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MpoTokonbT ce u3fasa oT crneuuaniucT ¢ KogoBe Ha creLuanHocT 19 — nHeBMororusi u hTusnaTpusi, paborelum
no porosop ¢ H30K.

|. PEQl 3A 3ABEPABAHE HA NMPOTOKOITUTE

ﬂpOTOKOﬂM 3a 3ano4yBaHe Ha nevyeHue

CMEUMATIUCT, CKNoYunn = “[lpoTokon 3a npeanuceaHe Ha 3aBepka Ha
AOroBOP C H30K nekapcrea, 3annawaHu oT npotokona B P30K
H3OK/P30K” — 06p. M3-H30K

A 4
A 4

npOTOKOJ’IVI 3a npoAabimKaBaHe Ha nevyeHue

CMEUMATIUCT, CKIKOYUn -] ‘Mpotokon 3a npeanuceaHe Ha 3aBepka Ha
AOroBOP C H30K nekapcrea, sannatyanu oT npotokona B P30K
H3OK/P30K” — 06p. M3-H30K

A 4

Il. OBLUU NONOXEHUA

1. 330N nopaBa noaroTBeHute AokymeHtM B P30K, Ha TepuTopusiTa Ha KOSATO e HampaBuro u36op Ha OMJ.
[okymeHTUTe BKIIIOYBAT:
1.1. “MpoTokon 3a npeanuceBaHe Ha nekapcTsBa, 3annawanu ot H3OK/P3OK" — o6p. M3-H3OK, uspageH ot
creumanmucr.
2. P30K npuema gokymeHTuTE Mo T. 1 criea cnpaBka OTHOCHO 3ApaBHOOCUTYPUTENHUSA cTaTyc Ha 330J1.
3. MbpBMAT U BCEKM crieaBaly NPOTOKON ce m3gasat 3a nepuopd Ao 6 meceua. Mpu 3aBepka B P30K ce npeactass
npoTokosia M npeaxoxaau MPOTOKOM, OT KOWTO Aa € BUAHO MPOBEXAAHOTO rNeyeHne U ambBynaTtopHust nUcT oT
rnocneAHus npernes npy cneuuanucr.

ke W3NCKBAHUA HA H3OK NPU NEYEHWE HA BOMHW C TEXKA XPOHWYHA OBCTPYKTUBHA BENOAPOBHA BONECT C
=5 DOCOOANECTEPA3A TUM 4 UHXUBUTOPU B UBBBHBEONHUYHATA MOMOLL
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NUCT 3A ONPEQENAHE HA KPUTEPUUTE NPU NPOBEXOAHE HA NEYEHUE HA BOJTHU C TEXKA

XPOHUYHA OBCTPYKTUBHA BENOAPOEHA BOJIECT C ®OCOOAUECTEPA3A TUM 4 UHXUBUTOPU

Ume: ‘ ErH ‘ | I I ‘ ‘

[

[ T T ]

3abenexka: meduyuHckama 0okymMeHmayus, ydocmosepsasauia 6CeKU 0m Kpumepuume e rnocoyeHa ¢ yugpa 8 UHOEKC U 3a0bIKUMENHO

npudpyxaea HaCMOAW0MO NPUNIOXKEHUE.

A. KPUTEPUU 3A 3ANOYBAHE HA JIEYEHUE (SAOB/DKUTENHU CA BCUYKU KPUTEPUM):

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

2 AHamHesa 3a 060cTpsiHus ( 2 1 NbT roAnLWHO) d

3 XPOHUYHA KaLMLA M XpaykK '

4 MpunaraHo 6poHXoAMNaTaTOPHO NeyeHune !

5 ®EO, / BK cnea 300 Mkr uHx. canbytamon < 70%, ®EO4 < 50% oT npeasuaeHus 2

6 Nunca Ha u3knoYBaWm KpuTepun no 1. B $

T
onucea ce B amﬁyna‘ropnm nuct/ eTanHarta enukpusa
OUEHKa OT CneynanuncT C NpunoXeHo nojnevyaTaHo U 3aBepeHo Konue OT u3cnejsaHe

3
YAOCTOBEpsiBa Ce C NOANUC Ha cneyuanucra B Mpunoxenune 1 Ha HACTOALUTE U3UCKBAHUSA

5. KPUTEPUU 3A MPOABLIMKABAHE HA NNEYEHUETO (BAOBJIKUTENIHU CA BCUYKU KPUTEPUN):

PepnyuupaHe TexecTTa Ha KNUHWYHATa CUMMTOMATKa MO OTHOLLEHWE Ha :
= [lopoBpeHue Ha CUMNTOMUTE — CHIDKEHWE Ha ToukoBuMA cbop oT MpunoxeHne 4
= ®EO; 2 oT uaxogHoto PEO+ npu BKNouBaHe

