ITPOTOKOJI Ne 2

Ha 02.09.2019 r. 8 08.00 yaca, 8 HLI3I1b, rp. Codms B m3nbianenne Ha 3anosea Ne 164/23.06.2020 r.
Ha aupextopa Ha HL[3Ib, ce cuOpa koMHCHs B ChCTaB:

Ilpeaceaaren u yaen na komucusita: Taus [Neopruesa [Noposa- IOPUCKOHCYIIT

Cexperap u 4ien Ha komucusaTa: Cpernana Anrenosa Mopaanosa- Mosekynspen 6uosnor, otTaen
~Enunaemuonorua™

Yienose:

Jou. Mean Hukonaes Usanos — monekyaspen 6uosnor, otaen ,MukpoGuonorus®.
ra.ac.Panocnasa Emunosa I'possanosa — 6uornor, oraen “UmyHonorus ».

ri1. ac. Upuna JlioGenosa ['eopruesa — 6uosnor, otaen ,,Bupyconorns®.

rn. ac. Teonopa Kpymosa ["'naanumika-Xpucrosa - Guosnor, oraen ,Mukpobuonorus™.
Anekcanipa Msanosa Msanosa - 6uosnor, otaen , [lapazuronorusa”.

ri. ac. Haja bosnosa bpankosa- Henyoscka - moniekynsiper 6uostor, otaen ,Mukpobuoaorus™.
Osra Jlankosa Paxuesa — npeacrasuren Ha ®ouna ,Hayunu uscneasanus™.

N U R LN —

ChC 3a71a4a J1a pasrie/a noApodHo oepTUTe Ha JIONYCHATHTE YYACTHHIMTE ChIIACHO TEXHUYECKaTa
cneundukanua Ha Bu3noxkurens no obuecteeHa nopbyka: ,JlocraBka Ha anapaTi ¥ AHarHOCTHYHH,
nabopaTopHH M MEJMUMHCKM  KOHCYMaTMBH 32  MMKPOOMONOrMYHA,  BHPYCOJIOrHYHA,
Napa3snuToIOrHyHa U UMYHOJIOrHYHa auarsoctuka npes 2020 r. — 2021 r.%, orkpura ¢ Pewenne Ne
5/23.03.2019 r.

1. MEJUKJ/IUM EOOJ - no obocodenn noszuunn: 150, 153, 176, 178 u 185
Komucnara yctaHoBHM, Ye npejcTaBeHaTa OT YYacTHHKA TexXHH4Yecka odepra Mo BCHYKH
oboco0eHHn MO3ULMK € B CbOTBETCTBHE C M3MCKBAHHMATA HA BB3JIOKHUTENA, BUAHO OT MPHIIOKEHHTE
KaTajo3u U JOMYyCKa YYaCTHHKA [0 OTBapsiHe Ha LIEHOBOTO MPE/IOKEHHE.

2. BYJI BHO - HIBIIB EOO/I - no o6ocobenn nozuumn: 154, 155, 156, 157, 166, 170, 171, 172, 175, 176,
177, 178, 180, 183, 184, 186, 190, 194, 195 u 197

KoMHcHATa YyCTAHOBH CHIEHOTO:

1. Ilo obocobGena nosuums 166 — B npejacraBeHara OT y4acTHMKA M3Ba/JKa OT KaTajlor He ce
OTKpMBAT JaHHM janM odepupaHata TBbpAa Xpanutenna cpeaa Jlbosenmaiin-Hencen e B
MJIOCKOAbHHA J1e0e/IOCTeHHa enpyBeTKa ¢ BbHIUEH JAMAMETBP Ha ABHOTO HE Mo-roaaM ot 20 MM, ¢
BHCOYMHA HA €NnpyBeTKara He Mo-rojasMa or 15 c¢Mm, ¢ BMHTOBA Kanayka ¢ YIUTbTHHTEN, C €THKET ¢
M3MHCAHN: CPOK HA rOJAHOCT,TeMMepaTypa Ha CbXpaHeHHe, KaTaloKeH HOMep BbpPXY BCAKa OTAeNHa
elNpyBeTKa, KAaKBOTO € M3HCKBAHETO, 3a/0KEHO OT Bb3JIOKHTENA.B Ta3u Bpb3Ka M HAa OCHOBAHHE 4JI.
104, an. 5 or 30I1, ¢ nuemo u3x. Ne 1000-873/12.10.2020 r., koMHUCHATA € TIOMCKA/A OT Y4aCTHUKA B
cpok a0 15.10.2020 r. pa npenoctaBd passcHEHWS WM JIONMbIHMTENHH JI0KA3aTe/ICTBA OTHOCHO
ChAbpKalIK ce B oepraTa JaHHW, KaK CE€ M3MBJIHABA FOPENOCOYEHOTO H3MCKBAHE MOCOYEHO B
TeXHHYeCcKaTa cnetprKaLMs, KaTo e No4epTaia, Ye pa3siCHEHHATa He MOraT Jia BOJIST /IO NPOMEHH B
TEXHHUYCCKOTO MY npejuiokeHue. B onpeseneus cpok y4acTHUKDBT, ¢ nucmo BX. Ne 1970/13.10.2020
r., 3asBsBa, Y€ KATO MPOM3BOAMTEN Ha odepupanata xpanutenna cpeaa JIboBenmiaiin-Hencen me
M3ITBJIHK N0-CEeUUpUYHNTE 3MCKBAHNUA KBM ONAKOBAHOTO HA CpejaTa.

2. Ilo obocobena nosuums 180

[80.1 - IpeacraBenara oT yyacTHHUKA oepra He OTroBaps Ha M3UCKBAHETO HA BL3JIOKMTENSA
3a ravkored 1% B enpysetku a0 4 mu. OT npejcraBeHaTa W3BajKa OT KaTalor M MOCOYCHMA OT
YYaCTHMKA KaTaJloKeH HOMEp € BUJIHO, Ye ce ofepupa rajakrosa.

180.4 - lNpeacrapenara ot yyacTHHKa oepra He OTroBaps Ha M3UCKBAHETO HA BBL3JIOKUTENS



oepupanata 3axaposa 1% 1a e B enpyBeTkH 10 4 M. Ot npejcTaBeHaTa M3BajKa OT Karauor ¢
BMHO, ye ce oepupa 3axapo3a 1% B onakoska no 450 .

180.5 - [lpencraBenara OT y4acTHHKA oepra HE OTroBaps Ha W3MUCKBAHETO HA BBH3IOKHTEA
sa mantoza 1% enpysetku go 4 mu. OT npeacTaBeHata M3Bajika OT KaTajlor M MOCOHCHHA OT
y4acTHUKA KaTanokeH HOMEp € BUIHO, Ye ce oepupa 1aKTo3a 1%.

C orjiea Ha rOpeMsNoKeHOTo, Ha ocHopauue 4n.107, 1.2, 6%a® or 3011 u umaiikn npesui
3A1I09KEHOTO OT BB3JIOKMTE/S M3HCKBAHE KbM YUACTHHK B MPOLEAYpaTa, KOWTO KaHIHAaTcTBA 33
060COBEHH MOZNIIN C MOANO3MIMK, A NPe/CTaBn odepTa 3a BCHUKH MOANO3MUMKH Ha oDocodeHaTa
NO3MLMA, KOMMCHATA NIPE/UIara 3a OTCTpaHsABaHe OT MpoLeypaTa yuacTHHKa 1o obocobena no3uums
180.

KoMmucusiTa J0MycKa yvacTHHKa 10 OTBApAHE HA LEHOBOTO MPEAIOKEHHE 10 obocobenn
nosuwmu — 154, 155, 156, 157, 166, 170, 171, 172, 175, 176, 177, 178, 183, 184, 186, 190, 194, 195 u 197,
Thil KATO, BUHO OT MpeACTaBeHNTE KaTano3n, oepupaHuTe MPOAYKTH M0 Te3u 060cobeHn no3uinH
OTrOBapAT HA W3IUCKBAHMATA HA BBH3JOKHTENA.

3. XUMTEKC 00/I - no o6ocobenn nosuumnn: 213, 214, 229, 235, 236, 237, 239, 240, 241, 242,
243, 245, 246, 247, 248, 249, 250, 252, 253, 258, 259, 260 n 261.

KomucusTa yCTaHOBH CIEHOTO:
e 1. Tlo 0Bocobena nozuums 213

213. 16 - Ilpencrasenara ot y4acTHUKa oyepra HE OTIOBApA HA U3UCKBAHETO Ha BH3/I0KHTEIA
HATPUEBHAT J0ACUMICY (AT 1a € ¢ YUCTOTA HA HATPHEBHS aonewuacyadar (naypun cynpar) = 99.0
%. OT mpejcTaBeHaTa M3BaJKa OT KaTtajor € BHIHO, 4e ce opepupa HaTpHeB nozenmicynpar ¢
upcrota > 835 %.

2. o 06ocobena no3uims 214 — YUacTHHKBT He € NpHIoKHI nHpopmaums, ve odepupannTe
naBoparophu XuMHKaiH (no noanosuuuu ot 214.1 10 214.7 ) ca crangaprusupatu no 1SO 17034 n
1ISO 17025 wiu eKBUBAJIEHT, KAKBOTO € M3MCKBAHETO, 3a/I0KCHO OT BB3JIOKHTE/IA

3. 1o obocoGena nosuuma 229

229.2 - IpencTapeHara OT yyacTHMKa oepTa He OTroBaps Ha M3HCKBAHETO HA BB3JNOIKHTCIA
odepupanute enpyeerk TMn Enexgopd nnn eKkBUBaICHT 5ml aa ca uncru ot miactupukaropu. OT
fpejcTaBeHaTa M3BaJKa OT Karalor e BUIHO, e ce odepupar enpysetku Tin Enenzopd Sml, konro
ca 6e3 JIHK, JIH-aza, PH-a3a u PCR nnxuburopu

229.3 - [lpeactaBeHaTa OT y4acTHUKA oepra HE OTroBaps HA M3UCKBAHETO HA BL3NOIKUTE/A
ojepupaHuTe enpyBeTKH 3a KIEThYHO Ky/ITHBHpaHe 12 mn ga ca 6e3 crosma ocHopa. Ot
Npe/CcTaBeHaTa H3BA/IKa OT KATajlor € BMAHO, Y€ ce O(epHpaT enpyBETKH 32 KICTBUHO KyITHBHPAHE
ChC CTOALLA OCHOBA

229.5 - [IpeacTaBeHara OT yuacTHHKa odyepTa He OTroBaps Ha M3MCKBAHETO Ha BLIJNOKHTEDA
odepupanute enpyserku Tin Falcon win exsrBaienT 15M11 1a ca ¢ UBETHA rPajsyHpoBKa, 3anoHsalila
or 0.5 M. Ot npezcTaBeHaTa U3Bajika OT KaTalor ¢ BH/HO, ¢ ce oepupat enpysetky THi Falcon ¢
LIBETHA rpajlyMpoBKa, 3anoysaiia ot 2.0 M1

229.6 - [lpeacraBenara OT y4acTHHKA odyepra He OTroBaps Ha M3UCKBAHETO Ha BB3I0KHTENA
ohepupaHnTe CTEPHIHN LEHTPODYKHH EIPYBETKH J1a €a H3ABLPKANBH HA uentpodyrupane naa 12000
g. OT npejcraBeHaTa M3BajKa OT Karajor e BHHO, 4e ce oepupaT CTEPUITHH LEHTPOPYKHH
enpyBeTKH, KOMUTO H3ABbpskKaT Ha uentpodyrupate 10 7000 g.

4. o obocobena no3uums 235

235.1 - [IpeacraBenara OT y4acTHHKa oepra He OTrOBapA Ha W3MCKBAHETO HA BBH3/IOKHTCIA
oj)epupanHnTe NacTLOPOBH MHUIETH 1a ca ¢ obeM 1,5 mil, € rpajaynpoBKa. Ot npejacTaBeHara U3Bajika
OT KaTasor € BUHO, ye ce odepupar nacTbOpOBH MUNETH € rpajyHpoBka 10 1,0 ma

235.3 - [IpeactaBeHata OT y4acTHHKa oepTa He OTIOBaps Ha U3MCKBAHETO HA BBH3JIOKHTC/IA
oepupanuTe NACTHOPOBM MHUIETH Ja ca ¢ 0bem 10,0 ma. Ot npejacraBeHaTa M3Bajika OT Karalior ¢
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BH/IHO, Ye ce oepHpar nacTbOpoBH NuMeTH ¢ odem 7,0 mur;

235.5 - IlpeacraBenara oT yyacTHHKa oepra He OTroBaps Ha W3HCKBAHETO HA BB3JIOKHTEIA
o(epupanute ceposnornynun nunetu, 10 Ma, aa ca uspaborenn ot nosmnponuned. OT npejacraseHara
M3BaJIKa OT KaTajor € BUIHO, Ye ce oepHpaT CepoIOrHyHH IMHUNETH ca U3paboTeH! OT NOJHCTHPEH.

5. Ilo obocobena nozuums 236

236.15 - TlpeacraBenara ot yyacTHUKa odepra He OTrOBaps Ha M3MCKBAHETO HA BL3JIOJKUTENS
oepupannuTe MaruuTH 3a MariutHa Obpkanka ¢ PTFE nokputue, komrmuekr or 10 Gpos, na ca ¢
paznnunn pasmepu ot 8 a0 50 mm. Ot npejcTaBeHaTa M3BajIKa OT KaTajlor € BUAHO, ye ce odepupar
MAarHuTH 3a MarHUTHU ObpKaJIKK ¢ pasmepu ot 12 10 70 Mm.

6. I'lo obocobena nozuumsa 237

237.1 - IlpeacraBenara OT y4acTHHKa ofepra HE OTroBaps Ha W3HCKBAHETO HA BBL3JIOKHUTEA
o(epupanara apromatuuyna nabopatopHa nunera ga ca ¢ obem — 0,1-2,5ul. Ot npeacrasenara
H3BaJIKa OT KaTaJor € BUAHO, 4Ye ce odepupa aBromaTnyHa nabopatopHa nunera ja ca ¢ obem — 0,1-
2,0 pl. Couio Taka, y4aCTHMKBLT HE € IPWJIOKHI M3BaJKH OT KaTajlor, OT KOMTO Jla € BHJHO, 4e
o(epupanara aBToMaTHyHa jabopaTopHa MUMeETa OTroBapA Ha CJACJHHUTE W3UCKBAHMSA, 3aJI0KEHH OT
BB3JIOKHTENS:

-4-umndpos aucruieit

-Harnacaue npes — 0,002pul

-JI0MYCTHMA CHCTEMATHYHA rpellka npu make. odem <1,5%
-JI0MyCTHMA CHCTEMATHYHA rpellKa npu MuH. obem <50%

- MneTara Jia € CbBMeCTHMa ¢ Bpbxuetara 3a nunetu Eppendorf

237.2 - B npeacraBeHaTa OT y4acTHMKA M3Bajlka OT Karajor He ¢e OTKpUBAT JaHHH JajlH
ojepupasarta aBToMaTHYHa Na0OpAaTOpHA MUIETa OTroBaps Ha ClEJHUTE W3UCKBAHWSA, 3aJ0KEHH OT
BB3JIOKHTENS:

- Harnacaxe npe3 — 0,01l

-4-undpos aucnnei

-JIONYCTHMA CHCTEMATHYHA IPELKa npu Makc. obem <1%
-JIOMYCTHMA CHCTEMAaTHYHA rpeLka 1npu MuH. obem <8%

- UneTaTa ja € CbBMECTHMa ¢ BpbXuerata 3a nunetu Eppendorf

237.3 - B npeacraBeHata OT yyaCTHHKA M3BajIKa OT KaTajlor He Ce€ OTKpUBAT JaHHH [JaJiu
o(epupanara aBroMarHuHa nabopaTopHa nUneTa oTroBaps Ha CleJHMTE W3UCKBAHHUA, 3aJI0XKEHH OT
BB3JIOKHTEIS:

- Harnacsxe npe3 — 0,01 pl

-4-undpos aucniei

-JI0NyCTHMA CHCTEMATHYHA IPeliKa npu Makc. odem <1%
-JI0NYyCTHMA CUCTeMaTHYHA IpeLlka npu MuH. obem <8%

- NIMNeTaTa j1a € CbBMECTHMA ¢ BpbXyeTata 3a nunetu Eppendorf

237.4 - B npeacraBeHaTa OT YYaCTHHMKA M3BajIKa OT KATaJOr HE C€ OTKPMBAT JAaHHW JajH
ojepupanara aproMaTHuHa 71abOpaTopHa MUMETa OTroBaps HA CIEAHUTE M3UCKBAHMA, 3aJI0KCHH OT
Bb3JIOKHTENA:

- narnacsaue npes - 0.2pul

-4-undpos aucnnei

-JI0MyCTHMA cHCTeMaTUYHa rpewka npu make. Odem <0.6%
-JI0MYCTUMA CHCTEMATHYHA IPeliKa npu MuH. obem <2.5%

- [IMNeTaTa Ja e CbBMeCTHMa ¢ BpbXyerara 3a nunetu Eppendorf

237.5 - B npexacraBeHata OT y4yacTHMKA M3BajKa OT KaTajlor He Ce OTKPUBAT JAAHHH JalH
o(epupanara apTomMaTHyHa 1abopaTopHa MUMETa OTroBaps Ha CIEAHWTE W3NUCKBAHMSA, 3aTI0JKCHH OT
Bb3JIOKHTENA:

-Harnacsue npes — lpul
-4-undpos aucnei



-0MyCTHMA CHCTEMATHYHA rpeluka npu Makc. Obem <0.6%
-OMYCTHMA CUCTEMATHYHA Ipellka npu MuH. obem <3%
- NUneTaTa 7a e ChBMeCTHMa ¢ Bpbxyerara 3a nunetu Eppendorf

237.6 - IlpencraBeHara oT y4acTHHKa o)epTa He OTroBaps Ha M3HCKBAHETO HA BH3JIOKHTEA
oepupanarta 8-kaHanHa asromMaTHyHa nabopaTopHa mnunera aa ca ¢ obem — 30-300 pl. Or
npe/cTaBeHaTa H3BAJAKa OT KaTanor € BUJHO, Y€ ce ofepupa aBToMaTHYHA naboparopHa nunera ja ca
¢ obem — 40-350 pl. Cbuio Taka, yyacTHUKBT He € MPUIIOKHI M3BAJKK OT Karajor, OT KOMTO Ja ¢
BUAHO, Ye odepupanata 8—kaHajiHa aBTOMaTHYHa naboparopHa mHTETa OTrOBapd Ha CICAHMTE
M3MCKBaHMS, 3a/10/KEHH OT Bb3JIOKHTEIA:

-4-umndpos aucnnei

-IOMyCTHMA CHCTEMaTHYHa rpetiika npu make. O6em <0.6%
-[0NyCTHMA CHCTeMaTHYHa rpeiika npu Mu. Obem <3%

- MMNeTaTa j1a e ChBMECTHMA ¢ BpbXyerara 3a nunetn Eppendorf

7. Tlo oBocobena mosuums 239 - Ilpencrasenata oT ydacTHMKa odepra He oTroBaps Ha
WIHCKBAHETO Ha BB3IOKMTENSs OdepupaHHsT MMNCTOP 3a ABTOMATHYHO acnupupane aa € ¢
pB3IMOXKHOCT 3a 12 yaca Henpekbenata pabora. OT npejcTaBeHara H3Bajika OT KaTajior € BUHO, 4e Ce
ofyepupa MUNETOP 3a ABTOMATHYHO ACHUPHPaHE C BH3MOKHOCT 3a 8 Yaca HeMpeKLeHaTa pabora.

