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MNPOEKT!
YTBBbPXOABAM:

CTAHUMWUP MUXAWIOB
YAPABUTEN HA H30K

U3UNCKBAHUA HA H30K
3A NMPOBEXOAHE HA NEYEHUE
NMPU NMbPBUYHA OKCANYPUA

B U3BBHBOJTHUYHATA NMOMOLL



NU3NCKBAHWA HA H3OK NPU U3OABAHE HA NPOTOKONU 3A NPOBEXIAHE HA NEYEHWUE NPU IPYTU
PA3CTPOMUCTBA HA OBMAHATA HA BbIMEXWAOPATUTE — NMbPBUYHA OKCANTYPUA

MpoToKkoNbT ce u3haaBa OT chneyuanuivpaHa KoMucus B rnedYebHu 3aBegeHus 3a BonMHUYHA MNMOMOL, CKMKOYUNU
poroeop ¢ H30K. CneunanuavpaHute KOMMCUMWU ce Cb3aaBaT CbC 3arnoses Ha [AWPeKTopa Ha CnejHuTe YHUBEPCUTETCKU
nevebnu sasenenuns: YMBAI "Anekcangposcka” - rp. Cocust 1 CBANIE - rp. Coduma

I. PEQ 3A 3ABEPABAHE HA NMPOTOKOIUTE

MNpoTokonu 3a 3ano4YyBaHe Ha nevyeHune

= MeauumHcka AoKyMeHTauUus, NoTBLAARALLE KPUTEPUNTE NO NpUNoxeHue 1
CMNELUWMATTU3IUPAHA > U BCUYKN HEOBX0AWMK N3cneaBaHus, choBpasHo NpunoxeHue 2
KOMWCHA =  PeweHWe Ha cneunanuanupaHa KOMUCUA C ACHa MeAULIMHCKA MOTUBALIMS 3a
g ' 3anoysaHe Ha TepanuaTa

=  “[lpoTokon 3a npeanuceaHe Ha nekapcrea, 3annawadu oT H30K/P30OK" —

06p. M3-H30K

Komucua no un. 78, 7. 2 »| 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K B P30OK

[MpoTokonu 3a npoaAbINKaBaHe Ha nevYeHue

=  MeaguunHcka AOKyMeHTauUus, NoTBbpXKAaBalla KpuTepunTe no npunoxenue 1
CMELUMATTUNPAHA > 1 BCWMYKN HEOBX0AMMIM U3cneasaHis, chobpasHo npunoxeHue 2
KOMWCHKA =  PeleHue Ha cneuuanuanpaHa KOMMCUA C SCHA MeJULVHCKa MOTUBAUNUS 3a
3anoysaHe Ha TepanuaTa
= ‘Tlporokon 3a npeanuceaHe Ha nekapctea, 3annauiadHn ot H30OK/P30K" —
0bp. M3-H30K
Komucwusi no un. 78, 1. 2 | 3aBepka Ha npoTokona
ot 330 B LY Ha H30K B P30K

Il. OBLLUW MONOXEHUA

1. E-npoToKon ce W3faBa OT YNEeHOBe Ha CreLuanusnMpaHu KOMUCUW B redebHU 3aBefeHun, OKassaulm DONMHWYHA MeSULWHCKa
nomowy (N3EM) Ha ocHoBanme ,Pelierne Ha cneuuanusupada komucus' no Allp Ne 38 ,OnpegensHe Ha nnaH Ha neuveHue w
npocnepsBaHe Ha TepanesTUYHUA OTFOBOP MpU NauueHTw, NosydaBalun CKbnocTpyBallM NekapcTeeHy NPOAYKT NO peaa Ha un. 78, 1.2
330" B choTBeTCTEaME C HacToAluTe WManckeanua Ha H3OK, kaTo nbpeuAaT ce nagaea 3a nepuos A0 180 aAHW, a BCekw crnejsaiy NpoToKonN
MOXe Aa ce u3fasa 3a nepuog Ao 365 aHun.

