IMPOTOKOJ Ne2

Ha 26.05.2015 r., B 09,00 waca, B HII3IIB, rp. Codus, B usmbanenue Ha 3amoseq Ne 234 /
21.05.2015 r. na mupexropa Ha HI[3ITB, ce cbOpa KomMuCHs B ChCTaB:

IIpeacenaren u 4ieH:

Tans ['eopruesa ['topoBa — FOPUCKOHCYIIT

Cexperap u wieH : ['n. acucrent Hans bosinoBa bpankosa- HenuoBcka - otaen ,,Mukpoouonorus”
Yiienose:

1
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. TJ1. acucTeHT J-p ['anuna AnexkcanapoBa AceBa - OTAeIH ,,MuUkpoOuoorus”™
1. acucreHT Credka Kpymosa BanoBa — otnen ,,Bupycomorus’™
. 1-p [lnamen MBanos Ilanemku - otaen ,,Mukpobuonorus”
. ipod. 1-p Mapus XpucrusaoBa Hukonosa - ornen “HmyHosorust u aneprosiorus’
. T11. acucteHT Mmitena AcenoBa Hukomosa - otnen ,,Enunemuonorus®, cexus ,, JJJIJ1*
. Ti1. acucteHT OrusH lapueB MukoB — otaen ,,Ilapasutonorus™
. 1. acucteHt Teomopa Kpymosa ['magaumka — otaen ,,Mukpoouomorus’™
. ou. Huna Jlumutpona LlBeTkoBa — otnen ,,Ilapazuronorus™
. pou. VMBaitno MBanoB Anekcues — otaen ,,Bupyconorus”

ChC 3a/1aya J1a pasrieaa moApoOoHO opepTuTe Ha JOMYCHATUTE YYaCTHUIIUTE ChIVIACHO TEXHUYECKaTa
cnenrdukanus Ha Bp3noxurens.

1. Auarnoctuxk Umnmxunr OO/ — no no3unus 56.
Komucusita ycTraHoBu, 4e NpeacTaBeHaTa OT YYaCTHHKA TEXHUYECKA XapaKTEPUCTUKA U
KaTaJIoT ca B ChOTBETCTBHE C U3UCKBAHUATA HA Bb3moxkuTeNs.

2. Bya buo - HII3IIB EOO/- no mo3umuu: 107; 111; 115; 116; 117; 1195 1205 124; 127; 129;
130; 146; 151; 152.

Komucusita ycTaHOBH, 4Ye TpeICTaBeHATa OT YYaCTHHKA TEXHHYECKA XapaKTEPHUCTHKA U
KaTaJIoT ca B ChOTBETCTBHE C U3UCKBAHUATA HA Bb3moKUTEINS.

3. ,Xumrtekce” OO/1- mo no3uuuu: 163; 164; 168; 169; 170; 173; 174; 175; 176; 177; 178; 179;
180; 181; 182; 184; 186.

Komucusita ycTaHOBH CIEIHOTO:

1. ITo no3unus 164:

164.1.- umMa pa3MHMHaBaHe MeXJAy MNpeACTaBeHaTa OT yYaCTHHKA TEXHUYECKa XapaKTepUCTHKA WU
mpejncTaBeHus Karajor. B mpencraBeHara OT ydacTHHKA TEXHMYECKAa XapaKTEpUCTHKA
karanoxHus Homep € Nel1010, mokaTo B mpencTaBeHus: KaTajlor KaTaloxHUs HoMep € Ne720-
2731.

164.2— uma pa3MHHaBaHE MEXAY IpEACTaBeHAaTa OT YYAaCTHUKA TEXHUYECKa XapaKTepUCTHKa U
mpejncTaBeHus Karajor. B mpencraBeHara OT ydacTHHKA TEXHMYECKAa XapaKTEpUCTHKA
KarajgoxkHusi HoMmep € Nel4250, nokaro B NIpeACTaBEeHMs] KaTajlor KaTaJlOXHUS HOMEp €
NeGREI729090.

164.3.- umMa pa3MuHaBaHe MEXJAy IpeACTaBeHaTa OT yYaCTHHKA TEXHUYECKa XapaKTepUCTHKA WU
mpejncTaBeHus Karajor. B mpencraBeHara OT ydacTHHKA TEXHMYECKAa XapaKTEpUCTHKA
katanoxHust Homep € Nel0176, nokaTo B mpeacTaBeHHs KaTajlor KaTtanoxHus Homep e Ne720-
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2721.

164.4.- uma pa3MuHaBaHEe MEXAy IpEACTaBeHAaTa OT YYAaCTHHKA TEXHUYECKAa XapaKTepUCTHKA WU
IPEJCTaBEHUs] KaTajlor B IIpeJCTaBeHaTa OT YYacTHUKAa TEXHHMYECKa XapaKTepUCTHUKA
karajoxHus HoMmep € Ne 13510, nokato B mpeacTaBeHUs KaTaJlor KaTajnokHus Homep € Ne.720-
2744.

2. I1o no3unus 169:

169.5. - numa pa3smuHaBaHe MEXIy IpeiCTaBeHAaTa OT yYaCTHUKAa TEXHHYECKA XapaKTepUCTUKA U

IIPEICTaBEHUsI KaTaJor, B IIPEJCTaBeHaTa OT YYaCTHMKA TEXHMYECKA XapaKTEPUCTUKA 3a CTEPUIIHU

Ho3era 3a eqHOKpaTHa ynoTpeba karanokaus HoMmep € Ne 302753, nokaTo B MpeACcTaBEHUS KaTaJlor

KaTanoxxHust Homep e Ne 302772.

169.6. - lma pa3muHaBaHe MEXIy INpeACTaBeHAaTa OT YYaCTHHKA TEXHHUYECKA XapaKTEPUCTHUKA U

IIpeJCTaBeHUs KaTayor. B npencraBeHara oT yyacTHMKA TEXHMUYECKAa XapaKTEPUCTUKA ca OpepupaHu

UTTU 32 MUKpOOHOJIOruyHH moceBu ¢ kat. Ne 200500, BUIHO OT MpeACTaBEeHHs KAaTaJIoT MOCOUYCHHS

KaTaJI0KeH HOMEp OTroBapsi Ha Ipyr npoaykT (immarynu Ha Jlpurancku).

3. Ilo mo3unms 175:

175.5. — uma pa3MHHaBaHE MEXJIy HOCOYEHHUS OT yYaCTHHKAa B TEXHHUYECKaTa XapaKTepUCTHKa

IIPOJYKT U IPEUIOKEHUS B KaTajora. B npeayiaranara TexHu4ecka XapakTepUCTUKA TaMIIOHUTE ca €

IUIacTMacoBa JIPBXKKA, JOKAaTO HPEJIOKEHUTE B KaTajora TaMIIOHM ca C JIbpBEHA JPbBXKKA C KarT.

Ne300250.

175.6. — uma pa3sMHHaBaHE MEXIy NOCOYEHHUS OT yYaCTHHKAa B TEXHHUYECKaTa XapaKTepUCTUKa

MPOJYKT U NpPEeUIOKEHUs B KaTajora. B mpeacraBeHara oT yyaCTHMKA TEXHUYECKA XapaKTEPUCTHKA

CTEPWJIHUTE TAMIIOHU Ca C HaKpalHUK OT JAKPOH WM PaioH, JOKATO MpeJUI0KEHUTE B KaTajora

TaMIIOHM ca ¢ BUCKO3HU HakpaiiHuuu ¢ kat. Ne300252DNA.

4. 1o nozunus 176:

176.1. - uma pa3MHHaBaHE MEXIY IpEICTaBeHAaTa OT yYaCTHUKA TEXHWYECKAa XapaKTePHCTUKA U

IpeJCTaBeHus Karajor. B mpeacraBeHara OT ydyacTHMKA TEXHHUYECKA XapaKTEPUCTUKA CTHKICHUTE

ENpPYBETKHU ca € IUIOCKO ABHO, I0KaTO MPEJIOKEHUTE B Katajora ¢ kaT. Ne2782 ernpyBeTkH ca ¢ 00110

IBHO.

176.10. - B mpemocTaBeHUs] OT YYaCTHHUKA KATaJIOT HE CE€ OTKPUBAT IMOCOYCHUTE B TEXHUYECKATa

XapaKTepUCTHKA CTHKIIEHH MEpIIH.

5. Ilo nmo3unus 178.6. — B mperocTaBeHUs] OT y4aCTHUKA KaTaJlol HE C€ OTKpHBAa MOCOYEHMST B

TEXHUYECKaTa XapaKTepUCTUKA KaTaJl0KeH HOMEp Ha MEeTajJHa CTOMKa 3a OTHaIbIIH.

6. Ilo nmosumus 180.1. - uma pasmMuHaBaHe MEXAY MpeACTaBeHaTa OT YyYacTHHUKAa TEXHUYECKa

XapakTepUCTHKa U TPEJICTaBeHUs KaTajor: B IMpeACTaBeHaTa OT Yy4YacTHUKAa TEeXHHUYecKa

XapaKTepUCTHKA KPUOKYTHHMTE ca M3pabOTEHH OT MOJUIPONMIEH, a OT MPEJCTABEHMs KaTajor €

BUJIHO, Y€ MpeJlaraHuTe KyTUH ca OT MOJIMKapOoHar.

7. 1o no3unus 181:

181.4. - B mpenocTaBeHMsI OT YYaCTHHKA KaTajor HEe c€ OTKpUBAT MOCOYEHUTE B TEXHHMUYECKaTa

XapaKTepUCTHKA JIAaHLETH 3a MUKPO KpbBomyckaHe (0,6 Mm).

181.13. - B mpenocTaBeHHUs] OT y4acTHUKA KaTaJoOl HE Ce OTKPHUBAT MOCOYEHUTE B TEXHHMUYECKaTa

XapaKTEPUCTHUKA XUMUYECKH pbKaBUIM ¢ KaT. Ne 0303.

181.14. u 181.15. - uma pa3MuHaBaHe MeXJIy IMpeICTaBeHaTa OT YYacTHHKA TEXHHUYECKa

XapaKTepUCTHKa U TpeJCTaBeHMs] Karajor. B rmpeacraBeHata OT ydacTHHKA TeXHUYECKa

XapaKTepUCTHKA PbKABUIIUTE ca BUHMIOBH ¢ KaT. Ne102, 1okaTo B MPpUIIOKEHHS KaTaJlIOT PhKaBULIUTE

ca JIJaTEeKCOBH.

181.21. - uma pa3MHMHaBaHe MEXJYy IpeJICTaBeHaTa OT YYAaCTHHKA TEXHUYECKAa XapaKTEepUCTHKA U

IpeJicTaBeHus Karajor. B mpejcraBeHara oT ydacTHMKA TEXHUYECKA XapaKTEpPUCTUKA, oepupannuTe

ryMeHu jactuuu ca c¢ kar. Ne0302, noxaro B NpeAoCTaBEHUs KaTajor TO3M KaTaJOKEH HOMEp

CbHOTBETCTBA Ha JIPYT MPOJIYKT.



C orznen Ha TOPEU3I0KEHOTO U Ha OcHOBaHue wi. 68, ain.11 ot 3011, komucusita pemu:

1. ITo mo3umuu 176.10, 178.6, 181.4, 181.13. oT TEXHUYECKOTO 3aJaHHE Ha BB3Ioxurenas ga
M3KCKa KaTaJor W/WIH MHCTPYKIIMH, OT KOUTO Ja € BUIAHO, Ye OEepUPAHHUTE MPOJAYKTH OTTOBApST Ha
3aJI0’KEHUTE OT BB3IOKUTENS MapaMeTpu B TEXHUYIECKATa XapaKTePUCTHKA.

2. Ilo mo3unum 164.1., 164.2., 164.3., 164.4., 169.5., 169.6., 175.5., 175.6., 176.1., 180.1.,
181.14., 181.15, 181.21., nma wu3ucka OOsCHEHHE 3a KOHCTATHPAHOTO pPa3MHHABAHE MEKIY
MPEIOCTABCHUTE OT YYaCTHUKA TEXHHYECKA XapaKTEPUCTHKA M KaTaJIor.

4. ,,Arapra-IiIM*“ EOO/, - no no3uuuu: 182 u 186.

