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P E I H E H H E

3a KJiacHpaue na ynacTHimHTe H H36op na HsntJiHHTeji no npoueaypa sa Btsjiarane Ha
nopBHKa, npes ny6jtHHHO ctcxesaHHe no pezia Ha 3OII c npe^Mex: ,,^ocxaBi<a,

MOHxa>K, HacxpoftKa H BtBOK^aHe B eKcnjioaxaiiM na Jia6opaxopna anapaxypa c xpH ODOCOOCHH
HOSHIIHH: O6oco6ena nospinHM N° 1 - ^ocxaBKa, McmxajK, HacxpoHKa H BtBenaaHe B eKcnjioaranHs
na PCR Anapai sa aMmiH<j)HKain«i na HyKjieHHosn KHCCJIHHH; O6oco6ena nosi-mns Ke 2, -
^ocxaBKa, MOHxa>K, nacxpoHKa H BtBOKAaHe B eKcnjioaxauHs na Anapax sa xopHaonxaJiHa re;i-
ejieKXpoipopesa sa pas^eJiaHe H Lrexeivi^Ha ea nyKjieHHOBH KHCCJIHHH; O6oco6eHa nosi-maa jNfe 3 -

MOHxa>K, nacxpoMKa H BtBeac^aHe B eKcnjioaxaiiHa Ha Cncxeivia sa BHCoicoe(|)eKXHBHa
xpoMaxorpacJ)Ha HPLC" oxKpHxa c PemeHHe .Ne A/16-0606/16.1 1.2016r,, ny6;iHKyBaHO B

Perncxtpa sa oSmecxBCHH noptHKH (POU) npn Arenuna sa o6mecxseHH noptHKH (AOFI) no^;
yHHKaneH Jfo 758095/16.11 ,2016r.. 06flBJieHHe Jfs 758098/16.1 1.2016r.. HxreHTH(J)HKanHOHeH noiviep
na nopt^Kara B POU 0 1 346-20 1 6-000 1

Ha ocHosaHHe HJI. 181, an. 6, BI.B Bptsica c qji. 108, x.l ox Saicona sa oSmecTBCHHxe noptHKH
(3On) H oxpasenHxe B IIpoxoKOJi .Nb 1 ox 12.12.2016r., HpoxoKOJi: JVb 2 ox 19.12.2016r,. UpoxoKOJi
>fs 3 ox 22.12.2016r. H FIpoxoKOJi Ha OCHOBaHHe HH. 181, aji. 4 ox 3OT1 ox 13.01.2017r. pesyjrraxH ox
pa6oxaxa Ha KOMHCHSXE, HasHanena etc sanoBea Ke A/16-0650/07. 12.2016r. na HsntJEHHxejiHHa

na HAH sa nposeayiaHe na ooni:ecxBeHa noptHKa, oxKpHxa c PemeHHe M A/16-
1.2016r., nyQjiHKyflaHo B Perncxtpa sa o6mecxBBHK Hopi.HKH (POII) npH AreHrms sa

noptHKH (AOIT) HOLT yna-KaueH Ke 758095/1 6. H,20J6r.. O6aBjieHHe M?
75-8098/16,l l,2016r., H^eHXH^HKaiiHOHeH HOMep na noptHKaxa B POI1 01 346-20 16-000 1 H HS^JIO

:B:t3-npHex MoxHBHxe oxpaaeHH B npoxoivOJiiixe ox pa6oxaxa Ha KoMHCuaxa.

P E f f l H X :

I, OBHBMBAM KjiacHpanexo Ha ynacxni-mnxe B npoii-e^ypaxa sa BtsnaraHe na oOinecxsena
iioptHKa, npes ny6jJHHHO ctcxesaHHe, no pe,aa na 3OFI c npe^Mex ,,^oexaBKa, Monxa>K, HacxpoHKa H
Bi.Be>KLTaHe B eKcnuoaxaitna Ha Jiafiopaxopna anapaxypa c xpn o6oco6eHH nosHiiHn: OoocoSena

