ITPOTOKOJI Ne 2

Huec, 13.07.2020 r., 09.00 y., B HL3IIB -rp. Codwus, 6ya. , Suko Cakb3os™ Ne 26, B yueOHa 3ana
KbM CEKTOp BBTpebonHHYHH HHpekunn kbM HPJI KMAP, ce cb6pa KOMHCHS B CHCTAB:

Hpeaceaaren u wiaen Ha komucusita: Taus [eopruesa [oposa- IOpHCKOHCYAT

Yienose:

1.1ou. n-p Jliobomupa Hukonaesa Kpymosa-I"nom6 - 3aB. oraen ,,Bupyconorus* u 3as. HPJI
«EnTeposupycH»

2. ra. acucrent Mpuna Jioberosa ['eopruesa — HPJI «EntepoBupycu»

ChC 3a7a4a Ja pasrjiejia noapodHo odepTUTe Ha JONYCHATHTE YHACTHUIHTE CHI/IACHO TEXHUYECKATa
cneurdukauns Ha Bunanokurens no obumectseHa nopbuka: ,,JIOCTABKA, MOHTaX, BBBEK/IAHE B
eKCIUI0ATalUMA ¥ rapaHLIHOHHO 00C/Iy/KBAHE Ha anapartH, W IOCTaBKa Ha IMarHOCTHYHH, 1abopaTOpHH
H MEJMLUHHCKH KOHCYMaTHBH 1o TpH HauuoHanHu nporpamu®™,

1. ,,JIa6rex* EOO/I - no ofocobena noszuums: 36.

KomucHaTa ycTaHOBH, Ye MpeJCTaBEHATa OT yYacTHHKA TeXHHYecKa odepra no obocobeHara
MO3HLHA € B CHOTBETCTBHE C W3MCKBAHMATA HA BBL3JIOKHTENSA, BHAHO OT MPHIOKEHHTE KaTalo3H H
JI0TYCKa y4acTHHKA JI0 OTBapsiHe Ha LIEHOBOTO NPE/IOKEHHE.

2. ,,Jnamen* OO/I - no obocobena nozuums: 35.

KomucusaTa ycTaHOBH, Ye Npe/IcTaBeHaTa OT y4acTHHKA TeXHUYecka ofepra no obocobenara
MO3HLMSA € B CHOTBETCTBHE C H3MCKBAHMATA HA BBH3NOXKHTENSA, BHAHO OT NPHIOKEHHUTE KaTaNO3H M
JIOMYCKa Y4aCTHHKA JI0 OTBApsHE HA LICHOBOTO Npe/UIOKEHHE.

3. ,Iemakon* OO/ - no o6ocobenu nosuumn: 2,9,30,31,32,33 u 34.

KoMmHcHATA yCTAaHOBH ClEHOTO:

1. [To o6ocoGena nosuums 2 - lNpeacraBeHara oT yyacTHHKA odepra He OTroBaps Ha
M3HCKBAHETO Ha BB3/I0XKHTEA HaOOPBT 3a phyHa excTpakiws Ha BupycHa PHK na coabpika carrier RNA.
Ot npeacraBeHata MHCTPYKUMS 3a ynoTpeGa Ha NpeAiaraHus MNPOAYKT € BMAHO, Y€ TAKbB
KOMMOHEHT HE Ce ChbpXKa B HaOOPBT 32 PbUHA EKCTPAKLHA, KAKBOTO € H3HCKBAHETO Ha BB3/IOKHTEA,
3anoxeHo B O6asnenneTo H JIOKyMEHTaLMATA 3 YHaCTHE.

Ha ocnoBanme un.107, 1.2, 6“a* or 30Il, komucusTa mpeanara 3a OTCTPaHABAHE OT
npoueaypara y4acTHHKa rno obocobena nosuuus 2.

Komucuara nomycka yyacTHHKa 10 OTBapsiHe Ha LEHOBOTO MpeAIokKeHHe 1o 060cobeHu
nosuumun — 9, 30, 31, 32, 33, 34, Til Kato, BUAHO OT NPEACTABEHHTE KaTaio3H, Ye od)epUpaHHTe
NPOAYKTH 10 Te3u 060cobeHH NO3UIMK OTrOBAPAT HA U3UCKBAHUATA HA BB3NOKHTEIA.

