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ChbABPXKAHUE

HA JIOKYMEHTAUHATA 32 YYacTHe B IPONEAYpa 34 Bb3JiaraHe
Ha o0IecTBeHa MOPLYKA, chIyiacHo Wi, 31, ax 1 or 3011

\
1. Pemenue 3a OTKpI’HBlaHe Ha Iponeaypa 3a Bp3jaradge Ha 06U_I€CTB'6HEI IOpBEYKa —

B OT/EJICH (haii. \

2. O6sBnenye, ¢ KOETO CE OIIOBECTABA OTKPUBAHETO HA IPOLEAYPaTa — B OT/IEIEH
daiin,
3. Texnuuecka cienuprkarms.

4. YKa3aHHs 33 IOATOTOBKA Ha oeprara.

5. IlpoexT Ha noroBop

6. Cnucek Ha 000COOEHHTE MO3MIMH H HOMEHKIATYPUTC — B OT/eNeH (aiin
¢dopmar excel;

7. OOpa3ny Ha JOKYMEHTH — B OTJ/IeJIeH (ai:

7.1. llpunoxenne Ne 3 — npumepen obpazer;: Jexmapanus mo wi 66, am 1,
u3p.sTopo oT 3011 3a noetuTe OT MOAM3NBIHUATENS 3aTBIDKCHHAS;

7.2. llpunoxenue No ﬂ.l - 3a0BJDKUTENICH o0pazel: TeXHUUeCKo MpeMIoKeHne 110
obocobena nosuius Ne 1: KoHIleHTpaTH 3a XeMOIHATH3A;

7.3. Ilpunoxenne Ne 1.2 - sagpipkutenen obpaser: TexHHUECKO MPEIIOKEHHE 110
o6Gocobena mosutus No 2: MeqUIMHCKHE U3/AENIHs 32 XEMOAHAIIU3A;

7.4, llpunoxenue Ne 1.3 - sagwimxurenes obpazern; TexHudecko npeiokeHue 1o
obocobena mo3uums No 3: Pa3TBOf)I/1 3a JIe3MHGEKIUS Ha XeMOIHAIN3HE arapaTH;

7.5. Ilpunoxenue N%g 2 — 3agpokuTeneH obpazer: IleHoBO mpemIoXKeHue,
CHIBPIKALIO IPEITOKEHHETO Ha YIaCTHAKA OTHOCHO LEHaTa.

7.6. TIpunoxenue Ne 3 — sanbmxurenes obpasen: Jexiapanus mo wi. 6, an. 2 or
3aKOoHa 32 MEPKHUTE CpPeIy Hsrmp;aﬂe na rapu ceracHo [Ipunoxenne Ne 2 xeM . 11, ain. 2
or [TTI3MMUAIT;

8. CranpapreH oOpasen Ha eIWHHHUS EBPOIEHCKH JOKYMEHT 3a OOIIECTBEHH
nopeuky (eEEIOIT) — B *zip ¢atin.
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TEXHUYECKA CIIEITUOUK AL A

1. TEXHUYECKA CHEHU®UKAIUSA no Obocobena mosmums Ne 1:
Konuenrparu 3a xeMoamaausa

1.1 Oomm usncxnaulml KBM KOHIEHTPATUTE 32 XeMOoAHAIH3a mo o00ocobena
nozunus Ne 1:

1.1.1. Ma otrosapsr ta usucksanusta va Jlupexrusa 93/42/EEC u texuuueckara
JOKYMEHTANH, YAOCTOBEPEHO C¢hC CEPTH(GMKAT OT HOTU(HIMpAI OpraH U JeKjIapaius 3a
ChOTBETCTBUE HA MEJAUIUHCKI H3JEIIHS.

1.1.2. la ca npuapyKeHH OT ONHCAHHE Ha XapaKTEPHCTUKUTE Ha MpejlaraHuTe
NPOAYKTH.

1.1.3. Besxa mapTaia Ja € npuapykeHa OT paspelleHne 3a npofaxba Ha napruua
H/HIM  aHAJIMTHYEH CepTHQHKAT, YIOCTOBEpsBAIIM HAJISHKIHOCTTA HA (hapMaleBTUUHH
OPOAYKT, KaKTO H Hpeunaﬂoc%r'ra [IPpY  HACTpOMKA Ha XEMOINHANU3HHTE alapard 3a
MPOBEK/AHE HA KAYCCTBEHA THAT HOCTHKA.

1.1.4. Jla ca NAaKeTHPaH! M MApPKHPaHM CBINIACHO H3HckBaHusarta Ha 3MU u
TEXHHYECKUTE CIENMPUKAIIMN KbM JOKYMEHTAIHATA 3a 00IIECTBEHA TOPHYKA.

1.1.5. Jla ce TpaHCIIOPTHPAT CBC CepTUGHIHPAHH MOTOPHH NPEBO3HU CPENCTBA,
4pe3 0GOPOTHH CTAHJAPTHH eBPONANETH (32 MPOAYKTHTE, 32 KOHTO & IPHIIOIKHMO).

1.1.6. Jla ca mpouseenenu camo oT (hapMakonelHu CYpOBMHM OT BalHIHPAHH
JIOCTaBYHMIH (33 KUCETH GHKapGO‘haTHH KOHIIEHTpaTH 3a XeMoauaim3a - ycjaosHu No 1, 2, 3 i
4).

1.1.7. Cyxwure 6HKJB_!p60HaTH 34 XeMOJMaliM3a M COJI 3a perecHepanus Ha
HOHOOOMEHHHMTE CMOJIM HA OMEKOTHTEN 33 BONA Ja ca MPOM3BEACHH OT IJIHIEH3UPaHH
IIPOM3BOJMTENH. |

1.1.8. Cpok 3a FOI[HD;CT Ha JIOCTaBEHUTE KOHILIEHTpaTH 3a xemonauanusza: He mo-
KpaThk oT 6 (LIecT) Mecena oT JiaTaTa Ha TOCTaBKaTa.

1.2. Coemmdukanum Ha KOHIEHTPATHTE 3a XeMoauaauia mo obocobeHa
mosuus Ne 1:

1.2.1. Homenxanarypa Ne 1: AJIKAJIEH BUKAPBOHATEH KOHIITEHTPAT
3A XEMO/ITHAJIM3A (YCJIOBEH Ne 1):

1. Ceabprkanue Ha HATPHEB XUIaporeHkapOonat — 84 g/l.

2. ITo Ouonoruynu W3nuTBaHus ga otroeaps Ha Phar. Eur, 2009

-001110 MHKPOOHO HHEII0 — 10-MAIKO OT 100 CFU/ml,;

-OaxkTepuaIHu CHIOTOKCHHH — IO-MaJIKO 0T 0,25 [U/ml.

3. UnnuBunyanuu OTTKOBKH - cepTHOUIMPAHH PEHHKIIHPYeMH eqHoKpaTHu PVC

OYTHJIKH OT 6 TUTpA.

1.2.2. Homenkunartypa Ne 2: AJIKAJIEH BUKAPBOHATEH KOHIEHTPAT
3A XEMO/IHUAJIN3A (YCJIOZIiSEH Ne 2):

1. CeappxaHue Ha HATpHEB XHUAporeHkapdonar — 84 g/l.

2. Cpappixanue Ha HaTpueB THOCydaT- 10 g/1.

3. Ilo Ouonoruunu usnuTBanus aa orroeaps Ha Phar. Eur. 2009:
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00110 MUKpOOHO ynecso — mo-mManko ot 100 CFU/ml;

-OakTepuanHu eH,HOTaI{CI/IHI/I —no-mainko ot 0,25 [TU/ml.

4. lnnuBumyanHu onia}coslm - CepTHQUIMPaHH PELHKIIPYeMH eHoKpatau PV C
OyTHIIKH OT 6 MUTpa. i

1.2.3. Homenxnatypa Ne 3: KHCEJI BUKAPBOHATEH KOHIIEHTPAT
3A XEMOIHAJIU3A (YCJTOBEH Ne 1):

1. Monen cheras ciiej| cMecBaHe 1 paspekjiane, KakTo clieBa:

K - 2,00 mmol/l

Ca— 1,75 mmol/l

2. Ilo OmonoruyuHu W3ANKUTBaHMA Aa oTroBaps Ha Phar. Eur. 2009:

001110 MUKPOOHO YKo — no-manko ot 100 CFU/ml;

-0aKTepHaTHu eH,HOTR‘I{CI/IHI/I —no-Manko ot 0,25 TU/ml

3. aiMBUIyaTHA OIIAKOBKH - CEPTH(HUIIMPAHH PeHUKIMpyeMH eanokpatid PVC
OyTHIKH OT 5 JHTpaA.

1.2.4. Homenxmatypa Ne 4: KMCEJI BHKAPBOHATEH KOHIIEHTPAT
3A XEMOIUAJIU3A (YCJOBEH Ne 2):

1. Monen creras cne,[i[ CMECBaHE U pa3pe/aHe, KaKTo ClIeaBa:

K - 3,00 mmol/l 1

Ca— 1,50 mmol/l

2. ITo buonoruunu M3TIUTBAHKS JIA OTIOBAPS HA Phar. Eur. 2009:

00110 MHKPOOHO yrciio — no-manko ot 100 CFU/ml;

-0aKTepHaTHH CHIOTOKCHHE — [I0-MaJIKO OT 0,25 IU/ml.

3. aMBUIya HH OIIAKOBKH - CepTH(OHUIMPAHT pelUKIMpyeMu eqnokparan PVC
OYTHIKH OT 5 JMTpa. ;

1.2.5. HOMeHKﬂaTyp‘a Ne 5: KHCEJI BUKAPBOHATEH KOHIIEHTPAT
3A XEMOJMAJIU3A (YCJIIOBEH Ne 3):

1. Vomen cherap cnf:h CMECBaHe M paspek/iaHe, KakTo CleaBa:

K-3,00 mmol/l

Ca— 1,75 mmol/I ‘

Glukose — ot 5,00 ,uo‘ 6,00 mmol/l

Mg- 0,50 mmol/l

2. ITo OHONOrMYHHE U3MUTBAHHSA Oa oTroeaps Ha Phar. Eur, 2009:

-061110 MEKpPOOHO uncio — mo-Manko ot 100 CFU/ml,

-0aKTepHanHy €HJA0TOKCHHHE — To-Maiiko oT 0,25 [U/ml.

3. UujuBuIyaHH ONIAKOBKHM - CEPTUOHUIMPAHH PEeIUKINpyeMH eanokpaTan PVC
OyTHIIKH OT 5 TUTpAa.

1.2.6. Homenkaatypa Ne 6: KHUCEJl BUKAPBOHATEH KOHIEHTPAT
3A XEMOJUAJIM3A (YCJIOBEH Nt 4):

1. Monen cperan cne,‘u cMecBalie U pa3peiiane, KakTo cie/Ba;

K - 3,00 mmol/l

Ca— 1,75 mmol/l

Glukose — ot 5,00 1m0 6,00 mmol/l

Mg- 1,00 mmol/l

2. Ilo Guonoruynu U3NUTBAHKA Jia oTrosaps Ha Phar. Eur, 2009:

-00110 MUKpO6HO uneno — mo-mManko ot 100 CFU/ml;
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-0aKTepuanHu eHﬂOT‘éKCHHH — no-mayko ot 0,25 TU/ml.

3. MupuBuyanuu OII%ElKOBKH - cepTHGHIMPaHU PELHKIAPYeMH eHoKpatHH PVC

OYTHIKK OT 5 mUTpAa. ‘

|
1.2.7. Homemcna"ry_[‘ﬁa Ne 7: KHCEJlI BUKAPBOHATEH KOHIHEHTPAT

3A XEMO/IUAJIU3A (YCJIIOBEH M §):
1. Monen crcrar CHf:,}H, CMECBAHE U pa3peikaHe, KaKkTo clie/Ra:
K - 3,00 mmol/l ‘
Ca— 1,25 mmol/1 |
2. 1o 6buonoruyuny u3nuTBaHuA 1a otropaps Ha Phar. Eur. 2009:
-00mmo MUKpoOHO uucio — no-mMaiko ot 100 CFU/ml;
-0aKTepuaTHi GHHOT(;)KCI/IHH —mo-manko ot 0,25 IU/ml.
3. MuuBriyallHH OIIAKOBKH - CepTH(RHIMPAHN PEelHKIMpyeMu enHokpaTau PVC

\
OyTHIIKK OT 5 nuTpa.

