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M3NCKBAHWA HA H30K NPU U3AABAHE HA NPOTOKONW 3A NPOBEXOAHE HA NEYEHUE MPU
XUMONMUTYUTAPU3BM U NPU AEPULIUT HA PACTEXEH XOPMOH B U3BBHBONHUYHATA NOMOLLY

lNpoTokonsT ce U3aasa OT cneLManuanpaHa Komucus B neveGHo 3aBeaeHue 3a GoNHUYHA NOMOLL, CKIMIOYUIO AOrOBOP
¢ H30K. CneunanuanpaHuTe KOMUCUM Ce Cb3[aBaT CbC 3anoees Ha AvpekTopa Ha N3:

3a Bb3pact go 18 roguun: CBANAOB ,.Mpod. a-p Usan Mutes" — rp. Codun - KnuHuka no enaokpuHonorus, guabet v
reHeTnyHW 3abonsBaHus U KNUMHUKA No Hedponorus u xemoguanuaa;, YMBAN , Ceeta MapuHa“ — rp. BapHa — Nbpea geTcka
KNWHUKAE, OTAENEHWE NO AETCKA eHAOKpUHONorva 1 bonectn Ha oBmaxaTa; YMBAI ,,Ceetu MNeopru” — rp. Mnoeame - Knuduka no
neavaTpus, 3eeHo AeTcka eHaokpuHonorus®; YMBAN ,O-p M. CtpaHcku® — rp. MneBeH - KnuHuka no getckn Bonectu.

3a_Bb3pacT Haa 18 roguwiHa Bb3pacT - YCBAIE ,,Akapn. UBaH MeHueB” — rp. Cocdwma - KnuHWka No eHAOKPUHONOTUS;
YMEBAI ,,Ceera Mapuna“ - rp. BapHa - KnuHvka no eHaokpuHonorus u 6onectu Ha obmsHata.

I. PEI 3A 3ABEPSIBAHE HA MPOTOKONUTE

MpoToKONM 3a 3ano4BaHe Ha NeYeHne

S =  MeauumHcKka AOKYMEeHTauusa, NoTBbPKAARALLA KpUTEpUUTE NO NpUnoXeHue 1
e ¥ BCY4KM HeoBxogmmm uscneaeaHus, cbobpaszHo NpunoxeHue 2
CMNELUWATIM3NPAHA »] * PeweHune Ha cneyuanuanpaHa KOMUCHUA C ACHA MeAULIMHCKA MOTMBAUMA 3a
Komucus 3anoyBaHe Ha TepanuaTa, 3adbiKWTenHo ce oTOeNA3Ba NMNCA Ha U3KMKYBALLM
= KpUTEPUM (MOANUCAHO OM BCUYKU YNEHOBE HA CIIEUUATU3UPAHAMma KOMUCUS)
------ ' / = “[lpoToKOn 3a NpeAnWCBaHe Ha NekapcTea, 3annawaHw ot H30K/P30K' —
06p. M3-H30K
Komucua no un. 78, 1. 2 3aBepka Ha npoToKona
oT 330 B LIY Ha H30K » B P30K

MpoTokonu 3a NpoabMKaBaHe Ha NeueHue

. MeaunumHcka AOKYMEHTauUWsa, NoTBbPXAAaBaLla KpUTepunTe No NpunoxeHue 1

i 1 BCWYKKM HeobXxoanmMu uacnesaqns, cbobpasHo npunoxexue 2
CMNELMANUIUPAHA = PelweHune Ha cneuvanuaMpaHa KOMUCUSA C SICHA MEAULMHCKA MOTWBALMA 3a
Komucua npoAbrKaBaHe Ha TepanusTa, 3aAbIKUTENHO ce oTbensAssa Nnunca Ha
= = M3KNIOYBALLIM KPUTEPWMW (TOOMLICAHO OM BCUYKU YNIEHOGE Ha crieyuanusupaHama

/ Komucusi)
* ‘NpoTokon 3a npeanuceaHe Ha NekapcTea, sannalavu ot H3OK/P30OK' — 06p.
M3-H30K
Komucus noun. 78, 1.2 | 3aeepKa Ha NPoToKona

