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Huee, 01.12.2015r. B rp. byprac, B u3IbIHEHHE Pemrenne Ne VI - P -
493/26.10.2015r. na nanpanuTennus gupexrop Ha “MBAJ — byprac” AJ, 3a nposexnaneto
Ha OTKpHUTa npouenypa no pena va 3001 3a Bv3narane Ha 06WECTBEHA MOPBYKA C NPEAMET:
ollepHoanyHH pocTaBKM Ha Ja0opaTopHH peakTHBH H KOHCYMATHBH /ChIVIACHO
cneunduxanun/ 3a uyxaure na ,MBAJl — Byprac” A/l”, xomucus ofnpeneneHa che
3anosen Ne VI - P - 569/01.12.2015 roa. Ha uanbiaHvurennus gupektop Ha ,,MBAJI — Byprac”
AJl, B CbCTaB:

Hpencenaten: n-p Crenusn Cnasos — 3am. aupexrop Ha ,.MBAJI - Byprac™ A/;
Unenose: 1. p-p Kanuna [lankoBa - Hauanwuxk Ha ,Muxpobuonornyna
naboparopus”™ B . MBbAJl-byprac™ AJ{;
2. p-p Ceersia bakanopa — Hauwaiuuk Ha ,JKMHHYHO-1200PAaTOPHO
oraenenne” B , ,MBAJl-byprac” AJl;
3.Kanuna boayposa — crapmu 1abopaHT Ha OTAENEHME MO KIMHHYHA
narosiorus B ,,MBAJI-byprac™ AJl;
4. Tunxa Konera — 3am. rnasen cyeroomuren Ha “MDBAJI — byprac”
AL
5. Jxema MiomronoBsa — ropuckoncyar npu ,MBAJI-byprac™ AJl;
6.Bemuka [eopruesa — wavannux otgen ,.,CrHabassane” npu ,,MbAJI-
byprac™ AJl,
B 11:00 B AamunuctparuBHus kopnyc Ha “MDBAJl — byprac”™ AJl nposene
3acesiaHue, Ha koero Osxa pa3riefaHd BHECEHHTE NpPeIONEeHHs 3a ydacTHe B ropHara
apoueaypa.

B nayannus yac Ha IIPOBEX/IAHETO HA 32CElaHMETO Ha KOMUCHSATA OT AENOBOACTBOTO Ha
“MbAJI — byprac” AJl Sewe npeacTaseH OMUC Ha MoOJajJeHHTe OQEPTH, MOAMMCAH OT
Bwanoxurens, Beano ¢ue 7 (cenem) 6pos odepTH OT ClAeAHUTE YHACTHHIH:
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SHEPOEKT MEJIUKA“ OO/, rp.

1. Crapa 3aropa, yi. ,Hopo3arepeko | 15013/26.11.2015r.; 9,004.
; moce*, 6.1.1 '

»Hutep buzuec 91“ EOOJ, rp.

2, e ot A 15106/27.11.2015r.; 9,304.
3. E;{'ﬂa“;ﬁ;‘;gﬂ %‘3‘2&;;‘3'@?‘2’““’ 15124/27.11.2015r.; 12,004.
»Copapma Tpeitaunre AJl, rp. Codus,
" ¢§:§§H§:;:§Tc;§pq£“c g:ﬂa A 15144/30.11.2015r.; 9,054
er.12
5, | »Punaxom™EOOJ, rp. Copus, ya. 15145/30.11.2015r.; 9,10u.

wHKonoman* Nel oduc 217

S»AKBAXUM” AL, rp. Codus,
6. wApyx62-2%, 6ya. ,lIpod. L(s. 15153/30.11.2015 r.; 10,00 4.
Jlazapos” Ne 83

»MTH* OO/, rp. Codusn, x.K.

7. »Maanocer* 1, 6.,1.285 /ya. ,,Jiumursp 15154/30.11.2015r.; 10,004.
Momios*/

Ha zacenanueTo Ha KOMHCHSTA HE MPHCHLCTBAXa [PEACTABHTENH HA YYaCTHHUM B
npoueaAypara.

Ilpenn npa npucTensT KbM OTBapdHe Ha odeprHTe, YNCHOBETE HA KOMHCHATA
NOANKcaxa JeKnapaluuH, ya0oCTOBEPABAlM JAHICA HA 0DCTOATENCTRATA, IPEABUACHU B Wi, 35,
an.3 ot 3011.

Crnen xato np YCIOBHSTa H2 M3BBLPLIEH OIJIe[ KOMHCHATA KOHCTaTUpa, Ye odepTuTe
ca NofaJcHH B CpoKa, 008BeH ¢ NyOnuKyBaHOTO B cajita Ha AOI] 00gB/I€HME 32 TPOBEKAAHE
Ha oOlecTBEHA MNOpbYKa, Karo 0003HAYCHHATA BBPXY CBHUIHTE CBHOTBETCTBAT Ha
pasnopendara Ha wi. 57, an.1 or 3011 u usucksanusgTa Ha Bu3noxurens, nocoueHu B 1.6.2.3
ot OOuMTe yCIOBHS 3a MPOBEXKIAHE HA MPOUEAYpaTa, KaTo BbPXY IJIMKOBETE € 0003HAYEHO
HAHMEHOBAHHUETO HAa YYacTHHMKA, afipec 3a KOpECrnoHeHuMs, ¢akc u e-mail, npeamer Ha
npouenypara, KakTo M BXOI4Il HOMEp, C 4ac Ha [MOCTHIIBAHE HA NPEIIOKEHHETO B
JENOBOACTBOTO Ha Bu3goxuTtens.

[IpencenatensaT Ha KOMUCHATA NPUCTBIM KbM OTBapsHE Ha o(epTUTE, CIed KOETO
OMOBECTH JJOKYMEHTHUTE ChABPIKALLH C€ B TAX, CHIVIACHO MPHUIOKEHHUAT CIHCHK.

1. Tlpu nposepka Ha npemnoxenunero Ha LHLIHEPOEKT MEJUKA” OOA - rp.
Crapa 3aropa, EMK 833101609, cne cenanuiue u anpec Ha ynpasnenune rp. Crapa 3aropa
6000, obn. Crapa 3aropa, obuwmna Crapa 3aropa, yi1. ,Hosozaropcko moce”, 0.1,
npeacTapassano ot benuo Mopranor Jlexos-ynpasuTen Geiie YCTAHOBEHO, Y€ CBHLIOTO €
NPEICTABEHO B CHOTBETCTBHE ¢ paznopendara wHa ui. 57, an.2 ot 30I1 n cwavpxka: niank Nel



- JokymenTn 3a noabop” 3a 000cobeHM MO3MUMM, 32 KOWTO YYACTHHKA € TIPENCTABHII
OpeuioKeHre, a uMeHHo: oOocobena nosuumus NeS- KoHcymMaTuBM W peakTHBH 3a
ejlekTpoiuTeH ananuzarop ,,Combi-line™; obocobena nozuwuus Nell- | Koucymarupu u
peaxtusu 3a KI'A ,ABL-800"; obocobena nozuums Nel2- ExcrnpecHu NeHTH 3a ypuHa™;
obocobena no3uuus Neld- | KoncyMaTHBM M peakTHBH 3a aBT. Koaryiomersp ,,Thrombolyser
Compact X*; obocobena nosunus Nel7- KoHcyMaTHBH M peakTHBH 32 aBTOMATHYEH yPUHEH
adamusatop ,,H-800" u ,FUS-100"; obocobena nozuums Nel8 — | KoHcyMaTHBH M peakTHBH
3a rmokoananuzatop ,,BIOSEN C* u ,,QUO-CHECK®; ofocobena nozuuus Ne2(-, PeakTnBy
¥ KOHCYMAaTHMBH 3a HMYHoOjIorudeH ananmzatop ,, AIA-60011"; nnuk Ne2 — | Ilpennoxenue 3a
M3NBIHEHHE HA nopbykarta” 3a ropeonucanute 060co0eHy rnozuumy u ok Ned —
wlpennarana uena”. llpenn Aa npHCTRNM KbM OTBAapgHE W MPOBEPKA Ha JOKYMEHTHTE,
npeacrapeHu ¢ nauk Nel, Tpuma OT uneHoBETE Ha KOMHCHATa moanucaxa nauk Ne3, cren
KOETO MpencesaTens Ha KoMucHaTa oTBOpH 1k No2 u Tpuma OT 4IEHOBETE Ha KOMHUCHATA
NOANHCAxa BCHYKH JOKYMEHTH, ChABPIKAILM CE B HETO.

Ilpencenarenst Ha xomucusgta otreopu [lmuk Nel | JloxkymenTn 3a nombop” Ha
LIEPOEKT MEJUMKA™ OOJ1, onoBecTH A0KyMEHTHTE ¥ HHpOpMaUMATa, ChIBPKAIIN Ce B
nuka. KoMHCHSTa IpoBepH ChOTBETCTBUETO UM ChC COHMCBKA 1O wi. 56, an.1, 1.14 ot 3011

Ilpu m3pppuienara npoeepka Ha pokyMmenTute B [lauk Nel oT npeaoxenueTo Ha
LHEPOEKT MEJAMKA” OO/], nocouenu B Cnuchbka H MpPOBEPKA HAa CHOTBETCTBHETO MM,
Oeule yCTAaHOBEHO, Y€ YYACTHUKBT € MPeACTABUI CIEIHUTE JOKYMEHTH:

1. JIncK, chaBpXKall CIUCHK HA JOKYMEHTHTE, ChAbpPXaluu ce B odeprara Ha ,,llepdexr
Meauka“ OOJ] no otkputa npoueaypa ¢ npeamet: ,[leppoanusm nOCTaBkM Ha
nabopaToOpHN PEaKTUBH M KOHCYMATHBM /CBHIIacHO creuubuialus/ 3a HYXIUTE Ha
~MBAJI-byprac™ AJ]
3assneHue 3a yuactne — Obpazen 1;

AIIMUHUCTpATUBHU cBefeHKs — OBpazen 2,

Tanon 3a peructpauns no 3[JIC — 3asepeno xonue;

Hexnapauus 3a f1aHbYHA pErHCTpalMs— 3aBEPEHO KOMHE

Kapra 3a unentuduxaums no bBYJICTAT - 3aBepeno konue;

YnocTtoBepeHHe 3a aKTyanHo cberosuue Ha Jlepdext Meauka™ OO/, u3nageHo or
ThPrOBCKM PETHCTHD KbM ATEHUHMATA MO BIHCBAHUSITa — 33aBEPEHO KOMME;

8. JloxyMmeHT 3a BHECEHA rapaHilyg 3a y4acTHE — OPHTHHAI,

9. Cnucsk Ha obocoGeHUTEe MO3HIMH, 338 KOMTO e nojaneHa ogeprata Ha ,llepdext

Mepuka™ OO/1 u 3a KouTO ce oTHacA OAHKOBATA rapaHLMs;

10. Jlexnapanus 3a numncarta Ha odcrosrencTeara no i 47, an.9 or 3011 — Obpazen 5;
11. Jlexnapanus 3a 3ano3HaBade ¢ JoKyMeHTauuara — Obpazel 3;
12. Hexnapanus, ye ,[lepdext Meauka™ OO/ 1ie cnazn BCHUKH YCITOBUS HEOOXOMMMU 33

M3MbJIHEHHE Ha nopbukata — Obpasen 4;

13. Jlexnapauus 3a yuactre no obocodenu nozuuuu — Obpazen 13;

14. Jlexnapaiuus 3a nurica Ha noausnbanutenu — Odpazeu §;

15. Nexnapauus no wi. 3, an. 8 ot SUPO/IPIOIAP — Obpazen 7;

16. Jexnapaius 3a npHeMaHeTo Ha yeI0BHATa B [IpoeKTa Ha gorosopa — Obpasen 10;

17. Hexnapaums no un. 55, an.7 ot 3001 u 3a nurncata Ha 0OCTOATENCTRO MO wil. 8, an. §,

1.2 o1 3011 — Obpa3zewn 6;

18. Jlexnapauust 3a MMHUMQIHUS OCTaTBYEH CPOK Ha [FOAHOCT Ha mpe/Ularauure

MEIMLIMHCKH M3ETUS;

19. Jleknapanus 3a NpejocTaBsHE HA AHANM3IHKA CepTHOHKATH, NPUAPY)KEHA OT 3aBEPEHHU

KOMNHS Ha aHANIU3HA cepTHUKATH;

20. Korrus na Karanosu na bupmure — npou3BOAXTEN Ha anaparty THUI ,,3aTBOpEHA
cucTema’;
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21. Jleknapauns 3a akTyaiHH HHCTPYKLMH 32 ynotpeba 3a obocobenu nozuunu 11 u 20,

22. PaboTHn mpouenypH Ha TPEIaraHuTe PEakTUBM M KOHCYMATHBH M MHCTPYKIMHU 33
ynotrpeda rpu padoTa ¢ TX;

23. Jlexnapauuss OTHOCHO HMIMYUETO HA [JOKYMEHTHpaHa CHUCTEMa, CbIJIACHO
H3IUCKBaHMATA Ha wi. 82, an. 3 ot 3MU;

24. Jleknapaluus 3a OCHTYpsiBaHE Ha HEOOXOMUMUTE KOJMMYECTBA KOHCYMATHBH 3a LICNUS
CPOK Ha JIOTOBOPA;

25. Jlexnapannsa 3a TexHu4eckoto ofopynsade, ¢ koeto ,lleppext Memuxa“ OON
pasznonara 3a H3IbJIHEHHE Ha NMOPHYKATa, NPUAPYXEHU OT 3aBEPEHH CBUAETENCTBRA 3a
peructpanms Ha MIIC u 3aBepeHo Konmne Ha aHEKC KbM JI0TOBOP ¢ Kypuepcka hupma,

26. Jlexnapalius 3a JMLATa OTTOBApsALIM 32 KOHTPOJIA HA KAUeCTBOTO NPH U3MTbJIHEHHE Ha
JIOCTaBKUTE;

27. exnapanys 3a JuMLATa, KOHTO LUe OBJAAT NPSAKO aHTAXHPAaHH C H3NBIHEHHETO Ha
obllecTBEHATA NOPBYKA;

28. Paspewenne Ha ,Jleppext Menuka™ OOJ] or MAJl 3a TeproBust Ha eapo ¢
MEIMLUUHCKH H3AETUs — 3aBEPEHO KONHE,

29. Cepruduxar 3a ogodpenne Ha CYK Ha ,Jlepbext Meanka®™ OOJ] cornacHo crauiapt
ISO 9001:2008 — 3aBepeno xomnue;

30. Cepruduxar 1SO 9001:2000, EN ISO 13485:2003 unu exBuUBaNeHTeH Ha MMETO HA
IPOU3BOUTENA:

- Cepmuduxkar Ha Eschweiler GmbH & Co. KG, ye CYK ortrosaps Ha ctanaapt EN
ISO 13458:2012/AC:2012 — 3aBepeHu KOMHUS HA OpUIMHAJA M Ha MpEBOAa Ha
OBArapcKy e3HK;

- Cepruduxar Ha Radiometer Medical Aps, ue CYK otrosaps Ha crannapr 1SO
9001:2008 — 3aBepeHu KONHKs Ha OPHTHMHANA U HAa NPERO/A HA OBATapCKH €3HK;

- Cepruduxar Ha Radiometer Medical Aps, ue CYK otrosaps Ha crannapt ISO
13485:2003 — 3aBepeHu KOMUs HA OPUIMHANA W HA PEBOJIA HA OBITapCKH €3HK;

- Cepruduxar va DIRUI Industrial Co., Ltd, ve CYK orrosaps na crannapr EN
ISO 13458:2003+AC:2009 — 3apepeHu KOMUS HAa OPHUIMHANA M HA NMpPEBONA Ha
OBATApPCKH €3UK;

