaranu ueHoBu napamerpu” 3a OIT Nel. Hanuue e
CBOTBETCTBUE MKy OLMCUTE H NPELCTaBeHUTe JOKYMEHTH U onuca. Tpuma ot
WieHOBeTe Ha KomHcHsTa JKaneta [oHesa, Pymsna Benwkosa u Ilnamen
IletkoB  mojnucaxa mnpexacrasenute  B.TeXHUYECKO IpeioKeHue  3a
M3IBIIHCHHME Ha [TOPBYKATA M IUTHK ¢ ,,[Ipeanarann LenoBu napameTpu".




4.,I'pun BI'” OO/ - Odeprata ce Hamepu B ONAaKOBKa — 31paB,
HEnpospadeH, XBAT MUK ¢ Hagmuc ,,Odepra 3a ydacTMe B oOIlIECTBeHa
MOpBYKa”, ¢ IpeaMeT ,,JlocTaBka Ha MEIHLIMHCKH KOHCYMATHBH M PEAKTHUBH 110
Ipunoxenne Nel, 3a "yxaure Ha ,,KOL[-Lllymen” EQO”. Cuex oTBapaHETO
Ha IUIMKA C€ HaMepuxa Mamnka ¢ yenHa crpaHdua Onuc Ha AOKYMEHTHTE,
nmoanucaH ot Jlmmua IlpamarapoBa, ynpasuten. Hamepu ce TexHugecko
npepnoxenue 3a OIT Ne3 n Texnuuecko npepnoxenue 3a OI1 Ne4. [peacrass u
20p 3mpaBu 3ameyaTaHy ILTMKOBE ¢ HAAMUC: ,JIpeaiarady EHOBH napamerpu”
3a OIT Ne3 u cpoterHo 3a OI1 Ned, Hanuue e chOTBETCTBHE MEXY ONHCa U
IpeACTaBeHHTEe MOKYMEHTH. TpuMma OT wuileHOBeTe Ha koMmMcusTa JKaHera
Honesa, [Tspsonera IereBa u Ilamen [leTkos moamucaxa npeacTaBesuTe 2 op
Texunyecko npeanoxeHue 3a M3NIBIHEHHE Ha MOPBYKaTa W 20p IUIMKOBE C
»lIpeltaranu HeHOBH mapaMeTpu.

3wyl EM/Tcn Knunuk” EOOJ — Odeprarta ce HaMepd B ONaKoBKa —
3[paB, HENpO3payeH, XKbBIT UK ¢ Haanuc ,,OdepTa 3a yyacrre B obiiecTBeHa
Nope4Ka”, ¢ npeamert ,,JloctaBka Ha MEAULUMHCKY KOHCYMATHBH H DPEAKTHBH IO
Ipunoxenune Nel, 3a myxaute Ha ,,KOL[-Ulymen” EOOM”. Cnen oTapsHETO
Ha IUIMKa Ce HaMepuxa [amnxka ¢ 4enHa ctpaddua Onuc HAa JOKYMEHTUTE,
nopnucan oT [lanuena Kiucypcka, ynpasuten. B mankara ce HamepH
Texuuuecxo npeanoxenue 3a OIT Ne3. [Tpunokenu ce HaMepuxa ce KaTajIor Ha
pfmmedical u Bio Optica. IlpeactaBs u 3apaB 3ameyartaH INHK ¢ HaaIHC:
»I1pennarany nenosu napamerpr” 3a OIT Ne3, Hanuie e chOTBETCTBHE MEXKLY
OIHCa U IPEACTABCHUTE JOKYMEHTH, [IPEACTaBd U MOCTpH. TpuMa OT YJIeHOBETE
Ha KoMmHcusta JKamera JloHesa, IImpeosnera Iletesa um Ilnamen IleTkoB
NOIIHCaxa IPEACTABEHHTe TeXHHYECKO NpelIoXeHue 34 H3NBIHEHHE Ha
IIOpBYKaTa U KK ¢ ,,[Ipeqnarany neHoBH napameTpu®.

6.,,Jlabexe Muxunepunr” OO — Odeprara ce HaMepu B ONakoBKa —
3[paB, HEMPO3padeH, WBIT MIKMK ¢ Hagnuc ,,Odepra 3a yyactue B obllecTseHa
OPBYKA”, ¢ IPEAMET ,,JlocTaBka Ha MEIULMHCKU KOHCYMATHBY M PEaKTHBH IO
Ilpunoxenne Nel, 3a myxaure Ha ,,KOL-Illymen” EQOM”. Cnen oTBapsHeTo
Ha IJHMKa Ce HaMepHuxa IankKa ¢ 4deiHa crpaHunia ONHC HAa JOKYMEHTHTE,
noanycad or MK JAumurhp I'eoprues, ympaeuren. B mankata ce Hamepu
Texunuecko npennoxenue 3a OIT Ned. Ipencrass u 31pap 3anedaTaH IUTHK C
Hajmuc: ,,IIpennarany uenosu napametpu” 3a OIT Ned, Hanuue e croTBeTcTBHE
MEXIY OIMCa M TPEICTaBeHHWTE MOOKYMEHTH. TpuMa OT uYJIeHOBETE Ha
komucuara JKanera Jlosea, [InpBonera IlereBa u Iltamen IleTkoB noamucaxa
IpeAcTaBeHuTe TEeXHHUYECKO NPENOXEHUE 33 H3IIBIHEHHE Ha IIOPHYKATA M
UK ¢ ,,[Ipeanarany neHoBH napamerpu®,

7. Ennak amsuar” EQOJL — Odeprara ce HamMepu B OIlakoBKa — 31(pas,
HEIIpO3paveH, XBJIT INIMK ¢ Haanuce ,,Odepra 3a yuacTHe B 0OIlIeCTBEHA
IOPBYKa”, ¢ NpeaMeT ,,JJocTaBKa Ha MEAHLHUHCKY KOHCYMaTHBH H PEaKTHBH 1O
Ipunoxenue Nel, 3a myxaute Ha ,,KOLl-Illymen” EOOJ”. Cnen oTBapsHETO
Ha IMJHMKa ce HaMepuxa I[anKa ¢ 4enHa crpaHuna Ornuc Ha JOKYMEHTHTE,
noxnucan ot Ilnamen Kanalimxkues, ynpaeuten. Hamepu ce 36p manku c
Texnuuecko npennoxenue 3a OIT Nel Ne2 u Ned. Ilpencrass u 36p 3apasy



3areyaTany IVIMKOBe ¢ Hajmuc: ,lIpenarann neHoBr napamerpn” 3a OIT Nel,
OIT Ne2 u 3a OI1 Ned. Hanuue € cChOTBETCTBHE MEXIY OIIHCA U Npe/ICTABEHHUTE
MOKYMEHTH, NIPEACTaBA U MOCTpU. TpuMa OT 4neHoBeTe Ha KoMHUcHATA JKaHeTa
Houesa, IIspeonera Iletesa u Ilnamen [NeTkoB noanKcaxa IpexCTaBEHATE 36p
TexHu4ecKO NpeAnoKeHHe 3a M3IIBIHEHHE HA MOPHUKATA M 306p miMkoBe ¢
»LIpe/larany ueHOBY IapaMeTpu®.

8.,Ka — M Meaukan” EOOJ — Odeprara ce HaMep: B OMAKOBKa —
30paB, HEIIPO3paleH, KbAT KK ¢ Haanuc ,,OdepTa 3a yyactHe B 0oOIIeCTBEHE
nopsUka”, ¢ mpeamer ,,JlocTaska Ha MEIMLMHCKY KOHCYMATHBH H PEaKTHBH 1O
ITpunoxenne Nel, 3a Hyxmure Ha ,KOL-Illymen” EOQO”. Cren OTBapsIHETO
Ha IUIMKa C€ HaMepHxa Ianka ¢ 4venHa crpaHuna Onuc Ha JOKYMEHTHTE,
nognucan ot Karepuxa Boxkosa, ynpasurten. B namkarta ce HamepH u
Texuuuecko npemnoxenne 3a OI1 Nel, IlpencTapst ¥ 34paB 3ameyaTaH IUTHK C
Haamuc: ,,IIpennaranu uenosu mapamerpy”. [Tpunara xkatanor u 86p peknamuu
Gpomrypy u mIMK ¢ MocTpd. Hamulle e ChOTBETCTBHE MEXIy ommuca ¢
NpeACTaBeHUTe OOKYMEHTH. TpumMa oOT wieHoBeTe Ha KOMHcHSTa JKaHera
Honesa, IIspeonera Ileresa u IDlmamen IleTkoB AOANHUCaxa TPEACTABEHUTE
TexHH4YecKO TNpenNOXEHHE 3a WSNLIHEHHE HA [OPBUKATA M IUIMK G
»LIpeliarany LeHOBK mapameTpu®,

9.,Codapma Tpeiianur” AJl — Odeprata ce HaMepH B ONAKOBKA —
3[paB, HENpO3payieH, XBJIT INKK ¢ Hagnuc ,,Odepra 3a yyactue B obuecTsena
NOpBYKa”, C NPeAMET ,,JlocTaBKa Ha MeAMLMHCKY KOHCYMATHBH M PEaKTHBH IO
[Ipunoxenne Nel, 3a myxamute Ha ,,KOL-Illymer” EOOL”. Cnen OTBapsIHETO
Ha ITUIHKa C€ Hamepuxa Ianka ¢ yeinHa crpaHuua ONMC Ha OOKYMEHTHTE,
nognucan or Karepuna Boxkosa, ynpasuten. B nankata ce Hamepu H
TexHuyecko npemnoxenune 3a OIT Nel. IlpencraBs ¥ 34paB 3amevaTad LMK C
Hapmue: ,,lIpennarann nenosu napameTpr”. [Ipunara kaTanor u 86p pekiaMHu
Opowyps M KamoH ¢ MocTpd. Hamuue e ChOTBETCTBHE MEXJYy omuca ¢
[IpEACTABEHHTE JOKYMEHTH. TpuMa OT 4/leHOBeTe Ha KoMucusta JKaxera
Houesa, Pymana Benuxosa u Ilnamen IleTkoB noammcaxa IIpe/ICTaBeHUTE
TexHuyecko NpeUIOXKEHHE 33 M3OBIHEHHE HAa HOpbYyKaTa M IUIMK C
»IIpelularany LIEHOBK mapaMeTpu”,

10.,ETT” EOOJ - Odeprata ce HaMepH B ONAKOBKA — 3/pas,
HENpO3paveH, XBAT INIMK ¢ Haanuc ,Odepra 3a yyacTHe B oOlIecTBeHa
nopeyKa”, ¢ npeamer ,,JlocTaBka Ha MEAUUUWHCKH KOHCYMATHBH U pPeaKTUBH [0
IIpunoxenne Nel, 3a myxaure Ha ,,KOL-Lymer” EQOL”. Cren OTBapsHETO
Ha IMKa Ce HaMepHXa Ialka ¢ 4YenHa crTpaHuna OIKHC Ha JOKYMEHTHTE,
nopmucan or Teomop I'abposcku, ynpasuren. B mnankarta ce Hamepu u
Texnuyecko nmpeanoxenue 3a OIl Ned, ¢ NPUITOXEHH KATANO3H C MapKHpaHu
HOMEpa Ha HOMEHKJIATYPUTE, 3a KOMTO Ce OTHacaT. [Ipencrass u 3apas
sanedaTaH UMK ¢ Hajanue: ,Jlpenyarann neHoeu nmapamertpu”. Hamure e
CBOTBETCTBHE MEXIY OMHUCA C IPEACTABEHUTE JOKYMEHTH. TpuMa oT wieHOBeTe
Ha xomucuata Jamera J[lomesa, Pymsna Benuxosa w IInamen IleTkos



NoAnHMCaxa MpEACTAaBEHUTE TEXHMYECKO MpPEeAjoKeHHe 3a M3MBIHEHHE Ha
NopBbHKaTa M IUHK ¢ ,IIpeanaranu neHoBy napameTpu®.

11.,Mcrnunk Buarapus” OOJ — Odeprara ce HaMepH B OITaKOBKa -
3ApaB, HEMpO3padeH, XBIT IUUK ¢ Hagmuc ,,OdepTa 3a yyactHe B obLiecTBeHa
TMOpBYKa”, ¢ npeamer ,,JlocTaBka Ha MEIMUMHCKE KOHCYMATHBH H PEaKTHBH 110
Ipunoxenue Nel, 3a Hyxaurte Ha ,,KOL[-Lllymen” EOOX”. Cnen orsapsHeTo
Ha TUMKa Ce HamepuXa namka ¢ 4eiHa crpaHuua Omnuc Ha JOKYMEHTHTe,
nopnucan ot Kpserso benes, ynpasuren. B nankara ce Hamepy u Texumaecko
npeanoxenne 3a OIT Nel. Ilpencrass u 3[paB 3aleyaraH IUIHK ¢ HaAIuc:
»lIpenyaranu LeHoBn mnapametpu”. ITpwmiara KaumioH c MocTpd. Hanune e
CHOTBETCTBHE MEXIy OIHUCA C IPEICTABEHHTE JOKYMEHTH. TpuMa OT 4ileHoBeTe
Ha komucuiaTra Kamera [loneBa, Pymsana Benukosa u Ilnamed [letkop
[ToATIHCaxa MNpeACTaBeHHTe TeXHMYECKO Mpe/JIOKEHHE 3a H3IBJIHEHHE Ha
IIOPBYKATA U TUIHK C ,,[Ipeanarany nenosu napametpu®,

12.,buomenuxa Bruarapus” — OdepraTa ce HaMepH B OIaKOBKa —
3ApaB, HENPO3PayeH, XBIT INHK ¢ Haanuc ,,Odepta 3a yyacTHe B obuiecrBeHa
NOpBYKa”™, ¢ NPEeLMET ,,JlocTaBKa Ha MEAMLUHCKH KOHCYMATHBH H PEaKTHBH MO
Ipunoxenne Nel, 3a Hyxaure Ha »KOL-Ilymen” EOOJ”. Cren oTBapsHeTro
Ha IUIMKa €& Hamepuxa Manka ¢ 4enHa cTpaHuna Omuc Ha AOKYMEHTHTE,
noamucan ot Bacun [lenuranes, ynpaBuren. B mamkara ce HaMepu M
Texnuyecko npennoxerne 3a OIT Nel, Ilpencrass ¥ 37paB 3ameyarad IUIHK C
Hannue: ,,IIpeanaranu nenosu mapametpu”, [lpunara kamoH c MocTpu. Hanure
© CPROTBEICTBME MEXIy OINHCAa C MPEACTABEHUTE NOKYMEHTH. Tpuma oOT
4ieHoBeTe Ha koMmucusara JKamera [owesa, Pymsna Benmxosa u IDlmamen
ITerkoB noamucaxa npexncrapennTe TeXHUUECKO NPEIIOKEHHE 33 U3MbIHEHHE
Ha IOpBYKaTa U INHK ¢ ,,[Ipeniarany neHoBu napamerpu®,

13, EOOJ,,®apron” A — Odeprara ce HaMepH B ONAKOBKA — 31paB,
HEIpO3paieH, KBAT MK ¢ Haanuc ,,Odepra 3a yyacTe B oOLIecTBeHA
NOpBHKa”, ¢ NPEeAMET ,,J10CTaBKka Ha MEAMLUHMHCKA KOHCYMATHBH PEAKTHBHU 10
punoxenne Nel, 3a Hyxaure na ,,KOL[-Llymen” EOOX”. Cnexn orpapsuHeTo
Ha IUIMKa ce HaMepuXa manka ¢ 4YenHa cTpanula ONHC HA [OKYMEHTHTE,
mopmucan oT Paiio KapueB, yITbAHOMOLIEH IIpeNCTaBUTEN U NamKa ¢
Cepruuxatn 3a croTBercTBHE. B mbpBara namka ce HamMepd KW TexHHYeCKO
npeioxenye 3a OIT Nel. IlpexcraBs W 3ApaB 3ameuyaTad IUIMK C HAMHC:
»lIpefiierany nenosu mnapamerpu”, Tlpunara xamon c MocTpu. Hammue e
CBOTBETCTBHE MY OIMKCA C IPEACTABEHUTE JOKYMEHTH. TpuMa OT wieHoBeTe
Ha xomucuara JKamera JoxeBa, Pymana Bemuxosa u Ilnamen IleTkos
[IoAnKcaxa NPeACTaBeHHUTe TeXHHYECKO Mpe[yIoKeHHe 33 W3NbIHEHHe Ha
TMIOpBHKATa M TUIHK ¢ ,,lIpeanarasqy eHOBH mapameTpu®.

14.,, Xumrexe” OOM — Odeprata ce HaMepy B OnakoBKa — 3/IpaB,
HEIIpO3paveH, XBAT IMMIMK ¢ Haianuc ,Odepra 3a yyacTHe B OOIIECTBEHA
nopbuka”, ¢ rpeamet ,,JloctaBka Ha MeOULMHCKH KOHCYMaTHBH W pPeakTHBH MO
Ipunoxenne Nel, 3a Hyxnaure Ha »KOU-Ilymen” EOOJZ”. Cnen orapaHero
Ha TUIMKa ce Hamepuxa lamKa ¢ 4enHa cTpaHulla Omuc Ha JOKYMEHTHTe,
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nonmucan or [lanuena BenxHoBa, ynpasuten. B mankata ce HaMepH H
Texnuyecko npennoxenne 3a OIT Nel, No2, No3 u Ned. IIpeacraes u 3apas
3aredaraH IUIHK ¢ Haanuc: ,[Ipeiaranyn nenosyu mapametpu” 3a OIT Nel, Ne2,
Ne3 u Ne4, Tpuiara Kamox c MocTpu. Hanune e cnoTBeTcTBHE MEXIY OIHCa C
NIPEACTABCHATE NOKyMEHTH. TpuMa OT uileHoBeTe Ha KOMHcHATa KaHeTa
Honesa, Pymsna BemukoBa u Ilnamen I[leTkoB mommucaxa peNCTaBeHUTE
Texuuuecko mpennoXeHHe 3a H3MbIHEHHE Ha nophyKaTa M IUIHK ¢
»LIpeliarany LeHOBH IapamMeTpu®.

15.,Byamap MJI” OOJ - Odeprata ce HaMepH B OIAKOBKa — 3/pas,
HENpO3paveH, XBAT NNMUK ¢ Hagnue ,Odepra 3a yyacTHe B OOIIECTBEHA
MopBUKa”, ¢ IpexMeT ,,JI0CTaBKa Ha MeIHIIHHCKA KOHCYMAaTHBH M PEaKTHBH II0
Ipunoxenue Nel, 3a "Hyxaure Ha »-KOL-IWymen” EOOX”. Cnexn oTBapsHeTo
Ha TMKa ce Hamepuxa manka ¢ venHa cTpaHuua ONHC Ha JOKYMEHTHTe,
nogmicaH ot Mapuena TI'aueBcka, ynpasuren. B namkata ce HaMepH U
Texunyecko npeanoxenue 3a OIT Nel u OIT No3. Ipencrars u 3apas 3anevyatan
UK ¢ Haanuc: ,,IIpeanarann nexosu napamerpu” 3a OIT Nel u No3. Ilpunara
KallloH ¢ MOCTpH. Hamuue e CHOTBETCTBHE MEXIY OIHCA C IPEACTABEHHTE
MOKyMeHTH. TpHMa OT uNeHOBeTe Ha KoMmwucusaTa JKanera Honesa, Pymsua
Benukosa u Ilnamen [IlerkoB nogmucaxa OpeacTaBeHuTe  TeXHMYEecKo
IIPEAVIOXEHHE 338 M3NBIHEHHE Ha MOpbYKaTa M MK c ,IIpessnarany exoBu
napameTpu’.

16.,Bbpayn Megukan” EQOOJ — Odeprara ce HaMepH B ONAKOBKA —
3lpas, HENPO3payeH, XbIT INKK ¢ Haanuc ,,Odepra 3a yyacTie B 06uiecTBEHA
NopBYKa”, ¢ IpeaMeT ,,J[0CTaBKa Ha MEIHIIHUHCKH KOHCYMAaTHBH M PeaKTHBH IO
IIpunoxenne Nel, 3a ny;xaute Ha »KOL-Uymen” EOOM”. Caen orsapsueTro
Ha IUIMKa C¢ HaMmepuxa [alka-knackop ¢ 4YenHa crpaHuna Onuc Ha
AOKYMEHTUTE, MOAmMcaHn oT Xoper lHroep u Manppen Mapne, upes
neIHOMOWHUIM [leTsp AceHoB u Jlamuena Msawosa Tupuxosa-Hosorax,
ynpasutens. B nankata ce mamepu u Texumyecko npemnoxenue 3a OIT Nel u
OI1 Ne4. TlpexcraBst W 34paB 3amedaTan MK C HAITHC: »lIpelarany 1eHOBH
napametpr” 3a OIT Nel m Ne4. Ilpumara xamon c MocTpd. Hanuue e
CHOTBETCTBHE MEXN1y ONKCA C NPEICTABEHUTE JOKYMEHTH. TpiMa oT wieHoBeTe
Ha KomucHsaTa JKanerta Jlonesa, Pymsana Benuxosa u Iltamen IleTkos
HOAnucaxa MNpenCcTaBeHUTe TexXHHMYECKO MpeIIOKEHHE 33 HINbAHEHHE Ha
[IopBHKaTa U UK C ,,[Ipeanarany neHoBu napamerpu®.

17.,MTH Hnxunepunr” OO — Odeprara ce HaMepH B ONAKOBKa —
3ApaB, HENPO3padeH, JBAT MUK ¢ Haanuc ,,OdepTa 3a yuactue B 0b6IecTBeHa
IIOpBUKa”, ¢ peiMeT ,,J[0cTaBKa Ha METHLMHCKH KOHCYMATHBH U PEaKTHBH IO
Hpunoxenne Nel, 3a uy:xaute na ,,KOU-Lllymen” EOO/L”. Cnen orBapsneTo
Ha IMKa Ce Hamepuxa mamka ¢ 4enHa cTpamuua Onuc Ha HOKYMEHTHTE,
noanucan ot l'anuua [leHoBa, YIIBAHOMOIIEH IPeACTaBUTEN. B OTHEIHU NanKH
ce Hamepuxa 46p Texnuuecko mpennoxemwe 3a OIT Nel, Ne2, No3 u Ned.
llpenctaBs u 34paB 3ameyaTaH UMK ¢  HAZITHC: wIpenanarany LEHOBH
napamerpr” 3a OIT Nel, Ne2, Ne3 u Ned. TTpusiara kamon c MocTpH. Hanuue e



CBOTBETCTBHE MEXIy OIHCa C [IPECTABCHHTE JOKYMEHTH. TpuMa OT 4leHoBeTe
Ha koMmucusta JKamera Jlomesa, Pymsna Benuxosa u ILiamen IleTkom
noAnucaxa IpeAcTaBeHHTe TexHH4yecko nNpeAIoKEeHHe 3a H3MBbJHEHHe Ha
NOpBYKaTa ¥ NAHK ¢ ,,[Ipennaranu LeHoBU napameTpu*.

18.,,Arapra IIM” EOOJ — Odeprata ce Hamepy B ONaKoBKa — 34pas,
HENPO3pa4CH, XKBIAT MIMMK ¢ Haamue ,,Odepra 3a yyacTHe B 06IIECTBeHA
NophYKa”, ¢ PelMET ,,JJ0CTaBKa Ha METUIMHCKY KOHCYMATHBH H PEaKTHRH I10
[Ipunoxenue Nel, 3a mysxute Ha »KOL-Ilymen” EOOM”. Caex oTBapsiHeTo
Ha TiMHKa Cc€ HaMmepHxa [anka-Knackop ¢ dYenHa cTpaHuua Omwc Ha
AOKYMCHTHTE, nopmucaH oT lLleuka MapunoBa, ympasuTen. B mamxara ce
Hamepy H Texumdecko npeanosxerue 3a OIT Nel. [Tpencrass u 31pas 3ale4yaTan
INIHK ¢ Haanuc: ,,IIpeanaranu nenosu napamerpu” za OIT Nel. IMpunara xamon
¢ Moctpy. Halnue e choTBeTCTBHE MEX/y OMUCA C [IPeCTABEHHTE JOKYMEHTH.
Tpuma ot uneHosere Ha xomucusta Y amera [{omesa, Pymsana Benukosa u
IInamen IletkoB monmmcaxa npeacraBeHuTe TeXHHYECKO [IPEAJIONEHHE 34
M3MBIHCHUE HA NOPBYKATa U IUK ¢ ,,JIpeanaranyu neHoBM napamerpu®.

19,,Exoc Meauka” EOOJI ~ OdepraTa ce Hamepn B onakoBKa — 37pas,
HEIIpO3padeH, XKBAT MAMK ¢ Hagnuc ,Odepra 3a yuacTe B 0OGuIECTBEHA
NOpEYKA”, C IIpeaAMeT ,,JlocTaBka Ha MEIUIMHCKH KOHCYMATHBY H peakTHBH IO
Ipunoxenue Nel, 3a Hyxaute Ha »KOL-Hlymen” EQO”. Crnen OTBapPSHETO
Ha IUTMKa Ce HaMmepuxa Mnanka ¢ 4eaHa cTpanulla Omuc Ha JOKYMEHTHTe,
noamucan or Enxa Wnwuesa, ynpasuren. Hamepu ce u  TexHHYeCKO
npexnoxenne 3a OII Nel. TlpencraBs u 34paB 3amedaraH JUIMK ¢ HANIMC:
~lIpe/yiarany 1eHoBH napametpu” 3a OIT Nel. Ilpunara kamoH ¢ MOCTpH.
Hanune e choTBeTcTBHE MeXy ONMCA C NpeACTABEHMTE JOKYMeHTH. Tpruma ot
dlneHoseTe Ha komucuaTa JKanera [lowesa, Pymsna Benuxosa u Ilnamen
IlerxoB noanucaxa mpeacrasennte TeXHHUESCKO NpeMIOKEHNE 32 HMbIHEHHAE
Ha IoppuKaTa ¥ INHK ¢ ,,IIpeanaranyu ueHosu napameTpu®.

C ToBa NpHKIIOYHM MyGNHYHAaTa YacT OT paboTaTa Ha KOMHCHATA.

Komucuara npukmnioyu pabora B 16.00 uaca.

3aceqaHHeToO Ha KOMHCHSATA IPOLBIDKABA HA 28.09.2017r, 15.00 gaca.

Komucusta pasriexna npexcraBeHuTe oT y4acTHHLMTE NOKYMEHTH 3a
JMYHO CBHCTOAHME U nmoadbop. [To m3nckpanuaTa Ha Bb3noXuUTENs y4acTHUKET
cieasa Aa npexactasd EEJIOIT, obp. Nel, kolito ciensa ma ObAe MOMBIHCH
CBITIACHO YKA3aHUATA, & HMEHHO!

1. OB U3UCKBAHUS KBM YYACTHUIIATE:

1.1. Kanzaupar unu yyacTHUK B mpoiefypa 3a oGIIecTBEHa HOpBHYKA
MOXKe na Obhe BCAKO OBIrapcko WM UyIKECTPaBHo bu3YecKko Him
FOPHAMYECKO JTHLE, KAKTO W TeXHU OOeAUHEHUS,

1.2. Beekn y4acTHHK MOJXKe Ja Npe/iCTaBy odepTa 3a e1Ha, HAKOJIKO MK
BCHYKH 000COGeHM MNO3MUMH, BKJIOYEHH B [peaMeTa Ha OOLIECTBEHATA
ITOPBUKA.

1.3. Cepp3aHy JMIA MK CBBP3AHU OPEANpHUATASI HE MOXe Ja Opaar
CaMOCTOATEIIHH KaHAUAATH WK YHaCTHHIH B €]lHa U ChIa NpoLeaypa.



1.4, EnHo ¥ cpmo (QH3MYECKO HIH IOPHAMYECKO JIMIE YYACTHHUK B
IipolieypaTa MOXe Aa y4acTBa caMoO B ¢4HO 00eHHEHHE.

1.5. Beeku ydacTHHK B IpolenypaTa 3a Bb3jaraHe Ha OOILECTBEeHaTa
NOphYKa € JUIBXKEH Oa 3asdBd B odeprata CH Jad NPU HU3NBJIHEHUETO Ha
TIOPBUKATA I H3ITOM3BA U NMOM3IBIHKTENH.

1.6. Jlune, koeTo yyactsa B obeUHEHHE UM € JAl0 ChIVIACHETO CH M
¢urypupa KaTo NOAM3IIBJIHUTEN B o(epraTta Ha APYr ydacTHHK, HE MOXeE Ja
IIPEJCTaBs CaMOCTOSTENHO odepTa.

