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M3VICKBAHVIFI HA H30K
TIPVI EE‘EHHE HA XUNOMUTYUTAPU3IBM U

REQWT HA PACTEXXEH XOPMOH

~ BU3BBLHBONHNYHATA MOMOLL




WU3UCKBAHMA HA H3OK NMPWU U3OABAHE HA MPOTOKONU 3A NPOBEXAAHE HA NEYEHWE NPU
XUNOMUTYUTAPU3BM U NPU ESULUT HA PACTEXXEH XOPMOH B U3BBHBEONHUYHATA NMOMOLL

MpoTokonbT ce u3aasa oT crneuuanuinpaHa KoMucun B nevebHo 3ageaeHue 3a 60NHMYHA NOMOLY, CKIIOYKUNO AOTOBOP
¢ H30K. CneunanuanpaHuTe KOMUCHUM Ce Cb3AaBaT CbC 3anoees Ha aupekTopa Ha N13:

3a BB3apacT no 18 roauuu: CBANAE ,,Mpod. a-p MsaH Mutes" — rp. Codomna - Knuhuka no eHaokpuHonorus, auaber u
reHeTuuHW 3abonseaHus U KNWHWKa nNo Hedponorua n xemopwanusa, YMBAT ,Ceeta MapuHa“ — rp. Bapxa — lNbpBa getcka
KNWHWKE, OTAGNEHME NO A8TCKa eHaoKpMHOnorua u 6onecTtn Ha obmsaHaTta; YMBA ,,Ceetu Meopru” — rp. Mnosaue - Knuhuka no
neauaTpus, 3BeHO AeTcka eHaokpuHonorus®; YMBAN ,O-p . CtpaHcku® — rp. NneseH - KnuHuka no aetckn Gonectw.

3a Bb3pacT Haa 18 roamwHa Bwb3pact - YCEANE ,Akan. UsaH Menues” - rp. Cocus - KnuHuka No eHAOKPUHONOTHA;
YMBAI, Cura MapuHa“ — rp. BapHa - Knunuka no enokpuHonorvs u Gonectn Ha obmsaHaTa.

1 3A 3ABEPAIBAHE HA NTPOTOKONWUTE

Mpotokonu 3a 3anoyBaHe Ha neveHue

*  MeanumMHCKa AOKYMEHTAUMA, NOTBLPXAABALLA KpUTEpUUATE NO NpUnoxexue 1
1 BCUYKM HeobXxoanMu uacneBaHus, Cbo0pasHo NpunoXexune 2

CNELUMATNIUIUPAHA =  PelueHue Ha cneuyvanuMpaHa KOMMCHUA C ACHA MeaULMHCKAa MOTUBaUMA 3a

KOMUCUA 3anoyBaHe Ha TepanusTa, 3aAbnXUTENHO ce oTOenA3Ba NUca Ha U3KNYBaLn

KpUTEpUN
= ‘[lpoToKon 3a npeanuceBaHe Ha nekapcTea, sannawann ot H30K/P30K™ —

0bp. M3-H30K
Komucus no un. 78, 1. 2 .| 3asepka Ha npotokona
ot 330 B LIY Ha H30K B P30K

MNpoTokon# 3a NpoALIKaBaHe Ha nevexHue

*  MeauumMHCKa AOKYMEHTaLUUsA, NOTBbPXAABALLA KpUTEpUUTE MO NpUnoxexue 1

: 1 BCu4kun HeoBxoaumu uscneasaHus, ceobpasHo npunoxeHue 2
CMELMAITIU3UPAHA » " PelweHue Ha cneyManunpaHa KOMMCHUA C ACHA MeAMLIMHCKa MOTMBaUMS 3a
KQM“C“ﬂ npoAbikagaHe Ha TepanuaTa, 3agb/KUTENHO ce oTbensssa nwunca Ha

M3KMIOYBALLM KpUTEPUN
= “lpoTokon 3a npeanvceaHe Ha nekapcTea, 3annawann ot H3OK/P30OK" — obp.
M3-H30K

