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PEIMEHMWE
N N~ A6G1 /16010047

feosecroen e e Concoceerve

3a kJIacHpaHe HA Y9ACTHHOHUTE H W360p HA H3BJIHHTE 110 npouexypa 3a Bb3jaraHe Ha
obmecTBeHa MOPHYKA, Ype3 MyOJIHYHO ChCTe3aHHe o pena Ha 30II ¢ mpenmer: , Jloctapka,
MOHTaX, HACTPOWKA ¥ BBBEXKIAHE B EKCILIOATALHS Ha 1abopaTopHa amaparypa ¢ Tpu 06ocobeHu
nosuimn: O6ocobena nosumus Ne 1 — Jloctarka, MOHTaKX, HAaCTPOWKa M BBBEXKIAHE B €KCILTOATAIHS
Ha PCR Anapar sa amnimduxanns Ha HyKIeHHOBH kucenwmru: O60coGeHa mosummst Ne 2 —
JlocTaBKka, MOHTaX, HACTPOHKA U BBHBEXIAHE B €KCILIOATAIIMS Ha Amapat 3a XOpU3OHTATHA rejl-
enekTpodopesa 3a pasfeNsHe W ASTEKIHs Ha HYKICHHOBH kucennun, Obocobena moszmmus Ne 3 —
HocraBka, MOHTaX, HACTpO}Ka M BBBEXIAHE B eKciuloaranud Ha CHCTeMa 3a BrCOKOe(eKTHBHA
TeuHa xpomarorpadpus HPLC” otxpura ¢ Pemenue Ne A/16-0606/ 16.11.2016r., ny6Gnuxysano B
Perucrbpa 3a obmectsern mopsuku (POIT) mpu AreHnus 3a obmiecTeHH nopeuxku  (AOII) nox
yaukanes Ne 758095/16.11.2016r., O6ssnerue Ne 758098/16.11.2016r., HICHTH(QHKAHOHEH HOMED
Ha nopwykara B POIT 01346-2016-0001

Ha ocnoBanue un. 181, an. 6, BbB Bpb3Ka ¢ uil. 108, 1.1 ot 3akoHa 3a obIecTRenuTE IOPBUKHU
(30II) u orpasenure B [Tpotoxon Ne 1 ot 12.12.2016r., [Ipotoxon Ne 2 ot 19.12.201 6r., IIporokon
Ne 3 o1 22.12.2016r. u TIpotoxon Ha ocroBanwme wi. 181, an. 4 ot 3011 ot 13.01.2017r. PE3YIITaTH OT
paborata ra KomucusTa, HasHaueHa che 3amosen Ne A/ 16-0650/07.12.2016r. wa Vsosirnre nus
mupexTop Ha HAJI 3a mpopexnasme Ha oOIIecTBEeHA NOpPBUKa, OTKpUTa ¢ Pemenme Ne A/16-

0606/16.11.2016r., myOnuKyBaHo B PerucTppa 3a OGINECTBEHH HOPBYKE (POTI) mpu Arenmus 3a
 06IeCTBeHH MOPHYKH (AOIT) mox ymmxamen Ne 758095/16.11.2016r., OGssienme No

758098/16.11.2016r., nnerTnduKannonen HoMep Ha nopsukata 8 POIT 01346-2016-0001 u wsmsto
BB3MPHCX MOTUBHTE OTPA3CHU B MPOTOKONTE OT paboraTa Ha Komucusra,

PEIIHNX :

L OBABSIBAM KiracupaHeTo Ha y4aCTHHIIHTE B IpoLenypaTa 3a Bb3llarane Ha oOImecTBeHa

- IOpBYKa, Ipe3 MyOnuuHO cheTesanue, o pena Ha 3011 ¢ mpemver »JocTaBKka, MOHTaX, HACTPOHKA 1

BBBEXKIAHE B CKCIIOATAlMA Ha J1abopaTopHa amaparypa ¢ TpH 060coGeHM MO3MIIHH: O6ocobena
mosunust Ne 1 — JloctaBka, MOHT@X, HACTPOHKa H BBHBEKIAHE B cxkemnoaranust Ha PCR Amnapar 3a
amInuKanns Ha HYKIEHHOBH Kucenmuu; O6ocoGema mosmmms No 2 — HoctaBka, MoHTaK,