- Cepruduxar va DIRUI Industrial Co., Ltd, yve CYK otrosaps Ha ctangapr EN
ISO 9001:2008 — 3aBepenn xonus Ha OPUIHMHANA W Ha NPEBOJA HA ObIrapcku
€3HK;

- Cepruduxar na Biolabo SAS, ye CYK orrosaps Ha craunapt EN 13458:2003 —
3aBEPEHH KON Ha OPUTHHAMIA U HA MPEBOAa Ha OBArapcKy e3HK;

- Ceprutduxar Ha Biolabo SAS, ye CYK orrosaps Ha crannapt EN 9001:2008 —
3aBEPEHM KOMMS Ha OPUIHHANA U Ha MPeBo/ia Ha ObIrapckH e3uK;

- Ceprudwuxar ua Behnk Elektronik, we CVYK orrosaps Ha cranaapt EN
13458:2003 — 3aBepeHH KONMS Ha OpUrHHANA H Ha MPeBOJa Ha ObJIrapcku €3uK;

- Helena Bioscience;

- Ceptuduxar na EKF Diagnostics GmbH, ye CYK otrosaps na craunapt EN [SO
13458:2012+AC:2012 —~ 3aBepeHu Konus Ha OpUIHHAZAa W Ha IMpeBOda Ha
OBIrapcku €3uK;

- Cepruduxar 3a perucrauus Ha Quotient Diagnostic Ltd cwrnacno crannaptu 1SO
13485:2003 u EN ISO 13458:2012~ 3aBepeHu KOMUsi Ha OPUTHHAIA Y HA [IpEeBOJia
Ha OBArapcky €3uK;

- Ceprudukar 3a onobpenne Ha CYK va TOSOH Europe NV ¢brinacHo craHaapty
ISO 9001:2008, ISO 13485:2003, EN ISO 13458:2012 — 3aBepeHu KONHA Ha
OPMI'MHAa ¥ Ha NPEeBoAa Ha ObArapcku e3MK;



31. EC ceprudukarn 3a Haneceda CE MapKrpoBKa BbPXY M3EIHETO MM JEKIapauusd 3a
CHOTBETCTBHE -~ KONHE HA OpUTrHHana U B 0QULMANieH MPEROX Ha OBJIrapekH e3uK:
- Hexnapauus 3a EC cworpercraue ot Eschweiler GmbH&Co KG;

- Cepruduxar 3a ceodoaHa npojaxta Ha Radiometer Medical APS;

- Jexnapauuu 3a EC cvotBercTBre ot Dirui Industrial Co., Ltd;

- CE pexnapauuu 3a cwotBeTcTBHE 0T Behnk Elektronik GmbH & Co;
- Ceprudukar 3a ceodo/Ha nponaxda Ha Biolabo SA;

- Jlexnapauud 3a cvoTBepTcTBHE 0T Helena Biosciences Europe;

- EC nexnapauus 3a crorBerctBue oT EKF Diagnostic GmbH;

- Jlexnapauus 3a choTBepTCcTBHE 0T Quotient Diagnostic Ltd;

- EC pexnapauuu 3a crorseTcTBHE 0T Tosoh corporation;

32. Opurusan Ha OTOPU3ALHOHHH JOKYMEHTH 3a H3KTIOUMTETHO NPEACTABUTENCTBO:
- OpuruHan Ha oTOpH3alMOHHO THeMo Ha upma Eschwetler GmbH&Co. KG;
- OpuruHan Ha OTOpU3aLMOHHO nucmo Ha pupma Radiometer Medical APS;

- OpurvaHan Ha OTOPU3aNUOHHO nuemo Ha (upma Dirui Industrial Co., Ltd;

- OpurusHan Ha oTopu3aunoHH0 nucmo Ha Gupma Behnk Elektronik GmbH & Co;
- Opurrzan Ha OTOPH3ALHOHHO nHeMo Ha Gupma Biolabo SA;

- OpwuruHan Ha OTOpH3aLMOHHO NHeMo Ha ¢upma Helena Biosciences Europe;

- OpurusHan Ha oTopu3auronHo nucMo Ha hupma EKF Diagnostic;

- OpwuruHan Ha OTOpH3ALMOHHO NHeMo Ha Gupma Quotient Diagnostic Ltd;

- OpurdHan Ha OTOpH3aLMOHHO nueMo Ha bupma Tosoh.

[Ipu wu3BbLpuUIeHaTa TnpOBEpPKA HA [NpeacTaBeHHTE JOKymeHTH 3a noabop 3a
0b6ocobenn no3unuu: odocodeHa nosuuus NoS-, KoHCYMATUBY M PEaKTHBH 3a €NEKTPOSUTEH
ananuzarop .,Combi-line”; oGocoGena nosunuus Nell- ,Koncymarurn u peaxtusu 3a KI'A
,ABL-800"; ob6ocobena nmozuuus Nel2- ExcripecHu neHTH 3a ypuHa™;, obocobeHa nosuuus
Nel4- | KoncymaTuBM M peakTHBH 3a aBT. koaryiaomerwsp ,, Thrombolyser Compact X*;
obocobena nosunus Nol7- . KoHcymMaTHBY M peakTHBM 3a aBTOMATHYEH YPHUHEH aHAJIM3aTOp
LH-800" u L FUS-100"; obocobena nosunmus Nel8 — _KoHcyMaTuBH M peakTHBH 3a
raokoananuzarop .. BIOSEN C* u ,,QUO-CHECK®; o6ocobena nozuuus No20-,,Peaktury u
KOHCYMATHBM 3a HMYHOnoruuyen axanuszarop ,,AlA-60011° wu cwoTBeTCTBHETO HM C
yeIoBUsTa Ha Bb3oxuTens, KOMHCHSTA NpHe 33 BANHIHK NPEACTABEHHTE JOKYMEHTH M
YCTAHOBH, Y€ CBLUMTE OTIrOBApsT Ha OOAREHUTE KpUTEpUH 3a noadop, ChbAbPKALM CE B
o0fBIEHHETO M JOKYMEHTAlMATa 3a Yy4YacTHe, IOpadd KOETo KOMHCHATa [ONycKa
npeacraseHoTo ot LJIEPOEKT MEIUKA” OO/l npennoxenne no ertan pasriexiade Ha
JoKyMeHTuTe B numk Ne2-, Tlpeanoxennie 3a U3MBJIHEHUE Ha NOPHYKATA™ 3@ FOPEONHCAHHTE
000cobeHH NO3ULKH, 38 KOMTO YHACTHUKBT NPEACTaBs NPeUIOKEHHE.

2. Tlpu nposepka Ha npepioxenuero Ha ,WHTEP BU3HEC 91”7 EOOQ - rp.
Cotusa, EMK 010652246, cbe cepanuiue u agpec Ha ynpasnenue rp. Copus 1113, oba.
Cotusa (cronuua), obwmna CronuuHa, paiion p-H CrnaruHa, yia. ,Mcxspeko moce”, Nel,
npeactapnseado ot Jhionmuna 3adupopa-ynpaButest Oeie yCTAaHOBEHO, Y€ CBILOTO €
NPEeJACTaBEHO B CHOTBETCTBHUE ¢ pasnopeabara Ha un. 57, an.2 or 30I1 u cwavpxa: ik Nel
- JJoxymentu 3a noabop” 3a ofocobena nozuuus Nedl-, KoncymaruBu 3a cuctema 3a
JuruTanHa uaeHTHuKauus-anapatr Badtex 27, nnuk No2 — Tlpennoxenne 3a usnbaHeHue
Ha nopwukata’ M ik Ne3d —~ | lTlpennaraxsa nena”. Ilpenn na npuCTHNH KbM OTBAPAHE U
NpoBEpKa Ha JOKYMEHTHTE, NMpeACTaBeHH ¢ ruiMk Nel, Tpuma OT 4/i€HOBETE HA KOMHUCHSTA
noanucaxa riauk Ne3, cren xoero npeacearess Ha KOMUCHATA OTBOPH IAMK Ne2 ¥ TpHMa OT
YIEHOBETE HA KOMHCHUATA MOANMCAXa BCUHUKU JOKYMEHTH, CBIbPIKALIH CE B HETO.


http:GmbH&Co.KG

HAHT

Hpencenarenst na xomucuara orsopu [lmuk Nel | JlokymenTtu 3a moabop” Ha
EP BU3HEC 917 EOO/], onopecTi N0KYMEHTHTE U HH)OPMALMATA, CHABPKAUIA CE B

ruka. KoMucusra nposepu CLOTBETCTBHETO MM ChC CIIMCHKA 1O 4. 56, an. 1, 1.14 ot 30[1.

LAHT

ITpy usBBpiIeHaTa NpoBepka Ha AokyMeHTuTe B [Inuk Nel OT npeanoxeHUeTo Ha
EP BU3HEC 917 EOO/], nocouenn B COHCHKA M MPOBEPKA HA CHOTBETCTBUETO UM,

Oetne YCTAHOBCHO, 4C YHACTHHUKDT € NIPEACTABUII CIICAHUTEC JOKYMCHTH!
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YnocrtoBepenue oT AreHuusTa no snucsanusrta /EUK/ - zasepeno ot ,,MHTep busnec

91” EOOJ konue;

Konue ot gokymenTa 3a peructpauus no 3JJ1C;

Hexnapauuu 3a munca Ha obctostencrsara o wi. 47, an.9 or 3011 — Obpazer No5;

Ceprudukar 3a BHeJpeHa CHCTEMA 3a YIpaBleHHe Ha KadecTBoTo [SO 9001:2008 na

~HMutep buznec 917 EOOJ] — 3aBepeno ot ,,Mutep buznec 917 EOO/] konue;

Cepruduxary 3a BHeIpeHa cMCTEMA 3a yrpasieHHe Ha kadecTBoTo SO 9001:2008 u

ISO 13485:2012 na npousBoauTens ~ 3asepern ot ,,MHTep busnec 917 EOO/] xomus;

Jlekapaist 3a CbOTBETCTBHE HA MTPOM3BOIMTENS - 3aBepeHo oT ,,MuTtep busnec 917

EOO]I xonue,

Pa3spelienue 3a THproBus Ha €ApO ¢ MEAMUMHCKH M3AENHs - 3aBepeHo ot ,Murep
busnec 917 EOOJI xonue;
Jexnapanus 3a MHHHMAJIEH OCTATBYEH CPOK HA TOJHOCT Ha TMpeLTaraHuTte

MEIHIMHCKH H3AENus;

OTOpH3aHOHHO MHUCMO OT MPOU3BOAUTENSL — OPHTHHAN C IIPEBOJ Ha OBATrapcKy e3HK;
. MacTpykimy 3a ynortpeba Ha NpeaNiaraHiuTe MENMLUMHCKH W3JeNusd — Ha MArHuTeH
HOCHTE,

[Mpoaykrosa nucra Ha ObJarapckd e3uk Ha xapTHeH Hocuten u Karamor Ha
MPOHU3BOJMTENS HA MATHUTEH HOCHTEIT,

Hexnapauusa no wi.82, an.3 or 3MHU,;

Jlexnapanus 3a OpMIHHATHOCT OT MPOU3BOAMTENS — 3aBepeno oT , MuTep busnec 917
EOQO/I xonue;

Jexnapanus 3a HATHUHUTE TPAHCIIOPTHU CPEICTBA, HeOOXONUMH 3a obe3rneyaBaHe Ha
JIOCTaBKUTE (PAHKO CKIIANA HA BBINOXKHTENS ¢ TIPEACTABEHH KONMS Ha TalOHUTE Ha
ChIIUTE M JEKIapaliys, ue ACKIAPHPAHUTE TPAHCMIOPTHH CpENCcTBA ¢€a Ha
pa3IOIoKEHHE 3a CPOKA Ha H3NbIHEHHE HA MOPBUKATA;

Jexnapauus 3a oCUrypsiBaHe Ha HeoOXOAMMKTE KOJHYECTBA KOHCYMATHBY 3a LENUs
CpOK Ha JIeHCTBYUE Ha I0OTOROPA;

Jexnapauus, CbABPKALIA COUCHK HA TEXHWUYECKUTE JIHLEA, KOMTO ca TPSKO
AHTAXHPAHH ¢ W3MBIHEHHETO HA MOPBYKATA, KAKTO M CIIMCEK Ha NUL@Ta 0TroBapauiy
3a KOHTpOJIa HA KAa4YeCTROTO NpH HM3MBIHEHWE HA JOCTABKHTE M JEKapauus, 4e 3a
CpoOKa Ha U3MBJIHEHHE HA NOPbYKaTa, Uie NOUIbpXKa Chlus Opoi nuua;

Hexnapauvs 3a 3aro3naBane ¢ jokymenranuara — O6pazen Ne 3;

Jexnapaumsi, ue YYacCTHUKBT 1€ CHa3Ba BCUUKH YCIOBUS HEOOXOOUMH 3a
W3MBJIHEHHUE Ha nopbukata — Obpazen Ne 4;

Hexnapauus 3a yyactue no obocodbenn nozuuny ~ Obpazery Nel3;

Heknapauus no 4.3, 1.8 o1 3aKOHa 38 HKOHOMUYECKUTE U (PHHAHCOBHTE OTHOIIEHUS
C JPYXeCTBA, PETHCTPHPAHH B IOPHC/MKUMH C TpedepeHUraneH AaHbYEH PEXHM,
CBBP3AHHTE C TAX JIMUA ¥ TEXHUTE AeHCTBUTENHM cobcTrenuiy — O6pazey Ne7;
Hexnapanus 3a nurica Ha noau3nbanuten - O6paszen Ne 8;

Jlexnapauus 3a pMeMaHe Ha YCIOBUATA B ITPoeKTa Ha aorosop- O6pazen Ne 10;

Hexnapauus no 4n.55, an.7 or 3011, u 3a nunca Ha obcrosrencTsa no wi.8, an.§, 1.2
o1 30I1 -O6pazen Ne 6;

. 3asBlicHMe 3a yyacTue — Obpazen Ne 1;



25. AIMWHHCTpaTHBHU cBeneHus — Obpazen Ne 2;

26. I'apanumst 3a yvacTHe B IIpoLEAypara — IJIATEKHO HaPeKIAHE — OPUTHHAT,
NPHIPYKEHO CbC CMUCHK Ha 000CO0EHUTE NMO3HLIMU CbC CHOTBETHUTE CTOMHOCTH, 3a
KOMUTO € BHECEHA,;

27. CnMcbK Ha JOKYMEHTUTE, Chabpkauim ce B odpeprara v Ha CD BB dhopmar Microsoft
Word;

[lpu wu3BBpuHICcHATa nNpoBepKa HA MNPEACTABEHHUTE AOKYMEHTH 3a noadop 3a
0bocobena nozuis Ne31-, KoHCYyMaTHBH 3a CHCTEMA 3a JUTUTANHA MICHTH()HUKALMS-anapaT
Baiitex 2 M CHOTBETCTBUETO UM € YCJIOBHATA HA BB3N0OKUTENA, KOMUCHSATA NPUE 33 BAUIHH
NpeAcTaBeHHUTE JOKYMEHTH M YCTAHOBH, Y€ CBUIMTE OTrOBapAT Ha OOSBEHHUTE KPUTEPHH 3a
noadop, ChOBPKAILKM Ce B OOSABICHHETO W AOKYMEHTALMATA 3a Y4acTHe, NOpaau KOeTo
KoMHucHATa gonycka npeacraseHoto ot ,.MMIHTEP BU3HEC 91”7 EOO/] npeanoxkexue 1o etan
pasriexjaHe Ha JoxkymenTuTe B miuk Ne2- [lpennoxerue 3a u3nbiHeHHe Ha noppyKarTa®.