% He noeeue ot 1 OGOCTpﬂHB W3UCKBALLLO NPUNoXeHne Ha CUCTEMHU KOPTUKOCTepongusa 6 meceua 1

2 Jlunca Ha cTpaHuyHU edheKTU ¥ U3KNoYBaIM KpuTepun no 1. B 2

T
onucea ce B aMBynaTopHusi NUCT/ eTanHara enukpuaa (Npu BCEKW CNeaBaLL Nperme/ ce NPasu oLeHka Ha TepaneBTUYHaTa edeKTMBHOCT)

2
yAoCTOBEpsiBa Ce C NoANUC Ha cneyuanucra B MpunoxeHue 1 Ha HacToAWMNTE U3NCKBAHUA

B. U3KIMOYBALLU KPUTEPUN

CBPbX4yBCTBUTENHOCT KbM OCHOBHOTO UMM HSKOE OT NOMOLUHUTE BeluecTsa
YMepeHo WUnu Texko YepHoapobHo yepexaare ( B unu C no Child-Pugh)

3abonsBaHusa ¢ UMYHOIOru4Ha naronorust U UMyHeH [Jed.)MLlMT, CUCTEMHU aBTOMMYHHU 3abonsaBaHus

TeXKn OHKOMOrMyHU 3abonsBaHus, NeKyBaHn C UMyHOCYNPECUBHU NEKapCTBEHN NPOAYKTU
TexXKn OCTPU U NAaTEHTHU UHDEKLMO3HM GonecTn???

HeobsicHuMa 1 KIMHUYHO 3Hauuma 3aryba Ha TenecHo Terno???.

HoBW 1 BROLUEHU NCUXMYHIA CHMIMTOMM, UMW UAEHTUULIMPAHE HA CYULMAHA MAEALMS UK CyUUMAEH OnuUT

BpeMEeHHOCT W KbpMeHE

1
2
3
4
5.
6. 3acTonHa cbpAeqHa HepocTaTbYHOCT (3 1 4 cteneHn no NYHA)
7
8
9.
10. Iluya nog 18 roauiiHa Bb3pacT

OTFOBapﬂ Ha KpuTepuuTe 3a reyeHue ¢ B AHEBHA [03a

noAnMC Ha CNeUMANTUCTA: ..........oooiiiiiiieeeiieea s

Kt W3UCKBAHMUA HA H3OK MPU JIEYEHWE HA BOJIHU C TEXKA XPOHWYHA OBCTPYKTUBHA BEJNIOAPOBHA BONECT C

v ®OCOOANECTEPA3A TUM 4 UHXUBUTOPU B U3BBHBEONTHUYHATA MOMOLY
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1. NEYEBHO-OQUATHOCTUYEH AIFCOPUTHBM

1. TNEKAPCTBEHW MNPOAOYKTW, BxntoyeHn B [lpunoxenune 1 Ha MMIC, kouto H3OK 3annawa B
CbOTBETCTBME C AeHCTBaLMTE HOPMATUBHN AOKYMEHTU.
Ta6n. 1
INN DDD
ROFLUMILAST e 05mg
2. MPOCNEAABAHE:
Ta6n. 2
SAIBIDKUTEINHN NOKASATENM W M3CNEABAHUS NPEAK 3A
3AMOYBAHE* NPOABLINKABAHE*
= Terno v v
= TKKc KK v v
= ASAT, ALAT v
®  ypes, KpeaTuHUH v
=  OEO:/BK v v

*onuceat ce B amMbynaTopHusi NUCT Ha GONHWUA M Ce NpUNaraT 3aBepeHu KOMMs OT OPUIMHaNHuUTe GraHKuU (MPWU Hanuuue Ha
XOCNUTanu3auusi ¢ AaBHOCT A0 1 MeC. Npeay KaHANAATCTBAHETO Ce Npunara 3aBepeHo Kon1e OT enukpusa ¢ Homep U3)

1

2.

. OBLLUN UBNCKBAHUA

Bb3pacToBarta rpaHuLa ce U3UMCNSBA B HABbPLUEHU FOAWHN - T.€. BKITIOYATENTHO KbM AaTaTa Ha u3gaBaHe
Ha NpoToKoNa OT creumanuaupaHaTa KoMUcHs.

