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AROD-MOMYUA-MABPOB
BP-U_[. YNPABUTEN HA H30K

U3NCKBAHUA HA H30K 3A NEYEHUE
CUHOPOM HA CUSHING C XUNO®U3APEH NMPOU3X0N

B USBBBLHBEONMHUYHATA NnomolLy,



M3UCKBAHWUSA HA H30K NPU W3OABAHE HA NMPOTOKOMNM 3A NEYEHUE CUHOPOM HA CUSHING C
XUMO®UIAPEH NPOU3XOL B M3BBHBONMHUYHATA NOMOLL

MpoTokonbT ce u3gaea ot cneuynanuavpaHa KOMUCUS B nevyebHu 3aBefeHun 3a GONHWUYHA NOMOW, CKAHOYUMM
aoroBop ¢ H3O0K. Cneunanuaupanute komucuu Ce Cb3aaeaT cbC 3anoeen Ha Avpektopa Ha J13: Knuvuka no
eHnokpuHonorus kem YCBAINE | Akap. Mean Menues” — rp. Codpusa.

I. PE[] 3A 3ABEPABAHE HA NMPOTOKONUTE

MpoTokonu 3a 3anoyBaHe Ha neyeHue
lMpoTokonu 3a npoagbMXasaHe Ha NeYeHWeTo ¢ yBenuyeHa no3a

—

* MeauuuHcka nokymenrayus, NoTBbPHKAABALLA KDUTEPUUTE NO NPUNoXeHMe 1 u
CMEUWMATIU3NPAHA BCWKM HeoBXxoauMN nscneasanus, cLobpaiHo npunoxexnue 2

KOMUWUCUSA " Pewenne Ha cneumanuaupana komucus c ACHa MeluLWHCKa MoTuBauus 3a
3anoysaHe/NpomMaHa Ha TepanusTta

/ * ‘TpoTokon 3a npeanuceane Ha nekapctea, 3annawanm ot H30K/P30OK" — op.

M3-H30K
Komucus no un. 78, 1. 2 | 3aBepka Ha npoTokona
ot 330 B LY Ha H30K B P30K
MpoTokonu 3a npoabmkasaxe Ha neveHue 6ez kopekums Ha foaata J
* ‘Mpotokon 3a npeanuceane Ha nekapcrea,
CNEUWUATNUINPAHA J ” .| 3aBepka Ha npoTokona
KOMUCUS 3annawandmn ot H30K/P30OK” — 0bp. M3-H30K & P30OK

Il. OGLUM NONOXEHMA

1. E-npoTokon ce u3gaea or ynexose Ha cneunanuampaHn KoMMCUKn B nevyebHu 3aBeleHun, oka3paulm GONMHUYHA MeanUMHCKa nomouy
(N3BN) Ha ocHoBaHue ,PeileHue Ha cneuwanuaupana komucus“ no Alp Ne 38 Onpepensve Ha nnaH Ha neveHue W npocnepaBaHe Ha
TEPaneBTUYHUA OTTOBOP NPW NALMEHTH, nony4asaly ckbNocTpyBalyM NeKapcTeeHn NPOAYKTU No peaa Ha un. 78, 1 2 330" B CHLOTBETCTBME C
HacToswuTe Wanckeanua Ha H30K, karo MBPBUAT NPOTOKON Ce u3nasa 3a neprod Ao 90 44K, a BCekn CnejaBauwy NpoToKoN MoXe A4a ce u3faea 3a
nepuop Ao 365 gru.

2. 3ppaeHoocurypeHoto nuue yRocToBepsaBsa ¢ noanuca cn B Pellelue Ha cneunanusnpaxa komuens“ ne Allp Ne 38: cnegHoto: Kenas na
Mu Bbie opobpeHo neuvewue ¢ NEKapCTBEHNA NPOAYKT, KaTO Aeknapupam, 4Ye cbm YBEAOMEH 32 AeWCTBUETO Ha HasHayeHaTa nekapcTeeHa
Tepanusa n gaesam UHPOPMUPEHO Chrnacue Cbliara aa mu 6bae npunarana“; Crrnacen/a cbm 3a U3MNon3saHe Ha NUYHNTE MU 4aHHW 33 uenuTe
Ha excnepTtnsara“, )Kenas aa 6vaa YBeJOMeH/a 3a pesynrtata ot ekcneptusarta ot P30K no eauH ot cnegnnte HauuHu no e-mail, Tenedyod unu
Ha macTo B P30K"; ,Paspeliasam aocten AO ENEeKTPOHHOTO MU 3paBHO A0CKe".