3. llpu nposepka Ha obeprata Ha “EJIAK JJAZUHI™ EOO/, EUK 103506445,
ChC CefanMuie W aigpec Ha ynpasieHue rp. Bapua, yn. «MBan boropos» Ne 12,
npeacraenspado ot [Inamen Kanaitypkues — ynpapuren, 6euie yCTaHOBEHO, Y€ CbC ChlLATa
VYaCTHUKBT BHAcs MNpeanoxeHue no odocobeun noszuuuu Ne 12 — | EKCIIpecHHM NEHTH 3a
ypuna™ u Ne28 — | [lnactmacoBH KOHCYMAaTHBH 3a MHKpOGHONOrMs™, M € NpeJcTaBeHa B
CBOTBETCTBHE ¢ pasnopendarta Ha wi. 57, an.2 or 3001 u cvaspxka: 2 Op. mauk Nel —
~JOKYMEHTH 3a noabop” 3a ropenocoucHute 000co0OEeHH nMo3unuu, 2 Op. naukoBe NoZ —
»1exHuyecka odepra” 3a ropenocodeHute obocobenn nozuumu u Mk Ne3 — lleHoso
npeanoxenve”. [lpean ma npHCTBNIM KbM OTBApsHE W [IPOBEPKA HA JOKYMEHTHTE,
npeicTaBeHy ¢ nauk Nel, Tpuma OT uNeHOBeTe Ha KOMHCUsTa noanvcaxa riuuk Ne3, cnen
KOETO Npeacenarens Ha KOMHCHSTa OTBOPH Mmiauk No2 W Tpuma OT WIEHOBETE HAa KOMHUCHSATA
MoJiucaxa BCHYKHY JOKYMEHTH, ChIABPXKALIM CE B HETO.

Mpencenarenst Ha wkomucusta orsopu [lnux Nel [ Jloxymentn 3a noadop” Ha
“EJIHIAK JIM3UHI™ EOO/l, onoBecTH HOKYMEHTHTE M MH(OPMALMATA, CHABPKAIIH CE B
nanka. KoMucusaTa IpoBepu ChOTBETCTBHETO UM ChC CIIMCHKA No 4. 56, an. 1, 1.14 o1 3011

[lpu uzBbpUIeHaTa npoBepka Ha joxkymeHTHTe B [Inuk Nel oT mpepnoxeHuero Ha
“EJHTAK JIM3UHI EOO/I, nocouenu B cnuchbka U NPOBEPKa HA CbOTBETCTBHETO UM, Oerue
YCTaHOBEHO, Y€ YHACTHHUKDT € NPEACTABUI CICAHUTE JOKYMEHTH!

JokymenTtu 3a noadop no obocobena nozunus Ne 12:
1. Jexnapauna EUK.
2.Konus Ha AOKYMEHTH 32 perMcTpalMs [0 peAa Ha 3aKOHa 3a JAAHBK BBPXY
nobapeHara CTOHHOCT.
3. Hewnapanus no w47, an.9 ot 3011 - Obpasent Ne 5.
4 Cepruduxar ISO 9001:2008 Ha HMETO Ha

YyYaCTHHKa-KOIMHE Ha OPUrMHANa ¥ B O(HLHANEH NPEBOA Ha OBIrapcKH €3MK-3aBEPEHO OT
yYacTHUKa KOMHE;

5. Ceprudpukar  ISO  9001:2008, EN ISO 13485:2003 wna wumero Ha
NIPOU3BOJNTENS- KOIIHE HA OPUTMHANa K B opULIHANCH NPEeBOA HAa OBNTAPCKU €3UK-3aBEPEHO
OT Y4aCTHHUKA KOITHE;

6. dexnapanus 3a cboTBeTCTBUE ¢ [lupextuna 98/79/EEC, u3nanen o1 HoTUDHLHPaH
opras no cmucsna Ha 3MU u 3011 - 3a nosuunuTe, BKIOUBAIM MEAMUUHCKH H3AETHS ~

KOIKE Ha OPHTHHANA M B ODHUMANEH NPEBO/ Ha ObJIrapcky €3MK -3aBEpPEeHO OT yYacTHHKa
KOmnue;
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7. Paspelienue 3a TProBus Ha €p0 ¢ MEAMUMHCKH H3aenus, n3naneno ot MAJI 3a
NO3NLUNTE, BKJIFOYBALLW MEAMLIHHCKH H3ACTHS, NIPEeAMET Ha NPEITIOKEHUETO - 3aBEPEHO OT
YUaCTHHKA KOMHeE;

8. Jleknapauus  2a  MHHHMaleH  OCTaTb4eH  CPOK  Ha  TOJHOCT  Ha
CHOTBETHUS KOHCYMATHB;

9. Mnctpykuuu 3a ynorpeda;

10 [dexnapauns  OTHOCHO  HAJM4YHETO  Ha  JOKYMEHTHpaHa  CHCTEMA,

CBITIACHO M3MCKBaHUATA Ha wi. 82, an. 3 ot 3SMW/;
11.JloxazatencTBa 3a CcOOCTBEHH, TpPAHCINOPTHH CPEACTBA, HEOOXOAMMH 32

obesneyapade Ha JAOCTABKUTE dpanko cKiaaza Ha Boanoxutens.
[MpencraBenn ca tamonu wa MIIC u gokazarencrsa, 4e AeKJapUpaHWTe TPAHCNOPTHU
cpencTna ca Ha pasIono)eHue Ha KaHauaara 3a cpoka Ha

M3ITBIIHEHHE HA MOPLUYKATA;

12 Jleknapauuss  OT  yuaCTHMKAa  3a  OCHIypsBaHe Ha HEOOXOAUMUTE
KOJIHYECTBA KOHCYMATHBH, 3a LENUS CPOK Ha ASHCTBHE Ha AOTOBOPA.

13. dexnapanus, ChAbpKaLA CTIHCHK Ha TEXHUYECKHTE nuua {c
NOCOYBaHE HA HMEHaTa W 3aeMaHaTa JUTBXKHOCT), KOWTO e Obaar  npsko
aHTKUpaHH ¢ H3IBJIHEHUWETO Ha  oOLlecTBeHaTa IMOpbYKA, KAKTO M CHHCBK
Ha JuuHata (¢ MOCOYBAHE HA MMEHATa W 3aeMaHaTa JUThXKHOCT) OTroBapsiuu
38  KOHTpOJa Ha KA4YeCTBOTO TMNpH  M3MBJIHEHHE HA JOCTAaBKMTE U JAEKlIapauus,
ye 3a CpOKa Ha H3MbBJIHEHHE Ha nOopbYKaTa, [i€ M[OMIbpXNa CbIUUA  OpoH
JLa;.

14. Jlexknapauus 3a 3ano3HapaHe ¢ JokyMmenrtauusta - O6paszey Ne 3;

15 Jdexnapatus, ye YYaCTHUKBT e cria3gra BCHUUKH YCIIOBUS
HEeOOXOANMH 3a U3N'bJIHEHHE Ha nopbukara - Obpazen Ne 4;

16. Jlexnapauus Obpazen Ne7;

17, Jexnapauus 3a Hannuue/nunca Ha noau3nbaauTenu - Obpazeu Ne §;

18 Jlexnapauus 3a npuHemMaHe HA  YCJOBMATA B NPOEKTa Ha  AOrOBOp-
Obpazen Ne 10,

19 Jexnapanus 3a y4acTue 1o obocobenu TIO3HLIHHN -
O6pazen Ne 13;

20. exnapauus no wn. 55, an.7 ot 30101 - O6pazeu Neb;

21.3agBnenue 3a yuactue - O6pazey Ne 1;

22 . AAMHMHKCTpaTUBHU cBefeHms - OOpazen Ne 2;

23. loxyMeHT 3a BHeceHa rapaHuMs 3a yyacTue, NPHAPYKEH CbC CIHCBK Ha

060cOOEHUTE MO3UIMH, 32 KOUTO € BHECEeHa rapanuus 3a obocodena rosuuus NeNel2 u 28.
24.CnuchbK Ha JOKYMEHTHTE, ChAbIKALLY ce B odepTrara, NOANKCAH OT YYaCTHHKA.
[lpu u3BbplIeHaTa NpoBepKa Ha MpPEJACTAaBEHUTE NOKYMEHTH 3a noibop u

CLOTBETCTBHETO UM C YCIOBHATA HAa Boanoxurens 3a obocobena nosuuua Nel2, komucusnra
YCTAHOBU, Y€ CbC CBINUTE HE ¢a TPEACTABEHM CHICIHUTE JOKYMEHTH, H3HCKBAHH OT
BBLANOKUTENSA, ChItacHo Pazaen 6.2, 1.3 o1 O0muTe yCJIOBHA, @ HUMEHHO!

1. OTOpM3alMOHHO NMHUCMO WJIM APYT €KBHBAICHTEH AOKYMEHT, 33 H3KIIOYMTETHO
NPEACTABUTENICTBO HA PupMara NMPOU3BOAKTEN Ha PEAKTHBH H KOHCYMATHRH 3a IMO3HMLMH 3a
pEaKTHBH W KOHCYMATHBM 32 ONpENc/ieHM anapartd, H3Ja/JeHO Ha MUMETO Ha CbOTBETHMSA
YYACTHHK - OPHUTHHAN WM HOTApHallHO 3aBePEHO KOMHE U

2. AxanusHu cepTUhHUKATH /OPUrMHANHHM WM 3aBepeHu "BAPHO C OpuruHana’/,
JOKYMEHTHPAILU NPOU3X0Aa U TEKYLIHs KOHTPOJ Ha Ka4eCTBOTO HA NPEUTaraHuTe NPOAYKTH,
CBIJIACHO U3UCKBAHUATA 3a 100pa NPOU3BOJCTREHA NIPAKTHKA.

[Ipeasun ropensyioneHOTO W Ha ocHoranue wi. 68, an.8 u an9 or 30I],
KOMHMCHUATA YKa3Ba Ha y4aCTHHKAa B CPOK OT 5 paboTHH AHHM OT [OJIy4aBaHE Ha KOIHe OT
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HaCTOAWHMA NMPOTOKON Ja NPEACTaBH H3MCKYEMHTE, ChIVIACHO cwhiylacHo Pazmen 6.2, 1.3 or
O6wuTe yeaoBus JOKYMEHTH 3a obocobena nozuuns Nel2, a uMeHHo:

1. OTOpU3auUMOHHO THCMO WM JPYr CKBUBAICHTEH MOKYMEHT, 38 H3KJIKOYHTETHO
NPEACTABUTEACTBO Ha QupMara MPOU3BOANTEN HA PEAKTHUBH U KOHCYMATHBU 3a MO3UUUM 3a
PEaKTHBU ¥ KOHCYMATHBM 32 ONPEAS]CHH amapaTH, U3AaJeHO Ha HMETO Ha CHOTBETHHSA
YHACTHHK - OPHTHHA WM HOTAPUAHO 3aBEPEHO KOMHE U

2. AHanu3HM cepTHdUKATH /OPUTMHATHM HWJIM 3aBEpeHd "BAPHO ¢ opuruHana'/,
JOKYMEHTHPALUM NTPOM3X0/IA U TEKYLLMA KOHTPOJ HA KaYECTBOTO Ha NpeUIaTaHuTe IPOAYKTH,
CBIIACHO H3UCKBAHUATA 3a 100pa MpOU3BOACTRBEHA NIPAKTHKA.

JokyMenTn 3a noadop no odocobena nozunus Ne 28:

1. J{exnapauus EVK.

2.Konus Ha JOKYMEHTH 3a perdcTpauus no peaa Ha 3akoHa 3a JaHbK BBPXY
nodaseHara CTOWHOCT.

3. Hexnapauus no w147, an.9 ot 3001 - O6pazent Ne 5.

4.Cepruduxar ISO 9001:2008 Ha UMETO Ha
yHacTHHMKA-KOMME HAa OpPUIHHANa W B oduuvaneH mpeBon Ha OBIrapcKH €3WK-3aBEPEHO OT
y4aCTHHKa KOIHKeE,

5. Ceptudukar ISO  9001:2008, EN ISO 13485:2012 wHa wumeTOo Ha
NPOH3BOAMTENA- KOMTME HA OPUrHHAIA U B OHUMAICH NMPEBOJ Ha ObJArapcku €3HK-3aBepeHo
OT yYaCTHHKa KOIHE;

6. Hexnapauus 3a cvotBeTcTBHE ¢ J{Mpextuna 98/79/EEC, w3naaeH o1 HOTH(GUUMpPaH
oprad no cmucskia Ha 3MHW u 3011 - 3a nosuumKTe, BKIIOUBAIMA MEAULMHCKY U3ACAUS ~
KOMNME HA OpUrMHala U B oduilMajieH NPeBO Ha OBATAPCKH €3MK -3aBEPEHO OT Y4YaCcTHHKA
KOMHeE;

7. PazpeuieHue 3a ThProBUs HA €APO ¢ MEJIMUMHCKY u3nenus, uinaneHo or MAJl 3a
TIO3HLIMHUTE, BK/IIOUBAILM MEIHULIMHCKH H3JENHS, NPEAMET Ha NPEUIOKEHHETO - 3aBEPEHO OT
y4acTHHKA KOMHeE;

8 Jlexnapaunds  3a  MHHUMAaJEH  OCTaTh4Y€H  CPOK  Ha  TONHOCT  Ha
CBOTRETHHS KOHCYMATHB;

9. Unctpykuuu 3a ynotpeba;

10. Hexnapanus OTHOCHO HATMYHETO Ha JNIOKYMEHTHpaHa CUCTEMa,
CBINIACHO H3UCKRaHUATA Ha wi. 82, an. 3 ot 3SMW/,
11.Jlokazatenctsa 3a coOCTBEHM, TPAHCIOPTHH CPEACTBA, HEOOXOAMMH 34

obesneyaraHe Ha JNOCTaBKUTE {ppanko cKiaga Ha Bw3noxurens.
[Ipencrasenu ca Ttagonun Ha MIIC u [pokasatescTBa, 4€ JACKIAPUPAHHUTE TPAHCIIOPTHH
CpeAcTBa ca Ha Pa3noNOWKEHUE Ha KaHaunarta 3a Cpoka Ha

U3MBITHEHHE HA NOPBYKATA;

12. Jlexnapanms oT y4acTHHKaA 3a OCUTYpsIBAHE Ha HEOOXO AMMHTE
KONMHYECTBA KOHCYMATHBH, 3a LEeNUs CPOK Ha AelcTBHE Ha IOTOBOpa.

13.Jlexknapauns, ChABPKALLA CIIHMCBK Ha TEXHUYECKHUTE adua {c
MOCOYBAHE HAa MMEHaTa MW 3aemaHara JUIBKHOCT), KOuTO e ObJarT MnpsaKo
AHTAKHPpaHH ¢  H30BLAHEHHWETO Ha OOLIECTBEHATa MOpPBHKAa, KaKTO U CIHCBK
Ha JMuata (C nNOCOYBAaHE Ha MMEHATa W 3aeMaHaTa  JUTBXKHOCT)  OTroBapsiuy
3a  KOHTpO/Ja Ha Ka4ecTBOTO MPH MU3MBJIHEHME HA JOCTaBKHUTe U  JAeKiapauus,
ye 3a CpoKa Ha U3NBJAHEHHE HA ophbykata, e noaxepka  cbluud  Opol
IZHER

14 Jdexnapauus 3a 3an03HaBaHe ¢ JoKyMeHTanusTa - O6pazeu Ne 3;

15 Jlexnapauus, ye YYaCTHUKBT e crassa BCHUUKHU YCIIOBHSA
HeOOXOAMMH 3a H3NTBbHEHHE Ha noprukaTa - Obpazen Ne 4;

16. lexnapauus OOpazeu Ne7;



17. Jlexnapauus 3a Hanu4uue/ unca Ha noausnbiaduTeny - Odpaszeu Ne §;

18 Jleknapauusa 3a OpuHeMaHe Ha  YCJOBHATa B NpPOEKTa Ha  JOrOBOp-
O6pazeu Ne 10;

19. Hexnapauus 3a y4acTHe no 0bocobenu NO3MLUH -
O6pazent Ne 13;

20. lexnapauus no ui. 55, an.7 ot 30T1 — Obpazen Ne6;

21.3asBnenue 3a yyactue - Obpasery No 1;

22. AIMHMHHCTpPaTHBHY CBeaeHUs - Obpazent Ne 2;

23 JlokyMeHT 3a BHECEHa TrapaHius 3a ydyacTHe, IPUAPYXKEH CbC CHOUCBK Ha
obocobennTe NO3ULMY, 3a KOUTO € BHECeHa rapaHuus 3a obocobena nozuuus NeNel?2 i 28.