Komucusita yctaHOBH CIIE€AHOTO:

1. Ilo nmo3unms 182 - uma pa3MuHaBaHE MEXJy IMpPEJCTaBEHATa OT Y4YacTHMKA TEXHUYECKa
XapaKTepUCTHKA U MpeACTaBeHusl Kataior. B TexHuueckara XxapakTepUCTHKa € IOCOYEH KaTaJoXKeH
Ne RD 30019004, xoiiTo numcBa B MpeJcTaBEHUs KaTajor.

2. Tlo mosumust 186 (mommosurmm 1, 2, 3, 4, 5, 6) — MOCOYEHUTE B TEXHHYECCKATa
XapaKTePUCTHKA KaTAJIOXHH HOMepa He ¢urypupar B Katamora. He craBa sSCHO MpeioKCHHUTE
MPOJYKTH IO TOJIO3UIIMHUTE 32 KOU MPOAYKTH OT KaTajuora ce OTHACST.

C oruienr Ha TOPEU3IIOKEHOTO U Ha OcHOBaHue wi. 68, an.11 or 3011, xomucusara pemu:
1. TTo mo3unust 186 (moamosuruu 1, 2, 3, 4, 5, 6) OT TEXHUYECKOTO 3a7aHue Ha Bb3mokuTens
Jla M3MCKa KaTajor W/WIM MHCTPYKIIMH, OT KOUTO Ja € BUJTHO, ye odepupaHUTe NPOAYKTH OTTOBAPST
Ha 3aJI0)KEHUTE OT Bb310XKUTENs MapaMeTpy B TEXHUYECKATa XapaKTEPUCTHKA.
2. Tlo mo3umus 182 pa u3ucka OOsICHEHME 3a KOHCTaTUPAHOTO pa3MUHABaHE MEXITY
MPEAOCTABCHUTE OT yUaCTHUKA TEXHHUUECKA XapaKTePUCTUKA U KaTaJIor.

5. ,,0nrum Ko” OO/L, - mo mo3mumu: 106; 112; 113; 114; 142; 145; 147; 151; 152; 170; 174,
175; 178; 179.

Komucusara ycTaHOBU CI€IHOTO:

1. Mo mosumuum 147.23, 147.24, 147.62. oT mnpenctaBeHUsl KaTtajor HE € SICHO JaJiu
o(epupanuTe MPOAYKTH MO N3OPOSHUTE TOAMO3UIIUN OTIOBAPST HAa U3UCKBAaHUATA Ha Bb3noxuTens.
VYYacTHUKBT € TpeACTaBuiI OOSICHEHHE, Ye TOBa Ca HOBU NMPOJYKTH M HE ca BKIIOYCHU B KaTaJIOT
2015r.

2. Tlo mo3mmmsa 152 wma pa3MUHaBaHE MEXKIy KaTaJOKHHUS HOMEp, MpPEJCTaBeH OT
y4yaCTHHKa B TeXHHWYeckara xapakrepuctuka - kar. Ne NSE30501, u karanoxHus HOMEp B
npencraBeHus karaior — kat. No NSE20501.

3. Ilo nmo3unusa 174.3. uma pa3MuHaBaHe MEXIy MpeJCTaBeHaTa OT y4aCTHMKAa TEXHHUYECKa
XapaKTepUCTHKA M TPEICTaBEHUs KaTajor. B TexHHWYeckara XapaKTepUCTHKA € ITOCOYEHO, dYe
neTpuTara ca ¢ fuamersp 60 MM, a OT MpeJICTaBeHUs KaTaJlor € BUAHO , Ye MeTpUTaTa ca ¢ AUaMeThbp
55 mm.

4. Tlo no3ummu 175.4. u 175.7. uma pa3MuUHaABaHEe MEXIY IMOCOYEHHUS OT y4YacCTHHUKA B
TEXHWYECKAaTa XapakTepUCTHKA TPOAYKT W TMPEUIOKEHUs B Katajora. B  TexHUYeckarta
XapaKTepUCTHKAa CTEPUJIHUTE TAaMIIOHM ca C MaMydeH HaKpalHUK, a OT MpEeACTaBeHHs KaTajor €
BUJIHO, Y€ CTEPUIIHUTE TAMIIOHH Ca ¢ pailOHOB HaKpaiHUK (M3KyCTBEHA KOTIPHHA).

5. Tlo no3unus 179:

179.1. wma pa3MuHaBaHE MEXIy IMOCOYEHHS OT YYaCTHHKA B TEXHHYECKAaTa XapaKTEPUCTHKA
OPOAYKT W TMpEUIOKEeHUs B KaTajora. B mpearaHata TeXHHYECKa XapaKTEPUCTHKA
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TUTACTMACOBUTE KOHTEHHEPH ca C JIBXHYKA, a OT MPEJCTaBEHUs KaTallor € BUIHO, 4e
MJIACTMACOBUTE KOHTEHHEPH ca 0e3 IbKIUKa.
179.3. uma pazMuHaBaHE MEXIY KaTaJOXHHUS HOMEp, MPEACTaBEH OT ydyacTHHKA B TEXHHUYECKATa

xapakrepuctuka - kar. Ne 18APN.l, u karanoxHuss HOMep B IpEACTaBEHUs Karajor — Kar. Ne
18APN.

C orzep Ha TOPEU3JI0KEHOTO U Ha ocHoBaHue wi. 68, an.11 ot 3011 komucusTa pemu:

1. ITo no3unuu 147.23, 147.24, 147.62 na u3ucka OT y4acTHHUKA Ja MPEICTaBU UHCTPYKIIHUH
WM crieur(uKanuy Ha MPoU3BOIUTEINSI, OT KOUTO Ja € BUIHO, 4e odepupaHUTe MPOILYKTH OTTOBAPAT
Ha 3aJ0KEHUTE OT Bb3noxkuTens napaMeTpy B TEXHHUECKATa XapaKTePUCTHKA.

2. ITo mo3umum 152, 174.3, 1754, 1757, n 179.1., 179.3.  nga u3ucka oOsACHEHUE 3a
KOHCTaTHUPAHOTO Pa3MUHABaHE MEX]Y MPEAOCTAaBEHUTE OT yUYaCTHUKA TEXHMUYECKa XapaKTepUCTHKA
Y KaTaJior.

6. ,buomen ®@wuap” EOO/ - no nmo3uuuu: 85; 86; 93; 96; 121; 155; 160; 165; 168; 173; 174;
175; 179; 180; 184

Komucusra ycraHOBH CI€QHOTO:

1. ITo mo3umus 86: uznckBanero Ha Bu3noxkurens ¢ ROX pa3rBopsT 1a € 50 MM, a ot
MPEJICTABEHUTE OT yYACTHUKA TEXHUYIECKA XapaKTEPUCTHUKA U KAaTaJIor € BUIHO, ue odepupanus ROX
paztBop € 25 MkM. Cpbiio Taka HM3UCKBaHETO Ha Bwb3nmoxkutens e mactepmukca /2X/ na e 3a
crarnapreH real-time PCR ananu3, a oT TpeCcTaBeHUTE OT YYaCTHUKA TEXHUYCCKA XapaKTePUCTUKA
M Karajgor € BHAHO, 4e odepupanus Mactepmukc e 3a ONE-STEP RT-PCR (oGparna
TPaHCKPUIITA3a).

2. Ilo mo3unus 160: u3uckBaHeTo Ha Bb3moxurens € 0e3BpeAHOTO (IIyOPECIIEHTHO
Oarpmwio 3a Busyanmmsupane Ha JIHK u PHK na e B omakoBka mo 0,5 mut, a OT mpeAcTaBeHHUTE OT
y4yacTHHUKa TEXHMYECKAa XapaKTEepHCTUKA M Karajlor € BHUJIHO, ue odepupaHOTO Oarpmwio € B
paszdacoBka ¢ obem 1m1.

3. Ilo mo3unus 173.4.: uzuckBaHeTo Ha Bb3nmokuTens € aBToMaTHYHATa J1abopaTopHa
numeTta ga e ¢ ooem 1-10 pl, a oT TpencTaBeHUTE OT YYaCTHHUKA TEXHHUYECKA XApPaKTEPUCTHKA U
KaTaJior € BUJIHO, 4e oeprpaHaTa aBToMaTu4yHa nunera e ¢ ooem 2-10 pl.

4. Tlo mo3unmst 180.1: uznckBaneTo Ha BB3I0XKUTENS € KPHOKYTUUTE Jla ca U3pabOTeHU
OT TIOJNUMIPONUIICH, @ OT TMPEICTAaBEHUTE OT YYaCTHHKA TEXHUYECKA XapaKTEPUCTUKA U KaTaJllor e
BHJTHO, Y€ KPUOKYTHHTE Ca OT MOJHUKapOOHaT.

C ornen Ha ropeusoOXKEHOTO W Ha ocHoBaHue wi. 69, an. 1, 1. 3 or 30Il u umaiiku
MPEIBHJT 3AJI0KEHOTO OT BB3TOXKUTENsT W3UCKBaHE KBM YYaCTHHK B TMPOIEAypaTra, KOWTO
KaHIUJATCTBa 3a 000COOEHW TO3UIMH C TOMAMO3UIMH, Ja TpeAcTaBu odepra 3a BCHYKHU
MOJIO3UIIMUU Ha 00ocoOeHaTa TMO3WIUsS, KOMHUCHATA Tpeljiara yJ9acTHHKAa 3a OTCTpaHsSBaHE OT
npouenypara no nozuuuu 86, 160, 173 u 180 .

1. ITo no3urust 165 (BCHMYKM MOMAMO3MIIMK): OT MPEACTABCHHS KaTaJOT HE CTaBa SICHO Jalld
oepupaHuTe BpBXUETa 32 ABTOMATUYHH IHUIETH Ca CHBMECTHMH C ABTOMATHYHH IUICTH THIT
Eppendorf Research, Gilson, Biohit, kakBOTO € U3UCKBaHETO Ha BH3IOKHUTETIS.

2. ITo mo3umus 175:
175.1., 175.2.,, 175.3. - wma pa3MUHaBaHE MEXKIy HCKAaHUTE B TEXHHUYECKATa XapaKTePHUCTHKA
TaMIIOHU C TaMY4Y€H HAaKpalHUK W MpeajiaraHuTe B KaTajaora TaMIOHHU C HAKpPallHUK OT MU3KYCTBEHA
KOIIpUHA.
175.4. - uma pa3MHHaBaHe MEXIy MCKAaHUTE B TEXHUYECKATa XapaKTEPHUCTHUKA TAMIIOHU C MaMydeH
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HAKpalHUK W TpeajaraHiTe B KaTajlora TAMIIOHM C HaKpaHUK OT M3KycTBeHa KonpuHa. ChIo Taka
UMa pa3MHMHAaBaHE W MEXAYy KaTaJIOXHUS HOMEp OT TeXHHYeCKaTa XOpaKTepHCTHKa KaT.Ne
5150/SGICS, a B karanora katanoxuust Homep € 5150/E/SG.

175.5 - uma pasmMHHaBaHe MEXIy MCKaHUTE B TEXHUYECKATa XapaKTepUCTHKA TaMIIOHU C MaMy4eH
HaKpalHUK W MpeIjaraHiTe B KaTaJiora TAMIIOHU C HAaKpaHUK OT U3KycTBeHa KonpuHa. ChIo Taka
UMa pa3MHMHAaBaHE W MEXAYy KaTaJIOXHUS HOMEp OT TEeXHHYeCKaTa XOpaKTepHCTHKa KaT.Ne
5150/SG/CS, a B karanora karanoxuus HoMmep € 5150/E/SG. Coiio Taka OT IPUI0KEHHS KaTalor HE
CTaBa SCHO JaM € W3IIBJIHEHO M3MCKBAaHETO HA BB3JIOKUTENS 3a MPUKPENBAHE HAa TaMIIOHA KbM
Karavkara Ha enpyBeTKara.

175.7. - uma pa3zMHUHaBaHEe MEXJy UCKAHUTE B TEXHUYECKATA XapaKTEPUCTUKA TAMIIOHH C MaMy4eH
HaKpalHUK W MpeajaraHuTe B KaTajora TaMIIOHH C HAKpaHUK OT M3KycTBeHa KompuHa. ChIo Taka
uMa pa3MHHaBaHE W MEXIY KAaTaJIOKHUS HOMEpP OT TEXHHUYeCKaTa XOpaKTepHCTHUKa Kat.Ne
5150/SG/CS, a B karanora karanoxxuus Homep € 5150/E/SG.

