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HOROM HA CUSHING C XUMO®UIAPEH IPOU3XON



M3UCKBAHWUA HA H30K NMPU U3NABAHE HA NMPOTOKONW 3A NEYEHWE CUHAPOM HA CUSHING C
XUNOTUIAPEH NPOU3XO] B U3BBHEOMHUYHATA NOMOLL,

MpoTOKON®LT Ce v3faBa OT CheuuanuInpaHa KoMucHMS B neyebHW 3aBefleHMA 22 GONHMYHA NOMOLL, CKIIOYMNK
norosop ¢ H30K. CneyuanuaupaHuTe KOMUCHUN Ce CB3AABAT CLC 3anceen Ha aupexTopa Ha J13: KnuHrka no eHAoKpUAONorMs
kbMm YCBAIE Akag. Wean MNenyer” — rp. Codoun.

I. PEA 3A3ABEPABAHE HA NPOTOKONNTE
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- TMPOTGKONK 32 3aN04BaHE Ha JIgUEHUD

" HID6TaKoTiA 3 ETROAGMXARANE Ha-neysnners ¢ yBenwicia Aosa

= MeoUUMHCKa AOKYMEHTALUMSA, NOTBLDXKAABAWLE KpUTEPUUTE N0 NPUAOXKeHne 1 1
BCMUKM HEOGX0AWMMM U3CRegBaHns, choGpasHo NPUIOKEHWE 2

» PelleHMe Ha CRELMANM3NPAHA KOMMCUS © SCHA MeAWUMHCKa MOTMRauMsA 3a
3ano4BaHe/NpoMAHa Ha TepanuaTa

* “[poToKon 3a npenucsaHe Ha nekapcrtsa, zannawann o1 H30K/P3OK™ — 6p.
kM WA

3aBepKa Ha NPoToKoNa
B P30K

“IpoToKon 3a npeanucease Ha nexapcTsa, sannawaxu ot H30K/P30K” — obp.
M3-H30K

3aBepka Ha
npotokeona 8 P30K
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. OELUM MONOXEYMNHA

WU3MCKBAHMA HA H30K 3A IEYEHME CUHOPOM HA CUSHING C XMNO®U3APEH NPOM3X0A B M3BBLHEONHWYHATA NOMOLW|
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1. E-npoTokon ce M3aaBa oT YNeHOBEe Ha CrneuManM3IupaHy Komucus B nevebHM lasefeHuA, oxazsalln GONHUYHA MeaMUUHCKa noMoly
(N3BIN) Ha ocHoBakwe PeweHue Ha cneuwanusnpaHa komucua® no AMp Ne 38 ,OnpeaenAane Ha nnaH Ha NeveHue W NPOCNeasBaHe Ha
TEPENEBTUYHNS OTIOBOD NpPY NALMEHTH, NONMYYABALYM CKbNOCTPYBALLWM NEKapCTBeHW NPOSYKTU No peaa Ha Jn. 78, 1. 2 330" B cwoTBETCTEME ©
HacToawure Mancksarua Ha H3OK, xato neperAT npoTokon ce nagapa 3a nepuos Ao 90 AHW, a BCeKW CNeABally NpoTOKON MOXe A3 Ce W3LaBa 3a
nepuos 4o 365 pHu.

2. 30paBHOOGUIYPEHOTO NiUe YAOCTOBEPABa ¢ NOANKCE ¢V B Petiedve Ha cneyvanuaupasa xomucua” no Alp Ne 38: cnegHoTo: JKenasa Aa
My 6bae opobpeHe neveHMe ¢ NeKapcTBeHWs NPOAYKT, KaTo AEKnapupam, |Ye CbM yBeAoMed 33 AciiCTaMeTo HMa HA3HayeHaTa fNeKkapcTBeHa
Tepanus u gasamM KHEOPMUPAHo chrnacue chitara Aa mu Gbie npunarava®; ,Cvrnacen/a CbM 32 MANON3BAHE Ha NMUMHUTE MU AaHHK 33 LenuTe Ha
excnepTuzarta’; Jenanr fa 6bvaa yeefgomen/a aa peaynTara oT ekcnep‘maaTa or P30OK no eguH oT cneanuTe RauvHW No e-mail, Tenedond unu Ha
MACTO B Fg;?.GK;“r Bas eluasam AOCTLA A0 OMEKTPOHHOTO Mi 3APasHo pocne”.

