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HPOTOKOI
Nel/17wian 2018 roa.

32 PasrJIeskIaHeTo HA o epTHTE HA YYACTHHIHTE B PONEYPa THII

"oTKpuTa npoueaypa'’ 3a J0CTABKA HA MeIHNUHHCKH H3AeIUs 3a

OpPTONEAMYHA, XHPYPrHYHA U HEBPOXHPYPIHYHA JeHHOCT 32
Hy:xkaure Ha "MBAJI-1oopuy" A/}

Huec, 17.07.2018 roa. B "Muoronpodunna GojgHMLA 3a AKTUBHO JICUYEHHE -
HoOpuu" AJl, rp. 1o6puy, ya. "[lanafior Xutos" 24, no peaa Ha 4i. 104, an. 2 o1 30101 u u.
61 or [II30II, ce pasrienaxa W oleHuxa odepTHTE Ha YYACTHHIMUTE B IPOUEAYpa 3a
Bb3JlaraHe 3a oOIIeCTBEHA IOpbYka TN "OTKpHTa' ¢ rpeamer: JlocTaBKa Ha MEJUIMHCKH
M3JICNIMSL 32 OPTONEAMYHA, XHPYPIMYHAa W HEBPOXHUPYPrUYHA JIEMHOCT 3a HYXKIUTE Ha
"Muoronpoduina 6osHH1La 3a akTUBHO Jedenue-J{o6puu" AJl, rp. loGpuu.

[Ipouenypara e otkputa ¢ Pemenne Ne 15 ot 08.06.2018 roa. na Usnbiauutentus
IUPEKTOP Ha JIpYKecTBOTO, 110 npenncka Ne 00083-2018-0008 B perucrbpa Ha AreHuusTa 3a

o0uecTBeHN NOpbUKH, 00siBeHa B OduiinaneH BecTHUK Ha EBponelickus cbio3 nmojx Ne 2018/S
110-249815.

PasriiexcaaneTo ce nposele 0T KOMUCHS, Ha3HaueHa Ha ocHoBanue uia. 103, an. |
ot 30II cue 3anosen Ne 183 / 17.07.2018 rox. nwa Manbeinutennus aupektop Ha "MBAJI-
Hobpuu" Al rp. Jlobpuu, B cheTas:

IPEACEJATEJI: 1. Enena AranacoBa BesnukoBa — exkcriepr oOLIECTBEHH
OPBUKH;

YJIEHOBE:

2. J1-p bucep fnxoB boTeB — 3aMeCTHUK-MPEKTOP MEAULIMHCKH JEHHOCTH!

3. Ans. 'eopru CToifueB MUTKOB - IOPHUCT Ha I'PaKJAaHCKH A0rosop B "MBAJI-
JoOpuu" A/l

1. Llen Ha 34aCCIaHUCTO Ha KOMUCHATA € pa3rieKaAaHeTo U OLleHKara Ha O(bt‘pTHTC
H KJTACHUPAHCTO Ha YHYACTHHUIMTE.

2. Paborara na xomucusTa 3anoyHa Ha 17.07.2018 r. B 09.00 waca. xorarto
Bb3JI0KUTENAT NIpe/lae Cpeuly MOAIUC Ha ITpeace/1aTellst Ha KOMUCHATA IPOTOKOIIA 10 4il. 48,
an. 6 ot IIIT30I1, 3aenHo ¢ odepTHTe HA yUaCTHHIIMTE. NOCTABCHH B 3alleyaTaHu ONAaKOBKH.
IIPHETH € BXOJSIIIM HOMEPA, KaKTO CJieqBa:

2.1."TUTAHHUKA 2008" EOO/I, npuera ¢ 8x.Ne 6695/ 10.07.2018 roa. B 09.50
yaca.

2.2."BH EHA N CbPBUCHUC" OOJI, npuera ¢ Bx. Ne 6766 / 12.07.2018 roa.
B 10.15 gaca.

2.3. "XEJIME BBJTAPUS" OO, npuera ¢ Bx .Ne 6770 / 12.07.2018 rox. B
10.45 yaca.

2.4. "TVIOBAJ MEJAHUKAJI" OO/, npuera ¢ Bx. Ne 6838 / 13.07.2018 roa. B
14.00 yaca.

2.5."®APKOJI'" AJl, nocrbnuia ¢ Bx. Ne 6869 /16.07.2018 roa. B 09.35 uaca.
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2.6. "EJEKTPO MEJl BbJTAPUSA" EOO/, npuera ¢ Bx. Ne 6871
16.07.2018 rox. B 10.25 yaca.

2.7. "KA-M MEJAHUKDJI" OO/, npuecta ¢ BX. No 6872 /16.07.2018 roa. B 10.30
yaca.

3. llpean na OpHCTBHIAT KbM OTBAPSHETO HA IJIMKOBETE ¢ O(epTUTE, YIeHOBETE
Ha KOMHCHATA, y4acTBalllh B 3acelaHHeTo, Ha ocHoBanue ui1. 51, ain. 8 ot [1I30IL
[OJANHKCaxa U IpeACTaBUXa Ha BB3JIOXKUTENS Aeknapaudd no wi. 103, ain. 2 ot 3011 u 3a
npuJiaraie Ha u3UCKBaHusTa 1o 4i. 51, an. 8, an. 9 w an. 13 ot 1113011

4. HpH OTBApAHCTO HA IJIMKOBCTE € O(I)Cp’l‘l/l’[‘e HC IIPpUCHCTBAxXa NPCACTABATEIIM Ha
YHJaCTHHLHHUTE U APYI'A JIMla.

5. 3ace1aHUETO HA KOMUCHSITA TPOTeYe B JIBE YACTH - ITyOJIMUYHA U 3aKpUTa.

5.1. B nybauuHara 9act OT 3aceaHueTo KOMUCHSTA OTBOPU 110 pella Ha TAXHOTO
HOCTBIIBAHE 3aIE€YaTaHUTE OIAKOBKM Ha YYACTHUIMTE W OIOBECTH TAXHOTO ChIbPiKaHHE,
BKJIFOUHTEIHO MPEUIOKEHUITA Ha YYACTHHIIHMTE 110 CHOTBETHMUTE IM0OKA3ATEM 3a OLEHKAa Ha
odeprure.

5.2. B 3akpuTara yacT OT 3ace/IaHUeTO KOMUCHATA:

- pasriena MpPeAcTaBeHUTe O(EPTH M OLEHH CBIVIACHO M30paHus KpUTEpH 3a
Bb3JIAraHE TE3M OT TAX, KOUTO CbOTBETCTBAT HA PEABAPUTEIHO OOSIBEHUTE YCIOBHS,

- pasriefa NOKYMEHTUTE, CBbP3aHM C JUYHOTO CHCTOSIHME U KPHTEPHUHUTE 3d
noJA00p Ha yHAaCTHULMTE B HU3XOJSII peJl CIPAMO [OTYYSHHUTE OLICHKH, 40 YCTAHOBABAHE HA
CbOTBETCTBUE C H3MCKBAHMATA Ha JIBaAMa YYaCTHMIM, KOMTO KJacHpa Ha IbpPBO H BTOPO
MSICTO.