or3308UYHaH30K [® BP30K

IIl. OBELLIM NCHOX
. E-npotokon ce :
(N3B6MN) Ha ocHoBax#ue
TepaneBTUYHWA OTrOBOP | 1
HacTosAwmTe Mancksaxus na H3OK.
cneumanuanpaHaTa KOMUCHs 33 NOpe
2. 301N (HacToiHuk/poanTen) yaocToBepaBa
6uae oaobpeHo neyeHne ¢ NexapcTeeH:
AaBaM WH(OPMUPaHO CLrhacke Cbliara
ekcneptusara’; Menas pa 0bAa yeegomen/a aa pe :
MACTo B P3OK", ,Paspellasam fOCTLN 40 ENEKTPOHHOTO MUt 3APA
3. flo nony4asaHe Ha MHOPMAUMA 3a 3aNOYEAHE WNM TP,
NeKapcTBEH/M NPOAYKT/W, C KOUTO e NPOoBeXaan NEMEeHUeTO A0 MOME} =
4. Mpedn cTapTupaHe Ha npoueca No w3aasaHe Ha E-npoTokon #a 3OR, creLnanuanpaHaTa KoMucus npaew cnpaska No €nNeKTPOHEH NbT 3a
u3gageHn Ha 3011 npeaxoaHN NPOTOKONM, MO CbLUMA Npodun Ha 3abonssaxe. MpoueckT o w3agasaHe Ha E-npotokon ce peanusnpa B MeguUUMHCKM
codhTyep. B HAacTOAWMTE UIMCKBAHUA Ca NOCOYEHH HEOBXOAUMNUTE OOKyMEHTH 3a uzaaBaHe Ha E-npotokon Ha 30/
5. lokymeHTUTE (amBynaTopHuTe NUCTOBE, ENUKPU3W, WICNELBAHUS), KOUTO CLLUECTBYBAT B H3WUC/uHdhopmaumorHaTa cuctema ha H3O0K, ce
Aeknapupart B E-npoTokona c TexHuTe yHukanHw Homepa (HPH).
WHdhopmauuaTa, oTHOCWMA KbM W3gaeaHe Ha E-npoTokona, KoATo € B AOKYMEHT, KOWTO HAMA ENEeKTPOHeH hOPMAT U He ce cbabpxa B H3UC, ce
NoAaBa: KATo C& NONLNBA B PelleHUeTo Ha CNeunanuanpala KoMMCHs ~ OCHOBaHME 3a n3faeaHe Ha E-npoTokona unn AOKYMEHTLT Ce CKaHupa W
npukaya KkbM E-npoTokona.
6. Mpu u3gasaqe Ha E-npoTokon no peaa Ha ekcnepTuaata no un.78, 1.2 or 330, oTnaja HEOGXOAMMOCTTA Aa Ge NPeAOCTaBAT W CbXpaHaBaT
npunoxerve Ne1 u npunoxerne Ne3 ot HactoAwuTe MancksaHna Ha H3OK", npu cnegHuTe yCrnoBus:
- 32 npunoxkeHue Ne1, noanMcaHo oT cneunanuanpaHaTa KOMUCUA, NP HASIMMMETO Ha TEKCT B ,PeLLIeHNe Ha CNELMAanN3MpaHa KOMUCHs® No Allp Ne
38: ,Nlunceat uzkniouBalLM KPUTEPUK 33 3aNOMBaHE/NPOAbIXKaBaHe Ha NeveHue ¢ JIM*
- 3a npunoxetue Ne3, nognucaro ot 301, npu HanUuMeTo Ha TekcT B ,Peluerue Ha cneunanuanpana komucua® no Alp Ne 38: Xenas ga mn 6uge
0406peHO NeyeHne C NeKapcTBeHUs NPOAYKT, KATO AeKnNapupam, Ye CbM YBEAOMEH 32 ASHCTBUETO Ha Ha3HaYeHaTa nekapcTeeHa Tepanusa U jasam
UHOpMuUpaHo cbrnacue culyara Aa mu 6bae npunarana

& Ha Cneunannaupaiu KOMUCUU B NeYebHN 3aBeaeHus, okassaumn BonHuMHa MeaAUUMHCKA nomMoly

umanuanpana komucus® no Alp Ne 38 OnpesensHe Ha nnaH Ha feYeHMe U NPocneasiBaHe Ha
Ny4aBai CKbNOCTPYBALLM NEKapPCTBEHN NPOAYKTU NO pefa Ha 4. 78, T. 2 330" B CBLOTBETCTBUE C
> u3fasa 3a nepuos A0 90 AHM NPYU 3aN0YBAHE HA nedYeHWe U 10 365 AHKM MO NpeueHKa Ha

nognuca cn B ,Pellierue Ha crieuuanuanpana komucis® no ATTp Ne 38: cneaHoTo: JKenas 4a mu
LeKnapypam, Ye CuM YBEAOMEH 33 AHCTBUETO Ha HA3HAYEHATa NEeKapCTBeHa Tepanis u
raHa’; ,CurnaceH/a CbM 33 M3MON3BAHE HA NUYHMTE MU 4aHHM 33 LEnuTe Ha
pruaara or-P30K no eguH OT cneaHUTe HauMHKu: No e-mail, TenedoH unu Ha

Ha 3asBeHOTO nevenue, 30J1 npoabnxaBa TepanusaTa ¢

E..;\ W3NCKBAHWA HA H30K NPW NEYEHWE NPU XUMOMUTYUTAPUIBM U AEPULINT HA PACTEXXEH XOPMOH
@ B M3BBHBONHUYHATA NOMOLL
7



NPUNOXEHUE 1A

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NNEYEHWUE NPU XUNONUTYUTAPU3BM U NPU
OE®ULIUT HA PACTEXEH XOPMOH Nof 18 TOAUWHA BB3PACT B U3BBLHEOJTHUYHATA NOMOLL

