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BUTEN HA H30K



M3NCKBAHWA HA H30K NPU U3OABAHE HA MPOTOKONW 3A NPOBEXIAHE HA NEYEHUE NPU
XUNOMUTYUTAPU3BM ¥ NPU JEGULUT HA PACTEXXEH XOPMOH B U3BBHBONHUYHATA MOMOLL

MpoTokon®bT ce U3AaBa OT CneLManuaupaHa KOMUCKA B NedYeBHo 3aBedeHne 3a GONMHUYHA MOMOLL, CKIMIOYHUA0 GOTOBOP
¢ H30K. CneguanuaupanuTe KOMUCHH Ce Cb3AARAT CbC 3anoses Ha avpekTopa Ha N3:

3a Bb3pacT Ao 18 roguun: CBANQOE ,,MNpod. A-p Uean Mutes” — rp. Codun - Knmhuka no eHackpuHonorus, awabet n
reHeTuuHW 3aGoNsBaHMA U KNWHKKa no Hedponorua n xemoguanusa; YMBAT ,Ceera Mapusa® — rp. Bapxa — lMepsa gercka
KNMHUKA, OTAENeHWe No AeTCKka eHACKpuHonorya ¥ HonecTu Ha obmaHata; YMBADN ,,Ceetu Feoprn” ~ rp. NMnoeame - KnuHuka no
nequaTpus, 3eeHo AeTcka eHgokpuHonorusa™; YMBAI  O-p M. CTpascky™ — rp. [neseH - Knuuwka no getcku Sonecu.

33 Bp3PACT Han 18 roauwHa BBb3pacT - YCBANE ,,Axap. UBan MNMerues” — rp. Codma - KnnHKKa ne eHOOKPUHONOIMA;
YMBANSCEET; a ipuHa“ — rp. BapHa - Knuxuka no eHAoKpUHOAoMMA 1 Gonect Ha obmaHaTa.

MepguuuHcka AOKYMEHTauursa, NOTELPKAaBAaWa KpUTepunTe N0 NpUNokKeHue 1
Y BCUUKM HeoBXoaMMKN N3CneBaHus, CbOﬁpaSHO npunoxeHue 2
" Pewierune Ha cneyMannunpalda KOMMCHUA C AcHa MeAUUWHCKa MOTMBAaLUA 2a

KoMUCUA 3anouBaKe Ha TepanyiAaTa, 3aabMKUTENHO ce 0THenA3sa NUNCca Ha U3KMIOYBALLIN
KpUTEPUM
»  “[lpoTOKON 3a npegnviceaHe Ha NekapcTea, 3annawaru ot H3OK/P30K" -
06p. M3-H30K
Komucus noun, 78, 1. 2 3asepka Ha npoToKona
ot 330 B Lj¥ Ha H30K » B P30K

- MeauuurHcka AOOKYMEeHTaUWA, NOTBbPXAaABaLla KpUTepunTe no NpUnoxexue 1

: - ) W BCUYKM HeobXoanmu uscneAsasna, cboBpasHo npunoxeHue 2
CnEll.‘l.'IgAJ;Hl’MPAHA »l *« PelleHne Ha creuranu3upaHa KOMUGHA C ACHa MEeAULMHCKA MOTUBALIMA 32
KO“_" _ n NPOOLMKaBAHE Ha TepanuaTta, 3aAbiKUTeNHo ce oTbenAsea nunca Ha

M3KMOUBALLM KDATERUM
s “flpoToKon 3a npeanuUcBaKe Ha nexapcTea, sannawann oT H3OK/P30K" — o6p.
M3-H30K