2. 3NpaBHOOCWUIYPEHOTO NUUE YAOCTOBEpsiBa ¢ noanuca cu B Pelienne Ha cneunanusupada komucus’ no Alp Ne 38: cnegHoto:
JKenas fga My 6b4e 0406pEH0 NeueHue ¢ NekapcTBEHUs NPOAYKT, KATO AeKnapupam, Ye CbM yBeJOoMEH 33 JelCTBUETO Ha HasHaveHaTa
nekapcTBeHa Tepanus ¥ AaBaM WHGOPMUPaHO Cwriacue cbillata Aa My Gbie npunarana’; Cernacen/a cbM 3a U3NON3BAHE Ha NUYHWTE
MU A3HHW 33 LenuTe Ha ekcnepTuszata’; Kenas aa 6baa yeejomeHn/a 3a pesynTtata oT ekcneptwaata or P30K no eauH oT cneaHuTe
HauuHu: no e-mail, Tenecor unn Ha macto B P3OK"; PaspeluaBam 40CTHN A0 ENEKTPOHHOTO MU 34paBHO Aocue’

3. Mpeawn cTapTupaHe Ha npoueca no uajasane Ha E-npotokon Ha 30J1, cneunanuanpanata kOMUCUA Crea NONy4eHo paspeluedue 3a
goctsn oT 30J1 40 eneKTPOHHOTO My 34PABHO AOCKE, NPaBW CrpaBka No NeKTPOHEeH NbT 33 U3AaAEHU NPEAXCAHN NPOTOKOAN, NO ChLUUA
npocun Ha 3abonseare. MpoueckT no n3jasaxe Ha E-NpoTokon ce peannaupa 8 MEeAUUWHCKA codhTyep B HacToAwMTE M3UCKBAHKA Ca
nocoYeHu HeoBxoauMMTE AOKYMEHTI 3a U3faBaHe Ha E-npoTokon Ha 30J1.

4, KM Bceku E-npoTokon, ¢ KOWTO € HasHa4YeHa nekapcreeHa Tepanva, ce npunarar HeoBxonuMUTE JoKyMeHTU (amBynaTopHuTe NUCToBe,
ENVKPW3W, M3CNeABaHNsA W Ap.), CMEA KOETO [AOKYMEHTUTE Ce W3NPaLLaT no enekTpoHeH MbT KbM UHMOPMAUVOHHATa CUCTEMA Ha H30K.
[JokymeHnTtuTe, KouTo chiectsysat B H3UNC/uHdopmauurorHaTa cuctema Ha H30K. ce pexnapupat 8 E-npoTokona ¢ TEXHWTE YHUKANHKU
Homepa (HPH).

WMHchopmaumaTa, OTHOCMMA KbM W3gaeaHe Ha E-NpoTokona, KOATO & B AOKYMEHT, KOWUTO HAMAE enekTpoHeH dopmar, ce nonbnea B
PelUeHNeTo Ha Cneunanmanpada KOMUCUS - OCHOBaHWe 3a u3jasaHe Ha E-npoTokona, unu ce npunara kato CKaHupaHo Konue.

5. Mpwu w3gasave Ha E-npoTokon no peaa Ha ekcnepTusata no un.78 7.2 or 330, oTnaga HeobxoAWMOCTTa Aa Ce NPeAOCTaBAT u
cbxpaHaBaT npunoxeHune Ne 1 1 npunoxenue Ne 3 ot HacToswwuTe Wauckeannsta va H30K, npu cneaHuTe yCrnosus:

- 3a npunoxeHue Ne 1 - Npn HaNMUYNETO Ha TEKCT B CLOTBETHUA uekBokc B PeweHne Ha cneywanuaupaxa komucus no Alp Ne 38:
Jvncear uskniousallm KpuTepun 3a saanoysare/npoabmxasare Ha nedexne c I

- 33 npunoxexnue N2 3 - Npu HanwuueTo Ha TekcT B PelleHne Ha cneuuaniniupaHda KoMucwsa  no Allp Ne 38: Xenas aa mu 6bae
ofoBpeHo NeveHue ¢ NekapcTBEHUA NPOAYKT, KaTo Aeknapupam, Ye CbM YBeAOMEH 33 18ACTBUETO HA HA3HaYeHaTa nekapcTeeHa Tepanus
W faBam MHOPMUPAHO Cbriacue chliata ga mu 6bae npunarada’
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NPUINOXEHWE 1A

NACT 3A ONPELENAHE HA KPUTEPUWUTE NPU 3ANOYBAHE HA NEYEHWE HA IPYTY PA3CTPOUCTBA HA
OBMAHATA HA BLIMEXUWOPATUTE — MbPBUYHA OKCANYPUA

A, KPUTEPWUU 3A 3ANOYBAHE HA MBbPBWU KYPC (BAOBIMKUTENHKW CA BCUYKW KPUTEPUM)

MKE E74.8

1 CurypHa awarHosa Ha 6asa pesynrtaT OT reHeTWJHO u3cnensaHe 3a M};I’&L\MVI (AGXiﬁ'ﬁrG;/Taums! npn PH1, GRHPIHR;
myTauus npu PH2 n HOGA1 mytauws npu PH3) ' 2

2 | Exkckpeums Ha okcanati B ypunara >1 mmol/1,73 m?Ha gen ' 2

3 | Koncynrauus ¢ Hecpponor, abaomuHanHa exorpadma ' #

4 | KoHcyntauus ¢ ractpoeHteponor ' ?