1.2.8. HOMGI-IKJIa:Typa Ne 8: COJI 3A PEI'EHEPAIIUA
MOHOOBMEHHHUTE CMOJH HA OMEKOTHTEJI 3A BOJA 3A
XEMOJAHUAJIHU3A:

1. Conra na 611 xm‘\mqem{u yucra/(hapMakoneliHa, ¢ YHCTOTa Mo-rojigMa ot 99
% (neBeraeceT U JIeBET Hpou;el-n;“a) — Jla OTroBaps Ha M3MCKBaHHUsATa mocouyeHu B Phar. Eur.
20035,

2. Conra na 6pne Tabnetupana.

3. UnauBuaya HUTE OMAKOBKH fa OBIaT OT 25 KT.

2. TEXHUHYECKA CIEITUPHUKAIIUA no O6ocobena mosmomust Ne 2:
MeaquuHHCKH H3Ie/IHS 32 XeMOIHAIH3A

2.1. O0mM HM3UCKBAHUS KbHM MEIUIMHCKHTE H3Je/Ud 32 XeMOoAHAJH3a M0
obocobena mozuums Ne 2:

2.1.1. Jla oTroBapaT Ha u3ucKBaHUATA HA wi. 82, ai. 1 ot 3MU, xaro umar:

- gaHecena "CE" MapKupoBKa B CHOTBETCTBHE ¢ H3HCKBAHMsTA Ha . 15 o 3MU;

- HAaHECEH napTHnerclfepneH: HOMED BBPXY ONIAKOBKUTE, KOTATO € IPHIOKHMO;

- HaHeceH MACHTH(NKAIIHOHEH HOMEep Ha HOTH(QUIHpaHUs oprad o €. 63, ai. 4
ot 3MMH, koraTo TIpoIeaypHTE, ONpeaciIeHr B Hapeabute mo 4. 18 ot 3MM, usmcksar
HAHACSHETO MY;

- HAaHECEHH HAUMEHOBAHHE W aJlpec Ha YIpaBJeHHe Ha IIPOM3BOJUTENS H/HITH
YITBIHOMOILIEHHUSA MTPEICTABUTEN ﬂd BHOCHTEJIS;

- WHCTPYKITHA 3a yHJPTpet')a, C M3KJIIOUCHHE Ha H3JENUATa, 32 KOUTO TOBA HE €
MpeABHUACHO B 3aKOHa. B ciiydauTe, KOraTo MHCTPYKLHMHUTE 3a yrnotpeda ca Ha 4y €3HuK,
chluTe TPsAOBA J1a ce UMaT MPEeBo/]1 Ha OBIrapCKH €3UK.

2.1.2. Cpok 3a roJIHOCT Ha JIOCTABEHHUTE MEJMIIMHCKH m3jenus: He mo-kpaThk oT
60 % (mectaecet NpoLeHTa) OT OOMMA CPOK Ha T'OJHOCT B MOMEHTA Ha I0CTAaBKa.

2.2, Cpenuduramiu Ha MeJUUHMHCKHTe H3JEJHA 32 XeMOAHAIM3A 10
000co0ena mozunus No 2:

2.2.1. Homenxaarypu ot Ne 9 g0 Ne 12:
KAIIWIAPHU JUAJIM3IATOPHU 3A XEMOJAHUAJIM3A che cHHTeTHYHA
noJjucyjgonora memoOpana
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1. Jla ca 3a exHOKparHa ymoTpeba — CTEPHMIIHH, CTEPHIM3HPAHM 4pe3 MapoBa
CTEPHIIH3AITHA.
2. Jla ca KanWIApHH, U3TPAICHH OT CHHTETHIHA HOJUCYI(POHOBA MeMGpaHa.

3. Jla ca ¢ 1oOpa OHOCEBMECTHMOCT W alTHPOI€HHOCT.

4. Jla 3abppikar epeKTHBHO SHIOTOKCUHHTE.

5. Jla He HpC,I[HSBHKBAT AICPrHYHH PEAKIINK Y TIAIMEHTUTE U IPYPUTYC.

6. Jla ca ChbBMECTHMH C HANWYHUTE JIMATM3HY anapaTH B OTeeHHeTo-Fresenius

4008/8S. |

7. Jla m3nnpakar TpaH?MeM6paHHO Hansarase 10 S00 mI/Hg.

8. Jla ca ¢ oTiMYHA OYMCTBAIA MOBBPXHOCT M pasHoOOpasye B rojieMHHATA Ha
nosnpxuoctra - 1,3 kB.M; 1,6 kB.M; 1,8 kB.M; 2,0 KB.M;

9. Ila ca c MEUHAMaNEH KpBbBeH 06eM 10 100 M.

10. [Ta ca ¢ BHCOK KJIHPBHC 32 HHCKO H CPEIHO MOJIEKYIApPHH CYOCTAHIIHM C
aJIEKBaTeH KOeQHUIMEHT Ha YITPahHITPAIIHS.

11. a ca ¢ BucoKa ahTHTpOMGOPeHHOCT, MIO3BOMNABALIY H3II0JI3BAHETO HA MAJIKH
J1031 XenapuH.

12. Jla uMaT nau3aliH W CTPYKTYpa, [03BOJISBAINA ONTHMAJHO 3aITBIBAHE C
JAT3eH PasTBop O3 HATHYHE Ha HeH3IIO3BaeMH [IPOCTPAHCTBRA.

2.2.2. Homenxaarypu ot Ne 13 go Ne 14:

KAIIMWJISIPHA JUAJM3ATOPU 3A XEMOAUMAJIM3A ¢ XeJHKCOH
MeMOpaHa ‘

1. la ca 3a eﬂHOKpé‘iTHa ynotpeba — CTepHJIHHM, CTCPHJIH3MPAHd dYpe3 MapoBa
CTEPHITH3AIIHS.

2. Jla ca xanHIspHH, H3TPAJICHU OT XEJHKCOH MeMOpana.

3. [la ca ¢ nobpa OMOCHBMECTHMOCT U allHPOTreHHOCT.

4. Jla 3anbpxar epekTHBHO eHJOTOKCHHMTE.

5. [la He npe/IM3BUKBAT aJ€PIUYHH PEaKLHH y NAIUEHTUTE U IPYPHUTYC.

6. Jla ca CbBMECTHMM ¢ HATHYHUTE IMATH3HH alapaTd B OTAelIeHUeTo-Fresenius
4008/S.

7. Ha uzgppoxar TpaHcMeMOpanHo Hasarase g0 500 mI/Hg.

8. la ca ¢ ornuyna (PqHCTBama IIOBBPXHOCT M pasHooOpasue B roleMuHaTa Ha
NOBBPXHOCTTA — 1,4 KB.M. H 1,8 KB.M;

9. Jla ca c MmuaEManed KpeBeH 00eM 0 100 M.

10. [la ca ¢ BHCOK KJIMPBHC 3a HHCKO H CPETHO MOJIEKYJSPHH CYOCTaHIHH C
aJIeKBaTeH KOCHUIMEHT Ha YITpa(uiTparus.

11. Jla ca ¢ Bucoka EL%ITHTp()M6OI"E‘.HHOCT, II03BOJIABAINM HM3IIOJI3BAHETO HA MAaJIKH
J1031 XerapyH. ;

12. Jla wmar nusaiiH u CTPYKTYpa, IO3BOJIABAINA OINTHMAJIHO 3aIlbiIBaHe ©
JIHaJIM3eH pa3TBop Oe3 HanHyne HA HEH3IIOI3BaEMH IIPOCTPaHCTBRA,

2.2.4. HOMBHKJIaTypr or Ne 15 no 17:
HEHTPAJIEH BEH[P?;EH KATETDBP

1. Taesa G,IIHOKpaTHET ynorpeba - cTepHIIeH.

2. Jlae ¢ nobpa OMOCHBMECTHMOCT B AlTHPOTEHHOCT.
3. Jla e IByJIYMEHEH.,

4. a otroeaps Ha pasmepa 12F

5. CpoTBeTeH qUaMeThp Ha apTepHaleH U BEHO3EH 6T 1,5 i 1,6MM.
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6. la 6B1€ C apmxuHa 15, 18, 20 cM ¢ uen kareTMpusauus Ha BeHa deMopaliuce,
CyOKIaBHA H IOTyJapHcC WHTEPHA.

7. Jla ce npe/yiara B C€T 3@ KaTETUPH3AIIMS, BKJIIOYBAIL:

- nyHknuHoHHa uria 18 G x 7 cm;

- Bojau J.035 x 70 cm;

- cpopasimmpuren (uararop) 12 F x 14 om;

- CKaJIen; |

- ciupuHnorka 10 cc.

8. Jla He ce mpeuymnBa.

9. Ha 6nae TepmocencuOmles OT MONKMYPEeTaH U TIPH TEJECHA TEMIIepaTypa Jjia ca
MEKH 1 OT'bBAeMH.

10. Jla mozBoisBaT IONyYaBaHETO Ha KpPBBEH JeOMT, JOCTATBYCH 2a
IIPOBEXKIAHETO HA e(DEKTUBHO THAIU3HO JCUCHHE,

11. Jla TpaBMUpaT MUHAMATHO IICHTPAHKEA BEHO3EH ChJl, B KOWTO ¢a MTOCTAREHH.

12. Jla ca peHTreH-N03HTHBHH.

2.2.5. Homenkaatypu ot Ne 18 g0 Ne 20:

AV OUCTYJIHH UI'JIU 3A XEMOJUAJN3A

1. lacasa €/IHOKpaTHa ynorpeba - CTepHIHH.

2. Jla ca HpOH3Be,E[€HI/I OT MaTepHal, MMo3BojsaBan] go0pa OGHOCHEBMECTHMOCT ¢
KpBBTA HA TAllAeHTA. |

3. BbpXOBeTe Ha HITHTE Ja C4 € OCTPH PEKEINW IOBBLPXHOCTH, OCHIYPSBALLM
Oe3001e3HeHO TPOHUKBAHE. ‘

4. Kpauiara Ha um‘aHra Ha WIIATE J1a ¢a CbBMECTUMH, 100pe aganTHpand ¢
Kpaumara Ha AV JHaTH3HHTE ?HCTGMPI IIOJI3BAHH B OTJIEJICHHETO 3a XEMOIHAH3a, KaTo
CHYJICHABAHETO MM J1a OB/ 31paBo ype3 pesda.

5. Urnute TpsOBa 1a ca B KOMILIEKT:

- apTepHallHa, KoATO Ja HMa OTBOP Ha pexKenara MOBbPXHOCT;

- BeHO3Ha 0e3 oTBOp;

- Jla UMAT MPEANa3HH IIUITKH.

6. Jla ce mpemmaraT B pa3jiHYHM pasMEPH CIIOpel JyMeHa Ha pexelnara
nosepxuoct - 15 G, 16 G, 17 G.

7. [la ca cHabieHH ¢ MOABMYKHH (BBPTAIIM), IIBETHO KOJHPAHH KPHIIA (YEPBEHO
3a apTepHalHa W CHHbO 3a BEHOZHA HIJI4).

2.2.6. HomenxuaTypu Ne 21 u Ne 22;

AUAJIM3ZHU CUCTEMHU (XEMOJIMHUH)

1. Jla ca 3a egHoxpatia yrnorpeda, CrepHiIHH.

2. la ca BezomacHH ¥ JISCHH 32 H3IIOJI3BAHE.

3. Jla ca B KOMIUIEKT - apTepualiHa M BEHO3HA XEMOIHHHA.

4. Jla ©MaT BeHO3Ha MH(Y3HOHHA CHCTEMA.

5. Besika iunus J1a MMa OpenasHa Kanadka 3a KOHeKTOPUTe Ha THAIN3aTopa

6. AprepranHara cucremMa (XeMOJHHHSA) Jla HMa:

- KOHEKTOP (BT:B,[LyIHﬁ:‘ qopar);

- Ipea3sHi KIaMIId KbM KOHEKTopa (BB3YINeH 4opan);

- IIOPT 38 HIKCKTHPAaHE € Iperpajika, HEChIbpXKAIA JaTeKC M 3aliMra Ha
IPBCTHTE;

7. BeHo3HaTa cucTeMa (XeMOIHHUS) JIa HMa!

- KOHEKTOP (BBBILyHJe:‘H qopar);
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- IpeAIa3sHy KIaMITH

KbM KOHEKTOPa;

- JOMIBJIHHUTEIHO OTBECHKAAHE 38 BCHO3HHA JAaTYHK 3a 3aIlHTAa;
- TIIOPT 3a HHXCEKTHpaHE C [Iperpagka HEeChAbpIKallla JTATEKC M 3allluTa Ha

IPBCTUTE,

8. /la mmat ycTpoHCTBO 3a CBBP3BAHE HA apTepHAiHaTa M BEHO3HATAa CUCTEMA 34
|

00e3BB31yIIABAHE.

9. a ca ¢ nobpa GHOCEBMECTMMOCT H AlMPOIEHHOCT.

10. Jla ca cBBMECT
Fresenius 4008/S.

TIMI/I C HaJIMYHUTE [AWAIU3HHU arnapartd B OTHEICHHETO

11. Benosnuar u aprepuaneH Kpadl Ha XeMOIMHHMTE Aa OLAAT cHAOJAEHH C

roJIEMH KJIaMITH ¢ TEJI IIPCOIa3Bal

HE Ha NAIMEHTUTE OT Bb3IYLIHA eMOOITHSL.

12. K'bM xoMILIEKTa /la nma Topba 3a eBakyarus Ha (H3MOJOTHUHHAT PA3sTBOP B

X04d Ha IPOMHBAHC HA CHCTCMHUT

e,

13. lla 6B1e 0003HaYeH BBTPEIIHHUAT AHAMETBD HA TIOMIIEHHs CerMeHT (8MM) n

JAHaMEThPd Ha BEHO3HHA HOpall (
22).

