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BUTEN HA H30K



M3MCKBAHWA HA H30K NPU U3OABAHE HA MPOTOKONW 3A NPOBEXIAHE HA NEYEHRUE NPU
XUNOMUTYUTAPU3BM ¥ NPU JEGULUT HA PACTEXXEH XOPMOH B U3BBHBONHUYHATA NMOMOLL

MpoTokon®bT ce U3AaBa OT CneLManu3aupaHa KOMUCKA B NeYeBHo 3aBedeHne 3a GONMHUYHA MOMOLL, CKIMIOYMNC QOrOBOP
¢ 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, guabet n
reHeTuuHW 3aGoNsBaHMA U KNWHKKa no Hedponorus n xemoguanusa; YMBAT ,Ceera Mapusa® — rp. Bapxa — [Tupea gercka
KNMHUKA, OTAENeHWe No AeTCKa eHACKpuHonorya ¥ Honectn Ha obmaHata; YMBADN ,,Ceetu Feoprn” ~ rp. NMnoBaue - KnuHuka no
nequaTpus, 3eeHo AeTcka eHgokpuHonorua™; YMBAN ,A-p M. CTpascky™ — rp. [neBeH - KnuHwka no getcku Sonectu.

33 Bp3PACT Han 18 roauwHa BB3pacT - YCBAINE ,Axap. UBan MNMerues” — rp. Codma - KnnHKKa ne eHAOKPUHONOIMA;
YMBANSCEET; a ipuHa“ — rp. BapHa - Knuxuka no eHgoKpuHonorus u 6onect Ha obmanaTa.

MeanumHcka AOKYMEHTauMs, NOTBLPXAABALLA KpUTepunTe N Npunaoxexue 1
1 BCUUKKY HeoBX0AMMU M3CNeaBaHng, CboGpa3sHe NPUNOXeHne 2
o] * PeweHwe Ha cneunannavpaHa KOMUCUA C ACHA MeAMUMHCKa MOTMBaLMA 3a

KoMUCUA 3anOuBaKe Ha TepanyiAaTa, 3a4bIKUTENHO ce 0THenA3sa NUNCca Ha U3KMIOYEBALLIN
KpUTEpUN
»  “[lpoToKON 3a npegnviceaHe Ha NekapcTea, 3annawaru ot H3O0K/P3OK" -
06p. M3-H30K
Komucus noun, 78, 1. 2 3asepKa Ha npoToKona
ot 330 B Lj¥ Ha H30K » BP30K

- MeguuurHcka AOOKYMEeHTaUWA, NOTBbPXAaARaLLa KpUuTepunTe no NpUnoXxeHue 1

: - ) W BCUMIKM HEoDXoaMMK U3CneABaHna, CboBpasHo npunoxeHue 2
CnEll.‘l.'IgAJ;Hl’MPAHA »l * Pelledue Ha creuranu3aupaHa KOMUGHA C ACHa MEAULMHCKA MOTMBaLMA 3a
KO“_" _ n NPOOLIMABAHE HA TeparnuaTta, 3aAbiKUTeNHo ce oTbenmssa nvnca Ha

M3KIIONBALLM KDUTERUM
s “flpoTokon 3a npeanuUcBaKe Ha nexapcTea, 3annawanu oT H3CK/P30K” — o6p.
M3-H30K

Komucus no un-78, . 2
ot 330 B LIY Ha H30K

3aBepka Ha npoToKkona

a cneunagus_upanu_ KOMUCKM B nevebHu 3aBegeHMA, 6xa35amn.§onauqua MeaULMHCKa NOMOILY
uuanuanpaﬂa"-xomfcuﬂ no Alp Ne 38 OnpeAenﬁue Ha nnaH H2 NevyeHwe W NPOCREeAABaHe Ha

MACTO B PSOI{' PaapeLuaBaM AOCTBN AG, ene:crponaom Bl 3p
3. Qo nonyvamane Ha wuHdoOpMauus "?a':?sanﬁﬁa 1
nexapcTeeH/ NPoayKI/M, ¢ Kouro e npoaexmarmeqe
4. Mpeau cTapriipale Ha npoueca no wajasaxe Ha E- npOToxo:FHa‘«'.’:OIﬁcneuuannanpana‘ra KOMWCUA OCHLECTBABA CNPABKa NO eNeKTPOHeH NbT
3a uspafeHn Ha 30{] npeaxofHn npoToxonmy, No chbums npodun Ha aabonssade. MpoueckT no uspasaHe Ha E-npoTokon ce peanusupa B
meguuuHcku codTyep. B HacToswMTe H3MCKBAHUA Ca NOCOMeHN HeobXxoaumMnTe AOKYMEHTK 3a n3aasade Ha E-npotokon Ha 301,