4. ,Jduaxum* EAJl - no obocobena nosuums: 37.

KomucusaTa ycraHoBM, ye mpeacTaBeHaTa OT yYacTHHKa TexHH4ecka odepra no obocobeHara
NO3UUMA € B CHOTBETCTBHE C M3UCKBAHWUATA HA BB3/IOKHTENA, BUAHO OT MPHIOKEHHTE KATalo3H M
AOMYCKa YY4acTHHKA /10 OTBapAHE HAa LEHOBOTO MpeAIOKEeHHE.

5. ,Autucen buarapus® OO/l - no o6ocoGenu nosuumu: 2,4,5,6,8,10,11,30 u 31.

KomucusTa ycTaHOBH ClleAHOTO:

I. Tlo obocobena nosuuma 5 - [lpeacrapenata or ydacTHHKa odepra He OTroBaps Ha
M3HCKBAHETO HA BB3NIOKUTENA HabOpLT fJa € 3a eIHOCTBNKOB KoHBeHuMoHaneH RT-PCR. Ot
npejacTaBeHaTa M3BaJka OT Katajlor € BMJHO, Ye ce mpeaiara Habop 3a gRT-PCR, ¢ oTuMTaHe Ha



peakuMsTa B pealHo Bpeme W padota ¢ TagMan coHam.

Ha ocnopauue un.107, 1.2, 6 “a* or 30Il, komucHaTa npejpiara 3a OTCTpaHABAHE OT
npolielypaTta y4acTHHKa no oGocobeHa no3uims 5.

KoMmucHATa j0MycKa y4acTHMKAa [0 OTBapsiHe Ha UEHOBOTO MPEANOKEHHE 1O obocobenn
nosuimn — 2, 4, 6, 8, 10, 11, 30 u 31, Thit KaTO, BUAHO OT NPEACTABEHUTE KaTAIO3H, HC othepupanure
MPOJLYKTH 110 Te3H 060co0eHH MO3NLUH OTrOBAPAT HA H3HCKBAHHATA HA BH3I0KHUTCA.

6. ,,Enra 90M“ OO/I — no o6ocobenu nosuumu:2,13,14,15,16 n 36.

KOMHMCHATA YCTAHOBH, Y€ Tpe/CTaBeHaTa OT YHACTHMKAa TeXHHYECKaA ofepTa Mo BCHYKH
060CcOoOEeHH MO3MIMK € B ChOTBETCTBHE C M3MCKBAHMATA HA BB3JNOKHTENA, BUAHO OT MPHIOKCHHTE
KaTano3u M JI0NyCKa y4acTHHKA 10 OTBAPAHE HA LICHOBOTO MPEUIOKEHHE.

7. ..Ec Jlxu Mu Buo Jdaiinamuke” O0/] — no o6ocobenn nosuumu: 2 1 6.

KoMHCHATAa YCTaHOBH, Y€ MpeJICTABeHaTa OT y4acTHHKA TEXHHYECKa ofepra no BcHukH 06ocobeHH
MO3MIHH € B CHOTBETCTBHE C M3MCKBAHHATA HA BB3IOKHMTEA, BHAHO OT NPUIOKEHHTE KaTalo3Hn H
[IONYCKA YHaCTHHKA /10 OTBAPAHE HA LEHOBOTO MPEANOKEHHE.