E%O MM 3a HoMeHKIaTypa Ne 21 u 22 MM 3a HoMeHKnaTypa No

2.2.10. Homenxnaw‘pa Ne 23
OUITHP AHTHEA:KTEPHAJIEH

1. Jla morar ma ce
armapara
2. Jla nozBossiBa np

y

- npuckenuHsaBaT kbM Diafix 3akmousaiiara cucrema Ha
|

\
FOTBSIHE Ha YNTPAuUCT JHAIIM3eH Pa3TBOP(eHAOTOKCHHU <

0.03 IU/ml, 6poit mukpobu < 0.1 CFU/ml)

3. Jla uMatT noaucyI(GoHOBH MeMOpaHu

4. MemOpanuTe 1a chXpaHSBAT IIEJIOCTTA M KayeCTBATa CH B NPOJLIDKEHHE Ha
none 12 cemvuum excroatanus uia 100 Op. AHATH3HE IpoLEIypH, NPy Jie3uH(EKIH C

npenapaTy OT Tuna Ha Purister
kucenuHa) u Sporotal 100 (HaTpu

1 340 (mepouerHa kucenuua), Diasteril (xmapoxcuoumerna
€B XUIIOXJIOPHA) 38 MUHUMYM 11 moumcrBaIiy MUKbIA.

5. Ma umar Quirparuonna cnocobnoct > 5 ml/min.mmig

3. TEXHHYECKA

PasTeopu 32 ne3undexuns Ha x

3.1.
XeMOIHAJHU3HH anapaTH 1mo 000

O0IH HIMCKBAHHA

CIIEHUOUKAIIASA mo Obocobena mosmuus Ne 3:
eMOHATH3HH AapaTH

KbM  IIpenapaTure
coOena nozumusa Ne 3:

3a  ae3uHdexuuss Ha

3.1.1. [la croTBeTcTBaT Ha M3KMcKBaHusTa Ha JupexTusa 93/42/ ECC.

3.1.2. Cpok 3a 10

\
MHOCT Ha [OCTaBAHHTE IIpeliapatd 3a I[IO4YHCTBaHC H

nesuH(ekrnus: He mo-kpaTsk oT 1@ (mBamazmeceT) Mecela OT JaTara Ha J0CTaBKaTa.

3.2. Cnenudukanuyd Ha npenapature 3a Ae3MHQEKNHS HA XeMOAHATHIHA
anapati no odocodena mozumusa Ne 3;

3.2.1. HomeHkIaTYp
IPEIIAPAT  3A
(OBE3MA3HSIBAHE)

1. Jla npexacrapisga p
2. Jla Moxe pma ce
XHIIpaBINKATA.

a Ne 26:

AJKAJHO XUMHNYECKO ITIOYUCTBAHE
A3TBOP B KOHLIEHTPUPAH BH/I.
ynotpeOsBa B [QHAIM3HH MallHHH — Jd He YBpEXIa
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3. AxruBHara cybcTanums fa Objie Ha G6aszara Ha Hatpues xuoxnopuz (NaClO) ¢
aKTUBEH XJIOP, HE I0-MaKo 0T 3.50 %,

4, Cnen paspexnane C BOJIa 33 MAllN3a B ChOTHOIICHHE 1 : 34 npu Temneparypa
37 rpagyca C, nma wMma rapaHTHPaHO GYHTHIMAHO, GaKTepHUMIHO, TYGEpKyJIOLHIHO M
BHPYCHIIM/IHO (B T.4. XCMATHTH B(C u HIV) neiicteue, npu Tpetupane ok. 15 MuH.

5. la coappxa Hatpres xuapookuc (NaOH) mo 1 %.

6. Jla 6b1e cTabunmuznpan.

7. [la 6b1¢ HUCKO JICTIINB ¥ C PEYLUPAH MUPHC,

8. Jla Ob1e B TYOU ¢ BMecTHMOCT OT 5 710 10 1.

3.2.2. Homenxnarypa Ne 27:

IIPEITAPAT 3A TEPMHUYHA XUMHYECKA JAEIUH®EKI[HS,
IHOYUCTBAHE U JEKAJIUMO®UKAITAST

1. Jla mpecTaBisiBa pa3TBOP B KOHICHTPUPAH BHI,

2. Jla moxe na ce ynorpebsBa B JMAIM3HHA MAIIMHM — Ja HE YBPeXAa
XHUIpaBIHKATA. |
3. AxrusHara cyOcrannus na 6pe Ha 6a3ara Ha IuMoHeHa kucenuHa (C6H807)
UM XMAPOKCHOLIETHA KHCEIHUHA.

4. Cnen paspexnane \c BOJId 32 JMaIM3a B ChoTHomIenHe 1:24 npu Temmeparypa
84°C axrmBHarTa KOHueHTpauHﬂ Ha cyOcTaHIMATa Ia € rapadTHpaHo [JoCTaThyHa 34
CHOPOIUAHO, OaKTEPHITHIHO, Ty()ep}(ynoum{Ho ¥ BUPYCHIHAHO (B T.4. Xenatutu B/C u HIV)
JIeHCTBHE, pa3TBapsHE HA KPBEB U ‘CI/IHHO U3pa3eHo JeKalIupane B JUAIM3aTHOTO 00PbINCHUE,
[IPH EKCIIO3UIMS OK. 15 MUH. |

5. Jla uMa HeronsiMa JIETIMBOCT ¥ PeLyIlpaH MEPKC.

0. /la He chABPIKA AEXHJIH,

7. Ha Obne 6H0pa3rp?fnmo.

8. Jla Ob1e B TyOU ¢ BMecTEMOCT OT 5 10 10 1.

3.2.3, HOMBHKJlaTyp‘ Ne 28:

IPEIIAPAT 3A CTYAEHA XHUMHUYECKA JE3UHOEKIUA W
JEKAJIIIUPAHE

1. Jla nmpencraBisaBa PasTBOP B KOHUEHTPHPAH BUJL.

2. AKTHBHHATE CHCTAEKH J1a ca Ha Gazara Ha neporerHa kucenuna CH3COOOH.

3. Cnen pazpem:[anet BOJIa 3a MHanu3a B ChboTHOLIEHHE 1:24 mpu Temmeparypa
37°C xoHUeHTpalusTa Ha aKTHBHATa CyOCTAaHLMs Ja € rapaHTHpaHoO J0CTaThyHa 3a
MHAKTHBAIMS Ha CIIOpH, OakTepru, Bupycu (B T.4. xenmatutu B/C u HIV), upn tpetupane ox.
10 MMH., KAKTO U JeKaIIIHPAITH (ZPOP'ICTISEI.

4. Jla vMa HeroJsMa JEeTIHBOCT H PEAYIMPaH HETIPUSITEH MHPHC.

5. a umar crmocoOHe oT KBM OropasrpaIuMocCT.

6. Jla moxe na ce ynorpebsBa B NHAIM3HH MaliHHM — 14 He YBpexsa
XHUIpaBINKaTA.

7. Jla 6p1e B TyOH ¢ BMecTHMOCT OT 5 1o 10 1.
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YKA3ZAHHA 3A IIOAI'OTOBKA HA OPEPTATA

1. IToaroroBka Ha o;l)epTaTa:

1.I. Tlpu  nmoxroroskata Ha O(epTHTE YYAacTHHIMTE Ca ITBKHH JId CIa3BaT
HM3UCKBaHUATA HA BB3JIOKHATES. p(bepTaTa Clle[Ba Jja OTroBaps Ha W3MCKBAHUATA, IIOCOUYEHH
B PCLICHHUCTO, OOSBICHHETO M JOKyMEHTAallMATa 3a y4YacTHE B TpOIEAypara u na Obje
o(opMeHa MO MPUIOKEHHTE KBM JOKYMEHTAI[MATa OOpasiM, KOraro TOBA CE H3HCKBA.
OTroBopHOCTTa 3a IPABUIHOTO BBAIPUEMAaHE Ha JIOKYMEHTALMATA 34 YYACTHE C& HOCH
CIMHCTBCHO OT YYAaCTHULIUTE, |

1.2. Odeprure ce HE:#OTBHT Ha OBJIrapckd e3uK. JIOKyMEHTH, KOHTO Ca Ha Yyl
€3HK C€ IPEACTAaBAT U B IIPEBOJ] Ha OBJITAPCKH.

1.3. Jlo u3tnyaneTo Ha CpoKa 3a MmojaBaHe Ha oepTHTE, BCEKM YUACTHHK MOYKE
[la IPOMEHH, J1a DOI'BJIHU HITH JI2 OTTETJIH odepTara CH.

1.4. Ilpencrassrero Ha odepTa 3aIb/DKaBa yJacTHHKA Aa IMPHEME HAIILIHO
BCHYKH H3UCKBAHHUSA M YCIIOBHS, II0COYEHH B PELIEHUETO, OOSBICHUETO H JIOKYMEHTALHATA 34
y4acTue B IIpoleaypara.

1.5. Beexu yuacTHUK B IIPOLEAypaTa HMa IPaBo Ja [PeJICTABY caMo equa odepra.

1.6. Jluue, xoeto 13;rqaCTBa B oOecauHeHHE HIIH € JaJI0 CchriacHe 1a Obje
MOJM3ITBJIHATE]] Ha JIPYT YYaCTHHK, HE MOXKe Ja [10JlaBa caMOCTOATeIHa odepTa.

1.7. B mpouenypa 3a Bb3arane Ha OOIIECTBEHA MOPBUKA €AHO (DM3HYECKO MU
FOPUIMYECKO JIMIE MOJKE Jia y9acTBa caMo B e/THO oOe/IMHEHHe,

1.8. Cebp3anu nmia He MoOrar ja OBJaT caMOCTOSATENHH YYACTHHIM B €lHA U
cpia npoueaypa. Ilox "cepp3anm nuua" ciaenpa na ce HMa IIPEIBH/L ONPe/eNeHHeTo 1o § 2,
T. 45 ot JIP na 30I1.

1.9. VYyacTHuumTe Morar Aa ce II030BaT Ha KamamuTeTa HA TPETH JIMIA,
HE3aBHCHMO OT IIpaBHATa BPB3KA MEXIY TAX, II0 OTHOIIEHHME HA KPHTEPHHUTE, CBBP3aHU C
MKOHOMMYECKOTO M (PMHAHCOBOTO  CBCTOSHHE, TEXHHYECKHTE  CHOCOOHOCTH U
npodecHoHATHATa KOMIIETEHTHOCT. 3a TPETHTE JIMIA ce mpuiara 4. 65 ot 3011

1.10. YuyactHunure mocousar B odeprara CH IOJU3NBIHUTEINTE U JIella OT
[opbYKaTa, KOMTO IIE MM BB3IIOXKAT, aKO Bb3HAMEPSIBAT Ja W3MON3BAT TaKuBa. 34
[IOJM3IIBIIHUTENNTE ce Ipuiara 4i. 66 ot 3011

HesaBucuMO OT  BB3MOKHOCTTA 32  HM3MOJI3BAHE HA  IOJH3IIBIHUTEIN
OTTOBOPHOCTTA 3 M3NBJIHEHHE HA JIOTOBOPA 32 00IIECTBEHA MOPBYUKA € Ha U3II'hIHUTEIS.

Be3noxurensar  HAMa  ga  M3BBpINBA  AHPEKTHH  pasiiallaHus ¢
[IOJIM3ITBIIHUTEIUTE.

1.11. Yuactaumurte P&oraT Ia mocoyBaT B odeprure cH MHDOPMALHS, KOSTO
cMATaT 3a KOH(MICHIMANIHA BBB BpPb3Ka C HAIMYHETO HA THProscka Taiima. Koraro
YYACTHHIIMTE Ca Ce I030Bald Ha KOH(HJISHIMATHOCT, CHOTBETHATA HH(MOpPMALMsS HE ce
pasKpHBa OT BB3JIOXKHUTENA. Y YacTHUIMTE HE MOTaT Jia ce MO030BABAT HA KOH(HIECHIIHAIHOCT
MO OTHOIICHHE HA NPEIUIOKEHUATA OT oepTHTe UM, KOMTO TTOAJICIKAT Ha OIIEHKA.

1.12. Benuku JOKYMEHTH c€ NIPEACTaBAT B OPUTHHAN HIIH KOIMS, 32BEPEHH OT
y4acTHHKa ¢ "BsApHo ¢ opurnnana. Jlexnapanuute u OaHKOBUTE rapaHiiis, KOraTo TaKHBa Ce
H3HCKBAT, CE MPEJICTABAT CaMO B OPUIHHAIL.

1.13. Jlunata morart Aa MOMCKAT IHCMEHO OT BB3JIONKHTENS Pa3sICHEHUS IO
pelenreTo, 0OABIEHHETO B JOKyMEHTAlUATa 3a o0IecTBeHarTa [opbyka 10 10 quu mpeau
H3THYaHEe Ha cpoka 3a HOJIy‘-IaleaHE: Ha o(depTHTe, a KOraTo CPOKBT € CLKpaTeH MpH
HeOOX0JUMOCT OT CIIEIIHO BB3NAraHe - 70 7 JHH. BH3JIoKHTENAT IPeIoCTaBs Pa3ICHCHUSATA B
4—/1[HCB€H CPOK OT MMOJdy4dYaBaHC Ha HCKAHETO, HO HEC IMO-KBCHO OT 6 AHH IIpEead cpoKa 3a
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NOJlyyaBaHe Ha O(epTH, a KOTaTo CPOKBT € ChKPAaTeH MOpaiy HeoOXOMUMOCT OT CIEIIHO
Bb3Jlarate - 10 4 IHU Ipeau TO3H CPOK. B passchenusra He ce 110c0UBa JHIETO, HalpaBUIIO
3aIIUTBAHECTO. BB3/I0KHUTENIT He IPEelOCTaBs PassCHEHMs, aKO MCKAHEeTO € MOCTBITHIO Ciiel
CpOKa IO H3pEeYEeHHE II'bPBO. PaEIfICHGHHHTa Ce IPeJ0CTaBAT upe3 NyOuKyBade Ha mpoduia
Ha KynyBaya. }

2. IlopaBane Ha oqmi)'raTa:

2.1. JIoKyMeHTHTE, CBBD3aHH C YYACTHETO B NpoIExypaTa, Ce HPEACTABIT OT
Y4acTHAKA, MIIH OT YIIBJIHOMOLIZH OT HETO HPEJCTABHTEN ~ JIMIHO HIM 4pe3 NOMIEHCKA HIH
Apyra Kypuepcka yciyra ¢ IPEHopbyaHa nparka ¢ oOpaTHa pasIMcKa, Ha agpeca Ha
Bb3nocuTens: rp. Jodpug 9300, yn. "Tanaiior Xuros" 24.