3. MNpeaw craprupare Ha npoueca no W3jaeakHe Ha E-npoTokon Ha 3011, CneunanusupaHaTa KOMUCHS CNed NonyJeHo paspelueHue 3a AoCTbN OT
300 po enekTponHoTO My 3APaBHO AOCHMe, NMpaBu CrpaBka NO enexTPOHeH NbT 3a M3NBREHN MPEAXOAHN NPOTOKONK. MO ChLMA Npodun Ha
3abonssare. MpoueckT no u3gasaHe Ha E-npotokon ce peanuaupa s MEAWUNHCKN codTyep. B HacTOAWMTE W3UCKBaHMA ca NocoYeHu
HeobxoanMuTe NOKYMeHTH 3a uspaBsaHe Ha E-npoTokon Ha 30/,

4. Kum Bceku E-npotokon, ¢ koitto e HasHayeHa nekapcTBeHa Tepanus, ce npunarat HeoGxoauMUTe NOKYMEHTY (amBynaTtopHute nucrose,
ENUKPU3KM, M3CneABaHWA W Ap.), chnes KOeTo AOKYMEHTUTE Ce u3npaljaT no enekTPoHEeH NbT Kb VHhopMaymoHHaTa cuctema Ha H3OK.
HokymenTuTe, konTo chiecTysar 8 H3WC/uHchopmaumorkaTa cuctema Ha H3OK. Ce Aeknapupat B E-npoTokona ¢ TeXHUTE YHUKAnHM HoMepa
(HPH).

npunoxenue Ne 1 u npunoxenue Ne 3 ot HacToawuTe WManckeanusta Ha H3OK" npu CnejHuTe yCnosua:

- 3@ npunoxenue N2 1 - npu HanuuveTo Ha TekcT B CLOTBETHUA uekbokc B PelweHune Ha cnelwannanpasa komucus” no AlMp Ne 38
Jiunceat uskniousawm KpUTEpUM 3a 3anoyBare/npojbnxasaHe Ha neveHne ¢ N

- 3a npunoxeHue N2 3 - npu HanuyveTo Ha Teker B +Pelwenne Ha cneunannaupana komucus’ no Afp Ne 38: >Kenas aa mu 6bae ofo6peHo
fIEHeHNe C nekapcTBEHWs NPOAYKT, KaTo Aeknapupam, uYe cbm YBEAOMEH 33 AEMCTBUETO Ha HasHaYeHaTa neKkapcTeeHa Tepanus W aasam
MHhopMUpaHo chrinacue cblyata Aa mu 6bae npunaraHa®

>
V3WCKBAHWS HA H30OK 3A NEYEHWUE CUHAPOM HA CUSHING C XMUMO®MIAPEH MPOM3X0A B U3BLHEONHUYHATA nomouy -




NPUNOXEHUE

1A

NNCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3AMOYBAHE HA NEYEHUE C PASIREOTIDE NPU
CUMHOPOM HA CUSHING C XMNO®U3APEH NMPOU3XOA B U3BLHBEONHUYHATA nomoty

A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE (BAOBIMKUTENHU CA BCUYKHK KPUTEPWUIK)

Neyenne ce 3anoysa npu 30N, MpW KOUTO He e Moka3aHo ONepaTUBHO NeveHue Unw npu KOUTO onepaTuBHOTO
neveHue e 6Buno HeycnelwHo.