Komucmst no un-78,r. 2

] 3aBepka Ha NpoToKoNa
ot 330 B LIY Ha H3CK

8 P30K

a 2_cneu1anusmy aHu_ KOMUCUY B neveGHu 3aBegeHMA, 6xa35amn.§onauqua MeAMLUHCKE NOMOLL
uuanuanpaﬂa"-xomrcuﬂ no Alp Ne 38 OnpeAenﬁue Ha nnaH H2 nNevyeHwe W Npocneassale Ha

exkcneprusata’; Henast Aa Obvaa yag)joM -
MacTo B P30OK"; Paspeluasam A0cTbh AG. ene:crponaom ML 34
3. Qo nonyvamane Ha wuHdoOpMauus "?a':?sanﬁﬁa VAT

nexapcTeeH/ NPoayKI/M, ¢ Kouro e npoaexmarmeqe
4. Mpeau cTapriipale Ha npoueca no wajasaxe Ha E- npOToxcrma‘«'.’:OIﬁcneuuannanpana‘ra KOMWCUA OCHLECTBABA CNPABKa NO EneKTPOHEH NbT
3a uspafeHn Ha 301 npeaxoiHn npoToxonmM, No cbumA npodun Ha aabonssade. MpouechkT no uspasaHe Ha E-npoTokon ce peannsupa B
meguuuHcku codTyep. B HacToswMTe H3MCKBAHUA Ca NOCOMeHM HeoBXoauMnTe AOKYMEHTK 3a M3aasane Ha E-npotokon Ha 30J1.

5. JokymeHT4Te (amGyNaTOpHUTE NUCTOBE, ENWUKPU3W, W3CNeABaHUA), KOMTO chluecTByBaT B H3MCrundopmauvoHnara cuctema Ha H3OK, ce
neknapupaT g E-nipoToxona ¢ TexHuTe yHuKkanHy Homepa (HPH).

WuopmaunaTa, OTHOCUMA KbM U3faBaHe Ha E-NpoTokona, KOATO @ B AOKYMEHT, KORTC HAMA ENeKTpoHeH QOpMAT 1 He ce chAbpXa B H3WC, ce
Nojaea; KaTo ce NoNbRea B PelueRMETO HA CNEeLManuanpada KoOMWCUA — OCHOBAaHWE 33 u3flaBaHe Ha E-npoTokona unu ACKYMEHTLT C& CKaHupa W
npukaya keM E-npoToxona.

6. Mpn nagasaHe Ha E-npoToKON NO pefa Ha excnepTv3aTta no 4n.78, 1.2 ot 330, oTnasa HeobGxoauMocTTa fa ¢& NPefOCTaBAT U ChXpaHssar
npunoxenne Ne1 ¥ npunoxenve Ne3 or HactoswuTe Mancksanus Ha H30K", npu cnejHvTe yCnoBuA;

- 33 npunoxexKa N21, noANUCaHo OT creuvananpaHaTa KOMUCKHA, IPY HANMYNETO Ha TekeT B ,Pellenune Ha cneunanusnpada xomucns® no AlNp Ne
38: Jlunceat uskmodBaLYy KPUTEPUU 33 3ancusaHeNpoABIKasaHe Ha nevelue ¢ JIM®,

- 3a npunoxexue N3, nognucado ot 30J1, npu HaNWHKETO Ha TERCT & PelueHne Ha cneuranusupata komucua” no Alp Ne 38: Menas na mu Guge
0A0BPEHO NEYEHUE € NeKAPCTBEHUA NPOAYKT, KATO ASKNAPUPaM, Y& CbM YBSAOMEH 38 ZEACTBMETO HA HA3HAUSHATA NEKAPCTBEHa TEPATHMA 1 AaBam
vHOPMUPAHO CBINAcKe CbLUATA 4a MW GbAe NpUMnarata

Mpgg‘b‘nxaaaﬁ 'I-{ar—aaHBﬁl-{OTO neuygHue, 3011 npoawnxkaBa TepanuaTa ¢

tg_. X W3NCKBAHWA HA H3OK MNPY NIEYEHUE NPU XUNOTTUTYUTAPWU3BM W AEGHLINT HA PACTEXKEH XOPMOH
@ B U3BLHEONHWYHATA NOMOLY,