1.7. He moxe na y4acTBa BBB Bb3jlaraHeTo Ha OGINECTBEHATA MMOPHYKA
JIULE, CHOTBETHO BB3NOXKHTENAT LIE OTCTPAHH OT yYaCTHE B NPOLEAYPATa BCEKU
YYaCTHHK, IIPH KOHTO € HANHULIE HAKOE OT CIIeAHUTE 00CTOSTeNICTBA: a). OChIEH C
BJIA37Ia B CHJIA NIPHCHIA, OCBEH aKO € peadUNUTUpaH 3a: NPECTHIJIEHHE MO Yll,
108 a,un. 159 a-159 1, un, 172, yi. 192 a, un. 194 - 217, un. 219-252, un. 253 -
260, 9n. 301 - 307, um. 321, 321 a uw w1. 352 - 353 or HK. 6). ochaeH ¢ BIs3na B
CHJIa IPHCHAA, OCBEH aKO € pealUIMTHUPaH 3a MPEeCcTBIVIEHHE AHAJIOIHYHO Ha
u30poenuTe B 6.2 , B Opyra Abp)KaBa ulieHKa WM TpeTa CTpaHa. B). MMa
3aIBJDKEHMA 32 JaHBLH U 3aABDKUTENHH OCHIYPUTEIHH BHOCKH 110 CMUCHJIA HA
ur. 162, an. 2, T. 1 or [aHbUHO-OCHTYPUTENHUS TNpOUECyaleH KOLeKe M
JUXBUTE IO TIX, KBM JbpiKaBaTa WIH KbM OOIIMHA [0 CEAAJMILETO Ha
Bb3A0KHTEIA X Ha KaHAMJaTa WM YYaCTHUKA,MIIM AHAIOCHYHH 33BIDKCHUS,
YCTaHOBEHH C aKT Ha KOMIIETEHTEH OpraH, ChIJIaCHO 3aKOHOAATENCTBOTO HA
I(bpKaBaTa, B KOATO YYaCTHMKbT € YCTAaHOBEH, OCBEH aKQ € JOIYyCHATO
pascpoyBaHe, OTCpOUBaHE WJKM obOe3leyaBaHe Ha 3aAB/DKECHHMATA. I). KOHTO e
BHHOBEH 32 HEM3IIbJIHEHHE Ha 3aJBJDKEHHMs [0 JOroBop 3a OoDIecTBEeHa
IIOPBYKA, MOKA3aHO OT BH3JIOKMTENA C BI3/I0O B cuna chiaeGHO pellleHue. i).
KOTaTo ¢ Hanylle KOHQUIMKT Ha HHTEpeCcH 1Mo cMuchia Ha § 2 1. 21or HP na 3011
, KOWTO He MOXe Ja 6bJie OTCTpaHeH. €). KoraTo € yCTaHOBEHO, Ue € NpeACcTaBeH
JOKYMEHT C HEBAPHO CBhABPKAHWE, CBBbpP3aH C YNOCTOBEPABAHE JIMIICATA Ha
OCHOBaHHS 3& OTCTPAHABAHE MJIM M3MBIHEHHETO Ha KPUTEPHUTE 38 ITOA00D WK
He e MpeACTaBWI H3MCKBAlllaTa ce HMHQOpPMAlHs, CBBp3aHa ¢ yA0CTOBEpPSBAHE
JUrcata Ha OCHOBaHHUsA 34 OTCTPaHsABaHE WM HM3MBJHEHMETO Ha KPHUTEPHHTE 34
OAO0D. 7K). € 0OABEH B HECHCTOATENHOCT. 3). € B IPOU3BOACTBO O JIHKBHIAIIHS
WIH Ce Hamupa B nojxoOHa mpouenypa, ChITIACHO HAUMOHAIHHUTE 3aKOHH H
[10A3aKOHOBH AKTOBE.

XIIL I'oanocT Ha KAHAMAATA:
1. YuactHunute TpabBa ja npuTekaBaT KbM KpaiiHara jara 3a NOoZaBaHe

Ha o(epTH BAHAHO pa3pelIeHUe/YNOCTOBEPEHHE 3a THPIOBHMS Ha €Apo W/HIH
BHOC Ha MEMUIMHCKH H3OENHs, H3JaJeHO Ha yuyacTHHka oT HAJl unm or
IYXKACCTPAHECH Oprad IpH YCIOBHE 34 NPUIOKHMOCT Ha paspelieHuero 3a
TepuTopuATa Ha Pernybnuka bearapus.

Bws BPpB3Ka € H3HMCKBAHETO YHaCTHHLUHUTE ClieaBa Ja IMpeacTaBAT B

odeprute c EEJJOI] nombiHeH B ClieAHATA MYy YACT:

- T. ,,J'omHOCT”, roaTouka 1;



JloOKyMEHTHTE, C KOMTO Ce JOKa3Ba H3I'bIHEHMETO HA M3HCKBAHETO H,
KOHUTO CliefiBa Aa C€ MpeCTaBAT peAH IOJIMCBaHeTO Ha JOI'0BOpa, ca:

3asepeno xonue om ynomeramus OOKyMerm - paspeuienue/ydocmosepenue
3a Mep208us HA e0po ¢ MEOUYUHCKY u3denus, usdadeno na yyacmuura om HAJ
UMY OM. YYIICOECMPAHeN Op2aH npu YCA08Ue 3a NPUROICUMOCIN HA PA3PEUECHUENO
3a mepumopuama na Penybnuxa Bvazapus.

XIV. MuHHMAJIHH M3HCKBAHHS 33 J0KAa3BaHE Ha TeXHHYCCKHTE
Bb3MOMKHOCTH:

1. 3a nmocnegHWTe TPH rOAMHM OT JaTaTa Ha MOJABAHE Ha oeprata
YYaCTHHKBT TP0Ba Na € H3MBIHMI MUHEMYM | (eAHa) NeftHOCT, HIEeHTHYHA HIIH
CXOAHa C IpeaMeTa Ha NOpbYKara, 3a KaKBaTO IIe ce NMpHeMa JOCTaBKa Ha
MEAMLIMHCKH M3IEHs 110 CMHCEIa Ha 3MIL.

BbB BpB3Ka € H3UCKBAHETO YYACTHULHUTE CileaBa Ja IPEeACTABAT B
otpeprute cu EEJOIT nombiteH B ciefsaTa My 4acT:

- T. ,,B: TexHuuecku u npodhecuorannm crnocoGHOCTH”, MOATOUKa »10)";

HOKyMeHTHTEe, C KOWTO Ce J0Ka3Ba H3MBIHEHHETO HA H3HCKBAHETO H,
KOHTO Clie[iBa Ja Ce IPeSCTaBsT Npe/y NOAIHMCBaHeTO Ha JIOr0Bopa, ca:

Crucvx Ha docmaskume, KOUMO ca UOSHMUYHY U CXOOHY ¢ npeomema
Ha obujecmeeHama nNOPwLYKA, C NOCOY6AHE HA cmouHocmume, damume U
nonyyamenume, 3ae0H0 ¢ OOKQ3AMENCMEBO 30 USELPUICHAMA JOCMASKA.,

XV. HEOBXOJAMH JOKYMEHTH:

3a ydacTHe B NpoUeAypaTa YYacTHHKBLT HOArOTBA H npeacraps
odepra, KoATO TPAOGBA Aa CHLOTBETCTBA HANBJIHO HA M3HCKBAHMSTA H
YKa3aHHATA OT HACTOAINATA JOKYMEHTALMS, IIPH Clla3BaHe Ha pasnopenbHTe
Ha 3011.

JOKyMEHTHTe, CBBpP3aHH C YYaCcTHETO Ha y4yacTHHKa B ofmiecTseHara
IIOpBYKa, CC MPEICTABAT B 3alleYaTaHa HENpo3payHa ONAaKOBKa, BEPXY KOSTO ce
rocoysa;

1. HauMEeHOBaHHUETO Ha K&H,[[I/lﬂ&TafyT-laCTHH[(a, BIJIOUHUTEAHC YIACTHHLHTE
B OSCI{PIHCHHGTO, KOraTo € ITprJjJIoXKHMO,

2. afipec 3a KOPECHOHIEHUMsA, TeNeOH M IO BBIMOXKHOCT (axkc H
e/IeKTPOHEH aLIpec;

3. HaUMeHOBAaHHETO Ha NIopBpYKaTa, a KOoraro & MIPUIIOKHUMO -~ U
obocobenuTe TNO3HIIKH, 38 KOUTO CE 1101aBaT JOKYMEHTHTE

B nenpospayHaTa OMaKoBa Ce IMOCTaBAT:

A. JIOKYMEHTH 110 JONYCTHMOCT:

1. Onuc Ha QOKYMEHTHTE;

2. EnvHen eBpoOMeHCKH NOKYMEHT 3a OBIIECTBEHH HOPHYKH (EELOII) 3a
KaHAWAATa B CBLOTBETCTBHE C M3HCKBAHMATA HAa 3aKOHA M YCJIOBHMSATA HA
BB3JIOXKUTENA, & Korato e npunoxumo — EEJIOIT 3a Bceku oT ywactHHumuTE B
0BEIMHEHHETO, KOGTO HE € IOPMAHYECKO JIMLE, 33 BCEKH MOAM3ITBIHMTET W 3a



BCSAKO [IMILIE, YHHTO PECYPCH LIe ObJaT aHIaKUpPaHW B H3IIBIHEHHETO Ha
HOpBYKATA.

Bu3noxurensat usncksa EEJOIT monenHeH B CIeAHNUTE YACTH:

Yact I: Madopmauusa 3a mpouenypara 3a Bb3laraHe Ha oOlIecTBeHa
NOpPBYKA H 3a BB3Naraiiis Opral Uil Bb3JIOKHTEN

Hacr II: MadopManus 3a HKOHOMHYECKHS OTIEPATOP

Yact III: OcHoBaHMs 38 H3KIOYBAHE

Yact IV: Kpurepuu 3a nonbop B ClleAHUTE YaCTH:

- T. ,,O010 yKaszaHue 3a cra3BaHe Ha BCHYKH KPUTEPHH 3a 1oabop”

- 1. ,,J'oqHOCT”, moATouKa 1, ¢ OrNiex YCTAHOBSIBAHE Ha CIa3BaHETO Ha
M3MCKBAHUTA 38 BAMIHO pe3pelleHne / yIOCTOBEPEHHE 3a ThPTOBUA HA PO C
MEIHIHCKH U3JENHS. '

- T. ,,B: Texuuuecku u npodecHoHansy crnocoGHOCTH”, MOITOUKA »»10)”,
KaT0 OT OIIMCAaHHETO Ha JOCTaBKHTe ClefBa Ja C€ YCTaHOBSBA CIIa3BaHe Ha
H3UCKBAaHETO 3a CXOHHH JOCTABKH.

Kozamo usucxeanuama no wi. 54, an. 1, m. 1, 2 u 7 uun. 55 an. 1, m. 5
30l ce omnacam 3a noseue om edHO TuYe, BCUNKU AUYA NOONUCBAM eOuH U
cvwy EEJ[OII Ko2amo e nanuye neobxodumocm om sauwuma Ha TudHume OaHHuy
UlY npu paziudue 8 obCcmosmencmeama, Cewbp3aHU C JUYHOMO CbCMOAHUE,
UHGpOPMAYUAMA OMHOCHO usUckeanusma no 4a. 54, an. 1, m. 1, 2 w 7 u un. 55,
an. 1, m. 5 3011 ce nonwvnea 6 omoenen EEJJOIT 3a 6csxo auye unu 3a HAKOU Om
nuyama.

Cvanacro un. 40 om HII30!1, ruyama no un. 54, an. 2 w un. 55, an. 3 3011
ca:

1. nuyama, koumo npedcmagnagam yuacmuuka uiu KaHoudama;

2. 1uyama, KOUmo ca YAeHose Ha YNPASUMENHIU U HAO30PHU OP2AHY HA
VHACHHUKA WU KAHOUOAmA,

3. Opyau nuya cve cmamym, KOUmo um nO3601A6a 04 6IUAAM NPAKO EbPXY
OelHocmma Ha NPeONPUAMUEMO NO HAYUH, eKEUEAIEHMEN HA MO3Y, 6ANUOEH 3a
npedcmasaseaume 20 1UYa, YIEHOBEME HA YNPASUMENHUME UL HAO3OPHUME
opeamiu,

Jluyama no m. 1 um.2 ca, kaxmo credsa:

1. npu cvbupamenio Opyscecmso - auyama no un. 84, an. 1 wun, 89, an. 1
om Twpzogckus saxon;

2. NpU KOMAHOUMHO OPYICECIBO ~ HEOZPAHUYEHO OMZOBOPHUNE
cvopyorcHuyu no yi. 105 om Twvpzoeckus 3axon;

3. npu Opyorcecmeo ¢ oepanuiena omeo8opHocm - nuyama no 4i. 141, an.
I u 2 om Tvpzo6ckus 3aKOH, G NPU eOHONUMHO OPYIICECNEO C O2PAHUYEHA
omzogopHocm - nuyama no un, 147, an. 1 om Tepzoeckus 3aKkoH;

4. npu axyuoneprHo Opyoicecmso - auyama no ui. 241, an. 1, un. 242, an. 1
uun. 244, an. 1 om Topeosckus 3axom;

3. npu xoManOumHo OpyJicecmao ¢ akyuy - nuyama no wi. 256 eve epwv3xa
¢ un. 244, an. 1 om Topeoeckus 3akoH;

6. npu eOHONUYEH MbP206EY - DUIUHECKOMO AUYE ~ MbP20CEY,



7. MpU KNOH HA HYXHCOECmpPanio nuye - 1uyemo, Koemo Ynpasnasd u
npedCcmasaaea K1oHa UMY UMa aHAA0SUYHY NPABA Co2ACHO
3aKOHO0AMENCMBOMO HA ObPIICABAMA, 6 KOAMO KNOHBI € PESUCPUDAH,

8. 6 cayuaume no m. 1 - 7 - u npoxypucmume, Ko2amo uma maxkuea;

9. 6 ocmananume cryuay, SKIOYUMENHO 3a YYHCOECMPaHHUME AUYa -
AUYama, KOUMo npedcmaenieanm, ynpasiagam u KOHMpORUPam Kandudama unu
YHACTHUKG CO2NACHO 3AKOHOO0AMENCmBEomo Ha dopiicasama, 8 KOSmo ca
YCmaHosenu,

3. Ilpu aHraxupane Ha NOAM3NBIHHTENH YYACTHUKHT TpsOBa Jia
IpPEACTaBH [OKA34TEJNCTBO 32 [OETHUTE OT MONUSNBIHUTENHTE 3aTBIDKEHUS,
CBIIACHO I 66, ail.]1 ot 30T1 - IlpeacTass ce HOBIHEHA EKIAPaLs.

4. HoxymenTturte o 4. 37, an. 4 TITI30I1 — npy y4acTHUIH — 06eTHHEHHS
ClefBa Ja €€ MPCACTaBH KONME OT NOKYMEHT, OT KOHTO € BUAHO IIPaBHOTO
OCHOBaHHE 3a CB3/JaBaHeTO MY,

5. JIoKyMeHTH 3a JIoKa3BaHE Ha [PEANpPUETUTE MEPKH 3a HAaJeXKIHOCT,
KOTaTO € [IPHIIOKHMO;

6. Jexnapanus mo wi. 3, T. 8§ u uid. 4 oT 3aKOHA 32 UKOHOMHYECKHUTE M
(puHanCcOBHTE OTHOINEHMS C ApYIKECTBATa, PETUCTPHUPAaHH B IOPHCIAMKLHHA C
npedepeHuyaned JaHBYEH pEXHM, CBBP3AHHTE ¢ TAX JIMIOA M TEXHUTE
AelicTBUTENHN cobcTBeHuLM — O6pasel Ne6

7. Hexnapauusra o un. 102 ot 3071, ako e IpHI0KUMO.

Komucusara npuxmousa pabota B 16.30 yaca.

Komucusara npogsnxkasa pa6ota sa 03.10.2017r, 10.00 uaca.

1.,HnTep6uznec 91”7 EOOJ - Hanuue e Eaunen eponeiicku JOKYMEHT
38 OOLIECTBEHM IOPBUKH C HMH(OPMALMS OTHOCHO JIMYHOTO CBHCTOSHHE Ha
Y4aCTHHKa M KpUTepuuTe 3a noadop, obpasen Noel, mo H3HCKBaHMATA HAa
Br3noxurens, moammcas ot Jlonmuna Bacunesa, ynpasuren. BnmcaHu ca
MHHUMAJIHUTE H3WCKBAHHA 32 JONYCTUMOCT Ha odepTHTe: HHPOpMaIus 3a
HKOHOMHUYECKHUs oneparop, ydactsa mo OIT Ned4, nomenknarypu NeNedd, 45, 46,
47, 48, 49, 50, 51, 52, 53, 54, 55; AeKllapupa, 4e HAMa Ja M3I0a3Ba YyK[
KanaluTeT, Aexnapupa Jjiunca Ha obcrosTencrsara no un.57, maparpad 1 or
Aupextusa 2014/24/EC, pexiiapupa M3InialuaHe Ha ABDOKUMUA  JAHDOH U
OCHIYDOBKM, JeKJIapupa, 4e¢ He ¢ O0SBEH B HECBHCTOATENHOCT W HE € B
JUKBHNAUMA, JHIICA HA KOH(IMKT Ha MHTEPECH, HAMA JOMNYCHATH TeXKH
npodecuonanHy HapyuieHds. Kpurepuu sa noxbop — couu Paspernenue 3a
TBProBus Ha eApo NelV-PT/MU-132 or 23.11.2007r u paspeinenne 3a npoMsHa
or 03.05.2011r, Gezcpounn. HagnexHo ca BIIMCaHH 0BCTOSNTEICTBATA U3HCKYEeMHU
0T BB3noxurens, B ceJHUTE 4acTy:

Yactr I. Mmdopmamust 3a mpouenypara 3a Bb3iarane Ha OGINECTBEHA
NOPBYKA U 33 BB3JIAralllis Oprad WiH Bb3I0KHTENs

Yacr II: Mudopmaria 3a HKOHOMHYIECKHA ONIEpaTOp

Yacr I11: OcHoBal¥ust 32 H3KIIOUBAHE

Hact IV: Kpurepuu 3a noabop B cliefHuTe YaCTH:

- T. ,O0110 yKa3aHHe 3a clia3BaHe Ha BCHYKH KPUTEPHH 3a noadop”



- T. ,JomHocT”, moxrouka 1, ¢ ornen YCTaHOBSAB4HE HAa CIIA3BAHETO Ha
M3HCKBAHMATA 32 BAIMIHO paspelleHue / yIOoCTOBEpEH e 3a ThProBUs Ha epo ¢
MEIULIMHCKH H3/eTUs.

- T. ,,B: Texuuyeckn u nmpodecHoHaTHM cocoGHOCTH”, MOATOYKA »10)7,
KaTo OT OIMCAHHCTO Ha MOCTABKUTE CNEABa /4 CE YCTAHOBABA CIA3BaHE HA
H3UCKBAHETO 32 CXOOHH MAOCTaBKH. YYacTHMKBT € [OCOYMJI 110 TOMHHU
M3OBIHEHKM AoCcTaBKH HA MM xbM nedeOHu 3aBeleHHMS H BUIOBE MEAHIUHCKH
H3IENHS.

Hexnapupa, 4e npe3 nocneaHuTe TPH TOAMHM € W3ITBHWI JOCTABKH
MACHTHYHY € NPeAMETa Ha NOCOYEHH NONydaTelu, JaTH W CyMM; JeKIapupa
ChOTBETCTBHE C JupexTHBa Ne98/79/CE Ha MeNMIMHCKHTE URIeud Ha
npoussoautens Bio Merieux, Ceprudurar ISO 9001:2008, cepruduxar ISO
13485/2012, xakTo IOKA3aTeNCTBA 3a CUCTEMH 34 YIIPABIEHHE HA KAYeCTBOTO M
CKOJOTHYHO ympaBieHue. 3aendo ¢ [exnapauus O6pasen 6, mojmucada oT
ynpasutend. IlpeacraBs nmucMeHH JOKa3aTeNcTBa 33 H3MTBIHEHH JOTOBOPH H
pedepeniy 46p, OMMCAHOTO paspellleHUe 3a ThProBUs 1 32 [IPOMSTHA.

Komucuara npuema, ue mnpeploxeHueTo Ha yYacTHHKa OTIrOBaps Ha

H3HCKBAaHHUATA 33 JINYHO CHCTOSHME M HA KPUTepHHTE 3a moabop. Ilpexsuy Ha
TOBA, KOMHCHUATA SAMHOYLIHO

P E I H

IIPEJJIOKEHVETO Ha yyacTHHKa OTroBaps Ha H3HCKBAHMATA 32 THYHO
CBCTOSIHHE M HA KPUTEPHHTE 3a Moabop.

2.,0Omunmen” OO - Hanuue e Enunen €BpOIIEHCKY JOKYMEHT 3a
OOIUECTBEHH IIOPBYKH C MHGOPMAUMS OTHOCHO IJIMYHOTO CBHCTOSHHE Ha
YJaCTHHKa W KpHUTEpHHUTE 3a mnoabop, obpaseny Nel, mo mH3MCKBaHMsTa Ha
Bosnoxurens, moamicad or EmucaBera MnameHosa H I'eoprn  Homycuues,
YIpapuTend. Brucanu ca MUHAMaNHWTE H3HCKBaHHS 3a JIONYCTHMOCT Ha
odepruTe: MHQOPMALMS 33 HKOHOMHYECKHS oreparop, ydactsa 1o OIT Ne3,
nomenkmaTypu NeNe 81, 82, 83, 84, 85, 86, 87, 88, 89, 90, 91, 92, 93, 94, 95, 96,
97,98, 99, 100, 101, 102, 103, 104, JeKjapupa, 4e HAMa [ia U3r0J13Ba KamaluteT
Ha TpeTH JMIa, ICKIapHpa nuca Ha obcrosaTencTrara 1o wi.57, naparpag 1 ot
Hupexrusa 2014/24/EC, pexnapupa wW3nuiallaHe Ha JBIDKEAMH HaHBIH M
OCHI'YPOBKM, JEKNapupa, 4Ye He € o0sBEeH B HECHCTOATENHOCT H HE € B
TUKBUAALAA, JMICE HA KOHQIMKT Ha HHTEPECH, HSAMa IONYCHATH TEXKU
NPOGECHOHANHN HADYIIECH s, He € yKpuBan HHGOpMAluus H HE e IpesCTaBsII
HeBepHY NaHHH. Kpurepuu 3a nonbop — coun Paspewenue 3a Tprosus Ha empo
NelV-PT/MI-242 ot 07.01.2008r. HaamexHo ca BhOmCaHM 0BCTOATENCTBATA
H3UCKYEMH OT BB3/I0XKHUTENA, B CIEIHATE YaCTH:

Yact I: Mudopmanus 3a npouedypara 3a Bb3jarae Ha OGIIECTBEHa
NOpP®YKa ¥ 38 BL3JIArallus OpraH Uiy Bb3TOXKUTENS



Hact II: MuGopMarnus 32 HKOHOMHYECKHS OTIEpaTop

Yact III: OcHoBaHMSA 3a M3KIIIOYBaHE

Hact IV: Kputepun 3a non6op B cneqHUTe YacTu:

- T. ,O0ILO yKasaHue 3a Cria3BaHe Ha BCHYKA KPUTEPHH 32 MOAGOp”

- T. ,JomHOCT”, moaTouka 1, ¢ oriien ycTaHOBIBAHE HA CHNA3BAHETO Ha
M3MCKBAHUATA 32 BAaJMIHO paspelieHue / yI0CTOBEPEHHE 3a THPrOBHA Ha €po C
MEULIMHCKY U3JEIHs.

- T. ,,B: Texuuyecky u mpod)eCHOHANTHH CIIOCOGHOCTH”, MOXTOYKA »10)"7,
KaTo OT ONMCAaHWETO Ha HOCTaBKHTE cielBa Oa CE YCTAHOBABA CA3BaHE Ha
M3HCKBAHETO 34 CXOAHH JOCTAaBKH. YYAaCTHHKBET € IIOCOYHJI IO TOAMHH
H3IThJIHCHH JOCTaBKH Ha MM kbM neueOHM 3aBelleHHMA U BHIOBE MEIUIHHCKH
U3IENHA.

Hexnapupa, 4e MNpe3 IOCIEJHMTE TPH TOJMHU € M3MTBHMI JOCTABKM
HICHTHYHM C TNPEAMETa Ha IOCOYEHH MONydaTeNnH, JaTH M CyMH; AeKIapupa
CBOTBETCTBUE C nupekTHBa Ne98/79/CE Ha MeNMUMHCKHUTE W3AEiHs
Cepruduxar ISO 9001:2008, xakTo AokasaTencTBa 3a CUCTEMM 32 yIIpaBlieHNe
Ha Ka4e€CTBOTO M €KONOTHYHO yrnpasneHue. Jexiiapyupa HalMyHMeTo Ha CKIaj( Ha
€ApO 32 MEMWIMHCKH W3JeMA/PEaKTUBH, C XJIAJUTHMLM, JMIEH3MPaH OT
CbOTBETHHTE OPTaHH, OPHCH U 06OopyaBaHM, COBCTBEH TPAaHCTIOPT.  3aemHO ¢
Hexnaparus O6paserr Ne6, noamnucana oT yIIpaBUTes.

Komucusra npuema, ue MNpenOXeHHETO HA YYaCTHHKA OTroBaps Ha

M3HUCKBaHHATA 32 JTHYHO CBCTOSHWE M Ha KpHMTepuuTe 3a noubop. Ilpeasun Ha
TOBA, KOMHCHATA EJUHOAYIIHO

P E II H

IIPEJUIOXEHMETO Ha yuacTHMKA OTroBaps Ha H3HCKBaHUSTA 34 JHYHO
ChCTOSIHHE M HA KPUTEpHHUTE 3a noAbop.

3.,PCP?” EOOHd - Hammue e FEauuen €BPOICHCKH JOKYMEHT 3a
ODILIECTBEHH TOPBYKH C MH(GOPMALHMA OTHOCHO JIMYHOTO CBHCTOSHHE Ha
YHaCTHMKA H KPUTEpPHHMTE 3a noadop, obpaser; Nel, 1o u3uckBanwsaTa Ha
Branoxurenss, noanucan or a-p Pavdo Pubapos, ympaeuren. Brucanu ca
MHHUMAJIHHTE M3UCKBAHMA 3a JONMYCTHMOCT Ha odepTute: uudopmanys 3a
MKOHOMHYECKHA omeparop, ydacTsa no OII Nel, Homenknatypu NeNe 55, 56, 64,
68, 69, 70, 88, 93, 94, 96, 98, 99, 100, 101, 102, 103, 104, 105, 106, 118, 119,
122, 126, 134, 135, 149, 189, 190, 193, 194, 195, 199, 200, 201, 202, 222, 223,
233, 238, 239, 322, 323, nexnapupa, 4e HAMA [a H3MOJ3Ba KATALUTET Ha TPeTH
JUNg, IeKIapyupa JIuIca Ha 0bCcTosTeNncTsaTa 1o €1.57, naparpad 1 or Jupexrusa
2014/24/EC, pexnapupa u3nnallaHe Ha IBIDKHEMH JaHBbLUH H OCHUFYPOBKH,
ACKIapHpa, ue He € 00sBEeH B HeChCTOSTENHOCT M HEe € B JHUKBUIALMS, JUICA HA
KOH(IIMKT Ha MHTEPECH, HAMa [OIyCHATH TEXKU NPO(GECHOHATHH HapyILeHHs,
HE € YKpHBa)l MHQOPMALMA W HE € NPEeJCTaBsil HeBepHU NaHHU. Kpurepuu 3a



moabop — coun Paspemenue 3a Thprosus Ha ezpo. HamiexxHo ca Brucas€u
0DCTOATENICTBATA U3HCKYEMHU OT BB3I0KUTENS, B CIICAHUTE YACTH;

Yact I: Mudopmanma 3a mpouenypara 3a Bb3JaraHe Ha 0OIIECTBeHa
TIOPBHYKa U 32 BB3JIaralliys OpraH UK Bb3I0KHTEN

Hact IT: MadopManus 3a HKOHOMUYECKHS ONIEpaTop

Hacr III: OcHoBaHHs 32 H3KAIOUBAHE

Yact I'V: Kputepuu 3a noaGop B CleiHUTE YaCTH:

- T. ,,O0110 yKa3aHue 32 cria3sBaHe Ha BCHYKHA KPUTEPHH 3a mox6op”

- T. ,l'omHOCT”, moxTOUKa 1, ¢ Orjlel ycTaHOBABaHE Ha CHA3BAHETO HA
M3HCKBAHUATA 38 BAJIMAHO paspenreHye / yRoCTOBEpEeHHE 3a THPrOBHSA Ha PO C
MEQUITHHCKH U3IeIIHS.