Komucusi noyn. 78, 1. 2 3aBepka Ha npoTokona
or3308 UYHaH30K [—" BP30K

Il. OBLLUM naBﬁXEHHﬂ.- i

1. E-npotokon cemmn 16 Ha CneLManu3INPaHun KOMUCHM B NeyeGHM 3aBeaenns, okazsaun 60NHMYHA MEQMLMHCKA NOMOW

61:Ae oAo0BGpeHo neveHue ¢ nempcraaﬂuﬂ npoAyx : yaenomeﬁ mneﬁcraue‘ro Ha HaaHaquaTa nexapcrseua Tepanusa u
AaBaMm MH(OPMUPAHO Cbrnacue ChiliaTa Aa MW Gbie Apunarana’; ,C'N’TISGBHI& CbM 33 M3NON3BAHe HAa NUMHUTE MW AaHHM 33 UenuTe Ha
ekcneptusara“; JKenas aa 6baa ysegomeH/a 3a pesynrara ot ekcneprusarta ot P30K no eauH ot cnegHuTe HauuHu: no e-mail, Tenedon wnmn Ha
msAcTo B P30K", ,Paspewasam 40cTeN A0 EAEKTPOHHOTO MU 3APaBHO AoCHE".

3. Ao nonyuyaBaHe Ha MHGOpPMaUWs 3a 3anOYBaHe MNU NPORLIIKaBaHe Ha 3aABeHOTO neveHwe, 30I1 npoaunkaBa TepanusTa c
nexapcTBeH/u NpoayKT/K, C KOUTO @ NPOBeXOArt NEYEHWETO A0 MOMEHTA.

4. MNpean cTapTupaHe Ha npoueca no waaaeave Ha E-npotokon va 3071, cneunannanpaHata KOMUCUS OCBLUECTBABA CMPABKA NO eNeKTPOHEH NbT
3a napageqn Ha 30/1 npeaxoaHU NPOTOKONM, MO CLLUMA npodmn Ha 3abonseave. MpoueckT no wagasaHe Ha E-npoTokon ce peanusupa B
MeanUMHCKKU coTyep. B HacToAWMKTE UIMCKBAHKUA €A NOCOYEeHU HEOOXOAUMMUTE NOKYMEHTH 3a u3gasaHe Ha E-npotokon Ha 30/,

5. fokymenTute (ambynaTopHuTe NUCTOBE, ENUKPU3W, W3CNeaBaHWs), kouTo cblectsysaT B H3WUC/uHdopmaumornaTa cuctema Ha H30K, ce
Aeknapupart B E-npoTokona ¢ TexHuTe yHuKanHu Homepa (HPH).

MHbopmauuAaTa, 0THOCMMa KM W3gaBaHe Ha E-npoTokona, KoATO e B 4OKYMEHT, KOWTO HAMa enekTpoHeH hopMAT u He ce cbabpxka B H3UC, ce
noaasa: KaTo ce Nonbnea B PelleHneTo Ha cneunannsnpaHa KOMWCUA — OCHOBaHWe 33 u3jaBaHe Ha E-NpoTokona unn AOKYMEHTLT Ce CKaHupa U
npukada kem E-npotokona.

6. MNpn uzpaeane Ha E-npoTokon no pepa Ha ekcnepTvsara no yun.78, T.2 ot 330, otnana HeobxoAMMOCTTA fa Ce NPeAOCTABAT U CbXPaHABAT
npunoxexue Ne1 u npunoxenne Ne3 ot HacToswwmTe ManuckeaHus Ha H3OK", npu cnegHuTe ycnoBus:

- 32 npunoxenue Ne1, nognncaHo oT cneyranuaupaHaTa KOMUCKUS, NPU HANWYWMETO Ha TEKCT B ,PelueHne Ha cneurannanpana komucua® no Alp Ne
38: ,JlunceaT U3KNYBALLM KDUTEPUUN 33 3anoYBaHe/NpoABiKaBaHe Ha neyeHve ¢ NIN“

- 3a npunoxenue Ne3, noanucaxo ot 30J1, Npu HANWYNETO Ha TEKCT B ,PelleHue Ha cneunanuaupaHa komucusa® no Alp Ne 38: )Kenas aa Mu 6bae
0A06peHo neyeHve C NexapcTBEHUA NPOAYKT, KATO AEKNapUpaM, Ye CbM YBEAOMEH 3a ASHCTEMETO Ha Ha3HaYeHaTa NekapcTBeHa Tepania v 4asam
WHOpMUPaHO cbrnacue coblluaTta aa mu 6Lae npunarana

