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M3UCKBAHUA HA H3OK NPU U3AABAHE HA NMPOTOKOJU 3A NMPOBEXAAHE HA JIEYHEHUE NPU
XUNOMUTYUTAPU3BM U NPU AESPULIUT HA PACTEXXEH XOPMOH B U3BBHBEOJIHUYHATA NMOMOLL

MpoToKonbT Ce M3aaBa OT cneuuanuaMpaHa KOMUCUS B neyebHo 3aBeaeHue 3a 60NHUYHA NOMOLL, CKMIOYUNO
porosop ¢ H30K. CneunanusmpaHuTe KOMUCUM Ce Cb3aBaT cbe 3anoses Ha AvpekTopa Ha J13:

3a Bb3pacT Ao 18 roguun: CBANAB ,,Mpod. a-p UBaH Mutes" — rp. Cocus - KnuHuka no enpokpuHonorus, auabet
1 reHeTnYHM 3abonasaHus K KNUHUKa No Hedponorus u xemoauanusa; YMBAI ,,Ceera MapuHa“ — rp. BapHa — MbpBa
JeTcKa KIIMHUKa, 3BEHO ,AeTcka enaokpuHonorus®; YMBAI ,,Ceetu MNeopru” — rp. Mnoeaus - Knuiuka no neaunatpus,
3BeHO ,AeTcka eHaokpuHonorus“; YMBAN ,,-p I'. Ctpancku® — rp. MneseH - Knuxuka no aetcku 6onectu.

3a Bb3pacT Hag 18 roguwHa Bb3pacT - YCBAJE ,,Akaa. UBaH MNeHuyeB” — rp. Codus - KnuHuka no eHaoKpuHonorus;
YMBAI ,,CBeta MapuHa“ — rp. BapHa - Knunuka no enpgokpuHonorus u 6onectu Ha obmsiHaTa.

. PEQO 3A 3ABEPABAHE HA NPOTOKOJNUTE

MpoTokonu 3a 3ano4BaHe Ha nevYeHue, Npu CMsiHa Ha TepanusaTa U NpU NPoMsAHa B fo3ara

=  MepauumMHcka AOKYMEHTaUuUs, NOTBbPXKAaBaLla Kputepuute no npunoxexue 1
1 BCUYKN Heobxoaumu uscneasaHus, Cbobpa3Ho npunoxexue 2
CNELUNAIIU3UPAHA = PeweHue Ha cneyuanusnpaHa KOMUCHUSA C iCHA MeQULIMHCKA MOTMBaLMSA 3a
KOMUCUA . 3anoyBaHe Ha TepanuNaTa, 3aAb/HKMTENHO ce 0TOensA3Ba NUNca Ha U3kNYBaLLm
Kputepum
/ = “llpoTrokon 3a npeanucBaHe Ha nekapcrea, 3annawanHn ot H3OK/P30OK" —
06p. M3-H30K
Komucus no un. 78, 1. 2 .| 3aBepka Ha npoTokona
ot 330 B LJY Ha H30K B P30K

MpoTokonu 3a npoabLMkKaBaHe Ha neyeHue 6e3 NpomsiHa B TepanusaTa

CNEUMATTUSUPAHA .| * PeweHue Ha cneunanuampaHa KOMMCHUS C ICHa MeaMUUMHCKA MOTUBAUMS 3a

KOMUCUA npoavnxasaHe Ha TepanuaTa, 3aAbMKUTeNnHo ce otbensisBa nunca Ha
M3KNIOYBALLM KpUTEPUM

3aBepka Ha npoTokona | * ‘“Mpotokon 3a npeanuceaHe Ha nekapcrTea, 3annawany ot H30OK/P30K” — o6p.

B P30K P M3-H30K

Il. OBLLU NONOXEHUA

1. E-npoTtokon ce u3paBa OT 4WEHOBE Ha cneuManu3upaHu KOMUCUM B nevyebHn 3aBefeHus, oka3Bawmu 60NHUYHA
mMeauumHcka nomouwy (JI3BIM) Ha ocHoBaHue ,Peluenne Ha cneuuanuaupaHa komucus“ o Allp Ne 38 ,OnpeaensiHe Ha nnaH
Ha neyeHvWe ¥ npocneasiBaHe Ha TepaneBTUYHUS OTrOBOP NPU NaLMEHTW, NONyyaBaly CKLNOCTPYBALUM NEKAPCTBEHM
NpoAyKT! no peaa Ha un. 78, T. 2 330" B cboTBeTCTBUE C HacToswwmTe M3anucksanus Ha H3OK. E-npoTokon ce m3gasa 3a
nepvog Ao 90 AHK Npu 3anoyBaHe Ha neyeHne v Ao 365 AHM NO NpeLieHka Ha cneuuanuaMpaHaTa KOMUCHUS 3a NOPeAEH Kypc.
2. 30N (nacTonHuk/poauTen) yaocrosepsaBsa ¢ noanuca cu B ,Pellenne Ha cneumanuaupaqa komucus“ no Alp Ne 38:
cnepHoto: ,XKenas aa mu 6bae oaobpeHo neyveHne C nekapcTBEHUS NPOAYKT, KAaTo AeKnapupam, Ye CbM yBeJOMeH 3a
AENCTBUETO Ha Ha3HaueHaTa nekapcTBeHa Tepanus W AaBaM MH(OPMMPaHO Cbriacue chbuiata aa Mu 6bae npunaraHa®;
~Cbrnacex/a CbM 3a M3NON3BaHe Ha NWYHUTE MU AAHHW 33 LENUTe Ha ekcneptusata‘; Kenas na 6baa yBenoMeH/a 3a
pesyntata ot ekcneptusata ot P3OK no eguH oT cnepHute HauuHu: no e-mail, TenedoH wnu Ha msicto B P30OK“:
.Pa3peluasam JOCTbN A0 €NEKTPOHHOTO MU 3APaBHO Jocue”.