8. o o6ocobena nozuums 242

242.1 - IlpeacTaBeHata OT yyacTHHKa oepra He OTroBaps Ha M3MCKBAHETO HA BBLINOKHTE/IA
3a CTEPMIJIHM MJACTMACOBH TaMIOHM B [JIACTMACOBA EMpYBETKA ChC Cpejia Ha Amies ¢ Bwuried. Ot
Npe/CTaBeHaTa M3BajAKa OT KaTajlor ¢ BHAHO, Ye ce ojepupar CTEPUIHM MIACTMACOBH TAMIIOHH B
[/1acCTMAacoBa enpyBeTKa ¢ MoanuLMpana cpeaa Ha Amies 0e3 BbIIICH.

9. Mo obocobena nosuims 243

243.2 - TpeacraBeHara OT y4acTHHKA odepra HE OTroBaps Ha W3HCKBAHETO Ha BH3JIOKUTCI
oepupanuTe NOKPHBHM cThKAA (pasmepy 22 X 22 MM, jebenuna 0,15 MM) na ca B onakoska 0 50
6pos. OT npescTaBeHaTa H3Ba/IKa OT KATalOr € BUIHO, Ye ce O(epupaT NOKPUBHH CTHKIIA B OTAKOBKA
no 200 6pos.

10. Tlo obocobena nosuums 252 - IlpeacraeHata OT ydyacTHHKa odepra He oTroBaps Ha
W3UCKBAHETO Ha BL3NOJKHTENA 33 CTEPUAHM moaunponuneHosu GyTrakk ot 500 ma 3a B3emane Ha
poanu npobu. OT npencraBeHata W3Bajka OT Karajior € BHAHO, 4e Cce otepupar OYTHIKH OT
NOJHETHIICH.

11. o obocobena nozuums 259

259.1 - INpeacTaBeHara OT ydacTHHKa oepTa He OTroBaps Ha W3HCKBAHETO HA BL3NOKHTENA
oepupanuTe CTepUAHN PUATPH 3a eIHOKpaTHA ynoTpeda 3a CNPUHLOBKH J1a Ca ¢ pa3Mep Ha nopure
0,22 pm. OT npejcTaBeHaTa M3BaJKa OT Karajior € BHIHO, Y€ ce Oepupar CTCPHIHH duntpu 3a
eIHOKpaTHa ynoTpeba 3a CIPHUHLIOBKH ¢ pasmep Ha nopute 0,45 pm.

12. o obocobena nosuums 261

261.5 - [peacTaBeHaTa OT y4acTHHKA odepra HE OTrOBaps HA M3MCKBAHETO Ha BB3JIOKUTCIA
o(epupanara Mapis Ja € B ONakoBKa 10 5 ks.meTpa. OT npejicTaBeHaTa H3Baaka OT Karajlor ¢ BUAHO,
ye ce oepupa mapis B onakoska 90 ke.meTpa.

261.6 - [peacTaBenara oT yyacTHHKa odyepra HE OTrOBaps Ha M3UCKBAHETO Ha BB3/IOKUTCIA
o(eprpaHuTe CTEPHIHM Map/ii Ja ca MHAMBHAyanHo onakosahu. OT npeicTapeHara u3sajka ot
KaTajor € BHHO, 4e ce oepupa Mapiu, KOMTO HE ¢a MHAMBHYaJIHO ONAKOBAHH.

C ornej Ha ropensoKeHoTo, Ha ocHoBauue 4i.107, 1.2, 6%a* or 30I1 1 umaiiku npeaBui
3aJ103KEHOTO OT BB3N0KHTENs M3MCKBAHE KbM YYACTHMK B MpoLEAypaTa, KOHTO KaH/AWJATCTBA 32
060coBeHHN MO3ULIMK C TOANO3ULMK, Aa npeacTaBd opepra 3a BCHUKH MOANO3HLMHH Ha obocobeHara
MO3MIMSA, KOMUCHATA MPE/Iara 3a OTCTPaHABAHE OT MPOLE/PATa yHacTHUKA 110 050co0eHH NO3ULMM:
213, 214, 229, 235, 236, 237, 239, 242, 243, 252, 259 u 261.

KomucHATa 70NyCKa YYacTHHMKA JI0 OTBapsHE HAa LEHOBOTO MPEAIOKEHHE 10 obocobenu
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nosuumu — 240, 241, 245, 246, 247, 248, 249, 250, 253, 258 u 260, 1t Kato, BHAHO OT
MpeACTABEHHTE KaTano3u, o(epupaHnuTe NMpOAYKTH 10 Te3n 000co0eHH MO3HLUMH OTroBapsAT Ha
M3UCKBAHHATA HA Bb3JIOMKHTE,

4. EHJIO®JIEKC EOO/I - no o6ocobena nozunus: 224.

KomucHsATa ycTaHOBM, ue MpejcTaBeHarTa OT yqacTHHKA TexHuuecka odepra no odocobenara
MO3MLMA € B CbOTBETCTBME ¢ M3HMCKBAHMATA HA BBH3JIOKHTENA, BHAHO OT MPUIOKEHUTE KATaao3H M
JIONYCKa y4acTHHKA JI0 OTBApPAHE HA LEHOBOTO Npe/UIokKeHHe.

5. JLK.B. - BBJITAPUSI EOO/ - no o6ocodena nosuuus: 86

KomucusaTa ycTaHOBH, Ye MpeiacTaBeHaTa OT y4acTHMKa TexHuyecka odepra no odocobenara
NO3HLHA € B CHbOTBETCTBHE C M3MCKBAHMATA HA BBL3/OKHTENA, BHAHO OT MPHIIOKEHHTE KaTalo3u M
JIONYCKa y4acTHHKA /10 OTBAPAHE HA LIEHOBOTO NMpPEUIOKEHHE.

6. IABTEX EOO/I - no obocobenn no3uuun: 269 n 278

Komucusita ycraHoBM, 4e MpeiCTaBeHaTa OT y4acTHMKA TexHuyecka odepra no BCHUKH
000c00eHH NO3HLMH € B CLOTBETCTBHE ¢ W3UCKBAHMATA HA BL3JIOKHUTENS, BUAHO OT MPHIOKEHHTE
KaTajo3H M J0MYyCKa y4acTHHKA /I0 OTBapAHE Ha LIEHOBOTO MpeoKEHHE.

7. MEJUIIUHCKA TEXHUKA HHKEHEPHHI OO/1 - no o6ocodenn nozuuun: 277 u 278

KomucusaTa ycTaHOBH C/I€IHOTO:

I. Ilo obocobena nosuumsa 277- B npejcraBeHara oT y4acTHMKAa M3Bajka OT Karajor He ce
OTKpMBaT JaHHM Jjann odepupanara uentpopyra ¢ oraennun poropu 3a 8 x 1.5/2.0 ml
MUKpoueHTpodyKHH enpyBeTkH (¢ ocem azantopa 3a 0.2 mu enpyseTku) v ctpunose 4 x 0.2 Ma uma
€JIEKTPOHHA CIIMPAaYHa CHCTEMA, KAKBOTO € H3HCKBAHETO, 3a/I0KEHO OT Bb310KUTENA. B Tasn Bpbika u
na ocuosanue uin. 104, an. 5 or 30I1, ¢ nuemo wm3x. Ne 1000-874/12.10.2020 r., komucusTa e
MoMCKasa OT yyacTHHKa B cpok a0 15.10.2020 r. na npeaocraBu passiCHEHUS MW JONBJIHHUTE/IHH
JIOKAa3aTe/ICTBA OTHOCHO CBABPXKAIIM Ce B odeprata JaHHHM, KaK C€ M3MBJHABA IOPENOCOYEHOTO
M3MCKBAHE MOCOYEHO B TEXHHYECKaTa crneuuuKkaLms, KaTo e noyepraia, 4e pasiCHeHUATa He MoraT
Jla BOJAT JI0 MPOMEHH B TEXHMUYECKOTO MY TMpeanoxkeHue. B onpeneneHus CpoK yHaCTHHKBLT €
npeacTaBu 0TroBop ¢ nuemo Bx. Ne 1987/14.10.2020 r., B koeTo € npeacraBuil passiCHEHHs, KOUTO ca
cBbp3aHu ¢ Oe30MmacHOCTTa M 3alMTHUTE MEXaHW3MU Ha LeHTpodyrata, a HE C €JEKTPOHHaTa
CIIMpaYHa CUCTEMA, KAKBOTO € M3MCKBAHETO Ha Bb3nokuTens. [loa enekrpoHHa crnupayka ce uma
Npe/BH  CICKTPOHHO YIPABIABAH MEXaHW3bM, KOHTO no3BoisBa ObpP30 M CHUIEBPEMEHHO
PaBHOMEPHO CMMpPaHE Ha POTOpa KaTo MO TO3W HA4MH ce 3ana3ea MHTepuTera Ha npodure. Tosa e
KOHKpPETEH [apaMeTbp Ha UEHTOQYrHTe M NpPH HAJIWYMETO My ciejaBa jga Obae BKIIOYEHO B
ONMUCAHMETO Ha NMpoJayKTa (KaTasnora).

C ornen Ha ropeussokeHoTo, Ha ocHoBanue 4. 107, 1.2, 6"a" or 30I1, komucuaTa npenara
3a OTCTPaHABAHE OT NpoLe/ypaTa yyacTHuka no odocodbena nozuumsa: 277.

KomucusaTa jgonycka y4acTHMKa JI0 OTBapsAHE Ha LEHOBOTO npejiokeHue no obdocodena
nosuums — 278, Thil KaTo, BMAHO OT NpeACTaBEHHUTE KaTajlosu, opepHpaHHAT MPOAYKT MO TasH
000co0eHa No3uLMA OTroBapsa Ha W3UCKBAHHATA HA BB3JI0OKHUTEIIA.

8. AA ME/IUKBJI BBJII'APHUS OO/ - no obocobenn nosuuun: 5, 30, 49, 51, 59, 61, 151, 209, 215
u 231

KomucuaTa ycTtaHoBM, Ye MnpejcTaBeHaTa OT YYaCTHHKA TeXHHuYecka odepra Mo BCHUKH
000cO0EHN NMO3HIMKH € B CBOTBETCTBHE C M3MCKBAHMATA HA BB3OKHTENSA, BUIAHO OT NMPHIIOKEHHUTE
KaTallo3u M JI0NYCKa YHaCTHUKA JI0 OTBAPAHE HA LICHOBOTO NPEUIOKEHHE.



9. PCP EQO/I - no obocobenn nozuumn: 269, 271, 274, 276, 277, 278,283 u 285

KomucusiTa yCTAaHOBH CJIE/IHOTO:

1. Tlo oBocobena nozuums 269 - IMpeacraseHara OT yyacTHMKa odepra He OTroaps Ha
W3NCKBAHETO Ha BH3NOKUTENs oepupaHata aHaqMTHYHA BE3Ha C BLTPEIIHA KaiuOpoBKa fa e ¢
obxBat a0 250 rp. OT npejicraBeHaTa W3Bajika OT KaTaaor € BUHO, Ye ce oepupa ananuTHYHA BE3HA
¢ obxsat 220 rp.

2. Mo obocobena nozuuus 277- B npejcraBeHaTa oT y4acTHHKA M3BajJKa OT KaTalol HE CC
OTKpMBAT JaHHM Janu odepupasara ueHTpodyra ¢ OTACIHH pOTOpH 3 8 x 1.52.0 ml
MHKPOLEHTpO(DYKHH enpyBeTKH (¢ ocem ajanTopa 3a 0.2 MJ1 enpyBeTKH) W CTPUNOBe 4 x 0.2 M1 uma
e/IeKTPOHHA CMIHPaYHa CHCTEMA, KAKBOTO € H3HCKBAHETO, 3a/10/KEHO OT BB3JIOKHTEA. B Ta3n Bpb3ka U
Ha ocHopamue un. 104, an. 5 or 30I1, ¢ nucmo m3x. Ne 1000-875/12.10.2020 r., komucusTa €
nouckana oT ydacTHHka B cpok jo 15.10.2020 r. na mpeaoctasu pasfACHCHWA WM AOMBIHWTEAHH
JI0Ka3aTelCcTBA OTHOCHO ChABbpJKAIM ce B odeprata JaHHH, KaK Ce M3IBIHABA TOPENOCOHEHOTO
M3HCKBaHE MOCOYEHO B TEXHHYECKATa crielMMKanus, KaTo e nojueprania, ye passcHeHuaTa He morar
Ja BOJAT JI0 MPOMEHHM B TEXHMYECKOTO MY MpeioxkeHue. B onpenesieHus CPoK yHacTHHKLT HE €
Npe/ICTaBH/I MCKAHHTE PA3ACHEHHMsA, MOpaau KOETO He CTapa ACHO Jaiu ohepupaHuAT MPOLYKT
OTroBapsiHa 3aJ0KEHHTE OT Bh3I0KUTEIA HINCKBAHMSL.

3. Mo obocobena nozuumua 278 - B npeacraseHara OT y4acTHMKa M3BajKa OT Kartalor HE ce
OTKpMBAT JaHHW janu 3a odepupaHata YHMBEPCAJIHA LCHTPO(yra ca M3MBIHEHH CACAHUTE
M3MCKBAHMA, 3aJ109KEHH OT Bb3J0KHTEIIA:

- aBTOMATHYHO Pa3No3HABAHE HA POTOPUTE
- aBTOMATHYHO OTBapAHE Ha Karaka Ha ueHTpodyrara
- 3aMOMHSAHE Ha mapaMeTpuTe Ha NMoc/ie/IHUsA NpoLec

B Ta3u Bp3Ka M Ha ocHopanue 4. 104, an. 5 or 3011, ¢ nuemo usx. Ne 1000-875/12.10.2020
r., KOMHCHATA € MoMcKaia OT yyacTHuka B cpok a0 15.10.2020 r. na npeaocraBu passcHeHUs WK
JONMBIHATEIHN J0KA3aTeICTBA OTHOCHO ChbpXKaluu ce B ofeprata JaHHHM, KaK ce H3MbIAHABA
rOpernocoYeHoTo M3MCKBAHE TMOCOYEHO B TeXHMYecKata creuudukaius, karo € nojueprana, ue
pa3ssCHEHMATA HE MOraT Ja BOJAAT /0 MPOMEHH B TEXHHHYECKOTO MY Ipe/UIOKEHHE. B onpeaenenms
CPOK YYACTHHKBT HE € MpeJICTABM MCKAHMTE pa3sfACHEHMs, NOPaAH KOETO He CTaBa ACHO Jaiu
odyepupaHUAT NPOAYKT OTrOBapAHa 3a10KEHUTE OT BB3JIOKHUTE/IA H3MCKBAHUA.

