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M3NCKBAHUA HA H3OK 3A JIEMEHUE

CUHOPOM HA CUSHING C XUINMOPUIAPEH NPOU3XOA

B U3ABBHBEOJIHUYHATA NMOMOLL



M3NCKBAHWA HA H30K NP U3ABAHE HA NMPOTOKOJIX 3A NEYEHUE CUHAPOM HA CUSHING C
XUNO®U3APEH NPOU3XOA B N3BBBHBEONMHUYHATA NMOMOLLL

MpoTokon®bT ce v3naesa OT cneyManuavpaHa KOMUCUMA B neyebHu 3aBefeHMs 3a BOMHUYHA NOMOLL, CKITHOYMWMK
poroeop ¢ H3O0K. CneuuanuaupaHute KOMWUCMM Ce Cb3fdaBaT cbC 3anoses Ha aupektopa Ha J13: KnuHwka no
eHaokpuHonorusi kbM YCBANE ,Akan. MeaH MeHyes” — rp. Codms,

I. PEQ 3A 3ABEPABAHE HA NPOTOKOINWUTE

MpoTokonu 3a 3ano4BaHe Ha ne4YeHue
[MpoTokonu 3a npoAbLMKaBaHe Ha NEYEHUETO C yBeNnuYeHa Ao3a

» MeguuMHCKa AOKYMEHTaUMs, NOTBLPKAABALLA KPUTEPUMTE NO NpUNnoXeHue 1 v
CHELIVIAJ'WI3V|PAHA BCUYKK HeoBxoaumu nicneaeaHnsa, cbobpasHe NpunoxeHuwe 2
KOMUCUSA P = PeweHWe Ha creuuanu3vpaHa KOMMUCWUA C ACHA MeaWLUMHCKa MOTUBauMs 3a
3ano4BaHe/NpomMsiHa Ha TepannsaTa
= ‘lMpoTtokon 3a npeanuceaHe Ha nekapctea, 3annawadm ot H30K/P30K'™ — 6p.
/ M3-H30K
Komucus noun. 78, 1. 2 .| 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K "1 BP30K

I']pomxonvl 3a npoabikKaBaHe Ha neveHuwe 6e3 Kopekuust Ha fo3sara

= ‘[lporokon 3a npeanuceBaHe Ha NekapcTsa,

4 . i .| 3aBepka Ha npoTokona
sannauwanu ot H30K/P30OK" -- 06p. M3-H30K 5 P30K

CMNEUWMANU3NPAHA
KOMUCUA

1l. OBLLK NONMOXEHWUA

1. E-NnpoTOKON Cé M3gaBa OT YIeHOBEe Ha Cheuuanu3MpaHn KOMMCUMK B NnevyebHKU 3asBefleHns, okazBalm GONMHUYHA MeQUUMHCKA noMouw
(N3BM) Ha ocHoBaHue ,PelieHne Ha cneuwanuaupara komucws” no Alp Ne 38 OnpegensHe Ha nnaH Ha nedveHue W npocnefsBaHe Ha
TepaneBTUYHUA OTTOBOP NP NALMEHTM, NONy4YaBallM CKLMNOCTPYBALUM NEKApCTBEHM NPOAYKTY No pesa Ha un. 78. 7. 2 330" B crOTBETCTBUE C
HacToswuTe Wancksanns Ha H3OK, kaTo NLPBUAT NPOTOKON ce W3Aasa 3a nepuoj Ao 90 AHW. a BCEKW CejBall NPoTOkoN MOXe Aa ce u3aaea 3a
nepvoa Ao 365 aHu.

2. 3qpaBHOOCUIY PEHOTO Nu1Le yA0CTOBepsBa C noanuca cv B PelueHve Ha cneuvanninpada komucns” no Allp Ne 38: cnegHoto: XKenas aa
mu 6bae oa0DpeHO NeyYeHue C NeKapCTBEHWA NPOAYKT, KaToO Aeknapupam, 4e CbM yBeAOMEH 3a AeWCTBMETO Ha HazHaueHaTa nexkapcreeHa
Tepanusa v AaBam UHPOPMUPAHO Chrnacue cullata fa mu 6bae npunarava“; ,CwurnaceH/a cbm 3a M3NON3BaHE HA NUUHMTE M AAHHU 33 UenuTe
Ha ekcnepTusarta“; Xenas ga 6b4a yBegoMmen/a 3a peaynTarta oT ekcneptuaarta ot P30K no eant oT cnearuTe HauymHu: no e-mail, TenedoH unu
Ha macTo B P30OK", ,Paspeluaeam A0CTbMN A0 ENEKTPOHHOTO M 3APABHO A0CHE"

