[image: image1.jpg]\ S
HALMOHAIHA 3PABHOOCUIYPUTEJTHA KACA
Cogpusn 1407, yn. “Kpuuum” No 1 www.nhif.bg men: men: +359 2 9659121
YTBBPXOABAM:

YMNPABUTEN HA H3OK: /n/
O-P PYMSAHA TOOPOBA

BSAPHO: >
AUPEKTOP [IMPEKLIUA
vnyc: : /

MWUXAUI FANOAPXVEB [/,
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MbPBUYHA EENOAPOEBHA XUMNEPTOHWUA, BENOAPOEHA XMNEPTOHUA NPU CUCTEMHA CKITEPO3A U
CUHAPOM HA AUSEHMEHIEP

MpoToKoNbT Ce u3aasa OT crneuuanuampaHa Komucusi B nevyebHU 3aBefeHUNA 3a BOMHMYHA NMOMOL, CKIIKOYUIU AOroBOp C
H30K. CneunanuavpaHute KOMMCHUM Ce Cb3ZaBaT CbC 3anosea Ha AvpekTopa Ha J13 3a cneaHuTe KapavoNOTMyHI KIMHUKN:
CBAJICC3 - rp. Cocbusi, BMA — rp. Cocbusi, YMBAIT ,Ceeta Anna” — rp. Cocbusi, YMBAJT ,Ceeta Mapuna” — rp. BapHa

I. PEQ1 3A 3ABEPABAHE HA NMPOTOKOJTUTE

MpoTokonu 3a 3ano4ysaHe Ha Tepanusita

- MonbnHeHo 1 noanucaHo npunoxxeHuwe 1 —nucr 3a onpeaensHe Ha KkpuTepuuTe
(no T.A) € BCWYku HeobXxoAMMN nscrnesaHns
» EnquMsaIeTanHa enuKpusa, BKIYBallM AaHHM OT aHamMmHesaTa, craTtyca v

CMELMANU3NPAHA OPEAXOKAAILO NEYeHNE
L/ EKCnEpTHO CTaHOBMLLE C ACHA MeAUUUHCKa MoTusaumsa (3aﬂ'bﬂ)KV|TenH0 ce

KOMUCUA
oT6ensaasa nunca Ha U3KIioYBaLLM KpUTepUm (MoONUCaHo OIM 8CUYKU YIIEHO8E Ha
creyuanu3upaHama KoMucus)
= “lpoTokon 3a NpeanuceaHe Ha nekapcTsa, 3annawann ot H3OK/P30OK” — obp.
M3-H3OK (nodnucaH om ecuyku YneHose Ha crieyuanusupaqama KoMucus)
Komwucus no un. 78, 1. 2 ot 3aBepka Ha
330 B LY Ha H30K | npotokona B P30K

[MpoTokonu 3a npoALIMKaBaHe Ha TepanusaTa

= [lombMAHEHO W MNOANUCAHO MpUNoXeHue 1 — NUCT 3a onpefernsiHe Ha KpuTepuuTe
(no T.A) ¢ BCUYKN HE0OXoAMMU n3cneaBaHns
CI'IELIVIAHM3VIPAHA L EtanHa enMKpma/enquusa, BKMOYBaLLM aHHM OT aHamHesara, cratyca u
KOMUCHS > NpeaxoXAaaLlo nevyexHne
L EKCHepTHO CTaHOBMLLE C AiCHa MeAULMHCKa MoTMBauuns (Sa,qu'I)KMTeJ’!HO ce
otbens3sa nunca Ha U3knysaLlm Kputepum (ﬂOdﬂUCaHO 0m 8CUYKU Y/lIeHo8e Ha
crieyuanuaupaHama KoMucus)
= “[poToKon 3a NpeAnucBaHe Ha nekapcTea, sannauanu ot H3OK/P3OK” — obp.
M3-H30K (modnucaH om ecuyku YneHose Ha crieyuanusupaHama KoMucusi)
Komucus no un. 78, 1. 2 ot 3aBepka Ha
330 B LY Ha H30K "| npotokona B P30K

11. OBLLW NMOMOXEHUA
1. 330J1 nopaea noaroteeHnTe AokyMeHTH B P30K, Ha TEpUTOpPUSITa Ha KOAITO € HanpaBsuno u3bop Ha OMJl. [lokymeHTUTe
BKIOYBaT:

1.1. 3asieneHue go [upektopa Ha P3OK.

1.2. MoMbAHEHO ¥ NOANMCAHO NpuroxeHue 1. Monbnea ce N0 CbOTBETHATA TOYKA M Ce Mpurara oTpaseHaTta B LMdpos
WHAEKC MeAUUUHCKa AOKYMEeHTauus, yAocToBepsiBalla BCEKW €JUH OT KputepumTe.

