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IIPOTOKO.I

Ne 1/30 noemepu 2018 rop.

3a pa3’r/IexkJIaHeTo HA o)epTHTE HA YIACTHHINTE B NIPOLIEYPa THII
"OTKpHTa Npouexypa' 3a MepHOJHYHA JOCTABKA HA ANIMPOreHHH PHIATPH
Ha JHAJTM3HHA BT 32 anapaTH 3a Xemoananusa "®pesennyc 4008 S''3a
Hy;KAuTe HA oTAenenHe "[Inanusno nedyenne' Ha ""Muoronpoduana
OostHMLA 3a aKTHBHO JiedeHnue-JToopuy" AJl

Huec, 30.11.2018 rox. B "MHoronpoduiga GONHHMLIA 3a AKTHBHO JICUCHHE -
HoGpua" AJl, rp. Ho6puu, yn. "Tlanaitor Xurtos" 24, no pena na un. 104, an. 2 ot 3011 1 ui.
61 or IIII30Il, ce pasrnenaxa u oneHnxa odepTHTe HA YYACTHALWTE B IPOIEypa 3a
Bb3JlaraHe 3a oOLIeCTBEHa MOpbyKa THI "OTKpHTA" ¢ mpexamer: IlepuoauuHa ocTaBKa Ha
anuporeHHH QUIITPH Ha JAMAM3HHUS ITBT 3@ alapaT 3a XeMoauanusa "®pesennyc 4008 S" 3a
Hy)XIuTe Ha oThaenenue "JnamusHo neuenue" Ha "MHoromnpoduiana OONMHHIA 3a AKTUBHO
neuenue-Lodopuu" AJl.

IIpouenypara e otkpura ¢ Petnenne Ne 28 ot 24.10.2018 rox. Ha M3nbIHHTEIHHS
JMPEKTOp Ha ApyxecTBOTO, 1o obssieHue Ne 874907, mpenucka Ne 00083-2018-0014 B
perucTepa Ha AreHIHsATa 3a OOINECTBEHH NOPbYKH, 00sBeHa B OduimaneH BEeCTHHK Ha
Erponeiickus cpro3 mog Ne 2018/S 208-474282.

Pasrnexnanero ce npoBejie OT KOMHCHS, HAa3HAYEHa HAa ocHOBaHHKE uil. 103, an. 1
ot 30II cbe 3amosen Ne 298 / 30.11.2018 rox. ma Msnbaxutennus mupextop Ha "MBAJI-
Hobpuu" AJl rp. lo6puy, B chCTaB:

IPEACEJATEJI: 1. I-p bucep Slukos Botes;

YJIEHOBE:

2. Ans. I'eopru CroifyeB MHTKOB - IOpHCT Ha TPaKIaHCKH 10roBop B "MBAJI-
Hobpuu" AJT;

3. Enena AtanacoBa BenukoBa — excriept o0IIECTBEHH TOPBLYKH.

1. Llen Ha 3aceaHMeTO Ha KOMHCHATA € PA3IJIeKIaHETO W OlIEHKaTa Ha o(epTuTe
H KJIACUPAHETO Ha YYaCTHHITUTE.

2. Paborara na komucusata 3amouyna Ha 30.11.2018 r. B 09.00 wyaca, xoraTo
BB3JIOXKUTEAT [IPefaje Cpelly MoANUC Ha IIpeJiceaTeNsi Ha KOMUCHSTA IIPOTOKOJIA 110 . 48,
an. 6 ot III130I1, 3aeaH0 ¢ odepTHTe Ha YUACTHUIIUTE, IOCTABEHH B 3alledaTaHH OMAKOBKH,
IIPUETH C BXOJALIM HOMepa, KaKTO ClIe/IBa:

2.1. "®PE3SEHYC MEJUKBJI KEBP BBJTAPUS" EOO/, npuera ¢ BX.
No 11166 /28.11.2018 rox. B 11.45 yaca.

