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Intertelc '3

CbABPXKAHUE

Ha JIOKYMEHTAIHATA 32 y4acTHe B IPOLEYPa 3a Bh3jarame
Ha odmecTBeHa MOPbLYKA, ¢priaacHo €. 31, ax. 1 ot 3011

1. Pemenye 3a oTKpHBae Ha IPOIE/Lypa 3a Bbaarane Ha oGIIeCTBEHA IOPHYKE —
B oTseseH dati.

2. ObaBnenne, ¢ KOETO Ce OIIOBECTABA OTKPHBAHETO Ha IPOIE/lypaTa — B OTACICH
(aiin.

3. Texnuuecku crienuGuKaInm;

4. VkazaHus 3a HOJATOTOBKA Ha odeprara.

5. IlpoexT Ha joroBop.

6. llpunoxenne Ne | "Cromcek Ha J1abOpaTOPHHTE KOHCYMATHBH, PEaKTUBH U
TecToBE 3a oTAenenne "Knuanyna abopatopus” - B OTOETICH (ai;

5. Obpasiy Ha TOKYMEHTH — B OT/JeNeH (aii:

5.1. Ilpunoxenue No 2 - mpumepen obpaszer: Jlekmapanus 3a JIHIICA HA CBbP3aHOCT
C IpYT YYaCcTHHUK B choTBeTeTBHE ¢ wi. 101, an. 11 ot 30IT;

5.2. Ilpunoxenue Ne 3 — sapsipkurenen obpasen: Hekmapanus mo wi. 6, an. 2 ot
3akona 3a MEPKHTE Cpelly M3lMpaHe Ha mapu coriuacHo llpuioxenne Ne 2 xpm wi. 11, an. 2
or [TII3MMUAIT;

5.3. Ilpunoxxenue Ne 4 — npumepen oOpazeir: [exnapamus 1mo wi. 66, ain. 1,
u3p.BTOpo 0T 3011 3a OETHTE OT OAMIIBIHUTEIIS 38 IbIKEHHUS;

5.4. llpunosxxenne Ne 5 - sapwipxurenen obpazeir: TeXHHYECKO Mpe/IoKeHuE;

5.5. Tlpunoxenne Ne 6 — sageipkurenceH obOpasen: IleHoBo mpeioxkenue,
CHIBPIKAIIIO MPEAIOKECHHETO Ha YUACTHHKA OTHOCHO TIeHaTa 3a puaobuBamne,

6. Cranjapren oOpazell Ha €IMHHMSI EBPONEHCKH IOKYMEHT 3a OOLIECTBCHH
nopeuxy (EEJIOIT) — B oTnenen daiin.
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TEXHUYECKHU CHEIMOUKAIIAN

1. H3McKBAHUA KM A0CTABSAHUTE H3AC/HS 110 BCHYKH 000C00eHH MO3HINN:

1.1. [la ca npousseseHn 0T IIPOM3BOMTEN, KOMTO MpHUiIara W o/ rbpiKa cHcTeMa
3a ynpasiesue na xauecTBoto SO 9001 n/mnm cucrema 3a ynpapjieHHEe Ha KAUecTBOTO Ha
MeguuuHckuTe u3jenus [SO 13485 n/mnm ekBUBaIeHTHA.

1.2, Jla cworBercTBaT Ha M3MckBaHuara Ha Mwupexrusa ua Esponefickus
napaamenT ¥ CbBera Ha Eppona 98/79 EC 3a MeIWIHMHCKHTE CpejcTBa 3a JMArHOCTHKA
(IVD).

1.3. la otroBapsT Ha n3ucKBanusTa Ha @i, 82, an. 1 ot 3MU, karo umar:

- Ha"eceHa "CE" MapKupoBKa B CHOTBETCTBUE C M3UCKBAHUsTA HA UL, 15 o 3MMU;

- HAHECEH NapTUACH/CEPHEH HOMED BbPXY ONAKOBKHUTE, KOIATO € IPHIIOMKHMO;

- HaHeCeH MJIEHTH(UKAIIMOHEH HOMEP Ha HOTH(PMIMPAHUs Opraf mo wi. 63, aj. 4
or 3MMH, korato npouenypute, ompenelicHH B Hapeadwre no wi. 18 ot 3MMU, m3uckpar
HAHACAHHETO MY,

- HAHCCCHHM HAMMEHOBAHME M aJPec Ha YUPABICHHE Ha IPOU3BOJMTENS W/UIIH
YI'IIHOMOILCHHS TIPEJICTABUTEN U BHOCHTEJIS;

- MHCTPYKUMUA 3a ynorpeba, ¢ M3KIIOUCHHE Ha HM3JENIMSTA, 32 KOMTO TOBa HE €
IPEBU/ICHO B 3aKOHa. B ciiyyamTe, KOraro MHCTPYKIHHTE 3a ynorpeba ca Ha 4y €3MK,
ChUMTE TPAOBA A ce UMAT NPEBOJL Ha OBIATAPCKHU €3HK,

1.4. Jla umatr cpok Ha roJJHOCT KBM MOMEHTA Ha JIOCTaBKaTa He [10-Malbk oT 60 %
(tmecTecer mpoleHTa) OT OO CPOK Ha MOJIHOCT.

2. Usncexksanus no obocofena nosunus Ne 1: Jlocrapka wa maGoparopuu
KOHCYMATUBH, PCAKTHBH M TECTOBE, IPEAHAZHAYEHH 34 XeMATOJIOIHSIL,

2.1. KomiuiekeHa Jloctapka 0T €IMH [POM3BOAMTEI 32 BCHUKH HOMEHKJIATYPH OT
J(BETE I1OAIIO3ULINH.

2.2. llpennaraHuTe MEIUIMHCKH H3ICTHS TpsAOBa Ja OBJAT CHBMECTHMH C
MEIHIMHCKATa aaparypa 3a KosTo IIle ¢e H3I0JI3BaT.

3. Msucksanusa 1mo obocobena mosumua Ne 2: JlocraBka Ha maGoparopnu
KOHCYMATHBH, PEAKTHBH H TECTOBE, IPEIHAZHAYEHH 32 XeMOKO0ATYJIAIHS.

3.1. KomnnekcHa jocTaBKka OT SOIUH MTPOH3BOIUTEIN 38 BCHUKH HOMCHKJIATYPH OT
HOANO3UIINATA.

3.2. PeaxktuBHTE Ja ca C JIOKa3aHa OT IIPOHU3BOJMTENS CbBMECTHMOCT ¢
anaparture (IPOrpaMy ¢ BAJIMAMPAHH AHATHTHYHY IPOLEAYPH).

4. Hsuckpanua mo obocobena mosmmmst Ne 3: Jlocraska ma jabopatopuu
KOHCYMATHBH, DEAKTHBH H TECTOBE, NPEeIHA3HAYEHH 32 NpPeIHAZHAYECHH 32 KIHHUYHA
XHMHSI H MMYHOJIOTUsI:

4.1. KoMIuiekera A0CTaBKa OT €IMH NPOM3BOMUTEI 33 BCHYKH HOMEHKIATYPH OT
JIBETE MOATIO3UITHH.

4.2, Peaxktupure Ja ca OapKOOMpPaHH M ¢ JIOKa3aHa OT POM3BOMTEIS
CBBMECTHMOCT € anaparure (IPorpaMu ¢ BaluJMpany aHaIHTHYHY TIPOTICIYPH).

3. M3uckBanus o o6ocobena mozmmusa Ne 4: JlocraBka ma sabopaTopru
KOHCYMATHBH, PCAKTHBH H T€CTOBE, IPEIHAZHAYMECHH 32 INIIOKOAHAIN3ATOPH:

5.1. Komruiekena jioctapka OT CMH IMPOU3BOAMTEN 33 BCHUKH HOMEHK/JIATYPH OT
BCSIKA OT IIOAMO3ULIUKTE,
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6. Msuckpanust mo o6ocobena mosummst Ne 5: JlocraBka ma jgabopatopHu
KOHCYMATHBH, PEAKTHBH M TeCTOBE, NpeIHAasHAYEHH 32 LpPeJIHA3HAYEHH 32 KPbBHO-
rajoB aHAIH3:

6.1. KommnekcHa AOCTaBKa OT CIUH MPOU3BOJUTEII 34 BCHYKH HOMEHKIATypH OT
BCAKaA OT IMOAITO3HITHUTE.

7. U3nckpanus mo o6ocodena mozumus Ne 6: Toctapka Ha TeCcToBE 3a ypUHCH
AHAIM3ATOP:

7.1. Komnnexkcna 1ocTaBKa OT €IMH IIPOU3BOINTEN 38 BCHUKH HOMEHKIATYPH OT
ITOJIIO3UITHATA.
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YKA3AHUS 3A IIOAI'OTOBKA HA O®EPTATA

1. lloaroToBka Ha odeprara:

1.1. Ilpu moaroroBkata Ha OQEpPTUTE YYACTHHLUTE €A JUILKHH /4 CIa3Batr
M3UCKBAHMATA Ha BR3IOKATENA. OdepraTa crejisa jla 0TTOBaps Ha H3MCKBAHUATA, IIOCOUCHH
B PEIICHHETO, OOSBICHHECTO H JOKYMEHTAlMATA 3a ydYacTHe B IpOLEeAypara U jga Obac
opopmMeHa 110 NPHIOKEHUTE KbM JIOKYMEHTalMsTa 00pasiy, KOraro TOBa ce H3HCKBA.
OTroBopHOCTTa 3a NPABUIHOTO BB3NPHEMAaHE Ha JOKYMEHTALMATA 34 YYACTHE CE HOCH
EIMHCTBEHO OT YUYaCTHHIIUTE.