8. ,,Puaakom® EOOJI no oGocoGenu nosnumu: 5,6,7,8,9,1 1,12,18,21,22,23,24,25,26,27,30,31,33 u
37
KoMHCHATA YCTAHOBH CNEAHOTO!
l. Tlo obocobena nosuuus 6
TNpencTaBeHaTa OT y4acTHHKA oepra HE OTFOBapd Ha M3HCKBAHETO HA BBH3/IOKUTEIA PEAKUHOHHHAT
6ydep na 6bae B koHueHTpauus SX. OT npeacTaBeHaTa W3Bajika OT KaTajor € BUAHO, Y€ ce Npeanara
MPOJYKT, B KOHTO peakuMOHHUAT Gydep € ¢ KoHUeHTpalwus 2X.
2. Tlo obocobena nosuums 8
2.1. Moano3uums 8.1 - npeacTaeHata OT Y4acTHMKA odepra He OTroBaps Ha
M3MCKBAHETO Ha BB3NOkuTens B Oydepa na ce cpappxa DTT. Ot nmpejcraBeHata u3sajka ot
KaTajor € BMIHO, Y€ TAKHB KOMIOHEHT He Ceé Chiabpka B peakuuoHHus Oydep, kakpoto e
M3MCKBAHETO HA BB3NOKHUTEN, 3a10KeH0 B OGssnenneTo 1 JIOKyMEHTaUMATA 3a yHacTHe.
3. Tlo o6ocobena nosuuus 22
4.1. Tlo noano3uums 22.1 - mpeacTaBeHaTa OT yyacTHMKa odepra He OTroBaps Ha
WINCKBAHETO Ha BB3NOKMTENs 3a chBMecTmoct ¢ amapat Chromo 4, BioRad. Ot
npeAcTaBeHaTa M3BaJKa OT Kartajor M Tabiuua 3a CbBMECTHMOCT € BHIHO, He
npejularaHMAT NPOAYKT He € chBMecTHM ¢ anapat Chromo 4, BioRad.
42. Tlo noanozuuma 22.2 — B npeactaBeHata M3BajJKa OT KaTanor Juncea
unopmalys 3a MPOAYKT C MOCOUEHHA KaTajokeH HOMEp, MOpajn KOETO He CTaBa ACHO
NanM CHLOTBETCTBA C W3MCKBAHMATA HA BB3NOXKMTENA, 3anokeHn B OOABIEHHETO H
JIOKYMEHTAUMATa 3a y4acTHe.
4. [lo obocobena nosuums 23
5.1 Mo noanosuums 23.1 — B mpejicTaBeHaTa M3BajKa OT Katajsor W Tabanua 3a
CHBMECTHMOCT JMNcBa MHMOPMALIHA 3a NPOAYKT € MNOCOYEHUS KaTaloKEH HOMEP, Nopaau
KOETO HE CTAaBa ACHO JIa/li CHOTBETCTBA C M3MCKBAHUATA HA BBIJIOKHTENA, 320KCHH B
O6asnenueTo ¥ JIOKyMEHTaLMATA 32 y4acTHE.
5.2. Tlo noanmo3muus 23.2 — B npeicTaBeHaTa M3BajJKa OT KarTajor Jaurcea
urdopMaLMA 3a NPOAYKT C MOCOYEHHA KaTaiokeH HOMEP, NopajH KOETO He CTaBa ACHO
JanM CHOTBETCTBA C W3MCKBAHMATA HA BBH3NOKHTENd, 3anoxeHu B OOsBiIeHHETO H
JIOKyMeHTalHATA 3 y4acTHe.
5. TMosuumsa 24 — mpejacTaBeHara OT y4acTHMKA odepra He OTroBapA HAa W3HCKBAHETO Ha
BBANOKHTENS OXJIKIAMAT CTATUB 32 eNMpYBETKH Ja € 10 24 nosuumu u 3a 1,5/2 ma
enpyseTku. OT npejcTaBeHaTa H3BajAKa OT KATANOT € BWJIHO, Y€ C€ Mpejuiara oxX:axiall

2



cratus ¢ 96 ruessa 3a PCR enpysetku ¢ obem ot 0.2mu.

Ha ocHoanue ui.107, 1.2, 6*a™ ot 3011 u umaiiku npeasua 3a10:kKeHOTO OT Bbinoxurens
M3MCKBaHE KBbM YYacTHMK B MpoueaypaTta, KOHTO KaHAuaaTrcTBa 3a 000COOEHH MNO3HUMH C
NOAMNO3MIMH, Ja NMpeAcTaBH oepTa 3a BCHYKH NOANO3ULUMHHM Ha oBocobeHaTa MO3HLMA, KOMHCHATa
npejiara 3a OTCTpaHsBaHe OT npoueaypara yyactHuka ,,Pugakom™ EOOJL no obocobenn nosuumu
6,8,22,23 u24.

