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MpOTOKOMBT CE U3/1aBa OT CMEeLUanucT1 C KOAOBE Ha CMeLnanHocT 19 — NHeBMoNorus U PTU3NATPuUs, paGoTewm
no porosop ¢ H3OK unu oT cneuwanuaupaHa KOMWUCUS B neveGHM 3aBeneHwsi, CKIOYMIM AOroBOp C H3O0K.
CneuuanuaupaHuTe KOMMCMM Ce Cb3jaBaT CbC 3anoses Ha AupekTopa Ha neyebHoto 3asepenve (N13) -
Knuuuxalomeneune no NHeBMOIOrus u (b'm:marpuﬂ.

I. PEQl 3A 3ABEPABAHE HA NPOTOKOJIUTE

lpoTokonu 3a 3ano4yBaHe Ha nevyeHue

CMELMAINUCT, CKIOUUN
DOroBoOP C H30K = ‘Mpotokon 3a npeanuceaHe Ha
wnu nexapcTsa, 3annavaxi ot 3aBepka Ha
H30K/P30K” — 06p. M3-H30K | npotokona B P30K
CMNELMANU3UPAHA >
KOMUCUSA
l-lpOTOKOnVI 3a npoAabinkaBaHe Ha neveHue
CMELMANICT, CKIIOYUA = AHIPREAER o, (e 3asepka Ha
OrOBOP C H30K bl foxapcisa, | dsdnamai i npotokona 8 P30K
A H30K/P30K” — 06p. M3-H30K

Il. OBLLW MOJIOXEHWA

1. 330N nopasa noaroTBeHuTe AokymeHTM B P30K, Ha TepuTopusita Ha KOATO e Hanpasuno u3bop Ha OrJl.
[lokymeHTUTe BKNIOYBaT:
1.1. “lpoTokon 3a NpeanMcBaHe Ha mekapcTBa, 3annawanum ot H3OK/P3OK' — obp. M3-H3OK, wspageH ot
cneuyuanuct.
2. P30K npuema gokymeHTUTE N0 T. 1 criel cnpaBka OTHOCHO 3APaBHOOCUIYpUTenHuA ctaTyc Ha 330J1.
3. MbpBUAT M BCekn crneasaly NPOTOKON ce u3gasar 3a nepuoa Ao 6 meceua. Mpu 3asepka B P30K ce npeacraes
NpOTOKONa M NPeAXoxAaal, MPOTOKOM, OT KOWTO Aa € BMAHO MPOBEXAaHOTO neueHne W amBynaTtopHusi fucT ot
nocneaHus npernea npu crneuwanuct. Mpu M3gaaeH NpPoTOKON 3a 3anouyBaHe Ha feyeHue OT cneuuanuiupada
KoMmucUs B neyebHo 3aBeaeHue 3a 6ONHWYHA Nomoly ce nNpeacTaBs enukpu3sa ¢ Ne U3.

W3UCKBAHWA HA H3OK NPU NEYEHWE HA BONHW C TEXKA XPOHWYHA OBCTPYKTMBHA BENOAPOBHA BONECT C
®OCPOANECTEPASA TUM 4 UHXUBUTOPU B U3BBHBONTHUYHATA NMOMOLL
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NNEYEHWUE HA BOMHU C TEXKA
XPOHWUYHA OBCTPYKTUBHA BENOAPOBHA BONECT C ®OC®OANECTEPA3A TUMN 4 UHXUBUTOPU

Ywe: [ere] [ [ [ [ T T [ [ [

3abenexka: MeouLUHckama 0oKyMeHmauyusi, yoocmoeepsieaua 6cexu om Kpumepuume e ocoyeHa ¢ uugpa e UHOEKC U 3a0bIDKUMENHO
npudpyxaea HaCMOALWOMO NPUSIOKeHUe.

A. KPUTEPUM 3A 3ANOYBAHE HA NEYEHUE (SAABIDKUTENTHU CA BCUYKWU KPUTEPUMN):

1 Hanuuue Ha cumnTomu Ha XOBB: TecTa 3a oueHka Ha XOBB 2 10 Touku (Mpunoxexue 4) 1

2 AHamHe3a 32 060CTpsiHus (2 1 NLT roAULWHO) !

3 XpOHMYHA Kawnumua n Xpayuku !

4 MpunaraHo 6poHX0AUNaTaToOPHO neveHue 4

5 ®EO; / BK cnea 300 mkr uHx. canbytamon < 70%, ®EO; < 50% oT npeaBuaeHus 2

6 TNunca Ha usknouBawm kputepum no 7. B 3

T
onvcea ce B aMBynaTopHus NUCT/ eTanHata envkpuaal enukpusa c Ne U3
OUEHKa OT CNeUManuCT C NPUMOXEHO NOANEYATaHO | 3aBEPEHO Konne OT u3crneasaHe
YAOCTOBEpsBA Ce C NOANUC Ha cneumwanucTa B MpunoxeHne 1 Ha HaCTOALUMTE N3UCKBAHUS

