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Intertek 

llPOTOKOJI 

01.1 B Eyprac, B 113nbJ1Hem:le VI P­
493/26.10.2015r. Ha H3n1,nHl:ITenmUI LlHpeKTop Ha - Eyprac" All, 3a npOBe)KLlaHeTO 
Ha OTKpHTa npoueLlypa no pella Ha 3011 3a Bb3naraHe Ha nOpbqKa c npeLlMeT: 
"nepHOJU .... HH .uOCTaBKH Ha .la6opaTopHH peaKTHBH H KOHCYMaTHBH /cbI'JIaCHO 
cneUH(i)HKauHH/ 3a Hy*.uHTe Ha "MIiAJI - liyprac" AJJ.", KOMHCHSI onpeLleneHa CbC 

N~ VI P - 569/01.12.2015 rOll. Ha H3nb,lHHTe;lHH5I ,LlHpeKTOp Ha "MEAJI - Eyprac" 
Alt B CbCTaB: 

11pe.uceLlaTe;l: ,Ll-p CTenmIH CnaBoB - 3aM. LlHpeKTop Ha "MEAJI Eyprac" 
1. - HaqanHHK Ha "MHKpo6HOnOmqHa 

B "MEAIl-Eyprac" An; 
2. ,Ll-p HaqanHHK Ha "KnHHHqHO-na6opaTopHo 

OTLleneHHe" B "MEAIl-Eyprac" An; 
3.KanHHa EOLlYPOBa - CTapum Jla60paHT Ha oTLleneHHe no Knl:lfll1qHa 

naTOnOrHSI B "MEAIl-Eyprac" An; 
4. fHHKa KoneBa 3aM. rnaBeH CqeTOBOLlHTen Ha Eyprac" 

An; 
5. n)KeMa MlOMlOHoBa - lOPHcKoHcym npH "MEAIl-Eyprac" An; 
6.BenHqKa feopmeBa HaqanHHK omen npH "MEAIl-

Eyprac" An, 
B I 1 :00 B ALlMHHHcTpaTHBHH5I Kopnyc Ha "MEAIl - A)l 

3aCe,LlaHHe, Ha KoeTO 6Hxa BHeceHHTe npe.unO)KeHH51 3a yqaCTHe B ropHaTa 
npOueLl}rpa. 

B HaqanHHSI qac Ha npOBe)KLlaHeTO Ha 3ace,LlaHHeTO Ha KOMHCHHTa OT LlenOBO,LlCTBOTO Ha 
"MEAIl - An npe,LlCTaBeH ormc Ha nOLlatleHHTe o4>epTH, nOLlnHcaH OT 
Bb3nO)KHTenH, Be,LlHO CbC 7 (ce,LleM) 6pOH o4>epTH OT cneLlHHTe yqaCTHHUH: 

8xo.uHIU HOMep, .uaTa If ..ac 



"nEP<J)EKT ME)),MKA" 00))" rp. 
1. CTapa 3aropa, YJI. "Hos03aropcKo 15013126.11.20151'.; 9,00tI. 

moce",6J1.1 

"MHTeP IiH1Hec 91" EOO))" rp.2. 15106/27.11.201 . 9,30tI. 
CO~HH" YJI. "KemaH" X!!6 

\ 

I 

"E.;maK-JlH1HHr" EOO))" rp. BapHa,
\ 3. 15124/27.11.20151'.; 12,OOtI.

YJI. ,,)),-p MsaH lioropos" Xd2 


"Co~apMa TpeHLUlHr" A,ll, rp. CO~HH, 


Y:I. ".J]btIClap CTaHtIeS" 
I 4. 15144/30.11.201 9,05tI.

Co~apMa IiH1HCC TaYbPc", crpa}la A, 

CT. 12 


\ 

"PH}laKOM" EOO))" rp. CO~HH, Y:l. 
15145/30.11.20151'.; 9,10tI. 

"KOJlOMaH" Xd O~HC 217
I \ 

"AKBAXMM" A))" rp. CO~HH, 
6. 15153/30.11.20151'.; 10,00 tI. 

Jlalapos" XI! 83 

"MTM" 00))" rp. CO~HH, JK.K. 

,,)),pYJK6a-2", 6YJI. "npo~.Qs. 

7. "MJla}lOCT" 1, 6.,.281i IYJI. ,,)),HMHThP 1 54/30.11.201 10,00tI. 
MOJlJlos"l 

3aCe}laHHeTO Ha KOMHCHlna He npHCbCTBaXa npe}lCTaBHTenH Ha Y'Y:aCTHHUH B 

npoue}lypaTa. 

ITpe}lH }la npHCThmn KbM OTBapSlHe Ha 'Y:neHOBeTe Ha KOMHCH5ITa 

nO}lnHCaXa Y}lOCTOBep5lBalllH J1Hnca Ha npe}lBH}leHH B 'Y:n. 35, 
OT 30n. 

KaTO npH Ha H3BbpmeH orne}l KOMHCH5ITa 

ca nO}la}leHH B cpoKa, 06JlBeH C ny6flHKYBaHoTo B Ha AOn 

Ha 06lUeCTBeHa KaTO BbPXY CblUHTe CbOTBeTCTBaT Ha 

pa:mope}l6aTa Ha 'Y:n. 57, M.I 01' 30n H H3HCKBaBH5!Ta Ba nOCO'Y:eBH B 

OT 06lUHTe Ha npoue}lypaTa, KaTO BbPXY nflHKOBeTe e 

HaHMeBOBaHHeTO Ha 3a q,aKc H 

npOlle}lypaTa, KaKTO H BXO}l5!lU BOMep, C 'Y:ac Ha nOCThJlBaHe Ha 

}leflOBO}lCTBOTO Ha Bb3Jl0)KHTen5!. 

npe}lCe}laTen5!T Ha KOMHCH5!Ta npHCThnH KbM Ha O<pepTHTe, Cfle}l KoeTO 

onOBeCTH }lOKYMeBTHTe ce B nIX, CbrnaCHO npHflO)KeHH5!T cnHCbK. 

1. npH npOBepKa Ba npe}lflO)KeHHeTO Ha "nEP<J)EKT ME)),HKA" 00)), rp. 

CTapa 3aropa, 833101609, CbC Ce}lMHlUe H a}lpec Ha ynpaBJIeHHe rp. CTapa 

6000, 06JI. 3aropa, 06lUHBa CTapa 3aropa, "HoB03aropcKo moce", 

npe}lCTaBJI5IBaHO OT MOp}laBOB ,lleKoB-ynpaBfITen YCTaHOBeHO, 'Y:e CblUOTO e 

npe}lCTaBeHO B CbOTBeTCTBHe C pa:mope}l6aTa Ha 'Y:n. OT 30n H Cb}lbp)Ka: n,lHK N21 



- "llOKYMeHTH 3a no,u60p" 3a 060c06eHH n03HUHH, 3a KOHTO YlIaCTHHKa e npe,uCTaBHJl 
npe,uJlO)KeHHe, a HMeHHO: 060c06eHa n03HUHH N25-"KoHCYMaTHBH H peaKTHBH 3a 
eJleKTpOJlHTeH aHarm3aTOp "Combi-line"; 060c06eHa n03HUHH N211- "KoHcYMaTHBH H 
peaKTHBH 3a KrA , 060c06eHa n03HUHSl NQ I JleHTH 3a ypHHa"; 
060c06eHa n03HUHSl NQ I H 3a aBT. "Thrombolyser 
Compact n03HUHSl NQ 17-"KoHcYMaTHBH H 
aHMH3aTop "H-800" H "FUS-I00"; 060c06eHa n03HUHSl "KoHcYMaTHBH H peaKTHBH 
3a rJlIOKOaHMH3aTop H "QUO-CHECK"; 060c06eHa n03HUHSl NQ20-"PeaKTHBH 
H KOHCYMaTHBH 3a HMYHOJlOrHtIeH aHMH3aTop "AIA-600II"; nJlHK NQ2 "Ilpe,uJlo)KeHHe 3a 
H3nbJlHeHHe Ha nOpbtIKaTa" 3a ropeonHcaHHTe 060c06eHH n03HUHH H nJlHK 

ueHa". Ilpe,uH ,ua npHcTbnH KbM OTBap~lHe H npoBepKa Ha ,uoKYMeHTHTe, 
npe,ucTaBeHH C nJlHK NQ 1, TpHMa OT tIlleHOBeTe Ha KOMHCHSlTa no,unHcaxa nJlHK CJle,u 
KoeTO npe,uce,uaTeJlH Ha KOMHCHSlTa OTBOPH nllHK N22 H TpHMa OT tIJleHOBeTe Ha KOMHCHSlTa 
no,unHcaxa BCHtIKH cb,ubp)Kalll,H ce B Hero. 

Ha KOMHcHSlTa OTBOPH IlJlHK 1 "lloKYMeHTH 3a no,u60p" Ha 
"I1EP<t>EKT MEllI1KA" OOll, OnOBeCTH ,uoKYMeHTHTe H HH¢opMaUHSlTa, Cb,ubp)Kalll,H ce B 
nJlHKa. KOMHCHHTa npoBepH CbOTBeTCTBHeTO HM CbC cnHCbKa no tIJl. 56, M.I, T.14 OT 3011. 

IlpH H3BbpweHaTa npoBepKa Ha ,uoKYMeHTHTe B IlJlHK 1 OT npe,uJ10)KeHHeTO Ha 
MEllI1KA" OOll, nOCOtIeHH B cnHCbKa H npoBepKa Ha CbOTBeTCTBHeTO HM, 

e npe,uCTaBHll Clle,uHHTe ,uoKyMeHTH: 
cb,ubp)KalUH ce B o¢epTaTa Ha "l1ep¢eKT 

Me,uHKa" OOll no oTKpHTa npoue,uypa C "l1epHo,uHtIHH ,uOCTaBKH Ha 
Jla60paTopHH peaKTHBH H KOHCYMaTHBH ICbfJlaCHO cneuH¢HKaUHHI 3a HY)K,uHTe Ha 
"MEAJ1-Eyprac" All 

2. 	 3aSlBJleHHe 3a YtIaCTHe - 06pa3eu 1; 
3. 	 AllMHHHcTpaTHBHH CBe,ueHIUI- 06pa3eu 2; 
4. 	 TMoH 3a pemcTpauml no - 3aBepeHo KOOlle; 
5. 	 lleKJlapaUHH 3a ,uaHbtIHa perHCTpaUHH- 3aBepeHO KonHe 
6. 	 KapTa 3a H,ueHTH¢HKaUHSl no 3aBepeHo KonHe; 
7. 	 Y,uocToBepeHHe 3a CbCTOSlHHe Ha "Ilep¢eKT Me,uHKa" OOll, H3,ua,ueHO OT 

perHCTbp KbM no BnHCBaHHHTa - KonHe; 
8. 	 lloKYMeHT 3a BHeceHa rapaHUHSJ 3a 0pHrHHM; 
9. 	 CnHcbK Ha 060c06eHHTe n03HUHH, 3a KOHTO e no,ua,ueHa o¢epTaTa Ha "Ilep¢eKT 

Me,uHKa" OOll H 3a KOHTO ce OTHacSl rapaHUHSl; 
10. lleKJlapaUHSl 3a JlHnCaTa Ha 06cToHTeJlcTBaTa no tIll. M.9 OT 30Il- 06pa3eu 5; 
11. lleKllapaUHH 3a 3an03HaBaHe c ,uOKYMeHTaUHHTa 06pa3eu . 
12. lleKJlapaUHH, tIe "Ilep¢eKT Me,uHKa" OOll lll,e Cna3H BCHtIKH YCllOBH5I He06xo,uHMH 3a 

H3nbJ1HeHHe Ha nOpbtIKaTa - 06pa3eu 
13. lleKllapaumI 3a YtIaCTHe no 060c06eHH n03HUHH - 06pa3eu 13; 
14. lleKJ1apauHH 3a llHnca Ha no,uH3nbJlHHTellH - 06pa3eu 8; 
15. lleKllapauWI no t1J1. 3, M. 8 OT 3I1<t>OllPlOIlllP - 06pa3eu 
16. lleKllapauHH 3a Ha B npoeKTa Ha ,uorOBopa 06pa3eu 10; 
17. lleKllapaUHH no tIll. OT 3011 H 3a JlHnCaTa Ha 06CTOHTellCTBO no tIJ1. 8, M. 8, 

OT 30Il- 06pa3eu 6; 
18. lleKJlapaumI 	 3a MHHHMMHH5I OCTaThtIeH CpOK Ha ro,uHOCT Ha 


Me,uHUHHCKH H3,ueJ1HSl; 

19. lleKllapaUH5I 	3a npe,uocTaB5IHe Ha aHMH3HH cepTH¢HKaTH, npH,uPY)KeHa OT 


KonHSl Ha aHMH3HH cepTH¢HKaTH; 

20. KonHSl Ha KaTM03H Ha ¢HpMHTe npoH3Bo,uHTeJl Ha anapaTH THn ,,3aTBOpeHa 

cHcTeMa"; 



21. neKnapaUlul 3a aKTya1HH HHCTpYKUHH 3a ynoTpe6a 3a o6oco6eHH n03HUHH 11 H20; 
Pa60THH npOue)lypH Ha peaKTHBH H KOHCYMaTHBH H 3a 

l'I"rt"lpr.<I npH pa60Ta C n:x; 

. neKnapauuSi 	 OTHOCHO HanwmeTO Ha )lOKYMeHTHpaHa cHcTeMa, CbfnaCHO 
H3HCKBaHlUITa Ha t·m. 82, an. 3 OT 3MH; 
neKnapaUH5I 3a oCHryp5lBaHe Ha Heo6xo)lHMHTe KonWieCTBa KOHCYMaTHBH 3a uenH5I 
CpOK Ha )lOfOBOpa; 
neKnapaUH5I 3a TeXHWieCKOTO 06opY)lBaHe, C KoeTO "TIep$eKT Me)lHKa" Oon 
pa3nonafa 3a H3nbnHeHHe Ha npH)lPY)KeHH OT CBH)leTenCTBa 3a 
perHCTpamUI Ha MTIC H KonHe Ha aHeKC KbM )lOrOBOp C KypHepcKa $HpMa; 
neKnapaUH5I 3a J1ImaTa oTrOBap5lmH 3a KOHTpona Ha KalieCTBOTO npH H3nbnHeHHe Ha 
)lOCTaBKHTe; 
neKnapaUH5I 3a nHuaTa, KOHTO me 6b)laT np5lKO aHra)KHpaHH C H3nbnHeHHeTO Ha 
o6mecTBeHaTa nopbliKa; 

28. Pa3perneHlle 	 Ha "TIep$eKT Me)lHKa" OOn OT HAJ1 3a TbprOBH5I Ha e)lpo C 
Me)lHUHHCKH H3)lenH5I 3aBepeHo KonHe; 
CepTH$HKaT 3a O)106peHHe Ha Ha "TIep$eKT Me)lHKa" OOn CbrnaCHO CTaH)lapT 
ISO 9001:2008 3aBepeHo Komle; 

30. CepTH$HKaT ISO 9001:2000, ISO 1 :2003 HnH eKBHBaneHTeH Ha HMeTO Ha 
npOH3BO)lHTen5I: 

CepTH$HKaT Ha Eschweiler GmbH & Co. KG, lie CYK oTroBap5I Ha CTaH)lapT EN 
ISO 13458:2012/AC:2012 3aBepeHH KonHH Ha OpHrHHana H Ha npeBO)la Ha 
6bnrapcKH e3HK; 
CepTH$HKaT Ha Radiometer Medical Aps, lie CYK oTrOBap5I Ha CTaH)lapT ISO 
900 1:2008 3aBepeHlf KOnH5I Ha opHrHHana H Ha npeBO)la Ha 6bnrapcKH e3HK; 
Cepn-i$HKaT Ha Radiometer Medical Aps, lie CYK Ha ISO 
13485:2003 - 3aBepeHH KOnH5I Ha opHfHHana H Ha npeBO)la Ha 6bnrapcKH e3HK; 
CepTH$HKaT Ha DIRUI Industrial Co., Ltd, lie CYK oTrOBap5I Ha 
ISO 13458:2003+AC:2009 KonHH Ha opHnmana H Ha npeBO)la Ha 
6bnrapcKH e3HK; 