NPUNOXEHWE 1A

nMCT 3A ONPEQENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHKWE NMPWU XUMNONUTYUTAPU3BM U NPH
AEQULMT HA PACTEXXEH XOPMOH MOA 18 roOVILHA Bb3PACT B U3BBHBONTHUYHATA MOMOLL

A. |. KPUTEPUW 3A 3ANOYBAHE HA NEYEHWE (SAOABIDKUTENHW CA 1,4, 5, 6 U 8 KPUTEPUA U 2, 3 UNN 7
KPUTERMW.CHLOBRASHO MKE KOA)

- MKEE230 N O, N :88 0871 Q960 'Q96.1, @96.2, Q96.3, Q96.4, Q96.8

1 Xt nbﬂ)naa‘ra oT MPT HUCEK PX Npu cnoHTaHHa xnnornuxemun Wunm Hucku Huea Ha IGF-1 umnn IGFBP-
“Tect (umToreHeTudeH ananus, FISH, QHK) 2a uaonupaﬁlxpMGHHupaH Aeduumnr Ha PX, CuHgpom Ha
- gpom Ha Prader-WﬂIl AokazaHa 6L6peuna HeaoCTaTBLYHOCT Y M30CTaBaHe B pacTexa (Ao 18 roanwHa
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IGF-1 wunun IGF-BP-3 mecxm 6a3ar1Hm HWBa 3a CLOTBEFHATA Bb3pacT !
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B. U3KNIOYBALLW KPUTEPWUNA (NMPYN 3ANOYBAHE HA NEYEHKUETO)

1.  CBpbXx4YBCTBMTENHOCT KbM BKTUBHOTO WM HAKOE OT MOMOLLHUTE BeljecTsa
2. 3avBopeHun envgpuan _ _

3. Npuapyxaeawoe ocTpo KNvekoMoeHtupaHo Texko sabonseane

4. Hanudve Ha akTMBHWU HosooOpasyBsaHus

5 HapyLueH rMloko3eH Tonepanc, npn HeAC vap 6.5%

=y W3UCKBAHMA HA H30K NMPU NEMEHUE NPW XUNOMUTYUTAPUIBM W AEGUUUT HA PACTEXEH XOPMOH
@ B U3BBLHBOAHUYHATA NOMOLL,



OPUNOXERWE 1A

TIUCT A ONPENENAHE HA XPUTEPUWTE NPU 3ANOYBAHE HA NEYEHUE C PACTEXEH XOPMOH
NPU CREANPOLEAYPEH XUNOMUTYUTAPU3BM HAL 18 TOCOWUWIHA Bb3PACT B U3BBEHBONHUYHATA MOMOLL

SA 3ANOYBAHE HA NEYEHME (SAOBITKWUTENHU CA BCUYKN KPUTEPUH)

tg'bsa " HanuuMe Ha XMrocoMaToTPONM3bM Ha thoHa Ha no.qne;xau.lo xvnoTanamo-xunodusHo sabonseaxe
Finag 1.2.3
1A

cfé eH xopMOH (PX) M Ha UHCynHonono6eH pactexed (axrop-1 (IGF-1): 12
= uiicko 3a CLOTBETHATA_BLINACT HABO KA IGF-1, npn Hanuume Ha aedmUMTi U Ha P4 BBa Apyru

T # ageHoxwnoduaHn xopMOHa
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. M3UCKBAHWA HA H30K MPW NEYEHWE NPY XMNONUTYUTAPU3IEM W AEDULIWT HA PACTEXKEH XOPMOH
B W3BBLHEONHWYHATA NOMOLL



NPUNOXEHWE 1B

AMKCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABIDKABAHE HA NEYEHNETO APU XUNOMNTYUTAPU3IBM
N AEQULNT HA PACTEXEH XOPMOCH NOJA 18 MOQULLIHA BB3PACT B U3BBHEONHUYHATA NOMOLL
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U3NCKBAHWA HA H30K NPW NEYEHMWE NPU XUNONUTYUTAPU3LM U AEOWLIUT HA PACTEXEH XOPMOH
‘5 8 MZBBbHEONHWYHATA NOMOLE|