3. [lpexu na nNpuCTBIOAT KBM OTBApsSHETO HA ILTHKA C oepTrara, 4ICHOBETE HA
KOMHCHATA, YYaCTBAIlK B 3aceIaHueTo, Ha ocHoBaHue . 51, an. 8 ot [1I130I11, noanucaxa 1
[Ipe/ICTaBUXa Ha BB3JOXKUTENS Jekaapauuy mo wi. 103, an. 2 or 30I1 u 3a npunarane na
H3UCKBaHUATA 1Mo wi. 51, an. 8, an. 9 u an. 13 ot [III30I1.
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4. Tlpu oTBapsiHETO Ha IUIMKA ¢ odeprara HE NMPHCHCTBAXa MPEINCTABHTE] Ha
Y4aCTHHKA M JPYTH JIHIIA.

5. 3acelaHMeTO Ha KOMUCHUSITA IIPOTEYE B JIBE YACTH - ITyOJIMYHA H 3aKPHTA.

5.1. B mybmu4Hata 4acT OT 3acelaHHETO KOMMCHATA OTBOPH 3aleyaraHara
OIIAaKOBKAa HA yYaCTHHKA M ONOBECTH HEHHOTO ChIBPIKAHHE, BKIIOUUTEIIHO INPEIJI0KEHUATA
Ha yJacTHHKA 110 ChOTBETHHUTE TIOKA3aTelH 3a OLIEHKa Ha O(epTUTe.

5.2. B 3akpuTara yacT OT 3aceJaHHeTO KOMHUCHSTA!

- pasriiejia npeacTaBeHaTa odepra M A OLEHH ChITIacHO M30paHus KpUTepHii 3a
Bb3JiaraHe.

- pasriesia JIOKYMEHTHTE, CBBP3aHH C JIMYHOTO CBHCTOSIHHE W KPHUTEPHUTE 3a
noabop Ha yyaCTHHKA.

6. KomucusaTa KOHCTaTHpa, 4Ye MpEUIONKEHHETO Ha YYacTHHKA € MPHETO B
HEMpo3payHa 3ameyarada ONaKOBKa, Ha KOATO ca IIOCOYEHH JaHHHTE o wi. 47, amn 2 or
[I130I1, cnen KoeTo NpUCTHIM KbM OTBAPSIHETO HA ONAKOBKATA.

7. Komucusita myOIMYHO OMOBECTH ChABLPKAHUETO HA O(epTara, BKIKOUHTEIHO
Ipe/UIoKEHHeTa Ha YYaCTHHKA I10 [oKas3aTe/Is 3a OlIeHKa.

Ha ocHoBanme 4. 61, T. 2 ot [ITI30I1, umeHoBeTe HA KOMHCHSTA IOJIIMCAXA
TEXHHYECKOTO M LIEHOBOTO MPEIIOKCHHS.

8. Y4acTHHKBT € HalPaBHJI CJIEJHOTO NPEJIOKEHHE IO KPUTEPHA 32 Bh3llaraHe
"Hali-HuCcKa 1ena';

Haumenosanwue Tosproecko [TpousBoguten Ilena B neBa 6e3
HaHMEHOBaHHE JJIC 3a 1 6poit
1 2 3 R

AnuporeHeH QuiTHEp Ha Diasafe plus ®pezenuyc 340.00
JUATH3HUS ~ OBT 32 Menuksn Kesp
arnaparu 3a I'epmanus
XEeMOIHaIn3a
"®pesenuyc 4008 S"

9. CoriacHo T. 3.5.4 ot JlokyMeHTaIUATa 32 Y4aCTHE YYACTHUIIUTE ca JUIBXKHHU J1a
IPEICTaBsIT OMUCAHUE W/WUIH CHUMKH Ha MEIUIIHHCKUTE H3EIINs.

Y4YacTHUKBT € MPEeACTaBHII ONIUCAHUE W CHUMKH Ha METUIIMHCKOTO M3ZEIIHs.

