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MpoToKoNbT ce M3gaBa OT crieumanuavMpaHa koMucus B neyebHM 3aBeleHMs 3a GONHMYHA MOMOLL, CKITIOYUIU
porosop ¢ H30K. CneuuanuaupaHnuTe KOMUCUM Ce Cb3faBaT CbC 3anoBeq Ha aupekTopa Ha J13: KnuHuka no eHaokpuHonorus
kbM YCBAIJE ,Akap. UeaH MNenues” — rp. Codus.

I. PEQl 3A 3ABEPABAHE HA NMPOTOKOJTUTE

npOTOKO]'IVI 3a 3ano4BaHe Ha neyeHue

L MonbnHeHo u nognucaHo npunoxexHue 1A — nuct 3a onpegensiHe Ha
KpuTepunte C BCUYKU Heoﬁxo,qwmm uscneasaHuva

= EnukpusaleTanHa enukpu3a, BKNoYBalla AaHHW OT aHamHesaTa, crartyca u
npeaxoxaallo neveHue

anu“AnMSMPAHA L EKCI‘IEPTHO CTaHOBULUIE C fiCHa MeauUMHCKa MoTuBauusa (SSA‘bn)KMTeJ'IHO ce
komucus oT6ensisBa NUNCa Ha M3KMIYBALLN KPUTEPUM (TOOMUCAHO OM CUYKU YieHoge Ha
cneyuanusupaHama KOMUcUsi)

= “llpoTokon 3a NpeanuceaHe Ha nekapcTsa, 3annawain ot H30K/P3OK" — 6p.
/ M3-H3OK (modnucaq om gcuyku YneHose Ha crieyuanuaupaHama KoMUCUs)

A 4

Komucusi no un. 78, 1. 2 3aBepka Ha npoTokona
ot 330 B LY Ha H30K B P30K

Y

npOTOKOJ’IVI 3a npoAabinKaBaHe Ha neveHue

» [lonbhHeHo W nognucaHo npunoxenue 16 — nucT 3a onpepensHe Ha
Kputepuute
L EranHa enuKpu3a Cc BCUYKN nscneaBaHusa no TaﬁnnuaTa 3a npocneassaHe Ha

npunoxeHue 2 (Mpunazam ce U Ha opuzuHanHa 6naxKa unu 3aeepeHo Korue),
CNEUMANU3UPAHA = EKCMEpPTHO CTAHOBMILE C ACHA MEULMHCKE MOTVBaLMs (3afbIDKUTErNHO Cce
KOMUcus otbens3Ba nunca Ha W3KMIOYBALUM KPUTEpUM (MOOMUCAHO OM CUYKU YNIEHOs8e Ha

cneyuanuauparama KOMUCUS)
= “MpoTokon 3a NpeanucBaHe Ha niekapcTsa, sannawanu ot H3OK/P30K" — obp.
/ M3-H3OK (rodnucaq om ecuyKu YiieHose Ha cneyuanuaupasama KoMucusi)

3aBepka Ha
npotokona B P30K

Komucus no un. 78, 1. 2
ot 330 B LIY Ha H30K

A 4

1I. OBLLV MOSNTOXEHUA

1. 300 nopasa noaroTBeHuTe AokyMeHTH B P30K, Ha TepuTopusTa Ha KOSITO e Hanpasuno u36op Ha OMNJ1. flokymeHTuTe
BKIIOYBAT:

1.1 3asBnenue o [lupektopa Ha P3OK.

1.2 MonbnHeHo W nognucaHo npunoxenue 1. Monbnea ce No CbLOTBETHATa TOYka W Ce Mpunara oTpaseHarta B unpoB UHAEKC
MeauUMHCKa JOKyMeHTaums, yA0oCToBepABaLla BCEKU e4UH OT KpuTepuuTe.