6. Komucusita KOHCTaTHpa, 4e NpPe/UIOKEHHUATAa Ha YUACTHUUUTE ca MPHETH B
HENpO3paYyHH 3anedaTaHd OITaKOBKH, Ha KOMTO ca IOCOYEHM JaHHUTe 1o wi. 47, an. 2 ot
[ITI30I1, caen koeTo NPUCTBIM KBbM OTBApSHETO Ha ONAKOBKUTE MO peaa Ha TAXHOTO
[IOCTBIIBAHE.

7. Komucusita nyOJIM4HO ONOBECTH CHIBLPIKAHUETO HA OPEepPTHTE, BKIIOUNTEIHC
TEXHUUECKUTE U LICHOBHUTE [PEJIOKECHHUS HA YUACTHUIIHTE.

Ha ocnopanue un. 61, 1. 2 ot III130]]., wieHoBeTe HA KOMUCHATA MOAIIMCAXA
TEXHUUECKUTE U LICHOBUTE TIPEJIONCHHUSI.

8. YuacTHuuuTe ca mpeactaBwin oQepTd 3a ydacTue 1o ciejHute obocobenu
MO3ULIHH:

8.1. "TUTAHUKA 2008" EOO/JI: O6ocobernu nmo3uuuu Ne 3 u No 6:

8.2. "B EH I CBbPBUCHUC" OOM: Obocobena no3uuusa Ne §:;

8.3. "XEJIMEJ] b'bJI' APUA" EOOJL: C6ocobenn mosuumu Ne 4 u Ne 7;

8.4. "TJIOBAJI MEJUKAJI" OO/ Obocobena mosurma Ne 5;

8.5. "OAPKOJI" AJl: Obocobena moszurms No 2.

8.6. "EJIEKTPO MEJI B BJITAPUS" EOOJL: O6ocobena no3uius Ne 1;

8.7. "KA-M MEJIUKBJT" OOJI: OGocobeHa r1o3uius Ne 9,

9. VYwacTHHLHTE ca HaNpaBUIM CIEIHUTE MPE/UIOKEHHS 1O KPUTEpUs 3a
Bb3jaraHe "Hali-Hucka neua':
9.1. "TUTAHUKA 2008" EOO/:
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9.1.1. Obocobena nosuuus Ne 3: OCTEOCHHTE3HH CpPEACTBA 3a OPTONEAMYHA
AcHHOCT- BapuaHT 1: O0ma crofinocT no obocobena nosuuusi Ne 3 (c6op or kosiona 7): 158
279.98 neBa.

9.1.2. ObGocobena nosuuus Ne 6: MeIMIMHCKM M3JeNHsl 32 HEBPOXMPY[PIHMUHA
neliHocT- BapuanT 2: O6ma croinoct no obocobena mosunust Ne 6 (cbop ot kosona 7): 121
254.17 neBa.

9.2. "B EHJT I CBPBUCHUC" OO/L:
9.2.1. O6ocobena nosunus Ne 8: MeaHOUHCKH H3/lelidsl 32 HEBPOXMPYPIHUHA

nerHocT- BapyanT 4: O0ma croifHocT no obocodeHa nozuuust Ne 8 (cOop oT kosiona 7): 225
488.33 aesa.

9.3. "XEJIME/] bBJIUAPHUS" EOOJ:

9.3.1. Obocobena nozuuus No 4: OCTEOCHMHTE3HM CpejiCTBA 3a OPTONEAHUHA
neinocT- BapuaHT 1: Ofma croiiHoeT no odocobena nozuuus Ne 4 (cbop ot xosiona 7): 232
200.00 nesa.

9.3.2. Ob6ocobena nosuuust Noe 7: MeaMUMHCKH M3/CTMsl 32 HEBPOXHPYPrHUHA

JeiiHocT- BapuaHT 3: O6wia croifHocT no obocobena nozuuus Ne 7 (cbop ot kosona 7): 34
920.00 neBa.

9.4. "TJIOBAJI MEJTUKAJI" OO;:
9.4.1. Obocobena no3unuss No 5: MeaMUMHCKH U3JIENIHS 32 HEBPOXHPYpPIrHUHa

JerHocT- BapuaHT 1: O6wa croiiHoct no obocobeHa nosuuus Ne 5 (cbop ot kosona 7): 59
255.01 neBa.

9.5. "OAPKOJI" AJL:
9.5.1. Obocobena no3uuus Ne 2: OCTEOCHMHTE3HM CpeACTBA 3a OPTOINEAHYHE

AerHocT- BapuaHT 2: O0wa ctoiHoeT no obocobena mosunnst Ne 2 (cbop ot kosioHa 7): 169
908.31 ;1eBa.

9.6. "EJIEKTPO MEJl BbJII'APUSA" EOOL:
9.6.1. OGocobena no3unus Ne 1: OCTEOCHHTE3HHM CpEICTBA 3a OPTOIEAMYHE

nenoct- BapuadT 1: OOia croiiHoct no obocobena nozuuus Ne 1 (¢cbop ot kosona 7): 159
238.67 neBa.

9.7. "KA-M MEJIMK'BJI" OO/I:
9.7.1. O6ocobena nozunus No 9: MenMUUHCKH U3eNHs 33 XUPYPruyHa AeitHOCT:
O6u1a cToifHOCT o obocodera nmoszuius Ne 9 (cbop ot konona 7): 30 156.00 nesa.

10. Cien ud3BbPLIBAHETO HA ONMUCAHUTE MO-TOpe HEUCTBUSA  NPHKIIOUH
nyO;1MYHaTa 4acT OT 3aCeaHHeTO Ha KOMHCHSTA.

I1. B 3akpuTo 3aceganue KOMHUCHATa pasriiefa IpejcTaBeHuTe odepTH. Ipu
KOETO YCTAHOBH, Y€ MPEIOKEHUTE OT YYACTHHUHTE MEIULUHCKU U3/IeJIUsl ChOTBETCTBAT Ha
[peABapUTENHO 00SIBEHUTE YCIIOBHUS.

12. Komucusita ouenu opepTUTe Ha YYACTHUIHTE ChIVIACHO M30paHUs KPHTEpHi
3a Bb3jlaraHe "Haif-HUCKa LieHa". Karo Hai-HUCKaTa lieHa Oeule onpeaesieHa MO HauuHa.
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MOCOYCH B TO4YKa 3.9.5 0T YKasaHMsTa 3a IOArOTOBKa Ha odeprara OT JOKYMEHTAUsATa 3a
ydacTHe.

Haii-Huckara yeda Oelle onpezeneHa 3a Besika 060cobeHa NO3MLHS OOT,1ETHO.
kaTto cOopbT OT pena "Obmma croiiHocT Ha 06ocobena nosuums Ne. . ... (cOop oT kosoHa 7)"
Obae pasdenieH Ha Oposi Ha HOMEHKIATypure OT 000coOeHaTa NO3UIMA, a B CIIyYauTe 110
To4Ka 3.9.3 oT YKazaHusATa 3a NOATOTOBKA Ha odeprara, Ha Opost HA HOMEHKIATYpHTE,
BKJIIOYMTEIHO BAPUAHTUTE HA U3/CJIMETO, NPEIJIOKEHH OT YUACTHHUKA.