2.2. lokymeHTuTe cé IPEACTaBAT B 3anevaraHa HeIpo3payHa OIAKOBKa, BEPXY
KOATO C€ II0COYBAT: HAWMEHOBAHMETO HA YUACTHHKA, BKJIOYHTENHO YYACTHHIUTE B
00€IMHEHHETO, KOTaTO € NPHIIOKEMO; a7PEC 32 KOPECIIOH IeHITMS, Tene(OH U 110 B3MOKHOCT
- (aKc ¥ eNeKTPOHEH aJpec; HAMMEHOBAHMETO HA [OPbYKATa, & KOTATO € IPHIOKHMO —
000c0oOEHUTE TO3UIHY U HOMGHK.;II&TYPHTG, 3a KOMTO I10/1aBaT JIOKYMEHTHTE.

2.3. 3a monydenute opepTH NPH BBH3IOKHTEIA Ce BOMM PETHCTBP, B KOHTO ce
orOens3Bar: nogaTen Ha odpepTe;LTa; HOMEp, JaTa M Yac Ha IoJlydyaBaHe, MPHYHHHTE 34
BpBIIAHE Ha opepTaTa, KOraTo e IMPHIOKHUMO.

2.4, Ilpu nonyanch{ Ha oeprara BEPXy ONAKOBKATa ce OTOEIA3BAT MOPEIHUAT
HOMED, /laTaTa ¥ 9achT Ha IT0Jy4YaBaHEeTO, 3a KOETO Ha IPHHOCHTENIS CE M3/1aBa JOKYMEHT,

2.5. He ce npuemar qtbepm, KOHUTO Ca IPEJCTaBEeHM CIe U3THYaHEe Ha KpahHHsI
CPOK 3a [IOJIy4aBaHe WK Ca B HE3areuaTala OlaKkoBKa WM B ONTAKOBKA C HAPYIIEHA LSIOCT.

2.6. Korato KbM MOMEHTAa Ha M3THYaHE HA KPaiHHS CPOK 3a 110JIyJaBaHe Ha
odepTH npex MICTOTO, ONPCJEIIEHO 3a TAXHOTO I0/1ABAHE, BCC OLIE MMA YaKAllK JIHIa, T Ce
BKJIFOYBAT B CIHCBK, KOMTO C€ IMOANHCBA OT MPEACTABHTEN HA BB3JIOKHUTEIS M OT
npucherBaiuTe Juna. OdepruTe Ha JHIATa OT CIMCHKA CE 3aBEXKIAT B PErMCThPA Ha
Bh3jIokuTeNA. He ce momycka mpuemane Ha odeprd OT JMIE, KOMTO HE ¢a BKJIIOUEHH B
CIIMCHKA. FI

2.7. B cnyyaure, koraro oepraTa ce M3MpaIla IO MOMIATA WK C KypHEpPCKa
ciyx0a, y4acTHUKBT CHEfBa Ja OCHIYDH HEMHOTO CBOEBPEMCHHO IIPUCTUTAHE TPETH
M3THYAHE Ha CPOKA 3a 10/1aBane Ha odepTH. PUCKBT oT 3abaBa uiu 3aryGBane Ha odeprara e
3a yYacTHHKA.

3. Coapp:xanue Ha 3amMeyaTaHATa HeMPO3PAYHA ONAKOBKA M YKA3AHUA 3a
NON'b/JABAHE HA JOKYMEHTHTE B Hesl:

3.1. Onuc Ha IpeacTABEHUTE OKYMEHTH.

3.2. Cragzapren oOpasell 3a e/MHHUS eBPONEHCKH HOKYMEHT 3a OOIIEeCTBEHH
nopbuku (EEJIOII) 3a yqacmmfa, a KOraro € IPHJIOXKHMO - 32 BCEKH OT YYACTHHIUTE B
00eMHEHHETO, KOETO HE € IOPHIIMYECKO JIHIE, 338 BCEKH MOAM3IIBIHHUTEN U 3a BCSIKO JIHIE,
YHUTO PECYPCH 1le OBIAT aHTKHPAaHU B M3ITHTHEHHETO Ha TOPBLYKATA.

Ha ocnosanme un. 67, an. 4 or 30Il Epunnusar espomedickn IOKyMEHT 3a
obmecrsenu noprukk (EEJIOIT) ce mpenocrasst B €MeKTPOHEH BHl 110 06pasel], YIBBLPICH ¢
aKT Ha EBporneiickaTa KOMHCHS.

Enexrponnusar EEJIOII € uwact or mokymeHranusita 3a oOIIECTBEHA MOPHYKA,
IyOIMKyBaHa Ha NpoduiIa Ha KyllyBada 3a KOHKpeTHATa 0OIIecTBeHa OPBUKa. Y YACTHHKBT
nonsisa eEEJIOIT BpB opmar *.xml, upes unbopmanumonnara cucrema 3a eEEJIOI na
axpec https://ec.europa.eu/tools/gspd. B undopmManionsara cucTemMa yqacTHHIIMTE 3apeikiiar




'"MHOT'OITPOPHUAHA BOAHUIIA 3A AKTUBHO AEYEHUE - [IOEPUY" Al

JLOBPHY 9300 B yn."Manaiior Xuros" 24 B 058/600488 thakc 058/600414 & e-mail: oblb@bergon.net

IPENOCTABEHHUSA OT BB3IOKUTEIS lqoaﬁn BEB (opmat * xml, noneiear HeoOXOAUMHTE JAHHH H
IO M3TErJIAT M 3amassar BsB (popmar *.pdf u *.xml.

Be3noxurensr M3UCKBa ydacTHHIMTE na npenoctasst EEJIOI B enextponen
(opmar, KOHTO HE 1103BOJIsIBA PEAAKTHPAHETO Ha HETOBOTO ChABPXanue (*.pdf). JlokymeHTsT
TpsiOBa Ja Obae moAnmuMcan ¢ KBAJM(HIMPAH eJIEKTPOHEH IOMIHC OT JHWIETO, KOETO e
3a/IBJIKCHO J1a [MOITHINE EEI[OH{ EJIeKTpOHHO NOANNCAHUAT JTOKYMEHT, 3alHCal Ha OlTHYEH
Hocuten (CD, DVD, duam namer) ce mocTass B OIIaKOBKaTa ¢ ofepTara.

IIpegocTaBeHusT OT } ydactHuka Gain, ceabpkan; EEJIOIT me Ttpabsa ma e
3apa3eH ¢ BHPYCH, /[a HE ChIbPIKA MAKPOCH MIH M3IBIHMM IIpOrpaMeH Koj. JIOKyMeHTHT
CJIC/[Ba /A ChIbPIKA IIPAaB (HEKPHIITHPAH) TEKCT.

He ce npuemar 3a peoBHO MOAAAEHH N0 CMHCHJA Ha W 67, aix. 4 or 3011
MOANMCAHN HA PbKa B ckanupann EEJIOIL

[oxpo6uo 3a eEEJOII yuacTHUIIMTE MOTAT [a CE 3aMo3HasT 0T MeTondeckure
yKa3aHusl Ha eeKTpoHHaTa crpaduna Ha AOIL

[Ipu noaroroskara Hér EEJTOII cnensa na ce uma npesiBujL CIEIHOTO:

3.2.1. Upes EEJIOIT y4acTHHUKBT ICKIapHpa JIMIcaTa Ha OCHOBaHHATA 34
OTCTPaHsBAHE U CHOTBETCTBHE C KPHTEPUMUTE 3a OAGOp. B Hero ce mpenocrass choTreTHATA
MHOOPMAIIUS, H3UCKBAHA OT BB3NOKHTENA, H CE IPEJCTABAT NAHHH OTHOCHO ny0JIMYHNUTE
PErucTpH, B KOHUTO ce CT:,ZIBpH(é‘, uHbOpMaIH 3a ACKJIapUpaHuTe OOCTOSTENCTBA WM 34
KOMIIETeHTHHS OpraH, KOMTO ¢hINIACHO 3aKOHOJATEICTBOTO HA CHOTBETHATA JbpiKaBa €
IIBXKEH J1a MPEI0CTaBs HHPOPMALHS 3a Te3H 0OCTOSITEIICTBA CITYKeOHO Ha BE3NOKHTES.

3.2.2. B wacm II, pasoen "A: Hugopmayus 3a uxonomuyeckus onepamop", B
pasgena "Hoenmugpuxayus' yUaCTHMKBLT CJ€ABa Ja OTIOBOPH B CBHOTBETCTBHE C
perucTpanuara CH B ThPrOBCKHS ipemcmp WK JIPYT PETUCTHP CHLOOPA3HO HAIHOHAIHOTO CH
3aKOHOJATEJICTRO. |

3.23. B wacm I, p‘cwc)eﬂ "A: Hupopmayua 3a uxonomuyeckus onepamop”,
YUACTHHUKBT ClieJiBa Jia OTTOBOPH [Hald ydydacTBa B IIPOIEAyparta, 3aejHO C JAPYTH
UKOHOMHYECKH OTIepaTOPH.

324. B wacm II, 6yxea "A: Hngpopmayus 3a uxonomuuecxus onepamop”,
YYaCTHUKBT CJIE/IBA J1a MTOCOYH 110 KOH 000c0OEHH O3ULUH [IPEACTaBS odepTa.

32.5. B uacm 1II, paszden "b. Hugpopmayus 3za npedcmasumenume Ha
UKOHOMUYeCKus onepamop”, yY4aCTHHKBT clie[Ba Jia OTFOBOPH B CLOTBETCTBHE C
PErUCTPAIMATA CH B ThPIOBCKHS PETHCTHP MIIM JAPYI PECUCTHP ChOOPa3HO HAIMOHATIHOTO CH
3aKOHOJIATEJICTRO.

32.6. B uwacm Il paszden "B: Hugopmayus ommocno usnonzsaremo na
kanayumema Ha opyeu cybexmu”, y4aCTHHKBT CJIE/IBa J[a OTIOBOPH ANl ILE H3II0JI3BA
KalraquTeTa Ha TPEeTH JHIa IO OTHOIICHHUE Ha KPpHUTEPHHUTE, CBBP3aHH ¢ HKOHOMHWYECKOTO H
(HHAHCOBOTO CHCTOSHHE, TEXHHUECKHTE CIIOCOOHOCTH U NMpodhecHoHANTHATA KOMIIETEHTHOCT.
3a BCAKO TPETO JIHIlE Ce npencmlalﬂ otaeneH EEJIOIL.

32.77. B wacm I, pasden "I': Hugpopmayus 3a nodusneinument, Yuiimo
Kanayumem UKOHOMUYECKUSM onepamop  HaMa oa usnon3ea”, yY4aCTHUKBT CIEABA Ja
OTrOBOPH KOHU Ca TMOAU3IIBIHUTEIIHTE, KOUTO 1€ 03B,

3a BCEKH MONM3IIBIHHUTEN ce npeactass otaeneH EEJIOIL IlomusmbiuuTenTe
TpabBa Ia OTroBapsT Ha CHOTBETHUTE KPHTEPHH 32 nojabop cpobpaszHo BHaA H Jena oT
MIOPBLYUKATa, KOUTO I1l€ H3IBJIHABAT, H 3a TAX JIa He Ca HAJIMIlE OCHOBAHHUS 38 OTCTPAHSBAHE OT
Ipoleaypara.