KomucusaTa nonycka yvyacTHMKAa [0 OTBapsHe Ha LIEHOBOTO MNpejulokeHHe no obocobenu
nosuumu - 5, 7, 9, 11, 12, 18, 21, 25, 26, 27, 30, 31, 33, u 37, Tbil KaTO, BUAHO OT NPEACTABEHHUTE
KaTalo3H, oepUpaHUTe NMPOAYKTH Mo Te3n 000cobeHH MO3HUMHM OTrOBApPAT HAa M3MCKBAHMATA HA
BB3JNOKHTENA.

9 .,buomen ®rwouap* EOO/ - no o6ocobenn nosuumu: 5, 6, 7, 8, 9, 12, 20, 21, 27, 30, 32, 36, 37 .

KomucusaTa ycTaHOBH ClIeIHOTO:

1. To obocobena nosuums 8

[Moanosuuma 8.1 — B npeacTaBeHaTa OT yYacTHMKA M3BajKa OT KaTajor He CTaBa ACHO Jaiu
BPEMETO Ha MONYKHMBOT Ha oOparHata TpaHckpunTaza e MuHumyM™ 220 munytd npu 50 rpanyca,
KaKBOTO € W3HCKBaHeTO Ha Bbanoxkurens 3anoxeno B O6apnennero u JlokyMeHTaumMATa 3a y4acTue.

2. Twit kato obocobena nosuumns 20 e Bu3jokeHa no peaa Ha 4wi.2l an.6 sue Bpb3Ka ¢ 4120
an.3 or 30Il no pena Ha MHAMBUAYANHATA MM CTOWHOCT M, CBIVIACHO YC/IOBMATA, MOCOYEHH B
Obsenennero 3a obuiectBeHa nopbuka M JlokymeHTaumsTa 3a yvactie, KomucuaTta Hama na
pasriie:kaa opepTuTe Ha y4acTHHKA Mo nocoveHara obocobeHa no3uuma.

Ha ocHoanue un.107, 1.2, 6“a* ot 3011 u umaiiku npeaBu 3a50KeHOTO OT Bh3noxurens
M3HCKBAHE KBbM YYAaCTHHK B INpOLEAYpaTa, KOHWTO KaHaujarcrea 3a 000COOEHH NO3HUMH C
MOANO3MLMK, Ja NpeAcTaBH odepTa 3a BCHYKH NMOANO3UUHKM HAa obocobeHara No3uLMA, KOMHCHATA
npejnara 3a OTCTpaHsBaHe OT Npoueaypara y4yacTHWka no obocobena nosuumsa 8 u obocobena
nosuuus 20.

Komucusra nonycka yyacTHMKa 10 OTBAapsHE Ha LEHOBOTO MpeiokeHue no odocobenu
nosuuuu - 5, 6, 7, 9, 12, 21, 27, 30, 32, 36, 37, Tbit KaT0, BUAHO OT NpeACTaBeHUTE KaTalo3H, ue
odepupanuTe NPOAYKTH 1O Te3u 060cobeHH NO3ULMK OTFOBAPAT HA U3MCKBAHUATA HA BB3NOKHTEIA.

10. ,,@o1“ OO0/ — no obocobenu nozuumu: 2, 7,9, 10, 11, 12, 17, 18, 19, 21, 22, 23, 24, 25, 27, 28,
29,.30,31,32,33 1 37.
KoMHcHATa yCTaHOBH CIIEIHOTO:

1. Ilo obocobGena nozuums 2 - npejacraBeHaTa OT y4yacTHHKa odepra He OTrosaps Ha
W3MCKBAHETO HA BB3NOKHMTENS HabopbT 3a pbuHa excTpakuusa Ha BupycHa PHK na nossonssa
eKCTpakuMa oT 6e3KNeThbYHH TeuHH OMONOrHYHM MaTepuaM, Karto cepyMm, Mia3Ma, JIMKBOp W Jp.
TEJeCHH TeYHOCTH. B npejcraBeHara oT yqacTHUKA H3BaJIKa OT KAaTalor € BHHO, Y€ MpeuiaraHusaT
MPOAYKT € 3a eKCTPAKLUHA caMo oT swab.