‘HaCTpOI‘/‘IKa H BBBCXKIOAHE B EKCIIOATalMs Ha AnapaT 3a XOPH30HTAJIHa ren-enempocbopeaa 3a

Ppa3neisaHe ¥ NeTEKIMs Ha HYKJIeHHOBH Kucenuuu; O6ocobera mosumus Ne 3 — HocraBka, MoHTaX,
HAcTpo¥Ka W BBBEXKJaHe B eKcruioaTanus na Cucrema 3a BHCOKOEe(EKTHBHA TeUHa Xpomarorpadus
HPLC”, xaxro ciensa :

I1. 3a OBOCOBEHA IMO3UIIUS Ne 1 “HocraBka, MOHTaX, HacTpoHka u BBBEKIAHE B

-excmnoaranus Ha PCR Anapar 3a amMnnu¢uxanus Ha HYKICHHOBY KHCETHHE® HA OCHOBaHHE uJj1. 22,

an. 5, T. 6, 6yksa ,,r* or 30I1 OTCTPAHSIBAM ot yuactie B nporenypara yJacTHuk ,,JJAHC
DPAPMA“ EOO/I ¢ nonanena odepra Bx. Ne IAL 52138 /06.12.2016r. - 16.314., ¢ anpec rp. Codus
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1202, yn. Unnyctpuanna,. Ne 11, renedpon/ daxc 02/936 70 79, KaToO HEMOAXOISINA MO CMHCHIA Ha
1.25, § 2 ot [P na 30Il n na ocnosasme wr. 107, 1.1 u 1.2. Oyksa ,.a" ot 3011 . yuacTHUKDLT e
OTCTPaHEH OT y4acTHE B PONENYpaTa 3a Bb3Jlarane Ha o0LIeCcTBeHa MOPbYKA.

MOTHUBH:

B o¢eprata Ha yyacTHHKA ce CHLABPKAT: JlokymenT. ymoctoBepsBam mpomsxona Ha
npezaranara gaboparopHa anaparypa, OTOPH3aHOHHO THCMO OT NIPOU3BOIUTEI HA TIpeajiaraHaTta
nabopartopHa anapatypa u Gporrypa Ha npeaiaraHara amnaparypa Ha aHIIHHACKH e3uk. Chriiacuo ui.
101, an. 6 ot 30T u 1. 12.5. ot JlokyMeHTanmsTa 3a YHacCTHE BCHYKH NOKYMEHTH B odeprara TpsGra
fa Op/at Ha OBITapeKy e3HK. AKO B o(epTara ca BKIFOYEeHH NOKYMEHTH Ha 49YXXI €3UK, T€ ClIe]Ba 1a
Ca MpHUIAPYXKEHH C NpeBOoA Ha Obiarapcku esuk. Cprnacuo T. 12.8. o HoxymenTanusra 3a yuacrue
Y9aCTHHK, KOHTO € IpencTasui odepra, KOSITO He OTrOBaps Ha IPEIBAPUTEIHO OOSBEHUTE yCIOBHS
Ha NOpBYKATA C& OTCTPAHIBA OT yHacTHE B IPOLEIYPATa.

2. B Tlonmbarena Tabnmuua 3a CHOTBETCTBHE C MEHHMAIHHTE TEXHHYECCKHA HU3UCKBaHUS
/Mpunoxenue 11.1./ Komucusra ycranosw, ge:

- 3a mapameTsp ,,O6xBaT Ha BB3MOXKHATA TeMIlepaTypHA pasiuKa B OTHEIHUTE SIMKH €
NpeaBUACH Juanazon 1 + 25°C.  y4acTHHKBT e opemiioxun 4 + 99, xoeto wme OTroBaps Ha
MuruManHATe TEXHHYECKATE H3HCKBAHNS HA BB3I0KHTEIS,

- 3a napameTsp ,, Terno® no 10 kr, ywacTHHKBT € npemnoxun 15 KI., KOETO HE OTroBaps Ha
MuHAMAaTHATE TEXHHYECKHTE H3UCKBAHUS HA BB3/IOKHTEIISL