3. MNpeau cTapTupaHe Ha npoueca no n3gaeaHe Ha E-npotokon Ha 30J1, cneunanuanpaHaTa KOMUCKA Cnej Nony4yeHo pazpeLleHne 3a 4oCTLN oT
3011 40 eneKkTPOHHOTO MY 34PABHO AOCHE, MPaBW CNpaBKka NO eneKTPOHEH NbT 33 W3AAAEHW NPeAXOAHW NPOTOKONW, NO CblMS Npogun Ha
sabonseare. MpouectT no wWapaBaHe Ha E-npotokon ce peanusupa B MeauumHckn codTyep. B HacToAwWwMTE M3WCKBAHWA Ca MOCOYEHW
HeoGxoavMuTe NOKYMEHTH 3a usgasaHe Ha E-npotokon Ha 30J1.

4. Kbm Bcekn E-npoTokon, C KOWTO € HasHaueHa nekapcTeBeHa Tepanus, ce npunarat HeoOxoawmuTe JokymeHTw (amBynaTopHwTe nucTose,
enWKpW3W, M3CNeABaHWA W Ap.), Crea KOeTO AOKYMEHTUTE Ce W3NpallaT no enekTPoHeH NMbT KbM MHGOpMaunoHHata cuctema Ha H3O0K
NokymeHTuTe, kouTo cblyecTsyear B H3UC/uHdopmauuworHata cuctema Ha H30K, ce aexnapupart B E-npoTokona © TEXHWUTE YHUKaNHW HOMEpa
(HPH).

WMHdopmauwaTa, OTHOCUMA KbM M3faBaHe Ha E-NpoTokona, KORTO € B JOKYMEHT, KONTO HAMA enekTpoHeH hopmMaT. ce nonbnea B PeweHneTo Ha
cneunannampaHa KOMUCKUA - OCHOBaHWe 3a n3gasaHe Ha E-npoTokona, unu J0KyMEHTa ce npunara kaTo CkaHupaHo Kormue.

5. Mpw nagasare Ha E-npoTokon no peaa Ha ekcneptu3arta no un.78, 7.2 ot 330, otnaaa Heo6xoAMMOCTTa Aa ce NPeaoCcTaBAT U CbXpaHABaT
npunoxeHue Ne 1 u npunoxenue Ne 3 ot HacToawuTe MancksaHusaTa Ha H30K", npu cneanuTe ycnosus:

- 3a npunoxeHne Ne 1 - npu HanMYWeTo Ha TEKCT B CbLOTBETHWA dekBokc B PelieHne Ha cneuwanuavpada komucus’ no Alp Ne 38:
Jlnceart naknousawm KpuTepum 3a aanovsaHe/npoabnxkasaHe Ha nedexnue ¢ NM"

- 3a npunoxenue N2 3 - npu HanuMuMeTo Ha TekcT B PeweHve Ha cneunanuaupana komucus’ no AMp Ne 38: JKenas ga mu 6bae opaobpeHo
feveHne ¢ NekapcTBeHWs NPOAYKT, KaTo Aeknapupam, Ye CbM yBEAOMEH 3a [AeNCTBUeTO Ha Ha3HadyeHaTa nekapcTBeHa Tepanua W jasam
MHCOPMUPAHO Cbriacue cblyata aga mu 6bae npunaraxa’.

W3NCKBAHWA HA H30K 3A NEYEHWE CUHOPOM HA CUSHING C XWUIMO®U3APEH NMPOU3XOA B U3BBHBEONHUYHATA NOMOLL
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NPUNOXEHWE 1A

JINCT 3A ONPEAENAHE HA KPUTEPUWUTE NPWU 3AMNMOYBAHE HA NNEYEHWE C PASIREOTIDE NPU
CUHOPOM HA CUSHING C XUNMO®U3APEH NPOU3X0O B N3BBHBONMHUYHATA NMOMOLY

A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE (SAOBIPKUTENHNU CA BCUYKW KPUTEPWUW)

ITeyeHue ce 3anouBa npu 30J1, NpU KOUTO He € NOKA3aHO ONEPaTUBHO NMEYEeHWe UMK NMpU KOUTO ONepaTUBHOTO
neyeHue e BUNoO HeycnewHo.