5 | KoHcynTauus ¢ kapavonor - EKIC, exokapavorpadwus ' 2

6 | KoHcynTaums cbe cneuuanuct oundmn Gonectu -2

7 | KoHcynrauus c racrpoentepornor ' ?

8 | KoHcynrtauus ¢ Hesponor ' 2

9 | Nunca Ha u3knNYBsaLWKW KpUTEepPKK No Touka b

'peweHue Ha cneuuanuahpaua koMucus no Allp Ne 38
2 MeaVUMHCKa [OKYMEHTALMSA, NOTBbPNAABALLA KPUTEPUHTE NO npunoxenue 1 n souukn Heobxoanmi U3cnesBsanns, cbobpazHo npunoxeHue 2 -
3a0bIIKWNTESNHO Ce noenmfasm [aHHU OT rTeHeTUYHU TeCcToBe, J0Ka3Balln 3abonaBaHeTo.

B. U3KNMKOYBALLW KPUTEPUW (MPU 3ANOYBAHE HA NEYEHUE)

1.  CBpPBXUYYBCTBUTENHOCT KbM aKTWBHOTO BELUECTBO UMK KbM HIKOE OT MOMOLLHUTE BELLECTBA C NPOSBYU HA
aHaunakTUYeH Lok

Texko 61L6peyHo yepexaaHe unn 6OpeyHo yBpexaaHe B KpaeH ctaauni

YMEpeHO UM TeKKO YepHoApobHO yBpexaaHe

Ll
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NPUNOXEHUE 1B

JIACT 3A ONPEOENAHE HA KPUTEPUWUTE NPU NPOABIMKABAHE HA NEYEHWETO HA [IPYTH PA3CTPOUCTBA
HA OEMAHATA HA BBIMMEXUOPATUTE - MbPBUYHA OKCATNYPWUA

B. KPUTEPUU 3A NPOOBMKABAHE HA NEYEHUETO (BAOBIMKUTENHW CA BCUYKKU KPUTEPWUN)

MKB E74 .8

KoHcynTtaums ¢ Hedponor u pesyntaTi ot nabopaTopHu uscneagaqus ' ?

ABpomuHanta exorpadus ¢ HacoyeHocT 6v6pevHo nscneasave ' ?

Cneunanuanpany KoHCynTaTuBHU npernean (no npeuexka) ' 2

TNunca Ha usknoyBawm Kputepun no touka 2

. N3KNKYBALLW KPUTEPUWU (MPU NPOOBIPKABAHE HA NEYEHWETO)

1 CBp'bX‘-IyBCTBHTeJ'IHOCT KbM aKTUBHOTO BELLECTBO UMK KbM HAKOE OT NOMOLUHWUTE BellecTBa C NposaBn Ha
aHaunakTUYeH LLOoK

2.  Tewxko 6b6peyHo yBpexaaHe unu 6LOPEYHO yBpeXaHe B KpaeH cTagun

3. YMEpeHo Unu TEXKO YepHOAPOOHO yBpexaaHe

M3NCKBAHWA HA H3OK 3A MPOBEXIAHE HA NEYEHWE NPU NbPBUYHA OKCANYPWUA B U3BBHEONTHWUYHATA NOMOUL




NPUNOXEHWE 2

. NEYEBHO-OUATHOCTWYEH ANTTOPUTHM

1. TNEKAPCTBEHW MPOOYKTW, skmiodenn B Mpunoxenwe 1 Ha TNC. kouto H30K 3annawa B CbLOTBETCTBME C
AeiCTBalIMTE HOPMATUBHW JOKYMEHTH.

Tabnuua 1
INN OO3A

e 3 HaTOBApBAlLM [03U, M3UMCNEHN Ha BasaTa Ha TeNecHoTo Terno, npunaraHn BeAHB X
MECEYHO YPE3 NOAKOKHA UHKEKLINA

LUMASIRAN* e  MOAABPXKALM A03W, 3arouBallW eauH Mecey crned nocnejHara Hatosapealla Aosa,

Ea W3YMCneHn Ha Hazata Ha TenecHoTo Terno, npunaraHy BefHbX MEeCedHO 4pes

MOAKMKHA MHKEKLMUS

& Sa'nyrai.mn*,' KOUTO OTroBapAT Ha ToBa nevexue - AGXT myTtaumsa npu PH1!