5. JokymeHT4Te (amMGyNaTOpHUTE NUCTOBE, ENWUKPU3W, WACNeABaHUA), KOMTO chluecTByBaT B H3MUCrundopmauvoHHara cucrema Ha H3OK, ce
nexnapupart & E-nipoToxona ¢ TexHuTe yHukanHu Homepa (HPH).

WHopmaunaTa, OTHOCUMA KbM U3faBaHe Ha E-NpoTokona, KOATO @ B AOKYMEHT, KOUTO HAMA ENeKTpoHeH QOPMAT 1 He Ce cbabpxa 8 H3NC, ce
noAaea: KaTto ce NONBLABA B PelueHueTo Ha cneuuanuaupana KoOMUCHA ~ OCHOBaHWe 33 w3fjaeaHe Ha E-npoTokona unu JOKYMEHTLT ce CKaHupa w
npukaya keM E-npoToxona.

6. Mpwn ragasaHe Ha E-npoToKON NO pefa Ha excnepTv3arta no 4n.78, 1.2 ot 330, oTnasa HeobGxoauMocTTa fa ¢é NPefOCTaBAT U ChXpaHssar
npunoxerye Ne1 u npunoxenve No3 or HacToswuTe Msuckeanus Ha H30K', npu cnegHuTe YCnoBus;

- 38 npunoxexke Ne1, nognucaHo OT cneyvani3npaHaTa KoOMUCHA, PW HANTMYKUETO HA TekeT B PelleHune Ha cneynanusupada xomMucna” no Alp N2
38: JlunceaT uskMONBALYYM KPUTEPUM 33 3ancuBaHe/NpoAbKasaHe #a neveluve ¢ JIMN®;

- 3a npunoxenwe N23, nognucato ot 304, npu HanwdKeTo Ha TexcT B PelueHye Ha cneuwanu3upana komucua® no AMNp Ne 38: JKenaa aa mu Guae
CAOGPEHO NEMEHNe C NeKAPCTBEHUS NPOAYKT, KATO AEKNapUpam, 4e CbM YBSA0MEH 33 ZEACTBUETO HA HA3HAYEHATA NEKAPCTBEHA TEPAMUA 1 A2BaM
vHOPMUPAHO CBINAcKe CbLUATA 4a MW GbAe NpUMnarata

tg_. X W3NCKBAHWA HA H3OK NPY NIEYEHUE NPU XUNONTUTYUTAPWU3BM W AEGHLIMT HA PACTEXXKEH XOPMOH
@ B U3BLHEONHWYHATA NOMOLY,



NPUNOXKEHUE 1A

nMCT 3A ONPEQENAHE HA KPUTEPUUTE NPHU 3ANOYBAHE HA NEYEHKWE NMPWU XUMNONWUTYUTAPU3TEM U NPH
AEQULMT HA PACTEXEH XOPMOH NMOA 18 rOOWILHA Bb3PACT B U3BBHBONMHUYHATA MOMOL

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

- MKEE230 N O, N :88 0871 Q960 'Q96.1, Q96.2, Q96.3, Q96.4, Q96.8

BCT (umToreHemqu aHanus, FISH, OHK) 3a usonupaﬁ!xpMGHHupaH AaeduunT Ha PX Cungpom Ha

- gpom Ha Prader-WﬂIl AoKazaHa 6bHpeuHa HeaoCcTaTBLYHOCT Y M3oCcTaBaHe B pacTexa (Ao 18 roanwya
& .

l HACKY BE3arHY HMBa 33 CLOTBETHATA Bb3pacT !

nd

IGF-1 wiunu IGF-BP-3
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B. U3KNKOUYBALUM KPUTEPWUUA (NMPHU ZANOYBAHE HA NEYEHWETO)