CO'[H(IDHfCaT Ha DIRUI Industrial Co., Ltd, lie OTfOSap51 Ha CTaH)lapT EN 
ISO 9001:2008 - 3aBepeHH KOnl-Ul: Ha OpHTHHana H Ha npeBO)la Ha 6bnrapcKH 
e3HK; 
CepTH$HKaT Ha Biolabo SAS, lie CYK OTrOBap5I Ha 13458:2003 
3aBepeHH KonHH Ha OpHrHHana H Ha npeBO)la Ha 6bnrapcKH e3HK; 

Ha Biolabo lie oTrOBap51 Ha EN 9001:2008 
3aBepeHH KOnH5I Ha H Ha Ha 6bnrapcKH e3HK; 
CepTH$HKaT Ha Behnk Elektronik, lie CYK OTfOSap5I Ha 
13458:2003 3aBepeHH KOnH5I Ha OpHrHHana H Ha Ha 6bnfapcKH e3HK; 
Helena 
CepTH$HKaT Ha EKF Diagnostics GmbH, lie oTfOBap51 Ha ISO 
13458:2012+AC:2012 KOnH5I Ha OpHrHHa1a H Ha 
6bnfapCKH e3HK; 

3a perHCTaUHH Ha Quotient Ltd CbfnaCHO CTaH)lapTH ISO 
13485 :2003 H ISO 13458:201 3aBepeHH KonHH Ha OpHrHHana H Ha 
Ha e3HK; 
CepTH$HKaT 3a O)106peHHe Ha CYK Ha TOSOH NY CbfnaCHO CTaH)lapTH 
ISO 9001:2008, ISO 13485:2003, ISO 13458:2012 - 3aBepeHl1 KonHH Ha 
OpHrHHana H Ha npeBO)la Ha 6bnrapcKH e3HK; 



31. cepTlHiHIKaUI 3a HaHeceHa MapKHpoBKa BbPXY H3)lelIHeTO HlIH )leKlIapauml 3a 
CbOTBeTCTBHe - KonHe Ha OpHnmaJIa H B npeBO)l Ha 6bJlrapCKH e3HK: 

.lleKJIapaumI 3a EC CbOTBeTCTBHe OT Eschweiler GmbH&Co.KG; 
CepTHcpHKaT 3a CBo6o)lHa npo)la)K6a Ha Radiometer Medical APS; 

.lleKlIapaUHH 3a CbOTBeTCTBHe OT Dirui Industrial Co., Ltd; 
)leKlIapaUIm 3a CbOTBeTCTBHe OT Behnk Elektronik GmbH & Co; 

CepTHcpHKaT 3a cBo6o)lHa Ha Biolabo SA; 
3a OT Europe; 

)leKlIapaumI 3a CbOTBeTCTBHe OT EKF Diagnostic GmbH; 

.lleKJIapaumi 3a CbOTBepTCTBHe OT Quotient Diagnostic 
)leKJIapaUHH 3a CbOTBeTCTBHe OT Tosoh corporation; 

32. OPHnlHaJI Ha OTopH3aUHoHHH )lOKYMeHTH 3a H3KlII04HTeJ1HO npe)lCTaBHTelIcTBo: 

Ha nHCMO Ha cpHpMa 
OpHrHHaJI Ha OTopH3aUHOHHO nHCMO Ha cpHpMa Radiometer Medical APS; 
OPHnlHaJI Ha OTOPH3aUHOHHO nHCMO Ha cpHpMa Dirui Industrial Co., Ltd; 

OPHnlHaJI Ha oTopH3aUHoHHo nHCMO Ha cpHpMa Behnk Elektronik GmbH & Co; 
OPHnlHaJI Ha oTopH3aUHoHHo nHCMO Ha cpHpMa Biolabo SA; 
OPHnlHaJI Ha oTopH3auHoHHo nHCMO Ha cpHpMa Helena Biosciences Europe; 

Ha OTopH3aUHOHHO nHCMO Ha cpHpMa 
OPHnlHaJI Ha OTopH3aUHOHHO nHCMO Ha cpHpMa Quotient Diagnostic Ltd; 
OPHnlHaJI Ha oTopH3aUHoHHo nHCMO Ha cpHpMa 

I1PH H3BbpmeHaTa npOBepKa Ha npe)lCTaBemne )lOKYMeHTH 3a nO)l6op 3a 
o6oco6eHH n03HUHH: o6oco6eHa n03HUH,S! N25-"KoHcYMaTHBH H peaKTHBH 3a 
aHaJIH3aTOp "Combi-line"; o6oco6eHa n03HUH.H Ng 11- "KoHcYMaTHBH H peaKTHBH 3a 

, o6oco6eHa n03HUHH 12-,,EKcnpecHH lIeHTH 3a , o6oco6eHa n03HUHH 

"KoHcYMaTHBH H peaKTHBH 3a aBT. KoarYlIOMeTbP "Thrombolyser Compact 
n03HUH5! NQ 1 H 3a aBTOMaTHlIeH aHaJIH3aTOp 

"H-800" H 100"; o6oco6eHa n03HUH.H 18 - "KoHcYMaTHBH H peaKTHsH 3a 
rmOKOaHaJIH3aTOp "BIOSEN C" H "QUO-CHECK"; o6oco6eHa n03HUHH H 
KOHCYMaTHSH 3a HMYHOlIOnl4eH aHaJIH3aTOp "AIA-600II" H CbOTseTCTBHeTO HM C 
YClIOBH5!Ta Ha Bb31IO)KHTelI5!, KOMHCH.HTa 3a BaJIH)lHH H 
YCTaHOBH, 4e CbUlHTe Ha 06HBeHHTe KpHTepHH 3a nO)l6op, ce s 
0651BneHHeTO H )lOKYMeHTaUH5ITa 3a yLIaCTHe, nOpa)lH KoeTO KOMHCH5ITa )lOnYCKa 
npe)lCTaBeHOTO OT "I1EP<DEKT ME.llHKA" OO.ll npe.llJIO)KeHHe )lO eTan pa3rne)K)laHe Ha 
)lOKYMeHTHTe B nJIHK Ng2-"I1pe)1JIO)KeHHe 3a H3nbJIHeHHe Ha nOpbtIKaTa" 3a fopeonHcaHHTe 
o6oco6eHH n03HUHH, 3a KOHTO ytIaCTHHKbT npe)lCTaB.H npe.llJIO)KeHHe. 

2. IlpH nposepKa Ha npe)lJIO)KeHHeTO Ha "MHTEP JiM3HEC 91" EOOJ( fp. 
COCPH.H, EI1K 010652246, CbC Ce)laJIHme H Ha ynpaBJIeHHe fp. COCPH5I 1113, 06JI. 
COCPHH (cTOJIHua). 06UlHHa CTOJIl1'ma, paMoH P-H CJIanma, "I1CKbPCKO moce", Ng 1, 
npe)lCTaBJl.SmaHO OT flIO)lMHna 3acpHpoBa-ynpasHTen YCTaHoBeHo, tIe CblUOTO e 
npe)lCTaBeHo B CbOTseTCTBHe C pa3nOpe)l6aTa Ha tIJl. aJI.2 OT 30Il H Cb)lbp)Ka: nJlHK Ng 1 
- ".lloKYMeHTH 3a nO)l6op" 3a 060c06eHa n03HUH5I Ng31-"KoHcYMaTHBH 3a CHCTeMa 3a 
)lHfHTaJ1Ha H)leHTHcpHKauH.H-anapaT BaMTeK , nJIHK NQ2 "Ilpe.llJIo)KeHHe 3a H3nbJIHeHHe 

H nJIHK N23 - ueHa". I1pe)lH )la npHCTbnH KbM OTBap5lHe H 
fTt"r<lE.AU:U C nJIHK N21, TpHMa OT 4neHOBeTe Ha KOMHCHHTa 

nO)lnHCaXa nJIHK N23, CJIe)l KoeTO Ha KOMHCH5ITa nJIHK H Tpm-vm OT 
tIJIeHOBeTe Ha KOMHCH5!Ta nO)lnHCaXa BCHtIKH )lOKYMeHTH, Cb)lbp)KaUlH ce B Hero. 

http:GmbH&Co.KG


Ha KOMHCmlTa OTBOPH 1 ,,}l,oKYMeHTH 3a Ilo)l60p" Ha 

"l1HTEP E113HEC 91" EOO}l" OIlOBeCTH )lOKYMeHTHTe H HH<popMaUHSlTa, Cb)lbp)KaU{H ce B 

IlJUIKa. KOl\mcmlTa IlposepH CbOTBeTCTBHeTO HM CbC CIlHCbKa IlO tIJ1. 56, al.1, T.14 OT 300. 

opH 	 "pOBepKa Ha )lOKYMeHTHTe B OJ1HK N21 OT Ilpe)lJl0)KeHHeTO Ha 

"l1HTEP 	E113HEC 91" EOO}l" IlOCOtIeHH B CIlHCbKa H "poBepKa Ha CbOTBeTCTBHeTO HM, 

YCTaHOBeHO, tie YtIaCTHHKbT e Ilpe)lCTaBHJ1 CJ1e)lHHTe )lOKYMeHTH: 

1. 	 Y)lOCTOBCPCHHC OT ArCHUH51Ta IlO BIlHCBaHH5lTa 1E11KI - 3aBepeHo OT "l1HTep bH3Hec 

91" EOO}l, KOIlHe; 

2. 	 KOIlHe OT )lOKYMeHTa 3a perHCTpauml IlO 3Jl.Jl.C; 

3. 	 }l,eKJ1apaUHH 3a J1HIlca Ha 06CT05lTeJ1CTBaTa IlO tIJ1. an.9 OT 300 06pa3cu N25; 
Cepnl.<pHKaT 3a CHCTCMa 3a y"paBJ1eHHe Ha KatIeCTBOTO ISO 9001:2008 Ha 

"l1HTep bH3Hec 91" EOO}l, - OT "l1HTep bH3Hec 91" EOO}l, KOIlHe; 

5. 	 CepTHqmKaTH 3a BHe)lpeHa CHCTeMa 3a y"paBJ1eHHe Ha KatICCTBOTO ISO 9001 :2008 H 

ISO 1 2 Ha "POH3BO)lHTe.151 3aBepCHH OT "l1HTep EH3HCC 91" EOO}l, KOIlH51; 

}l,eK~lapaIlH51 3a CbOTBCTCTBHe Ha OT "l1HTep 91 " 

EOO}l, KOIlHe; 

7. 	 Pa3pemeHHe 3a TbproBH5I Ha C MC)lHUHHCKH H3)leJ1H5I - 3aBepeHo OT 


91" EOO}l, KOIlHC; 


8. 	 }l,cKJ1apaWi51 3a MHHHManCH OCTaTbtICH CpOK Ha rO)lHOCT Ha Ilpe)lJ1araHHTC 

MC)lHllHHCKH H3)leJ1H51; 

9. 	 OTOpH3aUHOHHo IlHCMO OT "POH3BO)lHTCJ151 opHn-man C "PCBO)l Ha 6bm'apcKH e3HK; 

10. l1HCTPYKLlHH 3a YIloTpe6a Ha "pC)lJ1araHHTe Me)lHUHHCKH H3)leJ1H5I - Ha MarHHTCH 

HOCHTCJI; 

11. OPO)lYKToBa J1HCTa Ha 6bJlrapcKH C3HK Ha HOCHTeJ1 H KaTalor Ha 

Ha MarHHTeH HOCHTCJ1; 

12. 	}l,cKJ1apaLlH51 IlO tIJ1.82, OT 3Ml1; 

13. 	 }l,eKJ1apaUH51 3a OpHrHHanHOCT OT "POH3BO)lHTCllil. - OT "l1HTep 91" 

EOO}l, KOIlHC; 

] 4. }l,eKJ1apauml 3a HaHHtIHHTe TpaHcIlopTHH cpc)lcTBa, Hc06xo)lHMH 3a Ha 

)lOCTaBKHTe <ppaHKo CKJ1ana Ha Bb3J10)KHTCJ151 C "pC)lCTaBCHH KOIlH51 Ha TanOHHTC Ha 

CblllHTC H )leK_lapallH51, tiC )lCKJlapHpaHHTe TpaHcIlopTHH Cpe)lCTBa ca Ha 

Pa3Il0J10)KeHHe 3a cpoKa Ha H3IlbJlHCHHe Ha IlOpbtIKaTa; 

15. 	}l,eKJ1apauml 3a oCHryp5lBaHe Ha KOJ1HtIeCTBa KOHcYMaTHBH 3a ueJ1H5I 

CpOK Ha )lCi:fcTBHe Ha )loroBopa; 

16. 	}l,eKHapaUH51, Cb)lbp)Kallla CIlHCbK Ha TeXHHtIeCKHTe J1Hua, KOHTO ca Ilp5lKO 

aHra)KHpaHH C H3IlbJlHCHHeTO Ha Ilopb4KaTa, KaKTO H CIlHCbK Ha JlHuaTa OTrOBap51111H 

3a KOHTpOJla Ha KatICCTBOTO IlpH H3IlbJ1HCHHC Ha )lOCTaBKHTe H )lCKJ1apaUH5I, tie 3a 

cpoKa Ha H3IlbJ1HCI-IHC Ha IlOpbtIKaTa, ule IlOLlLlbp)Ka CblllH51 6pOH JlHua; 

17. 	}l,cKJlapaUH51 3a 3aIl03HaBaHe C )lOKYMeHTaUH51Ta - 06pa3cU 3; 
18. 	}l,eKJ1apaUHH, tie YCJ10BH51 Hc06xo)lHMH 3a 

H3IlbJ1HeHHe Ha 

19. 	}l,eKJ1apaUHH 3a N213; 
}l,cKJlapaUH5I IlO 3a HKOHOMHtIeCKHTe H q:JHHaHCOBHTe OTHOWeHH51 

B 	 roPHC,llHKUHH C )laHbtIeH 

c06cTBeHHUH 06pa3eu N27; 
21. 	 N28; 

}l,cKJlapaUH5I 3a "pHeMaHC Ha YCJlOBmlTa B Ha )lOroBOP- 06pa3eu 10; 

}l,cKJ1apaUH51 IlO tIJ1.55, an.7 OT 300, H 3a JlHnCa Ha 06CT05lTeJ1CTBa IlO tIJI.8, an.8, 
OT 30n 	 N26; 

24. 	3a5IBJ1eHHe 3a - 06pa3eu l', 



25. A,llMHHHCTpaTHBHH CBe,lleHH5l 06proeu N2 

fapaHUH5l 3a Y'IaCTHe B npoue,llypaTa - nnaTeiKHO OPHfHHaJI, 

npH,llPYiKeHo CbC cnHCbK Ha o6oco6eHHTe n03HUHH CbC CbOTBeTHHTe CTOHHOCTH, 3a 

KOHTO e BHeceHa; 

Ha ,llOKYMeHTHTe, Cb,llbpiKaw.H ce B o<pepTaTa H Ha CD BbB <popMaT Microsoft 

Word; 
H3Bbpw.eHaTa npOBepKa Ha npe,llCTaBeHHTe ,llOKYMeHTH 3a nO,ll6op 3a 

o6oco6eHa n03HUHH N231-"KoHcYMaTHBH 3a CHCTeMa 3a ,llHfHTaJIHa H,lleHTH<pHKaUHSl-anapaT 

BaHTeK H CbOTBeTCTBHeTO HM C ycnoBHHTa Ha KOMHCHHTa 3a BaJIH,llHH 

npe,llCTaBeHHTe ,llOKYMeHTH H YCTaHOBH, 'Ie cbw.HTe oTroBapHT Ha KpHTepHH 3a 

Cb,llbpiKalUH ce B 06>1BneHHeTo H ,llOKYMeHTaWi>lTa 3a Y'IaCTHe, nOpa,llH KoeTO 

KOMHCH>lTa ,llOnYCKa npe,llCTaBeHOTO OT 91" EOO)], npe,llnOiKeHHe ,ll0 eTan 

prorneiK,llaHe Ha B nnHK N22-"flpe,llnOiKeHHe 3a H3nbnHeHHe Ha nOpb'lKaTa". 

