OKL 4 - BAPHA EOO[

rp. BapHa, 6yn. "Llap OcsoGoauten" Ne 100, chakc: 052/ 648 174, ynpasuten: 052/ 648 249
e-mail : dkc_4varna@abv.bq ;

PEIIEHMWE
Ne 25/16.05.2025 r.
Ha ocnoBanue na wr.20, an.4, .3 ot 3011

PE I U X:

I. OTKPHBAM npouenypa no pena Ha 4wi1.20, an.4, 1.3 ot 30I1 ¢ npeamer: ,, locraBka na
MEJHUHHCKA KOHCYMATHBH, 1e3HH(EKTAHTH H 3aTBOPEHA CHCTEMA 32 B3eMaHe HA KPbB N0 MPHJI0KEH
onuc /O6pasen 1/ 3a myxanre na JIKII 4 Bapua EOO/I rp. Bapna”.

1. Ilpeamer Ha oOmecTBEHATA MOPHYKA

JlocTaBka Ha MEAMLIMHCKH KOHCYMATHBH, Je3MH(EKTAHTH M 3aTBOPEHa CHCTEMA 3a B3eMAaHE HA KPbB
1o npuioxken onuc /O6pasen 1/ 3a Hyxaure Ha JIKI[ 4 Bapua EOO/J] rp. Bapna, He0OX0AUMH BBB Bph3Ka ¢
JefHoCcTTa Ha J1e4e0HOTO 3aBe/IeHHUE.

2. OppancupaHe H HAYHH Ha 3amamane. [Iporuosna croiinocr:

CroiinocTra Ha mopbukara e g0 mnpeasuaeHara B wi20 amd4 ot 3OIl. Ilnamanero ce
M3BBPIIBA C IUIATEKHO HapeXKJaHe 10 OaHKoBaTa CMeTKa Ha M3IbIHUTENs, OTIIOKEHO B Cpok 10 30
(Tpuaecer) nHH, Cle M3BBPIIEHA TOCTABKA M CIEJ MPEACTaBsHE HA (aKTypa, ChCTaBeHA CHITIACHO
nsucksanuaTa Ha 3JJ1C u [MI13]]/IC — opurunar;

He ce npeasmkaaT 060c00eHH MO3UIHH .
He ce nmpezBmxkia Bb3MOXKHOCT 3a IIPEIOCTABsIHE HA BapHAHTH B oepTHTe.

3. IIpaBHO OCHOBaHHE M BHJ HA POLEIypaTa; Spi

1. 20, an.4, 1.3 ot 3011 CRise

4. Msicro na m3nbanenne: JloctaBkara mie ce u3BbpiuBa a0 ,,JIKI] 4 Bapaa” EOOJ] rpan
Bapna, 6yn.”L{ap OcoGomuren” 100.

5. Kparko onmcanme mHa nopbukarta: ,JI0cTABKA HA MEIHUHMHCKH KOHCYMATHBH,
21e3HH(I)eKTaHTH H 3aTBOpE€HA CHCTEMa 3a B3eMaHe Ha KPbB IO NPHJIOKEH OIHC /Hpnnomeﬂne 1/ 3a
nyxaure ua JIKI{ 4 Bapna EOO/[ rp. Bapma”, onmcanu moapoGHO MO BHMJ M KOJIUYECTBA.
KonuecTaTa Ha NPOIyKTHTE ca OPUEHTHPOBBYHH U HE TIOPAKAAT 3ab/DKEHHUS 3a BB3JIOKHTENS 1A

TH IIOpbYa B IBJIHUSA 00EM MM, Y€ HsIMa Ja 'M HaJXBBPJIH, HO B TPAHMIUTE, TOcOYeHH B WiI.20 ar.4
ot 30I1.

6. CnenndguuHu H3UCKBAHUA KbM YYACTHHIIATE ,
6.1 YyacTHMuMTEe B mpouelypara cleiBa jJa MPUTEkKABaT paspelleHHe 3a IIPOM3BOJACTBO,
THPrOBHS Ha €/Ip0 HJIM BHOC HA MEJIMIUHCKH U3/EIHs U Ie3UH(PEKTAHTH B CHOTBETCTBHE ¢ WI. 77 OT
3MU, uznaneno or MAJL, oropusamusi OT IPOM3BOAMTEN WM APYT JOKYMEHT, YIOCTOBEPSIBAIL
IPaBOTO UM Jla ThPryBaT Ha TEPUTOPHUATA HA Islata CTpaHA C MEIUIMHCKH H3ACIHs U




Ae3MH(EKTaHTH, W3JaeH OT KOMIIETCHTEH OpraH Ha ChOTBETHATA JbpPXKABa, BEAHO C BAJIHMIHO
paspemenue 3a ynorpeoa.

