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MPU U3OABAHE HA NMPOTOKONW 3A NNEYEHUE C EHTEPANEH EN LEVODOPA/CARBIDOPA UK
APOMORPHINE MPU BOJIHU C BONECT HA MAPKUHCOH B U3BbHBONHUYHATA NMOMOLL

MpoTokon®bT ce u3jaBa OT cneuuanuaupaHa Komucus B ne4vebHM 3aBeAeHusi 3a GonHMYHA nomou,
ckmouunu porosop ¢ H30K. Cneunanuanpanute KOMMCHK Ce Cb3aaBaT Cbe 3anoBed Ha avpektopa Ha J13 — Yb
B Cocusi (MBAJT ,Anekcanaposcka’, MBAN ,Llapuua MoarHa - UCYJT”, MBAJTHIN “Ce.Haym”, MBAJl , HKB", BMA,
MeaununHekn MHCTUTYT Kbm MBP).

I.  PEJ 3A 3ABEPABAHE HA NMPOTOKONUTE

Mpotokonu 3a 3ano4BaHe Ha nevexue
CneunanucT, CKoYnun = ETanHa enukpu3aa C NpUnoXeHn BCUUKM HEOBXOAMMU nokasaTenu U u3cneasaHus no
norosop ¢ H30K npunoxexue 2
= [lonbnHeHo 1 NoanucaHo npunoxexue 1 — NUCT 3a onpeaensiHe Ha KpUTepuuTe no
CbOTBETHUTE TOYKM C NPUNOXKEHN BCUYKM HEOBXOANMM AOKYMEHTH
= EKCNepTHO CTaHoBMLLIE C SICHA MeAULIMHCKA MOTUBALIWA 3a 3anoYBaHe Ha Tepanusita
= ‘[lpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawanm ot H30OK/P30K" — obp. M3-
cneuvanuanpaqa H3O0K (nodnucan om yneHoseme Ha Komucusima)
Komucusi
= EKCMEPTEH CbBET (cBukBa ce OT npeaceaartens Ha cneuvanuampaHata KoMucus,
KOSITO Npejnara ne4YeHUeTo 1 BKMIOYBa NOHe ABama OT OCTaHanuTe npeacesateny Ha
cneuuanu3upann KoMucum)
= CTaHoBMIE C fiCHA MeAWLMHCKAa MOTMBaLWA 3a 3anoyBaHe Ha TepanusaTa KaTto
e[NHCTBEeHa anTepHaTuea (nodnucaHo om YyneHoeeme Ha cbeema)
Komucus no un. 78, 1. 2 3aBepka B P30K

ot 330 B LY Ha H30K

MpoTokonu 3a npoALIMKaBaHe Ha NeYeHneTo

cneuvanusmpasa = [lonbNHEHO U NOANUCaHO NpUNoXeHue 1 — NUCT 3a onpeaensiHe Ha KpUTepuuTe no
Komucusa CbOTBETHUTE TOYKM C NPUNOXEHU BCUYKN HeOGXOAVIMM AOKYMEHTU
= EKCNepTHO CTaHOBMLUE C ONUCaHne Ha NOBNUABAHETO OT NEYEHUETO N MOTUBaLMA

3a npoAbMKaBaHe Ha TepanusTa
= “MpoTokon 3a npeanuceaHe Ha nekapcrea, 3annawanm ot H30K/P3OK” — 06p. M3-
H3O0K (nodnucax om uneHoseme Ha komucusima)

Komucusi noun. 78, 1.2 || 3asepka B P30K
ot 330 B LY Ha H30K

Il. OB NONOXEHUA

1. 301 nopnaea noaroteeHute aokymeHTH B P30K, Ha TeputopusiTa Ha KOAITO € HanpaBuno u36op Ha OIJ1. [lokymeHTuTe
BKNIOYBAT:

1.1 3asBnenue fo [iupektopa Ha P3OK.

1.2 MonwbnHeHo 1 noanucaHo npunoxexue 1. Monbnea ce No CbOTBETHATa TOYKA W Ce Npunara oTpaseHaTa B LUGPOB UHAEKC
MeAULIMHCKa A0KYMEHTaLMsl, yA0CTOBEpSABaLLa BCEKU eUH OT KpUTepumuTe.