1. CBpbX4YBCTEBMTENHOCT KbM KTUBHOTO UMY HAKOE OT NOMOLLHWTE BeljecTsa
2. 3avBopeHun envgpuan _ _

3. Npuapyxaeawo ocTpo KNvekoMoeHCHPaHo Texko sabonseane

4. Hanudve Ha akTMBHWU HosooOpasyBsaHus

5 Hapgeﬂ IMIIOKO3EH TONEPAaKC, Npu HeA1C Hap 6.5%

=y W3UCKBAHMA HA H30K MPU NEMEHWUE NPW XUNOMUTYUTAPUIBM W AEGUUUT HA PACTEXEH XOPMOH
@ B U3BBHBOAHUYHATA NOMOLL,



OPUNOXEHWE 1A

TIUCT A ONPENENAHE HA XPUTEPUMTE NPU 3ANOCYBAHE HA NEYEHUE C PACTEXEH XOPMOH
NPU CREANPOLEAYPEH XUNOMUTYUTAPU3BM HAL 18 TOCOWUWIHA Bb3PACT B U3BBEHBONHUYHATA NOMOLL

'_ 34— Hanuuve Ha XMNOCOMAaTOTPONM3bLM Ha hoHa Ha no.qne:xau.lo xyhoranamo-xunoduaso sabonssaqe
1,23
ns

ficko 3a CLOTBETHATA_Bb3PACT KMBO Ha IGF-1, npn Hanuume Ha ,qecpuuwm W Ha Fpu KBa ApyrU
A aaeHOXUNodKUaHKU xopMOHa =
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Efem Ha nanunara

. M3UCKBAHWA HA H30K MPW NEYEHWE NPY XMNONUTYUTAPU3IEM W AEDULIWT HA PACTEXKEH XOPMOH
B U3BBHEONHWUYHATA NOMOL



NPUNOXEHWUE 1B

AMKCT 3A ONPEAENAHE HA KPUTEPUUTE NPYU NPOABIDKABAHE HA NEYEHNETO APH XUNOMNTYUTAPUIBM
N AEQULNT HA PACTEXEH XOPMOCH NOA 18 MOJULLIHA BB3PACT B U3BBHEONHUYHATA NMOMOLL

;;-MK$£2'3.Q.: 18.0,N18.8,087.1, Q96.0, Q96.1, Q96.2, 096.3, Q96.4, Q6.8
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5 Caﬁ " Ha”?mque Ha HagbubpeuyHa He,qoc;Ta'rb HOCT — TenecHa noBLPXHOCT (M?), KOpPTU3ON B 24 yacosa ypuHa,

quo_ggamg,‘fNa K, CI), KAC !
V. F
6 Kpég‘rugﬁoa KNMUPBHG (Npk XBH) 1

F; o S
7 Mamqniﬁn‘e?ﬁgpﬁgﬁfgﬁ;ua - chyHnockonua 2

B. uag;nmq ﬂ;uﬁfMTﬁPuwmguﬂPgﬁ;?ﬁmAaAHE HA NEYEHUETO)
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BpemeHHoCT 1 |<'|:,p|\.'naHE;1

U3NCKBAHWA HA H30K NPW NEYEHKE NPW XUNONUTYUTAPU3BLM U AEOWLIUT HA PACTEXEH XOPMOH
& B U3BBbHBEOAHWYHATA NOMOLY



OPUNOXKEHWE 1B

NYUCT 3A ONPEQENAHE HA KPUTEPUWTE NPU NPOOBbMKABAHE HA NEYEHUETC C PACTEXEH XOPMCH HAQRL
18 TOAWWHA BB3PACT B MU3BBLHBONMHUYHATA NOMOLL

A. ll. KPUTEPAN 3A NPOOBLITKABAHE HA NEYEHMETO (SAOBLINKUTENHW CA BCUYKK KPUTEPHUM)

5 ﬂmﬁame}xem‘l}&mexapcwaena PEAKLUs U U3KIIoUBaIM KPUTEPUM NO TouKa B

nelfuanuau'i!ana KOMMCHA C mpaseuw;at-@m@cmqnu LAAHHM, KNUHMYHATA CUMNTOMATHKA 1 SBOMOTUBHUA X0 Ha 3a6onsaBaneTo
e £y

= M3UCKBAHWKA HA H3OK TTPU NEYEHKWE NPU XUNONWTYUTAPUILM W AESULIMT HA PACTEXCEH XOPMOH 6
5 B U3BBHBONMTHUYHATA NOMOLW



NPUNOMEHUE 16

NUCT 3A ONPEQRENAHE HA KPUTEPUMUTE NPU NPOOBLIMKABAHE HA NEYEHMETO C PACTEXKEH XOPMOH
NPU CREANPOLEAYPEH XMNOMUTYUTAPU3BM HALL 18 FOLMLLIHA BBb3PACT B U3BBHEONHUYHATA NOMOLL