1.3. MbRHUAT Habop U3cneaBaHUs (PU3NKANHI, UHCTPYMEHTANHM 1 NabopaTopH), OTPa3eH B NpuUroxexue 2.

1.4. “[IpOTOKON 33 NpeAnMCBaHe Ha NeKapceTBa, 3annawaiu ot H30K/P30K” — 0bp. M3-H30K, nspanex ot
cneyuanusvpaHa KoMucus. I'Ipvmara Ce opuriuHan Ha npoTokona, a npu KaHauaaTCTBaHe 3a npoAbliKaBaHe Ha TepanusaTa ce
npeacTaBsi OpuriHan Ha npeaxoaHns NPOTOKOS C OTpasexHun BCUYKNA Ha3Ha4YeHuUs no Hero.

1.5. [eknapauus 3a uHopMUpaHo cbriacue no obpasel (MpunoxeHxue 3)

2. P30K npuema AOKyMeHTMTe no T. 1 creA cnpaBka OTHOCHO 3APaBHOOCUTypuTenHus ctatyc Ha 330/1.
3. MbLPBUST M BCEkM crieaBaly NPOTOKON Ce U3faBsaT 3a nepuoA Ao 6 meceua.

= W3UCKBAHWUA HA H30K 3A NIEYEHWE NMPU NALUMEHTW C MbPBUYHA BENIOAPOBHA XUMEPTOHNS, BENOAPOBHA
U XUMEPTOHWSA NPU CUCTEMHA CKIEPO3A U CUHAPOM HA AU3EHMEHIEP B U3BBHHEONHNYHATA NMOMOLL
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TIACT 3A OMPEAENSAHE HA KPUTEPUUTE NMPU 3ANOYBAHE HA NIEYEHUE HA MALIMEHTU C MbPBUYHA
BENOAPOBHA XUNEPTOHUA

[we: [ern] [ T T T T T T T 1

3abenexka: MeduyuHckama AoKyMeHmauusi, ydocmosepseaLa 6CeKU Om Kpumepuume e rocoyeHa C yugppa & UHOeKC U 3adbIKUMenHo
npudpyxasa HaCMOAU,0MO NPUITOKEHUE.

1. A. KPUTEPUM 3A 3AMOYBAHE HA NEYEHUE (SAOBIDKATEINHU CA BCUYKU KPUTEPUN)

MKE 127.0

7
CurypHa AnarHo3a cnej UsBbplUeHa JeCHOCTpaHHa Cbp/eyHa kaTeTepusaLms

1
lNpoBeaeH BasopeakTuBeH TecT

MoTebpXAaBaLLM AuarHosaTa gaHHn oT ExoKl 2

2
CnvpomeTpus

6 MUHYTEH TECT C Xo4eHe

o oA [w|N|—=

JlaGopatopHy uscneasatns — BNP/NP-pro BNP; HIV cepororus; koarynauvoHeH cTatyc; andga 1 aHtutpuncut;
YepHoApoBHM nokasartenu /TpaHcammHasu/

7 TNunca Ha usknoYBalum Kputepum no 7. 1.B 3

npunara ce envkpuaa ¢ Homep U3 ¢ aaBHoCT 1 Mecel A0 AaTaTa Ha KaHAWAaTCTBaHe
2
OpUrMHaneH uL UNK NOANUCAHO U 3aBEPEHO Konue

3
YAOCTOBEPSBA CE C MOAMMUCY Ha YreHOBeTe Ha KOMUCHSITA B MPUTIOKeHUe 1A Ha HACTOALLUTE MUCKBAHWA 1 Ce MpunaraT HeoGxoaumuTe
W3CreBaHUsl, KOUTO AOKA3BaT NIMNCATa Ha M3KIIoYBalUW KpUTepum no noaTouku 1,2 ot 7. LB

|. B. KPUTEPUN 3A MPOLBMKABAHE HA NEYEHUETO (3AABLIMKUTENHM CA BCUYKU KPUTEPUK)

MKE 127.0

1 [ecHocTpaHHa CbpAeyHa katetepusauus 1
2 | 6 muHyTeH TecT ¢ xoneve 2

3 | EKr?

4 | Exokr?

5 |BNP?

3
6 Jlunca Ha uaknoYBaly KputTepum no 7. .B

T npunara ce enukpuaa ¢ Homep W3 ¢ AaBHOCT A0 1 Mecel A0 AaTaTa Ha KaHAUAATCTBaHe. [leCHOCTPaHHaTa ChpAeYHa KateTepusaums e no
npeLeHka Ha 6 Mecela 1 3aALMKUTENHa Ha 12 Mecela 1 NPy CMsiHa Ha NeYeHneTo.