A. I. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE (SAOBIMKWATEINHW CA 1, 4,5, 6 U 8 KPUTEPUA U 2, 3 UNKN 7
KPUTEPUM CBLOEPA3HO MKB KOJA)

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

CurypHa auarHosa, KHWYHA CUMNTOMATKKA, HUBO Ha PaCcTeXeH XOPMOH, peHTreHorpacus u/unu komniotbpHa (KT) nnu
MarHUTHO-pesoHaHcHa Tomorpacms (MPT) Ha xunoTanamyc-xunodcdusa 3a xunotusapeH HaHU3LM (Npu Aeua Hag 5
ro4. Bb3pact - 2 Tecta 3a PX, AoKa3Balm xunodyHKUMS Ha XUnoghuaaTta; Npu geua nod 5 roauuHa BbL3pacT - AaHHu 3a
1 | aHoManuu Ha xunodu3sata oT MPT, HUCBK PX npu CNOHTaHHA XUNOTMUKEMUS W/WNK HUCKK HuBa Ha IGF-1 wunu IGFBP-
3); reHeTHdeH TecT (umToreHeTueH ananus, FISH, HK) 3a uaonupan/xomGunupad aecduunt Ha PX, CMHApOM Ha
Turner u Curapom Ha Prader-Willi; nokasaHa 6L6peyHa HeQOCTaTBLYHOCT U M30CTaBaHe B pacTexa (a0 18 rognwHa

Bb3pact) !

. Huao.i_éa1>acTe)er XopMoH (PX) npu cTMMyRnauuoHHM TeCTOBeE:!
2 = PX (comatoTponeH xopmoH - CTX) < 10 ng/ml npu geua '
- ®  |GF-1 wwnu IGF-BP-3 - Hucku 6a3anHu HMBa 3a CbOTBETHaTa BbapacT '

KpeaTuHUHOB KNUPBHC < 70 mi/min/ 1.73 m? !

Huso Ha TSH u TMpeouaHu xopmoHu / T4/ 1

3
4 Peaymér or peHTreHorpadmn 3a onpenenﬂué' Ha KOCTHa BbapacT !
5
6

MacneaBsaHe Ha OYHM ALHA - hyHAOCKONUA 2
y

Camo npu Hanuumne Ha Haa6LOpeyHa He[OCTATLYHOCT — CMOHTAHEH CYTPeLLeH KOPTH3ON C yCropeaHo naMepBaHe
Ha ACTH m/unn ACTH/uHcynuHoB TecTt, KAC, oHorpama (Na, K, Cl) 2

8 | Nunca Ha M3KNIOYBALY KPUTEPUM NO TouKa B

*Kpurepu 1pHEMa 32 BAIHACH CAMO APH CAHOBPEMEHHO HAJIHYHE HA MONOKHTENEH KpHTEPHIi 2

3abenex - = —

al crtumy uTe Tecrose 3a PX ce npoBexIaT C MHCYNWH, IMIOKAroH, KNOHUAUH-XuApoxnopus (xnodasonuH) unv apruHuH
Xnopna =

6/ He ce M3MCKBA NPOBEXAAHE HA CTVMYNALMOHHM TecToBe 3a PX npw aokasaHu cuHapom ka Tumer u Prader Willi

B/ HuchK PX Ha (hoHa Ha CROHTaHHa XVUNOTNUKEMUS MMA CTOMHOCT Ha PX-CTUMynauuoHeH Tect

| npwn Hanuuue Ha Hucku IGF-1 wunu IGF-BP-3 1 AoKazaH MONeKynapHO-TeHeTHYHO eHZoreHeH geduuuT Ha PX wnm PX ¢
HamaneHa GuonoruuHa AKTMBHOCT € UHAUUMPaHO NeYeHne C pacTexeH XOPMOH, HE3aBUCUMO OT Pe3ynTaTa Ha CTUMYNauMoHHNTe
TecToBe 3a PX
Al npu geua c xpoumﬁa Bhﬁpeql-la Henwanqnom W W30CTaBaHe B pacTeXa He Ce U3UCKBa onpefensHe HUBA Ha PACTEXEH
XOPMOH W LUMTOBUAHN XOPMOHM

'pewenve Ha cneywanManpaHa KOMMCHA C OTPAICHU FHAMHECTUYHI AaHHW, KMTUHWMHATA CUMITOMATHKA M eBOMKTUBHUA x0A Ha 3abonaBaHeTo
2 meauumHCKa AOKYMEHTauws, NOTBLPXAEBALLE KpUTepuuTe No npunoxeHue 1 v BCYkn HeobBxognMu nacneasanmna, cbobpasHo npunoxeHue 2
N3cneapaHuaTa 32 HEAOCTATLYHOCT H 8 pacTexeH XOpMOH Ce NpoBeXaaT cnej 3ano4Hara afekBaTHa 3amecTuTenHa Tepanusa no

OTHOWEeHWe Ha CbNBLTCTBALLW XOPMOHAaNHN HEAOCTATBYHOCTU ¥ NOCTAUTHATA KOMNEHCALNA.