N° 1 - ^oexaBica, MGHxaac, HacxpoHKa H BBBeacaaHe B eKcmioaxaniM na PCR Anapax sa
na nyioieHHOBH KHCCJIHHH; O6oco6eHa nosHiiafl JSfe 2 - ^ocxaBKa, MOHxaK,

HacxpoHKa H BtBeacaane B eKciuioaxanHa na Anapax sa xopHsoHxajina reji-ejieKxpoiopesa sa
pasflejiHHe H aexeioiiiH Ha HyKJieHHOBH KHCCJIHHH; O6oco6eHa IIOSHIIHS N° 3 ~ /locxaBica, Monxa>K,
HacxpoHKa H BtBeacLiaHe B eKcnjioaxanM na CucxeMa sa BHCOKoe<})eKXHBHa re-ma x
HPLC", Kaicx

II. 3a OBOCOBEHA nO3HU,IIM J\ 1 "^[ocxaBKa, MOHxaK, HacxpoHKa H BtBeacaaHe B
- eKcnjioaxanHa na PCR Anapax sa aMnjiH^HKaitna na HyioieHHOBH KHCCJIKHH" Ha ocHOBaHne HJI. 22,
aji. 5, x. 6, 6yK8a ,.r" ox 3OFI OTCTPAHHBAM ox ynacxne B nponexrypaxa y^acxniiK ,,j],AHC
<DAPMA" EOOA c noiiajieHa o^epxa BX. JVb IAL 52 1 38 /' 06. 1 2.20 1 6r. - 1 6.3 i H., c a^pec rp. Co<|)H3



1202, yn. MuziycxpHajiHa,. M> 11, xejie<j)OH/ dpaxc 02/936 70 79, Kaxo Henonxoaai.ua no cMiictJia na
T.25. § 2 ox ffP na 3OI1 H na ocHoeaHHe lui, 107, x. 1 H x,2, Gyxsa ,,a" ox 3OIT , yqacxHHKtx e
oxcxpaHen ox ynacxHe B npoueuypaxa sa Btsjiarane na ooixiecxBCHa noptHKa.

M O T H B H. :

B ocbepxaxa na ynacxHHKa ce civntpmax: /JoKyMenx. yziocxoBepaBam npoHsxozia na
npeLuiaranaxa naGopaxopna anapaxypa, OxopusaitHQHHO ITHCMO ox npOHSBo^HxeJi tia npeiuiaranaxa
jiaGopaxopna anapaxypa H opomypa Ha npeLTJiaranaxa anapaxypa na anrjiHiiCKH CSHK. CtraacHO HJI.
101, an. 6 ox SOD H x. 12.5. ox /JoKyMenxaiiHaxa sa ynacxi-ie BCHHKH rtoKyivienxH B ocbepxaxa xpa6sa
xra 6taax Ha GtJirapCKH CSHK. AKO B ocbepxaxa ca BRJUOHCHH xroi<yMeHXH na nyacn. CSHK, xe Cjie^Ba aa
ca npHflpyKeHH c npeBOfl na GtJirapcKH CSHK. Ctrjiacno x. 12,8. ox floKyMCHTau,Haxa 3a ynacxne
ynacxKHK, KOHXO e npeztcxasHji otjjepra, icoaxo He oxrosapa na npe^BapHTejiHO ooaBeHi-ixe ycjioBiia
na noptHKaxa ce oxcxpaH>x«a ox ynacxwe B npoi^cLiypaxa.

2. B riontJiHeHa Ta6jiHu;a sa ctoxBexcxBHe c MHHHManHHxe xexHH^ecKH HSHCKBOHIM
ILL/ KoMHcraxa ycxanoBi-i, ne:

•• sa napaMex'tp ,,O6xsax na Bi.3MO>KHaxa xeivraepaxypna pasiiHKa B OTACJIKHXC HMKH e
aaoH 1 ~^ 25°C,, yn'acxHKKi.x e npe^jroicuji 4 •*• 99, KOCXO ne oxrosapa na

MHHHMaJlHHXe XeXHHHeCKHXe H3HCKBaHH>I H3 BB3JIO.)KHXeJia.

- sa napaiviex-tsp ,,Terjiou AO 10 icr, ynacTHHRtx e npeifJioacHJi 15 KF., KOCXO He oxrosapa na
xexHHHecKHxe HSKCKBanHa na BB3.no)KHxejia.