- T. ,,B: TexHuyecku u npodecHoHanuu crnocobHocTH”, MOATOUKA ,,16)”,
KaTO OT ONMCaHWETO HAa MOCTaBKUTE CIEelBa [a Ce YCTAHOBABA CIIA3BaHE Ha
H3ACKBAHETO 32 CXOJHH MOCT4BKU. YYacTHHKBT € II0COYHN JI0 TOAHHHU
U3IIBJIHEHUW HOCTaBKHM Ha MM kbM meueOHu 3aBeJEHHS M BHIOBE MEIMIIMHCKH
H3JIENHS.

Hexnapupa, uye IIpe3 IOCHCJAHHTE TPH TOAWHM € HU3ITBHHUI JOCTABKH
MACHTHYHM C IpeiMeTa HA [I0COYEHM [IONydYaTeNnd, JaTH W CyMd Ha
usbIHEHUTE qoroBopH. Ilpunara ¢ Hewnapauus O6pasen Ne6, rnoamucaHa ot
YIPaBUTEN.

Komucuiata npuema, 4e NpPEANONKEHHETO HA YYacTHHKa OTroBapd Ha

M3MCKBAaHUATA 32 JAUYHO CBCTOSHHME M Ha KpuTepuuTte 3a monbop. [Ipeasun Ha
TOBA, KOMHCHATA SIHHOIYIIHO

P E I U

[TIPEJJIOXKEHMETO Ha y4acTHHKa OTroBaps Ha H3HCKBAHHATA 38 THYHO
CBCTOAHHE M HA KPUTEpPHUTE 3a 11oa00p.

4.,'pan BI'” OOJI- Hamune e EnuHeH eBpomeiickH MOKYMEHT 3a
ofliecTBeHH MOPBYKH ¢ HHQOPMalUWs OTHOCHO JHMYHOTO CBHCTOSHHE Ha
yYaCcTHMKA M KpHMTEpHHTE 3a nojdop, obpasery Nel, mo H3HCKBaHMSTa Ha
Besnoxwurens, noamucad oT Jlumus IlpamarapoBa u P'Iop,naHKa I'eroBa,
ynpaBuTenu. Briucamd ca MHHMMAalHMTE HM3MCKBAHHA 34 JIOMYCTHMOCT Ha
odepruTe: MHPOPMALIKS 38 HKOHOMHYECKUs onepaTop, yuactsa o OIT Ne3 u OI1
Ned, pexnapupa, 4e HAMA Ja M3MON3BA KallalMTET HA TPETH JMULa, AEKIapHpa
nunca Ha obcrosATencTsaTa no ui.57, maparpad 1 or JupekTtuBa 2014/24/EC,
ACKNIapHpa M3IIallaHe Ha Jb/UKAMH JaHBIM M OCHUTYPOBKH, IEKIApHpa, Y€ HE €
00BEH B HECBCTOATENHOCT M He € B JHKBMAAUMA, JHICA Ha KOHGIHKT Ha
MHTEPECH, HAMa MOIyCHATH TEXKH IIPO(ECHOHATHH HAPYUICHHS, HE € YKPUBAI
HHGOPMALNA U HE € TPEeICTaBsl HeBepHH AaHnd. KpuTepuu 3a moubop — couu
Pasperuenye 3a Teprosus Ha egpo NelV-PT/MU-457 or 07.01.2009r. HaasexHo
Cca BIIMCAHH ODCTOATENICTBATA H3UCKYEMH OT BB3NOXKUTENS, B CICEHUTE YACTH:



o

Hact I. Mudopmauus 3a mpoueaypaTa 3a Bb3naraHe Ha OOIIECTBEHA
NIOPBYKA H 3@ Bh3JIArallids Oprad HiId Bh3I0KUTENs

Hacr II: Mndopmartus 3a HKOHOMHYECKHSA ONEPaTop

Yacr III: OcHOBaHUS 3a H3K/IIOYBAHE

YHact IV: Kpurepun 3a non6op B CIeqHUTE YacTH:

- T. ,,O61I0 yKa3aHHe 3a cna3BaHe Ha BCHYKM KPUTEPHH 3a nogdop”

- T. ,,] 0AHOCT”, moATouKa 1, ¢ OMiie]| YyCTAHOBABAHE HA CMA3BAHETO HA
M3HCKBAaHUATA 3& BATHAHO paspelieHue / yNoCTOBEPEHHE 3a THPTOBHA Ha efpo C
MEOULMHCKH U3AEIIHA,

- T. ,,B: Texuuyecku u npodecHoHanHu crnocoGHOCTH”, TOATOUKA »10)”,
KaTo OT OIKCAaHHETO Ha [OCTABKHMTE CjlefBa Jla Ce YCTAHOBSBA CIIa3BaHe Ha
U3MCKBAHETO 38 CXONHH JOCTaBKM. YYacTHHKBT € I[I0COYMJI MO TONHHU
H3IIBJIHEHN AOCTaBKH Ha MM kbM neueOHH 3aBeleHHs W BUAOBE MEIHIIMHCKH
H3JEITHSL.

Hexnapupa, 4e mpe3 NOCAEHHUTE TPH TONHHH € W3IIBHHJI AOCTABKHU
MICHTHYHM C [pEAMETa Ha MOCOYEHH IONy4yaTeNd, AaTH H CYMH — JBe
NMOCTaBKH,  JEKIapupa CBOTBETCTBHE C  JjupektuBa Ne98/79/CE  mna
memuuuHckuTe  m3genust Ceprudukar ISO  9001:2008, Ha yuacTHuHKA.
Hexnapaius Obpaser; Ne6, nognucana ot ynpaBuTeMTes.

Komucuara npuema, de NpesiOKEHHETO Ha Y4YaCTHHKa OTroBaps Ha

M3HCKBAHHUATA 33 JNUYHO CBCTOSHHE H HAa KpHTepHHTe 3a nonbop. Ilpeasun Ha
TOBA, KOMUCHATA €NUHOAYIITHO

P E I M

ITPEJUIOKEHMETO Ha y4acTHMKa OTroBaps Ha M3MCKBAHHATA 38 JMUHO
CHCTOSIHHE M HA KDUTEPUHTE 3a I10100D.

S,dn Emxkn Kaunuxk” EOOJ - Hamue e Eapunen EBpOMNeHCcKH
JOKYMEHT 3a OOIIEeCTBEHH IIOPBUKH C HH(DOPMALHA OTHOCHO JIMYHOTO ChCTOSHME
Ha y4aCTHHKAa H KpuTepHHTe 3a nofbop, obpaseun Nel, no H3MCKBaHHATA Ha
Boanoxwurens, noamucan ot [lanwena Kamcypeka, ympasuTen. Brmcanum ca
MUHHUMAJHUTE H3MCKBaHMsA 32 HOINYCTHMOCT Ha odeprute: uHbOpManusa 3a
UKOHOMMYECKHA omepaTop, ydactsa no OIT Ne3, nmomenkmatypu NeNe 1, 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, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50,
51, 52, 53, 54, 55, 56, 57, 58, 59, 60, 61, 105, 106, 107, JeKnapypa, ue HaMa Ja
H3I10/13Ba KallalUTeT Ha TPETH JIMLA, AeKjapupa JHIca Ha obcTosTesacTBaTa 1o
un.57, naparpad 1 or Jupextusa 2014/24/EC, nexnapupa H3IIAllaHe Ha
ABIKAMM JaHBIM B OCUIYPOBKH, JEKJIapupa, Ye He € O0SIBEH B HeChCTOSTEIHOCT
H HE € B TNKBH/JALIUs, JIHICE Ha KOH(OIUKT HAa UHTEPECH, HAMA J0MyCHATH TEXKH
NPOQECHOHANIHH HapyNIeHHs, He € YKpuBal MHGOpMAIUs M He e IpPeAcTaBsi
HEBEpHU ganHH. Kpurepuu 3a moabop — coun PaspelueHue 3a ThProBus Ha eapo



NelV-PT/MU-239 ot 07.01.2008r u mnpunoxesue. HamnexxsHo ca BHHcaHu
o0cTogTeNCTBaTa H3UCKYEMH OT BB3NOXKHTeNs, B CIEAHNUTE YaCTH:

Yact I: Mudopmanus 3a mnpoieaypara 3a Bb3laraHe Ha oOIIeCTBEHA
IOPBYKA H 34 BB3NIArallys OpraH WIH Bb3JI0KHTENN

Hacr II: MadopManus 3a HKOHOMHYECKHS ONIEPATOP

Yact III: OcHOBaHuUA 32 H3KIIOYBAHE

Yact IV: Kputepuu 3a mondop B CAeAHHUTE YACTH:

- T. ,,O01I10 yKa3aHHe 3a Cl1a3BaHe Ha BCHUKHM KPUTEPHH 3a HOAGOp”

- T. ,] 0QHOCT”, MOATOYKa 1, C OrjieN YCTAaHOBSBAHE HA CIA3BAHETO Ha
M3UCKBAHMATA 3& BAIMIHO paspelieHue / yJOCTOBEpEHHE 3a THPIOBHA HA epo C
MEIUIUHCKH U3IEIHS.

- T. ,B: Texuuuecku u npodecuoHaTHU cnocoOHOCTH”, MOXTOUKA ,,16)”,
KaTo OT OMHMCAHUETO Ha JOCTaBKUTE clejBa fa Ce YCTaHOBSABA CHA3BaHE Ha
H3UCKBAHETO 32 CXOHHHM J[OCTaBKW. YYACTHHKBT € I10COYMJI [0 TOJUHHU
W3ITBJIHEHH HoCTaBKH Ha MU kbpM sedeGHU 3aBelieHHs W BHIOBE MEIHIMHCKU
W3JIEITHSL.

Hexnapupa, de Ope3 MOCIEAHHMTE TPU TCOAMHHU € W3NBHHJ AOCTABKH
HISHTHYHU C [IPEJMEeTa Ha [IOCOYESHHM IONydaTelH, JaTH U CYMHHM; NeKIapHpa
ChOTBETCTBHE C JaupekTuBa Ne98/79/CE  Ha MemMIMHCKMTE M3JENHs
Ceprudpukar ISO 9001:2008, Ha yuacTHHKa 3a BHOC W AMCTPHOYIHA C
BamuAHOCT 10 2018r. Jexnapauus Obpazen Ne6, noamucasa OT yrpaBHUTeNs.

Komucuara mnpuema, 4e NpenioKeHHETO Ha YYaCTHHKA OTroBaps Ha

W3KCKBaHHATa 34 JIMYHO CLCTOSHHE H Ha KpUTepuHuTe 3a moxbop. Ilpensua nHa
TOBA, KOMUCUATA €IMHOLYIIIHO

P E U H

IPEIJIOXKEHHMETO Ha yyacTHUKA OTrOBaps HA W3UCKBAHMATA 33 JHYHO
CBCTOSIHME U HA KPUTEPHUTE 3a TIoadop.

6.,,JJabexc HMmuxunepuur” OO~ Hanuue e Eausen esponeicku
JNOKYMEHT 32 OOLLECTBEHH NOPBUKK ¢ UHGOPMALUS OTHOCHO JTHYHOTO CHCTOAHHE
Ha y4aCTHHKa M KpHTepHuTe 3a nojdop, obpazen Nel, Mo H3MCKBaHMSTA HA
Boanoxurens, nognucan ot Teomopa IlaBnoBa W wiok.JlumuTsp Wiues,
ynpaBuTend. BrnMcaHd ca MHUHHMaJIHHWTE M3HCKBAHHS 3a JOMYCTHMOCT HAa
odpepTuTe: MEPOpMALUS 38 MKOHOMHUECKHS oneparop, ydactsa mo OIT Ned,
HOMEHKIaTypu 155, 156, 157, 158, 159, 160, 161, 162, 163, 164, 165, 166, 167,
168, 169, 170, 171, 172, 173, 174, 175, 176, 177, 178, 179, 180, 181, 182, 183,
184, 185, 186, 187, 188, 189, 190, 191, 192, 193, 194, 195, 196, 197 nexnapupa,
4e HAMA Ja M3M0JI3Ba  KallallUTeT Ha TpPeTH JIMUa, OeKjapupa JWIca Ha
obcrosTencTeara 1o 4n.57, naparpad 1 or Jupextusa 2014/24/EC, nexnapupa
M3IJIAIAHEe Ha IBIDKMMY JaHBLUM M OCHTYDOBKH, AeKjapupa, 4e He ¢ 00fABeH B
HECHCTOATENHOCT M HE € B JIMKBHAALMA, JIUIca Ha KOH(QIUMKT Ha HHTEPECH, HIMa



:'\../

JOMYCHATH TEKKH NPO(ECHOHANHU HapyIIeHHs, He € YKpHBal HHGOPMALK U He
€ NPEeACTaBs1 HEBepHH MaHHU. Kputepuu 3a noabop — coum Paspemenue 3a
TeproBus Ha eapo NelV-PT/MM-116 ot 15.11.2007r. HamiexkHo ca BrIHcaHH
obcrosTencTBaTa H3UCKYeMH OT BB3NoskuTens, B ClIeJHUTE YacTH !

Yact I. HMudopmanus 3a npouenypara 3a Bb3TaraHe Ha OOGMIECTBEHa
TIOpBYKA U 33 Bh3Jaraiiis oprai HIH Bh3JI0XKHUTEN

Hacr II: Madopmanus 3a MKOHOMHYECKHS OTIEpaTop

Yact III: OcHOBaHHA 32 M3KIIOUBAHE

Hact IV: Kputepuu 3a nogbop B cineqHUTE YacTH:

- T. ,,OBI0 yKasaHue 3a Cria3BaHe Ha BCHUYKK KPUTEPHUH 32 TI0A60p”

- T. ,JomHOCT”, moATOYKa |, ¢ Ornes) ycTaHOBSBAaHE HA CIA3BAHETO HA
M3MCKBAaHMATA 33 BATHAHO paspeiieHue / yAOCTOBEPEHHE 3a THPrOBHUs HA PO C
MEJHLMHCKH H3IENUs,

- T. ,,B: Texnudecku u mpodecnonanuu crocobuoctu”, noarouxa ,,16)”,
KaTO OT OINHMCAaHHETO HA MOCTABKMUTE ClEe/ABa Jj@ Ce YCTAHOBABA CIIa3BaHE HAa
H3MCKBAHETO 3a CXOOHM JOCTaBKH. YYacTHHKBT € [IOCOYUI [0 TOAHMHH
U3NBIHEHH AOCTaBKM Ha MU xeM neueOHU 3aBejleHHA M BUAOBE MEIULIMHCKH
H3JIEITHSL.

Hexnapupa, 4e Ipe3 I[OCISHHHTE TPY TFOAMHHM € MAITBHWII JOCTABKH
HICHTHYHH C TNpeaMera Ha I[IOCOYEHM MOoNydaTend, HaTd H CYMH — JIBe
JAOCTaBKM; JCKJapHpa CBOTBETCTBHE ¢ JupektuBa Ne98/79/CE  wHa
megunuuckuTe u3genust Cepruduxar ISO  9001:2008, na yuacTHHKA.
Hexnapanus Obpasen; Ne6, nonnucasa oT yIpaBUTEIIHTE.

Komucusara npuema, de mNpeANOKEHHETO Ha Y4YaCTHHMKA OTroBaps Ha

H3MCKBAHHATA 32 JIMYHO CBCTOSHHME M Ha KpUTepuute 3a rnoadop. Ilpensun Ha
TOBA, KOMHCHSATA € AUHOAYIIIHO

P E I H

MPEJJIOKEHHMETO Ha yyacTHHKa OTroBaps Ha H3HCKBAHMATA 3a JIHYHO
CBCTOSIHHE M Ha KPHTEPHHUTE 3a 11o160p.

7., Ennax anzuar” EOQOO/J - Hanuue e Enunen €BpOIICHCKH JOKYMEHT 3a
OOIIECTBEHN IOPBYKM € MH(OPMalMsd OTHOCHO JHYHOTO CHCTOSHHME HA
yYaCTHHKa H KpurtepuHte 3a mnonbop, obpazer; Nel, mo usuckBaHuMsTaA Ha
Bwsnoxurens, noanucan or [Dnamen Kanaiimxues, ynpaBuTesn. Brnucanum ca
MHHHUMAJIHHTE HM3UCKBAHMs 3a MONYCTHMOCT Ha odeprure: HHbOpMalus 3a
WKOHOMHYECKHS! onepaTop, ydactsa no OIT Nel, nomenknarypu NeNe 96, 147,
148, 150, 153, 154, 191, 192, 196, 227, 233, 234, 235, 236, 237, 238, 273, 280,
281, 282, 283, 284, 285 u 2, OIl Ne2, Homeunxnatypu NeNe 1, 2, OIT Ned,
HoMeHKnaTypu NeNe 4, 68, 69, 70, 71, 72, 153 mexnapupa, ye HaAMa fa U3II0J3Ba
KaraguTeT Ha TPeTH Jula, JeKnapupa aunca Ha obcrosrencrsara o 457,
naparpa 1 or Jlupextusa 2014/24/EC, mexnapupa u3maaliaHe Ha IBIDKHMH



JaHBLM U OCHI'YPOBKH, JEeKNapupa, 4e He € 00SBeH B HEChCTOATENHOCT U HE € B
TMHKBUAALUSA, JIUICA HAa KOH(IMKT HA HHTEPECH, HAMAa JOIMyCHATH TEXKHU
MpoQecHOHANINK HapyIIeHMs, He ¢ YKpHBaJ MHQOPMALUA U HE e MpeCTaBs
HEBEpHHM NaHHH. Kpurepuu 3a noabop — coun Paspeluenue 3a Thprosus Ha eapo
NoIV-PT/MI-279 ot 25.01.2008r. HamnexxHo ca BIHCAHH OBCTOATENCTBATA
H3UCKyeMH OT BB3noskurens, B ClieHUTE 4aCTH:

Hact I Mudopmauysa 3a mpoHeiypaTa 3a BB3JaraHe Ha OOLIECTBEHA
IIOP'hYKA U 33 BB3NaTallMs OpraH MK Bh3I0KUTEN

Hacr II: Mrdopmarys 3a HKOHOMHYECKHS OTIEPATOP

Hacr III: OcHoBaHMs 33 3KITIOUBAHE

Yact IV: Kputepuu 3a monbop B cieHUTe 4acTy:

- T. ,,O01110 yKasaHWe 3a cria3BaHe Ha BCHUKH KPUTEPHH 32 0160p”

- T. ,J'0gHOCT”, moATOYKa 1, C Orjen ycTaHOBSBaHE HA CHA3BAHETO HA
M3HCKBAHHUATA 3a BAIMIHO paspelleHHe / yIOCTOBEPEHUE 3a ThPrOBUs Ha €7pO C
MEAMIMHCKH H3IEITH.

- T. ,,B: Texsu4yeckd H NPoeCHOHANHH CIOCOOHOCTH”, MONTOUKA »10)7,
KaTO OT OIIMCAaHMETO Ha MOCTAaBKHUTE ClelBa [a Ce YCTAHOBABA CIIA3BaHE Ha
H3UCKBAaHETO 3a CXOAHM JOCTaBKH. YUACTHHKBT € [OCOYMUJ I[I0 TOIUHU
M3IBIIHEHU J0cTaBKU Ha MM kbM nevueOHuM 3aBefieHHS H BUOBE MEIUIIMHCKH
H3JE MU

Hexnapupa, 4e Ipe3 IOCNEAHHTE TPY TOAWHHM € M3NBHUI JOCTABKU
HIEHTHYHH C MpeAMeTa Ha I0COYEHH INolydaTend, HaTd U CyMH — JBe
JIOCTaBK{;  JEeKJIapHpa  ChOTBETCTBHE ¢  gupekTusa Ne98/79/CE  Ha
Mepunubckute uznenus Ceprudukar Nel0357 3a cpotBerctsue, CepTudukar
ISO  9001:2008, ISO 14001:2004+AC:2009, OHSAS 18001:2007, Ha
ydacTHHKa. [exknapanus Obpazer Ne6, moanucana ot ynpaBHurens.

Komucusara mnpuema, e NpelIOKEHUETO HA YYaCTHHKZ OTroBaps Ha

M3WCKBaHMATA 32 JUYHO CBCTOSHHE M Ha KpuTepuuTe 3a mondop. Ilpeasun Ha
TOBA, KOMHUCHATA EIMHOLYIIHO

P E II H“

MPEAJIOXKEHHMETO Ha yuacTHHKa OTroBapsA Ha W3MCKBAHUSTA 38 JIHUHO
CBCTOSIHHE W Ha KPUTEPHHTE 3a noabop.

8.,Ka — M Meaukan” EQOOJ] - Hanuue e Eaunen esporneitcku JOKYMEHT
32 OOLIECTBEHM IOPBUKM ¢ HHGOPMAIMS OTHOCHO JHYHOTO CBHCTOSHHE HA
y4aCTHHKAa ¥ KpWUTEpHHTE 3a Ioadop, obpazemr Nel, Mo M3UCKBaHHATA Ha
Besnoxurens, noamucan or Karepuna Boxkosa, ympasuTen. Bhucanu ca
MHHHAMATHHATE HM3UCKBAHHS 3a MAOMNYCTUMOCT Ha odepTHTe: HWHpOpMaLUs 3a
HKOHOMHYECKHUA ollepatop, y4actsa no OIT Nel, HomeHknatypu NeNe 222, 242,
243, 271, 293 ,294, 295, 296, 297, 302, 303, 304, 305, 306, 307, nexiapupa, ue
HAMa J[4 WH3NON3Ba  KamauHTeT HA TPeTH JIMLA, JeKIapHpa JHIca Ha



obcrosarencreara mo un.57, naparpad | or Hupexrusa 2014/24/EC, nexnapupa
H3MIAINaHe Ha OBJOKMMM JaHBUM M OCUIYPOBKH, HEKiapupa, ye He € 0OsBeH B
HECHCTOATEIHOCT U HE € B IMKBHIAUMS, JIHIICA HA KOH(QIHKT Ha HHTEPECH, HIMA
TOIYCHATH TEXKH IPOMECHOHANHH HapylleHuUs, He e YKpHBal HHOOPMALHs ¥ He
€ TNpencTaBsi HeBepHd HaHHM. Kputepun 3a noxbop — coum Paspernenue 3a
Thproeust Ha eapo NelV-PT/MHM-1324 or 11.08.2016r. HamnexHo ca BOHcaHH
0OCTOATENCTBATA H3UCKYEMHE OT BB3I0KUTENS, B C/ICAHUTE JACTH:

Yacr I: Mudopmanusa 3a npouemypara 3a Bb3arade Ha OOLIECTBEHA
IIOPBYKA U 33 BB3IAralllis OPraH I Bb3I0KUTES

Yacr II: MadopManus 3a HKOHOMHYECKHS OIIEpaTop

Yacr III: OcHoBaHMs 3a H3KIIIOYBAHE

Yact IV: Kpurepuu 3a rnoabop B clieJHATE YacTu:

- T. ,,O01110 yKka3aHue 3a cria3BaHe Ha BCUYKH KpUTEPUH 3a roabop”

- T. ,J'ogHoct”, noarouka 1, ¢ ornej yCTAHOBABaHE HA CIIa3BAHETO Ha
M3MCKBAHKATA 32 BAJIHAHO PaspelieHue / yIOCTOBEpeHHEe 3a ThProBUS HA eApOo C
MEIULMHCKY H3AEIHU.

- T. ,,B: Texauyecxku u npodecrHoHaTHH CIOCOOHOCTH”, MOATOYKA ,,16)”,
Karo OT OIMMCAHHMETO Ha JOCTaBKUTE CJIEABA Ja Ce YCTAHOBABA CIIA3BaHE Ha
H3HCKBAHETO 34 CXOJHM [JOCTaBKH. YYacTHHKBT € T[0COYMNI [0 [OJUHHU
M3OBJIHEHH JocTaBkd Ha MU kbM jieueOHU 3aBeleHUS W BULOBE MEAMLHUHCKH
u3fenus. IlputexaBa MulieH3MpaH CKJIaf 3a THProBHs Ha €Ip0 U TPaHCIOPTHH
CpEICTRA.

Hexnapupa, uye npe3 IOCIEOHHTE TPH TOJMHH € H3IIBHMI JOCTAaBKU
HIEGHTHYHH C IIpeAMeTa Ha MOCOYEHHM INOJIydaTeld, ODaTH M CyMH — [BE
JOCTaBKH; ACKIapHpa ChOTBETCTBHE/EKBUBAJEHT Ha capTH(HUKATH 32 KaueCTBO
Ha ¢upmu npousBogureny, Ceprnduxar ISO 9001:2008, Ha yuHacTHHKA.
Hexnapanus Obpasery Ne6, noanucana ot yrpaBuTess.

Komucusara npuema, 4e NpeJIOKEHMETO Ha YYaCTHUKA OTrosaps Ha

U3UCKBAHHATA 32 JIMYHO CBCTOSHHME M Ha KpuTepuute 3a rioxbop. Ipensus Ha
TOBA, KOMUCHSATA €AMHONYIITHO

P E II M

IIPEUIOKEHHMETO Ha yyacTHHKa OTroBaps Ha H3HCKBAHMATA 34 JIUHHO
ChCTOAHHKE M HAa KPUTEPUHTE 3a oabop.

9.,,Copapma Tpekigunr” AJl - Hanune ¢ Equnen eBponeifckd JOKYMEHT
3a OOIIECTBEHM NOPBYKH C HHPOpPManus OTHOCHO JIMYHOTO CBCTOSHME Ha
YYaCTHHKa M KpuTepuuTe 3a noabop, obpasenm Nel, mo H3UCKBaHUATA HA
B’BSHO}KHTGM mognucad ot OruaH J[Jones, Hdumutsp dumurpos, AHren
Wopnatos u I' abpuena JlumutpoBa, uneHoBe Ha CJ{. Bnucanu ca MHHHMAIHHTE
M3UCKBAaHHS 3a MOIyCTMMOCT Ha odepTHUTe: UH(pOpMAaLMs 38 HKOHOMHUECKHS
oneparop, ydyactsa 1o OIT Nel, nomenknatypu NeNe 2, 3,4,5,6,7,9,10, 11, 12,



13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 35, 36,
37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50, 51 ,52, 53, 54, 55, 56, 57, 58,
62, 63, 64, 68, 69, 71, 72, 73, 74, 82, 86, 88, 93, 95, 96, 99, 100, 107, 108, 109,
110, 111, 112, 113, 114, 118, 122, 125, 139, 140, 141, 142, 143, 144, 146, 147,
148, 150, 151, 153, 154, 155, 156, 158, 159, 160, 161, 162, 163, 164, 165, 166,
167, 172, 173, 174, 175, 176, 177, 178, 179, 180, 181, 182, 183, 184, 185, 186,
187, 189, 191, 192, 196, 197, 198, 199, 227, 231, 232, 233, 239, 244, 245, 268,
271, 282, 283, mexnapupa, ye HsIMa [a M3M0JI3Ba KalalUTeT Ha TPETH ML,
Aekapupa Junca Ha ofcrostencrearta no un.57, maparpag 1 ot JupekTusa
2014/24/EC, pexnapupa H3IIAllaHe Ha OBDKUMH JaHBUM KM OCHTYPOBKH,
AeKnapupa, 4e He € 005BeH B HeChCTOATENHOCT H HE € B JIMKBUAALM, JIHIICA Ha
KOHMIHKT HAa HHTEPECH, HSIMAa ONYCHATH TEXKH MpoheCHOHATHH HapyILeHHS,
He € yKpuBal HHQOpMalMs M He e IpeAcTaBsyl HeBepHHM jaHHU. Kpurtepuu 3a
nogbop — counm Paspemenuwe 3a Toprosus Ha eapo NelV-PT/MHU-259 or
03.01.20018r ¢ mnocouyen JumHK., HajnexHOo ca BIOHCAHM OOCTOSTENCTBATa
H3HCKYEMH OT BB3n0oXuTeNs, B CIeIHUTE YaCTU:

Yact I: Mudopmauus 3a mpolenypara 3a Bb3jlaraHe Ha oOluecTBeHA
MOpPBUKa U 32 BB3IArallHs OPraH HIJIH Bb3JI0XKUTENs

Yact II: UndopMaling 3a HKOHOMMYECKHS OTNIEPATOp

Yacrt III: OcHoBaHHus 38 H3KNIOUBAHE

Yact I'V: Kpurepuu 3a nogdop B ciieIHATE YaCTH:

- T. ,,O0110 yKa3aH#He 3a criazBaHe Ha BCHYKY KPUTEPHH 3a noxdop”

- 1. ,JogHoct”, moaTouka 1, C Ornie[l YCTAHOBABAHE Ha CNA3BaHETO Ha
H3UCKBAHUATA 332 BAIMIHO pa3pelleHre / yIOCTOBEPEHHUE 3a ThProBH Ha eIpo C
MeIUIIMHCKH H3IEITHU.