3. flPH npOBepKa Ha o<pepTaTa Ha "EJInAK JlH1HHr" EOO)]" 103506445, 

CbC Ce,llaJIHw.e H Ha BapHa, «I1BaH N2 1 
OT KaJIaH,lliKHeB - 6erne YCTaHoBeHo, 'Ie CbC Cbw.aTa 

Y'IaCTHHKbT BHaC>I npe,llnOiKeHHe no o6oco6eHH n03HUHH N2 12 "EKcnpecHH neHTH 3a 

YPHHa" H N228 - ,JlnacTMacoBH KOHcYMaTHBH 3a MHKpo6HOnOfH>I", H e npe,llCTaBeHa B 

CbOTBeTCTBHe C pronope,ll6aTa Ha 'In. 57, aJI.2 OT H Cb,llbpiKa: 2 6p. nnHK N2! 
,,)],oKYMeHTH 3a nO,ll6op" 3a ropenOCO'leHHTe o6oco6eHH n03HUHH, 2 6p. nnHKOBe N22 ­

o<pepTa" 3a ropenOCO'leHHTe o6oco6eHH n03HUHH H nnHK N23 ­
. flpe,llH ,lla npHCTbnH KbM OTBap5I.He H Ha 

npe,llCTaBeHH C nnHK N21, TpHMa OT '1neHOBeTe Ha KOMHCHHTa nO,llnHCaXa nnHK N23, cne,ll 

KoeTO Ha KOMHCH>lTa OTBOPH nnHK N22 H TpHMa OT '1neHOBeTe Ha KOMHCH>lTa 

nO,llmfCaXa BCH'IKH ,llOKYMeHTH, Cb,llbpiKaw.H ce B Hero. 

Ope,llCe,llaTenSlT Ha KOMHCH>lTa OTBOPH OnHK N21 ,,)],OKYMeHTH 3a nO,ll6op" Ha 

J1113I1Hf" EOO)]" onOBeCTH ,llOKYMeHTHTe H HH<p0pMaUH>lTa, Cb,llbpiKaw.H ce B 

nnHKa. KOMHCH}!Ta npOBepH CbOTBeTCTBHeTO HM CbC cnHCbKa no 'In. 56, aJI.I, T.14 OT 30fl. 

Ha ,llOKYMeHTHTe B OnHK N21 OT 

"EJIOAK JII13I1Hf" EOO)]" nOCO'leHH B cnHCbKa H npoBepKa Ha CbOTBeTCTBHeTO HM, 

'Ie Y'IaCTHHKbT e npe,llCTaBHn Cne,llHHTe ,llOKYMeHTH: 

)],OKYMeHTH 3a nO,ll60p no o6oco6eHa n03HUH51 

1 EI1K. 

Ha ,llOKYMeHTH 3a perHCTpaUH51 no Ha 3a ,llaHbK BbPXY 

,ll06aBeHaTa CTOHHOCT. 

3.)],eKnapaUH>I no '1n.47, aJI.9 OT 300 - 06proeu N2 5. 

4.CepTH<pHKaT ISO 9001:2008 Ha HMeTO Ha 

Y'IaCTHHKa-KonHe Ha OpHfHHaJIa H B 0<pHUHaJIeH npeBO,ll Ha 6bnrapcKH "'-e>«mwv".nv OT 

Y'IaCTHHKa KonHe; 

5. CepTH<pHKaT ISO 9001:2008, ISO 13485:2003 Ha HMeTO Ha 

npOH3BO,llHTenH- KonHe Ha H B 0<pHUHaJIeH npeBO,ll Ha 6bnrapcKH 

OT yqaCTHHKa KonHe; 

6. )],eKnapaUH>I 3a CbOTBeTCTBHe C )],HpeKTHBa 98179/EEC, H3,lla,lleH OT HOTH<pHUHpaH 

opraH no CMHCbna Ha 3MI1 H 300 - 3a n03HUHHTe, BKnl<)qBaw.H Me,llHUHHCKH H3,llenH>I -

KonHe Ha OpHrHHaJIa H B 0<pHUHaJIeH npeBO,ll Ha 6bnrapcKH e3HK -3aBepeHO OT yqaCTHHKa 

KonHe; 

http:e>�mwv".nv
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7. 3a TbprOBIUI Ha e)lpO C Me)lHUHHCKH H3)leJlHSI, H3)laneHO OT HAJI 3a 

n03HUHHTe, BKJl104BamH Me)lHUHHCKH H3)leJlHH, Ha npejlJlOJKeHHeTO - 3aI~er)eH[O OT 

Y4aCTHHKa KOnHe; 

8.,UeKJlapaUHH MHHHMalleH Ha rO)lHOCT 


CbOTBeTHHH KOHCYMaTHB; 


9. HHCTPyKUHH 3a ynoTpe6a; 

10.,UeKJlapaUHSI OTHOCHO HallH4HeTO Ha )lOKYMeHTHpaHa CHCTeMa, 

CbrJlaCHO H3HCKBaHHHTa Ha 4Jl. all. 3 OT 3MH/; 

11.,UoKa3aTeJlcTBa 3a co6cTBeHH, TpaHcnopTHH Heo6xonHMH 3a 

o6e3ne4aBaHe Ha nOCTaBKHTe $paHKo CKJla)la Ha Bb3JlOJKHTeJlH. 

Ope)lCTaBeHH ca TallOHH Ha Moe H nOKa3aTeJlCTBa, 4e TpaHcnopTHH 

ca Ha pa3nOJlOJKeHHe Ha cpoKa Ha 

H3nbJlHeHHe Ha nopb4KaTa; 

12.,UeKJlapaUHSI OT Y4aCTHHKa 3a OCHrypHBaHe Ha 

KomPIeCTBa KOHCYMaTHBH, 3a ueJlHH CpOK Ha )leilCTBHe Ha )loroBopa. 

13.,UeKJlapauHH, CbnbpJKama cnHCbK Ha TeXHH4eCKHTe JlHua 

noco'maHe Ha HMeHaTa H 3aeMaHaTa )lJlbJKHOCT), KOHTO me 6b)laT npHKO 

aHraJKHpaHH C H3nbJlHeHHeTO Ha o6mecTBeHaTa nopb4Ka, KaKTO H cnHCbK 

Ha JlHuaTa (c nOC04BaHe Ha HMeHaTa H 3aeMaHaTa )lJlbJKHOCT) OTrOBapSIIUH 

3a KOHTpOJla Ha Ka4eCTBOTO npH H3nbJlHeHHe Ha nOCTaBKHTe H 

4e 3a cpOKa Ha H3nbJlHeHHe Ha me nO)l)lbpJKa CbmHH 6poil 

JlHua;. 

14. ,UeKJlapaUHH 3a 3an03HaBaHe C nOKYMeHTaUHSITa - 06pa3eu N~ 3; 

1 4e Y4acTHHKbT me Cna3Ba BCH4KH YCJlOBHH 

Heo6xonHMH 3a H3nbJlHeHHe Ha nopb4KaTa - 06Pa3ell N~ 4; 

16. ,UeKJlapaUHSI N!!7; 
17. ,UeKJlapallHH 3a HallH4He/JlHnCa Ha nOnH3nbJlHHTeJlH - 06pa3eu N~ 8; 
18.,UeKJlapaUHH 3a npHeMaHe Ha YCJlOBHHTa B npoeKTa Ha norOBOp­

06Pa3ell N~ 10; 

19.,UeKJlapauHH 3a no o6oco6eHH n03HllHH 

06Pa3ell N~ 13; 

20. ,UeKJlapallHH no 4Jl. , all.7 OT 300 06pa3ell N~6; 


21.3aHBJleHHe 3a - 06pa3eu N!! 1; 


22.AnMHHHcTpaTHBHH CBe)leHHH - 06pa3ell N~ 


3a BHeceHa rapaHUHH 3a CbC cnHCbK Ha 

o6oco6eHHTe n03HUHH, 3a KOHTO e BHeceHa rapaHllHH 3a o6oco6eHa n03HUHH N!!N!! 12 H 

Ha )lOKYMeHTHTe, Cb)lbpJKaLUH ce B nO)lnHCaH OT 

OPH H3BbpllJeHaTa npoBepKa Ha npe)lCTaBeHHTe nOKYMeHTH 3a non6op H 

CbOTBeTCTBHeTO HM C YCJlOBHHTa Ha Bb3JlOJKHTemI 3a o6oco6eHa n03HUHH NQ 1 KOMHCHHTa 

YCTaHOBH, 4e CbC CbllJHTe He ca npe)lCTaBeHH CJlenHHTe nOKYMeHTH, H3HCKBaHH OT 

Bb3JlOJKHTeJlH, CbrJlaCHO 6.2, OT YCJlOBHH, a HMeHHO: 

1. OTopH3auHoHHo nHCMO HJlH npyr eKBHBalleHTeH nOKYMeHT, 3a H3KJ1104HTeJlHO 

npenCTaBflTeJlCTBO Ha $HpMaTa npoH3BOnHTeJl Ha peaKTHBH H 3a n03HUHH 3a 

peaKTHBH H KOHcYMaTHBH 3a onpeneJleHH anapaTH, H3naneHO Ha HMeTO Ha CbOTBeTHHH 

Y4acTHHK - OpHrHHall HJlH HOrapHallHO 3aBepeHo KonHe H 

2. AHallH3HH cepTH$HKaTH /OPHrHHallHH HJlH 3aBepeHH "BHPHO C OpHfHHalla"l, 

nOKYMeHTHpamH npOH3XO)la H TeKYLUHSl KOHTPOJl Ha Ka4eCTBOTO Ha nponYKTH, 

CbrJlaCHO H3HCKBaHIUITa 3a no6pa npoH3BoncTBeHa npaKTHKa. 

OpenBI1.Il rOpeH3JlOJKeHOTO H Ha OCHOBaHHe 4Jl. 68, all.8 H all.9 OT 300, 

KOMHCHHTa YKa3Ba Ha Y4aCTHHKa B CpOK OT 5 pa60THH ,ilHH OT nOJlyqaBaHe Ha KonHe OT 
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HaCT05UUH$I npOTOKOJI )la npe)lCTaBH H3HcKyeMHTe, CbrJIaCHO CbrJIaCHO Pa1)leJI 6.2, OT 

YCJIOBH$I )lOKYMeHTH 3a 060c06eHa n03HUH$I 12, a HMeHHO: 

1. 	 OTopH3aUHoHHo nHCMO HJIH )lpyr eKBHBaJIeHTeH )lOKYMeHT, 3a H3KJII(}'tIHTeJIHO 

Ha q)HpMaTa npOH3BO)lHTeJI Ha peaKTHBH H KOHCYMaTHBH 3a n03HUHH 3a 

anapaTH, H3)la)leHO Ha HMeTO Ha CbOTBeTHH$I 

- OpHrHHaJI HJIH 3asepeHo KonHe H 

2. cepTHcpHKaTH /OPHrHHaJIHH HJIH 3aBepeHH "B$lPHO C OpHrHHaJIa"/, 

)lOKyr.,leHTHpamH npOH3XO)la H TeKymHSI KOHTPOJI Ha KaqeCTBOTO Ha npe)lJIaraHHTe npO)lyKTH, 

CbrJIaCHO H3HCKBaHHSITa 3a )l06pa npOH3BO)lCTBeHa npaKTHKa. 

.lloKYMeHTH 3a nO)l60p no 060c06eHa n03HUH$I N228: 
1 . .lleKJIapaUHSI EI1K. 


2.KonHSI Ha )lOKYMeHTH 3a perHCTpaUHSI no pella Ha 3aKoHa 3a )laHbK BbPXY 


3 . .lleKJIapaUHSI no qJI.47, aJI.9 OT 300 - 06pa1eu N~ 5. 
ISO 9001 :2008 Ha HMeTO Ha 

Ha OpHrHHaJIa H B 0cpHUHaJIeH npeBO)l Ha 6bJIrapCKH OT 

yqaCTHHKa KonHe; 

5. Cepn1cpHKaT ISO 9001 :2008, EN ISO 13485:2012 Ha HMeTO Ha 

npOH3BO)lHTemI- KonHe Ha OpHrHHfula H B 0cpHUHaJIeH npeBO)l Ha 6bJIrapCKH e3HK-3aBepeHO 

OT yqaCTHHKa KonHe; 

6 . .lleKJIapaUHSI 3a CbOTBeTCTBHe C .llHpeKTHBa 98/79/EEC, H3)la)leH OT HOTHcpHUHpaH 

opraH no CMHCbJIa Ha 3MI1 H 300 - 3a n03HUHHTe, BKJIlOqBamH Me)lHUHHCKH H3)leJIHSI -

KonHe Ha OpHrHHfula H B 0cpHuHfuleH npeBO)l Ha e3HK OT 

KonHe; 

7. pe1weHHe 3a nproBHSI Ha e)lpo C Me)lHUHHCKH H3)leJIHSI, H3)la)leHO OT MAJl 3a 

n03HUHHTe, BKnlOqBamH Me)lHUHHCKH H3)lenHSI, npe)lMeT Ha npe)lnO)KeHHeTO - 3aI3er,eH.0 OT 

yqaCTHHKa KonHe; 

8 . .lleKnapaUHSI MHHHMaJIeH CpOK Ha rO)lHOCT Ha 

CbOTBeTHH5I KOHcyrvtaTHB; 

9. I1HcTpYKuHH 3a ynoTpe6a; 

10•.lleKJIapaUH5I OTHOCHO HaJIHqHeTO Ha CHCTeMa, 

CbrJIaCHO H3HCKBaHH$lTa Ha 'In. 82, aJI. 3 OT 3MM/; 

11 ..lloKaJaTencTBa 3a C06CTBeHH, TpaHcnopTHH Cpe)lCTBa, He06xo)lHMH 

Ha )lOCTaBKHTe cppaHKo CKJIa)la Ha Bb3JIO)KHTeJI$I. 

ca TfulOHH Ha MOC H )lOKaJaTeJICTBa, 'Ie TpaHcnopTHH 

ca Ha Ha KaH)lH)laTa cpoKa Ha 

OT yqaCTHHKa 3a oCHrYP$lsaHe Ha He06xo)lHMHTe 

KOJIHqeCTBa KOHcYMaTHBH, 3a ueJIHSI CpOK Ha Ha )lOrOBopa. 

13 ..lleKJIapaUHSI, Cb)lbp)Kama cnHCbK Ha TeXHHqeCKHTe mIUa (c 

nOCO'-/BaHe Ha HMeHaTa H 3aeMaHaTa )lJIb)KHOCT), KOHTO me 6b)laT npSIKo 

C H3nbJIHeHHeTO Ha nOpbqKa, KaKTO H cnHCbK 

Ha JIHuaTa nOCOqBaHe Ha HMeHaTa H 3aeMaHaTa 

KOHTpOJIa Ha KaqeCTBOTO npH H3DbJIHeHHe Ha )lOCTaBKHTe H )leKJIapaUHSI, 

3a cpoKa Ha H3nbJIHeHHe Ha nOpbqKaTa, me nO)l)lbp)Ka CbmHSI 6pOH 

nHua;. 

14..lleKJIapaUH$I 3a 3an03HaBaHe C )lOKYMeHTaUHSITa - 06paJeu NQ 
15 ..lleKJIapaUIUI, 'Ie yqaCTHHKbT me cnaJBa BCHqKH YCJIOBH$I 

He06xo)lHMH 3a H3nbJIHeHHe Ha nOpbqKaTa 06paJeu N2 4; 

16. .lleKnapaUHSI 06paJeu 



17. )J,eKJ1apamUI 3a Ha n01UI3nbJ1HHTem1 - 06pa3eu NQ 8; 

18.)J,eKJ1apaUHSI 3a npHeMaHe Ha YC,10BH5lTa B npoeKTa Ha 

06pa3eu NQ 10; 

19. )J,eKJ1apaUH5l 3a yyaCTHe no o6oco6emi n03HUHH 

06pa3eu NQ 13; 

20. )J,eKJIapaUH5l no '1.1. OT 300 - 06pa3eu NQ6; 


21.3a5lBJ1eHHe 3a yyacme 06pa3eu NQ 1; 

22.AJlMHHHCTpaTHBHH CBeJleml5l - 06pa3eu NQ 2; 


.}loKYMeHT 3a BHeceHa rapaHUH5l 3a npHJlPy>KeH CbC cnHCbK Ha 

o6oco6eHHTe n03HUHH, 3a KOHTO e BHeceHa rapaHUH5l 3a o6oco6eHa n03HUH5l NQNQ 12 H 28. 

24.CnHcbK Ha CbJlbp>KalllH ce B o¢epTaTa, nOJlnHCaH OT yYaCTHHKa. 