C ornen Ha TOpPeU3NI0KEHOTO U Ha ocHoBaHMe wil. 68, an.11 ot 3011 koMucusita peum:

1. Io no3unmst 165 (BCHYKH MOAMO3MIMU). YYACTHUKBT Aa HPEICTABH MHCTPYKLUH I
cnenn(UKauy Ha MMPOU3BOIUTEIS, OT KOUTO Jia € BUJHO, Y€ OepupaHUTe MPOTYyKTH OTIOBApAT HA
3aJI0KEHHUTE OT BB310KNTENS MapaMeTpy B TEXHUYECKATa XapaKTepUCTHKA.

2. o mosmmmu 175.1., 175.2., 175.3., 175.4., 175.5, 175.7. nma u3ucka oOsCHEHHE 3a
KOHCTaTHPaHOTO Pa3MUHABAHE MEXIy MPEIOCTaBEHUTE OT YYAaCTHHUKA TEXHUYECKA XapaKTepUCTUKA
Y KaTaJor.

7. ,,Aurepousnec 91“EOO/, - mo nmo3uumuu: 62; 100; 101; 102; 103; 105; 106; 107; 111; 138;
140; 141; 145.

KOMI/ICI/IﬂTa YCTaHOBI/I, qe HpeILCTaBeHaTa oT y‘{aCTHI/IKa TCXHUYCCKA XapaKTepI/ICTI/IKa 158
KaTaJior ca B ChOTBETCTBHE C M3UCKBAHHUATA HA Bb3I0XKHUTENS.

8. ,Capropunyc boarapus EOO/1” -no no3unuu: 183.
Komucusita yctaHoBu, Ye TpeAcTaBeHaTa OT YYaCTHHKA TEXHUYECKA XapaKTEPUCTUKA U
KaTaJIor ca B CHbOTBETCTBHE C U3UCKBAHUATA HAa BL310KUTEIS.

9. ,,JJuamen” OO — no nmo3unuu: 57; 97; 98.
KOMI/ICI/ISITa YCTaHOBI/I, qe HpeI[CTaBCHaTa oT y‘-IaCTHI/IKa TCXHUYCCKaA XapaKTepI/ICTI/IKa u
KaTaJIor ca B ChOTBETCTBHUE C M3UCKBAHUATA HA Bb3moxurens.

10. ,,EJITA 90-M” OO - mo mo3umum: 15 2;7; 9; 10; 11; 13; 165 17; 18; 19; 21; 22; 23; 24; 25;
26; 27; 28; 29; 30; 33; 34; 35; 36; 37; 39; 40; 41; 42; 43; 44; 49; 52; 53; 54; 55; 58; 59; 60; 62;
64; 65; 66; 67; 69; 70; 73; 74; 75; 76; 77; 78; 85; 92; 94; 103; 111; 112; 124; 125; 126; 140; 142;
143; 148; 155; 159; 175.

Komucusita ycTaHOBH CIEIHOTO:

1. Ilo no3wurusg 16:
16.1., 16.2.: Ot mpencraBeHus: KaTaJloT HE CTaBa SICHO BPEMETO 3a M3II'BJIHEHHE Ha TeCTa, KAaKBOTO €
M3HUCKBAHETO Ha BB3JIOKUTENSA (M3MBIHCHHE B PaMKHTE Ha He moBeue oT 2 yaca). ChINO Taka B
Mpe/ICTaBEHUs KaTajor He € JajieHa nHopmanus 3a IbDKUHATA Ha BhJIHATA 32 OTUMTAHE, KAKBOTO €

5



M3HUCKBAHETO Ha BB3JIOXKHUTES (Ib/oKMHA Ha BhiIHATa 450 nm u 620 nm).

2. Ilo nmo3unus 17:

17.1, 17.2.: Ot npencraBeHus KaTajor HE CTaBa SICHO BPEMETO 3a M3IBJIHEHUE HAa TECTa, KaKBOTO €
M3UCKBAHETO Ha BB3JIOXKHUTENsS (M3MBIHCHUE B paMKUTE Ha He moBede oT 2 yaca). ChIo Taka B
Mpe/ICTaBEeHus KaTajor He € JajeHa nHdopmanus 3a IbJDKMHATA HAa BbJIHATA 32 OTYUTAHE, KAKBOTO €
M3MCKBAHETO Ha BB3JIOKHTENS (IbkMHAa Ha BbhiaHata 450 nm u 620 nm) u HE € siCHa
cpBMecTuMocTTa ¢ anapat LKB 5060-006, 3aganenu B TeXHUYeCcKaTa XapaKTepUCTHKA.

3. Ilo no3unus 18:

18.1, 18.2.: Ot npeacTaBeHus KaTajor HE CTaBa SICHO BPEMETO 3a U3IIbJIHEHHUE Ha TEeCTa, KaKBOTO €
M3UCKBAHETO HA BB3JIOKHUTENS (M3MBJIHCHHE B paMKUTE Ha He moBede oT 2 yaca). ChIio Taka B
MpPEJICTaBEHUs KaTaJor He € JAajieHa nHpopmanus 3a IbDKMHATA HAa BBITHATA 32 OTYMTAHE, KAKBOTO €
M3HMCKBAHETO Ha BB3JIOXKHUTES (Ib/KMHA Ha BhiHATa 450 nm u 620 nm).

4. ITo nmo3unwms 19:
19.1.,19.2,, 19.3.,, 19.4.: Ot npeAcTaBeHUs KaTaJIOr HE CTaBa SICHO BPEMETO 3a M3ITbJIHEHUE Ha TECTa,
KaKBOTO € M3UCKBAHETO HA BBH3JOXKHUTENS (M3MIBIHEHHE B PAMKHTE Ha HE moBede oT 2 yaca). ChIllo
Taka B MPEACTaBEHMs KaTajlor He € JajaeHa mHpopMaius 3a IbJDKUHATA Ha BBJIHATA 32 OTYMUTAHE,
KaKBOTO € M3MCKBAHETO Ha BB3JIOXKHUTENS (IbJDKMHA Ha BhiHATa 450 nm u 620 nm).

5. Ilo mo3unus 39:

39.1., 39.2., 39.3.: B mpencraBeHuWs KaTaJoOr JMIICBAT KaTAJIOXHUTE HOMEpPAa HA MPOJIYKTHUTE,
MIOCOYCHH B TEXHHUYECKaTa xapakTepuctuka. He ce oTkpuBa nndopmanus 3a Opos Ha TECTOBETE B
eJHa OIMAKOBKA, IhJDKMHATA HA BBJIHATA M €KCTUHLMITA HAa KOHTPOJUTE, 3aaJCHH B TEXHUYECKATa
XapaKTePUCTHKA.

6. Ilo mo3uuus 44: B mpexncraBeHus Karajor JIMICBA HMH(oOpManus 3a HAJIUYMETO Ha
KamuOpaTopH, KaKTo € MOCOYCHO B TEXHUYECKATa XapaKTepUCTHKA.

7. Tlo mosunmst 60: MMa pa3sMHHABaHE MEXIY KaTaJOKHUS HOMEp OT TeXHHUYecKara
xopakrepuctuka kat.Ne CO3/5 u ¢urypupamus B karanora katanoxuus Homep CO3/1.

8. Ilo mosumms 69: B mpencraBeHus: karajaor JMUICBa MHGOpMAIUs Jalyd CTPUIIOBETE ca
YyIIEIIN Ce, KAaKTO € MOCOYCHO B TEXHUYECKaTa Xxapakrepuctuka (12 dymemiu ce cTpuna).

9. Tlo no3urust 70: B mpencraBeHuss KaTayior JHICBa WH(OpMANWS Jald CTPUIIOBETE ca
JyTIelIn ce, KaKTO € MOCOYCHO B TeXHUUecKaTa Xxapakrepuctuka (12 uymnernu ce crpumna). ChIno Taka
MMa pa3MHHaBaHE MEXKIy 3aJ0’KeHaTa B TEXHHYECKaTa XapaKTePUCTUKA YYBCTBUTEIHOCT HA TeCTa
(ayBcTBHUTEHOCT Hax 95%) ¥ peAoKeHATa TakaBa B KaTaiora, KOsITO € Mo-HUCKa.

10. Ilo mo3unus 125.1: uma pa3mMuHaBaHe MEXIYy KaTaJlOXHHUS HOMEp OT TeXHHYEecKaTa
xopakrepuctuka kaT.Ne 73214 u ¢urypupanys B katajora katajoxxeH Homep kaT.Ne 73524,

11. ITo mo3unus 155.3.: B npencraBenus katajaor TUNCBa MH(GOPMAIIHS Talii TTOJIMMepas3aTa €
WHAKTUBHpaHa 4Ype3 MOHOKJIOHAIHO AaHTUTSAJIO, KAaKBOTO € M3UCKBAHETO B TEXHHYECKaTa
xapakTtepucTrka (rmojaumepasa 3a PCR; roperi crapt dpe3 HHXHOHMpAIo0 MOHOKIOHAIHO aHTHTSIO).

12. Tlo mo3unus 159: uma pazMHHaBaHE MEXIy OCOUYCHUS B TEXHUYECKATa XapaKTePUCTUKA
CIIEKThp Ha eMHTUpaHe (CIEeKThp Ha eMHTHpaHe okojo 600 HM) M mpeaocTaBeHaTa HHGOPMALUS B
katasnora (crekTbp 537HMm).

13. Ilo mo3ummsg 175:

175.1., 175.2.,, 1753., 175.4., 175.7.: B mnpeacraBeHus KaTajlor JHICBa HHQOpPMAIHS IaiH
HaKpailHUKa Ha TaMIIOHA € MMaMy4eH, KAKBOTO € U3MCKBAHETO B TEXHUYECKATA XapaKTEPUCTUKA.
175.3.: B mpencTaBeHus KaTauor JTUNcBa HHGOpMAIUs 32 pa3MEpHUTe Ha MPOAYKTA, KAKTO € 3a/1aJIeHO
B TeXHHUYecKaTa xapakrepuctuka (150 Ha 2,5 Mm).

175.7.: B mpencraBeHus KaTalor JUICBa WH(pOpMalvs 3a AMaMeThpa Ha OTBOpAa HA CTEPUITHHUTE
TaMIIOHH, KaKTO € MIOCOYEHO B TEXHUYECKATa XapaKTepUCTHKa (IrMaMeThp Ha OTBOPA HE IO MallbK OT
11Mmm).

C ornen Ha TOPEU3NIOKEHOTO U Ha ocHOBaHMe wil. 68, an.11 ot 3011 koMucusita pemu:



1. Ilo mo3mmusa 16.1., 16.2., 17.1, 17.2., 18.1, 18.2,, 19.1., 19.2,, 19.3,, 19.4:, 39.1., 39.2.,
39.3, 44, 69, 70, 155.3., 175.3,, 175.1., 175.2,, 175.3., 175.4., 175.7. y4acCTHHKBT Na TPEICTABU
WHCTPYKIIMY WU ClelU(UKAIMA Ha TPOU3BOTUTEIIA, OT KOWUTO Ja € BHIHO, Y€ O(epHpaHUTE
MPOJYKTH OTTOBAPSIT HA 3aJI0KEHUTE OT BB3I0KUTEINS apaMeTpH B TEXHUYECKATa XapaKTePUCTHKA.

2. Ilo mosummum 60, 70, 125.1, 159 na m3ucka oOsicHEeHHE 3a KOHCTATUPAHOTO Pa3MHUHABaHE
MEXTy TIPEJOCTABEHUTE OT YYACTHUKA TEXHUYECKA XapPAKTEPUCTUKA U KATaJIOT.

11. ,,Aii Bu Iu bwrarapus” OO/ - no nmo3unun: 16; 17; 19; 33; 34; 37; 40; 42; 43; 49; 50; 71;
84; 85; 87; 89; 91; 93; 96; 121, 158; 159.

Komucusra ycTtaHOBH CIEAHOTO:

1. Ilo mo3umus 16:

16.1.: lma pa3MuHaBaHe MEXIy MTOCOYCHHS B KaTajora TECT 3a JHOBPEMEHHO OTKpuBaHe Ha IgM u
IgG aHTHTENna M MMOCOYEHHUs B TEXHUYECKaTa XapakTepucTuka TecT camo 3a IgM anrturena. Cwiio
Taka MMa pa3MHMHABaHE MEXJAy II0COYEHaTa B TEXHUYECKAaTa XapaKTePUCTHKA CIEHU(PUUHOCT
(cenuduyHOCT He MO-Maika OT 97%) M MocoYeHaTa B KaTajora Crequ(uyHOCT, KOSTO € MO-MaJKa.
B npexacraBenus katajnor gurcBa MHGopManus 3a Opos Ha KOHTPOJIUTE B TECTa, a B TEXHUYECKaTa
XapaKTepUCTHUKA € TOCOYEHO MAKCUMYM 4 KOHTPOJIH.

