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[PO®. JI-P IETKO CAJIHE
YIIPABUATEJ HA H3OK

HA TUPEKIIUs "YOBEIIKHA PECYPCHU
U AJIMUHHUCTPATUBHO OBCJIYKBAHE"

YKA3AHME 3A PABOTA ChC CIIUCHK HA JUETUYHM XPAHM 3A
CHEIUAJIHA MEULIAHCKHA IEJA 3A JOMAIITHO JIEYEHHUE,
SATLTAINAHYA HAITBJHO WM YACTUYHO OT H30K
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EJI

l'Ipez(IchaHe Ha THETHYHH XPaHH 3a CIICHHAJHH MEAUIHHCKH e IN

1. IlpeanncBaneTo Ha MUETHYHY XPaHHU 3a CHENUATHA METUITMHCKH HeJH, HAPHYaHH 110~
HaZlolly XpaHW, C€ M3BBpIIBA IPH Ca3BaHe Ha OOIMMTE YCIOBHA 3a paboTa C HbPBUYHH
MEJIMUHMHCKH JNOKYMCHTH — pPEHEeNTYpHH OJaHKH, IPOTOKONHA ¥ PEHENTYPHH KHUXKKH,
nocouenu Hapen6a Ne 4 or 04 mapt 2009r. (o6H. [IB, 6p. 21 ot 20 MapT 2009r., HOCII. H3M.,
6p. 68 or 27.08.2019 r.), HanuoHaneH paMKOB JOTOBOpP 3a MEIHI[HHCKH NEWHOCTH H
TPUJIOKEHHS. KBM HEro, KakTo M chobpasHo cxmodeHus orT VIMII uHamBuayaieH JOroBop ¢
H3O0K.

2. Bumosere xpanu, 3a xouto H3OK HambeiHO HMIM YaCTHYHO 3alulaiia, KakTo M
ycioBsuATa 3a TAXHOTO MNPEANHCBaHe M noidy4daBaHe ca mocouyenu B ,,CIITMCHBK HA
JAUETHYHN XPAHU 3A CIIELIUAJIHU MEIUIIMHCKU 1EJIM HA H30K¥, usrorsen
no pena Ha I'masa Tpera or Hapen6a Ne 10 or 2009 r. 3a ycioBuATa, pefa, MEXaHH3Ma U
KPUTEPHUTE 3a 3aIuiaiane oT HanwoHanHaTa 37paBHOOCHTYPUTENIHA Kaca Ha JIEKapCTBEHH
IPOAYKTH, MEAUITMHCKH H3JEIus W Ha NHETHYHU XpaHH 3a CHEIHAIHM MEIMIIMHCKY IIEIH,
JOroBapsHe Ha OTCTBIKH M MpHJaraHe Ha MEXaHM3MH, TapaHTHpaIlyd MPEABHIAMOCT H
ycroiausocT Ha 6ropkera Ha H30K (06H. [IB, 6p. 24 ot 2009r., mocI. U3M. U 1oL, 6p. 19 oT
06.03.2020 r.)** (Ciucek/a)

3. Xpanu ce nasHauasat Ha IIporokon I C npu cro6passBane ¢ yCIOBHATA, HOCOUCHH B
Cnuceka u B Tabnuma Ne 1 kpMm Pazgen 11 wa HacTOAMOTO yKa3aHHe.

4. Xpanute ce mpeINHCBaT CaMOCTOSTENHO Ha OTHETHA pellenTypHa 6IaHKa — Ho 3
/tpu/ H30K-xona Ha eHa 6ranka. M3IBIHUTENAT Ha MEIUIMHCKA TIOMOII TIO CBOS HPELeHKa
MOXE€ Jla U3BBPIIM NpeanucaHuero Ha G6nanka oop. M3-H30K Ne 5 unn 6nanka o6p. M3-
H30K Ne 5A.

S. He ce nmomycka my6nupaHe Ha NPEANNCAHUATa B PAMKHTE Ha CPOKa, 33 KOHTO ca
NpeANNCaHN XPAHHUTE, KAKTO U eAHOBpeMeHHO npeanucsane ot OITJI u crenuanuct.

6. VIMII e mmexen ma yBemomu 30J1 3a BHAa Ha NpeINHCAHUTE XpaHH, HAYWHA HA
TSAXHOTO IPUEMAHE ¥ BE3MOXKHHIS H360p Ha XpaHa.