1.3 MbnHuaT Habop nacneasanus (huUankanHn, UHCTPyMEHTanHu 1 nabopaTopHu), OTpaseH B NPpUNoXeHue 2.

1.4 “NpoTokon 3a npeanucBaHe Ha nekapcrea, 3annawatim ot H30K/P30K” - 06p. M3-H30K

1.5 B cnyvaute Ha npogbikaBaHe Ha NEYEHWETO Ce NPeAcTaBs W OPUrMHan OT NPeAXOAHUs NPOTOKOM, C OTPaseHn
Ha3HaYeHWs Nno Hero.

1.6 [leknapauus 3a unchopmupaHo cbrnacue no obpasel| (npunoxexue 3).

1.7 Konue ot geknapauus 3a UHpOpPMUPaHO ChInacue ¢ TepaneBTUYHMA METOA, NoANMUcaHa oT 6onHua

2. P30K npuema aokymeHTUTE NO TOYKa 1 cnep cnpaska OTHOCHO 3APaBHOOCUIYPUTENHUA cTaTyc Ha 3071

3. flo nony4asaHe Ha pewenune ot komucusaTa B LIY Ha H30K 30J1 npoabnkaBa neyeHne ¢ nekapcTeeH/u npoaykt/u, ¢
KOMTO e NpoBexXaan fie4eHneTo A0 MOMEHTa Ha noaaBaHe Ha monbarta u qokymeHTute B P30K.

¢ 2
% V3UCKBAHWA HA H3OK NPU NPOBEXOAHE HA NEYEHMUE C EHTEPANEH MEN LEVODOPA/CARBIDOPA UM APOMORPHINE MPU BONHU C
BONECT HA MAPKUHCOH B U3BBHBEONHUYHATA MOMOLL - B cuna ot 1 MapT 2016 roguHa
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TNUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NNEYEHUE C EHTEPAINEH 'EN1 LEVODOPA/CARBIDOPA MNPU
BONHKU C BONECT HA NAPKWHCOH B U3BBHBO/THUYHATA NMOMOLL

Ume: |EFH] | I I I ] | ] I l —l

3abenexka: MeduyuHckama OOKymMeHMauyusi, ydocmoeepsieausa 6ceku Om Kpumepuume € focoveHa C yugpa & UHOeKC u
3adB/mKUMeNHO NPUOPyXKaea HaCMOAWOMO NPUNOXEHUE.

A. KPUTEPUM 3A 3AMOYBAHE HA NIEYEHUETO - noa6op Ha noaxoaswute 3a neyeHue 60nHM (3aaLrKkuTenHo e
HanMumMeTo Ha BCUMKU KpUTepum)

MpoTokonsT ce M3gasa CbC CPOK Ha BanuaHOCT Ao 180 AHM, cnea OCHLIECTBSBAHETO Ha NepKyTaHHaTa eHAOCKOoncKa
ractpoctomus. H30K He 3annawa nekapcTBeHUs NPoAyKT NO BPeMe Ha CTaUMOHAPHWUS NPECcTOM 3a OCbluecTBABaHe Ha
XUPYPruyHa HTePBEeHLUMA.

1 | KnuuuyHo curypHa avarHosa “MauonatmyHa, KbeHa, lMapkuHcoHoBa Gonect” — cbobpasHo kputepuute B
"BbArapckv anropuTLM 3a AnarHosa u nevenve Ha ne" '

2 | Hanuyue Ha TeXKa ABMraTenHa CUMNTOMATHKA °

3 | Jiunca Ha edhekT OT NeyeHNeTo C nepopanti CPeACTBa, NpunaraHi 3a AOCTaTbYHO AbMbI NEPUOA W B ONTUMU3NPAHA
KoMBUHaLws °

4 | Hanuuve Ha sicHO paarpaHuuMmy off 1 on chagu (mBuraTenny chnyktyaumm) >

5 | NpoabmkuTenHocT Ha off-nepvoawTe He NO-MaNKo OT 3 Yaca AHEBHO 2

6 | NoenusBake Ha cumnTomuTe oT Jlesogona °

7 | OenapsiBaHe Ha CUMNTOMUTE Cnea NOCTaBeHa BpeMeHHa Ha3oAyOAeHanHa COHAA 1 ONTUMU3MpaHe Ha ao3ata *