= WN3NCKBAHWA HA H3OK NPV NEMEHWE MPWU XMNOMUTYUTAPU3BM U AEOULINT HA PACTEXEH XOPMOH
B N3BBLHBONHUYHATA NOMOLL



MPUNOXEHME 1A

NUCT 3A ONPEOENAHE HA KPUTEPUUTE NPWU 3ANOYBAHE HA NEYEHWUE NMPU XMNONUTYUTAPU3BM U NPU
OEOULUT HA PACTEXXEH XOPMOH Mo 18 TOAULLHA Bb3PACT B U3BBHBEONHUYHATA NOMOLL

A. |. KPUTEPUM 3A 3ANOYBAHE HA NEYEHUE (BAOBIDKATENHU CA 1, 4,5 6 U 8 KPUTEPUA U 2, 3 U 7
KPUTEPUU.CBOBPA3HO MKB KOA)

MKB E23.0, N1_$.0. N18.8, Q87.1, Q96.0, Q96.1, Q96.2, Q96.3, Q96.4, Q96.8

Curypua ummoaa KNWHWYHA CUMNTOMATIKA, HUBO Ha PacTeXeH XOPMOH, peHTreHorpadus u/unu komnioTbpHa (KT) unw
Manmmo-peaeuaucua Tomorpadus (MPT) Ha xunotanamyc-xunodusa 3a xunodusapeH HaHU3IBM (Npu aeua Hag 5
“TecTa 3a PX, gokassawm xunodyHKUMA Ha Xunoduaarta; npu geua noj, 5 roauliHa Bb3pacT - AaHHK 3a
nocbmaara ot MPT, HUCEK PX Npu CNOHTaHHa XUNOTNUKEMUA Wunu HUCKM Huea Ha IGF-1 u/unn IGFBP-

pom Ha Prader-Willi; .qoxasaﬁa G'bﬁpeqna HeAOCTAaTLYHOCT M U30CTaBaHe B pacTexa (Ao 18 roguwiHa

Hummpacremeu xopmoH (PX) npu c'rnuynammnnu TecroBe:
2 = ~ = PX (comatoTponeH xopmoH - CTX) < 10 ng/ml npu geua '
= = |GF-1 uiunmn IGF-BP-3 - Huckn 6a3aniu HUBa 3a CbOTBETHaTa BbapacT '

era'rtmuuos KNUpBHC < 70 mi/min/ 1.73 m?

Huso a T Hu mpeom.uu xopmoHu / fT4/ 1

3

4 Pezyma:—ntpeﬂ'rreuorpadmn 3a onpep,enﬂue Ha KOCTHa BbapacT !
- :

6

“HI ..A'hHa - (hyHaockonus 2

anuuve Ha HanOLOpPeYHa HEAOCTaTLYHOCT — CNIOHTaHER CyTpeleH KOPTU3ON C Y CMIOPEAHO H3MepBaHe
winnm ACTH Tectiuncynunos Tect, KAC, noHorpama (Na, K, Cl) 2

Ha AC

8 | Nunca Ha M3KNIOYBALN KPUTEPMK NO TONKa B

*Kpurepuit 7 ce npuema 33 BATH/ICH CaMO MpH e,:umapeueﬂﬂo HA/IM4YMe HA MOJ0XKHUTENEH KPHTEPHIA 2

3abenexku:

al cmmynawouﬂme Tacmaeaa PX ce npcaexp,ar € WHCYNWH, [MIOKAroH, KNoHUAWH-Xxuapoxnopua (xnogasonnH) Wnu apruHuH
XMAPOXNOpUR

6/ He ce usvnckBa NpoBexzaHe Ha mumynawm TecToBe 3a PX npu aokasavu cuHapom Ha Turner u Prader Willi

B/ HnCbK PX Ha (hoHa Ha COHTAHHA XMNOTIIMKEMISt MM CTOMHOCT Ha PX-CTUMynauuoHeH Tect

r/ npu Hanwuue Ha _Hw::m wunu IGF-BP-3 n aokasaH MONeKynspHO-reHeTH4HO eHgoreHeH aetuumnt Ha PX wnmn PX ¢
HamaneHa Guonormyna a e uﬂml.mpauo NeYeHne C pacTeXeH XOPMOH, HE3ABUCUMO OT pesynTaTa Ha CTUMYNaUMOHHUTE
Tectoee 3a PX
A/ npu geua ¢ xponmna G’oﬁpe%a He.qommqmcr 1t N3OCTABAHE B pacTexa He Ce WUCKBA ONpelensHe HUBa Ha pacTexeH
XOPMOH W LUNTOBUAHK xopuouu ' -