OPH H3BbprneHaTa npoBepKa Ha JlOKy'MeHTH 3a nOJl6op H 

CbOTBeTCTBHeTO HM C YCJ10BHHTa Ha Bb3J10>KHTeml 3a o6oco6eHa n03HUH5l NQ28, KOMHCH5lTa 

YCTaHOBH, ye CbC CblllHTe He ca CJ1eJlHHTe H3HCKBaHH OT 

Bb3J1o)KHTeJl5l, CbL1aCHO Pa3JleJ1 6.2, T.3 OT 061llHTe YCJ10BH5l, a HMeHHO: OTopH3aUHoHHo 

nHCMO H,lH JlPyr eKBHBaJ1eHTeH JlOKYMeHT, 3a H3KJ1I-OYHTeJ1HO Ha ¢HpMaTa 

npOH3BOJlHTe.l Ha peaKTHBH H KOHCYMaTHBH 3a n03HUHH 3a peaKTHBH H KOHcYMaTHBH 3a 

onpeJleJIeHH anapaTH, H3JlaJleHO Ha HMeTO Ha CbOTBeTHH5l yyaCTHHK - opHrHH311 I-LlH 

HOTapH311Ho 3aBepeHo Komre. 

OpeJlBHJl ropeH3,lO>KeHOTO H Ha OCHOBaHHe YJ1. 68, al1.8 H ru1.9 OT 300, KOMHCHHTa 

yKa3Ba Ha yyaCTHHKa B CpOK OT 5 pa60THu ,!lHU OT nOJ1yYaBaHe Ha KonHe OT HaCTOSHUHH 

npOTOKOJ1 Jla npeJlCTaBU H3HcKyeMHTe, CbrJ1aCHO T.3 OT 061llHTe YCJ10BHH 

JlOKYMeHTH 3a o6oco6eHa n03HUHH a HMeHHO: OTopH3aUHoHHo nHCMO HJ1H JlPyr 

eKBHBaJ1eHTeH 3a H3KJ1I-OYHTe.1HO Ha ¢HpMaTa npOH3BOJlHTeJ1 

Ha H KOHcYMaTHBH 3a n03HIJJm 3a H 3a 

H3JlaJleHO Ha HMeTO Ha CbOTBeTHH5l yyaCTHHK OpHrHHaJ1 HJ1H HOTapH311Ho 

3aBepeHo KonHe. 

4. OPH npoBepKa Ha Ha "CO~APMA TPEH):J:HHr" A)l rp. 

CO¢H5l, EHK 103267194, CbC ceJl311mue H aJlpec Ha ynpaBJleHHe CO¢HH 1756, 

CO¢HH (cTOJ1Hua), 061llHHa CTOJ1HYHa, paHoH P-H H3rpeB, p. CTaHyeB" 

TaybPc, CrpaJla , CT. 1 npeJlCTaBJ1HBaHO OT )J,HMHThP [eOprHeB 

)J,HMHTpoB-H3nbJ1HHTeJ1eH JlHpeKTOp YCTaHoBeHo, ye CblllOTO e npeJlCTaBeHo B 

CbOTBeTCTBHe C pa3nOpeJl6aTa Ha YJI. 311.2 OT 300 H CbJlbp>Ka: nJ1HK I - ,,)J,oKYMeHTH 

3a nOJl6op" 3a o6oco6eHa n03HUH5l NQ2-"KoHcYMaTHBH H peaKTHBH 3a KJmHHKO-XHMHYeH 

aHaJ1H3aTOp C 8000"; n03HUH5l NQ3- "KoHcYMaTHBH H peaKTHBH 3a 

HMYH0J10rHyeH aH311l-naTOp "ARCHITECT i 2000"; o6oco6eHa n03HUHH NQ4-"KoHcYMaTHBH 

H peaKTHBH 3a XeMaT0J10rHyeH 6posp..f DYN 3700", nJ1HK - "OpeJlJ10>KeHHe 3a 

H3nbJ1Hel-me Ha nOpbYKaTa" H nJ1HK N23 - "OpeJlJ1araHa ueHa". OpeJlH Jla npHCThnH KbM 

oTBap.sme H npoBepKa Ha c nJ1HK NQ 1, TpHMa OT YJ1eHOBeTe Ha 

KOMHCH5lTa nOJlmrcaxa nJ1HK Ha KOMHCH5lTa OTBOPH nJ1HK 

H TpHMa OT tUeHOBeTe Ha KOMHCH5lTa nOJlmICaXa BCHYKH ce B Hero. 

Ha KOMHCH5lTa OTBOpH OJ1HK NQ 1 ,,)J,oKYMeHTH 3a nOJl6op" Ha 

"CO<1>APMA TPEH)J,I1Hr" A)J" onOBecm JlOKYMeHTHTe H HH¢OpMamUlTa, CbJlbP)KaIUH ce B 

n,1HKa. KOMHCH5lTa npoBepH CbOTBeTCTBHeTO HM CbC cnHCbKa no '1,1. 56, rul.l, T.14 OT 300. 

OpH H3BbprneHaTa npoBepKa H3 JlOKYMeHTHTe B NQl OT Ha 

"CO<1>APMA TPEH)J,I1Hr" nOCOyeHH B cnHCbKa H npoBepKa H3 CbOTBeTCTBHeTO HM, 

YCTaHOBeHO, ye yyaCTHHKbT e npeJlCTaBHJ1 CJ1eJlmne JlOK)'7I-feHTH: 



I. )].OKYMeHTH 3a nOJl60p 3a KOHCYMaTHBH H peaKTHBH 3a KJ1HHHKO-XHMH'tfeH 

aHaJIH3aTOp C 8000" (060c06eHa n03HUH5I N22) : 

pefHCTpaUH5I - nbpBOHa'tfaJIHa H nOCJleJlBaUIH npOMeHH -

KomHI; 

Y JlOCTOBepeHHe 3a AKTYaJIHO CbCT05lHHe OT AreHUH5ITa no BnHCBaHH5ITa 

N2 2015/08.04.2014 r. - HOTapHaJIHO 3aBepeHo KonHe; 

3. )].aHb4Ha perHCTpaUH5I, pefHCTpaUH5I H KOJl no EYJlCTAT - 3aBepeHH KOnH5I; 

4. )].eKJIapaUH5I no aJI.9 OT 30n, 06pa1eu OpHfHHaJI; 

5. )].oKaJaTeJICTBa 3a TeXHH4eCKHTe Bb3MO)KHOCTH 3a H3nbJIHeHHe Ha 

5.1. ISO 9001 :2008 Ha "CO<t>APMA TPEM)].MHf"A)]. OT SGS, 3a 

CJIeJlHHTe JleHHocTH: Ha eJlPo C npOJlYKTH, MeJlHUHHCKH 

H3JleJIHH, CaHHTapHO-XHfHeHHH MaTepHaJIH, xpaHHTeJIHH Jl06aBKH H JleTCKH xpaHH, 

K03MeTH4HH npOJlYKTH, npOJlYKTH 3a Jle3HH<peKuHH, Jle3HHCeKUHH H JlepaTH3aUHH. 

Y CJIyrH no npeJlHCTpH6yuH5I, BKJI!04BalUH JIOfHCTHKa, <pHHaHCH, CbxpaHeHHe H 

JlHCTPH6YUHH Ha npOJlYKTH 3a KJIHHWIHH H3nHTBaHH5L )].06pa JlHCTPH6YTopcKa 

npaKTHKa. TbproBlul C MeJlHUHHCKa anapaTypa. CepBH3Ho 06cJ1Y)KBaHe Ha 

060PYJlBaHe 3a KJ1HHH4Ha JlHarHOCTHKa - KonHe; 

5.2. ISO 9001 :2008 H ISO 13485:2003 Ha npOH3BOJlHTeJIH 

KonHe C Ha e3HK; 

5.3. )].eKJIapaUHH 3a CbOTBeTCTBHe 3a 3a KOHTO cepTHcpHKaT 3a 

Ka4eCTBO e HenpHJIO)KHM CbfJIaCHO )])1peKTHBa 93/42/EHO HJ1H )].HpeKTHBa 

98179/EEC, H3JlaneHH OT HOTH<pHUHpaH no CMHCbJIa Ha 3MH H 30n 

3aBepeHH KonHH C npeBOJl Ha 6bJIrapCKH e3HK; 

5.4. PaJperneHHe N2 IV-P-T IMM-259! 09.01.2008 r., 3a ThprOBHH Ha eJlpo C 

MeJlHUHHCKH H3JleJIHH H nOCJIeJlBalUH npoMeHH, H3JlaJleHH OT HAJl 3aBepeHH KOnH5I; 

5.5. )].eKJIapaW1H 3a MHHHMaJIeH OCTaTb4eH CpOK Ha roJlHOCT Ha npeJl,laraHHTe 

KOHCYMaTHBH OpHfHHaJI; 

5 nHCMO OT BaJIHJlHH npaBa 

3a npoJla)K6a Ha Ha PEbJIrapHH Ha MeJlHUHHCKHTe H3JleJ1HH Ha 

npOH3BOJlHTe,151, Ha HMeTO Ha "Co<papMa TpeHJlHHr" A)]., BbB C B 

HaCTOHlUaTa nopb4Ka, BaJIHJlHH 3a cpoKa Ha JlOfoBOpa - OpHfHHaJl C 

0cpHUHaJIeH npeBO)l Ha 6bJIrapCKH e3HK; 

5 AHaJIH3eH cepTH<pHKaT, JlOKYMeHTHpalU npOH3xOJla H TeKYlUHH KOHTPOJI Ha 

KaqeCTBOTO Ha npeJlJIaraHHTe npOJlYKTH, CbrJIaCHO H3HCKBaHHHTa 3a Jl06pa 

npOH3BOJlCTBeHa npaKTHKa - KonHe H )].eKJIapaUHH 3a npeJlOCTaBHHe Ha 

aHaJIH3HH cepTHcpHKaTH 3a ocpepHpaHHTe r-WJlHUHHCKH peKTHBH H KOHcYMaTHBH npH 

nOHCKBaHe OT cTpaHa Ha Bb3J10)KHTeJ1H 0pHrHHaJI; 

Pa60THH npOueJlypH IHHCTPYKUHH 3a ynoTpe6a1 Ha npeJlJIaraHHTe peaKTHBH H 

KOHCYMaTHBH - KonHH; 

5 )].eKJIapaUHH OTHOCHO HaJIWmeTO Ha JlOKYMeHTHpaHa CHCTer-m no 4JI. 82, aJI. 3 

OT 3MH 0PHfHHaJI; 

5.10. )].eKJlapaUHH OT npOH3BOJlHTeJIH 3a CbBMeCTHMOCT Ha npeJlJIaraHHTe 

KOHCYMaTHBH, BKJI!04eHH B n03HUHHTa CbC CbOTBeTHHH anapaT, 3a KOHTO ca 

npeJlHaJHa4eHH npH Y4aCTHe 3a KOHCYMaTHBH, IlpeJlHaJHa4eHH 3a anapaTH THn 

,,3aTBopeHa cHcTeMa" - opHrHHaJ!; 

5.11. KaTaJI03H, 6pornypH Ha npeJlJIaraHHTe JIa60paTopHH peaKTHBH H KOHCYMaTHBH 

- 3aBepeHH KOIlHH; 



5.1 )lcKJIapaUH7I 3a 06CT05ITCJICTBam no 'IJI. 51, aJI.l, T. 9 OT 300 Ha 

HaJIH'IHHTC MOTOPHH npH)lpy)[{eHa OT KOnH7I Ha TaJIOHHTe Ha 

)leKnapHpaHHTe KOnH7I; 

5.13. )leKnapaUH51 3a oCHryp7lBaHe Ha KOJIH'feCTBaTa 3a cpoKa Ha )lOrOBOpa ­

5.14. )leKJIapaUH7I 3a 06CTOHTeJICTBaTa no 'IJI. 51, aJI.l, T. 4 OT 300 (P1>KOBO)lCH 

nepCOHaJI H nepCOHaJI, OTfoBopeH 3a H3n1>JIHeHHeTO Ha nOp1>'IKaTa, KaKTO H nepCOH<Ll, 

oTroBap54lll 3a KOHTpOJIa no Ka'leCTBoTo) 0pHfHHal; 

5.15. )leKJIapaUH54, 'Ie 3a cpOKa Ha Ha )lOfOBOpa llle ce nOj]jl1>p)[{aT C1>lllH54 

6pOH JIHua OpHfHHaJI; 

6. 3a 3an03HaBaHe C 	 06pa3eu 

7. 	 )leKnapaUH54 3a Cna3BaHe Ha BCH'IKH ycnOBH7I, Hc06xo)ll1MH 3a H3n1>JIHeHHe Ha 

06pa3eu OpHfHHaJI; 

8. 	 )leKnapaUH51 3a Y'Iacme no 060c06eHH n03HUHH, 06pa3eu N21 OpHfHHaJI; 

9. 	 )leKnapaUH5I no 'IJ1. 3, T. 8 OT 3aKoHa 3a HKOHOMH'IeCKHTe H cpHHaHcoBHTe OTHOmeHH7I 

C )lpy)[{eCTBaTa, perHCTpHpaHH B IOPHC)lHKUHH C npecpepeHUHaJIeH )laHb'IeH pe)[{HM, 

CB1>p3aHHTe C T7IX JIHua H TeXHHTe )leHCTBHTenHH c06cTBeHHUH, 06pa3eu N27 ­

°PHrHHaJI; 

10. )leKJIapaUH7I 3a JIHnCa Ha nO)lH3n1>JIHHTeJIH, N!.!8 OpHfHHaJI; 

11 )leKnapaUH51 3a B Ha )lOrOBOp, N!.! 1 
)leKJIapaUH7I no 'IJI. 55, aJI. 7 OT 300 H 3a JIHnCa Ha 06CT07lTeJICTBO no 'IJI, 

8, aJI. 8, T. 2 OT 300, 06pa3eu N26- OpHfHHaJI; 

12. 3a7lBneHHe 3a Y'IaCTHe OT "CocpapMa TpeH)llmf" A)l 3a yqacTHe B HaCTOHlllaTa 

npOue)lypa, o6pa3eu N!.! 1- OpHfHH<Ll; 

13. A)lMHHHCTpaTHBHH CBe)leHH54, o6pa3eu - OpHfHHaJI; 

14. )loKYMeHT 3a BHeceHa rapaHUH54 3a Y'IaCTHC B npoUe)lypaTa - I>aHKoBa rapaHUH54 3a 

Y'laCTHe no 060c05eHa n03HUH54 N22, B noma Ha "MI>AJ1-I>yprac" B 

pa3Mep 1 800,00 neBa (xwlRoa U oceMcmomUH Jle6a) - OpHfHHaJI; 

15. 	 Ha H HHcpopMaUHsna, ce B ocpepTaTa OPHfHHaJI, 

Ha xapTHeH H eJIeKTpOHeH HOCHTeJI; 

16. HbJIHOMOlllHO 3a npe)lCTaBHTenCTBO- HOTapHalHO 3aBepeH OpHfHHaJI. 

II. 	)loKYMeHTH 3a nO)l6op 3a KOHCYMaTHBH H peaKTHBH 3a HMYHonOfH'IeH aHaJIH3aTOp 

i 2000" (060co6eHa n03HUH7I N23) : 

3a C1>CT054HHe OT AreHUH54Ta no BnHCBaHH54Ta 

N2 2015/08.04.2014 r. - HOTapHaJIHO 3aBepeHo KonHC; 

2. 	 )laH1>'IHa pefHcTpaUH54, MC perHcTpaUH54 H KO)l no I>YllCTA T 3aBepeHH KonH54; 

3. 	 )leKJIapaUH5I no 'IJI.47, OT 300, nO)lnHCaHa OT )lHMHTbp reOprHeB )lHMHTPOB, 

OrH54H I1BaHoB AJIeKCaH)l1>p KaJIocpepoB PaH'IeB 3a JIHnCa Ha 06CT05ITeJICTBaTa 

no aJI.l, aJI.2, T.], 4 H 5 H aJI.5 OT 300 (no o6pa3eu) OpHrHHaJI; 

4. 	 )loKa3aTeJICTBa 3a TeXHH'IeCKHTe B1>3MO)[{HOCTH 3a Inn1>nHeHHe Ha nOp1>'IKaTa: 

L l. CepTHcpHKaT ISO 9001:2008 Ha "CO<I>APMA TPEM)lI1Hr"A)l OT 3a 

Cne)lHHTe )lCHHOCTH: T1>prOBH51 Ha e)lpo C neKapcTBcHH npO)lYKTH, Me)lHUHHCKH 

H3)leJIHH, caHHTapHo-xHrHeHHH MaTepHaJIH, xpamneJIHH )106aSKH H )leTCKH xpaHH, 

K03MeTH'IHH npO)lYKTH, npO)lyKTH 3a lle3HHcpeKUH54, )le3HHCCKUH5I H )lCpaTH3aUH5I. 