1.2, Ogeprure ce u3rotear Ha OwBIrapcku e3uk. JJOKYMEHTH, KOHTO ¢a HA Uy
€3HK CE MPEICTABIT U B IPEBOJ Ha OBITAPCKH.

1.3. Jlo u3TMyaHeTo Ha CpoKa 3a 110/jaBaHe Ha O(QePTHTE, BCEKH yYaCTHUK MOKE Ia
IIPOMEHH, JIa JIOTI'BJIHMA MIIA 1a OTTETH odeprara cH.,

1.4, IlpencraBsanero mHa odepra 3aJbDKaBa YUACTHHKA Jd I[IPHEME HAIIBIHO
BCHUKH M3UCKBAHUS H YCJIOBHS, IOCOYEHH B PEIICHHETO, OOMBICHUETO M JOKYMEHTALMATA 38
y4JacTHe B IIpOLelypaTa.

1.5. Beeku yyacTHHK B IPOIEypaTa HMa IIPaBo Ja IPEeJICTaBY caMo efiHa odepra.

1.6. Jlunme, xoero ywactBa B OOeNMHEHHE MM € JAI0 CHIVIACHE 14 OhJe
TOJIM3ITBJIHATEIT HA IPYT YYACTHHK, HE MOYKE []a II0ZaBa caMoCcTosTeHa odepTa.

1.7. B mpoueiypa 3a Bb31arane Ha oOIIECTBEHA MOPhYKA €AHO (DMIHYECKO HIIM
IOPHANYECKO JIMLE MOXKE Jla y9acTBa CaMo B €JIHO o0eInHeHNE.

1.8. Cehpsany 1uIla He Morar Jia Ob/laT CaMOCTOSTENIHH YYACTHHIM B €IHa U ChIIa
nporeaypa. Ilox "cBbpsanu juna" caeisa jia ce HMa IPESABHIL ONpPE/eIeHHeTo Mo § 2, T. 45
ot JIP ua 30I1.

1.9. VYuactHuumTe MOraT Ja ce II030BaT Ha KamamureTa Ha TPETH JIHIA,
HE3aBHCHMO OT TIpaBHATA BPH3Ka MEXAY TAX, 110 OTHOIIEHHE Ha KPHTEPUUTE, CBLP3AHH C
MKOHOMHYECKOTO M (DMHAHCOBOTO  CBHCTOSHHE, TEXHHYECKHTE  CHOCOOHOCTH W
npoecHonagHaTa KOMIETEHTHOCT. 3a TPETUTE JIMIIA Ce Npriara wi. 65 ot 3011,

1.10. Yuactaunure nocouBar B odeprara CH NOAMU3IBIHUTEIATE W JCHa OT
MOpPBYKATd, KOWTO 1€ MM BB3JIOKAT, aK0 BBb3HAMEPSBAT Jla M3IION3BAT TAKMBA. 3a
IOU3ITBIHUTENNTE ce npuiaara wi. 66 ot 3011

HeszapucumMO  OT  BB3MOXHOCTTA 3a  M3MON3BAHE HA  IIOAH3ITLIHUTENH
OTrOBOPHOCTTA 3a U3II'BJIHEHHE Ha JJOI0BOpa 3a 00LIeCTBEHA TOPBYKA € HA H3IIBIHUTENIS.

Bo3noxurenar HsaMa 1a U3BBPIIBA JUPECKTHH PA3TUIALIAHHS C [T01H3ITbIHUTEIHTE.

1.11. VwacrHunure MoraT Ja mocousar B odepTure cH MHPOPMAIHS, KOATO
CMATAT 34 KOH(MJEHLIHalHa BBB BPb3Ka C HAIMYKMETO Ha THProseka Taifma. Koraro
Y4acTHHIIHTE ca C¢ I030Baj¥ Ha KOH(HIEHIHAIHOCT, CHLOTBeTHATa HH(OpPMAalMs HE ce
pasKpHBa OT BB3NOKUTENIsL. YUaCTHHIIMTE HE MOTAT Jla ¢ I1030BaBAT HA KOH(DHIEHIIMAIHOCT
10 OTHOUICHHE Ha NPEJITIOKEHHATA OT OPEPTUTE UM, KOUTO T10/IIEKAT Ha OLCHKA.

1.12. Bewvkn JOKyMEHTH Ce€ IPEJCTABAT B OPHIMHAN HJIM KOIMHS, 3aBEPeHH OT
yuacTHuka ¢ "Bapuo ¢ opuruzana". lexinapanunTe u 0aHKOBHUTE TapaHIHs, KOTATO TAKHBA CE
H3UCKBAT, CE NPEACTABAT CaMO B OPUTHHAIL

1.13. Jlumata MoraTr Ja IOMCKAT IHCMEHO OT BB3TOMKHATENS passicHEHHsl II0
PELICHHUETO, OOABICHUETO W [IOKYMEHTALMATA 32 00IecTBeHaTa Hopbuka 10 10 aHH mpeu
H3THYaHE Ha CpoKa 3a IOJMydyaBaHe Ha OQepTHTe, a KOraTo CPOKBT € ChLKpareH IIpu
HEOOXOAMMOCT OT CHCUIHO Bh3JIaraHe - 10 7 JHU. Bb3JI0KUTEIAT IPeNoCcTaBs Pas3siCHEHHATA B
4-/IHEBEH CPOK OT TONy4yaBaHe HA HCKAHETO, HO HE M0-KhCHO OT 6 JHH Ipejd CpoKa 3a
ImosryqaBane Ha O()epTH, a KOraTo CPOKBLT € CHKPATeH Mopagd HeoOXOAMMOCT OT CIIEIIHO
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BB3JIATAHC - 10 4 JIHH [PEJM TO3W CPOK. B passiCHEHMsATA He ce MOCOYBa JIMLETO, HATIPABUIIO
3AIUTBAHCTO. Bb3M0oKUTENIT He MPEeloCTaBs passCHEHMS, ak0 UCKAHETO € IIOCTBIIMI0 ClIe)
CpOKa 110 M3peUueHue IBPBO. PasscHenuaTa ce IPenocTaBaT upes myOurKyBame Ha mpoduia
Ha KyInyBaya.

2. Ilopnasane Ha odeprara:

2.1. JlokymeHTHTE, CBLP3AHM C y4acTHETO B IPOLCAYpara, Ce MNPEACTaBAT OT
YIaCTHHKR, WM OT YII'BJIHOMOILUCH OT HEr0 NPEACTABUTEN - TUYHO WM 4YpPE3 IIOIICHCKA HIH
Apyra KypHepcka yciyra ¢ Ipernopbuyana npartka ¢ ofpaTHa pasmucka, Ha ajipeca Ha
BB3JIOKHATENS: rp. Jobpuda 9300, yiu. "[Tanaiior Xuror" 24.

2.2 JlokymentuTe ce NIpPeJICTABAT B 3aledaTaHa HEelpo3pauHa OIAKOBKA, BHPXY
KOATO C€ TMOCOYBAT: HAMMCHOBAHWETO HA YYACTHHMKA, BKIIOUHTENHO YYACTHHIIMTE B
0OCIMHEHNETO, KOraTo € MPUIIOKIMO; a/Ipec 3a KOPECHOHACHITHS, TeNEeOH 1 110 BH3MOKHOCT
- (hakc M eNeKTPOHEH afpec; HAMMCHOBAHMETO Ha IOPBUKATA, 4 KOIaTo € NPHIOKHMO — U
000CcODEHHTE TTO3UIMH, 38 KOUTO [10/IaBaT JOKYMEHTHTE.

2.3. 3a nomyvenure odepTH IPH BB3NTOKHTEIS CE BOJM PETHCTHP, B KOHTO ce
oTOess3BaT: Mmojare)l Ha odeprara;  HOMEp, Jara M Yac Ha IoJydaBaHe; MPHYHHHTE 3a
BpblIane Ha oeprara, KOTaTo ¢ IPHUIOKUMO.

2.4. Ilpu nosnyvaBane Ha odeprara BbPXy ONAKOBKaTa ce 0TOEN3BAT TOPEIHHAT
HOMEp, JaraTa 1 9achT Ha IT0JIYYaBaHETO, 3d KOETO Ha IPUHOCHTENS Ce M3/1aBa JOKYMEHT.

2.5. He ce npuemar odeprr, KOHTO ca HPEACTABEHH CIIEA U3THYAHE HA KPailHMs
CPOK 3a NoJIyyaBaHe W/ ca B He3aleuaTana OIlaKOBKa MJIH B OIIAKOBKA C HAPYIIEHA [SIOCT.

2.6. Koraro xpM MOMEHTa Ha M3THYaHE Ha KpalHWs CPOK 3a MOTydasane Ha
oepTH 1IpeL MACTOTO, OTPEIEIIEHO 3a TAXHOTO MOJaBAHE, BCE OLIE MMa JaKallld JIHIA, T€ Ce
BKJIFOYBAT B CIHCBK, KOHTO Ce€ NOJIMCBA OT IPENACTABUTEN HA BLIJIOKUTENS W OT
npucheTBanuTe Jmna. OdepruTe Ha MLIATa OT CIHCHKA CE 3aBEXKJIAT B PErHCThpa Ha
BB3JIOKHTENS. He ce momycka mpuemade Ha OQepTH OT JMI@, KOMTO HE ¢a BKIIOUCHH B
CIIMCBKA.