- T. ,,B: Texuuuecku u npodecroHanHu cnocodHOCTH”, IOATOUK? ,,16)7,
KaTo OT ONHMCAHHETO Ha HOCTABKMUTE cliefiBa Jla Ce YCTAaHOBsBa CliasBaHe Ha
A3HUCKBAHETO 33 CXOMHHM JOCTAaBKM. YYacTHUKBT € IIOCOYMI IO TOAMHU
U3IIBIHEHH JocTaBkd Ha MM kbM yedeOHM 3aBelleHHA U BHAOBE MEIAMIMHCKU
usnenus. [IpuTexaBa MUUEH3HpaH CKIaj 3a THProBHs Ha €IpO U TPAHCHOPTHM
CpeJiCTRA.

Hexnapupa, 4e Ope3 MOCHEAHUTE HETHUPU TOOMHU € H3IIbHHUIA JOCTABKU
HICHTHYHKH C OpeAMeTa Ha [OCOUEHHM IIody4aTelld, OaTH M CyYMH — J[Be
JOCTABKH; CIIHCHK HA CIIEL[HAJMCTH 38 KOHTPOJI Ha KayecTBOTO, CKJIaJoBH Oasu
H TPAHCIOPTHH CpelcTBa, HeKjapHpa capTU(UKaTH 33 BHEAPEHa CHCTeMa Ha
kauectBoTo BG 16/871329, Cepruduxar ISO 9001:2015, Ha yuacTHHKa,
BamuaeHd 1o 31.07.2019r. Hexnapauus O6paszen Neb, noAnucada OT yIPaBHUTEN.

KomucuaTa mpuema, 4He MNpefsiOKeHUETO HAa YYacTHHKA OIroBaps Ha

W3WCKBAHMATA 34 JTHYHO CHCTOSHHE H Ha KpuTepuuTe 3a nopbop. Ilpensun na
TOBa, KOMUCHUSTA SANHOLYLHHO

P E II H



IMPEJJIOXKEHMETO Ha yyacTHHKa OTTOBaps Ha M3MCKBAHHUATA 3a JTUUHO
CBCTOSHME U HAa KPHUTEPUUTE 34 110A00p.

10, ETT” EOOX - Hamuue e Epunen esponeiicku NOKYMEHT 3a
oblmecTBeHM MOPBUKE C HH(OPMALMA OTHOCHO JIHYHOTO CBCTOSIHHE HA
y4acTHYKa ¥ KpHTepuuTe 3a noadop, obpazerr Nel, 10 #“3MCKBAaHUATZ HAa
Bp3noxutens, moxgmnuca oT Teomop T'abpoBckm, ynpaBuren. Brucanu ca
MHUHUMAJIHUTE M3UCKBAHWUA 3a MONYCTHMOCT Ha odepruTe: MHOOpMAMsA 3a
HKOHOMHYECKH onepaTop, y4dacrtsa no OIT Ned, nomenknarypu NeNe 1, 2, 3, 4, 5,
6,7,8,9,10, 11, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 29, 30, 31, 32, 33, 75, 76,
77,78, 79, 80, 81, 83, 84, 85, 87, 88, 90, 91, 92, 93, 94, 95, 96, 97, 105, 106, 107,
108, 109, 111, 113, 114, 115, 152, 155, 156, 157, 158, 159, 160, 161, 163, 164,
165, 167, 168, 172, 173, 174, 175, 176, 177, 178, 179, 180, 185, 186, 187,
AeKTlapupa, Ye HAMa Ja M3I0J3Ba KanalMTeT Ha TPeTH Juia, AeKjiapupa JHIca
Ha obcrogrencreata mo un.57, maparpad | ot Jlupextuea 2014/24/EC,
A€KJapypa u3MjallaHe Ha AB/DKMMH AaHbUM M OCHT'YPOBKH, AEKIapupa, 4e He €
00sIBEH B HECBHCTOATENHOCT ¥ He € B JMKBHAAUMS, JMNCAa HA KOH(MIMKT Ha
MHTEPECH, HAMA JIOIIyCHATH TeXKH NPO(ECHOHANHHM HapyLIeHHs, He € YKPUBAa
MH(OPMALMS U HE € TIpeACTaBsn HeBepHH JanHM. Kputepuu 3a mopbop — coun
Paspemienne 3a TeproBus Ha eqpo NelV-PT/MM-142 ot 23.11.2007r. HamnexHo
4 BIHCAHK OOCTOATENICTBATA U3UCKYEMH OT BB3NIOKUTENS, B CACHATE YACTH:

Hact 1. Mudopmanusa 3a mpoueidypara 3a Be3jlaraHe Ha OGLECTBEHA
IIOPBYKA | 33 BH3JIAralllis OpraH Ml BB3I0KUTENS

Hacr II: Miudopmarys 3a HKOHOMHYECKHUS OTIepaTop

Yact III: OcHoBaHHMs 32 H3KIIIOYBAHE

Hact IV: Kpurepuu 3a mogbop 8 cieAHHTE YacTH:

- T. ,,OB10 yKkasanue 3a crnasBaHe Ha BCHYKU KPMTEPHH 3a ToAGop”

- T. ,,JomHOCT”, moATO4YKa 1, ¢ OIJle YCTaHOBsIBaHE Ha CIIA3BAHETO HA
W3HCKBAHMATA 32 BAJILJHO pa3pelieHne / yJOCTOBEPEHNE 3a THPTOBHA Ha EAPO €
MEAHUHUHCKH H3EIH.

- T. ,,B: Texuuyeckn ¥ npodecHoHanHu croco0HOCTH”, OATOUKA ,,16)”,
KaTo OT ONMCAaHUeTO Ha MOCTABKMTE CIelBa Ja Ce YCTAHOBSBA CIA3BaHE Ha
H3HCKBEHETO 3a CXOJHH JOCTaBKM., YYAaCTHHKBET € I[I0COYMI [0 TOJNMHH
M3NBAHEHH AocTaBKM Ha MM xbM neyeOHH 3aBefeHHA W BHAOBE MEAMLMHCKH
uszienus. IIputexkaBa JULEH3UpaH CKIaJ 33 ThPrOBHA Ha €OpO U TPAHCIOPTHH
CpeJICTBA.

Hexnapupa, 4e Ipe3 MOCHEOHHUTE TPH TOAMHM € M3NBHUI JOCTABKH
HICHTHYHHM C [peJMeTa Ha [MOCOYEHM MONYyYaTeNnH, OaTH H CYMd — JBE
AOCTaBKK; JIeKapypa cucTema 3a ynpabieHde Ha KauectBoto Ceprudukar ISO
9001:2008, wna yyacTHuka. [exnapauuss O6pasen Ne6, momnucaHa ot
yIpaBUTENS.

Komucuara npuema, ye NpEeAOKEeHHETO Ha YYacTHMKA OTroBaps Ha

M3HCKBAHHATA 3a JIMYHO ChCTOAHME H Ha KpuUTepHuTe 3a mojbop. [lpeasux Ha
TOBA, KOMHCHUSTA EIUHOMYIITHO



P E I U

IPEJJIOXXEHHMETO Ha yyacTHUKE OTroBaps Ha M3UCKBAHUSTA 38 JIMYHO
CBCTOSHUE H HA KPUTEPUUTE 38 OADOP.

11.,HcTtaunk Bwvarapus” OO - Hamune e Eaunen espomneiicku
JOKYMEHT 3a OOIECTBEHH [IOPBYKH ¢ MHOOPMAIIHA OTHOCHO JHYHOTO CHCTOSHHE
Ha y4YaCTHHKa W KpHTepuuTe 3a noadop, obpaszen Nel, Mo HM3MCKBaHHATA Ha
Beanoxutens. BnucaHu ca MHHMMAIHHTE W3MCKBAaHMA 3a [AONYCTHMOCT Ha
obepture: mH(pOpMaLUs 3a HKOHOMHUYECKUsl oneparop, ydactsa mo OIT Nel,
HoMeHkNaTypu NeNe 1,2,3,4,5,6,7,8,9, 11, 14, 20, 26, 27, 28, 43, 44, 45, 46,
50, 51,53, 54, 55, 56, 57, 59, 62, 63, 64, 71, 88, 89, 94, 95, 96, 99, 105, 118, 120,
122, 125, 138, 141, 142, 144, 146, 147, 148, 1501 151, 152, 153, 154, 172, 173,
174, 175, 176, 177, 178, 180, 181, 182, 183, 188, 189, 191, 192, 196, 197, 198,
224, 225, 226, 227, 233, 234, 185, 186, 187, 234, 236, 239, 244, 245, 250, 251,
252, 253, 254, 255, 256, 257, 268, 269, 273, 274, 276, 278, 279, 280, 281, 282,
283, 284, 285, 286, 322, 324, 325, 326, 327, nexnapupa, ye HiAMa Ja H3IO0JI3BA
KamaluTeT Ha TPeTH JIMLa, AeKIapHpa Jurca hna olbcrosTencrsara no 457,
maparpag 1 ot Jupextusa 2014/24/EC, meknapupa usnialiaHe Ha ABDKUMM
JaHbUY ¥ OCUTYPOBKH, NEKIapHpa, Ue He ¢ 00sBeH B HeChCTOSATENHOCT M HE € B
JUKBHIALHMSA, JIAIICA Ha KOH(UIMKT Ha MHTEpecH, HAMAa JOMYCHATH TEXKH
npo(eCHOHAIHH HapyIIeHHs, He € YKpHBal MHOOPMALHUS ¥ HE € NPEeAcTaBsi
HeBepHH JaHHH. KpHurepuu 3a nogbop — coun Paspeluenue 3a ThproBus Ha enpo
NeIV-PT/MI-058 ot 20.09.2007r. HamnexHo ca Bnucanu oOCTOATEICTBATA
H3UCKYEMH OT BB3noxuTens, B CIeNHUTE YaCTH:

Yact I: Mudopmauus 3a IpoueaypaTa 3a Bb3jIaraHe Ha OOUIECTBEHA
IIOPBYKA U 33 Bh3Naralldi OpraHd WilH Bb3IOKUTENS

HacT II: MHdOpMaLia 38 KKOHOMHYECKHS! OIIEPaTOp

Yacrt [II: OcHoBaHUA 3a H3KITIOUBAHE

Yact IV: Kputepuu 3a nonbop B crie{HHTE YaCTH:

- T. ,,O61110 yKa3zaHue 3a cria3BaHe Ha BCHYKK KPUTEPHH 3a mogcop”

- T. ,JomHOCT”, nmoaTouka 1, ¢ orjes yCTAaHOBsIBAHE Ha CHA3BaHETO Ha
M3KCKBAHMATA 33 BAJMAHO paspellleHue / yJOCTOBEpEHHUE 3a ThbProBUs HA AP0 C
MEIHLMHCKHA U3AESITHS.

- T. ,B: Texuudueckn u npodecnoHanuu crocobHocTH”, MOATOYKA ,,16)”,
Karo OT OIMCAHMETO Ha JOCTaBKHTE ClefBa Jd Ce YCTAHOBABA CIIa3BaHe Ha
U3HCKBAHETO 34 CXOAHH JOCTABKYU. YUYAaCTHHKBT € IIOCOYMJI 10 TOIHHH
H3IIBJIHEHH AocTaBkid HA MU xbM nmede®HU 3aBeleHHS M BHIOBE MEAMIMHCKH
uspenua. IIpurerxapa NULEH3UPaH CKIAA 32 TBHPTOBHUA HA €pO M TPAHCIOPTHM
CpeacTHa.

Jexnapupa, 4e npe3 [OCIACIHUTE TPH TOZMHH € W3IBHUII JOCTABKH
HACHTHYHH C I[peaMeTa Ha [OCOUYEHM II0Jy4aTeNlu, AaTd H CYMH — [Be



~—r

AOCTaBKH; TBProBCcKU obexTu. Jexnmapauus O6pasen Ne6, momnucana, KakTo u
EEJOII ot ynpasutens — Kprscrso benes.

Komucusra mpuema, 4e IpeJJOXEHHETO Ha YYaCTHHKA OTroBaps Ha
M3HUCKBAHHATA 34 JHYHO CBCTOSHHE W HAa KpMTepuute 32 nogdop. Ilpensun Ha
TOBAa, KOMHCUSITA eAHHOAYUIHO

P E III U :

IIPEJIJIOXKEHMETO Ha y4acTHHKA OTroBapsl Ha M3HCKBAHUATA 3a THYHO
CBCTOSIHHE H HA KPUTEPHHUTE 3a 1o60p.

12.,,buomeauxa bearapua” - Hanute ¢ Enunen esporelicku JOKYMEHT
332 OOIIECTBEHM IIOPBYKH ¢ HH(OPMALMS OTHOCHO NMYHOTO CBHCTOSHHME Ha
yJaCcTHMKa H KpuTepuuTe 3a noadop, obpaser; Nel, mo H3HCKBaHHATA Ha
Branoxurens. Brucanu ca MHHMMANHHTE H3HCKBAaHHMA 3a JONYCTHMOCT HA
oeprute: MHGOpPMANHUI 3a MKOHOMHYECKHS omepaTop, yuactsa mo OIT Nel,
HoMeHKatypu NeNe 123, 124, 125, 130, 131, 132, 248, mexnapupa, ue HIMa 1a
H3II0J3Ba KallalMTeT Ha TPETH JHIQ, JeKilapupa JIHICA Ha oOCTOSTENCTRaTa 1o
4157, maparpad 1 or Hupektusa 2014/24/EC, nmexnapupa H3MIalaHe Ha
ABIDKMMH JaHBIH M OCHUTYPOBKH, ICKIAPHpa, Ue HE € 00ABEH B HECHCTOATEIHOCT
H HE € B THKBHJALIMA, JIMIICA Ha KOHQIMKT HAa HHTEPECH, HAMA JIONYCHATH TEKKH
NPOQECHOHAIHN HApYUIEHHs, HE € YKpHBal MHQOPMAlHUd H He € IIPenCTaBsI
HEBEpHU NaHHU. Kpurepuu 3a noabop — coun Paspeluenye 3a ThproBus Ha epo
NeIV-PT/MM-041 or 19.09.2007r u TpM TNpOMEHH, IOCOYEHH JIMHKOBE.
Hannexxso ca BomcaHum o6CTOSTENCTBATA M3HUCKYeMH OT BB3NOXuUTens, B
CIIETHUTE YACTH:

Hacr 1. HMudopmanus 3a npouejypara 3a BB3IaraHe Ha OOGLIECTBEHA
NOPBYKA Y 38 BB3JIAralllis OpraH UK BL3T0MKHUTE IS

Yact II: Mindopmarius 3a HKOHOMHUYIECKHS OTIEPATOP

Yact III: OcHoBaHKA 33 H3KIIIOUBaHE

Yact IV: Kpurepun 3a noa6op B ClIe[HUTE YaCTH:

- T. ,,O011l0 yKa3aHue 3a cria3BaHe Ha BCHUKH KPUTEPHH 3a T0A60p”

- T. ,]'0HOCT”, moATouKa 1, C OINeN] YCTaHOBABaHE Ha ClIA3BAHETO Ha
M3UCKBAHUATA 32 BalMOHO pa3pellieHne / yI0CTOBEPEHHE 3a ThPrOBUA Ha €IpO C
MEIMLHHCKH U3IeNTu.

- T. ,,B! Texuuyecku U npodecuoHaNHu CnocoBHOCTH”, ITOATOUKA »10)7,
Karo OT ONMCaHHWETO Ha JOCTaBKMTE clie[Ba Aa Ce YCTAHOBSBA CIIa3sBaHe Ha
H3HCKBAHETO 3a CXOJHH J[JOCTaBKH. YYACTHHKBT € IOCOYHNI II0 T'OAHHH
H3IIBJIHEHU nocTaBku Ha MM kbM neueGHH 3aBelleHMs] M BHIOBE MEIMLIMHCKH
uspenns. IlpuTesxasa IMIEH3UpaH CKiaj 3a ThProBHA HA €APO M TPAHCIIOPTHH
CpeJCTBa.

Hexnapuipa, 4e mpe3 INOCNEJHMTE TPH TOAMHM € M3ITBHII IOCTABKH
HACHTUYHH C IIPEIMeTa Ha MOCOYEHH NONydaTenu, JaTH U cyMmu. Jlexnapupa



cuctemMa 3a ynpasileHHe Ha kadecTBoro ISO 13485:2012+AC:2012, Ha
TIPOM3BOJHUTENIA Ha MEIULMHCKM H3Zenus YpoTeX, Baauied no 31.03.2019r,
CepTH(HKAT 32 HBIHO OCHTYpsBaHe HA Ka4YeCTBOTO B CBOTBETCTBHE C
Huapextupa 93/42 EMO, Banunen no 02.06.2020r. Hexnapauus OGpazer; Ne6,
roxanucana, xakro W EEJIOII ot Bacun [enmrames u [epxapn Illaiinep,
YIpaBUTEITH.

KoMucusta npuema, de I[PeJIOKEHHETO HA YYACTHHKA OTrOBaps Ha
U3MCKBAHUATA 34 JIHYHO CBCTOSHHME W Ha KpuTepuute 3a ronbdop. Ilpeasuy Ha
TOBA, KOMHUCHATA €IUHONYIHO

P E HI H

ITPEJJIOXEHMETO nHa y9acTHHKA OTroBaps Ha H3HCKBAHHATA 33 JIHIHO
CLCTOAHKE U HA KPUTEPUUTE 3a 1Toa60p.

13. EOOM,, ®apkon” AJl - Hanune e EquHen eBpomelckd TOKYMEHT 3a
OOINECTBEHH MNOPBYKH C HHOOPMALMA OTHOCHO JIMYHOTO CBCTOSHME HA
YYaCTHHKA M KpHTEpHHTE 3a roadop, obpaszen Nel, mo H3MCKBaHMATA Ha
Bo3noxurens. BnucaHw ca MHHUMANHWTE H3MCKBAHHS 34 JOINYCTUMOCT Ha
ofeptuTe: HH(pOpPManKg 32 MKOHOMHYECKHs omeparop, yuactBa 1o OIT Nel.
Hexnapupa, 9e HiMa Jla W3MON3Ba KanaluTeT Ha TPETH JIMIE, JeKJapHpa JuIca
Ha ofcrosTencrBara o uwi.57, maparpap 1 or [JupextuBa 2014/24/EC,
JAEeKNapHpa U3IIallaHe Ha ABIDKMMU JaHbLM W OCHIYPOBKH, JeKiapupa, ue He €
o0fBEH B HECHCTOSTENHOCT W HE € B JHKBHAALMS, JHICA HA KOM(DIMKT Ha
UHTEPECH, HAMA MOMYyCHATH TEXKM NPO(ECHOHAIHH HapyIIeHHs, He € YKpPHBall
MHpOpMaNus U HE € NpeJCTaBsl HeBepHH NauHd. KpuTepuu 3a rnogbop — couu
Pazpemenne 3a Tprosus Ha enpo NelV-PT/MIM-206 ot 17.12.2007r. HagnexHo
ca BIIMCaHHU OOCTOATENCTBATA H3UCKYEMH OT BB3NOKUTENS, B CISIHUTE YaCTHU:

Hact I: Mudopmauus 3a mpouenypata 3a Bb3naraHe Ha OOILLIECTBEHa
NOpBYKa U 32 Bb3Jlaraliusl OpraH HWild Bb3NMOKHUTEN

Yacr II: Mudopmaliiist 3a HKOHOMHYECKUS OLIEPaToOp

Yacr I1I: OcHOBaHuS 33 H3KIIOYBaHE

Yacr IV: Kpurtepuu 3a nogbop B CieIHWTE YaCTH:

- T. ,,ObII0 yKa3anye 3a Cra3BaHe Ha BCHUKH KPUTEPUH 3a oadop”

- T. ,J'ogHocT”, moATouyka |, C OrNie[ yCTAaHOBSBAHE HA ClAa3BaHETO Ha
U3UCKBAHHATA 34 BANKMIHO paspenieHue / yIOCTOBEPEHHE 3a ThPrOBHS HA eApo C
MEUUMHCKH U3IETHs.

- T. ,,B: Texnuyecku u npodecuoHanHu crnocobHoCTH’, MOATOYKA ,,16)”,
KaTO OT ONHCAHHETO HA JOCTaBKHTE CJlefiBa Ja Ce YCTAHOBSBA Cla3sBaHE Ha
W3UCKBAHETO 34 CXOJHHM JOCTaBKH. YUYaCTHHKHT € MNOCOYUHI II0 TOAHHH
W3NBIHEHH focTaBKA Ha MU xbM neuebHU 3aBefeHHS M BHIOBE MEAMIMHCKH
usfenus. IIpuTexasa juueH3upaH CKIal 3a THProBHs HA €NpO H TPAHCIOPTHH
CpEeJICTRa,



Hexnapupa, uye I1pe3 NOCNEIHWTE TPH TOAHHH € H3IIBHUI JOCTaBKH
HIACHTUYHH ¢ NOpeaMeTa Ha MOCOYCHM MOoJiydaTeNM, HaTh U cyMu. Jexnapupa
chcTeMa 3a yIpaeiieHue Ha kadectBoro ISO 9001:2008, Ned4100 127307,
Bamuaed no 14.09.2018r; tTeproseku obektH. [lexnapanus O6paszern Neo,
nogricana, kakro 1 EEJIOIT ot ynpasurtens — Tans Munuesa, ["eopru basores
1 Janwen Pagynos, unenose Ha CJI.

Komucusara npuema, 4ue HNpeIOKEHUETO HA YJYACTHHKA OTroBaps Ha
M3UCKBaHMsITA 32 JIMYHO CBCTOSHME U HA kputepuure 3a noadop. Ilpensuy Ha
TOBA, KOMUCHATA eJUHOLYIIHO

P E II M

IMPENJIOKEHHMETO nHa yyacTHHKa OTroBaps Ha M3MCKBAHUATA 34 JIHYHO
CBHCTOSIHHE K Ha KpUTEpPHUHKTE 3a roadop.

14.,, Xumrere” QO/- Hanune e ExuHeH eBpomeficku JOKYMEHT 3a
o0IeCTBEHH MMOpPBUYKKH ¢ UHGOpMAalUi OTHOCHO JMYHOTO CBCTOSIHHE Ha
y4acTHHKa MW KpHTEpHUHUTE 3a Moadop, odOpaszeny Nel, mo H3MCKBaHMATA Ha
Branoxurens. BrucaHd ca MHHMMaAHHTE H3HCKBAaHMUA 3a JIOIYCTHMOCT Ha
oepTrTe: HHPOpMAITH 38 HKOHOMUYECKHd onepaTop, yiactsa o OIT Nel, 2, 3,
4. Jlexnapupa, 4e HsMa A2 W3MOJ3Ba KamalUTeT Ha TPeTH JHla, AEKiapupa
nunca Ha ofcrosTencrBara no un.57, nmaparpad 1 ot Hdupextusa 2014/24/EC,
Jexaprpa U3IlaliaHe Ha OIBb/DKUMH JaHBLM U OCUTYPOBKH, NEKIapHpa, e He €
00sBEH B HECHCTOATENHOCT M HE € B JIMKBHIAUMS, JIMIICA HAa KOH(AMKT Ha
HHTEPECH, HAMa JONYCHATH TEXKH NPOQecHOHaNHM HapylIeHUs, HE € YKpHUBal
yHbOpMaLKs M HE € IpeacTassia HeepHH AaHHH. Kpurepuu 3a noadbop — couu
Paspemienne 3a ThproBua Ha enpo NelV-PT/MU-126 or 16.11.2007r c
MEOWIUHCKH H37eNHs W PaspemeHue 3a ThproBus Ha enpo NelV-P-T-168 or
10.05.2008r, 3a ThproBus ¢ iexapcTBa. HamnexHo ca BnucaHu obcTosaTesncTBara
H3HUCKyeMH OT BB310XHTENs, B CIICAHUTE YaCTH!

Yact I: HMudopmanums 3a rnpouenypara 3a Bb3llaraHe Ha oOOIIeCTBEHa
NIOPBYKA U 38 Bb3Narallys Opras iu Bb3JIOKUTENs

Yacrt II: Madopmalus 3a ”KOHOMUYECKUS ONEepaTop

Yacr III: OcHoBaHMs 32 U3KIIOYBAHE

Yact IV: Kputepun 3a nog0op B CleHUTE YACTH:

- T. ,,O6110 yKa3aHHe 34 CIIa3BaHe Ha BCHYKH KPUTEpHH 3a noadop”

- T. ,J omHOCT”, moxTouka 1, ¢ ornej yCTaHOBABaHE Ha CNa3BaHETO Ha
HU3HCKBAHUATA 33 BATHAHO paspelleHye / yJOCTOBEpEHHE 3a ThProBHs Ha elpo C
MeMIIHHCKH U3 EITHS.

- T. ,,B: Texuuueckn H npodecHoHaAHu CrocoOHOCTH”, MojaTOYKA ,,10)”,
KaTO OT ONMCaHHETO Ha AOCTaBKHTE cielBa Ja Ce yCTAaHOBABAa CIa3BaHE Ha
W3HUCKBAHETO 334 CXONHH JOCTaBKU. YYACTHHKBT € IMOCOYMI II0 TIOIUHH
H3MBIHEeHH poctaBkd Ha MW xbpM neueOHM 3aBefieHMA U BHIOBE MEIHLIUHCKH



usnenus. [lpuTerkaBa NHUIEH3UpaH CKIaJ 3a THPTOBUSI Ha €AP0 W TPAHCIIOPTHH
CpezcTBa.

Hexnapupa, 4e npe3 TMOCHEOHHTe TPH TOAHHH € H3ITBHUI JOCTaBKU
HIEHTHYHHU C IPe/METa Ha NOCOUESHH MONy4aTeNH, JaTH U CYMH, CKlajgoBa 0aza
H TPaHCIOPTHH cpejcTBa. Jekaapupa cucteMa 3a yIpaBlieHHe Ha KaYyecTBOTO
ISO 9001:2008, ISO 14001:2004, BS OHSAS 18001:2007. OGpasosarenHa
KBATU(pHKAUWsA Ha CIELMaTUCTH, OTOpHU3alMM, IIOCOYEHH CHCTEMH 3a
yHOpaBjeHHe Ha KAueCTBOTO 3a JIPOM3BOJUTENH 10 HOMEHKIATYPH, CepTH(HUKAT
3a akpenurtauus. Jexnapamua O6paszen Ne6, rompmucana, xaxkro i EEJIOIT ot
yopasutens — Jadwena Benusnosa, ynpaButen u  Bwimo Mutpyiues,
CHIPYKHHK,

Komucusata npuema, de IpENIOKEHHETO HA YYaCTHMKA OTIOBaps Ha
M3UCKBAHUATA 3a JIMYHO CBCTOSHHE W Ha KpuTepuute 3a mondop. IIpeasun Ha
TOBA, KOMHUCHATA SAUHOLY UHO

P E I H

ITPEJJIOXXEHMETO Ha yyacTHMKA OTrOBaps HA M3UCKBAHHMATA 38 JIMYHO
CBCTOSIHME U HA KpUTEPHUTE 3a 1oadop.