6.2 Jle3uH(eKkTaHTUTE 1a OTTOBAPST HAa H3UCKBAHMSATA 32 Ge30MacHa ynoTpe6a 1o CMUCEHIA HA
3MU.

6.3 3a_Jle3anHndeKTaHTH 12 ce NPHIOKAT:

6.3.1 Cepruduxar 3a kagectBo SO 9001:2008 na npoussoauTeNs.;

6.3.2 Tllpennaramure npemapatd Ja HMarT O(HIMAIHA PETHCTpalHs KbM MOMEHTA Ha
MOPBYKaTa, 3a KOETO J1a IPEJCTaBAT CICAHUTE JOKYMEHTH:

-3a IpenapaTuTe 3a MOBBPXHOCTH, PhIIE U KoXKa: Banuanu pasperienus 3a myckane Ha nasapa
Ha OMOLMIHM IPOIYKTH, H3AaAeHH 0T MUHHCTEPCTBO HA 3/[pABEONa3BaHETO, HA OCHOBAHHE 3aKOHA
3a 3allMTa OT BpPEIHO BB3/CHCTBHE HAa XMMHMYHHTE BemlecTBa M cMmecH. Jla ce mpuioxar
HucTpyKkunn 3a NpHroTBsine U NpHjarafe.

-3a IpenapaTtuTe 3a HHCTpyMeHTH: Konye oT paspemenue 3a ThproBus Ha €Ipo ¢ MEAUIMHCKH
uszenust; Kome or Ceprudukar 3a ChOTBETCTBHE, H3ACH OT HOTU(GUIUPAH CePTU(HUIMPAIL OpraH
3a npemnaparure ot kiac I, rapanTupamnt cboTBETCTBHETO U M3UCKBaHUATa Ha JlupektuBa 93/42/EEC
U ocurypsBail MpaBoto 3a mocraBiHe Ha CE-mapkupoBka BbpXy erukera; Jlekimapanus 3a
CHOTBETCTBHE 3a BCEKM OT Ipenapartute oT kiac I u xiac II; xonue ot cepTuduKar 3a CbOTBETCTBHE
cee cranaapr DIN EN ISO 13485:2003. Jla ce npunoxar MuHerpykumm 3a NpHTOTBSHE H
npuJarane. g

6.4 MOCTPHU HA 3ATBOPEHA CUCTEMA 3A B3EMAHE HA KPBHB
YdYacTHUIMTE [Ja NPEACTaBAT MOCTpH cbryacHo wi. 39, an.3, T.1, 6. ,e” or [lpaBuinuka 3a
npujiarane Ha 3akoHa 3a OOIIECTBEHUTE MOPBUKH. MOCTpUTE ce MPEJCTaBAT CAMO 33 apTUKYJIUTE 34
3aTBOPEHA CHCTeMa 32 B3eMaHe Ha KPbB.
Korato ce mpezacraBsat MocTpu, Te ce o003HayaBaT 10 HAa4YMH, OT KOWTO /A2 € BHUJHO Ha KOE
npe/UioKeHne otropapst. I1o oTHomeHne Ha MpeACcTaBeHUTe MOCTPH BaXKaT IpaBujIaTa Ha wi. 76 or

HpaBI/IHHI/IKa 3a IIpujiaraHe Ha 3akoHa 3a 0011IeCTBEHHUTE ITOPBYKH. il

3t

7.Cpok 3a H31'bJIHEHHE HA OPBbYKATA:
CpoksT 3a M3MBJIHEHHE Ha NOpBYKaTa € 12 Mecela, CYMTAHO OT JaraTa Ha MOANMCBAHE Ha
JIOrOBOpA.

8.YciioBHS M HAYMH HA IUIAIIAHE:
[lenara mo joroBopa mie ce 3amiama B OBJTApcKH JieBa, 110 GAHKOB BT B Cpok 10 30
(TpuzeceT) KaJeHAapHH THH OT IpeJICTaBsHe Ha QaKTypa.

9. KPUTEPHU 3A OHIEHKA HA O®EPTUTE
BB3JIOKUTEJIAT onpenenst m3mbiHMTEn Ha ofliecTBeHara MOpbYKa Bb3 OCHOBA Ha
odeprute, xouro orropapsT Ha 30I1 u cropen Kpurepusi Hali-HHECKA 1eHA 32 BCEKH OTHeJeH
aprukyJa B Ilpnioxenne 1. ;

10. CPOK HA BAJIMTHOCT HA O®EPTHUTE 90 /neBeraecer/ KaneHaapHH JHH, CIHTAHO
OT KpaiHHUsI CPOK 3a I10/1aBaHe.

11. IlpeacraBsine Ha odpepTaTa
Odeprara ce mpejcTaBs B 3ameyaTaH HEIPO3padeH UMK OT YYaCTHUKA UM OT YIIbIHOMOIIEH
OT HETro Ipe/ICTaBUTEIl JJHYHO HUJIM I10 MOouaTa ¢ IpernopbyaHo MUCMO ¢ 00paTHa pa3IucKa, HIH Ype3
Kypuep.
IIpu mpuemane Ha odeprara BpXy IUIHKa ce OTOEISA3BAT MOPEIHUAT HOMED, JaTaTa i 4achT
Ha I[10JIy4YaBaHETO.