2.7. B cnyyaute, KoraTo oeprarta ce M3Ipamla IO TOIMETAa WIH C KypHepeka
CiIy)x0a, YYaCTHHKBT CHEABA Ja OCHIYPH HEHHOTO CBOEBDEMEHHO NPUCTHTAHE IPEIH
M3THYAHE Ha CPOKa 3a mojasane Ha odeprtu. PuCKBT oT 3abaBa uin 3arybpane ma odeprara e
3a yJyaCTHHUKA.

3. Cpabpixanue Ha 3a0eYATAHATA HENPO3PAYHA ONAKOBKA M YKA3aHHS 3a
NONbLJABAHE HA JIOKYMEHTHUTE B HesT:

3.1. Onuc Ha pe/ICTaBeHUTE TOKYMEHTH.

3.2. Crampapren oOpasell 3a AMHHHS EBPOIENHCKH HOKYMEHT 3a4 OGIIECTBEHH
nopvukn (EEJIOIT) 3a ywacTHMKa, a KOTAaTo € HPUIOKUMO - 33 BCEKM OT YYaCTHHIIHTE B
OOCIMHEHHETO, KOETO HE € IOPHIMYECKO JIHIIE, 38 BCCKH MOM3IBIHUTET H 32 BCSIKO JIHIE,
YHHTO PECYPCH e OBJAT aHraKMpPaHK B H3IIBIHCHUETO Ha MOPhYKATA.

I1pu monroroekara Ha EEJIOI1 creBa ja ce mMa NPEIBUI CIETHOTO:

3.2.1. UYpes EEJOIl yuacTHUKBT JieKjapupa JHICATa HA OCHOBAHMATA 32
OTCTpaHABaHE U CHOTBETCTBHE C KPUTEPHHUTE 3a moa00p. B Hero ce mpesocrass cLoTBETHATA
MH(POPMAIIHS, M3MCKBAHA OT BB3TOKHTCIA, M Ce NPEJNCTABAT [IAHHM OTHOCHO NYOGIMYHUTE
PEruCTpH, B KOMTO Ce CBALPKA MHPOpMalMs 3a OeKIapHpaHuTe OO0CTOATEICTBA MM 32
KOMIIETCHTHMS OPraH, KOWTO CBINIACHO 3aKOHOJATENCTBOTO Ha CLOTBETHATA bPKABA €
JUIBXKEH J1a TIPEI0CTaBs HHGOPMAIIH 32 Te3i 00CTOSTENCTRA CIIyKEOHO HA BBITOMKHTEN.

322, B uacm II, 6yxea "A: Hugopmayus sa uxonomuveckus onepamop”, B
paspena  "Hoenmugpukayua"” yYaCTHUKBT CHEABA Ji@ OTFOBOPU B  CHOTBETCTBHE C
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PErucTpanmiTa Ci B ThPTOBCKHA PETMCTHP MM JPYLI PEFHCTBP CHOOPA3HO HAIMOHAIHOTO CH
3aKOHOMATENICTBO.

3.2.3. B uacm II, dyxea "A: Hughopmayus 3a uronomuueckus onepamop”, B
paznena "@opma na ywacmue' na EEJIOI] yuacTHUKBT ciiefiBa J1a OTIOBOPH JAIH y4acTBa B
[POIIE/yparTa KaTo 9acT 0T 00eIHHEHHE

32.4. B wacm I, o6yxea "b. Hugopmayus 3a npedcmasumenume na
ukoHoMuveckus onepamop”, yIaCTHHKLT CIEIBa Ja OTTOBOPH B  CHOTBETCTBHC C
PETHCTPALIMATA CU B THPIOBCKUS PETUCTBD WK APYT PEerHeThp ¢h00pazHo HAIIMOHAIIOTO CH
3aKOHO/IaTEeJICTRO.

3.25. B wacm I, 6yxkea "B: Hugpopmayus ommnocno usnonzganemo Ha
Kanayumema Ha opyeu cybexmu', yJacTHUKBT CIEIBA 12 OTTOBOPH JIAJIM 1€ H3IION3BA
KararnyuTeTa Ha TPETH JIMLA 110 OTHOLICHHE Ha KPUTEPHUUTE, CBLP3AHH C HKOHOMHYECKOTO M
(UHAHCOBOTO CHCTOSHHE, TEXHHYESCKUTE CIIOCOOHOCTH M NPO(heCHONANATA KOMIETEHTHOCT.
3a BCSIKO TPETO HIe ce npexncrass oriencH EEJIOTT.

3.2.6. B wacm 1, oyxea "I0 Hugopmayus 3a nodusnvinumeny, uuimo
Kanayumem UKOHOMUYECKUAM Onepamop HAMd Od U3N0A36a", YYACTHUKBT CJeiBa Oa
OTTOBOPH KOH €a I10JIM3IIbIHUTEINTE, KOUTO 1€ IO3Ba U JIea 0T NOphYKaTa, KOUTO IIe MM
BBL3JIOJKA. 33 BCEKM NOJM3IBIHUTEN ce mpeactaBd otraeiner EEJIOIL. HesaBucumo ot
noneisanero Ha EEJIOll, noausnnianuTenuTe [PEJACTABSIT IIOIBJIHEHA M [OJIIHCAHA
Jexnapanus no wi. 66, am 1, um3p.sropo ot 30l 3a moeTHTE OT MOXM3IIBJIHUTENS
3a/IbJDKEHHS, 10 TpUMEpHHA oOpazell [punoxenue Ne 3.

3.2.7. B wacm IIl, 6yxea "A: Ocrosanus, céwpsanu ¢ nakasameiny npucuou”
YYACTHHKBT JIEK/Iapupa HalHYMETO Ha 00CTOATeNCTBATA 34 OTCTPAHSBAHE OT Y4YacTHE B
npouenypara no wi. 54, an. 1, v. 1 u 2 ot 3011 (ockxknane 3a npecThiuieHus o wi. 108a, u,
159a-159r, un. 192a, wi. 209-213, wi. 301-307, wi. 321 1w 321a or HK wiu aHanornyny B
Jpyra Jibpikapa 4jaeHKa MM TpeTa CTpaHa), KakTo M IPe/IIpUeTHTe MEPKH 33 HAJEKIHOCT 110
wn. 56 or 30II, korato e mpmioxxumo. Te3w OCHOBaHMS Ce OTHACAT 3a JIMIATA, KOHTO
MPEJICTARIISIBAT YUACTHHKA, YICHOBETE HA YIPABUTEIHH U HAJ30PHH OPraHH U 3a JPYrH JIHIA,
KOMTO MMAaT IPaBOMOINHA Ja YIPaXKHABAT KOHTPOJ IIPH B3eMaHETO Ha PEINeHHs OT Te3H
opranu. Jlumara, sageipkeHd Aa Jexnapupart obcrostencTeara 1o wi. 54, am. 1, 1. 1 u 2 ca
nocouend B 4. 40, an. 2 or [MI130T1. Koraro usuckpanusaTa mo wi. 54, ann. 1, 1. 1 u 2 ot 3011
CE OTHACAT 3a [10BeYe OT eHO JMIe, BCHUKH nia noanucear exud u chin EEJIOTI. Koraro e
HaJlu1e He0OXO0IMMOCT OT 3aIlluTa Ha JHYHUTE JAHHH HIIH [IPH pasjivude B 06CToATeICTRATA,
CBBP3dHH € JJMYHOTO CBLCTOSHHE, HHQOPMAIMATA OTHOCHO H3MCKBAHMATA 110 Wi, 54, an. 1, T. 1
u 2 ot 30Il ce momensa B ornenen EEJIOI 3a Besxko NHIlE WM 3a HIKOM OT Jumara. B
crmy4anTe, Koraro ce moiapa moseue oT eaun EEJIOII, oOcrosrtencrtsara, cebpsanu c
Kpurepuute 3a noadop, ce cpabpikar camo B EEJIOT, mojmmcan OT JHIE, KOETO MOIKE
CaMOCTOATENHO J1a IIPENCTABIIABA ChOTBETHNA CTONAHCKH CyOEeKT.

3.2.8. B wacm IlI, 6yxea "b: Ocnosanus, cewp3anu ¢ niauianemo na Odnvyu u
COYUANHOOCULYPUMENHU 6HOCKY" YIJACTHUKBT ACKIapHpa HaJMYHeTO Ha 0OCTOSTENCTBATA 34
OTCTpaHsABaHE OT ydacThe B npouenypara no wi. 54, an. 1, 1. 3 or 30Il, xakrto u
IPEJIPUETHTE MEPKH 3a HAJISKTHOCT 110 wi. 56 ot 3011, koraro e npuIoKuMO.