1.3 MbnHusT HaBop u3cneaBaHus ((PU3NKaNHU, MHCTPYMEHTaNHN 1 nabopaTopHu), 0TpaseH B NpUrioxeHue 2.

1.4 ‘MpoTokon 3a npeAnMcBaHe Ha nekapcTea, 3annaiuaiu ot H3O0K/P30K" — 06p. M3-H3O0K, uspaneH ot cneuvanuavpaHsa
komucust. Mpunara ce opuriHan Ha NPOToOKoNa, a NPpU KaHAMAATCTBaHE 3a NPoAbikaBaHe Ha TepanusaTa ce NpeAcTassi opuriHan
Ha NPeAX0AHUS NPOTOKOS C OTPA3eHU BCUUKM OTMYCHATM KONMWYECTBA Mo Hero.

1.5 fleknapaums 3a MHGOpMUpaHo cbrnacue no obpasel (npunoxetne 3)

2. P30OK npuema AOKYMeHTUTe No T. 1 crieA cnpaBka OTHOCHO 34PaBHOOCUIYPUTENTHUSA CTaTyC Ha 30n.
3. MpoTokonuTe ce u3aasar 3a nepuog Ao 90 AHKM Npu 3anoyBaHe Ha neyeHne u Ao 180 gHM 3a BCEKU nNopeaeH Kypc.

WU3UCKBAHUS HA H30K 3A IEYEHWE CUHAPOM HA CUSHING C XUNO®U3APEH NPOU3XOA B M3BBHBEONMHUYHATA MOMOLL -
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TNUCT 3A ONPEQENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NNEYEHUE MPU CUHAPOM HA CUSHING C
XUNOPUIAPEH NPOU3XOA B U3BBHEONMHUYHATA NOMOLL

Ume: I ErH I [ ‘ ] | l | | | I

3abenexka: meduyuHckama OokymeHmayusi, ydocmoeepsisawa eCeku om Kpumepuume e nocodeHa C yugpa e UHOBKC U 3adBbImKUmenHo
npudpyxasea HaCMOSIULOMIO NPUITOKEHUE.
A. KPUTEPUMU 3A 3ANOYBAHE HA NNEYEHME (3A0BITKUTENHU CA BCUYKU KPUTEPUN)

JINleyeHne ce 3anouysa npu 30”, Npyu KOUTO He e NoKaszaHo onepaTuBHO rneveHue Unu nNpu KOUTo onepaTUBHOTO
rneyeHue e 6uNo HeycnewHo.

MKB E24.0

1 CurypHa AuarHosa — noTebpfeHa Ha 6asata Ha KIMHWYHATA CUMMTOMATUKA, HUBO Ha aApeHOKOPTUKOTPOMeH
XxopMOH(ACTH), peHTreHorpadus unu MarHuTHo-pesoHaHcHa (MPT) unu komnioTbpHa (KT) Tomorpadus

HuBo Ha XxopmoHM:
= CeobogeH ypuHer koptuson (CYK) > 310 nmol/24h
= CriloHYeH KopTu3on B nonyHow > 14.2 nmol/l
= AzpeHoKopTUKOTporneH xopmoH (ACTH) > 2.4 pmol/l i

3 | HuBo Ha TMpeouaHu xopmouu — TSH, fT4 1

4 WU3cnenBaHe Ha KpbBHa 3axap, npu Heo6xoaumocT K3I1, rmukmpan xemoro6ud HbAsc A

5 PeHTreHorpacms Unm MarHuTHo-pe3oHaHcHa Tomorpachusa unm KAT Ha xunodusa 2

KoHcynTaumsi cbC CrneuuanncT o4Hm Gonectu u uscrnenBaHe Ha OYHU AbHa (cbyHAOCKOMUA) M Ha 3pUTENHU
nonerta (nepumeTpus)

7 KoHcynTauusi cbC cneuuanuct kapauonor u EKIM uscnensane 2

8 A6aomMuHanHa exorpadus &

9 | KoHcynTauus chC cneumanicT HeBpoxupypr >

10 | Nunca Ha usknroYBaLm Kputepun no 1. 6. | 2

THEOBXOANMIUTE V3CTEABaHNA Ca OTPa3eHW B Tabnvla 2 Ha NPUNOXeHMe 2 - 3aABIKUTENIHO Ce MPeACTABAT Ha opurvHanHa Gnaxka ot
nabopaTopust Wnu 3aBEPEHO M MOAMMCAHO KOMME, MPU HAnMuMe Ha XOCTUTANW3auUus Ce mpunara enukpusa c Homep U3 ¢ aasHoct o 1 mecel
npeAun KaHANAATCTBAHETO