III. 3a ObBOCOBEHA MO3HULHAST Ne 2 »Jl0CTaBKa, MOHTaX, HacTPpOWKa U BBBEKIAHE B
CKCILIOATALMSA Ha ANapaT 3a XOPU3OHTaIHa ren-elekTpodopesa 3a pasnensHe W JeTEKLUs Ha
Hyknennosn xucemunun” OTCTPAHABAM ot ywactue B nponenypara ydactHuk ,,JJAHC
DPAPMA® EOOJ c nonanena odepra Bx. No IAL 52138 / 06.12.2016r. - 16314, ¢ agpec rp. Codus
1202, yn. Manyctpuansa,, Ne 11, Tenedon/ paxc 02/936 70 79, KaTo HENMOIXOASAINA 10 CMHCHIA HA
1.25, § 2 ot JIP ma 30l u ua ocrosamme wi. 107, 1.1 u 1.2, OyxBa ,,a* ot 30I1 , yyacTHHKBT e
OTCTPaHEH OT y4acTHE B NPOIEAypaTa 3a Bb3JaraHe Ha 06LIecTBeHa IOPbUKa.

MOTHUBH:

1. B ofeprata Ha yuacTHHKE Ce CBIBPXKAT: JlokyMeHT, ymocToBepsBaml mpomsxoma Ha
npejiaragara abopartopsa anaparypa, OTOPH3aLHOHHO THCMO OT [IPOMSBOMTEIN Ha IIpejjaranara
nabopaTopHa anaparypa u Gpomypa Ha LIpeaaragaTa anaparypa Ha aHrauickn esuk. ChrilacHo ui.
101, an. 6 or 30IT u 1. 12.5. ot JlokymeHTanmsTa 32 y4acTHe BCHIKM JIOKYMEHTH B odepraTa TpsiGea
Aa Oppat Ha OBATapCKH e3uK. AKO B oepTarta ca BKIIOYEHH TNOKYMEHTH Ha 9yXKJ| €3HK, Te CIEaBa A4
Ca IPUJpPYKEHH C NpeBoa Ha Owpnrapcku esmk. Coriacuo T. 12.8. oT HoxymeHTanusta 3a yyactue
Y4aCTHHK, KOHTO e mpezncTaBui odepra, KOSTO He OTroBaps Ha IPEABAPHUTENHO OOSBEHNUTE YCIOBHS
Ha MMOpBHKaTa CE OTCTPAHSBA OT YYaCTHE B IPOIENypAaTa.

2. B Tlompanena Tabnuiua 3a CHOTBETCTBHE € MHHHMATHETE TeXHHYECKH H3HCKBAHUS
Mpunoxenne 11.2./ KoMmucuaTa ycTanosy, ve:

- 3a napamersp ,,O6em Ha Oydepa e npegsumen .m0 400 ml”, YYacCTHHKBT e mpemnoxin
»1100-1300 ml”, xoeTo He oTroBaps Ha MUHUMATHATE TEXHAYECKH HM3UCKBAHMS Ha BB3JIOKHUTENS,

- 3a napametsp ,,CHcTemara ga mpemara QyHKIES 33 3amAMETSBAHE HA [OC/EIHUTE
3alla3¢HH NapaMeTpH’ YJacTHUKET HE € HOMTBIHMI NAHHK B rpaa ,[lpennoxenne #Ha yuactauka®,
KO€TO He OTrOBaps Ha IPEABAPHTENHO O0ABEHUTE yCIOBUSA HA IOPBYKATA.

IV. 32 OBOCOBEHA TIO3HMIIUA Ne 3 “JlocraBka, MOHTa&X, HacTpoitka u BBBEKIAHE B
excrioaranys Ha CucTeMa 3a BUCOKOE(EKTHBHA TeYHA xpomarorpadpus HPLC” OTCTPAHSBAM
OT ydacTHe B mponenypara y4dactHuk ,ACM2“ EOOJ/, c nonamena odepra ¢ Bx. No JAL
52131/06.12.2016r. - 16.244., ¢ ampec rp. Codns -1404, yn. ,, Teepaumxu npoxon™ 23, er.9, oduc
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AP wa 3011 n Ha ocHoBanue un. 107, 1.1 u T1.2. Oyxsa ,.a" o1 3011 , yyacTHHKBT e OTCTPAHEH OT
yHacTue B IpOLEyparta 3a Bb3/laraHe Ha o0IecTBeHa NOPbYKa.