Komucusara wu3ciiezBa ONHCAHHMETO M CHHMKHTE 110 OTHOIIEHHE Ha
o0cTosTeNCTBaTA, MOCOYEHH B NOKYMEHTAIMATa 3a Y4YacTHe, [IPd KOETO YCTAHOBH, Ye
IpPeAI0KEHHETO ChOTBETCTBA HA IpeIBAPHTETHO 00IBEHHTE YCIOBHI.

10. Komucusita onenu odeprata Ha yUaCTHHKA CBITIACHO W30paHUs KPHTEPHH 3a
BB3Jlarade "Hal-HHUCKA [eHa'.

11. Cnen omeHABaHETO Ha Yy4YacTHHKA KOMHMCHSATA pasriena IOKyMEHTHTE,
CBBP3aHH C JINYHOTO CHCTOSHHUE ¥ KPUTEPUHUTE 3a IOA00P.

12. Ilpu mposepkata na EEJIOIl komucusTa ycraHoBW, ye B paszen '"B:
Hupopmaius 3a npeiacTaBUTENUTe HA MKOHOMHYECKHS OmepaTtop’ Karo NpelcTaBUTENH ca
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noco4yeHH jmuara ['rona Muknowm Penn u Mnmus Xpucros Mnumes. EEJIOIT e noamnucan c
KBaJIM(UIKPaH eNeKTPOHEH moanuc camo ot Mus Xpucros Mnues.

B EEJIOII yyactHukbT neknapupa oOCTOSTENCTBAaTa, CBBP3aHH C JIMYHOTO MY
ChCTOSHHE M CHOTBETCTBHETO CH C KPUTEpPHHTE 3a oja00p. YacT oT Te3nm obcrosTescTa ca
OCHOBAHMSATA 3a 3a[bJDKUTEIHO OTCTpaHsaBaHe Mo wi. 54, an. 1 ot 30I1.

CorinacHo 4. 41, an. 1 ot [IT130I1, xoraro u3ucKkBanusTa mo wi. 54, am. 1, 1. 1, 2
1 7 ot 30II ce oTHacAT 3a MoBe4e OT €OHO JIMIE, BCHYKH JIMIA IIOJIIMCBAT €IUH M ChIIl
EEJIOII. Koraro e Hanuie HeoOX0IHMOCT OT 3allUTa Ha IMYHHTE JAHHH WJIH [IPH Pa3/IMyKe B
00CTOATENCTBATA, CBBP3aHH C JIMYHOTO CHCTOSHHE, HHPOPMAIMITA OTHOCHO HM3MCKBAHMATA
no 4i. 54, an. 1, 1. 1, 2 u 7 ot 30I1 ce nonwisa B otaened EEJIOIT 3a Besxo nuue win 3a
HAKOH OT juuarta. B cioydaure no an. 1, xoraro ce momaBa mosede ot eauH EEJIOII,
o0crosTeNcTBaTa, CBBP3aHH C KpHUTepuuTe 3a moxbop, ce cwabpkar camo B EEJIOII,
IOJIHCAaH OT JIMIE, KOETO MOXE CaMOCTOSTENHO Jla NPEeACTABISIBA CHOTBETHUSA CTONAHCKH
cyOeKT.

Jluncara ma EEJIOII, mommmcan ¢ KBanH(UUHUPaH €IEKTPOHEH IIOMIHC OT
OpeACTaBIABAIOTO Yy4acTHHKAa Juue ['tonma Muxmom PeHn mnpejacrasnsiea jmmca Ha
HH(pOpMAIHA 33 ChOTBETCTBHETO C H3MCKBAHHUSITA 3a JIMYHOTO CHCTOSHUE HA yYaCTHHKA 110
OTHOIIEHHE HAa OCHOBAHMATA 3a 3ab/DKUTENIHO OTCTpaHsABaHe 1o wi. 54, an. 1, 7. 1,2 u 7 or
3011