2 opuriHaneH (ui MNu NOANMCAHO U 3aBEPEHO Konue

® yaocTosepsBa ce C MOANMCH Ha YNEHOBETE Ha KOMMUCHMATA B Npunoxerue 1A Ha HacTOALMTE UNCKBAHUA U Ce npunarat HeoBxoaumuTe
W3crenBaHusl, KOUTO AOKA3BaT NUMNCATa Ha U3KIMIOYBalLN KpUTEPUM No NOATONKM 1, 2or1T1.1lB

1. B. U3KIMIOYBALLU KPUTEPUN

1. CbrmacHO NpUNOXeHWe 2 OT HACTOALUMTE N3UCKBAHUSA
2. BkniousaHe Ha G6OMHUS B KNUHUYHO NPOyYBaHe™

* KoMMCcUsiTa, KOSITO € HazHauuna nedeHneto v Habniopasa 330J1, e AnbXHa He3abaBHO Aa yBeAOMU Komucusita 3a eKcnepTu3m no un.
78 1.2 B LY Ha H30K. Te3u GomnHu ce 3anucBaT B OTAENEH PErucTbp W He rybsT NPaBoTO CU 3a NPOALITDKABAHE HA NeveHueTo cnen
NPUKITIOYBaHe Ha KNMMHUYHOTO npoyusaHe.

OTroBaps Ha KPUTEPUMTE 38 FIEUEHNE C .ooooiiiiiiiiieiiieaeeeea B AHEBHA A033  ..cccoeeeeeeennns

NoAMNUCU Ha YNEHOBETE HAa KOMUCUATA ..........oooeoiiiiiiinnn

WN3NCKBAHWS HA H30K 3A NIEYEHWE MNP MALMEHTY C MbPBUYHA BEJIOAPOBHA XUMEPTOHWSA, BENIOAPOBHA
XUMEPTOHWA NPU CUCTEMHA CKNEPOS3A U CUHAPOM HA AU3EHMEHTIEP B U3BBHEONHNYHATA NMOMOLL
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TNIUCT 3A ONPEAENSHE HA KPUTEPUUTE MPU 3AMOYBAHE HA NIEYEHUE HA MALIMEHTU C BENOLAPOBHA
XUNEPTOHWUA MPU CACTEMHA CKNEPO3A

Ume: | ErH I | | | | I | | I l

3abenexka: MeduyuHckama dokymeHmayusi, ydocmosepsealua 6CeKu Om Kpumepuume e rocoyeHa ¢ yugpa & UHOBKC U 3a0BIIKUMENHO
npudpyxaea HacCmMoAW,0Mo NPUSTOKEHUe.

Il. A. KPUTEPUU 3A 3AMNOYBAHE HA NEYEHUE (BAABIDKUTENHU CA BCUYKU KPUTEPUW)

MKB M34

1
CurypHa AnarHosa crief U3BbplueHa AEeCHOCTPaHHa CbpAedHa kaTeTepusaumns

MpoBeaeH BasopeakTuBeH Tect |

MoTebpXAaBaLLM AnarHosata AaHHK oT ExoKl 2

>
CnupomeTpus

6 MUHYTEH TeCT C Xo[eHe z

Tlabopatophu uscneasanus — BNP/NP-pro BNP; HIV cepororusi; koarynauuoHeH ctatyc; anda 1 aHTuTpuncus;
4epHoApPOBHYW nokasaTenu /TpaHcammHasu/ !

o (s jlw N —=

7 INunca Ha usknousawm kputepum no T. I1.B 3

T

npunara ce enukpuaa ¢ Homep M3 ¢ gaBHocT 1 Mecel A0 AaTaTa Ha KaHANAATCTBaHE
2

opurvHaneH huLl UNu NOANMCaHO M 3aBEPEHO Konve

yAOCTOBEPSsiBA Ceé C NOoAMNUCU Ha YNeHOBeTe Ha KOMUcUsATa B npunoxeHune 1B Ha HacToOALYUTE W3UCKBAHMA W Ce mpurnarar HeobGxoaumute
u3crie4BaHus, KOMTO AOKa3BaT Nnuncara Ha U3KMYBalmn KpUTepun no NoATO4KU 1,2o0rT. Il.LB

IIl. B. KPUTEPUM 3A MPOOBINDKABAHE HA NEYEHUETO (BAOBINKUTEINIHUA CA BCUYKN KPUTEPUW)

MKB M34

1
[lecHocTpaHHa cbpaeyHa kateTepusaLms

6 MUHYTEH TECT C XopeHe

EKI 2

ExoKT ?