329. B uwacm I, 6yxea "B: Ocnosanus, cbp3anu ¢ HECLCMOAMENHOC,
KOHQIUKM  1a  unmepecy wiu Npo@ecuoHaino napyulenue” YYacTHHKBT —IeKIapupa
HaTMIMETO Ha 0DCTOATENICTBATA 3a OTCTPAHABAHE OT yYacTHe B Ipolleaypara 1o ui. 54, ai. 1,
T. 4,5, 6 u 7 or 30I1. OcuoBanusira no 4. 54, 1. 7 or 3011 ce oTHAcAT 3a AMIATA, KOUTO
IPEJICTABISIBAT YUACTHHKA, WIEHOBETE HA YIPABUTEIHH U HAA30PHE OPIaHy W 3a JPYIH JIUIA,
KOWTO MMaT MPaBOMONIMS Ha YIPayKHABAT KOHTPOJ TPH B3€MaHETO Ha pELIEHHS OT Te3H
oprams. JIumara, sanbiokeHd Jla jgexknapupar obctostencrsara mo wi. 54, am. 1, 1. 7 ca
rocodenu B 4it. 40, an. 2 ot [MI13011. Koraro usncksanusra o ui. 54, an. 1, T. 7 ot 3011 ce
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OTHACAT 3a II0BEYE OT €IHO JIHIle, BCHUKK auna noanucear eaud u cbil EEJIOIL. Koraro e
HamMie HeoOXOAUMOCT OT 3allUTa Ha JIMYHKUTE JaHHW WIK [P Pa3iidhe B 00CTOSATENCTBATY,
CBLP3aHH C IHYHOTO CLCTOAHUE, MHQOPMAIMsITa OTHOCHO U3UCKBAHHTA 110 Wi. 54, an. 1, 1. 7
ot 3011 ce monsiBa B otnenen EEJIOIT 3a Besiko nuie mitn 3a HaKou OT jmnara. B cayygauTe,
Korarto ce nopasa noseue oT eaud EEJIOIL oberosdrencrpara, CBbp3aHU C KPUTEPUUTE 38
nojdop, ce crappxkar camo B EEJIOII, moamucan oT juie, KOETO MOKE CAMOCTOATEIHO A
IPEJICTABIIABA CHOTBETHHS CTONAHCKH CYOEKT.

3.2.10. B uacm Il 6yxea "I": Hpyeu ocnoganus 3a uzkiiowéane, KOUmo mooice od
bvoam npeosudeny 6 HAYUOHANHOMO 3aKOHOOAMENCMEO HA  Bb3IA2AWUs  Opedar UL
BBINONCUMENA HA ObPIICasama YieHka" YIaCTHHKBT JSKIapupa HATUYHETO HA:

3.2.10.1. OberosrencTsaTa 3a OTCTpaHABaHe 0T YYaCTHE B IIPOIIE/ypara 1o wi. 54,
an. 1, 7. 1 1 2 or 30II (ocwkmane 3a npecreiuiedus mo wi. 172, wi. 194-208, an, 213a-217,
ui. 219-252 1 v, 253-260 u wi. 352-353¢ ot HK win ananoruysu B Ipyra ObpiKaBa WICHKA
HITH TPETa CTpaHa). Te3n 0CHOBAHHA Ce OTHACAT 3a JIMIATA, KOUTO MIPEACTARISIBAT YIACTHHKA,
YWICHOBETC Ha YUPABUTECIHH W HAJ[30PHM OPraHy M 3a APYTH JIMIA, KOUTO MUMAT IPaBOMOLIUS
Jla YIpakHABAT KOHTPOJI IIPH B3€MaHETO Ha PEIICHUS OT Te3W opranu. JIuiara, 3aIL/mKenH 1a
nexnapupar obctostencTsara mo wi. 54, an. 1, 7. 1 u 2 ca nocouend B ui. 40, an. 2 or
[MTI30I1. Korato m3uckpanusaTa mo 4. 54, an. 1, v. 1 u 2 or 3011 ce oTHAcAT 3a 1OBeYe OT
€IHO JHIC, BCHUYKH JHIa noanuceaT equ u cpul EEJIOIL Korato e Hanuie HeoOX0MMOCT
OT 3alllUTa Ha JIMYHWUTE JIAHHW WK IPY pa3iudyue B 0OCTOSTENCTBATA, CBBP3aHU C JIMYHOTO
CLCTOAHHE, HH(pOPMALMITA OTHOCHO M3UCKBaHHATA 10 . 54, an. 1, 1. 1 u 2 ot 30II ce
nomeisa B oraened EEJIOII 3a Besiko nuIe WM 3a HAKOM OT JMnara. B ciaydanTe, KOraTo ce
noiasa rnoseue ot exun EEJIOLL, obcrosTencreara, cebp3any ¢ KPUTEPHHTE 3a 1OA00D, ce
coanpikat camo B EEJIOI], nogmucan ot nune, KOETo MOXe caMOCTOSATEITHO Jia MPeJICTaBlIsBa
CBHOTBETHHS CTOMAHCKH CyOeKT.

3.2.10.2. [lpeuxu 3a ygactve B 00UIECTBEHH MOPHYKH 110 Wi 3, T. § OT 3aKkoHa 3a
MKOHOMHYCCKATE ¥ (PHHAHCOBUTE OTHOINEHHS C JIPYKECTBATA, PETHCTPUPAHHU B KOPUCIHKLIMHI
¢ npeepeHUMAIeH AaHBUSH PEXWUM, CBBLP3AHUTE C TAX JIMIA M TeXHHUTE eHCTBHTEITHH
cOOCTBEHHULIH.

3.2.10.3. IlpennmpueruTte Mepkd 3a HajgexHocT mo wi. 56 or 30I1, koraro e
IPUIONKKMO HIIM HAIMYMETO Ha M3KIIOUEHHS 10 Wi. 4 0T 3aKkoHa 338 MKOHOMHYECKHTE H
(prHaHCOBHTE OTHOMIEHMS C JPY)KECTBATA, PETHCTPHPAHH B IOPHC/IHKIMH ¢ NpedepeHInaicH
JIAHBYEH PEXKUM, CBBP3aHHTE C TIAX JIUIA U TEXHUTE JeHCTBUTETHH COOCTBEHHIIN,

3.2.11. YyacTHULMTE Cca JUIbKHU J1d YBEJIOMST THCMEHO BEH3JIOKUTENS B 3-AHEBCH
CPOK OT HACTBIIBaHE Ha 00CTOATENCTBO 1O Wi. 54, ain. 1 or 3011, Aekiapupano OT TSX B 4aCTH
[I u III ga EEZIOIL.

3.2.12. B wacm 1V tyxea "a. Obwo yxazanue 3a 6cudru kpumepuu 3a nodtop" ce
mocousa HMH(OPMANUA 3a CBOTBETCTBMETO Ha YYAaCTHHKA C KPHUTEPUUTE 3a 10A00p.
BoanoxkurensaT gomycka Bb3MOMKHOCTTA HH(POPMAIHITA 32 CHLOTBETCTBHE ¢ KPHTEPHHTE 3a
nonbop ga ce mpepocragd upes nomsnsane B EEJIOIT exuncrseno wa uact IV, Gyksa "o
O01mo ykazaHue 32 BCHUKHA KPUTEPHH 3a mogdop".

3.2.13. YVuactauuure morat na usnonssar EEJ[OT], koiiTo Beue e OuI1 M3MON3BaH
NpH NpeixojiHa MIpoueaypa 3a oOLIecTBeHAa IIOPhUKA, [IPU YCIOBHE, 4Ye [OTBBPAST, ue
Ch/IbprKalllaTa ce B Hero MHQopMalus Bee Olle e akTyaliHa.

3.3. Joxymentn no un. 45, an. 2 or IIII30II 3a nokassane Ha NpeanpHETHTE
MEPKH 3a HaJexaHocT 110 wi. 56 ot 3011, xorato e mpumoxumMo.

3.4. Ilpu yuacTHUIM OOEIMHEHMS, KOMTO HE Ca IOPHAMYECKH JIMIA — KOIHE OT
JIOKYMEHT, OT KOHTO Jia € BUJAHO [IPaBHOTO OCHOBaHHWE 3a Ch3/1aBaHe Ha 00€IMHEHUETO, KAKTO
v cieanara uHQopManusa BBB BPB3KAa C KOHKpeTHaTa OOIIECTBEHA IOPBUKA: [IpAaBaTa M
3alb/UKEHHSTA Ha YYaCTHHLHUTE B OOCAMHEHUETO; DPA3lPE/eIeHUeTO Ha OTIOBOPHOCTTA
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MEXK/Y YIEHOBETE Ha O00ENMHEHMETO; JICHHOCTHUTE, KOHTO INE W3MBIHABA BCEKM WIEH HA
o0eIMHEHHETO.

3.5. Jlexnapaliys 3a JIAICA Ha CBBP3AHOCT € JIPYr YYACTHHMK B CHOTBETCTBHE C YIL.
101, an. 11 ot 30II — nmo npumepen obpazen [Ipunoxkenue Ne 2 oT jokymeHTanumsra 3a
y4acTHe.

V4acTHHOMTE €A JNBKHA Jld YBEJOMST IHMCMEHO BB3JIOKUTENS B 3-IHEBEH CPOK
OT HACTBIBAHE Ha JIEKJIapUPaHOTO 00CTOITENICTBO.

3.6. lexnapanus o 4. 6, an. 2 ot 3akona 3a MEpKHTE CPely H3MUpame Ha rapu —
110 3abJbKUTENIeH oOpasel [Ipunoykenue Ne 3,

3.7. Hexknmapaums mo wi 66, an. 1, msp.sropo ot 30Il 3a mnoerure ot
MOJHU3IBLIHATENS 38/IbIDKEHNA — 10 IpuMepeH obpasen llpunoskenue Ne 4 unm B csoGonna
popma ¢ HeoOXOOUMOTO CBILPIKANKE, B CIYyYauTe, KOTATO YUYACTHHKLT IIPEIBHIKIA
HOJI3BAHETO HA TOAH3IBIHUTCIL.