8 | CnocoBHocT Ha 6onHUs Aa CrieBa TepaneBTUUHITE MHCTPYKLMN °

9 | flunca Ha NpuapyXXaBaluy coMaTiHi 3aGonsiBaHus *

10 | Nunca Ha uakniouBawm kputepuu no T. B *

'amBynatopeH NUCT OT NOCNEAHWA NPernief NPU CMELMAnUCT HEBPONOr, C ONUCAHWUE HA NPOBEXAAHATa B MOMEHTA Tepanus, enukpuu ot
CTaUWOHAPHO NEYEHNE 1 APYrM MEAMLIMHCKM AOKYMEHTH, Kacaeluy eBonioTUBHIA XoA Ha GonecTta

? onucear ce B amMBynaTopHus NUCT/ eTanHata enukpusa

*noapo6Ha kapTa 3a chapmakonoruieH MapLipyT no obpasel (tabnuua 1A Ha npunoxenue 1A)

* enukpusa OT CTALMOHAPHO NeveHue 3a NPoBeAEHO nevexue ¢ Duodopa M NOCTUraHe Ha onTMMasneH edeKT U yTouHeHa NoAAbpXalya aosa (c
AaBHOCT A0 1 Mecel| NpeAN KaHAWAATCTBAHETO), NPUAPYKEHA OT KOHCYNTATUBHA OLEHKa OT raCTPOEHTEPONOr 3a NIUNca Ha NPOTMBONOKa3aBHUA 3a
nocTaBAHe Ha NOCTOAHHA raCcTPOMHTECTUHANHA COHAA

© peknapauvn 3a MHOPMMPAHO Cbrnacue C TepanesTMYHUA METOA, NOANUCaHa OT GONHWA — AeKnapauwsaTa ce WSroTBA OT cneuvanuaupawara
KOMUCHA Cbrnl un. 87 B Ha 3a BETO

MupBOHayanHuTe 3asBUTENHUTE AOKYMEHTM 3a 3anoYBaHe Ha NevyeHue ce BHACAT NPeaun NpUnoXeHue Ha eHTepaneH ren.
Cnep opobGpsBaHe Ha neveHuero ot Komucusta Ha H3OK u ycraHoBsiBaHe Ha NOBNMsiBaHe Ha CUMNTOMMTE 4pe3
BpeMeHHa Ha30Ayo[eHanHa CoHAA ce BHACHA AOMBIHUTENHA MeAULMHCKA AOKYMEHTaUMs MO ToYka 6 1 Touka 7.

* luncata Ha M3KNIOYBAWM KPUTEPUM W NPUAPYXaBalWK COMaTM4HN 3a6onsABaHus ce yAOCTOBEpsABa C NOANMUC Ha cneuwanwucra B
HacTOSALWOTO NPUNOXEeHUe.

B. KPUTEPUUN 3A NMPOABINKABAHE HA JIEYEHUETO (3aaLmKMTENTHO € Hanu4YMeTo Ha BCUYKU KpUTepuu)

MoenusiBaHe Ha OCHOBHAaTa BUraTenHa cumnTomaTruka Tt

MocTaBeHa NOCTOAHHA COHAA Ype3 NepkyTaHHa eHAOCKONCka racTpoCToMMS

Jlunca Ha npomeHu B cneaexuTe nomaa'renu‘

[lokasaHa cnocoGHOCT Ha GONHMS Aa CnieABa MHCTPYKUMUTE 3a ynoTtpe6a °

o B W N -

Jlunca Ha uaknoyBawm kputepun no 1. B *

ambynaTopeH NUCT OT NOCNEeAHUA NPernea Npu cneumanueT

€KCNEepTHO CTaHOBMULLUE C ACHA KIUHUYHA OLeHKa

enukpuaa ¢ Nel3 ¢ onucan onepaTuseH NpoTokon

npunarart ce opurHanHu GnaHku N 3aBepenn KONUs Ha 3CNeABaHNATa Cbrnacko Tabnuua 1 Ha npunoxenme 2

Konue OT Aeknapauus 3a WHPOPMUPAHO Cbrnacue C TepaneBTUUYHUS METOA, NoanucaHa OT GOMHMA — AeKNapaunsTa ce M3roTes OT
uanusupanara K H Il Te Ha un. 87 w un. 3akoHa 3a 3apaserto. To3n AOKYMEHT Ce W3UCKBA Npu BCAKO

NPOAbMKaBaHe Ha TepanusTa.