24.CnuchK Ha IOKYMEHTHTE, ChABbPIKAILM ce B ofepraTa, MOANUCAH OT y4acTHHKA.

Ilpy wu3BbpLICHATa {IPOBEPKA HA TPCIACTABEHUTE JOKYMEHTH 3a noadop H
CHOTBETCTBHETO UM € YCIOBHATA Ha Bo3noxutens 3a obocobena nozuumsa Ne2§, xomucusara
YCTAHOBH, Y€ CBbC CHUMTE HE Ca NPEACTABEHH CIECAHUTE [NOKYMEHTH, H3UCKBAHU OT
BB3NOXKKUTENA, ChriacHo Paznen 6.2, 1.3 ot Obwwmre ycnosus, a uMeHHO: OTOpPU3ALIMOHHO
NMUCMO KM JAPYT €KBUBANCHTECH JAOKYMEHT, 32 U3KIFOUMUTENHO NPEJCTABUTENCTBO HA GupMara
MMPOH3BOJANTE Ha PEAKTHBU M KOHCYMATHMBH 3a IO3HUMH 32 PEaKTMBM M KOHCYMATHMBH 3a
ONpele/IeHd anapaTH, W3JaJICHO HAa WMETO Ha CHOTRETHMA YYAaCTHUK - OpUTHHAN WIIH
HOTAPHAJIHO 3aBEPEHO KOMHKE.,

[lpenBuna ropensnokeHoTo ¥ Ha ocHoranue wi. 68, an.8 u an.9 or 30Il, xomucusTa
YKa3Ba Ha y4yacTHHKA B CpPOK OT 5 paGoTHH JHH OT M0JYHABAHE HA KOIHE OT HACTOAIIUY
NMPOTOKOJI [a MNPENCTaBH H3MUCKyemuTe, chriacHo Pazpen 6.2, 1.3 ot OO6mure yciaoBus
JOKYMEHTH 3a ofocobena moszuuus Ne 28, a umenno: OTOpPH3AUMOHHO MHCMO WIM ApPYr
€KBUBAJICHTCH JOKYMEHT, 32 M3KJIIOUHTEIHO MMPEACTABUTENCTBO HA (HpMaTa NpOU3BOAMTEN
Ha PCAKTHUBHM M KOHCYMAaTHBH 33 MMO3HLMM 33 PCAaKTHBH U KOHCYMATHBM 3a OfPENCIICHH

anapary, M3JaJCHO Ha HMMCTC Ha CbOTBCTHHUA VYYACTHUK - OPUIMHAl WIH HOTapHallHo
3ABCPLCHO KOIne.

4. Tlpu nposepka Ha mpeanoxenuero Ha ,CODAPMA TPEWJIUHI™ AN - rp.
Codus, EMK 103267194, cbre ceganuuwe v aapec Ha ynpasiacHue rp. Cobus 1756, obn.
Codus (cronuua), odmuna Cronuuna, pafion p-H Marpes, yia. ,Jlpdezap Cranuer” Ne5,
Codapma buznec Taywpe, Crpama ,,A“, er.12, npeacraBnssano ot Jumutep ['eoprues
JIMMHTPOB-M3ITBJIHUTENCH OHPEKTOp Oclie YCTAaHOBEHO, Y€ CBILOTO €  NPEACTaBEHO B
CBLOTBETCTBHE C paznopendara Ha un. 57, an.2 ot 3011 u cwavpxka: ik Nel — , JlokymeHTtn
3a nonbop” 3a obocobena nosuumsi No2- KoHCYMaTHBH M PEaKTUBH 38 KIMHMKO-XHMWYEH
ananusatop ,.,ARCHITECT ¢ 8000%; oGocobena nozuums Ne3- | KoHCyMaTHBH M PEaKTHBH 3a
uMyHonoruvex ananuzatop ,,ARCHITECT i 2000%; obocobena nosnums Ned-, Koncymarusu
U peakTHBM 3a xemarosnornyeH Gposy ,,CELL DYN 3700, rumk Ne2 — | Tlpennoxenue 3a
M3MBAHEHUE Ha nopbukata W mauk Ne3 — ,Ilpennarana uena”. Ilpean Aa NpUCTBIM KbM
OTBapsHEe ¥ NPOBEpPKa Ha JOKYMEHTHTE, npeacTaBeHu ¢ vk Nel, Tpuma oT wieHOBETE Ha
KOMMCHSTA MOANHKcaxa Mk Ne3, criell KOeTo npejcenaTesls Ha KOMUCHUATA OTBOPH TUTHK Ne2
¥ TpHMa OT 4ICHOBETE HAa KOMUCHATA MOANUCAXA BCHUKH JOKYMEHTH, ChAbPIKALIH CE B HETO.

tlpeacenarenst Ha xomucuara oteopu Ilmux Nel | JlokymenTtu 3a nonpbop” Ha
.CODAPMA TPEWNJIMHI ™ AJl, 0noBeCTH NOKYMEHTHTE ¥ MH(OPMALINATA, ChIBPKAILH CE B
nsinka. KomMucuaTa npoBepy ChOTBETCTBUETO UM ChC CIMCHKA 110 Wit 56, ait. 1, 1.14 ot 3011

Ipu w3BbpuicHata nposepka Ha poxkyMmeHtuTe B [k Nel or mpeanoxeHuero Ha
LCODAPMA TPEMJIMHI™ AJl, rocoueHu B CIIMCHKA M MPOBEPKA HA CHOTBETCTBHETO MM,
Oellie yCTAHOBEHO, Y€ YYACTHUKBT € NPEACTABHI CJICAHUTE JOKYMEHTH!



[. JloxymenTH 3a noabop 3a KOHCYMATHBM M pEaKTHBM 33 KIMHHKO-XUMHUYCH

ananuszarop ,,ARCHITECT ¢ 8000" (oGocobena nozunus No2) :

S

HokyMeHTu 3a chaeOHa perucTpaius — NHPBOHAYAIHA W TOC]CABALIM MPOMEHH —
3aBEPEHH KOMus;

YaocroBepeHHe 3a  AKTYaTHO CBCTOSHHE OT ATeHUMATAa 1O  BIMCBAHWATA
Ne 2015/08.04.2014 r. — HoTapnaiHo 3aBepeHO KOIMHKE;

Hanvuna peructpauus, JJAC peructpanus u Koa no BYJICTAT — 3asepenu konus;
Hexnapaums no w47, an.9 ot 3011, obpazent NeS— opurnunarn,

JlokasarencTna 3a TEXHWYECKHTE BH3MOMKHOCTH 32 H3MbJIHEHHE HA MOphUKaATA:

5.1.  Ceprudukar ISO 9001:2008 na “COOAPMA TPEMAUHIAJ ot SGS, 3a
cneanure aedHoctd: THProBus Ha €Ipo ¢ NEKApCTBEHH NPOMAYKTH, MEAULIMHCKH
W3NENKs, CAaHWTAPHO-XMIUEHHU MaTepualii, XpaHUTelHH Jo0aBKM M JETCKH XPaHH,
KO3METHYHH NPOAYKTH, NPOAYKTH 3a Ne3MHOEKLHs, NE3HHCeKUWs W AepaTH3aLus.
Yenyrd 1o npeauctpuOylns, BKIIOYBAIUM JIOTHCTHKA, (UHAHCH, CbXpaHEHHE H
JUCTpUOYUHMs Ha TNpOAYKTH 3a KJIHHMYHM uinuTBanus. [lobpa muctpubyropcka
npakTuka. TeproBus ¢ wmeamuuHcka anapatypa. CepBuzHo oOCTyKBaHe Ha
000pyABaHE 3a KIMHHYHA JUArHOCTHKA - 3aBEPEHO KOMHE;

5.2, Cepmupuxar ISO 9001:2008 u 1SO 13485:2003 Ha npou3BOAUTENS — 3aBEPEHO
KOTTHE C IPEBOA Ha OBJITaPCKH €3HK;

5.3.  Jlexnapanuu 3a CBHOTBETCTBHE 3a TMNPOAYKTHTE, 3a KOWUTO cepTuduxar 3a
Ka4ecTBO € Henpuiaoxum cbriacHo Jlupexktusa 93/42/EMMO wniu [dupextupa
98/79/EEC, wm3nanenu ot Hotuduuupan opraH no cmuceia Ha 3MMW u 30I1 -
3aBEPEHM KOMMUA C NPEBOJ Ha OBNrapcKH e3HK;

5.4. Paspemenue Ne IV-P-T /MU-259/ 09.01.2008 r., 3a TbproBus Ha expo ¢
MEAULIMHCKY U3/Ie/IUs U NOCNEABaIY NpoMeHH, nagagenu ot MAJI — zapepenn konug;
5.5,  Jlexnapauus 3a MHHUMAaJEH OCTATBYEH CPOK HA FOAHOCT Ha MPEAJaraHuTe
KOHCYMAaTHBH — OpHTHHAT,;

5.6. OTOpH3aLMOHHO MUCMO OT IPOU3BOANTENS, YAOCTOBEPABALLO BAIWIHH Npasa
3a npoaaxda Ha TepuTOopusTa Ha PDbbiarapns Ha MEIMLMHCKHUTE H3JEIMS Ha
npouzpoautens, Ha umeto Ha ,,Codapma Tpelinuur” AJl, BbB Bpb3ka ¢ ydacTue B
HacTosara ofliecTBeHa MOpPhYKa, BAIMAHHM 3a CpOKa Ha JOroBopa — OpUIHHA ¢
oduLMaieH NpeBox Ha OBIrapcKyu e3HK;

5.7. Amnann3ed ceprudukar, JOKyMEHTHpAIl NPOM3X0Ja M TEKYLUHs KOHTPOJ Ha
KayeCcTBOTO Ha TpeAjaraHuTe MNpPONYKTH, CBHIVIACHO M3HCKBaHuATAa 3a J00pa
NPOH3BOACTBEHA IIPaKTHKA - 3aBepeHO Komue W Jlexnapauus 3a NpeJOCTaBsHE Ha
aHallU3HU cepTHhHUKATH 33 oepupaHHTE MEJULMHCKH PEKTHBH U KOHCYMATHUBH IIPH
MOHCKBaHE 0T CTpaHa Ha BuiaoxuTtes s — opuruyan,

5.8. PaboTuu npouenypu /MHCTPYKUHY 3a ynoTpeba/ Ha NpeAsiaTaHuTe peakTHBH H
KOHCYMAaTHBH — 3aBEPEHH KOIMHUS,

5.9. Jleknapauus OTHOCHO HAIHYHETO HA JIOKYMEHTHpaHa cucTeMa 1o wi. 82, ain. 3
o1 3MHU — opurunan;

5.10. JMexnapauus OT NPOWU3BOAUTENS 3a CBBMECTMMOCT  Ha IIpelUiaraHuTe
KOHCYMaTHBH, BKJIIOUEHH B TMO3HUMATA CHhC CHOTBETHUS anapar, 3a KOHTO ca
Npe/Ha3HauYeHW NPHM y4acTHe 3a KOHCYMAaTHBH, NPEHA3HAYEHH 3a anapaTtH THI
,»3aTBOPEHA CHCTEMA™ - OPUTHHA;

5.11. Karanoszu, Gpoiwypu Ha npejuiaraiuTe nadopaTopHU peakTHBU M KOHCYMATHBH
— 3aBEpPEHN KONus,



oo

10.
11

12

13.
14.

15.

16.

5.12. Jlexnapauus 3a obcrostencteara no 4i 51, an.l, 1. 9 or 3011 (cnucepK Ha
HAJIMYHATE MOTOPHH MPERO3HM CPEACTBA), NMPUAPYKEHA OT KOMHS HAa TATOHHUTE Ha
Jexnapupanute MIIC— opuryHan u 3aBepeHH KOIHs,

5.13. Jexnapauus 3a OCHIypsiBAHE HA KOJMYECTBATA 33 CPOKA HA JAOTOBOpa —
OpHUTHHA,

5.14. [exnapauus 3a obcrostencreara no 4t 51, an.l, 1. 4 or 30[1 (pwkoBOaeH
NIEPCOHAI ¥ EPCOHAI, OTTOBOPEH 32 M3MBIHEHUETO Ha MOPBUYKATa, KAKTO Y NepcoHa,
OTTOBapSIl 3a KOHTPOJIA 110 KAYECTBOTO) — OPHIHHA,

5.15.  Jlexnapauus, 4ye 3a cpoKa Ha JeHCTBHE HA JOTOBOPA WIE ¢€ MOAIBPKAT CHUIMS
Opoii 1Mua — opUrHHa,

Jexnapanus 3a 3an03HaBaHe ¢ JOKyMeHTauunATa, oopasen Ne3 — opuruxan,
Jexnapauus 3a crazBaHe Ha BCUYKHM YCIOBMS, HEOOXOMMMH 33 M3MBJHCHHE Ha
nopwpukara, obpaszeu Ned— opurunai;
Hexnapauns 3a yyactre no o6ocobeHu nosuuuu, obpazeu Nel3— opurusan;
Jexnapauus no 4n. 3, 1. 8 oT 3aKoHa 3@ UKOHOMUYECKHTE U (PUHAHCOBUTE OTHOUICHUS
¢ Ipy)KecTBaTa, PETUCTPUPAHH B FOPUCAMKLUUH ¢ npedepeHUMaieH JaHBUYEH PEXHM,
CBBP3AHATE € TAX JIMLUA U TEXHHUTE NEHCTBUTENHH cOOCTBeHMUM, oOpaszen Ne7 —
OpUTHHA;
Jexnapauus 3a nurca Ha noau3mbiHuTeny, odpaszen Ne§ — opurusarn,

CHexnapaums 3a TnpMeMaHe YCIOBMATA B IPOEKTa Ha jJorosop, obpazen NelO-

opurunan, Hexknapauus no gn. 55, an. 7 ot 3011 m 3a nunca Ha 06CTOATENCTBO 110 4l
8, an. 8, 1. 2 o1 30I1, o6pazeu Ne6— opurunan;

3asBnenue 3a ywactue oT ,,Codapma Tpelinuur” AJ] za ydacTHe B HacTOALIATa
npouenypa, oopaseu Nel— opurunan;

AJMHHHCTPATUBHM CBeleHHUS, oOpazen Ne2 — opurvHali;

JIOKyMEHT 3a BHeCeHa rapaHLMs 3a y4yacTHe B Mpoueaypata - baHKOBa rapaHuus 3a
yuacTue no obocobena nmosuums Ne2, yuapenena B noasza Ha “MBAJI-byprac” AJl, B
pasmep | 800,00 neBa (xunnda u ocemcmomun n€ga) — OpUrHHan;

CouchK Ha JOKYMEHTHTE W MHGOPMALMITA, ChABPKAUM ¢€ B OQEepTaTa — OpUIrHHal,
Ha XapTHEH U eNEeKTPOHEH HOCHTEN,

HbnHOMOIIHO 32 NpeACTaBUTENCTBO— HOTAPHAIHO 3aBEPEH OPUTHHA.