alh|@WIN|=

BNP 2

6 Tunca Ha usknoYBaim kputepum no 7. IL.B i

T
npunara ce enukpusa c Homep W3 ¢ aaBHOCT A0 1 Mecel A0 AaTaTta Ha KaHAWAAaTCTBaHE. ﬂecuoc-rpaunara ChpAevHa kateTepusauus e no
npeueHka Ha 6 Mecella U 3agbIKUTENHA Ha 12 Meceua v NpU CMsiHa Ha NeYeHueTo.

opuruHaneH ¢MU.I WNKU NOANUCAHO W 3aBEPEHO Konue

3
yAOCTOBEPSIBa CE€ C MOAMNUCU Ha YNeHoBeTe Ha KOMUCUSATA B NPUNOXEHNe 1B Ha HacTosLWUTe U3NCKBAHMA W ce npunarar Heobxoaumute
u3crefBaHUA, KOMTO AOKa3BarT nuncara Ha U3KNYBaLn KpUTepuu no NoaATouKU 1,20TT. 1.B.

1. B. U3KNKOYBALLU KPUTEPUN

1. CbrmacHO NpUNOXeHWE 2 OT HACTOALLUUTE N3NCKBAHUSA
2. BkrniouBaHe Ha BOMHUS B KMHUYHO MpoyyBaHe™

*KoMUCHUSTa, KOSITO @ HasHauuna rneyeHneTo u Haénoaasa 330/, e AnbkHA HE3a0aBHO Aa yBeaoOMuU KoMucusTa 3a eKCrnepTusm no 4n. 78
7.2 B LY Ha H3OK. Te3n GonHu ce 3anucear B OTAESNIEH Perucrep U He ry6aT NpaBoTO CM 3a NpoAbLMKaBaHe Ha nevyeHueTo cnea
NPUKMIOYBAHE Ha KITMHNMYHOTO NpoyYBaHe.

OTroBapsi Ha KpUTEpUKTE 3a NeYeHue ¢ B AHEBHA 1032 ...

noAnuCcKU Ha YNeHoBeTe Ha KoMucusaTa .

WN3UCKBAHUA HA H30K 3A JIEYEHVE MPW NMALVEHTW C MbPBUYHA BEJIOAPOBHA XUMEPTOHNA, BENOAPOBHA
XWUMEPTOHWS NMPU CUCTEMHA CKIIEPO3A U CUHAPOM HA AU3EHMEHIEP B U3BBHEONHNYHATA NMOMOLL
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TUCT 3A ONPELQENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA JIEYEHWE HA MALIMEHTU CbC CUHAPOM HA
AW3EHMEHTEP

[we: [eew] T T T T T T T T 1

3abenexka: MeduyuHckama AoKyMeHmauusi, ydocmoseepsieaLa 6CeKU Om Kpumepuume e rnocoyeHa ¢ yucgppa e uHOeKc u 3a0B/MKUMEsTHO
npudpy)«aea Hacmosiw,omo npusioxeHue.

L. A. KPUTEPUM 3A 3AMOYBAHE HA NEYEHUE (SAOBIMKUTENHN CA BCUYKU KPUTEPUW)

MKB Q21.8

1
CurypHa AnarHosa crej U3BbpLIEHa IeCHOCTPaHHa CbpAedHa kaTeTepusauns

lNpoBeaeH BasopeakTUBeH TecT !

MoTebpxAaBaLyM AuarHosaTta faHHn o1 ExoKl 2

2
CnupomeTpus

6 MUHYTEH TECT C XoAeHe

o o |w[N| =

TlaGopatophn uacneaeanns — BNP/NP-pro BNP; koarynaumoHeH CTaTtyc; YepHoApoGHM —nokasatenu
/TpaHcamuHaswu/

7 TNunca Ha usknoyBalm kputepum no 7. liLB :

npunara ce envkpuaa ¢ Homep U3
2
opuriHaneH uil unu NOANNCAHO U 3aBEPEHO konue

YAOCTOBEPSABA Ce C NOAMMCH Ha UNeHOBETE Ha KOMUCHSITA B NPUNoXeHne 15 Ha HACTOALUUTE MSUCKBAHNA U Ce Npunarat HeobxoaumuTe
u3cnegBaHusi, KOUTO AOKA3BaT NUMcaTa Ha U3KMYBaLLU KPUTEPUM MO NOATOYUKU 1,207 T1.1LB

LIR B. KPUTEPUW 3A MPOOBIMKABAHE HA NEYEHUETO (SAAB/MKUTENHU CA BCUYKU KPUTEPUW)

MKBE Q21.8

[lecHocTpaHHa CbpAeyHa kateTepusaums !