15.,bynamap MJ” OOJM- Hanune e EnuHen eBporieiicky JOKYMEHT 3a
o0llecTBEH MNOPBYKM C HHQOpMALMI OTHOCHO JIMYHOTO CLCTOSHHWE Ha
yYyacTHMKA M KpHTepuuTe 3a nonbop, obpaszer; Nel, mo H3HCKBaHHATA Ha
Be3noxutens. BrnucaHu ca MHHMMATHHTE H3HUCKBAHMS 34 JOOYCTHMOCT Ha
otpepTute: MH(pOpMALUSI 38 UKOHOMHUECKHS omeparop, ydactBa mo OIT Nel,
HoMmeHknarypu NeNe 3, 4, 5, 6, 44, 45, 46, 53, 149, 153, 154, 155, 157, 158, 159,
160, 161, 162, 163, 164, 166, 167, 271, 3a OIT Ne3, nomeuknarypu NeNe 78, 79,
80. Jlexnapupa, uye HsMa Ja MSION3Ba KaNaUUTeT Ha TPETH JMua, AeKnapupa
nunca Ha obcroATesncTBara mo w57, naparpad 1 ot Hupextusa 2014/24/EC,
JieKJapupa u3IUlallale Ha ABIOKUMM JAHbLUM B OCUTYPOBKH, AEKJIapupa, 4e He e
00s5iB€H B HECBCTOSTENHOCT M HE € B JIMKBHIALMA, JIMIICA HA KOHQIHKT Ha
HUHTEPECH, HAMa JOMYCHATH TEXKH NPO(ECHOHATIHU HAPYLIEHUsS, HE € YKPHBA
HH(OpMALMA U HE € MPeJCTaBan HeBepHu AanHu. Kputepuu 3a noadop — codu
Paspemienne 3a TeproBus Ha egpo NelV-PT/MMU-108 ot 02.11.2007r ¢
MEIMLIMHCKMA M3Jenusi ¥ 20p paszpelleHde 3a npomsHa. HaJexxHo ca BIIMCEHM
obcrosTencreaTa U3UCKyeMHU OT BB3I0KHUTENs, B CISAHUTE YaCTH:

Yact [: HMudopmamms 3a Tpolenypara 3a Bh3jarade Ha oGINecTBeHa
IOPBYKA H 34 BB37arallius Oprai Ui Bb3JI0MKHTENSA

Yacr II: iudopmanus 3a HKOHOMHYIECKHS OEPATOD

Yacrt III: OcHoBanud 3a H3KITIOYBaHE

Yact IV: Kputepnu 3a nonbop B ClIEAHUTE YaCTH:

- T. ,,ObII0 ykazanue 3a cra3pale Ha BCHYKY KPUTEPHH 3a noaGop”



- T. ,JJomHOCT”, moaTouka 1, ¢ orfesn ycTaHOBSBaHE Ha Cla3BaHETO Ha
H3UCKBAHMATA 33 BaIMAHO pa3pellcHue / yIOCTOBEPEHUE 3a ThProBUs Ha eApo C
MEIHUITUHCKY U3/IEHA.

- T. ,,B: Texuudecku u npodecHoHaNIHH CITOCOOHOCTH ', TOATOYKA ,,106)”,
KaTO OT ONMCaHHUETO Ha JOCTABKUTE ClellBa [a Ce YCTAHOBAB& CHA3BaHE HA
H3UCKBAHETO 33 CXOJHH JOCTaBKU. YYacTHHKBT € [IOCOYMI IO TOAMHM
U3NBIHEHHM AocTaBKd Ha MM xbM JieueOHH 3aBelEHUS H BHIOBE MeNHIMHCKH
uszenud. IIpurexasa JULIEH3UpaH CKIal 3a TBProOBHUS HA €IpO U TPaHCIIOPTHU
cpencTra.

Jeknapupa, ue npe3 TMOCIEOHHTE TPU TOHNMHH € M3II'BHMI JOCTABKH
UISHTHYHY C IIpeMeTa Ha IIOCOYUEHH II0yuaTe/y, JaTH W cyMu. Jexnapauus
Obpazenn Ne6, nonmucana, kakto ¥ EEJOIl or ynpasurtens — Mapuena
I'auencka, ynpasuten u Jlronmusn HMnues, chapyXHHUK.

Komucusra nprema, 4e NpeanokeHMETO Ha YYacTHHKa OTroBaps Ha

M3HCKBAaHUATA 32 JIUYHO CBCTOSIHHE U Ha KpUTepuuTe 3a nojxdop. Ilpensup Ha
TOBa, KOMHCHSATA ELHHOLYIIHO

P E I K

INPEJIJIOKEHHMETO Ha yyacTHHKa OTTOBapS Ha U3MCKBAHMSATA 34 JIMYHO
CHCTOSIHUE ¥ Ha KpUTepHHTe 3a 110100p.

16.,,bbpayn Meauxan” EOQOJ - Hamuue e Eaunen esponeicku
JOKYMEHT 3a OOLIECTBEHH OPBUYKU ¢ HH(POPMALHUS OTHOCHO JIMYHOTO CHCTOSHHE
Ha y4YaCTHHKA M KpUTepHHTe 3a noabop, oOpaseun Nel, mo H3MCKBAaHHATa Ha
Branoxurens. Brnucanw ca MHUHUMANHUTE W3MCKBAHHUS 32 JONMYCTHMOCT Ha
otepTuTe: MHPOPMALMS 32 HKOHOMMYECKHS oreparop, ydacrsa nmo OIT Nel,
HoMeHKIaTypu NeNe 22, 29, 33, 34, 39, 54, 57, 58, 67, 92, 93, 94, 107, 108, 109,
110, 111, 112, 113, 115, 116, 117, 118, 119, 123, 124, 126, 129, 131, 132, 133,
134, 135, 138, 139, 140, 141, 142, 143, 144, 145, 146, 184, 185, 186, 187, 190,
193, 194, 195, 199, 200, 201, 203, 204, 205, 206, 222, 223, 230, 231, 232, 273; 3a
OIT Ne4, nomenwnatypu NeNe 153, Jlexnapupa, 4ye HAMA Aa H3TOJI3BA KaNalUTer
Ha TpeTH JIMLA, JeKNapupa Jianca Ha obcrosATenacTrara mo 4n.57, naparpad 1 or
Hupextnra 2014/24/EC, pexnapupa w#W3WIaliaHe Ha OBDKUMH JaHBIH H
OCHI'YPOBKH, JeKiapupa, 4e He € O00fABeH B HeCHhCTOATENHOCT M HE € B
JUKBUJALMS, JIANCA HA KOHGIMKT Ha HHTEPECH, HNMa JOIyCHATH TEXKH
npodecHOHaTHU HapyHIeHUs, He € YKpuBal WHQOPMALMs W HE € IPeJCTAaBsI
HeBepHH AaHHU. Kputepuu 3a nogbop — coun PasperneHue 3a THProBus Ha eIpo
NeIV-PT/MM-108 ot 02.11.2007r ¢ MequUMHCKU H3genus u 26p paspelleHue 3a
npomsaHa. Hannexno ca Bnucanu obcrosTencTsaTa H3UCKyeMH 0T Bb3loxUTeNn,
B CJIEIHUTE YaCTH:

Yact I: Wudopmanus 3a npoueidypara 3a Bb3jarade Ha OOILIECTBEHA
NOpBbYKa U 3@ Bb3JIaralllis OpraH Uil Bb3A0XKUTENs

Hact II: MHQOpMaums 38 MKOHOMHUYECKHUS ONEPaTop

UYacrt III: OcHoBaHNA 32 H3KIIIOUBAHE

Yact IV: Kpurepuu 3a tonbop B creHUTE YaCTH:



- T. ,,O61110 yKa3aHKe 3a cria3BaHe Ha BCUUKH KPUTEpPHUHM 3a noadop”

- 1. ,,JogHoct”, moxrouka 1, c oriie] ycTaHOBsABaHE Ha CIIa3BaHETO Ha
HM3MCKBAHUATA 338 BAIMAHO paspelleHue / yIOCTOBEPEHHE 38 ThproBUs Ha €/Ipo C
MEIULUHCKU U3JEIHS.

- 1. ,B: Texuuuecks ¥ npodecHoHaNH| crocoOHOCTUH”, oATOYKA ,,10)7,
Karo OT ONHCAaHUETO Ha AOCTAaBKWTE CleABa Ja Ce yCTaHOBsABa CllasBaHe Ha
H3KMCKBAHETO 328 CXOOHM MJOCTABKM. YYaCTHMKBT € IIOCOYMI II0 FOAMHH
H3ITBIHERH AocTaBkH Ha MU kbM jeveOHM 3aBe/leHHS W BHUAOBE MEAMLMHCKH
usnenus. IlpuTexaBa NULUEH3WpaH CKIaj 3a TBPrOBHA Ha €Ap0 M TPAHCIIOPTHH
CpeJICTBa.

Hexnapupa, 4ye npe3 TOCIENHHUTE TpU TOJUHH € M3IMBHUI JOCTABKH
HACHTHYHM C IIpeAMeTa Ha [I0COUeHH nojlydaTelH, JaTH U cyMu. Jlewnapauys
O0pazeny Ne6, mojnucaHa, kakro U EEJIOIT or ynpasurens — Mapuena
["aueBcka, ynpasutedn u Jlrogmun HMines, cpapyXKHHK.

KoMucusita npuema, He MNPEIOKEHUETO Ha Y4YacTHHKA OTIOBapsA Ha

H3MCKBaHMATA 3a JIMYHO CBCTOSHME U Ha kpurepuure 3a nondop. Ilpensun Ha
TOBA, KOMHUCHSTA €IHHOAYIITHO

P E LI “

TIPEJJIOXKEHUWETO Ha yyacTHHKA OTTOBaps HA M3MCKBAaHUATA 38 JTHYHO
CBCTOSIHME U Ha KpUTEpHUTE 3a noadop.

17.,MTH Wusxunepunr” OQOJ - Hamune e EnuHeH eBponeHcku
JOKYMEHT 32 00IIeCTBeHH IOPBHUKH ¢ HHPOpMaLus OTHOCHO JHUHOTO ChCTOAHHE
Ha y4YacTHHKA W KpHTepHure 3a nojadop, obpazen Nel, mo mu3ucKkBaHuATa Ha
Branoxurens. BrnucaHd ca MHHMMATHUTE W3MCKBAHMS 3a JOIIYCTHMOCT Ha
odepTHuTe: HHPOPMALUS 38 HKOHOMHYECKHs onepaTop, ydyactsa no OIT Nel, 2, 3,
4. Jlexnapupa, ye HAMa Ha H3MOJ3Ba KalalMTeT Ha TPEeTH JWla, AeKiapupa .
naurca Ha obcrodarencrsara 1o wi.57, naparpad 1 ot Hupextuna 2014/24/EC,
IeKapupa U3IUIaliase Ha OABDKMMM JaHbLM U OCHIYPOBKM, AEKIapupa, Jye He €
00SBEH B HECHCTOATENHOCT WM HE € B JHKBHJALMS, IMICA HAa KOH(MIMKT Ha
UHTEpecH, HIMa JOITYCHATH TeXKH NMpoGheCHOHAIHN HapylUeHH:A, He € YKpUBan
HHGOPMALIHS H He e NpelCcTaBsa HeBepHU AaHHH. Kpurepuu 3a nogdop — coun
Paspelenne 3a THProBus Ha e1po ¢ MenUUUHCKy usgenus NelV-P-T/MH-089 ot
23.10.2007r u paspeienue 3a npoMsiza. HaanesxxHo ca BIHcaHH 0OCTOATENCTBATA
H3UCKyeMH OT BB3I0KUATEN, B CIIEAHUTE YaCTH:

Yact I: Mudopmanua 3a npouenypara 3a BbajaraHe Ha oOmecTBeHa
NOpP’hUKA M 33 BB3Naraliys oprad HiH Bb3I0XKUTE

Yact I1: Mudopmaums 3a MKOHOMHYECKHS OTIEPATOP

Hact III: OcHOBaHHKs 32 U3KIIOUBAHE

Yact IV: Kpurepuu 3a noadop B ci1eiHUTE YaCTH:



- 1. ,,O6110 yKa3aHKe 32 Cl1a3BaHe Ha BCHYKH KPUTEPUH 3a Noxdop”

- T. ,,J OIHOCT”, mojaTouKa 1, ¢ Orjej YCTaHOBSIBAHE HA CIA3BAHETO HAa
H3HCKBAHUATA 32 BAJUIHO paspelleHre / yIOCTOBEPEHHE 3a THProBHsA Ha €Ipo C
MEIUIWHECKH M3AeTH.

- T. ,,B: TexnHuyecky ¥ MpodecHOoHATHH CIOCOGHOCTH, MONTOYKA ,,16)”,
KaTo OT ONMMCAHHETO Ha OOCTABKUTE CIEABa Ja C€ YCTAaHOBsABa CIIa3BaHE Ha
H3MCKBAHETO 3a CXOJHH JOCTaBKM. YYaCTHUKBT € TIOCOYHI II0 T[OAHMHH
W3BIHEHH AocTaBKH Ha MI KoM jieueOHM 3aBEACHUS M BHIOBE MEIHULIMHCKH
u3nendd. IlputexxaBa TULEH3UpaH ClUlaj] 3a THPrOBUSA HA PO ¥ TPaHCIOPTHH
CpeiCTBa.

Hexnapuipa, u4e MOpe3 TOCIASIHUTE TPH TOZWHHU € H3IIBHHJI JOCTaBKU
WUACHTHYHHA C IIpeiMeTa Ha MOCOYEHH IONnydareny, JaTH M cyMH. Jlexmapupa
cucTeMa 3a yhopabneHne Ha kadectBoto [SO 9001:2008, Ha y4acTHUKA.
Hexnapauus Obpasen Ne6, noanucana, kakto u EEJOIT or HMouxa Ietosa —
Xpucradosa, ynpasurein, CrnasuHa XpucTaHoBa , IpoKypUCT U F'anuna lleHosa,
I'BIHOMOLIHHUK,

Komucusita npueMa, ue IPEANOKEHHETO Ha YYaCTHHK4 OTroBapsd Ha

M3UCKBAaHHUATA 3a JIMYHO CHCTOSHHE H Ha Kpurepuute 3a nondop. Ilpensun na
TOBa, KOMHCHATA EAUHOAYIITHO

P E I U

MMPEJJIOXEHMETO na yyacTHHKa OTroBaps Ha H3HCKBAHUATA 38 JINYHO
CHCTOSIHYE W Ha KpUTEPHHTE 3a No100p.

Komucusra npukimoysa padora B 14.30 vaca.

Komucusta npoasmxasa padora B 10.00y4, va 04.10.2017r

18.,,Arapra IIM” EQO/I- Hanuue ¢ ExuHeH eBpONEHCKH JOKYMEHT 32
obIIECTBEHH NOPBHYKM ¢ HHOOpPMAalHd OTHOCHO JIHYHOTO CBHCTOSHHME Ha
y4acTHMKAa ¥ KpuTepHuTe 3a noadop, obpazen Nel, mo H3HCKBaHUsTa Ha
BesaokuTtens. BrucaHH ca MUHHMaIHUTE H3UCKBAHHA 33 JOIMYCTHMOCT Ha
opeprure: nudopMalUs 3a MKOHOMHUEeCKUs omeparop, ydactsa mo OIT Nel,
Homenknatypu NeNe [, 2,3,4,5,6,7,8,9,11, 12, 14, 19, 20, 21, 44, 45, 46, 50,
51,52, 53, 54, 55, 56, 61, 62, 63, 88, 92, 93, 95, 96,107, 108, 109, 110, 111, 112,
113, 114, 118, 122, 136, 137, 138, 139, 140, 141, 142, 143, 144, 146, 147, 148,
149, 151, 152, 153, 154, 155, 156, 157, 158, 159, 160, 161, 162, 163, 164, 165,
166, 172, 173, 174, 175, 176, 177, 178, 179, 180, 181, 182, 183, 184, 185, 186,
187, 189, 190, 191, 192, 193, 194, 195, 196, 197, 199, 200, 201, 204, 205, 206,
207, 218, 219, 220, nexnapupa, 4e HiMa Aa U300/3Ba KallAlKUTET HA TPETH JIMLA,
meKiapupa junca Ha obcrosdTencTBata 1o 4a.57, maparpad 1 ot Jlupexrusa
2014/24/EC, nexnapupa u3IUIallaHe Ha JBDKMMH JAHbLH H OCHTYPOBKH,
JeKapupa, 4e He ¢ 00gBeH B HeChCTOATENHOCT M HE € B JIMKBHJALMA, IUIICa Ha
KOH(IHKT HA HHTEPECH, HIMA JOMYCHATH TEXKH NPO(YECHOHAIHA HapYIUCHHS,
HE € ykpusan HHbOpMalys ¥ He e NPeACTaBsil HeBepHM JaHHW. Kputepuw 3a



nog6op — coud Paspeurenne 3a TeproBus Ha enpo NelV-P-T/MHM-038 or
05.09.2007r, 6e3cpouno. HaanmexxHo ca BrycaHy o6CTOATENCTBATA H3HCKYEMH OT
Boanoxures, B CAEIHUTE YaCTH:

Yact I: Mudopmaiusa 3a mpouelypara 3a Bb3jarade Ha oOIIECTBeHa
IIOPBYKA M 32 Bh3Naralis OpraH Mk Bb3JI0XKKHTENA

Yacr II: Madopmauus 3a MKOHOMHYECKHS ONEPATOP

UacT III: OcHoBaHKA 32 U3KIIOYBAHE

Yact I'V: Kputepru 3a noa0op B ClIEAHUTE YaCTH:

- T. ,,OB10 ykasaHue 3a cra3BaHe Ha BCHUKH KPUTEPHH 3a I10A00D”

- 1. ,,JomHocT”, moAaTOuKa 1, ¢ Orjiel YCTAaHOBSIBAHE Ha CIIa3BaHETO Ha
M3UCKBAHMUATA 338 BAIMHO paspelieHie / yIOCTOBEpeHHE 3a TEPIOBHs Ha eapo C
METUUMHCKY H3IEIHA.

- 1. ,,B: Texuuduecku U MpodecHOHANHH CIOCODHOCTH, MOATOYKaE ,,10)7,
KaTro OT OIHMCAHMETO Ha IOCTaBKHTE CliefiBa Ja Ce YCTAaHOBSBA CIa3BaHE Ha
W3MCKBAHETO 3a CXOJHHW JOCTaBKH. YYAaCTHUKBT € IIOCOYMI II0 TOJUHH
W3ITRJIHEHH AocTaBkd Ha MM kbMm nede®Hu 3aBelEHUS U BHOOBE MEOMIIMHCKH
usgenus. IlpuTerkaBa THLIEH3MPaH CKIaj 3a THPTrOBHSA Ha €ApPO M TPaHCIIOPTHH
CpencTBa.

JHeknapupa, 4e npe3 MNOCIEIHHUTE TPHU TOJAWHU € H3NBHHI JOCTaBKU
HIEHTHYHH C NMpelMeTa Ha [IOCOYCHH IOJIyYaTes I, AaTH K CyMH; THLEH3HpaHH
CKJIaf0Be U TpaHcnopT. Jlekjaapupa cucTema 3a yrpasieHue Ha Kauectsoto ISO
0001:2015, ISO 14001:2015, OHSAS 18001:2007, na yyacTruka. Jexnapanus
O6pasen Ne6, noanucana, kakro u EEJIOIT or ynpasurens — Lienka MapuHoBa.

KoMmucusara mpuema, 4e MpelIoKeHHeTO Ha YYacTHHKa OTroBaps Ha

W3MCKBAHMATA 3a JTHYHO CHCTOSHHE M Ha Kpurepuute 3a nondop. Ilpensun na
TOBA, KOMHUCHATA €HHOAYIITHO

P E IU H

[TPEJJIOXEHMETO Ha yyacTHHKa OTroBaps Ha H3HCKBAHHATA 33 JIMYHO
CBCTOSIHHE ¥ HA KpPHUTEpUHTE 3a nondop.

19,,Exoc Meauka” EQO/I- Hannue € EquHeH eBpONEHCKH DOKYMEHT 3a
obluecTBeHH IOPBUKM ¢ UWHGOpMaLus OTHOCHO JHYHOTO CHCTOSHHE Ha
yYyacTHHKA ¥ KpUTepHHTe 3a mnoadop, obpaserm Nel, no wu3MckBaHHAT2 Ha
Br3noxurens. BromcanH ca MHHMMAaJHWTE HM3UCKBAaHMA 38 JOIYCTHMOCT Ha
odepTuTe: MHPOpPMALM 33 HKOHOMHUUECKHs ollepaTtop, ydactBa mo OIT Nel,
JeKIapupa, 4e HAMa [a W3I0JI3Ba KanalMTeT Ha TPETH JHMNA, JeKIapHpa Jiunca
Ha obcroATencTBara no 457, mnaparpag 1 or [lupexrusa 2014/24/EC,
JeKIaprpa W3MIallaHe Ha ABDKUMH JaHbLUM M OCUTYPOBKH, JeKjlapHpa, ue He €
06SBEH B HECHCTOATENIHOCT M HE € B JIMKBMJALKA, JMICAa Ha KOH(JIHMKT Ha
HHTEPECH, HAMa JONYCHATH TEXKHU NPOo(hECHOHANHY HApPYIIEHWU, He € YKpHBal
HHGOPMALMa M HE € IPEACTaBsl HeBepHH NaHHH. Kputepuu 3a mogbop — couu



Paszpemenne 3a ThproBus Ha egpo NelV-P-T/MH-038 ot 05.09.2007r,
Oescpouno. Hapmexxno ca Brnucanu oOcTosTencTBaTa HM3UCKYeMH  OT
Bre3noxurens, B CIeQHUTE YACTH:

Yact [: WMudopmaums 3a npoueaypara 3a Bp3jaraHe Ha oOlIeCTBeHA
IIOPBUKA U 33 BB3NAralllis OpraH HUJIH Bh3JI0KUTENS

YacT II: Madopmanus 38 HKOHOMUYECKHS OTIEPaTop

Yact III: OcHoBaHuUA 38 U3KIIOUBAHE

Yact IV: Kputepuun 3a nonbop B ClIeHHTE YacTH:

- T. ,,O0I0 yxa3zaHue 3a clla3BaHe Ha BCHYKH KPHTEPHH 3a mopbop”

- T. ,,J'oqHOCT”, moaTOo4Ka 1, ¢ oryie[ ycTaHOBsIBaHE Ha CIIA3BaHETO Ha
M3HUCKBAHMATA 3a BAJMAHO paspeiienue / yJOCTOBEPEHHUE 38 ThPrOBHA Ha €Ipo C
MeAHLIMHCKY U3IEIHs.

- T. ,,B: TexHuyecku U npodecuoHanHu cHOcOBGHOCTH”, MOATOYKA ,,16)”,
Kar0 OT ONHMCAHHETO Ha JOCTABKHUTE cliefBa Ja Ce YCTAaHOBSBA Cra3BaHe Ha
H3HMCKBAHETO 3a CXOOHM JOCTaBKH. YYACTHUKBT € IOCOYHI II0 TOIHHH
H3MBIHEHHU AocTaBKH HAa MM kBM neueOHM 3aBelleHHS M BUIOBE MEAHIMHCKH
usnenusa. Ilputexasa JMUIEH3MpaH CKJaJ 3a ThProBUs Ha €pO U TPAHCIOPTHH
CpeZIcTRa.

Heknapupa, 4He npe3 IOCIEIHHTE TPU IONHHH € H3IMBHHI JOCTaBKH
HICGHTHYHH C IIpeAMeTa Ha IOCOUYEeHH IOyqaTeNd, AaTH H CYMH; JTHIICH3UPaHH
CKJIaZOBE H TpaHCHOpT. Jexnapupa cucTeMa 3a yIpaBieHHe Ha kadecTBoTO [SO
13485 u Ceprudukar 3a cporBercTBHe ¢ JupektuBa 93/42/EMO, Ha
npoussonuren. [Jexknapauua OOpaseny Ne6, nonpmucana, xakto W EEIOIT ot
ynpaButeis — Enka Mnuesa n Hukonait HlelikoB, CbApYKHUK.

KomucusaTa npueMa, ue IPEeasiOKEHHETO Ha Y4YacTHHKa OTroBaps Ha

H3HUCKBAHMATA 38 JHMYHO CHCTOSHHE M Ha Kputepuute 3a noxbop. Ilpeneun Ha
TOBA, KOMUCHATA €HHOAYIITHO

P E IO U

HPEJJIOXKEHHMETO Ha yyacTHHKA OTrOBaps Ha H3HUCKBaHHATA 32 JIMYHO
CBCTOSIHKE H HAa KPUTEPHHTE 38 Moadop.

KoMmucusita KOHCTaTupa, ¢e [JOKYMEHTHTE Ha BCHYKM YUaCTHMIIM
OTTOBapsAT HA U3KMCKBAHUATA 32 JIMYHO CHCTOSHHE U 1ToAGOp.

KoMucusaTa npemMuHaBa KbM pasriiexaaHe Ha IPeACcTaBeHHTe TeXHHYEeCKO
NpeIOKEHKE 32 U3TBIHEHHE Ha TOPBYKATA.

TexHuyecko IpeAsokeHKHE 3a M3ITBIHEHHE Ha Iophukara — 1o obpaser
Ne2, K'bM TEXHHYECKOTO HpEIJIOKEHHE JOITbIIHUTEIHO Ce MpUarar:

Ilo usuckBaHusTa Ha BB3N0MKUTENS TEXHHYECKOTO OPEAJIOKEHHUE CIIe/iBa
J1a ChABpXKa:

1. Texauuecka cnenMdukanusi Ha NpPeNIaraHOTO/HHUTE HU3Jenue/s,
H3rorseHa cerioacHo [lpunoxenue Nel - Ha  XapTMeH  HOCHTeJd, 3a




cLOTBeTHATa 000co0eHa/HH NO3ZUIMHM, pecHeKTHBHO HOMHHKJIATYPH 3a
KOHTO ce nojaasa odepTara 0T YYACTHHKA;
2. 3a yAOCTOBepsIBaHE Ha CHOTBETCTBHETO Ha IpeAfiaraHuTe MEAUIUHCKY

H3MeNHd ¢ M3UCKBaHKUATa Ha 3MU ce npecTaBaAT CleqHUTE JOKYMEHTH.

2.1. TlpuapyxaBalid cepTH(UKATH 32 CHOTBETCTBHE C HM3HCKBAaHUATA Ha
MexayHapoaHute HopMu u cranzaptd EN ISO 13485, CE mapkupoBka B
CHLOTBETCTBHE ¢ AupextyBa 93/42/EC;98/79/EC, BIC wuau 1SO 9001:2000 unu
EKBUBAJIEHT, BANHACH/HM KBbM KpailiHaTta JaTa 3a IofaBaHe Ha odepTute (BHB
(popMaTa Ha ACHO YETIHBO KOIIME, 3aBEPEHO OT YYAaCTHHKA C HETOBMA Ie€YaT U
rpu¢ ,,BsapHo ¢ opuruxana”) B ciy4ail, ye KOIHETO HAa OpUTHHAIA € HA YK
€3HK, YYaCTHHKBT TpsaOBa [a MpeACTaBU AOKYMEHTBHT U B MPeBoj Ha OBIArapcKu
€31K — 3aBepeH OT YYaCTHHKa C Herosus revar u rpud ,,BsapHo ¢ opuruHana”;

2.2. Cepruduxar 3a  CHOTBETCTBHE OT  IPOU3BOJMTENSE  Ha
MeauLKMHCKoTOo/KuTe M3fenue/s ¢ Hupektua (EO) 98/79/EMO 3a WHBHUTPO
JUArHOCTHYHM MEOWUWHCKH U3JeiIus WM CKBHBAJEHTHO Ha TAX B
NpUJIOXKHMHUTE chiyyad (BBB (dopMmaTa Ha KOIMWE, 3aBEPEHO OT YUacTHHKa C
HeroBus neuar u rpud ,.BsapHo ¢ opurunHana’);(korato ce nojgasa odepTa 3a
HHBUTPO H3IENUL);

2.3. Jleknapanus 3a Cpoka Ha BaJIMJHOCT Ha OQepTara;

2.4, Jexnmapamust 3a BHECEHO OT ydacTHHKa ysenomineHue B HMAJL, 3a

myckaHe Ha nasapa wmeauuuHcko w3nenue, CE cepruduKaTHTE H

JeKJapalliiTe 3a CHOTBETCTBHE Ha MpeAjaraHure MNPOAYKTH, CBIJIACHO

3MMH, unu eKBUBaJIEHT.

2.5. Jexnapaigsl OT y4YacTHHMKE, Y€ 3a MEIUIHHCKHTE H3JENus, HAMa
peructpupanu ganxu B MAJl m EUDAMED 3a uHnuneHTH/ NOTEHUMATHU
HHIIMJEHTH 33 TOCIEAHUTE 2 TONUHH.

2.6. YuacTHHIMTe B ofllecTBeHaTa NOphYKa TpsbBa Ja NpUTEXKaBaT W
paspelleH#e 3a BHOC, 38 KOUTO Ce U3UCKBa TaKoBa.

JIOKYMEHTHTE, CLCTABISABALM TEXHMYECKOTO IPEAJIOKEHHE, B TOBA
YKCJIO OTHOCHMHTE I10-TOPE IIPHUIIOKEHHS, Ce€ MpeACTaBAT IOOTAENHO 34
HO3HLMHKTE, 32 KOHWTO C€ y4acTBa M ce MmpejacrassT 0e3 INIHKOBE, KaTO Ce€
NOCTaBAT B 001UMSA IUIHK ¢ odepTara.