7. Ilpu nepBOHAYANHOTO IpeAnrcBaHe Ha xpanu, 30J1 u neKyBamusT Jekap MoraT 1a
YTOYHAT /1aTa 32 MPCAMUCBAHE Ha XPaHUTE B YAOOHO 3a TSIX BPEME.



PA3ZJEJI 11

Heobxo0umu 0okymenmu u cneyuduunu U3UCKEARUA 3a NOJIYUAGAHE HA QUESMUYHU
XPany 3a CReYUANHU MeOUYUHCKU Yelu

8. HeoOxoxumu xoxyMenTH:
30JI, xaHaMOATCTBAINO 3a MOJNyYyaBaHe Ha XpaHH, mpeiactaBs B P3O0K cruemnure
JOKYMEHTH:

8.1.“PenentypHa KHUXXKA HAa XPOHHYHO GomHus”, m3magena ot OILL;
8.2.,,IIpoTokon 3a npeanucBane Ha JeKapcTBa, 3amiamand oT H30K" — obpazern; “M3-
H30K?” ¢ ma3HaueHus 3a CpOK 3a He HoBede OT 365 1Hu;
8.3 MenuuuHCKH TOKYMEHTH, TocoueHH B Tabmuma Ne 1 ¥ yTBBpICHHTE H3UCKBAHAS.
: Tadmana Ne 1
Crenuduann H3UCKBAHUS NPH H3JABaHe HA NPOTOKOJI 10 KOHKPETHH
3abonsBanus

3adonapane JedeOHo 3aBeieHHE, B 3abenexka
KOETO ce
AMATHOCTUIHPA
3a0oasBaHeTO H/MJIH
H31aBalo NPOTOKO0AA

1. Knacuuecka CBAJIOB —rp. Codust | 3a meua npu u3naBaHe /BIucBaHe Ha
dhennakeronypus 3abonaBaneTo/ Ha PenentypHa KHuXKa ce
(E70.0): H3HCKBA EIIUKPU3a OT JEeYEOHOTO
3aBeJeHUE.

Enuxpusara crenpa fa ceabpixa: Ne Ha
W3 u 6onuuyeH npectoii “or-10”"
CEpPYMHa KOHICHTpALIHs HA
¢eHmnanaHuHa ¥ Ja ObJ€ ¢ JaBHOCT 10 6
Mecela, ITOAIIHNCaHa OT 3aB.
KIMHUKA/OTACICHHE U JICKYBaIIKs JIEKap,
H IIOJIIEYaTaHa ¢ IeJar Ha JIe4eGHOTO
3aBeJICHUE.

YMBAJ"Lapuna Hoana | 3a imna wax 18 roqunu ce IPENCTABST:

-UCVYJI-Knupukanmo | 1. MeauumeCcKa JOKyMEHTAIMS,

obMeHHuU GotecTn BEpHUIHpaIla AUArHo3ara.

2. PenenitypHa KHIKKA C BIIMCAHO
3abonsBane ,,DenunkeTonypus” - E70.0.
3. Pe3ynraru, oTunTaly HHUBOTO Ha
(beHUIANaHuH B KPHBTA, KATO CTOMHOCTTA
Ha ¢perunanasuaa < 20mg%, moANHCaHH
OT 3aB. 1abopaTopusiTa, MOANEYATAHA C
reyaT Ha JIeaeOHOTO 3aBE/IEHHUE.

2. [Ilpyrn CBAJIIG —rp. Codpuss | 3a mema mpum wu3naBaHe /BIMCBaHe Ha
pascTpoicTBa Ha 3abonaBaneTo/ Ha PenenTypHa KHUKKa ce
odMaAHATA HA M3KWCKBA  €NHKpH3a OT  JIe4eOGHOTO
AMHHOKHCEJIHHHATE € 3aBEICHUE.
Pa3sKJIOHEeHa Bepura, Enuxpusara crenpa mga ceabpxka: Ne Ha
IIponnonoBa W3 u Oomamden mpecroit “or-1m0”;
aumgemus (E71.1): CEPYMHO HHWBO Ha aMHHOKHCEIHHH U
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AMOHSIK C JaBHOCT Jo 6 Mecena,
MOANUCAaHa OT 3aB. KIHHHKA/ OTACIICHUE U
JEKyBalluda JIeKap, H IoAnedyarada ¢
fieyar Ha JiedeOHOTO 3aBCACHUC.