6 MUWHYTEH TECT C XoAeHe 2
EKT ?

ExoKT 2

BNP ?

3
6 Junca Ha usknoYsawm kputepun no 7. lIL.B

aldh[w[IN]| =

npunara ce enukpu3a c Homep M3 [lecHOCTpaHHaTa ChpAeYHa KaTeTepusauus e o npeleHka Ha 6 Meceua u 3apLrkuTentHa Ha 12
Meceua 1 Npu CMsHa Ha NeYeHneTo.

opuruHaneH L unKu NOAMUCAHO U 3aBEPEHO Konue

YAOCTOBEPSIBA CE C MOAMMCY Ha YNeHOBETE Ha KOMUCHMATA B npunioxeHue 16 Ha HACTOALMTE MSNCKBAHWA U Ce npunarat HeoGxoaumuTe
W3CrieBaHmsi, KOWTO AOKA3BaT NUNCAaTa Ha M3KMIYBALM KPUTEPUM No noaTouku 1, 2 ot 7. I1.B.

Il B. U3KINKOYBALLW KPUTEPUN

1. CbrnacHo npunoxeHue 2 OT HACTOSALUNTE USUCKBAHUS
2. BknouyBaHe Ha GOMHUS B KNMUHWYHO NpoyYBaHe™

* KoMmucusiTa, KOSITO @ Ha3Hauumna revenneTo u Habniopasa 33001, e AnbxHa He3aGaeHo Aa yBeaomMu KomucusiTa 3a eKCnepTuau no un.
78 1.2 B LIY Ha H3OK. Te3u GonHu ce 3anucBaTt B OTAENEH PErUCTLP M He ry0AT NPaBoTO CU 3a NPOALINKABaHE Ha fieYeHneTo cnen
MpUKYBaHe Ha KNMMHUYHOTO npoy4saHe.

OTFOEapR Ha KpuTepuuTe 3a nevyeHue c B AHEBHA 0032 ...

MOAMUCHK HA YITEHOBETE Ha KOMUCUATA ..............oooiins

WN3NCKBAHUSA HA H30K 3A NNEYEHWE MPU MALMEHTU C MbPBUYHA BENIOAPOBHA XUMEPTOHWA, BEJNIOAPOBHA
XWUMEPTOHUS MPU CUCTEMHA CKIIEPO3A U CUHPOM HA AU3EHMEHIEP B U3BbHEONIHUYHATA MOMOLL
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I. NEYMEBHO-AWATHOCTUYEH ANITOPUTBM

1. NEKAPCTBEHW MPOOYKTWU, BkmioueHn B Mpunoxenume 1 Ha MIIC, kouto H3OK 3annawa B cbOTBETCTBUE C
AelcTBallMTE HOPMAaTUBHU AOKYMEHTU.

INN MKB KPUTEPWU 3A 3AMOYBAHE HA NNEYEHUETO

= [lauMeHTV C NyMoHarnHa apTepuanta xunepToxus, dyHkumoxanen knac |l
n IV no NYHA rpyna

= 127.0 = CpeaHo HansraHe B GenogpobHata apTepus = 25 mm Hg, AokasaHo ¢

ILOPROST [iCHa CbpAeyHa KaTeTepusaumns

= TynmokanunsipHo HansiraHe (PWP) < 15 mm Hg, fokasaHo C AscHa
CbpAeyHa kaTeTepusaums

= OTpuuaTeneH BasopeakTUBeH TECT

= [lauMeHTn ¢ NynMoHanHa apTepuarnta xunepToHus, dyHkunorarneH kiac |l

= 127.0 u Ill no NYHA rpyna
SILDENAFIL = Q218 = CpeaHo HansraHe B GenoppoGHata aptepust (MPAP) = 25 mm Hg,
[0Ka3aHo C AsicHa CbpAeyHa kaTeTepusauus
= [lauMeHT C nynMoHarHa XUNEepTOHWSt MPU CUHAPOM Ha AR3EHMEHrep,
yHkumronaneH knac |l v 11l no NYHA rpyna unu no ckanata Ha pPOC*
= [lauveHTV C NyNIMOHanHa apTepuanta XunepToHus, dyHkunoHaneH knac Il
= |27.0 un Ill no NYHA rpyna
BOSENTAN = M34 = [lauMeHTu C nynMoHanHa apTepuarnHa XunepToHus npu  CcuUcTemHa
= Q218 ckneposa, dyHkumoraneH knac |l u lll no NYHA
= [lauMeHT C nynMoHanHa XUMEepTOHWS MpU CUHAPOM Ha AVBEHMeHrep,
cyHkumonaneH knac |l u Il no NYHA rpyna unv no ckanata ha POC*
s BR70 = [auveHTV C NynMoHanHa apTepuanta XunepToHus, tyHKunoHaneH knac |l
AMBRISENTAN u lll no NYHA rpyna

*CKAJA HA POC 3A CTEMEHYBAHE HA CbPOEYHA HEQOCTATBHYHOCT MPU KbPMAYETA 1 MATNKW LIELIA

KNAC WHTEPMNPETALUWA

| o ACUMMNTOMATUYHU

o YMepeHo M3paseHa TaxvrHes Wiy UnoTsBaHe Npu XpaHeHe Ha KbpmayeTa
I o [lVCriHes Npy ycunue Ha no-ronemu feua

. MapaaeHa TaxunHes 1 N3NoTaABaHe MpPU XpaHeHe npu Kbpmadeta
i o YABMKEHO BPEME 3@ XPaHEHe 1 3aApbKKa Ha TErnoBeH npupact
o [py No-ronemm1Te Aeua u3paseHa ANCTHest Npu yousne

v o CUMNTOMM, BKIIOYBALLM TAXMMHEs], MbLUKaHE 1 yMOpa B NOKOW

W3NCKBAHUSA HA H30K 3A IEYEHVIE MPU MALUVEHTY C MbPBUYHA BENIOAPOBHA XUMEPTOHWSA, BEJIO[IPOBHA
XUNEPTOHWA MPU CUCTEMHA CKJIEPO3A 1 CHAPOM HA AN3EHMEHTEP B U3BbHBEOHUYHATA MOMOLY
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2. MPOCNEAABAHE

Kotsan B cnyuait
Kontpon Ha | KouTpon Ha P Ha
Mpw 3ano4saHe npu
INN W3kniouBawm Kputepum b4 BCEKMU Bceku 3 -6 KIMUHUYHO
Ha neYeHueTo mecen ecaia® NPOMSAHA B | Lo - eane
- rneyeHneTo g
= AKTVBHM NENTUYHU A3BU,
Tpaema, MHTpakpaHuanHa Knuxnyxa
xemoparus oueHka no X X X
= MuokapaeH UHGapkT B NYHA

nocnegxute 6 meceua

= [lekomneHcupaHa cbpAedHa
HeOoCTaTb4YHOCT, ako He e Noa
CTpOro nekapcko HabnoaeHue EKr X X X

= TexXKu, HenoBnMABAaLLW Ce OT
neyeHne apuTMumn

= |lepebpoBackynapHu
VHUMAEHTW /Hanp. nepucepHo
HapyLUeH1e Ha MO3bYHOTO 6 MWT X X X
KpbBOOOpaLleHue, UHCYnT/ B

ILOPROST nocneaxuTe 3 meceua

=  BenoapobHa xunepToHus
BCrneacTene BeHOOKTy3UBHa
BGonect EXOKI X X

= BpoaeHu unu npuaobutu
KnanHu aedekTn ¢ KNMUHUYHO
3HAYMMU HapyLLEHUS Ha

MUoKopaHaTa PyHKLMS, NsacHa
HecBbp3aHu ¢ benoapobHara cbpAedHa n 3 3
XUNepToHus kareTepusaunsa

= Octpu GenoapobHu nHdekumn
=  BpemeHHOCT U KbpMeHe

CnupomeTpua*™*
KnunuuHa
OLeHKa no X X X
NYHA
EKI X X X
6 MWT X X X
SILDENAFIL | " ®yHkumoHaneH knac IV Ha BAX
= Ynotpeba c HUTpaTH
EXOKI X X
DscHa
cbpaeuHa n 3 3
KateTepusauvs
CnupomeTpua™*