I1. JToxymenTu 3a nonfop 3a KOHCYMATHBU M PEAKTUBH 33 UMYHONOTHYEH AHAIH3aTOP

LARCHITECT 1 20007 (o6ocobena nozuums Ne3) :

1.

2.
3

YI0CTOBEpeHHE 3@ AKTVATHO CBCTOAHME OT AreHUMATa [10 BIIMCBaHHATA
Ne 2015/08.04.2014 r. — HoTapHaJIHO 3aBEPEHO KOIHUE;

Hawbuna perucrpauns, JIJIC peructpanus u Kon no BYJICTAT — 3aBepenn xonus;
Hexnapauus no wi.47, an.9 or 3001, noanucana ot Jlumurtsp ['eoprues Jumurpos,
Orusin Msanos JloHes, Anekcannbp Kanodeporp Paituer 3a nunca Ha obcrosrencrpara
no .47, an.l,an.2, 1.1, 4 1 5 uan.5 or 30101 (no obpaszen) ~ opuruxa;
Jloxa3zarencrpa 3a TEXHUYECKHTE Bh3MOKHOCTH 3a M3ITBJIHEHHE Ha NTOPBYKaTa!

1.1.  Ceprudukar 1ISO 9001:2008 na “COPAPMA TPEMJIMHI”AJ] or SGS, 3a
CICQHUTE ACHHOCTH: TBHProBHA Ha €IpO € JIEKAPCTBCHH NPOAYKTH, MEAHLIMHCKH
W3JENUsl, CAHUTAPHO-XUTHEHHN MaTepuany, XpaHUTeNHH N00aBKH M JETCKU XpPaHH,
KO3METHYHHU TPONYKTH, NPOAYKTH 3a Ae3UHGEKUHs, JE3UHCEKUHS U JAepaTH3aLMi.
Yeayrn no npearcTpuOyims, BKIOYBALIM JIOTMCTUKA, (UHEHCH, ChXpaHeHWe H
IUCTpUOYLMS Ha TNPOAYKTH 33 KIMHH4HM usnursanus. JloGpa auctpubyropcka
npakTHka. TBHproBus ¢ MeauiMHcka anaparypa. CepBusHo oOchayXBaHe Ha
o0opy/iBaHe 3a KNHHHYHA AUATHOCTHKA - 3aBEPEHO KoTiHe;



1.2 Cepruduxat ISO 9001:2008 u ISO 13485:2003 Ha npou3BOAUTENS — 3aBEPEHO
KOTUeE C MpeBO Ha OBATapCKH e3HK;

1.3, Jexnapauuy 3a CBOTBETCTBHE, 33 MPOJAYKTHTE, 32 KOWTO cepTH(HUKAT 3a
Ka4ecTBO € HenpuaokuM cbrnacHo Jlupexktuna 93/42/EMO umu  Jupextusa
98/79/EEC, wuznagenu oT HoThduuupan opran no cmucwia na 3MHW n 30T —
3aBEPEHHU KOMHKA ¢ NIPEBOA HA OBATAPCKH €3HK;

1.4, Pazpemienne Ne IV-P-T /MU-259/ 09.01.2008 r., 3a ThproBus Ha eapo ¢
MeIMLMHCKH U3AeIHS 1 NIOCTeABallN IpOMeHH, u3nanedu ot MAJL — zapepenn konus;
1.5, Jlexnapauus 3a MHHMMa@IeH OCTATbYEH CPOK Ha TFOJHOCT Ha MpejiaraHuTe
KOHCYMaTHBH — OPHUTHHAT,

1.6,  OTopu3aLMOHHO MUCMO OT TPOU3BOAMTEA, YAOCTOBEPABALIO BATMAHY TIpaBa
3a nponaxba Ha TepuTopuaTa Ha Pbbarapus Ha MEQMUMHCKMTE U3JENUd Ha
NpOU3BOAMTENA, Ha MMeTo Ha ,,Codpapma Tpelinunr” AJl, BbB Bpb3Ka ¢ y4acTue B
HacToswaTa obLIECTBeHa NOPbYKa, BaJIMJHU 34 CPOKA Ha JIOr0BOpa — OPUTHHAN €
oHLHANEH NPEBOA Ha OBJIrapcKH e3uK;

1.7, Awnanuzed cepTuduKaT, NOKYMEHTHpall NPOU3X0Aa U TEKYLIMS KOHTPOI Ha
KayecTBOTO Ha [peaNaraHuTe TMpOAYKTH, CBIVIACHO M3MCKBaHuATZ 3a Jobpa
[POU3BOACTBEHA [PAKTHKA - 3aBepeHo Komue M Jlexkmapauus 3a NpenocTaBsHe Ha
AHAIM3HU CEPTHRUKATH 33 O(PEpHpPaHUTEe MEIULMHCKH PEKTUBH M KOHCYMaTUBHU MpH
MOKWCKBaHe OT CTpaHa Ha Br3noxurtens — opuruHa;

1.8.  PabotHu npoueaypu /MHCTPYKUMH 3a ynoTpeba/ Ha npeanaraHuTe peakTHBU U
KOHCYMaTHBH — 3aBEPEHU KOTIHS;

1.9.  Jexnapauus OTHOCHO HAIMYHETO HA JOKYMEHTHpaHa cuctema no 4. 82, an. 3
ot 3MMU — opuruxan;

1.10. Jexnapauust OT MNpPOM3BOAMTENS 332 CBBMECTHMOCT  Ha IIpe/UlaraHuTe
KOHCYMAaTHBH, BKJIIOYEHH B TMO3ULUATA CbC CHOTBETHUS arapaT, 3a KOWTO ca
NpefHa3Ha4YeHU TIpU YYacTHE 3a KOHCYMaTWBM, NpeJHAa3HA4YEHW 3a anapatd Tl
,,32TBOPEHA CHCTEMA” ~ OPUTHHAT,

1.11. Karano3u, 6powiypy_Ha npepiaraHute 1abopaTOpHH PeakTHBH U KOHCYMaTHBH
— 3aBEPEHU KOMHUS,;

1.12.  Jexnapauus 3a obcrosrencrsara no wi. 51, an.l, 1. 9 or 30IT (cnuchk Ha
HAIMYHUTE MOTOPHHM TPEBO3HH CPEACTRA), MPHAPYMKEHA OT KONUS HAa TAJIOHHUTE Ha
nexnapupannte MIIC— opurunai 1 3aBepeHy KOMHs;

1.13. Jlexnapauus 3a OCUTYpsiBAHE Ha KOJMYECTBATa 3a CpoOKa Ha JOroBopa —
OpHTHHAM;

1.14. JHexnapauus 3a obcrogrtenctsara no wi. 51, an.1, 7. 4 or 3011 (ppKoBOAEH
NEPCOHAN U NEPCOHall, OTTOBOPEH 3a U3MBIHEHUETO Ha NOPBUKATA, KAKTO U NepCoHat,
OTroBapsall 3a KOHTPOJIA 110 KAaYECTBOTO) — OPUTHHAT,

1.15. Hexnapauwus, ye 3a cpoKa Ha NeHCTBHE HA AOTOBOpA UIE CE€ NOMABPKAT ChLUMSA
Opoii Tuua — OpuruHa;

Hexnapauus 3a 3ano3HaBate ¢ JOKyMEHTALMATA, 0 06pasel — OpUTHHAT;
Jexnapauus 3a cna3BaHe Ha BCHUYKM YCJIOBMA, HEOOXOAMMH 3a W3NBJIHEHHE Ha
NIOPBUKATA, 10 00pasell — OpUruHan;

Hexnapanus 3a yuactue 1o o6ocobenu nosuiiuu, no obpasel — OpuruHanm,
Hexaapauus no un. 3, T. 8 o1 3aK0Ha 32 HKOHOMUMECKUTE U (PHHAHCOBUTE OTHOWIEHHS
¢ ApYKeCTBaTa, PErUCTPUPAHM B OPUCIUMKLMM C npedepeHlnaie NaHbueH PEeXHM,
CBBP3aHUTE € TAX JHLA W TeXHUTe JedcTRuTenHM coberBenuuu, no obpazen —
OpUTHHAT;

Jlexnapauus 3a qUnca Ha NOAM3IBIHUTENHM /N0 ui. 56, an.1, 1. 8 ot 301V, no obpazeu
— OPUTHUHAT,
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10.

1t

12.

13.

Jexiapauys 3a npuemMaHe yCIOBHSATA B IPOEKTA Ha AOTOBOP, o 00pasel — OpUIHHAI,
Jlexnapauus no un. 55, an. 7 or 3011 u 3a aunca #a o6crosTencTso no ui. §, an. 8, 1.
2 ot 30I1, no obpazeu — opuruHan,

3aspiaeHue 3a ywactue oT ,.Codapma Tpefinunr” AJl 3a ywacTue B HacTosinaTa
npoueaypa, no odpasey ~ OpuruHa;

AIMMHHUCTPaTUBHYU CBEAECHHUS, 110 00pasel — OpUruHal;

. JIOKYMeHT 3a BHECEHA rapaHuMs 3a ydacTue B NpoileaypaTa - baHkoBa rapaHuus 3a

yuacTre 1o obGocobena nosuuns Ne3, yupenena B nomsa Ha “MBAJl-byprac” AL, B
pasmep 815,00 nea (ocemcmomun u nemuacecem 1e6a) — OpUrMHAN;

CnuchbK Ha AOKYMEHTHTE H HHOPMALUMATA, ChABPKAIM ce B ofepraTa — OpUIrHUHAT,
Ha XapTHEH U €JIEKTPOHEH HOCHTET,

[lenHoMoOmHO 3a npeacraBuTencTBO Ha umero Ha Kanosn Hackor Moner -
HOTapHaTHO 3aBEPEH OPUTHHAT,

II. Joxymentu 3a moabop 3a KOHCYMATHBU M PEaKTHBU 32 XeMaToJIOrH4eH Oposid

LCELL DYN 3700 (oGocobena nmosuuus Ned):

1.

(o8

YnocroBepenue 3a AKTyanHO CBCTOSHHE OT AreHUMsTa IO BIUCBAHHATA
Ne 2015/08.04.2014 r. — HOTapHaTHO 3aBEPEHO KOTHE;

Jaupuna peructpauns, JJIC peructpauns u Kog no BYJICTAT — 3apepenu konus;
Hexnapanus no w47, an.9 ot 3011, o6pazen NoS— opurunarn;

Joxa3zarencTpa 3a TEXHUYECKUTE BB3MOKHOCTH 38 M3 BIHEHHE Ha MOPbYKATA:

5.1.  Cepruduxar ISO 9001:2008 na “COOPAPMA TPEMIAMHIAL ot SGS, 3a
ClefHuTe AeHHOoCTH: THproBus Ha enpo ¢ JIEKAPCTBEHH MNMPOAYKTH, MEAMLIMHCKH
M30ENNA, CAHUTAPHO-XUTHEHHH MAaTepUaTIH, XPAHUTEIHW NOOaBKM M JETCKH XpaHu,
KO3METHUHM NMPOAYKTH, MPOAYKTH 32 Ae3uHbEKUMs, JS3UHCEKUHS W AepaTH3auus.
Yeayru no npeadctpuOyuus, BKIIOYBALIM JIOTMCTHKA, (UHAHCHU, CbXpPAHEHUE H
IVCTpUOYLHUS Ha MNPONYKTH 3a KIMHM4YHKM u3nuTBanus. JloOpa nuctpudyTtopcka
npakTHka. TpproBus ¢ MeauuuHcka anaparypa. CepBH3HO 00CayXBaHe Ha
obopyIBaHe 3a KJIMHHYHA AMArHOCTHKA - 3aBEPEHO KOTIHE;

5.2, Cepruduxar [SO 9001:2008 u 1SO 13485:2003 Ha npoU3BOAMTENS — 3aBEPEHO
KOTIHE ¢ IPeBOJ Ha ObArapeku €3uK;

5.3.  Jlexnapauud 3a CBOTBETCTBHE 3a TPOAYKTHTE, 3a KOWTO CepTHPHKAT 3a
KauecTBO € HEeNmpwioxkuMm cbritacHo [upextusa 93/42/EMO umu  JAnpextusa
98/79/EEC, wmananenn ot HotuduumpaH opraH no cmucwbia Ha 3MM u 3011
3aBEPEHH KOTIHS C NPEBOA Ha OBATapCKH €3HK;

5.4. Pazpemenue Ne [V-P-T /MHU-259/ 09.01.2008 r., 3a TeproBus Ha €po ¢
MEIMLUMHCKU H3eIMs U NOCIeABAUIN TPOMEHH, H3aaneHu oT MAJ] — 3aBepeHu Konus;
5.5.  Jexnapauus 3a MHHMMAJNEH OCTAThYEH CPOK HA FOAHOCT HA MpejlaraHuTe
KOHCYMAaTHBH — OPHTHHAT,

5.6.  OTOpU3aUMOHHO MUCMO OT NPOU3BOJMTENS, YAOCTOBEPSBALIO BaJMIHU NpaBa
3a nponaxba Ha TepuTopuAta Ha Pbbarapus Ha MEOMUMHCKUTE HW3JENUS Ha
npoussonuTens, Ha umero Ha ,,Codapma Tpeiiaunr” AJl, BbB Bpb3Ka ¢ y4yacTHe B
HacTosara o0LIeCTBEHA NMOPbYKA, BATHAHM 34 CpPOKa HA AOTrOBOpa — OPHIMHAMI ¢
oduumaneH npesoa Ha ObArapCcky €3UK;

5.7. AnanuzeH cepruduKar, JOKYMEHTHpALl MPOMU3XOAa M TEKYHIMA KOHTPOJI Ha
KauecTBOTO Ha [pejllaraHuTe MpOAYKTH, CBIVIACHO HM3HCKBaHHUATA 3a JoOpa
NPOM3BOACTBEHA NpaKTHKa - 3aBepeHo Konue M Jleknapauus 3a NpenocTaBsHE Ha
aHanu3Hu cepTUdhHKATH 3a odepUpaHUTE MEIMIMHCKY PEKTHBH U KOHCYMAaTHBH NpU
IIONCKBAHE OT CTpaHa Ha Bu3noxuTens ~ opuruHan;

5.8. Jlexsiapauust OTHOCHO HANMYHMETO HA JOKYMEHTUpaHa cucTema rno ui. 82, an. 3
oT 3MU — opurunan;



5.9, Jlexknapauust OT MpOW3BOJAMTENS 33 CHBMECTHMOCT  HA [PEAIATaHMTE
KOHCYMATHBH, BKJIIOYEHH B MO3MUUSATA CBC CBHOTBETHUA anapat, 3a KOHTO ca
NpefHa3sHadeHy [pyd y4acTHe 3a KOHCYMAaTHBH, NpEAHA3HAUYEHH 3a anaparv THI
,.3aTBOpEHa cucTeMa” - OpUrHHaN,
5.10.  Karanosu, Opoluypu Ha npeuiaranuTe Jab0paTOpHU PeaKTHBH ¥ KOHCYMAaTHBH
— 3aBePEHM KOMHSK;
5.11. [exnapauus 3a obctostenctrara nmo uwi. 51, anl, 7. 9 ot 301 (cnucek Ha
HaIMYHUTE MOTOPHM IPEBO3HU CPEACTBA), NPUAPY)KEHA OT KOMUS HA TAIOHUTE Ha
Jexnapupanute MIIC— opurunan v 3aBepeHH Komus;
5.12. Jlexnapauus 3a ocHrypsBaHe Ha KOJMYECTBATA 32 CpoOKa Ha JOropopa -—
OpUTUHAN;
5.13. Jlexnapanus 3a obcrostencTrara no wi 51, an.l, 1. 4 or 30[l (pwxoBoaen
NEPCOHAN U MepCcoHan, OTrOBOPEH 3a H3ITBAHEHHUETO HA MOPBUYKATA, KAKTO U NepcoHall,
OTroBapsil 3a KOHTPOJA MO Ka4eCTBOTO ) — OPUTHHAI,
5.14. Jlexnapaius, ue 3a CpoKa Ha JEHCTBUE HA JOTOBOPA HIE C& MOJUIBPIKAT ChLILUS
OpoH NHLa — OpUTHHAT,