VYMBA " {apuna Hoana
- UCVYJI — Knunuka no
CHIOKPUHOIOTHS B
OonectTH Ha 0OMsHATA 32
JIeUeHKe Ha MeTabOIUTHI
HapYIICHUS

3a nuna Hax 18 roauHu ce npencTaBsr:

1. MenunuHcka JOKYMEHTAIIHS,
BepuHUIEpaIIa JHaryo3ara.

2. PenentypHa KHHXKKA C BIIMCAHO
3abomnsaBare ,,[IpomroHoBa ammaeMus™ -
E71.1.

3. Pesynraru, oTYMTal¥M HUBOTO Ha
aMHHOKHMCEIUHN U aMOHSK, IIOAIUCAHHA OT
3aB. JlabopaTopusATa, IOANEYATAHA C
rmeyar Ha JieueOHOTO 3aBe/ICHHE.

3. PazcTpoiicTea B
MeTa0oIUTHHS
IHKBJ HA ypesaTa
(E72.2)

CBAJIADB — rp. Codus

3a u3naBaHe /BIKCBaHe Ha 3a00MBaHETO/
Ha PenentypHa KHIXKa Ce M3HCKBA
CIHMKPH3a OT JIEUeOHOTO 3aBEICHHE.
Enukpusata cnexBa na ceabpixa Ne ga U3
U OojnHHMuYEH  mpecTod  “OT...Ho0”%;
pe3yaTaTd OT AMHHOKWCEIHUHHHS aHaIM3
Ha ypHHa M Ia3Ma u aa 0bIe ¢ JaBHOCT
nmo 6 wMecema, MOAMHCAaHA OT 3aB.
KIIMHUKa/OTIENEHME U JIEKYBaIHs JIeKap,
4 moimeYaraHa ¢ MedaT Ha JIedeOHOTO
3aBeJICHUE.

VMBAJI"lapuna HMoana
- UCVYJI — Knunuka no
€HJIOKPHHOJIOTHS H
OomecTr Ha oOMsIHATA 32
JIedeHue Ha MeTabOIUTHHA
HapyUICHHS

3a nuna Hax 18 rouHu ce npencTaBAT:
1.PenenTtypHa KHHXKA C  BIHCAHO
3abomsBane "pascTpoiicTBa B
MeTabONMUTHHS UK Ha ypesaTa"-E72.2
2. Konme oT mocnmemuuis INPOTOKON 3a
JeueHrne ¢ Ammonaps

4. Aeprust KemM
0eJThKa Ha KpaBeTo
misko (K52.2)

IlequaTpuaHN KIHHUKH B
YHHuBepcuTeTCKa
GonHMIA, TeTUaThp WIIH
JIETCKH raCTPOEHTEPOJIOT,
paboTelt 110 OTOBOP ¢
H30K B
HU3BBHOOJTHHYHATA
TIOMOTIT

3a u3naBaHe /BIHMCBaHE Ha 3a00sSBaHETO/
Ha PenentypHa kHE)XKKA ce HM3HCKBa
CIHKpH3a WM KONHE OT aMOynaTropeH
JINCT, H3Oa/ICH oT CHOTBETHHUSL
cnenuamuct. Te cmeaBa ma  6Bpar
NpUAPYKEHU CBC CTaHOBHIIIE,
CBABPKAII0 - aHaMHes3a, OIMCaHHe Ha
KIMHHYHUTE CHUMTOMH, pPE3YITaTH OT
IPOBEACH EJIMMHUHALMOHEH TecT (3a
TIEPHOJ| OT MOoHE 1 Mecelr), pe3yaTaTu OT
IPOBEICHN OHOXMMMWYHMN W3CIICIBAHHSI —
HaJIA4He Ha €03UHO YA WM
cnenuduunn IgE (wan 5 KUA/L).
»1IpOTOKOII 3a MpeNHCBaHe Ha
JexkapcrBa, 3amiamadd or H3O0K"
obpasen; “M3-H30K” ce m3nmaBa 3a cpok
1o 3 mecena. Ilpu u3gaBane Ha cienBan,
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Ce MPEACTaBAT PE3YITaTH OT IPOBEACHH
KOHTPOJIHH OMOXMMHYHM H3CJICIBAHHS —
HaJTHYue Ha  eo3ubodming W
cuerubuyny IgE (wax 5 KUA/L).