W3NCKBAHWUSA HA H30K 3A JIEYEHWE NMPU NAUMEHTW C MbPBUYHA BENIOAPOBHA XUMEPTOHNS, BENIOAPOBHA
XWUMEPTOHUS MPWU CUCTEMHA CKNEPO3A U CUHIPOM HA AN3EHMEHIEP B NU3BBbHBOJIHUYHATA NMOMOLL,
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B cnyuan
Mpv 3anouBare KonTtpon Ha | KoHTpon Ha Ko:;;:lon Ha
INN WUzknoyBawm Kpurepum e HEHBHIET * :::: B;(:;:(;z 3a.*6 npomsiHa B EK:OMI:::::e
u ne4yeHuveTto *
Ha wntepsanu
OT eAuH
meceu AokaTto
npogbsnxasa
neyeHueTo,
= dyHkumoHaneH knac IV Ha BAX ACAT/ANIAT KaKkTo v Ha 2 X X X
= ACAT u/unu ANAT ¢ No-BMCOKN Eﬁ“ex”;"c‘:;( o
OCHOBHU CTOMHOCTY OT 3 NbTH noKauBaHe Ha
ropHaTa rpaHuLa Ha Hopmarta fosara
= YMepeHO A0 TEeXKO
YyepHoApoGHO yBpex/aaHe, T.e. i
4 la BCekU
Child-Pugh knac B unn C e
= EpHoBpemeHHa ynotpeba Ha nbpBUTE 4
LIMKMOCTOPUH A KoHueHTpauma | wmeceua ot
= Ha xemornobuHa | Hauanoto Ha X X X
BOSENTAN CBPBbXUYYBCTBUTESTHOCT KbM ok
aKTWBHOTO BELLECTBO UMK KbM cnen koeTo
HAKOS OT MOMOLLHUTE CbCTaBKU BEAHBX Ha 3
=  BpemeHHocT Meceua
= OKenu c peteponeH Fiow
noTeHuman, KouTo He HamansBaHe
M3MNon3BaT HaAeX/AHU MeToAu Ha
3a KOHTpaLenuus Hadwnsg giCJt;ﬂweTg
= [leavaTtpuyHu naumeHT nog 2 6 MWT ceamuua ot X X MMHYT::;""
roguviluHa Bb3pact HaygHoIg e TecTC
ne4yeHneTo XoneHe, aa ce
mucnm 3a
anTepHaTtusHa
Tepanus
CnupomeTtpua**
KnuHuyHa
= OyHKUMoHaneH knac IV Ha BAX °”ﬁ$ﬁA“° % > X
= He ce npenopbysa 3a
npunaraHe npu nauveHT noa EKT X X X
18 roa. Bb3pacT
= ACAT wu/vnun AJIAT ¢ no-B1CcOKn
OCHOBHM CTOMHOCTH OT 3 MbTu 6 MWT X X X
ropHaTa rpaHuLa Ha HopmaTta.
3aabmkuTenHa oLeHka Ha
YepHoApobHUTE EXOKI X X
aMuHoTpaHcepasu ot
XenaTtonor, npeaw 3anoysaHe [scHa G 5
Ha neyeHneTo cbpaedHa 3
AMBRISENTAN :
= Texxo yepHoapo6HO kaverppusana
yBpexaaHe /cbe unu 6es
Lypo3al ACAT/ANAT X X X
= KnuHu4HO 3Haunma aHemus ESrEa
- CprXHyBCTBVITenHOCT KbM TpeTUa mecey
COsl, aKTUBHOTO BELLECTBO Win OT HayanoTo
Ha
KbM
HAKGH O KonueHTpauvm nevyeHueTo,
Cherabki Ha XxemornobuHa | CNeA KoeTo X X X
=  BpemeHHoCT NepuoanYHO B
n enu ¢ neTepoaeH CLOTBETCTBUE
C KNUHW4HaTa
noTeHLuarn, KouTo He vpaKTHS
13Mon3BaTt HafeXaHu MeToan
3a KOHTpaLenums
CnupomeTpus™

* NpuApYXaBaT BCEKM NPOTOKOM, ONUCBAaT ce B ambynatopHus nuct/ etanHata enukpusa Ha 330J1 w ce npunarat 3aBepeHu Konus oT
opurMHanHuTe GnaHku (MpU HamMuMe Ha XOCMUTAnNU3auWs C AABHOCT A0 1 MecC. A0 u3aaBaHe Ha NpoToKona ce npunara 3aBepeHo konue ot
enukpusa c Homep U3)

** CNUPOMETPUS - 33 NaLUWEHTY Haj 7 roAnLIHa Bb3pacT

3abenexka:

NYHA - cbyHkumoHaneH knac no C30

6 MWT - 6 MUHYTEH TECT C XOAeHe (Haj 7 roAunLLHa BL3pacT)
M — npenopBLYMTENHO

3 - 3a4BbMKUTENHO

WN3NCKBAHWA HA H30K 3A NNEYEHWVE MPY MALIMEHTW C MbPBUYHA BENIOAPOBHA XUMEPTOHWA, BENIOAPOBHA
XUMEPTOHWSA MPU CUCTEMHA CKIEPO3A U CUHAPOM HA AU3EHMEHIEP B MU3BBHBEO/IHUYHATA NMOMOLL




[image: image9.jpg]1. OBLLW UBUCKBAHUA

1. Bb3pacToBaTa rpaHuLa Ce M3YNCTIsBA B HABBLPLUEHN FOAUHY - T.6. BKIMIOUMTESTHO KbM AaTaTa Ha usaaBaHe Ha npotokona ot
cneumanuapaHaTa kKoMUcHUs.