16.2.: Nma pa3mMuHaBaHE MEXAYy IOCOYEHAaTa B TEXHWYECKATAa XapaKTEPHCTUKA CIEUU(DUIHOCT
(cenuduyHOCT He MO-Maika OT 97%) ¥ MocoYeHaTa B KaTajaora Crequ@uuHOCT, KOSTO € MO-MaJKa.
B npeacraBenus katajior aurcBa MHGopManus 3a Oposi Ha KOHTPOJIUTE B TECTa, a B TEXHUYECKaTa
XapaKTepUCTHKA € TOCOYEHO MAKCUMYM 4 KOHTPOJIH.

2. Ilo no3unus 17:

17.1.: B npencraBeHust Katajor He ce OTKpuBa MH(poOpMalus 3a Opos Ha KOHTPOJIUTE B TeCTa, a B
TEXHUYECKaTa XapaKTEPUCTHKA € TIOCOYEHO MAaKCUMYM 4 KOHTPOJIU.

17.2.: Mma pa3MuHaBaHe MEXIy IOCOYEHATa B TEXHMUYECKATa XapaKTEpUCTHKA CHEHU(PUUHOCT
(cnenmduunocT He Mo-Maika oT 98%) u mocoveHara B Karajiora Crienu(pUIHOCT, KOSITO € MTO-MaJIKa.

3. ITo mo3unus 19:

19.1., 19.2,, 19.3., 19.4.: ma pa3MuHaBaHe MeXay MOCOUYEHATa B TEXHUYECKAaTa XapaKTEPUCTHKA
crieruduynoct (crneruduuHocT He mo-manka ot 98%) M mocodeHara B Karajora Creru(uIHOCT,
KOSITO € MO-MaJIKa.

4. ITo mo3uus 40:

40.1.: B mpencraBeHus1 KaTaJor HE ce OTKpUBA MH(OpMAIHs 3a JbDKAHATA HAa BBIIHATA, IPU KOSITO
CTaBa OTYUTAHETO, JOKATO MOCOYEHaTa B TEXHHUYECKaTa XapaKTePUCTHKA JbDKMHA Ha BBIIHATaA €
450/620um. B mpexacraBenus karanmor jmrcBa uH(opmanus 3a Hanmmumeto Ha 1gG RFsorbent,
MIOCOYEH B TEXHUYECKATa XapaKTePUCTUKA.

40.2.: B mpencraBeHus1 KaTajor HE ce OTKpUBA MH(OpMAIHs 3a JbDKAHATA HAa BBIIHATA, IPU KOSITO
CTaBa OTYUTAHETO, JOKATO MOCOYEHaTa B TEXHHUYECKaTa XapaKTePUCTHKA JbDKMHA Ha BBIIHATa €
450/620uMm. Chiro Taka JurcBa MH(GOpMAIM 3a HAIMYMETO Ha ypeasa 3a mpoBexkaane Ha Avidity
TECT, [IOCOUYEH B TEXHUYECKATA XapaKTEPUCTHUKA.

5. 1o mo3unus 42.1.: B npencraBeHus KaTajuor He ce OTKpUBa HHPOpMAIHs 3a JbJKMHATA Ha
BBJIHATA, MPU KOSTO CTaBa OTYUTAHETO, JIOKATO IIOCOYEHATa B TEXHHUYECKaTa XapaKTepPUCTHKA
TBIDKAHA Ha BhAHATa € 450/620uM. B npeacTaBeHus Katajaor JUTcBa HHGOpMAIIHUS 32 HATMYUETO Ha
IgG RFsorbent, mocouen B TexHHYEeCKaTa XapaKTePHCTHKA.

6. ITo mo3umus 49: B npencraBeHus Karajor He ce OTKpuBa MHGOpMAIUs 3a ChIbPKAHUETO
Ha Mpeagaraiust MpoayKT.

7. Ilo no3umus 84: B npencraBeHus Katajor He ce OTKpUBa MHGOpPMAIUs 3a ChIbPKAHUETO
Ha ThproBckus Habop. IlocoueHata B TexHHYecKaTa XapakTepUCTHKAa HH(popMmaius e: ThpProBcku
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Habop 3a PCR, cyabpikant 2x PCR 6ydep, Taq mommumepasa tun Hot-start xumuueckun HHXuOMpaHa
pu TemnepaTypu <95C, B KOHIIEHTpalMs 5 €AMHULN Ha MUKPOIUTED, 400uM cMmec OT HyKI€OTHAH
1 SmM MmarHe3ueB XJOpUJ; HAJIMYEH KaTo rOTOB 3a paboTa pa3TBOp ; omakoBka jo 100 peakiuu ot
50 mukposutpa. OCcBEH TOBa MMa pa3MUHABAHE MEXY IIOCOUEHATa B TEXHUUECKATA XapaKTEPUCTHKA
Taq monmumepasa tun Hot-start xumudecku MHXUOMpaHa, W I[MOCOYEHATa B Karajora aHTHUTSIIO-
UHXHOUpaHa.

8. ITo mo3unus 87: B mpencraBeHust KaTajaor HE c€ OTKpUBA MH(POPMAILMS 33 HAJTUYHETO Ha
carrier RNA, moco4eH B TeXHHUECKATa XapaKTEPUCTHKA.

9. ITo mo3unms 89: B mpencraBeHus KaTtajor HE c€ OTKprUBa MHGOPMAIIUS 32 HATUYUETO HA
nporenHasa K, mocoueHa B TexHU4YeCKaTa XapaKTEPUCTHUKA.

10. IMo mo3umus 91: Mma pa3mMuHaBaHe MeXy IpeAcTaBeHaTa TEXHUUECKa crenu(uKanus u
MpWIoKeHUs Katanor. OT MpUIOKEHUs KaTaJlor € BUIHO, Y€ odepupaHus OT yYaCTHHMKA MPOIYKT
(xut) e momxonsany 3a ekctpakmus Ha JIHK ot OakrepuasiHu M T'bOMYHU KYATYpPH, HO HE M OT
LEPBUKAIHU U YPETPATHU CEKPETH, KAKBOTO € U3UCKBAHETO Ha BH3IOKHUTEIIS.

11. ITo mo3umust 93: Mma pasMuHaBaHe MeXIy MMOCOYECHHS B Karajora Habop, KOWTO € 3a
npeuncTBane Ha reHomHa JIHK, nokato mocoueHOTO B TeXHHUYECKAaTa XapaKTepUCTUKA U3UCKBAHE €
HaOopbT 11a e 3a npeunctBane Ha PCR mpoxykTu.

12. ITo mo3urug 158:

158.3. B mpencraBeHust Katajior He ce OTKpuBa MHQpopManus 3a pasdacodpkure Ha MpoayKTute. B
MPEJICTAaBEHUST Karajor HEe C€ OTKpUBAa KaTajJoKHUS HOMEp, NpEICTaBeH B TEXHHYECKaTa
xapakrepuctuka — kat.Ne M3091.05.00.

158.4. B mpencraBeHus: Karajnor He ce OTKpuBa MH(popmMalusa 3a pasdacodxurte Ha npoaykrture. B
MIPEJICTaBEHUAT Karajor HE C€ OTKpUMBAa KaTajJOXHUS HOMEp, NpPEJICTaBEeH B TEXHHUYECKarTa
xapakrepuctuka — kat.Ne M3091.05.00.

158.5. B mpencraBenus Karajor He ce OTKpuBa mHpopmanus 3a paszdacodkure Ha MPOAYKTHTE.
MPEJICTAaBEHUSAT Karajor HE Cce€ OTKpUBAa KaTajJOKHUS HOMEp, NpEeICTaBeH B TEXHHYECKaTa
xapakrepucTtuka — kat.Ne M6343.1000.

158.6. B mpencraBenus karanor He ce OTKpuBa mH(popManus 3a pasdacodkute Ha NpoaykTute. B
MPE/ICTaBEHUSAT Karajor HE C€ OTKpUBAa KaTajJOXHUS HOMEp, NpEJICTaBeH B TEXHHUYECKara
xapakrepucTtuka — kat.Ne M6082.500.

158.8. B mpencraBeHust Katajor He ce OTKpuBa MHPOpManus 3a pasdacopkure Ha MPoayKTUTE. B
NPEJCTaBEHUAT KaTajJor He C€ OTKpHBa KaTaJlOXHHUS HOMEp, MpPEICTaBeH B TEeXHUYecKaTa
xapakrepucTtrka — kat.Ne M6321.0500.

C ornen Ha TOpPEeU3N0OKEHOTO U Ha ocHoBaHMe 4. 68, an.11 ot 3011 komucusiTa penu:

1. ITo mo3umus 16.1., 16.2., 17.1., 40.1,, 40.2., 42.1., 49, 84, 87, 89:, 158.3., 158.4., 158.5,,
158.6. 158.8., yyacTHUKBT Ja NpPEACTaBU MHCTPYKIMH WM CIEIU(PHUKAINA Ha TPOU3BOIUTENS, OT
KOUTO Ja € BHUJAHO, 4Ye odepupaHuTe NPOIYKTH OTTOBApAT Ha 3aJOXKEHHUTE OT Bb3noxurens
napaMeTpu B TEXHHYECKaTa XapaKTePUCTHKA.

2. Ilo mo3umum 16.1., 16.2., 17.2., 19.1., 19.2., 19.3,, 19.4., 84, 91, 93, na n3ucka o0sACHEHNE
3a KOHCTaTUPAHOTO pa3MHUHABaHE MEXJIy TPEIOCTaBEHUTE OT YYacTHHKAa TEXHHYECKa
XapaKTepUCTHKA U KaTaJIor.

12. AxBaxum AJl - mo mo3uumu: 74; 76; 77; 78; 87; 88; 89; 91; 93; 96; 155; 156; 157; 158; 160;
162; 187; 188; 189.

Komucusta yctaHOBHU CIIETHOTO:
1. Tlo no3umus 88: MMa pazmMuHaBaHE MEXIY MOCOYEHOTO B KaTajora KOJIHYECKTBO Ha
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enyara (15-20 mxn — ¢ kar.Ne R6974-01) u moCOYEeHOTO B TEXHHUYECKATa XapaKTEPUCTHKA
KonnyecTBo exyat 10-50 mxut.

2. Tlo mo3unusa 89: Mma pasmMuHaBaHe MEXIY MOCOYCHOTO B KaTajora KOJIMYECKTBO Ha
enyata (15-20 mxn — ¢ kar.Ne R6974-01) u mOCOYEHOTO B TEXHUYECKATa XapaKTCPHCTHKA
KOJIN4ecTBO exyatr — a0 100 mki.

3. Tlo mo3umus 157:

157.1., 157.2: Nma pa3zmMuHaBaHE€ MEXIYy IMOCOYCHHUAT B Karajlora Mapkep, KOWTO € CMECEH C
Oarpmio, TOKaTo U3MCKBAHETO B TEXHUYECKATa XapakTepucTuka ¢ monekynnute JJHK mapkepu na ca
C OTAENHO 0arpuio 3a HaKaIBaHe.

157.3.: Vima pa3sMuHaBaHEe MEXIYy MOCOYCHHUSAT B KaTajora Mapkep, KOHTO € CMeceH ¢ Oarpuio,
JIOKaTO M3HMCKBAaHETO B TEXHHUYECKaTa Xapakrepuctuka € MojekynHure JIHK mapkepum nma ca c
oTHenHo Oarpwiio 3a HakanBaHe. ChbIO Taka MMa pa3MHHABaHE MEXAY IMOCOYEHHST B Karajora
AMana3oH Ha Mapkepa, koiro e 1o 2000 bp, nokaTo n3uckBaHeTo B TeXHMYECKATa XapaKTEPUCTUKA €
auarna3oHa Ha mapkepa aa ¢ 100-10000 bp.

C ornen Ha TOpeU3N0KEHOTO U Ha ocHoBaHMe wil. 68, an.11 ot 3011 koMucusita peum:

1. ITo mo3umuu 88, 89, 157.1., 157.2, 157.3. nma u3ucka OOsCHEHHE 33 KOHCTAaTHPAHOTO
pa3MUHaBaHE MKy MPEAOCTABEHUTE OT YIaCTHUKA TEXHUYECKA XapaKTePUCTHKA U KaTaJIOT.