B. U3KNIOYBALLW KPUTEPHUU (NPU 3ANOYBAHE HA NEYEHUETO)

1. CBpbXyyBCTBUTENHOCT KbM aKTUBHOTO WK HAKOE OT NOMOLLHUTE BellecTea
2. 3aTtBopeHu enucunsn

3. [puapyxasallo ocTpo TeXKo 3abonseaHe

4. Hanuuue Ha akTWBHW HOBOOGpPa3yBaHUA

5. HapyweH rniokoseH Tonepawc, npu HeA:1C Hap 6.5%

(%]

ﬁ X N3NCKBAHWA HA H3OK NPW NEYEHWE MPU XUNONUTYUTAPU3BbM U AEGULIUT HA PACTEXEH XOPMOH
@ B U3BBLHBEONHUYHATA NOMOLL,



OPUNOXEHWE 1A

NACT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE C PACTEXEH XOPMOH
NPy CNEANPOLEOYPEH XUNONMUTYUTAPU3BM HAQ 18 TOOWUWIHA BB3PACT B U3BBHBONMHUYHATA NOMOLL

A: 1. KPUTEPUM 3A 3ANOYBAHE HA NEYEHUE (SAOBIMKUTENHU CA BCUYKWU KPUTEPUMH)

MKE E89.3

1 Curypua ANarHo3a — Hanuuue Ha XMNOCOMATOTPONM3LM Ha (hOHa Ha NOAMEKALLO XMNoTanamo-xunogusHo 3abonseaqe
cnef uHTepeeHuus 123

HHBnlla pactexeH xopmoH (PX) u Ha uHcynuHonon06eH pactexen cpakrop-1 (IGF-1): 12

2 _ "  HWCKO 3a CbOTBETHaTa Bb3pacT HWBO Ha IGF-1, npu Hanuwune Ha AedMUWTM U HA TPU ApYrU
- aAEeHOXMNOMU3HN XOPMOHa

L] Tec1‘ € UHCYNWHoBa xunornukemus (UTT)

. -peaouaﬂcna Tomorpacua unu KAT Ha rnasa '2

BaHe Ha KPLBHA IMIOKO3a M Npu HeoBxoaumocT KIM, HbA1 '-2

5 | KoHcynTaumsa cbe cneumManucT ouHu Gonectu u nscneaBaHe Ha OYHK gBHa (pyHaockonus) 12

6 | llunca Ha waknoYBaLLK KpUTEpUKM NO To4Ka B

peweHne Ha CRELNANM3UPaHa KOMHUCHA C OTPA3EHN aHAMHECTUYHU AaHHK, KNMHWIHATA CUMITOMATHKA W eBONIOTUBHUSA XOZ Ha 3a60NABaHeTo
2 MeANUMHCKa AOKYMEHTALMS, OTBLPXAABALLA KDUTEPUUTE N0 MPUAOXEHHE 1 1 BCHUKN HEOBXOAUMM U3CNEABaHUS, CLOBPA3HO NPUNOXEHMe 2

B. USKNIOYBALLWX KPUTEPWUW (NPU 3ANOYBAHE HA NTEYEHUETO)

CBpBXYYBCTBUTENHOCT KbM aKTMBHOTO UM HAKOE OT NOMOLLHMTE BewecTsa
Bwapact Haa 65 roguuu

BpemMeHHOCT # KbpMeHe

Hanuuue Ha akTUBHO 3noKkadecTBeHo 3abonssaHe

Hanuuue Ha ocTpo prrmno 3aﬁonnsaue

E;.\eM Ha nanunaTa

DG h LN

_ W3UCKBAHWA HA H30K NPU NEMEHUE NMPU XMNOMUTYNUTAPU3BM W ODEQULIUT HA PACTEXXEH XOPMOH 4
B U3BBLHBONIHWYHATA NOMOLL



NPUNOXEHMUE 16

JNIACT 3A ONPEAENAHE HA KPUTEPUWUTE NPU NPOOABMKABAHE HA NEYEHWUETO NPU XMNONMUTYUTAPU3IBM
N QEOULIUT HA PACTEXEH XOPMOH Nopa 18 rOAWUWHA Bb3PACT B U3BBHBONMHUYHATA NOMOLL,

A. . KPUTEPUU 3A NPOOABLMKABAHE HA NEMEHUETO (SAQBLMKUTENHU 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 | OueHka Ha (HU3U4eCcKO Pa3BUTHE W KOCTHO Ch3psiBaHe '

2 | UacnepsaHe Ha KpbBHa rnioko3a U HeAC !

4 | HWBG Ha rOHAAOTPONWHK, NONOBYU cTeponau !