MKB E24.0

CurypHa amarHoza — noTebpaeHa Ha 6Gasata Ha KNMHWYHATA CUMNTOMAaTtuka, HWBO HA aApPeHOKOPTUKOTPONEH
1 1,2
x0pMOH(ACTH), peHTreHorpacdwva unu marHnTHo-pesoHancHa (MPT) unu komnoTepHa (KT) Tomorpadma ' -

Huso Ha xopmoHu: ' 2
= CeoboaeH ypuHeH koptuson (CYK) > 208 nmol/24h
®  CnioHYeH kopTuson B nonyHouw, > 7.56 nmol/l
®  AApeHOKOpTUKOTponeH xopmoH (ACTH) > 2.4 pmol/l '

3 | HuBo Ha TupeouaHu xopmonu — TSH, fT4 2

4 | UscnepeaHe Ha KpbBHa 3axap, npu HeobxoaumocT K3MM, rmukupaH xemoro6ux HbA1c ' 2

5 | PentreHorpachms wnn MarHMTHO-pezoHaHcHa Tomorpadms unu KAT Ha xunodomaa ' 2

KoHcynTauus ¢bC cneuuanucTt ovHu 6onectu u M3creaBaHe Ha OYHWM ObHa (PyHOOCKONUA) M Ha 3pUTENHM
nonera (nepumetpus) ' ?

7 KoHcyntauumsa cbe cneumanuct kapauwonor u EKI nscnegsaHe 1.2

8 | A6nomuHanHa exorpacus 2

. KoHcyrnTauus ¢be cneunanuct Hespoxupypr '

10 | flunca Ha u3kNYBaLWKM KpuTepun no Touka B 12

! pewenne Ha cneunanuaupana komucus no Alp Ne 38
2 MeAMUMHCKa OKYMEHTaLWS, NOTBLPKAABALLA KpUTEpUUTe NO NpUoXeHue 1 1 BCuuky HEOBXOAMMIU N3CNeABaHus, CLobpasHo Npunoxexue 2

B. N3KNKOYBALLW KPUTEPUW (NMPU 3ANOYBAHE HA NEYEHUE)

CBpPBXYYBCTBUTENHOCT KbM aKTUBHOTO WK HAKOE OT MOMOLLHUTE BeLLecTBa
BpemMeHHOCT U KbpmeHe

JNuua nopa 18 roguwHa Bb3pacT

Texko yepHoapobHo yBpexaaHe

BICYRY =t
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h 5 M3UCKBAHWA HA H30K 3A NEYEHME CUHAPOM HA CUSHING C XMNO®U3APEH NMPOW3XO/1 B U3BBHBEONHUYHATA NOMOLL

]



NPUNOXEHUE 16

NAUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOOBIMKABAHE HA JIEYHEHUETO C PASIREOTIDE
NMPU CUHOAPOM HA CUSHING C XUNMO®U3APEH NPOMU3X0O B U3BBHBOJTHUYHATA NMOMOLL

3ABENEXKA: [1Ba meceua cnep 3anousBaHe Ha nevenveto Tps6ea na 6bae oueHeHa knuHu4YHata nonsa. Mpwu
HenoBnUsABaHe crieq OBYyMece4YHo nevyeHue Tpabea aa ce o6cbam cnupaHe Ha NeYeHUeTo.

B. KPUTEPUU 3A NPOOBIMKABAHE HA NEYEHUE (SAOBLIMKWUTENHW CA BCUYKWU KPUTEPUW)

MKB E24.0

MunHa pemucus: ' 2
1A = CeobopeH ypuHeH koptuson (CYK) < 208 nmol/24h
®  CnwoH4YeH KopTuson B nonyHow < 7.56 nmol/l

JleyeHuemo npodbmkaea cbC cbujama doza.

YacTuyeH oTroBop — peayKuus Ha HuBaTa Ha: ' *
=  CsobopgeH ypvHeH kopTtuson (CYK) > 30% cnpsmo u3xoaHUTe CTONHOCTU
1B = CnioH4eH koptuson B nonyHow, > 30% cnpsMo n3xogHUTe CTONHOCTH

1) JleyeHuemo npodwbnkaea ¢ No-gucoka 0o3a.
2) [Mpu HenoenusigaHe ce 0b6cbX0a cnupaHe Ha ne4yeHUemo.