4. Tlo obocobena nosuums 283 - lMpeacraBeHata oT ydacTHuka odepra He oTroBaps Ha
WIMCKBAHETO Ha BLINOKHUTENS OPepHUpaHuaT crneKTpoOTOMEThP C YHHBEpPCaseH 5 KIeThueH
KIOBETOIbPIKATENl C ABTOMATHYEH YEMHUKBP Ja € ¢ BoN(paMoBa XajloreHHa W JeyTepiesa Jibrosa
namna. OT npejcTaBeHaTa M3Bajika OT KaTanor e BUAHO, ue ce ojepupa criekTpodoToMeTHP Camo ¢
€/IHa KCEHOHOBA Jlamia.

C or/ie/l Ha FOPEN3IOKEHOTO, Ha ocHosame 4n.107, 1.2, 6“a" ot 3011, komucuaTa npe/iara
3a OTCTpaHABAHE OT NPOLEYPATa YuacTHHKa 1o 0bocobenu nosuunn: 269, 277,278 u 283.

KoMMcHsTa J0MycKa Y4acTHMKA [0 OTBApAHE Ha UEHOBOTO MpEIoKeHHe 1o obocodeHH
nozuin — 271, 274, 276 u 285, Thii Kato, BUAHO OT MpEACTaBEHWTE KaTanosu, odepupanute
NPOYKTH M0 Te3H 060co0eHH MO3ULIMK OTrOBapAT HA H3HCKBAHNATA HA BB3/IOKHTE/NA.

10. IEMAKOH OO/1 - no o6ocobenn mosumuu: 103, 108, 120, 129, 134, 139, 142, 146, 262, 263,
264, 266, 267, 268,276 n 297

KoMucuaTa yCcTaHOBM, 4e MpejcTaBeHara OT y4acTHHKA TEXHHUECKa opepra no BCHYKH
060co6eHH MO3UIMH € B CHOTBETCTBHE C M3UCKBAHMATA HA BBL3JOKHUTENS, BHAHO OT MPHIOKCHUTE
KaTano3M M JI0NYyCcKa y4acTHHKA JI0 OTBapAHE Ha LIEHOBOTO MPE/I0KEHHE.

11. ABEJI JIUME/IMKBJI EOO/I - no o6ocobenn no3uumm: 14, 38, 42, 47, 50, 52, 54, 55, 56, 60,
61, 67,70,73,75,76,78,79, 82 n 87



KoMHCHATA yCTAHOBH CIICAHOTO:

I. Ilo oGocobena mosuums 78 - IlpeacraBeHara OT yyacTHWKa odepra He OTroBaps Ha
W3HCKBAHETO HA BB3JIOWKHMTEA 3a TECT 32 aBTOMATHYHO (PJIOYLUMTOMETPHYHO ONpE/Ie/IAHE HA NPOLCHT
n abcomoren Gpoii va T, B u NK numpounTy B e/Ha enpyBeTka ¢ usiia KpbB 1o KoMOMHaLMATa OT
mapkepute: CD3 (kiou SK7), CD56 (knon NCAMI16.2 ), CD16 (kion B73.1 ), CD45 (xnon 2D1 ),
CD19 (ka0H SJ25C1 ). Ot npeacTaBeHara U3BajAKa OT KaTaior e BUHO, 4e ce oepupar pasiiniHu oT
HeKanuTe KIoHoBe, a uMenHo CD3 (knon 33-2A3), CD56 (knou 3G8 ), CD16 (knon B-D19 ), CD45
(knon IMMU 1.2 ), CDI19 (knon A3-B1 ).

2. Tlo obocobena moszuuma 82 - [lpencraBeHara oT ywacTHuWka odepra He OTroBaps Ha
M3MCKBAHETO HA BBL3JIOKUTENS odepupanuaT Habop 3a BLTPEKICTLYHO ONPEC/IAHE HA FPAH3HMH Jia
BKJIIOYBA MMILO AHTHYOBEIIKO MOHOKJIOHOJHO aHTHTAJO cpeuty rpansum A. OT npeacraBeHara
W3BAJKA OT KATajor € BHJHO, Ye ce odepupa HadOp 3a BLTPEKJICTBYHO ONpPE/C/sHE HA IPaH3uMH,
BKJIIOYBALLL MHMILIO aHTHYOBELLIKO MOHOKJIOHOJIHO @HTHTAIO cpelly rpaH3um B.

C orjiea Ha ropensoxKeHoTo, Ha ocHoBanue w107, 1.2, 6*a* or 3011, komucuaTa npenara
3a OTCTpaHABAHE OT NPOLEAYpaTa yyacTHHKa 110 o6ocobenn nozuumu: 78 n 82.

KomucHsTa JOMYCKa yYacTHMKa A0 OTBapsHe HA LEHOBOTO MpejiokeHHe no oGocobeHu
nosuumn — 14, 38, 42, 47, 50, 52, 54, 55, 56, 60, 61, 67, 70, 73, 75, 76, 79 n 87, Tbi KaTo, BUAHO OT
Npe/ICTABEHHTE KaTano3u, odepupannute npoAyKTH 1o Te3n 000cobeHH NO3MUMH OTrOBapAT Ha
M3MCKBAHHUATA HA BH3JIOKHTENA.

12. IAHC ®APMA EOO/I - no obocoGenn nosuuun: 4, 22, 67, 68, 69, 70, 73, 74, 75, 76, 77, 78,
142, 226, 262, 263, 266, 267, 268, 269, 275, 282 u 285

KomucusTa yCTaHOBH CIEAHOTO:

I. Tlo oBocobena nosumums 68 - IlpeacraseHata OT yyacTHMKAa odepra He OTroBaps Ha
M3UCKBAHETO HA Bb3JIOKHTENs MOHOKAOHAAHOTO anTuTaio cpeuy CD39 na e xnon TU66. Ot
npe/ICTaBeHaTa N3Ba/Ika OT KATa/lor € BUHO, Ye ce oeprpa MOHOK/IOHAIHO anTuTsno cpeuty CD39 -
K1oH Al.

2. Tlo obocobena nozuums 69 - IlpeacraBeHata oT y4yacTHHKa odepra He OTroBaps Ha
M3MCKBAHETO HA Bb3/I0XKHTENS MOHOKJIOHAIHOTO aHTHTsI0 cpeuty CD3 na e kinon SK7 ¥ MapKupaHo ¢
dayopoppom AmCyan. OT npeacraseHata M3BajKa OT Katajor € BHAHO, e ce odepupa
MOHOKJIOHAMHO anTuTao cpeuty CD3 - kinow UCHT1), mapkupano ¢ CF-Blue.

3. To obocobena mosuuma 77 - [lpeacrasenata oT ywactHuka odepra He OTroBaps Ha
H3HCKBAHETO HAa BB3/IOKHMTEN MOHOKIOHANHOTO aHTHTAA0 cpeuty IFNgamma na e kion 4S.B3. Ot
npejcTaBeHaTa M3BajKa OT Karajlor € BHAHO, Ye ce oepupa MOHOKJIOHATHO AHTHTANO  CpeuLy
IFNgamma - knon B27.

4. Tlo obBocobena nosuums 78 - IlpeacraBeHata oT ywyacTHuka odepra HE OTroBaps Ha
M3UCKBAHETO Ha BB3JOMKHUTEJIS 3a TECT 3@ aBTOMATHYHO (P1I0YUMTOMETPHUUHO ONpEJIeliiHe Ha MPOLEHT
u abeomoren 6poit na T, B u NK numdounti B e/iHa enpyBeTka ¢ wiia Kpbs 110 KOMOHHAUmMsATa OT
mapkepute: CD3 (knon SK7), CD56 (knon NCAM16.2 ), CD16 (knon B73.1 ), CD45 (knou 2D1 ),
CD19 (knou SJ25C1 ). Ot npeacTaBeHaTa W3Bajlka OT KaTalor € BUAHO, Ye ce oepupar pasjiniHu T
ucKaHuTe KaoHoBe, a mmenHo CD3 (knou 33-2A3), CD356 (kaon 3G8 ), CD16 (kaon B-A19 ), CD45
(knon D3/9 ), CD19 (knou A3-B1).

5. Mo oGocobena nozuums 226

226.1 - IlpeacraBenara OT yyacTHHKa odepra He OTroBaps Ha M3HCKBAHETO HA BH3/0KHTEIA
odepupanure Bpbxuera 0,5-10 mukponurpa, Ababr npopun 45mm XL ga ca CTEpWIHH B
aBToKnaBupyemu Kytuu. OT npejcTaBeHaTa M3Bajka OT Katajor € BH/HO, 4e ce ojepupar BpbXyera
0,5-10 MHKpOIMTPAa HECTEPHIIHH B TUIHK.

226.6 - IlpeacraBeHara OT y4acTHHKa odepra He OTroBaps Ha M3WCKBAHETO HA BL3JI0KHTEIIA
o(pepupanurte Bpbxuera 100-1000 MukponanTpa, CbBMECTHMH C aBTOMATHYHH THIICTH THI Eppendorf
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u Biohit ga ca crepunnu. OT npejcTaBeHata W3Bajka OT KaTajor € BHAHO, ue ce odepupar
Hectepuany Bpbxyera 100-1000 mukponurpa.

C orziea Ha ropeMsnokeHoTo, Ha ocHoBanue wi.l107, 1.2, 6"a* ot 30I1 u umaiiku npeasua
3aJ105KeHOTO OT BBb3noXkuTess M3UCKBAHE KbM YYACTHMK B Mpoleaypara, KOWTO KaHJMJaTcTBa 3a
060co0eHH! NO3UIIMK C MOANO3UIIMH, JIa Npe/icTaBn odepra 3a BCHYKH MOANO3HLMHK Ha odocobenara
MO3MLMsA, KOMHCHATA Npejulara 3a OTCTpaHsABaHe OT NMPOLE/IypaTa yyacTHHKA 110 060co0eHH No3ninu:
68, 69, 77, 78 u 226.

KomucusaTa j0onycka yyacTHMKa JI0 OTBapsHe Ha LIEHOBOTO MpeanokeHue 1o odocobeHu
nosuumu — 4, 22, 67, 70, 73, 74, 75, 76, 142, 262, 263, 266, 267, 268, 269, 275, 282 u 285, Tuii kaTo,
BHM/IHO OT MPEJACTaBEHUTE KaTano3u, oeprHpaHuTe MPOAYKTH 10 Te3n 000co0eHH MO3ULIMH OTrOBapsAT
Ha M3UCKBAHMATA HA BB3JIOKUTENS.

13. OIITUM KO OO/ - no obocobenn nozuuuu: 159, 163, 168, 170, 171, 172, 173, 179, 186, 190,
206, 240, 241, 242, 245, 246, 247 n 252

KomucusaTa ycTaHOBH CIEAHOTO:

1. Tlo obocobena nosuums 163 - TlpencraBenata oT yyacTHuka odepra He OTroBaps Ha
M3HCKBAHETO Ha Bb3okuTeNs odepupanust cyniaement 3a Brazier (CCEY) arap na e ¢ 8 wmr
Llepokcurun u 250 mr JI-Lluknocepun. Ot npejacraBeHara M3Bajka OT KaTtaior € BHM/IHO, ue ce
opepupa cynnement 3a Brazier (CCEY) arap ¢ 4 mr Lleokeutun n 125 mr JI-Lluknocepun.

2. I'lo obocobena nosuumsa 240

240.1 — I'peacraBeHara OT yyacTHHKa odepra He OTroBaps Ha W3UCKBAHETO HA BH3JIOKHUTE s
oepupanuaT peseppoap/BaHa 3a MUMNETHpaHe Ha peareHTH aa € ¢ obem a0 25 mMa u ja e
MHAMBH/IYaJIHO ONAKOBaHa 3a eaHokpaThHa ynorpeda. Ot npeacraBeHaTa U3Bajika OT KaTajor ¢ BHIHO,
ye ce oepupa peseproap/BaHa 3a nuneTHpaxe Ha peareHtH ¢ odem 50 Ma u B onakoska 20 x 5 Gpos.

C ornej Ha ropeusnoxkeHoto, Ha ocHosanue 4. 107, 1.2, 6*a™ or 30I1 u umaiiku npeasu
3a/10)KEHOTO OT BB3n0KMTENs M3MCKBaHE KbM YYAaCTHMK B NpoLeaypaTa, KOWTO KaHJAMIaTcTBa 3a
060co0eHH NO3NLIKMK C NMOJNO3KMIINH, Ja NPEACTaBH odepra 3a BCHUKH MOANO3ZHLUMHUH Ha obocobeHara
MO3MIMA, KOMUCHATA Mpejiara 3a OTCTpaHsBaHe OT Mpoleypara y4acTHHKa no obocobenn nosmumm:
163 n 240.

KomucusTa J0NycKa y4acTHMKA [0 OTBapsHe Ha LIEHOBOTO MNpejlokeHue 1o obdocobenu
nosuumu — 159, 168, 170, 171, 172, 173, 179, 186, 190, 206, 241, 242, 245, 246, 247 u 252, Tbii Karto,
BM/IHO OT NPEACTABEHHTE KATan03u, oepupanuTte 1MpoaykTH no Tesn 060cobeHn NO3UIMK OTIOBAPAT
Ha M3UCKBAHMATA HA Bb3JIOKHUTES.

14. AKBAXHM 2020 EOO/I - no o6ocobenn nozunuu: 40, 101, 104, 126, 149, 270 u 296

KomucHsaTa ycTaHOBM, Y€ MNpejcTaBeHaTa OT y4YacTHUKA TeXHHyecka odepra 1o BCHUKH
000c00EHH NMO3MIMKM € B CHOTBETCTBHE C M3MCKBAHMATA HA BB3JOKMTENA, BUAHO OT NPUIOKEHUTE
KaTajo3M 1 J01YyCKa YYaCTHHKA 10 OTBapsHe HA LICHOBOTO MpPEIOKEHHE.

15. JIMAXHUM EA/I - no obocobenn moznuun: 55, 56, 157, 159, 160, 165, 173, 176, 177, 178, 179,
183, 199, 211, 212, 285, 286 u 289

KomucusaTa ycTaHOBH CNEHOTO:

1. ITo obocobGena nosuuua 160 - B npeacraBeHata oT ydyacTHMKA M3BajKa OT Karajaor He ce
OTKpPHMBAT JaHHM Janu oepupaHara cpejia 3a KOHTPOJ Ha CTEPUIIHOCT Ha MOBbPXHOCTH € € IeUMTHH H
TYHH, KAKBOTO € M3MCKBAHETO, 3A/I0KEHO OT BB3N0KHUTEA. B Tasu Bpb3ka U Ha ocHoBanue . 104,
an. 5 or 3011, ¢ nuemo u3x. Ne 1000-876/12.10.2020 r., komucHaTa € NOMCKaNa OT y4acTHUKA B CPOK
a0 15.10.2020 r. aa npeocTaBy pazsCHEHUA M JIOMBAHUTENIHN J0Ka3aTe/ICTBA OTHOCHO Ch/bPIKaLIH
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ce B oeprara JaHHH, KaK Ce€ M3ITbJIHABA FOPENOCOYEHOTO M3MCKBaHE MOCOUYCHO B TEXHHYECKATa
cneunuKalns, KaTo € Mojdeprana, uYe pasfgCHEHHsATa He MOrar Ja BOAAT 10 MPOMCHH B
TEXHHYECKOTO MY Npe/uiokeHue. B onpeenenus CpoK yUaCTHHKBT, € MHCMO BX. Ne 2005/15.10.2020
r., MOTBLPKJaBa, 4e odepupaHaTa cpela 3a KOHTPOJ HA CTEPHIHOCT CBLAbPKA HCKaHHTE OT
BB3JIOJKHTEIA HEYTPAIN3a0PH, @ MMEHHO JIEUMTHH U TYHH.

C orne Ha ropeM3/oKEeHOTO, KOMHCHATA JIONYCKAa y4acTHHKA J0 OTBapsAHe Ha LEHOBOTO
npeuioxkenne no obocobenn nosuumu — 3535, 36, 157, 159, 160, 165, 173, 176, 177, 178, 179, 183,
199,211, 212, 285, 286 1 289, Thbii KaTO, BU/IHO OT MPEACTABEHHTE KaTal03H, O(pepHpPaHHTE MPOLYKTH
1o Te3n 060co0eHH NO3ULIMK OTIOBAPAT HA H3HCKBAHHUATA HA BB3JIOKHTEA.

16. BMOCUCTEMMH OO/ - nio o6ocobenn nozuuun: 72, 73, 74, 75, 107, 130, 139, 232, 249, 282 n
296

KomHCHATa yCTAHOBH CJIE/IHOTO:

1. Ilo oBocoGena nosuumusa 130 — [lpeacraBenara oT yuactHuka odepra He OTroBaps Ha
W3NCKBAHETO HAa BB3/IOMKHTENS KHTBT Ja € 3a ekcrpakuus Ha totansa PHK ot yosewku nepudepru
KpbBHH MOHOHYK/eapuu KiaeTkn (PBMC). Or npeacrasenara u3sajka OT Katajaor € BHAHO, 4e ce
odepupa knt 3a exrpakuus Ha PHK o1 )KHBOTHHCKH ThbKaHHW M KJICTBYHH KYJITYPH.