Y CJIYfH no npellHcTpH6YUH54, BKnIO'IBaUlH norHCTHKa, cpHHaHcH, C1>XpaHeHHe H 

)lHCTPH6YUH54 Ha npOUYKTH 3a KJIHHHtIHH H3nHTBaHH5I. )l06pa )lHCTPH6YTopcKa 

npaKTHKa. T1>PfOBH5I C Me)lHUHHCKa anapaTypa. 06c.1Y)[{BaHC Ha 

060PY)lSaHe 3a KJIHHH'IHa )lHafHOCTHKa - 3aBepeHO KonHe; 



CepTHcpHKaT ISO 9001 :2008 H ISO 13485:2003 Ha npoH3BolUITemi - 3aBepeHo 

KonHe C npeBO.l1 Ha 6bJlrapCKH e3HK; 

1.3. )leKJlapaUHH 3a CbOTBeTCTBHe, 3a 3a KOHTO cepTHcpHKaT 3a 

Ka'1eCTBO e HenpHJ10)KHM CbfJ1aCHO 93/42/E110 HJlH 

98/79/EEC, H3.l1a.l1eHH OT HOTHcpHUHpaH opraH no CMHCb,la Ha 3Ml1 H 30n ­

3aIJer:)eHH KOnH5I C npeBO.l1 Ha e3HK; 

1.4. PIDperneHHe NQ IV-P-T IMI1-259/ 09.01.2008 r., 3a ThprOBHSI Ha e.l1po C 

Me.l1HUHHCKH H3.l1eJlH5I H nOCJle.l1BallUI npoMeHH, H3.l1a.l1eHH OT I1An - 3aBepeHH KOnH5I; 

1 )leK,lapauHSI 3a MHHHMaJIeH OCTaTh'1eH CpOK Ha rO.l1HOCT Ha npe.l1JlaraHHTe 

KOHcYMaTHBH - OpHfHHaJI; 

1 OTopH3auHoHHo nHCMO OT npOH3B0.l1HTeJ15I, Y.l10CToBep.smalilo BaJIH.l1HH 

3a npo.l1a)K6a Ha TepHTopHSITa Ha PEbmapHH Ha Me.l1HUHHCKHTe H3.l1enH.H Ha 

npOH3B0.l1HTe.1SI, Ha HMeTO Ha "CocpapMa TpeM.l1HHr" A)l, BbB Bpb3Ka C Y'1aCTHe B 

HaCT05IlllaTa nOpb'1Ka, BaJIH.l1HH 3a cpoKa Ha .l10rOBOpa OpHfHHaJI C 

0cpHUHaJIeH npeBO.l1 Ha 6bJ1fapCKH e3HK; 

1.7. AHaJIH3eH cepTHcpHKaT, .l10KYMeHTHpalil npOH3x0.l1a H TeKYlllH5I KOHTPO,l Ha 

Ka"leCTBOTO Ha np0.l1YKTH, CbfJ1aCHO H3HCKBaHHSITa 3a .l106pa 

npOH3B0.l1CTBeHa KonHe H )leKJIapaUH.s1 3a npe.l10CTaB5IHe Ha 

aHaJIH3HH cepTHcpHKaTH 3a ocpepHpaHHTe Me.l1HUHHCKH H KOHcYMaTHBH npH 

nOHCKBaHe OT CTpaHa Ha - OpHfHHaJI; 

1.8. Pa60THH npOue.l1ypH IHHCTPYKUHH 3a ynoTpe6a/ Ha peaKTHBH H 

KOHCYMaTHBH 3aBepeHH KonH5I; 

1.9. )leKJIapaUH.s1 OTHOCHO HaJIH"lHeTO Ha .l10Kj'MeHTHpaHa CHCTeMa no qJl. 82, aJI. 3 

OT 3Ml1 - 0pHrHHful; 

1.10. )leKJlapaUH5I OT npOH3B0.l1HTeJl.H 3a CbBMeCTHMOCT Ha npe.l1naramne 

KOHCYMaTHBH, BKJIlO"leHH 3a KOMTO ca 

npe.l1HIDHa"leHH npH 3a KOHcYMaTHBH, THn 

cHcTeMa" 0pHrHHaJI; 

1.11. 	 KaTaJI03H, 6pornypH_Ha npe.l1~laraHHTe Jla60paTopHH peaKTHBH H KOHcYMaTHBH 

3aBepeHH KOnH.sI; 

1.12. )leKJlapaUHSI 3a no "lJl. 51, aJI.l, T. 9 OT 30n (cnHcbK Ha 

HaJIHqHHTe MOTOPHH npeBo3HH Cpe.l1CTBa), npH.l1PY)KeHa OT KOnH.H Ha TaJIOHHTe Ha 

.l1eKJ1apHpaHHTe OpHfHHful H KonHSI; 

1.13. )leKJlapaUH.H 3a oCHryp.slBaHe Ha KO~ll1'-IeCTBaTa 3a cpoKa Ha .l1orOBOpa ­

°PHfHHaJI; 

1.14. )leK.lapaUHSI 	3a no (m. 51, aJI.l, T. 4 OT 30n (pbKOBO.l1eH 

3a H3nb,lHeHHeTO Ha KaKTO H 

3a KOHTpo.la no KaqeCTBoTo) ­

1.15 )leKJIapaUH.H, "Ie 3a cpoKa Ha CblUH5I 

6pOM J1Hua 0pHrHHaJI; 

2. )leKJIapaUHSI 3a 3an03HaBaHe C .l10KYMeHTaUH.HTa, no 

3. 	 )leKnapaUH5I 3a cnIDBaHe Ha BCH"lKH YCJlOBH.H, Heo6xo.l1HMH 3a H3nbJlHeHHe Ha 

no o6pIDeu­

4. )leKJlapaUH5I 3a yqaCTHe no n03HUHH, no - OpHfHHaJI; 

5. 	 )leKJlapaUH5I no (1.1. T. 8 OT 3a HKOHOMR"leCKHTe H cpHHaHcoBHTe OTHOrneHH.sI 

pefHCTpHpaHH B lOPHC.l1HKUHH C .l1aHbqeH pe)KHM, 

C TSIX JlHua H TeXHHTe .l1eMCTBHTeJ1HH co6cTBeHHUH, no 


opHfHHal; 


6. 	 )leKJlapaUH5I 3a mmca Ha n0.l1H3nbJlHHTeJ1H Ino "lJl. 56, aJI.I, T. 8 OT 30n/, no oooa::lell 

OpHfHHaJI; 

http:OTHOrneHH.sI
http:KOHTpo.la
http:leKJIapaUH.s1
http:leKJIapaUH.s1
http:npeBO.l1
http:npeBO.l1
http:npeBO.l1


7. 	 J],eKJIapaUlUl 3a npHeMaHe ycnOBI-UlTa B npoeKTa Ha ,llOrOBOp, no 06pa3eu OpHrHHM; 

8. 	 J],eK,lapaUHH no Yn. aTJ. 7 OT 30n H 3a _lHnca Ha 06cTQ)nencTBo no Y,l. 8, M. 8, T. 

2 OT 30n, no 0pHrHHa1; 

9. 	 3aHBJ1eHHe 3a yyaCTHe OT "CocpapMa TpeH,llHHr" AJ], 3a yyaCTHe B HaCTOHll{aTa 

npOue,llypa,no 

10. 	 CBe,lleHHH, no 06pa3eu - 0pHrHHa1; 

11. 	 3a BHeceHa rapaHuHH 3a Y4acTHe B npoue,llypara - baHKoBa rapaHUHH 3a 

Y4acTHe no 060c06eHa n03HUHH N23, yYpe,lleHa B noma Ha "MbAn-byprac" AJ]" B 

pa3Mep 815,00 neBa (oceMCmOmW-I U nemHaoecem /leea) 0PHrHHa.:1; 

12. 	 Ha ,llOKYMeHTHTe H HHcpopMaUHHTa, Cb,llbp)KaUlH ce B ocpepTaTa opHnma1, 

Ha xapnieH H HOCHTe,l; 

13. nbnHOMOlUHO 	 3a npe,llCTaBHTe,lcTBo Ha HMeTO Ha KM051H HacKoB MOHeB 

HOTapHMHO 

J],oKYMeHTH 3a nO,ll60p 3a KOHcYMaTHBH H 


DYN 3700" (060c06eHa n03HUHH N24): 

1. 	 Y,llOCTOBepeHHe 3a AKTYMHO CbCTOHHHe OT AreHUH51Ta no BnHCBaHHHTa 

N2 2015/08.04.2014 r. - HOTapHMHo 3aBepeHo KonHe; 

2. perHCTpaUHH, MC perHcTpaUHH H Ko,ll no bYnCTAT - 3aBepeHH KonHH; 

3. 	 J],eKJ1apaulUl no M.9 OT 30n, 06pa3eu 0pHrHHaTI; 

4. 	 3a TeXHH'ieCKHTe Bb3MO)KHOCTH 3a H3nbJ1HeHHe Ha nOpbYKaTa: 

5.1. CepTHcpHKaT 9001 :2008 Ha "CO<t>APMA TPEMJ],J.1Hr"AJ], OT SGS, 3a 

C;le,llHHTe npO,llyKTH, Me,llHUHHCKH 

H3,llenH51, ,ll06aBKH H ,lleTCKH 

K03MeTH4HM npO,llyKTH, npO,llyKTH 3a ,lle3HHcpeKUHH, ,lle3HHCeKUHH H 

Y CJ1yrH no npe,llHCTpH6YUH51, BKmOYBalUH nOrHCTHKa, cpHHaHcH, H 

,llHCTPH6YUHH Ha 3a KJ1HHHYHH H3miTBaHHH. J],06pa ,llHCTPH6YTopcKa 

npaKTHKa. TbproBlUl C Me,llHUHHCKa anapaTypa. 06cnY)KBaHe Ha 

060pY,llBaHe 3a KnHHH4Ha ,llHafHOCTHKa - 3aBepeHo KonHe; 

5 CepTHcpHKaT ISO 9001 :2008 H ISO 13485:2003 Ha npOH3BO,llHTenH 3aBepeHo 

KonHe C Ha 6bnrapcKH e3HK; 

J],eK,lapaUHH 3a CbOTBeTCTBHe 3a 	 3a KOHTO cepTHcpHKaT 3a 

KayeCTBO e HenpH_10)KHM CbL1aCHO J],HpeKTHBa 93/42/E110 H_1H J],HpeKTHBa 

981791EEC, H3,lla,lleHH OT HOTHcpHUHpaH opraH no CMHCb;la Ha 3MJ.1 M 30n 

KonHH C Ha 6bnrapCKH e3HK; 

5.4. Pa3perneHHe NQ IV-P-T IMJ.1-2591 09.01.2008 r., 3a Ha e,llpo C 


Me,llHUHHCKH H3,lle~lHH H nOCne,llBalUH npOMeHH, H3Lla,lleHH OT l1An 3aBepeHH KOnH51; 


5 J],eKnapaUH51 3a MHHHMMeH OCTaTbyeH CpOK Ha fOLlHOCT Ha 


KOHcYMaTHBH OpHfHHM; 


5.6. OTopH3aUHoHHo nHCMO OT npoH3BoLlHTeJ1H, y,llOcTOBepHBalUo BMHLlHH 


3a npoLla)K6a Ha Ha PbbnraplUl Ha Me,llHUHHCKHTe H3LlenHSI Ha 


npOH3BOLlHTe_1H, Ha HMeTO Ha "CocpapMa TpeHLlHHf" AJ]" BbB C yyaCTHe B 


HaCTOSllUaTa 06rnecTBeHa nopb4Ka, Ba1HLlHH 3a cpoKa Ha LloroBopa - OpHfHHM C 


0cpHUHMeH npeBOLl Ha e3HK; 


5 AHMH3eH ,llOKYMeHTHpalU npOl13XO,lla H TeKYlUMH Ha 


KayeCTBOTO Ha npe,llnaraHHTe npoLlyKTH, CbfnaCHO H3HCKBaHHHTa 3a ,ll06pa 


npoH3BoLlcTBeHa npaKTHKa - 3aBepeHo KonHe H J],eKnapaUH51 3a npeLlOCTaBHHe Ha 


aHMH3HH cepTHcpHKaTM 3a ocpepHpaHHTe Me,llHUHHCKH peKTHBH H KOHcYMaTHBH npH 


nOHCKBaHe OT CTpaHa Ha Bb3J10)KHTe,lH OpHrHHM; 


5 J],eKnapaUHH OTHOCHO HMHYHeTO Ha ,lloKYMeHTHpaHa CHCTeMa no Yn. 82, M. 3 


OT 3Ml1 0pHrHHaTJ; 




Jl.eKnapaUH51 OT npOlBSO.!lHTenJl 3a CbBMeCTHMOCT Ha npe.!lnaraHHTe 
BKnIOqeHH B 	 n03HUH5ITa CbC CbOTBeTHH.sI anapaT, 3a KOHTO ca 

flpe.!lHroHaqeHH npH yqacTHe 3a KOHCYMaTHBH, npe.!lHroHaqeHH 3a anapaTH THn 
,,3aTBOpeHa CHCTeMa" opHflman; 
5.10. 	 KaTan03H, 6pornypH Ha npe.!lnaraHHTe na60paTopHH peaKTHSH H KOHCYMaTHBH 

3asepeHH KOnH.sI; 

5.11. Jl.eKnapaUH51 3a 06cT05lTenCTBaTa no qn. 51, al.1, T. 9 OT 30n (cmlcbK Ha 

HaJlU'IHHTe MOTOPHH npH.!lPYlKeHa OT KOnH.sI Ha TaJlOHHTe Ha 
Mnc- OpHrHHaJl H KOnH.sI; 

Jl.eKnapaUH.sI 3a OCHryp.sIBaHe Ha KOnHqeCTBaTa 3a cpOKa Ha .!lOfOBOpa ­

5.13. Jl.eKnapaUH.sI 3a 06CTO.sITenCTBaTa flO qn. 51, aId, T. 4 OT 30n (pbKOBO.!leH 
H flepcoHan, OTfoBopeH 3a H3flbnHeHHeTO Ha flOpbqKaTa, KaKTO H 

oTrOBap.sIrn 3a KOHTpona flO KaqeCTBoTo) - 0pHrHHal; 
5.14. Jl.eKnapaUH.sI, qe 3a cpoKa Ha .!leHCTBHe Ha .!lOfOBOpa we ce flO.!l.!lbplKaT CbWH.sI 
6pOH nHua - OpHrHHan; 

6. 	 Jl.eKnapaUH51 3a 3afl03HaBaHe C .!lOKYMeHTaUH5lTa, 
7. 	 Jl.eKnapaUH.sI 3a cflroBaHe Ha BCHqKH ycnOBH.sI, He06xo.!lHMH 3a H3nbnHeHHe Ha 

06proeu OpHftlHan; 
8. 	 Jl.eKJlapaUH.sI 3a yqaCTHe no 060c06eHH fl03HUHH, 06proeu N213 0pHrHHal; 
9. 	 Jl.eKnapaUH.sI no qn. 3, T. 8 OT 3aKoHa 3a HKOHOMHqeCKHTe H cpHHaHcoBHTe OTHOrneHH.sI C 

.!lPYlKeCTBaTa, 	 pefHCTpHpaHH B IOPHC.!lHKUHH C flpecpepeHUHaleH .!laHbqeH pelKHM, 
CT.sIX ,1Hua H TeXHHTe .!leHCTBHTenHH c06cTBeHHUH, 06proeu Nr17- OpHrHHaJl; 