5. KPUTEPUM 3A MPOABL/MKABAHE HA NEYEHUETO (BAOB/MKUTENHU CA BCUYKW KPUTEPUW):
PeayumpaHe TexecTTa Ha KNMHUYHaTa CUMNTOMAaTVKa no OTHOLIEHUE Ha :

= TlopoBpeHune Ha CUMNTOMUTE — CHUKEHUE Ha ToukoBuA cOop oT lNpunoxexue 4
= ®EO; 2 or uaxoaHoto PEO+ npu BKNKOYBaHE

n He noseye 0T 1 060CTPsiHE M3UCKBALLO NPUMOXEHNE Ha CUCTEMHU KOPTUKOCTEPOUAN 3a 6 meceua !

2 Nunca Ha cTpaHuuHK eheKT 1 M3KMIoYBaLy KpuTepum no T. B 2

T

onucsa ce B aMGyNaTOpHUA NUCT/ eTanHaTa enukpusa (Npu BCeky CreABall Npernied ce Npasy OLeHKa Ha TepanesTuyHaTa eeKTUBHOCT)
2

yAOCTOBEpPSiBa Ce C NOANUC Ha cneyuanucra 8 anM'IO)KEHME 1 Ha HacCTOALUTE N3NCKBAHUA

B. U3KNIOYBALLM KPUTEPUU

1. CBpPbX4yBCTBUTENHOCT KbM OCHOBHOTO UM HAKOE OT NOMOLLHUTE BeLLecTsa

2. YMepeHo unu TexKo YepHoapobHo yepexaaHe ( B unu C no Child-Pugh)

3. 3abonsBaHus C UMYHONOrMYHa NATONOrMsi U UMYHEH AepULNT, CUCTEMHI aBTOUMYHHM 3abonsiBanHns

4. TexXKkv OHKONOrM4YHYU 3a60MNSABaHNS, NTEKYBaHN C UMYHOCYNPECUBHI NIEKapCTBEHN NPOAYKTH

5. Texku OCTpU M NATEHTHW MHGEKUMO3HI BonecTu

6. 3acToitHa CbpAieYHa HegocTaTbyHoCT (3 1 4 ctenenu o NYHA)

7. HeobsicHMa 1 KIMHUYHO 3HaYMMa 3aryba Ha TenecHo Terno

8. HoBM NN BNOLWEHW NCUXMYHA CUMMTOMM, UK MAEHTUULMPAHE Ha CyuLMaHA naeauma Unu CyuUMAEH onut
9. bBpemeHHOCT 1 KbpmeHe

10. Nwuya nop 18 roaviwHa Bb3pacT

OTI'OBapﬂ Ha KpuTEpUUTE 3a rneYeHuwe c B AHEeBHa Ao3a

NOAMUC HA CNELMANMUCTAL . ...

=) W3UCKBAHUA HA H3O0K MPU NEYEHUME HA BOJIHUW C TEXKA XPOHWYHA OBCTPYKTMBHA BENOAPOBHA BONECT C
®OCOOANECTEPA3A TUM 4 UHXUBUTOPU B U3BBHEONHUYHATA NMOMOLL
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1. NEYEBHO-AUATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHW MPOOYKTW, sknioyexn B Mpunoxenne 1 Ha MNIC, kouto H3OK sannawa B
CbOTBETCTBUE C AENCTBALUTE HOPMATUBHU AOKYMEHTH.

Ta6n. 1

INN DDD

ROFLUMILAST « 05mg

2. NPOCINEAABAHE:

Tabn. 2
nPEAN 3A
SAOBIDKATENHU NOKA3ATENN U U3CNEABAHUA 3AMOYBAHE* MPOIMBIKABAHE*
= Terno A v
= TKK c AKK v b4
= ASAT, ALAT v
= ypesi, KpeaTuHUH v
=  O®EO:/BK v v

*onucBaT ce B aMByNaTOPHUA NUCT Ha GOMHUS W Ce Mpunarat 3aBepeHu KOMWA OT OpUrMHanHute GnaHku (npu Hanuune Ha
XOCMUTAaNU3aums ¢ AaBHOCT A0 1 MeC. Npeau KaHAWAATCTBAaHETO ce Npunara 3aBepeHo Konue oT enukpusa ¢ Homep U3)

Il. OB UBUCKBAHUA

1. Bwb3apacToBaTa rpaHMLa Ce U34YMCIsBa B HABBLPLLEHU FOAMHM - T.€. BKITIOYUTENHO KbM AaTtaTa Ha usjasaqe
Ha NpoToKONa OT CreunanuaupasaTa KoMcHs.