2. o obocobena mosuumsa 11 — B npeacraBeHaTa OT yyaCTHMKA M3BaJKa OT KaTajor He e
nocoyeHo aanu monekyanuat JJHK mapkep uma yaeGenenn uBHIM M KOJIKO ca Te, NOpajd KOETO He
CTaBa ACHO /i OQEPUPAHUAT NPOAYKT CHOTBETCTBA C H3UCKBAHMATA HA BBH3JIOKHUTEA, 3a/10KEHH B
Ob6spnenuero 1 JlokyMeHTalUMATa 33 YUacTHe, 1a ce ChAbPKAT MUHUMYM JIBe YaeOeneHH HBHLM.

3. o obocobena nozuuma 12

3.1. noanosuuma 12.3 - npexacraBeHata OT YyacTHMKa odepra HE OTroBaps Ha
u3ucKBaHeTo Ha BBb3nokuTens 10xTBE Oydepsr ma ce npeanara karo jo3upaHa
cyOcTaHuMs 3a AMPEKTHO pa3TBapaHe B onakoska j0 500 mununurpa. OT npeacraseHara
OT YYaCTHHKA M3BAJKa OT KATAJIOr € BUJHO, Ye NpeANaraHuaT NPOAYKT € B npaxoobpasHa

¢opma.



Ha ocuosauue un.107, 1.2, 6%a* ot 30Il u umailiky mpeaBua 3aJ0KEHOTO OT Boinoxkurens
W3UCKBAHE KbM YYAaCTHHK B TMpoLeaypaTa, KOHTO KaHJWAATCTBa 3a obocobeHd MO3HUMM C
NOANO3ULINM, [ MpeAcTaBn ofepTa 3a BCHUKH NMOAMO3HUHHH Ha 00ocobeHaTa Mmo3uuus, KOMHCHATA
npejjiara 3a OTCTPaHABAHE OT NMpOLEAypaTa y4acTHHKA Mo o6ocobenn nozuumnu 2, 11 v 12.

KomucHaTa JOMycKa y4acTHHKA 0 OTBapsHE HA LEHOBOTO MpPEAIOKEHHE IO obocobeHu
nosuumn -7, 9, 10, 17, 18, 19, 21, 22, 23, 24, 25, 27, 28, 29, 30, 31, 32, 33 u 37, Thil KaTo, BHHO OT
NpeACTaBEHNTE KATaNlo3H, ue odepupaHuTe MPOAYKTH 110 Te3H obocobeHH MO3UMLMK OTroBapsAT Ha
H3IUCKBAHMATA Ha BB3/OKUTENA.

KoMucHATa MPUKIIOUM ¢ pasriekiane Ha oepTuTe Ha J0TMYCHATHTE YUACTHHLIMTE, CBIIIACHO
TexHU4ecKara cnenudukauma Ha s3noxurend Ha 20.08.2020r. 8 16:00 yaca.

Hacrosiuuar NMPOTOKOJ € ChCTABCH M € MOJANMUCAH B €IHH CK3EMILIAD

KOMUCHAL:
IMPENCEJOATEJ U YJIEH: .....
(Tans ['oposa mpucxoncynf
YJIEHOBE:
. Jlou. a-p JlioGomupa Hukonaesa — [om6 — 3aB. oraen “Bupyconorusa”, 3as. HPJI
~EHTEpoBHpYCH”

2. rn. acucrenT Ypuna Jliobenosa INeopruesa — HPJI «EntepoBupycu»

srenan

JlaHHH 3aJIHY€HH Ha oCHOBaHHe WI. 36a, a1. 3 ot 30I1



