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B UBBBHBONHUYHATA MOMOLL

mea: +359 2 96593071

LPOM :HA CUSHING C XMNIO®U3APEH NPOU3XOL



U3UCKBAHKWA HA H30K NPU U3BABAHE HA NPOTOKONW 3A NNIEMEHUE CUHAPOM HA CUSHING C

XUMOD®UNIAPEH NMPOU3X0[ B UBBBbHBONHUYHATA MOMOLL

MpoToKONLT ce KM3gaBa OT CNeuvanuiupaHa KOMUCUA B nevebHM 3aBegeHun 3a GONHWMMHA NOMOLY, CKAKOYMAK
poroeop ¢ H30K. CreuuanuampaHnTe KOMMCMM Ce CbL3AaBaT cbec 3anosed Ha gupektopa Ha J13, Knunuka no

eHgokpyHonorus keM YCBANE ,Akaa. WBaH enves”

. PEQ %Q&WEPHBAHE HA NPOTOKOITATE

L NN

— rp. Codusa u YMBAJ] ,Ceeta Mapuua” - rp. Bapha.

Tporokony 3a 3anouEaHe Ha NedYeHue
I'Iporoxonvl 3a npoAabinKaBaHe Ha NeYeHVeTo ¢ yBenuieHa goza
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KOMUCUA

= MeaMUMHCKa QOKYMEHTAuMR, NoTEbpkaasalla KpUuTepuuTe No npunoxeHue 1 u
BCUUKN HEOBXCAMMI U3CNeasaHns, CboGpasHo NpUnoxeHne 2
= PeglleHre Ha CRGUMANM3VPAHA KOMWCUR C ACHA MEAKLIMHCKa MOTUBaUMA 3a

SBHOHBEHEfﬁpOMHHa Ha TepanusaTa

= ‘lporoxon 3a npeanuceaHe Ha nekapcrtea, 3annawanu ot H30K/P30K™ - 6p.

M3-H30K

£

Komucusi noun. 78, 1. 2
oT 330 B Ll¥ Ha H30K

h 4

3aBepka Ha npoTokona
B8 P30K
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* ﬂpo*roxonm 3a npoAbMmKaBaHe Ha fiedeHue Ge3 KopeKuust Ha fo3aTa
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= “[Mporokon 3a npeAnucBaHe Ha neKapcTea,

CI'IELIMAJWBVIPAHA R iee !
KOMUACHSA p! sannawaHu ot HAOK/P3OK" — obp. M3-H30K

3aeepka Ha r1poTokona
B P30K
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; u.tel-ma Ha cneunanuaﬂpaﬂa komueus” no Aflp Ne 38 ,Onpesensde HA nnaw Ha neveHWe W ApocneAsiBaHe Ha
pa n_aumeﬂru nony!-:aaal.uv: CKBLMOCTPYBALUN NIEKAPCTEEHK NPOAYKTY [0 peda Ha 4n. 78, T. 2 330° B choTBETCTBUE C

Tepal‘leE!TUl'-lHl‘IR orroac
HacToAWMTe Visuckaamn

2, 3Apasnoocurypeﬂo E*ﬁuu. Jgocrosepﬂaa c nopnMca cv B ,Pellenue Ha cnelnaniaupaka koMacus” no Alp Ne 38: cnegnoto! enas aa
mu G6eae o.u.05pe%%e%uuemgexapmeuua NPOAYKT, Kato AGKNapupaM, e CbM YBOAOMEH 3a ABICTBMETC Ha Ha3Ha4eHaTa NexapcTeeHa
crifiacue E?‘:anra A3 My BLae npunaraHa’; Chrnacen/a ¢bM 32 U3NON3saHe Ha NUUHUTE MU AZHHW 32 LenuTe

Ha MACTO B PSOK“, ,,Pa“?pemaa ‘Aucrbn go enemcHHO‘ro Mi 3ApaBHO Aocue”,

3. Npeaw craptvpaune Ha. npoy &ca, 10 I.‘IaAaBaHE Ha E-npoTokon #a 30J1, cnelnantanpaiara KOMUCHUR CNes NONyUYeHo pa3spelleqye 3a AocThi oT
30J1 A0 eneKTpoHHOTO Mykaapgga gocne mpaan CNpaBka MO eNeKTPOHEH MBLT 32 W3AAAEHY NPEAXOAHU MpOTOKONY, NO CbliUA RpoduUn Ha
zabonssaHe. MMpouecsT no nsgaaaue Ha E-RPOTOKOR ce peannavpa B MeSUUMHCKA codTyep. B HacTOAWMUTE M3UCKBAHUSA Ca MOCOYEHM
HeoBXxoAUMNUTE NOKYMEHT! 33 nagasaxe HaE- -NpoToKON Ha 301.