5 Camo npn Hanuuve Ha HaaOBLOpeYHa HeAOCTATLYHOCT — TenecHa MOBLPXHOCT (M2), KOpPTW3ON B 24 yacoBa ypuHa,
uouorgama (Na, K, Cl), KAC '

6 eraTmmuoa KNMpBHC (Mpun XBH) !

7 | UscnefBare Ha OuHy gbHa — byHaockonus 2

8 | Pesynrar ot peHTreHorpacdus 3a onpeaensHe Ha KOCTHa Bb3pacT 2

9 l'Inn'c_a Ha M3KIIOYBALN KPUTEPUM No Touka

'pewenue Ha t:neqummpaua KOMMCHA C OTPA3EHN aHAMHECTUYHK AaHHU, KNMHUYHATa CUMNTOMAaTUKA W €BONIOTUBHWA XO4 Ha 3abonssaHeTo
2 meanUMHCKa Aolcyuemuuﬂ NOTBLPXKAABALLA KPUTEPUUTE NO NPUNOXKEHHE T U BCU4KM HEOBX0AMMMN N3CNEABaHMS, cbobpa3Ho npunoxXeHue 2

B. U3KMIOYBALLM KPUTEPUY (NPK I'!POﬁ,"El’I)KABAHE HA NEYEHUETO)

CBpbXYYBCTBUTENHOCT KbM aKTUBHOTO UMK HAKOE OT NOMOLUHUTE BEeLLecTsa

3aTsopenu emd:m (C M3KNIOYEHUE Ha MALMEHTU C XWNONUTYMTAapu3bM M cMHAPOM Ha Prader-Willi, kouto ao 18
roAvLLIHa apoghmxaaa'r NeYEeHUeTO B 1031 33 Bb3PACTHN)

) TeXKO 3abonssaHe

N =

npu npekapaHo anoxa'-lec'raeuo HoBooBpasyBaHue
CumnTomu Ha OBCTPYKUMA Ha TOPHUTE AUXaTerNHK MbTUiLA

HapyweH rniokoseH Tonepauc, npu HeAC Hag 7.5%
BpeMeHHOCT U KbpMeHe

000D O G0

) M3UCKBAHWA HA H30K MPU NEYEHWE NPU XMNOMUTYUTAPU3BM U AEOGULNT HA PACTEXXEH XOPMOH 3
= { B M3BBHBONHUYHATA MOMOLL,

&



NPUNOXEHWUE 1B

NUCT 3A ONPERENAHE HA KPUTEPUUTE NMPU NPOABLIMKABAHE HA NEYEHMETO C PACTEXEH XOPMOH HAJ
18 TOAULLHA BBb3PACT B U3BBHBONTHUYHATA NOMOLL

A. Il. KPUTEPUMN 3A NPOABMKABAHE HA NEYEHMETO (3A0BIMKUTENHW CA BCUYKU KPUTEPUW)

MKB E23.0

1 Knnumaa oueuxa

i . ‘oTponeH xopmoH (CTX), IGF-1 n/unu IGF-BP-3* - HMCKM HMBa 33 ChOTBETHaTa Bb3pacT (Ha CTX -
npm @mqumnnu 'recmae) !

3 Euoxuumuu nscneasanus !

4 | WscnegeaHe Ha KpbBHa rnioko3a u HeAC '

5 IIW@{'@;Hgﬁenaua nexkapcTBeHa peakuvs U U3KNIOYBALLU KpUTEPHUM No Touka b

pemeﬂmﬁl'cnédm"?mpaﬂa KOMMCMSi C OTPA3EHN aHAMHECTUYHW AaHHW, KNTMHUYHATa CUMNTOMAaTVKa M EBOMIOTMBHISA XOA Ha 3abonAeaHeTo
Mep.auunaranmcymewrauun NOTBLPXKAABALLA KPUTEPUNTE MO NPUNOXeHUe 1 U BCUUKN HeoBXOANMM n3cnesBanus, cbobpasHo NpunoxeHue 2

.ﬂpunara “ E myqame Ha NpeKbCHaTO 3aMeCTUTENHOTO NeYeHue.

B. N3KNIOYBALLW KPUTEPUM (NPU NPOOBLIMKABAHE HA NEYEHWETO)

CBpBLXYYBCTBUTENHOCT KbM aKTMBHOTO UMM HAKOE OT NOMOLLHWTE BEWEeCTBa
Mpuapyxaeatio ocTpo Texko 3abonssaHe

Hanuuue Ha akTueHu HoBooGpasyeaHus

TlpusHaLy Ha peunauBe Npu NpekapaHo 3NokavecTBEHO HoBooDpasysaHue
CumnToMm Ha oOCTPYKUWA Ha rOpHWTE AUXaTENHU MbTULLA