Ha ocnoBanme wun. 61, 1. 5 or IIII30II, komHCHATA NHMCMEHO YBEIOMSBa
YYacTHHKA, Y€ € YCTaHOBHMIIA JIMIICA HAa HHpOpMaIUATa 38 ChOTBETCTBHE C H3HCKBAHUATA KbM
JTHYHOTO CHCTOSHHE.,

KomucusTa yka3Ba Ha ydyacTHHKa, Ye Ha ocHoBauue wi. 61, T. 6 ot 113011 B

CpOK 1o 5 pa60THH JAHH OT IIOJIYYaBaHETO Ha YBCIOOMIICHHETO MOXKE 1Oa IIpeacTaBd HOB
EEJIOIL.

13. B 3akonoycTanoBeHHs cpok, ¢ Bx. Ne 11403 / 07.12.2018 roa. y4acTHHKBT €
npencrasun  HOB  EEJIOII, noamucan ¢ KBatHGHUIMpaH eIeKTPOHEH MOAIMHC OT
npeacrasisiBamoTo aune ['rona Muknon Penir.

14. KomucusTa WU3BBPLIIM I[POBEPKA Ha CBOTBETCTBHETO HA YYACTHHMKA C
M3UCKBaHHUATA 32 JIMYHO CBCTOSHHE, IOCOYEeHH B ToYkM 1, 2.1 u 2.2 Ha paspmen VI.3) Ha
ObsBeHHeTO 32 NOPHUKA:

14.1. IlpoBepkaTa 3a CHOTBETCTBHETO HA YYACTHHKA C M3HUCKBAHMATA 3@ JTHUHO
CBCTOSIHHE C€ M3BBPIIH Bb3 OCHOBA Ha IIPOBEPKA B THPrOBCKUS PErHCThp HA ATEHIHMATA 110
BIIMCBAHUATA U Ha JIEKJTApPUPAHUTE OT yuacTHHKa obcrosrencrea B EEJIOIT.

14.2. Ha ocHoBanne 4. 23, an. 4 ot 3aKoHa 3a TBPrOBCKHs PErHCTHDP, KOMHCHATA
M3BBPIIH CIy)KeOHa [poBepKa 3a 0OCTOATENCTBATa, BIMCAHM 3a YYAaCTHHKA B THPTOBCKMS
PErHCTBpP M YCTaHOBH BIIMCBaHETO Ha ciaeguuTe obcrostencrea: "®PE3EHUYC MEJIMKBIJI
KEBP BBJITAPUA" EOO/, cbe cenammme B rp. ['abposo 5308, axpec na ympasienue: yi.
"Jlroben Kapasenos" 26, et. 4, EMK 107516166, npexncrasnssano ot ['tona Muwiom Penn u
Wius Xpucror Mnues, 3aeHO B MOOTIEIIHO.

14.3. Kommcuara mnpHeMa Bb3 OCHOBA Ha H3BLPILIEHUTE IIPOBEPKH U
NEKJIapUpaHUTe OOCTOATENICTBA, Y€ YYACTHHKBT CHOTBETCTBA HA M3HMCKBAHMATA 3a JIMYHO
CBCTOSIHHUE.

15. KomucuaTa H3BBPIIH MpOBEpKa 3a CBHOTBETCTBHETO HA y4acTHHKA C
M3UCKBAaHUATA 32 TOTHOCT 33 yNPAKHABAHE Ha NPOQECHOHATHA JIEHHOCT, IOCOUCHO B pas/el
III.1.1) na O6sBnenneTo 3a nopbuka: [la ca ThProBUM Ha €IpPO ¢ MEAUUMHCKU H3/EIAS HITH
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NPOM3BOUTEIN HAa MEOHUIMHCKH W3JIeNMs, YCTAHOBEH Ha TepUTopusrta Ha PemyOmwka
bwarapus.