2. lpwn HasHauyaBaHe Ha Tepanusi Mo NPOTOKON 3aAbIKUTENHO Ce CbobpassBaT Bb3pPacTOBUTE OrPaHNYEeHUs,
CBIMACHO kpaTkaTa XapaKTepuUcTuka Ha CbOTBETHUS NeKapcTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JMXM.

3. HBO0K He sannawa neyeHue U3BbH ykasaHaTa Bb3pacToBa fpaHuUa B KpaTkata xapakrepuciuka Ha
npoaykTa.

4. H3O0K He 3annaiwja neveHve C 03K Haj MakCMManHo paspelleHuTe Mo Kpatka xapakTepuctuka Ha
npoaykra.

5. B cnyuail Ha HacTbNUna NoAO3NpaHa HexenaHa NekapcTeeHa peakuus, nekapsT yseaomssa UAJ no pepa
Ha un. 183 ot 3MMXM. Konue ot cbobLieHuneTo ce npunara KbM MeAuLMHCKaTa aokymeHTaums Ha 330J1
npv KaHAWAATCTBAHE 3a feYeHune.

6. MPW CNEUUATIUCTA, cbrn. un. 152 B, 1. 1 ot HP[] 3a MmeavumHckuTte aeitHoctn 2012 r. (o6H. 1B 6p.
3 or 10.01.2012 r.), Ha 330J1, Ha KOMTO ca M3haBaHM NPOTOKONM NO peda Ha HacTosiwwuTe
M3NUCKBaHMA, creaBa Aa ce npurnarat BCUYKU Heob6XoANMM AOKYMEeHTH KaTo: ambynaTtopHuTe nucTose
OT U3BBbPLUEHUTE NPErneau, BTOPUAT EK3EMNNSP OT U3AaAeHNTe NPOTOKOMM, KONUS OT eNnuKPU3M, EKCNEPTHU
CTaHOBMLLA W APy AOKYMEHTW, KOWTO Ca OCHOBaHWE 3a M3JaBaHe Ha MPOTOKOS, BCUYKW W3NUCKBALM ce
n3cneaBaHus, Konue oT NpunoXeHue 1 Ha HacToALWMUTE M3UCKBAHUA MOMBIIHEHO MO CbOTBETHATa TOYKa,
NOANUCAHO OT CneuuanucTa, u3aan nNpoTokona.

KOMWUCWUSATA, uzpana npotokona Ha 330J1, cbxpaHsiBa BTOPM €K3eMNIsip Ha NpoToKona U BCUYKU
HEOo6X0AUMM AOKYMEHTYU 3a U3JABAHETO MY.

Hacmoswume u3uckeaHus ca paspabomeHu Ha ocHosaHue yn. 55 om HPL 3a meduyuHckume deliHocmu 2012 200uHa (06H.
B 6p. 3/10.01.2012 2.) u enuzam & cuna om 1 okmomepu 2013 2., cbenacHo un. 10 Ha Hapedba Ne 10 om 24 mapm 2009 a.
3a ycnosusima u peda 3a 3anjawaHe Ha fiekapcmeeHu npodykmu o yn. 262, an. 5, m. 1 om 3akoHa 3a iekapcmeeHume
npodykmu e xymaHHama mMeduyuHa, Ha MeOUYUHCKU u3denusi u Ha GUeMUYHU XpaHu 3a crieyuanHu MeOUYUHCKU uenu (06H.
4B, 6p. 31 om 2007 2.).

W3UCKBAHUA HA H3OK MPU NEYEHWE HA BOJIHW C TEXKA XPOHWYHA OBCTPYKTUMBHA BENOAPOBHA BONECT C
®OCOOANECTEPA3A TUM 4 UHXUBUTOPU B U3BBHEONHUYHATA NOMOLL
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NEKNAPALIUA 3A UHOOPMUPAHO CbITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABINKABAHE HA
JNIEYEHUWETO C NEKAPCTBEHUA NPOOYKT

