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MpoTOKONBT Ce U3aaBa OT cneunanu3upaHa KOMUCHUA B neyebHN 3aBeaeHus 3a GONHUYHA NOMOL, CKITHOYUIH
faoroBop ¢ H30K. Cneunanuaupanute KOMMCUM Ce Cb3aaear cbe 3anosey Ha aupektopa Ha J13 — Yb B Codus
(MBAN ,Anekcanaposcka”, MBAN ,Llapuua VoakHa - UICYN", MBAJIHIN “Ce.Haym”, MBAJT ,,HKB", BMA, MeauuuHck
MHCTUTYT Kbm MBP).

I.  PEQ 3A 3ABEPABAHE HA NMPOTOKOJIUTE

MNpoTokonu 3a 3anoyBaHe Ha nevexne

CNeumanucT, CKnioYun = ETanHa envkpum3a C NpurioXeHn BCUYKM HeobGXoanMMK nokasaTtenu u ucneasaHus no
norosop ¢ H30K npunoxexue 2

CbOTBETHUTE TOYKM C NPUNOXKEHN BCUYKI HEODXOAUMM AOKYMEHTN

= EKCNepTHO CTaHOBMLUE C ICHA MEeANLIMHCKA MOTUBALIMS 3a 3anoyBaHe Ha Tepanusta
= ‘lpoTokon 3a npeanuceaHe Ha nekapcrtea, 3annawauu ot H30K/P30K" — o6p. M3-
cneuvanusnpaxa H3O0K (nodnucax om yneHoseme Ha Komucusma)

Komucus

/ = [TonbnHeHo 1 noanucaHo npunoxexnne 1 — NUCT 3a onpeaensiHe Ha KpuTepuuTe no

= EKCMEPTEH CBBET (ceukBa ce oT npeacejarens Ha cneuvanuaupaHdara komucus,
KOSITO Npeanara neYeHneTo 1 BKNIoYBa NoHe JBama OT ocTaHanuTe npeaceaateny Ha
cneuuanuaupann Kommucum)

= CTaHOBMLWE C fiCHA MeAWLWHCKa MOTMBALMS 3a 3anoyBaHe Ha Tepanusita kato
eAnHCTBEeHa anTepHaTuea (nodnucaHo om YneHoeeme Ha cbeema)

MpoTokonu 3a NpoABLIMKaBaHe Ha NeYeHeTo

cneuvanuavpasa = [oNbAHEHO U MOANUCAHO NpUNoXeHue 1 — NUCT 3a onpeaensiHe Ha KpUTepuuTe no
KoMUCHA | CLOTBETHUTE TOUKN C NPUMOXKEHN BCUYKN HEOBXOAMMU AOKYMEHT

= EKCNepTHO CTaHOBMLUE C ONUCaHWe Ha NOBNUSBAHETO OT NeYEHNeTo U MOTUBaLMS
3a nNpoAblxasaHe Ha Tepanusita

= “[poTokon 3a npeanuceaHe Ha nekapcTea, sannawaxu ot H3OK/P30K” — o6p. M3-
H30K (nodnucax om yneHoeeme Ha Komucusima)

Il. OBLLM NONOXEHUA

1. 30J1 nopaea noaroTBeHuUTe AokymeHTU B P30K, Ha TepuTopusiTa Ha KOATO e Hanpasuno u3bop Ha OMJ1. flokymeHTuTe
BKNIOYBaT:

1.1 3asiBnenue ao Aupektopa Ha P30OK.

1.2 MonbnHeHo 1 noanucaHo npunoxexue 1. Monbnea ce No CbOTBETHATA TOYKa U Ce npunara oTpaseHara B UMPOB MHAEKC
MeauLMHCKa AOKYMEeHTauus, yaocToBepsiBallia BCeKn eiH OT Kputepuute.

1.3 MbnHuaT Habop uacneaBaHus (huankantm, UHCTpyMeHTanHu u nabopaTtopHu), oTpaseH B npunoxexue 2.

1.4 “MpoTokon 3a npeAnucBaHe Ha nekapcTea, 3annawanu ot H30K/P30K” - 06p. M3-H30K

1.5 B cnyyaute Ha npoabrkaBaHe Ha NEYEHUETO Ce MPeAcTaBs M OPUrMHaN OT NPeAXOAHMA NPOTOKON, C OTpaseHu
Ha3HaYeHUA No Hero.

1.6 [leknapauus 3a nHcopmupaHo cwurnacue no obpasey (npunoxexue 3).