2amMBynaTopHU NMCTOBE OT NperfieAu Npy cneuuanueT

*yRocToBepsiBa ce ¢ NOAMMCUTE HA YNIEHOBETE Ha KOMUCUSATA B NPUNOKEHWe 1 Ha HACTOAUTE U3UCKBAHNA

B. U3KMIOYBALLU KPUTEPUU (TIPY SAMOYBAHE HA NIEHEHUE)

CBpbX4yBCTBUTESHOCT KbM aKTUBHOTO MM HAKOE OT MOMOLLHMTE BeluecTsa
BpemMeHHOCT 1 KbpMeHe

JNuua noa 18 roguiuHa Bb3pacT

Texko YyepHoApobHO yBpexaaHe

o Lo

OTroaapﬂ Ha KpuTepuuTe 3a 3ano4ysaHe Ha
B (= = 5 17 (=2 o = P

B Ao3a

NOANUCU HA YJTEHOBETE Ha KOMUCUSITA . .........ooooiiiiiiniiniianains

g VBUCKBAHUA HA H30K 3A NEYEHWE CUHOPOM HA CUSHING C XUNMO®USAPEH MPOU3XOA B U3BBHBEONHUYHATA MOMOLL -
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JIUCT 3A ONPEAENAHE HA KPUTEPUUTE MPU 3ANOYBAHE HA NNEMEHUE NPU CUHAPOM HA CUSHING C
XUMO®GUIAPEH NPOU3XO[ B U3BBHBEONTHUYHATA NOMOLL

Wwe: [erw] T T T T T [ [ [ ]

3abBenexka: mMeduyuHckama AoKymeHmayusi, ydocmosepsieawya 6ceku Om Kpumepuume € nocodeHa ¢ yugpa & uHdexc u 3adbimKumerHo
npudpy¥aea HacCMOAW,0MO MPUITOKEHUE.

3ABENIEXKA: [1Ba Meceua cnep 3anouBaHe Ha riedeHueTo TpsbBa Aa 6bae oueHeHa knuHuuHata nonsa. [lpu
HenoBnUsiBaHe criea AByMeceyvHo neyeHne Tpsbsa Aa ce 06cLAMU cnupaHe Ha fieYeHueTo.

B. KPUTEPUU 3A NPOOABINKABAHE HA NEYEHUE (SAABINKUTENHM CA BCUYKU KPUTEPUN)

MKB E24.0

MbnHa pemmucus:
= CeobBogeH ypuHeH koptuson (CYK) < 208 nmol/24h

1A
= CritoHuYeH kopTu3on B nonyHou < 14.2 nmol/l !
Jlevenuemo npodnmkaea chc chujama dosa.
YacTuueH oTroBop:
= CgobogeH ypuHeH koptuson (CYK) > 30% CnpsaMO U3XOAHUTE CTOMHOCTU
1B = CriioHYeH KopTu3on B nosnyHowy > 30% CrpsiMo U3X0AHUTE CTOMHOCTU !

1) JleyeHuemo npodbinkaea c no-eucoka 6osa.
2) [pu HenoenusieaHe ce o6¢cbxda cnupaHe Ha j1edeHuemo.

2 W3cneaBaHe Ha O4HM AbHA ((hyHAOCKONUA) U HA 3pUTENHK NnoneTa (nepumeTpus) e

7 INunca Ha u3knoyBawm kputepum no 7. I 3

eTanHa enuKpu3a C OTpaseHa CTeneH Ha NOBNWABAHE Ha NokasaTenuTe Ciej 3anousaHe Ha NeYeHne; HeOOXOAUMHUTE U3CTIeABaHus, OTpaseHy B
Tabnuua 2 Ha NpUoXeHUe 2 Ce NPeACTABAT 3aALIKUTENHO Ha opuruHanta Bnakka oT nabopaTopusi UNK 3aBepPeHo 1 NOANMCAHO konue

