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BCUYKU NOTEHIIMAJIHA YHACTHHUIIN

OTHOCHO: HUckane 3a pazscHenue Ha ocHoBanue un.29, an.l ot 30II nmo otkputa
obl1ecTBeHa MOPBUKA ¢ IPEAMET: ,,/Jocmaska Ha peaKmueu u KOHCyMamueu 3a 0euHocmu no
Hapeoba Ne 26/2007 2., 3a npedocmagane HA AKywiepcKkad HOMOU{ HA 30pAGHO HeoCuzypeHu
JHCEHU U 3 U3EBPUIBAHE HA U3C/ICO8AHUA U36BLH 00X6ama HA 3A0BANCUMENTHOMO 30pPABHO
ocuzypasane Ha deya u bpemenHu yxcenu no 337 obocobenu nozuyuu

YBA’KAEMH JAMH H T'OCITO/IA,
BbB Bpb3Ka C TMOCTBHHJIO 3alUTBAHE [0 TOPEMOCOYEHATa MNpPOLEAYpa; INPEAOCTaBiIM
OTrOBOPH Ha CJIEHUTE 3a1aJ€HH BHIPOCH:

I. B nokyMeHTanusTa 3a yyacTHe He € IIOCOYEHO JI0 KOM 3HaK Cliell JleCeTHIHAaTa 3aneras
TpsibBa na Obae odepupaHa eIWHHYHATA LIEHA 3a M3NBIHEHHE Ha BCKA OT/eNIHAa 060cobeHa
MO3UIIHS.

Bonpoc Nel:

Mons na yTouHWTe, Jajld Y4YaCTHHLHUTE MOraT Ja MpeiioxaT eIWHUYHA IIeHa 32
M3IbIIHEHME HA BCIKA OTAENHA 060coOeHa MO3HIMS, 3aKpbIriieHa 0 47" 3HaK cjel AeceTnyHaTa
3ameras M AajM TAKbB y4aCTHHK Hie Ob/ie JOMyCHAT A0 KJlaCHpaHe B FOPENoCcoYeHaTa pouenypa.

OT1rosop Ha BbOpoc Nel:
V4YaCTHHIIMTE MOTAT Aa NpeaIoXKaT eAWHHYHA [EHA 3a M3IBJIHCHHE Ha BCAKa OTACTHA
060co6eHa O3HLKs, 3aKphrieHa 10 4™ 3HaK cllel JeCeTUYHATA 3alleTas.

1I. B 06sBICHHETO 32 NOpPBHUKA € 3AIUCaHO CIENHOTO: ,,1.5. MeIuIHHCKUTE H3AeNHs
110 o60coGeny mo3umun ot NeNe 1, 2, 8,9, 10, ot 16 10 59, 153, 154, ot 166 10 173, 186 o1 216
10221, 01 254 10 260, 301, 304 1 307 ca n3enuns 3a THarHOCTHKA UH BUTPO. Tosa 00CTOSTENCTRBO
ce [OKa3Ba C NpPEACTABeHO 3aBepeHo Konue Ha Jlekiapamus 3a CHOTBETCTBHE C JlupexTHBa
98/79/EC, uznagena ot npoussoautens . Ilo obocobenu mo3uiuu Ne 52, Ne 53, Ne 56 u Ne 57
(1IOCOYEHH B TOPELMTHPAHOTO M30pOsABaHe) OCBEH MENHMIMHCKM H3NENHs Morar Ia obaaT
MpeIOKEHH H TECTOBE, KOHTO HE Ca 38 MH-BUTPO JHATHOCTHYHH €I (ompeaeneHy ca OT TEXHHS
IIPOM3BOJMUTEI KaTO M3JECIIHA 38 HAYYHO — H3C/IeOBATEICKH eI U KaTo TAKHBA He MOJIeKaT



nuto Ha CE — MapKHpaHe, HUTO Ha PErHCTPHPaHE B Crmceka mo ui. 1, T. 1, Gyksa ,,6 oT
HapenGarta 3a YCIOBHMSITa M pejia 3a ChCTaBsHE HA CIHCHK HA ME/IMIMHCKUTE M31eMus 110 4il. 30a
oT 3MU u 3a onpenensiHe Ha CTORHOCTTA, 10 KOSTO T€ CE 3aIlJjiamar).