1.7 Konue ot aeknapauus 3a MH(OPMUPAHO Cbrnacue ¢ TepaneBTUYHUS MeTOoA, NoAnucaHa ot 6onHus

2. P30OK npuema nokyMeHTUTE Mo TOYKa 1 cnep cnpaBka OTHOCHO 3ApaBHOOCUIypUTenHus ctatyc Ha 30J1.

3. [lo nonyyaBaHe Ha peweHue ot komucusita B LIY Ha H30K 30/1 npogbmkaBa nevyeHue ¢ nekapctseH/n npoaykr/u, ¢
KOWUTO e NpoBexaan fevyeHneTo A0 MOMeHTa Ha noaasaHe Ha mon6ara n gokymenTute B P30K.
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JIUCT 3A ONPEAENAHE HA KPUTEPUUTE NIEYEHUE C EHTEPANEH rEN LEVODOPA/CARBIDOPA MPU BEOJHU C
BONECT HA NAPKUHCOH B U3BBHBEONTHUYHATA NOMOLL

Ume: | ErHl ] [ l I J I l ] [

3abenexka: meduyuHckama OokyMeHmauusi, ydocmoeepsieawja 6CeKu Om Kpumepuume e nocoyeHa C yugpa 6 UHOeKc u
3a0b/IKUMENHO NPUAPYXaea HaCMOAUOMO NPUNTONKEHUE.

A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUETO - noabop Ha noaxoasiuuTe 3a neveHue 60nHM (3aabrkuTenHo e
HaNM4YueTo Ha BCUYKU KpuTepum)

MpoTokonsT Ce M3paBa CbC CPOK Ha BanuMAHOCT A0 6 Meceua, cnej OCHLIUECTBABAHETO Ha NepKyTaHHaTa eHAoCcKoncka
ractpoctomusi. H30K He 3annawa nekapcTBeHusi NPOAYKT NO BPeME Ha CTaUMOHAPHUA NPeCcTON 3a OCbLLUIeCTBABaHe Ha
XUPYPruyHa UHTEPBEHLMA.

1 | Knuuu4Ho curypHa auarHosa “Uavonatuyna, KbCHa, MNapkuHcoHoBa Gonect” - cbobpasHo kputepuute B
"Bbnrapcku anropuTbM 3a guarHosa u neueuue wa ng" '

2 | Hanuuue Ha TexKa ABUraTenHa cuMnToMarvka -

3 | Nlunca Ha edhekT OT NeyYeHneTo C NepopanHu CpeacTsa, npunaraln 3a A0CTaTLYHO AbSTbI NEPUOA U B ONTUMUMPaHa
KOMOWHaLMs

4 | Hanuuue Ha cHO pasrpaHnummm off 1 on chasu (aBuratenHn dnykryauum) 2

5 | NpoabmkutenHocT Ha off-nepuoauTe He No-Marnko oT 3 yaca AHEeBHO 4

6 | Moenuseane Ha cumnTomuTe oT Slesogona *

7 | OenapsBare Ha cumnTomuTe Criea NOCTaBeHa BPEMEHHA HA30AYOAEHANHA COHAA U ONTUMI3MPaHe Ha AosaTa '

8 | CnocoBHocT Ha 6onHMs Aa CrieaBa TepaneBTUYHUTE MHCTPYKLMKM P

9 | flunca Ha Npuapyxasalum comaTuHy 3abonssaHus *

10 | flunca Ha uskniouBawm kpuTepum no 7. B *

'amBynatopeH NUCT OT MOCNEAHWA Npernea Npu CneuuanicT HEeBponior, C ONUCaHWe Ha MpoBexAaHaTa B MOMEHTa Tepanus, enukpusn ot
$TAUUOHAPHO NEYEHNE U APYTM MEAULIMHCKW AOKYMEHTH, KacaeLL eBOMIOTUBHUA XOA Ha 6Gonecrra

onucsar ce B amBynaTopHus nucT/ eTanHata envkpusa

*noapobHa kapTa 3a (hapmakonoruyeH MapLupyT no obpaseu (rabnuua 1 Ha npunoxenve 1)

enukpuaa OT CTauMOHapHO NneveHne 3a NpoBeAeHo neyexve ¢ Duodopa M nocTuraHe Ha onTuManeH edekT U yTouHeHa noaAbpxawa posa (¢
AABHOCT 40 1 MEC. NPeAN KaHAWAATCTBAHETO), NPUAPYKEHA OT KOHCYNITaTUBHA OLUEHKa OT racTpOeHeTeposor 3a nunca Ha NPoTUBONOKa3aBHUA 3a
nocTaBsHe Ha NOCTOAHHA raCTPOUHTECTUHANHA COHAA
® peknapauus 3a UHOPMMPAHO ChrNacue ¢ TepanesTUYHWA METOA, NoANUcaHa OT BONHWA — AeknapauuATa ce W3roTeA OT cneuvanuaupaHata
KOMUCHA CbrA un. KoHa 3a 3apaseTo.

