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M3UCKBAHUA HA H3OK NPU U3AABAHE HA MPOTOKOJU 3A JIEYEHME CUHOAPOM HA CUSHING C
XUNMNO®U3APEH NPOU3Xoa B U3BBbHBEONTHUYHATA NOMOLL

MpoTokonbT ce u3naea OT cneuuanu3vMpaHa KOMucusi B nevyebHu 3aBegeHUs 3a GONHUYHA NOMOL, CKAOMUNK
Aorosop ¢ H30K. CneunanusnpaHnuTe KOMUCUM Ce Cb3aaBaT cbC 3anoBes Ha AvupekTopa Ha J13, KnuHuka no eHgokpuHonorus
kbM YCBAJE ,Akag. UeaH MNenueB” — rp. Cocpus n YMBAJ1 ,Ceeta MapuHa“ — rp. BapHa.

I. PEQ 3A 3ABEPABAHE HA NPOTOKONUTE

MpoTokonu 3a 3anouBaHe Ha nevyeHue
lpoTokonu 3a npoALMKaBaHe Ha NIeYeHUeTO C yBenuyeHa Aosa

= MeauumHcka AOKYMEHTauusA, NoTBbpXaasalla kpurepuute no npunoxexue 1 u

CMNELUWANU3UPAHA BCUYKM Heob6XoauMK nscneasaHus, CbobpasHo npunoxexHue 2
KOMUCHSA P * PeweHue Ha cneuuanuaupaHa KOMUCUSI C SiCHA MeQULIMHCKA MOTUBaLMS 3a
3anoyBaHe/NpoMsiHa Ha TepanusaTa

/ * “lpoTokon 3a npeanMcBaHe Ha nekapcTea, 3annawaniu ot H30K/P30OK” — 6p.

M3-H30K
Komucus no un. 78, T1. 2 .| 3aBepka Ha NpoToKORa
ot 330 B LIY Ha H30K B P30K

MpoTokonu 3a npogbMkaBaHe Ha nevYeHne 6e3 KopeKuMs Ha Ao3aTa

= ‘Mpotokon 3a npeanWcBaHe Ha nekapcTea,
CNEUWANU3UPAHA < . i .| 3aBepka Ha npoTtokona
KOMUCHS 3annauwanu ot H30OK/P30K” — 06p. M3-H30K & P30K

Il. OBLLY NONOXEHUA

1. E-npoTokon ce u3naBsa oT uieHOBE Ha CNeLUNann3upaHu KOMUCHM B niedeGHU 3aBefieHNs, OKa3Bawy GONHMYHA MeAULMHCKA nomMouy
(N3BMM) Ha ocHosaHWe ,PelueHne Ha cneuwanusvpaHa komucus“ no Alp Ne 38 ,OnpesensHe Ha nNaH Ha neueHue W npocneasBaHe Ha
TepaneBTUYHUA OTrOBOP MPU NaLlWeHTn, nonyyasaly¥ CKLNOCTPYBALLUW NEKapCTBEHW NPOAYKTM MO peAa Ha un. 78, T. 2 330" B cLOTBETCTBUE C
HacToswuTe Usncksanusa Ha H3OK, kaTo NbpBUAT NPOTOKON Ce u3aasa 3a nepuoa Ao 90.4HK, a BCEKM: cnepBauy NpoToOKON MOXe Aa ce u3pasa 3a
nepmoa Ao 365 AHu. : : '

2. 3npaBHOOCUIYPEHOTO NKLie yAOCTOBEpsBa C NOANUCA CU B ,PeLueHue Ha cneuwanusupaHa komucus“ no Allp Ne 38: cnegHoTo: JKenas aa
Mi Gbje 0AOGPEHO neveHne C NekapcTBEHUS NPOAYKT, KaTo Aeknapupam, Ye CbM YBEAOMEH 33 AEMCTBUETO Ha HasHaueHaTa nekapcTeeHa
Tepanus U AaBam MHCGOPMUPAHO Ccbrnacue cblyata ga Mu 6bae npunaraHa®; ,Cbrnacer/a CbM 3a U3NON3BaHE Ha IUYHUTE MU AaHHKW 3a uenuTe
Ha ekcnepTusara“; ,)Kenas Aa 6bAa yBepoMeH/a 3a pesynTara oT ekcnepTusata oT P30OK no eauH OT CNeAHUTE HaumHK: no e-mail, TenecoH unu
Ha macTo B P30K", ,Pa3speliaBam A0CTBN A0 ENEKTPOHHOTO MU 34PaBHO A0CHE".