1
2
3
4
s

* Nuncara Ha u3KNOYBaWM KpUTepUM U npuapyxasawm coMaTuyHu 3abonsBaHua ce yaocToBepsisa ¢ noaAnMC Ha cneuuanucra B
HaCTOSALWOTO NpUnoXxeHue.
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% V3NCKBAHUA HA H3OK NPU NPOBEXIAHE HA NNEYEHUE C EHTEPANEH MEN LEVODOPA/CARBIDOPA WM APOMORPHINE NP BOMHU C
BONECT HA MAPKUHCOH B U3BBLHBEONHUYHATA NOMOLL - B cuna ot 1 MapT 2016 roguna
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B. U3KNIOYBALLIU KPUTEPUK:

1. HecurypHa avarHosa, MapkMHCOH NAOC CUHAPOMW (MYNTUCUCTEMHA aTpodusi, NPOrpecuBHa CynpaHykneapHa
napesa wnu Apyri HeBpoaereHepaTuBHW 3abonsBanus), BTOpuU4EH [MapKMHCOHOB CWHAPOM, NPUMMHEH OT
MEeANKAMEHTU, TOKCUHU, UHGEKLMO3HM areHTH, CboBK 3abonsBanus, TpaBmMa, MO3b4Ha Heonnaama v ap.

2. BpemeHHOCT n nakTauus, )XeHn B AETEepOAHa Bb3pacT

3. [lauveHTn npeTbpnenu onepaTtMBHa WHTEpPBEHUMs 3a neyeHue Ha [lapkuHcoHoBa Gonect (nanuaoTomus,

Abnboka MO3bYHA CTUMYNALMA, TPAHCNNAHTALWA Ha CTBOMOBW KNETKU 1 Ap.)

4. MauweHT Ha neyeHMe C MeAMKAMEHTW NOBNUSBALM 4epHOAPOGHMS MeTabonuabm — 6Gaputypatu,
kapbamasenuH, eHunbyTasoH, eHuTouH, pudamnuuuH,  M3okcukapbokcasua, eHenauH  cyndar,
tranylcypromine sulphate, TpuumknuiHmn antuaenpecanti, MAO-unxubutopu, SSRI v ap.

5. CBpbX4yBCTBUTENHOCT KbM NeBoAona unu kapbugona

6. KoWTpauHaukauuu 3a NPUNOXEHMETO Ha NeBoaona KaTto TACHOBIbAHA rnaykoma, XMnepTUPeouausbM,

. heoxpomMoumUTOM, CUHAPOM Ha Cushing, ManurHeH MenaHom.

7. Hanuuve Ha apyr HEBPONOMM4HI /MM COMATUYHMN 3a60NsIBaHUS, KOUTO MOraT Aa NOBMUAAT HA NEYEHNETO Unu
Aa TMNPUYUHAT AOMBMHWUTENEH PUCK: Hanuuue Ha OTNajHa HeBponoruyHa cumnTomaTuka, aucdarus,
MHOXecTBeHa ckneposa, Gonect Ha Anuxaimep, KOTHUTUBHM U NCUXMYHU HapyLUEHWS (OCTPO NCUXOTUYHO
PascTpoicTBo, GUNONAPHO acheKTUBHO Pa3CTPOICTBO U AP.), KIMUHUYHO 3HAYMMW XEMATONOTUUYHN, EHAOKPUHHM,
pecnupaTtopHi, KapauoBackynaphu, - 6b6peuHn, 4epHOAPOGHM, racTPOMHTECTUHANHW HapPyLIEHWUs  Unu

© Heannasmu, kakto v anoynotpeba c nekapCTBeHN BELWECTBA UK ankoxon.

8. KnuHW4HO 3HAUMMM OTKNOHEHUsi B naBopaTopHUTe nokasartenu.

9. Hanuuve Ha KOHTPaMHAMKALMM 3a NOCTaBAHE Ha raCTPOMHUTECTUHANHA COHAA - NATOMNOMMYHN U3MEHEHUS Ha
CTOMalHaTa CTeHa, CpacTBaHWs, HapylieHUs C XeMOKOarynauMOHHWTE nokasaTenwu, MepUTOHUT, OCTbP
naHKkpeaTuT, napanuTuyeH uneyc unu cybuneyc.

10. YcraHoBeHo HecnassaHe Ha TepanesTUYHaTa cxema OT cTpaHa Ha BonHus, 3a noseye ot 30 AHM.

Tabnuua 1A ®apmakonoruyeH MappyT

HAYANO HA BABOMIFBAHETO w....oooccooeeeoee oo eessetss s osesses s r.
N DATA HA
NEKAPCTBEH SAMOUBAME | AHEBHA R03A | TPEYCTAHOBS! | MPUUMHA 3A NIPEYCTAHOBSIBAHE WM MIPOMSHA
NPOAYKT BAHE HA HA [IO3ATA
RATIEHEHVE NEYEHUETO
n
OTroaapH Ha KpuTepuuTe 3a neveHue ¢ B AHeBHa po3a ...

noanuc Ha npeacenarterns Ha cneUManu3anPaHaTa KOMUCHR:............oceevveeiniiineinecies

% U3UCKBAHWUSA HA H3OK NPY NPOBEXAAHE HA IEYEHVE C EHTEPANEH MEN LEVODOPA/CARBIDOPA Wi APOMORPHINE MPW BOSIHN C
BONECT HA MAPKUHCOH B U3BBLHBONIHUYHATA NOMOLL - B cuna ot 1 MapT 2016 roguHa
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TINCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NIEYHEHME C APOMORPHINE NPU BOJIHU C BONECT HA
MNAPKWHCOH B U3BBHEONTHUYHATA NMOMOLL

[ vme: e[ [ T T T T T T 77

3abenexka: meduyurckama OoKymMeHmayus, ydocmoeepsiealia 6ceku OM Kpumepuume € nocoyeHa C yugpa 6 UHOeKC U
3a0BIKUMeENHO NPUGPYKaea HACMOAULOMO NPUSIONKEHUE.

A. KPMTEPMM 3A 3AMOYBAHE HA JIEYEHUETO - nop6op Ha noaxoasute 3a neveHne 60nHU (3aaLImKUTENHO e
HaNMuueTo Ha BCUYKU KpUTEpum)

1 Knuummo curypHa guardosa “Maguonatnuna, ncna, MapkuHcoHoBa Gonect” - cbobpasHo kputepuute B
"Ebnrapcm anropuTbm 3a AvarHosa u neuerme Ha Ng" '

N

HBJ'M“MQ TexXka asuratenHa OMMI'ITOMBTVIKS

w

Jlunca Ha atberr OT NEYEHMETO C nepopanHun CPEACTBa, NpunaraHi 3a A0CTATBYHO AbMLI NEPUOA U B ONTUMUINPAHA
KOMGMMH

Hanuuue Ha sicHo pasrpauunmi off u on aan (asuratenHu ¢.I'IyKTyal.MH)2

MPOALMKUATENHOCT Ha Off-NepUOAUTE HE NO-ManNKo OT 3 Yaca AHEBHO

Jlunca Ha npuapyxasalum comatiHn 3abonssaqus *

N o o

unca Ha u3KknIoYBaLwM Kputepuu no 1. B *

'aMBynaTopeH NMCT OT NOCNEAHUs NPernieA MPU CMEUManUCT HEBPONOr, C ONMCaHWe HAa MPOBEXAaHAaTa B MOMEHTa Tepanus, enukpuau ot
CTAUMOHAPHO IEYEHNE W APYIY MEAMLIMHCK AOKYMEHTH, KaCaeLLIM eBOMIOTUBHUA X0 Ha GonecTta
onucaa'r ce B aMBynaTopHus NUCT/ eTanHaTta enukpusa

*noapo6Ha kapTa 3a hapmakonoruien mapLpyT no obpaseu (tabnuua 16 Ha npunoxeuue 16)

* Iluncata Ha M3KNIOYBaWMK KPUTEPUM U NPUAPYKABAWM COMATUYHN 3a6ONABaHMS Ce yAOCTOBEepsiBa C MOANUC Ha cheuuanucra B
HacToALWOTO NPUNoXeHue.