10. Jl.eKnapaUH.sI 3a ,1Hflca Ha flO.!lH3nbnHHTenH, 06proeu 0pHfHHa1; 
11. Jl.eKnapaUl,tSl 3a npHeMaHe YCJIOBHSlTa B npoeKTa Ha .!lOrOBOp, 06proeu N21 0 - 0pHrHHaJl; 
12. Jl.eKnapaUH.sI no qn, 55, an. 7 OT 30n H 3a nHnca Ha no q,l, 8, al. 8, T. 2 OT 

30n, 06proeu OpHrHHa\l; 
13.3a.sIBneHHe 	3a OT "COtt.>APMA TPEHJl.I1Hf" AJl. 3a yqaCTHe B HaCT05l1uaTa 

flpOue.!lypa, NQl 0pHrHHal; 
14. A.!lMHHHCTpaTHBHH CBe.!leHH.sI, 06pa3eu N22 ­
15. 	 3a BHeceHa rapaHUH.sI 3a yqaCTHe B 

yqaCTHe no 060c06eHa n03HUH.sI N24, yqpe.!leHa B floma Ha 
proMep 320,00 neBa (mpucma u oeaoecem Jleea) - opHfHHan; 

16. CnHcbK 	Ha .!lOKYMeHTHTe H HHcpopMaumua, Cb.!lbplKalUH ce B ocpepraTa OpHrHHal, Ha 
xapTHeH H eneKTpOHeH HOCHTen; 

17. TIbnHoMolUHO 3a npe.!lCTaBHTencTBo Ha HMeTO Ha Kano.slH HacKoB - HOTapHaJlHO 
3aBepeH OpHrHHan; 

npH H3BbprneHaTa npoBepKa Ha npe.!lCTaBeHHTe .!lOKYMeHTH 3a flo.!l60p 3a 
ropenOCOqeHHTe 060c06eHH fl03HUHH H CbOTBeTCTBHeTO HM C YCJIOBH.sITa Ha Bb3nolKHTen5l, 
npe.!lBH.!l flonyqeHa l1HcpopMaUH5I C flHCMO BX. N<:d 158/27.01.2015r. Ha "MoAll-oyprac" AJl. 
OTHOCHO npeKpaTeHH .!lHCTPH6YUHOHHH B3aHMOOTHOrneHH5I MelK.!lY H "COtt.>APMA 

KaTO OTopH3HpaH .!lHCTPH6yrop Ha AoOT, KOMHCH5ITa B3e Ha 
OCHOBaHHe qn. 68 aJl.II T.l OT 30n .!la H3HCKa OT "CO<I>APMA TPEHJl.I1Hf" AJl. 
HH¢OPMaUH5I H .!laHHH OTHOCHO H .!laTaTa Ha npeKpanlBaHe Ha 
.!lHCTPH6YUHOHHH B3aHMOOTHOrneHH.sI MelK,Uy AoOT H "COtt.>APMA TPEHJl.I1Hf" AJl., 
KacaerUH yqaCTHeTO Ha "COtt.>APMA TPEHJl.I1Hf" AJl. 3a 060c06eHa n03HUH.sI N22 -
KOHcYMaTHBH H peaKTHBH 3a KJIHHHKO-XHMHqeH aHanH3aTop "ARCHITECT C 8000", 
060c06eHa n03HUHH N23 - KOHcYMaTHBH H peaKTHBH 3a HMYHonOrHqeH aHalH3aTop 

i 	 2000" H 060c06eHa n03HUHH N24 - KOHcYMaTHBH H peaKTHBH 3a 

http:n03HUH.sI
http:B3aHMOOTHOrneHH.sI
http:n03HUH.sI
http:rapaHUH.sI
http:CBe.!leHH.sI
http:Jl.eKnapaUH.sI
http:Jl.eKnapaUH.sI
http:OTHOrneHH.sI
http:Jl.eKnapaUH.sI
http:Jl.eKJlapaUH.sI
http:ycnOBH.sI
http:Jl.eKnapaUH.sI
http:Jl.eKnapaUH.sI
http:Jl.eKnapaUH.sI
http:Jl.eKnapaUH.sI
http:CbOTBeTHH.sI


XeMaTOJIOrHlIeH 6p05lll "CELL OYN 3700" OT TexHHlIeCKaTa cneuwlmKaUH5I Ha HaCT05lLUaTa 
npouenypa. 

npenBHn rOpeH3JIO)f{eHOTO H Ha OCHOBaHHe lIJI. 68, M.8 H M.9 OT 30n, KOMHCH5ITa 

YKa3Ba Ha Y1-IaCTHHKa "CO<l>APMA TPEI1)lI1Hr" AX{ B CpOK OT 5 pa60THu }lHU OT 

nOJIY'-IaBaHe Ha KonHe OT HaCT05lLUH5I npOTOKOJI na npenCTaBH H3HcKyeMHTe HH<p0pMaUH5I H 
naHHH. 

5. npH npoBepKa Ha npe)lJlO)f{eHHeTO Ha "PMJI.AKOM" EOO)1, - rp. CO<pH5I, EI1K 

175040885, CbC cenMHLUe H anpec Ha ynpaBJIeHHe rp. CO<pH5I 1618, paMoH P-H KpacHo ceJIO, 

YJI. "KOJIOMaH" N~d, AnMHHHcTpaTHBHa crpana "CJIaBH5I", o<pHC 217, npenCTaBJI5IBaHO OT 
)lello neTpoB )lelleB-ynpaBHTeJI 6ewe YCTaHoBeHo, lie CbLUOTO e npencTaBeHo B 

CbOTBeTCTBHe C pa3nOpen6aTa Ha lIJI. 57, M.2 OT 30n H Cbnbp)f{a: nJIHK N~d - ,,)loKYMeHTH 

3a non60p" 3a 060c06eHH n03HUHH, 3a KOHTO YllacTHHKa e npenCTaBHJI npenJIO)f{eHHe, a 

HMeHHO: 060c06eHa n03HUH5I N221-"AHTH6HoTHlIHH H aHTHMHKOTHlIHH nHcKoBe"; 

060c06eHa n03HllH5I N222- ,,)lHarHocTHlIHH cepyMH 3a arnYTHHaUH5I Ha lIpeBHH naToreHH"; 

060c06eHa n03HUH5I N223-"TecT nHCKOBe H MaHYMHH 6aKTepHOJIOrHlIHH TeCTO Be 3a 

6HOXHMHlIHa HneHTH<pHKaUH5I"; 060c06eHa n03HUH5I N224- "CYXH xpaHHTeJIHH cpenH H 
rOTOBH 3a ynoTpe6a cpenH"; 060c06eHa n03HUH5I N226-"ObP3H TeCTO Be 3a JIaTeKC 

arJIYTHHaUH5I"; 060c06eHa n03HUH5I N227 - "PeaKTHBH"; 060c06eHa n03HUH5I N228­
"nJIaCTMaCoBH KOHcYMaTHBH 3a MHKp06HOJIOrH5I"; 060c06eHa n03HUH5I N230 
"KoHcYMaTHBH 3a ueHTbp no penponYKTHBHa MenHUHHa" H 060c06eHa n03HUH5I N231­

"KoHcYMaTHBH 3a CHCTeMa 3a nHrHTMHa HneHTH<pHKaUH5! -anapaT "BaMTeK 2" nJIHK N22 ­
"npenJIO)f{eHHe 3a H3nbJIHeHHe Ha nopbllKaTa" 3a ropeonHcaHHTe 060c06eHH n03HUHH H 
nJIHK N23 - "npenJIaraHa ueHa". npenH na npHcTbnH KbM OTBap5lHe H npoBepKa Ha 

nOKYMeHTHTe, npencTaBeHH C nJIHK N21, TpHMa OT lIJIeHOBeTe Ha KOMHCH5!Ta nOnnHcaxa nJIHK 

N23, CJIen KoeTO npenCenaTeJI5! Ha KOMHCH5ITa OTBOPH nJIHK N22 H TpHMa OT lIJIeHOBeTe Ha 

KOMHCH5ITa nOnnHcaxa BCHlIKH nOKyMeHTH, Cbnbp)l(aLUH ce B Hero. 
n pencenaTeJI5IT Ha KOMHCH5ITa OTBOPH nJIHK N21 ,,)loKYMeHTH 3a non60p" Ha 

"PI1)lAKOM" EOO)l, onOBeCTH nOKYMeHTHTe H HH<popMaUHSlTa, Cbnbp)f{aLUH ce B nJIHKa. 
KOMHCH5ITa npOBepH CbOTBeTCTBHeTO HM CbC cnHCbKa no lIJI. 56, M.I, T.14 OT 30n. 

npH H3BbpweHaTa npoBepKa Ha nOKYMeHTHTe B nJIHK N21 OT npenJIO)f{eHHeTO Ha 

"PI1)lAKOM" EOO)l, nOCOlleHH B cnHCbKa H npoBepKa Ha CbOTBeTCTBHeTO HM, 6ewe 

YCTaHOBeHO, lie Y'-IaCTHHKbT e npenCTaBHJI CJIenHHTe nOKYMeHTH: 
I. 	 )loKYMeHT 3a EI1K; 
2. 	 PerHCTpaUHSI no 3.ll,UC; 
3. 	 )leKJIapaUHSI no lIJIA7, M.9 OT 30n - 06pa3eu N2 5. 
4. 	 CepTH<pHKaT ISO 900 1:2008 Ha HMeTO Ha 

YlIaCTHHKa; 
5. 	 CepTH<pHKaT ISO 9001 :2008, EN ISO 13485:2003 Ha HMeTO Ha 

npOH3BOnHTeJIHTe; 
6. 	 L1.eKJIapaUHH 3a CE MapKHpoBKa; 
7. 	 Pa3peWeHHe 3a TbprOBH5! Ha enpo C MenHUHHCKH H3neJIH5I; 

8. 	 L1.eKJIapaUH5! 3a MHHHMMeH OCTaTblleH CpOK Ha ronHOCT; 
9. 	 OTopH3aUHoHHH nHCMa OT <pHpMHTe-npoH3BOnHTeJIH; 
10. Pa60THH npouenypH Ha npenJIaraHHTe peaKTHBH H KOHcyMaTHBH; 
11. KaTM03H Ha npoH3BOnHTeJIHTe; 
12. L1.eKJIapaUH5! 3a CHCTeMa 3a npOCJIe)l5!eMOCT, lIJI.82, MA OT 3MI1; 

13. L1.oKa3aTeJICTBO 3a HMHlIHeTO Ha TpaHcnopTHH cpencTBa H noroBOpH C 

KypHepcKH <pHPMH; 



H3BbpllICHaTa npoBepKa Ha 

o6oco6eHH n03HUHH 

Ha 

KOJ1WieCTBa 3a uemul Ha )lOrOBOpa; 

15. ,lJ,eKJ1apaUHH 3a TeXHHLIeCKHTe J1Hua; 

16. ,lJ,eKJ1apaUHH 3a 3an03HaBaHe C )lOKYMeHTaUHHTa-06pmcu N23; 
17. ,lJ,eKJ1apaUHSI - 06pmeu NQ4; 

18. ,lJ,eIVlapaUH5I. - 06pmeu N213; 
19. ,lJ,eKJ1apaUHH 06pmeu 

20. ,lJ,eKJ1apaUHH nO)lH3nbJIHHTeJ1H - 06pmeu N28; 
21. ,lJ,eKJ1apaUHSI 3a npHeMaHe Ha B Ha )loroBopa-06pmcu NQ 10; 

,lJ,eKJ1apaUH51 06pmeu NQ6; 

23. 3a51BJ1eHHe 3a yqacTHe -06pmcu NQ 1 ; 
A)lMHHHCTpaTHBHH CBe)leHH51 06pmcu 

. fapaHUH51 3a Yt.IaCTHe - nJ1aTe)!(HO Hape)!()laHe H cnHCbK Ha o6oco6emne 

)lOKYMeHTH 3a nO)l6op 3a 

H CbOTBeTCTBHeTO HM C YCJ10BH51Ta Ha 

KOMHCH51Ta npHe 3a BanH)lHH H YCTaHoBH, t.Ie CblUHTe OTrOBap5l.T 

Ha 0651.BeHHTe KprlTepHH 3a nO)l6op, Cb)lbp)!(aLUH ce B 0651.BJleHHeTo H )lOKYMeHTallH5I.Ta 3a 

yt.IaCTHC, nopanH KoeTO KOMHCH51Ta )lOnYCKa npe)lCTaBeHOTO OT "PI1,lJ,AKOM" EOO,lJ, 
npe)lJ10)!(eHHe )lO eTan Ha )lOKYMeHTHTe 
H3nbJ1HeHHe Ha nOpbt.IKaTa". 

B nJ1HK N22-"npe)lJ10)!(eHHC 3a 

6. npH 

200984964, CbC 

Ha Ha "AKBAXHM" 
Ce)lanHLUe H anpec Ha ynpaBJleHHe rp. CO<pHS1 

AA 
1 

- rp. Coqm 51. , 

paHoH P-H I1CKbP, "npo<p. UBeTaH J1mapoB " N283, npe)lCTaBmlBaHo OT KaMe.1HH UaHKoBa­
H3nbJ1HHTeJ1eH )lHpeKTOp YCTaHOBeHO, lie CbLUOTO e B CbOTBeTCTBHe C 

pa1nope)l6aTa Ha t.IJ1. 57, an.2 OT 30n H Cb)lbp)!(a: nJ1HK 1 - ",lJ,oKYMeHTH 3a nO)l6op" 3a 
o6oco6eHH n03HllHH, 3a KOHTO yqacTHHKa e npe)lCTaBHJ1 npe)lJ10)!(eHHe, a HMeHHO: 

o6oco6eHa n03HllH51 N232-"KoHcYMaTHBH 3a KJ1HHHt.IHa naT0J10rH5I." H o6oco6eHa n03HUHH 

NQ33- "KoHcYMaTHBH 3a XHCT0J10rHt.IHa nJ1HK N22 - "npe)lJl0)!(eHHe 3a 
H3nbJ1HeHHe Ha 3a o6oco6eHH n03HUHH H nJ1HK 

ueHa". npe)lH )la npHcnnH KbM OTBap51He H npoBepKa Ha 
npe)lCTaBeHH C n.1HK 1, TpHMa OT t.IJ1eHOBeTe Ha KOMHCH5I.Ta nO)lDHCaXa nJ1HK N23, CJ1e)l 

KoeTO Ha KOMHCHSlTa OTBOPH mIHK N22 H TpHMa OT LlJleHOBeTe Ha KOMHCHHTa 

nO)lnHCaxa BCHt.IKH )lOKYMeHTH, Cb)lbp)!(aLUH ce B Hero. 
npe)lCe)laTeJ1»T Ha KOMHCH5lTa OTBOPH nmlK NQl ",lJ,oKYMeHTH 3a nO)l6op" Ha 

"AKBAXI1M" A,lJ" onOBeCTH )lOKYMeHTHTe H HH<p0pMaUH5I.Ta, Cb)lbp)!(aU.{H ce B nJ1HKa. 
KOMHCH5lTa npOBepH CbOTBeTCTBHeTO HM CbC cnHCbKa no t.IJ1. an.l, T.14 OT 30n. 

npH npoBepKa Ha )lOKYMeHTHTC B nJ1HK NQ I OT npe)lJ10)!(eHHeTO Ha 

.AKBAXI1M" A,lJ" nOCOt.IeHH B cnHCbKa H npoBepKa Ha CbOTBeTCTBHeTO HM, 
YCTaHoBeHo, t.Ie Yt.IaCTHHKbT e npe)lCTaBHJl CJ1e)lHHTe )lOKYMeHTH: 
1. Y)lOCTOBepeHHe 3a aKTyanHo CbCTOHHHe Ha AKBAXI1M A,lJ, - 3aBepeHo KonHe ; 
2. ,lJ,oKYMeHTH 3a perHCTpaUHSI no - 3aBepeHO KonHe ; 

3. 	 ,lJ,eKJIapaUHSI 3a J1HnCa Ha 06CT05lTeJ1CTBaTa no t.IJ1. 47, an. 9, CbfJlaCHO 06pmeu 5 -
OpHrHHan; 

4. CepTH<pHKaT 3a nO)l)lbp)!(aHa CHcTeMa 3a ynpaB.leHHe Ha Kat.IeCTBO ISO 900 1:2008 Ha 

3aBepeHO KonHe ; 
12 Ha npOH3BO)lHTeJ15. CepTH<pHKaT 3a Kat.IeCTBO ISO 9001:2000 H ISO 