4. Kem Beeku E-npotokon, c kofito e. Haanaqeﬂa nexachBeHa Tepanus, ce hpunarar HeobxoAumuTe AokyMeHTH (ambynaTtopHuTe nMCTOoBe,
enVKPM3M, NICNeaBaHuA U Ap.), chej KOBTO ,qoxymemure Ce Mampaliat Mo enekTpoHeH NbT KbM MHGOpMauvorHata cuctema Ha H3OK.
[oKkyMeHTUTe, KOUTO CLLYEeCTRYBAT B HSMC!qumpmauuouuaTa cvicrema Ha H3OK, ce geknapupat B E-npoToKoNna ¢ TEXHATE YHUKanHW HoMepa
(HPH).

MrdopmatusTa, OTHOCUMA KM U3AaBaHe Ha E-NpoToKORa, KOATO & B BOKYMEHT, KOWTO HAMA eNekTPOHeH (DOPMAT, ce nonbssa B PeluedieTo Ha
CneurMannaypaHa KOMUCHS - OCHOBaHME 3a M3jasaHe Ha E-npoTokona, uav AOKYMEHTE Ce NPKWNara kato CKaHupaHo korive,

5. MNpu n3fasade Ha E-NpoTokon no peaa Ha ekcnepTuaaTta no 4n.78, 7.2 ot 330, oTnana HeobBxoawMoCTTa 4a ce NPesocTaBAT U ChXPaHaBaT
npunoxeHue Ne 1 u npunoxedne Ne 3 ot HacToswmute Wancksanuata Ha H3OK", npw cneagnvte ycnosus:

- 3a npunoxedne Ne 1 - Npu HanuMuMeTo Ha TekcT B choTeeTHWA yekbokc B PetueHne Ha cneywanwanpada komwews” no Alp Ne 38
JIMRCEaT MaKMIDUBALUM KPUTEPUY 32 3anoHBaHe/NpofbIKaBaHe Ha nevedune ¢ NN

- 33 npunoxeHue Ne 3 - npy HanWuueTo Ha TekcT B PelueHue Ha cneuwanuavpaia komueus” no Allp Ne 38: Kenaa aa mu 6vae ogobpeHo
NevyeHve ¢ NeXapCcTBEeHUA NPOAYKT, KaTto geknapupam, ye CbM YBEAOMeH 3a AefCTBMEeTO Ha HasHaueHaTa fexkapcTBeHa Tepanua 1 gasam
VH(OpMUpaHO chrnacve collata 4a My Bble npunarada”,

W3UCKBAHWA HA H30K 3A NEYEHWE CUHAPOM HA CUSHING C XMNODUBAPEHR NPOW3XOA B U3BLHBEONHWYHATA ROMOLY

(&N




BPUNOXKEHWE 1A

JIUCT 3A ONPEQENAHE HA KPUTEPUUTE APU 3ANMOYBAHE HA NEYEHWE C PASIREQTIDE NP
CMHOPOM HA CUSHING C XUNMO®U3APEH NPOU3XOMO B U3BBHBOMHWUYHATA FIOMOLY

A KPMTEPVIVI 3A SANOYBAHE HA NEYEHME (SAOBIMKUTENHKU CA BCUYKKN KPUTEPUN)

ﬂeqerme .ce 3anovea npu 3001, npy KOUTO He € MOKa3aHO OMeparTMBHO NeYeHWe WK MPY KOUTO OMepaTuaHoTo
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‘s fCBoﬁo,qu ypuHes koptnson (CYK} = 208 nmol/24h

jf CrmroHyeH KopTuaon B nonyHot, > 7.56 nmol/!