3.2.8. B uacm IiI, p‘cfsc)eﬂ "A: Ocnosanus, cévp3anu ¢ Haxazamennu npucwLou”
YYACTHHKBT [eK/IApUpa HAJIMYHCTO Ha OOCTOATENCTBATA 3a OTCTPAHSBAHE OT Y4YaCTHE B
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npouenypara mo 4i. 54, ain. 1, 1. 1 u 2 or 30l (ockxaane 3a upecrsiuienud no wi. 108a, .
159a-159r, un. 172, 9. 192a, @i 209-213, un, 253-2536, un. 301-307, wi. 321 uwum 321a u
. 352-353e ot HK wnnum AHAJIOTHYHA B JIpyra bpikasa WICHKA WM TPETa CTpaHa), KaKTo |
MPEAIPHETHTE MEPKH 32 HANCHKHOCT IO L. 56 or 30Il, korato e mpuioxumo. Tesu
OCHOBaHHMsA C€C OTHACAT 3a JMIATa, KOMTO IIPEJCTABIABAT YYacTHUKE, UWICHOBETE Ha
|
YUPaBHTCITHU ¥ HAJI30PHK OPTaHy U 32 APYTH JIHL@A, KOUTO HMAT IPABOMOILHS JJa YIIPaKHABAT
KOHTPOJI IPH B3EMaHETO HA PELUCHHS OT TC3H opranu. JIuiara, 3a/lbJDKEHH Jia JCKIapupar
obcroarencTara mo wi. 54, ai. 1, . 1 u 2 ca mocouenu B ui. 40, an. 2 ot ITI30I1. Korato
HM3HUCKBaHUATA 110 4w, 54, an. 1, TL 1 u 2 ot 3011 ce oTHacAT 3a HOBEYE OT €OHO JIUIE, BCHUKH
mina nojamkesar enqud ¥ cpll EEJIOIL Korato e Hanuie HeoOXOAMMOCT OT 3ammura Ha
JTHYHHUTE J@HHH MM IIpH pasiinyue B OOCTOATENCTBATA, CBBP3aHH C JIMYHOTO CHCTOSIHME,
HH(pOpPMAIHATA OTHOCHO H3HMCKBaHMATA 10 wi. 54, an. 1, . 1 u 2 or 30I1 ce nomeisa B
ornener EEJIOII 3a BeAko juIe MM 3a HSIKOM OT JIMNATA. B ciyyamTe, KoraTo ce Iojapa
noseve ot eauH EEJIOIL, oberosirencrrara, cBbp3aHi ¢ KPHTEPHHTE 34 O100D, C& ChABLPIKAT
camo B EEJIOIIl, mogmucan oT sHIe, KOETO MOXKE CAMOCTOSTENHO Ja MpeACTaBlsBa
ChOTBETHHS CTOMAHCKH CYOeKT.
3.2.9. B wacm IlI, pazden "b: Ocnoeanus, cébp3anu ¢ nAawanemo Ha Oanbviu u
COYUANHOOCUSYPUMENHY 6HOCKU' | YIACTHUKBT JEKIapupa HATHUYKHETO Ha 00CTOsATEeNncTRATa 3a
OTCTpaHsABaHE OT y4yacTHE B mpouexaypara mo wi. 54, am. 1, . 3 or 30Il, T.e. mamu uma
3a1bJKEHHS 33 JaHBLH U 3a,z[5nz>f<men}m OCUI'YPHTENIHH BHOCKH 110 CMUCHIA Ha 41, 162, a.
2, 1. 1 ot JIOIIK, xakTo B mpeArpHeTHTe MEpKH 3a HaASKAHOCT o wi. 56 oT 3011, koraro e
IIPUITOKUMO. i
3.2.10. B yacm III, paszoen "B: OcHosanus, cevp3anu ¢ HecwCmosmenHocm,
KOHQAUKM HA  uUHmMepecu uil NpohecuoHarHo Hapyuienue'" YHaCTHUKBT AeKIapupa
HAJIMYKETO HA 0OCTOATENICTBATA 32 OTCTPAHsIBaHe OT YU4acTHE B [IPOLEAypaTa 1o wi. 54, ai. 1,
T. 4, 5, 6 u 7 ot 3011 OcHoBaruara no wi. 54, 1. 7 ot 3011 ce oTHACAT 3a ITHLATA, KOUTO
NPEICTaB/IIBAT YUACTHHKA, YICHOBETE HAa yIPAaBUTEIHN U HAJ30PHH OPTaHy ¥ 3a APYTH JIHLA,
KOHTO MMAaT NPABOMOLIMs /@ YIPAKHABAT KOHTPOJ TIPH B3EMAHETO HA DEIICHHS OT Te3H
oprauu. Jlunara, 3aibiDKEHH JIa JeKiapupaT obcTogTencTBaTa mo wi. 54, am. 1, T. 7 ca
nocoueny B 4. 40, an. 2 ot [MI130I1. Koraro usucksauuara mo wi. 54, an. 1, T. 7 ot 3011 ce
OTHACAT 3@ IIOBEYE OT €IHO JIMLE, BCHUKM JuIa noanucsar eaud u bl EEJIOIT. Koraro e
HATTHIIE HEOGXOMMMOCT OT 3aIUTA HA JMUHHTE TAHHH TITH IIpH pa3jin4uue B 00CTOATEICTBATA,
CBBP3aHH C JJUYHOTO CHCTOSHHUE, hH(bopManHﬂTa OTHOCHO M3MCKBaHUTA IO Wi, 54, ain. 1, 1. 7
ot 30II ce nomreiIBa B 0TOEIEH EE,Z[OH 3a BCSKO JIMIIE MJIH 38 HAKOHM OT JiMuara, B cinyuaute,
KOraro ce I0JaBa MOBedYe OT GIlPI{ EEJIOII, obcrosTencTsara, CBbP3aHH C KPHTEPHUTE 3a
nonbop, ce ceappkar camo B EEJIOT], moamucan OT nHie, KOETO MOYXE CaMOCTOSATENHO Ja
IIPEICTaBIIsABA CHOTBETHHS CTOHTHCKI/I cybexkr. Ilon "konduukT Ha uHTepecu" crensa [a ce

pasbupa onpeneneHueTo, aaaeso B § 2, T. 21 ot JIP ma 30I1, korato BB3IOKHUTENAT, HETOBH
CTy)XHMTCIH HJIA HAeTH OT HEero JMIa H3BBH HEroBaTa CTPYKTYpa, KOHTO Y4acTBaT B
IOATOTOBKATA WM BB3JlaraHeTo Ha ofLiecTBeHATA MOPHYKA WIM MOTAT JIA IIOBIMAAT HA
pesyiitata OT Hesl, IMaT MHTEPEC, KOHTO MOXe Ja BOJM J10 objara mo cMHChJIa Ha 4. 54 oT
3aKoHa 3a NPOTHBOJACHCTBHE HA KOPYIIMATA ¥ 3a OTHEMAHE HA HE3AKOHHO IPHIOOHUTO
MMYIIECTBO M 38 KOUTO OM MOITO Jia ce npHeMe, 4e BIMsAe Ha TAXHATa Oe3mpUCTPACTHOCT U
HE3aBHCHMOCT BBB BPB3Ka C Bh3J@raHeTo Ha 00IIeCTBeHATa TOPEHIKA.

3.2.11. B uacm HJ;‘ pasoen  "I'0 Crneyupuunu HayuOHAIHU OCHOBAHUSL 34
uskmoyeare " Y4aCTHUKBT JIEKIapupa HATHYHETO Ha:

3.2.11.1. ObcrogrencTrara 3a OTCTpaHsBAHE OT YYaCTHE B MPOIELypara 10 ull.
54, an. 1, 1. 1 o1 301l (ocwxnane 3a npecThiieHus mo wi. 194-208, ui. 213a-217, un. 219-
252 u un. 254a-255a u ui. 256&60 or HK uiIM aHalloTH4HH B Jpyra ABbpKaBa YieHKa HIIH
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TpeTa crpana). Te3u OCHOBAaHMSI CE€ OTHACAT 3a JIMIATA, KOMTO HPEJCTaB/IaBaT yUacTHHKA,
YICHOBETE HA YIPABUTETHH U HEiFlSOpHH OpraHy ¥ 3a JAPYTH JIHIE, KOUTO UMaT MPaBOMOLIKSI
Jla yIIpaKHsIBaT KOHTPOJI IIPH B3¢MAHETO Ha PELIEHUS OT Te3d opraHu. JIMNaTa, 3aQbKeH  1a
Jexnapupar oOcrosresacTBaTa mo wi. 54, ai. 1, 7. 1 ¥ 2 ca TIOCOYEHH B 9l 40, an. 2 or
[TTTI30I1. Koraro usucksanusita 110 @wi. 54, am. 1, 1. 1 u 2 or 30I1 ce oTHAcAT 3a noBeye OT
CIHO JIMIE, BCHYKH JTHIIA TIOANMCBAT C/MH U ChIL EEJIOII. Koraro e Hanuue HeoOXOAMMOCT
OT 3allUTa Ha JTUYHUTE JaHHU WK [IPH PA3iduue B 00CTOATEICTBATA, CBBP3AHU C JIMYHOTO
CBCTOSHME, HHOOPMALMATA OTHOCHO M3MCKBaHuATA 10 wi. 54, an. 1, . 1 u 2 ot 30II ce
nombiea B otaeneH EEJIOIT 3a BCAKO JIMIE HJIH 32 HAKOH OT Jui@ara. B ciydanre, korato ce
nonasa roseye oT eauH BEEJIOII, obcrosrencrpara, cBbp3aH ¢ KPUTEPHHTE 3a HOAOOD, ce
chappxar camo B EEJIOIL, moanycan ot nuie, KOETO MOXKE CaMOCTOSTENHO JIa IPECTABIIBA
CHLOTBETHHUS CTONAHCKH CYOEKT. |

3.2.11.2. O6crositencreara 3a OTCTpaHsABAHE OT Y4YacTHE B IIPOLEAypaTa o 4il.
54, an. 1, 1. 6 ot 30I1 (YCTaH(i)BBHO C BJISI3JI0 B CHJIA HAKA3aTEJHO IIOCTAHOBIICHHE HIIH
che0HO pellenne, Hapyluenue Ha wi. 61, am, 1, wi. 62, an. 1 wm 3, wn. 63, an. 1 wiw 2, qi.
118, ui, 128, um. 228, am. 3, wi. 245 u wr. 301 - 305 ot Konekca Ha TpyAa wid Wi, 13, an. 1
0T 3aKoHa 3a TPy/A0BaTa MHTPALM U TPYI0BaTa MOOMIHOCT MJIHM AHAJOTHYHH 3a/IBJDKCHHS,
YCTAHOBEHH C aKT Ha KOMIIETEHTCH OpraH, ChIVIACHO 3aKOHOMATENICTBOTO Ha JIHPIKABATA, B
KOATO KaHIUJAaThT UIH YIaCTHUKBT € YCTAHOBEH).

3.2.11..3. CB’bpSB.HOCT‘ C JIpYr Y4aCTHHUK B IIpoLedypaTa o CMHCHIA Ha § 2, T. 44
ot JIP na 3011, BB Bpb3ka ¢ § 1, 7. 13 1 14 ot JIP Ha 3aKkoHa 3a myGIMYHOTO TIpe/UIaraHe Ha
LIEHHH KHHKA., ‘

3.2.11.4. Ilpeuku 3a yqacTHe B 0ONIECTBEHH MOPHYKH 110 WI. 3, T. § oT 3akoHa 3a
MKOHOMHYECKUTE M (DMHAHCOBUTE OTHOLICHHS C JPYXKECTBATA, PETHCTPHPAHH B FOPUCIHKITNH
¢ mpedepeHIHATCH NAHBUSH PEXKUM, CBBP3AHHTE ¢ TAX JIMIA M TEXHHUTE NEHCTBUTEIHH
COOCTBEHUIIHN, OCBEH aKO € HATHUIIE H3KIIOYEHHETO 110 WI. 4 OT CHIIMS 3aK0H.

3.2.11.5. IlpenupuernTe MEpKu 3a HAASKAHOCT o wi. 56 or 30Il, korato e
MPUIOKHMO WIIM HAJIWUYMETO Hé H3KMOUeHMS 10 wi. 4 oT 3aKkoHa 34 MKOHOMUYECKHTE U
(PMHAHCOBHTE OTHOILIEHHUS C ,upy»{ceCTBaTa, PErHCTPUPAHH B IOPHCAUKINY C IpedepeHinaneH
TaHbYeH PEKHUM, CBBP3aHUTE ¢ TAX LA U TEXHUTE NCHCTBHTEIHH COOCTBEHHUIIH,

3.2.12. VyacTtaumure {ca JIIBKHE 18 YBEJOMAT ITHCMEHO BB3T0KUTENS B 3-IHEREH
CPOK OT HACTBLIIBaHe Ha 06CTOATENCTBO 1Mo wi. 54, an. 1 or 3011, jexnapupaHo OT TIX B YacTH
IT u 111 na EEJTOTI.

3.2.13. B uacm 1V, pasden "A: I'oOnocm" yU4aCTHHKBET TIOCOYBA JOKYMEHTA, C
KOHTO HOKa3Ba CHLOTBETCTBUETO ¢H o paszaen II1.1.1) ot oOsaBaeHMeTO 3a OIIOBECTIBAHE HA
ofmecTBeHaTa IHophyka: PaspelneHue 3a TBPTOBHA HA €JPO ¢ MEIMIMHCKH H3JENHs,
u3ganeno ot MAJI nii Ipyr JOKYMEHT, YAOCTOBEPSBALI IIPABOTO Jja THPIyBa ¢ MeJIMIIMHCKH
M3/IeNHs, M37aJeH OT KOMIIETEHTEH opral Ha ChOTBETHaTa IbpikaBa. PaspelieHue WM
YZOCTOBEPEHHE HE CH M3HMCKBA OT IIPOM3BOJMTENHTE HA MEIMIMHCKH M3JENHs, YCTAHOBEHH
Ha TepuTopuiATa Ha PeryOnuka Bpirapus, kato ToBa 06CTOATENICTRBO Ce MOCOYBA Ha CHIIOTO
msacto B EEJIOIL. 1

3.2.14. B wacm 1V, lﬁyma "B": Texuuuecku u npoghecuonannu cnocobnocmu'
YYaCTHHKET ITOCOYBA JIOKYMEHTa, C KOMTO HOKa3Ba CHOTBETCTBHMETO cH 10 pasmen I11.1.3) or
OOSIBIICHHETO 3a OIOBECTsBAaHE Ha oblIecTBeHaTa Moppuka: CeprTu(HKAT, yIOCTOBEpSBAIL
BHCIPECHA CHCTEMA 3a ynpasieHue Ha kadecTBoTo EN ISO 9001 w/mmu EN ISO 13485/13488
M/MIM €KBUBAJIEHTHA, ¢ 00XBar B 00NacTTa Ha MPOM3BOACTBOTO M/MIH THPrOBHSTA C
MEJHIIHHCKH H3IeTHs

3.2.15. Yuactaunure Morat Aa m3noiassar EEJIOIT, kolTo Bede e U M3I0N3BaH
Opy TpeaxonHa IIpouelxypa 3a ‘OGHJ,BCTBeHa NophYKa, MPH YCIOBHE, Y€ MOTBBPAAT, Ue
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ChAbpIKALNATA CE B HETO I/IH(popMauH;i BCE OIIE € aKTyallHa, [IpY yCJIOBUATA HA 4. 44, aj. 2
ot [1II30IL ‘
3.3. Joxymentn mo wi. 45, an. 2 ot IIII30II 3a jokassade Ha [IpEATIPUETHTE
MEPKH 33 HaleR IHoCT 110 4L 56 ot 3011, korato e IpHIoKIMO.