Wa npoueca no uagasane Ha E-nporokon va 30/, cneunanvanpanata KOMUCUA CNed NONYYEHo paspelueHyde 3a 40CTLR OT

pOTOKOn no pefaa Ha ekcnepTuaaTa no yn. 78 1.2 o7 330, O'rna.na Heoﬁxonumocrra aace npenoc:TaBﬂT W CbhXpaHasar
o:xeiue Ne 3 or HacToswuTe MancksaHuata Ha H3OK, npy cRegHuTe YCROBUA:
- DI0W HanUYMeTO Ha TexeT B CbOTBETHHFl qekﬁoxc B Peiserwe Ha cneuuanuanmpada komucus” no Allp Ne 38:

- 3a npu.tld 3?12 3.7 npw HANWYMETO Ha TEKCT B PALIS
KapcTagfina MpoayKT, KaTo Aexnapupal
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ﬁ_k M3UCKBAHWA HA H30K 3A NEYEHWE CUHAPOM HA CUSHING C XUNOGKU3APEH NMPOU3X0S B U3BBHEONHUYHATA noMou
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NPUNTOXKEHUE 1A

NMACT 3A ONPEAENAHE HA KPUTEPUWUTE NPU 3ANOYBAHE HA NEYEHMUE NPU CUHOPOM HA CUSHING C
XUNO®USAPEH NMPOU3X0H B UIBLHEQITHUYHATA NOMOLW

[ Unter lem] [ [ | [ T [ T [ |

ATKE £PH 4 3A 3ANOYBAHE HA NNEMEHME (SAOBIDKUTENHW CA BCUUKN KPUTEPKN)

ﬂ? 2HAR, ce ‘3anoqaa npu 300, npu xOMTO He e NOKa3aHO ONepPaTUBHO FIEUEHWEe WITM NpPU KOWTO ONEepPaTUBHOTO

CaoBoaek ypunen KOPTHK W(EYIQ > 310 nmol/24h

2 == ‘ gf: *  CrioHueH xopTuson e néfykow >14.2 nmol/l
;,s—? F % AOpeHoxopTUKOTPONeH xopmoH (ACTH) > 2.4 pmolf 1

1 pewenne Ha cneulgans ala X
2 pepuimHcKa onyMeu‘rag : GTEL

B. UBKNOYBALLIKX KPUTEPUK (NPU 3ANTOYBAHE HA NEYEHUE)

CBPBXUYBCTBUTEITHOCT KbM AKTUBHOTO WM HAKOE OT MOMOLLYHUTE BEWECTBA
BpemeHHOCT 1 KbpMeHe

Jluua nop 18 roguwHa Bb3pact

Texxo 4epHoapofiHO yepexaaHe
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NPANCHKEHWE 16

JIUCT 3A ONPEAENSHE HA KPMTEPUUTE NPU NPOOBIMKABAHE HA NEYEHUETO NPA CUHAPOM HA CUSHING
C XUMOGUIAPEH NPOU3X0[M B M3BBHEONHUYHATA NMOMOLL]

[ Ume: (e L 1 1 1 T [ [ [

CegbopeH ypunen kopTuson (CYK) <208 nmol/24h
& %ﬁmﬂqeu KODTW30N B ngnynom <14.2 nrnoll

Caoﬁo.qu YPUHEH xopmaon (CYK') > 30% CNPsMO.Y nsxo,cwme CTORHOCTU
" CNGHYEH KOpTU3ON B nonyHou.; > 30% cnpamo MSXOAHMIE CTOMHOCTH

1B

£ 1,L;aﬂgy§uuemompodmmaea ¢ fo-eucoKa. osa

2) *"ﬂpu ﬂénoeg Aeane ce obcwxitda cnupaue Ha JnieyeHuemno.

ReMeHneTO-6 A
AegAucH-Ha-HReHGBeTe-HA KOMUCHATE ——————— e
ﬂﬁl M3NCKBAHWA HA H30K 3A NEYEHWE CUHOPOM HA CUSHING C XWTMOPU3APER MPOW3XCA B U3BLHEONMHWUYHATA NMOMOU 3




OPUNOXEHKE 2
I. NEYEEHO-AUAI'HOCTUMEH ANFOPUTBM

1. NEKAPCTBEHW NMPOOYKTH, exnodenn B Mpunoxenue 1 Ha MNC, kouto H3OK s3annawa 8 CbOTBETCTEME C
AedcTealUTe HOPMATUBHY AOKYMEHTH.