2amBynaTopHU NIMCTOBE OT NperrfieAu Npu cneuuanueT
yaocToBepsBa Ce C NOATNMCUTE HA YNIEHOBETE Ha KOMUCUATA B NPUNoXeHue 1 Ha HacToRAWUTe U3NCKBaHNS

I. U3KNIOYBALLU KPUTEPUU (NP NPOOBINKABAHE HA NEYEHUE)

1. CBp'bX“lyBCTBMTeﬂHOCT KbM aKTMBHOTO WITW HAKOE OT NOMOLLHUTE BeLlecTBa
2. BpeMeHHOCT U KbpMeHe
3. Jlvua nop 18 roguviuHa Bb3pacT
4. Texko YepHogpobHo yBpexaaHe
OTFOBapﬂ Ha KpuTepuuTe 3a 3ano4ysaHe Ha B no3a

MEUEHMETO C iiesiresesessessassanssnnensassaasasaasss  seeaseesesececsascanee

.y VBUCKBAHMA HA H3OK 3A JIEHEHUE CUHAPOM HA CUSHING C XWUNO®WU3APEH MPOU3X0A B U3BBHBEONHNYHATA NOMOLL —
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1. NEMEBHO-AUATHOCTUYEH ANMTOPUTBM

1. NEKAPCTBEHM MPOAYKTW, Bkniouenn B Mpunoxenne 1 Ha MJIC, kouto H3OK 3annawa B cLOTBETCTBUE C
,qeﬁcmaumre HOPMaTUBHU OOKYMEHTU.

INN DDD

PASIREOTIDE 1.2mg

2. MPOCNEQABAHE:

NEPUONA HA NEYEHUE

U3CNEABAHUA =
U3XOOHO Ha 3 meceu I Ha Bcekn 6 Meceua* | Ha Bcekn 12meceuna*

XOPMOHAITHU
ACTH

CYK

CriioH4YeH kopTuson
TSH

T4

BUOXUMUYHU
nioko3a/K3MN/ HbA1c
ASAT

ALAT

Bunupy6ux
WHCTPYMEHTAIHU
WacneasaHe Ha OYHW AbHa - hyHAOCKONWA

AYRNEANENEN
N
<

AN

ANANANAN
ANNANENEN

<

WacnensaHe Ha 3pUTENHM noneTa - nepumeTpus
AbBpomuHanHa exorpagms

PenTtreHorpadusa, MPT/ KAT

EKT, cbpaeuHa yectoTa (CY)

KOHCYNTALUU

KoHcynTaumsi cbC cneuuaniucT ouHu Gonectu v

KoHcynTaumsi CbC cneuvanucT kapavonor v
KoHcynTauusa cbC Cneuuanyct HeBpoxmpypr v
'pumbubm Ha npocnedeﬂne Cce 3anasea u 3a ro-HamamubuwHu nepuo@u Ha neveHue

W3cneaBaHusATa ce MPeACTABAT HA OpUrMHanHM GriaHKW Whv 3aBepeHn Konusi C noanuc U nedat Ha J13 (npu Hamuuue Ha
XOCMUTanu3aLms ¢ AaBHOCT 40 1 Mecel npeaw KaHAMAATCTBAHETO Ce Mpunara 3aBepeHo Konue oT enukpuaa ¢ Homep U3)

Mo nNpeueHka
no npeueHka
no npeueHka

ANENENENEN

1l. OBLLU UBUCKBAHUA

1. BbapacToBaTa rpaHMua Ce W3YUCIIsiBa B HAaBbPLLUEHW FOAUHM - T.e. BKMIOYMTENTHO KbM AaTata Ha “3jaBaHe Ha npoTokona ot
creyuanuampaHaTa KOMUCUs.

2. Mpu HasHayaBaHe Ha Tepanusi No MPOTOKON 3a[bIKUTENHO Ce CbobpassBaT Bb3PacTOBUTE OfPaHUYEeHNs), CbIMacHo kpaTtkata
XapaKTepucTUKa Ha ChOTBETHUS IEKApCTBEH NPOAYKT, yTBbpaeHa no peaa Ha 3JMXM.