@‘? ®*  AQPEeHOKOPTMKOTPONEH xopmon (ACTH)} = 2.4 pmolA *

3 Huao?naérupeounuu XOpMOHM — TSH, fT41 2

W
4 Mscne,qBaHe Ha KPBLEHA 3axap, Mpu HeobxoaumocT K3, rnukupa xeMoro6ux HbAqe -2

5 PeH'rreuorpacpnﬂ*nnu 'MarHuTHo-pe3oHaHcHa Tomorpachus unu KAT Ha xunocpusa ™ L2
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BpPeMeHHOCT 1 K'bpl\;léle' IR
Juua nog 18 roaviuza BLApPACT
Texko YyepHoapobHO yBpexaaHe
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NPUNAOXEHUE 1B

NUCT 3A OMNPEQENAHE HA KPUTEPUUTE NP NPOLBLIMKABAHE HA NEYEHUETO C PASIREOTIDE
MNPy CUHAPONM HA CUSHING C XUNO®UIAPEH MPOU3X0M B U3BBHBEONMHUYHATA NOMOLY

=
3AEEJ'IE}KI{A§er naa Meceua chrefi 3anousBaHe Ha feyeHweTo TpsbBa ga 6bLAe oueHeHa knuHW4Hata nonsa. Mpw
Henoanuﬂaal-:e cnep, AByMece4Ho neveHue Tpsibea Aa ce oGcbav CNUpaHe Ha NevYeHreTo.
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= s CeoGoaen ypuiHeH kopthzon (CYK) < 208 nmol/24h

1A
§,;i" CrioHYeH kopTuaon 8 noaydow; < 7.56 nmol/t

" Bneqenuemo npodbmxaea cLec cr.u(ama do3a.

P& 2
'-Ia W4eH OTroBOpP — PeRYKUMA Ha HUBAaTA Ha:
i‘ 4 = CeoBogeH ypuHeH kopTuaon. (CYK) > 30% cnpamo U3XofHUTe CTOMHOCTH

16 rL e B CrOHYEH KOpTM3ON B nonyHoli] > 30% cnpsMo W3XOQHUTE CTORHOGTY

hanad B

’”1) ﬂeqeﬂuemo npodnskaea c no-eucoka do3a.
aw2),,» Hpu HEHOGHUHGEHE ce ob6cnLOa cnupaHe Ha Jie4eHuemo,

nsmnoqsamu KpuTepum:no.Touka l '2
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. U3KITIOYBALLW KPUTEPMU (NPUTIPOSBIMKABAHE HA NEYEHME)
Caﬁ'i:quBcrémeng‘éT KbM GKTWBHOTO UMW HAKOE OT NOMGLUHWUTE BelecTa
BpemeHﬂocT " K‘bpMeHe >

Jvia nog, 18 ro,qumHa abapacr

Tewko qepuo,qpoﬁuo*yapexm, He .
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. .4( N3UCKBAHWA HA H3OK 3A REYEHWE CMHAPOM HA CUSHING C XWNOOU3APEH NPOWU3X0/, B M3BBHBECGNTHUYHATA NOMOLY
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NPUNOXEHUWE 1B

NACT 3A ONMPERENAHE HA KPUTEPUWUTE NP 3ANOYBAHE HA JIEMEHUE C CSILODROSTAT NPU
CUHOPOM HA CUSHING C XUNO®U3APEH NPOU3XOL B U3BBLHBEONHUYHATA MOMOLL

Wﬁw#? ce&sanoqsa npu 30J1, npn KOWUTO He e MOKa3aHO ONEepaTUEHO NevyeHne MMM NPU KOMTO ONEepaTUBHOTO
unofueycnemuo

o i«fh&ks E240
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CurypHa"fnnarHosa noTEbpAeHa Ha Ha3aTa Ha KNWHKMYHATE CUMNTOMAaTKKA, XOpMoHanHaTa AWarHoCTUKa MardHuTHO-

1 pesoua%ﬂa (MPT) unu komnioTspHa (KT) Tomorpadmsa -2
et a
e L g
HMBO HAD) XOpM/g_HM NOTBLPKAaBALLN nuaxl;uosara L2

L @}g y j' CeofiogeH ypuHer KopThson (Cyl() > 208 nmol/24h
2 % ‘ ) j ;.5? = CrioHYeH KopTU3oN B nonyHoLy > 7.56 nmol/l

|, 3;? “® AnpeHoKkopTrroTponed xopmon (ACTH) > 2.4 pmolfi?

