| HAPOIHO CBBPAHUE J
o AT O 287 |
o I S, |

YPE3 7
IPEJCEJIATEJISI HA 5,
HAPO/THOTO CbBPAHUE

I'-H POCEH XEJISI3KOB

J10
NPEJCEJATEJISI HA
KOMMCHSTA 110
BIO/IKET H ®PUHAHCH
I'-H HOPJIAH [IOHEB

YBAKAEMMH I'OCITIO/IUH IMTPEACEJATELI,

Ha ocnosanme un. 80, an. 1 or IIO/IHC BHacsMe apryMeHTHpaHO
MpeIoKEHHE 38 U3MEHEHHs M JIOIbJIHEHUS] Ha MPUEeTHS Ha I'bPBO TIJIacyBaHe
3akoH 3a Oro/pketa Ha HaronanHarta 31paBHOOCHTYpHTeNHA Kaca 3a 2024r., ¢
BHOCHUTE] MUHUCTEPCKH ¢bBET cbe curHarypa Ne 49-302-01-74, kakTo cie/Ba:

1. B Y 1, an. 2 ce npaBsr Clie/IHUTE H3MEHEHHS:

I.1. B 1. 1.1.3.3. 3ApaBHOOCHTYPHTE/JIHH IVIAMIAHHSA 32 IEHTAJHA IOMOI YHCIIOTO
328 882.3* ce 3amens ¢ uncnoro ,,334 882,3

1.2. Cw3nasa ce Hosa 1. 1.1.3.3.1 ,,360HH nporesu- 6 000

1.3. B 1. 1.1.3.4 31paBHOOCHTYPHTE/IHH IVIAMIAHHA 32 MeIHKO-THATHOCTHYHA
AeHHOCT 9uCciIoTo ,,261 845.,4° ce 3amens ¢ uucioro ,,265 845,4*

MOTHUBH:

K®eM MoMeHTa B makera 3a JEHTIHH JEHHOCTH € MpEIBHICHO 3alUlalaHe Ha
JEHHOCTUTE 110 Bb3CTAHOBSBaHE HA (QYHKIMATA HA JIHBKATENTHUS armapar ¢ ropHa WIH JOTHA
TOTaJHa I1poTe3a Ha cTorHOoCT 252 n1B. B nexnapanus no 4wi.86 ot HPJ] marmenTure noamucear
HHQOPMHUPAHO CHIJIACHE, Ye MaTepHAIHTe W W3paboTKaTa Ha MPOTE3UTE He Ca BKJIIOYEHH BHB
¢unancupanara ot H30K cyma. KbM HacTOSIIMA MOMEHT Cpe/ICTBaTa, KOUTO C€ OTITYCKAT OT
H30K ca npensuieHn eIMHCTBEHO 3a JIEHHOCTHTE HA JIGKApHUTE 1O JeHTaHA MeJMIUHA, 3a
T.Hap. KIMHAYHA 4YacT. 3/IpaBHOOCHTYPEHHTE JIMIIA HE 3aIUlaliar Ta3d KJIHHHYHA 4YacT, HO ca
TMPHHY/IEHH Ja 3anjamar JjabopaTtopHara 4acT T.€. caMara IIpoTe3a U TO Ha Ia3apeH ITPHHIHAI
P HESICHU B3aMMOOTHOLIEHHS CBBP3aHO C JIHIICATa Ha ITLPBHYHA MEIHIIHHCKA JOKYMEHTAIUS
OTHOCHO Bb3JlaraHeTo W H3paboTBaHeTo MM B 3bOOoTexHudYecku naboparopuu. [IpaBata Ha