NPUNOXEHWE 1B

NACT 3A CNPERENAHE HA KPUTEPUWUTE NPU NPOLB/IKABAHE HA NEYEHUETO C PACTEXEH XOPMOH HAQR
18 TOAWWHA BB3PACT B M3BBLHBONMHUYHATA NOMOLL

A. Il. KPUTEPAN 3A NPOOBLITKABAHE HA NEYEHMETO (SAOBIMKWUTENHW CA BCHYKW KPUTEPUH)

- M3UCKBAHUA HA HIOK TTPU NEYEHWE NPU XUNONWUTYUTAPUILM WU AESULIMT HA PACTEXEH XOPMOH
5 B U3BBHBONHUUHATA NOMOLLY



NPUNOXEHUE 16

NUCT 3A ONPEQRENAHE HA KPUTEPUWUTE NPU NPOOBLIMKABAHE HA NEYEHMETO C PACTEXXEH XOPMOH
NPU CREANPOLEAYPEH XMNOMUTYUTAPU3BM HAL 18 FOLMLLIHA BBb3PACT B U3BBHEONHUYHATA NIOMOLL
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MTEPVWI (NPU I'IPOL{]:TBKA‘BAHE HA IIE‘-lEHMETO)

- M3UCKBAHWA HA H3OK NPU NEYEHWE MPY XUAOMNUTYUTAPU3 LM U AESULIMT HA PACTEXEH XOPMOH
B U3BBHBOTHUYHATA NOMCLY



NPUNOKEHWE 2
1 NEYEBHO-IMATHOCTUYEH ANFOPUT LM

1. NEKAPCTBEHWU NMPOAYKTHW, skmoveHn B Mpunowenne 1 na MNC, xouto H3OK zannawa B choTBeTCTBUE ¢
AefcTRalLyTe HOPMATUBHY JOKYMEHTU.

Tatnuua 1

AO3A

Ao 18 roguwHa Bx3pacT 3a MKB E23.0, N18.0, N18.8, Q87.1, Q96.0, Q96.1, Q96.2, Q96.3, Q96.4, Q96.8

e 0,025 - 0,035 mg/kg TenecHo Terno AHEBHO NOAKOKHO NPU HEAOCTATLYHOCT MIM HaManeHa
BUONOTUUYHA BKTUBHOCT Ha PACTEIKEH XOPMOH

- + 0,035 mg/kg TenecHo Terno AHEBHO NOLKOWHO-NPY HEAOCTATLYHOCT HA PACTEXEeH XOPMOH MpH
Cunapom Ha Npaaep-Bynu

e 0,045 — 0,050-mglk§ TenecKo Terno AREBHO TIOAKOKHO RPH—HOAOGTATEUHOGT Ha—PACTENEH
*epMoH Npu CMHAPOM Ha TLPHLY

» 0,045 - 0,050 mg/kg renecHo Terno ,ElHeé}lb NGAKOXHO Npu geua ¢ 61OpeyYHa HepOCTaTLHHOCT U
- M30CTaBaHe B pacTexa

I?- -

Hapn 18 roanwHa BBL3pacT 3a MKBE E23.0, E§9.3

0,15-0,3mg Qﬂeﬂao npw-nuua < 30 rog

npy nkua > 3e=j‘9p.§0-2lo 3'mr gHeBsHO

npu no—Bbapac‘rHy“”nauMeHm ce npunaraT MUHItMENHM oMeErW gosn ot 0.1/0.2 Mr ¢ no-6asHo
TUTPUpAEHE) -

