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Hapepnba 3a nsmeHeHue Ha Hapep6a Ne 15 ot 21.11.2019 r. 3a
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racTpoeHTepoJZIorMiHMTe 3adonaBaHuna
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BHocuTen: HauMoHaneH CbBET Mo ueHn n peuMmbypcrmpaHe Ha eKapCTBEHUTE NMPoAYKTU

Tun BHocuTen: HauMOHaNHO

MpoekTbT Ha Hapenba 3a nameHeHne Ha Hapenba Ne 15 o1 21 HoemBpu 2019 r. 3a
npmemaHe Ha hapMakKo-TepaneBTUYHO PbKOBOACTBO 3a JIeYeHMe Ha
racTpoeHTeponornyHnTe 3abonaBaHns € N3roTBeH Ha OCHOBaHMe 4. 259, an. 1, 1. 4 oT
3aKoHa 3a NeKapCcTBeHUTe NPpoAyKTU B XyMaHHaTa MeanumnHa.

MeguumnHCKaTa cneumnanHocT ,FfacTpoeHTeponorns” obxealla No3HaHUATA, TEXHUYECKUTE
YMEHUS N NpeLeHKn, Heobxoanmm 3a afeKkBaTHa AMAarHoCTUKa n nevyeHne Ha 6onecTu Ha
CTOMAaLUHO-4peBHUS TPaKT. CbBpeMeHHaTa racTPOeHTEepPOIorns Ce 3aHMaBa U C
n3yy4aBaHeTO Ha 3abonaBaHWS U Ha APYrK OpraHn, KOMTO He Ca YacT OT CTOMaLLHO-
4YPEBHUSA TPAKT, HO Ca PYHKLIMOHANHO N Hepa3AesiHO CBbP3aHu C YHKLUATA Ha
CTOMALLHO-YPEBHUSA TPAKT.

MpunynHUTE 3a pa3paboTBaHe Ha NpPOEKTa Ca CBbP3aHU C akTyasm3nupaHe Ha
TepaneBTUYHUTE NOAXOAN NMPU NNeYeHNEe Ha Bb3PaCTHU NauneHTn C yMepeHa A0 TexXKa
aKTmBHa bonect Ha Crohn, KOUTO He ca ce NOBANAAN LOCTAaTb4yHO, BEYe He Ce nosBanaBaT
nan ca NposiBUJIN HEMOHOCUMOCT KbM CTaHZapTHaTa Tepanusa nin KbMm 6GMONOrM4YHO
NleyeHure; Npu NeYyeHne Ha yMmepeHa A0 TeXXKa akTuBHa hopMa Ha yLepo3eH KOAUT npwu
Bb3PaCTHU NaLMeHTN; Npu evyeHne Ha NbpenYeH bunnapeH xonaHrut (MBX) kaTo ce
npensuXxaa cneundunyHo siedyeHre BTopa JIMHUA Ha Tepanus; npu e4yeHne Ha XpoHUYHa
MHGeKkunsa ¢ supyca Ha xenatut D npn HDV-PHK no3nuTmneHM B NnasMa (Mauv cepym)
Bb3PaCTHU 1 NeanaTpuUyHN NauMeHTn Ha Bb3pacT 3 1 NoBeYve roAnHM 1 C Terso Han-mMasiko
10 kr c KomneHcnpaHo YepHoapobHo 3abonsaBaHe. AKTyanm3snpa ce TepaneBTUYHNSA PEXUM


https://www.strategy.bg/bg/public-consultations/12030

3a cneyngunyHoTOo nevyeHme Ha 6onectta Ha WILSON. KopurmnpatT ce HaudmHuTe 3a
[OKa3BaHe Ha XPOHMNYHa MHGeKUunsa ¢ HBV KaTo oT TAX oTnaga YepHoapobHaTa buoncus.

PesyntaTtuTe oT NpunaraHeTo Ha papMako-TeparneBTUYHOTO PbKOBOACTBO Ca CBbP3aHU C
NOCTUraHe Ha Ha-Ba)KHaTa Les - OCUrypsaBaHe Ha NauneHTUTe Ha BUCOKO KavyeCcTBO Ha
NlevyeHne 4Ypes npuaaraHe Ha eanHHN 1 060CHOBaHM NPUHLUMN, NPaBuIa N KPUTEPUN 3a
npeanucBaHeTOo WU NpuaaraHeTo Ha JIeKapCTBEHM NPOAYKTU B o6xBaTa Ha MeguUMHCKaTa
cneynanHocT ,[acTpoeHTeponormna”. Cna3saHeTo Ha aJIFOPUTMNTE 3a JIEYEHUE U
npaBuiHaTa 403MPOBKa Ha NPoAYyKTa € rapaHumns 3a BUCOK TepaneBTUYeH OTroBOp Npu
WNPOKNA KPbIr OT NaLnNeHTn.