3.8. TexHHuecKko IPEIOKEHHUE - 110 3ab/oKuTeNeH obpaszen Ilprioxenue No 5
KBbM JOKYMCHTAIIMATA 3@ y4acTHe.

B 1031 JOKYyMEHT yUaCTHUKBT:

- IlpaBn npemioxeHHe 3a HUIMBJIHCHHE HA HOpPhYKaTa B CBHOTBETCTBHE ¢
TEXHUYECKUTE CTelM(PUKAITHY H H3UCKBAHHITA HA BB3JIOIKHTEISI:

- Jlexiiapupa CBriIacHeTo CH ¢ Kllay3uTe Ha IPHIIOKEHHS IIPOSKT Ha J0T0BOD;

- JleknmapHupa cpoka Ha BaJIMJIHOCT Ha odeprara;

- Jlexnapupa npueMaHeTo Ha CPOKOBETE 3a: M3MLJIHCHHE HA JIOTOBOPA, [JIAILAHE,
JIOCTABKA W MOJHOCT HA JOCTABIHUTE MEAMIIMHCKH H3ICITHA,

- Jlexnapupa Ipyru OOCTOSTEICTBA, M3UCKBAHM OT BB3JIOIKHTENS W [TOCOYEHU B
oOpazela Ha JJOKyMCHTA.

3.9. JlokyMEeHT 3a yImbIHOMOIIABAHE, KOTATO JTHIETO, KOSTO 10/4aRa odeprara, He
€ 3aKOHHMAT NIPEACTABHTES Ha YUaCTHUKA.

3.10. JloxaszaTtencTBa 3a IPUIOJHOCT HAa Hpe/UIATAHHTE  J1a0OpaTOpHH
KOHCYMaTHBH, PEaKTHBH M TECTOBE: JaHHU 3a IIPOM3BOIMTENS, MPOTOKOJ 34 M3IHTBAHE OT
Oprad 3a OLEHSBAHE Ha CBLOTBETCTBHETO MM CeprudMKAT, M3JaJIeH OT TakbB Opra,
MPOCIIEKT, KaTajor, CHelH(pHUKalys] H/UIH JOKYMEHT 3a TEXHHYECKaTa XapakTepHCTHKA Ha
M3JI€NMATa WM [Pyl paBHO3HAYEH JIOKYMEHT, H3JIaJIEHH OT IPOM3BOMUTENS, JIOKA3BAILU
CLOTBETCTBHETO Ha MENMLIMHCKHTE M3JeNMs ¢ TeXHHUeckara crenudukaius Ha
BB3JIOKHTENS.

Y4acTHUIUTE B IPOLEaypara, Ipejlarald PeakTHBH, KOUTO HE ca TPOU3BEIEHH
OT INIPOM3BOAMTEN Ha MEJMIMHCKATA anaparypa, 3a KOSTO IIe Ce M3II0N3BaT, CJIeABa na
MPEJICTABAT JIOKA3ATENICTBA 33 ChbBMECTHMOCT (paspellieHHe OT (PHpMaTa-IpoM3BOAUTEN Ha
arnapata 3a paspelieda ynorpeba Ha TE3HM pEaKTHBH B anapara M cepTH(HKAT 3a
IPOC/IEIMMOCT J10 Je(HUHUTUBEH METOJI, HIIM CKBUBAIICHTHH ).

3.11. Camo 3a ygactuunure 1o obocobena noszuims Ne 3: Cepruduxar or FDA 3a
npoussenenure B CAI npoaykT.

3.12. lleHOBO IpPEIOKEHHE, CHIBPIKALIO MPEATIOKEHHETO Ha YIaCTHUKA OTHOCHO
[ieHaTa 3a IpHA00UBaHE — 10 3aIBDKUTENIEH 00pazer Ipunoxernue Ne 6.

3.12.1. B TO3M mOKYMEHT BCEKH YYaCTHHK € JITBIKEH Ja II0coud obocobeHaTa
NO3MIKMS ¥ MOANO3ULKATA (B CIIydauTe, KOraro € JONYCTHMO Y4YacTHE II0 OTJIEIHA
IIOANO3ULM), 38 KOHUTO IIPEJCTaBs IICHOBO IMPEUIOKEHHE W Jla IPHIOMKH II0/IUCAHA
ChOTBETHATA 4YacT (00ocodeHa moszuuus U noanosuuus) 1o Ipunoxenwe Ne 1 "Chnmenk Ha
nabopaTopHUTE KOHCYMATHBH, PEaKTUBH U TecToBe 3a oTxesenue "Kiuanyna mabopatopus”.

B chorBernara wact ot llpunoxxenne No 1 BCEKM ydacTHHK ClIe/(Ba Jla TOIBIHA
ClIeIHUTE KOIOHH U PelloBe:

B xo/iona 5 y4acTHMKET IIOCOYBA IIPOU3BOJIUTENS] Ha IIPEUTATAHOTO H3EIHE.
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B ronona 6 y4acTHUKBT 1IOCOUBA BMECTHMOCTTA Ha NpeUlaraHaTa OMakoBKa B
MEPHH CAUHULHM (CHIVIACHO MEPHATA EIMHUIIA, IOCOYEHA B KOJIOHA 4), KOraTo € [PHI0KUMO.

B kosiona 7 ygacTHHKET [TocouBa Mpeiyiaragara leHa Ha ONaKOBKa B JieRa 0e3
JUIC, xoraro e npuioxuMo, KaTo LieHaTa Ha OTakoBKa TPAOBa Jd € 3aKpblyieHa 0 BTOPHUS
3HAK CJIE] JICCETUYHATA 3areTas.

B koaona 8 y4acTHHKLT 1MOCOYBA lIpellaraHaTa eIHHWYHATA IeHa HA MEpHa
enuuauna B jaesa Oes JIJIC. Enunuynara 1eHa Ha MepHa SJIUHHIEA B KOJIOHA § ce 110J1y4aBa,
KaTo LeHaTa 3a OMakOBKa Ha BCSIKO M3MEIHE MOOT/IENIHO C& Pa3JIen Ha BMECTHMOCTTa (Opos
MCPHH CIMHHIIM) B €/lHa OIIaKoBKa (KO 7 : Kol 0). EnxuHu4HaTa 1jeHa Ha MepHA ejUHUIA
CIIEBA Jla € 3aKpbIUIeHa 10 YETRBPTHS 3HAK CJIC/ ACCETHYHATA 3aIleTasl.

Ha pemosere "O6m c6op B Kodoma 8" y4acTHHKBET Iocoua cOopa OT
CTOMHOCTHTE Ha BCEKH pel oT Kosona 8. COOpBT ce 3aKkpeIyif jI0 BTOPHMSA 3HAK CIE/
JACCETHYHATA 3arcTas.

3.12.2. Haii-nuuckara mena e ce ompeness kKaro ¢6op OT eIHHHUHHTE LEHH OT
KoJIoHa 8, mocodeH Ha peza "O6m cbop B komona 8",

3.12.3. Beekn yyacTHHK MOJKe J1a TTojiaze oepra 1o e/iHa, IOBeYe OT e/IHA WK 110
BCHYKH 000COOEHN NO3UIMH, KAKTO M 3@ BCSIKA OT MOIMO3UIIMUTE 110 000CO0SHH mmo3uiuu No
41 NeS.

3.12.4. Beexku y4acTHHK € JUIB)KEH Jld HAIIPABH IIEHOBO MPEUIOKEHHE 33 BCHUKH
HOMEHKJIATYPH, BKIIOUCHH B CLOTBETHaTa IOANO3HLMA. llpejuioskenus camo 3a oTjaeinm
HOMEHKJIATYPH OT IIOJITO3UIIMSTA HE Ce JIOTTYCKAT.

3.12.5. He ca npencTaBsAT ¥ HiIMa ja ce pasriieskiaT OpelIoskeHus 1o obocobena
nosuiua Ne 7. Ha ocmoBamme wir. 21, am. 6 or 30Il BB3IOKHTENST M[IE BBH3IONKH
ofmecTBeHaTa MOPLUKa 110 Taszu odocobena mo3unus 1o pena Ha 1. 20, an. 4 ot 3011,

HBHOBOTO NPEeJIOKEHHE HE Ce IMOCTABA B OTAEJIEH 3aedaTal IIHK.,

4. Pazriexknane Ha odeprure:

4.1. IlonygenuTe ohepTH ce oTBApAT HA MYOIWYHO 34ace/laHue, Ha KOSTO MOraT Ja
NPHCHCTBAT YYACTHUIMTE B [IPOLEAYpaTa WM TEXHU YIIBIHOMOIIEHH MPEACTABUTEIH, KAKTO
H IIpEeJICTaBUTENH Ha CPE/ICTBATA 38 MACOBO OCBEIOMSBANE.

4.2. Bp3noxurensar npeaBmiIa pasriIekIaHeTo Ha oQepTHTe J1a ce M3BBPLIM 110
pena wa 4. 104, an. 2 or 30Il, npu KoeTo oneHKATAa HA TEXHMYECKUTE M IICHOBHTE
NPEJUI0KEHNs] Ha YYaCTHHIMMTE IIe C€ M3BBPIIK IIPEIH MPOBEKIAHETO HA MPEIBAPUTEIHHS
noadop.