3. flo nonyyaBaHe Ha uHGOPMaLMA 3a 3aNoYBaHe UMM NPoAbLMKAaBaHe Ha 3asaBeHOTO nevenune, 30J1 npogbmkaBa
TepanusaTa c nekapcTeeH/u NpoayKT/u, C KOUTO e NpoBeXaan Ne4YeHUeTo A0 MOMEHTA.

4. MNpeaw ctapTupaHe Ha Npolieca nNo usaaeaxe Ha E-npotokon Ha 30J1, cneunanuampaHaTta KOMUCHUSl OCbLLECTBABA cnpaska
Nno enexkTpoHeH NbT 3a usaaaeHu Ha 30J1 npeaxoaHN NPoToOKONK, NO ChLUWA NPocun Ha 3abonsisaHe. MpoLecLT No nsgasaHe
Ha E-npotokon ce peanusupa B MeauuMHCKUM codTyep. B HacTosiuTe M3MCKBaHMA ca NOCOYEHM HeobxoaumuTte
AOKYMeHTH 3a nspasaHe Ha E-npotokon Ha 30J1.

5. [lokymeHTUTE (ambynaTopHuTe NUCTOBE, €NWUKPU3M, M3CneABaHUs), KOUTO cbluecTBysaT B H3UC/MHdopMaumMoHHaTa
cuctema Ha H3OK, ce aeknapupart B E-npoTokona c TexHuTe yHukanHu Homepa (HPH).

WHdopmaumaTa, oTHOCMMa KbM U3aaBaHe Ha E-npoTokona, KoATo e B AOKYMEHT, KOWTO HSIMa eneKTPOHeH hopMAaT U He ce
CbAbpXxa B H3V|C, ce nogasa: KaTo ce nonbnsea B PeweHueto Ha cneunanun3vpaHa KOMMCUSi — OCHOBaHMe 3a usgaBaHe Ha
E-npoTokona unu 4OKyMEHTBT Ce CkaHupa U npukaya kbMm E-npoTokona.

6. Mpn usnasave wa E-npoTokon no peja Ha ekcneptusarta no un.78, 1.2 ot 330, oTnajga HeobxoauMOCTTa Aa ce
NPeAoCTaBAT u cbxpaHaBaT npunoxeHue Ne1 n npunoxexue Ne3 ot HacToswmTe ,M3ncksanna Ha H30K", npu cneanute
ycnoswus:

- 3a npunoxexue Ne1, noanMcaHo oT cneunanuavpaHarta KOMUCHS, NPU HANMYNETO Ha TEKCT B ,PelueHue Ha cneuManuavpana
komucusa“ no Allp Ne 38: ,Jluncear nskniousalym KpUTepuu 3a 3anousaHe/npoabikasaHe Ha nevexue c M

- 3a npunoxexune Ne3, nognucaHo ot 30J1, npn HaNU4METO Ha TekCT B ,PeLueHne Ha cneuManuaupaHa KoMUCHs“ No Allp Ne
38: ,)Kenas aa mu 6bae 0ao6peHo neyeHne ¢ NekapcTBEHNS NPOAYKT, KaTo AeKnapupaMm, Ye CbM YBEOMEH 3a AeNCTBMETO
Ha HasHayeHaTa nekapcTBeHa Tepanusa u Aasam WHGOpMUPaHO cbrnacue cbluaTta aa Mu 6bae npunaraHa

' - WU3NCKBAHUA HA H30K NPU NEYEHWE NPU XMNONUTYUTAPUIBLM U AEGULIUT HA PACTEXXEH XOPMOH
4 Z(‘ B U3BBHBONTHUYHATA NOMOLLY



NPUNOXEHUE 1A

NNCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NNEYEHUE NPU XUNOMUTYUTAPU3BM U
NPU AE®ULIUT HA PACTEXEH XOPMOH NoA 18 rOAULLHA Bb3PACT B U3BBbHBONMHUYHATA NOMOLL

A. |. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE (SAOBIDKUTENHU CA 1,4, 5,6 U 8 KPUTEPUA U 2, 3 UNN T U
8 KPUTEPUWA CBOBPA3HO MKB KOfl)