13. Komucusita oleHu oQepTure Ha yJaCTHULMTE CHIVIACHO U30paHusi KpHTepUH
3a Bb3jlaraHe "Hal-HUCKa 1eHa" [o C;1eHUs HAYUH;

13.1. "TUTAHHKA 2008" EQOO/I:

O0ocobena noszunus Ne 3: OCTEOCHMHTE3HU CPEJICTBA 3a OPTOINEAMYHA ACHHOCT-
BapuanT 1: 1648.75 seBa, onpezelieHa kato obuiara cTolHOCT no o6ocobena mosuuusg No 3
(coop ot Kosiona 7) - 158 279.98 nesa Oecuie pazjeseHa Ha Oposi Ha HOMEHKJIATYPHUTE IO
obocobeHnarta no3unus — 96 (158 279.98 : 96 = 1648.75).

Ob6ocobena noszuuus Ne 6: MeMIMHCKH U3AETHS 32 HEBPOXUPYPrUYHa AeHHOCT-
BapuanT 2: 4330.50 JsieBa, onpejesieHa karto obuara cTodHOCT 1o 00ocobena nmo3uius No 3
(cOop o1 kosoHa 7) - 121 254.17 aepa Oele pasjencHa Ha Opost HA HOMEHKJIATYPHTE M0
obocobenara no3unus — 28 (121 254.17 : 28 = 4330.50).

13.2. "B EHJA N CbPBUCHUC" OO/;
Obocobena nozuuus Ne 8: MeAUIMHCKH H3eNUs 3a HEBPOXHPYPrudHa JeiHOCT-
BapuaHT 4: 4099.79seBa, oripejienieda kato oblara cToMHOCT Mo obocobena mo3uuus Ne 3

(cObop ot xosioHa 7) - 225 488.33 neBa Oewe pa3zaeieHa Ha Oposi HA HOMEHKJIATYPHTE IO
o0ocobeHara no3uuust — 55 (225 488.33 : 55 =4099.79).

13.3. "XEJIME/JI BBJIN'APHUST" EOQOO/:

ObocobeHa nozunus Ne 4: OCTEOCHHTE3HH CPEJCTBA 3a OPTOIENUYHA AEHHOCT-
BapuaHT 1: 1190.77 neBa, onpenenieHa karo odbwara CTOHHOCT no o0ocobena noszuuuns Ne 3
(cbop ot kosiona 7) - 232 200.00 neBa Oewe pasaeieHa Ha Oposi HA HOMEHKIATYPHUTE I10
obocobenara nosuuus — 195 (232 200.00 : 195 = 1190.77).

O0bocobena no3unus Ne 7: MeMUMHCKH U3/1eI1s 38 HeBPOXHPYPruiHa AeiHOCT-
BapuaHnT 3: 3492.00 seBa, onpeneneHa karto odliara crodHOCT 110 odocodOeHa no3uiiksa No 2
(coop oT konona 7) - 34 920.00 sepa Ocuie paszzaeneHa Ha Opost HA HOMEHKIATVPHTE O
obocobenara nozuuus — 10 (34 920.00 : 10 = 3492.00).

13.4. "T'JIOBAJI MEAUKAJI" OOA:

O6ocobena no3uuus Ne 5: MeIMIMHCKH M3€/IMs 38 HEBPOXUPYPrHYHA JICHHOCT-
BapuaHT 1: 2043.28 seBa, onpeseneHa kato oduara ctodHOCT 1o odocodeHa no3uuus No 2
(cOop ot xosona 7) - 59 255.01 sea Oewe pasjesieHa Ha Oposi HA HOMEHKIATYPUTE MO
obocobeHara mo3uuus — 29 (59 255.01 : 29 =2043.28).

14.5. "®APKOJI" AJl:

O6ocobena nozunust No 2: OCTeOCHMHTE3HHM CPEACTBA 3a OPTOIEAMYHA ACiHOCT-
BapuanT 2: 999.46.00 nea, omnpe/ieseHa kato obuiata cTolHocT 110 06ocobena no3uus Ne 2
(cbop ot kosiona 7) - 169 908.31 neBa Ocuie paszesncHa Ha Opost HA HOMEHKJIATYPUTE MO

o0ocobenara nozuuus — 170 (169 908.31 : 170 = 999.46).
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13.6. "EJIEKTPO MEJl bbJII'APUA" EOO:

O6ocobena nozuuust No 1: OCTEOCHHTE3HH CpeAcTBa 3a OPTOIEAMYHA ACHHOCT-
BapuantT 1: 1069.71.00 JsieBa, onpejeneHa kato o0utaTa CTOHHOCT 1o 00ocoOeHa mo3uius Ne
3 (cOop ot xosoHa 7) - 159 238.67 nepa Ocwe paszgeneHa Ha Opos Ha HOMEHKJIATypUTE MO
obocobenara nosutus — 149 (159 238.67 : 149 = 1068.71).

13.7. "KA-M MEAUKDBJ" OO
Obocobena nozvuus Ne 9: MenuMUMHCKH H3JEAUSA 3a XUPYprudHa AEeHAHOCT:
396.79 seBa, onpenenena kato odimara cTolHOCT 1o obocobena mnoszunus Ne 3 (cOop o1

konoHa 7) - 30156.00 nepa Oeie paszierneHa Ha Opos HA HOMEHKJIATYPUTE 10 000COOEHATd
no3unus — 76 (30156.00 : 76 = 396.79).

14. Komucusita pasriena AOKYMEHTHTE, CBBP3aHH € JIMYHOTO CBCTOSIHUE H
KpUTEepUUTE 3a NOAOOP Ha YHYACTHULIUTE B HU3XOMSLL pell CIPSMO MOJyYEHUTE OLIEHKH, NPH
KOETO YCTaHOBH CJICIHOTO:

14.1. 3a yuactHuka "TUTAHUKA 2008" EOOJ:

14.1.1. YuacTHUKBT € mpeactaBuil enekTpoHHo nojmdcan EEJIOIL, 3anucad na
ONTHYEH HOCUTEJ, B KOUTO AeKnapupa:

- CbOTBETCTBHETO CH C H3MCKBAHHS 3a IMYHO CBCTOSHHE Ha YYacTHHIMTE,
nocoyero B 1. 2.1 u 2.2 wa pazgen VI.3) or OOsgBieHUETO 3a MOpPBYKA: PErucTpalus B
THPrOBCKHS PETHCTBP; JUIICA HA OCHOBAHHMS 3a 3a/lbJDKMTEIHO OTCTpaHsBaHe 1o 4wi. 54. an. 1.
T. 1 =5 u 7 or 30I1; nurica Ha CBBP3AHOCT ¢ JIPYI YUYACTHUK B [IpoLle/lypaTa [10 CMUCB/Ia Ha &
2, 1. 44 ot JIP na 3011, BuB Bpu3ka ¢ § 1, 7. 13 u 14 or /IP Ha 3akona 3a nyGauyHoOTO
npeJularaHe Ha HEHHH KHHXKA;

- CBOTBETCTBHETO CH C H3MCKBAaHHUSTA 3a T[OJIHOCT 34 YHpPaKHSBaHe Ha
npodecHoHaHa JIEHHOCT, BKJIIOYHTEIHO M3MCKBaHHUS BbB Bpb3Ka C BIHCBAHE B
Mpo(eCHOHANHUA WIM ThPrOBCKH perucTpH, nocoueHo B pasues II1.1.1) or OGsBaenuero 3a
nopbuka: Jla ca THProBiUM Ha €1p0 € MEIUIMUHCKM H3IACIHS WIH NMPOU3BOIMTENH Hi
MEIMIMHCKU H3J1eUsl, YCTAaHOBEH Ha TepuTopusitTa Ha Penybnuka buarapus;