C orniest Ha ropeMsoKeHoTo, Ha ocHoBanue 4i.107, 1.2, 6%a™ or 3011 1 umaiiku npeasu
3Q/I09KEHOTO OT BB3NOKUTENs M3MCKBaHE KbM YYAaCTHHK B Mpoueaypara, KOWTO KaHAWAATCcTBa 3a
060co0eHH MO3ULMK C MOANO3HIMK, 13 NpeAcTaBy odepra 3a BCHUKH NOANO3MLMMM Ha 0bocobeHarta
MO3MLIHSA, KOMMCHATA MPE/Iara 3a OTCTPaHABaHe OT MPOLEypaTa yyacTHHKa no obocobeHa nosuums:
130.

KoMucusiTa J0MycKa y4acTHMKA /10 OTBapsHe Ha LECHOBOTO [Pe/UIOKEHHE 110 obocobenu
nosuumu — 72, 73, 74, 75, 107, 139, 232, 249, 282 u 296, Tbii Karo, BHAHO OT MpPEACTABEHHTE
Karano3u, ofyepupaHuTe MPOAYKTH 10 Te3u 000CO0EHH MO3MUMH OTrOBapAT Ha M3HCKBAHMATA HA
BB3JIOKHTEIS.

17. BUOMEJIMKA BBJI'APHS OO/I - no o6ocobenn no3uunn: 2, 22, 27, 28, 31, 32, 37, 44, 53,
57,58, 62,80,112 u 113

KomucHsTa yCTAaHOBH CIIAHOTO:

1. TTo o6ocobena nosuuus 22

22.1 - INpexacrasenara oT yyacTHHKa odepra He OTroBaps Ha H3MCKBAHETO HA BBH3JIOKHTE.A
oepupanure ELISA Tecrose aa ca 3a jokassane Ha L. pneumophila Sgl anturen B ypuha. Ot
npejicTaBeHaTa M3BajKa OT KaTtajor e BHAHO, Ye ce opepupar ELISA Tectose 3a nokaseaHe Ha L.
pneumophila Sgl anTuren B cepym.

2. o o6ocobena nozuums 31

31.1 - IlpeacraBeHara OT yyacTHHKA odepra He OTroBaps Ha M3MCKBAHETO HA BB3JIOKHTENA
oepupanust ELISA Tect 3a nokaspare Ha MrM antutena cpeuty Borrelia burgdorferi B uoBewku
cepyMm ¢ aHTHreHeH ekctpakt Ha Borrelia burgdorferi sensu stricto, Borrelia afzelii, Borrelia garinii 1a
chabpka B annyenta 3a npodara IgG RF copbent. OT npejicraBeHara u3Bajka OT Karajior € BUIHO,
ye ce oepupa ELISA rect 3a nokassane Ha UrM antutena cpeuty Borrelia burgdorferi 6e3 IgG RF
copbenT

31.2 - IlpeacraBeHaTa OT Y4acTHHKA odepra He OTroBaps Ha M3MCKBAHETO Ha BBL3JOKUTEA
ofpepupanunar ELISA Tect 3a nokassane va Mrl" anturena B YOBCINKM CEpyM CpelLly aHTHIEHHH
ekctpakth Ha Borrelia burgdorferi sensu stricto, Borrelia afzelii, Borrelia garinii, kakto #
pekombunanten VISE anturen ot Borrelia burgdorferi sensu stricto. Ot npejcraseHara ussajaka ot
Katajor ¢ BuaHo, 4ye ce odepupa ELISA Tect 3a nokassane na Mrl™ anturena B YOBEUWIKH cepym
cpelily aHTHreHHM ekctpakTh Ha Borrelia burgdorferi sensu stricto, Borrelia afzelii, Borrelia garinii,
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npu Koiito nuncea pekombunante VISE anturen ot Borrelia burgdorferi sensu stricto

31.3 - lpeacraBenata OT yyacTHMKA oepra He OTroBaps Ha H3UCKBAHETO HA BB3JIOKHTENS
oepupaHUAT UMYHOONOT TECT € PEKOMOMHAHTHM AHTUI€HM Ja € HaTOBapeH C TeXHWKa 3a
OTHPUHTHPAHH aHTHreHw, BKtousamm pl8, pl9, p20, p21, p58, OspC (p25), p39, p83, LBb, LBa,
VIsE Bg, VISE Bb, VISE. Ot npejcrasenara u3pajika oT Katanor € BUAHO, ue ce opepupa uMyHoOI0T
TECT C PeKOMOMHAHTHU AHTHICHU, HATOBApeH C TEXHHKA 3a OTTIIPUHTHPAHU AHTUI€HH, HEBKITIOUBAIIM:
pl8, p58, OspC (p25), p39, VISE Bg, VIsE Bb, VIsE

Cobilo Taka B npejcTaBeHaTa OT y4acTHMKA M3Ba/IKa OT KaTajor He ¢e OTKpHBAT JaHHH JIajlu €
KOHUEHTPUPAH KOHIOraTa, KAKBOTO € M3MCKBAHETO, 3aJI0JKEHO OT Bh3JIOXKHTEA.

31.4 - B npeacraBeHara OT y4yacTHMKA M3Bajka OT KaTajor He ce OTKPHMBAT AaHHW Jaanu
o(epupaHUAT UMYHOOJIOT TECT € PEeKOMOMHAHTHH AHTUIEHH, HATOBAPEH C TEXHHKA 3 OTIPHUHTHPAHH
anTurenu, skmousamm p39, p4l, VISE or Borrelia burgdorferi, OspC-adv Ba, OspC-adv Bb,OspC-
adv Bg 3a nokassane Ha cneunduunn UrM auturena cpeuty Borrelia burgdorferi, Borrelia garinii,
Borrelia afzelii e ¢ konuenTpupan antuyoemikn MrM koHtorar, KakBOTO ¢ M3MCKBAHETO, 3a/10KEHO
OT Bb3JIOKHTENA.

3. Ilo oBocodena nozuumsa 37

37.1 - llpenacraBeHara OT y4acTHUKa oepra HE OTroBaps Ha M3MCKBAHETO HA Bb3JIOKHTCIIA
odepupanunst ELISA Tect 3a nokassane Ha MUrM anTuTena B 4OBEIIKHM CepyM cpelly 3uka BHpYcC ja e
cve cneuudpuuen NS1 antured, kakto u KuThT ja cbabpika IgG RF copbent.Ot npeacrasenara
M3BajJIKa OT KaTajor € BUJHO, 4ye ce oepupa ELISA Tect 3a nokassane na UrM anturena B 4oBewku
cepym cpemty 3uka Bupyc ¢ antureH — wam ATCC VR-84 u kutsT He chabpka IgG RF copbenr.

37.2 - TlpexacrageHara OT y4acTHHKa oepTa HE OTroBaps Ha M3MCKBAHETO HA BHL3NOKHTEIIS
ofepupanust ELISA Tect 3a nokassane na Mrl™ anTuTena B HOBEILIKM cepyM cpellly 3uKa BUPYC Che
cnempuuen NS1 anturen.OT npejcraBeHara U3Bajka OT Kartajor € BHAHO, 4e ce odepupa ELISA
TecT 3a joka3aHe Ha Mrl™ anTutena B woBewky cepym cpelty 3uka Bupyc ¢ antured — mam ATCC
VR-84.

C orziea Ha ropensiokeHoTo, Ha ocHoBanue 4wi.107, 1.2, 6"a™ ot 30I1 u umaiikn npeasui
3QJI00KEHOTO OT Bb3nokurens M3MCKBaHe KbM YYACTHMK B Mpoleaypara, KOWTO KaH/AMAaTcTBa 3a
060ocobeHn No3uIMK ¢ MOANO3ULIMK, /1a MPeACTaBH odepTa 3a BCHUKH NMOANO3ULMUM Ha obocobeHara
MO3ULIKA, KOMUCHATA Mpesiara 3a OTCTpaHABAaHE OT MPOoLE/lypaTa y4acTHHKA 1o 000co0eHH MO3HUMHK:
22,31 u37.

KomucusaTa a0nycka y4yacTHMKA /10 OTBapsHe Ha LEHOBOTO MpejnoikeHHe mno obocobenu
nosuumuu — 2, 27, 28, 32, 44, 53, 57, 58, 62, 80, 112 u 113, Tbit KaTO, BHAHO OT NpEJCTABEHUTE
Karajao3u, oepupaHuTe NPOAYKTH no Te3u o00COOEHH MO3MLMHM OTrOBapAT HAa M3MCKBAHMATA Ha
BB3JIOKHTE]S.

18. JABUMEKC A/l - no obocobenn nozuuun: 213, 216, 227, 237, 238, 239, 260, 269, 275, 278,
282,285 u 286

KomucHsaTa ycTaHOBH CIE/IHOTO:

1. TTo oGocobena nosuuus 213

213.11 - B npeacraBeHaTta OT y4acTHHMKA M3Bajika OT Karajior HE C€ OTKPMBAT JIaHHM Jlalu
o(epupaHOTO MMEPCHOHHO MAcJlo 32 MUKPOCKONUpaHe € ¢ MHAEKC Ha npevynsaHe ~ 1.51, kakBoTo ¢
M3MCKBAHETO, 3aJI03KEHO OT BH3JI0KHTES

213.16 - IlpeacTapeHara oT y4acTHHKa ofepra He OTroBaps Ha U3MCKBAHETO HA BH3JIOKUTENS
odeprpaHHAT HaTpHeB Jojelicyidar Ja € ¢ YMCTOTa Ha HaTpueBMs jaojaeumscyndar (naypui
cyndpar) = 99,0 %.Ot npeiactaBeHata W3BajJKa OT KaTalor € BHAHO, Y€ ce ofepupa HaTpHeB
nojeumacyndar aa e ¢ YMeToTa Ha HaTpueBus pogeuacyadar (naypun cyadar) > 97.5 %

213.20 - INpeacraBenara OT yyacTHUKA oepTa HE OTroBaps Ha U3MCKBAHETO HA BBH3NOKUTEIIA
odpepupanuat popmananexu, 37 % na e no Ph Eur.Or npeacraseHarta u3Bajika OT Kataior e BUAHO,
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ye ce opepupa popmanaaexua, 37 % ue no Ph Eur.

213.22 - [lpeacTaBenHara OT yqacTHHKa odepTa HE OTroBaps Ha H3UCKBAHETO HA BB3JIOKHTEIIA
3a nepoueTHa Kucenuna 38-40%.0T npejctaeHara W3Bajika OT KaTalor € BHAHO, 4e ce odepnpa
nepoueTHa KucenuHa 335 %.

2. o obocobena noszuuus 237

237.2; 237.3; 237.4 n 237.5 - B npeacraBeHara oT y4aCcTHHKa W3BaJIKa OT Karajor He ce
OTKpUBAT JaHHW Jjanu odepHpaHuTe NO Te3M MOANO3ZHLUMH ABTOMATHYHH [HMETH Ca H3USJIO0
ABTOK/IABMPYEMH M J1aJIH €a ChbBMECTHMM ¢ BpbXuertara 3a nunetu Eppendorf, KakBoTo € H3MCKBaHETO,
3a/105KEHO OT BbaoxkuTeNs. B Tasu Bpb3ka u Ha ocHosanue 4i. 104, an. 5 or 3011, ¢ nucmo m3x. Ne
1000-877/12.10.2020 r., koMMCHATA € NOKUCKana oT yyacTHhKa B cpok a0 15.10.2020 r. aa npepoctasu
pasACcHEHMs MM JIOMBJHHTENHH 0Ka3aTe/CTBa OTHOCHO ChbpKAlLK ce B ofeprara JaHHH, Kak ce
W3MBAHABA rOPENOCOYEHOTO HM3WCKBAHE TMOCOMEHO B TeXHHYecKata creuddukauus, Kato e
nojiuepTala, Ye passiCHeHMATa HE MOTaT Jia BOAAT JI0 MPOMEHH B TEXHHYECKOTO MY npeioxketue. B
onpejie/ieHHsi CPOK y4acTHUKLT ¢ nucemo BX. Ne 2008/15.10.2020 r., or KoeTo craBa SCHO, 4e
oepupannTe NPOAYKTH OTTOBAPAT HA 3710JKEHUTE OT BL3JIOKHTENS H3HCKBAHUA.

3. I'lo obocobena no3uums 238 - B npejacraBenara oT yyacTHHKa M3BajIKa OT KaTajuor He ce
OTKPHBAT J@aHHM Jann odepupaHusT CTAaTHB 3a aBTOMATHYHM I[MIETH € CbBMECTHM C [HIMETH
Eppendorf Research, KakBOTO € M3MCKBAHETO, 3aJ0KEHO OT Bb3lokuTens. B Tasu Bpb3ka M Ha
ocuosanue wi. 104, an. 5 ot 30I1, ¢ nucmo u3x. Ne 1000-877/12.10.2020 r., komHcHATa € MOHCKaAlIA
oT y4yacTHuKa B cpok 1o 15.10.2020 r. na npeaocraBu pa3sCHeHHs WM JONLIHUTEIHH I0Ka3aTeICTBA
OTHOCHO ChABPKALLK ce B opepTaTa JaHHH, KaK CE W3ITbJIHABA rOPENOCOYEHOTO H3HCKBAHE M0COYEHO
B TEXHHYECKATA cneundMKalis, KaTo e nojueprana, 4e pasiCHEHHATA HE MOTraT /1a BOAAT A0 NPOMEHH
B TEXHHYECKOTO MY Npe/UiokeHue. B onpeaeneHns cpok yqacTHUKST ¢ nuemo BX. Ne 2008/15.10.2020
I., B KOETO YYaCTHHKBT AaBa oOAcHeHHe, ye odepupaHuaT CTATHB € CbBMECTHMM C BpbX4eTaTta 3a
nunetu Eppendorf, a e ¢ nunetn Eppendorf Research, KakBoTo € H3MCKBAHETO HA BBH3JIOKHTENA.

4. Mo obocobena nosuums 239 - [lpeacTaBeHata OT yyacTHMKA odepra He OTrosaps Ha
W3MCKBAHETO HA BBL3NOKMUTENA 0DEPUPAHHSAT MUMETOP 3a ABTOMATHYHO acnMpupaHe Ja e 3a ynorpeda
CbC CTAHAAPTHH MUNETH-NIACTMAcOBH MK cThkIeHn ¢ obem ot 0.1 mo 100 mu. Ot npeacraBeHara
W3Ba/IKa OT KATaJlor € BU/HO, Ye ce odepupa NUMETop 3a aBTOMATHYHO acnupupaHe 3a ynorpeda cbe
CTaH/IAPTHH MUIIETH-TIACTMACOBH MM CThKIeHH ¢ obem ot 0.5 no 100 ma.

C orsniea Ha ropensnokeHoTo, Ha ocHosanue wi. 107, 1.2, 6"a™ or 3011 u umaiikn npeasua
3a/103KEHOTO OT BB3n0KHTE/IA M3MCKBAaHE KbM YYaCTHMK B NpoLeaypara, KOMTO KaHAWaaTcTBa 3a
060co0eHH! MO3NIMM € NOANO3UUMK, J1a NPe/ACTaBH opepTa 3a BCHUKH MOANO3ULMUK Ha obocobeHaTa
MO3MLMS, KOMUCHATA NPe/Iara 3a OTCTpaHABaHe OT MPoLEeypaTa y4acTHHKA 1o 060co0eHN NO3HLUNHK:
213, 238 u 239.

KomucusTa A0Mycka yyacTHHMKA 0 OTBapsHe Ha LEHOBOTO TNpejulokeHne no obocobeqn
nosuumu — 216, 227, 237, 260, 269, 275, 278, 282, 285 u 286, Tuit Karo, BUAHO OT MpPe/ICTABEHUTE
KaTanosu, odepupaHuTe MpOAYKTH MO Te3n 000co0eHH MO3MLMK OTroBapsT Ha HW3UCKBAHMATA Ha
BB3J0KHTEIA.

19. XEJIMEJI BBJTAPHSI EOO/I - no obocobenn nozuuun: 222, 223, 246, 254, 256, 257 n 261

KomucusTa yCTaHOBH C/IEHOTO:

1. Tlo oGocobena nozuuus 222

222.1 - pexacraBenara OT yyacTHHKa odepra He OTroBaps Ha W3HCKBAHETO HA BL3JIOKHTEA
oeprpaHnTe BAKYYMHH €NPYBETKH - 32 CEpyM M CEPOJIOTHUHHM M3CJICABAHUSA C IeJl U aKTHBATOp Ha
cheupBaneTo ja ca ¢ obem 5+0,5 ml. Ot npejicTaBeHaTa H3BaJIKa OT KaTajior € BU/IHO, 4e ce oepupar
BAKYYMHH €MPYBETKH - 33 CEPYM H CepPOJIOrHYHH M3C/IC/IBAHMSA C Iejl H aKTHBATOP HA ChbCHPBAHETO C
obem | ml.