III. 3a OBOCOBEHA IIO3M!lJiH JSTs 2 ,,,nocxaBKa, MOHxa>K, HacxpofiKa H BtBOKiiaHe B
eiccnjioaxauna na Anapax sa xopHSOHxajina reji-eJiCKXpo^opesa sa pas/iejiHHe H aexeKuna na
nyKjieHHOBH KHcejiHHn" OTCTPAHHBAM ox ynacxne B npoiiejrypaxa ynacTHHK ,,/J,AHC
OAPMA" EOOfl c nofla^ena oc^epxa. BX. M> IAL 52138 / 06.1 2.20 16r. - 16.3 IH. c aapec rp. CocJDna
1202, yji. HuziycxpHajiHa,. N° I I , xe,necf)OH/ cbaicc 02/936 70 79, icaxo tienoflxoiiKma. HO CMHctjia aa
x.25, § 2 ox ffP na 3OFI H Ha ocHOBam-ie HJ.S. 107, T.I H x.2, 6yi<Ba ,,a" ox 3OO . yHacxHHKtx e
oTcxpanen ox ynacxHe B npone^ypaxa sa. BtsjiaraHe Ha o6meexB6Ha

M O T H B H :

1 . B ocjiepxaxa na ynacTHHica ce CT,,arfcp>Kax: 7J|oKyMeHx, yaocxoBepaBam nponsxofla Ha
/npe,fl,jiaraHaxa .naoopaxopHa anapaxypa, OxopHsaiiHOHHO HHCMO ox HPOHSBOLTHXCJI na npefljiaraHaxa
na6opaxopHa anapaxypa PI Spomypa Ha. npefljiaranaxa anapaxypa Ha anraHHCKH CSHK. C'Brjiacno T-IJI.
••101, an. 6 ox 3On H x. 12.5. ox ^OKyMeHTarjHara sa. y^acxHe BCHHKH ztoKyiviepixH B ocbepxaxa xpaGsa.
ga Sx-zrax na 6i>jirapcic.H CSHK. AKO B ocj)epxaxa ca BKJHOHCHH AOKyMCHTH Ha nyaca CSHK, xe cjie^sa zia
ca npHApy>KeHH c npesoa na 6i>jirapcicH CSHK, Ctrjiacno x. 12.8. ox ^OKyMenxamiaxa sa ynacxne
yqacxHHK, KOHXO e npeacxasHJi oc|)epxa, icoaxo ne oxrosapa Ha npeiiBapHxejiHO o6aBCHHxe
na noptHKaxa ce oxcxpanaBa ox ynacxHe B nponeztypaxa.

2. B noriBJiHeHa TaSjiHixa 3a ctoxBexcxBHe c MBHHMajiHHxe xexHHHecKH
/npHJio>KeHHe 1 1.2.7 KoMHcmrra ycxanoBH, ne:

- sa napaMextp ,,O6eM na 6y4>epa" e npe^BHiieH ,,^o 400 ml", yqacxHHKtx e npe
,,1 100-1300 ml", Koexo ne oxrosapa na MHHHMajiHHxe xexiiH-ieciai HSHCKBanHa na

- sa napaMextp ,,CncxeMaxa m npe^Jiara (|)yHKuH5i sa sanaMexaBane na.
sanaseHH napaivrexpH" yHacxHHKtx ne e nontJiHHji ziaHHE B rpacj)a ,,npeiTJio>KeHHe na y
Koexo HC oxrosapa na npenBapHxejitio ooaseHMxe ycjioBaa HE

IV. 3a OBOCOBEHA II'O3HI|MM JSrs 3 "HocxaBKa, Monxasc. nacxpoHKa H BtBOKHane B
eKciuioaxaipiH Ha CiicxeMa sa BHcoicoecjje-KXHBHa xenna xpOMaxorpac|)Ha HPLC" OTCTPAHMBAM