ALpec 3a n3npallaHe Ha CTaHOBULLA U npeanoxeHus: office@ncpr.bg

OTroBOpHa MHCTUTYLMUA

OTroBopHa MHCTUTYUMA

HauuoHaneH cbBeT NO LEeHU U peuMbypcupaHe Ha JileKapCTBEeHUTE NMPOAYKTH
Appec: Cocus, rp.Cocpus, byn.MeaH EBcT.NewoB Ne 15, eT.11, nk.1431
EnekTpoHHa nouwa: office@ncpr.bg

KoHTakTHa uHdopmauus

3opHuua Aumosa, HCLUPJIM | EnekTpoHHa nowa: zornitsa.dimova@ncpr.bg
AnekcaHgpuHa 'nrosa, HCLPJIM | EnekTpoHHa nowa: alexandrina.gigova@ncpr.bg

HauuHu Ha npepocTaBsAHEe HAa NPEenJIOOKeHUs U CTaHOBMULLA

MopTana 3a obLLeCTBEHN KOHCYNTaUUn (U3NCKBa Ce perncTpaunsa 4ypes nmemnn);
EnekTpoHHa nowia Ha nocoyeHuTe B ,KOHTaKTHa MHpopMaumna” agpecu

CnctemaTa 3a CMrypHO efleKTPoHHO Bpb4BaHe https://edelivery.egov.bg/ (n3nckea ce
KBanupuunpaH enekTpoHeH nognuc nau NMK Ha HOWN);

OdwmumanHmna agpec 3a KopecrnoHgeHuus.

JLOKYMEHTH

MakeT OCHOBHMU AOKYMEHTHU:

[MpoeKT Ha aKT - Bep. 1.0 ] 18.12.2025

MoTuem - Bep. 1.0 | 18.12.2025

Opyrn pokymeHTn - Bep. 1.0 [ 21.01.2026
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KOHcynTaLI,VIOHeH AOKYMEHT:

CnpaBka cTaHOBMLUA:

KomeHTapm

KomeHTapu (pdf)

KomeHTapwu (csv)

ABTOp: EmMnauna OunHkoa (18.12.2025 14:34)

[MpekpacHo e 4ye cnen 38 roguHM MMa MHMUMATKBa 3a NpoMAHaTa Ha
aAMUHUCTPaTUBHa Hapeaba KOATO NMMa NMPAKO OTHOLLIEHNE KbM

3ApaBeTo Ha xopaTa. JINYHO MouTe 04akKBaHUA Bsixa MHOro no-
roneMn oT NpeasioXXeHus BapmaHT. CnoaensiMm MMYHO MHEHME KATOo
Cce HagsiBaM CpoKa 3a NMpueMaHe fa Ce YAbJ/DKN U Aa ce paboTu B
NOCOKa OCbBPEMEHSIBAHE N TOYHO OMMCaHMe Ha U3NCKBAHNATA B
OTAEJIHO Cb3AaAEHMN MPUNOXKEHUS, KOUTO MOraT Aa ce aganTupaT
No-4ecTo.

FnaBa nbpBa :00WM U3MCKBaHUA

B Ta3u rnaBa He ca Noco4yeHun ,,06Lm n3nckBaHna" , a ca n3bpoeHun
KOHKPETHUN yCnyrn. Xneeem B AMHAMNYHO BPEME N e)XXeQHEBHO Ce
nosiBABaT HOBW yCcayru, apyru otnagat. 1o To3u Ha4ymH HapenbaTa
n3rnexxga ToO4YHO KaTo Ta3um oT 1987 r.

MpnMmep OT AencTBalla eBponencka Hapenba:
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FnaBa BTOpa : YCTPOMUCTBO UM 0D3aBe)XpaHe Ha NOMeLLeHMATA

3alo e Heobxo0oMMO fa ce Noco4YBaT KOHKPETHU KBaApaTHU MeTpu
3a 06eKTN KONUTO MMaT TOJIKOBaA MHOIo BapmaHTK. Nma
camocToATeNnHN 06eKTn, MMa TakKMBa KOUTO Ca Pa3noOJIOXKEHN B
Apyrn obekTun, CbLo Taka UMa cneundurka B NpeocTaBsHNTE
ycnyriu. [lloco4BaHeTO Ha KOHKPEeTHM pa3Mepun e npennocrtaBka 3a
KOPYMNUWOHHM NMpakKTUKKW. [Na3apa e TO3Kn KOUTO onpeaens
HeobxogmmocTTa oT KoMcopT. C Ta3m Hapenba Tpsbea na ce
rapaHTUpaT 34pPaBOCJ/IOBHU K 6e3onacHM yCaoBumsa U aa ce
rnpoBepsABaT NO ACHO OMNMUCaHN B MPUI0XKEHNE KPUTEPUN.
[MoyncTBaHe, oe3nHpekuna, ctepunnnsaynsa. He npenantaHe Ha
YUCTU N MPBCHU NMOTOUMN. BCMYKN n3NCKBaHUA TpsabBa Oa ca onucaHu
AeTauiHO B NMPUIOXKEHNEe, a He Aa NMa NpenpaTKn KbM OpYyru
Hapenbun Konto He ce 0THACAT KOHKPETHO 3a NoMeLleHusaTa KOUTo
ca 00eKT Ha KOHTpPOJ1 1 MoraT fAa 6baaT nHTepnpeTupaHn oT
npoBepsBalLNTE OpPraHn KakTo HaMepAT 3a gobpe.