Hexomnencupas 3axapen aAvabet Tvn 2 - HBA1C Hag 7.5%

BPEMEHHOCT 1 KbpMeHe
Ep,eM Ha nanunara

CNOORWN =

N3NCKBAHWA HA H3OK NPWU NEMEHWE MPU XUNONUTYWUTAPU3BM W EGULUT HA PACTEXEH XOPMOH
B U3BBbHBONHWUYHATA NOMOL,

e



OPUNOXEHUE 1B

NACT 3A ONPEAENAHE HA KPUTEPUATE NPU NPOOABLNKABAHE HA NEYEHUETO C PACTEXEH XOPMOH

nPU CNEANPOUEQYPEH XMNOMUTYUTAPU3BM HAQ 18 TOAULLHA BB3PACT B U3BBHBONTHUYHATA NOMOLY

A. lll. KPUTEPUU 3A NPOABLIMKABAHE HA NEYEHUETO (SAABMKUTENHU CA BCUYKKU KPUTEPUW)

MKB E89.3
1
2 Huso Ha comartoTponeH xopMoH (CTX) # - IGF-1 niunu IGF-BP-3
3* | MarHuTHO-pesoHaHcHa Tomorpacua unu KAT Ha rnasa '
% EAWHM uacnepasanus |
4 Maanegsaue Ha KpbBHa rniokosa n HeAC !

Nunca Ha HexenaHa NekapcTBEeHa Peakuysi U U3KMIOYBALM KPUTEPUM MO TouKa B

|
'peleHne Ha CNeLManM3MpaHa KOMUCHUA C OTPA3EHI AHAMHECTUYHI AaHHW, KNUHAYHATA CUMNTOMATWKA U EBOMNIOTUBHIA XOA Ha 3a60NABAHETO
2 MeAULMHCKa AOKYMEHTaUWA, NOTBLPXKAaBaLLa KpUTEPUUTE NO NpUNoXeHue 1 1 BCUYKM HEOBX0AUMU U3CNesBaHus, CbobpasHo NpUNoxXeHue 2

5. U3KNKYBALUWU KPUTEPUU (NPU NPOOABLMKABAHE HA NEYEHUETO)

CBpbX4yYBCTBUTEIHOCT KbM aKTUBHOTO WK HAKOE OT NOMOLUHUTE BELecTBa
Bwapact Hag 65 roguHm

BpemeHHoCT 1 KbpMere

Hanuuue Ha akTMBHO 3noKkadYecTeeHo 3abonseaxe

Hanwuuue Ha ocTpo KpUTUYHO 3abonsBaHe

Epem Ha nanunara

W3nBa Ha oBCTpyKTUBHA ChHHA anHesn

Dexomnencupan 3axapeH guabet Tun 2 - HBA1C Hapg 7.5%

RSSO D

g WM3NCKBAHUA HA H30K NPWU NEYEHUE NPYU XMNOMUTYUTAPUIBM M [EOULIMT HA PACTEXXEH XOPMOH

@ B M3BBLHBONMHWYHATA NOMOLL




NPUNOXEHWE 2

L NEYEEHO-ANATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHM NPOAOYKTW, srnioyewn B lMpunoxeHwe 1 Ha MNC, kowto H3OK 3annaw@a B CbOTBETCTBUE C
AencTeawmUTe HOPMaTUBHN JOKYMEHTH.

Tabnuua 1
OO3A
i [0 18 rouwma Bb3pact 3a MKE E23.0, N18.0, N18.8, Q87.1, Q96.0, Q96.1, 096.2, Q96.3, Q96.4, Q96.8
e 0,025 - 0,035 mg/kg TENECHO TErno AHEBHO NOAKOXHO NPU HEAOCTATLYHOCT UMW HaManewa
61ONOrMYHa aKTUBHOCT Ha PacTeXeH XOPMOH
e 0,035 mg/kg TenecHo Terno AHEBHO NOAKOXHO NPWU HEAOCTATBLYHOCT HA PACTEXEH XOPMOH Nnpu
Cungpom Ha MNpagep-Bunn
e 0,045 — 0,050 mg/kg TenecHo Terno [HEBHO NOAKOXHO NPU HEAOCTaTBLYHOCT Ha PaCTEXEH
- XOpMOH npu CuHapom Ha TbpHBP
SOMATROPIN

0,045 — 0,050 mg/kg TenecHo Terno SHEBHO NOAKOXHO Npu Aeua ¢ 6b6peyHa HeaOCTATBLYHOCT U
M30CTaBaHe B pacTexa

Hap 18 roguwHa BB3pact 3a MKB E23.0, E89.3

0,15 - 0,3 mg axeBHO*npu nuua < 30 rog

npu nuua > 30 rog — 0.2/0.3 Mr gHeBHO

NpyU No-eb3pacTHX NALUMEHTV Ce npunaraT MUHUManHu aHesHu Ao3u ot 0.1/0.2 mr ¢ no-6aBHo
TUTpUpaHe)

Ao 18 roavwna Bu3pact 3a MKB E23.0

HYDROCORTISONE

6 - 8 mg/m? TenecHa NOBBPXHOCT, pasaenexn Ha 3 nnu 4 npvema 3a 24 yaca

*KoHueHTpaumsTa Ha uHCynuHonono6HuA pactexed chbakrop | (IGF-1) ga 6bae ao 2 SDS oT KopurupaHaTa 3a Bb3pacTTa CpedHa CTOWHOCT.
NaunenTute ¢ Hopmaniu IGF-1 KoHUEeHTPaLMK B HAYANOTO Ha NEYEHUETOo TPSIGBA Aa NPUEMAT PACTEXEH XOPMOH A0 HiBa Ha IGF-| B ropHaTa rpaHnuya
Ha HopmaTta, kouTo He npesuwasar 2 SDS. MoaabpxalyaTa 4032 Ce yBenuyasa UNu Hamanssa NOCTENeHHO cnoped Hueata Ha IGF-1, kaTto psaako

Haasuwasa 1,0 mg/aex.