1.,,AutepOuznec 91” EOO/L, - Ilpencrass TexHnyecko NpeiIoKeHHe 38
H3BIHEHHE Ha NopbukaTa, obpasen Ne2, couyd JaHHUTE OT THProBCKaTa H
JanbpuHa perucrpaiys. [Tocousa, ue mpemnoxenuero ce orHaca go OIl Nel,
HoMeHKNaTypu NeNed, 44, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55. Ilpunara
IMpumoxernne Nel kpM cnenuuKanusaTa, B KOETO € IIOIIBJIHEHA
XapaKTepHCTHKATa, eIMHHLIA MIPKA, OpPHMEHTMPOBBYHO KOJHYECTBO M
npejyaraga  onakoBka. Jleknmapupa B TEXHHYECKOTO  IPERJIOXKEHHE
o0cToATeNCTBATA: 3aMI03HAT C YCAOBUATA 10 AOKYMEHTALHATA 38 YYacTHe, CPOK
338 BATMIHOCT Ha odepraTa 120 AHM, CYHTAHO OT KpaiHMs CPOK 3a MOJABaHe Ha
odepTH, CUMTAHO OT jaTaTa Ha BJH3aHE B CHJa, [OCOYEHa B JOTOBOpA,



LeKJIapupa, ue NpueMa yCIIOBHATa Ha [POEKTa 3a JOTOBOD, CPOK Ha U3MBIIHEHHE
Ha moppuKaTa 18 Mecelia, CpOK Ha IIalaHe Ha UEHaTa [0 Aorosopa 60 AHu OT
Jarara Ha JOCTaBKara H Ipe/CTABsIHEe Ha JOKYMEHTHTE, OCTaThUeH CpPOK Ha
TOAHOCT Ha odepuHpaHuTe MemunuHCKH uszenus 30% oT o0gBeHus ot
NPOU3BONUTENS. YUAaCTHUKBT MpHIIara AOKa3aTEeNCTBaA 38 BHEAPEHH CHCTEMH 3a
ynpaBneHne Ha KauectBoro: Ceprmdurar ISO 9001:2008, NF EN ISO
13485:2012 Ha npoM3BOZMTEN, IEKNapallis 3a CBOTBETCTBHE, C MPHUIIOKEH
CIIMCBK Ha MNpOoAyKTH 18cCTp., Ha OBJIrapckd M aHrjavicku e3uk. Bceuuxu
cepTudHKaTH ca ChC CPOK Ha BAIMJHOCT KbM KpaHHaTa [aTa 3a [OAABAHE Ha
oeprute. llpunara [Heknapauus, de 3a odepupanute MIl He ce H3MCKBa
yBenomnenue B MAJl 3a myckaHe Ha rasapa Ha MENULHMHCKH KOHCYMATHB,
Hexnapanus OOpazen NeS, 3a nunca Ha naiHu B MAJI uw EUDAMED 3a
MHIUIEHTH ¢ peanaranute MU B nocnennure ase roauny, Ipogykrosa iucra
3a mpeAnaraHuTe HoMmeHKIatypH o OIT Ned, ¢ MMCMEHO yKa3aHHE OTHOCHO
HOMEHKJIATYPUTE HA KOWM CTpaHWI(M B KaTajora ce HaMmupa, AeKiIapaius 3a
OpUI'HHAIHOCT Ha IpeAjiaraHuTe PeakTHBU U AeKIapallisl 3a OCTaTh4EH CPOK Ha
roagocT 30%.

2.,Omuaumen” OOJ — TlpenacraBs TexHudecko IIpeANOKEHUE 3a
U3IBJIHGHUE Ha HopbukaTta, obpasen Ne2, couy JaHHHTE OT THProBCKaTa H
naHpyHa perucrpaumd. [locousa, ye mpepioxeHueTo ce orHacs 110 OIT Ne3,
nomenkiarypu NeNe 81, 82, 83, 84, 85, 86, 87, 88, 89, 90, 91, 92, 93, 94, 95, 96,
97, 98, 99, 100, 101, 102, 103, 104 . Ilpunara Ilpunoxenwe Nel xbM
crielU(pUKAIUATA, B KOETO € INOITBJIHEHa XapaKTepUCTHKaTa, eOUHULIA MADKa,
OPHEHTHPOBBUHO KOJNMYECTBO M INpejaraHa onakoBka. Jlexiapupa B
TEXHHYECKOTO TIpeasioskeHHe oOCTOSTENCTBaTa: 3amO3HAT C YCJIOBMATa 10
JOKYMEHTAI[MATA 3a Y4acTHe, CpOK 3a BaiugHocT Ha ogeprara 120 aHwy,
CUMTAHO OT KpaHHHs CpPOK 3a ToiaBaHe Ha ogepTH, CYHUTaHO OT jaTara Ha
BIM3aHe B CHJA, NOCOUYEHa B JOTOBOpa, JIeKjJapHpa, He [pHeMa YCIOBHATA Ha
IIPOeKTa 3a JOI'0BOP, CPOK Ha M3MbIHEHHEe Ha Iopbukara 18 mecela, cpok Ha
ulamade Ha leHara mo goropopa 60 gHHM OT jgarara Ha JOCTaBKaTta M
NIpeNCTaBsHE Ha JOKYMEHTHTE, OCTAThUYeH CPOK Ha FOJHOCT Ha O(EepHpaHHTE
MemuuuHcky uzgenus 30% or obsABeHHA OT NPOU3BOINUTENS. YYaCTHHUKBT
IpUiIara JOKa3aTelICTBa 32 BHEJIPEHH CUCTEMH 3a YIPaBICHHE HA Ka4ecTBOTO:
Ceprudukar ISO 9001:2003, EN ISO 13485:2012 na npouzsomuren HAKO,
cepTudHKaTH 3a Npe/iaraHHTe HOMEHKIATypH Ha CBIIUS IIPOM3BOAMTEN, C
JIETANIM3UpaH INPEeBOA Ha OBJrapckd e3WK, OeKknapalus 3a CbOTBEICTBHE C
nupektuBa 98/79/EQ 3a npoussoauten JAKO, 3a npeanaraHd HOMEHKAATYPH.
Benuky cepTH(mkaTH ca CbC CPOK Ha BalWAHOCT KBM KpaliHarta Jara 3a
noxaBane Ha odeptute. [lpunara Heknapanus, 4e 3a oepupanure MU He ce
u3uckBa ypemomuienue B HAJl 3a myckaHe Ha Imasapa Ha MEIHLIMHCKH
KoHcyMaTuB, [lexmapauus OOpazen Ne5, 3a yunca Ha jgaHHE B HMAJL u
EUDAMED 3a uHUMIeHTH ¢ npexnnaranure MI B mocienuute jBe ToIUHH,
[IponykroBa nucTa /KaTalnor/ 3a mpeajarandre HoMeHkIaTypH mo OIT Ne3, ¢
MHCMEHO YKa3aHHMe OTHOCHO HOMEHKJIATYpHTE Ha KOM CTpaHULM B KaTajlora ce
HaMMpaT, JAeKNapallds 3a CHOTBETCTBHE C TEXHHYECKUTE M3UCKBaHUS, H



JeKnapaiis B TEXHUYECKOTO IPEMIOKCHHE 3a OCTaTbh4€H CPOK Ha TOAHOCT
30%. '

3.,,PCP” EOO/I — Ilpenctaps TexHUYeCcKO IPeAIOKeHHe 3a H3ITbIHEHUE
Ha TopbuKkara, obpasen Ne2, couMm JaHHHIEe OT TBHProBCKaTa M JaHBYHA
peructpanms. Ilocoysa, due npeanoxenwero ce orHacs po OIL  Nel,
HoMenknatypu NeNe 55, 56, 64, 68, 69, 70, 88, 93, 94, 96, 98, 99, 100, 101, 102,
103, 104, 105, 106, 118, 119, 122, 126, 134, 135, 149, 189, 190, 193, 194, 1953,
199, 200, 201, 202, 222, 223, 233, 238, 239, 322, 323. IIpeactassa [Ipunoxenue
Nel xBM criemMQUKANUATa, B KOETO € NONBIHEHA XapaKTePHCTHKATa, eIMHHIE
MApKa, OPHEHTHPOBBYHO KOMMYECTBO Y IIpejyaraHa omaxoska. [lexnapupa B
TEXHHYECKOTO IIpemIokKeHHe 0OCTOATeNICTBaTa: 3all03HAT ¢ YCIOBHATA IIO
FOKYMEHTAlMsTa 3a y4acTHe, CPOK 3a BamuAHOCT Ha odeprara 120 nmw,
CYMTAHO OT KpaMHMs CPOK 3a INoJaBaHe Ha oQepTH, CYUMTAHO OT Harara Ha
BIM3aHE B CHJA, NOCOYEHA B JOroBopa, JeKjapupa, 4e npueMa yCIOBHATa Ha
MPOEKTa 3a JOroBOp, CPOK Ha W3IIBbIHEHHE Ha Mopbykarta 18 Mecena, Cpox Ha
[UlallaHe Ha IleHara mo gorosopa 60 aHH OT JaTara Ha [JOCTaBKara M
NpeICcTaBsHe Ha JIOKyMEHTUTE, OCTaThUeH CPOK HA IOXHOCT Ha O(epUpaHHTE
MemunpHCkE u3zenus 30% OT OOSBEeHHs OT IPOU3BOAMTENS. YYaCTHHKBT
Ipuara OTOPU3ALHOHHY IMCMA OT MPOU3BOAMUTEI, /IOKA3aTeJICTBA 328 BHEJPEHN
cHCTEMH 3a ynpaBieHde Ha kadecrsoro: Cepruduxar EN  ISO
13485:2012+AC:2012, Cepruduxar EN ISO 13485:2012 na mpoussBoauTeNH
NAJIXAVY3EH, YHOMEOUKAJL, KOHBATEK, ®PE3EHUYC, cepTuduxary
33 MpeNaraHuTe HOMEHKIATYPH Ha ChUIMA IpousBoauTen, Bk, ISO9001:2008
C JIETalH3UpaH MpeBOZ Ha OBIrapckd e3uK, AEKiapailus 332 ChOTBETCTBHE C
nupextuBa  93/42/EVIO  3a chIUMTE NPOM3BOAMTENH, 32 IPEATaraHy
HOMEHKIATypy. Beuuky cepTH(GUKATH ca ChC CPOK Ha BATUAHOCT KbM KpaiHaTa
JaTa 3a rioflasane Ha odeptute. Ilpunara Jexnapauus 3a cbriacue ¢ KIay3uTe
Ha norosopa, MHekiapauus O6pasen Ne5, 3a junca Ha JaHHH B UAJl n
EUDAMED 3a uanufeHTH ¢ npeanaraHute MM B mocneiHuTe NBE TOLMHA,
[poayxToBa aKcTa /KaTalo3y/ 3a NpeijiaraHuTe HOMEHKJIATYPH, ¢ HHCMEHO
yKa3aHWe OTHOCHO HOMEHKJIATYPUTE Ha KOM CTPAHHUHU B KaTalora ce HaMHpar,
JeKnapanusi 3a CBOTBETCTBME € TEXHHYECKMTE H3MCKBaHus. JIMmcBa
NeKJIapallys, ye MMa BHECeHH OT yuacTHHKa yBepomseHust B MAJI 3a myckaHe
Ha [1a3apa Ha MEJIUITHHCKY U311,

4.,Lpun BI'” OOJ - IlpencraBa TexHHYecKO MpeAsOXKEHHE 32
U3NLIHEHWE Ha Topbukara, obOpasel; No2, couMm OaHHUTE OT THProBCKaTa W
JaHBYHA perucTpauys. Ilocousa, 4ye mpeioxeHHeTo ce orHaca mo OIT Ne3,
HoMenknatypu NeNe 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37. Ilpencrass
[Mpunoxenwe Nel KbM  crieUM@UKandATa, B KOETO €  MOMBIHEHA
XapakTepucThKaTa, eIHHHIA MApKa, OpHEHTMPOBBYHO  KONUYECTBO H
npeanaraHa  omakoBka. Jlexnapupa B TEXHHYECKOTO  HPEJIOKEHUE
o6CTOSTENCTBATA: 3all03HAT C YCIOBHATA N0 JIOKYMEHTALMATA 38 YIacTHe, CPOK
33 BalMgHoCT Ha odeprata 120 jgHY, CUMTAHO OT KpalHUS CPOK 3a [10JaBaHe Ha



opepTy, CYUTAHO OT JaraTa Ha BJIM3aHe B CHNa, [OCOYEHa B JOrOBOpa,
JeKIapupa, ue IpHueMa yCIIOBUATA Ha [IPOEKTa 3d 0r0BOp, CPOK Ha U3IIBIIHEHHE
Ha nopbhukaTa 18 mecela, CpOK Ha MiaiaHe Ha LieHaTa 1o gorosopa 60 mxu oT
jJaTara Ha JOCTaBKaTa H IPECTaBsHE Ha JOKYMEHTHUTE, OCTarb4YeH CpOK Ha
roJHOCT Ha odepupanuTe MemunuHckH m3genns 30% or obsaeenusa ot
NPOM3BOHUTENSA.  YYaCTHHUKBT  [pHjiara  OTOPH3alMOHHM  [HCMa  OT
IPOH3BOJHTEN, MOKa3aTelCTBa 3a BHEAPEHH CHCTEMH 3a yNpaBjleHHe Ha
xavectsoto: mpoussoguten TEPMO INEHIIBH JITH., Cepruduxatr EN ISO
13485:2003/NS-EN ISO 13485 2012, ISO 90012008, Ceptuduxar EN ISO
13485:2012 Ha npou3BOAMTENH, ASKIapalld 3a CbOTBETCTBUE 38 MHKPOTOMHH
HOXJeTa, TOKPHBHH CTHKJIA U ApP.HOMEHKNATypH. Jlexnapanus 3a CbOTBETCTBHE
¢ gupektuBa 93/42/EMIO 3a chuMTe MPOM3BONUTENH, 32 IpelJiaraiy
HOMEHKIaTypH. BeHuki cepTH(HKATH ca ChC CPOK Ha BATHIHOCT KBbM KpaiHaTa
JaTa 3a rojasade Ha opeprure. [Ipunara deknapaiud 3a ysegomiieHue Ha MAJI
34 NpejraraHuTe MeaunuHCKH n3genus rno OIT Ne3, PeaktuBx u KOHCyMaTHBH
334 XMCTONOTHA, C KOATO AeKIapupa BHeceHH ysBelomiieHHA B MAJI 3a mocHartu
Ha masapa MemuuuHckd wuszenus, Bx.NeMAJI-41781/05.10.2012r u NeHIAJI-
17908/25.04.2014r. exnapanus O6paser; Ne5, 3a sidiica Ha Janeu B MAJL u
EUDAMED 3a uHnuaeHTH ¢ npemiaranute MM B mocielHuTe OBe TOIHHH,
ITponykroB xatanor 3a mpejyaraduTe HOMEHKIATYpH, C IMCMEHO yKasaHHe
OTHOCHO HOMEpa Ha HOMEHKIaTypHTE.

Texuuuecko npemnoxenne 1o OIT Ned, HomenknaTtypu NeNe 38.
Ipeacrtass Ilpunoxenue Nel kbM creunpHKaLMiTa, B KOETO € IOMBIHEHA
XapakTepHUCTUKaTa, EHUHHLA MApK3a, OPHEHTHPOBHYHO  KOJMHYECTBO H
IpefnaraHa  omakoBka. Jleknapupa B TEXHHYECKOTO  IIPEJIONKCHHE
obcTosTeNICTBATA: 3aMIO3HAT C YCJIOBMATA MO JOKYMEHTAIHATA 38 YYacTHE, CPOK
3a BaTHAHOCT Ha odeprata 120 quy, cuMTaHO OT Kpai{HMs CPOK 3a MoAaBaHe Ha
oepTH, CYMTAHO OT Jarata Ha BJM3aHE B CHJa, IIOCOYEHA B JIOTOBOpaA,
HeKIapupa, de IIpyeMa YCIOBUsTA Ha IPOEKTa 3a J0T0BOp, CPOK Ha M3IIBIHEHHE
Ha mopbuKara 18 Mecena, CpoK Ha TUIallaHe Ha LieHaTa 1o gorosopa 60 qHu oT
IAaTaTa Ha JOCTaBKaTa M IpeJCTaBsiHe Ha NOKYMEHTHMTE, OCTaTh4e€H CPOK Ha
rogHOCT Ha odepupanure MemuuuHcku uzgends 30% or obaBenus ot
MPOM3BOAUTENA.  YYACTHHUKBT  Ipuiara  OTOPHU3AaUMOHHM  [OHCMa  OT
MpOU3BOAUTEN, JOKA3aTelNCTBa 3a BHEAPEHH CHUCTEMH 3a YNpaBleHHE Ha
xauecTsoTo: npomspoauTen TEPMO LIEHIABH JITH., Ceptuduxkar EN ISO
13485:2003/NS-EN ISO 13485:2012, ISO 9001:2008, Ha npousBogHTEs,
IeKIapalyy 38 ChOTBETCTBUE 3a MHKPOTOMHM HOXYETa, MOKPHBHH CTHKIA U
Op.HoMeHKnaTypu. Jeknapaius 3a chOTBeTCTBHE ¢ aupexTrBa 93/42/EHMO 32
CBINMTE TPOM3BOAUTENH, 34 NPEJIaraHd HOMEHKIIATYPU. Beruku cepTuduKary
ca ChC CpPOK Ha BANHMAHOCT KBbM KpaliHara jara 3a IojaBaHe Ha OoQepTure.
Ipunara [exnapauus 3a ysegomiaenre na MAJI 3a npeaynarannTe MeIUIHHCKH
pspemss mo OIT Ne3, PeakTuBH M KOHCYMaTHBM 34 XMCTOJIOTHS, C KOATO
Iexnapupa BHeceHH yBenomieHus B MAJI 3a mocHarty Ha nasapa MeJULHHCKH
wapenus, Bx.Ne MAJI-17908/25.04.2014r. Jexnaparus O6pasen Ne3, 3a murca
Ha nmanan B MAJI u EUDAMED 3a unnugentd ¢ mpexnaraHute MW B



NOCTEeIHHTE ABE TOAMHH, [IpOAYKTOB Karanmor 3a IMpeiaraHuTe IPEeIMEeTHH
CTBKJIA.

S5.,.Jdu  Emxkn Kaunuk” EOQ- Ilpencrass  TexuHmuecko
NpeIOKeHHe 3a M3IIbIHeHWe Ha [opbukara, obpaseny Ne2, coyM JaHHHUTE OT
TBProBCKaTa M JaHb4Ha perucrpauus. [locousa, de NpeyIoXKEHHETO C€ OTHACH
o OIT Ne3, nomenxnatypu NeNe 1,2, 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, 34, 35, 36, 37, 38,
39, 40, 41, 42, 43, 44, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56, 57, 58, 59,
60, 61, 105, 106, 107. Ilpeacrass Ilpunoxenue Nel xbM crnenu@uxaluATa, B
KOETO € IMONBJIHEeHA XapaKTEepPUCTHUKaTa, €AMHUIA MSApKa, OPHEHTHUPOBBLYHO
KOJIMYECTBO ¥ IIpejiarana orakoBka. Jleknapupa B TEXHUYECKOTO IIPEeINIOKEHHE
00CTOsATENCTBATA: 3aMO3HAT C YCJIOBHATA 10 JOKYMEHTALMATA 38 YJacTHE, CPOK
3a BaymMAHOCT Ha ofeprata 120 nHH, cCUMTAHO OT KpalHUs CPOK 3a HOJaBaHe Ha
oepTH, cuMTaHO OT JaTaTa Ha BIW3aHE B CHUIa, [OCOYEHA B JOI0BODA,
JeKnapupa, 4e IpHeMa yCIOBHATA Ha NIPOEKTa 3a JOTOBOP, CPOK Ha H3ITbIIHEHHE
Ha nophukara 18 mecella, CpoK Ha IIAUlaHe Ha LieHaTa 1o gorosopa 60 auu ot
JlataTa Ha JOcCTaBKaTa M IPeAcTaBsHE Ha JOKYMEHTHTE, OCTATBYEH CPOK Ha
roggocr Ha odepupaHuTe MeauuMHcku uzgeaua 30% or obdBeHHA OT
OpOM3BOMMTENS.  YUYACTHHKBT  Ipwjara  OTOPH3AaUMOHHM  THCMa  OT
NpOM3BOAMTEN, AOKA3aTelICTBa 3a BHENPEHM CHCTEMH 3a YINpaBlEeHHE Ha
kadecTtBoTO: CepTtuduxaty ISO 9001:2008 nHa npomssomuren buo-onTHka
Munauo CITA, Cepruduxar EN ISO 13485:2012 na chlHa NpouU3BOAWTE],
Ceprudukar DIN EN ISO 13485:2012 na ceiuus npousBogurten, Cepruduxar
TUV-Snonus, neknapauus 3a cboTBeTcTBHEe ¢ aupektusa 98/79/CE 3a
npoussonuTell buo-omtuka Munano CIIA, nmexnapauus 3a CHOTBETCTBHE C
mupexTBa 98/79/EQ 3a npenyaranyure HOMEHKIATYpH. BCHYKH CEpTHOHKATH ca
CHC CPOK Ha BAIMIHOCT KbM KpalHaTa jiaTa 3a ojaBaHe Ha odeprtute. [Ipunara
Hekmapanuusi 3a OTOpHM3alysl Ha Y4YaCTHHKA OT IPOM3BOAMTENS bHO-omTHKa
Muwtano CIIA |, Jleknapauus 3a oTOpuU3alMs Ha YYAaCTHHKA OT INPOH3BOLUTEN
pfim medical ag, Hexnapaiusa O6pazen; Ned, 3a cpok Ha BOJMAHOCT Ha odepTara
120 muu, Hexnapanus, ye uMma nojaajeHo yeepgomnenue B MAJI 3a nanuure Ha
CE MapkupOoBKa Ha BCHYKHU Npearatiy oT (pupMara IIpoAyKTH HO HACTOAILATA
obmecTtBeHa mopbuka, Jexnapanus Obpazey NeS, 3a nunca Ha gassau B MAJI u
EUDAMED 3a uHUMAeHTH ¢ npemjarasute MU B nocnenHure ABe TOAHHH.
INpunara Karajio3y 3a [peljlaraHUTe HOMEHKIIATYpH, ¢ IHCMEHO YKasaHue
OTHOCHO HOMEHKJaTypHTe.

6.,,JIabexc Huzxnnepunr” QO- IlpeactaBsa TexHUYECKO IPEATIOKEHHE
3a M3MBJHEHUE Ha NopbyYkara, obpasern Noe2, codr JaHHHTE OT Thprosckara U
naHp4yHa peructpauus. [locousa, de mpennoxenueTo ce oTHaca mo OII Ned,
HOMeHKIaTypu 155, 156, 157, 158, 159, 160, 161, 162, 163, 164, 165, 166, 167,
168, 169, 170, 171, 172, 173, 174, 175, 176, 177, 178, 179, 180, 181, 182, 183,
184, 185, 186, 187, 188, 189, 190, 191, 192, 193, 194, 195, 196, 197.
IMpenctas [Ipunoxenne Nel KpM croelMQHKaUMATa, B KOETO € IOMNBIHEHA
XapaxKTepHCTHKaTa, eMHAIA MspKa, OPHEHTHPOBBYHO KOJHYECTBO H



npeanarana  omakoBka. Jlewiapupa B TEXHHYECKOTO — MPEATIOXKEHHE
o6CTOsITENCTBATA: 3a03HAT ¢ YCIOBHATA 10 JOKYMEHTALMATA 38 YYacCTHe, CPOK
3a BAMMIOHOCT Ha odeprarta 120 qHM, CUMTAHO OT KpakHusd CPOK 3a MoJaBaHe Ha
odepTH, CUMTAHO OT JaraTa Ha BJAM3AHE B CHIA, IIOCOYEHA B [OTOBOpA,
JEKJIapupa, ue [IpHeMa yCIOBHUATA Ha [IPOEKTa 3a JOTOBOD, CPOK Ha H3MbJIHEHHE
Ha mopbukaTa 18 Meceua, CpoK Ha NiallaHe Ha leHaTa Ho gorosopa 60 nHM OT
JaTaTa HAa JOCTaBKATa M NIPENCTaBsHEe Ha AOKYMEHTHMTE, OCTAaThY€H CPOK Ha
roggocT Ha odepHUpaHuTe MeIuMuMHCKH M3fenus 30% or obsaBeHus OT
npousBouTens. JloxasatencTBa 3a BHEAPEHH CHCTEMM 3a YIpaBieHHE Ha
xagectBoTo: Ceprudukaty FEN ISO 13485:2016, Ba mnpousBoauTeN
EJIUTexI'pyn, KnuHuudaw cucreMH, C TNpHIOXKEH COHCHK Ha rpyna 10-
crieruGUYHN TIPOTEHHU, CHILATA 32 ENEKTPONUTH/MHKPOEIEMEHTH, 34 Ipyma 3,
rpyna 2, 11,4, 5, 1, 3a uactu OT axcecoapu. Beuuku cepTHOUKATH ¢a ChC CPOK
Ha BaNMOHOCT KbM KpalHata JaTa 3a nogasaHe Ha odeprure. [exnapauus
O6paser; Ned, 3a cpok Ha BoJMIHOCT Ha odeprata 120 num, Jleknaparms, 4e
1UMa BHECEHH OT ydacTHuMKa ysejomneHus B MAJI 3a myckaHe Ha masapa Ha
Meaunuuckn u3zgenue, CE cepTudukaruTe ¥ AeKIapaqiuTe 3a CLOTBETCTBUE Ha
NpefiaraiuTe IPONYKTH, cbrmacHo 3MMW, wnu exsuBaneHt. J[exnapanus
O6Gpazer; NeS, 3a nmunca wa nauuu B MAJI u EUDAMED 3a 4HUOUAEHTH C
npenmaranuTe MM B nocnefHuTe ABE TOAMHH, OTOPH3ALMOHHHM HHCMa OT
npouzBoguteny. [lpunara Karajosu 3a TpeAlaraHMTe HOMEHKIAaTypH, C
MHMCMEHO YKa3aHKe OTHOCHO HOMEHK/IATYPUTE, OITHCAHH B KaTallO3HTe,

7., Ennax musuur” EQO/I- IlpenctaBs TexHUUYecKo NpennoXeHHe 3a
H3IIBJIHEHHE HA HOpBYKaTa, obpaszeu No2, coud JaHHUTE OT ThPTOBCKATA U
JaHbyHa permcrpanus. [locousa, ue npemnoxeHHero ce oTHacd no OIT Nel,
noMeHknaTypu NeNe 96, 147, 148, 150, 153, 154, 191, 192, 196, 227, 233, 234,
235, 236, 237, 238, 273, 280, 281, 282, 283, 284, 285 u 286, OIl NeZ,
Homenknarypu NeNe 1, 2, OIT Ned, nomerxnarypu Nele 4, 68, 69, 70, 71, 72,
153. Ilpencrass Ipunoxxenne Nel xbM crieLU(pHUKaLNATa, B KOETO € IOIBIHECHA
XapakTepUCTHKaTa, eOUHMLA MApKA, OPHEHTHPOBBUHO  KOJNHYECTBO H
npeAngaraHa  omaxoeka.  Jleknapupa B TEXHMYECKOTO — IPEIIOKEHHE
o0CTOSTENICTBATA: 3aIIO3HAT ¢ YCJIOBUATA 110 OKYMEHTALMATA 3a YYacTHe, CPOK
3a BATHAHOCT Ha odepraTta 120 xHH, CUUTAHO OT KpaWHHs CPOK 3a INoJlaBaHe Ha
odepTy, CUMTAHO OT JaTaTa HA BiIM3aHe B CHJA, IOCOYEHAa B JOTOBODA,
JeKIapupa, 4e npueMa yCIOBUATa Ha [PoeKTa 3a JOT0BOD, CPOK Ha H3MBJIHCHUE
Ha mopbukaTa 18 Meceua, cpok Ha mialiane LeHaTa 1o gorosopa 60 ahu OT
JaTaTa Ha [OCTABKATA M IPEACTaBsSHE Ha JOKYMEHTUTE, OCTAThYEH CPOK Ha
rogHocT Ha odepupanure MeauuuHcKH uzgenus 30% or obsBeHua oOf
IpOM3BOAUTENA. JIOKasaTencTBa 3a BHEAPEHH CHCTEMH 3a YIpaBjieHHe Ha
xagecTBoTo: Cepruduxar ISO 13485:2012, na npomssoguten HJIKAJI
MEJMKAJ CAJIIDKBK IOPYH ITA3. CAH.u THMK OOJ, Ceptuduxar 3a
peruicTpauust Ha nipousBoputen Hyprexc texcrun, Ceptuduxar ISO
13485:2012 wva  comus  npomssomuren, Ceprudukatn EN  ISO
13485:2012+AC:2012, wua npoussomuren Megnen rpyn, CepTuduxar



Ay

Cepruduxata FEN ISO 13485 2003, ma mpoussoputen Duan CoA,
cepTHMHKATH HA NPOU3BOAUTENM JIUTBI JOKTOp eneKkTponuk, Passunu 36p, ¢
Neranu3upad NpeBoj Ha Obnrapckd, Jlymen, cepTudUKar 3a CbOTBETCTBHE C
Ilupextapsa 93/42/EUO 3a npoussoautenute — 100p. Bewuky cepruduKary ca
CBC CpPOK Ha BANMAHOCT KBM KpaifHaTa JaTa 3a NojaBaHe Ha OdepTure.
Jlexnapanus O6pasery Ned, 3a cpox Ha BaaunHOCT Ha odeprara 120 aum,
Hexnapauys, 4ye nMa BHECEHH OT y4acTHMKa ysemomienus B MIAJI 3a myckane
Ha I1a3apa Ha MeJWUHMHCKM u3jenue. [lexnapaius 3a CHOTBETCTBHE OT
npoussoauten MIIKAJI MEIVKAJT CAJIJUKBK IOPYH I1A3. CAH.u THK
OOJ1, Nex Hexmapauus O6paser; N5, 3a nurca Ha aanss B UAJl u EUDAMED
3a HHUMAEHTH ¢ npeanaranute MU B nocnexxute Ase roquud. [Ipunara xkamox
¢ moctpu o OIT Nel.