13. ,,Janc ®apma“EOQO/] — no no3umuu: 1; 2; 3; 4;
1

565 7;8;9;10; 11; 21; 27; 28; 30; 37; 42; 43;
44: 45:; 47; 55; 61; 65; 68; 69; 70; 71; 88; 97; 155; 156; 160;

; 165.
Komucusita yctaHOBH CIEIHOTO:

1. ITo mo3unus 88: B mpencraBeHus KaTajaor HE c€ OTKpUBA MH(OpMAIUs 32 KOJIUYECTBOTO
ellyart, JOKaTo B TEXHUYECKaTa XapakTepuctuka e nocoueH 10-50mka.

2. Ilo mnosunmsa 155.3.: VMma pa3MuHaBaHe MEXJIy IIOCOYEHaTa B TEXHHYECKaTa
xapakrepuctuka Hot-start Taq mnomumepasa 3a PCR ¢ ropem crapr dype3 wuHXUOHpAIIo
MOHOKJIOHAJIHO AHTUTSIO, JOKAaTO B MPUWIOXKEHUS KaTajor Taq monuMepaszata € XUMHUYHO
WHAKTUBUpaHA.

C ornesn Ha TOPEU3N0KEHOTO U Ha ocHoBaHMe 4. 68, an.11 ot 3011 komucusiTa penu:

1. Tlo mo3umms 88 y4acTHUKBT Ja NPEACTaBU HUHCTPYKLUMU WIM cHenudUKalud Ha
MMPOU3BOJUTCIIA, OT KOUTO Ja € BUAHO, Y€ O(i)epI/IpaHI/ITe MPOAYKTHU OTroBapAT Ha 3aJIOKCHUTC OT
Bb3noxurens napaMeTpu B TEXHHUUYECKATa XapaKTePUCTHKA.

2. Ilo nmo3unmst 155.3 na wusucka oOsACHEHHE 3a KOHCTaTHUPAHOTO Pa3MHUHABAHE MEXKIY
IPEJOCTAaBeHUTE OT YUaCTHUKA TEXHUYECKA XapaKTepUCTHKA U KaTaJor.

14. ,,Autucen boarapus OO/l - no nmo3uuuu: 83; 84; 85; 86; 87; 88; 89; 91; 93; 96; 121; 155;
156; 158; 180; 187; 188.

Komucusara ycTaHOBH CI€IHOTO:

1. ITo no3unms 83: m3nckBaHeTo Ha Be3noxkurens e: OneStep RT-PCR kut 3a PHK-oB
Bupyc; Ceaspxany: 3a 100 x 50 ul peakumum - OneStep RT-PCR Enzyme Mix (1 x 200 ul)
(cemppkam Reverse Transcriptase, HotStarTaqg DNA Polymerase, neiicTBama mpu 3arpsiBae a0
95C), 5x OneStep RT-PCR Buffer , ANTP Mix ), 5x GC cransuy/6inokuparnr pearent, RNase-free
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water, a OT TMPEACTaBEHUTE OT yYaCTHHKA TEXHMUYECKa XapaKTepUCTHUKa M KaTalor € BUIHO, 4e
odepupanust kut e 6e3 Hanuune Ha GC cransm/6aoKupal] peareHT B OKOMILIEKTOBKATA.

2. ITo mo3unus 85: m3nuckBaHeTo Ha Bw3nmoxkutens €. Mukc 2X 3a Obp3a MU BHCOKO
cnempuuna Hot start PCR peakmus B obem ot S50Mkn chappikani: Bewdku HeoOXoaumu
KOMITOHEHTHU 3a MynTuruiekcHa PCR peakius, BkitounTenHo Oydep 3a AMPEKTHO HAKallBaHE Ha Iell,
KOKMTO J1a € 9acT OT OKOMIUIEKTOBKATa, 3a J]a MOXe Ja ce u3noi3Ba qupektHo B PCR peakmusra. Ot
MPEeJICTAaBEHUTE OT YYaCTHHMKA TEXHHYECKa XapaKTepUCTHKA U KaTajor € BHJHO, Y€ Y4YacTHHKA
oepupa 1Ba OTAECTHH MPOAYKTA, a HE MUKC.

3. ITo nmo3unusa 86: u3uckBaHeTo Ha Bv3noxurens e: Macrepmukce /2X/ 3a cranmapteH real-
time PCR anamm3, cwhappikan] tepmMuyHo aktuBupama ce [IHK mommmepasza, me3oxcupubdo-
nykineotuan (Bki.dUTP) u ontumusupan enzumer O0ydep; B otaennu enpysetku - 50 MmkM ROX u
Boja 0e3 Hykieasu, onak. 10 200 peaknuu ot 25MKi1. OT MpeACTaBEeHUTE OT YYaCTHHKA TEXHUYECKA
XapaKTepUCTHKA U KaTaJloT € BUAHO, 4 B oepupaHusi MacTepMuKc He ce chabppxka 50 MM ROX.

4. ITo no3unus 87: uznckBaHeTo Ha Bb3noxurens e: KUT 3a pbyHa €KCTpakuKs HA BUPYCHA
PHK or cepym, mia3ma, KpbB, TeIECHH TEYHOCTH U Ap. 3a 50 peakiuuu; KOJIOHHO-0a3upaH, cHabaeH
carrier RNA, ce0uparennu enpysetku (2 ml), RNase-free 6ydepu. Ot mpencraBeHUTE OT y4aCTHHKA
TEXHUYECKA XapaKTEPUCTHKA M KATaJOr € BUJIHO, ue B odepupanus KuT € 3a ekctpakius Ha PHK u
JIHK.

5. Tlo mo3umus 180:
180.1: m3uckBanero Ha Bb3noxkurens € KpUOKYTHHUTE Ja ca M3paOOTEHU OT MOJUMPONHIIEH, a OT
MPEACTAaBEHUTE OT YYACTHHKA TEXHUYECKA XapAKTEPUCTHUKA M KATaJOr € BUAHO, Y€ KPUOKYTUUTE Ca
OT MOJIMKAPOOHAT.
180.2.: uzuckBaneTo Ha Br3noxurens e: KapToHeHN KpHOKYTUH 3a KpHOenpyBeTKH oT 2 Mt 3a 100
enpyBeTKU. B mpencraBeHuss KaTajior He ce OTKpuBa HHQopMmaius 3a Oposi HAa ENpyBETKHUTE,
CHABPXKAIIH CE B KyTHSTA.

C oryen Ha TOpeU3NIOKEHOTO W Ha ocHoBaHue wi. 69, an. 1, T. 3 or 30Il u umaiiku
NPEIBU 3aJI0KEHOTO OT Bb3mokuTenss W3MCKBaHE KbM YYAaCTHHK B TIPOIEAypara, KOWTO
KaHJIUJATCTBA 3a O000COOCHW TIO3UIMM C TOMIMO3WIMHU, Ja TpeAcTaBu odepra 3a BCHUKH
MOMAMO3UIIMUU Ha o0ocoOeHaTa MO3WIMUS, KOMHUCHSATA Mpejara y4acTHHKAa 3a OTCTpaHSBaHE OT
nporeaypara o nosunuu 83, 85, 86, 87 u 180..

1. ITo mo3urus 155:
155.3.: B mpencraBeHust karajor He ce OTKpuMBa MH(OpMaius 3a TOBa MNpeajoXKeHaTa MepHa
€ANHUIIA ,,peaKIHs’ Ha KOJIKO €AUHUIIM €H3UM OTroBaps, JOKATO B TEXHUUYECKATAa XapaKTEPUCTHKA €
MOCOYeHa MApHA eIMHUIIA ,,eTUHUTIA” .
155.4.: ima pa3mMuHaBaHe MEXIy MOCOYCHUsI B MPHUJIOKEHUS KaTalor pa3(dacoBka Ha MPOAYKTA —
300 eqMHMLIM M W3UCKBaHHUTE B TexHHUYeckaTa xapaktepuctuka 1000 egunuimu. He e sicHO kak 1mie
ObJie TOCTaBEH MPOIYKTHT, MOPAIN HEASTMMOCTTa Ha pa3dacoBKara.

2. ITo mo3umus 158.8: B mpencraBeHus: karajnor He ce OTKpUBa WH(GOpPMAIIKs 3a TOBA Jalu
MIPEAJIOKEHUAT MPOAYKT € NeHOHU3MpaH (opMaMuIl U MpEeTHA3HAUEH 3a MOJEKYJspHa OHOJOTHS,
KaKTO € TIOCOYEHO B TEXHUYECKATa XapaKTePUCTHKA.

C ornen Ha TOPEU3NI0KEHOTO U Ha ocHOBaHMe wil. 68, an.11 ot 3011 koMucusita pemm:

1. o mo3urum 155.3, 158.8. yuyacTHUKBT Ja peACTaBU WHCTPYKIIMU WM CTieNU(UKAIUN Ha
MIPOU3BOUTENSA, OT KOUTO J1a € BUJHO, Y€ opepupaHuTe MPOAYKTH OTTOBApAT HA 3AN0KEHUTE OT
Bw3noxurens mapaMeTpy B TEXHHUECKATa XapaKTEPUCTHKA.

2. Tlo mo3unust 155.4. na usucka OOsICHEHHME 3a KOHCTAaTUPAHOTO PAa3MHHABAHE MEXKIY
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MpEeAOCTAaBCHUTC OT YHYaCTHHUKA TEXHUYCCKA XapaKTCPUCTUKA U KaTaJIor.

15. ,,AA Meauxksba bbarapusa”— no mozunumn: S; 63; 66; 119; 140; 149.

Komucusra yctaHOBH CIEAHOTO:

1. ITo mo3unus 5: B mpencraBeHus karajaor He ce OTKpUBa MHGOpMAIUs 32 ChAbPKAHUETO HA
npennaranus npoaykT ELISA tectoBe 3a TOKcOIUIa3Mo3a U HEFOBOTO ChOTBETCTBUE C TEXHUUYECKATA
XapaKTepUCTHKA.

2. 1o no3unusa 140: Mima pasMrHaBaHe MEXy OCOUYCHUS B MIPUIIOKEHUS KAaTaJIOT IPOAYKT C
kar.Ne 62781, koiiTo € 3a ompejensHe HA aHTUOMOTHYHA YyBCTBUTEIHOCT, JIOKATO B TEXHUYECKATa
XapaKTePUCTHKA € 3aJI0KEHO KUT 32 OMOXMMHUYHA UACHTU(DUKAIMS U OIpe/esiHe Ha aHTUOMOTUYHA
YyBCTBUTEIHOCT.

3. Ilo mo3unus 149: Nma pa3zmMuHaBaHe MEXIy MOCOUYCHHSI B TEXHUYECKATa XAPAKTEPUCTHUKA
npoaykr ¢ kaT.NeAmp 3a 10 mokasarens, AOKaro B INPWIOKEHHS KaTaJor IOJ TO3HM HOMEp
burypupat moBeye OT €AMH MPOIYKT, OTTOBAPSIL HA H3UCKBaHETO 3a 10 moka3arens.

C oruen Ha TOPEU3NIOKEHOTO UM Ha ocHOBaHue 4. 68, an.11 ot 3011 komucusTa pemmu:

1. Tlo mo3umust 5 ydYacTHUKBT Ja WPEICTAaBH HMHCTPYKIUU WM CHEIUPUKAIUNA Ha
MIPOU3BOJUTENSA, OT KOUTO Ja € BUIHO, Y€ OpepUpaHUTe MPOIYKTH OTTOBApSAT Ha 3aJ0KEHUTE OT
Br3noxkurens mapaMeTpy B TCXHHUYECKATA XaPAKTEPUCTHKA.

2. Tlo mo3unuu 140, 149 na usucka oOsSICHEHUE 32 KOHCTAaTHPAHOTO Pa3MUHABAHE MEXIY
MIPEIOCTABCHUTE OT YYaCTHUKA TEXHHUYECKA XapaKTEPUCTUKA U KAaTaJor.