2. PAPOCHNEAABAHE:

Tabn =

XOPMOHANHU

PX (CTX) v

IGF-l wnu IGF-BP-3 v X v
dﬁH i v

T4 ‘ = v v

TOHAAOTPONMHK, NONOBM CTEPOMAM /npw AOCTWraHe Ha KOCTHa v v

BbL3PAacT 3a MOMYETa - 11 rognHN 1 332 MoMuueTa - 10 roaunn/

HuBO Ha cyTpelueH KOPTH307 - CMOHTAHHO WM NPU TECT C

ACTH wnv nHcynuH (c uen AokasBaHe Ha HapbubpeuHa v

HEQOCTaTbLYHOCT NPU XMMONUTYUTAPU3BM)

Na, K, CI, KAC**** v v

KopTuson B 24 yacosa ypuHa*** X v

BUOXUMUYHH

nioko3a v X v

HeA,C v X v

ASAT v X v

ALAT v X v

T v X v

AnkanHa gocdarasa v X v

KpeaTuHnHoB knupbHc (npu XBH) v v

WHCTPYMEHTANHWU U KOHCYNTALIMMK

KoHcynTauua cbe cneynannct ouHn Gonectu — dyHaocKkonus v v

EKr™

h‘ s V3NCKBAHWA HA H30K NPW NEYEHME NPU XUNONUTYUTAPU3BM W AEOUUWT HA PACTEXXEH XOPMOH
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PeHTreHorpagma 3a KOCTHa BB3PACT - A0 HaBbpLUBaHE Ha 25 rog. v 7
BbL3pacT

KAT w/wnu MPT Ha rnasa****

PenTtreHorpacwus Ha 6an gpob u AKP*

KoHcynTauusa cbC cneuwannct optoneansa n Tpasmaronorns®

AOPYTHU

Pwct, TenecHo Terno, ofukonka Ha TanuA™*, TenecHa = = 5
NOBBLPXHOCT™***

*no npeueHka

** camo 3a geua

***0OWMKONKa Ha Tanma — camo Haa 18 roguwHa Bb3pacTt

**** BeAHBXK FOANLIHO MPX HANW4YWe HAa pesuayanHa opMaums 1M BEAHBLX HA 2 rOAWHU NPY NUNCa Ha peaniyanHa dopmauusa camo Hag 18 roguwHa
Bb3pacT :

*ECAMO-NPK HANUYHA NpU HaaBbLBpeyHa HeaOCTaTBYHOCT NPU XMNONUTYUTaPUILM

Il. OB U3NCKBAHWUA

1. Bb3pacroBarta rpaHiuua ce U34ucnaBa B HABbPLUEHW OAMHU - T.€. BKNIOYMTENHO KbM 0AaTaTa Ha u3gaBaHe Ha NpoTokona ot
cneyuanusMpaHara KOMucus.
2. MMpw HasHa4aBaHe Ha Tepanus NO NPOTOKON 3aAbLIMKUTENHO ce Cbobpa3sBaT Bb3PACTOBUTE OFPaHUYEHNS, CBIMACHO KpaTkaTta

.xapalcrepncrmca Ha CbOTBETHUA NEeKapcTBeH NPoAYKT, yTBLpAeHa no peaa Ha 3MNMXM.

3. H3O0K He 3annawia nevyeHne U3BbH yKazaHaTa Bb3pacToBa rpaHULa B KpaTKaTa XapakTepucTuka Ha NpoaykTa.

4. H3O0K He 3annalua neueHu1e C 4031 HaA MaKCUMENHO paspeLleHnTe No KpaTka XapakTepucTuka Ha NpoayKTa.

5. B cnyyaii Ha HacTbLNUNA NOA03UPaHA HEXeNaHa NEeKAapCTBEHa peakuma, nekapaT yseaomasa WA no peaa Ha un. 184 ot 3/IMNXM.
Konue ot cbobiuenneto ce npunara/onucsa kbM/B MeauLMHCKaTa AokymeHTauus Ha 30J1 npu kaHauaaTcTBaHe 3a NeYeHue.