3. MNpeau cTapTupaHe Ha Npoueca no u3aaeaHe Ha E-npotokon Ha 30/, cneuuanuanpanaTa KoMUCHs cnea NONYYeHO pa3spelueHue 3a 4oCTbN OT
30J1 a0 enekTPOHHOTO My 34paBHO AOCHE, NPaBU CpaBka NO ENEKTPOHEH NbT 33 W3AAAEHN NPeAX0AHN NPOTOKONMW, NO CbLUMA Npodun Ha
3abonseaHe. MMpoueckT no uspasaHe Ha E-npoTokon ce peanusupa B MEAMLMHCKM COTyep. B HAaCTOSIMTE M3NCKBAHMA Ca NOCOYEHM
HeoGxoaumuTe NOKYMEHTH 3a u3aaBaHe Ha E-npotokon Ha 3011

4. Kum Bceku E-npotokon, ¢ KOWTO € HasHayeHa nekapcTeeHa Tepanus, ce NpuNarat HeobXxoaumuTe AOKYMeHTN (ambynaTopHute nucrose,
€NUKDU3N, N3CneaBaHus U Ap.), CNej KOETO AOKYMEHTUTE Ce W3npalyaT Mo ENEKTPOHEH NbT KbM MHGOPMALUMOHHATa cuctema Ha H3OK.
HokymeHTuTe, kouTo chlyectsysaT B H3UC/uHopmauuoHHata cuctema Ha H3OK, ce Aeknapupar B E-npoTtokona ¢ TeXHUTE yHUKanHu Homepa
(HPH).

MHdopmaumaTa, oTHOCUMa KbM M3aaBaHe Ha E-npoTokona, KosiTo e B AOKYMEHT, KOWTO HAMA eNneKTPOHEH (hOPMAT, ce nonbnea B PelueHneTo Ha
cneyunanunpaHa KOMUCUA - OCHOBaHUe 3a usgasaHe Ha E-npo-roxona, UWnun AOKyMeHTa ce npunara kaTto CKaHUpaHo konue.

5. Mpu nspasane Ha E-npotokon no peaa Ha ekcnepTusara no 4n.78, 1.2 ot 330, oTnana Heo6xoaAuMOCTTa Aa ce NPeAOCTaBAT U CbXpPaHABaT
npunoxexue Ne 1 u npunoxenue Ne 3 ot HacToswwmTe M3ncksaHusTa Ha H3OK®, npu cneaxuTe ycnoBus:

- 32 npunoxeHue Ne 1 - npu HanMuMETO Ha TEKCT B CLOTBETHUA 4ekGOKC B ,PewweHue Ha cneuwanusupaHa komucus* no AlMp Ne 38:
-JINNCBaT N3KknIouBaLM KPUTEPUM 3a 3anouBaHe/NPoALIDKaBaHe Ha nevetue ¢ JIM*

- 3a npunoxeHue Ne 3 - Nnpu HanNUYMeTO Ha TekcT B ,PelueHue Ha cneuuanusupana komucua“ no Alp Ne 38: Kenas aa mu 6bae oao6peHo
feueHne c nekapcTBeHUs NPOAYKT, kaTo AeKknapupaM, Ye CbM YBEAOMEH 3a AEeNCTBMETO HAa Ha3HaueHaTa NekapcTBeHa Tepanus W Aasam
MHOPMUPaHO cbrnacue cblyaTa Aa Mu 6bae npunaraHa®.

W3NCKBAHUA HA H30K 3A NNEYEHUE CUHPOM HA CUSHING C XUNO®U3APEH NMPOU3X0[ B U3BbHEONHUYHATA nomMolLy
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NPUNOXEHUE 1A

JINCT 3A ONPEAENAHE HA KPUTEPUMTE NPU 3ANMOYBAHE HA NIEYEHUE C PASIREOTIDE NPU
CMHAOPOM HA CUSHING C XMNO®U3APEH NPOU3X0A B U3BBBHBEONHUYHATA MOMOLL

A. KPUTEPUN 3A 3ANOYBAHE HA NNEYEHME (SAABIMKUTENHU CA BCUYKU KPUTEPUMN)

IeueHue ce 3anousa npu 301, Nnpu KOMTO He e NMOKa3aHO ONEPaTUBHO NEeYeHUe UMM NPU KOUTO ONepaTUBHOTO
neyeHue e 6UNo HeycnewuHo.