'pewenue Ha cneuuanuzupaﬂa I:omom c Waﬁamcrmun Aamm KNAHWYHaTa CAMNTOMATIKA N EBONIOTUBHNA X04 Ha 3abonAsaHeTo
2 meanUMHCKa AOKyMEHTaUus, nombmnsauﬂ wpwm‘pnme no npuﬂome}me 1 n BCuuKH Heoﬁxo.quuu vnacneaBaHus, cbobpasHo npunoxeHue 2
WscneaBaHuaTa 3a HEAOCTATLYHOCT Ha P& CTEXE! 1 cnea 3ano4YHaTta aAekeaTHa 3aMecTuTenHa Tepanva no

OTHOLWeHWE Ha CbNbTCTBALLWM XOPMOHaNHW m Tat E MIE ggglg@m KOMMeHcaLwms.

B5. U3KNIOYBALLU KPUTEPUU (MPU 3ANOYBAHE HA NEYEHUETO)

1. CBpbX4yBCTBUTENHOCT KbM AKTMBHOTO UMW HAKOE OT NOMOLLHWTE BeLLlecTBa
2. 3artBopeHu enuduan

3. [puapyxasallo ocTpo UMK QEKOMMNEHCHPAHO TeXKo 3abonssaHe

4. Hanuune Ha akTMBHM HOBOOGpPa3yBaHUA

5. HapyweH rnioko3eH Tonepaxc, npu HBA1C Hap 6.5%

6. Epem Ha nanunara

Eo M3UCKBAHUSA HA H3OK MPU NEYEHWE NPU XUNOMUTYNTAPU3LM U AESULNT HA PACTEXXEH XOPMOH
@ B U3BLHBEONHWYHATA NOMOLY



NPUOXEHVE 1A

NUCT 3A ONPEAENAHE HA KPUTEPUUTE MPU 3ANMOYBAHE HA NEYEHUE C PACTEXEH XOPMOH
NPU CNEANPOLIEAYPEH XUNOMUTYUTAPU3BM HALL 18 TOAULLIHA BB3PACT B
N3BBHBEONMHUYHATA NOomMoLy

WTEPUMN 3A 3ATIOYBAHE HA NEYEHUE (SATbIDKUTENHM CA BCUUKN KPUTEPUM)

MKB E89.3

[AMArHO3a — HanW4Me Ha XMNOCOMATOTPONU3LM Ha (POHA HA NOANEXALLO XUNOTanamo-xunodusHo sabonseane
B 123
A

Hu

pacrexceu xopMoH (PX) n Ha uHcynuHonogobeH pacTexeH dakrop-1 (IGF-1): -2

"  HUCKO 33 CbOTBETHaTa Bb3pacT Hueo Ha IGF-1, npu Hanwyve Ha gedvuuTM W Ha ABa ApYyrv
aaeHOXUNou3HN XOpMOoHa

®  MoHe eauH CTUMynNaLMOHEH TecT 3a PX

HacneABaHe Ha prBHa rAKOKO3a U NpU Heoﬁxommpc'r Krn, HbAu; *

5 Koncyntatmﬂ che cneuuanuc'r OuHM BONECTH U M3CNENBAHE HA OYHM AbHA {tbyngockonun) 12

Hanuuwe Ha ; AKTBHO ¢ mmaqecraeuo sabonsBaHe
Hanwuue Ha octpe tpsmrma 3abonssaxe

EnemHa nanunata

HapyuieH rniokosesx 'fonepauc npu Hamc Hag 7.5%

NOaRwN

V3NCKBAHUA HA H3OK NPU NEYEHWE MPU XUNOMUTYNUTAPU3BM W JEGULIAT HA PACTEXXEH XOPMOH :
B U3BLHBEONHUYHATA NOMOLL,




NPUNOXEHUE 16

NAUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABINKABAHE HA NEYEHUETO MNMPU
XUNOMUTYUTAPU3BM U AE®ULIUT HA PACTEXXEH XOPMOH NoA 18 rOAULLHA BB3PACT B
N3BBHBONHUYHATA NOMOLL