3aBepeHO KonHe, npH)lPy)!(eHO C Ha e3HK; 

http:HH<p0pMaUH5I.Ta
http:KOMHCH5I.Ta
http:lOKYMeHTallH5I.Ta


6. 	 ,L(eKJ1apaUl-uJ 3a CbOTBeTCTBHe H HaHeceHa MapKHpOBKa 3a npe)lJ1araHHTe npO)lYKTH ­

3aBepeHo KonHe, C Ha 6bJ1rapCKH e3HK; 

7. 	 ,L(eKJ1apaUH51 3a HenpHJ10)f(HMOCT Ha ,L(eKJ1apaUHSI 3a CbOTBeTCTBHe H CE MapKHpoBKa 

opHfHHan; 

8. 	 Pa1pemeHHe 3a ThprOBH.sI Ha e)lpo C Me)lHUHHCKH H3)leJIH.sI - 3aBepeHO KOlme ; 

9. 	 ,L(eKJIapaUHSI 3a OCTaTh4eH CpOK Ha rO)lHOCT IHe nO-ManKO OT 75%1 - opHfHHan; 

10. ,L(oKYMeHT 	 Ha XHMHKanHTe no REACH, Cbf11aCHO 

(EO) 1907/2006r. - 3aBepeHH KOnH51 B.O., C Ha 

e3HK; 

11. 	AHanH3HH cepTHq,HKaTH H )lpyrH )lOKYMeHTH 3a Ka4eCTBO 3a npO)lYKTH, KOHTO He ca 

Me)lHUHHCKH H3)leJ1HSI no CMHCbJIa Ha 3MH (aKO e npHJIO)f(HMO) 3aBepeHH KOnH51 ; 

,L(eKJ1apaUH51 	 3a nO)l)lbp)f(aHe Ha )lOKYMeHTHpaHa CHCTeMa, CbrJIaCHO H3HCKBaHH51Ta Ha 

411.82, OT 3MH opHfHHan; 

13. 	CnHcbK Ha opHfHHan, C KonHSI Ha TanOHHTe Ha 

- 3aBepeHH KOnH51; 

,L(eKJ1apaUH51 	3a oCHrypSIBaHe He06xo)lHMHTe K011H'-IeCTBa KOHcYMaTHBH 3a ueJ1HSI CpOK Ha 

)lOrOBOpa 0pHrHHan; 

15. ,L(eKJ1apaUHSI, Cb)lbp)f(ama cnHCbK Ha TeXHH4eCKHTe mlUa, KOHTO me npSIKO 

aHfa)f(HpaHI1 C H3nbJ1HeHHeTO Ha nopb4Ka H cnHCbK Ha J1HLlaTa 

OTrOBap5lmH 3a KOHTpOJ1a Ha Ka4eCTBOTO opHfHHan; 

16. ,L(eK11apaUHSI 3a nO)l)lbp)f(aHe Ha CbmHSI 6pOH J1Hua npH H3nbJ1HeHHe Ha nopb4KaTa 

opHrHHan; 

17. ,L(eK11apallH.sI 3a 3an03HaBaHe C 	 CbrJ1aCHO 06proeu 3 ­

18. ,L(eKJIapaLlHSI, 'Ie me cnroBa BCH4KH YCJ10BH.sI He06xo)lHMH 3a H3nbJ1HeHHe Ha 

CbrJ1aCHO 06proeu 4 - opHfHHan; 

19. ,L(eKJ1apaLlH5I 3a Y'IaCTHe no 060co6eHH n03HLlHH, CbrJ1aCHO 06proeLl 13 OpHrHHan; 

,L(eKJ1apaUH5I no OT 3aKoH 3a HKOHOMH4eCKHTe H q,HHaHcoBHTe OTHomeHHSI C 

)lPY)f(eCTBaTa, pefHcTpHpaHH B lOPHC)lHKLlH.sI C npeq,epeHUHaneH )laHb4eH pe)f(YM, 

cBbp3aHHTe C T51X J1Hua H TeXHHTe Cbr11aCHO 06pa1eu NQ7 
0pHrHHan; 

Ll,-,I\.Jl<UU'.UYIJ'l 	3a mmca Ha nO)lH3nbJ1HtlTeJ1H, CbfJ1aCHO 06proeu 8 - opHfHHan; 

3a npHeMaHe Ha B npOeKTa Ha )lOfOBOpa, CbrJ1aCHO 06proeu 1; 
'-J.... l'j""''-'<uUJ'n no 4JI. 55, an. 7 OT 30TI 3a J1HnCa Ha no 411.8, an. T. 20T 

30TI, CbfJ1aCHO 06proeLl 6 - OpHrHHan; 

24. 3aSIBJ1eHHe 3a Y4aCTHe, CbrJIaCHO 06pa1eu 1 - OpHrHHan; 

. A)lMHHHCTpaTHBHH CBe)leHH5I, CbfJ1aCHO 06proeu 2 - opHfHHan; 

26. ,L(oKYMeHT 3a BHeceHa rapaHLlHSI 3a Y'-IaCTHe, npH)lPY)f(eH OT cnHCbK Ha n03HUHHTe, 3a 

KOHTO ce OTHacSI - opHfHHan; 


CnHcbK Ha )lOKYMeHTHTe - opHfHHan Ha xapTHeH H eJI. HOCHTeJ1; 


28. 	TIbJ1HOMOmHo Ha 11HueTO, ynbJ1HOMOmeHO )la nO)lnHme oq,epTaTa OpHrHHan. 

TIPH H3BbpmeHaTa npoBepKa Ha npe)lCTaBeHHTe )lOKYMeHTH 3a nO)l60p 3a 

ropenOC04eHtITe 06oc06eHH n03HUHH H CbOTBeTCTBHeTO HM C YCJ10BHSITa Ha Bb3J10)f(HTeJ151, 

KOMHCHSITa npHe 3a BanH)lHH )lOKYMeHTH H YCTaHOBH, 'Ie CbmHTe oTroBapSIT 

Ha 06.sIBeHHTe KpHTepHH 3a nO)l60p, Cb)lbp)f(amH ce B 06SIBJ1eHHeTO H nOKYMeHTaUH5ITa 3a 

Y4aCTHe, nOpa)lH KoeTO KOMHCH.sITa )lOnYCKa npe)lCTaBeHOTO OT "AKBAXHM" A,L( 

npe)l110)f(eHHe no Ha B nJ1HK - "TIpe)lJ10)f(eHHe 3a 

H3nb11HeHHe Ha 

7. TIPH npoBepKa Ha npe)lJ10)f(eHHeTO Ha "MeJlHUHHCK3 TexHHK3 MHAKeHepHHr" 

00)1, rp. COq,H5I, EMK 831641528, CbC Ce)lanHme H Ha rp. COq,H.sI 

http:COq,H.sI
http:lOPHC)lHKLlH.sI
http:YCJ10BH.sI
http:L(eK11apallH.sI
http:H3)leJIH.sI
http:ThprOBH.sI


1750, :>K.K. 1, 6n. ,,)lHMHTbP MonnoB"I, OT HOHKa 

XpHcToBa feTOBa-XpHcTaHoBa-ynpaBHTeJ1 H )lHMHTbP feoprHeB KOHoB-npoKYPHCT 6ewe 

YCTaHoBeHo, 4e CbWOTO e npe.llCTaBeHO B CbOTBeTCTBHe C pa3nope.ll6aTa Ha 4n. an.2 OT 

300 H Cb.llbp:>Ka: nJ1HK N21 - ,,)loKYMeHTH 3a nO.ll60p" 3a 060c06eHH n03HUHH, 3a KOHTO 

Y4acTHHKa e npe.llCTaBH.1 npe.ll,10:>KeHHe, a HMeHHO: 060c06eHa n03HUIUI N21-"KoHcYMaTHBH 

H peaKTHBH 3a KnHHHKO-XHMH4eH , 060c06eHa n03HUHR N27- "PeaKTHBH 

3a KnHHH4Ha XHMHR c nporpaMH 3a MIRA PLUS"; 060c06eHa 

n03HUHH N29-"KoHcYMaTHBH 3a aHam-l3aTOp ESR , 060c06eHa n03HUHR N210­
"KOHCYMaTHBH H peaKTHBH 3a mIOKoaHMH3aTOp "KABE""; 060c06eHa n03HUHH N21 
"EKcnpecHH J1eHTH 3a , 060c06eHa n03HUHH N213-"KoHcy'MaTHBH H peaKTHBH 3a 

Xe.'.1aTO;10rW-IeH 6pOR4 "QUINTUS"; 060c06eHa n03HUHR N215-"Jla60paTopHa cTbKnapH.SI H 

n;lacTMaca"; 060c06eHa n03HUHR N21 H 3a xeMaTOnOrH4eH 6pO.Sl4 

"MEDONIC' M-cepHR"; 060c06eHa n03HUHH N219-"KoHTpOJ1HH MaTepHMH"; 060c06eHa 

n03HUHH KOHCYMaTHBH 3a MHKp06HOJ10rH.SI"; 060c06eHa n03HUHH 

"KOHCYMaTHBH 3a KnHHH4Ha naTonorHH"; 060c06eHa n03HUHH N233-"KoHcYMaTHBH 3a 

XHCTonorH4Ha JTa60paTopHH'\ nnHK "Ope.llnO:>KeHHe 3a H3nb;lHeHHe Ha nopvIKaTa" 3a 

ropeonHcaHHTe 060c06eHH n03HUHH H IUHK N23 - "Ope.ll;laraHa . Ope.llH .lla npHCTbnH 

KbM OTBapHHe H npoBepKa Ha npe.llCTaBeHH C n;lHK I, TpHMa OT 4neHOBeTe 

Ha KOMHCRSlTa nO.llnHCaxa nnHK N23, cne.ll KOeTO Ha KOMHCHHTa OTBOPH nnHK 

H TpHMa OT 4JTeHOBeTe Ha KOMHCH.SITa rrO.llnHCaXa BCH4KH Cb.llbp:>KalUH ce B 

Hero. 

Ha KOMHCHSITa OTBOPH N21 ,,)loKYMeHTH 3a Ha 

"Me.llHUHHcKa TexHHKa 00)l, onOBeCTH .llOKYMeHHlTe H HH<popMaUHHTa, 

Cb}lbp:>KalUH ce B nJTHKa. KOMHCHHTa npOBepH CbOTBeTCTBHeTO HM CbC cnHCbKa no 4JT. 56, 

a1. 1, T. 14 OT 

OPH H3BbpweHaTa npoBepKa Ha .llOKYMeHTHTe B OJ1HK N21 OT npe.llnO:>KeHHeTO Ha 

"Me.llHUHHcKa TexHHKa HH:>KeHepHHr" 00)l, nOC04eHH B cnHCbKa H npOBepKa Ha 

CbOTBeTCTBHeTO HM, 6ewe YCTaHOBeHO, 4e e Cne.llHHTe 

1. 3a nO.ll60p 3a KOHCYMaTHBHTe H na60paTopHH 

(060c06eHH n03HUHH N2N21, 9,10,12,1 15,1 

1. CnHcbK Ha .llOKYMeHHlTe, Cb.llbp:>KalUH ce 

HOCHTen ICD/ 

2. )leK.rrapaUHR 3a EHK B 10pHrHHM/ 

3. )loKYMeHTH 3a perHCTpaUHH no 3MC /KonHe 3aBepeHo OT Y4acTHHKai 

4. )leK;lapaUHH 3a nHncaTa Ha 06cToSITe.1cTBa no 4n. M. 9 OT 300 -o6pa3eu N25 
/opHniHMI 

5. ISO 9001 :2008 3a CHCTeMa 3a ynpaBneHHe Ha Ka4eCTBOTO Ha 

3aJ3e[)eH.O OT Y4acTHHKai 

13485:2003 H/H.1H 9001 :2000 3a BHe.llpeHa CHCTeMa 3a 

Ha Ka4eCTBOTO Ha npOH3BO.llHTenHTe /KonHSI OT 

7. )leKJTapaUHH 3a CbOTBeTCTBHe 98179/EC HnH )leKJTapaUHH 3a 

CbOTBeTCTBHe cnope.ll )lHpeKTHBa cepTH<pHKaTH /KonHH 3aBepeHH OT 

Y4acTHHKai 

8. Pa3peWeHHe 3a T'bproBHH Ha e.llpo C Me.llHUHHCKH H3.llenHH, H3.n.a.lleHO OT HAn, 

npH.llPY:>KeHO OT Pa3peWeHHH 3a npOMHHa- /KonHH 3aBepeHH OT Y4acTHHKai 

9. )leKJTapaUHSI 3a OCTaTb4eH Ha rO}lHOCT Ha O<pepHpamITe KOHCYMaTHBH 

/OpHfHHM/ 
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10. OTopmauHoHHH nHCMa - HOTapHaJIHO 3aBepeHH KOmO!; 

11. 	 cepTmim,KaTH - IKonH~ 3aBepeHH OT Y'-IaCTHHKai 


Pa60THH npOue,llypH - /KonH~ 3aBepeHH OT Y'-IaCTHHKai 


13. )leK_'IapaUHH 3a HaJIli'iHeTO Ha ,llOKyMeHTHpaHa CHCTeMa no CMHCbJla Ha fJIaBa Ce,llMa 

OT 3MH /opHrHHaTI/ 

14. )leKJIapaUHH 3a CbBMeCTHMOCT Ha peaKTHBHTe H KOHCYMaTHBHTe C HaJIH'-IHaTa npH 

Bb3JIO)KHTemr anapaTypa H_TIH KaTaJIOf 3a OPHfHHaJIHHTe peaKTHBH H KOHCYMaTHBH; 

lS.)leKJIapaUHH 	3a 060pY,llBaHeTO H TeXHH'-IeCKHTe CbOPb)KeHH~, C KOHTO KaH,llH,llaTa 

3a H3nbJIHemie Ha nOpb'-lKara - MIlC /opHrHHaJI/ 

16. ,/...I,vnu.c,u '-Ie ,lleKJIapHpaHHTe TpaHcnopTHH Cpe,llCTBa ca Ha Ha 

KaH,llH,llaTa 3a ue_'nUI CpOK Ha - TaJIOHH Ha aBTOM06HJIHTe H ,llOrOBOpH 3a JIH3HHf, 

KaKTO H ,llOfOBOP CbC KypHepCKa qmpMa- /KonH~ 3aBepeHH OT Y'-IaCTHHKai 

17. )leK_'IapaUH~ 3a OCHfypHBaHe Ha He06xo,llHMHTe KOJIH'-IeCTBa KOHCYMaTHBH 3a ueJIH~ 

Ha rrr"rr,..:,AnCpOK Ha 

18. Ha JIHuaTa, oTfoBap~lUH 3a H3nb}1HeHHeTO Ha 

Te3H, oTfOBap.HlUH 3a KOHTpOJIa Ha KaqeCTBOTO /OpHrHHaJI/ 

19. )leKJIapaUH~, qe 3a cpoKa Ha H3nb_'IHeHHe Ha nOpb'-lKaTa 

CblUH~ 6pOM JIHUa /opHrHHa'I/ 

20. )leK.'IapaUH~ 3a 3an03HaBaHe C ,llOKyMeHTaUH~Ta 06pa3eu /OPHrHHaJI/ 

21. )leK_'IapaUH5I, '-Ie yqaCTHHKbT lUe cnaJBa BCH'-IKH yCJIOBH~ He06xo,llHMH 3a H3nbJIHeHHe 

Ha 	 06paJeu N24/opHfHHaJI/ 

)leKJIapaUH~ 3a yqaCTHe no 060c06eHH n03HUHH -D6paJeu N2 13 /OPHrHHaJI/ 

23. )leKJIapaUHH no 1.8 OT 3aKoHa 3a HKOHOMH'-IeCKHTe H qmHaHcoBHTe OTHOlllemm 

C ,llPY)KeCTBaTa, perHCTpHpaHH B IOPHC,llHKUHH C npe¢epeHUHaJIeH ,llaHb'-leH pe)KHM, 

cBbp3aHHTe C ux miua H Texmne 06pa3eu N27 /OpHrHHaJIH/ 

24. )leKJIapaUHH 3a JIHnCa Ha nO,llH3nb_'IHHTeJIH -06paJeu NQ8 /opHfHHa'll 

.)leKnapaUH.H 3a npHeMaHe Ha yCJIOBH~Ta B npoeKTa Ha ,llOrOBOpa -V'V~'~~~ 10 

/OPHrIiHaJI/ 

)leKJIapaUH.SI no , aJI.7 OT 30n, H 3a .'IHnCa Ha 06CTO~TenCTBO no '-IJI.8, aJ1.8, 

OT 30Il-06paJeu NQ6 10pHrHHali 

3a Y'-IaCTHe -D6paJeu 1 10PHrHHaJII 


A,llMHHHCTpaTHBHH CBeneHH.H -D6pa3eu 10pHrIiHaJI/ 


29. )loKYMeHT 3a BHeceHa rapaHUH.H 3a Y'-IaCTHe 10pHrHHaJI Ha EaHKoBa rapaHUHH 3a 

Y'-IacTHe/, npH,llPY)KeH OT cnpaBKa KbM rapaHUHHa /OPHrHHaJI/; 

30. fhJIHOMOlUHO Ha JIHueTO nonnHCBalUO o¢epTaTa !HoTapHaJIHO 3aBepeH 0PHrHHaJI!. 