- CBLOTBETCTBHETO CH C H3UCKBAHHUATA 73a TEXHHYECKHM M NpodeCHOHATHH
BB3MOXHOCTH, TocoueHo B pasjen II1.1.3) or ObsB:1enuero 3a nopbuka: Jla npu.iara u
MOAAbPIKa cHCTeMa 3a yripasieHue Ha kadectsoTo EN [SO 9001 n/unu EN ISO 13485713488
H/MAM eKBHBaJIeHTHa, ¢ oOxBaT B objgacTra Ha MNPOM3BOACTBOTO M/MIM TbproBHsita «
MEIHUIHHCKH H3/IEITHS;

14.1.2. Ha ocHoBanue wi. 23. an. 4 or 3aKkoHa 3a TbProBCKHs PErUCTbP.
KOMHCHSATA M3BBPHIM CciyxebHa rposepka 3a oOCTOSTENCTBATa, BIIMCAHH 3@ y4acTHHKA 13
THPrOBCKUSI PETUCTbP M VCTAHOBM BIIMCBaHeTO Ha ciegnuTe odcrosrtencrsa: " THUTAHMKA
2008" EOOM, cwvc cemanume B rp. [lnosaus 4000, paiion llenrpanen, aapec Ha
ynpasnenue: y1. "Kupun Xpucros” 8, et. 1, an. 1 u 6. EMK 200000276, npeacrasnapano o
Buuo Muxaitnos Buues.

14.1.3. Ha ocHoBanue w1 67, an. §, 1. 2 ot 3011 koMuCHATa U3BBPILK IPOEEPKA B
perucThpa Ha H3/aJIeHHTe pa3pellicHMsl 3a ThProBHs Ha €ApO ¢ MEAMLMHCKH U3 Mg Ha
caiira Ha Msnbnuurennata areHuus no jaexkapcreara (http://www.bda.bg/peructpu) npi
koeto ycranoBu 3a ydactHuka "TUTAHWMKA 2008" EOOJ cneanoro: Msianeno
paspellenye 3a ThProBusl Ha elpo ¢ MeauuuHceky usnenust Ne IV-P-T / MM 553 ot 30.04.2010
ro.

14.1.4. Komucuara npuema, d4e yuacTHHKBT "TUTAHUKA 2008" EOO/L
CHOTBETCTBA Ha M3UCKBAHUSTA 32 TMYHO CHCTOSIHUE M HA KPUTEPHUTE 3a 110A00D.
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14.2. 3a yyactnuka "BU EHJI AU CbPBUCHUC" OO/L:

14.2.1. Y4acTHUKDBT € npeacraBun enexrponno noianucan EEJIOIL, sanucan Ha
OIITHYCH HOCHTE, B KOHTO JEKIIapHpa:

- CbOTBETCTBUETO CH ¢ M3MCKBaHHs 32 JIMYHO CBLCTOSHUE HA YYaCTHUIMTE.
mocodyeno B T. 2.1 u 2.2 wa pazaen VI.3) or OO0aBiEHHETO 33 MOPBYKA: PETHCTPald b
THPrOBCKHS PEFHCTBP; JHICA HA OCHOBAHHS 34 3a{bJUKATEIHO OTCTPAHSIBAHE [0 1. 54, an. 1.
7.1 -5 n 7 or 30I1; nurca Ha CBLP3AHOCT C JIPYT YHACTHHK B NPOLENypaTa [0 CMUCHIA Ha &
2. 1. 44 or JIP ua 30I1, BbB BpB3ka ¢ § 1, 7. 13 u 14 ot JIP na 3akona 3a nyOoNHUHOTO
rnpejyiaraHe Ha LIEHHH KHHXKA,

- CBLOTBETCTBMETO CH ¢ M3MCKBAHMATA 3@ TOJHOCT 3a YIPaXKHsABaHE HA
npodecHoHana ACHHOCT, BKIIOYMTENHO M3HCKBAHWS BBB Bpb3KA C BIMCBAHC B
npod)eCHOHAIHY HJIM TBPrOBCKH PErHCTpHU, NOCOYEHO B pas/iei [II.1.1) ot OOsiBAECHKETO 31
nopbuka: Jla ca THProBUM Ha €ApPO € MEIULMHCKH M3JCIUA MM [POU3BOAHTCIM Hi
MEMIIMHCKH H3C/IHNs, yCTaHOBEH Ha TepuTopuaTa Ha PenyOnnka boearapus:

- CHOTBETCTBMETO CH C W3UCKBAHMATA 32 TEXHHYECKH UM HPO(ECHOHATHH
BB3MOKHOCTH, TocodeHo B pasaen [11.1.3) or OGsnenuero 3a nopbuka: Jla npuiara |
oJUTbpYKa CHCTEMa 3a yrpasieHue Ha kauectBoTo EN ISO 9001 u/unu EN ISO 13485/134838
W/HIM eKBUBAIEHTHa, ¢ O00XBaT B o0jacTra Ha MPOU3BOJCTBOTO H/WJIM THProBUsTa C
MEIUIIUHCKH U3JEINS,

14.2.2. Ha ocnoBanue wi. 23, an. 4 or 3akoHa 32 TBHPrOBCKHSI PEIHCTHP.
KOMHCHATAa M3BLPIIM Ciiy)eOHa [poBepka 3a oOCTOsATENICTBATA, BIIMCAHH 34 yvacTHHKA B
THPrOBCKHS PETMCTBD M YCTAHOBH BITHCBAHETO Ha CIIEJHUTE OOCTOATENCTBA! "B EHI AH
ChPBUCHUC" O0J1, cbe cenanuue B rp. Copus 1000, padion Cpezelt, anpec Ha ynpasicHUE:
6ys1. "Teopru Croiikos Pakoscku" 130, et. 1, an. 4, EMK 175384288, npencrapiisiBaHo OT
Jlopa I'eopruesa Artanacosa u Bragumup Atanaco OCCHOB, 3a€/IHO W IOOTAEIHO. [locouen
OT ydacTHHKa azipec 3a kopecnonneuuus: rp. Codus 1700, 6yn. "Crumeonoseko moce" 110 b,
etax 1. amn. 4.

14.2.3. Ha ocnopanue un. 67, an. 8, 7. 2 ot 3011 koMucuaTa U3BBPIIK POBEPKA b
perucThpa Ha M3laJCHUTE Pa3pelieHus 3a THPrOBMA Ha €IpO C MEIMUMHCKH M3JCIHUA Ha
caiita Ha V3mbinuTennarta areis ro jekapersata (http:/www.bda.bg/peructpu) npu
KoeTo ycTaHoBu 3a yuactHuka "BW EH/I [N CBHPBUCUC" OOJ] cnennoro: Mznaneno
paspenieHie 3a ThPTroBHs Ha PO ¢ MEMIIMHCKHA H3iesis N IV-P-T /MU 633 o1 07.12.2010
roul.

14.2.4. Komucusta nprema, ue yyactauxst "BH EHJL JIM CbPBUCHC" 001
CHOTBCTCTBA HA M3MCKBAHMSITA 32 JIMUHO CHCTOSHHE K Ha KPUTEPHHTE 3a 10A00P.