Curypua AvarHosa - noTevpaeHa Ha basata Ha KNWHW4HaTa cuMnTomMaTuka, HUBO Ha AAPEHOKOPTUKOTPONEH

paH xemoro6un HhAj. 2

KoHeynraumus cbe cneumanucr OYHU BONecTu M MUicrieaBaHe HA OYHM AbHa ((byHOOCKONKS) M Ha 3pUTenHu

—
MKB E24.0
1 XOPMOH(ACTH), peHTreHorpadus unm MarHuTHo-pesoHaHcHa (MPT) unu kommioTbpHa ( KT) tomorpadhug 2
HuBo Ha xopmoHu: 12
2 " CeobogeH ypuHeH koptuzon (CYK) > 310 208 nmol/24h
CntoHyeH kopTuson B nonyHouwy > 442 7.56 nmol/|
®  AlpeHokopTUKOTponeH XopMoH (ACTH) > 2.4 pmol/l !
3 | HUBO Ha TMpeonaHn xopMoHm — TSH, fT4 12
4 | UscnengaHe Ha KpbBHa 3axap, npu Heo6xoaumocT K3I1, rrmku
5 | PentreHorpacms unm MarHuTHO-pe3oHaHCcHa ToMorpadus unu KAT na xunodcpuaa 2
- nonera (nepumerpus) '2
7 Koncynrauua_cnc cneunanuct kapauonor u EKIM nscneasane '2
8 | A6gomuHanHa exorpacpus '2
o KoHeynTauus ckc cneumanuer HeBpoxupypr '
10 | Nunca Ha uskniousawm KpUTepUK no Toyka b ' 2

' pewenue Ha cneuuénmupaua KoMucua no Allp Ne 38
2 MeamLHCKa AOKYMEHTaUNA, NOTBLPKAEBALA KOUTEPUMTE NO NPUNOXeHUe 1 1 BCUIKN HECOX0AMMN H3CNeABaHYS, CLOBPAa3HO NPUROKeHWe 2

B. U3KIMIOYBALLU KPUTEPUN (MPU 3ANOYBAHE HA JIEMEHME)

CBPBLXYYBCTBUTENHOCT KM aKTMBHOTO MW HSIKOE OT NOMOLLHWUTE BewlecTsa
BpemeHHoCT 1 kbpmeHe

Nuua noa 18 roguwHa Bb3pacr

Texko yepHoapoBHO yEpexnaHe

noll ol

" W3VNCKBAHWA HA H30K 3A NIEYEHWE CUHOPOM HA CUSHING C XWUMNO®U3APEH MPOU3X0OA B N3BBHEONHUYHATA nomotl

(8]



MNPUNOXEHUE 16

JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU MPOOBLMKABAHE HA NEYEHUWETO C PASIREOTIDE
NPU CUHAPOM HA CUSHING C XMNO®U3APEH NPOKN3XOM B U3BLHBEONMHUYHATA nomouy

3ABENEXKA: [Ba Meceua crieq 3anoyBaHe Ha nevYeHueTo TpaGBa na 6bLae oueHeHa kKnuHuyHata nonza. [pwu
Henoenusisave cnep AByMeceyHO fneyeHne TpabBa Aa ce o6cban CnupaHe Ha feYeHUeTo.

B. KPUTEPUM 3A NPOOBMKABAHE HA NEYEHUE (SAOBMKUTEINHU CA BCUYKK KPUTEPWW)

MKE E24.0

1A

Mbnta pemucus: '2
®  CsofogeH ypuHeH kopTnson (CYK) < 208 nmol/24h
®  CnoHYeH kopTWson s nonyHouw, <442 7.56 nmol/l

Jledenuemo npodunwasa cbe Chilyama Qoaza.

1B

YacTtuueH otrosop: 12
" Ceob6oaeH ypuHeH kopTuson (CYK) > 30% cnpsimo usxoanuTe cToiiHocTu
" CnioHYeH kopTuson e nonyHowy > 30% cnpsamo W3XoaHUTe CTONHOCTY

1) Jleyenuemo npodumwasa ¢ no-eucoka doaa.
2) [lpu Henoenuseare ce o06cbyuda crnupane Ha nevyeHuemo.