AT HM 3A NPOABMKABAHE HA NEMEHUETO (3AABIMKWUTENHU CA BCUYKWU KPUTEPUN)

‘MKB E23.0, N18.0, N18.8, Q87.1, Q96.0, Q96.1, Q96.2, Q96.3, Q96.4, Q96.8

1| O a (hM3n4ecKo pa3BUTHE U KOCTHO CBIpABaHe *

iocT (M?), KOpPTM3ON B 24 YacoBa ypuHa,

5 fiouorpama (Na, K, C), KAC "

6 eraTuHuHoaxn (npn XBH) !
7

8

9

pemenue Ha cmuanmpaaa xoum:m cvrpaaeun aHaMHECTUYHW AaHHKW, KNUHUYHATa CUMNTOMATMKA W €BONIOTUBHUA XO4 Ha 3abonasBaHeTo

2 meANLMHCKa AOKYMEHTaUms, nmbpmaﬁaum KpuTepuMTe NO NpUNoXeHue 1 1 BCUuku HeobxoaMMK u3cneaBaHuA, CboOPa3HO NpUNoXeHue 2 n
pacTexHa KpWBa Ha nauMeHTa;

N =

Noohsw

"

B. namwmuummmpu MPOMLINKABAHE HA NEYEHUETO)

-aKTMBHOTO AK HAKOE OT NOMOLLHUTE BeLiecTsa

3ateopeHn etm@mn (' e Ha NaUueHTH C XUNONUTYWTapu3bM U cuHapom Ha Prader-Willi, kouto go 18
roavLIHa NPOABKABAT NEYEH! ‘B 403 32 Bb3PacTHA)

MprApyxaeaLlo ocTpo T¢ =

Hanuune Ha aKTUBHK HE
MpusHaum Ha peuuamB
HapyLleH rniokosen Tonep:
BpemeHHOCT U KbpMeHe

W3NCKBAHWUA HA H30K NPY NEMEHVE MPU XUNONUTYUTAPU3BM W JEOULIUT HA PACTEXEH XOPMOH
B U3BBbHBEONHUYHATA NOMOLY,




NPUNOXEHUE 1B

NAUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABINKABAHE HA NEYEHWUETO C PACTEXEH
XOPMOH HAQL 18 TrOAULWLIHA BBb3PACT B U3BBbHBEOJNTHUYHATA NMOMOLL

A. 1l KPUTEPWN 3A NPOABLIMKABAHE HA NEYEHMETO (SANB/MKUTENHN CA BCUYKU KPUTEPUK)

MKB E23.0

poneu xopmoH (CTX), IGF-1 wiwnu IGF-BP-3* - HMCKU HMBA 3a CbOTBETHaTa Bb3pacT (Ha CTX -
TecToBe) ! -

scnearaHus !

:aa Kpbawa rnioko3a u HeAC !

.Hexcenana NekapcTBeHa peaKkuyust ¥ M3KNIOMBaLM KPUTEPUM MO ToYKa B

muaﬂusupaua KOMMCHA C OTPa3eHW aHaMHECTUYHIN JaHHW, KTMHMYHATa CUMITOMATMKA U EBOMIOTUBHUA X04 Ha 3abonasaHeTo

xyuemauma noTBLPXAaBalla AuarHo3ara W neveHueTo Ha 3abonssaHeTo B A€TCKa Bb3PACT, KpUTEpUMTE NO NpunoxeHue 1 v
AVMI U3CneaBaHus, cbobpasHo npunoxexue 2

*MpunaraCe B-CNy4anTe Ha NPeKLCHATO 3aMECTUTENHOTO NeYeHKe.