6. Bceku e-nNpoTOKON ce U3faBa Bb3 OCHOBA Ha M3AaAeH MeQULMHCKN JOKYMEHT: crneuunanvavpana komuevs B [136MM Ha ocHoBaHue
Alp Ne 38 ,OnpegensHe Ha NnaH Ha neYeHWe U NpPOCNeAsBaHe Ha TEepaneBTUMHUA OTrOBOP NpW NauUMEHTW, Nonyyasawm
CKbMOCTPYBaLLX NeKapCcTEeHU NPOAYKTK NO peaa Ha yn. 78, 1. 2 330"

Exsemnnap Ha xapTuex HocuTen oT Allp Ne 38 ,OnpegensiHe Ha NNaH Ha NeyeHue U NpocneassaHe Ha TepaneBTUYHUA OTroBOP
npu NaunexTH, nonyyasatiy CKbNOCTPYBALLM NeKapcTBEHW NPOAYKTU NO peaa Ha yn. 78, 7. 2 330", KOWTO € OCHOBaHUe 3a U3gaBaHe
Ha NPOTOKOM, NOANNCAH OT Nekapsa cneuvanuct/cneunanusnpara komucns u 30J1 (poauten, HacToHUK/NpUEMEH poauTen), ce Boau
no pea, onpeaeneH ot ne4ebHOTO 3aBefieHWe 1 Ce CbxpaHsea B kabuHeTa Ha nekaps/koMucusTa.

7. Npu nzpaeaxe Ha E-npoTtokon no peaa Ha ekcnepTuaarta no un.78, 1.2 ot 330, oTnaga HeobxoaMMocTTa Aa ce NpeaocTasaT u
cbxpaHsBaTt npunoxexue Nel u npunoxeHue Ne3 ot HacToawmTe ,M3ancksaHua Ha H30K".

8. NspasaHeTo Ha E-npoTokon ce oCbLiecTBABA B CbOTBETCTBUE ChC CLBMECTHU ,YKkasaHus 3a paboTa C nofafeH no enekTpoHeH
nuT npovokon IA/IBAC (e-npotokon)!, mexay HauuoHanHata 3gpasHoocurypuTenHa kaca M Bwnrapckv nekapcku cbio3 3a
npunarave Ha HauvoHanHWA paMKoB AOrOBOP 32 MEAULMHCKUTE AEAHOCTH.

Hacmoswume u3sucksaHus ca ymebpOeHu om ynpasumens Ha H30K cned Pewenue Ne PL-HC-04-81/17.10.20232. Ha Had30pHus
coeem Ha H30K u npedsapumenHo cwenacyeare ¢ BJIC, Ha ocHosanue un.51, an.10 ebe ep. ¢ an.8 om [lpasunHuka 3a
ycmpodcmeomo u deilinocmma Ha HauuoHanHama 30pasHoocuzypumenia kaca. M3auckeaHuama enu3zam 6 cuna om 0amama Ha
obHapodeaHemo um 8 JIbpxaseH eecmHuUK” U ommeHam delicmeawjume u3uckeaHus, & cuna om 15.08.2020z. Ha ocHosaHue
pewexue Ne P[}-HC-04-74/27.07.2020e.

WU3UCKBAHWA HA H30K NPW NEYEHWE NPU XUMONUTYUTAPU3BM U AEOULNT HA PACTEXXEH XOPMOH
B M3BBHBONHUYHATA NOMOLL




NPUNOXEHUE 3

AEKNAPALUMA 3A MUHO®OPMUPAHO CBIMMACHE C USUCKBAHUATA 3A 3AMNOYBAHE/ NPOADBINKABAHE HA
JNEYEHUETO C NEKAPCTBEHUA NPOAYKT

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

cnea Karo ce 3ano3dax ¢ usanata MW npedocrtaBeHa WHopmauMa M UenTa Ha fieuYeHueTo C  NEeKapcTBeHus
nponyk'r,.&.....; ...................................................................................................... u cnen, KaTo nony4Yux usdepnatenHu OTroBOpU Ha
NOCTaBEHUTE OT MEH BbAPOCK, AeKnapupam ye:
1. 1lle cnassam NPenopLYaHaTa Mt CXEMa Ha NEYEHWNE U NEPUOAVNYHOCT Ha KOHTPONHUTE Nperneau.
2. PepoBHO Wie ce ABABAM HA KOHTPONHW Nperneau v HAMa Aa NPOMEHAM CaMOBONHO UNUW NoA APYro BHYLLEHWe Ha3HadYeHaTa
MU Tepanus.
3 ripa 'npeyCTaHanBaHe Ha nevYeHWeTo NO APUYKMHKA, HENPOU3TUYALLM OT pewenneTo Ha Komucusata 3a ekcneptusn 8 P30OK
4. flpmn HecnaseaHe Ha NOCOMEHUTE YCNOBUA NTEYEHWETO MM C YNIOMEHATHS NEKAPCTBEH NPOAYKT We BbAe NPeKpaTeHo u HAMa
Ba umam npeteHuumn kbM H30K.

tg. Y N3UCKBAHUA HA H3OK MPU NEYEHWE NPU XUNOMUTYUTAPU3BM U OEGULIMT HA PACTEXXEH XOPMOH 10
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