2 BPOC;IE.U.F!BAHE

: ; - MNepuopa Ha nevyeHune
MNokasatenu U uscnegBaHus M3XOOHM + 12 meceua” + 36 meceua”®
TenecHa maca X 7 X X

PweT X X 7 X

Ta'ﬁnmq'a 2

ApTepranHo KpbBHO HansraHe X %

MKK (xemornobuH, XemaTokpuT, EpUTPOLIMTH, NNEBKOLIATY,
TpomBoLnTK )

[O]5]11} BenTbK

AnBymuH

ASAT

ALAT

e

AnkanHa chocchartasa

CepymHO *ensso

YKCK

CepymMeH Kanuun

Pocghatit

Obw xonectepon

Tpurnnuépnp.u

KpteHa 3axap

KpeaTuHuH, nuko4Ha KiCenuHa 1 ypes
KpeaTuHUHOB KnupbHE (TP)

W3acneapaHe Ha yprHa - 0BLLO U CEAUMEHT U CbOTHOLLIBHWE
NpoTEUH/KpeaTUHUH

MpoTenHypusa s i B x
ABpomuHanHa exorpadgus 7 T
BwbpeuHa Guoncus (No npeeHka) B SECCREI s T
AMP (no npeueHka)

KoHcynTaums ¢ Hedponor = S - .
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KoHcynTaums ¢ Heeposior ** X

KoxcynTauwms ¢ kapawonor - EKI, exokapanorpadms ** X

KoHcynTauus cbe cneunanunct o4Hn Bonectn ** X

KoHcynTauus ¢ ractpoeHTeponor ** X
y p p

+12 m." - naBbpwBar ce Ha Bceku 12 meceua; + 36 m.* - 3BbLpWBAT ce Ha BCeKkW 36 Meceua;
WMacnenBaHuATa criedBa Aa ca C AaBHoCT fo 1 Meceu Npeauw KaHauaaTCTBaHeTo 3a NeYeHune
** NepUOAUYHOCTTA HA KOHCYTNTaTUBHUTE NMperneam e no NpeueHka Ha nekyBalius ekurn

M3UCKBAHWA HA H30K 3A NPOBEXOAHE HA NEYEHWE MPU MbPBUUYHA OKCANYPUA B M3BBHBEONTHWHHATA NMOMOIL




IIl. OBLLUW N3UCKBAHWA

1. Bb3pacToBara rpaHMLa Ceé WIYNCNABA B HABBPLIEHW TFOAWHW - T.€ BKIOYUTENHO KeM AaTara Ha W3naBaHe Ha npoTokona oT
cneuuanuaupaHara KOMUCKs.

2. Mpw HasHa4YaBaHe Ha Tepanua No NPOTOKON 3a/bINKNTENHO Ce cboBpa3sBaT Bb3PACTOBNTE OrPAHNMEHNA, CBIMACHD KpaTKaTa xapakTepucTuka
Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBLpAeHa no peaa Ha 3JTMXM.

3. H30K He 3annalya neyeHWe U3BLH ykasaHaTa Bb3PACcTOBA rPaHVLIa B KpaTKaTa xapakTepucTuka Ha Npoay«Ta.

4. H30K He 3annaila neyeHvie C 403N Haj MaKCUManHo PaspeLlleHnTe No KpaTka xapakTepucTuka Ha NpoaykKTa.

5. B cnyyaii Ha HacTeNWia NoA03NPaHa HeXenaHa nekapcTseHa peakyus, NekapaT yseaomasa WAJ no peaa Ha un. 184 ot 3MMNXM. Konve ot
cb06LUEHUETO Ce Npunara/onucsa KeM/B MeAMUMHCKaTa AOKYMEHTALINA Ha 3011 npn KaHaMAATCTBAHE 38 NEYeHne.

6. Bceku e-NpoToKON Ce W34aBa Bb3 OCHOBA HA W343AEH MeAULMHCKN AOKYMEHT. Cheluanninpana komucua B N3BMN Ha ocHoBanue Allp Ne 38
,OnpejensHe Ha NnaH Ha NedYeHWe U NPOCNeAsBaHE Ha TepaneBTUdHWA OTrOBOP NPU NAUWeHTU. nonydasaiin CKBNOCTPYBALLM NEKAPCTBEHN
npoaykTw no peaa Ha un. 78, 7. 2 330",

Eksemnnsap Ha xapTueH Hocuten oT Alp Ne 38 ,Onpeaenste Ha nnaH Ha neueHue u npocnepAeaxe Ha TepanesTU4HUA OTrOBOP NPU NALNEHTH,
nonyJyasally CKbNOCTPYBALLUM NEKapCTBEHW NPOAYKTU N0 peaa Ha uil. 78. T. 2 330", KoiTO @ OCHOBaHWe 32 W3 aBaHe Ha NpPOTOKON, nognucaH ot
cneunanuaupata komucus u 3011, ce BoAW No pea. onpeaeneH oT neyeBHOTO 3aBeAeHuUe 1 Ce CbXpaHsBa B kaBuHeTa Ha KOMUCHATA.