B. momum KPUTEPWM (NPY NPOABMKABAHE HA NEYEHUETO)

jbmymwrenuocr KbM aKTUBHOTO WMWK HAKOE OT MOMOLLHUTE BellecTsa
1Ap) gmaaaulo OCTPO Texko 3abonsasaHe

Me Ha aKTUBHU HOBOOGpasyBaHus
Akl Ha peunave Npy NpekapaHo 3nokavyecTeeHo HoBoobpasysaHue

ANEeHCUpaH 3axapex auaber - HeA1C Han 7.5%

NGO AWN S

_— M3UCKBAHWA HA H3OK NMPWU NEYEHWE NPU XUNOMATYUTAPU3BM U OEGULIMT HA PACTEXKEH XOPMOH
B M3BBLHBEONHUYHATA NOMOLL




MPUNOXEHVE 16

NUCT 3A ONPEAENAHE HA KPUTEPUMUTE NPU NPOABIMKABAHE HA NEYEHUETO C PACTEXEH
XOPMOH NP CNEANPOLEAYPEH XMNONUTYUTAPU3BM HAZL 18 TOAUWHA BB3PACT B

N3BBbHEONMHU4YHATA NOMOLY

AWPMM 3A NMPOABIMKABAHE HA NEYEHUETO (3AABMKUTENHU CA BCUYKU KPUTEPUMU)

MKB E89.3

5 nmr.:a Ha HEeXEeNaHa NeKapCTBeHa peakuus n M3KITIOYBALLV KPUTEPUM MO TOuKa B

'pewenne Ha cneLUanuaupana KOMUCHA C OTPa3eHM AHaMHECTUYHM AaHHW, KTMHUYHATA CUMNTOMATIKA W @BONIOTUBHUA XO4 Ha 3aBonsBaxeTo
2 MEeAMLMHCKE AOKYMEHTAUMsA, NOTBbPXAaBALLE xpwrepque no npunoxexve 1 v BCHKR Heoﬁxonmu ncneasanns, cwﬁpaeno npunoxexue 2

00 N O On BN IS0

L KPUTEPUM (NMPU NPOABIMKABAHE HA NNEYEHUETO)

Csp‘weﬂmmenmcr KBbM @KTMBHOTO WM HAKOE OT NOMOLLHMTE BellecTsa

'amBHo maqemaeuo 3abonsBaHe

a OCTPO KPUTHMHO aaﬁomaaue

unara

KTMBHA CbHHE anHes

saxapen .qmaﬁm' H'BMC Hap 7.5%

M3NCKBAHUA HA H3OK NPU NEYEHWE MPU XUNONUTYUTAPU3BM U JEGULIMT HA PACTEXEH XOPMOH
B U3BBLHBONHUYHATA NOMOLY,




NPUNOXEHWE 2

1. NEYEBHO-AWATHOCTUYEH ANIFOPUTBM

1. NEKAPCTBEHWM MPOAOYKTW, eknioueHn B [Mpunoxenne 1 Ha NMNC, xowto H3OK sannawa B CLOTBETCTBME C
AecTBalUTe HOPMATUBHW JOKYMEHTHW.

Taﬁnnua:?f =

AO3A

Do 18 rogmwHa Bb3pacT 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 MOAKOXHO NPW HEAOCTATBYHOCT WNKU HamaneHa
BMONOrMyHa aKTMBHOCT HA PACTEXEH XOPMOH

s 0,035 mg/kg TenecHo Terno AHEBHO MOAKOXKHO NPV HEAOCTaTLYHOCT Ha pacTeXeH XOPMOH npw
Cvhgpom Ha MNpagep-Bunn

.+ 0,045 - 0,050 mg/kg TenecHo Terno AHEBHO NOAKOXHO Npu CMHAPOM Ha TbpHBLP
s 0,045 - 0,050 mg/kg TenecHo Terno AHEBHO NOAKOXHO Npy Aeua ¢ GbOpeyHa HeaoCTaTBUHOCT U

n3ocTaBaHe B pacTexa
Hap 18 roguwiHa Bb3pacT 3a MKB E23.0, E89.3

0,15 - 0,3 mg gHesHO*npu nuua < 30 rog,
npu nuua > 30 rog — 0.2/0.3 Mr gHeBHO
NpyU No-Bb3pacTHX NaUWeHTU Ce NpUnarat MUHUManHu aHeBHW foam ot 0.1/0.2 Mr ¢ no-6aeHo

TUTpUpaHe)
2 Or 3 o 18 roauwHa BL3pact 3a MKE E23.0

s 0,66 mg/kg TENECHO TErNo, NPUNaraHa BEAHBK CEAMUYHO YPE3 NOAKOKHA UHKEKLNS

Ho 18 roguwHa Bb3pacT 3a MKB E23.0

HYDROCORTISONE
S e 6 -8 mg/m? TenecHa NOBLPXHOCT, pasfeneHu Ha 3 unu 4 npuema 3a 24 yaca