MKB E24.0

CurypHa auarHosa — notebpaeHa Ha 6asaTa Ha KNMHWYHATa CUMNTOMATUKA, HUBO Ha af|PEHOKOPTUKOTPONEH
x0pMOH(ACTH), peHTreHorpachusi unm MarHUTHo-pe3oHaHcHa (MPT) uam komnioTbpHa (KT) Tomorpadus -2

HuBO Ha xOpMOHM: 2
= -~ CsoboaeH ypuHeH koptuson (CYK) > 208 nmol/24h
®  CnioH4YeH KkopTM3on B fofyHoul > 7.56 nmol/l
=  ApapeHokopTukoTponeH xopmoH (ACTH) > 2.4 pmol/l *

3 | HuBo Ha TMpeonaHn xopMonm — TSH, fT4 1.2

4 | UscnensaHe Ha KpbBHA 3axap, Npu Heo6xoaumocT K3, rnukupax xemoro6un HbA1c ' 2

5 | PentreHorpacusa nnu MarHMTHO-pe3oHaHCHa ToMorpacdus unu KAT Ha xunodmsa iz

6 KoHcynrauus cbe cneuuanucT o4Hn Gonectyu u uscnensaHe Ha OMHU AbHa (hyHAOCKONMUNA) U HA 3PUTENHM
nonera (nepumetpus) ' 2

7 | KoHcyntaums cbe cneumanuct kapguonor u EKI uscneasane ' 2

8 | A6aomuHanHa exorpacgpus -2

® KoHcynTauus cbc cneunanucrt Hespoxupypr ' 2

10 | Jlunca Ha u3knio4BawWm KpUTEepUmn No Touka b ' 2

1 peweHue Ha cneunanusupaHa komucus no Allp Ne 38
2 meauumMHcKa AOKYMEHTaLuA, NOTBbPXKAABALLA KpUTEPUUTE NO NpUNoXeHue 1 n BCUYKN Heoﬁonmmu n3cneasaHus, cbobpasHo npunoxexune 2

B. U3KIIOYBALUM KPUTEPUU (NMPU 3ANOYBAHE HA NIEYEHME)

CBpbX4yBCTBUTENHOCT KbM aKTUBHOTO WK HAKOE OT MOMOLLHUTE BeLLecTBa
BpeMeHHOCT U KbpmeHe

Jlvua nog 18 roauwHa Bb3pacT

Texko YepHoApOGHO yBpexaaHe

CENES

M3NCKBAHUA HA H30K 3A NEYEHWE CUHOPOM HA CUSHING C XUNO®U3APEH NPOU3XOA B U3BLHBEONHUYHATA NOMOLL



NPUNOXEHUE 1B

NINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABINKABAHE HA JIEYEHUETO C PASIREOTIDE
nNPU CUHAPOM HA CUSHING C XUIMO®U3IAPEH NPOU3XoA B USBBBHBEONMHUYHATA NMOMOLL

3ABENEXKA: [1ea meceua cnep 3anoyBaHe Ha neyeHueTo TpsbBa Aa 6bae oueHeHa KnNuHM4YHaTta nonsa. lMpwu
HenoBnNMUsIBaHe cnep ABYyMeCce4YHO neyeHune TpA6Ba Aa ce o6cbAU cnupaHe Ha NevyeHueTo.

B. KPUTEPUU 3A NPOADBINKABAHE HA NEYEHUE (SAABINKUTENIHU CA BCUYKU KPUTEPUN)

MKB E24.0

MbnHa pemucus: -2

1A =" CsoboaeH ypuHeH koptuson (CYK) <208 nmol/24h
= CnioHYeH KopTuson B nofyHow, < 7.56 nmol/l

JleyeHuemo npodnL/mKaea cbLC chama Ao3a.

YacTtuueH oTroBop — peayKuusa Ha HuBarta Ha: ' 2

= CsoboaeH ypuHeH kopTtuson (CYK) > 30% cnpsamo u3xoaHUTE CTOWHOCTK
1B = __ CnioHyeH kopTu3on B nonyHow, > 30% cnpsiMo U3XOAHUTE CTONHOCTH

1) JleveHuemo npodbikaea ¢ No-eucoka 0o3a.
2) [pu HenoenusieaHe ce o6cbXAa cnupaHe Ha 1IeYeHUemo.