3.4. Ilpu y4JacTHUIWM OOCIAMHEHHs, KOMTO HE Ca IOPHAMYECKH JIMIA — KOIHE OT
JOKYMEHT, OT KOHTO J1a € BUJIHO NMPaBHOTO OCHOBAHHE 3 CH3ABAHE Ha obequHenneTo, KakTo
W clelHata MHQOpMalHs BHB Bpml{a C KOHKpeTHara OOIIeCTBEHa NOpBYKA: MpaBaTra M
3aIbIDKCHUATA HA YYaCTHUIWTE B 00€IMHEHUETO; pPa3HPE/EIeHUETO HAa OTTOBOPHOCTTA
MeX(ly WIEHOBETe Ha OOEMMIECHHETO; JeHHOCTHTE, KOUTO LI M3TBIHSIBA BCEKH WICH HA
o0enHeHneTO.

3.5. TeXHUYECKO MPEITIOKEHHE, ChIAbPKAIIO!

3.5.1. Texnuyecko mpemioxeHue - 1Mo 3aAbiDKUTENIeH obpaser [punoxkenne Ne
1.1, 1.2 w/um 1.3 o1 06pasiuTe TOKYMEHTH KM JOKYMEHTAIJHSTA 3@ YIACTHE.

B TO3M JIOKYMEHT yYACTHHKET:

- [Tocoyra 3a KOM HOMEHKIIATYPH OT ChOTBETHATAa 000CcO0eHA TO3UIMSA IIPEACTABS
odepra. |

Jlexnapupa CBOTBETCTBHETO Ha IMpeIaraHuTe KOHIEHTPATH, MEAMIUMHCKH
M3JIeNAs] W pasTBOpPH 3a Je3H H(jpefcum{ Ha MW3MCKBaHMATA, [OCOUEHH B TexHuueckara
crenH (UKL OT ,I[OKYMGHT&IJ;HSITB. 3a ydacTHe,

- Jlexnmapupa cpoka Ha BaIHIHOCT Ha odepTara,

- Hexmapupa HPHCMAHETO Ha CPOKOBETE 3a: M3MBIHEHHE HA IOrOBOPA, MIIAIAHE,
NOCTaBKa U TOAHOCT Ha NOCTABSHUTE METHITHHCKH H3/IEIHS;

- Hekmapupa ¢hbriuacHero CH ¢ KiJay3uTe Ha IPHIOKEHHS IIPOEKT Ha JIOT0BOD;

- Hexnapupa Jpyrd 0OCTOSATENCTBA, M3UCKBAHH OT BB3JIOMXKHTENS M IIOCOYECHH B
obpaseria Ha JOKYMEHTA.

3.5.2. JlIokyMeHT 3a yoBIHOMOIIABaHE, KOraTo JIHIETo, KOETO ImoJaBa odeprara,
HE € 3aKOHHUSAT IIPeACTaBUTEN HA YYACTHHKA.

3.5.3. JlokaszatencrBa 3a UPHIOJHOCT HA IpeJJlardHuTe KOHLEHTPATH,
MEJMIIMHCKE M3JIEJIM W Pa3TBOPH 3a AE3MH(PEKUIHA: IPOCIEKT, KaTajior, CrelupuKaius
H/MIIH JOKYMEHT 3a TEeXHHYECKATa XapaKTepHCTHKA HA HM3IENHITA MM JPYr paBHO3HAUEH
NOKYMEHT, HM3[JalNeHu OT IIPOM3BOAMTENS, AOKAa3Ballll CHOTBETCTBHETO ¢ TeXHMueckara
CeU(UKAIHS OT JOKYMCHTAIMSTA 33 YUACTHE,

3.5.4. Koraro y4acTHHK 11ogara odepra 3a mosede oT ¢aua obocobeHa mo3umus,
3a BCAKA OT NO3MLMUTE C€ IPENCTABAT MOOTIACTHO KOMIUIEKTYBAHH JIOKYMEHTH IO TOYKH
3.5.1 - 3.5.3. KoMIUIEKTOBaHETO MOXKE J1a € B OT/EJIEH ILTHK, MMalka, JHKoO 3a JOKYMEHTH MIIH
OpPraHU3UpaHo 0 IPYT HAYMH, II0 KOHTO /1a MOXKe Jia ce yCTaHOBH 3a KOs 000co0eHa o3HIs
Ce OTHAcAT JOKYMEHTHUTE.

3.5.5. HMsuckBaHe 3a npeacTaBsiHe Ha oONHCAHWE W/HIH CHHMKH OT
ydyacTHHIHTE 1Mo o0ocobena mozunuss Ne 2 MeIMIHHCKH H3/1e/IHsl 32 XeMOAMAIH3A:
YyaCTHHIUTE ca JUIBXHM J@ IPEACTaBAT OINMHMCAHHE W/HIH CHUMKH Ha MENUIIMHCKUTE
mwajienus. Ha cHuMkuTe TpsbBa SICHO Ja ce BHXIA W YETe ETHKETHT Ha H3ICIHETO.
YuaCTHUIUTE, KOUTO Ca JOCTABSUIH B IIPEAXO0JHH I'OMHA MeJIMIHHCKUTE H3NEIHs, 38 KOUTO
y4JacTBaT B HacTosAIIaTa IIPOLEeNypa, He ¢a 3a/ILIKEHH Jia TIPEJCTABIT ONMCAHHE H CHUMKH Ha
TE3W M3IEIHs, B CIydal, 4e Te ca Hal'bJIHO MIEHTHYHH (II0 BHI, MOJEN, Mapka, pasmep,
IPOM3BONHUTEN) C HOCTaBAHUTE. ToBa oOCTOATENCTBO Cce JeKIapHpa B To4ka | Ha
Texmmueckoro mpemnoxenue no obocobena mosuuma Ne 2 1o 3aiBIDKHTENHHAS 00pasen
IIpumosxenume Ne 1.2,

3.6. LlenoBo mpeuioikenHe, ChAbPKAII0 NPEUIOKEHUETO Ha YUaCTHHKA OTHOCHO
LieHaTa 3a IIpuJI00HBaHe — 110 SaI(';bJDKHTeJIeH obpazen I[Tpunoxxenne Ne 2,




"MHOT'OITPODPUAHA BbAHHHA 3A AKTMBHO AEYEHHUE - [IOBPUY" Al

JOBPHY 9300 [ le."l’IaliﬂﬁqT Xutos' 24 & 058/600488 {akc 058/600414 H e-mail: oblb@bergon.net

|
|

3.6.1. KM Besixo IMpunoxenne Ne 2 ce npuiara HONBIHEH M NOMANUCAH JIUCT
"00.mo3. Ne ..... " or Cnucpka Ha 060c00eHNTE NIO3UIMHE M HOMEHKJIATYpHTeE, 3a 06ocobeHaTa
TIO3HIIAS B HOMEHKJIATYPHUTE, 38 KOATO/KOMTO YUaCTHHKBT LPEJCTaBs ofepra.

3.6.2. B smcra "O6.mo3. No ...", npexncraBnsBall ChROTBeTHATA 000co0eHa
no3uiyg or Crnucbka Ha 000cOOCHUTE MO3MIMH M HOMEHKIATYPHTE BCEKH YYACTHHK €
JUIBIKEH 1A ONBJIHH MOOTACTHO 34 BCAKA HOMEHKJIATYPA, 32 KOATO y4acTBa:

Kosmona 6: "TBproBecko HaMMEHOBAHME W HPOM3BOIUTEN", B KOSTO C€ TOCOUBA
TBProOBCKOTO HANMEHOBAHUE HA M3/ENHCTO (HOMEHK/IATYpaTa) ¥ IPOU3BOIANTEIIS MY;

Kosona 7. "Enunuuna nena B 18. 6e3 JIJIC", B koaTo TpadBa na ce mocouw
lleHaTa Ha M3JeMHeTo (HoMeHKJarypara) B sesa Oe3 JIJIC 3a choTBeTHaTa Mspka (MepHa
eJIMHUIIA), TOCOYCHA B KOJIOHA 5.

3.6.3. IIpe/IoEHUTE LIEHH 10 OTAEIHUTE HOMEHKIATYPH TpAOBA Ja ca B JieBa,
Oes JIJIC, 3akpBIeHu 10 BTOPUS 3HAK CIIC] JICCETHYHATA 3ameTas.

3.6.4. Koraro yyacTHMK TozaBa odepra 3a moBede 0T ejqHa o6ocobeHa mosuims,
3a BCAKA OT IO3MUMUTE C€ NPEACTaBAT OTAENHO LEHOBO npemnoxenue IIpunoxenne No 2 ¢
MPAIOXKEH KBM HEr0 MONBJIHEH U moanucan et "006.mo3. Ne... ... '

3.6.5. Beexu yuacTHHK MOXKE JIa pe/icTaBu od)epra TI0 ¢[Ha, IIOBEUE OT €/1Ha MK
110 BCHYKH 000C0O0CHH MO3UIIHH, TBOTB@THO HOMEHKJIATYpH 0T o0ocobeHara mo3uius.

ueHOBOTO npenﬂoméﬂne MOZKE 1a HE Ce IoCTaBHA B OTACIEH 3aledYarTaH IHK,
ThH KATO BB3JIOKHUTEIAT € HITHBHIIH-H PA3TICKIAHETO HA JOKYMEHTHTE Ja CTaHe No

pena Ha w1, 104, an. 2 or 30II. |
\

BL3/10KHTEIAT He M3HCKBA NPEICTABEHATE 0T YIACTHHIMTE TOKYMEHTH 12
OpIaT MoCTABEHMHM B OTACAHH TUINKOBE, NANKH W/HIH JukoGoBe 3a HOKYMeHTH. B
cAyvYanTe, KOraTro AOKyMeHTHTe TpadBa Ja OHJAT KOMIUIEKTOBAHH 110 OT/CJIHH
060cofenn MO3UIMH, YIACTHHKLT MOJKE 12 TH KOMIIEKTOBA 10 HAYHH, KOHTO HAMEPH
32 MOXO0/ISII,

4. Pasraexnane na ()‘ll)epTI/lTe:

4.1. Ilomygenure odeptr ce oTBapAT Ha MyOIMYHO 3aceaHUe, Ha KOSTO MOTAT Ja
IIPUCHCTBAT YYACTHHITUTE B npOI#eﬂypaTa HJIH TEXHH YI'BIIHOMOIIEHH IPEICTABUTENH, KAKTO
H IIPEJICTABUTENM Ha CPENCTRATA 38 MACOBO OCBENLOMSIBAHE.