Mpyu HasHauaBaHe Ha Tepanus Mo NPOTOKOMN 3abMXUTENHO Ce CboBpa3sBaT Bb3PACTOBUTE OrpaHNUEHUs,
CbITIacHoO KpaTkaTa XxapakTepucTuka Ha CbOTBETHUA NeKapcTBeH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.
H30K He sannauwla rneveHve W3BLH ykasaHaTa Bb3pacToBa rpaHuLA B KpaTkata XapakTepucTuka Ha
npoaykTa.

H3OK He sannaiya nedveHve C A03W Haj MakCUMarHo paspelUeHUTe Mo KpaTka XapakTepucTuka Ha
npoaykra.

B cnyyain Ha HacTbnuna nofo3svpaHa HexenaHa nekapcTeeHa peakuus, nekapsaT ysegomsisa WAJ no peaa
Ha un. 183 ot 3/IMXM. Konue oT cbobLieHueTo ce mpunara KbM MeAuUUMHCKaTa AokyMeHTaumst Ha 33011
Npy KaHAUAATCTBAHE 3a NeYeHue.

MPWU CMEUWATIUCTA, cbrn. un. 152 B, 1. 1 ot HP[] 3a meauuuHckute gertHoctn 2012 r. (o6H. OB 6p.
3 ot 10.01.2012 r.), Ha 330J1, Ha kOMTO ca M3OaBaHU MPOTOKONM MO peda Ha HacTosAWMUTe
M3NCKBaHWSA, criefiBa Aia ce Npunarat BCMYKM Heo6XoAUMM AOKYMEHTU KaTo: ambynaTopHuTe nuctose
OT U3BBLPLUEHUTE Nperneam, BTOPUST eK3eMNNsAp OT U3AafeHUTe NPOTOKOMM, KONUSA OT eNUKPU3N, eKCNepTHU
CTaHOBULLA W ApYrY AOKYMEHTW, KOUTO Ca OCHOBaHWe 3a U3faBaHe Ha MPOTOKOIM, BCWUYKW U3UCKBALUW Ce
n3criefBaHus, Konue oT MpUriokeHWe 1 Ha HaACTOSILUMTE WU3UCKBAHWS MOMBLIHEHO MO CbOTBETHATa TOYKa,
NOANMCaHO OT crieLManncTa, u3aan npoTokona.

Hacmosiwume u3uckeaHusi ca paspabomeru Ha ocHosaHue un. 55 om HP/] 3a meduyuHckume deliHocmu 2012 200uHa (06H.

B 6p. 3/10.01.2012 2.) u enuzam & cuna om 1 mapm 2013 e., cbenacHo 4n. 10 Ha Haped6a Ne 10 om 24 mapm 2009 2. 3a

ycnosusima u peda 3a 3annauwjaHe Ha nekapcmeeHu npodykmu no yn. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume
npodykmu e XxymaHHama mMeduyuHa, Ha MeOUUUHCKU u30esust u Ha OuemuyHu XpaHu 3a creyuanHu MeOUUUHCKU uenu (O6H.

4B, 6p. 31 om 2007 2.).

K W3NCKBAHUA HA H3OK NPU NEYEHWE HA BOJIHW C TEXKA XPOHUYHA OBCTPYKTUBHA BENOAPOBHA BONECT C
b«‘ ®OCOOANECTEPASA TUM 4 UHXMBUTOPWN B U3BBHBONHUYHATA NMOMOLL
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OEKNAPALUA 3A UHOOPMUPAHO CbIMMACUE C USUCKBAHUATA 3A 3ANOYBAHE/ NPOOBIKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

cnej kato ce 3ano3Hax C uyanata My npegocraseHa Mncpopmaumn n uenta Ha neyYeHNeTo C nekapcTBeHus