§ ?;, ,ﬁf *  Koptuson cnea ekcnpeceH Gnokax ¢ 1 mg DXM } > 50 nmoll
3 Hugso*ua,mpenunuu xopmonu — TSH, T4 1.2 ;«;f"
4 P aHa 3axap, npu Heoﬁxo.qumoc'r K3, raukupan xemorotuH (HbAic) 142
5 I/Iscneggaﬂe ‘LL o) egcrponum (K, Na, CI, Mg, Ca, P) "2
6 c:-la TOMOrpachust N KOMMIOTLPHA ToOMorpadus Ha xunoduaza 12

Fonads “
7 KoHcymaunnggbc cneuuai;n?lcr ‘iHH GonecTyu U uacnenBaHe Ha OYHU AbHa (thyHOOCKONUA) M HA 3PUTENHN
i1, 2%
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g Aﬁ,qoMHHanHa exorr.wzcbl.'lsl1 2
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10 K e & 1,2
OHcynTauMn ChC cneuuanuc'r HeBpoxupypr

11 | NMunca wa uakmoqsal.uu KpuTepMM no Toyka B 1.2

1 pewenne Ha cneuuanusupaﬂa KOMWGUF no Al'lp N2.38
2 MesvLMHCKa p,oxymeu-raum:&nombpmaaama KpUTEPUMTE N0 NPUNOKeHWe 1 1 BCUUKY HeOBXO4WMK U3CnefEaHNA, CLoDpasHo npunoxeHue 2
3abenexka: Mpy cMAHa Ha HaGopa oT pea'rKuBuTe {%1T} oA ce npMeMaT ChoTBETHWTE PecthePeHTHK FpaHMLu,

B. M3KNIOYBALLIM KPUTEPUY (NPY 3ANOYBAHE HA NIEYEHUE)
1. CBp'bx‘-IyBCTBMT&ﬂHOCT KeM aKkTUBHOTO WNKW HAKOE OT NOMOWHWTE BelleCcTea

2. BpemeHHOCT U KbpMetie
3. Jluua nop 18 roauwHa swLapact

= M3UCKBAHWA HA H30K 3A NEMEHWE CUHAPGM HA CUSHING C XMNOOW3APEH NPON3X0A B 3BBHECIHWUYHATA NOMOLL




OPMIOXEHUE 1

NMUCT 3A OMNPENENAHE HA KPUTEPUUTE NPU NPOABITKABAHE HA NEYEHUETO OSILODROSTAT
1P CUHOPOM HA CUSHING C XUNO®DU3APEH NPOU3XC/ B N3BLHBONHUYHATA NMOMOLL

: Mecella crnen 3ano4yBaHe Ha NeYeHWeTo TpﬂﬁBa pa 6bAe oueHeHA KMMHWYHATA nonsa. [pun
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HALCY pemucng 4,2
‘m J ﬁu-“" CeobopeH ypuHeH KDpTHaDﬂ {CYK) <208 nmol/24h

I ﬁ
# .5f> = CRioHYeH KopTUaon B nonyHow < 7.56 nmol/l
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gH OTroBOpP — PEAYKLUMS Ha HUBATa Ha: %2
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A S Saneg ot
w4jnpu Henoenuneaﬁe ce obcwida cnupaHe Ha neyediuemno.

4 Macnenaaue Ha eNMeKTPONUTH (K Na; Cl, Mg, Ca, P)*2
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5 | Nunca'Ha nakmovBamy KpuTepuy o Touka I

! pewenne Ha cneLMannanpana KOMUCHA no ATlp Ne 38
2 pepuumHcka ,qowmea:rggﬁg;nOTBbpxaéBéma KpiTepiiTe IO NpHUNoXeHUe 1 1 BCuukY HEOBX0ANMY M3CHEABaHNA, CbobpaIHo NpUAoKEHKE 2
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I. U3KITIOUBALLIY KPM%“"EI@IZ[ (“npln?rlponbmABAnE HA NIEYEHME)

1. CBpPLX4YBCTBUTENHOCT KbM:auTnBH_OTomnm HeKoe OT NOMOLHWTE BelllecTBa
2. bpemeHHOCT U KbpMeHe
3. Jlvwua nog 18 roautuHa BL3pacT

ﬁﬁl N3NCKBAHIUA HA H30K 3A REYEHWE CUHAPOM HA CUSHING C XWUNOOUSAPEH NPON3XOS B M3BLHBOIHUYHATA NOMOLW




1. NEYEBHO-BNATHOCTNYEH ARFOPUTEM

NPUNOXKEHWE 2

1. RNEKAPCTBEHW MPOAYKTW, skniovenn & Mpunowenne 1 Ha [NC, kouto H30K 3annawa B cLoTBETCTBME C

AeicTBalLMTe HOPMATVBHY SOKYMEHTY.