4.2. BB37I0OXKHTENAT NPEBHIKIA PA3TICKIAHETO Ha ODEPTUTE 1A C& M3BBPILIU 110
pena Ha wi. 104, am. 2 ot B(iﬂ, IPH KOCTO OlEHKATa Ha TEXHHUYECKHTEe M IIEHOBHTE
IPENNIOKEHUS Ha YYACTHHIMTE [E Ce H3BBPIIA NPEH IPOBEKIAHETO Ha IPEABAPHTEIHHUS
moaoop. |
4.3. JleficTBuATa Ha KOMHCHsTA 3a H3BBPLIBAHE Ha MOAOOP HA KAH/IHJATHTE U
YYACTHHILIMTE, PAa3IIeKIaHe U OlleHKa Ha odepTuTe (komucHATa 110 ai1. 103, an. 1 ot 30I1) ce
U3BBLPILBAT B CJIEIHATA II0CIE/IOEATEIHOCT:

4.3.1. KoMHCHATZ OTBAps IO peja Ha TAXHOTO IIOCTBHIIBAHE 3aAMEUATAHUTE
HEMNPO3PauHU OIIAKOBKH M OIIOBECTABA TAXHOTO ChIbPKAHHUE, BKIIOUHTEIHO IPEII0KEHHATA
Ha yYaCTHHIHTE I10 [T0KA3aTels 3a OLEHKA Ha odepTHTE;

4.3.2. TEXHUYECKOTO M ICHOBOTO NIPEUIOKEHHE Ha BCEKH OT YJACTHHIIHTE Ce
MOANKCBAT HAH-MAIKO OT TPUMAa WICHOBE HAa KOMHCHATA H CE pengara Mo eIdH OT
MPUCHCTBAIIUTE [IPEACTABUTEIIH Ha JIPYIMTe YIaCTHHIIM JIa I'H IIOJITHINE, C KOETO myOnuuHaTa
YacT 0T 3aCe/IaHUETO TIPUKIIIOYBA;
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4.3.3. KOMHCHATA pPasTekK/]a NPEJCTABEHHTE O(GEepTH M OIEHsBA CHITACHO
u30paHus KpUTCpHil 3a BB3NArdHe TE3W OT TAX, KOMTO CHOTBETCTBAT HA IIpeIBapUTEITHO
00sABEHUTE YCIOBHSI; |

4.3.4. KOMHCHATA pa3riexaa JOKYMCHTHTE, CBbP3aHH C JMYHOTO CHCTOSHEE 1
KPUTEPHHTE 33 110400p, HA YIaCTHHIMTE B HU3XOJAIY PEJT CIPSMO [ONYYECHUTE OLEHKH;

4.3.5. KOrato yCTaHOBM IMIC4, HENBIHOTA WM HECHOTBETCTBHC Ha
HHPOPMAaIUATA, BKIIFOUYHTEITHO H?Tpez[OBHOCT WK QaKTHIecKa IPelika, Wi HEChOTBETCTBHUE C
H3MCKBAHUATA KbM JIMYHOTO CHCTOSHME MIIM KPUTEPUMTE 3a HOAOOD, KOMHCHATA IHCMEHO
yBEJIOMSIBA YYaCTHHKA; i

4.3.6. B cpoK 710 5 padOTHH JIHH OT HOJTYYaBAHETO Ha YBEAOMIICHHCTO YYACTHHKDT
Moxe na mpeacrasu o EEJIOIT w/mmu Apyrd JOKYMEHTH, KOHTO ChABPAKAT MIPOMEHEHA

H/HIIH IONBIHEHA HHDOpMAIHs;

4.3.7. xoMucusTa pas}meﬁma TOKYMEHTHTE, CBBP3aHH C JMYHOTO CBHCTOSHHE H
KPHTEPHUTE 3a TOJ00P 10 YCTAHOBABAHE HA CHOTBETCTBHE C W3HCKBAHHATA HA JBAaMa
YYaCTHHLIM, KOUTO KJaCHpa Ha IIbPBO ¥ BTOPO MACTO; OCTAHAIUTE YYACTHHIH, YUUTO O(epTH
ca OLIEHEHH, HE Ce KJIaCHpaT.

5. Cxio4BaHe Ha JOr0BOP 32 H3IIbJIHEHHME HA 00IIECTBEHATA NOPHYKA.

5.1. Ilpm HO,[[HHCBE[H(:FO Ha J0OroBOpa 3a 00LIECTBEHA NMOPBYUKA, M3IIBIHUTEIAT €
JUTBXKEH J1a IIPeJICTaRH: ‘

5.1.1. Axrtyannu ,H():KyMel-ITH YJIOCTOBEPABAIY JIMIICATAa Ha OCHOBAHHA 34
OTCTpaHsABaHE OT npouenypa’ra,i KaKTO ¥ CBOTBETCTBHETO C IIOCTABEHHTE KPHUTEPHUH 34
noabop:

- 3a o0cTosATeNncTRaTa 110 WiI. 54, an. 1, T. 1 o1 3011 - CBHIETENCTBO 3a ChIMMOCT,

- 38 00CTOATEICTBOTO PTIO wi. 54, an. 1, 1. 3 ot 3011 - ynocToBEpeHre OT OpraHuTe
M0 MPHUXOAUTE H yAOCTOBEPEHHE OT o0IMHATa 110 CENAIMIIETO Ha BBL3IOKHUTENS M Ha
KaHIMaTa WM y4acTHHKA, \

- 3a o6cToATENCTBOTO 1Mo wir. 54, am. 1, 1. 6 - YIOCTOBEPEHHE OT OpTaHUTe Ha
M3nbnuntenna aresnus "l aBHa uHCHeKnus o Tpyaa’;

- paspelleHHe 3a T"Bpl"‘OBHH Ha €JIp0 ¢ MEAUIMHCKH U3enus, uznanerao ot MAIJI
WM JApYT NOKYMEHT, YIOCTOBEPABall IIPABOTO HA YYACTHHKA Ja THPryBa C MEIMIIMHCKA
U3JENUsI, M3MAJCH OT KOMIIETEHTEH OpraH Ha CLOTBETHATa Jb[oKaBa. Paspemedue Him
yIIOCTOBEPEHHE HE CH H3HCKBA oT IPOU3BOJAUTENHTE Ha MEIUIIMHCKH U3JENIHsl, YCTAHOBEHH
Ha repuropuara Ha Penybnmnka bniarapus;

- CepTH(HKAT 3a NpWlaraHe M INOMNbP)KAHe Ha CHCTeMa 3a YIIPABJICHHE Ha
kauecTtBoTo EN ISO 9001 H/Hné EN [SO 13485/13488 wu/umu exBHBaleHTHA, ¢ 0OXBAT B
ofnacTTa Ha IPOH3BOACTBOTO W/HITH THPIOBUATA ¢ MEIHIMHCKH H3ICITHS.

5.1.2. Jlexnapanus o i, 6, aj. 2 ot 3aKoHa 3a MEPKHUTE CPelily W3NUpPaHe Ha Iapy
— 10 3aAbLJKHTENeH o0paser [pumorkenne Ne 3.

5.2. He ce ckilrouBa JOTOBOP C H3IIBJIHUTEN, KOMTO HE H3ITBIHUA 3a0BIDKCHUETO,
nocoyeHo B touka 5.1.1 u 5.1.2.
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IIPOEKT
|
 JOTOBOP
|

P10 ol R — 2018 TOJI. B TP, Ho6puy, Ha ocrOBanue wi. 112 u ¢, oT 3akoHa 3a
00IIECTBEHATE TOPBYKH, C€ CKIIHOUH HACTOSIIHAT JOTOBOP MEXLY:
............................................................................................ , CBhC CeJaluIle B

............................... M apeC  HAa  YHPABICHHE......coirieiiritiesaiisnistnse sy

EUK oo, ; TIpeCTaRISABAH T s m s S SRR TR s e g
..................................................... ‘ B RANECTBOTD MY Hbsmmaummimssiaaiammig
onpejeneH 3a u3mbaauTen ¢ Pemenme Ne ................ ClleJl IpOBeJeHa Iporeaypa 3a
Bb3JlaraHe Ha 0OIecTBeHa HO]JBHK& tiun "otkputa" Ne 00083-2018-......... , € TIPEIMET:

Ilepouyna NOCTaBKa HA KOHIEHTPAaTH 3a XEMOAMAIH3a, PA3TBOPH 3a Ne3MH(EKIMS Ha
XEMOJIMAIIM3HU amapaTH U W MEJUIUHCKH M3IEeNHA 33 HYNXKIWTe Ha oTaenedne "J[Manu3Ho
neyenue" Ha ,, MBAJI-J{o6puy” AL,I[, HapuyaH [IPOJJABAY U

”MHOFOHPO(I)I/IIIP}IA BOJIHUIIA 3A AKTUBHO JIEUEHHE-JOBPHUY" AJT
rp. Mobpu4, che cenanmuine u ajpec Ha ynpasinesue: rp. JoGpuy, yi. “Ilanaiior Xutos" 24,
ren.  058/600160, daxc: 058‘/600414, e-mail: oblb@bergon.net, EWK 124141302,
npencrapaaaHo oT J-p Ceerosap baiiuen IletpoB — Msnbmautenen Jlupextop Ha
IPYIKECTBOTO, HApHYAHA KYHVIE?AQ.

CTpaHI'ITe ce CHOPBBYMHXH 348 CJIeJHOTO.

ITPEAMET HA IOTTOBOPA U LIEHH

Uien 1.(1) HpoaaBa‘%BT IIpoJaBa Ha KyIyBaya CTOKHTE o obocobena mosniums No
Ne...... 1 HOMeHKmatypu Ne Ne ... ... , 32 KOATO/KOMTO € Y4YacTBal B OTKPHTATa
IpolleLypa 3a Bb3jaraHe Ha o0IrecTBeHa OPHUKa.

(2) LlenoBute IPEIOKEHHS HA IPOTIABAYA €2 ..o,

(3) llpormozHuTre KOJHYECTBA, MOCOYCHH B JOKYMEHTAIMSATAa 3a OOLIECTBEHA
IOphUKa He TopaXkaar 3amam1ceﬂre 3a KylyBaua Ja I'Hl 3aKYIH B [I0COYEHUS 00EM.

CPOKOBE 1 HA‘{I/qH HA TTJIAIIIAHE

Ynen 2. CpoksT HA HFCTOHLLH/IF{ Joroeop e 12 Mecerna oT garara Hi MOIIHUCBAHETO
My. JIoroBOpET MPOABIKaBa JASHCTBHETO CH [0 CKIIOYBAHETO HA JIOTOBOP € APYT U3IIBIHKUTEN
cllel IIPOBEeXKIaHe Ha 0OIIeCTBeHa MOPHUKA.

Unen 3. Crokure mj ObIOaT JOCTaBAHM OT HpOjABava Ha Kymysaya B cpox 10
(IeceT) KaneHApPHHU JHH, CJICH 3asBIABAHETO UM.

Hnen 4. JIp/pkuMata Ha mpojaBaya cyma I10 BCAKA OTHENHA J0CTaBKa e OblIe
IaTeHa OT KylyBadya IO OaHKOBaTa CMeTKa Ha Ipojasada B Cpok jo 60 (mecTmecer)
KaJIeHIaDHH JTHH CJIe[l U3aBaHeTo Ha (Gaxrypa OT Ipo/iaBaya.

Yien §. CpoRBT Ha. FORHOCT HA vi coswausias svsuss Bl v Saaln evions e s

MACTO HA M3ITBJIHEHUME U ITPEMWHABAHE HA COBCTBEHOCTTA

Uien 6. 3a MsacTO HE)J‘ nocraBsHe Ha cTokute ce onpenens “MBAJI-Jobpuu” AJ]
rp. Jobpuy, yn. “Ilanaiior XHTO]T”'” Ne 24, 3Beno ,,bonuuuna anrexa”.
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Unen 7. COGCTBGHO}CTT& BBPXY JOCTaBIHUTE CTOKM M PHUCKBT OT I'BJIHO WIIH
YaCTHYHO IIOTHBAHE HA CTOKUTE MIPEMUHABA BBPXY KyIyBada OT MOMEHTA HA IPHEMAHETO MM
Ha MJCTOTO Ha JOCTABAHE C MPHEMO-IpPENaBaTelieH MPOTOKOM HIH JIPYT pPaBHO3HAYEH
JOKYMEHT. :
1
ITPABA U 3AJTBJDKEHMS HA TTPOJJABAUYA
Ynen 8. (1) Hponaﬁaqm € [UIbXEH Ja CKJIOYM JOrOBOP 32 IMOAU3IGIHEHHE,
KOTaTo ¢ 005ABHII B 3asBIICHUCTO CU 3a Y4acTHe TON3BAHETO Ha IOAM3IBIHATEN. B cpok o 3
JIHH OT CKIIOYBAHETO Ha JOTOBOP 3a MOAM3IIGIHEHHE MM HA TOMBIHUTEIHO CIOpPa3yMeHHe
3a 3aMsfHa Ha MOCOYEH B BBHBJ[}CHHCTO MOJM3IIBIHATEN U3NBIHUTEIAT H3MPAINa KOIHE Ha
JIOrOBOPA MM HA TOIIBIHATEIHOTO CIOPa3syMEHHE Ha BB3JIOKHTENI 3aC/HO ¢ JOKA3aTEIICTRA,
4 Ca U3IIBJIHEHH YCIOBUATA 10 WL, 66, ai. 2 u 11 ot 3011
(2) llogmsmeiHuTENNTE HAMAT NPABO Ja TPEBL3JArar eiHa WIH TOBEYE OT
JIeHHOCTHTE, KOUTO ca BKIIIOYEHH B IIPEIMETA Ha JIOT0BOPA 34 IOAH3IIBIHEHHE.
(3) HeszaBucumO OT BB3MOKHOCTTA Ja Ce H3MON3BAT  I10(M3IIBIHHTCIH,
OTrOBOPHOCTTA 3a H3IIBIIHEHHE HA JIOTOBOPA 33 00INECTBEHA ITOPBYIKA € Ha IIPo1aBaya.
(4) KymyBausT HsiMa [ja H3BbPINBA TUPEKTHH PA3IUIAIAHMSA ¢ IO U3IBIHATENTHTE
Unen 9. IlpomaBaubt € JUIBKEH Ja HOCTaB# CTOKH, KOHTO OTrOBapsAT Ha
M3UCKBAHMATA, ITOCOYEHH B ‘TEXHH‘IECI{HTG CemM(pHUKAIMA  OT [JOKYMEHTaluATa 34
o0ulecTBeHa MopbUKa. |
Unen 10. [pojiapausT B cpoKa Ha JOTOBOPA € JUTHIKEH A UMa paspelIeHue uim
YIAOCTOBEPEHHE 34 THPrOBHsl HA €PO C MEIAHMIIMHCKN M3/IEIHs, H3aIeHO OT M3IbIHUTEIH U
mupextop Ha MAJI 1o pena va 3MU.
Ynen 11. IlponaBausT B cpoka HAa JOrOBOpa € ANBXKEH A MPUIATa H IOJTbpKa
CHCTEMA 3a YIIpaBJICHHE Ha Ka‘-lié‘cCTBOTO EN ISO 9001 w/um EN ISO 13485/13488, u/umm
eKBUBAJICHTHA, ¢ 00XBAT B 00JACTTA Ha IIPOU3BOJACTBOTO W/WIM THPTOBUATA C MEIHIIMHCKH
U3 ETTHSL.
Hien 12. IlpomaBaubT € JUIBKEH Ja M3#ane B CPOK (akTypa 3a JOCTABEHHTE
CTOKH.