F

MTEPVWI (NPU I'IPOD.}:TIH{ABAHE HA IIE‘-lEHMETO)

- WU3UCKBAHWA HA H3OK NPU NEYEHKWE MPY XUAOMNUTYUTAPU3 LM U AESULIMT HA PACTEXKEH XOPMOH
B USBBHBONHUYHATA NOMCLY



NPUNOKEHWE 2
1 NEYEBHO-AIMATHOCTUYEH ANFOPUT LM

1. NEKAPCTBEHWU NMPOAYKTW, skmoveHn B Mpunowenne 1 na MNNC, xouto H3OK zannawa B cboTBeTcTBUME ¢
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 WM HaManeHa
BUONOTUUHA BKTUBHOCT Ha PACTEIKEH XOPMOH

- + 0,035 mg/kg TenecHo Teino AHEBHO NOLKOWHO-NPY HEAOCTATLYHOCT HA PACTEXEH XOPMOH MpH
Cunapom Ha MNpaaep-Bynu

e 0,045 — 0,050-mgikg TenecKo Terno AREBHO TIOAKOKHO RPH-—HOAOGTATEUHOGT Ha—PAGTENEH
xepmor nNpu CuHapom Ha TePHBp

0,045 - 0,050 mg/kg renecHo Terno ,ElHeé}lb NGAKOXHO NpK geua ¢ 61OpeyYHa HegOCTaTLYHOCT K
M30CTaBaHe B pacTexa

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

0,15-0,3mg Qﬂeﬂuo npwnnu,a <30 ron

npy nkua > 3@=j‘9ﬂ§32/0 .3'Mr gHeBHO

npu nO—B'bSpaCTHIJ"TlaHMEHTM ce npunaraT MUHItMENHM oMeBrW gosn ot 0.1/0.2 Mr ¢ no-6asHo
TUTPUpAEHE) -

O'r 38018 rom«ﬁma BH2pacr 3a MKBE E23.0

u‘
no s

0,66 mg/ky TEnecHo

0 Terno, npunaraxa BG’AHB)K;CG{ZLMW—!HO HPEd NOAKOMES UHHEKLINA

o:18 ropuuka gh3pact 3a MKE E23.0

HYDROCOR _ u )
' 6 - 8 mg/m? TenecHa NOBLPXHOCT, pasgeneHn Ha 3 unu 4 npuema 3a 24 vyaca

H

Rofomobhilm pacTe Eg caxTop | (IGF-I) 4a Bbae Magcumanto A0 +2 SDS oT KopurupaHaTa 3a Bb3pacTTa cpesHa
manin IGEFk |J;“e”ﬁ' PaLMK B HAYANOTO Ha NedYeHneTo TpRbBa fa NPUEMAT PAcTEREH XOPMOH AQ HUBa Ha IGF-1 &
KO HE T fagat +2 SDS. MoaabpxallaTa fo3a C8 YBENUUasa WNi HAMaNABa NOCTENSHHO Chopes HueaTa Ha

2. [POCNEOABAHE

XOPMOHATIHU

PX {CTX)

IGF-| unn IGF-BP-3 X v
TSH™*

T4 v
TOHAROTPONUHY, NONOBM CTEPOWAM /MPU [OCTUraHe Ha KOCTHA v
gb3pacr 3a MomdeTa - 11 roguHu v 3a moMudeTa - 10 rogusun/

HWBO Ha CYTpeleH KOPTU3ON - CIIOHTARHO UMK NpY TECT C

ACTH vunu uHcynuH (C uen aokaiasaHe Ha HaaGbOpedvHa v

HegoCTaTLHHOCT NPU XUNCRUTYUTApHU3bM)

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

- W3NCKBAHWA HA H30K NPU NIEYEHUE NPY XMNONUTYUTAPU3EM U IE@UUAT HA PACTEXKEH XOPMOH
@ B M3BBLHEONHUYHATA NOMOLY



BUOXUMUYHU

Fniokosa 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 KOHCYNTALIUMK

Koucyn'rauj LR cnguﬂanuc-r ouHn GonecTy — yHLOCKONMA v v
v - v
I :-: =

9__5 Wkonka Ha TanuA'™, TenecHa v ‘/ — 7

ACUE
"'oﬁmxo?wqgangﬂ— camo Hap 18 roguwna sr3pactT =
“*** BegH @o‘numﬁo NPY HANWYME HA PESUAYANHA (hORMELIMA W BEAHEX HA 2 FORMHY TIPU nugca Ha peangyanta dopmauus camo Hag 18 roguwHa