2 WU3cnensaHe Ha O4HM AbHa ((PYHAOCKONWUA) M Ha 3pUTenHW noneta (nepumetpus) ' 2

3 | N'unca Ha M3KNKOYBALLM KpUTepun no Touka I ' ?

1 pelweHune Ha cneynanuaupaHa komucus no Allp Ne 38
2 MeaULMHCKa AOKYMEHTaLMS, NOTBbPXAaBaLla KpUTEPUMTE NO NPUNOXeHUe 1 1 BCUUKM HEOBXO0AMMIU M3CNEABaHNA, CLOBPa3HO NpUNoXKeHue 2

. UBKIMIOYBALLM KPUTEPUM (MPU NPOABIMKABAHE HA NEYEHMUE)

CBpPBXYYBCTBUTENHOCT KbM aKTUBHOTO UMW HAKOE OT NOMOLLHUTE BELLECTBA
BpeMeHHOCT U KbpMeHe

Jlvua noga 18 roguiiHa Bb3pacTt

Texko YepHoApobHO yBpexaaHe

okl ol

’( ¥ W3NCKBAHUA HA H30K 3A NEYEHWUE CUHAPOM HA CUSHING C XUNO®W3APEH NPON3X0/ B U3BBHEONHWUYHATA NMOMOLL,



NPUNOXEHWE 1B

NACT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHWUE C OSILODROSTAT MNPU
CUHOPOM HA CUSHING C XMMO®U3APEH NPOU3X0[4 B U3BBHBEONMHUYHATA NOmMoLY

A. KPUTEPUM 3A 3ANOYBAHE HA NEYEHUE (SAOBITKUTENHU CA BCUYKKU KPUTEPUN)

Nevenne ce 3anousa npu 30J1, NpM KOMTO He € MOKa3aHO ONEepPaTUBHO NMeYeHWe UMW NPU KOMTO OMepaTUBHOTO
neyeHue e 6UNO HeycnewHo.

MKB E24.0

CurypHa auarHo3a — noTsbpaeHa Ha 6asarta Ha KNMHUYHATA CUMNTOMAaTKKA, XOPMOHAMHaTa AvarHocTika MarHUTHO-
peaoHaHcHa (MPT) unu komnioTbpHa (KT) Tomorpacus

HuBO Ha XOpMOHK, NOTBLPXAABalWKM AuarHosara: ' ?
=  CeobopgeH ypuHeH kopTuaon (CYK) > 208 nmol/24h
2 = CnioHYeH KOpTU3on B nonyHouy > 7.56 nmol/l
= AApeHOKOPTWKOTponeH xopMoH (ACTH) > 2.4 pmol/l '
=  KopTtuaon cnep ekcnpeceH 6nokax ¢ 1 mg DXM ) > 50 nmol/l

a

HuBo Ha TMpeouaHu XxopMoHu — TSH, fT4 "2

W3cnegsaHe Ha KpbBHA 3axap, npu HeobxoaumocT - K3MM, rnukupan xemorobux (HbA+c) ' ?

W3cnepsaHe Ha enektponutu (K, Na, Cl, Mg, Ca, P) ' ?

(= I B

Mamumo-peaonaucua Tomorpadus UNKU KOMNIKTBHLPHA ToMorpadusa Ha xunocbusa 1.2

B KoHCynTauus CbC CrneuManucT o4HM GonecTu M u3cneaBaHe Ha OYHU ALHA ((PYHAOCKONUSA) U HA 3PUTENHU
nonera (nepumetpus) ' 2

8 | KoHcynTauus cbe cneumanucT kapauonor u EKI uscnensane ' ?

9 | A6pomuHanHa exorpacus ' ?

10 KoHcynTauus ¢bC cneumanucT Hespoxupypr ' 2

11 | Nunca Ha n3KkNOYBaLWK KpUTEpPUKA No Touka B ' 2

! pewenue Ha cneyuanuaupana komucus no Allp Ne 38
2 MeAVUVMHCKa AOKYMEHTALNS, NOTBLPKAABALA KPUTEPUNTE NO NPUNOXeHKe 1 v BCUuKN HeOBXOAVMM M3CeaBaHs, CbOBPa3HO NPUMOXeHWe 2
3abenexka: Mpu cmaHa Ha Habopa OT peaTKUBMTE (KUT) Aa Ce NPUeMaT CLOTBETHUTE PedPepeHTHH rpaHuLm,