16. Buocucremu OO/ - mo3umun: 74; 76; 77; 78; 79; 81; 82; 85; 86; 88; 93; 96; 156; 157; 171.

Komucwusita ycTaHOBHU CIIETHOTO:

1. Tlo mo3unmst 79: Mma pa3MuHaBaHe MEXIy IPEACTaBEHUs KaTajlor U TeXHUYecKaTa
XapakTepUCTHKa. B MpuiioyKeHust Katanor TecThT € 3a Aerekuus Ha Salmonella, mokaro mocoueHus B
TEeXHUUYECKaTa XapaKTepUCTHKA TECT € 3a jaeTekius Ha S. Typhi.

2. ITo mosumms 81: Mma pasMuHaBaHe MEXAy NPEACTaBEHUS KaTaJor M TeXHHYECKaTa
XapaKTEePUCTHKA. B MPHIIOKEHUS KaTalor TECThT 3a JeTeKIus Ha B.pertussis cbabpika JBa OTACITHU
nponaykra: 1. mpaiitMepH, KOHTPOJIH, COHAM U 2. MAacTep MHUKC, JOKAaTO MOCOYCHHUS B TEXHUYECKATa
XapaKTEePUCTHKA TECT ChIbPKA SIUH MTPOAYKT. B mpencTaBeHus KaTajaor He ce OTKpUBa HHPOPMAITHSI
3a KOHIIGHTpAIMATA U KOJMYECTBOTO HAa MO3UTHBHATA KOHTPOJIA, KAKTO € 3aJI0KEHO B TEXHUYECKaTa
XapaKTEePUCTHKA — KOHTPOJIA 33 TIOJATr0TOBKA HAa CTAHJAPTHA KPUBA C MUHUMYM 5 CTaHJAPTHU TOYKH.

3. ITo mo3unus 82: Mma pazMuHaBaHEe MEX/y IOCOYCHHUS B MPUIIOKEHHUS KaTalor TECT, KOUTO
He jauckpumuHupa B.parapertussis ot B.bronchiseptica, u mocodyenuss B TexHHueckara
XapaKTepHCTHKa TECT 3a JIeTeKIus camo Ha B.parapertussis.

C ornen Ha TOPEU3NI0KEHOTO U Ha ocHOBaHMe wil. 68, an.11 ot 3011 koMucusiTa pemm:

1. Tlo mo3mmmst 81 y4acTHUKBT Ja NPEACTaBM HWHCTPYKIHMH WIH CHEIUPHUKAINA Ha
MIPOU3BOJIUTENSA, OT KOUTO JIa € BUJHO, Y€ OpepUpaHuTe MPOAYKTH OTTOBApAT HA 3AN0KEHUTE OT
Bb3noxurens napameTpy B TEXHUYECKATa XapaKTEPUCTUKA.

2. ITo mo3ummu 79, 81, 82 na usucka oOscHEHHE 3a KOHCTaTUPAHOTO Pa3MHHABAHE MEXKIY
MPEIOCTABEHUTE OT YYaCTHUKA TEXHUYECKa XapaKTepUCTHUKa U KaTajor.
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17. ,Punakom“EOQO/I - mo mo3uumu: 1; 6; 8; 9; 10; 16; 17; 18; 19; 21; 22; 24; 26; 27; 29; 30; 34;
37; 40; 54; 55; 61; 62; 64; 65; 66; 68; 71; 94; 95; 96; 106; 107; 109; 110; 112; 113; 114; 118; 119;
121; 122; 124; 128; 140; 142; 143; 145; 150; 174, 175; 179; 187, 188; 189.

Komucusra yctaHOBH CIEAHOTO:

ITo o6ocobena mo3umumst 19 yyacTHUKBT He € npeactaBui Tk Ne2 — | Tlpeanoxkenue 3a
M3II'BJIHEHHUE Ha TOpbhUYKaTa’.

Bb3 ocHOBa Ha TOPEU3I0’)KEHOTO, KOMHUCHSATA 1€ MPEJI0KN Ha BB310KUTENS yUaCTHUKBT
na Obe OTCTpaHeH Ha ocHOBaHue wi. 69, an. 1, T. 1. BB Bpb3ka ¢ ui. 56, an. 1, 1.7. u wn.57, an.2, 1.2
ot 30I1 o 060cobeHa mo3uius 19.

1. I1o mo3unus 16:

16.1.: B npencraBeHus Karajior HE C€ OTKpHBA MHQPOpPMAIHUS 32 TEXHUYECKATa XapaKTEPUCTUKA HA
npeaaraius NpoAyKT, KaKTo € 3aJI0)KeHO B TeXHUYecKaTa crielu(uKarms.

16.2.: ima pa3MrHaBaHe MEXK]y MTOCOUYCHHS B TEXHHMYECKATa XapaKTEPUCTHUKA KAaTaJOKeH HOMEpP Ha
npoaykra (kat.Nel1201-11 ) u To3u HOMep B TexHu4ueckara crenudukanus (kat.Ne EG 112). Coiio
Taka B IPEJICTaBEHUs KaTajor HE c€ OTKpHBa MH(pOpMalus 32 CbBMECTUMOCT ¢ amnapaT anapatr LKB
5060-006, kakTO € H3HCKBAaHETO B TEXHHUYECKAaTa XapakTepucTuka. Vma pasMuUHaBaHE MEXIY
OTYMTAHETO Ha KOHTposuTe (2 KOHTpOJIM U 4 Kanubparopa), MOCOUCHUTE B MPEUIOKEHHUS KATaJor,
JIOKaTO B TEXHUYECKAaTa XapaKTePUCTHKA N3UCKBAHETO € MAaKCUMYM 4 KOHTPOJIH.

2. Ilo mo3unus 17:

17.1.: B npencraBeHus Katajor HE c€ OTKpHUBa MHQOpMAIUSA 32 TEXHHUYECKAaTa XapaKTepUCTHKa Ha
npemaranus TpoAaykT. [locodeHm ca eAMHCTBEHO KAaTaJOKHUTE HOMEpa Ha TECTOBETE, KOHTO
¢dbupmara npejiara.

17.2.: B npencraBeHus KaTtajior HE c€ OTKpHBA MHQPOpPMAIUSA 32 TEXHHUYECKATa XapaKTCPUCTHKA Ha
npenjaraHus mnpoaykT. MMa pa3MuHaBaHe MEXKIy IMOCOYEHHUS B TEXHHMYECKATa XapaKTePUCTHKA
KarajokeH Homep Ha mpoaykra (kaT.Ne EM 101), kato To3u HOMEp B TEXHHUYECKATa Crenu(UKAIIUSI
CHOTBETCTBA Ha JIPYT MPOJIYKT.

3. o mo3umus 18:

18.1, 18.2: B mpeacraBeHust KaTaJor He ce OTKpHBa WH(GOPMAITUS Tald TECTOBETE ca caMmo 3a in Vitro
JTUArHOCTHKA, KAKTO € 3aJI0’KEHO B TEXHHUYECKATA CTICIIH(PUKAIUS.

4. Tlo mo3ummsa 34.2.: VMima pa3muHaBaHe MEXJy IOCOYEHAaTa B Karajora TEXHHYECKa
XapaKTepUCTHKA HAa TPOAYKTA, MPU KOSITO OTYUTAHETO CTaBa BH3 OCHOBA HA €JIHA OTPHUIATEITHA
KOHTpOJa M 4YeTUpH KanuOpaTopa, a M3UCKBAHETO B TeXHWYecKaTa crnenudukanus € 3a exHa
OTpHIIATEIIHA U €]THA TIOJIOXKUTEITHA KOHTPOJIA.

5. ITo mozunus 40.2.: MimMa pasMuHaBaHe MEXy MOCOYEHHUAT B KaTrajora IpoayKT, KOUTO He €
3a ompeensHe Ha aBUIHOCT Ha 1gG aHTUTENa, KaKTO € M3UCKYeMO B TeXHUYECKaTa CHeIUpUKAIISL.
B nmpencraBenus karanor He ce OTKpHBa HHPOpMAIIUS 32 HAIMYUETO Ha ypeas3a, KaKTo € U3HUCKYyeMO B
TeXHUYECKaTa CHeIU(pUKAIIA.

6. ITo mo3unus 54: B npencraBeHus Kataaor He ce OTKpYUBAa HH(POPMAIIUS Jalld € U3IIBIHEHO
M3MCKBAHETO B TEXHWYECKATa Crien(DUKAIHS TeCTHT JIa € KMYHOXPOMATOTrpadCKH.

7. TTo mo3unus 55: B mpencTaBeHus Katanor He ce OTKpHUBa HHQPOPMAIIUS Jalld € U3ITBIHEHO
M3MCKBAHETO B TEXHHYECKATa CHEIU(PUKAIUSI TECTHT Ja ¢ MMyHoxpomatorpadcku. ChIIo Taka B
MIpeJICTaBEHUs KaTaJjor He ce OTKpUBa MH(OpMAIIHs 32 BpEMETO U TeMIIepaTypara 3a MpoBeXIaHe Ha
TecTa, KaKTO € M3MCKyeMO B TeXHHYeckara crenudukanus. ChIIo Taka B MPEJACTABCHHS KAaTajaor He
ce OTKpuBa MH(pOpMAIIUs 3a MPOBEKIaHe HAa TecTa 0e3 HEOOXOAUMOCT OT JOMBJIHUTEIHH CTHIKU U
KOHCYMAaTHBH.

8. ITo mo3unus 61: Mma pazMrHaBaHe Mexay MOCOYCHHs B KaTajora KaTajo)XeH HOMep Ha
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npoaykta (kat.Ne 40100) u To3u HOMep B TexHHueckara crenudukaims (kar.Ne 4100).

9. Ilo mno3ummsa 64: B mpencraBeHusi Katajor HE ce€ OTKpuBa HHQopMmanus 3a
YYBCTBUTETHOCTTAa M CHEUM(PUUHOCTTA Ha NPOAYKTa, KAaKTO € H3UCKBAaHETO B TEXHHUYECKaTa
cienuuKanus.

10. [To mo3unusa 65: B mpencraBeHus: karajaor He ce€ OTKpuBa MHGopMaIus 3a Oposi TeCTOBE
Ha MPOJIyKTa, KAKTO € M3UCKBAHETO B TeXHUUeckara crerudukaims (1o 20 Tecra).

11. Tlo mo3umums 71: Mma pazMuHaBaHE MEXIYy MTOCOUYCHUS B Karajgora OpoW Ha TECTOBETE —
125 tecta ¢ kar.Ne 40130, 1 uckanute B Texauueckara cnenudukanus 10 100 tecra.

12. Tlo no3unumst 94: B mpencraBeHus Katajor HE ce OTKpUBa MH(OpMAIMs Jalld KUTHT €
MPWIOKHUM 32 CepyM, JIMKBOpP, OMONCHUYHU MaTepuaid M (PeKaliHd MpoOU, KaKTO € M3MCKBAHETO B
TEXHUYECKATa CIIeU(pUKALIHS.

13. Tlo mo3umms 121: B npencraBenus kaTajaor HE ce OTKpHMBa MH(POpMaIUs 3a KaTaJI0KHUS
HOMEp Ha MPOJIYKTA, a B TEXHUUECKaTa cnenudukaius e mocoueH kat No FBS-H1-12A.

14. Tlo mo3unms 122: B npencraBeHus KaTajaor HE ce OTKpHMBa MH(POpMaUs 3a KaTal0KHUS
HOMEp Ha MPOJYKTA, a B TEXHUUECKaTa Xapakrepuctuka e mocoye kat Ne BSA — 1U. Cpiro taka He
ce oTkpuBa uHpopmarus ganu ¢pakuus V u pH Ha mpoaykra OTroBapsT Ha H3HMCKBAHETO B
TEXHUYECKATa XapaKTePUCTUKA.

15. 1o nmo3unus 128:

128.4.: MIma pa3sMuHaBaHe MEXKIY IMOCOYCHUS B KaTajora KaTaJoKeH HOMep Ha mpoaykra (kar.Ne
TS1411) u To3u HOMEP B TEXHHUYECKaTa XapakTepucTrka (kat.Ne TR1411).
128.5.: MIma pasMuHaBaHe MEXKIY MMOCOYCHHS B KaTajora KaTaJoKeH HOMep Ha mpoaykra (kar.Ne
TS1420) u To3u HOMEP B TeEXHHUECKaTa XapakTepucTrka (kat.NeTR1420).
128.6: Mma pa3muHaBaHe MEKIYy IOCOYCHHS B Karajora KaTallo)KeH HOMep Ha mpoaykra (kar.Ne
RS1421) u To3u HOMEp B TeXHUYeCKaTa Xxapakrepuctuka (kar.NeTR1421).
128.7: Nima pa3muHaBaHe MEKIY IMOCOYCHHS B Karajora KaTaJllo)KeH HOMep Ha mpoaykra (kar.Ne
RS1422) u To3u HOMEp B TexHUYecKaTa Xxapakrepuctuka (kar.NeTR1422).