5. Hponuaxkns
(K90.0)

Ilenuarpuasu KIUHUKH
/aium
racTPOEHTEPOIOTHIHH
KJIIMHUKH KbM
YHHBEPCHUTETCKH
GomHuUITH.

3a gema: 3a wu3naBaHe /BIHCBaHE HAa
3abosaBaHeTo/ Ha Penentypua KHIKKa ce
M3KUCKBA  €NHKpHU3a OT  JIeueOGHOTO
3aBelicHe W Aa ObjJe ¢ JaBHOCT 10 6
Mecela, TOAIINCaHa oT 3aB.
KJIMHUKA/OTJETICHAE W JIEKyBalus JeKap,
M HojedaTaHa C II€YarT Ha JiedeOHOTO
3aBeJICHHE.

YMBAJ"Lapuna Hoana
- UCVYIJI — Knusuka no
I‘aCTpoeHTepOJIOI‘I/ISI

3a nmuna Hax 18 ronuHu ce MpeacTaBsr:

1. Menumuacka  OOKyMEHTanus B
IOAKpenla Ha JAWarHosara, KOSITO
BKJIFOYBA:

- XHCTOJIOTHYEH PE3yJITaT;

- aHaMHE3a M KJIMHWYHA M35Ba, B T.4. U
MOKa3aTeJICTBA 3a IOCTAaBE€HA JMArHo3ara
M TMPOBEXKIAaHO JICUCHHE OT JeTcKa
BB3pacT;

- OpoBeleH OHOJOTHYEH TECT B
YMBAI"apuna MHoana - UCYIL -
Kiunnka 1o racTpoenTepoorus.

2. Peuentypsa KHW)XKKAa C BIIHCAHO
3abonsBane ,,[[pommakua® — K90.0.

6. Enniencus —
Grand mal
NpUOaIbIM,
Heyroynenu (G40.6):

CBAJIAB - rp. Codus
VYMEBAIJI ,.Ceetu
I'eopru‘ — rp. ITnosaus

ITIporokonute ce
u3nasar B CBAJI/Ib — rp.
Codus, YMBAIJI ,.Cetnn
I'eopru® — rp. IlnoBaus.

IIepBu mpoTOKOI
Ce u3/aBa 3a [epuoJ o 3
Mecerna cien
YTBBPXKIaBaHE oT
€KCIIEPTEH CHBET, B KOUTO
3a0bIDKUTEIIHO Y9acTBaT:
HallMOHAJIEH eKCIEepT II0
JEeTCKa HEBPOJOTHS U
NICUXHATPHUs, 3aBEXKIAIl
KIMHMKA 1O  JeTcKa
HeBpornorus B CbAJIIb —
rp. Codus u crenmamuct
10 AETCKA FeHETHKA.

ITocnenpaniu
NPOTOKOJIM  MOrar Ja
OBaar U3laBaHu 3a
nepuon 1o 6 Mecera.

H3O0K 3amnama nueTuynu Xpanu 3a
NPOBEKAAHE Ha KETOTEHHA JMETa ClIEN
MUATHOCTHIMPAHE Ha CHWICHCHS W
abcanci B paHHAa [AeTCKa Bb3pPacT,
cbrinacHo HammoHaneH xomceHcyc 3a
JIUATHOCTUKA M JICYCHHE HA EIMJIEIICHS

(HKIJIE).

Wsznanenute MPOTOKOJIH ce
3aBepgBaT B P3OK ma ocHoBaHue
IpUApYKaBaia MEANITHTHCKA
JOKYMEHTAIHA.

INpunpyxapammu MEIUIMHCKH
JOKYMEHTH IIpH DIBHPBO H3JaBaHEe Ha
MIPOTOKOJI: EIHUKpPH3a, JIoKa3Barra
TSI THYHHS CHHAPOM; eTanHa

€NUKpH3a 3a e(QeKT OT MPOBEACHOTO
nevenue, cerimacHo HKJIJIE, cranosuine
Ha eKCHEPTHUSA ChBET.