14.3. 3a yuactuuka "XEJIMEJ] BbJTAPUS" EOOA:

14.3.1. YuyacTHVKBT € npeactaBull elekTpoHHo nommican EEJIOIN, sanucan na
ONTHYEH HOCHTEN, B KOMTO HE € MOCoUueH KO ¢ HKOHOMHUYECKHAT ONepaTop, KOUTO NpeicTara
odepra 1 He € JIeKIapHPaHO HUTO €1HO 0OCTOSATE/CTBO.

VY CTAHOBEHOTO OOCTOATSICTBO NPEACTABIsBA JUIICA HA HH)OPMALHS 33 NTHUYHOTO
CHCTOSIHHE B KPUTEPHHTE 32 110100p.

Ha ocuosanue 4i. 61, 1. 5 u 1. 6 ot II30I1 xomucusaTra NUCMEHO YBEAOMSARA
yyacTHHKA 32 YCTAHOBEHATA JIMIICA U MY [IPEAOCTaBS BB3MOKHOCT B CPOK OT S paboTHH AHN
OT MO:1yYaBAHETO Ha YBEIOMJIEHHETO Ja NPEACTaBH HOB EEJOII, cpabpikaln jmncsanata
nHbopMaLHs.
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1432, C mucmo BX. Ne 7243 / 26.07.2018 ron. ywacthukbt "XEJIMEJ
BbJIFAPUA" EOO/] e npencrasun enekrponno noanucan EEJIOIL, sanucan na ontnyen
HOCHTEI, B KOWUTO ACKAapupa:

- CbOTBETCTBHETO CH C M3HUCKBAHMS 3a JIMYHO CBCTOSHHUE Ha YYacTHULMTE.
nocoueHo B T. 2.1 u 2.2 na pasunen VI.3) or OOGsBreHHETO 3a MOpBUKA: PETHCTPalNs B
THProBCKMS PETHCTDP; JIMIICA HAa OCHOBAHHA 32 3albJKUTEJIHO OTCTpaHsBaHe 1o 4. 54, aj. 1.
T.1=5u 7 or 30I1; nunca Ha CBbP3aHOCT € JAPYT YYaCTHUK B IIpOLEAypaTa 110 CMHChIIa Ha §
2, T. 44 ot JIP ua 30I1, BuB Bpb3ka ¢ § 1, T. 13 u 14 or JIP na 3akoHa 3a nyOIn4HOTO
pejjaraHe Ha [IeHHH KHUXKA;

- CBOTBETCTBHETO CH € H3MCKBAaHWATA 3a TOJHOCT 3a YIpaKHsBalle Ha
npoecuoHanHa JeWHOCT. BKJIIOYUTEHO H3MCKBAHMA BbB BPb3KAa ¢  BIIMCBAHC B
npo(eCHOHATIHN MM ThPrOBCKU perucTpH, nocoyexo B pazaen I1.1.1) or ObsaBienuneTo 3a
nopbuka: Jla ca THpProBUM Ha €1p0 C MEOULMHCKH H3JE/IMS WM NPOU3BOAMTEIIH Hi
MEIUIMHCKH U3JENNs, YCTaHOBEH Ha TepuTopusiTa Ha PenyOiunka beirapus:

- CBOTBETCTBMETO CH C HW3HCKBAaHUATA 3a TEXHHYECKH M IPOGHEeCUOHAIHH
BBb3MOKHOCTH, Tocodyero B pasaen 111.1.3) or OO6sBnenuero 3a nopwuka: Jla npuiara u
nojaabpKa cucrema 3a ynpasjienue Ha kadecTsoto EN ISO 9001 w/umm EN ISO 13485/13488
W/MAM €KBHUBAJICHTHA, ¢ OOXBAaT B 00JjacTra Ha IPOM3BOACTBOTO W/HJIM TLProBHATA ¢
MEJULHHCKU U3JIENHA;

14.3.3. Ha ocHoBanue un. 23, ai. 4 or 3akoHa 3a TbPrOBCKHA DErMCTDD,
KOMHUCHATA M3BBPLIM CyxeOHa npoBepka 3a 00CTOATENCTBATA, BIMCAHW 3a y4aCTHHKaA B
THPrOBCKHS PETHCTHD M YCTAHOBHM BIIMCBaHETO Ha cineauute obcroarencrea: "XEJIME]]
BBJIITAPUS" EOO/I, cwve cenamuine B rp. Codust 1309, pafion Bw3paxinane, aapec Ha
ynpasyienne yi. lap Cumeon” 20, Bx. 1, er. 1, an. 3, EMK 130477290, npeacrapissaio or
Banentun Xpucros Kpneres. [locouen ot yyacTHHKa ajgpec 3a KopecnonaeHuus: rp. Codus
1309, 6y1. "Tonop Anekcanapos” 179, 6aok 79.

14.3.4. Ha ocuosanue 4. 67, an. §, 1. 2 ot 3011 komucHsiTa U3BBPLIH IIPOEEPKA B
perucThpa Ha H3JaJieHHTE pa3pelleHHUs 3a ThProBUSA HA €Ap0O ¢ MEAMUMHCKU M3JIC.MS Hi
calita Ha Mambinnurtesnnara arenuus mno jekapcrata (http://www.bda.bg/perucrpu) npn
xoero ycraHosu 3a yuactHuka "XEJIMEJL BBJIFAPUS" EOOJ cneanoro: Msianeno
paspeLeHHte 3a ThProBHst Ha epo ¢ MeaUUHHCKkH nafenus Ne IV-P-T/ MW 109 or 02.11.2007
ros.

14.3.5. Komucusta npuema, de yuactHuksT "XEJIMEJA BBJIFAPUA" EOO/(
CHOTBETCTBA Ha U3UCKBAHUATA 3@ JINYHO ChCTOSHUE U HA KPUTEPHHUTE 3a 110100D.

14.4. 3a yuacrauka "TJIOBAJI MEJJHKAT" OOM:

14.4.1. YyacTHUKDBT € npejcTaBui enekTpodHo noanucan EEJIOIN, 3anucan Ha
ONTHYECH HOCHTE, B KOHTO [IeKJIapHpa:

- CBOTBETCTBHETO CH ¢ H3UCKBAHHWS 3@ JIMYHO CBCTOSHHE HA YUACTHHIMTE.
nocoyeno B T. 2.1 u 2.2 uHa pazagen VI.3) or OOgB/ICHHETO 3a IIOPBLYKA: PETUCTPALUS B
TBPrOBCKHS PETHCTBP: JIMIICA HA OCHOBAHMS 3a 331bLJKUTENIHO OTCTpaHsABaHe Mo 4. 54, ajl. 1.
T. 1 =51 7 ot 30I1; nuica Ha CBBP3aHOCT C JIPYT YUACTHUK B IIpollejlypaTa 10 CMHCbh.1a Ha 3
2, 1. 44 or JIP na 3O0I1, BbB Bpb3ka ¢ § 1, 1. 13 n 14 or JIP Ha 3akona 3a myGin4HOTO
[peiaraie Ha LHEHHH KHIKA,