*KoHUEHTpE
CTOMHOCT.
ropHara rp
IGF-1, kato

NeUeHHeTo TPAE  npuemar pacramanxopmon A0 HUBa Ha IGF-I B ropHaTa FpaHMLa Ha HOPMATa, KOWTO He NpeBwwasaT +2 SDS. MoaaLpxawara
A03a ce yBenuyasa muauamsa noo‘rmnﬂo cnopeA Hueara Ha IGF-1 cbe cTbnka oT £15%, KaTo TOBa U3IMEHEHUE PAaAKo HaaBuwasa 1,0 mg/aeH.

2. NPOCNEASBAHE:

Tabnuua 2

XOPMOHATIHW
PX (CTX)

IGF-I unu IGF-BP-3
TSH **

fT4

loHapoTPONWHK, NONOBU CTEPOMAU /NPU AOCTUraHe Ha KOCTHa
Bb3pacT 3a MomueTa - 11 roguHu 1 3a mommuyeTa - 10 rognmHn/
HuBso Ha cyTpelueH KOPTM30N - cNOHTaHHO unwn npu Tect ¢ ACTH
UNK MHCYNWH (C Uen Aoka3saHe Ha Haa6L0peyHa HepoCTaTLYHOCT
nNpy XUNOMUTYNTAPUILM)

Na, K, Cl, KAC**** v X v

Koptuaon B 24 yacosa ypuHa**** X v

O i e

“

- WU3UCKBAHMWA HA H3OK MPWU NEYEHWUE NPU XUNOMUTYNUTAPU3BM U OESULIUT HA PACTEXXEH XOPMOH
B M3BBbHBEONHUYHATA NOMoLY



BUOXUMWUYHN
Fniokosa v X v
HeA,C v X v
ASAT v X v
ALAT v X v
mr v X v
AnkanHa cocdarasa v X v
eraranHoa KNMPBHC (npu XBH) v v
v v
338 KOCTHA Bb3PacT - A0 HaBbPLUBaHE Ha 25 ro. v 7
T Ha rnageH MosbK™™* v
A Ha 6an apob n AKP*
: ; CNeLWannCT opToneAua U TpaBMaTonorus™
qﬁuxonka Ha Tanua*** TenecHa v 7 v

= ‘-ranm‘-l camo Haa 18 ropuwwKa BLIpacT
AMLLHO NPU HaNW4Me Ha peanayanHa hoOPMAaLIAS M BEAHBXK HA 2 FOAWNHM NP TATICA Ha peanayanHa hopMauua camo Hag 18 roguwHa

Bb3pacTt

EkkAk

camo. npu HANWYHA HaABLOPENHa HEAOCTATLYHOCT NPK XVNOMMTYMTaPH3 LM

II. OBLUV USUCKBAHUSA

1. Brapacrosara rpal
cneuuanusupaHaTa Kow
2. MNpw HasHa4yaBaHe Ha rapanuﬂ NO NPOTOKON 33ABLMKUTENHO Ce Cbobpa3sBaT Bb3pacTOBUTE OrpaHUYEHUs, CBINACHO KpaTkara
XapaKkTepucTHKa Ha CLOTBETHWUA NeKapCcTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3MMXM.

3. H30K He sannaiija nevyeHne W3BLH ykasaHaTa BbL3PacTOBa rpaHULa B KpaTKaTa XapakTepucTUKa Ha NpoaykTa.

4. H30K He sannawa TieYenmne c 8031 Haf MaKCUMarnHo paspeLueHnTe No KpaTka xapakTepucTuka Ha NpoaykTa.

5. B cnyyait Ha HacTbAWNA NOA03MPaHa HeXenaHa nekapcTeeHa peakuvs, nekapaT ysegomsea MAJI no peaa Ha un. 184 ot 3NMXM.
Konue ot chobiieHuero-ce npunara/onucea KbM/B MeauumHckaTa AokymeHTaums Ha 30J1 npu kaHaMaaTcTBaHe 3a NeveHue.