BLIPAcT L7 F i
Ak ek F’ ol
Ccamo,ipy HANMKYHA HaABbLEPEUHA HEAGCTATEHHOCT NP XHNONUTYUTAPU3LM

R

ana nexapcTBeHa peakums, nekapat yeegomsasa VAN no pega xa un. 184 ot 3JINXM.
; 'ﬁ?&menuumucxa-ra p.oxymeHTaum Ha 301 npu KaHAMAATCTRAHE 3a NedeHve.

aﬁ;:pnosu’gg:g'
- e‘bpﬁnara“fonugﬁ”

pocnennaal-le Ha Tepal'leBTVNHHHA OT_FOBOp npyu nauueHTH, nonydyasath
cxbnocrpyaag.‘_ 78, 1. 2 330",

ExsemMnnap H& 36 00 pep.énm-le Ha nnaK Ha nedeHune.yn npocnep,ﬂaaﬂe Ha TepanesTUYHNA OTTOBOR
NPy MaLMEHTH z‘ncnyuasalgm—c:m omp;éamu nexapcrseuu NpdAYKTYA NIO peAa Ha 4. 78 T.2:330¢, kGitfoe GCHOBaHME 32 u3gasaHe

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

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

Mgm_ Kaayun Ha H3OK"
&d?ae;’cmu C‘S"Ct‘bBMeCTHM ansauun sa.paboTa ¢ NogafeH No eNeKTpoHeH

Hacmoswume usuckeanus ca ymewpdenu om ynpasumensia H30K cned Pewenue Ne PO-HC-04-.../............ 20242, Ha
HadsopHua ceeem Ha H30K u npedeapumernio cbenacysare ¢ BJIC, Ha ocHosanue yn.51, an. 10 eve 8p. ¢ an.8 om [paaunkuxa
3a ycmpoticmeomo v deliHocmma Ha Hayuonanuama 30paaHoocusypumenta kaca. VIauckeaHusima enusam & cuna om damama
Ha oBHapodsanemo uM 6 JJbpxaseH secmHuK” U ommMenam delicmaawiume usucKksanus, 6 cuna om 03.11.2023z2. Ha ocHogakue
petuenue Ne PL-HC-04-81/17.10.2023z2.

NPUNTOXEHUE 3
9

i WINCKBAHUA HA HIOK NPY NEYEHUWE NPU XUNONUTYUTAPU3BM U AEGULIMT HA PACTEXEH XOPMOH
¥ B W3BBLHEONHWYHATA NOMOLY



AEKITAPAUUA 3A UHOOPMUPAHO CBITTIACUE C UBUCKBAHUATA 3A 3ATIOYBAHE! TIPOABIDKABAHE HA
NEYEHWETO C NNIEKAPCTBEHWA NPOAYKT

A3 AONYMOAMUCHHUSTIATE ..c.eiiirreinitieiereeeres e see et es e stre e e ra et babareoatebesseemssbbesmns S sabebe et sbeabanme b e imsomsabammrmet aaeesnnntin

7

gé’f BAHE Ha NEYEHNETO ncmgwsuum HenpousTHYaLYmM OT pewweHueTo Ha Komucuara 3a ekcneptuan B P30OK
- =

Aaranoun, 78, 1.2 oT 330‘me’éyae,qomn Heaaﬁaauo NUYHNA CU Nekap.

4. ‘EpivecnisBane Ha NOCOMEHUTE YCNOBUA e:-“feﬂaem Mh ¢ YNOMEHaTUA NeKapcTBeH NPOoayKT We 6bAe NpeKkpaTeHo U Hama
:‘»-eﬂ-gﬂ

Q.Léﬁima npeTeHLMM KbM H30K.
i 2P
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=% WINCKBAHKNA HA H30K NPW NEYEHYIE TIPU XMMOMUTYUTAPUIEM W IEGULIMT HA PACTEXEH XOPMOH
B M3BLHBEONHWUYHATA NOMOLL