4.3. JleficTeuaTa Ha KOMHCHATA 3a W3BBPINBAHE HA MOAOGOpP HA KAHOUAATHTE W
YYacTHHIIUTE, pasryiex/Iane u olleHka Ha opeprure (koMucHsTa 1o wi. 103, an. 1 ot 3011) ce
U3BBPIIBAT B CIE/IHATE MTOCICI0BATCIHOCT:

4.3.1. xommcusTa OTBaps IO pela HA TAXHOTO MOCTHLIBAHE 3aredaTaHiTe
HEMpOo3patHy ONIAKOBKH M OTMOBECTSBA TAXHOTO CHABPIKAHHE, BKIOUATEIHO MPEUI0KEHHITA
Ha YYaCTHHIIUTE 110 TI0Ka3aTells 3a OICHKa Ha O()epTHTE;

4.3.2. TeXHMYECKOTO M LEHOBOTO IIPEUIOKEHHE HA BCEKM OT YJYACTHHIHTE Ce
MOJITHCBAT HAKW-MAJKO OT TpHMa 4YJICHOBE HA KOMHCHATA M CE Npeaiara I0 CIuH OT
IPUCHCTBAIIMTE MIPEACTABUTENN HA JPYTUTE YYACTHHIM J[a TH OIS, C KOETO my6IIMyHaTa
4acT OT 3aceJaHHeTO IIPUKIIIOYBA;

4.3.3. KOMHCHATA pasTNekna I[peactaBeHuTe O(epTH M OLEHsSBAa ChIVIACHO
M30paHusl KPUTEPHE 3a Bb3jlaraHe Te3U OT TAX, KOUTO CHOTBETCTBAT HA IPEJIBAPHTEIHO
00sABEHHTE YCIIOBUS,

4.3.4. KoMHCHATA Pa3TIeXIa AOKYMEHTHTE, CBbP3aHH C JHYHOTO CHCTOSHHUE H
KPHTCPUUTE 38 T0AD0D, HA YIACTHULIUTE B HU3XOSILIL PEJI CIIPSIMO MOJIYYEHHTE OLEHKH;
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4.3.5. Koraro ycTaHOBH JIMIICA, HENBIHOTA MIM HECHOTBETCTBHE HA
uH(pOpMANNATA, BKIFOUUTEIHO HEPSJOBHOCT MK (DAKTHYECKA IPEIIKA, HIIM HECHOTBETCTBHE C
H3HCKBAHUATA KBM JIMYHOTO ChCTOAHHME HIIM KPHUTEPUHTE 3a MOAOO0p, KOMHCHATA IMHCMEHO
YBEJIOMSBA YYACTHHUKA;

4.3.6. B cpoK 10 5 pabOTHM JHM OT I0JIy4aBaHETO HA YBEIOMIICHHETO YYACTHHKET
moxe ja mpenacrasu HoB EEJIOIL w/umm apyru DOKYMEHTH, KOHUTO CBIBPXKAT TMPOMEHEHA
W/UIH NOTBIHERA uHpopMarys;

4.3.7. xoMucHsITa PA3NeKd TOKYMCHTHTE, CBBP3aHM C JIMYHOTO CBCTOSHHE U
KPUTEPUHTE 3a MOAOOp J0 YCTAHOBSIBAHE HA CHOTBETCTBHE C H3MCKBAHHSATA Ha J[Bama
YUaCTHHLIK, KOUTO KJIACHPA Ha IBPBO M BTOPO MACTO; OCTAHAINTE YYACTHHIIH, YHHTO OpepTH
ca OLIEHEHH, HE ce Kilacupar.

5. CrirouBane Ha J0r0BOP 32 H3NbJIHEHHE HA 00LIeCTBEHATA TIOPLYKA.

5.1. Ilpn mojnucBaHeTo Ha JOrOBOpA 3a OOIIECTBEHA NMOPHYKA, M3INBIHUTEIAT ¢
JUTHKCH Ja TPEJICTaBU akTyallHW JIOKYMEHTH YIOCTOBEpSIBAIIM JIMIICATA Ha OCHOBAHHUS 3a
OTCTpaHSBAHE OT MPOIEYPara, KaKTO H CHOTBETCTBHETO C IOCTABEHHTE KPHTCPHH 3a
rouoop:

- 3a oOcrosiTencTBata o wi. 54, an. 1, 1. 1 ot 3011 - ¢cBHAETENCTBO 3a CHIUMOCT,

- 32 006cToATENCTBOTO 110 Wwi. 54, an. 1, 1. 3 or 3011 - ymocToBepenune o1 opranuTe
0 NPHXOJUTE M YIOCTOBEPEHHE OT OOLIMHATA 110 CENATMINETO HA BL3JIOKUTEII H Ha
KaHIH/IaTa MM YYaCcTHUKA,

- 33 00CTOATENCTBOTO MO Wi 54, ai. 1, T. 6 - yIOCTOBEPECHHUE OT OPraHMUTE Ha
Msneiaaurenna arenius "l maBHa MHCHIEKIMS 10 TPy a';

- pasperierue 3a ThProBuA Ha €Ap0 ¢ MEAUIMHCKH H3Jeius, uzaajgeno or MAJI
HIIH JIPYT JIOKYMEHT, YJOCTOBEDSBALl IIPABOTO Ha YYACTHHKA JIa THPryBa € MEIHIIHHCKA
M3JIeJIAS, H3JaJeH OT KOMIIETEHTEH Opral Ha ChOTBETHATA [bpXKaBa. PasperieHue WM
YJOCTOBEPCHUE HE CH H3MCKBA OT HPOM3BOJMTEIMTE Ha MEIUIIMHCKH M3JIENIUs, YCTAHOBEHH
Ha TeputopusATa Ha Penybnuka beiarapust;

- cepTH(HKAT 3a NpUiaraHe W IIOJUIbPXKAHE Ha CHCTEMa 3a YIpaBlIeHHE Ha
kagecTsoTo ISO 9001 B oOnacrra HA MPOM3BOACTBOTO H/HIM THPrOBUATA ¢ MEAMIIMHCKH
M3NEeNIUS  U/MIM  CHCTEMa 3a ylpasieHde Ha kKadecTBoTo ISO  13485/13488 w/wim
CKBUBANlCHTHA,;

5.2. He ce cxir04Ba JOTOBOP C M3IBIHUTEN, KOWTO HE M3IBIHH 3abDKEHUETO,
[I0COYEHO B IIPEIXOJHATA TOUYKA.
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JHeC. .o, 2016 roa. B rp. lo6puy, Ha ocHoBanme wi. 112 u cit. or 3akoHa 3a

0OIECTBEHMTE TTOPBHUKH, CC CKIIOUH HACTOSIIIUAT JIOIOBOP MEKLY:

............................................................................................ , CBC celalullE B
............................... M AAPEC  HA  YIHPABICHHEC. couriuierrieeeeernretesreraeaseeseesseseesseaesreesssseeseeenens
EMBausvaomsnnmmmans ; [peacTarisaBan s T 0 B 0h o s e s
....................................................... ; B, KEUBETEODE IV | HBeiesammm s
OMNpPE/CNeH 3a M3IBIHWTEN CJEJ IIpOBEJCHA IpOoLEAypa 3a Bh3jgaraHe Ha OOIECTBEHA
MOPBYKa THUII "TIyONHYHO cheTesanue” No 00083-2016-......... , C
HPBINET s smn sress v S vus , HapuyaH [TPOJIABAY U

"MHOI'OITPOOMIIHA BOJTHUIIA 3A AKTMBHO JIEHEHUE-JOBPHUY" AJ]
rp. Jobpud, che cenanmine v aapec Ha yupasiesue: rp. Jobpuy, yi. “Ilanaiior Xuros" 24,
ten.  058/600160, daxe: 058/600414, e-mail: oblb@bergonnet, EUK 124141302,
npencrasissano or JI-p Tpudon Bmamumupos Mopaanos — MsmbinHutenen Hupexrop Ha
Ipyxectoto, HapuuaHa KYITYBAY.

CrpanunTte ce Criopazymsixa 3a ClieIHOTO:

IHPEJAMET HA JIOT'OBOPA U LIEHU

1.(1). ITIpoasausT mponasa Ha KynyBaua 1ab0OpaTOPHH KOHCYMATHRH, PEAKTHBH U
TECTOBE (HApWYaHM I0-JI0JIy MEJHIIMHCKH/Te WM3JENus), 38 KOHTO € ydvacTBal B OTKPHUTA
Dpouesypa. 3a. BRANArGHS WA ODIICCTBENA TOPEMIAL  .uouswve v sy s 6o sgass s unu
onucanu B [Ipuiio)keHMe KpM 10TOBOpa

(2). LlenmopuTe npeioneHHss Ha [poJ@aBavd, MOCOUYCHHM B IPUIIOKEHHETO II0
IpeIXOAHATa AJIMHes, ca HepasJe/lHa YaCT OT HACTOSIIHS JOTOBOp.

(3) IlpormosHuTe KOJMYECTBA, IOCOYEHH B JOKYMEHTAlMATa 3a obliecTBeHa
MOPBYKA HE MOPakJaT 3a0bIDKEHHE 3@ KyIIyBaya J1a TH 3aKyITH B rocoueHus obem.