MKB E23.0, N18.0, N18.8, Q87.1, Q96.0, Q96.1, Q96.2, Q96.3, Q96.4, Q96.8, P05.0, P05.1, P05.2

CurypHa auarHosa, KNMHUYHA CMMNTOMAaTWKa, HUBO Ha PacTeXeH XOPMOH, KomnioTbpHa (KT) vwnu marHuTHo-
pesoHaHcHa ToMorpacdus (MPT) Ha xunoTtanamyc-xunocdusa 3a XMNnonuTyuTapmusbM (Npy Jeua Hag 5 roguwuHa
Bb3pacT - 2 Tecta 3a PX, aokassalum xvunodyHKUMA Ha xunodusarta; npu geua noa 5 roauiuHa BbL3pacT - AaHHW 3a
aHomanuu Ha xunodmsara ot MPT, Huckk PX npu cnoHTaHHa XxunornukemMust u/vnm Hucku Huea Ha |GF-1 n/unu IGFBP-
3); reHeTU4EH TecT (uuMToreHeTuyeH aHanus, FISH, AHK) 3a nzonupan/koM6uHupaH aecpnumnt Ha PX, CUHAPOM Ha
Turner n Cunapom Ha Prader-Willi, nokasaHa 6L6peyHa HeAOCTaTBLYHOCT M U3OCTaBaHe B pactexa (a0 18
roguliHa Bb3pacT), POAGHU Manku 3a recrtalMoOHHaTa CuM Bb3pacT geua u 6e3 nocTHaTanHoO HaBaKCBaHe B
pactexa '

HuBo Ha pacrexeH xopMoH (PX) npu cTUMYNaLyMOHHU TeCcToBe:
2 = PX(comatoTtponeH xopMoH - CTX) < 10 ng/ml npu peua !
® IGF-1 w/unu IGF-BP-3 - Hucku 6a3antu HMBa 3a CbOTBETHaTa Bb3pacT '

3 | KpeaTuHMHOB KNUpPBHC < 70 ml/min/ 1.73 m?2 1

4 | Pesyntar ot peHtreHorpacus 3a onpegensiHe Ha KOCTHa Bb3pact !

5 | HuBo Ha TSH u TupeouaHu xopmonu / fT4/ !

6 | U3cneaBaHe Ha 04HM AbHa - hyHAOCKONMS 2

- Camo npu Hanuuue Ha BTOPUYHA Haa6BLOPEYHA HEAOCTaTHLYHOCT — CMOHTAHEH CyTpelleH :copmson c

ycnopeaHo uamepsaHe Ha ACTH u/unu ACTH rect/uncynunoB Tect, KAC, itoHorpama (Na, K, ClI) 2

8 | Nlunca Ha uskniouBaLM KPUTEPUM NO TOYKA B

3abenexku:
al ctumynauuoHHuTe Tectose 3a PX ce npoBexaaT C MHCYNWH, FMIOKaroH, KNOHWANH-XMAPOXIOpUA (xnochasonuH) nnn apruHnH
xuapoxnopua,

6/ He ce usucksa nposexaaHe Ha CTUMYNALIMOHHY TecToBe 3a PX npw aokasaHu cuHapom Ha Turner u Prader Willi

B/ NP1 poAieHn Marnku 3a recTauMoHHaTa Cu Bb3pacT Aewia U 6e3 NOCTHAaTO HaBaKCBaHE B pacTexa Cca 3aabmKuUTenHu pbCcT U/unu
Terno <10-T1 nepceHTun no Fenton cnpsMo recTauMoHHaTa BbPacT NpW paxaaHe, NUNCca Ha HaBaKCBalL pacTex A0 2 roavwHa :
BBb3pacT (<-2.5 SDS) unu Ao 4 roauwHa BB3pacT (<-2.0 SDS), HacTosw pueT < -1SD cnpsiMo CpeaHo-poauTenckus (TapreTeH)
pbCT

r/ Hucbk PX Ha (hoHa Ha COHTaHHa XUMOTAIMKEMMUS UMa CTOMHOCT Ha PX-CTUMynaLmoHeH TecT

Al npu Hanuuve Ha Huckn IGF-1 wnunmu IGF-BP-3 u aokasaH MONEKynApHO-TEHETUMHO EHAOTrEHEH Aedvumt Ha PX unu PX ¢
HamaneHa 61oNorMyYHa aKTUBHOCT € MHAWULIMPAHO NEYEHUE C PACTeXEH XOPMOH, HE3aBUCUMO OT pesynTaTta Ha CTUMynauuoHHUTe
TectoBe 3a PX

e/ npu peua c xpoHnyHa GbBpeyHa HeAOCTaTYHOCT M M30CTaBaHe B pacTexa He Ce M3UCKBA onpeaensHe HUBa Ha pacTeXeH
XOPMOH U LMTOBUAHN XOPMOHM

'pewenue Ha cneuManu3upaHa KOMMUCHA C OTPA3EHN AHAMHECTUUHN AaHHW, KNMHUYHAaTa CAMNTOMATIUKa U EBOMNIOTUBHUA X0/ Ha 3a6oNsBaHeTo
2 MeaMUMHCKa AOKYMEHTaLUA, NOTBLPXAABALLA kputepuute no npunoxexue 1 U Bcuukn HeoGXOAMMY U3CNEABaHMUA, CbOBPa3HO NpUNoXeHue 2

W3cneasaHusTa 3a HEAOCTAaTLYHOCT Ha pacTexeH XOpMOH Ce NpoBeXAaT cnej 3anoyHara ageksaTHa 3amecTuTenHa Tepanua
NO OTHOLWIEHWEe Ha CbNbTCTBALLWN XOPMOHAaNHW HEAOCTaTLYHOCTU U NOCTUrHaTa KOMNeHcauus.