B. N3KNKO4YBALLW KPUTEPUK (NMPU 3ANOYBAHE HA NEYEHWE)
1. CBPbLXYYBCTBUTENHOCT KbM aKTUBHOTO MIMK HAKOE OT NOMOLLHUTE BellecTsa

2. bpeMeHHOCT U KbpMeHe
3. Jlvwua noa 18 roguwHa Bb3pacT

W3NCKBAHWA HA H30K 3A NEYEHUE CUHOPOM HA CUSHING C XUNO®U3APEH NMPOU3X0A B U3BBHBONMHUYHATA MOMOLL



NPUNOXEHWE 1I

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABINKABAHE HA NEYEHMETO OSILODROSTAT
NP CUHOPOM HA CUSHING C XUMO®U3APEH NPOU3X0A B U3BBHEONTHUYHATA NOMOLY

3ABENEXKA: [1Ba meceua cnep 3ano4yBaHe Ha nedeHueto Tpsbea ga 6bjae oueHeHa knuHudHata nonsa. [lpwu
HenoBnUsABaHe crnea AByMeceyHo neveHue Tpsibsa aa ce o6cbau cnupaHe Ha NeYyeHWeTo.

B. KPUTEPUM 3A NMPOABLIMKABAHE HA NEYEHUE (SAOQBNMKWUTENHU CA BCUYKU KPUTEPUU)

MKB E24.0

MbnHa pemucus: ' 2
= CsoboaeH ypuHeH koptuson (CYK) <208 nmol/24h

1A
®=  CtoHYEeH KOPTU30M B nonyHouw, < 7.56 nmol/l
JleyeHuemo npodbmkasa ckC cbujama dosa. B
YacTuyeH OTroBop — peayKuua Ha HuBaTa Ha: 2
=  CsobopeH ypuHeH koptuson (CYK) > 30% cnpsmMo u3xogHuTe CTONHOCTK
1B = CriioHYeH KOpTM30n B nonyHouy, > 30% crnpsmo U3XOAHWUTE CTOMHOCTH

3)JleyeHuemo npodwnxasa ¢ No-eucoka dosa.
4)Mpu HenoenusaeaHe ce o6cbxda cnupaHe Ha 1e4YeHUemo.

2 U3cneaBaHe Ha 04HM AbHa (hyHAOCKONMA) U Ha 3pUTENHU noneTta (nepumetpus) ' 2

KoHcynTaumsi cbC cneunanvet kapavonor v EKM nacnegsane ' ?

4 WacnensaHe Ha enexkrponuTu (K, Na, Cl, Mg, Ca, P) ' °

5 | Nunca Ha M3KNIOYBALLM KPUTEPUM Mo Touka I ' 2

1 peleHue Ha cneyuanuanpaHa komucus no Allp Ne 38
2 MepVMUMHCKa [ OKYMEHTALIA, NOTEbPX/AABALLA KPUTEPUUTE NO NPUNOXeHMe 1 1 BCUUKM HeOBXOANMY N3CNEABAHNS, CHOBPA3HO NPUNOXEHUE 2

r. U3KNKYBALLW KPUTEPWUM (MPU NPOABIMKABAHE HA NEYEHUE)

1. CBpbXYyBCTBUTENHOCT KbM aKTUBHOTO UMW HAKOE OT MNOMOLLHWTE BELECTBA
2. BpemeHHOCT 1 KbpMeHe
3. Jwua nopg 18 roguwHa BB3pacT

0
h M3NCKBAHWA HA H30K 3A NEYEHWUE CUHOPOM HA CUSHING C XUNO®DU3APEH NPOU3X0/ B N3BBHEONHUYHATA NOMOL,
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NPUNOXEHUE 2
I. NEYMEBHO-OWATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHW MPOAYKTW, sknioyenn B MNpunoxenue 1 Ha TMNC, kowto H30K sannawa 8 cbOTBETCTBUE C
[JeNCTBalMTe HOPMaTUBHN LOKYMEHTH.

INN DDD

PASIREOTIDE 1.2 mg
OSILODROSTAT 10 mg

2. MPOCNEASIBAHE:

NEPUOO HA NEYEHWE
WM3CNEOBAHWUA MNepwop Ha TWTpauws Ha gosata | __Mpocneassaxe

u3xoaHo | 1-ea cegmuua Ha 2 ceaMmun” | Ha 2 meceua Ha 12 meceua™*

XOPMOHATHU

ACTH

CYK .