INN pbD
PASIREOTIDE 1.2mg
OSILODROSTAT 10 mg
oAy
_HPOCJ'IE,D,FIBAHE
N S NEPMOQ HA NEYEHVE
Hé; H3éﬂEﬂBAHMH Mepuvon Ha TUTpAUKA Ha go3ara MNpocneaasade
SR
,! ) »-zw uaxoaHo | 1-Ba cegMmuya Ha 2 cegMMUM” Ha 2 Meceua Ha 12 mecena™
XOPMOHAIHU
ACTH | B v v
CYK 5@@% 4 v v v
‘ v v v v

TSH, @ e mﬁ%@ g v Vg
BUOXUMUYHU -
Fnioxo3anin-K3MNLiunn HbAse o v v
Enex‘rp”bnwi’iq K*fNa ClMg,Ca,P (3a Osﬂodrostat)“ v v v v v
ASAT 7 7 v v v v

I v v v v
Eunwpyﬁm-l v v v
WHCTPYMEHTANHWN smes
Menew odeHinipersien v v
¢ dJyH.ﬂOCKOE'MH n: KOMN!O‘I’“pra nepumeTpus) v
AbpomuiiaritiafeXorpadgus’ v v
PentreRorpachus; MPT Haixunodusal KAT v v
EKI (QciimiTépran) & v v v v “ v
KOHCYATALMN. - _ v
KoucynTauug/che cnewuanict qun GoriecTiy v v
KoucynTauvs cbi crieluanmcT xapauonor .. - v Mo npetieHka
KoHcynTauua e GReUMantcT HEeBPOXUPpYPr -~ | v Mo npeuenka

*3aGenexia: B.WAkon cyyad .ce fpenopeea’ TATPUpAHE -HA [03aTa Npe3 WHTEpBanu, no-ronemu OT 2 ceamuum. HamanreaHe Ha& [032Ta VMM BPEMEHHD
npeymaﬁoaﬂaaue Ha neqeﬂuero e Hanara npu:i: Mﬂoroﬁ pso cnapaxe Ha HueaTa Ha GYK; 2. Cnapare Ha HueaTta Ha CYK nop Taprethure, 3. oABa Ha cuMrTOMU
Ha XUNOKOPTUIONNIEM, - #

PUmTeMbM Ha' npoaneda He'Ce' 3analsa.tt 38.no- Hamamhwﬂu nepuodu Ha neveHue

WNacnepsanuaTa cnenaa ga €a°C J|aBHOCT AO- ‘Lmeceu npefit kaHauLaTcTeane 3a neveHne.