B. U3KIIOYBALLMY KPUTEPUM (MPU 3ANOYBAHE HA NEYEHUETO)

1. CBPbX4YyBCTBMTENHOCT KbM aKTUBHOTO MM HAKOE OT NOMOLLHUTE BeLecTBa
2. 3artBopeHu enucusn

3. [lpuapyxaBallo OCTPO UMM AEKOMNEHCUPAHO TEXKO 3abonssaHe

4. Hanuuue Ha akTUBHU HOBOOGpasyBaHus

5. HapyweH rnioko3eH TonepaHc, npu HeA1C Hag 6.5%

6. Epem Ha nanunarta

B W3MCKBAHMSA HA H30K NPV NIEYEHVE NPY XMMONUTYUTAPUIBM U AEGULIMT HA PACTEXKEH XOPMOH
&CA B U3BLHBOMHNYHATA NOMOLL
\w'



NPUNOXEHUE 1A

JNINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE C PACTEXEH
XOPMOH
NPy CNEANPOLIEAYPEH XMNONUTYUTAPU3BM HAQ 18 TOAULLHA BB3PACT B
N3BbHBEONHNYHATA NOMOLL

A. ll. KPUTEPUM 3A 3ANOYBAHE HA NNIEMEHUE (SAABIMKUTENHU CA BCUYKU KPUTEPUMN)

MKB E89.3

1 CurypHa guarHosa — Hanuuue Ha XUNOCOMaToTPONU3bM Ha hOHA Ha MOANEXALlo XvnoTanamo-
xunocdusHo 3abonseaHe cneg uHTepseHuus 1-23

HuBo Ha pacTexeH xopMoH (PX) u Ha nHcynuHonono6eH pactexeH dakrop-1 (IGF-1): 12

"  HWCKO 3a CbOTBETHaTa Bb3pacT HMBO Ha IGF-1, npu Hanuune Ha aeduunTU K Ha
2 ABa Apyrv ageHoXuNoguU3HN XOpMOHa

"  nOHe eauH CTUMYNauUMOHeH TecT 3a PX

MarHuTHo-pe3oHaHcHa ToMorpacdus unu KAT Ha rnaseH Mo3bk '2

3
4 | U3cnenBsaHe Ha KpbBHa rMIOKO3a 1 npu Heobxoaumoct KIM, HbA1c 12
5

KoHcynTauus cbec cneumanuct o4Hu Gonectu U nicneaBaHe Ha OMHU AbHa (byHaockonus) 12

6 | Jlunca Ha u3knNOYBaLLKM KPUTEPUK NO TouKa B

pewenue Ha cneunanuaupaHa KOMUCHS C OTPa3eHN aHAMHECTUUHN AAHHW, KNMHUYHATA CUMNTOMATUKA U EBOMIOTUBHUS XO4 Ha
3abonssaHeTo

2 MeAMUMHCKa AOKYMEHTaLUA, NOTBbPXKAABALLA KpuTepuuTe no nNpunoxeHue 1 1 BCU4KM HEOOXOAMMM M3cneaBaHuUs, CboGPasHO
npunoxexHue 2

B. USKIMIOYBALLU KPUTEPUM (NMPU 3ANOYBAHE HA NNEYEHUETO)

CBpbXUYBCTBUTENHOCT KbM aKTUBHOTO MNU HAKOE OT NOMOLLHUTE BeLLecTBa
Bb3pact Hap 65 roauHu

BpemeHHOCT U kbpMeHe

Hanuuve Ha akTUBHO 3nokayecTBeHo 3abonssaHe

Hanuumne Ha oCcTpo kpuTU4HO 3abonsBaHe

Epnem Ha nanunara

HapyuieH rnioko3eH TonepaHc, npu HeA1C Hap 6.5%

NOO b w gk

WU3NCKBAHUA HA H3OK MPU NEYEHUE NPU XUNONUTYUTAPU3BLM U EGULINT HA PACTEXXEH XOPMOH 1
B U3BBLHBONHUYHATA NOMOLL,



NPUNOXEHWE 16

NNCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABINKABAHE HA NNEYEHUETO NPU
XUNONUTYUTAPU3IBM U AEPULINT HA PACTEXXEH XOPMOH NoA 18 rOAULLHA Bb3PACT B
U3BBbHBONMHUYHATA NMOMOLY

A. |. KPUTEPUU 3A NPOOABINKABAHE HA NEYEHUETO (SAABIMKUTENHU CA BCUYKU KPUTEPUWN)

MKB E23.0, N18.0, N18.8, Q87.1, Q96.0, Q96.1, Q96.2, Q96.3, Q96.4, Q96.8, P05.0, P05.1, P05.2

1 | OueHka Ha hbu3n4eCcKO pa3BUTUE U KOCTHO Chb3psaBaHe '

2 | U3cnepBaHe Ha kpbBHa rnoko3a u HeA1C !

3 | Hueo Ha IGF-l unu IGF-BP-3 1

4 HuBo Ha roHagoTponuHm, nonosu crepouam '

5 Camo npw Hanuune Ha HapObLOpeyHa HeaoCTaTBLYHOCT — TenecHa NoBbpXHOCT (m?), kopTuson B 24
YacoBa ypuHa, oHorpama (Na, K, Cl), KAC :

6 | KpeatuHuHoB knupbHc (npu XBH) *

7 | N3cnepBaHe Ha 04HM AbHa — oyHaockonus 1 2

8 | Pesynrar ot peHTreHorpachus 3a onpeaensiHe Ha KOCTHa BbapacT ' 2

9 | llunca Ha uskniouBaWwy KPUTEpPUN No Touka b

'pewenue Ha cneunanuanpaHa KOMUCHS C OTpa3eHu aHaMHECTUYHN AaHHMW, KNMHUYHATA CUMNTOMATUKA U €BONIOTUBHUA XO4 Ha
3abonaBaHeTo