15.1. IIpoBepkara 3a CbOTBETCTBHETO Ha YYaCTHHKA € C H3UCKBAHMSTA 3a FOIHOCT
33 yIpaKHsBaHE Ha MPO(ECHOHAHA JIEHHOCT ce U3BBPIIN Bb3 OCHOBA Ha JEKIAPHPAHUTE OT
Hero obcrostenctsa B EEJIOIT u npoepka B perucrspa Ha H3faJCHHTE paspelieHHs 3a
THPrOBUs Ha €1PO C MEIUIIUHCKHU U3/IEITHSL.

15.2. Ha ocHoBanue wi. 67, an. 8, T. 2 ot 30I1 KoMHCHsTA H3BBPIIA IIPOBEPKA B
perucrtbpa no wi. 81 or 3MU Ha u3najeHMTE paspelIEHHA 3a THLPrOBHS Ha €IpO C
MEJMIMHCKM M3JeMHsd Ha caiita Ha V3nbiHMTENHAaTa areHus 10 JIeKapcTBaTa
(http://www.bda.bg/perucTpu/peracTpu-Ha-ThproBuk-H-IIPOU3BOIUTEIH ) IpH KOETO
YCTaHOBH 3a yyactHuka cieanoro: "OPESEHMYC MEIMKBII KEBP BBJITAPUSA" EOO/L:
M3naneno paspemeHye 3a TBProBUs Ha e1po ¢ MeIUIHUHCKH u3nenus Ne IV-P-T / MU 173 or
07.12.2007 rom.

15.3. Komwucusara npuemMa BH3 OCHOBA HAa H3BBPUICHHTE MPOBEPKH U
JeKJIapUpaHuTe 0OCTOATENICTBA, Y€ YYaCTHHKBT ChOTBETCTBA HA M3MCKBAHHUSTA 3a TOIHOCT 3a
yIpaxHsBaHe Ha IpodecHoHalHAa JeHHOCT.

16. Komucusara H3BBPIIH IIPOBEpKa 3a CHOTBETCTBHETO HA YYaCTHHKA C
M3HCKBAHUATA 338 TEXHHYECKH M MPOPECHOHATHM CIIOCOOHOCTH, MocoyeHd B paszen I11.1.3)
ua ObsBara 3a nopbuka: Jla mpuara 1 noIbpIka CHCTEMA 3a YIIpABJIeHHE Ha KadyecTBOTO EN
ISO 9001 w/mmu EN ISO 13485/13488 w/umu exkBHBaleHTHa, ¢ 00XBaT B 00JacTra Ha
NPOU3BOJICTBOTO H/UIH ThPrOBHATA C MEIUIIMHCKH H3IEIIHS.

16.1. IIpoBepkaTa 3a CBOTBETCTBHETO HA YYACTHHKA C M3UCKBAHHATA 34
TEXHAYECKH ¥ MPOPECHOHATHH CIIOCOOHOCTH ce M3BBPIIN B3 OCHOBA HA JEKJIAPHPAHUTE OT
Hero obcrostencrea B EEJIOIT.

16.2. Komucusra nmpHemMa Bb3 OCHOBAa Ha JEK/IAPUPAHUTE OOCTOSATENICTBA, ue
YYaCTHHKBT ChOTBETCTBA HA H3HCKBAHUATA 32 TEXHUYECKH M IIPOYECHOHANHHU Cr10COOHOCTH.

17. Komucusra npueMa, 4e y4aCTHHKBT CHOTBETCTBA Ha W3MCKBAHMATA 33 JIHYHO
CBCTOSHHE M Ha KPHTEPHUTE 3a mMoadop.

18. Kommcusra kmacupa ydactiuka "®PE3EHUYC MEIUKDBJ KEBP
BBJITAPHUA" EOO/ Ha 0BPRO MSICTO.

[Tocnennoro 3acenanue Ha KoMucugTa npukioun Ha 10.12.2018 rox. B 10.00 4.
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