_Or3po18 rom«ﬁma BH2pacr 3a MKBE E23.0

0,66 mg/kg TENecHs 7 ?erno npynaraxa Be',ﬂH‘b)K LOAMAYHO HPES NOAKOKHE MHHEKLNA

-'*'f;ﬂbi'is roguuHa :§_i3pa'?_:1: 3a MKB E23.0

. H
Flonoﬁﬁggpaqr ig caktop | (IGF-1} 4a 6bae Magcumanto a0 +2 SDS oT xopurupaxaTa 3a Bb3pacTia cpeaHa
manin IGEFk |J;“e”ﬁ' PaLyK B HAYANOTO Ha NedeHneTo TpabBa fa NPUEMAT PacTEREH XOPMOH A0 HUBa Ha IGF-1 &
KO HE T fagaT +2 SDS. MNoaabpxallaTa fo3a C8 YBENUUAsa UNi HAMANABA NOCTENSHHO CNopes HUBaTa Ha

%fxa: ot

30T u;?q"ﬁmgggo Husaﬂa e s;opﬁa%aﬁgaﬁnuagua :-:opua-ra KOO He npesmuaaar +25E)S ﬁdngsguama'ra
a?iaéfﬁwcrepemgo pes uagjg Ha ' IGF-1.cue ¢renka oT £15%, kaTo ToBa U3MeHeHWe pAaKo naasuiuasa 1,0 mgigen.

2. [POCNEOABAHE

XOPMOHAITHU

PX (CTX)

IGF-| unwn IGF-BP-3 X v
TSH**

T4 v
TOHAROTPONUHY, NONOBM CTEPOWAM /MPU [OCTUraHe Ha KOCTHA v
g8b3pacr 3a MomdeTa - 11 roguHu v 3a moMudeTa - 10 roguHun/

HUWBO Ha CYTpell&eH KOPTH3ON - CMIOHTAKHO UMM NPU TECT C

ACTH uvnu uHcynuH (¢ uen goxassaHe Ha HaabbuOpeura v

HEAOCTATLYHOCT NPU XWUNONUTYUTapM3bM)

Na, K, Cl, KAC** v X v
Koptu3on B 24 yacosa ypuxa* ™ X v

- W3NCKBAHWA HA H30K NPU NEYEHUE NPY XMNONUTYUTAPU3LEM U IE@UUAT HA PACTEXKEH XOPMOH
A B M3BBLHEONHUYHATA NOMOLY



BUOXUMUHHU

FCniokosa v X v
HeA/.C v X v
ASAT v X v
ALAT v X v
T v x v
Anxanna coccartasza v X v
KpearuHunos knupbHe (itpu XBH) v v

MHCTP!LMEHﬁBﬁIQ W KOHCYNTALIUM
KoHeynTaini £xg i cnguﬂanuc-r OuHK GOnecTH — PYHLOCKONKA
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Pwct, TgnecH ofikonka Ha TanwA*™, TenecHa v Y v
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"'oﬁmxo?wqgangﬂ— camo Haa 18 rogmwHa Bbapacf
"+ pefH @o‘numﬁo NP Hanu4Ke Ha pesuayania dofMalma i »raep,amc Ha 2 FOAWHY TIpK nugca Ha peauayanHa opmauus camo Hag 18 roguwwHa
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camo,ipy HANMKYHA HaBbLEPEUHA HEAGCTATEHHOCT NPH XMNONUTYUTAPU3LM
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ana nexapcTBeHa peakums, nekapat yeegomsasa VAN no pega na un. 184 ot 3MMXM.
; 'ﬁ?&me,uuumucxa-ra AoxyMeHTauma Ha 3001 npu kKaHANAATCTRAHE 38 neveHwne.

eH MEAULIMHCKM JOKYMEHT: CNeLuanianpaxa koMncus B N36M #a ocHoBaHKe
pocnennaal-le Ha TepaneBTWMHWA OTFOBOP NpW NaLUeHTH, nonydyasawm

AI‘Ip Ne 38"“ dn
cxbnocrpyaag{ : 78, 1.2 330"