16. ITo mo3ummst 140: Mma pa3sMuHaBaHE MEXIy TIOCOYCHHS B KaTajora KaTtajiokeH HOMep Ha
nponykra (kar.Ne 2060) u TO3u HOMEp B TeXHHUUYEcKarta xapakrtepuctuka (kar.Ne2040). B
MPEJICTaBEHUs] KaTaJIOT HE C€ OTKpHUBa WHGOpPMAIHS Al MPOAYKTHT OTTOBapsi HAa M3UCKBAHETO 32
onpe/iesisHE Ha AaHTUOMOTMYHA YYBCTBUTEIHOCT, KAaKBOTO € M3UCKBAaHETO B TEeXHUYECKaTa
XapaKTePUCTHKA.

17. Tlo mo3unus 174.2: B npencraBeHus Katajaor HE ce OTKpUBa MH(OpMAIIKS 32 KaTaIOKHUS
HOMEp Ha MPOJIYKTa, IOCOUYCH B TeXHUYecKaTta xapakrepuctuka (PET90055).

18. ITo mo3unmsa 175:

175.1.: B npexacraBeHus Karajor He ce OTKpHUBa MH(OpMAalMs 3a HAJIMYUETO HA BBIJIEH, KaKTO €
3aJI0’)KEHO B TEXHHUYECKaTa XapakTepuctuka. ChIIO Taka MMa pasMHUHABaHE MEXIY MOCOYECHUS B
KaTajora HaKpailHUK OT pailOH, JOKAaTO M3MCKBAHETO B TEXHUYECKATa XapaKTEPUCTUKA € HaAKpaiTHUKa
Jla € TaMy4eH.

175.2.: ima pa3zMuHaBaHe MEXIy IIOCOYCHHS B KaTaJlora HAaKpaHUK OT pailoH, JTOKAaTO W3NCKBAHETO
B TEXHMYECKATa XapaKTepUCTHKA € HaKpaiiHhKa fa e mamydeH. ChIo Taka UMa pa3MUHABaHE MEXIY
IIOCOYEHHsI B KaTajora pasMep Ha TammnoHa — 150Mm, JOKaToO HM3MCKBAaHETO B TEXHUYECKATa
XapaKTEePUCTHKA € AbJDKMHATa 1a € 160Mm.

175.3.: Vima pa3MuHaBaHe MEXIy MTOCOYEHATa B KaTajora JbPBEHA JPBKKA, IOKATO M3MCKBAHETO B
TeXHHYECKaTa XapaKTepPUCTUKA € APHKKATA Jia € MIACTMAacOBa.

175.4.: B mpencraBeHus: Karajor He ce OTKpHBa MHGopMaius 3a pa3Mepa Ha TaMIlOHa, BHJa Ha
HaKpaiiHMKa ¥ MaTepHualia Ha IpbKKara.

175.5.: B mpencraBeHus Katajor He ce OTKpUBa HH(OpMaIKs 3a TOBA, JalIU JIPbKKAaTa Ha TAMIIOHA €
MPUKpETeHa KbM KaradykaTa Ha enpyBeTkara. ChIo Taka HE ce OTKpHBa MH(pOpMalvs 3a BHUIA HA
MaTepHualia Ha IpHKKATa.

175.6.: B mpencraBeHus Karajor He ce€ OTKpuBa MHGOpMaIUs 3a BUJa Ha MaTepuana Ha JAPBKKaTa.
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CaIIo Taka He ce OTKpHBa WHGOPMAIIKS 3a BUa Ha HaKpaHuKa (1akpoH wid paiion). ChIo Taka He
ce OTKpuBa MHGOpMAIKs 32 HAIMYUETO Ha TPAHCTIOPTHA CPE/ia B eMPYyBETKATA.

175.7.: B ipeacTaBeHus KaTaJor HE c€ OTKpUBa MH(oOpMaIys 3a BUJa Ha MaTepuaja Ha JPBKKaTa.
CaImo Taka He ce OTKpHBa HHGOpMAaNKA 32 BUAa HA HAKPAHMKA U 32 pa3Mepa Ha TaMIIOHa.

19. Io mo3umms 179.4.: Mima pa3MuHaBaHe MEXIy IMOCOYCHHS B KaTtajora o0eM Ha MPOJIyKTa
(3 nuTpa) U 3aJI0’)KeHKsI B TEXHUYECKATa XapaKTepUCTUKa ooeM odem 1,5:1.

20. ITo mo3unms 188: B mpenmokeHUIT KaTajor He c€ OTKpUBa MH(POPMAIIHS 32 TpeIIaraHus
npoaykt. [lpunoxenure mMarepuaniu HE C€ OTHACAT A0 M3UCKyeMHUs MPOAYKT. B mpesioxeHusr
KaTaJor He ce OTKPUBAT KAaTaJ0KHUTE HOMEPA, IOCOUYEHU B TEXHUYECKATa XapaKTEPUCTHKA.

21. TTo no3unus 189: B npemiokeHUAT KaTajnor He ce OTKpHBa MH(OpMaIUs 3a cKajaTa Ha
CHUHTE3 Ha MPOJYKTa, KAKTO € 3aJ0KEHO B TEXHMUYECKaTa XapaKTEpPUCTHKA (CKaja Ha CUHTE3 MEXIY
20 u 50 Hanomomna (nmol)).

C orzep Ha TOPEU3JI0KEHOTO U Ha ocHoBaHue wi. 68, an.11 ot 3011 komucusTa pemu:

1. ITo mo3umuu 16.1, 16.2, 17.1., 17.2, 18.1, 18.2, 40.2, 54, 55, 64, 65, 94, 121, 122, 140,
174.2, 175.1, 175.4, 175.5, 175.6., 175.7, 188, 189 yuacTHUKBT Ja NpPEACTaBH HMHCTPYKIUU WIH
crienpUKaIUU Ha TIPOU3BOAMTENS, OT KOUTO Ja € BHJIHO, 9Y¢ OPEpUPAHUTE TIPOAYKTH OTIOBAPSAT HA
3aJI0KEHUTE OT BB3710KUTENS TapaMeTpH B TEXHUUYECKATA XapaKTePUCTHKA.

2. ITo mo3unmu 16.2, 17.2, 34.2, 40.2, 61, 71, 128.4, 128.5, 128.6, 128.7, 140, 175.1, 175.2,
175.3., 179.4 na u3ucka oOscHEHUE 332 KOHCTAaTUPAHOTO pPa3MUHABAHE MEXKIY MPEIOCTABECHHUTE OT
YYacTHUKA TEXHHUYECKA XapaKTEPUCTUKA U KaTaJIor.

18. Ec /I:xu IIn buo Jaiinamuke OO/ - mo mo3umumn: 83; 85; 87; 88; 89; 90; 91; 93; 94, 95; 96;
153; 155; 156; 157; 159; 160; 189.

Komucusra yctaHOBH CI€AHOTO:

1. Tlo mno3umusa 153: B mnpemioxeHuAT Karajgor HE ce OTKpuBa HH(popManus 3a
Temreparypara, pu Kosto Oydeprus pazrBop mma pH 4,0, KakTO € MOCOYEHO B TEXHHUYECKATa
xapakrepuctuka (mpu 20°C).

2. 1o mo3unusa 155:

155.2: Ima pa3MuHaBaHe MEXIy OCOYCHHUS B KaTajora KatajloxeH Homep Ha mpoaykrta (kat.Ne 01-
1020) u To3u HOMEp B TexHHYecKaTa Xxapakrepuctuka (kat.Ne 01-8120).
155.3.: MIma pa3MuHaBaHe MEX/y TIOCOUCHHUS B KAaTallora KaTaioXeH Homep Ha mpoaykra (kat.Ne 01-
8020) u To3u HOMep B TexHHUYeckaTa xapakrepuctuka (kat.Ne 01-1020).

3. Ilo nmo3unus 160: B npeniokeHUsAT KaTajaor He ce OTKpHBa MH(OPMAIUs 3a CIIEKThpa Ha
eMHTHpaHe Ha (IIyOpEeCHEHTHOTO Oarpmiio, TOKaro TIOCOYEHHs CIEKThp Ha EMHUTHpaHE B
TEeXHUYECKaTa XapaKTepUCTHKA €: MaKC. CHeKTbp Ha eMuTHpaHe okono 600 M. Mma pazmuHaBane
MEXIy IIOCOYEeHHsT B KaTajora oOem Ha Oarpmioto | M, W TOCOYEHHS B TEXHHUYECKara
XapakTepucTHka obem: onakoBka 10 0,5 mir.

C ornen Ha TOPEU3NI0KEHOTO U Ha ocHoBaHMe 4. 68, an.11 ot 3011 koMucusiTa pemm:

1. Tlo nmo3ummu 153, 160 y4acTHUKBT Na MpEACTaBU WHCTPYKIWMW WM crenudukanud Ha
MIPOU3BOJIUTENSA, OT KOUTO JIa € BUJHO, Y€ OpepUpaHuTe MPOAYKTH OTTOBApAT HA 3AN0KEHUTE OT
Bw3noxurens mapaMeTpy B TEXHHUECKATa XapaKTePUCTHKA.

2. Ilo mo3umum 155.2, 155.3, 160 na usucka oOscHEHHE 32 KOHCTAaTHPAHOTO pa3MUHaBaHE
MEXy TPEOCTABEHUTE OT YYaCTHUKA TEXHHMUYECKA XapaKTEPUCTHKA U KaTaJIor.

19.,,@0T” OO/, — nmo mo3uuuu: 85; 96; 99; 114, 118; 119; 121, 122; 123; 139; 150; 153; 154;
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155; 158; 161; 163; 165; 166; 167; 168; 169; 173; 174; 176; 177; 178; 179; 180; 182; 183; 187,
188; 189; 190.

Komucusra ycTtaHOBHU CIEAHOTO:

ITo o6ocobena no3unust 173.6 ygacTHUKBT € npeacraBui ik Ne2 — | Tlpeanoxkenue 3a
U3MbJIHEHHE Ha MopbukaTa”’, B KOWTO (urypupa rpada chC IeHa Ha NMPOU3BOAUTENS 3a MPOAYKTA,
KoeTo € HenomycTuMo. B tummk Ne2 — | TlpeanoskeHue 3a M3MbJIHEHUE Ha MOpBhYKaTa’, MOXe 1a Obae
MIOCTaBEH €/IMHCTBEHO TeXHHUYEecKaTa odepra Ha ydacTHHKa. Chllo Taka Mo o0ocoOeHa MO3UIUS
173.5.: uma pasMuHaBaHe MEXIY M3UCKBAHETO HAa BB3JIOKHUTEIS 32 00eM U opepupaHus MPOIYKT.
Hckanero Ha Bp3noxkurens ¢ 30-300 MK HAa OCEeMKaHAIHA aBTOMATUYHA MUIIETa, a MpejJiaraHara B
katajiora numera ¢ obem 50-300mkia. Ilo mommoswmum 173.1., 173.2., 173.3., 173.4., 1735 B
MIPEJICTAaBEHUST KAaTajor He ce OTKpUBa MH(OpMamms 3a CThIIKATa Ha HArjJacsHE HA IMHUIETUTE, KAaKTO
€ 3QJI0)KEHO B TEXHUYECKATa XapaKTepUCTUKA.

Bb3 ocHOBa Ha TOPEU3NIOKEHOTO U HAa OCHOBaHME Wwi. 69, an. 1, T. 4, BBB Bpb3Ka ¢ Wi.57,
an.2, 7.2 u .3 or 3011, 1 umaiiku mpeABU 3aJI0)KEHOTO OT BB3J10KUTENSI M3UCKBAHE KbM YYaCTHHUK
B IpoleAypaTa, KOMTO KaHAMIATCTBA 32 000COOCHM MO3UIMH C MONO3UINH, Aa peacTaBu odepTa
3a BCHYKM TIOJIMO3WUIMUM Ha o00ocoOeHaTa IMO3WIMS,  KOMHCHSITA TMpenjara ydJacTHHKa 3a
OTCTpaHsIBaHe OT MpolleaypaTa no odocodeHa mozunus 173.