34. Tenedon : 02/ 859 21 03, daxc : 02/ 958 28 18. kaTo HEMoaXojsua no cMuchbia Ha 1.25. § 2 ot

MOTHBMH:

l. B Tlonbianena Tabnuua 3a choTBeTCTBHE C MHUHUMAJIHUTE TEXHHUYECKH H3UCKBAHHS
Mpunoxenue 11.3./ KoMucusaTa ycranosH, ye:

- 32 napamersp .. JIuHeHHOCT® e mpexBHIEHA CTOMHOCT »> 2,0 AU (5%), yuacTHHKBT e
IPEATOKUI CTOHHOCT ,,< 5% RSD npu 2,0 AU”. Cren M3BBPIICHA MPOBEPKAa B IMPHIIOKEHATA
Opoliypa Ha mpeanaranus amapar u TO-KOHKpeTHO Ha cTp. 109 or odeprarta ma yuactmuka ce
YCTAHOBH, ¢ JIMHEHHOCTTA Ha NPEINaraHus anapar e [ocodeHa »10 2.0. AU”, xoeTo He OTroBaps Ha
MuHHMaTHITE TEXHUYECKH H3MCKBAHUS HA Bb3ITOKUTE/T.

V. 3a OBOCORBEHA NNO3NIHUA Ne 3 “JlocTaBka, MOHTaX, HacTpoWKa W BBBEXKIaHEe B
excrnoatanus Ha CucreMa 3a BHCOKOe(EKTHBHA TeYHa xpomarorpadus HPLC” knacupam na IBPBO
macTo ydactauk “T.E.A.M.” OO/, ¢ noxanena oepra Bx. No IAL 52089/ 06.12.2016r. - 15.304.,
agpec rp. Codus 1606, 6yn. ,,['enepan E. Toraeben™ No 71-73, er.7 , renedon: 02/ 954 92 34, dake:
02 /954 92 12 ¢ xommzekcHa onenka 100 ToukH,

VI. Ha ocuoBanme win. 109 or 3011, ONIPEAEJISAM 32 usmenunTen Ha obImecTBeHaTa OpPbYKa
o Ob6ocobena mozumus No 3 — Hocraska, monTaXK, HacTpoiKa W BBLBEXAHE B €KCILIOoATAaIus Ha
Cucrema 3a BrHCOKoe(eKTHBHA TeuHa xpomarorpapus HPLC* — yuacrumux “T.FE.A.M” 00X ¢
nonazeHa opepra Bx. Ne [AL 52089/ 06.12.2016r. - 15.304.

MOTHUBHU:

B mponemypara 3a BB3narame Ha o6mecTsena nopeuka ¢ npeaver ,,OBOCOBEHA
HO3UIUA Ne 3 — Jloctaska, MoHTaX, HACTpO¥ika ¥ BBBEXIAHE B eKCILIOATALHS Ha Cucrema 3a
BHCOKOE(EKTHBHA TedHa xpomarorpapus HPLC”, yuactamksT ,,T.E.A.M.% OO0 ¢ nonazena
oepra Bx. Ne IAL 52089/ 06.12.2016r. - 15.30u., ampec rp. Codus 1606, Oyn. ,I'enepan E.
Torneben” Ne 71-73, er.7 |, tenedon: 02/ 954 92 34, daxc: 02/ 954 92 12 OTroBapsl Ha
~ M3WCKBaHUATA 34 JIWYHO CHCTOSHHE W HA Kputepuure 3a noadop. CuINEAT e gokasan jJwmmcara Ha
; ,QCHOBaHHﬂTa 34 OTCTpanABaHe 10 pelia Ha 3aKkoHa 3a obecTBeHITe nopeuxy u II30IT u otroaps
Ha IPEIBapUTEIIHO IOCTaBCHUTE OT Bo3noxurens yeiosus B MOKYMEHTAIHATA.