2 U3cnensaHe Ha 04HM AbHa (byHAOCKONUA) M Ha 3pUTENHKU noneTa (nepumeTpus) ' 2

3 | N'unca Ha u3kno4BawWwm KpuTepun no Touka M 2

1 peweHue Ha cneuuanu3aupaHa komucus no Allp Ne 38
2 MeAMUMHCKa AOKYMEHTALMS, NOTELPXAABALLA KPUTEPUUTE MO NPUNOXeEHMUe 1 1 BCUUKN HEOBXOA UMM nscneasaHus, Cbo6pasHo NpunoxeHue 2

. N3KNIOYBALLM KPUTEPUU (NPU NPOABIMNKABAHE HA NEYEHUE)

CBpbX4YBCTBUTENHOCT KbM aKTUBHOTO MU HIKOE OT NOMOLLIHUTE BELLleCTBa
BpemeHHOCT 1 kbpMeHe

Jlvua nop 18 roauuwiHa Bb3pacT
Texko YepHOAPOGHO yBpexnaHe
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‘ §|< M3NCKBAHUA HA H30K 3A NEYEHMUE CUHOPOM HA CUSHING C XUNO®UIAPEH NPOU3XOA B U3BBLHBEONHUYHATA NMOMOLL -
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NPUNOXEHME 1B

JNINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NNIEYEHUE C OSILODROSTAT MNPU
CUHOPOM HA CUSHING C XMNO®U3APEH NPOU3XOA B U3BbHBEONMHUYHATA MOMOLL

A. KPUTEPUUN 3A 3ANOYBAHE HA NEYEHUE (SAOBIKUTENHU CA BCUYKU KPUTEPUMN)

INevenune ce 3anousa npu 30J1, Nnpu KOUTO He € MOKAa3aHO ONepaTUBHO JieYeHWe UMu NpyM KOUTO ONepaTUBHOTO
neyeHue e 6UNO HeycneLHo.

MKB E24.0

CurypHa auarHosa — noTBbpAaeHa Ha 6asaTa Ha KNMHWYHATa CUMMTOMATMKa, XOPMOHanHaTa AWarHocTuka
MarHuTHo-pe3oHaHcHa (MPT) unu komnioTbpHa (KT) Tomorpacus ' 2

HuBO Ha XOpMOHM, NOTBBbPXAABAWM AUarHo3ara: ' 2
=  CeoboaeH ypuHeH koptuson (CYK) > 208 nmol/24h
= CrnioH4yeH kopTuson B nonyHow, > 7.56 nmol/l
= AgpeHokopTukoTponeH xopmoH (ACTH) > 2.4 pmol/l !
= Koptuson cnep ekcnpeceH 6nokax ¢ 1 mg DXM ) > 50 nmol/l

HuBo Ha TMpeouaHu xopmonu — TSH, fT4 ' 2

W3cnensaHe Ha KpbBHa 3axap, npu Heo6xoaumocT - K3, rmukupan xemoro6ut (HbA1c) de

MUscnepsare Ha enektponutu (K, Na, Cl, Mg, Ca, P) "2

(- 3 I I O 7]

MarHuTHO-pe3oHaHCHa ToMorpacus Unu KOMNIOTbLPHa ToMorpacusi Ha xunodgusa ' 2

7 KoHcynTtauua cbe cneuManuct ouHn Gonectu u uscneasaHe Ha OYHM AbHa ((PyHAOCKONMSA) U HA 3pUTENHU
nonera (nepumetpus) ' 2 ’

8 KoHcynrauus cbe cneunanuct kapauonor u EKI" uscneasane ' 2

9 | A6aoMuHanHa exorpadus -2

u KoHcynTtaumus cbc cneuuanucr nespoxupypr 2

11 | Nlunca Ha u3knoYBaLKU KpUTEepUm no Touka b -2

1 pelweHune Ha cneunanuaupaHa komucun no Allp Ne 38

2 MeaMUMHCKa AOKYMEHTALWS, noTBbPXKAABALLA KpUTEPUNTE NO NPUIOKEHME 1 1 BCUUKN HEOBXOAVMM U3CNEABaHMS, CLOBPA3HO NPUNOXEHUe 2
3abenexka: Mpu cmsiHa Ha Habopa OT peaTKUBUTE (KUT) Aa Ce NPMEMAT CLOTBETHUTE pehepeHTHM rpaHuum.