3. H3O0K He 3annalya neyeHve W3BbLH yKasaHaTa BbL3pacToBa rpaHula B kpaTkaTta XapakTepucTuka Ha npoaykTa.

4. H3OK He 3annaiya fieyeHune ¢ J03u Haj, MakCUMarHO paspelleHUTe Mo KpaTka xapakTepucTuka Ha npoaykTa.

5. B cnyuvaii Ha HacTbnuna nojo3npaHa HeXenaHa nekapcTBeHa peakuusi, nekapsaTt yseaomsiBa WA no pepa Ha un. 183 ot
3IMXM. Konue oT cbobLieHneTo ce npunara KbM MeAMUMHCKaTa AOKYMeHTauus Ha 30J1 npu kaHamaaTcTeaHe 3a neveHue.

6. KOMUCUATA, usnana npotokona Ha 30J1, cbXxpaHsiBa BTOPWU €K3EMNNAP Ha NPOTOKONa M BCUYKM Heobxoaumu
AOKYMEHTH 32 U30aBaHEeTO My.

Hacmosiwume u3suckeaHusi ca paspabomeHu Ha ocHosaHue un. 56 om HauyuoHwaneH pamkos 002060p 3a MeOUUUHCKUMe
deliHocmu 3a 2015 zoduHa (06H., B, 6p. 6 om 23.01.2015 2.) u enuzam & cuna om 1 anpun 2015 2., cbenacHo un. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3anjawaHe Ha J1eKapcmeHu npodykmu 1o un. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npodykmu 6 xymaHHama MeduuyuHa, Ha MeOUUUHCKU u3denus u OuUemu4HU XpaHu 3a creyuanHu
meduyuHcku yenu (o6H., OB, 6p. 31 om 2007 a.).

WU3UCKBAHUA HA H30OK 3A NIEYEHWE CUHAPOM HA CUSHING C XUMO®U3APEH NPOM3XO0A B U3BBHBEONHUYHATA MOMOLL —
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DEKMAPALIMA 3A UHOOPMUPAHO CbITIACUE C UBNCKBAHUATA 3A 3ANOYBAHE/ MTPOABINKABAHE HA
NEYEHWETO C NIEKAPCTBEHUA NPOAYKT

crieA kaTo ce 3anosHax C uanata MU npeaoctaeeHa MHgopmauus W UenTa Ha JfleYeHUeTo C JieKapCTBeHus
TIDOMAYKT cuesnarssacmseseseseressasasnsssersesssesssassasasssssrsasssassiesesst st stsne st st snasasassssasnsnsssnsnsansn W cref KaTto Moslyuux usdepnaTenHu OTrOBOpY Ha
nocTaBeHUTe OT MEH BbNPOCH, AeKNapupam ye:

1. Lle cnassam npenopbyaHaTa My CXeMa Ha fieyeHne 1 NepMoANYHOCT Ha KOHTPOITHUTE Nperneau.

2. PepfoBHO lie Ce siBABAM Ha KOHTPOMHU nperneay M HAMa Aa MPOMEHsIM CaMOBOMHO UMW MoA APYro BHylleHue
HasHayeHaTa My Tepanus.

3. [py npeycTaHOBSBaHe Ha NEYEHMETO NO MPUUMHM, HENPOU3TUYALLM OT peLueHueTo Ha KomucusTa sa ekcniepTusu B PSOK
wiunn Komueusita no un. 78, 1.2 ot 330, we yBeaoms HesabaBHO nuuHusi cu nekap u P3OK u we bpHa B P3OK
nocrneaHUst MPOTOKOJT, MO KOWUTO CbM Nonyyasarn/a nekapcTBeHnst NpoayKT.

4. Tpn HecnassaHe Ha NOCOYEHWTE YCIIOBMS NIEYEHMETO MU C YNOMEHaTUs! NIekapCTBeH NPOAYKT Le GbAe npekpaTeHo u
HAMa aa umam npeteHuun kbm H30K.

5 M3UCKBAHMSA HA H3OK 3A IEYEHWE CUHAPOM HA CUSHING C XUMO®USAPEH NMPOU3XOA B U3BBLHBEONIHUYHATA MOMOLL -
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