Cren mpunarase Ha IpeIBapuTENHO OGSBEHHTE YCIOBUS M M3OPAHHS KPUTEPHH 32 BB3Tarane
1o 4n. 70, an.2, 1.3 ot 3011 ,, omrruManso CBOTHOIICHUE Ka49eCTBO / HEHA“, yYaCTHHKDLT € TTOJTY YHJ1
Hall-BHCOKa KOMIUIEKCHA OIleHKa - 100 Touxy.

VII. Ilpensra M3IOKEHOTO M Ha OCHOBAHHE Wi 110, an. 1, 1. 2 or 30I1 MPEKPATABAM
HACTOAIIaTa mpouefypa 3a Bb3jaraHe Ha OOIIECTBEHA MOPBYKA 4pe3 myONIMYHO ChCTE3aHHe 110
O6ocobena mosumust Ne 1 - “Jlocraska, MOHTaX, HaCTPOHKA ¥ BBBEXKIAHE B eKCILIOATaIHs Ha PCR
Anapar 3a aMITHOHKALHS HA HYKICHHOBH KHCEIHHE® H 110 O6ocobena mosumus Ne 2 - sJlocTaBka,
MOHT&X, HACTPOMKa ¥ BBbBEXKIAHE B eKCIUIOATAIlHS Ha Allapar 3a XOpU30HTaIHA ren-eyieKTpodopesa
3@ pasJesIsHe U JeTEeKUHMs Ha HYKIEHHOBH KHCEIUHR,

VII. OnpeneneHust 3a H3NBIHATEN Ha OGMIECTBEHA nopeuka no O6ocobena mozmmus Ne 3
,»Jl0CTaBKa, MOHTaX, HACTPONKA H BLBEXIAHE B excnoatauns Ha CucreMa 3a BHCOKOehEKTHBHA
TeuHa xpomarorpadus HPLC yuacruux ,,T.E.A.M.“ EOO/ na ce nokanu na cxmoun JOTOBOp B
CAHOMECEYCH CPOK OT BJIM3aHE B CHJIa HAa HACTOSIIOTO PELICHHE,
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IX. [loroBopbT C OINpeJeNIeHnaT 3a M3IbJAHWTEN Ha ofllecTBeHATa MopbYKa /Ja ce CKIIOUH clen
npeacTaBsHe Ha JoKyMeHTHTe no wi. 112, an.1 ot 30T11.

X. Ha ocnosanue 4. 181, an.8, BbB Bpb3ka ¢ w1 43, an.l or 301, HacTosimoro Pemenne na ce
H3IPaTH 10 YHaCTHHLMTE B MPOLEYpaTa, B TPDHIAHEBEH CPOK OT H3aBAHETO My M JIa ce My6IuKYBa B
AGHST Ha M3MPAllaHETO. 3ae[HO C NPOTOKOMHMTE OT paborata Ha Kommucusita, Ha efexTpoHHarta
ctpanuna  Ha  HMAJ] - www.bda.bg, B pasgen  .Ilpodun Ha  KynyBaua':
http://www.op.bda.bg/?q=page&idd=index&porachkaid=20161116XVdU259481

XI. Ha ocroBanue 1. 197, an.1, 1.7 ot 3011, Hactosimoto Pemenne moxe na 651e 06xamrano 5 10
/meceT/ THEBEH CPOK OT MOJy4YaBaHETO My, pel KoMucrsTa 3a 3aiuuTa Ha KOHKYPEHIHATA, Ha anpec

rp. Codus 1000, 6y . .Buromma™ Ne 18, /,/w«
\}\“ i\ EH(“:?;]

\ g \\x\‘ /
MEPH EOPHCJIABOBA IIEI/I‘{EB\\ ‘”’”M 5\‘““3 /
JTUPEKTOP JUPEKIIHUA MIA®IVK o
[YnbiHoMOmEeH che 3anosen Ne A/15-0786/03.11.2016r.
Ha Mznbanuresnus gupextop una MAJL/

Codus 1303, yn. damsH T'pyes NO 8, Ten.: (02) 8903 555, dakc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903 434,
e-mail: bda@bda.bg