B. U3KIIOYBALLW KPUTEPUMU (MPU 3AMNOYBAHE HA NNIEYEHMUE)

1. CBpbX4yBCTBUTENHOCT KbM aKTMBHOTO MM HAKOE OT NOMOLLHUTE BeLLecTsa
2. BpeMeHHOCT 1 KbpMeHe
3. Jlvua nop 18 roguiiHa Bb3pacT

U3NCKBAHUA HA H30K 3A NNEYEHUE CUHAPOM HA CUSHING C XUMO®U3APEH NPOU3X0M B U3BLHEONHUYHATA nomoty




NPUNOXEHUE 1I

NINCT 3A ONPEAENAHE HA KPUTEPUMTE NPU NPOABINKABAHE HA NNEYEHUETO OSILODROSTAT
NPU CUHAPOM HA CUSHING C XUMNO®U3APEH NPOM3X0[ B U3BBHLHBEONMHUYHATA NOMOLY

3ABENIEXKA: [1sa meceua cnea 3anouBaHe Ha neveHueTo Tpsi6Ba Aa 6bae oueHeHa KnMHMYHaTa nonsa. Mpu
HenoBnusaBaHe cnep ABYyMeCeYHO neveHune TpsabBa aa ce 06cbLAU cnupaHe Ha NevYeHneTo.

B. KPUTEPUU 3A NPOABINKABAHE HA REYEHUE (SAOBMKUTENHU CA BCUYKU KPUTEPUN)

MKB E24.0

MwvnHa pemucus: ' 2
1A =  Csob6oaeH ypuHeH koptuson (CYK) <208 nmol/24h
= CnioH4YeH KopTuson B mofnyHow <7.56 nmol/l

JleyeHuemo npodbsxaea cbC cbUwjama 003a.

YacTuyeH OoTroBop — peayKuusi Ha HuBara Ha: '+ 2
= Cso6oaeH ypuHeH kopTuson (CYK) > 30% cnpsiMO U3X0AHUTE CTOWHOCTH
16 ®  CnioH4YeH KopTu3on B nofyHow, > 30% CnpsiMo U3XOAHUTE CTOMHOCTY

3)JleyeHuemo npodnnxaea c no-eucoka 6o3a. :
4)pu HenoenuseaHe ce o6CcbLXOa cnupaHe Ha ne4yeHuemo.

2 U3cneasaHe Ha ouHK AbHA (hyHAOCKONMSA) M HA 3pUTenHU noneTa (nepumeTpus) - 2

3 | KoHcynTaums cue cneumanuct kapavonor u EKT nscneasase ' 2

4 | UscnenBsaHne Ha enektponuTu (K, Na, Cl, Mg, Ca, P) "2

5 | Nunca Ha u3kniouBawm KpuTepun no Touka I -2

1 pewenue Ha cneunanusupaHa komucus no Alp Ne 38
2 MeAMUMHCKa AOKYMEHTaLWS, NOTBbPXAABALIA KpuTepuute no npunoxexue 1 n BCUUKN HEOOXOANMYU U3CNEABaHMNS, CLOBPa3HO NpUNoXeHue 2

I. U3KIIOYBALLU KPUTEPUU (MPU NPOABINKABAHE HA NEYEHMUE)
1. CBpPbX4yBCTBUTENHOCT KbM aKTUBHOTO UMM HSIKOE OT NOMOLLHUTE BeLLecTsa

2. BpeMeHHOCT 1 KbpMeHe
3. Jlwua nop 18 roguiuHa Bb3pacT

r —n U3NUCKBAHWUA HA H30OK 3A NIEYEHUE CUHAPOM HA CUSHING C XMMO®U3APEH MPOU3XOA B U3BbHEONHUYHATA nomoty 8
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NPUNOXEHWE 2
I. NEMEBHO-AUATHOCTUYEH ANNTOPUTBM

1. JNEKAPCTBEHW NPOAYKTW, sknioyeHu B Mpunoxenune 1 Ha MNC, kouto H3OK 3annawa B cbOTBETCTBME C
AenCcTBaluMTe HOPMaTUBHU JOKYMEHTH.