Rigea )




Bb3okuTenar He mpuema 3a ydacTue B IPOLEAypara U Bpbla He3a0aBHO Ha y4acTHHIUTE
oepTH, KOMTO ca IPEICTABEHH ClIe]l U3THYaHe Ha KpAalHHs CPOK 3a IOJTydyaBaHe WM B He3areyaTaH
WM CKBCaH ILTUK.

Odeprara cpappika mombianeHo Ilpunoxenue 1, kakto u  JIOKyMEHTH M cepTH(UKATH
110co4€eHH B T.6 - Crienu(puIHN U3UCKBAHHS KbM YYACTHUIIUTE.

IlaKbT ce 3amevyaTBaT KaTO B J0JHHSA AeCeH bI'bJ Ce H3MHCBA:

»AKII{ 4 Bapua” EOO/

Oy ,,llap OcBoGoanTen” 100

rp. Bapna, n.x.9000

3a yyacTue B mpomeaypa 3a Bb3J1araHe Ha 04IIeCTBEHA OPBYKA € MPEAMET:

» J0CTaBKa HA MEIMIMHCKH KOHCYMATHBH, 1e3HH(EKTAHTH H 3aTBOPEHA CHCTEMA 32 B3eMaHe Ha
KpBB 1o npuioxen onuc /Iipunoxenne 1/3a nyxaure na IKI[ 4 Bapua EOO/L rp. Bapua”. ik

S

Ha rummka ce mocoysa MMeTO Ha y4acTHHKA, afipec 3a KOPECIIOH/ICHIUs Ha YYacTHUKA, TenedoH,

dbaxc u/umm e-mail.

12. [TocoueHuTe KOJUYECTBA Ha MCEIUIMHCKHA KOHCYMAaTHUBU Ca IPOTHO3HH W HE IOpaxaaT
3abJDKEHUS 3a Bb3oxuTens IIpH UBIIBJIHCHUE Ha JOroBOpa 3a obmiecTBeHa I[IOpBHYKa Ja I'd 3aKyIIH B
I[MOCOYCHHA O6€M, HO YYaCTHHKBT CJI€ABa Ja UMa BB3MOXKHOCT Ja JOCTaBU KOJIMYECTBO, HE ITO-MaJIKO
OT IIPOTHO3HOTO. I[OCTaBKaTa Ha INPOAYKTH IIpU U3IIBJIHEHWE Ha J0roBopa 3a obmecTBeHa IMOpbHYKa
Ca B 3aBUCHMOCT OT KOHKPETHHTE HOTpC6HOCTH Ha Bw3noxurens u ce H3BBpPHIBAT CaMO BbB3 OCHOBA
Ha HaIIpaBC€HUTEC OT HEro 3asBKH 3a JIO0CTaBKa. Bob3noxurensat uma IIpaBO Jia HE€ 3asBH ILAJIOTO
IIPOIHO3HO KOJIHMYECTBO.

13. CpoxbT 3a focTaBKa Ha MEJAUIMHCKH KOHCYMATHBH € B 3aBHCHMOCT OT IIPEJIOKEHUS OT
Y9acTHHKa CPOK, KOHTO He MozKe 1a Ob/ie O-ABIbT OT 2 pabOTHH JHHU OT MOJIydaBaHe Ha 3asBKa. '

14. TIpu nocraBkara Ha Ipe/TaraHMTe MEAHIMHCKE KOHCYMAaTHBH YYaCTHULMTE TPsAOBa Ja ce
cboOpa3iAT ¢ M3MCKBaHMATA Ha IIPOM3BOJMTENA 3a ChXpAaHEHHE Ha H3Je]usTa (TeMIeparypa,
CTEPUIHOCT | [Ip.), aKO MMa TakuBa. B M3NbIHEHHE Ha MOCOYEHOTO U3MCKBAHE YYACTHHIMTE TpAOBa
OCHTYPAT HEOOXOJUMH MEPKH, a NP HEOOXOJUMOCT M TEXHHYECKH CPEJCTBa, 3a ChbXpAHEHHME Ha
MEJULUHCKUTE U3JICNUS 10 IPUEMAHETO UM OT BB3JIOKUTEIS.

15. JIokyMeHTHTE, CBBP3aHH C YYaCTHETO B IPOLEIypaTa, ce MPEeACTaBAT OT KaHAUAATa WIIH
OT yYaCTHHKA, WM OT YII'bJIHOMOLIEH OT HEro IPeCTaBUTEN — JINYHO WIK Ype3 MOIIEHCKA WK Jpyra
KypHepcKa yciryra ¢ Ipernopbyana nparka ¢ obpaTHa pa3nucka, Ha ajpeca, OCOYEH OT BB3JI0KUTENs
B Cpok 10 04.06.2025 r. — 15.00 yaca B kabuner 104, er.1 — Texuuyecku cexperap.
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CPOK C U3rOTBSAHE Ha ITPOTOKOJI.

VIIPABUTEJL: e

| /n-p C. LexoBa/