u
5B cAyyall HA HACTLNKNA NOAC3NPaHE" Hemeﬁaﬁa‘g%ﬁapcmefa peakuns, REKapaT yeegomasa WA no peaa Ha un, 184 ot 3NMNXM. Konuwe ot
chobleHreTo ce npunara/onucea KeM/B Megmuhnqgja'ra .qoxymgg;rraqm Ha 30J1 npy KaHAMAaTCTBaHe 3a NeYeHMe.
6. Bcekit e-npoTOKON ce U3AaBa Bb3 OCHOBA HA W3AZASH MeAMLNHCKM JOKYMEHT: cnetanusupada komucus B J13B6MT Ha ocHosanue Allp Ne 38
,LOnpepensHe Ha NAN3H HA JIEYBHUE U NPOCREANBAHE HA TEPANEBTUMHUA OTFOBOP MPW MAUVEHTW, NONYYSBAWV CKBHOCTRYBALM HEKapciBeHu
NPOAYXTYU No peaa Ha un. 78, 7. 2 330",
EX3eMNnAap Ha XapTueH Hocuten oT AMp Ne 38 ,OnpefiensHe Ha nnaH Ha NeYEHUE W NPOCNeAABaNe Ha TEPaneBTUNHNA OTTOBOP NPU NALMeHTy,
nonyyasaluy CKLNOCTPYBALLN NEKApCTBEHN NPOAYKTA NO peaa Ha yn, 78, T. 2 330", Ko#iTo e ocHoBaHue 3a w3gasaHe Ha MpoToKomn, NoANUcaH of
cneynannavpaHa kommnena W 3001, ce Bogu no peg, onpeseneH ot ne'-le6H0'ro 3apepeHUe W ce CLXPaHABA B kabMHeTa Ha KOMMCUATA,
7. Mpu uspaeaHe Ha E-npotokon no peaa Ha ekcnepTwaarta no yn.78, 1.2 ot 330, oTnaga HeobxoguUMOCTTa Aa Ce NPeAOCTaBAT U ChXPaHARAT
npunoxenue N2 u npunoxkenue Ne3 oT HacToswmTe MaucksaHna va H30K".
8..Magasaneto Ha E-mpoTokon ce oCuWecTsABa B CLOTRETCTBNE ChC ChBMECTHW ,YKa3aHua 3a patoTa ¢ NOAIAEH NO SMeKTROHEH NET NPOTOKON
IAIBAC (e-npoTokon)”, Meskay HauwoHanHaTa afpaBHOOCHIYPUTENHA kaca v bunrapcki nexapcky cbio3 3a npunarade Ha HauvoHanHwA paMKkos
JOFOBOp 33 MEeAULMHCKUTE JelHOCTU.
Hacmoswtime u3uckeanus ca ymebpdeHu om ynpasumensa Ha H30K cred Peiuenue Ne PO-HC-04-..../. ........... 2025 &, Ha HadsopHus ceeem
Ha H30K u npedsapumenHo chanacysaHe ¢ bIIC, Ha ocHosanue un 51, an.10 eve ep. ¢ an.8 om [llpasunHuxa 3a yompodcmeomo u
deiirocmma Ha HayuoHanHama s38pasHoocugypumenna Kaca. Visuckeanusma enusam e cuna om damama Ha oGHapodsanemo uM 8 [Jbpxasen
GeCMHUK" U omMeHsAm Oedicmeatyume U3tCKkeakus, e cuna om 06.06.2025 a. Ha ocHosaHue PeiweHue Ne PH-HC-04-38/22.05.2025 2. Ha
HadzopHus coeern Ha H30K.

5§ W3UCKBAHWNA HA H30K 3A NEYEHWE CMHAPOM HA CUSHING C XWNO®U3APEH NMPOUIXO0L B N3BBHBONMHUYHATA NOMOLY
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OEKIAPALMA 3A MHPOPMWPAHO CBIMACUE C M3UCKBAHUATA 3A 3ANMOYBAHE! MPOOABINKABAHE
HA NEYEHWETO C NEKAPCTBEHWA NPOOYKT

eﬁaaanosaax C LAnata MU ﬂpEAOCTaBeHa uchopmauunf 1 Lenta Ha nevYeHueTo C NekapcTBeHuA

Mrerabe
.X‘E;s

K CNéf Karto Monyuvx MadYepnaTenH OTroBopyu Ha

T
2. %’egoano me;ce sIBABaM Ha KOHTpOl‘IHM npernep.n W HAMA A3 NpoMeHAM CaMOBOMHO WMNW oA ApYro BHYLUEHUS
Haan-la'-{eHaTa MW Tepanus.
3. {I‘Ipm npeyCTaHoaﬂBaHe Ha NeJYeHNeTo TIo NPYUYMKHK, HeNnpousTUYaWM OT pelleHueTo Ha KomucusTa 2a excnepTusy B
PSO}{ w/vnun Komucuarta no un, 78, 1.2 ot 330, we yseaoma HezabaBHo nUYHMA t1t nekap.

f
gnpw HECNadBaKe Ha NOCOHEHNTE YCMOBUS MeueHMeTo Mi C YNoMeHaTHs fekapcTaeH NPOAYKT we Gbae npekpaTeHo U

e
Hmma ,qa umaM HPETEHI.WIM Kem H30K.
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g W3NCKBAHWA HA H30K 3A NEYEHWE CUHAPOM HA CUSHING C XUNOGUIAPEH NMPOU3XOS B M3BLHEOIHUYHATA NOMOLL