6. Jexnapauus 3a 3ano3HaBaHe ¢ JOKYMEHTaunsTa, obpasen Ne3— opuruual,

7. Jexnapauust 3a cra3BaHe Ha BCUYKM YCJIOBUS, HEOOXOMMMHM 3a H3NBJIHEHHME Ha
nopsukarta, odpazen Ned— opurunan;
8. Hexnapauus 3a yuactue no 0docobenn no3uuum, obpaszeu Nel3 ~ opurunar;

9. Jexnapauus no wi. 3, T. 8§ o1 3aK0OHa 33 MKOHOMHUYECKHTE U (PUHAHCOBHTE OTHOILEHHS C
JAPYXEeCTBATa, PETUCTPUPAHM B IOPUCAMKIMH ¢ IpedepeHUManeH OaHbUeH PpEeXUM,
CBBP3AHUTE C TAX JHLA U TEXHUTE AeHCTBUTEHH COOCTBEHMIM, oOpaszenl Ne7— opuruHan;

10. llexnapauns 3a nunca Ha DOAM3NBAHUTENH, oOpazen Ne§— opuruuarn;

11. lexnapauus 3a npueMaHe ycaoBUsiTa B IPOEKTa Ha Jorosop, obpasen Nel( — opurunan;

12. Jlexnapauus no 4. 55, an. 7 ot 3011 1 3a nunca na obcrosrenctso no wi. 8, an. 8, 1. 2 ot
3011, obpazen Neb— opurunan;

13. 3asBnenue 3a yuacrue or ,,CODAPMA TPEUJIMHI™ AJl 3a YYacTHE B HACTOAILATA
npouenypa, odpazen Nel — opurunan;

14, AXMUHMCTPAaTUBHU cBeleHUs, 0Opazen Ne2Z — opurunan;

15. JlokyMeHT 3a BHECeHA rapaHuMs 3a Y4acTHe B npouelypara - baHkopa rapaHuus 3a
yuactue no obocobena nosmuus Ned, yupenena B nonza Ha “MbAJI-byprac” AJl, B
pasmep 320,00 newa (mpucma u 0sadecem neea) — OpUTrHHAT,

16. Criuchk Ha JOKYMEHTHTE U HHGOPMALHATa, ChABPXKALIM ¢ B odepTara — OpUTHHA, HA
XapTHEH ¥ eNEKTPOHEH HOCHTEN;

17. IIsiHOMOLIHO 33 NMpeAcTaBUTENCTBO Ha uMeTo Ha Kanoss HackoB MoHeB — HOTapuaiHo
3aBEPEH OPHIHHAN;

Ilpu wu3BBplIEHATAa [NpoBEepKa Ha NPENCTABEHUTE JOKYMEHTH 3a 1noadop 3a
ropenocoyYeHuTe 000COOEHH MO3UUINH M CHOTBETCTBHETO UM C YCTIOBUATa Ha Brinoxurens,
npeaBua noayvyeHa HuQopmanus ¢ nuemo Bx. Nel158/27.01.2015r. na ,,MBAJI-byprac* AJl
OTHOCHO NpEeKpaTeHd AMCTpuOyimonHu B3aumooTHoweHus mexay AbBOT n ,,COPAPMA
TPEMJIMHI™ AJl xato oTopusupan mucTpubytop Ha ABOT, Komucuarta Be pelieHme Ha
ocHoBaune un. 68 amll T.1 or 30[N ma maucka ot .,COGAPMA TPEUIMHI™ AJ{
uHpOpMauMs W JaHHH OTHOCHO OTOPH3ANMATA W JaTaTa Ha TpeKparsBaHe Ha
JucTpuOyuoHHN B3aumooTHoiteHuss mexay ABOT u ,CODAPMA TPEWJIUHI™ A/l
kacaemn yyactueto Ha ,,CODAPMA TPEﬁﬂMHF” AJl 3a ofGocoBena nosnuusg Ne2 -
KoncymaTuBy M peakTuBH 3a KNHHHUKO-xuMuueH awamuzatop ,,ARCHITECT c¢ 8000,
obocobena mozuuns Ne3 - KoHCyMAaTtHBH M pEaKTHUBY 3a MMYHOJOTMYEH aHalIHW3aTop
LJARCHITECT 1 2000 u ofocobena nozuuus Ned - KoHCyMaTHMBM M peakTHBM 3a
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xematonoruyed oposy ,,CELL DYN 3700 ot TexHuueckara cnenudukanus Ha HacTosIaTa
npoueaypa.

IlpenBua ropensnoxeHoTo U Ha ocHoBaHWe ui. 68, an.8 u an.9 or 3O0Il, komucusaTa
ykasBa Ha ydactHuka ,,COPAPMA TPEMJIMHI” AJl B cpok oT 5 paGoTHHm AHM OT

N0JIyJaBaH€ Ha KOMHE OT HACTOAUIHUA IMPOTOKOI Aa NPEACTABH U3UCKYEMUTE nH(bopMam»m H
JaHHH.

S. Ilpn npoBepka Ha npemnoxenuero Ha ,PHUJAKOM” EOQOJ - rp. Codpusa, EUK
175040885, cbe cenanuine 1 anpec Ha ynpasiedue rp. Copus 1618, paiton p-u Kpacho ceno,
yi. ,Konoman* Nel, AnmunuctpatusHa crpaga ,,CrnaBus“, opuc 217, npeacTaBisBaHO OT
Heuo IlerpoB JleueB-ympaBuTen Oelle YCTAaHOBEHO, Y€ CBILOTO €  MPEACTABEHO B
CBOTBETCTBHE ¢ pasznopendata Ha 4. 57, an.2 oT 3011 u chabpxka: nauk Nel — , JIokyMeHTH
3a oadop” 3a 060coOEHH MO3ULMM, 32 KOMTO YYaCTHUKA € MpeACTaBUI MpeanoKeHHe, a
UMEeHHO: ob0ocobeHa mno3unus Ne2l- AHTHOMOTHYHH MW AHTHMHUKOTHYHH JIUCKOBe';
obocobena no3uuus Ne22- | JIHarHOCTUYHH CEPYMHU 3a arNyTHHAUMs Ha YPEBHH MATOTEHH;
obocobena mnozuuus Noe23- TecT OUCKOBE W MaHyalHH OaKTepHOJOIMYHH TECTOBE 3a
OouoxuMuyHa uaeHTUuKauus; obocobeHa nosuuus Ne24- | Cyxu XpaHUTENHH CPEaH H
rOTOBM 3a ynoTpeba cpenu™; obocobena mno3uuus Ne26-,bbp3n TecToBE 3a JnaTekc
arnyTdHauus“; odocobena mno3uuus Ne27 — | PeaktuBu™; of6ocobeHa mno3unus Ne28-
»l11acTMacoBH  KOHCyMatuBM 3a MHKpobOuosorus®; obocobena mno3uuusg Ne30 —
., JKOHCYMaTHBM 3a LEHTbpP MO PENnpOAYKTHBHA MeIMIHMHA™" U obocobeHa mnosuums Ne31-
,»KOHCYMaTHBH 3a cuUcTema 3a JUTHTalHa uaeHTHUKalMs -amapat ,,Baitexk 2° muuk Ne2 —
.Jlpemnoxxenue 3a M3MbIHEHHE Ha MOpbBYKATa” 3a rOPEONnUCcCaHUTe 00OCOOEHH MO3ULHUH H
ik Ne3 — _Tlpeanarana uena”. Ilpeaw na mpucThnM KbM OTBapsiHE M MpPOBEpKa Ha
JOKYMEHTHUTE, NPEACTaBEHH ¢ MUK Nel, TpuMa OT 4JIEeHOBETE Ha KOMUCHATA NOANKCAXA MUK
Ne3, cnen xoeto mpexncenarens Ha KOMUCUSITa OTBOPH UMK Ne2 M TpuMa OT 4JI€HOBETE Ha
KOMHCHSITA NOANKCaXa BCUHYKU JOKYMEHTH, ChAbPXKALIHU CE B HETO.

Ilpencenatenst Ha komucusita otBopu [lmuk Nel |, JlokymeHTH 3a moabop” Ha
~PUIAKOM” EOO/I, onoBecTH TOKYMEHTHTE M HMHpOpMaLUATa, CbABPKALLM CE B IMJIIHKA.
KoMucusita npoBepy CbOTBETCTBHETO UM ChC CIIUCHKA MO Wil 56, an.1, T.14 ot 30I1.

Ilpu u3BbplueHaTa npoBepka Ha AokymeHTuTe B [lnuk Nel ot npeanoxenuero Ha
»~PUITAKOM” EOOQO]I, nocoyeHu B CnUChKa M MpPOBEpPKA Ha CHOTBETCTBHETO UM, Oelue
YCTaHOBEHO, Y€ YUYACTHUKBT € MPEACTaBUII CIIEAHUTE JOKYMEHTH:

1. Hoxyment 3a EUK;

2. Perucrtpauus no 3JJC;

3. Jexnapauus no 4n.47, an.9 ot 30I1 - O6pazewn Ne 5.

4

Ceprudukar ISO 9001:2008 Ha UMETO Ha
YYaCTHHKA;

5. Ceptuduxar ISO 9001:2008, EN ISO 13485:2003 Ha wuMeTO Ha
NPOU3BOIUTENIUTE;

6. Jlexnapauuu 3a CE MapkupoBka;

7. Pa3sperieHue 3a TBProBUs Ha €IpO C MEAULIMHCKU U3CTIHS;

8. Jlexnapauus 3a MUHUMAJIEH OCTaThU€H CPOK Ha FOJHOCT;

9. Otopu3aLUHOHHM NHUCMa OT GUPMHUTE-TIPOU3BOANTEINH;

10. PaGoTHH npoLeaypH Ha NpeasiaraHuTe peakTHBH U KOHCYMaTHBH;

11. Katano3u Ha NpOU3BOIUTENHTE;

12. Jleknapauus 3a cucTema 3a npocneaseMmoct, 4n.82, an.4 ot 3MU;

13. Jloka3aTencTBO 3a HAJIMYHUETO Ha TPAHCIOPTHU CpeACTBA W JOrOBOPU C
Kypuepcku Gbupmu;



14. Jlexnapauus 3a OCHIYpSBaHE Ha HEOOXOAMMUTE
KOJIMYECTBA 3a LEJUs CPOK Ha JJOTOBOPA;

15. Nexnapanus 3a TeXHUUYECKUTE JIMLA;

16. [lexnapanus 3a 3aro3HaBaHe ¢ JOKYMeHTaluuaTa-oopaszey Ne3;

17. Hexnapauus — Obpazey Ned;

18. Hexnapauus — O6paszen Nel3;

19. lexnapauusg — Obpazery Ne7;

20. Hexnapauuu noausnbianutent - Oopaszen Neg;

21. Nexnapanusd 3a npuMeMaHe Ha yCJIOBHSTA B NpoexTa Ha noroeopa-Obpazent Nel0;

22. Jlexnapauus — OGpazeny Ne6;

23. 3asBnenue 3a yuactue —OOpazen Nel;

24. AxvuBucTpaTHBHHM cBelenus — Obpazen No2;

25. TapaHums 3a yuyacTHe — IUIATEXHO HapexJaHe M CNUCBbK Ha 00ocobeHuTe
NO3ULIHY;

26. CiuchK Ha TOKYMEHTUTE-OPHTHHAIL.

[lpu wu3BwppwIEeHaTa mNpoOBEpKa Ha TpeACTaBeHHTE HOKYMEHTH 3a nogbop 3a
ropenocoueHuTe 060co00EHU MO3ULMK W CHOTBETCTBHETO UM C YCIOBUATA HA Bb3noxurens,
KOMUCHSTA NpHE 3a BAIMIHU NPEJCTABEHUTE TOKYMEHTH U YCTAHOBH, Y€ CBLUUTE OTIOBApAT
Ha O0SBEHUTE KPHTEPHHU 3a NOAOOp, ChabpKallM ce B OOSBNEHUETO W JOKYMEHTAUMATa 3a
yyacTie, Nopajay KOeTo KOMUCHATA Jonycka npeactasesoro ot ,,PUJAKOM” EOOJ
NpeNOKEHUWe O eTan pasrnexaaHe Ha JAoKyMeHTuTe B ruik Ne2- Tlpeanoxenue 3a
M3MBIHEHHUE Ha NophUKaTa®.

6. Ilpn nposepka Ha npeanoxenueto va RZ,AKBAXUM” A/l - rp. Codwus, EUK
200984964, c¢be cepanuule u anpec Ha ynpasnenue rp. Codusa 1582, obwmna Cronnuna,
paiion p-H Uckwbp, ,.[Ipod. Lisetan Mazapos ““ Ne83, npeacrapnapano ot Kamenusa [{ankosa-
M3MBJIHUTENEH JHPEKTOp Oelle YCTaHOBEHO, Y€ CHUIOTO € MPEJCTaBeHO B ChOTBETCTBUE C
paznopendata Ha un. 57, an.2 ot 30T u cwappxa: nauk Nel — | Jloxymentu 3a noabop” 3a
060co0eHH MO3WLMHM, 32 KOWUTO YYACTHHKA € [IPeACTABUJ TPEIJIOKEHHE, a HMEHHO!
obocobena nozuuus Ne32- KoHcymaTuBH 3a KIWHMYHA natonorus™ u obocobeHa no3uums
Ne33- | KoncymaruBu 3a xUCTONOrHYHa naboparopus™, mnnuk Ne2 — _Ilpennoxenue 3a
H3IIBJHEHWE Ha nopbukaTa’ 3a ropeonucaHute o0ocoOeHH MO3MLKMM M miauk Ned —
Hllpennarana uewa”. [lpeau na mpUCTBIM KbM OTBApsHE 4 IPOBEPKA Ha JOKYMEHTUTE,
npeacTaBeHd ¢ mavk Nel, Tpuma OT uneHoBeTe Ha KOMMCHSATA nojnucaxa niauk Ned, caen
KOETO TMpeAcesaTeNis Ha KOMUCHATA OTBOpH MHK Ne2 ¥ Tpuma OT uf€HOBETE Ha KOMHUCHSATa
MOANMUCAXA BCHYKH JOKYMEHTH, CHIBPKAUIU CE B HETO.

[Mpencenartensr na xomucusta orsopu [lmux Nel | JloxymenTtd 3a noadop” Ha
LAKBAXUM™ AJl, onoBectd JOKYMeHTHTE M MH(OpManusATa, ChAbpXKAUM CE B ILIHKA.
KomucusaTa npoBepH ¢hOTBETCTBHETO UM ChC CIIUCHKa 110 ull. 56, an.l, 1.14 ot 30I1.