3a 3aBepka Ha 2-pH ¥ MOCIIEIBALNA
OpoToOKONMM (MBpBU ciiefy 3 Mecena Hu
mocneaBamy npe3 6 Mecena) ce
NpeAcCTaBd: - €TalmHa eNHKpu3a OT
NICKyBaIKA JETCKH HEBPOJIOT ¢ OAPOOHO
onucad epeKT OT JCUYSHHETO — YECTOTA Ha
npucrenute, EEIT npomenu, TenecHO
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TErno, AUHAMHKAa B MeEIWKaMEHTO3HATa
Tepamnus.

IIpu ™MoTHBHpaHa mHpoMsHA Ha
KOJIMYECTBOTO Ha JiedeOHaTa XpaHa B
nepuoJa Ha AeliCTBHEe Ha BEUYE 3aBEpEeH
nportokol, B P30OK ce npeacrass
€KCIIEPTHO CTAaHOBMILE OT JEKyBamus
HEBPOJIOT. Tenecnorto TETJIO e
3aABJDKUTENICH €JIeMEHT IIPH MOTHBHpAHE
Ha OPOMsiHA B HAa3HA4YCHOTO KOJMIECTBO
xpana. P3OK amynupa pelictBamms H
3aBepsiBAa HOBOM3AAACHUS IIPOTOKOJI.

IIpu HEOOXOIUMOCT oT
npexparaBaHe Ha yedenunero, CBAJIJIb —
rp. Codus u YMBAJI ,,.Ceetu ['eopru® —
rp. IInosmuB yBemomsBar P3OK wu
cpotBeTHO LY Ha H3O0K. P30K m3npania
KOIHE OT 3aBEPEHHTE IPOTOKOIH U
npuapyxapamara Meaunuacka B LY nHa
H3O0K.

Kerorenna nuera ce npunara ot 1
roaminHa 10 18 r. Be3pacrt.

PA3JIEJI ITT

OTnycxaHe Ha TMCTHYHH XpaHH 32 CIICIHAJIHA MEAUINHNHCKHA ICJIN

9. Xpanu ot Crnuchka ce OTIycKar caMmo OT anTeku, padboremu no gorosop ¢ H30K 3a
OTIyCKaHE Ha TaKUBa IPOIYKTH.

10. He ce momycka moaMsiHa B antekara Ha npennucanute ot MMII xparu, mo
HACTOSIBaHE HJIM B3aWMHA JOTOBOPEHOCT MEXIY MalUMEeHT M alnTeka, KakTo U H3JaBaHe Ha
IIpenuc Ha pelenTypHa O01anka oT Mar. papMaresTa.

11. Koraro antekara He pazmosiara ¢ MpeAnucaHnTe XpaHu, Mar. papMaleBThT ClIeABa
la TH OCHTYpPH B CpoK mo 24 uvaca. B To3m ciyuaii marara u 49achT Ha NOCTHIIBAHETO Ha
peuenTara ce 0Tpa3sBar BEpPXY Hesl.

PASAEJ IV
Otrosopuoctn Ha P3OK
12. P30OK 006sBsiBa Ha BUIHO MACTO aJPECUTE HAa BCUUKHU allTEKU, OTIYCKAIly XpaHH.
13. P30K wusBwpmBa 3aBepka Ha NpOTOKOJia U "PenentypHa KHMDKKA Ha XPOHHYHO
6onHUS" IpU cna3BaHe Ha OOIIUTE YCIOBUSL.
14. P30OK cexpansBa Komwe OT IIPOTOKONHTE M JOKYMEHTHUTE, IIOCILYXKHIH 3a
OCHOBaHME 3a TAXHOTO pa3peliaBaHe.

INPEXOJHHU 1 3AKJTIOUYUTEJHHA PA3SIIOPEJABU

§.1. C macrosmmoTo ykasanue ce otMeHAT ykazanus Ne PJ[-16-4/20.01.2015r. u Ne P/I-
16-15/02.03.2020r. 1 CBHINOTO BiH3a B CHJa CJIEI YTBBPXKAABAaHETO MY OT YIIpaBUTEId Ha
H30K.

§ 2. YkazanueTo ce u3naBa Ha ocHoBaHue Wi.19r ot Hapenba Ne 10 ot 24 mapt 2009r.
U ce IyOnIMKyBa Ha HHTEpHET cTpanunata Ha H30K.
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