MbpBOHaYanHUTe 3asBUTENHUTE AOKYMEHTM 3a 3anoyBaHe Ha fieveHue ce BHACAT NPeau NpuoXeHue Ha eHTepaneH ren.
Cnep opobpsisaHe Ha neyeHueto ot Komucusita Ha H30K u ycraHoBsiBaHe Ha noBnusBaHe Ha cCUMNTOMUTE 4pe3
BpeMeHHa Ha30AyoAeHanHa CoHAa ce BHACA AOMBLIHUTENHA MeAUUMHCKA AOKYMEHTaUMA NO ToYKa 6 n Touka 7.

* [luncata Ha M3KNIOYBAWM KPUTEPUN W NPUAPYXKABAWM COMATMYHW 3a6ONsBaHMA Ce YIOCTOBEpPsIBA C MOANMC Ha cneuwanucta B
HaCTOAWLOTO NPUNOXKEHME.

5. KPUTEPUW 3A NPOABIMKABAHE HA NEYEHUETO (3aALKUTENHO € Hanu4mMeTo Ha BCUYKN KpuTepuu)

MoBnusiBaHe Ha OCHOBHATA ABUrATENHA CUMNTOMATMKA' " 2

MocTaseHa NoCTosHHa COHAA YPes NepKyTaHHa eHAOCKOMCKa racTpoCToMMs

[lokasaHa cnoco6HocT Ha GonHus Aa cneaBa MHCTpyKUuUTe 3a ynotpeba i

1
2
3 | Nunca Ha npomeHy B cnepeHwTe nokasarenn
4
5

Jlunca Ha uaknioyBawm kputepum no 1. B *

ambynaTopeH NUCT OT NOCNeAHWA Npernea npu cneuuanuct

€KCNEePTHO CTAHOBULLE C AICHA KNMHUYHA OLeHKa

enukpuaa ¢ NeM3 c onucaH onepaTtuseH npotokon *

nonbnHeHa kapTa 3a npocneassaxe no obpasel (tabnuua 2 Ha npunoxeHnue 2 ), U3CNeABaHUATA Ce NPeACTaBAT U Ha opuruHanHa Gnaxka unu
3asepeo Konve

® xonue ot onnapauuﬁ 3a umpopuupano Chniacue C TepanesTH4HUA Me'rou noagnucaHa ot GonHus - AeknapauusTa ce W3rotes OT

1
2
3
4

* 3a6enexka: TO31 AOKyMEHT Ce W3UCKBa NPW BCAKO NPOAbIDKABaHe Ha TepanusTa
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B. M3KI1 lO‘lBALI.lM KPUTEPUK:

HecurypHa avarHosa, lMapkuHCOH NMOC CUHAPOMW (MynTUCUCTEMHa aTpodus, nporpecusHa cynpavykneapHa
napesa unu Apyru HeBpoaereHepatuBHW 3abonsiBanus), BTOpUYEH [1apKMHCOHOB CWUHAPOM, NPUYMHEH OT
MeANKaMEHTH, TOKCUHU, MHCDEKLMO3HN areHTH, CboBK 3abonsBaHns, TpaBMa, MO3bYHa Heonnasma v ap.
BpeMeHHOCT 1 nakTauws, )KeHu B AeTepojHa Bb3pacTt

MauueHT npeTbpnenu onepaTWBHa WHTEPBEHUMS 3a neveHue Ha [apkuHcoHosa Gonect (nanuaoTomus,
Abnboka MO3bYHA CTUMYNALMsI, TPAHCNNAHTaLUMs Ha CTBOMOBM KNETKM 1 Ap.)

MauneHTn Ha neyveHMe C MeAUKaMEHTU MOBNWABALLM YepHoApobHuA MmeTtabonuabm - Gaputypaty,
kapbamasenuH, enunbyTasoH, GeHuTouH, pucbamnuumH, nsokcukapbokcasua, eHensuH - cyndar,
tranylcypromine sulphate, TpuumuknuiHn antuaenpecanti, MAO-unxubutopu, SSRI n ap.