Bunpoc Ne2:
[penBua ropHOTO, MOJISL 1a HOTBBPAUTE, Y€ YUACTHHK NPEITIOKHUIT H3ACITH, ONpe/Ie/ICHH

OT IPOM3BOAMTEISA UM KaTO H3IENHs 33 Hay4YHO — H3CIIEAOBATEICKH LIENH 10 000COOEHH TO3ULHH
No 52, No 53, Ne 56 u Ne 57, me 6be qomycHaT A0 NMO-HATATBIIHO y4acTHE B NpOLEaypaTa 3a
‘Bb3j1araHe Ha oOlLIecTBEHaTa IOPBUKa.

OtroBop Ha BbIpoc Ne2:

Uzpenusta no obocobenu nosuumu NeNe52, 53, 56 u 57 ca 3a Hay4yHO-HM3CJIEJ0BATENCKU
LIeJIH, KaTo 3a TAX ce MpHiaraT U3WcKBaHusta Ha T. 2.3.9 u gokymentute no T. 3.1.1.6.11. ot
JOKYMEHTAIIHATA 3@ yYacTHe.

1

III. B Texuuueckara criennbHKanms KbM IOKYMEHTAUATA 3a yqacme no o6ocobeHa
no3uus Ne 56 ,.Kut 3a JJHK MHKpoapen 3a JIETeKIHs Ha IIPOMEHHU B OpOSt KOIHUSA™ € [OCOUYEHO, Ye
KHTBT BKJIIOUBA: ,,...3 Opos B omakoBka”. 3anokeHata MspKa € ,,0poi”, a 3aJI0)KeHOTO "O61oTO
KOJIHYECTBO € ,,5”.

Bnnpoc Ne 3:
Mo 1a yTOYHHUTE, KAKBO € TOUHOTO KOJHYECTBO, HEOOXOAUMO Ha BB3JIOKHUTENS. Hanu

nox ,,6poit” ce uma npeaBun S 6post onakoBKH 10 3 6post BbB BCsIKa (o6u1o 15 6pos) wny uma
ponycHata TexHUYeCKa IPENIKa B ONIMCAHMETO U Bb3IOXKHUTEAT UMa HyX/a OT 5 6post (kaTo ToBa
61 03HAYaBAIO, Y€ M3UCKBAHETO 3a 3 Oposi B OMaKoBKa OTnajaa). Mojd aa yTOuHHTeE, CBLIO Taxa,
[10COYEeHAaTa IPOrHO3HA CTOHHOCT Ha KAaKBO OOLI0 KOJIHYECTBO CHOTBETCTBA?

OT1roBop Ha BbIpoc Ne 3:

KonH4ecTBOTO HEOOXOIMMO Ha BE3JIOXKHTEIA 32 H3JENHETO 110 0bocobeHa mo3uuus Ne 56
e 5 6pos omakoBkH: ,,Kut 3a JIHK Mukpoapei 3a JeTeKilHs Ha IIPOMEHH B OPOS KOIHS (copy
number changes) BkJa4Bam: 1) MUKpOYHNOBE C 4 NoJjeTa 3a XMOpHAM3ALHMS, ChIbpXKauy 60-
MEpHH OJIMTOHYKJIEOTHAM OT Lenus reHoM, ¢ recrota 4x180K, ISCA mu3aiH ¢ BKOYCHH
MOKPMBHU CThKJIA 3a XHOpuau3aums, 3 Opos B OMaKOBKa, CbBMECTHM C HalW4eH codtyep 3a
ananu3 CytoSure Inierpret, 2) HaGop 3a xubpumusauus, Bkmrousai 2X Hi-RPM Gydep u 10X
6nokumpail areHt, 3) muem 6ydep 1 u muew Oydpep2 3a aCGH/ChiP-on-ChiP. Ilocoyenara
TPOrHO3HA CTOMHOCT € 32 KOJIYECTBO OT 5 6post onakoBKH ,,KHT 3a I[HK MHKpOapei 3a AETEKIHS

Ha IIPOMeHH B Opost Komus*