3IPaBHOOCHTYPEHHUTE JIMIla 110 OTHOOICHHE Ha TpeaocTaBgHe Ha KayeCTBEHH H



perinamMeHTHpaHH 3[paBHH YCIIYTH €a CHINO HAPYIICHH, Thil KATO KbM MOMEHTA CHIIECTBYBA
JUCKPUMHUHAIIMS BbB BPb3Ka C HEPErIIaMEHTHPAHOTO JIOIUIANAHEe HA MPOTE3MTE OTCTPaHa Ha
manueHTHTe. PaKkTHYECKOTO H3paboTBaHe Ha MEIMIIMHCKHTE H3JE/Hs ChINO cleaBa aa Obue
3aruiaiao ot 6romkera Ha H30K, 3a na Moxe neiiHocTTa ,,6e3matu npoTesH,, fa 6bae
U310 3aBLPINEHA, H COLHAIHUAT edeKT OT Hed Ja Obe MAaKCHMAJTHO M M3I[/10 B 10J13a Ha
MarHeHTa.

KeM MoMeHTa B TOYkara € NpeABHAECHO YyBenudenuero Ha Ilaker ,KnuHuuna
UMYHOJIOTUS ¢ 9YETHPH HOBH BHCOKOCHEIHAIM3HPAHH H3C/IE/IBAHHA, KOETO € IPEIBHICHO B
oromexarta 3a 2024 r. va H30K. Tosa ca:

- AuTH-dSDNA anTHTENA;

- ITanen ANA npodun (nRNP/Sm, Sm, SS-A, Ro-52, SS-B, Scl70, PM-ScI100, Jo-1,
CentrB, PCNA, dsDNA, Nucleosomes, His, ribP, AMA-M2, DFS70);

- Onpenensne Ha anTudocdomnuann anTutena B cepym - Url" knac;

- Onpenensane Ha anTHOcoUIHIHN aHTHTENA B cepyM - UIrM kiiac.

OcBeH BKJIIOYBAHETO Ha ONMBIHHTETHH H3CJIeABaHWS KbM makera ., Kimauuxa
MMYHOJIOTHS, IpPaCTHYTHO TpAOBa Jla ce yBeNW4YaT H CpejcTBaTa 3a NmpodHIaKTHKaTa Ha
aBTOMMYHHHUTE 3a00/gBaHHA Cpel XopaTa B penpojAyKTHBHa Bb3pacT. Ilpe3 nocneanute
rOJIMHH aBTOMMYHHHTE 3a00/IABaHHA Ce HATOKHXA KAaTO €JHH OT Hal-3HAaYUMHTE COLHATHU
3a00/ABaHNs, €CKATHPAIIH €XKETOJNIIHO CpeJl HAaCeIeHHETO Ha PA3BUTHTE Cped. 3acsraiin
NPeMMYIIECTBEHO JKEHH B PENIPOAYKTHBHA Bb3pacT, aBTOUMYHHHTE 3a00JissBaHHs ca OCHOBEH
WHBAJM/H3UPAIll H B MHOI'O CJIydaH, JietaleH (akrop 3a nauueHTute. PAHHOTO OTKpHUBAHE H
JMAarHOCTHIIHPAHE C BB3MOJKHOCTHTE HAa CHBPEMEHHaTa KIMHAYHA WMYHOJIOTHS JaBa
BB3MOKHOCT MHOT'O OT T€3H NPOLECH J1a ObJaT OBIA/ISHH B MHOTO MO-paHEH eramn, 0e3 j1a ce
JOCTHTA JI0 MATOJIOTHYHHTE ycnokHeHus. He Ha mocnemHo MsacTo TpsdBa aa ce oTOEIUIEKH U
(axTa, ye TepamMATa Ha MAlMEHTHTE C ABTOMMYHHH 3a00/sBaHHs € cpel Hal-CKBIUTE.
CmsTame, ye pasIIMpPABAHETO Ha [POrPaMHUTE 3a AMArHOCTUYHA JEHHOCT ILE ceé OTpasH
OIaTONPHSITHO BHPXY HATHCKA HA 3/ipaBHATA CUCTEMA OT yBEIHYaBaUMAT ce Opod KIMHHYHU

ciy4dau.
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