- CBOTBETCTBHETO CH C H3HCKBaHUATA 3a TOJIHOCT 3a YIPaKHsABAHE Hua
npopecHoHaHA JASHHOCT. BKJIIOYMTENIHO HM3UCKBaHMs BLB Bpb3Ka ¢ BIOHCBAHE B
npodGeCHOHATHH HIIH THPrOBCKH PEerHcTpH, rocoveno B pazaen lIL1.1) ot ObssaeHuero 3a
nophuxa: Jla ca TBProBIM HA €Ip0 C MEAMLUMHCKH H3JIC/Hs WX [POU3BOIUTEIIN Ha
MEINLMHCKH W3JIeHsl, YCTAaHOBEH Ha TepuTopusiTa Ha PenyOiinka boirapus;
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- CHOTBETCTBMETO CH C M3HCKBAHUATA 33 TEXHUYECKH W NpodeCHOHAHM
Bb3MOJKHOCTH, TocoueHo B pasgen II1.1.3) or O6ssnennero 3a nopbuka: Jla mpuiara u
MOJIbPXKa CUCTEMA 32 ylpakiehne Ha kadecTsoTo EN ISO 9001 u/nan EN [SO 13485/13488
/WM €KBHBAIEHTHA, ¢ 00XBaT B 0014CTTa Ha MPOM3BOACTBOTO W/MJIHM TBHProBUATA ¢
MEIMIIMHCKU U3JEINS,

14.4.2. Ha ocuoBanue uwi. 23, ai. 4 or 3aKoHa 3a TbProBCKHS PErucThbp.
KOMHCHSITA M3BLPUIM ClIy)eOHa MpoBepka 3a o0CTOsTEe/NCTBATaA, BIIMCAHHM 33 Y4ACTHHKA B
TBPrOBCKHS PErHCTBpP M YCTAHOBHU BIIMCBAHETO HaA CICAHHTE obcrostencrea: "' JIOBAJI
MEJUKAJT" OO, cue cenanue 8 rp. Copusa 1700, paiton Jlosenew, anpec na ynpasjicHue:
yi1. "Mopgan CryGen" 20, er. 2, an. 4, EMK 202255806, npencrasnssano ot Cranucias
I'eoprueg [omes. JTocoyen oT yqacTHHKA apec 33 KOPCANOHACHUMS: I'D. Codus 1700, Oyn.
"CuMeonoscko moce" 93 b, Bx. A, etax 2, opuc No 1.

14.4.3. Ha ocHoBanue ui. 67, ai. 8, T. 2 ot 3011 xomucusTa U3BbPIIH NPOEEPKA B
pEriCThbpa Ha M3I4JCHHUTE PaspellleHds 3a ThPrOBHS Ha €pO ¢ MCMLMHCKH H3JIC.IMs HA
cajita na Msuwnaurennata arenuus no nekapersata (http://www.bda.bg/perncrpu) rnpu
koero ycraHoBu 3a yuacriuka "TJIOBAJI MEJMKAJ" OO/l ciexnoro: N3 1aneno
paspellieHHe 3a ThProBus Ha eapo ¢ Mepuuuncku uzgenust Ne IV-P-T / MH 899 /01.11.2012
roj.

14.4.4. Komucusra npuema, ue yvactHuksT "TJIOBAJI MEJAUKAJI" OO/
CHOTBETCTBA HA U3UCKBAHUATA 33 IMYHO CHCTOSHUE M HA KPUTEPHUUTE 3a 11000D.

14.5. 3a yuacruuka "®APKOJI" AJ:

14.5.1. Y4acTHUKBT e mpexacrasuil enektpoHHo noxnucan EEJIOIL, 3ammcan Ha
ONTHYEH HOCHTEJ, B KOMTO JIeKIapupa:

- CBbOTBETCTBUETO CH C W3HMCKBAHHS 33 JIMYHO CLCTOAHWUE Ha YYACTHHUILHTE,
nocoucHo B T. 2.1 u 2.2 una pasnen VI.3) or OOsBieHHCTO 3@ NOpHUKA: PETHCTPALMS &
THPrOBCKHS PETHCTDLP; JMIICA HA OCHOBAHHS 3@ 3a/Ib/UKUTENHO OTCTPAHSBAHE 110 4l 54, all. l,
1.1 =5u 7 or 3011, aunca HA CBBP3AHOCT C APYI YUaCTHUK B IIPOLELypaTa 0o CMHUChIa Ha §
2. T. 44 ot JIP na 30I1, 8bB Bpb3ka ¢ § 1, 7. 13 u 14 ot JIP Ha 3akona 3a MyOJaHYHOTO
npe/UlaraHe Ha HEHHU KHUKA;

- CBHOTBETCTBHETO CH C H3MCKBaHHSTAa 3a TOJAHOCT 3a YIPaXHABAHC Ha
npodecHonaiHa ACHHOCT, BKIIOYMTENHO M3UCKBaHMS BBB BPB3KA C BIHCBAHC B
npod)eCHOHATHH HIIW TBPrOBCKU PEIMCTPH, 1TOCOYEHO B Pa3Nei [11.1.1) or ObsBieHNeTO 22
nopbuka: Jla ca THProBUM HA €IpO C MEIMLUHHCKH H3IEMHA WM TIPOU3BOAMTCIM Ha
MEIMUIMHCKH H3e/Msl, YCTAHOBEH Ha TepuTopusTta Ha Penybinka bbarapus;

- CBOTBETCTBMETO CH C M3UCKBAHMATA 33 TEXHHUECKH W OpOpeCHOHAIHH
Bb3MOKHOCTH. rocoueno B pazaen 111.1.3) or OOssienuero 3a nopwuka: Jla nprara
NOJUIbPIKA CHCTEMA 3a ylpaBieHue Ha kauecTBoTo EN ISO 9001 n/imn EN ISO 13485/13488
WHTH eKBUMBAJEHTHA, ¢ 00XBaT B o0jacTTa Ha [POM3BOJICTBOTO HW/MJW TBHPIOBHSTA ¢
MeIMLINHCKH HU3ENH,

14.5.2. Ha ocuHoBanue wi. 23, ai. 4 0T 3aKoHa 3a TbProBCKUsl PEIUCTDBP.
KOMHCHSTA H3BBPIIM CiykebHa HpoBepka 3a OOCTOsITeNICTBATA, BIUCAHM 3a YydacTHHKa B
TBLPrOBCKUSL PETUCTBP H YCTAHOBH BITUCBAHETO HA CJICAHUTE obcrositencrea: "GAPKOJT" AJl,
che cenamume B rp. byprac 8000, ampec Ha ynpasienue: yi. "Can Credano” 23, ENK
102227154, npeacrasnssano ot Hanuen JlioGenos Panymos, Tawns Muyesa MunueBi-
Bazoresa u ["'eopru [leTkoB ba3oTes, Hal-MaIKo OT ABaMa HWJIM BCHUKH 3aC/HO.

14.5.3. Ha ocnosanue wi. 67, an. 8, 1. 2 o1 3011 komucHsiTa H3BBLPUIM POBEPKA B
perncThpa Ha M3/1a/ICHHUTE Pa3pelieHUs 3a ThPrOBHMS HA €1PO ¢ MEAMLMHCKH M3ICIHA Ha
caitta Ha M3nmbiHHTenHaTa areHiys no jekapcrsata (http:/www.bda.bg/pernctpn) npu
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koeto ycraHoBu 3a ydactHuka "®APKOJI" AJl cneanoro: Msgazeno paspeuienue 3a
THProBisi Ha efipo ¢ Meauuuscky m3aeans Ne [V-P-T/ MW 206/ 17.12.2007 rox.