CPOKOBE M HAUMH HA TJTAILAHE

2. CpoxbT HA HACTOSLIMA JOrOBOP € 12 Mecela OT JlaTara Ha MOMMCBAHETO MY.
JloroBopsT NpoAbDKaBa OEHCTBHETO CH IO CKIFOYBAHETO Ha TOTOBOP ¢ JPYI M3IBIHHTET
Ccllesl MpoBeXKJIaHe Ha 00IecTBeHA MOPEYKA.

3. IMocouenuTe B ui. 1 u3genus e ObAT ZOCTABSIHE OT [POJABAYA HA KYIIYBAa B
Cpok 10 14 (yeTHpuHANeceT) KaleHAaPHH JIHH, ClIeJl 3asBABAHETO UM OT KyIIyBaya.

4. JlsioxkuMata Ha IIpojiaBayda cyma 110 BCsKa OTHENHA J0CTaBKa e Obae rmiaTeHa
OT KyIlyBaya o OaHKoBaTa CMETKa Ha 11pojiaBada B Cpok 10 60 (LiecTieceT) KaleHapHu JHI
CIIeZl U3aBaHEeTO Ha (akTypa OT MMpoIaBaya.

5. CpoxbT Ha rojHOCT Ha JOCTABEHUTE U3Jeius TpsbBa 1a € He Ho-Kparsbk oT 60
%o (IIeCTAECeT MPOLeHTa) OT 00N CPOK HA OJHOCT KbM MOMEHTA Ha JIOCTABKATA.

MZICTO HA U3ITBJIHEHUME U TIPEMMHABAHE HA COBCTBEHOCTTA

6. 3a MACTO Ha Jl0CTaBsiHe Ha M3zeanaTa ce omnpejens “MBAJI-Jlo6puu" AJl, rp.
Hobpuy, yi. “Tlanaiior Xutos" 24.

7. CoOcTBeHOCTTAa BELPXY MOCTABSHWUTE H3JENMS M PUCKBT OT IIBIHOTO HJIH
JACTUIHOTO MM [IOTMBaHE IPEMHMHABA BBPXY KYIyBada OT MOMCHTA Ha IPHEMAHETO MM Ha
MSCTOTO Ha JIOCTABIHE C MPHEMO-IIPEJaBaTelleH IPOTOKOI HIIH JIPYT PABHO3HAYEH JOKYMEIT.
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ITPABA U 3BABJDKEHWA HA T1POJIABAYA

Hnen 8. (1) llpomaBaysT e IBXKEH Ja CKIIOYH JOrOBOP 3a MOTH3IIBIHCHHE,
KOraro ¢ 0OSIBHII B 3asBJEHHETO CH 3a yYacTHe MON3BAHETO Ha NOAM3NBIHATEN. B cpok 10 3
JHH OT CKIIFOYBAHETO Ha JIOTOBOD 3a MOAM3IIBIHEHHME MM Ha NOITBIHUTEIHO CIIOpasyMeHUe
33 3aMiHA Ha IIOCOYEH B 3aIBIEHHETO MOAM3ILIHUTEN W3UBIHUTEIST H3MpaIia Kolue Ha
IOroBopa MM Ha JOTBIHUTEIHOTO CIIOPA3yMEHHE Ha BBL3MOKUTEIS 3a¢/HO ¢ JOKA3aTCICTRA,
Y€ Ca U3IBLJIHEHH YCIOBUATA 10 Wi, 66, an. 2 u 11 ot 30T1.

(2) HopmsmbiHUTENWTe HAMAT IIPABO Ja [pPEBh3jIarar enga WM TOBeYe OT
JTEHHOCTHTE, KOMTO Ca BKJIIOUEHH B IIPEIMETa Ha JI0Or0BOPA 38 O3 BIHEHHE.

(3) HesaBucuMo 0T BB3MOKHOCTTA JIda C€ M3MOI3BAT [OJH3IIbIHUTEIH,
OTTOBOPHOCTTA 3a U3IIbJIHEHHE Ha IOrOBOpa 3a 00IIecTReHA IOPBYKA ¢ Ha IPpoJaBada.

(4) KynyBaubT HsMa Jia U3BLPUIBA JAUPEKTHH PA3ILIAILAHUA C 10 M3TBIHATEIHTE

Ynen 9. IlponaBaubT e JUrbXKeH Jia JOCTABI MEIHITHHCKA H3JIENUs, KOUTO:

1. umaT manecena "CE" MapkupoBKa B CHOTBETCTBHE ¢ M3MCKBAaHUATA Ha wi. 15 oT
3akoHa 3a MenuuuHCcKuTe uzenus (3MH);

2. ¥MaT HaHeCeH WIEHTU(DUKAIMOHEH HOMEp Ha HOTH()HITHpAHUs opran 1o 4. 64,
an. 2 or 3MMU, xoraTo mpolenypure, onpeneacHu B HapeaduTe o wi. 18 ot 3MU, uzmckpar
HaHACSIHETO MY;

3. MMar HaHeCeHM HAUMEHOBAHHME M aJpec Ha YIPABICHHE HA IIPOMU3BOJMTENS
/WA YI'BIHOMOILIEHUS TIPEICTABUTEN M BHOCHTEIIS;

4. MaT MHCTPYKIHKS 3a yrnorpeba, ¢ U3KIIOUCHHUE HA M3JIEIHATA, 32 KOUTO TOBA HE
e npeasuaeHo B 3MU;

5. ca mpUAPYIKEHH OT BaNHACH CEpPTH(HKAT, YI0CTOBEPSIBAL CHOTBETCTRBHETO ChHC
CBHIIECTBEHUTE M3UCKBAHMUS, IPHIIOIKMMHE 38 M3JIEJIHETO, H3aICH OT HOTH(UIHPAIL Opram.

6. ca NPOU3BENEHN OT IPOM3BOIUTEN, KOWTO IpHilara M IOJIbpiKa CHCTeMa 3a
ynpasieHue Ha xadectsoro ISO 9001 w/mmm cucrema 3a yupaBieHHE Ha KA4eCcTBOTO HA
MeauuuackuTe u3nenus ISO 13485 w/vinu exBuBaieHTHa.

Hnen 10.(1) IlpogaBaysT B cpoka Ha JOrOBOpa TPAOBA Jla OTrOBAaps HA CIIEAHHUTE
W3HCKBAHHUS:

1. Jla uma paspelenne Wil yJ0CTOBEPEHHE 3a ThPrOBHs HA €APO C MEJUIIHHCKH
u3Aenus, n3jajeno ot Msnenaaurenaus pupexrop va MAJI mo pena na 3MU.

2. Jla mpunara u nojibppiKa cHCTEMa 3a yrupasiienue Ha xadectsoto 1SO 9001 B
ofmacTTa Ha IPOM3BOJICTBOTO H/HITH THPTOBHATA ¢ MEAMIMHCKH M3ICIHS M/MIIH CHCTEMA 34
yupasjienre Ha kadectBoTo 1SO 13485/13488 w/mium ekBuBancHTHA.

(2) IlponasausT e Jurbxked He3abaBHO [a YBSJOMH KyllyBada IIPH OTHEMaHe Ha
CHLOTBETHHUTE paspelneHus 1k 00e3cuIBane Ha yA0CTOBEPEHHS,

Hien 11. Besxa ornenna pocraska TpsOBa jla e NPUAPYIKEHA OT JOKYMEHTH,
YAOCTOBEPSBAIIH TPOU3BOIUTEINS, TAPTHIHHA HOMED, CEPUHHISI HOMEP, CPOKA HA FOJHOCT W
OT aHaIM3HK cepruduKaty (OPUTHHAIHM, 3aBEPEHO KOIMHE HIH MYOIMYHO OMOBECTCHH),
JOKYMEHTHPAIIHM IIPOH3X0/1a, CHCTaBA M TEKYIIMs KOHTPOI Ha KauecTBOTO HA U3ACIHATA.

Ynen 12. IlpojgasaysT e JIBXEH Ha M3Jame B CpPoK (akTypa 3a JIOCTABEHHTE
MEIUITMHCKY U3ICIIHS.

[TPABA 1 3AABJDKEHNM A HA KVITYBAUA

Unen 13.(1) KynyBaueT mMa mpaBo ma IPOBEpABA KOIMYECTBOTO HA BCIKA
OT/ICNIHA JIOCTaBKa, KATO [IPH YCTAHOBABAHE HAa HECHOTBETCTBHE € JUIBKEH Ja YBEIOMH
pojasada B Cpok oT 24 uaca.

(2) Ilpm ycraHOBSBaHE Ha HECHOTBETCTBHE B KAUECTBOTO Ha JOCTABEHHTE
MEIHITHHCKY U3JCINs KyIlyBaYbT € JUIbKEH Aa YBeLOMHU IIpoJaBaya B Cpok oT 24 vaca.
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(3) HechoTBETCTBHETO Ha KOIMYECTBOTO U KAUCCTBOTO C€ YCTAHOBSBA C IIPOTOKOII,
CBCTABEH OT KOMHCHS, ChCTaBEHA OT ATLKHOCTHHUTE JIUIA HA KYIIyBaJa.

(4) B ciyyaii, ye mpogaBadbT B CpoK 10 24 waca ciel YBeAOMABAHETO MO ail. |
OCIIOPH [IMCMEHO HECHOTBETCTBHETO HA Ka4YeCTBOTO, TOH MOMKE [ja MCKa MpOBEpKata My OT
YI'bJIHOMOIIEH OpraH WiIH JabopaTopus.