CnioHYeH kopTuson

TSH, FT4

BUOXUMWUYHU

[ nioko3alnu K3/ nnu HbAsc
Enektponutn - K,Na,Cl,Mg,Ca,P (3a Osilodrostat)
ASAT

ALAT

BunupybuH
MHCTPYMEHTANHU

MbneH oueH nperneg
(c chyHOOCKOMUA U KOMMIOTbPHA NEPUMETPUS)
ABpomunanHa exorpadus

PenTredorpacusa, MPT Ha xunoduaa/ KAT
EKI (QTc uHTepsan)

KOHCYNTALN

KoHCynTaUms CbC CNeLnaniucT o4 6onecTu v o v

KoHcynTaums CbC CNeumanincT kapauosor v ) Mo npeueHka

KoHcynTaumsi CbC CneunanmncT HeBpoxXupypr v Mo npeuexka

*3abenexka: B HAkoM cny4auw ce npenopbyBa TUTPUpaHe Ha Ao3aTta npea3 WHTepeanu, no-ronemu oT 2 cegmuuu. HamanssaHe Wa ao3aTa wnu BPeMEHHO
npeycTaHOBABaHe Ha NeveHuWeTo ce Hanara npu: 1. MHoro 65p3o cnagaxe Ha HuBaTta Ha CYK, 2. CnapaHe wa Hvsata Ha CYK nog tapretiute: 3. MoAsa Ha CMMNTOMM
Ha XUNOKOPTU3ONU3bM : :

**Pumbmbm Ha npocnedesiHe ce 3analsa u 3a no-HamambuHu Nepuodu Ha nevexue

WacnepeaHnaTa cneasa Aa ca ¢ 4asHOCT 40 1 Mecel npeaun KaHANOATCTBaHe 3a NeYyeHue.
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Il. OBLUM U3NCKBAHUA

1. Bb3pacToBara rpaHuLa Ce W3uMCNABa B HABLPLWEHW FOAMHM - T.€. BKMKYUTENHO KbM Aarata Ha M3jaBaHe Ha npoTtokona ot
cneunanuanpaHaTa KoMucus. !

2. Mpu Ha3Ha4YaBaHe Ha TepanusA no NPOTOKON 3aABMKUTENHO ce CboOpPa3ABaT BL3PACTOBUTE OTPAHUYEHUA, CBIMNACHO KpaTkaTa xapakTepucTuka
Ha CbOTBETHWA NekapcTBeH NPOAYKT, yTBbpAeHa no peaa Ha 3NMXM.

3. H3O0K He 3annawya neyeHue W3BbH ykasaHaTa Bb3pacTOBa rpaHuLa B KpaTkaTa xapakTepucTuka Ha NnpoaykTa.

4. H3OK He 3annawa neyeHue c 403U Haj MAKCUMANHO paspeLleHUTe No KpaTka XxapakTepucTika Ha npoaykTa

5. B cny4ai Ha HacTbnuna NnoAo3NpaHa HeXenaHa nekapcTBeHa peakuus, nekapart ysejomssa WAT no peaa Ha un. 184 ot 3NNXM. Konue ot
crobLleHveTo ce npunara/onncea Kbm/B MeguUMHCKaTa AokymeHTauus Ha 30J1 npu kauguaaTcTeaHe 3a nedvexue.

6. Bceku e-npoTOKON Ce u3faBa Bb3 OCHOBA Ha U3AaA€H MEeAWLWHCKM LOKYMEHT: cneunanuanpaqa komucws B J136M Ha ocHosanme Allp Ne 38
,OnpeaensHe Ha NNaH Ha NevyeHlwe W NPocneAsBaHe Ha TepaneBTUYHMA OTrOBOP NPU NAUUEHTU, NONy4asBally CKbNOCTPYBALLU NEeKapCTBEHW
NPOAYKTW NO peaa Ha un. 78, 7. 2 330"

Ekaemnnsap Ha xaptueH Hocuten ot Alp Ne 38 ,OnpeaensHe Ha nnaH Ha nevyexne 1 NpocneasBaHe Ha TepaneBTU4YHWA OTroBOP NPW NauneHTw,
nony4Yasawy cKbNOCTPYBALLM NEKapCTBEHW NPOAYKTH NO peaa Ha yn. 78, 1. 2 330", kolTo & ocHoBaHWe 3a N34aBaHe Ha NPOTOKOs, NoANUCaH oT
cneunanuaupana komucus u 30J1, ce Bogun no pes, onpeaeneH ot neyebHoTo 3aBeaeHne 1 ce ChxpaHasa B kabuHeTa Ha KOMUCKHATA.