IIPABA 1 3A):['bJ“I}}§9EHI/IH HA KVITYBAYA

Ynen 13.(1) KYH}TB?‘{T:T HMa TIpaBO Ja IpPOBEpsiBA KOMHMYSCTBOTO HA BCAKA
OTAEHA OOCTaBKa, KAaTO NpPH YCTAHOBABAHE HA HECHOTBETCTBHE € JUIBKEH @ YBEIOMH
IpoJaBaia B CPOK OT 24 yaca.,

(2) TIpu ycraHOBsIBaHE HA HECHOTBETCTBHE B KAYECTBOTO HA JOCTABEHHTE CTOKH
KyIlyBaubT € JTLIKCH J1a yBe,Z[DM; IIpoJlaBaya B CpoK OT 24 yaca.

(3) HechoTBercTBMeTO Ha KOIMYECTBOTO M KAUECTBOTO CE YCTAHOBSABA C
IIPOTOKOJI, CHCTABEH OT KOMHCHS[J CBCTaBEHA OT JIBKHOCTHHUTE JIHIA Ha KYIyBaya,

(4) B cayuaii, ue Hp(#l[aBa‘-]"I)T B CPOK J10 24 4Yaca ciie] YBEJOMSBaHEeTO 1Mo ail. |
OCIIOPH MHMCMEHO HECBOTBETCTBHMETO HA KAY€CTBOTO, TOH MOXE Jla MCKa IIPOBEpPKATa My OT
YI'BJIHOMOLIEHA 1a00paTopus, 4pe3 B3eMaHe Ha KOHTPOIHH 00pasid (MOCTPH) OT JIOCTaBKATa
¥ CPAaBHABAHETO MM C IIPEACTaBeHMTE 00pasny (MOCTPH) MPH ydYaCTHETO B ODIECTBEHATA
OPBYKA.

Ynen 14. KYHYBB,‘II:'I“ € JIBXKCH Jla 3alUIaTH YyroBOpeHaTa IieHa B pa3Mepa, Mo
HAYHMHA U B CPOKA, ONPEAETIEHU B HACTOSIIHUS JOTOBOP.

HEYCTOWKH
Ynen 15.(1) Ilpu 3abaBa Ha JocTaBKka OT CTpaHa Ha IpoaBada ¢ ToBeYe OT 24
(4Bajecer ¥ 4YeTHpPH) vaca, KyIyBaybT HMa IIPABO ja TIOIYYH HEycTodka B pasmep na 0.1
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(Hyna U0, €/lHa JeceTa) Ha CTO OT CTOMHOCTTA Ha 3abaBeHaTa JI0CTABKA 34 BCeKH 24 uaca
3abaBa.

(2) Ilpm yCTaHOBHB!aHe Ha HECBOTBETCTBHE B KOJHYECTBOTO, IPOJABAYELT €
ATBXKEH J1a I0CTaBY JIMIICBAIIOTO KOJIMYECTBO IIPH CIIEABAINATa JOCTaBKa, a MPH [IOUCKBAHE
OT CTpaHa Ha KymnyBada B cpokK oT 24 wyaca. Ilpy Heu3IbIHEHHE Ha TOBA 3aIBIDKCHHE
KyIlyBaybT MMa IIPaBO Jia MOJy4H HEYCTolka B pasMep Ha 5 (eT) Ha CTO OT CTOHHOCTTA Ha
JIMIICBAIOTO KOJIUYECTBO. |

(3) llpn ycranoBsBaHe Ha HECHOTBETCTBUE B KAYECTBOTO, MPOJIABAYLT € JTHKCH
Jla IOCTaBH CTOKH C YrOBOPEHOTO KAYECTBO IPH Cre/BALaTa JOCTABKA, a IIPH ITIOMCKBAHE OT
CTpaHa Ha KylyBa4a B Cpok oT 24 daca. [TpH HeH3IIBIHEHHE Ha TOBA 3a/IhIDKEHHE KYIIyBaybT
HMa IIpaBo Ja MOJIyYHd HeyCcToMka B pasMep Ha 5 (Ier) Ha CTO OT CTOHHOCTTA Ha
HEKa4eCTBEHATA JOCTaBKa. !

(4) B cinyyauTe 1o amuHer 2 M 3, aKo 1PoJIaBaubT HE TOCTABH JIOTOBOPEHOTO,
KyIyBaYbT HMa MPABO Ja 3aKyIH HEOOXOIMMHTE MY CTOKH OT Pyl JOCTaBYHK, KATO
pa3MKaTa MeXkJly IieHaTa Io ,II,'D:FOBOpa H JEHCTBHTENHO 3alaTeHara [eHa € 3a CMeTKa Ha
IIpojiaBava. l
Unen 16.(1) TTpu OTKa3 Ha IpojaBaya Ja J0CTaBH 3asBEHUTE MY CTOKH HIIH [IPH
3abaBa moBeye or 48 (YeTHpHIECET M OCEM) uaca, KyIyBaybT HMa IIPABO JId 3aKyIH
HEOOXOAUMUTE MY CTOKH OT JIPYI' JOCTABYHK.

(2) B ciryyanre o npenxoaHara anMHes pazIHKaTa MeXIy [EeHATA [0 J0r0BOpa U
NEHCTBUTEHO 3alUlaTeHaTa 1IeHa € 3a CMETKa Ha [po/[aBava.

Ynen 17. KyHyB&‘I’I)F HMa IIpaBO Ja MCKa OOE3ILETEHHE B IIbJIEH pasMep Ha
BPEJIMTE, KOMTO € IPETHPIISUI B PE3yIITar Ha 3a0aBeHaTa u/UiK HeKayeCTBEHATA TOCTABKA.

Ynen 18. Ilpu 3a6a13§1 Ha ILJallaHe OT CTpaHa Ha KylyBada, IMOCHSIHHAT IbIDKH
Ha IIpoJaBaya HeYCTOolKa, B pa3Mep Ha 3aKOHHATA JIUXBA.

Ynen 19. Heycroiixure, oOe3IIeTeHUsTa U [IEHOBHTE PasIdKd 110 4i. 16, am. 2
MOTaT Jja OBAaT yAbpIKaHU OT BCSIKO ABDKUMO Ha [pOo/aBava IJjalaHe.

TIPEKPATSIBAHE Hirf-\ JIOTOBOPA

Ynen 20. [loroBopsT ¢e IpeKparsisa

1. ¢ u3THUaHe Ha CPOKa, 3@ KOHTO € CKIIOUEH, OCBEH B CIIyHauTe II0 Wil 2, H3p.
BTOPO.

OT cTpaHa Ha mpoaaBava. [Toz cucreMHO HeM3IbIHEHHE ce pa3bupa TaKOBa, U3BLPIICHH /BA
HJIM [IOBEYC IBTH B PAMKHTE Ha €J(MH KaJleHJapeH Mecell, HJIM [10BeYe OT TPH ITBTH B PAMKHTE
Ha CpoKa Ha J0roBopa;

3. IpH ChH3JABAHETO HA YCIOBMSA 3a JOCTaBKA HA CTOKHTE, IPEAMET Ha JOr0OBOpa
clie/l MPOBEXIAHETO Ha IEHTPATH3HPAHH eJIEKTPOHHH THProBe.

4. B ciyvaii, ue ObJle IpOMEHEHa HOPMaTHBHATA ypeaba, B Pe3ynTar Ha KOETO
OTIaHe HEOOXOAUMOCTTA OT JHOCTAaBKATA HA CTOKUTE, KOUTO Ca IIPSAMET Ha JIOTOBOpa;

5. IpH HEBB3MOXKHOCT Ja C€ OCHIYpH (HHAHCHpaHe 3a M3IBAHEHHETO Ha
IOPBYKATa [0 IPHYMHU, KOUTO KyIYBaYbT HE € MOI'BII 1A MIPEIABH/IH.

2 Ipu CHCTEMHO HGI}SH’LHHGHHB Ha JOCTABKUTE IO KONHMYECTBO M/HIIM KAYECTRO

JAPYTU YCIIOBUA
Hnen 21. CTpanute 1o JoroBopa He MOTar Jid IO W3MEHAT, OCBEH B CIYYaUTe,
npeaBuaeHH B wi. 116 ot 30I1.
Ynen 22. CrpanuTe 110 JOI'0OBOpA IE PEIIABAT BB3IHHKHAIUTE 110 U3ITBIHEHHETO
CIIOpPOBE 110 B3aMMHO ChIJIACHE, a aKO TOBA € HEBBL3MOXKHO, 110 pena Ha ['TIK npex pojoso
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KOMIIETCHTHHSAT CbJ| B Tp. JloOpuy, OCBEH B cilydante, KOTaTo [PETEHIMATA € TIPeIsBeHa 110
pella Ha 3aTI0BETHOTO IIPOU3BOACTBO.

Yien 23. 3a BCHUKH
pasnopentute ma 3011, IIIT30I1,
nen 24.(1) 3a pan

CYPECACHH 110 HACTOAIIIA OOroBop BLIIPOCH IIE CE mpuiarar
33/ u T3,

HJIHM QJpeCH 3a IpHEMaHe Ha CbhoOLIEHWS, CBBP3aHU C

HACTOAIINA JOI0BOP CC CMATAT a/IPECHUTE, IOCOYEHHU B HAYAI0TO Ha IOrOBOPA.
(2) Ilpu npomsna Ha NGHHHTE N0 NPE/IXO/HATA AMHES, CHOTBETHATA CIpaHa €
TBKHA [1a YBEIOMH JIpyraTa B TPHIHEBEH CPOK OT IPOMSHATA.

IIpu cwcrapsHE Ha
CIEJIHHTE NOKYMEHTH:

1.
OTCTpaHsABaHE OT MPOIEAypars
nozadop:

- 3a oOcrosTeNcTRaTa

- 332 00CTOSTEJICTBOTO
10 TNPUXOJUTE M YIOCTOBEPEHE
KaHAuaTa WM yYacTHHKA,

- 3a 0o0CTOSTEICTBOT
WMansnuurenda areguus "I asHa

AK’[‘yaJ'IHI/I ,ELOK}"MGHTI/I YAOCTOBEpsBAIlIM  JIHIICATa Ha OCHOBAHUA

HaCcTOAIMHUAT JOT'OBOP C€ IIPEACTaBHUXa OT H3NMBIHHUTEIL

3a
KaxKTO H CBOTBCTCTBHETO € IIOCTABCHHTC KPHUTEPHH 34

1o wi. 54, an. 1, T. 1 or 3011 - CBHAETENCTBO 33 CHAUMOCT,

no wr. 54, am. 1, T. 3 or 3011 - yocToBepenne 0T OpranuTe

1¢ OT OGIHHH&TB, 0 CCHAIHIIETO HA BB3JOXKUTEIA M Ha

no 4. 54, anm. 1, T. 6 - yIOCTOBEpPEHHE OT OPraHUTE Ha
HHCIIeKIUs 110 Tpyaa';

- PaspelieHue 3a ThProBUA HA €P0 ¢ MEIMIMHCKH H3ICNus, n3janeno ot MAJI
WM APYT JOKYMEHT, YAOCTOBEPABAI IPABOTO HA YYACTHHKA JIa THPIYBA ¢ MEIHUIMHCKH
M3/leNMs, M3NafeH OT KOMIICTCHTEH OpraH Ha CHOTBETHATa NbpiKapa. PaspemeHue Him
YAOCTOBEPEHHE HE CH H3UCKBA OT HPOM3BOJMTENMTE HA MEJHIIHHCKH H3JE/IHs, YCTAaHOBEHH
Ha TepuTopusaTa Ha Penybnuka benrapus,
- cepTH(HKAT 3a NpHIaraHe M MOAINBIKAHE HA CHCTEMa 3a YIpaBlIcHHE Ha
xagecTBoTo EN ISO 9001 m/mym EN ISO 13485/13488 w/mnu exBupBaneHTHA, ¢ 00XBaT B
rrm{ THPTOBHATA ¢ MEIHITHHCKH H3JEJIHSL.

obracTTa Ha IPOU3BOJICTBOTO M/
2. lexnapanys no uit, 6, ajl. 2 oT 3aKoHa 3a MEPKHTE CPEILy H3IUpaHe Ha Tapu —
oxeHue Ne 3,

10 3aaBJBKATENEH oOpazen [Tpui

IIpunioxkenus KbM JI0roBOPA:

1. TexHuyecka cremuuKanng

2. Texuuuecko npeﬂi‘lomeﬂne 3a M3IIBJIHEHUE HA TOPBHUKATA,
3. LleHOBO mpeUIONKEHHE.

Hacrosiiupar pgoroso
HpO,H,ElBa‘Ia H J1Ba 3a KynyBaqa.

P CE€ CBECTaBH B TPU €JHOOOpAa3HU EK3eMIUIApa, eIuH 3a

[TIPOOABAUY: KVIIYBAU:




