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[POTOKONLT C6 H3AABA OT CNEUMANMIUPAHA KOMUCHS! B NEYEEHN 3aBEAGHNA 32 BONHAHA NOMOWI, CKIIOYMNH HOTOI P C
H30K. Cneuvanuanpanute KOMUCHM Ce Cb3aasaT Cbe 3anoses Ha /AvpexTopa Ha J13 3a CReaHNTE KapaAKONOMMUHI KNjMKM:
CBAJICC3 - rp. Codpusi, BMA — rp. Cocbus, YMBAI ,Ceeta Anna” — p. Cocpus, YMBAN ,Ceeta Mapuna® ~ rp. Bapha

1. PE[l 3A 3ABEPSIBAHE HA NMPOTOKONUTE

poTokony 3a 3anoysaKe Ha TepanuaTa

*  TMonbAiHeHo 1 NOANMCAHO NPUNOXeHUe 1— nuCT 3a onpejensiHe Ha kpuTepudie
(no T.A) ¢ BCU4KM HEOBXOAMMI M3CNeABaHMA

*  Enukpusaletanna enwkpuaa, BKIIOMBALM AaHHY OT aHaMHe3aTa, CTaTyca u

> NPEAXOXAALIO NeveHne

gg;amnaunm *  EKCNepTHO CTAHOBMLLE C ACHA MBAMLIMHCKE MOTMBALMS (3AALIKUTENHO Ce
oT6ensaBa NUNCa Ha N3KNIYBALLM KPUTEPUN (T00NUCAHO OM BCUNKL YNEHOGE a
cneyuanu3supasama KOMUcus)

* “Mporokon 3a npeanucsaxe Ha nexkapcTsa, 3annawanm or H3OK/P3OK' — o6y
M3-H30K (nodnucan om ecudku uneHose Ha cneyuanuaupanama KOMUCUS)

Komucus no un. 78, 1. 2 ot 3aeepka Ha
330 B LY Ha H30K " npotokona 8 P30K

TMpoToKoNM 3a NPOALIDKABAHE Ha TepanuaTa

*  TombnHeno 1 noanvcaHo npunoxeHne 1- NUCT 3a onpeaensHe Ha kpuTepuufe
(no T.A) ¢ BCuuKkM HEO6X0aMMM MICNeaBaHUS

. /s 5
CMELMATM3NPAHA ETanha enukpusa/enikpusa, BKIOUBAN A8HHA OT aHaMHe3aTa, CTaTyCa U
Komucus — NPeAXoxaaLLo neueHue

*  EKCMepTHO CTAHOBMIE C 5iCHA MEANLMHCKA MOTUBALIMA (SAABLIKUTENHO Ce

cneyuanu3upanama KOMUcus)
* ‘Tlpotokon 3a npeanucaare Ha nekapcTea, 3annawany or H3OK/P3OK” - of

oT6ennasa NuNCa Ha UIKIIOHBALLM KPUTEPUM (0ANUCAHO OM BCUYKU YIeHO8E Ia
M3-H3OK (nodnucar om ecudKu 4neHoee Ha cneuuanu3upaHama KOMUCUs)

Komucus no un. 78, 1. 2 ot 3asepka Ha
330 8 LY Ha H30K npotokona 8 P30K
Il. OBLUYM NOMOXEHWA

1. 3301 nopasa noaroTBeHuTe' AOKyMeHTH B P3OK, Ha TepHTOPHATA Ha KOTO e Hanpasuno usbop wa ONJI. np:yu-n*'un
BKIOYBaT: ;

14: mmmmgu P30K.

1.2. MonbnHeHo U NOANMCAHO NpunoxeHue 1. Monunea ce N0 CLOTBETHATA TOYKA 1 G npunara oTpasenava B uupos
VMHAEKC MEAMUMHCKE AOKYMENTALWS, YAOCTOBEPABALLA BCEKW eAMH OT KpUTEpUMTE.

1.3, MMunHUAT HaGop HICNEABAHMA (MIMKANHY, MHCTPYMEHTANHN W NABOPATOPHH), OTPAIEH B NPUNOKEHMHE 2.

1.4. “Tiporokon 3a npeanuceane Ha nekapcTea, 3annawany ot H30KIP3OK" - 06p. M3-H30K, uananew ot
cneuuanu3upana komucus. Npunara ce OPUTMHAN Ha NPOTOKONA, @ NP KAHAMAATCTBANE 3a NPOALIXABAHE Ha TepanusTa ce |
MPEACTABA OPUTUHAN KA NPEAXOAHIA MPOTOKON C OTPA3EHA BCHUKY HAIHAYEHNUA NO HErO.

1.5. leknapaums 3a MHGOPMMPAHO ChInacue no obpase (npunoxenue 3)

2. P30K npuema aoKymeHTUTE No 1. 1 Cnea cnpaska 0THOCHO 3APaBHOOCUIYPUTENHUA CTaTyc Ha 33011,

3. MupBUAT U BCekM CNeaBal NPOTOKON Ce M3aBaT 3a NepHoa A0 6 Meceua.

4. Mopaau UCTOPUUECKY 3aNOXeHUAT BI0AXeT 3a nevenue Ha 3abonseaneto, H30K zannawa ChuuTe obemu 8 |
CBLOTBETCTBME C YTBLPACHHTE MEAMUMHCKN KPUTEPUU. |

V3MCKBAHIA HA H3OK NPW M3JABAHE HA NPOTOKONM 3A MPOBEXIAHE HA NEYEHUE HA BONHIA c MMOI'\ATMHH)‘ |
BENOAPOBHA XUNEPTOHUA 1
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NUCT 3A ONPEAENSHE HA KPUTEPUMTE NPU 3ANOYBAHE HA NIEYEHUE HA NALMEHTM C THPBUYHA
VAMONATUYHA BENOAPOBHA XUNEPTOHUA
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3aGenexxa: Wmdwmmm.ﬁmmummmmmmwmnmcuu@aeuﬂd@muuﬁmnﬁm
PUGPYXaea HACMORULOMO NPUNONeHUe.

A. KPUTEPWM 3A 3ANOYBAHE HA NEYEHME (3ADBIDKUTENHU CA BCUYKM KPUTEPUK)

MKB 127.0

CurypHa Avarosa crej 3BbPLIEHA AECHOCTPAHHA CbpAE|Ha KaTETepU3aLIA |
Mposenen Basopeaktusen Tect
MoTBbPXAABALM ANaIHO3ATA AaHAY OT EXOKT -
Crwpowetpus
Komniotspa ToMOrpachus Ha rpwaeH Kouw — o npeueHka
B MuHyTeH TecT ¢ xonene
2 v nacneasanus ~ BNP/NP-pro BNP; HIV ceponoTws; karynavonew cratyc; anda 1 AHTUTPUNCHH;

4epHOAPOBHY NokasaTeny /TpancamuHaan |

8 nmmmmmmwnmnaa
T Nipwnara ce ekpHaa C womep M3 C AGBHOCT 1 MECeU A0 AATATa Ha KaHANATCTBaNE
iowrunmm DL WNM NOANMCAHO W 3ABEPEHO KONHe:

YAOCTOBEPABE CE C NOANMCH HA MNIBHOBET HA KOMMCUSITA 8 NPUNOXEHHE T HA HACTORLUMTE MINCKBAHMA U C8 Npunarar HeoBxoaumuTe
M3CNEABAHUA, KOWTO AOKAIBAT NMNCATA HA MIKNIOYBALM KPHTEPMM NO noaToukM 1, 20T T. B 3

IR PN PR PN PN

* 3a6enexxa: Mpu Hanuume Ha NPUAPYXABALI 3aBONSBAKWA, KOMTO ca Knmpauunuﬁu M3BLPLLBA OLEHKE HA PUCKA/ CTAHOBHLLE.

B. KPUTEPUM 3A MPOIBMKABAHE HA NEYEHUETO (BADBIKUTENHU CA BCHYKU KPUTEPUM)

MKB 127.0 4

[lecHOCTpaKHa CbpAEuHE KATETEPU3ALMS — NO NpeLeHKa Ha 6 Mecew W 3abMKMTEnHa Ha 12 meceua g
6 MUHYTEH TECT C XoaeHe z

EKr?

ExoKr™*

BNP®

Tiunca wa uskniousawm kpurepuu no 1. B

TTpunara ce enwKpH3a ¢ HOMeP U3 C AGBHOCT A0 1 MECew A0 AaTaTa Ha KaHAWACTEANE

2 Opuruanen cuw unu nonucaso Konwe

® YpocTosepsa ce ¢ noanMcH Ha Y6 Ha KOMMCWSATA B NPWNOXEHHE 1 HA HACTORLIATE IUCKBAHMA W Co NPUNAraT HeoBxoau|aute
MICNEABAHNS, KOUTO AOKAIBAT NIMNCATA HA MIKNIOHBALIM KPHTEPHM NO NOATONKM 1, 2 OT T.B.

B. U3KMIOYBALLM KPUTEPUM

1. CwurnacHo anz A OT HaCTOSLYUTE UINCKBAHKA
2. BxniovsaHe Ha GONHUSA B KNUHUHHO NPOyJBaHe™

ofo|afwin|~

* KoMMCWSTa, KOITO © HaIHa“mNa nevenueTo u HaGnionasa 3307, @ AMLxHA HE3aBABHO A YBEAOMM KOMUCHATa 32 eKCNePTHIK Ny wn.
78 1.2 8 LY Ha H30K. Tean 6onHu Ce 3anucBaT B OTANEH PErMCTLP W He rYGAT NPABOTO CH 33 NPOALMKABAHE HA NEYEHMETO Lnes
MPUKIIOMBAHE HA KTMHUYHOTO NPOYBaHe.

OTroaps Ha KpUTEpUMTE 3a NeYeHMe ¢ ... [ B AHeBHa nosa

MOANUCH Ha HNEHOBETE HA KOMUCHATA ........................
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MSUCKBAHUA HA H3OK NPU U3JABAHE HA NPOTOKONM 3A NPOBEXOAHE HA fIEYEHUE HA BOSIHU C HEKJHATMHNJ
BENOAPOBHA XUNEPTOHUA
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1. NEKAPCTBEHU MPOAYKTH, skniovenn & Mpunowenve 1 na NAC, xouto H30K 3annawa B cuwoTsercreuy ¢
AHCTBAWIMTE HOPMATUBHM AOKYMEHTH.

INN KPUTEPWMW 3A 3ANOYBAHE HA NIEYEHUETO

MauvenTy ¢ NynMoKanka aprepuania xvnepToHus, pyHxumonanen knac Il u IV no NYHA rpyna
Hansrawe B a. Pulmonalis > 25 mm Hg, AOKa3aHO € AACHa CbpAeYHa KaTeTepuaaums

PWP< 15 mm Hg, Aokasaro ¢ asicka chpaeHa Karetepusaumsa |
OtpuuateneH BasopeakTusen Tect = |

ILOPROST

SILDENAFIL *  TauvenTy c nynMoHanHa aprepuanta xuNepToHi il y knac Il u lll no NYHA rpyna
¢ *  mPAP > 40 mm Hg, A0Ka3aHo C AsicHa Chpaey

*  MNauvexTyt C nynMoHanHa apTepuanta xunepmm;. ymkumoranes knac Il u Il no NYHA rpyna |

AMBRISENTAN *  Mauventn c nynmuniim aprepuansa xunepToHms, dykumonanen knac Il v Iil no NYHA rpyna |
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V3NCKBAHWA HA H30K NPYU U3ABAHE HA NPOTOKONN 3A NPOBEXAAHE HA NEYEHUE HA BONHN C WAVONATUYHA
BENOAPOBHA XUMNEPTOHWA
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Hi
Beny
Kowrpon Konrpon Kontpon ped
INN Wskniousawm kputepun 2""":::“"::":3 wancon | '3 ee . a1
Macey - nevexnero -“:f
*  AXTUBHM NENTUYHM A3BK, TPABME,
MHTPAKpaHUaNHE XeMoparna T
*  Muokapaen unchapkT 8 ouenka WHO-FC X X X
nocriegHuTe 6 meceua
*  [exomnencupana chpaeuHa
HEAOCTATLYHOCT, @K He e Noa
CTPOro nexkapcko Habnioaewne
*  Texxu, HenosnusBawm ce o1 EKI X X X
nIeveHne apuThan
*  LlepeGposackynapHu
WHUMAEHTWHAND. nepudepHo
HapyLUeHe Ha MOIBYHOTO
ILOPROST KpbBOOBpaLUEHHE, WHCYNT/ B 6 MWT % X X
¥ nocneanuTe 3 meceua
* benoapobHa xunepToHma
BCNEACTBUE BEHO-OKITY3MBHA
Gonect
= Bpoaexu unn npuaobut mamu EXOKT X X
© AEDEKTU C KMHUHO SHAUMM
HapywIeHis Ha MMoKopaHaTa
hYHKUMS, HECBBP3aHY C
6Benoapobrara xunepToHus Lncwa cupasdna
* Ocrpu 6enoapobim uridexumm KaTeTepuaLns c D D
*  BpeMeHHOCT U KbpMeHe
Knunuura
ouenka WHO-FC x 4 X
EKI X X X
SILDENAFIL | © sMwWT x X x
, |
EXOKT bt x x
Ancwa coprevna e
KaTeTepuaauMs ¢ b b
|
|
5
W VUBUCKBAHUA HA HSOK TPW U3ABAHE HA MPOTOKONN 3A NPOBEXAAHE HA JIEYEHUE HA BONHU C M,UMOHATMNN&
PTOHUA
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Kewpon [
Mpu 3anousare Kewrpan Ha Bcexu 3 npu e
INN Makniousaum kpuTepum % | wascexu KnmHmrao |
Ha nevewxneTo -6 meceua | npomsina B {
Mecex * nevenuero | BnOWaB3e {
Ha |
wHTEpBANK |
or eun |
mecey |
Dy IV Ha BAX npogua ‘
. HKUMOHaneH knac [V Ha e
= ACAT winnu ANIAT c no-sucokn ACATIATAT | bosbindss, X X x
OCHOBHM CTOMHOCTY OT 3 MbTH cequnun,
rOpHaTa rpaHuua Ha Hopmara cneg 8csxo
*  YMepeHo 0 TexKo m
4epHoapoGHO yBpexaate, T.e. e |
Child-Pugh knac B unn C |
= EpvospewmenHa ynotpeba Ha Ha ecexu |
UMKNOCNIOpHH A mecey npea |
BOSENTAN *  CBPBXYYBCTBUTENHOCT KbM KoHuewTpaLus m_n:r |
@KTMBHOTO BELLECTBO UM KbM Ha XeMOrNOGUH | HauanoTo a X X X |
HAKOS OT NIOMOLUHUTE CHCTABKN neveHmero, |
*  bpemenHocT otnakiisind s |
* Kewu c AeTepoaeH noTexuman, m‘ by }
KOMTO HE KArON3BAT HAAEKAHH |
METOAN 33 KOHTPaLenums Tipw »
*  [leauatpuiHu naumexTy nog 2 Hamanasang
Tagskisia sbapacy Hadus pacronmerh ¢ |
ceammnua o ) 10% npu 6 |
e nauanoro wa X X TS |
nevermero ¢ xogewe,
ce M
Teparus |
Knwnnuna |
ouenka WHO- X X X |
FC |
= OyHxumoHanew knac IV a BAX ] i
* Hece npenopeysa 3a EKr X X X
npunarase Npu NauMeHTH noa - ‘
18 rop. sbapact
. . & MWT X x X |
EXOKT™ X x
. c D D |
Ccupaeuna i |
AMBRISENTAN afurephsgiin | |
B ACAT/ANAT %, x x |
. Ha hvpewa 1
. TpeTH
wecsy or
HENANOTO Ha |
nevermero,
¥ KonuenTpauun | cnea koero |
. Ha xemornoSuna :W!‘o X X X
cuorseTcran
ec
KwnnaTa
npaxtwea |
* NPWAPYXABAT BCEKM NPOTOKON, ONWCBAT Ce B amBynatopHwa nucT/ ertanwara enukpnsa Ha 3301 u ce npunarat aasepews Kkonuy oT }
OpHrMHanKuTe Gnanin (NPM Hanuuue Ha XOCNUTANMIAUMS C AABHOCT A0 1 mec. 40 wapasave Ha NPOTOKON@ Ce NPUNara 3aBepeHo konu: or |
ennkpiaa ¢ Homep U3) |
3aGenexwa: |
WHO-FC - dywrunonanew knac no C30
6 MWT - 6 mnHyTeH TEcT ¢ xoaeHe |
C - npenopsunTenHo
D -1psbea aa ce uasbpiLKk
6 {
- V3MCKBAHMS HA H3OK P UBABAHE HA NPOTOKONN 3A NPOBEXIAHE HA NEYEHVE HA BONHU C MAVONATUYHA] |
BENOAPOBHA XMNEPTOHNA }




[image: image7.jpg]II. OBLUM U3UCKBAHUSA

CNeLmanu3upaara KOMACHA.

2. Mpw HasKauaBaHe Ha TEPANUA NO NPOTOKON JAABKATENHO Ce CLOGPAIABAT BLIPACTOBMTE OFPAHAIEHUR CHINACHD Kkpar
XapakTepuCTUKa Ha CbOTBETHUA NeKapCTBEH NPOAYKT, yTebpAeHa no peaa Ha 3NIMXM.

3. H30K He sannauwa nevesue 403N Haa MaKCUMANHO PaspeLieHnTe No KpaTka XapaKkTepucTUka Ha npoayKkTa.

4. H3OK we 3annalua nevenme 3sbH ykasaata Bb3pactosa rpaHiua B KpaTKaTa xapakTepucTika Ha NpoayKTa.

5. KOMUCWATA, nanana nporokona Ha 330/1, chxpanssa BTOPW @KIEMMNAP Ha NPOTOKONA W BCUYKM HEOBXOAUMM
[AOKYMEHTH 32 H3ABAHETO My.

H%wmwunamwm ﬁmHPﬂuM”wumumdeﬂumuzoﬁwému{

1. Bu3pacToBara rpaHMua Ce U3HUCNSBA B HABLPLUEHH FOAMHM - T.8. BNIONUTENHO KbM Aatata Ha wsnasaHe Ha npmu:nj: ot

6p. 3/10.C M?a)ummmscuaaw1¢acpyapu2012:.. cbanacHo un. 10 Ha Hapedba Ne 10 om 24 mapm 2009 jz.

yenos pr.daaawmm»e»anampcmeewnpodyramnom 262,3a.§m< 1 0m 3akona 3a nex:

@apcmeeHume 3
8 XyMaKHaMma MeOUUUHa, Ha MBOUUUHCKU U30ENUs U Ha QUeMUYHU XpaHu umaulmm meduuurcku yenu (o6H. A8, 6p.

20072).

BENOAPOBHA XMNEPTOHWA

w VIBUCKBAHWS HA H3OK MPU U3[ABAHE HA MPOTOKONM 3A NPOBEXGAHE HA NEYEHVE HA BONIHU C VIDMO"ATM"IM
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REKNAPALNA 3A UHOOPMUPAHO CbIMACHE C U3UCKBAHUATA 3A 3ANOYBAHE/
NPOABLMKABAHE HA NEYEHUETO C NEKAPCTBEHUA nPOAYKT

CNeA Karo Ce 3anosHAaX C UANaTA MU NpeocTABeHa VH(POPMaLMA W LeNTa Ha neuyeHweto C NeKapcTERHAR

NPOAYKT.

NIOCTaBEHAT OT MeH BLNPOCH, AeKNapupan ve: :
lﬁm MpenopLyaHaTa M1 CXeMa Ha NeYeHUe U NepUoAMIHOCT Ha KOHTPONHUMTE nperneau.

1.

)

Mpn Hecnaseane Ha NOCONBHHTE YCMIOBM NIEUEHHETO MU C YNOMEHATMA NEKADCTBEH NPOLYKT e Bbae npexpaTeHo M

|
1
< W CNIBA KATO MONYMMX WIYEPNATENHU OTIOBORM Ha I

PepoBHO e ce SIBSIBAM HA KOWTPOMHW NpernenM W HaMa Aa
mm MU Tepanus.

nm NpeycTaHoBABaKe Ha NevenmneTo 110 NPMYUHK, HENPONSTUALLY OT PewWeHHeTo Ha KomucnsTa 3a excneptusn s 30K
i Kowwcusra no un. 78, 1.2 or 330, Wwe yBeAOMA HEIABABHO NUHIA U nexap u P30K u we sbpHa B 30K
1I0GNBAHHA NPOTOKON, 10 KOWHTO CbM Nonyvasan/a NeXaPCTBEHMA NPOAYKT.

CaMOBONHO WNM NOA APYFO BHywbHue |

HAMA A3 UMam npeTeHuumn kom H3OK.
Mpuexasaw He nputexasam aktyanHo TEJSIK pewsenne sb8 Bpb3ka Che 3abonseaneTo.

Lexnaparop:..

(nme, npesume u amyus)

Moanuc:
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VBUCKBAHWA HA H3OK MPY U3MABAHE HA NPOTOKOMM 3A NPOBEXAAHE HA NEYEHUE HA BOAIHN C WAVONATUYHA
BENOAPOBHA XUMEPTOHWA