B. KPUTEPUU 3A NPOABMKABAHE HA NNEYEHUETO (3aAbrmK1TENHO € HannYueTo Ha BCUYKU KpUTepum)

MoBnusBaHe Ha OCHOBHaTa ABUraTenHa cumMnToMatuka '~

2 | Nlunca Ha NpOMeHy B crieaeHvTe nokasatenv ®

3 | Nunca Ha uakniouBawm xpun'pliil’no T.B*

ausynaropau NMCT OT NOCNeAHUs npernea. npu cneynanmuct
excnep-mo CTaHOBULLE C AICHA KNMHWYHA OLieHKa
* npunarat ce OpUrMHaNHI GNaHKK WY 3aBePEHI KONUA Ha M3CEABaHUATA CbrNacHo Tabnuua 1 Ha NpunoxXeHue 2

* Nuncara Ha mm m " npunpymuluu comatu4Hu 3aGonsBaHus Ce yAOCTOBepsiBa C NOANUC Ha cneuwanucta B
HaCTOAWOTO NPUNoXeHue. /

% 5
% V3NCKBAHUA HA H30K NPU NPOBEXIAHE HA NIEYEHWUE C EHTEPANEH ENl LEVODOPA/CARBIDOPA UM APOMORPHINE NPU BOMNHN C
BONECT HA MAPKUHCOH B U3BBLHEO/HUYHATA MOMOLLL - B cuna ot 1 mapt 2016 roguHa





[image: image6.jpg]PUNOXEHUE 16

B. USKNIOYBALLIN KPUTEPUM:

1. HecurypHa auarnosa, MapkuHCOH NIOC CUHAPOMM (MyNTUCUCTEMHA aTpochusi, NPOrpecvBHa CynpaHykneapHa
napesa Wnu fpyrn HespoaereHepaTuBHW 3abonseaHus), BTOpUYEH [1apKMHCOHOB CMHAPOM, NPUYUHEH OT
MeAMKaMEHTH, TOKCUHIN, MH(DEKLIMO3HM areHTy, CbaoBM 3a60NsBaHus, TpaBMa, MO3bYHA Heonnasma u ap.
BpemeHHOCT 1 nakTauus, XeHu B AeTepoaHa Bb3pacT
MauveHTv npeTbpnenu onepaTtBHa MHTEPBEHUMS 3a neveHne Ha [apkuHcoHoBa Gonect (ManuaoToMus,
AbNGoKa MO3bYHA CTUMYNALMA, TPAHCTINAHTALMS Ha CTBOMOBU KNETKW W Ap.)

4. TauMeHTn C pecnupatopHa [enpecusi, [EMEHUWs, NCUXOTMYHM 3abonsBaHMs WM YepHoapoGHa
He/l0CTaTbYHOCT
MaumeHTy ¢ “on” OTrOBOP KbM NEBOAONA, KOTO € KOMNPOMETUPaH OT TeXKa AUCKMHE3Ns UMK ANCTOHUS
CBPBXUYBCTBUTENHOCT KbM ANOMOPGUH UMW MOMOLLHUTE BellecTsa
Hanuuune Ha Apyrv HEBPONOTMYHM W/MNKM COMATUYHW 3aGONSIBAHNS, KOUTO MOTaT Aa NOBMMAAT HA NEYEHUETO Un
A3 MNPUNMHAT AOMBIHUTENEH PUCK: HanuyWe Ha OoTnajaHa HeBpOnoOrMyHa CUMNTOoMaTika, Aavcdarus,
MHOXecCTBeHa ckneposa, Gonect Ha Anuxaimep, KOTHUTMBHU W MCUXMYHW HapyWeHUs (OCTPO NCUXOTMYHO
Pa3cTPoICTBO, GUNONSAPHO acheKTUBHO Pa3CTPOMCTBO W AP.), KIMHUYHO 3HAYNMN XEMATONOMNYHU, EHAOKPUHHM,
pecnupaTopHu, kapauosackynapHu, 6bOpeuHn, 4epHOAPOOHM, racTPOMHTECTUHANHU HapyWeHns wunu
{ Heannasmu, KakTo 1 anoynotpe6a ¢ nekapcTBeHN BELLECTBA UMK ankoxon.

8.  KnuHU4HO 3HaYMMK OTKNOHEHWs B nabopaTopHuTe nokasateny.

9. YcraHoBeHo HecnaspaHe Ha TepanesTU4HaTa cxema oT cTpaHa Ha 6onHus, sa noseve ot 30 AHM.

10. [eua u 1oHoww noa 18 roanHu

N

S ;n

Ta6nuua 16 Onpulxono_rweu MapwpyTt
HAYAJIO HA BABONABAHETO

il
[ATA HA EATA A HE WK NPOMSTHA
MEKAPCTBEH IANOUBAHE | AHEBHA 034 | MPEYCTANOBS | MIPAYMHA 3A IPEYCTAHOBABAHE Wk
AYKT HA NEYEHVE N A
IEYEHVUETO
O‘Trosapn Ha KpuTepuuTe 3a neYeHue ¢ B AHeBHa no3a ...