2

W3scnenBaHe Ha o4HM AbHa (thyHOOCKONMA) U Ha 3puTenHu noneta (nepumetpus) ' -

LS

Nunca Ha M3knoYBaWM KpUTEepPUM No Touka I 12

! pew

€HMe Ha cneuuanuanpana Komucua no Afllp Ne 38

2 MeauuMHCKa AOKYMEHTALINA, NOTELRXAABALA KpuTepUUTE NO NPUNOKEHNe 1 1 BCHUKN HEOBXOAUMM N3CHENBAHNS. CboBpasHo npunoxexHue 2

G-

. U3KMKOYBALLW KPUTEPUU (MPU NPOOBLIMKABAHE HA NEYEHMUE)

CBPBXYYBCTBUTENHOCT KbM aKTUBHOTO WA HSIKO® OT NOMOLLHKUTE BellecTea
BpemeHHOCT U kKbpmeHe

Nuua non 18 roauiuna Bb3apacr

TeKko 4epHoapobHo yepexaaHe

HON

WN3UCKBAHWA HA H30K 3A NEYEHKME CUHOPOM HA CUSHING € XUNO®OU3APEH NPOU3X0/ B 3BLHBEONHMYHATA NnomoLy



NPUNOXEHUE 1B

NUCT 3A ONPEQENSAHE HA KPUTEPUUTE NMPU 3ATNOYBAHE HA NNEYEHUE C OSILODROSTAT neu
CUMHOPOM HA CUSHING C XUMO®U3APEH NPOU3X0M B U3BBLHBEONHUYHATA nomotLy

A. KPUTEPWM 3A 3ANOYBAHE HA NEYEHUE (BAABIMKUTENHU CA BCUYKK KPUTEPUMK)

Neuenve ce 3anousa npu 300, npu kouTo He e nokazaHo OnepaTUBHO NevyeHne UNu NPU KOUTo oneparuBHOTO
rnievyeHune e 6uno HeycnelHo.

MKB E24.0

1 | Cwrypha guarnosa — notebpaena Ha 6azata Ha KIMHWHATa cuMnToMaTika, XOpMOHaNHaTa ANArHOCTMKA MarHUTHO-
pesonatcHa (MPT) unu kommoTepHa (KT) ToMmorpadpus 12

HuBo Ha xopmMoHu, noTBbpXKAaBaliM guarHozara: 1123
* CeoboaeH ypuHeH koptuson (CYK) > 208 nmol/24h
*  CnioHyeH kopTuson B nonyHouy > 7.56 nmol/|
"  AQPEeHOKOPTUKOTPOneH XopMoH (ACTH) > 2.4 pmol/l !
®  Koptuson cnep excnpecen 6nokax ¢ 1 mg DXM ) > 50 nmol/l

HuBo Ha TupeonaHu xopmonu — TSH, fT4 12

M3cnensaHe Ha KpLBHa 3axap, npu Heobxoaumoct - K31, FAnKnpaH xemoroBux (HbA.) 12

M3cnensane Ha enekrponuty (K, Na, Cl, Mg, Ca, P) '2

(| AW

MaruutHo-pesonaHcHa TOMOrpachusi U1 KOMMIOTLPHa ToMorpacbus Ha Xxunocmaa ¢

7 | KoHcynrauus cke cneunanuct ounu Gonectu u u3cneaBaHe Ha o4YHM ObHA (dYHAOCKONMA) M Ha 3pUTenHM
norera (nepumerpus) 12

8 | KoHcynTaums cbe cneunanuer kapauonor u EKI uicneasaxe '

9 | AGaomuHanka exorpadus 12

10

KoHcyntauus cke cneumanuct HeBpoxupypr '?2

11 | Nunca Ha nakniouBawm kpuTepum no Touka § 12 N

i Pelenue Ha cneunanuanpana kommcua no Allp Ne 38
2 MepuumHCKa ACKYMEHTALWA, NOTBLPKAABALLA KPUTEPUWTE N0 npunoxenune 1 v BCUYkM HeoBXogMMI M3CNeaBaHus, cboBpasHo npunoxenue 2
3abenexka: Mpu cMAHa Ha HaBopa oT peatkuBKUTe (KUT) Aa ce NPUeMaT cLOTBETHUTE pPethepPEeHTHU rpaHuLM.