2 MEeAULMHCKa AOKYMEeHTauus, noTebpXKAaasalla KpUutepuute no npunoxeHue 1 u BCUYKU Heobxoaumu uscneaBsaHusa, cbobpasHo
NpuUnoxXeHue 2 n pacTexHa KpUBa Ha NaLMeHTa - npu CMAHa Ha TepanusaTa 1 Npu NPpoMsAHa B A03aTa

B. U3KITIOYBALLM KPUTEPUU (MPU NPOABLIMKABAHE HA NEYEHUETO)

CBpbXUyBCTBUTENHOCT KbM aKTUBHOTO UMM HSIKOE OT NOMOLLIHUTE BELLecTBa

3aTeBopeHu enncusm (C UKNIOYEHUE HA NALIMEHTH C XMNONUTYUTAPU3LM W cuHapom Ha Prader-Willi, kouto no 18
roaviiHa Bb3pacT NpoAbIiXaBaT fIe4eHUETO B 403U 3a Bb3PACTHY)

Mpuapyxasallo ocTpo Texko 3abonssaHe

Hanunuue Ha akTMBHM HOBOOGpa3yBaHus

Mpu3Haum Ha peunans Npu NpekapaHo 3NoKa4YecTBEHO HOBOOBpa3syBaHue

HapyuueH rniokosex Tonepaxc, npu HBA1C Hap 6.5%

BpemeHHOCT 1 kbpmeHe

N =

NO b

W3NCKBAHUA HA H3OK MPU NNIEYEHUE NPU XMNONUTYUTAPU3BLM U AEGULIUT HA PACTEXXEH XOPMOH
B U3BBLHBONTHUYHATA NOMOLLY,




NPUNOXEHUE 16

JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABINKABAHE HA JNIEMEHUETO C PACTEXEH
XOPMOH HALA 18 TOAULLHA BBH3PACT B U3BbHBONTHUYHATA NMOMOLL

‘A. ll. KPUTEPUN 3A NPOABIMKABAHE HA NEYEHUETO (SAQBIMKUTENHU CA BCUYKU KPUTEPUM)

MKB E23.0

1 KnuHuyHa oueHka 1 2

Husa Ha comaTorponeH xopmoH (CTX), IGF-1 w/vnu IGF-BP-3* - HUCku HUBa 3a CLOTBETHaTa

< Bb3pacT (Ha CTX - npu cTuMynaumoHHu tecrose) !

3 BuoxvummnuHm nscneasanus 12

4 MacneasaHe Ha kpbBHa rniokosa n HeA1C 12

5 Jlunca Ha HexenaHa nekapcTBeHa peakuus U U3KNIOYBaLLY KPUTEpMM No Touka B

TpeweHune Ha cneuuanuaupaHa KOMMUCHS C OTPa3eHN aHaMHECTUYHU p,a’mm, KNWHWYHATa CUMNTOMATUKA U €BONIOTUBHUA XOA Ha
3abonssaHeTo

2 MeanuuHCKa AOKyMeHTauua, noTebpXaasalla AunarHosarta u neyeHneTo Ha 3abonseaHeTo B AEeTCKa Bb3pacCT, Kputepuute no
npunoxexnue 1 u Bcuuku HeobxoanMmn nscneasaHus, Cb06pa3Ho npunoxeHue 2 - npu CMAHa Ha TepanuaTa U Npu NpoMsiHa B Ao3aTa

*I'lpunara Ce B CniyyanTe Ha NpeKbLCHATO 3aMeCTUTENHOTO neyvyeHue.

B. U3KNIOYBALLWU KPUTEPUU (NPU NPOOABIMKABAHE HA NEYEHUETO)

CBpbX4yBCTBMTENHOCT KbM aKTUBHOTO UMK HAKOE OT NOMOLLIHUTE BeLlecTsa
Mpuapyxasallo ocTpo Texko 3abonssaHe

Hanuumne Ha akTuBHM HOBOOGpa3yBaHus b
MpusHauym Ha peunaus Npu NpekapaHo 3NoKauYecTBEHO HOBOOGpa3syBaHue
[lekomneHcupaH 3axapeH anabet - HBA1C Hap 6.5%

BpemeHHOCT 1 KbpmeHe

Enem Ha nanunara

No o b wh 2

‘g WM3NCKBAHNA HA H30K NPW NEYEHWE NPU XUMNONUTYUTAPU3BLM U AEGULIUT HA PACTEXKEH XOPMOH
‘ (4 B M3BBHEONHUYHATA MOMOLLY
‘ 3



NPUNOXEHUE 16

JINCT 3A ONPERENAHE HA KPUTEPUUTE NPU NPOABINKABAHE HA NNEYEHUETO C PACTEXEH
XOPMOH NPU CNEANPOLIEAYPEH XMNONUTYUTAPU3BM HAAl 18 TOAULLHA BB3PACT B
N3BbHBONTHNYHATA NOMOLL

A. lil. KPUTEPUU 3A NPOOABINKABAHE HA NNEMEHUETO (SAABIMKUTENHN CA BCUYKU KPUTEPUM)

MKB E89.3

1 | KnuHuyHa oueHka ' 2

2 | HuBO Ha comaToTponeH xopmoH (CTX) # - IGF-1 wiunm IGF-BP-3 ' 2

3* | MaruuTHo-pe3oHaHcHa Tomorpadus unm KAT Ha rnaseH Mosbk ' 2

3 | Bruoxumuunu nscneasanus ! 2

4 | WacnepsaHe Ha KpbBHa rniokosa v HBAC 1 2

5 | lunca Ha HexenaHa nekapcTBeHa peakuus U U3KNIOYBaLLYU KpUTEpUU No Touka b

pewenne Ha cneunanuaupaHa KOMUCHS C OTPA3EHM aHAMHECTUYHU AAHHM, KNMHWUHATA CUMNTOMATUKA U EBOMIOTUBHUS XOA Ha
3abonssaHeTo

2 MEAULMHCKA AOKYMEHTALWs, NOTBLPXAABALLA KPUTEPUMTE NO NPUNOXeHUe 1 M BCHYKN HEOBXOAMMU M3CNeaBaHMs, cbobpasHo
npunoxeHue 2 - Npu CMsiHa Ha TepanuaTa U Npu NPOMsHa B f03aTa

B. U3KITIOYBALLIM KPUTEPUU (MPU NPOABINKABAHE HA NEYEHUETO)

CBpPBbX4YBCTBUTENHOCT KbM aKTUBHOTO M/ HAKOE OT NOMOLLIHWUTE BelecTBa
Bwb3pact Hag 65 rogunu : i
BpemeHHOCT 1 kKbpMeHe

Hanuune Ha aKTUBHO 3n0okayecTBeHo 3abonsBaHe

Hanuuue Ha ocTpo kpuTu4HO 3abonsaBaHe

Epnem Ha nanunata

WN3sBa Ha o6CTPyKTUBHA CbHHA anHes

[ekomneHcupaH 3axapeH aunabet - HBA1C Hapg 6.5%

DNDNE IO =

WU3NCKBAHUA HA H30K NPU NEYEHWE MPU XUNONUTYUTAPU3BLM U AEGULINT HA PACTEXXEH XOPMOH
B U3BBHBONTHUYHATA NMOMOLL
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NPUNOXEHWE 2

L NEYEBHO-AUMATHOCTUYEH ANNTTOPUTBM

1. NEKAPCTBEHM NPOAYKTW, eknioueHn B MpunoxeHne 1 Ha MNC, kouto H3OK 3annawa B cvoTeetcTBue C
AecTBaLuMTe HOpMaTUBHU AOKYMEHTH.

Ta6bnuua 1
AO3A
INN [o 18 roguwHa BB3pact-3a MKB E23.0, N18.0, N18.8, Q87.1, Q96.0, Q96.1, Q96.2,

Q96.3, Q96.4, Q96.8, P05.0, P05.1, P05.2
e 0,025 - 0,035 mg/kg TenecHo TErnO AHEBHO NOAKOXHO NPWU HEAOCTaTbYHOCT UNU
HamaneHa 61MonorMyHa aKkTUBHOCT Ha PacTeXeH XOPMOH
e 0,035 mg/kg TenecHo Terno AHEBHO NOAKOXHO NPU HEAOCTATbYHOCT Ha pacTeXeH
xopMoH npu CuHapom Ha lMNpagep-Bunu u npu poaeHn manku 3a rectauuoHHaTa cu
Bb3pacT Aeua u 6e3 nocTHaTanHo HaBakCBaHe B pacTexa
e 0,045 - 0,050 mg/kg TenecHo Terno AHEBHO NOAKOXHO Npu CUHAPOM Ha THPHBLP

FOMATROPIN e 0,045 - 0,050 mg/kg TenecHo Terno AHEBHO NOAKOXHO Npu Aeua ¢ 6bOpeuHa
HEeAO0CTaTbYHOCT U U30CTaBaHe B pacTexa -

Hap 18 roguwHa Bb3pact 3a MKB E23.0, E89.3
¢ 0,15-0,3 mg aHesHO* npu nuua < 30 roa
e npu nuua > 30 roa — 0.2/0.3 Mr AHEBHO
e NpU NO-Bb3PACTHU NaLMEHTU Ce Npunarat MUHUMaNHU AHeBHU Ao3u ot 0.1/0.2 mr ¢
no-6aBHO TUTPUpaHeE) - :
: Ot 3 no 18 ropuwHa BBL3pacT 3a MKB E23.0

SOMATROGON** ‘

¢ 0,66 mg/kg TenecHo Terno, npunaraHa BeAHbX CEAMUYHO Ype3 NOAKOXKHA MHXEKLMS
[o 18 roanuHa Bb3pacT 3a MKB E23.0
HYDROCORTISONE

e 6 - 8 mg/m? TenecHa NOBbLPXHOCT, pa3aeneHun Ha 3 unu 4 npuema 3a 24 vaca

*KOHLIEHTpaUMsTa Ha MHCYNMHONOA0GHUSA pacTexeH dakTtop | (IGF-I) aa 6bae makcumanHo Ao +2 SDS oT kopurupaHara
3a Bb3pacTTa cpeaHa ctonHocT. MauvenTtute ¢ Hopmanhu IGF-l KOHUEHTpauun B Ha4anoTo Ha neveHueto Tpsibea aa
npueMaTt pactexeH XOpMOH A0 HuBa Ha IGF-l B ropHaTa rpaHuLa Ha HOpmarta, KOuTO He npesuwasart +2 SDS.
MNoaabpxallata Aosa ce yBenuyasa wnv Hamanssa NocTeneHHo cnoped HuBaTa Ha IGF-1, kato psako Hapsvwasa 1,0
mg/aeH. .

**KoHueHTpaumusaTa Ha uHCynuHonoao6Hus pacrexen cakrop | (IGF-1) aa 6bae MakcumanHo Ao +2 SDS oT kopurmpaHara
3a Bb3pacTTa cpeAHa CTOMHOCT npu npoba, B3eTa Ha 4-a AeH crnej nocnegHarta npunoxeHa nosa. [auveHtuTe ¢
HopmanHu IGF-| koHUeHTpauun B Ha4anoTo Ha Ne4YeHneTo TpsabBa Aa NpueMat pacTeXeH XOpMOH A0 Huea Ha IGF-| B
ropHata rpaHvua Ha Hopmara, kouto He npesuwasat +2 SDS. Moaabpxauwiata fosa ce ysenuyasa Mnu Hamansisa
nocrteneHHo cnopea HuBarta Ha IGF-1 cbe cTbnka ot £15%, kaTo ToBa U3MEHeHUe psaKo Haasuwaea 1,0 mg/aeH.

- W3UCKBAHUA HA H30K MPU NEYEHUE NMPU XUNONUTYUTAPU3BM U AESGULINT HA PACTEXXEH XOPMOH 8
37«‘ B U3BBbHBONIHUYHATA MOMOLL



2. NPOCHNEAABAHE:

TaGnuua 2

NEPUOJ HA NEYEHVE _

~ W3CNEABAHMS e e e T e

XOPMOHANHW

PX (CTX)

IGF-| unu IGF-BP-3

TSH **

T4

FoHagoTpONUHKA, NONOBK CTEpoMAM /Npu AOCTUraHe Ha KOCTHa
Bb3pacT 3a MmoMueTa - 11 roanHmn u 3a momuyeta - 10 roguuwn/

SESESENES

HuBO Ha cyTpeweH KOpTU3ON - CNOHTaHHO unu npu Tect ¢ ACTH wnnu
VHCYNIMH (C uen pokasBaHe Ha Hap6bbpeyHa HeAOCTaTbYHOCT NpuU
XUNONUTYMTApN3bM)

<

Na, K, Cl, KAC****

KopTuson B 24 yacosa ypuHa****

x
<

BMOXUMNYHN

[nioko3a

HBA1C

ASAT

ALAT

T

X [ X [ X [X[|X[X

AnkanHa gocdarasa

SESEST SN SEATS
AN N N IR NI N IR N IR N

KpeatuHuHos knupwsHc (npu XBH)

MHCTPYMEHTANHU U KOHCYNTALUU

KoHcynTaums cbe cneuuanucT ouHu 6onectu — yHaockonus

<
«

EKI™

PeHtreHorpacgua 3a KOCTHa Bb3pacT — A0 3aTBapsiHe Ha /
enncusute

KAT w/unu MPT Ha rnaBeH mMo3bk**** v

PentreHorpacdus Ha 6an apo6 u AKP*

KoHcynTaums CbC CneunanucT optToneans u TpaBMaTonorus®

APYTU

Pwct, TenecHo Terno, o6ukonka Ha Tanua***, TenecHa v
NOBBPXHOCT***** :

*no npeLieHka

** camo 3a geua

***obukonka Ha Tanua — camo Haj, 18 rogullHa BL3pacT

**** BEAHBX FOAULWIHO NPYU Hanuuve Ha peauayanHa opmauns U BeAHBX Ha 2 FOAUHM NPV NIUNCa Ha pesudyanta dopMauus camo Hag 18
roAMLLHA Bb3pacT

*****camo Npu Hanu4yHa Haa6LOpeYHa HeAOCTaTLYHOCT NPU XMNONUTYUTAPU3BM

Il. OBLLU U3UCKBAHUA

1. Bb3pacToBaTa rpaHuUa Ce U3YNCNABA B HAaBBLPLUEHW TOAWHN - T.e. BKMIOYWTENHO KbM AaTaTa Ha W3jaBaHe Ha NpPOTOKona oT
cneuuanuampaHaTa KOMUCUS. 3 2

2. Mpu HasHauaBaHe Ha Tepanus NO NPOTOKON 3aABLIKUTENHO Ce CLOOPa3ABaT BLIPACTOBUTE OFPAHUMEHUS, CBLFNACHO KpaTkaTa
XapaKTepucTuka Ha CbOTBETHUA NIeKapCTBEH NPOAYKT, yTBbpAEHa no peaa Ha 3MMXM.

3. H30K He 3annawja neyeHue U3BLH ykasaHaTa Bb3pacToBa rpaHULA B KpaTkaTa XapakTepucTuka Ha npoayKTa.

4. H3OK He 3annauya neyeHune ¢ 4031 HaJ, MAaKCUMaNHO Pa3peLLEeHNTE NO KPaTka XapaKTEPUCTUKA Ha npoaykTa.

5. B cnyuait Ha HacTbNMNa NoA03MpaHa HeXenaHa nekapcTeeHa peakuys, nexkapaT ysegomssa UAN no peaa Ha un. 184 ot 3J/INXM. Konue
oT cbobLYeHneTo ce npunara/onucea KbM/B MEAMLIMHCKATa AOKyMeHTaums Ha 30J1 npu kaHAWAATCTBaHE 3a NeyeHune.