[lpu w3pspuienara nposepka Ha pokymentute B IInuk Nel ot npemnoxenuero Ha
LJAKBAXUM” AJl, nocoueHu B CHUChbKa M NPOBEpKA HA ChOTBETCTBUETO WM, Oele
YCTAHOBEHO, Y€ YYACTHUKBT € NPeACTABUH/I CJAEIHUTE JOKYMEHTH!

l. VYanocrosepenue 3a aktyanno cherosune Ha AKBAXVM AJl ~ 3aBepeHo Konue ;

2. Hoxymentu 3a peructpauus no 3/1/1C — zasepeHo xonue ;

3. Jlexnapauus 3a nurica Ha oOcTtostencTsara no wi. 47, an. 9, cernacao Obpazent 5 —
OpHIHHAI,

4. Ceprucdukar 3a nomrbpxana Cuctema 3a ynpasieHnne Ha xauectBo 1SO 9001:2008 na
~AxBaxuM™“ AJl — 3aBepeHo Komue ;
5. Cepruduxar 3a xauectso ISO 9001:2000 u ISO 13485:2012 na npoussoauten -

3aBEPEHO KOMUE, NPUAPYKEHO C NPEeBO Ha OBATAPCKH €3H1K;
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6. Jlexnapauus 3a cpoTBeTCTBHE ¥ HaHeceHa CE MapKHpOBKa 3a npe/UiaraHuTe NMpoaAyKTH -
3aBEPEHO KOTHE, NPHAPYIKEHO C PEBOA Ha OBNTapCKH €3HK;

7. Jexnapauus 3a Henpunoxumoct Ha Jeknapauus 3a crotBerctBHe U CE Mapkuposka —

OpHTHHAT,

Pasperuenne 3a ThproBust Ha PO ¢ MEIHUHHCKH U3/ — 3aBEPEHO KOTIHE ;

Jexnapauus 3a ocTaTh4eH CPOK Ha TOXHOCT /HE NO-Masiko oT 75%/ - opuruHa,

10. JlokyMeHT ymocToBepsiBau perucrpauds Ha xumukaiute no REACH, cwriacHo
Pernament (EO) 1907/2006r. — 3amepenu xonus B.O., npuapyxeHu ¢ npeBoa Ha
OBJIrapCKH €3HK;

11. Ananusnu cepruduKaTd ¥ APYr¥ JOKYMEHTH 32 Ka4ecTBO 3a MPOLYKTH, KOUTO He ca
MEAMLIMHCKY M3enus no cMuchia Ha 3MU (ako e npusioxumo) — 3aBepeHu KOIuA ;

12. lexnapauus 3a NOANBPIKAHE Ha JOKYMEHTHpaHa CHCTEMa, ChIVIACHO M3UCKBAHMNTA Ha
482, an.3 ot 3MHU —~ opurunarn;

13. Criucek Ha TPAaHCOOPTHUTE CPEJACTBA — OPUTHHAN, TPHAPYXEH ¢ KOMUS HA TAIOHUTE Ha
ABTOMOOMITHTE — 3aBEPEHU KOTIHS;

14. Jexnapauus 3a OCUrypsiBaHe HeOOXOAUMHUTE KOJMUECTBA KOHCYMATHBH 3a UEJUS CPOK Ha
JOrOBOpPa — OPUTHHAT,

15. Jleknapauus, cbAbpiXallla CIIHMCBK Ha TEXHUYECKHTE JIMNE, KOUTO e OBbAAT OpPSKo
aHraXHUpaHW ¢ U3MBJIHEHHETO Ha oOllecTBeHaTa MOpbYKAa M CHUCHK Ha JHuUara
OTrOBapsALIM 33 KOHTPOJa Ha Ka4eCTBOTO — OPUTHHAT,

16. Jleknapauvs 3a nofuibpixaHe Ha CbuMsS OpoH U@ NPU M3NBJIHEHUE Ha TOpbyYKarTa —
OpHTHHAN,

17. Jlexnapauus 3a 3aro3HaBase ¢ I0KyMeHTauMsTa, cbrnacao Obpazeu 3 — opurusan;

18. Jexnapauus, ue 1e Criazpa BCUYKK YCITOBHS HEOOXOIUMH 3a U3MTBJIHEHHUE HAa NMOpBYKaTa,
ceriuacHo OOpasel; 4 — opurdsan;

19. Jlexnapanus 3a yuactue no obocobeHu no3uuuy, cwriaacio Obpasen 13 — opurunan;

20. Hexnapauus mo 4.3, 1.8 oT 3aKOH 3a HKOHOMUYECKHTE ¥ (DMHAHCOBHUTE OTHOIIEHUS €
ApYXeCTBaTa, PErHCTPUPAHH B IOPUCAMKUMS C MNpedepeHlIHaNIeH JAHBYEH PeXyM,
CBBP3aHUTE C TAX JIHLA U TEXHUTE JeHCTBUTENHH cODCTBEHHIH, chbItacHO Obpazen Ne7 —
OpPUTHHAT;

21. Jlexnapauus 3a JuIica Ha NogU3ITbIHATENY, cbraacHo O6paszel 8§ — opurvHai;

22, lexnapauus 3a pueMaHe Ha yCJIOBUSTA B IPOEKTa Ha 0ToBopa, cbriacHo Obpazer 1;

23, Jexnapanus no ui. 55, an. 7 or 3011 3a nunca Ha o6croarencreata no wi. §, an. 8, 1. 2 o1
3011, cwrinacuo Obpazel 6 — opuruxai;

24. 3agBneHue 3a yvactue, cbriacHo Obpasent | — opuruHan;

25. AAMHHHCTPAaTUBHU CBENEHUA, chiylacto OOpazey 2 — OpUIHHAaT;

26. JlokyMeHT 3a BHECEHZ rapaHius 3a ydacTHe, NPUIPYKEH OT CIIMCBK Ha MO3MUUKTE, 3a
KOMTO C€ OTHACs — OpUIrUHall;

27. CriuChK HA JOKYMEHTHTE — OpHIHHAJ HA XapTHEH U €J1. HOCUTE;

28. [IpAHOMOWIHO HA JIMIIETO, YIBJIHOMOIIEHO A NoJANuile odepraTa — OpHrHHAIL.

[lpy u3BbplLIEHATa TNpOBepKAa HA MpEICTAaBEHHWTe JOKYMEHTH 3a noadop 3a
ropenocodeHuTe 000CO0EHH NMO3KIIMK U CHOTBETCTBUETO UM C YCJIOBUATA HA Beinowurens,
KOMHUCHATA NPHUE 32 BATWAHU NMPEACTABEHUTE NOKYMEHTH M YCTAHOBH, Y€ CHIUIMTE OTIOBAPAT
Ha OOSBEHUTE KPUTEPUH 3a NMOAOOP, ChABPWAIIM Ce B ODSBICHHETO W NOKYMEHTALMATA 3a
y4acTHe, TOpPaA¥ KOETO KOMHCHATA aAonycka npeacraBeHoto ot L,AKBAXUM® AJ]
NpeUIOXKEHHE A0 eTan pa3rjiexaaHe Ha JokymeHTHTe B ruink Ne2 - ,Ilpennoxenue 3a
H3ITBJIHEHHE HA NOpBhYKaTa™.

o o

7. Tlpu npoBepka Ha npemioxenueto Ha L,Memuuuncka Texnuka Huxenepunr”
OO0 - rp. Codus, EMK 831641528, ¢ne cepanuiue v aapec Ha ynpasiaeHue rp. Codus
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1750, sw.x. Mnanoct 1, 6a. 28b/yn. ,Jlumutep Monnos™/, npeacraBisiBaHo OT Nouxa
Xpucropa ['etoBa-Xpucranopa-ynpasuren u Jumutsp [eoprues Kouos-npoxypucr Geiie
YCTAaHOBEHO, Y€ CBLIOTO € MNPEACTABEHO B CHOTBETCTBHE ¢ paznopeadara Ha uia. 57, an.2 or
30I1 n cuaepxka: nauk Nel — | JlokymeHTH 3a noadop” 3a 060coGeHH MO3UUKH, 338 KOUTO
Y4acTHHKA € MpeAcTaBUI NPELTONEHHEe, 8 UMeHHO: obocobena nozunus Nel- Koncymarusu
¥ PEaKTHBH 3a KIMHHAKO-XMMHUHeEH aHanusarop ,,ACE"; obocobena nosuuus Ne7- | PeakTHnu
3a KAWHHYHA Xumus ¢ agantdpand nporpamu 3a ,,COBAS MIRA PLUS™; obocobena
nosuuus Ne9- KoncymaruBu 3a ananusatop ESR ,KABE®™; ofocoGena nosmuus NelO-
~KOHCYMaTUBH W peakTuBH 3a rmoxoaHanusarop ,KABE“*; obocobena nozuums Nel2-
~EKCIpecHu s1eHTH 3a ypuHa™; obocobena nosuums Nel3- KoHcymMaTHBH W peakTHBH 3a
xemarogoruder oposu ,,QUINTUS®; o6ocobena nozunmsa NelS-, JlabopatopHa cTekiapus u
nacTMaca™; obocobena no3uuus Nol6-, KOHCYMATHBU H PEAKTHBU 32 XEMATOIOTHYEH OposH
SMEDONIC* M-cepus®; o6ocobena noszuuus Nel9- Kowtponuu matepuanu™; obocobena
rozuums Ne28-, TlnacTMacoBu KOHCYMATHBM 33 MUKpoGuoorus™; o6ocobena nosuums No32-
»KOHCYMaTHBY 3a KIMHWYHa natonorus™; obocobena nosunus Ne33- KoHncymaTuBu 3a
XUCTONOrnYHa nadoparopus™, ik Ne2 — | TlpeanoxkeHue 3a W3NbIHEHUE Ha NopbukaTa” 3a
ropeonucanute 00ocodeHy nosuumy ¥ ik Ne3 — , Tlpeanarana uena”. lpenu na npucrsnu
KbM OTBapsiHE M TPOBEPKA HA JOKYMEHTUTE, NMpeACTABEHH ¢ TUIMK Nel, Tpuma OT uieHOoBETE
Ha KOMHCHMSATA noanucaxa Mk Ne3, crieq xoeto npeaceiaTeNisi Ha KOMHUCHATa OTBOPH TIHK
Ne2 v TpuMa OT YieHOBETE Ha KOMHCHATA MOAMTMCAXA BCHUKY TOKYMEHTH, ChIBPKAIIM CE B
HEro.

Ipencenarenst Ha xoMucusta orBopu Ilnux Nel | JlokymenTd 3a noadop” Ha
~Mennuuncka Texnuka Unxenepunr” OOJl, onoBectd NOKYMEHTHTE M HHpOpMaluTa,
ChAbpPXALUK ce B nauka. KoMucusara npoBepy ChOTBETCTBHETO UM CBC CHUCHKA MO wi. 56,
an.l, 1.14 or 3011

ITpu m3BwbplueHata nposepka Ha gokymeHTHTe B [lnmk Nel ot npejutoxeHueTo Ha
~Mennuuncka Texnuxka Huwenepunr” OOJl, nocoueHw B crnuchka W TNpOBEpKa Ha
CBOTBETCTBHETO UM, Oellie YCTAHOBEHO, Y€ YUACTHUKBT € NPeJCTaBUI CICAHUTE JOKYMEHTH:

I. Hoxymentn 3a nonabop 3a xoHcymaruBuTe M peaktuBuTe 3a KimnuuHa naGopartopus
(obocobenn nosuuuu Ne Ne 1,7, 9, 10,12, 13,15,16,19):

1. Cnucek Ha AOKYMEHTUTE, ChObpXKallYy ce B oepraTa — Ha XapTUEH W €IEKTPOHEH
Hocuren /CD/

2. Jlexnapauus 3a EMK B TP /opurnnan/

3. JloxymenTu 3a peructpauus no 3/JJ1C /konue 3aBepeHo OT y4acTHUKA/

4. Jlexnapauns 3a nuncara Ha obctostenctBa no wi. 47, an. 9 ot 30IT —obpasen NeS
/opuruHan/

5. Ceprudukar ISO 9001:2008 3a pHeapeHa cucTeMa 3a YIIpaBieHHE Ha KauyeCTBOTO Ha
YyYacTHHKA /KOMUE 3aBEPEHO OT yYaCTHUKA/

6. Cepruduxarn 1SO 13485:2003 wwumm 9001:2000 3a BHenpena cucTema 3a
yIpaB/ieHHEe Ha Ka4eCcTBOTO HA NPOU3BOJUTENUTE /KOMHKS 3aBEPEHHU OT YHACTHHKE/

7. Hexnapanuu 3a cwoTBeTcTBUE criopea Hupextusa 98/79/EC wunu [lexnapauuu 3a
cpoTBeTcTBUE cnopen Hupextusa 93/42/EEC w/unu CE cepruduxary /Konus 3aBepeHH OT
yyacTHHKa/

8. PaspewieHMe 3a TBHPrOBMS Ha €ApO ¢ MEIMUMHCKH u3xenus, usdaneHo ot MAJL
NPHAPYKEHO 0T PaspenieHus 3a NpoMsiHa- /KOMUs 3aBEPEHU OT yHacTHHKa/

9. Jlexnapauus 3a OCTaThbYEH CpPOK HAa TFOAHOCT HAa OQepupaHUTE KOHCYMATHBHU
/opurunasn/
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10. OTOpH3aUMOHHH NHCMa — HOTAPHAIHO 3aBEPEHU KOMHS;

11. Anannzuu cepruduKaTi - /KOMUs 3aBEPEHH OT y4acTHUKA/

12. PaboTHH npoueaypH - /KONHs 3aBEPEHH OT YYACTHHKA/

13. Mekaapaums 3a HUIHYHETO Ha JAOKYMEHTHpaHa CHCTEMA MO CMMCBIA Ha IiaBa ceama
ot 3MU /opurunan/

14, Nexnapauny 3a CbBMECTHMOCT Ha PEAKTHBHTE ¥ KOHCYMATHBHTE ¢ HAIMYHATA NPH
BL3JIOHTENS arapaTtypa HiIM KaTajlor 338 OpPHIMHAIHUTE PEaKTHBH K KOHCYMATHBH;

15. Jexnapauus 3a o0OpYABAHETO M TEXHHYECKHTE CHLOPBIKEHMSHA, ¢ KOWTO KaHJAMAaTa
pasnosiara 3a H3nb/iHeHue Ha nopbukara — MIIC /opurnnan/

16. Hokazarenctsa, ye AEKIapHpaHHUTe TPAHCIOPTHM CPEACTBA Ca Ha Pa3NONOKEHHE Ha
KanAM[aTa 3a Uesns CpPOK Ha JOTOBOpa - TAJIOHHW Ha aRTOMOOMIMTE H JOTOBOPH 3@ JIM3HHT,
KaKTO ¥ JOrOBOP ChC KypUEpCKa dhupMa- /KOIHs 3aBEPEHH OT y4acTHHKA/

17. Jlexaapauus 3a OCUTypsiBaHe Ha HEOOXOAMMMTE KOJIMYECTBA KOHCYMATHMBH 3a LENHA
CPOK Ha JelcTBHE Ha AOTOBOPA;

18. Cnivcpk Ha nuuara, OTroBapAlliM 33 W3NBIHEHUETO HA NOPBUKATa, BKIOUHTEIHO Ha
TE3HU, OTTOBAPSLIM 32 KOHTPONA Ha Ka4eCTBOTO /OpUTHHAN/

19. Hexnapauus, 4e 3a CpoKa Ha M3NBJIHCHHE Ha MOPHhYKATA YYACTHHKA LUEe MOAAbpXKa
chlus Opoit aMua /opurnHan/

20. lexnapanus 3a 3ano3HapaHe ¢ JOKyMeHTalUuATa — obpasen Ne3 /opurunan/

21. Hexnapatus, e y4aCTHHKBT 1€ CIIa3Ba BCHUYKH YC/IOBUSA HEOOXOAHMHU 3a U3NbIIHEHHE
Ha nopwryraTa— obpazen Ned/opurunan/

22. lexnapanus 3a yuactue no odocobenu nosutmu —oopaszen Nel3 /opurnnan/

23. Jlexnapanuy o 4.3, 1.8 oT 3aKkoHa 33 HKOHOMHYECKUTE U (PHHAHCOBHUTE OTHOUICHHS
¢ ApY)KeCcTBaTta, PErHCTpUpaHd B IOPHCIMKUHM C OpedepeHLNaNel OaHbYeH DEXUM,
CBBP3aHHTE C TAX JHLA H TEXHUTE AeHCTBUTENHH COOCTBEHHIM— 0Opasel No7 /opurnnany/