OIl Ne2, TlpencraBs TexHWyecko NpeNOKEHHE 3a U3NBAHCHHE HA
noppykata, obpaszey NeZ, coyM MAaHHUTE OT ThPrOBCKaTa M JaHbBYHA
perucTpauus. IlocouBa, Y€ IPEIJIOKEHHETO C€ OTHacs IO OIT  Ne2,
HoMenxrarypu NeNe 1, 2. [Mpencrass IIpunoxenne Nel kbM criennuKaLmsra,
B KOETO € MOIBJIHEHA XapaKTepHCTHKaTa, eIMHHUA MAPKA, OPUEHTHPOBBIHO
KOJIMYIECTBO M Ipelarana onakoBKa. Jlexiapupa B TEXHHUECKOTO IIPESANIOKCHUE
0OCTOSITENICTBATA: 3alI0O3HAT C YCJIIOBHATA 10 JOKYMEHTALHMATa 38 y4acTHE, CPOK
3a BanuAHOCT Ha odeprara 120 nHH, CUMTAHO OT KpakHMsl CPOK 3a MOAaBaHe Ha
oepTH, CYMTaHO OT JaraTa Ha BiM3aHe B CHIa, IOCOYEHa B JOroBOpa,
JeKIapupa, 4e TpueMa yCJIOBHATA Ha IIPOEKTa 3a JI0T0BOP, CPOK Ha H3NBJIHEHHE
Ha noprukaTa 18 Mecena, CpoK Ha namiaHe lLicHaTa IIo J0TOBOpa 60 ouH ot
nataTa Ha JOCTABKaTa ¥ NpPEACTaBsiHE Ha JOKYMEHTHTE, OCTaThueH CPOK Ha
FONHOCT Ha odepupasuTe MeIuuuHCKH m3menus 30% or obsBeHus oOT
npousponuTens. JlokasaTencTsa 3a BHEAPEHM CHCTEMH 3a YNpPaBleHWE Ha
xayectBoTo: Ceptuduxar ISO 9001:2008 u ISO 13485:2012, Ha npoM3BOAUTEN
Vartparen Xsvarapy, 1SO 13485:2012 Ha npoussoguten Lepaxapra, MIIKAJI
MEJVKAJ CAJJDKBK IOPYH IIA3. CAH.u THK OO, Ceptuduxar 3a
permcrpanus Ha npoussomguren Hyprexe TtexeTwn, Cepru@ukar ISO
13485:2012 wma cwinus  npouseomute, Cepruduxaru EN  ISO
13485:2012+AC:2012, Ha mpomssoauren Megen rpyn, Cepruduxar
Cepruduxatn FEN ISO 13485 2003, wma mnpoussoguren Puan CnA,
CepTHQUKATH Ha NPOU3BOAUTENH JINTHI JOKTOP eNeKTPOHUK, (Pa33uHH 36p, ¢
Neranu3upaH npesoj Ha OBnrapcku, JlyMen, cepTU(UKAT 3a CHOTBEICTBUE C
Tnpextupsa 93/42/EVO 3a npoussoautesute — 106p. Bewuxu cepTugukaty ca
ChC CPOK Ha BANMOHOCT KbM KpaiiHata lara 3a TojasaHe Ha odeprare.
Texnapamus O6pasen; Ned, 3a cpox Ha BajluAaHOCT Ha odeprara 120 muw,
Jexnapanus, ye HMa BHECEHH OT yyacTHHKa yBemomneHust B MIAJIL 3a myckane
Ha masapa Ha MeEOMUMHCKM M3jeaue. Jlexnmapanus 3a CBOTBETCTBHE OT
npoussoguten UIIKAJI MEJUKAJI CAJIJXBK IOPYH I1A3. CAH.nu THK
OO0/, Jex Hexnapanust O6pazen Ne3, 3a nunca Ha JaHHH B HAJI u EUDAMED
33 HHIHEIEHTH ¢ npeinaragute MUY B nocnennure Ase roguuu. IIpunara Kamos
¢ moctpu o OIT Nel.

Komucuara npukitousa pabota B 15.30 uaca.



KomucusTa npoabipkasa pabora Ha 05.10.2017r, ot 10.00 gaca.

8., Ka — M Meauxan” EOO/I — Ilpencrass TexHHYeCKO IPEAJIOKEHNC
3a u3NbIHEHHE Ha mopbykara, obpazern Ne2, COUHM JaHHHTE OT ThproBCKaTa M
JaHBYHA permcTpamus. Ilocousa, 4ye npeinoxeHuero ce ortHacs no OIl Nel,
noMeHkIaTypu NeNe 222, 242, 243, 271, 293 ,294, 295, 296, 297, 302, 303, 304,
305, 306, 307. IIpencrass IMpunoxenue Nel xbM cleUHdUKaLkATa, B KOETO €
TIOITBIIHEHA XApaKTEPHCTHKATA, eNUHNANA MAPKA, OPHEHTHPOBBUHO KONHIECTBO
W [pejjaraHa omakoBka. Jlgknmapupa B TEXHHYECKOTO IPEIIOKEHHE
oBCTOATENCTBATA: 3aI03HAT C YCIOBUATA 10 TOKYMEHTALMATA 32 YUaCTHE, CPOK
3a BaNUHOCT Ha odepTara 120 j(HH, CYHTAHO OT KPAHHHMA CPOK 3a II0JaBaHe Ha
obepTH, CYNTAHO OT JaTaTa HAa BIH3aHE B CHIIA, TI0COYEHa B JOroBOPa,
JeKnapupa, ue IpreMa yCIOBHATA Ha IIPOEKTa 3a JOrOBOp, CPOK Ha H3IIbIIHEHHE
Ha mopbykaTta 18 Mecella, CpoK Ha IUTalljaHe HA IeHaTa 10 J0roBopa 60 nuu oT
JaraTa Ha JOCTaBKaTa W NpeACTaBsiHE Ha JOKYMEHTHTE, OCTarbyeH CPOK Ha
rogHOCT Ha odepupaHuTe MenuuuHCKH u3genus 30% oT obaBeHus OT
npousBoguTens. JlokasaTencTBa 3a BHEAPEHH CHCTEMH 3a YIPaBICHHE Ha
xauectBoTo: Ceprudpuraru ISO 13485:2003, SALTS HEALTHCARE LTD, :
Cepruduxar ISO 13485:2003 wa mpoussoguten RI.NOS.SRL, Ceprudukary
ISO 13485:2003 u EN ISO 13485:2012, ua npousBoauten Laprosurge LTD,
Ceprudukata ISO 13485:2003 u EN ISO 13485:2012, na npoussozuren Purple
Surgical Holdings LTD. Jlexnapauuu 3a choTBercrbue ¢ Jupexrusa 93/42/EEC,
76p Ha CBIOWTE T[IPOM3BOAMTENHM M OTOPU3ALUMOHHA [MCMA. Bewdky
cepTU(UKATH Ca ChC CPOK HAa BANMIHOCT KbM KpaiHaTa jarta 3a IoJaBaHe Ha
opeprute. Jexmapauus OGpaszew Ned, 3a cpox Ha BaNMIHOCT Ha odeprata 120
nHH, Jlexnapanus, 4€ MMa BHECEHH OT y4yacTHHMKa ypenomieHus B MAJI 3a
nmyckaHe Ha Tnasapa Ha MepuuuHckw uspenne, CE ceprudukature M
[eKIapalliiTe 33 CHOTBETCTBME HA IpelaraHuTe TMpPOAYKTH, chriacHo 3MIL
Hexnapaums OGpasen Ne5, za aunca Ha gaHEM B HMAJI u EUDAMED 3a
MHOUAEHTH ¢ mpepiaranute M B nociefHuTe ABe MOAMHHU, OTOPH3aLHOHHH
IMCMa OT TpOH3BOAUTENH. lIpencTaBs MOCTPH OTHOCHO HOMEHKIATYPHTE,
OIHCaHM B odepTara.

9.,,Cotpapma Tpeiizuur” AJl — [Ipencrass TexHU4YECKO MPEANOKESHUE 32
U3NbIHEHHE Ha Iopbukara, oOpasen NeZ, coud JaHHUTE OT THPrOBCKAaTa M
JaHbuHA perdcTpanus. Ilocousa, ge mpemioxeHHeTo ce orHacs no OIl Nel,
HomeHKIaTypu NeNe 2, 3,4, 5,6,7,9,10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20,
21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 35, 36, 37, 38, 39, 40, 41, 42, 43,
44, 45, 46, 47, 48, 49, 50, 51 ,52, 53, 54, 55, 56, 57, 58, 62, 63, 64, 68, 69, 71,
72, 73, 74, 82, 86, 88, 93, 95, 96, 99, 100, 107, 108, 109, 110, 111, 112, 113,
114, 118, 122, 125, 139, 140, 141, 142, 143, 144, 146, 147, 148, 150, 151, 153,
154, 155, 156, 158, 159, 160, 161, 162, 163, 164, 165, 166, 167, 172, 173, 174,
175, 176, 177, 178, 179, 180, 181, 182, 183, 184, 185, 186, 187, 189, 191, 192,
196, 197, 198, 199, 227, 231, 232, 233, 239, 244, 245, 268, 271, 282, 283.
IMpenctaBs Ipunoxenne Nel kpM crenH(UKalMATa, B KOSTO € MONBIHCHA
XapakTepUCTHKaTa, eXMHHMLIA MIpKa, OPUEHTHPOBBYHO  KOJNHIECTBO M



mpexyaraHa  omakoBka.  Jleknmapupa B TEXHHYECKOTO  IPEANIOKEHME
o6cTOATENCTBATA: 3all03HAT C YCJIOBUATA 110 JOKYMEHTALMATA 32 y4acTHe, CPOK
33 BayMAHOCT Ha odeprara 120 THM, CYMTAHO OT KpaiHMA CPOK 3a MOJaBaHe Ha
oepTH, CYHTAHO OT JaTaTa Ha BIM3aHe B CHJA, [10COYeHA B JIOroBopa,
JeKIapHpa, Je IpHeMa yCJIOBUATa Ha IIPOEKTa 3a JOrOBOp, CPOK Ha H3IBIHEHHE
Ha mopbukaTa 18 Mecela, CpOK Ha IUIalllaHe Ha IieHaTa ro gorosopa 60 aHu oT
Jarara Ha JOCTaBKaTa M IpeJCcTaBAHE Ha JOKyMEHTHTE, OCTaThb4YeH CpPOK Ha
rojHocT Ha oQepupanute MemuumHckd wmzgemusi 30% or obsgBeHMA OT
npouzBoaguTeas. JloKasaTescTBa 3a BHEApPEHHM CHCTEMH 3a YNpaBleHHE HA
xauecTBoTO: Cepruduraru ISO 9001:2008 na MEJIMKA AJl, Ha DpOH3BOIHTE
Paul Hartmann Jrade Co., Ltd, Momuna kpenoct AJl, Yansnmen rpyn, 3H ge na
Troiinepu - ceprubpukat ISO 9001:2008 u 13485:2003, nHa npousBoAMTEN
Kexumanr Targonr Meguxon Ko., JJYMEJ C.p.1., Yaurky Xexanr Ko,
cepruduxaty EN ISO 9001:2012 u EN ISO 9001:2012/AC, nexnapauus 3a
CHOTBETCTBHE Ha npoussoaurten ,MoHonon” EOO/, ceprudukar ISO
9001:2008 3a npoussoguten ®orr Meauken Oeptpuiid I'm6X, nexnapanuu 3a
cporBercTBHe ¢ JupextuBa 93/42/EEC, Ha CbLIMTE MNPOU3BOJUTEIH H
OTOPU3AIMOHHK MHcMa. Berdxy cepTHdHKATH ca ChC CPOK HA BAIMHOCT KBbM
KpalinaTa aaTa 3a nogasane Ha odeprute. Jekaapauus O6paszen Ned, 3a cpok Ha
BaTHAHOCT Ha odepTata 120 nuu, Jleknapalus, 4ye MMA BHECEHH OT y4acTHHKA
yeenomaenus B MAJI 3a myckade Ha masapa Ha MepunuHcku uszgenme, CE
cepTHQHKATUTE U JeKNapauydMTe 33 CbOTBETCTBHE HA NPEjJaraHUTe IPOAYKTH,
cernacHo 3MM. Jlexnapamus O6pasen; Ne5, 3a nmunca na pgannu B MAJL u
EUDAMED 3a upHUuAeHTH ¢ nOpexnaranute MM B nocienHuTe [ABe
ronuHu.I IpeicTaBs MOCTPH OTHOCHO HOMEHKIIATypHTE, OTIUCAaHK B O(epTaTa.

10.,,ETr” EQOJA — Ilpexncras TexHudecko NpeNIOXKEeHHE 3a
H3ObJIHEHHE Ha NopbukaTa, oOpazen Ne2, couM JaHHHTE OT THProBcKaTa M
naHpyHa perdcrpauus. [Tocousa, ye mpejoxenuero ce otHacs mno OIT Ned,
somenxnarypu NeNe 1,2, 3,4,5,6,7,8,9,10, 11, 17, 18, 19, 20, 21, 22, 23,
24, 25, 26, 29, 30, 31, 32, 33, 75, 76, 77, 78, 79, 80, 81, 83, 84, 85, 87, 88, 90,
91, 92, 93, 94, 95, 96, 97, 105, 106, 107, 108, 109, 111, 113, 114, 115, 152, 155,
156, 157, 158, 159, 160, 161, 163, 164, 165, 167, 168, 172, 173, 174, 175, 176,
177, 178, 179, 180, 185, 186, 187. Ilpencrass Ilpunoxenue Nel koM
cenudUKaluaTa, B KOSTO € NONbBJIHEHa XapaKkTepMcTHKaTa, eJHHULA MAPKa,
OpPHEHTHPOBBYHO KOAMYECTBO M IIpe/ularaHa omaxoska. Jleknmapupa B
TEXHHYECKOTO IIpe/yIoxKeHHe OOCTOATEeNCTBATA: 34allO3HAT C YCIOBHATA IO
JOKyMEHTAlMATa 34 YYacTHe, CPOK 3a BamugHocT Ha odeprata 120 auu,
CYHTAHO OT KpaliHus CpOK 3a IoflaBaHe Ha o(epTH, CYWTAHO OT Jarara Ha
BIM3aHE B CHII4, TIOCOHEHA B [OrOBOpa, AeKlapHpa, 4e [IpMemMa YCJIOBHATA Ha
NpoeKTa 3a JOrOBOP, CPOK Ha M3ITbJIHEHHE Ha Mopbukara 18 Mecena, CpoK Ha
[UlallaHe Ha IleHaTa o Jorospopa 60 HHHM OT [araTa Ha JOCTaBKaTa H
IPE/CTaBAHE HA JOKYMEHTHTE, OCTATHYEH CPOK Ha I'OJHOCT Ha O(EepHpaHHTe
MEIMUHHCKH m3fenus 30% or obsBeHus oT nponssoautens. JoxasarencTsa 3a
BHEJPEHH CHCTEMH 3a YIIpaBlieHHe Ha Ka4eCTBOTO: ACKIAPAal(Hs 32 CbOTBETCTBUE



Ha METMLMHCKH M3LENHs HH BHTPO Ha IPOU3BOJMTEI EMEPI'O I'PVIL
Ceptudukar ISO 13485:2003 u ISO 13485:2012 na EPMA Huxk., CepTuduKat
ISO 13485:2012 ma Asanrtop Ileppopmanc Marepuanc [lomann C.A., u
IeKIapalys 3a ChOTBETCTBUE C IPUIIOKEH CIIMCBK HA PEAKTHBY ¥ KOHCYMATHEM,
Ceprudukar ISO 13485:2003 u ISO 13485:2012 na doptpec JalbrHOCTHKC
Jlumurag, cepraduxatd 3a  peructpaums Ha CE  Mapka Ha  CBIIUTE
[POM3BOMMTENH. BCHUKH CepTMQUMKATH Ca CBC CPOK Ha BalMAHOCT KbM
KpaliHaTa fata 3a [10JaBaHe Ha O(epTUTe, C JIETAlU3Uupan [IPEBOJ Ha OBIrapcKu
e3uk. Jexnapanus O6pasey Ned, 3a ¢poK Ha BajdMIHOCT Ha odeprara 120 nou,
Jexnapanys, ue UMa BHECEHM OT Y4acTHHMKa yBeNOMJICHUI B HAJI 3a nmyckaHe
Ha Maszapa Ha MeauumHckd u3zenue, CE cepTuduxarute H JeKnapauuure 3a
CBOTBETCTBME Ha Mpejyaranute nponykrd, cbraacio 3MM. [lexnapanus
O6pazen; Ne5, 3a nunca Ha Aanhd B MAJI 1 EUDAMED 3a HMHUHACHTH C
npeanaranute MV B mocneaHute ABe FOAHHH, IpHiara petepennmu. IIpunara
KATaJIO3U ¢ O3HAYCHH HOMEHKIaTyPHTE, 33 KOMTO CC OTHACAT.

11.,Acramak  Boarapus” OOJ - IlpeacraBs  TexHHIECKO
MpeIoNKEHYe 3a U3TBIHEHHE Ha Nopbukara, obpaserl Ne2, coum J@HHHTE OT
THPrOBCKATA M JaHb4Ha perucrpanys. Ilocousa, ue NpeAokeHACTO CC OTHACA
no OIT Nel, nomenknarypu NeNe 1, 2,3,4,5,7, 8,9, 11, 14, 20, 26, 27, 28, 43,
44, 45, 46, 50, 51 ,53, 54, 55, 56, 57, 59, 62, 63, 64, 71, 88, 89, 94, 95, 96, 99,
105, 118, 120, 122, 125, 138, 141, 142, 144, 146, 147, 148, 150, 151, 152, 153,
154, 172, 173, 174, 175, 176, 177, 178, 180, 181, 182, 183, 138, 189, 191, 192,
196, 197, 198, 224, 225, 226, 227, 233, 234, 185, 186, 187, 234, 236, 239, 244,
245, 250, 251, 252, 253, 254, 255, 256, 257, 268, 269, 273, 274, 276, 278, 279,
280, 281, 282, 283, 284, 285, 286, 322, 324, 325, 326, 327. [Ipencrtass
Ipunoxenne Nel KBM  creuupukaimysara, B KOSTO ¢  IOIBIHCHA
XapaKTepMCTHKATa, eIHHMIA MApKa, OPHCHTMPOBBYHO  KOJNHMHECTBO H
mpeiNaraHa  OmakoBka.  Jlexmapupa B TEXHHYECKOTO  IPE/TIOMKEHHE
OBCTOATENICTRBATA: 3AII03HAT C YCIOBHATA 110 JOKyMEHTALUATA 33 y4acTHe, CpoK
3a BATMAHOCT Ha odeprara 120 JHH, CYMTAHO OT KpaifHHA CPOK 3a [OJaBaHe Ha
ohepTH, CYMTAHO OT JaTaTa Ha BiIM3aHe B CHJA, [OCOYCHa B JA0TOBOPA,
IeKIapypa, 4e IpHeMa yCIOBHATA Ha MPOEKTA 32 HOTrOBOP, CPOK HA H3NBIHEHHE
Ha mophukara 18 Meceria, CpoK Ha IUIAIfaHe Ha leHaTa [0 A0roBopa 60 nHu OT
JaTaTa Ha HOCTABKATa Y IPCACTABSHE Ha JOKYMEHTHTE, OCTAThHCH CPOK HA
rogHocT Ha odepupaHuTe MeuuuHckd usgemus 30% ot o0siBeHUs OT
mpousBoauTens. JOKasaTeNcTBa 3a BHCJAPEHH CUCTEMH 3a YNPapICHUE Ha
xauecTBoTo; EC ceprudukar 3a cborBeTcTBUE C JHUPEeKTUBA 93/42/EEC, Ha
npoussoguren Illaocunr ®yuunr Xent Ilpomyke Ko, Jltn, u Ha CBIHA
npoussoputen Cepruouxar [SO  13485:2012, 3a BCHuKM TIpe/UIaraHy
HOMEHKIATYpH, CBIIMTE 3a  [pou3BojuTenuTe  XaHMKOY Honunep
®apmacrotakbi Ko., CEIIA Mencykar Canau Be TuKaper, Jhxanzan Crap
Enrepnpaits, Yanrmxoy Xyaskaur Meaukan Jupaitc, Illanxait Kunanu
EnThpnpaiis JleBenonmMent I'pyn, Ycu IOmoy Meayksil ANNailbHCHS,
CUTOTECT, CE cepruduxard 3a CcBOTBETCTBHEC JIHpeKTHBa 93/42/EEC,
AHexc S. BcHuky cepTH(HKATH ca ChC CPOK Ha BajMIHOCT KBM KpaiHaTa fata



3a rojaBade Ha odeprute. Jexnapauus Obpaseu Ned, 3a CpoK Ha BaJMIHOCT Ha
othepraTa 120 gau, Hexmapauus, Y€ UMa BHECeHH OT y4acTHHKA YBENOMIICHHA B
WAJI 3a TyckaHe Ha Iasapa Ha MemuuuHckd uznenue, CE ceprudukatute
HeKNapaiyuTe 32 CHOTBETCTBHE Ha IpeIjaraHuTe MpOAyKTH, chriacHo MU
Jexnapamua O6Gpaser; Ne5, 3a nunca Ha jgannu B VAJL u EUDAMED 3a
UHUMAEHTH ¢ npegnaranure MM B nocneguure JBe TOAWHH, MpHiara
pedeperym. IIpencTaBs MOCTPH 32 HOMEHK/IATYPHUTE, 32 KOMTO CE€ OTHACHT.

12.,,buomenuxa Boarapus” — [Ipencraps TexHUYeCKO NpEJIOKECHHE 32
H3OBIHEHHE Ha mophukara, oOpasen No2, couM HaHHHTES OT THProBCKaTa W
naHbuHA permcrpamus. [locousa, ve mpennoxenueTo ce otHacs mo OIT Nel,
moMeHkTaTypu NeNe 123, 124, 125, 130, 131, 132, 248. Ilpencrass
IMpuioxenne Nel xpM coenuduKanuaTa, B KOETO € HONBJIHEHA
XapaKTEpUCTHKATa, e[MHUNIA MIpKa, OpPHEHTHPOBBUHO  KOJHYECTBO U
npejylarada  omakoBka.  Jleknapdpa B TEXHHYECKOTO  IPEAJIOKEHHME
o6cTosTeNCTBATA: 3a03HAT ¢ YCIOBUATA 110 JOKYMEHTALMATA 34 y4acTHE, CPOK
3a BaIMAHOCT Ha odeprara 120 mIHU, CYMTAHO OT KPaHHMS CPOK 3a [OJaBaHe Ha
odepTy, cyMTaHO OT JaraTa Ha BIM3aHe B CHIIa, [IOCOYeHa B JIOrOBOpa,
JeKJapupa, 4e IpueMa YCIOBHATa Ha IPOeKTa 3a I0r0BOP, CPOK HA HU3IBIHEHUE
Ha TopbukaTa 18 Mecera, CpOK Ha IIAIAHE HA lleHATa 10 forosopa 60 xHu OT
JaTaTa Ha JOCTABKATa M IPEACTaBiHE Ha JOKYMEHTHUTE, OCTaThHCH CPOK Ha
roAHOCT Ha odepupaHnTe MeduuuHcka m3fenus 30% or obsBeHus OT
npoussomurena. JloxazaTencTBa 3a BHEAPEHM CHCTEMM 3a YIPAaBICHHE HA
xauectBoto: EN ISO 9001:2012+AC:2012 ua npomspomuten Yporex, EC
ceprudukaT 3a cporBercTBHe C Jupextusa 93/42/EEC, nHa chImA
IPOM3BOAMTEN, 32 MEIHULHHCKHTE KOHCYMAaTUBU B odeprara, MPHUIOKEHH KATO
cIHCBK ¢ pedpepentan Homepa, Ceprudukar ISO 13485:2012, 3a nponssoauTen
Moller Medical GmbH, ¢ mexnapalus 3a ¢hOTBETCTBHE. Beuukyu cepTH(UKATH
ca ChC CPOK Ha BANMAHOCT KBM KpafiHaTa jaTa 3a MOJiaBaHe Ha OQepTHTe.
Jexnaparus O6paseny Ned, 3a cpok Ha BalMAHOCT Ha odeprara 120 nHH,
Jlexnapallis, e UMa BHECEHH OT ydyacTHuKa ysenomnenus B MAJI sa myckane
Ha Ta3apa Ha MenuuuHCckd usgenue, CE ceprudukature W IEKIapanUUTe 32
CHOTBETCTBHE Ha MpeajaraHuTe mpoaykTH, cbriaacno 3MM. Jexnapauus
O6paser; Ne5, 3a surnca Ha nasnu B MIAJL m EUDAMED 32 nHUHACHTH €
npexnarasure MW B TOCHeAHMTE JBe TOMMHM, Tpunara pedepeHLHuH.
ITpelCcTaBs MOCTPH 3a HOMEHKIIATYPHTE, 38 KOUTO C¢ OTHACAT.