ExsemMnnap H& 36 00 pep.énﬂl-le Ha nnaK Ha nedeHune.yn npocnep,ﬂaaﬂe Ha TepanesTHYHUA OTTOBOR
NPy MaLMEHTH z‘ncnyuasalgm—c:m omp;éamu nexapcraeHu NpdAYKTYA NIO peAa Ha 4. 78 T.2:330¢, kGitfoe GCHOBaHKe 3a u3nasare

Ha NPoTOKOR, no%gm HOT08 apH g‘[lé"t;ﬁﬁ"ﬁcﬂcneuuannsmparta KOMMWCHA U 30ﬂ(poguTemHamewHudnpnemeH poauTen), ce Boau

7. Mpy w3paeaHe H .“EﬁDQIDKO
cbXpaHsear npwnoxcen:aerﬂﬁ W

Hacmoswume usuckeasus ca ymewpdeHu om ynpasumensia H30K cned Pewenue Ne PO-HC-04-.../............ 2024z. Ha
Hadsopxua ceeem Ha H30K u npedsapumernio cbenacyeare ¢ BJIC, Ha ocHoeanue yn.51, an. 10 eve 8p. ¢ an.8 om lNpasunkuxa
3a ycmpoticmeomo v deliHocmma Ha Hayuonannama 38paeHoocusypumenta kaca. VIaUckeaHusima enusam & cuna om damama
Ha oBHapodsanemo uM 6 JJbpxaseH secmHux” u ommenam delicmaawiume usucksanus, g cuna om 03.11.20232. Ha ocHogakue
petuenue Ne PL-HC-04-81/17.10.2023z2.

NPUNOXEHUE 3
9

i WINCKBAHUA HA HIOK NP NEYEHUE NPU XUNONUTYUTAPU3IBM U AEGULIMT HA PACTEXER XOPMOH
¥ B W3BBLHEONHWYHATA NOMOLY



AEKITAPAUUA 3A UHOOPMUPAHO CBITTIACUE C UBUCKBAHUATA 3A 3ATNIOYBAHE! TIPOABINKABAHE HA
NEYEHWETO C NNIEKAPCTBEHWA NPOAYKT

A3 AONYMOAMUCHHUSTIATE ..c.eiiirreiitieereisr e see e es et se et e st babareoatebes e omssbbesmns S sabebe et ebeabanme b e tmsonssbarmmrmnt aaeesmnntin
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MW uentTa Ha neyvYeHneTo C fneKkapcTeeHusn

K CNes KaTo Nony4ux M34epnaTenHu OTIOBOPU Ha

”m;‘f{:- = P 'ﬂ ErY
1. ng@?eﬁaaﬁ” {NpenopbYaHaTa M1 cxeMa Ha NEeyeH’e 1 NepUoaNsHOET HA KOHTPORHUTE Npernesw.

. Ce ABABAM Ha KOHTRONHWU Npermean M HAMa Aa NPpoOMeHHM CEMOBOHHO Wn1 noa Apyro BHyLeHWe HadHavYeHaTta
=

gé’f BAHE Ha NEYEHNETO nd:m_)_ﬂsnﬁm HenpousTHYaLywM OT pewweHueTo Ha Komucuara 3a ekcneptusu 8 P30K

-

aTa no un, 78, 1.2 ot 330¢ J.uety

aep,omn Heaaﬁaauo NMUYHWA CU Nekap.

4. ’Ep“—"HECHé3BaHe Ha NocodeHuTe yCnosus eﬂuem MH C YNOMeHaTUA ReKapCTBeH NPoaykT we 6xne NpeKkpaTeHo W HAMa

HisiEeii
Q.Léﬁima npeTeHLMM KbM H30K.
EX

=% WINCKBAHKNA HA H30K NPW NEYEHWE NMPU XUMOMUTYUTAPUIEM W IEGULIMT HA PACTEXEH XOPMOH
B M3BLHEONHWYHATA NOMOLY