criea kato ce 3ano3Hax C usnata My npefocTaBeHa WHOpMaUMs M LENnTa Ha NEYeHMeTo C feKapCTBeHUs
IO YK TR ... vcnsmsmsiensniinsnsnesensmsnsianensnsiisisssnsuosiossss S W cnej KaTto Monyymx uayepnartenHu oTroBopu
Ha NOCTaBEHUTE OT MEH BbMPOCH, ieKnapupam Ye:
1. lle cnassam npenopbyaHaTa M CXEMa Ha NIEYeHNe U NEPUOANYHOCT Ha KOHTPOMHUTE nperneau.
2. PepoBHO Wie ce ABSIBaM Ha KOHTPOMHW MPErneau W HsMa Aa MPOMEHSIM CaMOBOMHO WNU NOA [PYro BHYLUEHWe
HasHayeHaTa My Tepanus.
3. [pu npeycTaHOBsIBaHE Ha NEYEHNETO MO MPUYUHK, HENPOMU3TUYALLM OT peLleHNeTo Ha KommucuaTta 3a ekcnepTuan B
P30OK u/vunu Komucusita no un. 78, 7.2 ot 330, we yBeaoms HesabaBHO nuyHusi cu nekap u P3OK u we BbpHa B
P30K nocneaxusi npoTokor, No KoiTo CbM Norny4asan/a nekapCcTBEHUsA NPOAYKT.
4. Tlpu HecnaseaHe Ha MOCOYEHUTE YCNOBUS NIEYEHUETO MU C YNOMEHaTUs NeKapcTBeH NPOAYKT Lie 6bae npekpaTeHo n
HAMa Aa uMam npeTteHuun kbm H30K.

Batar.. . o s
DBeKnaparop:............ S RERG  .......oiinsimnsimimsaii
(vme, npesume u pamunus)
Moanuc:...
ot M3UCKBAHUA HA H30K MPU NEYEHWE HA BOMIHN C TEXKA XPOHWYHA OBCTPYKTUBHA BENOAPOBHA EBONECT C
®OCOOANECTEPA3A TUM 4 NHXMBUTOPU B U3BBHBONHNYHATA NOMOLL
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To31 BLNPOCHMK L NOMOrHe Ha Bac u Ha Bawwws nekap fa OueHuUTe Kak ce 0TpassiBa XpoHuuHa obeTpykTueHa 6enoapobHa
6onect (XOBB) oT kosiTo cTpagarte Ha exeaHesneTo Bu u Ha yyscTBoTO BU 3a BGnarononyyune. Balumre OTroBOpK 1 TOHKOBUS
cbop OT TO3M TECT moraT Aa Ce M3nonssar 3a nofobpsiBaHe Ha koHTpona Ha Gonectta Bu u 3a Hait-aoGbp pesyntar ot

neYyeHneTo.

BbB BCEKM €AWH OT pefoBeTe Ha aonHaTta Tabnuua otbenexete C X CTeneHTa, KOSTO Haii-TOMHO CbOTBETCTBA Ha
cbCTosHMETO Bu B MomeHTa. Monsi MapkupaiiTe camo eaHa KyTuiika 3a BCeKM Bbpoc.

orjolololo i

Mpumep: YyscTBam ce fobpe

BbobLue He kansam

OOOOO®®

MocTosiHHO Kawwnam

HsaAMaMm HUKaKBU Xpayku

OOOOO®

MbpAauTe MK ca NbNHU C
Xpaykn

He yyBcTBam HMKaksa Texect
B rbpaunTe cn

OOOOO®

UyBCTBaM CUNHa TeXEeCT B
rbpauTe

KoraTo BbpBsi N0 CTPBLMHO Mnun
nskaya 1 etax He ce
3aAbXBam

OOOOO®®

MHoro ce 3aabxsam kaTo
BbPBS N0 CTPBMHO WK U3kava
1 eTax

Hsimam orpaHuyeHusi 3a
eXeaHEBHUTE CU AEMHOCTN Y
aoma

OOOOO®®

Wmam orpaHuyeHus npu
eXeHEBHUTE CU IBNHOCTH Y
noma

YyBcTBam ce yBEpeH Korato
M3nu3am ot KbLLu,
He3aBuUcUMo OT npobnemuTe ¢
6enute mu apobose

0001006

He ce yyBcTBam yBepeH
KOraTo 13nu3am oT KbLuu
3apagy npobnemuTe ¢ benute
Mu apobose

Cnst oTnn4HO

OOOOO®

He mora fa cns fo6pe 3apaau
npobnemure ¢ 6enute mu
Apobose

YyBCTBaM Ce U3MbITHEH C
eHeprus

OOOOO®

Hamam Hukaken cunm

06wy Toukos cbop

[HEeBHUKBT 3a CAMOKOHTPOST € 3aBepeH OT:

@ W3NCKBAHUA HA H30K MPU NEYEHUE HA BONHM C TEXKA XPOHWYHA OBCTPYKTWBHA BENOAPOBHA BONECT C

noanuc Ha cneyuwanucra:

®OCOOMECTEPA3A TUM 4 UHXUBUTOPY B U3BBHBEONHUYHATA MOMOLLY
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