7. Mpw n3gasare Ha E-npoTtokon no peja Ha ekcnepTniara no un.78. 7.2 ot 330, ornaaa HeobxoaMmocTTa A& Ce NPEeAO0CTaBAT U CbXpaHABaT
npunoxehnue Nei » npunoxerue Ne3 ot HacToALuTe JMaucksanua Ha H30K"

8. M3naBaHeTo Ha E-NpoToKon ce OCLLUECTBNABA B ChOTBETCTBME CbC CHBMECTHM ,YKa3aHuA 3a paboTa ¢ NofajeH no enekTpoHeH NbT NPOTOKON
IA/IB/IC (e-npoTokon)”, mexay HaunoHanHata 3apaBHOOCUTYpUTENHE Kaca 1 Bbhrapckv nekapcki b3 3a npunarade Ha HaluuoHanHwua pamkos
AOroBOp 3a MeANLIMHCKIUTE AEAHOCTI,

Hacmoswume u3ucksaHus ca ymebpdexu om ynpasumens Ha H30K cried Pewetue Ne P-HC-04- ... /...........20252 Ha Had3opHus cbeem

Ha H30K u npedsapumerHo cbanacysaqe ¢ B/IC, Ha ocHoeaHue 4n.51, an.10 ebe ep. ¢ an.8 om [pasunruka 3a ycmpolcmeomo u deliHocmma
Ha HauuoHanHama 30pasHoocu2ypumenHa kaca. M3uckeaHusama efusam e cuna om damama Ha obHapodsaHemo um e [bpxaseH 6eCMHUK".

’é 5 U3NCKBAHWA HA H3CK 3A NMPOBEXOAHE HA NEYEHWUE NMPW NbPBUYHA OKCANYPUA B U3BBHEONTHUYHATA NOMOLY 6




MPUNOXEHUE 3

JEKNAPALNUA 3A MUHOOPMUPAHO CBIMACHE C U3BUCKBAHUATA 3A 3ANOYBAHE/ NPOABITXABAHE HA
NEYEHWETO C NEKAPCTBEHWA NPOOYKT

mEEnEsEsvaRsssEnn EEsEEEEEEEsEENEEEEEEEEREARETEEREN S LR AR R EEEENIRANNEENENAEETARANAANEEAANNTEANITIINEE

cnel Kato Cce 3amo3Hax ¢ usanara My npegocTaBeHa  wHoOpMAUMs M LUENTa Ha NeYeHWeTO C  NeKkapcTBEHWs
T O Y KT S st i ii st e veerereeerereresenesenssesene s ssannasans e ns e st e s st sens e eeesesenend W Cref KaTo NOMy4ux M3YepraTenHu OTrOBOPW Ha
nocTaBeHUTE OT MEH BLNPOCK, AeKnapvpam Ye:

1. e cnaseam npenopbyaHaTa My CXEMa Ha NeYeHne U NEPUOANYHOCT Ha KOHTPONHWUTE nperneau.

2. PenoBHO Lie ce ABABAM Ha KOHTPOMHMW Nperneam v Hama fa npoMeHaM CAMOBOIMHO WNW Nod ApYro BHyLEeHWe
HasHayeHaTa My Tepanus.

3. Tlpwu npeycTaHOBABAHE Ha JEYEHWETO MO NPUYMHW, HENpoMsTUYalWM oT pewenweto Ha Komucuata 3a
ekcneptuan 8 P3OK u/unu Komucnara no un. 78, 7.2 ot 330, we yeeaoms HeaabaBHO NUYHKUS CW Nekap.

4. Tlpw HecnasBaHe Ha NOCOYEHUTE YCMNOBUS MEYEHUETO MU C YNOMeHaTWa nekapcTeeH npoaykT uwle Bvae
npekpaTeHo ¥ HAMAa Aa uMam npeteHumy kbm H30K.

M3UCKBAHMA HA H3OK 3A NPOBEXOAHE HA NEYEHWE NMPU NBbPBUYHA OKCANYPWUA B MABHHEONHWYHATA NMOMOLL