7. Npwn n3gasaHe Ha E-npoTokon no peaa Ha ekcneptusata no 4n.78, 7.2 ot 330, otnaga HeobxoAMMOCTTa a ce NPeAoCTaBAT W CbXpaHAsaTr
npunoxeHue Ne1 n npunoxkeHune Ne3 ot HacToAwwmTe ManckeaHua Ha H30K"

8. NapaBaHeTo Ha E-NpoTOKON Ce OCBLLECTBABA B CLOTBETCTBUE CbC CHBMECTHU ,Yka3aHus 3a pabora ¢ NoAaaeH No eNekTpoHeH NbT NpoToKon
|A/IB/IC (e-npoTokon)”, mexay HaunoHanHaTa 34paBHOOCATYPUTENHA Kaca U benrapcku nekapcku ko3 3a npunarade Ha HaunoHanHus pamkos
AOroBOp 3a MEAVLUMUHCKUTE AEAHOCTHN.

Hacmoswume u3uckeaHusi ca ymebpdeHu om ynpasumens Ha H30K cned Pewerue Ne PL-HC-04-38/22.05.2025 2. a Had3opHus cbeem Ha
H30K u npedeapumento cranacyeaHe ¢ BI1C, Ha ocHosaHue 4n.51, an.10 ewe ep. ¢ an.8 om lMpaeunHuka 3a ycmpolicmeomo u deldHocmma
Ha HayuoHannama 3dpasHoocuaypumenHa kaca. M3uckeaHuama enu3am e cuna om damama Ha obHapodsaHemo um & . J[JbpxaseH 6ecmHuK” u
ommeHsm delicmeawume u3uckeaHus, & cuna om 05.07.2024 2. Ha ocHosaHue PetweHue Ne PL-HC-04-70/12.06.2024 2. ha Had3opHus cbeem
Ha H30K.

M3NCKBAHWA HA H30K 3A NEYEHWE CUHAPOM HA CUSHING C XUNO®U3APEH NPON3XOM B U3BBHBEONHUYHATA NOMOLL



NPUNOXEHWE 3

NEKNAPALUMA 3A NUHOOPMWUPAHO CBIMACWUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOABINKABAHE
HA NEYMEHUETO C NEKAPCTBEHWUA NMPOOYKT

BN RN SR EEEEEEEEEETEEE AN IR IR NEEENENEEEEEEEATEERSEEEASERASEAEES s sBsssEssEESesTENENEESEESEEETTEEETEEEAREEAE
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crnej Kkato ce 3ano3Hax ¢ usnata MW npegoctaBeHa  WHdopmauns M LUenTa Ha neYeHneTo C NeKkapcTBeHWs
oLl ni OO RO RO oos! U cnej Karto mony4ux u3depriaTenHu oTroBOPU Ha
NOCTaBEHWUTE OT MEH BBLNPOCK, AeKnapupam Ye:
1. lle cnaseam npenopbyYaHata Mu cxema Ha neveHue n NEPUOANYHOCT Ha KOHTPONHUTE Nperneau.
2. PepnoBHO LWie ce ABSBAM HA KOHTPOMHW Mperfnean U HAMa aa NPOMEeHsM CaMOBOMHO WNW MOA4 OPYro BHYWeHwe
HasHauveHaTa My Tepanus.
3. [lpu npeyctaHoBABaHE Ha NEYEHWETO MO MPUYWMHW, HENPOM3TUYaLLWM OT pelleHveTo Ha KomucuaTa 3a ekcnepTusu B
P30K w/unu KomucusaTta no yn. 78, 1.2 ot 330, we ysegoms HezabaBHO NUYHWA CW Nnekap.
4. Mpu HECnasBaHe Ha NOCOYEHUTE YCTIOBUS IEYEHNETO M C YNOMEHATUA NEKapCTBEH NPOAYKT Lue Bbae npekpaTeHo wn

HAMa Aa UMaMm npeTeHunn kbM H30K.

U3UCKBAHWA HA H30K 3A NEYEHME CUHAPOM HA CUSHING C XWNO®UIAPEH NPOW3X0J B U3BLHEONHUYHATA NOMOLL