2. Mpy HasHauaBaHe Ha Tepanusi No NPOTOKON 3aABIKUTENHO Ce CboGpasABaT BL3PACTOBUTE OTPAHNUEHNS CBINACHO KpaTkata
XapaKTepucTUKka Ha CbOTBETHWS NeKapCTBEH NPOAYKT, yTBbpAEHa No peja Ha 3MMXM.

3. H30K He 3annalia NeyeHne U3BbH ykasaHaTa Bb3pacToBa rpaHuua B kpaTkata XapakTepucTuka Ha npoaykTa.

4. H30K He 3annalla neyeHne C 403N HaZ MaKCUManHo paspeLueHuTe no kpaTka xapakrepucTuka Ha npoaykra.

5. KOMUCUATA, usgana npotokona Ha 330J1, cbxpaHsiBa BTOPU €K3eMMNNAp Ha npoTokona v BCUHKM Heobxoaumu
[AOKYMEHTH 32 U3faBaHeTo My.

Hacmosiwume usuckeaHusi ca pagpabomeHu Ha ocHosaHue 4. 55 om HP/ 3a meduyuHckume deliHocmu 2012 200uHa (06H. LB
6p. 3/10.01.2012 2.) u enusam & cuna om 1 Hoemepu 2013 2., cbenacHo yn. 10 Ha Haped6a Ne 10 om 24 mapm 2009 2. 3a
ycnosusima u peda 3a 3aniawjaHe Ha iekapcmeeHu npodykmu o un. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume npodykmu
@ XymaHHama MeduyuHa, Ha MEOUUUHCKU U30enusi U Ha OUeMUYHU XpaHu 3a creyuanHu meduyuHeku yenu (obH. AB, 6p. 31 om
2007 2.).

" ,' WU3UCKBAHWUS HA H30OK 3A JIEYEHWUE NMPW NALUMEHTW C MbPBUYHA BENIOAPOBHA XWUMEPTOHWS, BENOOPOBHA
U XVUMNEPTOHWS MPU CUCTEMHA CKJIEPO3A 1 CUHAPOM HA AN3EHMEHTEP B U3BbHEONHUYHATA MOMOLL



[image: image10.jpg]NEKNAPALINA 3A MHOOPMUPAHO CbITIACUE C UBNCKBAHUATA 3A 3AMNOYBAHE/
MPOABLIMKABAHE HA NEYEHUETO C NNEKAPCTBEHWUA NMPOAYKT

crea kato Ce 3anosHax C usnata MU npegocTaseHa  WHgopmaumst M UenTa Ha JfIEYEHWETO C feKapcTBEeHUs
310011 et e OO U UOUT OO PP, W crej KaTto Momnyyux uayepnaTesiHh OTroBOpU Ha
NOCTaBEHWTE OT MEH BBMPOCH, AeKnapupam ye:

1. Lle cnassam npenopbyaHaTa M1 CXeMa Ha feyeHne 1 NepuoMYHOCT Ha KOHTPOMHUTE Nperneaun.

2. PeﬂOBHO e ce gBABaM Ha KOHTPONHW npernean u Hama Aa NpOMEHsIM CamMOBOITHO wUnu noA Apyro BHyLUeHue
HasHa4yeHaTa Mu Tepanus.

3. [lpu npeyctaHoBsABaHE Ha NEYEHNETO MO MPUYMNHN, HEMPOUSTUYALLM OT PELLIEHUETO Ha Komucusita 3a ekcnepTtuan 8 P3OK
wiunn Komuemnsita no un. 78, T.2 ot 330, we yeeaoms HesaGaBHo nuuuus cu nekap u P3OK n we sbpHa B P3OK
nocneaHus NPoOTOKoSI, No KOWTO CbM nonyqaaan/a nNekapcTBEeHUS NPOAYKT.

4. |-|pI/| HecnasBaHe Ha NoCco4YeHUTe YCroBusa NleYeHUeTo MU C yNnomeHaTus fiekapcTBeH npoaykT we 61:\116 npekpaTteHo n
HAMa aa umam npeteHuun kbm H30K.

5. TpuTexasam/ He npuTexasam aktyanHo TEJIK pelenve BbB Bpb3Ka CbC 3abonsBaHeTo.

VI3UCKBAHWSA HA H30K 3A NNEYEHWE NMPW NALMEHTY C MbPBUYHA BENIOAPOEHA XUNEPTOHWA, BENIOIPOBHA

XUNEPTOHUS NMPU CUCTEMHA CKNEPO3A U CUHAPOM HA AMBEHMEHTEP B N3BBHBEOIHWYHATA MOMOLL