14.5.5. KomucusTta npuema, ye yuacTHHKBT "®APKOJI" AJl cporBeTcTBa Ha
M3MCKBAHMATA 3a JJMYHO ChCTOSHUE U Ha KPUTEPUUTE 3a oA00p.

14.6. 3a yuactnuka "EJIEKTPO MEJ BbJIFAPUS" EOOA:

14.6.1. Y4acTHUKBT € mpeactaBui enektpoHHo noamucad EEJIOLL, 3amucan Ha
OIITHYCH HOCHUTEN, B KOUTO JeKiapupa:

- CBbOTBETCTBHETO CH C HM3HMCKBAHWS 3a JIMYHO CLCTOSIHHE Ha YYaCTHMIMTE,
nocoyeso B T. 2.1 u 2.2 na pazaen VI.3) or OOsaBjeHHETO 32 MOpPbUKA: PETUCTpalus B
THPrOBCKMS PETHCTHP; JIMIICA HA OCHOBAHMS 3a 3aIbJDKHTEIHO OTCTPAHABAHE 110 1I. 54, an. 1,
1.1—5mu 7 or 30I1; nurca Ha CBBLP3AHOCT C APYT YYACTHHK B TIPOIIEAypaTa o CMHUChH/1a Ha §
2. 1. 44 or JIP na 30I1, BsB Bpbska ¢ § 1, T. 13 u 14 or JIP na 3akoua 3a nyOaHuHOTO
npejiaraHe Ha HEeHHH KHHKA,

B j0oKkyMeHTanuaTa KbM odepraTa ¢M yYacTHHKBT ¢ upencrasui lIpoTokos of
03.05.2018 rox., usnanaed or crapiiu ny6iamuen u3mbiHuTen Kpucruna Manesa ot T Ha
HAIT-Codusi, B x0sTO € oTpaszeHo obcrosrencTsoto, ye Ha 02.05.2018 roj. Apyx)ecTBoTo <
M3BBPLIMJIO TUIAIAHE Ha JBKUMO ITyONMYHO 38ABbIIKEHUE B pasMep Ha 60000 neBa, kato e
[10€JI0 aHTAKUMEHT OCTaTBKBT Aa ObJie MOraceH B IEPUOA OT 5 Mecela.

Komucusta npuema, ye NpeACTaBEHUAT NMPOTOKOJ MPEACTABISBA JOKA3aTEICTBO
3a [peNpUEMaReTo Ha MAPKa 33 rapaHTHpaHe Ha HAIeKAHOCTTa 1o 4wi. 56, an 1, T. 1 or
30I1.

- CLOTBETCTBMETO CH C H3HMCKBaHUSTA 3a T[OJHOCT 3a YIPAXKHABaHE Ha
npodecHoHaIHa JIeHHOCT, BKIIIOYMTENHO M3HCKBaHHS BBLB BpPB3Ka C BIHCBaHC B
npodeCHOHATIHE WK TBPTOBCKH PECMCTPH, 110COYEHO B Pa3/ie [11.1.1) or ObOsBREHMETO 34
nopwuka: Jla ca THProBUW HA €IPO C MEJMLMHCKHM H3JIEIHs WM [POH3BONHUTEIN HA
MEIUIMHCKH M3/1e/I1sl, YCTAHOBEH Ha TepuTopusTa Ha PenyOinka boarapust;

- CBLOTBETCTBMETO CH C M3MUCKBAHMATA 338 TEXHUUECKH H NpOodEeCHOHAIHH
BBL3MOKHOCTH, mocodeno B pasfen I11.1.3) or OOGseienuero 3a mopbuka: Jla mpuiara u
NOAIBPKA CHCTeMa 3a ynpasienne Ha kadecTBoTo EN ISO 9001 w/nn EN [SO 13485/13488
WHTH eKBUBAJEHTHa, ¢ OOXBaT B 00nacTra Ha OPOM3BOACTBOTO /WM THPrOBUsTA ¢
MEJIULUHCKH U3JIEH;

14.6.2. Ha ocuoBanue ui. 23, ai. 4 or 3akonHa 3a TbPrOBCKHA PEIrHCTB).
KOMHCHSATA H3BBLPIIM CJyKeOHA IpoBepka 3a oOCTOsITe]CTBATa, BIIMCAHH 3a y4acTHHKa B
TBPrOBCKHsSI PETHCTBD M YCTAQHOBH BIMCBAHETO Ha CIEHHTC obcrostencrea: "EJIEKTPO
MEJI BBJICAPUS" EOOJIL. cbe cenamuie B rp. Codusa 1463, paiton Cpezenl. ajipec na
yipap1enue: vi. "Munocspana” 8. er. 1 (HaanaprepeH erax), odpuc 1, EMK 2014168806.
npexcrasnsado o1 Tpasn Crosnos Tanes. Ilocouen B JoKymeHTauMsita appec 5a
kopecrionaenus: rp. [1nosaus 4002, ya. "Cunucrpa” 28 E, odue Ne 3.

14.6.3. Ha ocunosanue wi. 67, ain. 8, 1. 2 ot 30I1 xomucusTa H3BBPIUIM IPOBEPKA B
perucThpa Ha M3/AJCHUTE Pa3spelleHHs 3a ThProBUs Ha €ApO ¢ MENMUMHCKH H3IC/NA Iia
cajita Ha MsnbinuTtennara arenuus no aexapcrsara (http://www.bda.bg/peructpu) npu
koeTo yctanosu 3a yuacthuka "EJIEKTPO MEJL BBJIFAPUA" EOO/L cnennoro: Wsnaaeno
paspelicHie 3a ThProBHs Ha €ApO ¢ MEAHLMHCKH U3C/HA Ne [V-P-T /MU 723 / 28.07.2011
roJl.

14.6.4. V4yacTHUKBT € MNpeACTaBHJI B OIMaKoBKarta ¢ odeprata CM BaTMICH
JIOKYMEHT, CBBP3aHHM ¢ /IOKa3BaHETO HAa CHOTBRTCTBMETO CH € KPHTCPHHUTE 3a no00p:
CepTuuKar 3a npujarade ¥ I0/JUIbPKaHe Ha CUCTEMA 32 YIIPABJICHHE HA KAYCCTBOTO EN ISO
9001:2008 B 0OacTTa HA THPrOBUATA ¢ MEANIMHCKH U3C/IMAL.
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KomucusaTa npenopbyuBa Ha Bb3/10KUTEINS IOCOUEHUTE [O-rope A0KYMEHT 1A He ce
M3MCKBA OT Y4aCTHHKA MPH CKIIOYBAHETO Ha JOTOBOP 3d U3IbJIHEHHE.

14.6.5. Komucusra npuema, ye yyacTHUKbT "EJIEKTPO MEJ BbJATIAPUS"
EOOJ cborBeTcTBa Ha H3UCKBAHUATA 38 IMYHO CHCTOSHUE H HA KPUTEPUHTE 3a 110100p.