INN - DDD
PASIREOTIDE 1.2mg
OSILODROSTAT 10 mg
2. NPOCINEQOABAHE:
NEPUOA HA NEYEHUE
U3CNEOABAHUA Mepuoa Ha TUTpaUUA Ha go3aTa MNpocneasBaHe
: u3xoaHo | 1-Ba ceaMuua | Ha 2 ceaMuum* Ha 2 meceua Ha 12 meceuya**
XOPMOHAIHU
ACTH v v
CYK v v v v
CnioHY€eH KopTuson v v v v
TSH, FT4 v v
BUOXUMUYHU
mioko3a/mnu K3/ nnu HbA1c v. v v
Enektponutu - K,Na,Cl,Mg,Ca,P (3a Osilodrostat) v v v v v
ASAT v v v v
ALAT v v v v
Bunupy6uH v v v
WHCTPYMEHTANHU
lMbneH oyeH nperneg Vi il
(c dpyHaOCKONUA U KOMNIOTHLPHA NEPUMETPUS) v
AbaomuHanHa exorpacus Ve v
PenTtreHorpacgus, MPT Ha xunocusa/ KAT v { v
EKT (QTc uHtepsan) v v Kt v v
KOHCYNTALUU v
KoHcynTauums cbC cneuuanuct odHu Gonectu il i v v
KoHcynTauus cbc cneuuanvct kapanonor v Mo npeueHka
KoHcynTauus cbC cneuuanuct HeBpoxXupypr v Mo npeueHka

*3abenexka: B HsKkou cnyuau ce npenopbysa TUTPUPaHe Ha A03aTa. npes. WHTepBanW, NO-TONeMW OT 2 .CeaMvuM. HamansiBaHe Ha aosata wunn BPEMEHHO
npeycTaHoesBaHe Ha neueHneTo ce Hanara npu: 1. MHoro 6bp30 cnagaHe Ha HuBarta Ha CYK; 2. CnapaHe Ha HuBaTa Ha CYK nop Taprethute; 3. MosiBa Ha CUMNTOMM
Ha XUNOKOPTM3ONUIBM :

**Pumbmbm Ha npocnedesHe ce 3ana3ea u 3a No-HamambWHU Nepuodu Ha nevexue

W3cneasaHusTa cnepsa Aa ca ¢ AasHOCT A0 1 Mecel Npeav KaHaMAATCTBaHE 33 NeveHue.

Il. OB U3UCKBAHUA , S

1. Bb3pacroBara rpaHMua Ce W3YUCNsABa B HAaBBPLIEHU FOAWHM - T.e. BKNIOYATENHO KbM JAaTaTa Ha W3jaBaHe Ha npoTtokona ot
cneuwanusnpaHaTta KOMUCUS.

2. MNpu Ha3HauaBaHe Ha Tepanua No NPOTOKON 3aABIDKUTENHO Ce CbOBPa3ABaT BbL3PACTOBUTE OFPAHNHEHNS], CbINACHO KpaTkaTa xapaktepucruka
Ha CbOTBETHUA NeKapCTBEH NPOAYKT, yTBLPAEHA No peaa Ha 3JIMXM.

3. H3O0K He 3annawa neueHue U3BLH ykasaHaTa Bb3pAcTOBa rpaHULIA B KpaTkaTa XapakTepucTUKa Ha NpoAYKTa.

4. H3OK He 3annawa nevenne c 4031 HaA MaKCUMANHO paspeLLeHTe No KpaTka XapaKTEpUCTUka Ha npoaykra.

5. B cnydait Ha HacTbnMna NOAO3NPaHa HeXenaHa nekapcTeeHa peakuws, nekapaT yeeaomsaea WA no peaa Ha un. 184 ot 3JINMXM. Konue ot
crobLyeHneTo ce npunara/onucea KbM/B MeAMLMHCKATa AoKyMeHTauus Ha 30J1 npu KaHAMAATCTBaHE 3a NeyeHue.

6. Bceku e-npoTokon ce u3naBa Bb3 OCHOBA Ha W3AafeH MEANUMHCKN AOKYMEHT: cneuvanusupaHa komucus B JI3BIM Ha ocHosaHue Allp Ne 38
,OnpeaensHe Ha nnaH Ha nedyeHne W NpocneAsiBaHe Ha TepanesTUUYHWA OTTOBOP NPU NALNEHTH, nonyvyasaliu CKbNOCTPyBalLLU NeKapcTBeHW
NPOAYKTU NO peaa Ha un. 78, T. 2 330"

Eksemnnsp Ha xapTueH HocuTen oT Alp Ne 38 ,OnpeaensiHe Ha NNaH Ha NeyYeHue u npocneassaHe Ha TepaneBTUYHUA OTrOBOP NPU NaLMEHTH,
nony4asaiyu CKbNOCTpYBaLUM NekapCTBeHN NPOAYKTU NO peaa Ha un. 78, T. 2 330, KOWTO € OCHOBaHUe 3a U3jaBaHe Ha NPOTOKON, NOANKUCAH OT
cneuuanusnpana komucus u 30J1, ce Boan no pea, onpeaeneH oT Ne4eGHOTO 3aBeAeHNe U Ce CbXPaHaBa B KaBUHETa Ha KOMUCHATA.