II. 3a 3a H peaKTHBHTe 3a KJIHHH'-IHa 

MHKp06HOJIOrH.SI (060c06eHa n03HUHH NQ 28): 

Ha 	 ce B o¢epTaTa - Ha 

HOCHTen ICD/ 

2.)leKJIapaumI 3a EHK B !opIirHHall ; 

3.)loKYMeHTH 3a ..... .,T'TXt""... " no 3MC /KonIie 3aBepeHo OT 

3a 	JIIinCaTa Ha 06CTO.SITeJICTBa no '-IJI. 

/opHTIiHan/ ; 
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5. CepUl(pHKaT ISO 9001:2008 3a uU"'I-\I_"~"U CHCTeMa 3a Ha KaqeCTBOTO Ha 

yqaCTHHKa IKOIme OT yqaCTI-IHKa/ ; 

6.CepTHcpHKaTH ISO 13485:2003 H/HJm 9001 :2000 3a BHe,upeHa CHCTeMa 3a ynpaBneHHe 

Ha KaqeCTBOTO Ha npOH3Bo,uHTenHTe IKonRSI 3aBepeHH OT yqaCTHHKa/; 

7.)],eKnapaUHH 3a CbOTBeTCTBHe cnope,u )],HpeKTI1Ba 98179/EC HnH )],eKnapaUHH 3a 

CbOTBeTCTBHe cnope,u )],HpeKTHBa H/HnH CE CepTHcpHKaTH /Konml OT 

8.PaJpellleHHe 3a TbproBH5! Ha C Me,uHUHHCKH H3,uenH5!, H3,ua,ueHO OT MAll, 

npH.IlpY)KeHO OT PaJpellleHH5! 3a npOM5!Ha /KonHH OT yqaCTHHKa/ 

9.)],eKnapaUHH 3a OCTaTbqeH Ha fO,uHOCT Ha ocpepHpaHHTe KOHcYMaTHBH /OpHfHHM/ 

10.OTOPH3aIlHOHHH nHCMa HOTapHMHo 3aBepeHH Konml; 

11.Pa6oTHH npOue.IlypH /KonHH OT yqacTHHKa/; 

12.KaTMo3H/6polllYPH; 

13.)],eKnapaUHSI 3a HMHqHeTO Ha .IlOKYMeHTHpaHa CHCTeMa no CMHCbna Ha fJ1aBa ce,uMa 

OT 3MM ; /OpHrHHM/ ; 

14.)],eKnapaUHH 3a CbBMeCTHMOCT Ha I"\p,nrT'U H C HMHl-IHaTa npH VAUP'\fUg'T'T.HnT'T'p 

Bb3nO)KHTeml anapaTypa HnH KaTMOf 3a OpHrHHMHHTe peaKTHBH H KOHcYMaTHBH; - He e 

npHnO)KHMO 

15.)],eKnapaUH5! 3a 060pY.IlBaHeTO H TeXHHqeCKHTe CbOpb)KeHH5!, C KOHTO KaH,uH,uaTa 

paJnonara 3a H3nbnHeHHe Ha MITC 

16.)],oKaJaTencTBa, 'Ie Cpe.IlCTBa ca Ha Ha 

KaH.IlH.IlaTa 3a ueJ1lUI CpOK Ha .IlOfOBOpa - TMOHH Ha aBTOM06HJ1l-:ITe H ,uorOBopH 3a nH3HHf, 

KaKTO H ,uorOBOp CbC KypHepCKa cpHpMa /KonHSI 3aBepemi OT Y'y.aCTHHKa/ ; 

17.)],eKnapauml 3a OCHrypSlBaHe Ha Heo6xo.IlHMHTe KOJ1l-FIeCTBa KOHCYMaTHBH 3a uenHSI 

CpOK Ha ,ueHCTBHe Ha ,uorOBopa; 

18.CnHcbK Ha nHuaTa, 3a H3nbnHeHHeTO Ha nOpbqKaTa, BKnFOqHTenHO Ha 

Te3H, oTroBapSlmH 3a KOHTpona Ha KaqeCTBOTO/OPHrHHM/ ; 

19.)],eKnapaUIUI, 'Ie 3a cpOKa Ha H3nbnHeHHe Ha nOPb~IKaTa yqaCTHHKa me nOJl.Ilbp)Ka 

CblllH5! 6pOH nHua/opHrHHMI ; 

20.)],eKnapaUH5! 3a 3an03HaBaHe C ,uOKYMeHTaUHSlTa o6paJeu /OPHrHHM/ ; 

21 'Ie me cnaJBa BCWIKH ycnoBHSI Heo6xo,uHMH 3a H3nbnHeHHe 

Ha nopVIKaTa~ o6paJeu N24 /OPHrHHMI -; 

3a no o6oco6eHH n03HUHH ---o6paJeu N5'13 /OPHn-IHM! ; 

23.)],eKnapaUHH no ~IJ1.3, T.8 OT 3aKOHa 3a HKOHOMHqeCKHTe H cpHHaHCOBHTe OTHOmeHH5I 

C ,upY)KeCTBaTa, perHCTpHpal-IH B FOPHC.IlHKUHH C npecpepeHUHMeH ,uaHbqeH pe)KHM, 

CBbp3aHHTe C TSIX nHua H TeXHHTe ,ueHCTBHTenHH co6CTBeHHUH~ N27 /OPHrHHMH/ ; 

24.)],eKnapauml 3a nHnca Ha nO.IlH3nbnHHTenH o6paJCU N5'8 /OPHrHHM/; 

25.)],eKnapaUI1S1 3a npHeMaHe Ha ycnoBH5ITa B npoeKTa Ha N~d 0 

/OpHfHHM/ ; 

no M.7oT H 3a nHnca Ha 06CT05!TenCTBO no qn.8, 

OT 30IT - o6paJeu N5'6 /OPHrHHMI ; 

3a 

28.A.IlMHHHcTpaTHBHH CBC.IleHHSI 



29.)J.OKYMeHT 3a BHeCeHa rapaHUHH 3a / EaHKOBa rapaHUHH - OPHfHHaJl/, 

npHnpy)!{eH OT CnpaBKa KbM rapaHUH.sna 10PHfHHaJI; 

30.0bJIHOMOmHO Ha JIHueTO nOnmtcBamO O<pePTaTa IHOTapHaJlHO 3aBepeH OPHTHHaJll. 

III. )J.OKYMeHTH 3a non60p 3a KOHCyMaTHBHTe H peaKTHBHTe 3a KJIHmry.Ha naTOaHaTOMHH 

(060c06eHH n03HUHH N2 N2 H 

1.CnHcbK Ha nOKYMeHTHTe, Cbnbp)!{amH ce B O<pepTaTa Ha XapTHeH H eJIeKTpOHeH HOCHTe,l 

ICDI 

3a B TP /OpHfHHaJI/ ; 

3.)J.oKYMeHTH 3a pefHcTpauHH no 3MC /KonHe 3aBepeHo OT yy.acTHHKa/ ; 


4.)J.eKJIapaUHH 3a ~lHncaTa Ha 06cTo.sne,lcTBa no '-IJI. 47, aJI. 9 OT 300 --o6paJeu N25 

10PHfHHaJlI ; 

5.CepTH<pHKaT 9001:2008 3a BHenpeHa CHCTeMa 3a ynpaBJIeHHe Ha Kay.eCTBOTO Ha 

yy.aCTHHKa IKonHe OT 

6.CepTH<pHKaTH ISO 13485:2003 H/HJIH 9001 :2000 3a LH''''-'-HJ''' CHCTeMa 3a 

Kay.eCTBOTO Ha npoH3BOnHTeJIHTe IKonHH 3aBepeHH OT 

7.)J.eKJIapaUHl1 3a CbOTBeTCTBHe cnopen )J.HpeKTHBa 98179/EC HJIH )J.eKJIapaUHH 3a 

CbOTBeTCTBHe cnopen )J.HpeKTHBa 93/42/EEC H/HJIH cepTH<pHKaTH IKonHH 3aBepeHH OT 

yy.acTHHKaI; 

8.PaJpeIIIeHHe 3a nproBHSl Ha C MenHUHHCKH H3neJIHSl, H3naneHO OT I1An, 

npHnpy)!{eHO OT PaJpeIIIeHHH 3a npoMSlHa IKonHH OT yy.acTHHKal ; 

9.)J.eKJIapaUHSl 3a OCTany.eH CpOK Ha rOnHOCT Ha o<pepHpaHHTe KOHcYMaTHBH 10PHfHHaJl/; 

10.)J.oKYMeHT ynocToBepslBam pefHcTpaUM51 Ha XHMHKaJlHTe no REACH, CbrJIaCHO 

PeLlaMeHT(EO) 1907/2006r.), 3a CbOTBeTHHTe enHHHUH; 

11. PaJpewHTe,lHH, aHaJIH3HH cepTH<pHKaTH H nOKaJBaUl,H Ka'-IeCTBOTO Ha npeLtJIaraHHTe 

H3neJIHSl, KOHTO He ca MenHUHHCKH H3neJIHSl no CMHCb,la Ha 3MI1 H na ce npryBa C 

TSlX l3a HOMeHKJIaTypHH enHHHUH, 3a KOHTO e npH,10)!{HMO/; 

12.)J.eKJIapaUHH 3a HaJlHy.HeTO Ha nOKYMeHTHpaHa CHCTeMa no CMHCbJIa Ha maBa cenMa OT 

3MI1 /OpHfHHaJl/; 


13.)J.eKJlapaUHH 3a CbBMeCTHMOCT Ha H KOHcYMaTHBHTe C HaJlHy.HaTa npH 


Bb3;10)!{IHe,lSl anapaTypa HJIH KaTaJlOr 3a peaKTHBH H KOHcYMaTHBH; - He e 


npHJIO)!{HMO 


14.)J.eKJIapaUM51 3a 060pynBaHeTO H TeXHHy.eCKHTe CbOpb)!{eHlUI, C KOHTO KaHnHnaTa 


paJnOJIara 3a H3nbJIHeHHe Ha nOpby.KaTa - MOe /OpHfHHaJll ; 


15.)J.oKaJaTeJIcTBa, Y.e neKJIapHpaHHTe TpaHcnopTHH cpencTBa ca Ha paJnOJIO)!{eHHe Ha 


KaHnHnaTa 3a ue~lHSl CpOK Ha noroBopa - TaJlOHH Ha aBTOM06HJIHTe H noroBopH 3a JIH3HHr, 


KaKTO H noroBOp CbC KypHepCKa <pHpMa IKonHH 3aBepeHH OT yy.acTHHKai ; 


16.)J.eKJIapaUH51 3a oCHrypslBaHe Ha He06xonHMHTe KOJIHy.eCTBa KOHCYMaTHBH 3a ueJIH5I CpOK 


Ha Ha noroBopa; 


17.CnHcbK Ha ,1HuaTa, OTrOBap5lUl,H 3a H3nbJIHeHHeTO Ha BKJIlO'-IHTeJIHO Ha Te3H, 


OTrOBapHUl,H 3a KOHTpOJIa Ha Kay.eCTBOTO /OpHfHHaJI/ ; 


18.)J.eKJIapaUHH, y.e 3a cpOKa Ha H3nb;lHeHHe Ha 


6pOH JIHua /OpHfHHaJI/ ; 


19.)J.eKJIapaUHSl 3a 3arr03HaBaHe C fuur',",fPU'T"CI. 06pa3eu /OpHfHHaJI/ ; 
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20..L(eKJ1apaUl151, 'Ie Y'IaCTHHKbT llle cna:3Ba BCH'IKH YCJ10BH5I Heo6xoJlHMH 3a H3nbJ1HeHHe Ha 


nOpb'IKaTa- o6pa3eu NQ4 /opHrHHM/ ; 


21 . .L(eKJ1apaUH5I 3a Y'IaCTHe no o6oco6eHH n03HUHH - o6pa3eu NQ 13 /OpHrHHM/ ; 


22. .L(eKJ1apaUHH no 'IJ1.3, T.8 OT 3aKoHa 3a HKOHOMH'IeCKHTe H cpHHaHcoBHTe OTHOlIleHH5I C 


JlpY)KeCTBaTa, perHCTpHpaHH B JOPHCJlHKUHH C npecpepeHUHMeH JlaHb'IeH pe)KHM, 


cBbp3aHHTe C T5IX J1Hua H TeXHHTe Jlei1cTBHTeJ1HH co6CTBeHHUH- o6pa3eu NQ7 /OPHrHHMH/ ; 


23 . .L(eKJ1apaUHH 3a J1HnCa Ha nOJlH3nbJ1HHTeJ1H -o6pa3eu NQ8 /OPHrHHM/ ; 


24..L(eKJ1apaUH5I 3a npHeMaHe Ha YCJ10BH5ITa B npoeKTa Ha JloroBopa - o6pa3eu NQ 10 


/OPHrHHM/ ; 


25.,UeKJ1apaUH5I no 'IJ1.55, M.7 OT 30n, H 3a J1HnCa Ha 06CT05lTeJ1CTBO no 'IJ1.8, M.8, T.2 OT 


30n o6pa3eu NQ 6/0PHrHHM/ ; 


26.3a5lBJ1eHl1e 3a Y'IaCTHe -o6pa3eu NQ 1 /opHrl1HM/ ; 


27 .AJlMl1Hl1CTpaTHBHl1 CBeJleHl151 -o6pa3eu NQ2 /OPl1rHHM/ ; 


28 . .L(oKYMeHT 3a BHeceHa rapaHUl151 3a Y'IaCTl1e /OPHrHHM/, np"JlpY)KeH OT cnpaBKa KbM 


rapaHU1151Ta /OPl1rHHM/; 


29.nbJ1HOMOlllHO Ha J1l1ueTO nOJlnHCBalllO ocpepTaTa /HoTapl1MHO 3aBepeH OPl1rHHM/. 


npH 113BbplIleHaTa npoBepKa Ha npeJlCTaBeHHTe JlOKYMeHTl1 3a nOJl6op 3a 

ropenOCO'IeHl1Te o6oco6eHl1 n0311UHH 11 CbOTBeTCTBl1eTO 11M C YCJ10BH5ITa Ha Bb3J10)Kl1TeJ151, 

KOMl1Cl151Ta npl1e 3a BMHJlHl1 npeJlCTaBeHl1Te JlOKYMeHTl1 11 YCTaHOBl1, 'Ie Cbllll1Te OTrOBap5lT 

Ha 0651BeHl1Te Kpl1Tepl1l1 3a nOJl6op, CbJlbp)Kallll1 ce B 0651BJ1eHl1eTO 11 JlOKYMeHTaUl151Ta 3a 

Y'IaCTl1e, nopaJll1 KoeTO KOMl1Cl151Ta JlOnYCKa npeJlCTaBeHOTO OT "MeJll1UHHCKa TeXHl1Ka 

I1H)KeHep"Hr" OO,U npeJlJ10)KeH JlO eTan pa3rJ1e)KJlaHe Ha JlOKYMeHTHTe B nJ1HK NQ2 ­

"npeJlJ10)KeHHe 3a H3nbJ1He l1e a nOpb'IKaTa". 

npeJlCeJlaTeJ1: ..................... . 4J1eHOBe: 1...... ........... ....... .. 

(Jl-P CT. CJ1aBOB) (Jl-P K. Ua\-I a) 
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