222.2 - IlpeacraBeHara OT y4yacTHHKA odepra He OTroBaps Ha M3UCKBAHETO HA BbL3JIOKHTEIA



ohepupaHuTe BAKYYMHH €NpYyBETKH - 3a CEPONOrHYHM M3Cie/BaHua ja ca Oe3 rea ¢ akTMBaTop Ha
cheupBaHeTo M ¢ obem 10 5+0,5 ml. OT npejcTaBeHaTa 3BajKa OT KaTallor € BUAHO, e ce odepupar
BAKYYMHH CTIPYBETKH - 3a CEPOJIOTHYHH M3CIEBAHUA C rell ¢ aKTUBATOP Ha ChCHpBaHeTo ¢ obem 2
ml.

222.3 - [IpeactaBeHata OT yyacTHHUKA opepra He OTroBaps Ha M3HCKBAHETO Ha BL3JIOKHTCIIA
odepupanute Bakyymuu enpyserku - K2E (EDTA) na ca ¢ obem 5£0,5 ml. Ot npeacraBenara
M3BAJIKa OT KATAJIOr € BUJHO, ue ce opepupat Bakyymuu enpysetku - K2E (EDTA) ¢ obem 1 ml.

222.4 - [peactaBeHara OT yyacTHuka oepra He OTroBaps Ha M3UCKBAHETO Ha BBLIJIOKHTCSA
oepipaHuTe BaKyyMHHM EIpYBETKHM 3a B3emate Ha BeHosHa kpbB - K2E (EDTA) aa ca ¢ obem 10+0.5
ml. Ot npesacraBeHaTa W3Bajka OT KaTajlor € BMAHO, 4e ce odepupar BaKyyMHH €rpyBeTKH 3a
B3emaHe Ha BeHo3Ha KpbB - K2E (EDTA) ¢ obem 7 ml.

222.5 - [lpeacraBeHaTa OT yyacTHuka oepra HE OTroBaps Ha M3HCKBAHETO Ha BBLIJNOKHTENSA
o(epupaHiTe BAKYYMHH €MpyBETKH 3a 3aTBOPEHa CHCTEMa 3a B3EMaHE Ha BEHO3HA KPbLB, C HATPHCB
WK IUTHEB XenapuH Ja ca ¢ obem 104£0,5 ml. Ot npejcraBeHaTa u3Bajika OT KaTajaor ¢ BUHO, He ce
ofepupar BaKyyMHH €NPYBETKH 3a 3aTBOPEHA CMCTEMA 3a B3eMaHe Ha BEHO3HA KPbB, C HATPHEB WK
NUTHEB Xenapuh ¢ obem | ml.

222.6 - TlpeacraBenata OT yyacTHHKa oepra He OTroBaps Ha M3MCKBAHETO HA BB3JIOKHTEIA
odepupaHnTe MUKPOETPYBETKH 3a B3eMaHe Ha nepudepHa KpbB 3a aHaIM3 Ha KPBBEH CEpyM C rei
cenaparop za ca ¢ obem ¢ obem 0,5+0,2 ml. Ot npeacraseHata M3BajKa OT KaTajor ¢ BUIHO, Ye ce
odyepupaT MHKpPOENpYBETKH 3a B3eMaHe Ha nepudepHa KpbB 3a aHaNH3 HA KPbBEH CEPyM C rej
cenaparop ¢ obem 0,2 ml.

2. [lo o6ocobena noszuuus 246

246.3 - B npejcraBeHata OT y4yaCcTHMKa M3Bajlka OT Karajor He ce OTKPHUBAT JaHHH Jaiu
oepupaHuTe KOHTEHHEP OT MOAMMPONMIEH 3a UK W OHONOrMYHK OTNAAbUM ca ¢ Kanak, cHadaeH
ChC 3aKII0UBAIIO YCTPOHCTBO, KAKBOTO € H3UCKBAHETO, 3A/I0JKEHO OT BH3JIOKHTENS.

246.4 - IlpeacraBeHara OT ydacTHHKaA odepra HE OTroBaps Ha U3MCKBAHETO Ha BB3JIOKHUTCIIA
3a KOHTEHHEPH 3a eKCKpeMeHTH ¢ nbikuuka. OT npejcraBeHaTa M3BajKa OT Karajor € BHAHO, Y€ ce
oepupar KoHTeliHepH 3a ypHHa.

C ornen Ha ropensnokeHoto, Ha ocHoBanue 4i.107, 1.2, 6a" ot 30I1 u umaiiku npeasm
3a/10KEHOTO 0T BB3NoKuUTENs HM3MCKBAHE KbM YYAaCTHHMK B Mpoleaypara, KOWTO KaHAMAaTcTBa 3a
060coBeHH MO3ULIMK C MOANO3HIMHM, Ja npecTaBy ofepra 3a BCHUKH NOANOZHUKMKHM Ha obocobeHara
MO3HLMSA, KOMHCHATA Npe/iara 3a OTCTPaHABaHE OT MPOIeypaTa yyacTHHKA 10 060co0eHH NO3NLIMK:
222 u 246.

KomucHATa 0MycKa y4yaCTHMKA [0 OTBapsHe HA LIEHOBOTO Npeaiokenue no obocodenw
nosuin — 223, 254, 256, 257 u 261, Thii Kato, BUAHO OT MPEACTABEHUTE KaTalo3u, opepupaHure
NPOAYKTH MO Te3u 000co0EHH NO3UIUMHM OTrOBAPAT HA H3UCKBAHWATA HA BB30KHTEA.

20. AHTUCEJI BBJI'APUSI OOJI - no obocobenn nozuuun: 67, 72, 73, 74, 75, 77, 116, 117,
118, 119, 120, 125, 127, 132, 133, 136, 139, 141, 148, 181, 233, 262, 268, 269, 291, 292, 295, 296 n
297

Komucusita ycTaHOBH CEHOTO:

l. To oBocobena nosuumsa 116 - [peacraBeHarta oT ydacTHMKA odepra He OTroBaps Ha
M3UCKBAHETO Ha BB3NOKMTENA 3a Habop 3a eaHocTbnkoB koueeHuuonanen RT-PCR. Or
npe/icTaBeHaTa H3BajAKa OT KaTalor e BUAHO, ye ce oepupa nabop 3a Real-time RT-PCR .

2. Ilo obocobena nosuumus 117 - IlpeacraBeHara oT yyacTHMKa odepra He oTroBaps Ha
M3UCKBAHETO HA BB3JIOMKUTENS odepupanusT Habop 3a cuntes Ha copy DNA ¢ sucoka cneunduutoct
W IbDKMHA HA Kpaiiuus npoayKT MUHUMYM 5 kunobasu aa Bkmousa oligo(dT)20, random hexamers,
MgCl2, dNTPs 1 en3umu - o6paTha TPAHCKPUNTA3a U peKoMOUHaHTEH puBoHyKIeaseH HHXHOUTOP M
RNaseH. Ot npejicrasesara u3Bajka oT Kartajior € BUAHO, 4ye ce odepupa Habop 3a CHHTE3 Ha COpy
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DNA ¢ BHCOKa Crneuu(UUHOCT M AB/UKMHA HA KpailHUs MPOAYKT MHHMMYM 5 KHJ00asH, KOHTO
pkaousa oligo(dT)18, random hexamers, dNTPs u ensumu - oOparHa TpaHCKpunTasa u
pekomOuHanTeH pubonykieasen nuxuourop. T.e ve ce cpabpika RNaseH.

C ornej Ha ropeunsioxeHoTo, Ha ocHoBanue 4107, 1.2, 6“a" or 3011, komucuaTa npeanara
3a OTCTPaHABAHE OT MPOLEAYpaTa yyacTHHKa 1o obocobexu nozuuuu: 116 u 117.

KomucHsaTa J0TycKa y4acTHHMKA JI0 OTBapsHe Ha LEHOBOTO MpeanokeHue no obocobenu
nosvumu — 67, 72, 73, 74, 75, 77, 118, 119, 120, 125, 127, 132, 133, 136, 139, 141, 148, 181, 233,
262, 268, 269, 291, 292, 295, 296 u 297, Tbii KaTo, BUAHO OT NMpPe/CTABEHUTE KATaN03H, opepupanuTe
MPOAYKTH MO Te3H 000co0eHH MO3HUNUK OTrOBapAT Ha H3HCKBAHUATA HA BB3/I0OKHTEN.

21. BUOMEJ] ®IOUYAP EOO/I - no obocobenn nosuunn: 114, 115, 116, 117, 119, 120, 121, 122,
133, 134, 135, 136, 137, 138, 142, 143, 216, 218, 226, 227, 237, 238, 242, 245, 246, 262, 263, 267,
268, 269, 271, 272, 273, 275, 276, 277, 278, 279, 280, 281, 282, 283, 284, 285, 286, 287, 288, 289,
293,294 u 299

KomucuaTa yctaHOBH Clle/IHOTO:

1. ITo oGocobena nozuuus 133

133.2 - [lpeacraBeHaTta oT yyacTHHKA oepra HE OTroBaps Ha M3MCKBAHETO HA BH3/IOIKHTENSA
opepupanust monekynen JIHK mapkep 50-1000bp na e ¢ oraenno OGarpuno 3a Hakansawe. OT
npejicTaBeHaTa W3BajaKa OT Katajor e BuaHo, 4ye ce opepupa JIHK mapkep 50-1000bp ¢ BaoueHo
Oarpuio 3a HakanBaHe.

2. I'lo obocobena nosuuus 226

226.2 - lpexacraBenara OT yqacTHHKA odepra HE OTroBaps Ha W3MCKBAHETO HA BL3JIOXKHUTENS
oepupanute Bpbxuera ga ca ¢ obem 0,5-10 mukponutpa, awiaer npodun 45mMm XL. Ot
MnpejcTaBeHaTa M3BajKa OT KaTajor € BHIHO, 4ye ce ofepupar Bpbxyera ¢ obem 10-20 mukponuTpa,
Auawr npogun 45mm XL

226.8 - IlpencraBeHara OT yyacTHHMKa ofepTa HE OTrOBaps Ha M3UCKBAHETO HA BBH3JI0XKHMTEA
oepupanure Bpbxyera aa ca obem 0.5-10 XL mukponurpa. Ot npeacraBeHara W3Bajika OT Karajor e
BH/HO, 4e ce opepupar Bpbxueta ¢ odem 10-20 mukpoauTpa.

226.12 - TlpeacraBenara OT yyacTHuka ofepra He OTroBaps Ha W3UCKBAHETO HA BB3JIOXKHTE/s
opepupanure Bpbxyera 3a nuneru 100-1000 mukponutpa ga ca ababr npopua mud. 85 mm. Ot
npeAcTaBeHaTa W3Bajka OT KaTaior e BUAHO, ye ce odepupar Bpbxyera 100-1000 mukponurpa — 78
MM,

226.14 - [1peacrapenara oT yyacTHuKa ofepra He OTroBaps Ha H3HCKBAHETO HA BB3NOKMTEIIS
oepupaHnTe CTEPHIIHH BPbXYETA 3a pasnpejensHe Ha kosmyecrsa ot | o 10 Ma ja ca CbBMECTHMH
¢ nunety Gilson Pipetman Ultra. Ot npeacraBenata U3Bajka OT KaTajaor € BMAHO, ue ce odepupar
CTEPUIHN BPbXYETa 32 pasnpeaenste Ha koanuectsa ot 1 10 10 ma, ceemectumu ¢ nunery Gilson.

3. [o obocobena nozuums 246

246.4 - llpeacraBeHara OT yyacTHHKa oepra HE OTroBaps Ha W3UCKBAHETO HA BB3NOKHTEIIS
ojepHpaHnTe MPO3PAYHH, NJIACTMACOBH KOHTEHHEpH ¢ Kanayka Ha BUHT oT 120ml na ca crepuinm.
Ot npeacraBeHaTa M3BajKa OT KaTajor € BHMAHO, 4Ye ce odepupaT acenTHYHM MPO3PaUHH,
NJacTMAcOBH KOHTEHHEPH ¢ Kanayka Ha BUHT oT 120ml.

4. Tlo oGocobena nosuums 277- B npejacrasenara OT y4acTHHKA M3BaJKa OT Karajior He ce
OTKpMBAT JaHHM janM ogepupanarta ueHtpodyra ¢ oraeann poropu 3a 8 x 1.5/2.0 ml
MUKpoLeHTpodyKHH enpyBeTKH (¢ ocem ajanrtopa 3a 0.2 M enpyBeTku) ¥ cTpunose 4 x 0.2 ma uma
€/ICKTPOHHA CIIHPAaYHA CUCTEMA, KAKBOTO € W3HCKBAHETO, 3AJI0/KEHO OT Bb3/10XkKHUTeNA. B Tasu Bpb3ka H
Ha ocHosanue wi. 104, an. 5 or 30I1, ¢ nucmo m3x. Ne 1000-878/12.10.2020 r., komucusaTa €
NnoMcKana or yyactHuka B cpok jo 15.10.2020 r. ja npeaocraBu passCHEHHs WIH JOMbAHHTEIHH
JIOKa3aTe/ICTBA OTHOCHO ChAbpXKAllKW ce B ofeprara JaHHW, KaK C€ H3MbJIHABA TOPENOCOYEHOTO
M3HUCKBAHE MOCOYEHO B TEXHHYECKATa creunduKkaimsa, Kato € noauepraia, 4e pa3sCHeHUATa He MoraT

13



Ja BOAAT /IO MPOMEHHM B TEXHHYECKOTO MY Mpejioxenue. B onpeienenus Cpok yHaCTHHKBT ¢
npeacTasua otroBop ¢ nucmo BX. Ne 1969/13.10.2020 r., ot K0eTO € BHAHO, € YHaCTHHKBT MMa
NpPeABMA CMC - ANFOPUTBM — MOC/E0BATENHO ABTOMATHYHO NPEMHHABAHE MEKIY dyHKUMHTE CIIHH
(uenTpodyrupane) — MMKC (BOopTekcupaHe) — CnuH (UeHTpodyrupaHe), KOETO € pasinyHO OT
MCKaHOTO OT BB3NokuTend. 10 eNeKTpOoHHA crnupayka ce MMa MpeiBH €EKTPOHHO YhnpaBisBaH
MEXaHU3bM, KOiTTO 1M0o380J1aBa 6Gbp30 M CHIEBPEMEHHO PABHOMEPHO CMHPAHE Ha POTOPA KaTo [0 TO3H
HAYMH Ce 3ama3Ba MHTepUTETa Ha npoGute. ToBa € KOHKpETEH Mapamerhp Ha UeHTO(YruTe W npi
HaJMYMETO MY C/Ie/IBa 1 Ob/le BKIIOYEHO B ONMHCAHHETO Ha MPOJIYKTa (KaTanora).

C ornea Ha ropeusokeHoto, Ha ocHosanue 4107, 1.2, 6*a* ot 30I1 n nmaiiku npe/sui
3a/I0KEHOTO OT BB3NOJKMTENs M3MCKBAHE KBbM YYAacCTHMK B MpOLEAypara, KOWTO KaHAMJaTCTBa 32
060co6eHH NO3MIMK C NOANO3UIMH, /18 Mpe/cTaBu odepTa 3a BCHHKH MOANO3MUMMM HA 0bocobeHara
NO3HLMA, KOMHUCHATA NPeIara 3a OTCTpaHABaHe OT MPOLE/ypaTa yuacTHHKa 1o 0bocobeHH nosuumy:
133, 226, 246 u 277.

KoMHcHATa J0MyCKAa YYacTHHKA 70 OTBAapAHE HA LEHOBOTO MpE/UIOKeHHe no obocodenn
nosuwmu — 114, 115, 116, 117, 119, 120, 121, 122, 134, 135, 136, 137, 138, 142, 143, 216, 218, 227,
237, 238, 242, 245, 262, 263, 267, 268, 269, 271, 272, 273, 275, 276, 278, 279, 280, 281, 282, 283,
284, 285, 286, 287, 288, 289, 293, 294 u 299, Tbit Karo, BHMAHO OT MPE/CTABCHHTC KaTallo3H,
oepupaHuTe NPOAYKTH M0 Te31 060COGEHH MO3ULMH OTIOBAPAT HA M3MCKBAHHUATA HA BB3JIOKHTCIIA.

22. IMAMEJI OO/I - no o6ocobenn nozuuun: 66, 67, 68, 69, 71, 72, 73,74, 75,76,77, 78,79, 81,
82, 83, 84,97 u 222

Komucusita yCTAaHOBH CIEIHOTO:

l. Mo obocobena nosuums 72 - [lpeacraBeHara oT y4acTHMKa odepra He OTroBaps Ha
M3MCKBAHETO HA BBLIJNOKHUTEA O(PEPHPAHOTO MHUIIO AHTHYOBEIIKO MOHOKIOHAIHO aHTHTIO Ja ¢
cpenty PDI. Ot npeacraseHarta u3Bajka OT Karajlor € BHIHO, 4e ce oepupa MHUILIO AHTHUOBEILIKO
MOHOKJIOHAJIHO aHTHTsno cpeity PDL-2.