MNnaBa YyeTBbpTa: OpraHMsauma Ha J,EeUHOCTTaA U
npenocTaBasHUTE YCAYIuU.

3all0 He Ce U3NCKa BoAeHe Ha KOHKpeTHa AOKYMeHTauus B KOATO

Oa € OrNnnCaHa BCAKa CTbllKa Ha rnpouecnTe B CaJloHa, KaTo
HanpuMmep: 7?272770 0 20777700700, 10000777700 2 000000777000, 77077



NpoBepKa, a He TYK BMEHEHO M3MnoJi3BaHe Ha obliecTBeHn
nepanHu. ToBa TpabBa Aa e n3bop Ha opraHMU3aTopa Ha
npoLecuTe B CaJloHa.

FnaBa neTta: U3uckBaHUA KbM U3MNOJI3BaHUTE NMPOAYKTU U
MHCTPYMEHTapuyMm

HAKoM N3nckBaHMA Ca B NpoTUBOpeYne C EBpOHeIZCKM CTaHOapTwn.

OT 2009 r. e B cnna EBponenckn pernaMeHT OTHOCHO KO3MEeTUYHU
MPOOYKTN , KOUTO ACHO U TOYHO yKa3Ba NpaBwsaTa 3a
eTukeTupaHe n ynotpeba. Bcekn nposepsBall opraH rnpu
CbMHEHME Ye Ce U3MNnon3BaT NPOAYKTU C N3TEKbJ1 CPOK Ha FOAHOCT
MO)Xe fa HanpaBu KOHKpPeTHa npoBepkKa npw npomnssogutend. MNMpwu
Taka (popMyiMpaHO N3NCKBaHE KaKBO LUe nonpe4yu Ha sogurtensd
Ha OHEeBHMKa [a ro npomMeHs BCeKn aeH? Bcekn npodecmoHanncT
MMa MHTepecC Aa M3MoJi3Ba Ka4YeCTBEHU KO3MeTUYHN NMPoayKTH ,
KOUTO N3NbJIHABAT MbPBOHAYasIHO NpeaBngeHnTe cu PyHKUUN.

MpoaoykTnuTe, 06bopyaBaHETO U MHCTPYMeHTUTEe Tpsabea oa bvaaT
noaxoasauwm 3a npegHasHa4YeHNeTo CU; NoAAbPXKaHW B U3MNpPaBHO
TEXHUNYECKO U XUTMEHHO CbCTOSAHUE; MOYUCTBAHN,
Ae3nHgekynpaHm n npu HeobxoaMMoCT CTEPUNN3NPaHN cnef
BCsAKa ynoTpeba. 3a BCEKM TUN yCayra MoraT Aa ce pasnuuwaTt
noapodbHM NpenopbKn B MPUNOXKEHNE



MNaBsa wecTa: CI'IeI.I,VICI)VI‘-IHVI XUIT'MeéHHU USNCKBaHMA 3a
be3onacHoTO npenocraBsAaHe Ha yCnyrum.

N3KNOYNTENHO HE ACeH e CMUCHhAa Ha 4. 20. MHOro yecTo ce
NpeaoCcTaBAaAT YCAYrM B MOMOLL Ha IMLLA KOUTO UMAT KOXKHMU
npobnemun. KeanuhuumpaHmte cneumnaancT KONTo NnpenocTaBaT
yCnyru MoraT ga U3nCKaT KOHCYNTauus C iekap, HO ako Te
npeueHsT. 3allo TOBa € YKa3aHo Mno To3u Hepa3bupaemM HayunH B
Hapenba?
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UcTopus

BkniouyBaHe Ha nNpoekKTa

ToBa cbbuTuMe onncea 3anuc Ha akT B 3 naum Orl.
Hauvano Ha obwiecTBeHaTa KOHcynTauusa - 18.12.2025
MpuknioyBaHe Ha KOHcyATauusaTa - 17.01.2026
CnpaBKa 3a noJiy4yeHuTe NnpepasioXXeHus

CnpaBka nnn cboblieHne.