B. U3KMNIOYBALLY KPUTEPUM (NPU 3AMOYBAHE HA TNEYEHUE)
1. CBPBXYYBCTBUTENHOCT KbM aKTUBHOTO WA HSKOE OT NOMOLHUTE BellecTsa

2. BpeMeHHOCT 1 KbpMeHe
3. Jluuya noa 18 roguixa Bb3pacr

F ¥ WU3UCKBAHWA HA H30K 3A NEYEHWE CWHOPOM HA CUSHING C XWNODUIAPEH NPON3X0N B U3BLHEONHUYHATA nomouj
7



NPUNOXEHWE 1I

JINCT 3A ONPEAENAHE HA KPUTEP
MPU CUHOPOM HA CUSHING C XUn

WWATE MPU NPOABLIMKABAHE HA NEYEHUETO OSILODROSTAT
O®UIAPEH NPOM3XO/ B U3BbHEONHUYHATA nomouy

SABETIEXKA: [lea meceua cnep 3anousaHe Ha ney
HenoBnusBane cnen AByMeceyHo nevexue TpsiGea ga ¢

eHWeTo TpsGBa na 61
€ 06cbaun cnupaHe Ha ne

fe oueHeHa knuHu4HaTa nonsa. lMpu
YeHUeTo.

B. KPUTEPUM 3A MPOOBMKABAHE HA NEYEHUE (BAABIMKUTENHU CA BCUYKK KPUTEPUMW)

MKB E24.0
MunHa pemucus: 12
1A : ® CsoboaeH ypuHeH kopTtraon (CYK) <208 nmol/24h
" CnioHYeH KopTuson B nonyHow, < 7.56 nmol/l
fleveHuemo npodwtmxaea cbe Chiama doaa. SR e A,
YactuueH otrosop: 12
® CeoboaeH ypuHeH kopTuson (CYK) > 30% cnpamo nsxoaHuTe cToiHocTy
1B *  CmioHyeH kopTuson B nonyHow, > 30% CMPAMO W3XOAHWTE CTORHOCTH
3)JleveHuemo npodunxaea ¢ no-eucoka dosa.
4)lpu Henoenuseane ce o6cumda cnupaHe Ha nevyeHuemo. = S . £ WS, S
2 WMacnenBaHe Ha oyHu gLHa (tbyHOocKonus) U Ha 3puTenHm nonerta (nepumetpusn) 12
3 KoHcynrauus cue cneumnanuet Kapawonor u EKI uscnepsane '2
A WscnepBaHe Ha enexkTponutu (K, Na, Cl, Mg, Ca, P) -2
5 | Nunca Ha usknioyBawm kputepuu no Touka I ' 2

! PelleHne Ha cneLuanuanpaHa KOMUCHS nNo Allp Ne 38
2 MesuLMHCKa AOKYMEHTaLWUs, NOTBLpMAaBaLa KpUTEPUUTE NO NPUAOKEHUe 1 1 BCUuKY HeobxoavMn nacneaBaHus, choBpasHO NPUNOXeHUe 2

T. USKINIOYBALLM KPUTEPUM (MPU NPOOBLMKABAHE HA NEYEHME)

1. CBPBXUYBCTBUTENHOCT KbM AKTUBHOTO UMW HSIKOE OT NOMOLUHUTE BeulecTra
2. BpeMeHHoCT U KbpMmeHe
3. Jvua noa 18 rognwHa Bu3pact

V3UCKBAHUA HA H3OK 3A NNEYEHWE CUHAPOM HA CUSHING C XUNODUIAPEH MNP

OWN3X0M B UBBBLHEONHUYHATA NomMolLL



I. NEYEBEHO-AUATHOCTUYEH AN FOPUTBM

1. JNIEKAPCTBEHW NPOOYKTH, ekniouenu g I

ABWUCTBALLMTE HOPMATUBHY [JOKYMEHTH.