YUnen 14. KynysaubT € IIBKEH Ja 3aIljlaTH YrOBOPEeHATa IICHA B pasMepa, IO
HauWHa U B CPOKA, OIPE/IEJEHH B HACTOSIIHS JIOTOBOP.

HEYCTOMKU

Ymen 15.(1) Ilpu 3abapa Ha MocTaBKa OT crpaHa Ha NpojaBada ¢ 1oBede oT 24
(IBajieceT W YETUPH) Uaca, KyIyBaubT HMa IIPaBO [a IOJNYYM HeyCToHka B paszmep Ha 0.]
(HyTa LU0, eHa NeceTa) Ha CTO OT CTOMHOCTTA Ha 3a0aBeHaTa JIOCTABKA 34 BCEKM 24 yaca
3abaga.

(2) Tlpu ycraHoBsBaHe HA HECHOTBETCTBHE B KOJMYECTBOTO, IIPOJABAYBT €
JUTBKEH Jld JI0CTaBH JHIICBAIIOTO KOIHYECTBO IPH CIEBAllaTa J0CTaRKa, & IPU MOUCKBAHE
OT CTpaHa Ha KymyBada B cpok OT 24 dgaca. llpum HewsmbiHeHHE Ha TOBA 3a/Ib/DKEHHE
KyIlyBa4bT MMa IPaBO Jia MOJIyYH HeyCTOHKa B pasMep Ha S (IIeT) Ha CTO OT CTOMHOCTTA Ha
JIUIICBAIIOTO KOJIHMYECTRO.

(3) Ilpu ycranopsgBaHe Ha HECHOTBETCTBHE B KAUECTBOTO, NMPOJABAYET € JUTHIKEH
Ia NOCTABH MEAULMHCKH H3MCIHS C YTOBOPEHOTO KaUeCcTBO IPH CIIe/BaIaTa J0CTaBKa, a Ipu
[IOUCKBAHE OT CTpaHa Ha KymyBavya B Ccpok 0T 24 yaca. Ilpu HewsnbiiHEHHME HaA TOBa
3aIb/DKCHHE KYITyBaYbhT MMa IIPAaBO [a IOJIy4H HEYCTOMKa B pasMmep Ha 5 (IeT) Ha CTO OT
CTOHHOCTTA HA HEKAUYeCTBEHATa JOCTABKA.

(4) B cinyuante no anmben 2 ¥ 3, ako MpOJaBAYbT He JOCTABH [OTOBOPEHOTO,
KynyBaybT MMa IPABO [a 3aKyId HEOOXOJIMMHMTE MY MEIMLUHMHCKH W3JIEUs OT JIpyr
JOCTaBYMK, KaTo pasjimKaTa MEKIY LeHara 10 J0roBopa U ASHCTBUTEIHO 3alIaTeHara eHa e
3a CMETKa Ha [IpoJlaBaya.

HYoen 16.(1) Ilpn oTkas Ha npopaBaua fa JOCTABH 3AsBEHUTE MY MeIHITHHCKH
M3JETHS MK 1IPK 3a0aBa moBede oT 48 (YeTHPUIECET H 0CeM) daca, KyIyBaubT MMa IIPaBo 1a
3aKyny HeOOXOMMHTE My MENHLIMHCKH H3JICIHS OT JAPYT JOCTABUHK.

(2) B ciryqante mo npejixo/HaTa alMHes pasuKaTa Mex)ly [EHaTa 110 JOr0Bopa I
NEACTBHTENIHO 3aIIaTeHaTa [ieHa € 3a CMETKa Ha 11po/jaBaya.

Unen 17. KynmypausT mma npaso ja ucka ofeslieTeHHe B IBICH pa3Mep Ha
BPE/IMTE, KOUTO € IIPETBPIIAT B pe3yATar Ha 3a0aBeHara u/viiM HeKauecTBeHATA J0CTABKA.

Ynen 18. Ilpu 3abapa Ha muIaIane oT cTpaHa Ha KyIyBaua, ITOCIEIHHUAT [IbIBKA HA
poJaBaya HEYCTONKa, B pa3Mep Ha 3aKOHHATA JIMXBA.

Hnen 19. Heyctolikure, obe3eTeHusITa H ICHOBUTE PasIMKA 1Mo wi. 16, an 2
MoraT xa ObIaT yabpiKaH| OT BCSKO JB/DKHMO Ha IIPOJaBaya IUIallaHe.

IIPEKPATABAHE HA JTOI'OBOPA

Hien 20. JloroBopsT ce npexparssa:

l. ¢ usTHyane Ha cpoka, 3a KOHTO e CKIFOYEH, OCBEH B XMIOTE3aTa Ha WieH 2,
H3pEeUEHUE BTOPO;

2. OT U3NpaBHATA CTPAHA NPH CHCTEMHO HEM3ILIHEHHE HA 3a;IbJDKCHHATA 10
Aorosopa. 1o cuecTeMHO HEH3IIBIHEHHE ce paszbupa TakoBa, M3BLPINCHO JBA WITH [0BEUE
IBTH B PAMKHTC Ha ¢MH KaJICHAAPCH MCCCIL, UM MOBEYE OT TPH IIBTH B PAMKHMTE HA CPOKA Ha
JIOTOBODA;

3. OpPH CBH3JABAHETO Ha YCIOBHS 3a JIOCTABKA HA MEIHIIMHCKH H3eNusl Clel
IIPOBEINJIAHETO HA LEHTPAIM3HPAHH ENEKTPOHHH ThPIOBE,
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4. IIpU HEBB3MOKHOCT Ja <€ OCHI'YPH (JJI/IHB.HCI/IPB.HG 3a H3NBJIHECHHUETO Ha
HOPpBhUKATA 110 IPUYHHHK, KOUTO KYIIYBAYDLT HE € MOTI'BJ Ja NPCIABUIH.

JHPYI'U YCIIOBUMA

Ynen 21. CrpaHute 1mo oropopa He MOrar [1a IO M3MEHST, OCBEH B CIyJawuTe,
npensuaeHy B Wi 116 ot 3011

HYnen 22. Crpanute 110 JOroBopa i€ peldapaT Bb3HUKHAIUTE 10 H3IIBbIHCHUETO
CIIOPOBE 110 B3aMMHO ChIJIACHE, & aKO TOBA € HEBB3MOKHO, 10 pena na I'TIK, mpen pogoso
KOMIIETEHTHHAT ¢ B Ip. JloOpuu.

Ynen 23. 3a BCHUKH HEYPE/IEHHU 110 HACTOSAIIUSA JOTOBOP BBIIPOCH 1€ CE MIPHIararT
pasnopeadute Ha 3011 II130I1, 33/] u T3.

Unen 24.(1) 3a BanuaHu azgpecu 3a IpUeMaHe Ha CBHOOIICHHS, CBBP3AHH C
HACTOSILIMS JIOTOBOP C€ CMSITAT aJPECUTE, TOCOYCHH B HAUAIOTO Ha JIOrOBOPA.

(2) Tlpu npoMsiHa Ha JaHHUTE MO NPEAXOHATA AJIHHEsl, CHOTBETHATA CTPaHA €
JUI'BXKHA JIa YBEJIOMU pyTaTa B TPUIHEBEH CPOK OT IIpOMsIHATA.

ITpu coLeTaBAHe HA HACTOSIIMAT JOTOBOP C€ TPEACTABUXA OT H3IIBJIHUTEI
ClICIHUTE JOKYMEHTH 3a JIOKa3BaHE JIUIICATa Ha OCHOBAHUSI 32 OTCTPaHIBAHE:

- 3a obcrostirencreara mo wi. 54, an. 1, . 1 ot 3011 - ¢cBuaeTencrBo 3a ¢bAUMOCT;

- 3a obcrosATeNncTBOTO 10 il 54, an. 1, T. 3 ot 30II - ynocroBepenue ot opraHuTe
10 [PUXOIUTE M YIOCTOBEpCHHE OT OOIIMHATA I10 CEJAIMINETO HA BH3JIOKHUTEII H Ha
KaHIUaTa WIH yUacTHHKA,

- 3a 00cToATENCTBOTO MO wWi. 54, an. 1, T. 6 - yIOCTOBEPEHHE OT OpPraHuTe Ha
Wanbiuurtenna arednus "I 1aBHa HHCIEKIMS 1O Tpyaa';

- paspellicHue 3a TLPTOBUS HA €p0 ¢ MEJIHIMHCKH M3/eus, u3aaneno ot MAJI
WM IpYT JOKYMEHT, YJIOCTOBEpSIBAIll IPABOTO Ha YYAaCTHHKA Jia ThPryBa ¢ MEIHLMHCKH
M3JICITHS, U3/a/IeH OT KOMIIETEHTEeH OpraH Ha ChOTBETHATA IbPIKaBa;

= CepTH(bI/IKaT 3a OpHiarane 1 mogabpiKaHe Ha CHCTeMa 3a YIIpaBJICHHE Ha
kagectsoTo ISO 9001 B obnacTra Ha NPOM3BOJCTBOTO W/HIIM THPTOBHATA C MEAUIMHCKH
M3JCIM  W/MIIM  cucTeMa 3a  yhpasieHwe Ha kadecTBoTo ISO  13485/13488  w/wim
CKBHBAJICHTHA,

HacrodmmusT 10ToBOp ce ChCTaBH B TPH €HOOOPA3HM eK3eMIUIIpa, eIuH 3a
IIpoJiaBaya ¥ J(Ba 3a KyryBadJa.

[TPOJABAUY: KVYIIYBAY:




