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U3UCKBAHUA HA H3OK NMPU U3OABAHE HA NMPOTOKOJIN 3A NPOBEXAAHE HA JIEMEHUE MNPU
XUMOMUTYUTAPU3IBM U NPU AE®ULIUT HA PACTEXEH XOPMOH B U3BBbHBOJTHUYHATA NMOMOLL

MpoTokonbT ce M3gaea OT cneuvanusnpaHa KOMUcus B neyebHo 3aBedeHUe 3a GONMHMYHA NMOMOL, CKIHOYUIO
poroeop ¢ H30K. CneunanusmpaHuTe KOMUCUM Ce Cb3aBaT CbC 3anoBef Ha gupekTopa Ha J13:

3a Bb3pacT go 18 roguuu: CBANAB ,,Mpod. a-p UBaH MuteB" — rp. Cocpus - KnuHuka no eHgokpuHonorusi, anabet
N reHeTUYHU 3abonsiBaHUS U KNUMHKWKA No Hedponorua u xemoananusa; YMBAI ,,CeBeta MapuHa“ — rp. BapHa — lNbpBa
[eTcka KnuHUKa, 3BeHo ,AeTtcka eHpgokpuHonorusa®; YMBAI ,,Ceetu MNeopru” — rp. NMnosaus - KnuHuka no neamatpus,
3BeHO ,aeTcka eHpokpuHonorus; YMBAI ,,[-p . CtpaHcku® — rp. MneBeH - KnuHuka no aetcku 6onectu.

3a Bb3pacT Haa 18 roamwiHa Bb3pacT - YCBAIJE ,,Akap. UBaH MeHuyeB” — rp. Codms - KnuHmka no eHaoKpUHONorus;
YMBAI ,,CBeta MapuHa“ — rp. BapHa - KnuHuka no eHgokpvHonorusi u 6onectu Ha obmsHaTta.

. PEQ 3A 3ABEPABAHE HA NPOTOKOJIUTE

[MpoTokonu 3a 3ano4BaHe Ha nNevyeHue, Npu CMsiHa Ha TepanuaTa U NpyU NpoMsiHa B Ao3aTa

*  MeaumumHcka OoKyMeHTaLuusi, NoTBbpXKaaBalla Kputepuute no npunoxexue 1
1 BCUYKM HeOBXoavMU n3cneaBaHus, CbobpasHo npunoxeHue 2
CI1ELWIAJ1VI3VIPAHA > - PeweHue Ha cneynanu3npaHa KOMmcusa C AcHa MegumunHCKa MoTueBauma 3a
KOMUCHA 3ano4yBaHe Ha TepanuaTa, 3a4b/DKUTENHO ce otbensassa nunca Ha n3Kn4BaLin
Kputepum
= ‘MpoTtokon 3a npeanucBaHe Ha nekapcTea, 3annawaHn ot H3O0K/P3OK” —
o6p. M3-H30K
Komucusa no un. 78, 1. 2 N 3aBepka Ha npoTokona
ot 330 B LY Ha H30K ”| B P30K

[MpoTokonu 3a npoabMKaBaHe Ha neYyeHne 6e3 npomMmsiHa B TepanudTa

CMNEUMAITIUBNPAHA N PelwieHue Ha cneumanu3ampaHa KOMUCUA C SCHa MeaduUMHCKa MOTMBaUMs 3a

KoOMucusa “1 npogbkaBaHe Ha TepanusaTa, 3agb/lKUTENnHo ce oTbenssBa nunca Ha
N3KIOYBALLM KpUTEPUM

3aBepka Ha NPOTOKONAa | =  “MpoToKon 3a npeanuceaHe Ha nekapcTea, 3annawan ot H3OK/P3OK” — o6p.

B P30K M3-H30K

Il. OBLLX NMONOXEHUA

1. E-npoTokon ce uspaBa OT YJIEHOBE Ha cneunanu3npaHu KOMMcUn B nevye6HU 3aBeAeHUs, oka3Balym G0NHUYHa
MepuumHcka nomouy (J1I36IM) Ha ocHoBaHwue ,Peluenne Ha cneunanuanpaHa komvcusi no Allp Ne 38 ,OnpegensiHe Ha nnaH
Ha nedvyeHue W npocrnegsiBaHe Ha TepaneBTUYHMS OTTOBOP MPW MNauMEHTW, MOoNyyaBaliy CKbMOCTPYBALUWM IEeKapCTBEHU
npoaykTu no pega Ha un. 78, 1. 2 330" B cboTBeTCTBUE C HacTosiwmTe U3nckBaHmna Ha H3OK. E-npoTokon ce u3gasa 3a
nepviog Ao 90 AHM Npu 3ano4vBaHe Ha neyeHve 1 o 365 AHKM No NpeueHka Ha cneumanuavpaHaTa KOMUCKs 3a NnopeaeH Kypc.
2. 3011 (HacTolHMK/poauTen) yaocToBepsiBa ¢ noanuca cu B ,PelleHne Ha cneunanuavpara komucus* no Allp Ne 38:
cnegHoTo: Kenaa oa My 6bae ogobGpeHo neyeHne ¢ NekapCTBEHWUs MPOAYKT, KaTo Aeknapvpam, Ye CbM yBe[OMEH 3a
[e’cTBMeTO Ha Ha3HaveHaTa fekapcTBeHa Tepanusa U AaBaM MHOpMMpaHO Cbriacue cbliata ga My 6bae npunaraHa“;
,CbrnaceH/a cbM 3a M3Mon3BaHe Ha NNYHWUTE MW OaHHW 3a LenuTe Ha ekcrneptu3ata“; ,)Kenas ga 6baa yBegomed/a 3a
pesynTata oT ekcrnieptu3ata ot P3OK no eguH oT cnegHute HauuHu: no e-mail, TenedoH unu Ha macto B P3OKY
.PaspeluaBam JOCTbN A0 ENEKTPOHHOTO MW 34pPaBHO JOcue”.

3. [lo nony4yaBaHe Ha uHdopMauusa 3a 3ano4BaHe UNU NpoAbiKaBaHe Ha 3asABeHOTO neyeHue, 30J1 npoabMmkaBa
TepanusTa c fiekapCTBEH/M NPOAYKT/U, C KOUTO e NpoBeXAar Jie4eHMeTo A0 MOMEHTa.

4. Mpeam ctapTMpaHe Ha npoueca no nsgaeaHe Ha E-npotokon Ha 30J1, cneunanunsnpaHata KOMMCUSi OCBLLECTBSIBA CripaBka
Mo eNeKTPoHeH MbT 3a n3gapexn Ha 30J1 npeaxoaHM NPOTOKONM, NO ChLuUsi Npodun Ha 3abonseaHe. MpouecbT No nsgaeaHe
Ha E-npoTokon ce peanusvpa B MeguuMHCKM codTyep. B HacTosiwmTe M3MCKBaHMA ca MOCOYEeHU HeobGxoaumuTte
LOKYMEeHTH 3a usgaBaHe Ha E-npotokon Ha 30]1.

5. [okymeHTUTe (ambynaTopHWTEe NUCTOBE, enVKpWU3M, uscneaaHusi), kouto cbuiectsyBaT B H3WC/MHdopmaumoHHaTa
cuctema Ha H3OK, ce geknapuvpat B E-npoTokona ¢ TexHute yHukanHu Homepa (HPH).

MHdopmauumaTa, oTHoCKMa kbM M3faBaHe Ha E-npoTokona, KosaTo e B JOKYMEHT, KOWTO HsIMa enekTpoHeH hopMaT 1 He ce
cbabpxa B H3NC, ce nogaea: kato ce nonbnea B PelleHneTo Ha cneumanusmpaHa KoMMcus — OCHOBaHve 3a u3gaBaHe Ha
E-npoTokona unu oKyMeHTbT Ce ckaHupa 1 npukaya kbm E-npoTokona.

6. Mpun uspasaHe Ha E-npoTokon no peda Ha ekcrnepTu3ata no 4n.78, 1.2 ot 330, oTnaga HeobxogumocTTa Aa ce
npefocTaBsAT 1 cbxpaHsaBaT npunoxeHne Ne1 n npunoxeHve Ne3 ot HactoawwmTe ,M3uncksaHusa Ha H3OK®, npu cnepgHute
yCnoBUSI:

- 3a npunoxeHue Ne1, noanncaHo oT cneumanvavipaHaTa KOMUCKs, NPU HanNMYMeTo Ha TEKCT B ,PelleHre Ha crnieumanuanpaHa
komumcms“ no Alp Ne 38: ,Jlunceat uskntoyBaLLm KpUtepmmn 3a 3anoyBaHe/npoabrikasaHe Ha nedenune c JM*;

- 3a npunoxeHue Ne3, nognucaHo ot 30J1, npy HanNM4MeTo Ha TeKCT B ,PelleHne Ha cneunanuavpaHa kommucns® no Allp Ne
38: ,Xenasa ga My 6bae 0406peHO NeveHne ¢ NekapCcTBEHUsI NPOAYKT, KaTo Aeknapupam, Ye CbM yBEOMEH 3a AeCTBUETO
Ha Ha3Ha4yeHaTa nekapcTBeHa Tepanusi U JaBaM MHopMmMpaHo cbrnacue cbliaTa Aa My 6bae npunaraHa

"
'/ ¢ N3NCKBAHWA HA H3OK MPU NEYEHUE NPU XUMONUTYUTAPU3BM U OEGULINT HA PACTEXXEH XOPMOH 2
U B N3BBHBONHNYHATA NMOMOLL
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NPUNOXEHUE 1A

JINCT 3A ONPEOENAHE HA KPUTEPUNTE MNMPU 3ANMOYBAHE HA JIEMEHUE NMPU XUNMONUTYUTAPU3BM U
NPU OE®ULINT HA PACTEXXEH XOPMOH NnopA 18 rOAULLIHA Bb3PACT B U3BBHBOJIHNYHATA MOMOLLL

A. |. KPUTEPUU 3A 3ANOYBAHE HA JIEYEHUE (SAOBIDKUTENIHN CA 1,4, 5,6 N 8 KPUTEPUA N 2,3 UNN 7 U
8 KPUTEPUN CbOBPA3HO MKB KOL)

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 AwvarHosa, KnvHWYHa CUMNTOMAaTtuka, HMBO Ha PacTeXeH XOPMOH, kommnioTbpHa (KT) unm marHutHo-
pesoHaHcHa Tomorpadms (MPT) Ha xunoTanamyc-xunodusa 3a XMNnonuTyuTapusbM (Npu deua Hag 5 roguiwiHa
Bb3pacT - 2 TecTa 3a PX, gokassalim xvnodyHKUUSA Ha xunoduaata; npu geua nog 5 roguiiHa Bb3pacT - 4aHHM 3a
aHomanuu Ha xunodmaarta ot MPT, Hucbk PX npu cnoHTaHHa XUNOrnnkemMnsi u/unm Huckun Huea Ha IGF-1 n/wnu IGFBP-
3); reHeTU4eH TecT (uMToreHeTuyeH aHanus, FISH, HK) 3a usonupan/kom6uHupaH aecuumt Ha PX, CuHapoM Ha
Turner u CuHgpom Ha Prader-Willi, nokaszaHa 6b6pe4yHa He[OCTaTBLYHOCT U M30CTaBaHe B pacTtexa (8o 18
roAvllHa Bb3pacT), POAEHM MarKu 3a recrtauuMoHHaTa cu Bb3pacT Aeua M 6e3 nocTHaTanHO HaBaKCBaHe B
pacTexa '

HuBo Ha pactexeH xopMoH (PX) npu cTMMynauMoHHu TecToBe:
2 = PX (comatoTporneH xopMmoH - CTX) < 10 ng/ml npu geua ’
= |GF-1 wunu IGF-BP-3 - Huckv 6a3anHu HUBa 3a CbOTBEeTHaTa Bb3pacT '

3 | KpeaTMHMHOB KNMpLHC < 70 ml/min/ 1.73 m? !

4 | PesynTat oT peHTreHorpadms 3a onpeaernsiHe Ha KocTHa BbapacT !

5 | HuBo Ha TSH un TMpeouaHn xopmonu / fT4/ 1

6 | U3cneaBaHe Ha OYHM AbHa - pyHAOCKONUA 2

7 Camo npu HanuMynme Ha BTOpUYHA HaAObLOpeYHa HeQOCTAaTbYHOCT — CMOHTaHEH CyTpelleH KopTuson c

ycnopeaHo namepsaHe Ha ACTH n/unu ACTH Tect/uHcynuHoB TecT, KAC, noHorpama (Na, K, Cl) 2

8 | INlunca Ha usknouBalum KpuTepmm no Touka b

3abenexku:

al ctumynauunoHHuTe TecToBe 3a PX ce npoBexaaT C MHCYNVH, FIOKaroH, KNOHWANH-XMAPOXIopua (XnodasonuH) WUnu apruHyH
Xnapoxnopua,

6/ He ce U3MCKBa NpPoOBEXAAHE HA CTUMYMALUMOHHN TecToBe 3a PX npu gokasaHu cuHapom Ha Turner n Prader Willi

B/ Npn podeHn Marsky 3a recTaumoHHaTa cu Bb3pacT delia 1 6e3 NocTHaToO HaBaKCBaHE B pacTexa ca 3a4biMKUTENHN PbCT n/mnu
Terno <10-Tm nepceHTUn no Fenton cnpsiMo rectauyoHHaTa BbpacT Npu paxaaHe, NUNca Ha HaBaKCcBaLl, pacTex A0 2 roguviHa
Bb3pacT (<-2.5 SDS) unu o 4 roamwHa Bb3pacT (<-2.0 SDS), HacTosAw, pbCT < -1SD cnpsmo cpeaHo-poanTencKUs (TapreTeH)
pbCT

r/ Hucbk PX Ha poHa Ha CMOHTaHHa XUMOrNNKEMMUS: UMa CTOMHOCT Ha PX-cTuMynaumoHeH Tect

ol npu Hanuuue Ha Huckn IGF-1 n/unu IGF-BP-3 n goka3aH MOnekynsipHO-reHeTUYHO eHAaoreHeH gecpvumt Ha PX wnn PX ¢
HamarneHa 6uonornyHa akTMBHOCT € MHANLMPAHO NIeYeHne C pacTeXxeH XOPMOH, He3aBMCMMO OT pesynTaTta Ha CTUMYnaunoHHNUTe
TecToBe 3a PX

e/ npu geua ¢ XpoHuyHa 6bOpeYHa HeJOCTaTbYHOCT U M30CTaBaHe B pacTexa He Ce U3NCKBa onpeaensHe HMBa Ha pacTexeH
XOPMOH U LUMTOBUAHN XOPMOHM

"pelleHme Ha cneuvanuapaHa KOMUCHS C OTPA3EHN aHAMHECTUYHI JaHHM, KIMHUYHATA CUMNTOMATVIKa 11 @BOIOTUBHUSA XOZ Ha 3a60NsBaHETO
2 MeaMUMHCKa AOKYMEHTaLMS, NOTBbPXAaBaLla KpUTEpUUTE Mo NPUNOXKEHME 1 11 BCUYKU HEOBXOAUMM U3CNEABaHMS, CboBPa3HO NPUNOXKeHUe 2

MscnegBaHunaTa 3a He4OCTaTbYHOCT Ha PacTeXeH XOPMOH Ce NpoBexaaT cnef 3anoyHata agekBaTHa 3aMecTutenHa repanus
Mo OTHOLIEHWe Ha CbNbTCTBALLUW XOPMOHaHWU HEAOCTaTbYHOCTU N NOCTUIHATA KOMNeHcauus.

B. N3KNKOYBALLU KPUTEPUU (NMPU 3ANOYBAHE HA NEYEHUETO)

1.  CBpPbX4yBCTBUTEMHOCT KbM aKTVBHOTO WUIN HAKOE OT MOMOLLHUTE BeLlecTBa
2. 3aTtBOpeHu enudunsn

3. [MpuagpyxaBallo oCTPO uUnmn AeKOMNEHCHMpPaHO TEXKO 3abonsBaHe

4. Hanuuue Ha aKkTMBHU HOBOODpa3yBaHus

5. HapyweH rnioko3eH TonepaHc, npu HBA1C Hag 6.5%

6. Epem Ha nanunara

" .}" N3NCKBAHUA HA H3OK MNPU NEYEHWE NPU XUMONUTYUTAPU3BM U JESULINT HA PACTEXKEH XOPMOH 3
oY B N3BBbHBEONMHUYHATA MOMOLL



NPUNOXEHUE 1A

JINCT 3A OMNPEAENAHE HA KPUTEPUUTE MNMPU 3ANMOYBAHE HA NNEYEHUE C PACTEXEH
XOPMOH
NPU CNEANPOLEEAYPEH XUMOMNMUTYUTAPU3BM HAL 18 TOOULLHA BBb3PACT B
N3BBbHBOJIHNYHATA NMOMOLL|

A. ll. KPUTEPUU 3A 3ANMOYBAHE HA NIEYEHUE (SAOBIKUTENHU CA BCUYKU KPUTEPUWN)

MKB E89.3

CuUrypHa AMarHosa — HamWuMe Ha XUMOCOMaTOTPOMM3LbM Ha (hOHA Ha MOAMEeXallo XUMoTanamo-
xvunoduaHo 3abonseaHe cnea nHTepeeHums 123

HuBo Ha pacTexeH xopMoH (PX) 1 Ha MHCynuHonoaoGeH pacTexeH dakrop-1 (IGF-1): 2

®  HWCKO 3a CbOTBETHaTa Bb3pacT HMBO Ha IGF-1, npu Hanuuve Ha AeduLUUTM 1 Ha
2 ABa ApYrv ageHoXUnogusH1 XopMoHa

- NoHe euH CTUMYIaunOoHEH TEeCT 3a PX

MarHuTHo-pe3oHaHcHa Tomorpadms unu KAT Ha rnaBeH Mo3bk 12

3
4 WU3cneaBaHe Ha KpbBHA rMIOKo3a v npu Heo6xoaumocT KM, HbA1c "2
5

KoHcynTaums cbc cneunanuct o4HM 6onecTu u uscneaBaHe Ha O4HU AbHa (hyHAOCKONMS) 1.2

6 Jlunca Ha uskn4Balm KpuTepum no Touka b

1peu.|eHVIe Ha cneuynanusnpaHa KOMUCUA C OTpa3eHN aHaMHEeCTUYHN OaHHU, KIMTMHUYHaTa CUMNTOMaTuka 1 eBOSNTIOTUBHUA XO4 Ha

3abonsiBaHeTo

2 MeMLMHCKa [JOKYMEHTaLMSA, NOTBbPXAAaBalla KpUTepuuTe no npunoxeHue 1 1 BCUYKM HEOBXOAMMN M3CreaBaHus, chobpasHo
npunoxexHue 2

5. U3KITIOYBALLU KPUTEPUM (MPU 3ANOYBAHE HA JIEYEHUETO)

CBpPbX4YyBCTBUTENHOCT KbM aKTUBHOTO UMM HAKOE OT NMOMOLLHUTE BELLECTBA
Bb3pact Hag 65 roguHu

BpeMeHHOCT 1 kbpMeHe

Hanuyve Ha akTMBHO 3rokayecTBeHO 3abonsiBaHe

Hanuyne Ha ocTpo KpuTUYHO 3abornsiBaHe

Epnem Ha nanunata

HapywweH rrtoko3eH TonepaHc, npy HBA1C Hag 6.5%

Nookwn =

"! 7‘ N3NCKBAHUA HA H3OK MPU NEYEHWVE NMPU XUMONMUTYUTAPU3BM U OESULINT HA PACTEXXEH XOPMOH 4
‘\ i‘ B N3BBbHBEONMHNYHATA MOMOLLL



NPUNOXEHUE 16

NUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU NPOABITXKABAHE HA NEYEHUETO NPU
XUNONMUTYUTAPU3IBM U AEPULINT HA PACTEXXEH XOPMOH NnopA 18 rogullHA Bb3PACT B
U3BbHBOJNIHUYHATA NOMOLL

A. l. KPUTEPUU 3A NPOOBINKABAHE HA NEYEHUETO (SAOBIDXUTENIHM CA BCUYKU KPUTEPUN)

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 hu3nuecko pa3BUTHE U KOCTHO Ch3psaBaHe

2 M3cnenBaHe Ha kKpbBHa rnoko3a u HBA1C i

3 | Hugo Ha IGF-l unu IGF-BP-3 '

4 HWBO Ha roHaAOTPONMHM, NONOBM cTepouam

Camo npu Hanuune Ha HagBbbpeyHa HegOCTaTbYHOCT — TeriecHa MOBBbPXHOCT (M?), KopTuson B 24
YyacoBa ypuvHa, oHorpama (Na, K, CI), KAC '

6 | KpeaTuHuHos knnpbHc (npu XEBH) '

7 | WacneapgaHe Ha o4HM abHa — dyHaockonus b2

8 | PesynraT OT peHTreHorpacus 3a onpeaensHe Ha kocTHa Bb3pact ' 2

9 | Jlunca Ha m3knouYBalWm KpuTepum no Touyka b

'pelueHMe Ha cneuManuanpaHa KOMUCUA C OTPA3EHN aHAMHECTUYHU AaHHY, KIMHWYHATA CUMMTOMATUKA M €BOMIOTUBHUS XOA Ha
3abonsiBaHeTo

2 MeaMUMHCKa [OKyMEeHTaLus!, MOTBbpXKAABalla kpUTepunTe No NpunoxeHue 1 U BCUUKM HEOBXOAWMM M3CReaBaHus, CLOBPasHO
NPUIIOXEeHUe 2 1 pacTexHa KpMBa Ha NauMeHTa - Npu CMsiHa Ha TepanusiTa U Npy NpoMsiHa B JAo3aTa

B. N3KNIOYBALLUN KPUTEPUU (MPU NPOABINKABAHE HA NNEYEHUETO)

CBpbX4yBCTBUTENHOCT KbM aKTUBHOTO WUMW HSAKOE OT MOMOLLHUTE BELLEeCTBa

3aTtBopeHn enudman (C U3KMKYEHME HA NALMEHTU C XUMONUTYUTaApU3bM U cuHapom Ha Prader-Willi, kouto go 18
roguviiHa Bb3pacT NPoAbMKaBaT NeYeHNeTo B 403U 33 Bb3PacTHU)

MpyapyxaBaLlo ocTpo TexKo 3abonsBaHe

Hanuuue Ha akTMBHM HOBOOGpa3yBaHus

Mpr3Haum Ha peuname Npu NpekapaHo 3rokayecTBEHO HOBOOBpa3syBaHue

HapyLeH rntoko3eH TonepaHc, npn HeA1C Hag 6.5%

BpemMeHHOCT 1 KbpMmeHe

N —

Nookw

'/ ;« N3NCKBAHNA HA H3OK MNMPU NEYEHWE MPU XUMOMUTYUTAPU3BM N AESULINT HA PACTEXXEH XOPMOH 5
\
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NPUNOXEHUE 16

NUCT 3A ONPEQENAHE HA KPUTEPUMUTE NPU NPOABITKABAHE HA NEYEHUETO C PACTEXEH

XOPMOH HAA 18 rOAULLHA Bb3PACT B UBBBHBEOINMHNYHATA NMOMOLL|

A. ll. KPUTEPUM 3A NPOOBINKABAHE HA NEYEHUETO (SAOBINKUTENHU CA BCUYKU KPUTEPUN)

MKB E23.0

1 KnuHuuHa oueHka ! 2

o HuBa Ha comaToTponeH xopmoH (CTX), IGF-1 u/unu IGF-BP-3* - Huckn HUBa 3a cboTBeTHaTa
BB3pacT (Ha CTX - npu cTMMynaumoHHu Tectose) !

3 BUOXUMUYHN U3cneapaHns 12

4 M3cnenpaHe Ha kpbBHa rniokosa u HeA1C 12

5 Jlunca Ha HexXenaHa nekapcTBeHa peakuMA U U3KIIOYBaLLM KpuTepuu no Touka b

'pelueHne Ha cneuManmanpaHa KOMUCUSA C OTPA3EHW aHAMHECTUYHU AaHHMW, KIMHWYHATA CUMMTOMATUKa M €BOMIOTUBHUS XOA Ha
3abonsiBaHeTO

2 MeOMUMHCKA [JOKyMEHTaLMs, NOTBbpXAaBalla AMarHo3aTta W neyeHneTo Ha 3abonsiBaHeTo B [eTcka Bb3pacT, KpUTepuute Mo
npunoxeHue 1 1 BCUYKN HEOOXOAMMU U3CNEABaHNSA, CbOOPa3HO NpUIoXeHUe 2 - Npu CMsHa Ha TepanusTa U Npu NpoMsiHa B go3aTta

*I1pm1ara Ce B clly4YyauTe Ha NpeKbCHaToO 3aMeCTUTESTHOTO JieYeHue.

B

. U3KINIOYBALLUM KPUTEPUM (MPU NPOOABITXKABAHE HA NNEYEHUETO)

Noohrwbh =

CBpPBbX4yBCTBUTENHOCT KbM aKTUBHOTO WUIK HSIKOE OT MOMOLLHWTE BELLECTBA
MpyAapyxaBaLlo oCcTPo TexKo 3abonssaHe

Hanuyne Ha akTMBHYM HOBOOGPa3yBaHUs

Mpr3Haum Ha peuname Npu NpekapaHo 3rokayecTBEHO HOBooOBGpa3syBaHue
[ekomneHcupaH 3axapeH gnabet - HBA1C Hag 6.5%

BpeMeHHOCT 1 KbpMeHe

Epnem Ha nanunara

A= N
'/ 7‘.‘ WU3NCKBAHUA HA H3OK NPW NEYEHWE MPU XNMOMUTYUTAPU3BM U OESULINT HA PACTEXXEH XOPMOH 6
\
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NPUNOXEHUE 16

JINCT 3A ONPEAENAHE HA KPUTEPUMUTE NPU NPOOBIMNKABAHE HA NNEYEHUETO C PACTEXEH
XOPMOH NPU CNEANPOLIEAYPEH XUNOMUTYUTAPU3BM HAQ 18 TOOULLHA BBH3PACT B
M3BbHBONMHUYHATA NMOMOLL

A. lll. KPUTEPUU 3A NMPOOBLITMKABAHE HA NEYEHUETO (SAOBIDKUTENHU CA BCUYKU KPUTEPUN)

MKB E89.3

1 | KnuHuuHa oueHka 12

HuBo Ha comaToTponeH xopMoH (CTX) # - IGF-1 u/unu IGF-BP-3 12

3* | MarHuTHO-pe3oHaHcHa Tomorpadmsa unu KAT Ha rnaBeH Mo3bk ' 2

3 | Buoxumuunu nacneasamus 1 2

4 | WacnenpaHe Ha kpbBHa rnokosa u HBA/C 1 2

5 | Jlunca Ha HexxenaHa nekapcTBeHa peakLMA U U3KIIOYBaLLM KpUuTepun no Touka b

'pelwieHne Ha cneumanuavpaHa KOMUCHUSA G OTPA3EHN aHAMHECTUYHU [aHHU, KMMHUYHATA CUMNTOMATUKA U eBOTIIOTUBHUS XOf Ha
3abonsBaHeTo

2 MeaMUMHCKa JOKYMEHTaLMs!, NOTBLPX/AABALLA KpUTEpUMTE MO MpUnoxeHne 1 N BCUYKM HEOBXOAUMMW W3CTeABaHWs, CbLoBpPasHo
NPUNoXeHue 2 - Npu CMsiHa Ha TepanusTa U Npy NpoMsiHa B Jo3ata

B. U3KNIOYBALLU KPUTEPUU (NMPU NPOABLINKABAHE HA NEYEHUETO)

CBpPbX4YBCTBUTENHOCT KbM aKTUBHOTO UK HSIKOE OT NMOMOLLHWUTE BELLECTBa
Bb3pacT Hag 65 rogmHu

BpemeHHOCT 1 KbpMeHe

Hanuune Ha akTMBHO 3roka4yecTBeHo 3abonsBaHe

Hanuune Ha ocTpo KpuTU4HO 3abonsiBaHe

Enem Ha nanunata

M3siBa Ha OBCTPYKTMBHA CbHHA anHes

[ekomneHcnpaH 3axapeH anadet - HBA1C Hag 6.5%

ONoO~WON =

|
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NPUNOXEHUE 2

. NIEMEBHO-ANATHOCTUYEH ANNMOPUTBM

1. NEKAPCTBEHU NPOAOYKTW, BkntoyeHn B MpunoxeHne 1 Ha MJIC, komto H3OK 3annawa B cbLOTBETCTBUE C
JencTBalmTe HOPMaTUBHU LOKYMEHTH.

Ta6bnuua 1
OO3A
INN [o 18 roguwHa BBb3pacT 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 OHEBHO MOAKOXHO MPU HEeAOCTAaTbYHOCT UNn
HamaneHa 61MonorMyHa akTMBHOCT Ha PacTEXEH XOPMOH
e 0,035 mg/kg TenecHo Terno AHEBHO MOOKOXHO NPV HEAOCTATbYHOCT Ha pacTexXeH
XOpMOH npu CuHapom Ha lMpagep-Bunu v npu pogeHyn Manku 3a recraumoHHaTa cu
Bb3pacT Aeua n 6e3 noctHaTanHo HaBakCBaHe B pacTexa
e 0,045 - 0,050 mg/kg TenecHo Terno AHEBHO NOAKOXHO Npu CuHAPOM Ha TbPHBLP

SOMATROPIN e 0,045 — 0,050 mg/kg TenecHo Terno AHEBHO MOAKOXHO MpWu feua c¢ 6GbOpeyHa
HeJoCTaTbYHOCT M M30CTaBaHe B pacTexa

Hap 18 roguwHa Bb3pacTt 3a MKB E23.0, E89.3
e 0,15- 0,3 mg gHeBHO* Npu nuua < 30 rog,
e npu nuua > 30 rog — 0.2/0.3 Mr gHEBHO
® Mpu NO-Bb3PACTHWU NALMEHTU ce Npunarat MUHUManHu gHeBHW o3mn ot 0.1/0.2 mr ¢
no-6aBHO TUTpMpPaHe)
Ot 3 po 18 rognwHa Bb3pacTt 3a MKB E23.0

SOMATROGON**

e 0,66 mg/kg TenecHo Terno, npunaraHa BeAHbX CEAMUYHO Ype3 NOAKOXKHA NHXEKLMSA
Lo 18 roguwHa Bb3pacT 3a MKB E23.0
HYDROCORTISONE

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

*KoHueHTpaumsaTa Ha MHcynuHonodobHust pactexeH daktop | (IGF-1) ga 6bae makcumanHo go +2 SDS ot kopurnpaHaTa
3a Bb3pacTTa cpegHa CToMHOCT. MauneHTute ¢ HopmanHu IGF-|I koHUEeHTpaumMm B Ha4anoTo Ha fiedeHneTo Tpsbea aa
npvemaTt pacTeXxeH XOpMOH Ao HuBa Ha IGF-l B ropHaTa rpaHuMua Ha HopmaTta, KoMTo He npesuwasaTt +2 SDS.
MopgabpxkawaTta fo3a ce yBennyasa UM Hamansea nocrteneHHo cnopepf Hueata Ha IGF-1, kato pagko Hagsuwasa 1,0

mg/aeH.

**KoHueHTpaumaTa Ha MHcynuHonogobHus pactexeH daktop | (IGF-1) aa 6bae makcumanHo go +2 SDS oT KopurnpaHara

3a Bb3pacTTa cpefdHa CTOMHOCT mpu npoba, B3eTa Ha 4-a AeH crief nocrneaHata npunoXeHa nosa.

MauneHtnte ¢

HopManHu IGF-l KOHUEeHTpaLun B Ha4anoTo Ha NeYyeHMeTo TpsibBa Aa MpUemat pacTexxeH XOpMoH 40 HuBa Ha IGF-I B
ropHaTa rpaHvua Ha Hopmarta, kouto He npesuwasat +2 SDS. lNogabpxalwaTta gosa ce yBenvyasa WM Hamansisa
nocreneHHo crnopef HuBaTa Ha IGF-1 cbc cTbnka oT £15%, kaTo ToBa U3MeHeHue psako Hageuwasa 1,0 mg/aeH.

', E" N3NCKBAHUA HA H3OK MPU NEYEHUE MPU XUNOMUTYUTAPU3BM U AEGPULINT HA PACTEXXEH XOPMOH 8
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2. MPOCIEAABAHE:

Tabnuua 2
NMEPMOAO HA NEYEHUE
U3CNEOBAHUA Ha Bceku 6 Ha Bceku 12
U3xogHo Ha 3™ mecey Meceua Meceua

XOPMOHAIJTHU

PX (CTX) v

IGF-l unu IGF-BP-3 v X v

TSH ** v

fT4 v v

[oHagoTPONUHK, MOMOBM CTEPOUAWN /MpU AOCTUraHe Ha KOCTHa v v

Bb3pacT 3a MmomyeTa - 11 rognin 1 3a momnyeta - 10 roguuun/

HuBO Ha cyTpelueH KOpPTU30M - CMOHTaHHO wnu npu TecT ¢ ACTH unu

WHCYNMUH (C uen p[oka3eaHe Ha HaabbbpeyHa HeAoCTaTbYyHOCT Mpu v

XUNONUTYUTapU3bM)

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

KopTuson B 24 yacoBa ypuHa**** X v
BUOXUMUYHU

[nioko3a v X v

HBA,C v X v

ASAT v X v

ALAT v X v

T A X v

AnkanHa coccpartasa v X v

KpeaTtuHnHoB knupbHc (npu XBH) v 7
WHCTPYMEHTAITHU U KOHCYNTALUA

KoHeynTaumsi cbe cneumanucT o4Hn 6onectn — dyHaockonust v 4
EKIr*

PeHTreHorpacums 3a kocTHa Bb3pacT — [0 3aTBapsiHe Ha v v
enuduante

KAT v/vnu MPT Ha rmaBeH MO3bK**** v

PeHTreHorpacumsa Ha 6an gpo6 n AKP*

KoHcynTauus cbe crneumanqcTt opToneams M TpaBMaTonorns™

OPYIU

PbcT, TenecHo Terno, o6ukomka Ha Tanus***,  TenecHa 7 v W

NOBBPXHOCT*****

*Nno npeLeHka

** camo 3a geua

***obuKonka Ha Tanua — camo Hag 18 roguiiHa Bb3pacT

**** BeIHBX roAMLIHO MPU HanMuMe Ha peauayanHa opmMaums 1 BeAHbX Ha 2 roAvHM Npu Nunca Ha pesnayanHa dopmauus camo Hag 18
rogviuHa Bb3pact

*****camMo NpU HanuyHa Hag6bbpeyHa HeaoOCTaTbYHOCT NPU XMMOMUTYUTapU3BM

1l. OBLLX NBUCKBAHUA

1. Bb3pacToBaTta rpaHuua ce W34Y/CnsBa B HaBbPLUEHW TFOAWHW - T.e. BKMIOYMTENHO KbM gartata Ha u3fgaBaHe Ha npoTokona oT
cneuuanuanpaHaTa KOMUCKSI.

2. lMpv Ha3HayaBaHe Ha Tepanmus MO NPOTOKON 3aAb/KUTENHO Ce CbobpassBaT Bb3PACTOBUTE OrPaHMYeHUsi, CbIMAacHO KpaTkaTa
XapaKkTepucTuka Ha CbOTBETHUS NTeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3MMXM.

3. H3OK He 3annalua neyeHne n3BbH ykasaHaTa Bb3pacToBa rpaHuLa B KpaTkaTta XxapakTepucTvka Ha npoaykTa.

4. H3OK He 3annalua nevyeHue ¢ Jo3N Haf MaKCUMaIHO paspeLleHUTE No KpaTka XxapakTepucTmka Ha npoayKTa.

5. B cnyyait Ha HacTbNuNa Nofo3npaHa HexenaHa nekapcTBeHa peakuvsi, nekapsT ysegomssa VIAJ no peaa Ha yn. 184 ot 3MMXM. Konne
OT cbobLLUEeHVeTOo ce npunara/onncea KbM/B MeguumHekaTa AokymeHTaums Ha 30J1 npu kaHaugaTcTBaHe 3a neveHuve.