C ornea Ha ropens3okeHoTo, Ha ocHosanue un.107, 1.2, 6“a* ot 30I1 n umaiikn npeasui
32/105)KEHOTO OT BB3NOJKUTENN M3MCKBaHE KbM YYAaCTHWK B [pOlE/yparta, KOHTO KaHaMJaTcTBa 3a
060co6eHH MO3NLIMK C TOAMO3HIMH, /1a NpeacTaBH oepTa 3a BCHUKHM NOANO3ZHUMKA Ha obocobenaTa
MO3MLMA, KOMHCHATA MPe/IIara 3a OTCTpaHABaHe OT NPOLEYPaTa y4acTHHKa Mo 060co0eHH No3HimK:
72.

KoMHCcHAITA [ONYCKAa Y4AaCTHHMKA [0 OTBapiHe HAa LEHOBOTO MpenokeHue no obocobenn
nosuimu — 66, 67, 68, 69, 71, 73, 74, 75, 76, 77, 78, 79, 81, 82, 83, 84, 97 n 222, il KaTo, BUIHO OT
Npe/iCTABEHUTE KaTtano3u, odepupaHnTe NPOAYKTH NO Te3n 00OCOOEHH MO3MUMH OTTOBAPAT Ha
M3MCKBAHHATA HA BBH3JIOKHUTENA.

23. Al BU iU BBJIFCAPUSI OO/I - no obocobenn nozmuuu: 33, 101, 105, 121, 139, 148, 272,
274, 275, 276,277,282 n 286

KomucusTa yCTaHOBH CIEAHOTO:

1. Tlo obocobena mozuums 101 - IlpeacraseHara oT ywacTHMKa odepra He OTroBaps Ha
W3NCKBAHETO Ha BB3NOKMTENs odepupanustT Habop 3a Konuuectsen ananus Ha Xenatut E supyc
nocpenctsom RT-Real-time PCR: j1a e ¢ BK/IIOYCHH KOIMYECTBEHH CTAHAApTH (OT 10000 1U/pl no 10
[U/ul). OT npeacTaBenaTa M3Bajka OT KaTajor € BUAHO, e ce odepupa Habop 3a KOAMUECTBEH aHaIu3
na Xenarut E supyc nocpeacreom RT-Real-time PCR ¢ kosn4ecTBeHH CTaHAapTH 100 no 100000
cps/ ul.

ChIlo Taka B NpeACTABEHATa OT YYaCTHMKA M3BAJKa OT Karajlor He ¢e OTKpMBAT JAHHW jaiu
odpepupanuaT Habop 3a KolMuecTBeH aHanus Ha Xenatut E Bupyc nocpencTsom RT-Real-time PCR ¢
chBMecTHM 3a paGota ¢ Real-time PCR amapar Exicycler 96 (Bioneer), kakBoTo ¢ M3HCKBAHETO,
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3QJI07KEHO OT Bb3JIOKHUTEN.

2. Tlo obocobena nosuums 121 - [lpeacraBeHata oT y4acTHHKa odepra He OTroBaps Ha
M3UCKBAHETO HA BBLIJNIOKMTENA 33 MacTepMuke 2X 3a real-time PCR anaaus, Chabpiall TepMHUHO
aktusupama ce JIHK nonmmepasa, aesokcupubo-nykaeoruan (Bka. UTP) n onTHMH3HpaH eH3WMEH
Oydep. Ot npeacraseHara M3Bajka OT Karajor € BHAHO, 4e ce oepupa MacTepMHKC 2X 32
kouBeHuuonaneH PCR ¢ snoyauur Gydep 3a HakansaHe B re.

3. Tlo obocobena mosuumsa 139 - [lpeacraBenara oT y4yacTHMKa odepra He OTroBaps Ha
M3UCKBAHETO HA BB3J0KHTENS OEPHPAHUAT PeakTHB 3a eH3uMHO npeuncTBaHe Ha PCR npoaykT ot
npaiivepu u dNTP na ce nnaktusupa npu 80°C. Ot npejcTaBeHaTa H3Bajka OT KaTajuor € BH/HO, Ye
ce odepupa peakTus 3a en3umHo npeuynctsane Ha PCR npoaykryu ot npaiimepu u dNTP, koiito ce
nHaktusupa npu 90°C.

4. Ilo obocobena nosuums 274 - IlpeacraBeHara oT y4yacTHMKa odepra He OTrosaps Ha
M3HCKBAHETO HA BB3/OXKHUTENA opepupaHuTa MarHWTHa ObpKajka jla € ¢ HarpABaHe - paBHOMEpHa
temneparypa 380°C max. Ot npejcraBeHara W3Bajika OT KaTaior € BHJHO, Ye ce odepupa MarHuTHa
Obpkaska ¢ Harpasane 40°C.

5. 1o obocobena no3uumua 277- B npeacrasenHara oT y4aCTHHKA M3BajKa OT KaTanor He ce
OTKPUBAT JaHHM gann  odepupanata uentpodyra ¢ oraensd potopu 3a 8 x 1.52.0 ml
MHKpOLIEHTPODYKHH enpyBeTkH (¢ ocem ajanrtopa 3a 0.2 Ma enpyBeTku) v crpunose 4 x 0.2 ma uma
€J1EeKTPOHHA CIUPAYHA CUCTEMA, KAKBOTO € H3HCKBAHETO, 3a10/KEHO OT BB3NI0KUTENA. B Tasu Bpb3Ka 1
na ocuosanue 4wi. 104, an. 5 or 30l ¢ nucmo wm3x. Ne 1000-879/12.10.2020 r., komucusaTa €
nouckana ot yvyacrHuka B cpok o 15.10.2020 r. ga npeaoctaBu passiCHEHUS WIH AONBIHHTEIHH
JIOKQ3aTe/icTBa OTHOCHO ChAbPXKALIM ce B Odeprara jJaHHM, KaKk ce M3MBJIHABA TOpErnoco4YeHOTO
M3MCKBAHE MOCOYMEHO B TEXHHYeCKaTa creludukauus, Karo e nojyeprana, 4e pa3sCHEHUATa He Morat
Jla BOJAAT JI0 NPOMEHM B TEXHMYECKOTO MY mnpeanoxeHue. B onpejenenus CpoK y4YaCTHHKBT €
npeAcTasua oTroBop ¢ nucmo BX. Ne 2004/15.10.2020 r., B KoeTo € npeAcTaBhil pa3sCHEHUs, KOMTO ca
CBbp3aHu ¢ 0€30MacHOCTTa M 3ALUMTHUTE MEXaHW3MW Ha UeHTpodyrara, a He C €JIeKTPOHHaTa
CMHpavyHa CHCTEMA, KAKBOTO € M3MCKBAaHEeTO Ha Bb3nokuTensd. [loja enexrpoHHa cnupayka ce uma
Npe/BH  eNeKTPOHHO YIpaBifABaH MeXaHW3bM, KOHTO mno3BosisABa OBP30 M CBHIIEBPEMEHHO
PaBHOMEPHO CMMpaHe Ha POTOpa KAaTo MO TO3HM HAYMH ce 3anasBa WHTepHTeTa Ha npobure. Tosa e
KOHKpeTeH napamMeTbp Ha UeHTOQYruTe M MNpU HaIMYMETO My ciejiBa ja Obie BKIIOYEHO B
OIMCAHWETO Ha NMPOAYKTa (Karanora).

C ornea Ha ropensiokeHoTo, Ha ocHoanue wi. 107, 1.2, 6"a™ or 3011, komucusaTa npepiara
3a OTCTpaHABaHE OT NpoleaypaTa yqacTHuka no obocobenu nosuumu: 101, 121, 139, 274 n 277.

KomucusTa JONycKa y4acTHMKAa /10 OTBapsHe Ha LEHOBOTO MNpejiokeHue no odocobenu
nosuuuu — 33, 105, 148, 272, 275, 276, 282 u 286, Tbii KaTO, BUAHO OT MPEACTABEHUTE KaTal03H,
odepupanuTe NPOAYKTH 1o Te3n 000c00EHN NMO3HLIKMK OTIrOBApAT HA U3UCKBAHUATA HA BBH3JIOKHTEA.

24. EJITA 90 M OO/ - no obocobenn no3nuun: 1,2,3,6,7,8,9, 10, 12, 13, 14, 15, 16, 17, 18, 19,
20, 21, 24, 25, 26, 28, 30, 31, 34, 35, 36, 37, 39, 46, 52, 63, 64, 65, 85, 96, 98, 100, 102, 106, 110,
119, 120, 137, 152, 162, 185, 197, 200, 203, 205, 206, 208, 210, 229, 234, 260, 265, 275, 282, 285,
287 n 298

KomucuaTa ycTaHOBH C/IEAHOTO:

1. [lo oGocobena nozuuus 205

205.3 - [lpeacraBeHara OT ydyaCTHHKa oepra HE OTroBapsi Ha M3MCKBAHETO HA BH3JIOKHTENS
opepupaHuTe AHTHMHUKOTHYHM AWCKoBe MTpakonazon ja ca ¢ kouuentpauus 10pg/mmck. Ot
Npe/CTaBeHaTa u3Ba/Kka OT Karajor € BUJHO, 4e ce oepHpaT aHTHMHKOTHYHH auckose MTpakonason
¢ KoHueHTpauus S0pug/anck.

205.5 - [lpeacraBenara OoT yyacTHHKa oepra HE OTroBaps Ha M3MCKBAHETO HA BB3/I0XKHTE/A
opepupanuTe AHTUMHUKOTHYHM juckoBe Kuorpumaszon aa ca ¢ kouuentpaums 10pg/amck. Ot
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NpeCTaBEHATa M3Ba/Ka OT KaTa/lor € BHHO, Ye ce oepHpaT aHTUMUKOTHYHH auckose KinoTpumason
¢ koHueHTpauus S0pg/nuck.

2. [1o obocobena nosuums 206

206.15 - [NpeacraBeHaTa OT yqacTHHKA opepTa He OTroBaps Ha M3HCKBAHETO HA BBL3JIOKHTEIIA
opepupanute aHTMGMOTHUHM auckoBe Hutpokconmn ga ca ¢ koHuewtpaums 20pg/muck. Ot
npe/iCTaBeHaTa H3Ba/Ka OT KaTalor € BHAHO, Ye ce odepupatT aHTHMHKOTHYHH JckoBe HUTpokcomy
¢ KoHueHTpaumns 30pg/aucK.

206.18 - B npexacraBeHara OT y4acTHHKA W3Bajka OT KaTajnor, HE c€ OTKpHBA MPOAYKT C
MOCOYEHUAT KaTalloKeH HOMEp.

C ornej Ha ropeusnokeHoTo, Ha ocHosanue un 107, 1.2, 6*a* or 3011 u umaikn npeaBui
3aJ103KEHOTO OT BB3N0KHMTENS M3MCKBAHE KBbM YYAaCTHHK B Ipoueaypara, KOMTO KaH/JAWJaTCTBa 3a
060cOBEHH MO3MLIMK ¢ MOANO3HIMH, a npeacTaBu odepTa 3a BCHUKHM MOANO3HLMUK Ha ofocobeHara
MO3ULIMSA, KOMUCHATA Tpe/iiara 3a OTCTpaHsBaHe OT MpoLe/lypaTa yuacTHHKa 1o 060cobeHH mosuimm:
205 wn 206.

KomucHATa JOMyCKa Y4YacTHMKAa [0 OTBapsHe Ha LIEHOBOTO NpeasiokeHue 1no obocobenn
nosmumu — 1, 2.3, 6,7, 8.9, 10, 12, 13, 14, 15, 16, 17, 18. 19, 20, 21, 24, 25, 26, 28, 30, 31, 34, 35,
36, 37. 39, 46, 52, 63, 64, 65, 85, 96, 98, 100, 102, 106, 110, 119, 120, 137, 152, 162, 185, 197, 200,
203, 208, 210, 229, 234, 260, 265, 275, 282, 285, 287 u 298, Tuii KaTO, BUAHO OT Mpe/iCTABCHHUTE
KaTanosu, o)epupaHuTe MPOAYKTH 110 Te3n 000cobeHH MO3MLUMK OTrOBapAT Ha W3MCKBAHWATA HA
BB3JIOKHTENA.

25. PUJIAKOM EOO/I - no obocobenn nosuunn: 48, 53, 55, 56, 87, 88, 89, 92, 93, 94, 95, 96, 98,
99, 106, 109, 116, 119, 120, 124, 133, 134, 136, 139, 144, 151, 152, 154, 155, 156, 157, 158, 159,
160, 161, 162, 163, 164, 165, 166, 168, 169, 170, 171, 172, 173, 174, 175, 176, 177, 178, 179, 180,
182, 183, 184, 185, 186, 187, 191, 192, 194, 196, 197, 198, 201, 202, 204, 205, 207, 208, 209, 211,
218, 219, 221, 226, 228, 232, 236, 237, 238, 240, 242, 245, 246, 247, 249, 252, 262, 263, 267, 268,
269,271, 272, 273, 275, 276, 277, 282, 284, 285, 286, 289, 290, 296 u 300

KoMucHsaTa yCTAaHOBH CIIEIHOTO:

1. Mo obocobena nosuuma 106 - IlpeacraBeHata oT yyacTHHKa odepra He OTroBaps Ha
M3UCKBAHETO Ha BB3J0XkHUTENS ohepupaHuaT HabOp 3a Ka4eCTBEHA M KOJIHYECTBEHA CTCKUNA Ha reHa
koaupaiil 28S rRNA Ha Pneumocystis jiroveci upe3 noiumepasHa BepukHa peakims B peajiHo Bpeme
Ja e ¢ BanuaMpan npoTokoa 3a pabora Ha anapat ABI 7500. Ot npeacTaBeHaTa u3Bajika OT KaTajior e
BU/IHO, Ye ce oepupa HaGop 3a KauecTBEHA M KOJHYECTBEHA JCTeKIMA Ha reHa koaupauy 28S rRNA
Ha Pneumocystis jiroveci upe3 nonuMepasHa BepHKHA peakiMs B pealHO BpeMe ¢ BajiWaHpaH
npoToko: 3a pabora na anapat ABI 7500 Fast.

2. [To obocobena nosuumsa 120 - B npeacrapeHara OT yyaCTHHKa HW3Bajika OT KaTajor He ce
OTKPMBAT JJaHHM 41K opepUpaHuaT MUKC 2X 3a KoHBeHlmonanen Hot start PCR B obem ot 50 Mk e
MOAXOAALL 32 My aTHIIekcHa PCR peakuus, KakBOTO € M3HCKBAHETO, 3a/10/KEHO OT Bhanokurens. B
Tasu Bpb3Ka M Ha ocHosauue uwi. 104, an. 5 or 3011, ¢ nuemo wu3x. Ne 1000-880/12.10.2020 r.,
KOMHCHATA € MnoMckana oT yuacTHuka B cpok Ao 15.10.2020 r. pa mpeaoctaBu passCHEHHs WM
JOMBIHUTENHN J0Ka3aTeICTBA OTHOCHO ChAbpXkalM ce B oeprarta JaHHM, KaK ce M3MbAHABA
rOpernocoYeHOTO M3NCKBAaHE MOCOYCHO B TEXHMueCKarta creuupukauns, karo e nojueprana, ue
pa3siCHEHMATA He MOraT ja BOAST 0 NPOMEHH B TEXHHYECKOTO My mpejiokenne. B onpeaencus
CPOK Y4YaCTHMKBT ¢ nuemo BX. Ne 2006/15.10.2020 r. norbpikaasa, 4e O(epHpaHUAT MHKC He
OTroBaps Ha W3UCKBAHMATA HA aBbH3/IOKHTES.

3. [To obocobena nozuums 136

136.1 — Npejcraenara OoT yyacTHUKa oepra HE OTrOBaps Ha W3MCKBAHETO HA BB3JIOKHTEIA
oepupanara oGparna TparckpunTasa 3a RT-PCR na e 3aeano ¢ 6ydep, ¢ DTT. Or npeacrasenara
W3BAJKA OT KATANIOT € BUHO, ue ce oepupa obpaTHa TpaHckpunTasa 3a RT-PCR Ge3 DTT.
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Cbu1o Taka, B Mpe/CTaBEHATa OT YYACTHHKA H3BAJIKA OT KaTajaor He ¢e OTKpUBAT JAaHHH Janu
3a oepupanata oOpaTHAaTa TPAHCKPHIITA3a BPEMETO Ha MoayxuBor € MuH. 220 mun npu 50°C,
KaKBOTO € W3HCKBAHETO, 3a/10)KEHO OT Bb3JIOKHTEIA.

4. Ilo obocoGena nosuums 151- [lpeacraseHata oT yuyacTHMKa odepra HE OTroBaps Ha
M3UCKBAHETO HA Bb3JIOJKMTE/S 32 FOTOB KHT C JeXHApaTHpaHn cyOcTpaTH (aCHMHUIALIMOHHH TECTOBE)
MaHyasHa rajepus 3a GHOXHMHUYHA naeHTHDHKALUA Ha Jpokau - 13 Gpos 3axapu u 2 O6pos eH3HMHH
TectoBe (15 GMOXMMHYHM peakLK), ¢ LBETHA peakuua npu otyuTane. OT npejcTaBeHaTa W3BajaKa o
KaTajior ¢ BUAHO, Y€ ce odeprpa roToB KHT ¢ AeXH/paTHpaHi cyOocTpaTH (aCHMHIALHOHHH TECTOBE)
3a 21 OHOXMMHYHH pEaKkiMu.