14.7. 3a yuactHuka "KA-M MEJUKDBJI" OO:

14.7.1. YuacTHUKBT € mpejacTaBuil esneKTpoHHo mnojnucan EEJIOIT, 3anucan na
OITHYEH HOCHUTEJ, B KOMTO AeKjlapupa:

- CBOTBETCTBHETO CH € M3UCKBaHMS 3a JIHYHO CBCTOSHHE HA YYaCTHULMTE,
nocoueno B T. 2.1 u 2.2 wa paszgen VI.3) or OOsaBieHHETO 3a MOpBYKA: PErHCTpanvs B
TBPTOBCKHS PETHCTHP; JIUIICA HA OCHOBAHUS 32 3aIBJDKUTENIHO OTCTpaHsIBaHe 1o 4. 54, an. 1.
T. 1 =5 n 7 or 30I1; nunca Ha CBBbP3aHOCT ¢ JAPYT YHAaCTHHUK B IPOLIE/ypaTa Mo CMUCha Ha §
2, 1. 44 ot JIP na 30Il, BuB Bpp3ka ¢ § 1, 1. 13 1 14 ot /IP na 3akoHa 3a ny®JaHUHOTO
pe/ularaHe Ha IEHHU KHUXKA;

- CBOTBETCTBMETO CH C H3UCKBaHUSITA 3a TOJHOCT 3a YIPaKHsBaHE Ha
npodecuoHasHa  JeMHOCT, BIUIIOUHTENHO H3HCKBaHUS BbB Bpb3KA C  BIHCBAHE B
npodecHOHaIHM MM ThProBCKH peructpH, nocoucHo B pasjes II.1.1) or Ob6asnennero 3a
nopbuka: Jla ca TBproBUM Ha €1p0 € MEJHMIHHCKH W3NS WIH [POU3BOJUTENM Ha
MEIMLMHCKU M3/I€IHs, YCTAHOBEH Ha TepuTopusTa Ha Penybnuka bunrapus;

- CbOTBETCTBHETO CH € H3UCKBAHUATA 3a TEXHUYECKHM U NOPOPECUOHATHH
Bb3MOKHOCTH, nocodeno B paszen IIl.1.3) or OObsBienuero 3a nopwbuka: Jla npuiara o
NoAAbPIKa cucTeMa 3a yriparjenude Ha kauecTBoTo EN ISO 9001 u/unu EN ISO 13485/13488
/MM €KBUBAJIEGHTHA, ¢ OOXBaT B o0jacTra Ha IPOU3BOJCTBOTO H/MIIM ThProOBHATA C
MEIMLMHCKH U3/IeHsT;

14.7.2. Ha ocnoBanne wi. 23, an. 4 or 3akoHa 3a TBPrOBCKHS PErHCTH),
KOMHMCHATA U3BBPUIM CHyXKeOHa NpoBepka 3a oOCTOSITENICTBATa, BIMCAHW 3a y4acTHHKA B
TbPrOBCKHSI PErHCTbP W YCTAHOBHM BIIMCBAHETO Ha cielHuTe obcrogrencrsa: "KA-M
MEJAUKDBI" OOJ, cwve cepanuuie B rp. Codus 1404, paiion Tpuanuna. agpec Ha
yinpasnenue: ya. "bpars Yakpun" 10, er. 5, an. 19, EUK 130517990, npeacrasassano or
Kateprnna Emunosa boxkosa. [locoden oT yyacTHHKa ajpec 3a KopecnonjaeHuus: rp. Codus
1404, yn. "Jlyn Autep" 82.

14.7.3. Ha ocnoBanue un. 67, ai. 8, T. 2 o1 30I1 komucHsATa U3BBPUIM [IPOBEpKA B
perucTbpa Ha H3JIaJIeHUTE pa3pelIeHHUs 3a TBHPrOBUs Ha €ApC ¢ MCAMIHMHCKH H31eiHMs Ha
calita Ha MsnbianuTennata arennust no Jiekapersara (http://www.bda.bg/pernctpu) npu
KoeTo ycTaHoBH 3a yuacTHHka "KA-M MEJUKBII" OO/ crennoro: Usnaaeno paspelieHuc
3a ThPI'OBHS Ha €1p0 ¢ MeAMUUHCKH u3zenust No [V-P-T /MW 1324 /11.08.2016 roy.

14.7.4. Komucuara mpuema, ue ydactHukbT "KA-M MEJUKDBJI" OO/l
ChOTBETCTBA HAa U3HCKBAHHUATA 3a JINYHO CBCTOSHHE U Ha KPUTEPUHUTE 3a OAGOD.

15. Komucusara xinacupa y4daCTHHUHTE [0 000COOECHH IMO3MIIMH 10 ClleIHUA
Ha4YMH:

15.1. 1o Obocobena mosuuus Ne 1: OCTEOCHHTE3HH CPEACTBA 33 OPTOMNCIANUHA
nerHocT- BapuaHT 1: Ha nepBo msicro: "EJIEKTPO MEJL BBJICAPUST" EOO/L;

15.2. Ilo Obocodena nmo3uuust Ne 2: OCTEOCHHTE3HM CPEACTBA 3@ OPTONEIMUHA
aeiHocT- BapuanT 2: Ha nepBo msacto: "MAPKOJI" AJL;

15.3. 1o Obocodena mosuuna Ne 3: OCTeOCHHTE3HH CPEACTRA 3@ OPTONEAHUH
nerHocT- BapuaHT |: Ha nspBo msicro: "TUTAHUKA 2008" EOO/;
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15.4. Ilo O6ocobena no3unusi Ne 4: OCTCOCHHTE3HH CPEACTBA 3@ OPTOIECINYHA
aeriHoct- Bapuaut 1: Ha rspso msicro: "XEJIME/L BbJITAPUSA" EOO/;

15.5. IIo O6ocobena mosumua Ne 5 MegunuHcky  M3geIds 3
HEBPOXHpPYpruuHa AeiiHocT- BapuadT 1: Ha mepso mscto: "IJIOBAJ MEJIAUKAJ" OO/;

15.6. 1o O6ocodena no3uuust Ne 6: MeIMUMHCKY U3EHA 32 HEBPOXUPYPruuHa
aennocT- Bapuant 2: Ha nspso msicro: "THTAHUKA 2008 EOO/;

15.7. 1o O6ocodena mosuusa Ne 7: MeAMUMHCKH U31C]IHs 32 HEBPOXHUPYPIUYIHA
nennoct- Bapuant 3: Ha mppso mscro: "XEJIMEJ BbJTAPUA" EOO/;

15.8. ITo O6ocobena nozuumust Ne 8: MeMIIMHCKY H3€JIHA 32 HEBPOXHUPYpPrudHa
netinoct- Bapuant 4: Ha nepeo msicro: "BU EHA AW CBbPBUCHC" OO/

15.9. ITo O6Gocobena nozuumuss Ne 9: MequIMHCKU U318/ 3a XWPYpPrU4H
neinoct: Ha mepso msicro: "KA-M MEJUKDBJI" OO .

[Tocneanoro 3acenanue Ha komucusTa rnpukiaoun Ha 31.07.2018 roa. B 10.00 u.

MPEACEJATEN: 1........ VL
(Enena AranacoBa Benukosa)

YJIEHOBE:

(J1-p bucep HHKQB bores)
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(Aus. 'eopru CTOI/I‘ICB MuTtkoB)