INN DDD
PASIREQTIPE - 1.2 mg

_REPWMOL, HA NEYEHUE
:nsxonum._qlnﬂa 3™ ﬁ’é‘j;eu |’ fia Bceku 6 Meceya* | Ha Bceku 12Mecena”
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EKT, CBmL;éiTHa“qemTa (CH) v no NpeLeHka

ﬁ? W3UCKBAHWA HA H3OK 3A REYEHWE CUHAPOM HA CUSHING C XWNO®KUSAPEH NPCOK3X0A B MABBLHEONHUYHATA NTOMOL
H
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1. Bb3pacToBara rpaHKua ce MIYMCNABE B HaBLPWEHW TOAWHW - T.€. BKMONMTENHO KbM [aTaTa Ha W3japaHe Ha npoTokona oT
ChEeLNanu3upaHaTa KOMICKR,

2. Mpy HazHadaBaHe HA Tepanua No MPOTOKOR 33ALIKUTENHO c& CboOpPa3ABaT Bb3PACTOBUTE OrPaHUMEHNA, CHIMACH) KpaTKaTa XapaKTepucTUka
Ha CLOTBETHUA NEeKAPCTEEH NPOAYKT, YTBLPAEHA no pega Ha 3MTTXM.

3. H30K He 3annawya neyeHue N3IBLH YKA3IAHATA BL3PACTORA rPpaHMLa B KPATKATa XapaxTepucTuka Ha nNpoaykTa.

4. H3OK He 3annawya neuenve C 4031 HAJ, MAXCUMATTHO PA3peLUEHUTE NO KpaTka XapakTepucTUka Ha npoaykra.

5. B cnyuait Ha HACcTBNANA NOAO3MPAHA HEXENaHa NeKapCTBReHa peakuus, nekapstT ysepomasa UAJ no peaa Ha un. 184 ot 3NINXM. Konve or
CLOBLERUETO C& NPUNara/onucea Kem/eB MeguUMHCKaTa AokymerTauua Ha 30/) npu kananaarcTeane 3a neyeHue,

6. Bceku e-NPOTOKON ¢e M3JARA Bb3 OCHOBA HA U3Aa4EeH MeLVLMHCKN AOXYMEHT. cneuvanuaupara komucna s NI3BM nwa ocHosakue Allp No 38
LOnpefgenale Ha nnad Ha NeveHWe U NPoCnefABaHe H3 TepaneBTUMHWS OTrOBOP NPpU NAUWEHTW, NONY4aBalM CKLbNOCTPYBAWMN NeKapcTBEHR
NPOAYKTAMO.peAa HAMY. 78, T. 2 330",

Exsemnnsp‘ua,jaﬁmé sHocKTen ot Alp Ne 38 ,Onpesenste Ha NNaH Ha neveHue W NPOCNeAABaHe Ha TepanesTUHHNUA OTrOBOP NPY NAUNSHTH,
nonydasaiy mﬁot:'rpisau.lu NexkapcTEeHK NPOAYKTH no peaa Ha 4n. 78, 1. 2 330%, koiiTo e oCHOBAHNEe 32 W3faBaHe Ha NPOTOKCN, NOANUCAH OT
: H&‘K{)Mﬁlﬁ;ﬂﬂ u 3011, ce Bogw no pea, onpeaenel ot neveGHOTO 3aBeAEHNE U C8 ChbXpaKABa B KabuHeTa Ha KoMucuaTa.

npunox(eﬁue N!__ fmnomeﬂue N23 oT nactoswuTe M3uckBaHus Ha a H30K"
8. Manaaﬁnem”na _E-npm'oxon CE OCLUWIECTBABA B CLUTBETCTBME CbG CLBMECTHU ,Yxd3anus, 3a paboTa c NogafeH No eneKTpOHeH NbT NPOTOKON
“’J;)f;—mem,qy HauwonanHata 3apaBHOOCHMYPHTENHA Kaca u DLArapcsM-Nekapckin Cbio3 3a NpunaraHe Ha HauuoHanHus pamkos

rae AL __é”smre Aeitnocty.
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q-.‘ M3UCKBAHWA HA H30K 3A NEMEHWE CUHAPOM HA CUSHING C XMMNO®WU3APEH MPOU3XOL, B U3BBHEONHWUYHATA NOMOLL
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NPUNOMEHWE 3

AEKSTAPALMA 3A KHOOPMUPAHO CBINTACUE C N3UCKBAHUATA 3A 3ANOYBAHE! NPOABITKABAHE HA
JNEMEHWETO C NEKAPCTBEHWA NPOOYKT
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Lje ce;qansau HA KOHTPOMHM NPerneay » HAMa Aa NpPOMEHAM CAMOBOMHO WMWY NOA LPYro BHywehnue
:—_,% =
_'aﬁg}ié'ra..mu Tepanus.

ik Kémucm'ra no 4yn. 78, 1.2 ar 33’0 Luenyse.qom He3abaBHo NuviHWA cu nexap. #-P30K u-iie BbpHa-B-R3OK

W3NCKBAHWA HA H3OK 3A NEYEHUE CUHAPOM HA CUSHING C XMMO®U3APEH NPONIXOR B U3BBHEONTHWYHATA NOMOLL,