'ox ynacxne B nponexiypaxa y-iacxHUK ,,ACM2" EOO/J,, c noro;ajieHa o4>epxa c BX. J\° IAL
5213 1/06. 12. 201 6r. - 16.24n., c a^pec rp. Cocfjua -1404, yji. ,,'TB'bpffKWKH npoxo/i" 23, ex.9, OCJ^HC



34. xe.ne(j)OH : 027 859 21 03, tpaxc : 027 958 28 18, Kaxo Henoz>xozwuua no cMHC"t,;ia na x,25, § 2 ox
ZfP na 3OO H na ocuoBaHne HJI. 107, x. 1 H x.2, 6yKBa ,,a" ox 3OI1. , yqacxHHKvr e oxcxpai-ien ox

B npoueztypaxa sa BtsjiaraHe Ha o6mecxBeHa

M O T H B H :

B FIorr&JiHeHa Ta6.rn-iu,a sa ctoxBexcxBue c MHHHMajiHHxe xexHHHecicn
1 1.3.7 KoMHCHflxa ycxanoBH, He:

- sa napaiviextp ,,JlHHeHHOcx" e iipez(BH^ena CXOHHOCX „> 2,0 AU (5%), yqacxHHK-bx e
CXOHHOCX „< 5% RSI) npn 2,0 AU'". Cjre^ HSBtpmena nposepKa B npHjioacenaxa

6pomypa na npezuiaraHns anapax H no-KOHKpexno Ha cxp. 109 ox ocpepxaxa na ynacxHHica ce
ycxanoBH, qe JiRHeiiHOCxxa na npe,n;JiaraHHa anapax e nocoHena ,,no 2.0. AU", icoexo ne oxrosapH Ha
MHHHMaJIHHXe XCXHHHeCKH H3HCKBaHH3 Ha

V. 3a GEGCOEEHA ITO3HII,Hfl JY» 3 "flocxaBKa, MOHxam, HacxpoiiKa H B-bBeac^aHe B
anHfl Ha C-HcxeMa sa BHCOKOecJ^eKTHBHa xenna xpoMaxorpacj^na HPLC" KjiacnpaM Ha ntpso

ynacTHHK "T.E.A.M," OO^, c ncwaaeHa ocpepxa BX. JVb IAL 520897 06.12.2016r. - IS.SOn.,
rp. Cocpaa 1606, 6yji. ,,renepaji E. ToTne6eH" Ns 71-73, ex.7 , xejie<j)OH: 027 954 92 34,

02 7 954 92 12 c KOMnJieKcna oueHKa 100 TOHKH.

VI. Ha ocHOBaniie HJI. 109 ox SOU, OUPE^EJMM sa HsntJiHHxeji na oGmecTBeeaTa
no Ooocooena nosimna M» 3 - HocxaBKa, MOHTOJK, Hacxpofea H BMOK^aHe B eKcnjioaxaiina na
CncxeMa sa BHcoivoe^eKTHBua xe^Ha xpOMaxorpa^HH HPLC" - yqacri-iHK "T.E.A.M" OOJJ, c

Ha ocpepxa BX. JVfs IAL 520897 06. 12.201 6r. - 1 5.30n.

M O T H B H :

B npoueaypaxa sa BiiSJiarane Ha o6m,ecxBeHa noptnica c npe^Mex ,,OBOCOBEHA
JVs 3 - JjpcxaBica, Monxa>K, HacrpoHKa H Bt,Be>K^aHe B eKcnnoaxam-ia Ha CacxeMa sa

:BHCOKoe(j)eKXHBHa xe'-iHa xpoMaxorpac})HS HPLC", yHacxHiiiCBx ,,T.E.A.M." OO^ c nozia^ena
BX, Jfe IAL 520897 06. 12.2016r. - 15.30H., aapec rp. Cocj)Ha 1606, 6yn. ,,reHepan E.