1. Ilo mo3unus 85: ma pasmuHaBaHe MEXAy MU3UCKBAHETO B TEXHMUYECKATa XapaKTEepUCTHUKA
3a Mukc 3a Hot start PCR u npeanoxxenus B katanora Mukc. MiMa pa3MruHaBaHe MEX1y U3UCKBAHETO
B TEXHHUYECKaTa XapakTepucTuka MUKCHT 1a e 3a myntuiuiekceH PCR u mpeanosxeHust B kataiora
MUKC. B mpennokeHusT KaTajor He ce OTKpuBa MH(OpMalMs Jalnu € U3MBIHEHO M3UCKBAHETO B
TEXHWYECKaTa XapaKTePHCTUKA 32 HaJIMuue Ha Oydep 3a AUPEKTHO HAKalBaHe Ha Tell.

2. Tlo mosumus 122: B mpemyioKeHUAT KaTaJor HE C€ OTKpWBAa HMHGPOPMAIMS JaId €
W3ITBJIHEHO M3WCKBAHETO B TEXHHUYECKATa XapaKTEPUCTHKA TMPEIIOKECHUAT TPOIYKT [ oBexIu
cepyMeH anOyMuH Ja € ¢ppaxius V.

3. Tlo mo3umus 123.4.: B npeuioxKeHUIT KaTaJlor He ce oTKpuBa nHpopmanus namu Cpena
DMEM copappixka Dulbecco modified Minimum Essential Medium, kakto e H3MCKBaHETO B
TEXHUYECKaTa XapaKTePUCTHKA.

4. Tlo mosumuss 158.7.. HMma pa3MuHaBaHe MeXJy M3UCKBAHETO B TEXHUYECKaTa
xapakrepuctuka diyopecieHTHOTO Oarpwiio na e 3a Real-time PCR u npemnoxkeHoTo B karanora
Oarpuio, KoeTo € 3a ejxekTpodopesa.

5. o mo3unus 166:

166.3., 166.4.: B mpencraBeHMAT KaTaJor HE ce OTKpUBa MH(OpMaIus 3a M3IPHAIMBOCTTA Ha
enpyBeTkuTe A0 TemrepaTrypu ot -80C W jganm ca aBTOKJIABHPYEMH, KaKTO € HM3MCKBAHETO B
TEeXHWYECKaTa XapaKTepuCTHKa. B mpeicTaBeHUAT KaTajJor HE ce OTKpuBa HHpopManus 3a
M3IPBKIUBOCTTA HA €MPYBETKUTE Ha (EHOT U XJIopodopM, KaKTO € M3MCKBAHETO B TEXHUYECKATa
xapaktepuctuka. CbIIO Taka HMa pa3MUHaBaHE MEXJy HW3UCKBAHETO B TEXHUYECKara
XapaKTepUCTHKA 3a U3PBAKINBOCT Ha EMIPYBETKUTE Ha IieHTpodyrupane a0 25 000 xg, u mocouyeHara
B KaTaJiora U3pbKIMBOCT Ha eHTpodyrupane 10 20 000 xg.

166.5.: B mpeacraBeHHAT KaTaJor HE c€ OTKpHUBa WH(GOpMANWs 3a HAJIMYHUETO HA MaTHpaHa
MOBBPXHOCT 32 MMCAaHE Ha eNPYBETKUTE, KAKTO € M3UCKBAHETO B TEXHUUECKATa XapaKTEePUCTHKA.
166.8.: B mpeacraBeHHAT KaTalor HE C€ OTKpuBa WH(OpPMAIMS Jad eNpyBEeTKHTE ca
CHJIMKOHM3MPAHU, KaKTO € M3UCKBAHETO B TEXHUYECKATa XapaKTePUCTUKA.

166.9.: Ima pasmMuHaBaHe MEXy M3NCKBAHETO B TEXHUYECKATa XAPAKTEPHUCTHUKA 332 WHJWBHIYAIHO
OIaKOBaHM EMPYBETKHU M MOCOUYEHUTE B KaTajora enpyBeTkd. MiMa pasMrHaBaHe MeX/1y U3UCKBAHETO
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B TEXHHUYECKATa XapaKTEpUCTHKA 3a pa3Mep Ha enpyBeTKUTE OT 12.4MM M MOCOYEHHS B Karajora
pa3mep oT 12mm.

166.10.: Uma pazaMuHaBaHe MEXIy M3MCKBAHETO B TEXHUYECKATA XapaKTEPUCTHUKA 3a TOJIEMUHATA Ha
enpyBeTKuTe — 1 8MM, ¥ IOCOUEHUs B Katajora paMep oT 17mm.

166.12.: ImMa pa3MuHaBaHEe MEXJy M3MCKBAHETO B TEXHUUYECKATa XapaKTEpHUCTHKA 3a pa3Mepu Ha
enpyBeTKUTE ¢ Karnauykata = 17 x 125 MM u nocodenus B kataiora pasmep 17,5 x 118,5 mm. HUma
pa3MUHaBaHE MEXIYy H3HCKBAHETO B TeXHHWYECKaTa XapaKTEpPUCTHKAa 3a BBHIIHMS JAUAMETHD Ha
Karaydkara 0 21 MM U MocOoYeHHs B KaTajlora IMaMeThp Ha Kanaykarta 22,9 Mm.

166.14.: B mpeacTaBeHUAT KaTajor HE C€ OTKpWBa HMH(POPMANMS JaIH KPUOEHPYBETKHUTE ca C
BUHTOBA Kamayka ¢ T'yMeH yIUTbTHUTEN, KAKTO € U3UCKBAHETO B TEXHUYECKATa XapaKTePUCTHUKA.

6. Ilo mosmmmst 168.1.. B mpencraBeHUAT Karajor HE c€ OTKpWMBAa HHQpOpManus 3a
rpagyvpoBkaTa Ha [lacThOpOoBU MHUMETH, KAKTO € U3MCKBAHETO B TEXHUYECKATAa XapaKTEPUCTHKA - C
rpaayupoBka mpe3 0.5mi.

7. Ilo mo3umus 169:

169.2.: Ima pasMuHaBaHE MEX]y U3UCKBAHETO B TEXHUUECKATA XapaKTEPUCTHKA 32 XPOM-HUKEIOBU
fo3eTa ¥ MpeAioKeHus B KaTauora MpoyKT — caMo HaKpailHUK 3a fo3eTa.

169.5.: B mpencraBeHHWAT KaTalor HE C€ OTKpuWBa WMH(MOpPMANMS Jald CTEPHIIHUTE io3eTa 3a
€IHOKpaTHa ymnoTpeba ca MHIWBUIYaTHO OINAKOBAaHHM, KAKTO € M3UCKBAHETO B TEXHHYECKaTa
XapaKTEepUCTHKA.

169.6.: B mpencraBeHHAT Karajlor HE ce€ OTKpuBa HHpoOpMamus 3a auaMmerbpa Ha Wriom 3a
MHUKPOOHOJIOTUYHU TIOCEBU, KAKTO € 3aJ0)KEHO B TEXHHYECKATa XapaKTepHCTUKA (IHaMeTBp 0
1.5Mm).

169.8.: HMwma pa3smuHaBaHe MEXIy M3UCKBAHETO B TEXHHYECKATa XapaKTEPUCTHKA 3a JIBIDKMHA Ha
HOXULUTE OT 140 MM U nipeyIaraHuTe B KaTtajiora HOKHIM ¢ AbJbKUHA 130MM.

169.9.: ma pa3muHaBaHe MEXJy HM3UCKBAHETO B TEXHHUYECKaTa XapaKTEpUCTUKA 3a JbKMHA Ha
HoxuuuTe ot 200 MM U IIpeJyIaraHuTe B KaTajora HOKHIM ¢ IbbkuHa 160MM.

169.13., 169.14.: B mpenctaBeHUSAT KaTajor HE Ce OTKpHUBAa MH(OpMAmMs Jadd CKaJIeluTe ca
WHUBUAYAIHO OMTAOKOBAHU, KAKTO € 3aJI0’KEHO B TEXHMYECKAaTa XapaKTePUCTHKA.

169.16.: B mpencraBeHUAT KaTajior HE ce OTKpWBa HMH(MOpMAIHS 3a KaTaJOXKHUS HOMEp Kar.Ne
086.05.001 Ha mpoyKTa, MOCOYEH B TEXHUYECKATA XapaKTEPUCTHKA.

8. Ilo mo3mmms 176.1.: B mpencraBeHusT KaTajor He c€ OTKpUBa HH(OpMaus nanu
IpeJUIaraHuTe eMpyBETKH ca C MIOCKO IBHO, KAKTO € 3aJI0’KEHO B TEXHUUECKaTa XapaKTepUCTHKA.

9. Ilo mo3mmms 177: B mpencraBeHHAT KaTajJor HE c€ OTKpUBa HH(pOpMaIus nanu
npeularannTe MUKpPOCKOIICKH CTBHKIIA ca ¢ Te(IIOHOBO MOKPUTHE, KAKTO € 3aJI0)KEHO B TEXHUYECKaTa
XapaKTepUCTHKA.

10. o mo3unus 179:

179.1.: B mnpencraBeHUST Karajor He ce OTKpuBa mH(popmarus 3a obema Ha [lmactmacoBute
KOHTEWHEpH, T0KATO 3aJI0’KEHUs B TEXHUYECKaTa XapakTepucTuka ooem e 10 50 mi1.

179.4.: ma pa3MuHaBaHe MEXJy HM3MCKBAHETO B TEXHUYECKAaTa XapaKTepHcTHKa 3a obem 1,51 Ha
Konrelinepu 3a OMOTOTMYHYN OTHAIBIM, M MpeJylaraHus B KaTajiora ooem ot 3J1.

11. Mo mo3mmusa 180.1., 180.2.: Mma pa3smMuHaBaHE MEXIy HM3UCKBAHETO B TEXHHYECKATa
XapaKTepUCTHKa 3a KpuokKyTHH 3a 100 enmpyBeTKM M IpeJUlaraHUTe B KaTajora KpHokKyTuH 3a 81
eNpPyBETKU.

12. Tlo no3unus 182: B npencTaBeHUAT KaTajior He ce OTKpUBa MH(OpPMAIIHS 32 KaTaI0KHUS
HoMmep Ha npoaykTa (PeraBuim — HUTPUJIOBUM), npencraBeH B TEXHUYECKATa XapaKTEPUCTHUKA —
kat. Noe 9921317-150EA.

C ornen Ha TOPEU3NIOKEHOTO U Ha ocHOBaHMe wil. 68, an.11 ot 3011 komucusita pemm:
1. Mo mo3ummm 85, 122, 123.4, 166.3, 166.4, 166.5., 166.8, 166.14., 168.1, 169.5., 169.6,
169.13., 169.14, 169.16., 176.1., 177, 179.1, 182 y4acTHUKBT Ja TPEICTABU WHCTPYKIUU WIH
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crielupuKauy Ha IPOU3BOAUTENS, OT KOUTO Ja € BUJHO, Y€ opepUupaHuTe MPOAYKTH OTIOBAPAT HA

3aJI05KEHUTE OT BB3110KNTENS TapaMeTpu B TEXHUYECKATa XapaKTEPUCTHKA.
2. Tlo nmo3unmm 85, 158.7, 166.3, 166.4, 166.9, 166.10, 166.12, 169.2, 169.8, 169.9, 179.4,

180.1, 180.2. na m3ucka oOsCHEHHE 3a KOHCTATUPAHOTO Pa3MUHABAHE MEKIY MPEIOCTABCHHUTE OT
YYaCTHHKA TEXHUYECKa XapaKTePUCTUKA U KaTaJor.
Jlata Ha cberaBsiHe Ha poTokona: 12.06.2015 r.

HaCTOHI_HI/IHT IMIPOTOKOJI € CbCTaBCH U € MOAIINCAH B €ANH CK3CMILIAP

KOMUCHUA:

MPEACEJATEL: ....oovoeeeeeeeeee,
(Tans 'oposa)

CEKPETAP: ...l
(Hams bpankoBa- HenuoBcka)

YJIEHOBE.:

Lo 2.

(d-p F'anuna Acesa) (Credxa MBanona)
S Lot

(n-p Inamen [Nagenkn) (mpod. 1-p Mapus Hukonosa)
B Beeeieeeee e
(Munena Hukosnosa) (OrusiH MukoB)
T S JO
(Teomopa I'magnauIIKa) (EBrenus Tacesa)

(morr. UBaiino Anekcues)
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