24, Jleknapaluu 3a JMICa Ha NOAU3IbAHUTENH —00pazen Ne§ /opurunan/

25. leknapauus 3a NpUeMaHe Ha YCNOBHATA B NPOEKTa Ha AoroBopa —oOpaszeun NelQ
/opurunan/

26. Hexnapauns o un.SS, an.7 ot 3011, u 3a aunca Ha obcrosTencTso mo 4.8, a8, 1.2
ot 30T1-o6pazewn Ne6 /opurunan/

27. 3asBaenue 3a yyactue —obpasen Nel /opurunan/

28. AMMHUCTPATUBHYU CBeAeHUs —00pasert Ne2 /opurunasn/

29. JIokyMEHT 3a BHECEHA rapaHlvs 3a y4acTMe /opurvHain Ha baHKOBa rapaHuus 3a
y4yacTue/, MpHAPYKEH OT CIPaBKa KbM rapaHluaTa /OpurnHat/;

30. TTeNHOMOLIHO Ha THLETO NOANKCBAILO ofepTaTa /HOTAPHAIIHO 3aBEPEH OPUTHHAI/ .

II. HoxymeHTH 3a nonbop 3a KOHCYMAaTHBHTE M PEaKTHBHTE 3a Knunuuza
MuKpo6uonorus (obocobera nozupst Ne 28):

1.Cnuchbk Ha AOKYMEHTHTE, ChAbpKAWM ce B ofepraTa — Ha XapTHEH M EICKTPOHEH
Hocuren /CD/

2 Hexnapanus 3a EMK B TP /opurunan/ ;

3. Joxymentu 3a peructpanus no 3JJIC /konue 3aBepeHO OT y4aCTHHKA/ ;

4 Jlexnapauus 3a nuncara Ha obcrogrencTra no wi. 47, an. 9 ot 3011 —obpaszen Nes;
/opurunai/ ;


http:MHKp06HOJIOrH.SI
http:leKJIapaUH.SI

5.Cepruduxar [SO 9001:2008 3a BHenpeHa cHCTEMa 3a YIpaBieHHE HA KAyeCTBOTO HA
Y4acTHHKA /KONUE 3aBEPEHO OT YHaCTHHKA/ ;

6.Cepruduxaru [SO 13485:2003 w/unn 9001:2000 3a Bueppena cucrema 3a yrnpapleHue
Ha KAueCTBOTO Ha MPOM3BOAMTENIUTE /KOTIHUS 3aBEPEHH OT yYacTHHKA/;

7.Jlexnapauun 3a cpoTeeTcTBHe cmopen Jupextusa 98/79/EC wnnu [exnapauuu 3a
cpoTBeTcTBHE cnopen Jupextrpa 93/42/EEC w/unun CE ceprudukaty /Konus 3aBepeHu OT
YYACTHUKA/;

8.Pazpewmienie 3a THProBHs Ha €Apo C MEAMIMHCKM wu3fenus, usgageHo ot HMAJL
PUAPYKEHO OT PazperuerHus 3a npoMsHa /KOTHKS 3aBEPEHH OT YYacTHHKa/

9 Jexnapanus 3a ocTaThueH CPOK Ha FOAHOCT Ha ohepHpaHHTe KOHCYMATHBH /OpUTHHAY

10.0Topu3aiioOHHH MUCMa — HOTAPUATHO 3aBEPEHU KOTIHS,

11.PaboTHu npoueaypu /KOmus 3aBEPeHM OT YYaCTHUKA/,

12.Karanosn/6pomypu;

13. Jlexnapaums 3a HATMYMETO HA JOKYMEHTHpaHa CHCTEMa MO CMHUCHA Ha INiaBa ceama
ot 3MHW ; Jopurunan/ ;

14 Jlexnapauuy 3a ¢hbBMECTHMOCT Ha PEAKTUBUTE M KOHCYMATHBUTE C HajiW4HATa MpPH
BB3JIOKUTENS anapaTypa Ul KaTajlor 3a OPUTMHANHHTE PCaKTHBM M KOHCYMAaTHBH; - HE €
TIPHIIOKHMO

15. lexnapauus 3a obopylIBaHETO M TEXHUYECKHUTE CHOPBKECHHS, ¢ KOWTO KaHAMAATa
pasnonara 3a U3NbiHeHHe Ha nopbukata — MI1C /opurunan/ ;

16.lokazatencTBa, 4e ACKIapUpaHHTEe TPAHCIIOPTHH CPEICTBA Ca HA PA3MOJOKEHUE Ha
Ka8HJMIATa 3a LEIUs CPOK Ha JIOTOBOpA - TAllOHH HA aBTOMOOMIUTE M JOTOBOPH 32 JIW3HUHT,
KaKTO M JOTOBOP ChC KypHepcka dupma /KOMus 3aBepeHH OT YHYaCTHHKA/ |

17. dexnapanus 3a ocurypsiBaHe Ha HEOOXOIMMMTE KOJIMYECTBA KOHCYMATHBH 3a Ue/us
CPOK Ha JEHCTBHE Ha AOTOBOPA;

18.Cnuckk Ha nuuara, OTroBapguiM 3a M3MTBIHCHHUETO HA MOPBYKATa, BKIIFOUHTENIHO HA
T€3H, OTTOBAPSIIM 338 KOHTPOJA HA KAYECTBOTO/OpUTHHAN/ |

19. Jleknapauusi, 4e 3a CPOKa Ha W3NMBJIHEHHE Ha MOPBYKATa YYACTHHUKA LUE NOMNbPXKA
ChUlMg Opoil MMua/opurusan ;

20.[lexnapauus 3a 3ano3HaBaHe ¢ JOKyMeHTauusTa — obpasen Ne3 /opurunai/ ;

21 Jleknapaiiyg, 4e YYaCTHUKBT LUE Ca3Ba BCHUYKHU YC/IOBUS HEOOXOAMMH 3a U3ITBIHEHHUE
Ha nopbykarta— obpasen Ned /opurunan/ -;

22 Jexnapanus 3a yyactue no obocobenn nosuuuu —odpasen Nel3 /opurunan/ ;

23 Jlexnapauuy no 4.3, 1.8 ot 3aKOHa 38 HKOHOMUYECKHTE H (DUHAHCOBUTE OTHOLUCHHUS
C JpYyKecTBaTa, pPErMCTPUpaHH B IOPHCIUKLHHM ¢ npedepeHUHaleH JaHbyeH pPEXHM,
CBBP3AHUTE C TAX JIHLA M TEXHUTE JeHcTBUTENHU coOcTBeHHUM— oOpasen N7 /opuruuany/ ;

24 Jlexnapauuy 3a JTUrca Ha NOJU3ITBIAHKTENH ~ oOpasen Ne§ /opurunan/ ;

25 Jleknapalus 3a NpUeMaHe Ha YCJIOBHATA B MIPOEKTa Ha AoroBopa —obpazent Nel(
/opurunan/ ;

26. lexnapaums no un.55, an.7 or 3011, u 3a nunca Ha o6cTosTencTro no ywi.g, an.§, 1.2
ot 3011 — obpazent No6 /opurunay/ ;

27.3asBnenHue 3a yuactue —o0pasen Nel /opurunan/;

28. AQMUHMCTPAaTUBHMU cBeeHUs — 0Opazen Ne2 /opurnsan/ |



29. JIOKyMEHT 3a BHECEHa rapaHuus 3a ydvactue / baHkopa rapaHuus - OpHIMHaN/,
MPUIAPYKEH OT CIIPaBKa KbM rapaHUMsTa /OpUruHal;,

30.1TenHOMOIIIHO HA NTHUETO NOANUCBAIIO odepTaTa /HOTAPUATIHO 3aBEPEH OPUTHHAN/.

[II. JoxymenTu 3a nogbop 3a KOHCYMAaTHBUTE M peakTUBHTE 32 KIMHWYHA MATOAHATOMMS
(o6ocobeHu nosumu Ne Ne 32 1 33) :

1.CnuChK HA JOKYMEHTUTE, ChABDKALIM c€ B odepTaTa — Ha XapTUEH U EAEKTPOHEH HOCHUTE
/1CD/

2. Jexnapauus 3a EMK B TP /opurunan/ ;

3. JlokymenTtu 3a peructpauns no 3JJJ1C /xonue 3aBepeHo 0T yYacTHHKA/ |

4. Jlexnapauus 3a nuncara Ha ofcrostenctsa no wi 47, an. 9 ot 3001 —obpazen Ned
/opurunan/ ;

S5.Cepruduxar [SO 9001:2008 3a BHexpeHa cucTema 3a yNpPaBNEHWE HA Ka4deCTBOTO Ha
Yy4aCTHHKa /KOTTHE 3aBEPEHO OT YHacTHHKA/ ;

6.Cepruduxarn 1SO 13485:2003 w/unu 9001:2000 3a BHesipeHa cUCTEMA 3a YIIPABJISHUE HA
Ka4eCTBOTO Ha NPOU3BOINTENNTE /KOUS 3aBEPEHH OT YUACTHHKA/;

7. lexnapaunn 3a cporBeTcTBHE cnopen [Mupextusa 98/79/EC wnmm  [Hexnapauuu 3a
cpoTBeTCTBUE cnopen [dupextusa 93/42/EEC w/unu CE cepTudukaTy /KONUs 3aBEpEeHH OT
y4acTHHKa/;

8. PaspeuieHne 3a TLProBHS Ha €OpO ¢ MEOUMUMHCKM H3jenus, uzgazeHo ot HAJL
NPUAPYKEHO OT PaszpeuieHus 3a NpoMsHa /KOMUs 3aBEPEHH OT YUACTHUKA/ ;

9 lexnapauus 3a oCTaTh4eH CPOK HA FOAHOCT Ha odepupaHnTe KOHCYMATUBH /OPUIHHAN/;

10. loxymeHT ynocroBepsBail perucrpauus Ha xumukamre no REACH, cwrnacuo
Pernament(EQO) 1907/2006r1.), 32 CHOTBETHHTE HOMEHKAATYPHHU €IMHULIN;

11. PazpemnTte/ iy, aHaIU3Hyu CepTH(HKATH M Ap., HOKa3Balll¥M KA4E€CTBOTO HA NpEAIaraHUTe
M3ENHSA, KOMTO He ca MEAMUMHCKK H3enus no cMmuckia Ha 3MU u npaBoto na ce Thprysa
THX /33 HOMEHKIATYPHU SIHHULIK, 34 KOUTO € TIPHIOKUMO/;

12. lexnapaius 3a HANUYMETO HA JOKYMEHTHpAHa CHCTEMa MO CMMCBJIA Ha IlaBa ceima oT
3MH Jopurunan/ ;

13.Jlexnapauuy 3a CbBMECTMMOCT HA PEAKTHBUTE M KOHCYMATHUBUTE C HaJM4HATA [1PH
BB3TOKUTE/IS anaparypa Win KaTtalor 3a OPHIMHAJIHHTE PEakTHBM H KOHCYMATHBH; - HE €
MPUIOKUMO

14 Jlexnapauus 3a OOOPYABAHETO U TEXHWUYECKUTE CHOPBXEHHMA, € KOWUTO KaHIuAarta
pasrnosiara 3a u3nbjJIHeHue na noppukata — MIIC /opurunan/ ;

15.lokazatencTBa, 4e AeKNApUpaHUTE TPAHCMOPTHU CPEACTBA Ca HA PasONOKEHHE Ha
KaHIWJaTa 3a LHEIUs CPOK Ha J0roBOpa - TAJOHW Ha aBTOMOOHIMTE W JOIOBOPH 34 IM3HHT,
KaKTO U JOTOBOP ChC KypHepcka GupMa /Konus 3aBepeHH OT YHaCTHUKA/ |

16.lexknapauus 3a ocurypsiBaHe Ha HeoOXOAMMHTE KOJIMYECTBA KOHCYMATHURH 3a LEJIHS CPOK
Ha JeHCTBHE Ha N0rOBOPa;

17.Crnucsk Ha TMLaTa, OTTOBApSILM 32 U3MBIHECHHETO HA NOPBUYKATa, BKIIOUUTEIHO Ha TE3H,
OTrOBapAIIM 32 KOHTPOJIA HAa KAYECTBOTO /OpUTHHAT/ |

18.Jlexnapauns, 4e 3a cpoOKa Ha W3MBJIHEHUE HA MOPBUKATA YHACTHHKA INE MOAABPKA ChILMS
Opo#l nuua /opuruHan/

19. lexnapanus 3a 3ano3HaBaHe ¢ JoKyMeHTauusta — obpasen Ne3 /opurunan/ ;
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20.Jlexnapanus, 4e y4aCTHHKBT L€ CMa3Ba BCHUUKH YCJIOBHS HEOOXOAUMH 3a M3MBIHEHHUE HA
noppukata— obpazen Ned /opurunan/ ;

21. Jexnapanus 3a yuactue 1o o6oco0eHu nozuuuu — odpasen Nel3 /opurunan/ ;

22 Jlexnapauuu no 4.3, T.8 oT 3akoHa 3a MKOHOMHYECKUTE U (PUHAHCOBHTE OTHOILUEHHSA C
ApY’KECTBaTa, PErMCTPUPAaHH B IOPUCIMKUMM C MNpedepeHUHaseH [JaHbUeH DPEeXHM,
CBBP3aHHTE C TAX JMLA U TEXHUTE ACHCTBUTENHU COOCTBEHUIIU~ 0Opase Ne7 /opurunany/ ;
23.Jlexnapaluy 3a JMIca Ha NOAU3NbIHUTENH ~o0paser Ne§ /opurunan/ ;

24 Jlexnapauus 3a NpHeMaHe Ha yCIOBMATa B IpoeKTa Ha JoroBopa --obpaszewn Ne 10
lopurunain/ ;

25 Jlexnapauus no 4i.55, an.7 ot 30I1, u 3a nunca Ha obcToATeNncTBO Mo 4.8, an.g, 1.2 or
3011 o6pazeu Ne 6/opurunan/ ;

26.3asBneHHe 3a yyacTHe —obpazen Nel /opurunan/

27 .AIMUHHUCTPAaTUBHH cBeeHUs ~0Opasew Ne2 /opurunan/ ;

28.JlokyMeHT 3a BHECEHa rapaHuus 3a ydyacTue /OpurMHall/, MPUAPYKEH OT CIpaBKa KbM
rapaHuusTa /opurayan/;

29.ITbTHOMOILHO Ha JIMLIETO MOANUCBALIO odepraTa /HOTApHATHO 3aBEPEH OpUTHHA/.

[Ippn wu3BbplICeHAaTa npoBepka Ha MpeACTaBeHHTE [JOKYMEHTH 3a noabop 3a
ropenoco4eHuTe 060COOEHH MO3ULUH U CHOTBETCTBUETO UM C YCJIOBHATA Ha Bb3noxutens,
KOMHCHSATA NPUE 3a BATHIHU NPEACTABEHUTE TOKYMEHTH U YCTAaHOBH, Y€ CBIIMTE OTrOBAPAT
Ha OOsBEHHUTE KPUTEPUH 3a NOJAOOpP, ChAbpXKALIM ce B OOSBIEHHETO W JOKYMEHTALMATA 32
ydJacTue, MOpafid KOETO KOMHCUATa AOMycKa MpeAcTaBeHOTO OT ,,MeauumHcka TexHuka
Muxenepunr” OOJ] mpenioxeHye 00 eTan pa3riexJaHe Ha AOKYMEHTHTe B MUK Ne2 -
L [pennoxenue 3a U3NbJIHEHUE Ha MopbUKaTa™,

”

[Ipencenaten: ....c.ccooeeeeen b,
(m-p Ct. CnaBos)
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