JVe 71-73, ex.7 , xejiec|)OH: 027 954 92 34, (|>aKc: 027 954 92 12 oxrosapif na
sa JIHHHO ctcxoHHHe H na KpHxepKHxe sa noaSop, Ct:iiiHax e ^oKasaji jiancaxa na

:,:0eHOBaHHSxa sa oxcxpanKBaHe no pe#a i-ia SaKOHa sa o6in,ecTBeBHxe noptHKii H 11113011 H oxroBapa
nocxaBetlKxe ox Bi>3jio>KHXeji>i ycjiosna B flOKyMeHiaiiiisxa,

npi-uiarane na npeitsapHxejiHO ooaBeHHxe ycjiOBi-M H H3@paHHS KpnxepHH sa B
.no Hjt. 70, an. 2, x.3 ox 3OII „ onxHMajiHO ctoxHonieHHe icanecxBO 7 rjena", yHacxHHK'bx e
Hafi-BHcoica KGMFijieKCHa oitenica - 1 00 TOHKH.

VII. Ilpe/iBiw H3JIOK6HOTO H Ha ocHOBaHHe HJi. 110, aji. 1, x. 2 ox 3OIT UPEKPATHBAM
HacToamaxa npoueaypa sa Btsjiarane Ha oSmecxBena noptnica npes ny6jiHHHo ctcxesaHne no
O6oco6eHa nosHmia J\s 1 - "^ocxaBica, MOHxa>ic, HacxpoHKa H BtBe^mane B eKcnjioaxaiiHa Ha PCR
Anapax sa aMnjiHfJraicaiiHfl Ha nyKjieHHOBH KHceiraHii" H no O6oco6eHa riosiiiiiia JVb 2 - ,?;l,ocxaBKa,
MOHxaac, HacrpOHKa H BtBejKflane B eKciuioaxanjia Ha Anapax sa xopHsoHxaJina reji-ejieKxpocJjopesa
sa;pa3ZieJiaHe H flexeiciiHa H.a

VIII, Onpe^eJieHnax sa HsntJiKHxen na oSmecxseHa nopt^Ka no O6oco6e-Ha
,,flocxaBKa, MOHxaac, nacxpoHKa H BtBeHcaane B eKcnjioaxaiiHa aa CncxeMa sa

xpoMaxorpac})Ha HPLC" ynacxHHK ,,T.E.A.M." EOO/I m ce noKaHH m CKJIIOHH ^oroBOp
cpoK ox BJiHsane B CHjia Ha HacToaiuoxo pemeHH e.



IX. ,/IoroBOp'bx c onpe,ueJieHHHT 3a HsrrbJiHHxen Ha oGmecxBenaxa
npe/ncxaB^n-ie s-ia /lOKYMei-rnxre no HJX 1 12, a;xl ox 3OI1,

:ia ce CK.XIOHM c;ie,a

X. Ha ocHOBaHne HJI, 181, an. 8, BI.B Bprbsxa c H;I. 43, an.l ox 3OH. nacxojiinoxo PemeHi-ie ,xa ce
3.0 VMacxHumxxe B npouenypaxa, B xpuzmeBeH cpOK ox H3aaBai-iero My H zia ce nyo;iHKVBa B

Ha HsnpamaHexo. sae^no c nporoKOJiHTe ox pa6oxaxa na KoMHCHJixa. na ejieiapoHHara
cxpaHHua na MAJT - www.bda.bg, B pazneji ..Tlpo$nn na KynyBana":
http:/A\'WA\''.op.bda.bg/?q=page&idd=index&porachkaid=201 61 1 1 6XVdU259481

XL Ha ocHOBaHne qji. 197, aji.l , x.7 ox 3OI1, nacxoamoxo PeiueHiie Mo>ice m 6i>ae o6>KajiBano B 10
/necer/ HHCBCH cpoK ox noJiyHaBaHCTo MV, npe,u KoMHCHsra sa saim-ixa Ha KOHKypennHfixa, na aapec
rp. CodbHH 1000. 6yjr. ..Biixoma" Kg 18. ^•^-•:~-^ ^ '

MEPH BOPHCJIABOBA HE
/IHPEKTOP flHPEKHHH OAO^VK
/ynBJiHOMora,eH etc 3ariOB6fl JVs A/15-0786/03.11.2016r.
Ha H3ni.JiHHTejiHHfl zjupeKTOp ea HAJI/

Coc|3iifl 1303, y/i. /4aM?iH Tpyes N? 8, re/i.: (02) 8903 555, cpaKc: (02) 8903434
8, Darnyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,

e-mail: bda@bda.bg