6. Bceku e-npoTokon ce U3AaBa Bb3 OCHOBA Ha U3AaAeH MeAULIMHCKM AOKYMEHT: cneuvanuanpaHa komucus B JI3BINM Ha ocHoBaHue Allp
Ne 38 ,OnpepensiHe Ha nnaH Ha neueHWe U NPOCNEAsiBaHe Ha TepaneBTUYHWA OTrOBOP NPW NALMEHTH, nony4yasal¥ CKbNOCTpPyBaLUu
nekapcTBeHW NPOAYKTU NO peAa Ha un. 78, 1. 2 330"

Eksemnnap Ha xapTueH HocuTen oT Alp Ne 38 ,OnpepensHe Ha NnaH Ha neyeHWe W NPocneasBaHe Ha TepanesTUYHUA OTroBOP Npu
nauueHTy, nony4asalum CKbNocTpyBaLLy nekapcTBeHN NPOAYKTH NO peaa Ha un. 78, T. 2 330", KOUTO e OCHOBaHMWe 3a U3AaBaHe Ha NPOToKON,
noAnucaH oT nekapsa cneuuanuct/cneunanuanpaxa komucnsa u 30J1 (poauTen, HaCTOMHUK/NPUEMEH POAUTEN), Ce BOAW NO pea, onpeaeneH
OT ne4ebHOTO 3aBeAeHMe U Ce CbXpaHsBa B KabuHeTa Ha nekaps/KOMUCHATA.

7. Npu n3pasave Ha E-npotokon no peaa Ha ekcneptusara no un.78, 7.2 ot 330, oTnaga Heo6XOAMMOCTTA Aa Ce NPEAOCTABST U CbxpaHsBar
npunoxexue Ne1 n npunoxexune Ne3 ot HacToswuTe ,M3ncksanua Ha H3OK".

8. UspasaHeTto Ha E-NpoToKon Ce OCLLECTBABA B CLOTBETCTBUE CbC CHLBMECTHU ,Yka3aHus 3a paboTa ¢ nogageH no €NEeKTPOHEH NbT
npotokon IA/IB/IC (e-npoTtokon)‘, mexay HauuoHanHaTa 3ppaBHoOCUrypuTenHa kaca u Bwnrapcku nekapcku Cbi03 3a npunaraHe Ha
HauvoHanHus paMkoB A0roBOp 3a MeAULIMHCKUTE AENHOCTY.

Hacmosiwume usuckearus ca ymewpdeHu om ynpasumensi Ha H30K cned Pewerue Ne PL-HC-04-00-38 om 29.04.2026 2. Ha Had3opHusi
cweem Ha H30OK u npedsapumento cbanacysare ¢ B/1C, Ha ocHoeaHue un.51, an.10 ebe 6p. ¢ an.8 om MpasunHuka 3a ycempolicmeomo u
OelHocmma Ha HayuoHanHama 30paeHoocuzypumenHa kaca. M3uckeaHusima enusam € cuna om damama Ha obHapodsaHemo uM e

AvbpxaeeH eecmHuk“ u ommeHsm Oelicmeawjume u3uckeaHusi, & cuna om 05.07.20242. Ha ocHoeaHue PeweHue Ne PAO-HC-04-
70/12.06.2024 .

WM3NCKBAHUA HA H3OK MPU NEYEHUE NPU XUNOMUTYUTAPUIBM U AEGULINT HA PACTEXXEH XOPMOH
B U3BBbHBEONHUYHATA NOMOLL




NPUNOXEHME 3

AEKNAPALUA 3A MUHOOPMUPAHO CBIMACHUE C USUCKBAHUATA 3A 3AMOYBAHE/
NPOABIMKABAHE HA NEYEHMETO C NNEKAPCTBEHUA NPOAYKT

..........................................................................................................................................................................

cneg Karto ce 3ano3Hax  C usanata mMu npeaocraeseHa - MH(opmaums W uenta Ha neYeHWeTo C neKapCcTBEeHus

gy o SRR ¥ Creg KaTo Nony4ux U34epnaTterntu OTroBOpy Ha
NOCTaBEHUTE OT MEH BLNPOCH, ieKnapupam ye: : '

1. lle cnassam npenopb4aHaTa M1 CXxema Ha NieYeHne U NEPMOANYHOCT Ha KOHTPOMHWUTE nperneau.

2. PepoBHO wie ce siBAIBAM Ha KOHTPONHW NMperneau W HsMa [Ja NPOMEHSIM CAMOBOMHO UMM MOA APYro BHYLIEHWe
HasHayeHaTa My Tepanusl.

3. Tlpn npeycTaHoBsiBaHe Ha NIEYEHUETO MO NPUHMHM, HENPOM3TMYALLM OT PeLUeHneTo Ha Komucusita 3a ekcnepTusm B
P3OK u/mnu Komucusta no un. 78, 1.2 ot 330, wwe yBeaoms He3abaBHO NUYHUA CU fiekap.

4. Tlpu HecnasBaHe Ha NOCOYEHUTE ycnoabm NEYEHUETO MK C ynomeuamﬁ nexavpcraeﬁ NpoAyKT liie 6be NnpekpaTeHo U
HsiMa Aa umam npeteHuun kbm H30K.

M3NCKBAHUA HA H3OK MPW NIEYEHUE NPU XUNONUTYUTAPU3IBM U QEGULIUT HA PACTEXXEH XOPMOH i
B U3BbHBEONHUYHATA NOMOLL
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