CBpbX4yBCTBUTENHOCT KbM NeBoaona unu kapbuaona

KoHTpanHavkaumu 3a NpUNoXeHWeTo Ha nesojona Kato TACHOBLIb/IHA [faykoma, XWnepTupeouansbm,
hEeoxpomMoLUTOM, CUHAPOM Ha Cushing, ManurHeH menasom.

Hanuune Ha apyri HEBPOMOMMYHN /N COMATUYHU 3a60NSIBaHKUSA, KOUTO MOTaT Aa MOBMUANAT Ha NEYEHNeTO UNn
Aa NPUMMHAT AOMBIAHWTENEH PUCK: Hanuune Ha OTNajHa HeBponoridyHa cumnTomaTuka, Aucdarus,
MHOXECTBEHa ckneposa, Gonect Ha AnuxaimMep, KOTHATUBHM W NCUXWYHM HapylweHWs (OCTPO MCUXOTUYHO
pascTpoicTBo, GUNONAPHO ahekTUBHO PA3CTPOMCTBO U AP.), KMMHUYHO 3HAYNMU XEMaTOMNOrMYHU, EHAOKPUHHN,
pecnupaTopHi, KapAvoBackynapHu, - 6b6peuHu, YepHOAPOBHM, racTPOMHTECTUHANHW HapyLeHns  unu
Heannasmu, kakTo 1 3noynoTpeba ¢ nekapcTeeHu BeLlecTsa Uiu ankoxon.

KnWHWYHO 3HAUMMK OTKNOHEHWs B nabopaTopHuTe nokasaresnu.

Hanuuve Ha KOHTPaWHAWKaLUMK 3a NOCTaBAiHE Ha raCTPOMHUTECTMHANHA COHAA - NaTOMNOMMYHN U3MEHEHWs Ha
cTOMaluHaTa CTeHa, CPacTBaHWsA, HapylleHUsi C XeMOKOarynauwuoHHUTE nokasaTtenu, NepuTOHWT, OCTbp
naHKpeaTuT, napanuTuyeH uneyc unu cyéuneyc.

10. YcraHoBeHO Hecna3saHe Ha TepaneBTU4HaTa cxema oT cTpaHa Ha 6onHus, 3a noseve ot 30 AHW.

Tabnuua 1 ®apmakonoruyeH MapwpyT

HAYANO HAIBABONABAHETO ....cuittnnissscrsssassenssosaseso ittt . B
DATA HA OATA HA
nEl’IK:gﬁ;l(B‘I’EH 3ANOYBAHE | AHEBHA AO3A rlPE;‘&T::gBH MPUYMHA 3A nPEYﬁlA;OO;AH.rBAAHE Wn1 NPOMSIHA
HA NEYEHVE
NEYEHUETO
OTroBaps Ha KpUTepuuTe 3a neveHue ¢ RTIRER TOBN 50 e
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I. NEYEBHO-ANATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHW MNPOAYKTW, skniovenn B MNpunoxenne 1 Ha MNC, kouto H3OK 3annawa B cboTBETCTBME C
AencTBaWMTE HOPMATUBHU.

2. NOKA3AHUA U HEOBXOOAUMWU WU3CNEABAHWUA - cbrnacHo KpaTkuTe XapaKkTepuCTUKM Ha nekapCTBEHUTE NpOAyKTU.
MeToabT Ha fneyeHue ce CbCTOM B MOAABaHe Ha WHTECTUHANeH ren AWPeKTHO B AyoAeHyma C MOCTOsIHHA MHdy3ns npes
nepKkyTaHHa eHaockoncka ractpoctoma, TpbbHa cuctema u npeHocuma nomna. Abcopbumsta B NpokcumanHa Tpeta Ha TbHKOTO
4Yepeo BOAM A0 ONTUMU3MpaHe Ha abcopbuusTa Ha MeaukamMeHTa W OcUrypsiBa MOCTOSIHHO NNasMeHo HWUBO W HenpekbcHaTa
[AonamuHeprudHa CTumynaums.

WHavBuayanHata noaabpxalla 403vpoBka cneasa Aa 6bae ontummusnpasa u obuvaiiHo e 2-6 ml/ vac.