6. Bcekun e-pOTOKON C€ U3AaBa Bb3 OCHOBA Ha U3A3AEH MeaULIMHCKM AOKYMEHT: cneuuanuaupana komucus B J1I36M Ha ocHoBaHue
Alp Ne 38 ,Onpege Ha nnaH Ha PeYeHVe ¥ NpocneasBaHe Ha TepaneBTUNHUA OTrOBOP NPU NAUMEHTW, NOMydYaBaL
CKbNOCTPYB ALl NeKape APOAYKTH no pepa Ha un. 78, 1. 2 330“.

Exsemnnsap Ha x : 038 ,OnpeaensHe Ha NNaH Ha NeyeHWe W NPOCNEASBAHE Ha TePaneBTUIHUA 0TrOBOP
npy NAUMEHTH, N . mmcmynmuu NEKAPCTBEHW NPOAYKTW NO peaa Ha yn. 78, T. 2 330", koifTo @ 0CHOBaHWE 3a M3gaBaHe
Ha NpOTOKON, NOAMKUCAH OT NeKaps crewuanucT/crneynanianpana komucus n 30J1 (poauTen, HacTORHUK/NPUEMEH poauTen), Ce Boau
no pea, onpeaeneH oT 1e4ebHOTO 3aBeAeHUE U Ce ChXpaHABa B kabuHeta Ha nekapa/koMucusiTa.

7. Npwn u3pasaHe Ha E-NPOTOKON NO pepa Ha excniepTU3aTa no 4n.7 o1 330, otnaaa HeobxoaWMOCTTa Aa ce NpefoCTaBAT 1
CbxpaHsasat npunoxerue Ne1 u npunoxesue Ne3 ot HacToswmre I ua Ha H30K".

8. MapasaHeTo Ha E-npoTokon ce OChHII|eCTEABA B CLOTBETCTBHE ChC CBBMECTHU ,YKasanua 3a paﬁora C nogajeH No enekTpoHeH
nbT npotokon IA/IB/IC (e-npoTokon), Mexay HaunonanHata aapaBHoocurypuTenHa kaca W Bunrapcku nekapcku cbio3 3a
npunaraHe Ha HauuoHanHws pamosaurompgéa mnuunncm‘re Aeﬁmcm

Ce u3uncnnaBea 8 HaBbpPLIEHW NOQUHK - T.€. BKIIOYUTENHO KbM AaTaTa Ha u3gaBaHe Ha NpoTokona ot

Hacmosuwume u3suckeaHus ca ymebpdeHu om ynpasumens Ha H30K cned PeweHue Ne PL-HC-04-70/12.06.2024z. Ha HadsopHus
cveem Ha H30K u npedeapumenHo cwenacyeaHe ¢ B/IC, Ha ocHoeaHue un.51, an.10 ebe ep. ¢ an.8 om [lpasunHuka 3a
ycmpolicmeomo u deldHocmma Ha HayuoHanHama 30pasHoocugypumenna kaca. MauckeaHusma enu3am & cuna om damama Ha
obHapodsaHemo um 8 JlbpxaseH eecmHUK® u ommeHsm Oelicmeawjume u3uckeaMus, 8 cuna om 03.11.2023z. Ha ocHoeaHue
pewerue Ne P-HC-04-81/17.10.2023z.

l'E" ; W3UCKBAHUA HA H3OK NMPW NEYEHWE NPU XUNONUTYUTAPU3BM U EGULIUT HA PACTEXEH XOPMOH
‘ﬁk B U3BbHBONHUYHATA NOMOLL



NPUNOXEHUE 3

AEKNAPAUNWA 3A UHOOPMUPAHO CBINTMACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ NPOABIIKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

~3an03Hax C UAnata MW npeaocTaBeHa WHAOpPMaUMA WM UENTa Ha NeJYeHWeTo ¢ NeKapCTBEeHWS

npoaykr T P P RTPRPPE M cnej kato nonydux uavepnaTtenHu OTroBOpu Ha

.__scmnexap

THS NEKAPCTBEH npoaykT we 6bae NnpekpaTeHo U HAMa

g W3UCKBAHWA HA H3OK MPU NEYEHWUE NP XUNOMUTYUTAPU3BM U AESULIMT HA PACTEXEH XOPMOH 10

B U3BbHBONHUYHATA NOMOLY,