5. Mo oGocoGena nosuums 152 - IlpeacraBeHara OT ywacTHMKa odepra He OTroBaps Ha
M3HCKBAHETO HA BB3NOKHTENA OdepupanuaT HabOp 3a KO/NMYECTBEHA ACTEKUMS M HMACHTHOMKaUMs,
KaKTo ¥ aHTnOnoTHYHa vyyBcTBUTENHOCT HA Mycoplasma u Ureaplasma — ¢ BK/IIOYEHH €NpYBETKH C
TPaHCMNOpTHA cpeja Aa BKAouBa 9 aHTuOMOTHKA Beceku B no 2 koHueHrtpauuu. OT npeacraBeHara
M3BaJIKa OT KaTalor € BHAHO, Ye ce odepupa HaboOp 3a KONMYECTBEHA JACTEKUMA W MASHTH(HMKaUKS,
KakTo M aHTHOMOTHYHA YyBcTBHTENHOCT Ha Mycoplasma u Ureaplasma — ¢ BKIHOYEHH €NpyBETKM C
TPAHCIIOPTHA cpefla, KOHTO BKIOYBa 4 aHTHOHOTHKA.

CblI0 TaKa yYaCTHHKBT HE € MPHIOKHI KbM TEXHHYECKOTO cH npeloxeHne Jlupektusa
98/79/EC/ u konue or oduunanen jpokyment, usgazed or HMAIJL, koiito norsbpkaasa, 4e 3a
o(epupaHoTO MEIULMHCKO H3aenue HsaMa peructpupann aanuu B MAJl wunu EUDAMED 3a
MHUMJICHTH NPe3 NOCAE/HHTE 2 NOAMHH, KAKTO M 3a OJIOKMPAaHH WK M3TErJIEHH MapTHIK OT ChILOTO
ME/IMLIMHCKO H3/eIHe, KAKBOTO € M3MCKBAHETO, 3a/10KEHO OT Bb3JIOKHTE/Is

6. Ilo obocobena nmozuumsa 157 - llpeacraBenara ot ywacTHuka odepra He oTroBaps Ha
M3MCKBAaHETO HAa BBIIOKUTENA OdepHpaHaTa LBETHA XpaHMUTE/lHA cpejla Ja € 3a JI0Ka3BaHe M
jndepenunpane Ha apoxau ot p. Candida: C. albicans, C. glabrata, C. krusei, C. tropicalis. Or
npejcTaBeHaTa U3BaJKa OT KaTalor € BUAHO, Ye ce ofepupa LBETHA XpaHHTEIHA Cpe/ia 3a J0Ka3BaHe
1 anepenumpane Ha apoxam ot p. Candida: C. albicans, C. krusei, C. tropicalis.

7. ITo o6ocobena nosuuus 170

170.3 - IlpencraBeHara ot yyacTHHKa oepra HE OTroBaps Ha W3MCKBAHETO HA BB3NOXKHTENA
3a Kpucrensen arap ¢ ypes 3a JlokazsaHe NPOAYKLUMSA HA €H3UM ypeasa OT MHKPOOPraHM3MH,
enpyseTku 10 6 mi. OT npejacraBeHaTa U3BajKka OT KaTajlor € BUHO, Ye ce opepupa ypes OyJibOH.

8. I'lo o6ocobena nozuumsa 172

172.7 - TlpeacraBeHara oT y4acTHHKa oepra He OTroBaps Ha M3MCKBAHETO HA BB3JIOKHTEISA
3@ COEBO-Ka3eHHOB OYJILOH, CyXa XpaHHTelHa cpeja 3a KyJATHBHpaHe Ha aepoOHM M (aKkyNTaTHBHM
aHaepoOu. Ot npejcraBeHaTa W3Bajlka OT KaTtajlor € BMJHO, 4e ce ojepupa COEBO-Ka3eHHOB arap,
cyXa XpaHWTe/IHa cpe/la 3a KyNTHBUpaHe Ha aepoOHu M pakyaTaTHBHU aHaepoOH.

172.8 — B npeacraBeHata OT yyacTHHKA M3Bajlka OT KaTajor He ce OTKpMBA MOCOYCHHAT OT
YYaCTHHKA KaTaJlOKeH HOMEp

172.9 - Tlpeacrasenara o1 yyacTHUKa oepra He OTroBaps Ha M3HCKBAHETO HA BB3JIOIKUTESIS
3a Cabypo arap ¢ jaekctposa Ge3 anTuGuoTHK, cThkieHa 6anka ao 0.5 autpa. Ot npeacraseHara
M3BajJKa OT Kartajaor € BUaHO, 4ye ce oepupa Cabypo Oynbon. Cnea HanpaBeHa npoBepka B MHTEPHET
CTPAHMLIATA HA YYACTHMKA OT CTPaHa Ha KOMHMCHATA C€ YCTAHOBH, Y€ INOCOYECHUAT OT YYacTHHKA
KaTanoxeH Homep cboTBeTcTBa Ha Cabypo ¢ jekcTposa arap 6e3 aHTHOMOTHK, roToBH neTpH, 90 Mm.

172.10 - B npeacraseHara OT yyaCTHHMKA M3Bajlka OT KaTaJor HE ce OTKPUBAT JaHHH Jajld
o(epupanara THOrJIMKOJIATHA CPe/la € B €NpPYBETKH 10 14 MJI, KAKBOTO € M3MCKBAHETO, 3aJI0XKEHO OT
Bb3/10KHTENS.

9. ITo oGocobena noszuums 175 - TlpejicraseHara or yyacTHHKa odepra HEe OTroBaps Ha
M3HMCKBAHETO Ha BBL3JNOKHUTENS O(epUpaHMAT MoJieraT KpbBeH arap Aa € pasisaT B enpyBeTku. Ot
NnpejicTaBeHaTa U3BajKa OT KaTajor e BUAHO, 4e ce ojepupa KpbBeH arap B netpu 90 mm.

10. o o6ocobena nozuums 182

182.4 - B npeacrasenara OT yyacTHMKA M3BaJIKa OT KaTajor HE C€ OTKPHMBAT JAHHHW JlajiH
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o(epupanara xpauutenna cpeaa RPMI 1640, ¢ noGasen L-glutamine, ¢ peHonpe e crepuiHa u aaim
€ MO/AXO0AAIIA 32 KIEeThYHH KYITYPH, KAKBOTO € H3UCKBAHETO, 3aJ10)KEHO OT Bb3JIOKHUTEIA.

182.5 - B npeactaBeHara OT y4aCTHHKA M3BajKa OT KATAJOr HE C€ OTKPUBAT JaHHH Jaiu
o(epupaHaTa TeuHa XpaHHTe/IHA Cpe/la 3a KieThuHo KynTusupate Dulbecco Modified Eagle Medium
with D-Glucose 4500mg/l cbabpka Sodium Pyruvate, KakBoTO € W3MCKBAHETO, 3aJ0JKEHO OT
Bb3JIOKHUTEIA.

182.7 - B npejacraBeHata OT Y4acTHHMKA HM3Bajlka OT KaTajor HE C€ OTKPHUBAT AaHHW Jajiv
odepupaHusT TPHUICHH-BEPCEH pa3TBOP € CTEPHIEH, KAKBOTO € M3MCKBAHETO, 3aJ0KCHO OT
BB3JI0MHTENS.

182.8 - B npeacTaBeHaTa OT y4acTHHMKAa M3Bajka OT Karajlor He Ce OTKPHMBAT AaHHW Jaiu
oepupanara Penicillin G cy6cranums - kaauesa cosl € B OMaKoBKa 10 25 rp, KaKBOTO € H3HCKBAHETO,
3a/105KEHO OT Bb3JI0XKHTENS.

182.9 - B npeacraBeHara OT y4acTHMKa M3Bajika OT KaTajor He Ce OTKpPHBAT JaHHW Jaau
o)epupaHUAT pasTBOP HA NEHHUWIHH-CTPENTOMHMUMH-HEOMUIIMH € MOJXOAANL 32 KNETHUHH KYATYpH
 Janu e B onakoska 0 100 MUIHINTPA, KAKBOTO € H3MCKBAHETO, 3a710/KEHO OT BBL3NOAKHTCIA.

182.10 - B mpeacraBeHara OT y4aCcTHMKA W3BaJKa OT Karajor HE C¢ OTKpHBAT JaHHHW Jaiu
odpepupanusT DMSO (Dimethyl sulfoxide) e crepuien, KakBOTO € H3MCKBAHETO, 3aN0KCHO OT
BB3JIOKHTEIA.

B Tasu Bpb3Ka M Ha ocHosanue 4. 104, an. 5 ot 3011, ¢ nuemo u3x. Ne 1000-880/12.10.2020
r., KOMMCHATa € MoMcKasa oT ydyacTHuka B cpok a0 15.10.2020 r. aa npeaoctasu pasfiCHEHHA HIH
JIONMBJAHMTENHM JIOKA3aTeNCTBA OTHOCHO ChABpKAIUKM ce B odeprata JaHHH, KaK ce H3MbIHABA
rOPenocoYeHOTO M3MCKBAaHE MOCOYCHO B TEXHMYECKaTa creun(ukalus, Kato e nojuepraia, ‘e
pasACHEHMATA HE MOTaT j1a BOJAT [0 MPOMEHH B TEXHHYECKOTO My mpeioxenue. B onpenenerms
CPOK yUacTHHKBT ¢ nucMo BX. Ne 2006/15.10.2020 r. noTbpkaasa, e odepupaHuTe NPOAYKTH He
OTrOBApSAT HAa M3UCKBAHMATA HA ABB3JIOKHTEIIA.

11. o obocobena nozuums 186

186.3 - IlpencraBeHara OT y4acTHHKA ofepra HE OTroBaps Ha W3MCKBAHCTO HA BBH3JIOKUTCIA
3a (M3MONIOrHUeH pastBop ¢ Tpuc Oydep, crepunen, onakosaH B cThKiIeHa Gamka 10 100 ma. Or
npejcTaBeHaTa M3Bajka OT KaTanor € BU/IHO, e ce opepupa 10 x TBE 3a enexrpodopesa.

186.4 - [peacraBeHaTta OT yyacTHHKa odepra He OTrOBapsA HA M3MCKBAHCTO HA BBH3JIOKHTCA
odepupaHHAT KpHCTAJBHOJET Ja € B KOHUeHTpauus 1%. OT npejcraBeHaTa u3Bajika OT Kartajor ¢
BU/HO, Y€ ce oepupa KpUCTAIBHOJIET B KOHLEHTpauus 2%

186.7 - TNpeacraBeHara OT y4acTHHKA odepra HE OTrOBapA Ha W3MCKBAHETO HA BBH3/IOKHTCIA
3a capanun 2 %, onakoka g0 100 ma. Ot npeacTaBeHara M3BajKa OT Karajor € BHIHO, Ye ce
opepupa cappanun 0,5 %, onakoska 10 125 mi.

12. Tlo oBocoGena nosuums 187 - IlpeacraBeHara oT yyacTHMKa odepra He OTroBaps Ha
M3MCKBAHETO HA BL3NOKHMTENA 3a Gos 'Mmsa (aszyp-e03MH-METHIEHOBO CHHBO) - pastBop. Ot
Mpe/cTaBeHaTa U3BajIKa OT KaTajlor e BUAHO, ye ce odepupa 6os ['m3a 6e3 METHICHOBO CHHBO.

13. Mo obocobena nozuums 208

208.5 — [peacraBeHara OT yyacTHUKa o)epTa HE OTrOBaps HAa W3MCKBAHETO HA BH3JIOKHUTEA
3a MUK Tect nentn uzasykonazon 0,016 — 256 pg/ml. Ot npeacraBeHara u3pajka oT Karaior ¢
BH/HO, Ye ce opepupa MUK Tect neHTH nocakoHason.

208.14 — VyacTHMKBT HE € MpejACTaBH/ M3Bajlka OT KaTanor, OT KOATO Ja € BW/IHO, 4¢
oepupannte MUK tect nientH CieKTHHOMMUMH OTTOBapAT HA H3HCKBAHMATA HA BB3JIOKHTEA.

14. Tlo obocobena mosuums 209 - TMpeacraBeHata OT yyacTHMKa oepra He OTroBaps Ha
M3UCKBAHETO Ha BBL3NOKWTENs O(epUpaHusaT roToB TECT [a € 3a ONpelensHe JeKapeTBeHa
YyBCTBMTENHOCT Ha Apoxan KbM: S5-Fluorocytosine, Amphotericin B, Miconazole, Ketoconazole,
Itraconazole. Fluconazole (12 SMKHM ChIbpiKallll ABE KOHLEHTPALMM OT BCEKM AHTUMUKOTHK). OT
fpejCcTaBeHaTa W3Ba/IKa OT KATajor € BUAHO, Y€ ce odeprpa roToB TECT 3a ONpPEAC/AHE JIeKapeTBeHa
YYBCTBHUTEHOCT Ha JAPOX/H (32 AMKOBH Mjakw), NpH KOWTO JIMICBAT AHTHMHKOTHLIMTE, MOCOYCHH
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KAaTO H3HCKBAHE OT Bb3JIOKHTEIA.

15. I1o obocobena nosuums 226

226.1 - [lpeacTaBenara oT yyacTHHKa ojepra He OTTOBaps Ha W3UCKBAHETO HA Bb3JIOXKHTENA
oepupannte Bpbxuera 0,5-10 mukponutpa, avawer npodun 45Mm XL ga ca B aBTOKJIaBUPYEMH
kyrun. OT npejacraBeHara M3BajJKa OT KaTajzor € BMjHO, 4e ce odepupar Bpbxuera 0,5-10
MUKPOJIHTpa, AbAbr npodun 45mMm XL B pakose

226.7 - llpeacraBeHata OT y4acTHHKA odepra HE OTroBaps Ha W3MCKBAHETO Ha BB3JIOKHUTENA
opepupanure Bpbxyera 0,1-10 MukposmTpa, ¢ abkuHa 40 35 MM j1a ca B Kytun. Ot npejcraBenara
M3BaJIKa OT KaTaJor € BHJHO, ye ce oepupar Bpbxuera 0,1-10 mukpoauTpa, ¢ AbKHHA 10 35 MM B
pakose

226.8 - [lpeacrasenara oT yyacTHHKA odepra He OTroBaps Ha W3UCKBAHETO HA BL3JIOKHUTES
opepupannte Bpbxuera 0.5-10XL mukponutpa ja ca B aBToKnaBupyeMmu Kytuu. OT npejcraBeHara
M3BajIKa OT KaTajor e BUAHO, 4ye ce odepupar Bpbxyera 0.5-10XL Mukpoautpa B pakose.

226.9 - Ilpeacrasenara oT yyacTHUKa odepra HE OTrOBapA HA M3UCKBAHETO HA Bb3JIOKHTENS
opepupanute Bpbxuera 2-20 MHKpOAMTpa Ja ca B aBTOKJIaBupyemH KyTuu. OT mnpejacraBeHara
M3BaJIKa OT KaTajlor € BUIHO, Ye ce oepupar Bpbxyera 2-20 MUKPOIMTPA B pakoBe

226.10 - IlpencraBeHara ot yyacTHuka odepra He OTroBaps Ha H3UCKBAHETO HA BB3/I0XKHTENA
ofepupaunre Bpbxuera 3a nunetu 10-100 mMukponutpa na ca B aBTOKAaBUpyeMH KyTHH. OT
MpejiCTaBeHaTa H3BajKa OT Karajnor € BHAHO, 4e ce odepupar Bpbxuera 3a nunetn 10-100
MHKPOJIMTpa B paKkoBe

226.14 - IlpeacraBenara oT yyacTHHKa ohepra He OTrOBaps Ha M3MCKBAHETO HA BB3NOKHUTENs
o(epupaHnTe CTEPHIIHM BPBXUETA 3a pasnpejensHe Ha koanyectsa oT 1 1o 10 M aa ca CbBMECTHMH
¢ nunetu Gilson Pipetman Ultra. Ot npejcraBeHata n3Bajaka OT Kartajor € BHAHO, 4Ye ce odepupar
BPBLXYETa 3a pasnpejensHe Ha KoauyecTsa ot | go 10 ma, HecwBmMecTumu ¢ nunetu Gilson Pipetman
Ultra.

16. Ilo obocobena nosuuus 232

232.6 - [lpeacraBenara oT yyacTHHKa ofepra He OTroBaps Ha M3UCKBAHETO Ha Bb3JIOXKHTEIA
o(pepupanure crpunose ot no 8 Gpoa na ca ¢ 0.2 ma enpyBerkn. OT npejcTaBeHaTa M3BajaKa OT
KaTajor e BUAHO, 4ye ce odepupar crpunose ot 1o 8 6pos ¢ 0.1 Ma enpyBeTKH.