6. Bceku e-npoToKON ce u3aaBa Bb3 OCHOBA Ha U3gadeH MeAULMHCKU [OKYMEHT: cneumanuaupaHa komucusi B JIBBIM Ha ocHoBaHue Allp
Ne 38 ,OnpepgensiHe Ha MnaH Ha nevyeHne W npocrneasBaHe Ha TepaneBTUYHUS OTrOBOP MpW MaUMEHTW, MoyyYaBally CKbMOCTPYBALLM
nekapcTBEeHU NPOAYKTY Mo peaa Ha un. 78, T. 2 330"

Eksemnnsp Ha xapTveH Hocuten ot Allp Ne 38 ,OnpepgensiHe Ha nnaH Ha NnedveHwe U npocriegsiBaHe Ha TepaneBTUYHWS OTroOBOpP Npu
nauueHTu, Nnonyyasally CKbNocTpyBalLmM NekapcTBEHN NPOAYKTM No peaa Ha yn. 78, 7. 2 330", koWTo e OCHOBaHWe 3a u3gaBaHe Ha NPOoToKon,
nognucaH oT nekapsi cneunanuct/cneunanvavpara komueus n 30J1 (poguTen, HaCTOWHUK/MPUEMEH POAUTEN), Ce BOAM MO pea, onpeaeneH
oT ne4yebHOTO 3aBeAeHME U ce CbXpaHsBa B kabuHeTa Ha nekaps/kommcusTa.

7. Npu nspaeaHe Ha E-npoTokon no pefa Ha ekcneptusata no 4n.78, 1.2 ot 330, oTnaga He06XxoAMMOCTTa Aia Ce NPEOCTaBAT U CbXpaHsBaT
npunoxenune Ne1 u npunoxerue Ne3 ot HacToawmTe M3nckeaHus Ha H3OK".

8. N3paBaHeTo Ha E-npoTokon ce ocblUecTBsiBa B CbOTBETCTBME CbC CbBMECTHU ,Yka3aHusi 3a paboTa ¢ nogafeH no enekTpoHeH NbT
npotokon |A/IB/IC (e-npoTokon)‘, mMexgy HauuoHanHaTa 3gpaBHoOOCUryputenHa kaca v bBbnrapcku nekapcku cbio3 3a npunaraHe Ha
HaunoHanHus pamkoB JOroBop 3a MeAULIMHCKUTE AEWHOCTH.

Hacmoswume u3uckeaHus ca ymebpoeHu om ynpasumens Ha H30K cned PeweHue Ne PL-HC-04-00-38 om 29.04.2026 e. Ha Had3opHus
cbreem Ha H30K u npedsapumenHo cbenacysaHe ¢ BJIC, Ha ocHosaHue 4n.51, an.10 ewbe ep. ¢ an.8 om [NpasunHuka 3a ycmpolcmeomo u
detiHocmma Ha HayuoHanHama 30pasHoocuzgypumeriHa Kaca. MauckeaHusima enu3dam & cuna om Oamama Ha 0bHapodsaHemo uMm &
JbpxaseH eecmHuk” u ommeHsm Oelicmeawjume u3uckeaHusi, 6 curna om 05.07.2024e2. Ha ocHosaHue PeweHue Ne P[-HC-04-
70/12.06.2024 .
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NPUNOXEHUE 3

AOEKIAPALMA 3A UHOOPMUPAHO CBITIACUE C USBUCKBAHUATA 3A 3ANMOYBAHE/
NPOABIMKABAHE HA NEYEHUETO C NEKAPCTBEHUA NPOAYKT

cnej kato ce 3ano3Hax C usanata My npegocTaBeHa MWHGopmaumMsi UM LUenTa Ha JIeYEHMETO C  JleKapCTBEHUS
MPOLLY KIITRERNRNNNNNNNNNINNIN | | ................ccccomsssesssnesssnesss S OR0EtRattttesanceantensanee s 1 CNeA KaTo Nosyunx n3dyepnatesiHi OTroBopu Ha
NocTaBeHUTE OT MEH BbNPOCKY, AeKnapupam ye:
1. LUle cnaseam npenopbYaHaTa MU CXxema Ha fievyeHue 1 NepuoanyHOCT Ha KOHTPOSHUTE Nperneau.
2. PepoBHO Le Ce siBiBaM Ha KOHTPOIHM MNperneau u HsaMa fa NPOMEHSIM CaMOBOJSIHO MMM Mo OPYro BHYLUEHWE
HasHayeHaTa MU Tepanusi.
3. [pu npeycTaHoBsiBaHE HA FIEYEHMETO MO MPUYMHU, HEMPOU3TUYALLM OT pelleHneTo Ha Komucusta 3a ekcneptusu B
P30OK u/unn Komucusta no un. 78, 1.2 ot 330, Lue yBegoMs He3abaBHO NIMYHUS CU feKap.
4. Tlpn HecnasBaHe Ha NMOCOYEHMTE YCNOBUS NIEYEHNETO MU C YNIOMEeHaTKsA NeKapCTBEH NPOAYKT Le 6bae npekpaTeHo n

HAMa ga umam npeteHumm kbM H3O0K.

-
N
-
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