7. Mpu nspasaHe Ha E-npoTokon no peaa Ha ekcnepTuaara no un.78, 1.2 ot 330, oTnaja HEOGXOAMMOCTTA Aa Ce NPeAoCTaBAT U CbXpaHsBaT
npunoxexue Ne1 n npunoxexue Ne3 ot HacToawmTe ,MN3ncksanua Ha H30K .

8. UspaBsaHeTo Ha E-NpoTOKON Ce OCLLIECTBABA B CLOTBETCTBUE ChC CLBMECTHM ,YKa3aHUs 3a paboTa ¢ noaaaeH no €NeKTPOHEH NbT NPOTOKON
IA/IB/IC (e-npotokon)“, mexay HauuoHanHaTa 3apaBHOOCUIypUTEnHa kaca u Bbnrapcku nekapcku cbio3 3a npunaraHe Ha HaunoHanuus pamkos
AOroBOp 32 MEANLIMHCKUTE AEWHOCTH.

Hacmoswume usuckeaHusi ca ymebpdeHu om ynpasumens Ha H30K cned Pewexue Ne PL-HC-04-00-3/20.01.2026 2. Ha HadsopHus cbeem Ha
H30K u npedeapumento cvenacysate ¢ BJIC, Ha ocHoeaHue 4n.51, an.10 ebe ep. ¢ an.8 om MpasunHuka 3a ycmpolicmeomo u deldiHocmma
Ha HayuonanHama 30pasHoocuzypumernHa Kaca. M3uckeaHusima enu3sam e cuna om damama Ha obHapoOeaHemo uM e ,JbpxaseH eecCmHuK” u

ommeHsm delicmeaujume u3uckeaHusi, 6 cuna om 06.06.2025 2. Ha ocHosaHue Pewerue Ne PL-HC-04-38/22.05.2025 2. Ha HadsopHusi cbeem
Ha H30K.

N3NUCKBAHUA HA H3OK 3A NEYEHUE CUHPOM HA CUSHING C XMNO®U3APEH NMPOU3XOA B U3BbHBEONHNYHATA nomouy




NPUNOXEHUE 3

AEKNAPALUA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3AMNOYBAHE/ NPOABIMKABAHE
HA NEYEHUETO C NEKAPCTBEHUA NPOAYKT

cnea Kato ce 3ano3Hax € uanata MW npepoctaBeHa UHGOpMauus W uenta Ha neyYeHWeTo C nekapcTBeHus

o oliVie o MR el e e e U cnej Kato nony4yux msvyepnartenHu OTroBOpU Ha
noctaBeHUTe OT MeH BbNPOCU, AeKnapupam 4e:

1 Lue cnassam npenopv4aHata MU cxema Ha neveHue U NepuoauYHOCT Ha KOHTPONHUTE nperneau.

2. PepoBHO wWe ce sBSBaM Ha KOHTPOSHU MPErNeAn M HAMa [Ja NPOMEHSIM CaMOBOMHO WAW MOA APYrO BHYyLUEHUE
HasHa4YeHaTa M1 Tepanus. '

3. [lpu npeyctaHoBsiBaHe Ha NEYEHNETO NO NPUYMHK, HENPOU3TUYALYM OT PELeHUEeTo Ha Komucusita 3a ekcneptusu B
P30K w/unu KomucusTa no un. 78, 1.2 ot 330, e yBeaoms He3abaBHO NUYHUS CU nekap.

4. Tpu HecnassaHe Ha NOCOYEHUTE YCNOBUS NEYEHUETO MM C YNIOMEHaTUs NeKapcTBeH NpoaykT we Gbae NpekpaTeHo u
HsiMa Aa uMam npeteHumn kbm H3OK.

U3NCKBAHNA HA H3OK 3A JIEHEHWE CUHAPOM HA CUSHING C XMNO®WU3APEH NPOU3XOA B U3BbHBEONHUYHATA nomoty