17. Tlo o6ocobena no3uums 236

236.6 - Ilpeacrasenara ot yyacTHHKa oepra He OTroBaps Ha W3MCKBAHETO HA BBH3/NOXKHTENA
3a CKajlnesl ¢ ApbKKa, HHAWBHJYalHO OonakosaH, ctrepuied. OT npejcraseHara U3Bajka OT KaTtajior e
BHJIHO, ye ce oepHpa camo Jbpxkaya Oe3 ocTpue Ha cKannena

236.8 - IlpeacraBenara oT yyacTHHKa oepra He OTrOBaps Ha M3UCKBAHETO HA BB3JNOKHTENS
o(epupaHnTE NMUHCETH AaHATOMHYHH, H3paboTeHH OT HephIKAaeMa 3aKa/leHa CTOMAHa /1a ¢a U3BMTH M C
Avkuna 13 cm. Ot npeacraBeHata M3BajJka OT Kartalor € BHAHO, 4e ce odepHpaT npaBu
aBTOMAaTHYHH ITMHCETH ¢ AbknHa 20 M

236.10 - B npexacraBeHara OT y4acTHMKa M3BajIKa OT Kartajor, HE C€ OTKPHBA MPOAYKT ¢
MOCOYEHHUs OT YHACTHUKA KaTal0KeH HOMep.

18. Ilo oGocobena noszuums 242

242.1 - llpencTaBeHata OT y4acTHMKa opepra He OTrOBaps Ha W3MCKBAHETO HA BBL3JOKHUTENS
ohepupannTe CTEPUIIHKM NIACTMACOBH TAMIIOHH B M1JIaCTMAcoBa €NpyBETKa /1a ca CbhC cpeja Ha Amies
¢ BbryieH. OT npejcTaBeHaTa W3Bajika OT KAaTalor € BH/IHO, 4e ce oepupaT CTEPHIIHH IJIaCTMACOBH
TAMIIOHH B I1J1aCTMAcOBa €NpyBETKa Che cpeAa Ha Amies 0e3 BbIrileH.

19. Tlo obocobena nosuums 252 - [lpeacraBenara oT yyacTHHKa odepra He OTroBaps Ha
H3HCKBAHETO HA BB3JIOKMTENS O(epupaHuTe CTEPWIHM MoaunponuieHoBn OyTtuiaku ot 500 ma 3a
B3eMaHe Ha BOIHM npodu,. OT npejcTaBenara U3Bajka OT KaTajlor € BUAHO, Yye ce odepupar OYTHIKH
ot 500 M ot HDPE (nosmerunien).

20. Tlo obocobena nosuums 277 - IlpeiacraBeHata oT y4acTHHKa ofepra He OTroBaps Ha
M3UCKBAHETO Ha BB3JI0XKHUTENA odepupanara uentpodyra aa e ¢ porop 3a 4 Gpos crpunose. Ot
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NpeicTaBeHaTa M3BajKka OT KaTanor € BMAHO, 4e ce odepupa uentpodyra ¢ porop 3a 2 Opos
CTPHIOBE.

21. IMo oBocobena nosuums 290 - B npeacraseHara OT y4acTHUKa M3BaJKa OT KaTajlor HE CC
oTkpueatr sauuu aanu opepupanuat PCR anapat oTroaps Ha ClEAHUTE H3HCKBAHHA, 3a/10KEHH OT
Bb3JIOKHTENS:

- TepMoGn0K ¢ MuHuMyM 8 [leTHe eleMenTH H MHHUMYM 4 HE3aBUCHMH CEH30PH 33 MOHHTOpHpane
M KOHTpOJ Ha npobara.
- Codpyep 3a KOHTPOJ M YNPABJICHHE Ha ariapara, Nno3BoJiABalL:
e ABTOMATHMYHO Ch3/ABAHE HA ONMTHMM3MpaHa nporpaMa Ha 0a3a Ha CEeKBEHUMS Ha npaimepa.
roJeMMHA Ha aMIIMKOHA M BM/1a HA TeMMieiTa
e Tm kankynaums
e Kankynaums Ha 0OCTaBalloTo BpeMe 0T nporpamara.
- GLP nporokoJ.

B Ta3zu Bpb3ka v Ha ocHosauue un. 104, an. 5 ot 3011, ¢ nucmo u3x. Ne 1000-880/12.10.2020
r.. KOMHCHATA € ToKMcKana oT ywactHuka B cpok a0 15.10.2020 r. aa npeaocrasd pasiCHeHHA Wi
JONBAHUTENHH JIOKA3aTENCTBA OTHOCHO ChAbpKalM ce B odeprara JaHHW, Kak ce M3IMbIHABA
ropernoco¥eHOTo H3MCKBaHE [OCOYEHO B TeXHHUYECKaTa cnenmduKalug, Kato € nojyeprana, ue
pa3ACHEHMATA HE MOraT Jia BOJAAT 0 NPOMEHH B TEXHUYECKOTO MY MPEUIOKCHHE. B onpenenenus
CPOK Y4aCTHHKBT ¢ nuemo BX. Ne 2006/15.10.2020 r. norebpxkaasa, ue opepupanuat PCR anapar ne
OTroBaps Ha W3IUCKBAHMATA HA ABB3JIOKHTENA.

C orsie/l Ha ropen3I0KeHOTO, HA OCHOBaHHE yr.107, 1.2, 6%a* or 30I1 u umaiku npeasui
3A7T0MEHOTO OT BB310KHMTENs M3MCKBAHE KbM YYAaCTHHK B MpoLE/ypaTa, KOHTO KaHAMIaTcTBa 3a
060coGEHH NO3NIWK ¢ MOANO3MIMH, Aa NPEACTaBH oepTa 3a BCHUKH MONO3MUMHK Ha obocodeHaTa
MO3ULIMSA, KOMHCHATA NPE/IUIara 3a OTCTpaHABaHe OT Mpole/lypara y4acTHHKa no obocobenn no3uumm:
106, 120, 136, 151, 152, 157, 170, 172, 175, 182, 186, 187, 208, 209, 226, 232, 236, 242, 252,277 n
290.

KomucusTa JI0NycKa y4acTHMKA 0 OTBApPAHC HA LIEHOBOTO MpE/UIOKEHHE 1O obocobenn
nosuumn — 48, 53, 55, 56, 87, 88, 89, 92, 93, 94, 95, 96, 98, 99, 109, 116, 119, 124, 133, 134, 139,
144, 154, 155, 156, 158, 159, 160, 161, 162, 163, 164, 165, 166, 168, 169, 171, 173, 174, 176, 177,
178, 179, 180, 183, 184, 185, 191, 192, 194, 196, 197, 198, 201, 202, 204, 205, 207, 211, 218, 219,
221, 228, 237, 238, 240, 245, 246, 247, 249, 262, 263, 267, 268, 269, 271, 272, 273, 275, 276, 282,
284. 285, 286, 289, 296 1 300, Thil KaTO, BUAHO OT NPEACTABEHHTE KaTal03H, OeprupaHuTe NPOAYKTH
Mo Te3u 060coOeHH MO3UIIMKH OTTOBAPAT HA M3UCKBAHMATA HA BL3JIOKHTEIA.

26. EC IZKH 11 BHO JTAMHAMHMKC OO/L - no o6ocobenn nosuuun: 130, 269 u 286

KoMucuaTa YCTAHOBHM, Ye TpejcTaBeHaTa OT Y4acTHHKA TEXHHYECKa ofepra no BCHYKH
060cO0EHH MO3UIMK € B CHOTBETCTBUE C M3MCKBAHHMATA HA BH3JIOKUTENSA, BUAHO OT MPHIOKEHUTE
KaTan03M M JI0ONyCcKa YYacTHHUKA JI0 OTBAapsHE Ha LIEHOBOTO NPeIoKCHHE.

27. CHHME/I BBJII'APHS OO/L - no o6ocobenn mo3uumm: 43,130 u 145

KoMucuaTa yCTaHOBM, 4Ye MpejacTaBeHaTa OT Y4AaCTHHKA TEXHH4YeCKa opepra no BCHYKH
060cOBEHH NMO3MIMK € B ChOTBETCTBHE C M3UCKBAHMATA HA BH3JOKHTENA, BHAHO OT TNPHIIOKCHUTC
KaTaNo3M M JOMYCKa Y4aCTHHKA /10 OTBapsAHE Ha LIEHOBOTO MpPe/UIO/KEHHE.

28. ®OT OO/I - no obocobenn nozuuuu: 45, 66, 67, 70, 72, 74, 75, 76, 77, 90, 94, 111, 128, 140,

142, 143, 144, 146, 147, 167, 182, 183, 187, 188, 189, 193, 198, 213, 215, 216, 218, 219, 220, 221,

226, 227, 228, 229, 230, 232, 235, 236, 237, 238, 241, 243, 244, 245, 246, 247, 249, 250, 251, 252,

255, 259, 262, 263, 267, 269, 271, 272, 274, 275, 276, 277, 281, 282, 285, 286, 293, 294, 296 u 297
KomucusTa yCTAaHOBM CIEHOTO:



I. Ilo obGocobena nosuums 128 - IlpeacraBenata oT yyacTHHKa odepra He OTroBaps Ha
M3HCKBAHETO Ha BB3NOKHUTENA odepupanusT HaboOp aa € 3a ppuyHO M3oaMpaHe Ha BupycHa PHK ot
TE/IECHW TEYHOCTH, ThKaHHW, HacekoMH. OT mpejcraBeHara M3BajJKa OT Karajor € BHJHO, 4Ye ce
othepupa Habop 3a pruHO M30aMpaHe Ha BupycHa PHK camo ot Hacekomu.

2. I'lo obocobena nosuuus 143

143.7 - Tlpeacrasenara ot yyacTHHKa o)epTa He OTrOBaps Ha M3UCKBAHETO HA BB3JIOJKHTENA
ofpepupanara Boja 6e3 Hykeasu Ja e noaxomsima 3a PCR. Ot npejicraBeHara u3BajaKa OT KaTanor e
BH/IHO, 4e ce oepupa Boja Oe3 HyKieasu (B pazpacoBku He 110 rosieMu ot 100 MunIManTpa), KosTo
He ¢ noaxoasma 3a PCR. Ceuio Taka B mpejcTaBeHaTa OT y4yacTHMKA M3BajKa OT Katajor He ce
OTKpHBAT JlaHHK Janu oepupanara Boja 3a PCR Ge3 nykneasu e Herperupana ¢ DEPC, kaksoto e
M3HCKBAHETO, 3aJ10KEHO OT Bb3JIOKUTEN.

143.8 - Tlpeacrasenara ot yyacTHHKa oepra He OTroBaps Ha U3MCKBAHETO HA BL3JIOKHUTEIsA
oepupanara Boaa 6e3 Hykaeasu jga e noaxoadma 3a PCR. Ot npejacraBeHara u3Bajika oT KaTaior e
BHJIHO, 4e ce oepupa Boja Oe3 Hykieasu (B pa3acoBku He 1o rosemu ot 500 MUAWIWTPA), KOATO
He e noaxoasma 3a PCR. Ceuio Taka B npeactaBeHaTa OT yyacTHHKA M3BajJKa OT Karajor He ce
OTKpUBaT AaHHu aann oepupanara Boja 3a PCR Ge3 nykneasu e nerperupana ¢ DEPC, kaksoro e
H3HCKBAHETO, 3aJI0KEHO OT BL3J0XKHTEIS.

3. I'lo obocobena nosuums 232

232.6 - llpeacrapeHarta OT yyacTHMKA odepra He OTroBaps Ha W3MCKBAHETO HA BB3IOKHTEs
oepupanute crpunose or no 8 6pos ¢ 0.2 M enpyserku jaa ca Genun ¢be cranaapred npopua. Ot
lIpe/ICTaBeHaTa M3BaJKa OT KaTalor € BM/HO, ye ce odepupar crtpunose oT no 8 Gpos ¢ 0.2 miu
CINPYBETKH - NPO3pauHH ChC CTaHAapTeH Npodui.

4. I'lo obocobena nozuuus 249

249.2 - IlpeacraBeHara OT y4yacTHuka odepra He OTroBaps Ha W3MCKBAHETO HA BbL3JIOKHTENS
o(epupannTe OXAKAAILM CTATHBY 3a ENPYBETKH /1a €a 3a MOUIbPKAHE HA TEMINepaTypa Ha npobuTe
a0 +4°C. Or npeactaBeHaTa M3BaJKa OT KaTajor € BHAHO, Y€ ce odepHparT OXJIAKAAULH CTATHBH 3a
CIIPYBETKH, KOMTO Mnojurbpar temrneparypa Ha npobure: - 21°C. Cpuio Taka B npejacraBeHara oT
YYaCTHHKA W3BajKa OT KaTajlor He ce OTKPHUBAT JaHHU Aanu oepupaHaTHTe OXJaXKIallH CTaTHBH ca
3a 1.5 /2mn enpyBeTkH 10 24 N03ULIMH, KAKBOTO € H3HCKBAHETO, 3a/10KEHO OT Bb3JIOKHTES.

5. Ilo obocobena nosuums 271 - TlpeacraBeHara oT yyacTHMKA odepra He OTrosaps Ha
M3HCKBAHETO Ha Bb3JI0XKHTE s 32 KnaTauka 3a PCR nuaku ¢ aururanen taiimep ¢ naargopma 3a 2 a0 4
Opos nuaku. OT npe/icTaBeHaTa U3Ba/Ika OT KaTalor € BU/HO, Ye ce odepupa Lentpodyra.

6. Ilo obocobGena nosuums 274 - [lpeacraBenata OT yyactHuka oepra He OTroBaps Ha
W3HCKBAHETO HA BB3JNOKMTEAS oepupaHata MarHuTHa Obpkanka ¢ HarpsBaHe aa e ¢ paboTHa
nosbpxHoctT: MuH 120x120 mm. Ot npejcraBeHara u3BajKka OT Katanor € BHAHO, Ye ce odepupa
MariuTHa ObpKaska ¢ HarpsaBate ¢ paboTHa moBbpXHOCT: MUK 102x102 mm.

C orzet Ha ropeusnokeHoTo, Ha ocHoBanue 4107, 1.2, 6“a* or 30I1 u umaiiku npeasua
3aJ10KEHOTO OT BB310XKMTENA M3MCKBAHE KbM YYaCTHHK B MpOLE/Aypara, KOHTO KaHAMAATCTBA 3a
000co0eHH NO3MUMK C MOANO3HLMH, JIa NPeACTaBH odepTa 3a BCHYKH NOANO3MUMMN Ha obocobeHaTa
NO3HIHA, KOMHCHATA [pejiara 3a OTCTpaHAsBaHe OT NpoLe/lypaTa yYacTHHKA 110 060co6eHH No3uUMK:
128, 143, 232, 249,271 n 274.

KomucusaTa nomycka yyacTHHMKA /10 OTBapsiHE Ha LCHOBOTO MpEAIOKeHHe 1o 06ocobenu
nosuumn — 43, 66, 67, 70, 72, 74, 75, 76, 77, 90, 94 111, 140, 142, 144, 146, 147, 167, 182, 183, 187,
188, 189, 193, 198, 213, 215, 216, 218, 219, 220, 221, 226, 227, 228, 229, 230, 235, 236, 237, 238,
241, 243, 244, 245, 246, 247, 250, 251, 252, 255, 259, 262, 263, 267, 269, 272, 275, 276, 277, 281,
282, 285, 286, 293, 294, 296 u 297, Thil KaTo, BUHO OT NMPEJACTABEHHTE KATano3W, opepupaHuTte
MPOYKTH 1O Te3H 060co6EHH NO3UIUNHM OTTOBAPAT HA H3MCKBAHMATA HA BB3I0KHTENS.

Komucusra MPHKJIOHYH € pasrjiex/1aHe Ha o¢cmee Ha JONYCHATHUTE YHYACTHHIHUTE, CbrJIaCHO
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TexHuueckata crneundukauns Ha binoxkutens va 15.10.2020 r. 8 16:00 vaca.

Hacrosuar MPOTOKOJI € ChCTaBEH M € MoJIMcal B €/1MH CK3EMILIAP

KOMHUCHS:
MPEJACEJATEJ U YJIEH:
(Taus ['top: & 1ONUCKUHCYAT)
CEKPETAP YjIEH:.... = ...
(Cgersniana MopaaHoBa Mo, . .iapcit OHOJION, OTACH LEnuaemuonorus®™)
YJIEHOBE:

. o1 Usan Hukonaes Msanos — Monekyaspen 6uosior, otaen ,, MUkpoGHoiorua™.

2. rn.ac.Panociaa Emunosa ['posaanora — 6uosor, otaen “HMmynosnorus =

3.7 rn. ac. Mpuna JlioGenosa I'eopruesa — Guonor, oraen .Bupyconorn:

4. rn. ac. Teosiopa Kpymosa I"naanumika-Xpucrosa - buosior, otaen ~Mukpoduonorus’

5. Anekcanapa Msanosa Meanosa - GuoJior, otzaen LIapasuronorus”™

6. ri1. ac. Haas Bosnosa Bpankosa- Henuoscka - Monieky:spet 6uosior, otaen sViKpoOHoIory

7. Onra Jlankoea Paxuesa — npeactasuten Ha @ona Hayunu nicneasanus™.

JJaHHH 3aJHY€HH Ha oCHOBaHHe WwiI. 36a, aa1. 3 ot 30I1
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