Ta6nuua 1
INN Bb3PACTOBMU NPEAN 3ANOYBAHE* KOHTPOM**
OrPAHUYEHUA
R ——— xemornobuH, xematokput, ASAT, ALAT,
LEVODOPAICARBIDOPA e - 2:::5:::‘(:02’1::;"”"" KpBBHa 3aXap,
roAvLLIHa Bb3pacT

* onuceam ce e ambynamopHus nucm Ha 6ONHUS U Ce npunazam 3asepeHu KOMus Om OpuguHanHume 6navku (npu Hanuyue Ha
xocnumanu3ayus ¢ 0aeHocm do 1 mecey, npedu kaHdudamemeaHemo ce npunaza 3a8ePEHO Konue om enukpusa ¢ Homep M3)

** nepuoduyHocmma Ha nocnedeaujusi 1abopamopeH KOHMPOII Ce OCLLYECMesiea 1o NPeueHKa Ha NIeKysalus creyuaucm e cbomeemcmeue ¢
KNUHUYHUME UHOUKauuu

II. OBLUX UBUCKBAHUA

1. BbapacToBaTa rpaHuLa Ce U3YMCNsiBa B HAaBbPLUEHW FOAMHM - T.€. BKIIOYNTENHO KbM AataTa Ha W3fasaHe Ha npotokona ot
cneuvanuapaHara KoMucus.

2. MNpu Ha3HayaBaHe Ha Tepanusi No NPOTOKOM 3aAbLMKUTENHO ce CbobpassBaT Bb3pPaCcTOBUTE OfPaHNYEHUs), CbrnacHo kpatkata
XapaKkTepucTuka Ha CbOTBETHUS NeKapeTBEH MPOAYKT, yTBbpaeHa no peaa Ha 3/MXM.

3. H30K He 3annaiua neyeHue W3sbH yKasaHaTa Bb3pacToBa rpaHuua B kpaTkata xapakTepucTuka Ha npoaykra.

4. H30K He 3annawia nedeHue ¢ no3u Haa 1640 mg/aex.

5. B cnyvait Ha HacTbnuna NoAo3MpaHa HeXenaHa nekapcteeHa peakuws, nekapsTt ysegomssa WAl no pepa Ha un. 183 ot
3MNXM. Konue ot cbobLieHneTo ce npunara kbM MeauumMHckaTa gokymeHTauus Ha 30J1 npu kaHawaaTcTBaHe 3a neyeHue.

6. NMPU CNELUMAIIUCTA, curn. un. 158 B, 1. 1 ot HP[] 3a meanumHckuTe aeiHocTn 2014 r. (o6H. 1B 6p. 3 ot 10.01.2014 r.),
Ha 30J1, Ha KOMTO Ca M3[aBaHW NPOTOKONW MO peAa Ha HacTOSWMTE M3MCKBaHWA, crneasa ga ce npunarar BCUYKM
Heo6XoAMMM [OKYMEHTW KaTo: ambBynaTopHUTE NUCTOBE OT W3BbPLUEHUTE MPErrieAun, BTOPUSAT eK3emnnsp OT u3faaeHute
NPOTOKOMNM, KOMWS OT eNUKPWU3N, EKCNIEPTHW CTaHOBWLA W APYr AOKYMEHTW, KOWTO Ca OCHOBaHWe 3a u3jasaHe Ha npoTokon,
BCUYKM M3NCKBALYW CE M3CNEABaHWs, KOMUEe OT nmpunoxeHue 1 Ha HACTOSIUMTE M3UCKBAHWA MOMbLIIHEHO NO CbLOTBETHaTa
TOuKa, NOANUCAHO OT CneuuanucTa, u3aan npoTokona.

Hacmoswume usuckeaHusi ca pa3pabomeHu Ha ocHosaHue 4n. 56 om Hayuowanew pamkoe 002080p 3a MeOUYUHCKUME
deliHocmu 3a 2014 200uHa (06H., 4B, 6p. 3 om 10.01.2014 2.) u enuszam & cuna om 1 anpun 2014 e., cbenacHo yn. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a sannawjane Ha nekapcmenu npodykmu o un. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npodykKmu 6 xymaHHama MeouyuHa, Ha MeOUUUHCKU u3denusi u OuemuyHU XpaHu 3a crneyuaniu
meduyuHcku yenu (o6H., [B, 6p. 31 om 2007 2.).
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As gonynoanucanusT/aTa ....

j ax c Llﬂﬁﬂ MW npeaocTaBeHa WHcopmaums W uenta Ha ne4YeHneTo C nekapCTBeHus
o W cnej Kato noslyynx mayepnatenHu OTroBopu Ha

1. MV CXeMa Ha NIeveHke M Nepuoau nHUTE Nperneau.
% ‘Ha KOHTPOMHM MPErnean M Hama CaMOBOMHO WNU NOA APYrO BHyLIEHMe
3

Ha KomucusTa 3a ekcneptuan B P3OK
:m v P3OK u we BbpHa B P3OK

,‘: we 6bae npekpateHo n
»

aume 1 hamunus)

6
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