HPOAYKTI B st snisssssssmsnasssmmansmm s s i W cnej kaTto Nonyyux uavepraTteniHu OTroBOpM
Ha NocTaBeHUTE OT MEH BbMNPOCH, ieKnapupam ye:
1. Llle cnaseam npernopbyaHaTa M1 Cxema Ha NeveHne N NePUoANYHOCT Ha KOHTPOSTHUTE Nperneau.
2. PepoBHO LWie Ce SBsIBAM Ha KOHTPONHW NMpernean v HaMa Aa NPOMEHSM CaMOBOMHO MMM NoA APYro BHYLUEHWe
HasHauyeHaTa MU Tepanus.
3. Tpu npeycTaHOBSIBaHe Ha NEYEHUETO MO NPUYUHUA, HEMPOU3TUYALLIM OT pelleHNEeTo Ha KomucusiTa 3a ekcnepTuan B
P3OK u/mnu Komucusita no un. 78, 1.2 ot 330, e yBefoms HesabaBHO Nn4HUA cu nekap u P3OK v we sbpHa B
P30OK nocnezHus npoTokon, no KoTo CbM Monyyaean/a nekapcTeeHns NpoaykT.
4. Tlpu HecrnaseaHe Ha NOCOYEHUTE YCIOBUS JIEYEHMETO MU C YIIOMEHATUS NTEKAPCTBEH NPOAYKT e Gbae npekpaTeHo n
HsIMa Aa umam npeTeHumn kbM H30K.

lara:.

[feknapaTop:

W3BNCKBAHUA HA H3OK MPU JIEYEHWE HA BOJIHUW C TEXKA XPOHWYHA OBCTPYKTUBHA BENOAPOBHA BOJIECT C
®OCPHOANECTEPA3A TUM 4 UHXUBUTOPWU B N3BBHBOJIHUYHATA NOMOLL
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TecT 3a oueHka Ha XOBB

Nmena: [ata:

Tosn BBLNPOCHUK Le nomorHe Ha Bac u Ha Baluns nekap aa oueHnTe kak ce oTpassiBa XpoHU4Ha obCcTpykTMBHA GenoapobHa
Bonect (XOBB) ot koaTo cTpaaate Ha exeaHesneto Bu n Ha vyscTeoTo Bu 3a Gnarononyyune. BawuTe oTroBopu 1 TOUKOBUS
cbop OT To3W TecT moraT Aa ce u3nonaeat 3a nogobpsaBaHe Ha koHTpona Ha Gonectta Bu n 3a Hait-pobbp pesyntar ot

nevyeHueTo.

BbB BCEKM eAuH OT pefoBeTe Ha AonHata Tabnuua oTGenexere ¢ X CTeneHTa,

cbcTosHUeTo Bu B MomeHTa. Mons mapkupaiite camo efHa KyTuiika 3a BCeKu Bbnpoc.

Mpumep: YysctBam ce fobpe

OXROOOO

YyscTteam ce 3ne

KOATO HaW-TOMHO CbOTBETCTBA Ha

Bbobuie He kawnsm

OOOOO®

MocTosiHHO KaWnam

Hsimam Hukaksu Xpa4yku

OOGOCE

)OO,

Fbp,qme MU Ca NbiHU C
XpauKm

He 4YyBCTBaM HUKaKBa TEXeCT
B rLpaunte cu

OOOHO®

YyBcTBaM cUMHa TEXECT B
rbpAuTe

KoraTto BbpBsi 10 CTPBLMHO Unn
u3kava 1 etax He ce
3agbXxBam

OOOOO®®

MHoro ce 3agbxsam kato
BbPBS M0 CTPLMHO UMK U3Kaya
1 eTax

Hsamam orpaHuyeHus 3a
exeaHeBHUTe CU neﬁuocm y
foma

OOOOO®

MmMam orpaHudeHus npu
eXeAHEBHWUTE CU AeHOCTH Y
noma

YyBcTBaM ce yBEpeH Korato
n3nusam oT KbLUn,
He3aBUCUMO OT npo6neMV|Te c
6enute mu gpobose

OQOOO®

He ce uyBcTBaM yBepeH
KOraTo U3NU3am oT KbLUm
3apaau npobnemute c Genute
My gpoGose

Cnsa oTnuyHo

oloolololo

He mora pa cns gobpe 3apaau
npobnemure c 6enute Mn
Apobose

quCTBaM Ce M3MNbJIHEH C
eHeprua

OOOOO®

Hsamam Hukaksu cunn

06wy Toukos cbop

ﬂHeBHMK'bT 3a CAMOKOHTpPOJ1 € 3aBepeH oT:

Ea

noanuc Ha cneyunanucTa:............

S ®OCPOAMECTEPA3A TUM 4 NHXMBUTOPW B U3BBHEOTHUYHATA MOMOLL

W3NCKBAHUA HA H3OK MPU NEYEHWE HA BOMHW C TEXKA XPOHUYHA OBCTPYKTWMBHA BENOAPOBHA BONECT C
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