INN

PASIREOTIDE

MPUNOXEHUE 2

punoxenne 1 wa MNC, kouto HIOK 3annawa B cbOTBETCTBUE C

pop :
1.2mg

OS!LODROSTAT 10mg

-
Fa

b{

7
M3UCKBAHWA HA H30K 3A IEYEHUE CUHAPOM HA CUSHING C XWNO®U3APEH MPOWNIXO/ B UBBLHBONIHUYHATA nomoty



2. MPOCNEQABAHE:

- B _ MEPMOMHANEYEHME |
M3CNEOBAHMA Nepwos Ha Turpauws wa gosara __DNpocnepsisave |
n3xoAHo | 1-sa ceamuua Jjg__z < CeAmMuuM” |  Ha 2 Meceua _| Ha 12 meceuya™
XOPMOHANMHU BEE
ACTH =
CYK 7
CnioHuen kopTuaon =
TSH, FT4 |~
BMOXUMUYHMN ) e — i
Iniokosa/mnu K31/ unu HbA:. i S T
Enekrponuty - K Na,CI Mg,Ca,P (3a Osilodrostat) R 7
ASAT [ E ]
ALAT — -
Bunupy6un T
HHCTPY_MEHTAHHM e ) S '_""ﬂ_riq_“ﬁ‘_k'
MuneH oden nperneq L i o T
| (¢ dyHpockonms u KOMPATbPHa nepuMeTpus) v
ABaomuHanHa exorpadus _"*ﬁ_"\?‘_'kj
Pentrenorpacus, MPT Ha xvnodbnaal KAT T e
EKI (QTc untepean) N
KOHCYNTALIN S
KoncynTan:ns't CbC CNeLManuCT ounm Gonectn v TR ]
KoHeynTauus cbe cneunanuct Kapawonor v | Mo npeuerka 1
KoHeynraums cue cneunanmer HEeBPOXUpYpr v Mo npeuerka

TapretHuTte; 3. MNossa Ha CUMNTOMK Ha XUNOKOPTU30AUIBM
“*PumbMbm Ha npocnedaste ce 3anasea u 3a no-HamamuuwHu nepuodu Ha neyeHue
WscneasaHnsATa cneasa aa cac AABHOCT 10 1 Mecel npeaw kaHauaaTCTRAHE 33 nevyeHue.

Il. OBLLA UBUCKBAHUSA

1. Bw3pacrosara FPaHULa Ce M3YMCNABA B HABBLPLIEHW rOAWHM - T.e. BKIOUUTENHO KuM [aTata Ha W3jaeaHe Ha npoTokona of
cneuvanuaupaHara KoMucus. g

2. Npu HasHauasaHe Ha Tepanus no TIPOTOKON 3aABMKUTENHO Ce CboBpasnBsaT BbapacToRUTe OrPaHW4eHus, CbrnacHo KpaTkaTa xapakTepucTuka
Ha CbOTBETHUA NEKAPCTBEH NPOAYKT, YTBbPAeHa no peaa Ha 3NMXM.

3. H30K He zannauia NEYEHMUE UIBLH ykasaHaTa Bb3pacToBa rpaHuua B kpaTkaTa XapakTepucTika Ha NpoayKTa.

NPOAYKTW No peaa Ha un. 78, T. 2 330

EksemMnnap Ha xapTueH HocuTen ot Allp Ne 38 ,OnpeaensHe Ha nnaH Ha NeYeHue u NpocneanBaHe Ha TepanesTUYHNS OTrOBOP NPWU NALMEHTH,
nony4asaln CKLNoCTpyBallu nekapeTeeHn NPOAYKTW MO peaa Ha un. 78, 1. 2 330", koiTo e OCHOBaHWe 3a n3jasaHe Ha NPOTOKON, NOANUCAH OT
cneumnannanpara komucus n 3011, ce Bogu no peqa, OfPEARNEH OT N1eYeOHOTO 3aBe/leHNe 1 Ce CbXpaHsaa B kabuHeTa Ha KOMUCKUATA.