13.,,@apron” AJl — Ilpeactas TexHu4ecKO NPEANONKEHHE 32
M3NBJIHEHHEe Ha Topbukara, ofpasen Ne2, coyd JaHHHTE OT THPTOBCKATa U
JaHbuYHA peructpauys. Ilocousa, ye Npemioxennero ce orHacs mo OIT Nel,
nomenknatypu NeNe 13, 14, 19, 20, 21, 54, 88, 93, 114, 118, 122, 138, 139, 140,
141, 142, 143, 144, 146, 147, 148, 149, 150, 151, 152, 153, 154, 172, 173, 174,
175, 176, 177, 178, 179, 191, 196, 197, 240, 241, 268, 269, 271, 280, 281.
[Ipeacrass Ilpunoxenne Nel xpM crenmbuKanusTa, B KOETO € IOMBIHEHA
XapaKTEPUCTHKATA, EAWHMIA MApKa, OpHUEHTHPOBBYHO  KOJNHYECTBO U
npemlarana  onaxopka.  Jlekiapupa B TEXHWUYGCKOTO  IIPEJIOKCHUE
0GCTOSTENCTBATA: 3allO3HAT ¢ YCJIOBHATA 10 JOKYMEHTAUMATA 38 y4acTHe, CPOK



3a BaNMAHOCT Ha odepraTta 120 nHH, CUATAHO OT KpalHHs CPOK 38 [10JjaBaHe Ha
o(epTH, CUMTAHO OT [JaraTta Ha BjM3aHE B CHJA, TOCOICHA B JIOTOBOPA,
JeKapHpa, Ye [IpyYeMa yCIoBHsaTa Ha IIPOEKTa 3a 0T0BOD, CPOk Ha H3MIBIHEHUE
Ha TOpBUKaTa 18 Mecella, CPOK Ha [UIAIIAHE Ha LeHaTa o A0rosopa 60 mHU OT
JaTaTa Ha JOCTABKATA W MPEJCTaB{HE Ha NOKYMEHTHTE, OCTATBHUCH CPOK Ha
FOMHOCT Ha O(epupaHHTe MENULMHCKH H3ACTHA 30% ot oO0siBeHHS OT
IpoM3BOZMTENA. B OTIENHA manKka MNpeJcTaBs [OKA3aTencTsa 3a BHEJPEHHU
CHCTEMH 33 YNpaBleHHe HA Ka4eCcTBOTO 32 NPOW3BOMMTEINH cepTuduKaTy 32
CLOTBETCTBHE C M3MCKBAHMATA HA MEXAYHApOAHWTE HOPMH M CTaHIapTH EN
ISO 13485, CE mapkdpoBKa, B CBOTBETCTBHE C Iupexrusa 93/42/EC; 98/79
/EC, BAC w/unu ISO 9001:2000 nin exsBMBaNEHT, Ha IPOM3BOJHTENH, CHIIIACHO
NPEVIOKEHUTE HOMEHKNATypu. BeudkH cepTH)HKaTH ca CBC CpPOK Ha
BATMIHOCT KbM KpaliHaTta Jara 3a [oiaBaHe Ha O(QepTHTe, 3aBCPCHH KOMMA H
Jerau3HpaH TpeBos Ha GhIrapcky esux. Jlexnapanus O6pazer Ned, 3a CpOX Ha
panuqHocT Ha odeprara 120 amm, , CE cepTH(UKATHTE U JEKIIapallUHTe 3a
CHLOTBETCTBME HA NpelfiaraHdre IPOAYKTH, CBITACHO 3MHM. [exrapanys
O6pazent Ne5, 3a junca Ha HaHHA B UAJT 1 EUDAMED 3a MHIMIEHTH C
npefyaragure MI B mocnepHute fABE TOAHMHM, [puiara pedepeHLIMY,
TIpenctaBs MOCTPH IO TIPUJIOXKEH CHHCHK 33 HOMEHKIATYPUTC, 33 KOHTO C€
oTHacaT. JIMICBa JeKjaapallys, Ye ¥Ma BHECEHM OT YYACTHWKA yBENOMJCHUA B
HAJI 3a myckaHe Ha nasapa Ha MEJAMIHUHCKH U3/IEIHE.

14., Xumrexce” QO] — Ilpencrass 40pTeXHUHYECKO NPEMIOKEHAE 3d
M3IBIHEHWE HA TIOpbuKara, obpasel; No2, coud JAHHMTE OT TBProBCKATa M
JaHbYHa perucrpauusd. Ilocousa, 4e NPEMIOKEHMETO Ce OTHACH TI0 OIT Nel,
HomerkaTyp NeNe 74, 75, 76, 77, 78, 79, 80, 81, 82, 83, 84, 85, 86, 87, 273,
274, 275,276,277, 278, 279, 280, 281; o OIT Ne2, HoMeHKJIaTypH NeNe 1,2; o
OIT Ne3, nomenxnarypu NelNe 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39,
40, 41, 42, 43, 44 , 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56, 57, 58, 59, 60,
61, 62, 63, 64, 65, 66, 67, 68, 69, 70, 71 ,72, 73, 74, 75, 76, 77, 78, 79, 80; 1o
OIT Ned, HomenxnaTypu NeNe 27, 28. Ilpencrass 46p Tlpunoxernue Nel kpM
celu(yKanuATa, B KOETO € IOIbIHEHa XapaKkTepHCTHKara, €JMHHIA MSIpKa,
OpHEHTHPOBBYHO KOJMYECTBO M NpEAsaraHa  OIaKoBKa. Jlexnapupa B
TEXHMYECKOTO IIpeAsioxenHue OGCTOATENCTBATA: 3aMO3HAT ¢ YCJIOBAATA IO
JNOKyMEHTalisTa 3a y4acThe, CpOK 3a BalWIHOCT Ha otdeprata 120 mHM,
CYMTaHO OT KpaiHMA CPOK 3a MojaBaHe Ha O(epTH, CYMTaHO OT jaTaTa Ha
BIM3aHe B CHJa, IOCOYEHa B JOrOBOpa, JEKIapupa, 4e JpueMa yCIOBMATA Ha
NPOEKTa 3a JOTOBOP, CPOK HA H3MBJIHEHHE Ha MOpbUKata 18 mecena, Cpox Ha
[UlallaHe Ha LieHara mo gorosopa 60 M OT JaTata Ha JNOCTaBKaTa M
peACTaBsHE HA JOKYMEHTMTE, OCTaThUEH CPOK Ha IOAHOCT Ha oepupaHuTe
meauuunckn u3penus 30% oT obsABeHHA OT MPOH3IBOIMTEIA. KpM BCsKO OT
YeTHpUTE TEXHMYECKH MpPEUVIONKEHHsS Ipuiara JoKasaTencTsa 3a BHEPEHH
CHCTEeMH 3a YIpaBeHME Ha Ka4yeCcTBOTO, 3a CHOTBETHHTS HOMEHKIATypHU
equunmn: EN ISO  13485:2012, ISO  9001:2008, ISO 13485:2013, ISO
9001:2015, 3npaBeH NHIEH3, CEPTU(HKATH 33 CHOTBETCTBHE C JupeKxTrBa
93/42/EEC, Ha NpOM3BOAMTENH, 3a MEMIWHCKUTE KOHCYMaTHBH B odepTara,




Beruku cepTudyKaTd ca ChC CPOK HA BaIMAHOCT KBM KpaliHaTa para 3a
nopasase Ha odeprara. Hexnapauns Obpaseu Ned, 3a cpOK Ha BalMAHOCT Ha
otdeprata 120 muu, Hdexnapauus OOpasen Ne5, 3a jMrca Ha NaHHH B HAJL u
EUDAMED 3a uHumaeHty ¢ npeinaranure MK B nocneaHute ABe TOZHHH,
npunara pedepediui. IIpeacTaBs MOCTPH 32 HOMEHKIATYPHTE, 32 KOMTO CC
otHacst. Ipunara mo OIl kaTao3u ¢ O3Ha4YeHHE HaMepaTa Ha HOMEHKIIATYpPHTE,
3a KOMTO ce mpezcTasst. JIMNCBa Jekyapans, 4¢ ¥Ma BHCCEHH OT yJacTHHKa
venomiaenys B MIAJ] 3a mycKkane Ha nasapa Ha MenumuHcku uspenue, CE
cepTHHKATUTE U AEKJapalHUTe 38 CHOTBETCTBHE HA NpEANAraH|uTe NMPONYKTH,
ceraacgo 3MIL

15.,,Byamap MJI” OO/, — Ipexcrass 20p TexHHYECKO MPEUIOKEHHE 32
U3IBIHEHHEe Ha NOph4karta, obpasen No2, coun paHHUTE OT THPTOBCKaTa U
nagpuna perucTpawisl. Ilocousa, ue NMPEAIOKEHUETO C€ OTHACHA II0 OIT Nel,
noMeHKnatypu NeNe 3, 4, 5, 6, 44, 45, 46, 53, 149, 153, 154, 155, 157, 158, 159,
160, 161, 162, 163, 164, 166, 167, 271; 3a OIl Ne3, HoMEHKIATYPH NeNo 78, 79,
80. Ilpemcraa 206p Ilpunoxenne Nel KbM crieuupuranyaTa, B KOeTO €
[IOTBIHEHA XAPaKTePHCTUKATd, SAMHULA MSIPKa, OPHEHTHPOBBLYHO KOIHYECTBO
W Tpennarasa omaxkoBka. Jleknapupa B TEXHHYECKOTO IPEANIOKEHHE
oGCcTogTeICTBATA: 3aM03HAT C YCIIOBHATA 110 JOKYMEHTAMATa 3a y4acTHe, CPOK
3a BaTHOHOCT Ha odepraTa 120 JHY, CYHTAHO OT KpaHHHUA CPOK 32 NOJABaHE Ha
odepTH, CUMTAHO OT JaTaTa Ha BiM3aHe B CHJA, MOCOYCHa B JOroBOpY,
JeKIapupa, ue TIpyueMa yCI0BUsTa Ha [IPOEKTa 38 IOT0BOP, CPOX Ha M3IIBIHCHHE
Ha TmopBukara 18 Mecela, CPOK Ha MAlllaHe Ha LICHATA I10 OroBopa 60 nHuU OT
JaTara Ha JOCTABKAaTa H IPeJCTaBiHEe Ha JOKYMEHTHTe, OCTaTh4eH CPOK Ha
rogHoct Ha odepupaHHTe MeauupHCKH m3jenus 30% or obsBeHus OT
npoussonuTens. JloKasaTeNcTBa 3a BHEIPEHM CHCTEMH 3a YIpaBiCHHE Ha
kauecTBoTO: EO cepTudukar 3a cbhOTBeTCTBHE C [MpeKTHBa 903/42/ENO 3a
npoussopuren JDxanrcy @euxcua Memukan Ilpogsxte Ko, JITH, ISO
9001:2008 sa npomssoauten KAPJIMBA COJIYMCHOHEC HWHTETPAJIEC,
C.A., FeKIapalyy 3a CHOTBETCTBHE MO HOMEHKIATYPH. Jekmapauus Ob6pazen
Ned, 3a cpok Ha BANMAHOCT Ha odeprata 120 juu, Hexnapaiyd, 1€ UMa BHCCCHHU
oT ydacTHHKa ysemomienus B MAJL 3a myckane Ha masapa Ha MCIMIHHCKA
mpgenue, CE ceprudukaTHTe W JACKIAapaMMTe 3a CHOTBETCTBHC HA
peanaraHdTe NpoAykTH, ceraacHo 3MMU. Hexnapanus Oopazen; Ne5, 3a nunca
Ha gaEHd B HMAJI mw EUDAMED 3a uHOUAEGHTHM C IpeiJlaraHuTe MH B
NOCIeIHATE JBe TOAMHH, Ipuiara pedeperiuy. Iipunara KaTano3u ¢ 03HAYCHH
HOMEHKJIAaTypH, 32 KOMTO ce oTHacar. IlpencraBd KallOH MOCTPM IO IPHEMO-
npefaBaTeNeH IPOTOKOL.

16.,bBpayn Meauxan” EOQOJ - Ilpexncrass 20p Texnuiecko
NpeoKeHUe 3a U3MbIHEHHE Ha Topbukata, obpasen Ne2, cou NaHHHTE OT
TBHProBCKaTa M JaHbuHa peructpauus. Jlocousa, 4 MPEANOKEHUETO CC OTHACS
o OIT Nel, Homenknarypu NeNe 22, 29, 33, 34, 39, 54, 57, 58, 67, 92, 93, 94,
107, 108, 109, 110, 111, 112, 113, 115, 116, 117, 118, 119, 123, 124, 126, 129,
131, 132, 133, 134, 135, 138, 139, 140, 141, 142, 143, 144, 145, 146, 184, 185,
186, 187, 190, 193, 194, 195, 199, 200, 201, 203, 204, 205, 206, 222, 223, 230,
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231, 232, 273; 3a OIl Ned4, nomenknarypu NeNe 153. Tlpencrasst 26p
Ipunoxenwe Nel KkpM  Creluukanuara, B KOSTO ¢  IONBIHCHA
XapaKTEPUCTHKATa, €AMHMIA MspKa, OPMEHTHPOBBHYHO KOIMIECTBO  H
mpefjaraHa  onakoBka. Jleknmapupa B TEXHMYECKOTO  HPETIOKEHHME
OBCTOATENCTRATA: 3AMI03HAT ¢ YCJIOBUATA 1O JOKYMEHTALMATA 38 y4acTHE, CPOK
3a BaNMAHOCT Ha odepraTa 120 JHH, CUHTAHO OT KpaHHHs CPOK 32 HOjaBaHe Ha
odepTH, CYMTAHO OT JaTaTa Ha BiIM3aHe B CHJa, IOCO4YEHA B JIOTOBOPA,
JeKnapupa, ue IpHeMa yCIIOBHATA Ha [POEKTa 32 JIOrOBOP, CPOK Ha M3IBIHCHHE
Ha nopbukara 18 Mecena, CpOK Ha IUTall[aHE Ha [I€HaTa 110 A0rosopa 60 IHU OT
JaTaTa Ha JOCTaBKaTa M MpeACTaBsHE Ha JOKYMEHTHTE, OCTaTh4CH CpPOK Ha
romHocT Ha odepupaHuTe MeAulHHCKM u3menaus 30% ot o0gBEHHs OT
mpomspoauTeNs. lIpescTaBs [0KasaTeNCTBA 33 BHEAPEHW CHCTEMM 34
yIpaBieHHe Ha Ka4deCTBOTO 3a MPOM3BOMUTENH: cepTu(pUKaT 3a LAIOCTHA
CHCTEMa 3a OCHIypABaHe Ha KadecTBoTo Ha B.Braun Melsungen AG,
Iexnapallii 34 CBOTBETCTBHE C JlupexTHBa 03/42/EEC, 3a BCHYKHM
HOMEHKIATypH 10 odeprara. Beuuku cepTHHUKaTH ¢a ChC CPOK Ha BaTMAHOCT
KBM KpaliHara Jara 3a I10faBaHe Ha o(epTHTe, 3aBEePEHH KOMus U JeTali3Hpad
npesoy| Ha 6warapcku esux. Jexnapauus Obpaser Ne4, 3a cpoK Ha BATHAHOCT
Ha odeprara 120 muu, , CE cepridukaTure H JeKnapauiuuTe 3a ChOTBEICTBHE
Ha TIpefjaraHuTe NpOXyKTH, chriacHo 3MM. [lexnapaius, 1€ nMa BHECCHH OT
yuacTHuKa yBemomiueHus B MAJL sa myckaswe Ha Tmasapa Ha MEIUIMHCKA
usgenne, CE ceprudukaTHTe M J[eKjiapaluuTe 3a CHOTBETCTBHE HA
TpeiaraHuTe NponykTH, cernacto 3MHU.  Hexnapanus O6paszen; Ne5, 3a aunca
pa manau B MAJI m EUDAMED 3a MHUMACHTH C NpEJIaranute MU B
TocNe[lHMTe IBE TIOAMHHM, npwiara pedepeHumu. IIpenctasgs MOCTpH 1O
TIPUWIOKEH CIHMCBK 33 HOMEHKIIATYPHUTE, 32 KOUTO CE OTHACAT.

17.,MTH HWmxunepuur” OOJ - TIlpencrasa 46pTexXHUYECKO
peloXeHye 33 U3MbIHEHWe Ha MopbuKaTa, obpasell Ne2, coun JaHHHUTE OT
THPTrOBCKATA M JaHb4yHa perucTpauus. [locousa, 4e NPEAIOKEHHETO Ce OTHACAH
no OIT Nel, Homenxiatypu NeNe 11, 12, 13, 14, 16, 19, 20, 21, 23, 24, 25, 26,
27, 28, 54, 55, 56, 57, 60, 62, 65, 66, 73, 74, 75, 76, 77, 78, 79, 80, 81, 82, 83,
84, 85, 86, 87, 88, 89, 92, 93, 94, 96, 98, 99, 100, 101, 102, 103, 104, 105, 106,
107, 108, 109, 110, 111, 112, 113, 114, 118, 121, 123, 124, 126, 131, 132, 133,
136, 137, 138, 139, 142, 145, 146, 147, 148, 149, 151, 152, 153, 154, 162, 165,
166, 168, 169, 170, 171, 172, 173, 175, 176, 177, 178, 180, 181, 182, 183, 189,
190, 191, 192, 195, 196, 197, 201, 227, 233, 234, 238, 239, 244, 245, 250, 251,
252,253, 254, 255, 256, 257, 258, 259, 260, 261, 262, 263, 264, 265, 266, 267,
268, 269, 273, 274, 275, 276, 277, 279, 280, 281, 282, 283, 285, 286, 320, 321,
322, 323, 324, 325, 326, 327; OIl Ne2, HOMEHKJIATypH NeNel u 2; OIT Ne3,
romenknaTypn NeNe 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 4, 42,
43, 44 45, 46, 47,48, 49, 50, 51, 52, 53, 54, 55, 56, 57, 58, 59, 60, 61, 88, 105,
107; mo OTI Ne4, momenknatypu NeNe 12, 13, 14, 15, 27, 28, 29, 30, 31, 32, 33,
34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 58, 59, 60, 61, 62, 63, 64, 65, 66, 68, 69,
70, 71, 72, 73, 74, 75, 76, 77, 78, 79, 80, 81, 82, 83, 84, 85, 86, 87, 88, 89, 90,
91, 92, 93, 94, 95, 96, 97, 98, 99, 100, 101, 102, 103, 104, 105, 145, 146, 147,



148, 149, 151, 152. [pusara 46p [Npunoxenue Nel kpM crierUUKanuuTe Io
pesika 06ocobeHa MO3HMIMSA, B KOSTO € IOMBIHEHa XapaKTepUCTHKaTa, eAHHILa
MsApKa, OPUEHTHPOBBYHO KOJIHMYECTBO M IpejlaraHa ONaKOBKa. Hexnapupa B
TEXHHIECKOTO IIpelJIOKeHHe OOCTOsTeNCTBaTa: 3alo3HaT ¢ YCIOBILITA IO
JAOKYMEHTAIUATa 3a y4acTde, CPOK 3a BalMAHOCT Ha ogpeprata 120 auu,
CYMTAHO OT KpaiHHs CPOK 3a IojasaHe Ha oQepTH, CUUTAHO OT JaTara Ha
BIM3aHE B CHJa, [IOCOYEHA B JIOrOBOpPA, AEKNapHpa, 9e IpHeMa yClIOoBMATA Ha
IpOEKTa 3a JIOTOBOP, CPOK HA M3MBJIHEHHE HA MOphiKaTa 18 Mecelia, CpoK Ha
Ojaljage Ha IlieHaTa mo jorosopa 60 nHM OT fAaTata Ha [OCTaBKaTa M
TIpelCcTaBsiHe Ha JOKYMEHTHTE, OCTaThYCH CPOK Ha TOAHOCT Ha oepUpaHuTe
MemuuMHCKM w3nenns 30% or ofsseHus OT Tpoussojurens. KeM BCAKO OT
YeTHPUTE TEXHUYECKH IPE/UIOKEHHs IpHiara JOKa3aTe/lCcTBa 3a BHEIPCHH
CHCTEMH 3a YIpaBieHWe Ha KauyeCTBOTO, 3a CBHOTBETHHTE HOMEHKIATYPHH
emurumu: 1SO 9001:2008, ISO 13485:2003, EN ISO 13485:2012, UNI EN ISO
13485:2012, KaKTO ¥ €KBHBAJEHTH 34 BCHYKU IPOH3BOINHTEIIH, cepTH(HUKATH 32
chotBercTBHE ¢ Jupextusa 93/42/EEC, Ha NpOH3BOAMTENH, 38 MEAHIHHCKHTE
KOHCYMaTHBH B odeprara, BCHUKH cepTU(HMKATH €a ChC CPOK Ha BallMAHOCT
KbM KpalHaTa Jara 3a nojasaHe Ha odeprara. Jekiapanus O6pazen Ned, 3a
CpOK Ha BamuAHOCT Ha odeprata 120 nuu, [dexmapauus, 4e uMa BHECCHH OT
yuacTHHKa yBemomneHua B MIAJL za myckaHe Ha masapa Ha MERMIMHCKH
mwsnenme, CE ceprudukature M JekiapalliHTe 32 CHOTBETCTBMC Ha
npeIaranuTe IpoAyKTH, cbriacko 3MHU. Jlexnapauws Obpazen Ne5, 3a nurca
na jgangd B MAJI u EUDAMED 3a WHUMACHTH C IpelylaraHuTe MH B
mocjenuuTe fABe roimHu, npwiara pedepenuuu. Ilpeacrass MocTpu 3a
HOMEHKJIaTypHTe, 32 KOHTO ce oTHacaT. Ilpunara 1O KXarallo3d ¢ O3HAYCHUE
HoMepaTta Ha HOMEHKNATyPHTE, 38 KOMTO Ce NPEACTaBIT.

18.,,Arapra IIM” EOOJ — Ilpeucrass TeXHHHECKO NPEANOKEHHE 32
M3IbJIHEHHEe Ha TOopbukaTa, obpasen Ne2, coud NAHHMTE OT TBHProBCKaTa H
naHpyHa perucrpaiud. [locousa, ye NpeANOKEHHUETO ¢ OTHACA IO OIT Nel,
nomenxIaryps NeNe 1, 2, 3, 4,5,6,7,8,9,11, 12, 14, 19, 20, 21, 44, 45, 46,
50,51, 52, 53, 54, 55, 56, 61, 62, 63, 88, 92, 93, 95, 96,107, 108, 109, 110, 111,
112, 113, 114, 118, 122, 136, 137, 138, 139, 140, 141, 142, 143, 144, 146, 147,
148, 149, 151, 152, 153, 154, 155, 156, 157, 158, 159, 160, 161, 162, 163, 164,
165, 166, 172, 173, 174, 175, 176, 177, 178, 179, 180, 181, 182, 183, 184, 185,
186, 187, 189, 190, 191, 192, 193, 194, 195, 196, 197, 199, 200, 201, 204, 205,
206, 207, 218, 219, 220. ITpencrass punoxenye Nel KpM crienT(pUKALIKATA, B
KOETO € TOMBJIHEHA XapaKTepHCTUKaTa, €AMHMLA MsPKa, OPUEHTHPOBBUHO
KOJIMYECTBO H Ipejjiarata ornaxkoska. Jleknapupa B TEXHHYECKOTO NPEATOKCHHC
0GCTOSTEICTRATA: 3a03HAT ¢ YC/IOBHATA 110 JOKYMEHTALMATA 32 yHacTHE, CPOK
3a BaNMMAHOCT Ha odeprara 120 JHH, CUMTAHO OT KpaifHHA CPOK 34 IIOJABAHE Ha
obepTH, CYMTAHO OT JAaTaTa Ha BIM3aHE B CUJIA, [OCOYEHA B L0TOBODA,
HeKJIapypa, 1e IpHeMa yCloBHATa Ha IPOEKTa 32 JOT0BOP, CPOK HA H3IBIHEHHE
Ha TopBuKaTa 18 Mecella, CPOK Ha MnallaHe Ha LEHaTa 10 A0rosopa 60 nHU OT
JaTata Ha JOCTAaBKara W IPeACTaBsiHe Ha NOKYMEHTUTE, OCTaTbhdeH CpOK Ha
rogHocT Ha odepHpaHuTE MeMUMHCKH wu3menus 30% or obsiBeHMs OT



mpousBoAmMTeNs. IIpefcTaBs  AokasarencTsa 3a BHEADCHM CHCTEMH 32
yIpaBjlleHHe Ha KayeCTBOTO 3a NPOM3BOAMTENH! Cepru¢uxar QIN
150331848014, na mpomssoaurten APHMEC C.p.i, EN 1SO 13485:2012+AC,
2012 3a Cymnspmyn Marsapopsar KO®T, 3a Npou3BOANTENH Mepxarop
Memuxan C.A., ¥ AOp. 3a BCHYKH HOMEHKJIaTypd. J[lexmapaiwd 32 CE
MapKHpOBKa, B CHOTBETCTBME C JIMPEKTHBA 03/42/EC wuinu eKBHBAlEHT, Ha
IIPOU3BOAWTENH,  CBIJIACHO  MPEJIOKEHHTE  HOMEHKJATYPH. Beuuku
ceprudyKaTH ca CbC CPOK Ha BaJMAHOCT KbM KpaiHaTa Jata 3a II0[dBaHe Ha
odepTuTe, 3aBEpeHM KONMA MW JeralusupaH NPeBON Ha OBIrapcKUd  E3HK.
Iexmapanus OOpasen; Ned, 3a cpok Ha BalTMIHOCT Ha oeprata 120 nHH,
Jleknapauus, ye UMa BHECEHH OT yYacTHHKa yBEIOMICHVA B HAJI 3a nyckaHe
Ha masapa ma MeauuuHeku usgenue, CE cepTu(ukaTuTe U N€KIapalduTe 3a
CHOTBETCTBME Ha TNpe[araHdTe MNpoaykTH, cwriacHo 3MH.Jlexnapanus
O6paszer; Ne5, 3a jumca Ha JaHHH B MAJI 1 EUDAMED 3a WHLUHASHTH C
npennaraunte MU B mocnesuuTe jBe roAWHM. lIpunara katanosy ¢ O3HAICHH
HOMEHKIATypH, IPEICTaBs MOCTPH II0 NPHIIOKEH CIIMCBHK 33 HOMEHKIIATYPUTE,
32 KOUTO C€ OTHACAT.

19,,Exoc Meauxa” EOO/ — Ilpencrass TexHu4uecKo NpealIoKeH e 3a
H3IIbJHEHYE Ha TIophukara, obpasel Ne2, COUM JaHHHUTE OT THProBCKaTd U
naHbuHa perucrpaupns. [locousa, 4e IPEANOKEHHETO CC OTHACA IO OIT Nel,
HoMeHxaTypu NeNe 291, 292, 293, 294, 295, 296, 297, 301, 302, 303, 306, 307,
308, 309, 310, 311, 312, 313, 316, 317. Ilpeacrasd [Tpunoxenue Nel KkbMm
crelnM(HUKaNUATa, B KOETO € INONbJIHeHA XapaKTePHCTHKATa, eAMHHMIA MAPKE,
OpMEHTHPOBBYHO KONMYECTBO M MpelaraHa  OIaKOBKa. Jlexnapupa B
TEXHUYECKOTO MpeIoxKeHre oOCTosATeNCTBAaTa: 3aO3HAT C YCJIOBMATA IO
JOKYMEHTAI[MsATa 3a Y4YacTHe, CPOK 3a BajJMIHOCT Ha odbeprara 120 nHwy,
CUMTAHO OT KpaHHs CpOK 3a II0ZlaBaHe Ha O(EepTH, CYMTaHO OT JaTara Ha
BIIM3aHE B CUJa, [IOCOYEHAa B JOroBOpa, AEKiIapupa, 4e IpuemMa yCIOBHATA Ha
IIPOEKTA 3a JOrOBOp, CPOK Ha M3IIBJIHEHHE Ha IIOpBUKaTa 18 Meceua, Cpok Ha
nyaiiade Ha IeHata 1o jgorosopa 60 aHM OT fAaTata Ha AOCTaBKaTa H
TIpefCcTaBsAHe Ha JOKyMEHTHTE, OCTaThHeH CPOK Ha TOXHOCT Ha obepupaHuTe
MenuIMECKM usgenus 30% orT ofsseHus oT mpousBopuTens. IlpencTass
AOKa3aTelicTBA 3a BHEJPEHM CHCTEMH 3a YIPABICHHE HA KadecTBOTO 32
npoussoputeni: Cepruduxar QIN 17 03 57666 051, nma Etuxon Enmo-
Copmxbpu” JIJIC, EO-Cepruduxar Ha ChLIMs TPOU3BOAKTE, Hexnapauuu 3a
CE MapKupOBKa, B CBOTBETCTBHE ¢ JHpeKTHBa 93/42/EC, 3a mnpeiJiaraHure
HOMEHKJIaTypH. BCHUKY cepTHOHKATH ca ChC CPOK Ha BAJIMAHOCT KbM Kpaligara
IaTa 3a [ojapaHe Ha odepTHTe, 3aBEPEHH KOWWs M JIeTaju3npal IPEBOA Ha
&erapcky e3uk. Jexnaparus O6pasen Ned, 3a CpoK Ha BATUAHOCT Ha ogeprarta
120 mun, Jexiapaius, 4e MMa BHECEHH OT yJaCTHHMKA yBEIOMIICHHA B HMAJI 3a
nycKkaHe Ha T1a3apa Ha MEIHIHUHCKM H3JeNHe, CE cepruduraTtite H
HeKNapaluuTe 3@ CBHOTBETCTBUE HA IpEJJIaraHuTe IPOLYKTH, CBITACHO
3MU. [lexnapanus O6pasen N5, 3a nunca na pausu B MAJl u EUDAMED 3a
VHIMAGHTH ¢ TpefnaranuTe MU B mocieanuTe e roaunu. IIpunara xaTanosy



C O3HavYeHW HOMEHKIATypH, [peacTaBsd MOCTPU [0 MPHIIONEH CHNHCBK 3a

HOMEHKJIATYPHTE, 38 KOUTO C€ OTHACHT.
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