7. MNpu n3gaeaue Ha E-npotokon no pepa Ha eKcneprusara no un.78, 1.2 or 330, otnaga HeoBX0AMMOCTTA A2 ce npefocTassT v CbhXpaHsaBaT
npunoxeHune Ne1 u npunoxexue Ne3 ot HacTtoAwumTe MancksaHua Ha H3OK"

8. WapnaBareTo Ha E-npoTtokon ce OCBLUECTBABA B CbOTBETCTBUE ChC CLBMECTHN ,YKa3aHus 3a paboTa c nogageH No enexTpoHeH nbT npoTOKON
IA/IB/IC (e-npoTokon)*, Mexay HauuoHanHara SApaBHoocuryputenHa kaca v Bbnrapckn nekapckin cuios 3a npunaraxe Ha HauuoHanHua pamkos
AOroBop 3a MejULNHCKUTE AefHOCTH.

Hacmosiwume usuckeaHus ca ymewbpdeHu om ynpasumens Ha H30K cned PewweHue No PO-HC-04- . o 2025 2. Ha HadzopHus cheem
Ha H30K u npedsapumento Cbénacysare ¢ BJIC, Ha ocHosanue un. 51, an. 10 ebg 8p. ¢ an.8 om lMpasuntuka 3a yempoticmeomo u
OeliHocmma Ha HayuoHanHama 30pasHoocueypumenna kaca. Wsucksanusma enuzam s cuna om Gamama Ha oBHapodeaHemo um g AbpxaseH
8ECMHUK" U omMeHsm Oelicmsawyume uauckeaHus. e cuna om 05.07.2024 2. na ocHosaHue Pewenue Neo PO-HC-04-70/12.06.2024 2. Ha

WN3NCKBAHWA HA H30K 3A NNEYEHUE CUHOPOM HA CUSHING © XUMO®UIAPEH NPOW3XOL B 3BLHEONHWMYHATA nomoty




NPUNOXEHUE 3

AEKNAPALMA 3A UHOOPMUPAHO CBLIMACUE C U3UCKBAHUSATA 3A 3ANMOYBAHE/ NPOOBLIINKABAHE
HA NNEYEHUETO C NEKAPCTBEHWS NPOAYKT

A3 BONYAOAMACEHUAT/ATA ... oo

CNeA Kkato ce 3anosHax C usnara MW npefoctaseHa  MHGOpMauus M Uenta Ha JIeYEHWETO C NeKkapcTReHWs
LS LY - U SrSE R W Crep KkaTto Mony4nx M3depnatenty oTroBopy Ha
NOCTaBeHWUTE OT MEH BLNPOCH, AeKnapupam ye;
1. Ule cnassam fpenopbyaHata M1 cxema Ha neveHne n NEPUOAUYHOCT Ha KOHTPONHUTE nperneau.
2. PepoBHO we ce sBSBaM Ha KOHTPONHW Nperneau W HAMa aa NpoMeHsM CamoBOMHO UMW nog APYro BHyLUeHWe
HazHaueHaTa My Tepanus,
3. [lpu npeycraHoBsisaHe Ha nedyeHMeTo Mo MPUYMHIA, HENPOW3TMYALLW OT pelleHueTo Ha KoMucusaTa 3a ekcnepTuau s
P30OK w/unu KomucusTa no un. 78, 1.2 ot 330, we yseaomMa He3abasHO NUYHWS CK nekap.
4. Tpu HécnaaaaHe Ha MOCOHEHNTE YCroBYA NEYEHNEeTO MU C YNOMEHATUA NEeKapCTBeH NPOAYKT e Bbae NpekpaTeHo un
HAMa aa umam npeteHuuu kem H30K.

W3NCKBAHWA HA H30K 3A NEYEHWE CUHAPOM HA CUSHING C XMMO®W3APEH MPON3XOA B M3BLHBEONHUYHATA MNOMOLL

(&