[

|

7 6
N V3UCKBAHUA HA H3OK NMPW NPOBEXOAHE HA NNEMEHUE C EHTEPANEH MEN LEVODOPA/CARBIDOPA I APOMORPHINE MPU EOJHU C
BONECT HA MAPKUHCOH B U3BBHBONHUYHATA NOMOLL - B cuna ot 1 mapT 2016 roguHa
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I. NEYEBHO-ANATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHW MPOAYKTW, Bkniovenn B Mpunoxexne 1 wa MNIC, kouto H30K 3annawa B CLOTBETCTBME C
AeVCTBaLIUTE HOPMATUBHM.

2. NOKA3AHUSA N HEOBXOAUMMU U3CNEABAHUS - cbrnacHo kpaTkuTe XapakTepucTiki Ha NeKapcTBeHUTe npoayKTy.

MetoabT Ha nevenne ¢ LEVODOPA/CARBIDOPA ce CbCTOM B NnojaBaHe Ha MHTECTUHANEH ren AVPEKTHO B AyoAeHyma C
NoCTOsHHA WH(DY3Us Npe3 nepkyTaHHa eHpockorncka ractpoctoma, TpbbHa cuctemMa M npeHocuma nomna. AGcopbuusita B
NpoKCUManHa TpeTa Ha TLHKOTO YepBO BOAW A0 ONTUMM3MpaHe Ha abcopbuusTa Ha MeaukaMeHTa W OCUrypsiBa NOCTOSIHHO
NNasMeHo HUBO W HenpekbCHaTa AoNamMUHepruiHa CTUMynaums.

VHavenayanHata noaabpxkalla A403upoBka crieasa Aa 6bae onTumMnaMpana 1 obuuaiHo e 2-6 mi/ yac.

Ta6nuua 1

INN BBb3PACTOBU NPEAW 3ANOYBAHE* KOHTPOM**
OrPAHUYEHUA

xemornobuH, xematokput, ASAT, ALAT,
* He ce npunara npu

LEVODOPA/CARBIDOPA iAo S:::\f’::ﬂ:'c:f;i;""“"' §fikona saxdp,
roAVLIHA Bb3pacT

= He ce npunara npu | MKK, ASAT, ALAT, 6Unupy6uH, KpeatuHuH,
APOMORPHINE nuua nog 18 KpbBHa 3axap, NUKOYHa KucenuHa
roAvLLHa Bb3pacT

* onuceam ce e ambynamopHusi nucm Ha GONHUSI U Ce Mpunazam 3aeepeHu KOMUsk Om OpusuHanHume G6naHKu (Mpu Hanuyue Ha
xocnumanu3sayus ¢ dasHocm 9o 1 mecey npedu kaHdudamcmeaHemo ce npunaza 3a6epeHo Konue om enuxkpusa ¢ Homep 13)

** nepuoduyHocmma Ha nocnedsaujusi nabopamopeH KOHMPON ce 0CLUIECMEsea 0 NPeueHKa Ha IeKyealyus Crieyuaucm e Cbomeemcmeue ¢
KNUHUYHUME UHOUKaUUU

Il. OBLUU UUCKBAHUA

1. Bb3pacToBaTta rpaHuua ce U3YuCnsBa B HaBbPLLEHWU rOANHY - T.e. BKIIOYMTENHO KbM JataTta Ha u3aasaHe Ha npoTtokona ot
cneunanuanpaHara KOMUCHS.

2. Mpu HasHauagaHe Ha Tepanus No MPOTOKON 3aAbMKUTENHO Ce CboGpassiBaT Bb3PACTOBUTE OFPAHUYEHWS, CbINAcHO kpaTkaTa
XapakTepucTuka Ha CbOTBETHUS NeKapCTBeH NpoAyKT, yTBbpaeHa no peaa Ha 3JMXM.

3. H30K He 3annalya neyexne U3BbLH ykasaHarta Bb3pacToBa rpaHuLa B kpatkaTa xapakTepucTika Ha npoaykra.

4. H30K He sannawa nevenne ¢ LEVODOPA/CARBIDOPA c no3u Haa 2000 mg/aes u APOMORPHINE c posu van 100
mgl/aen.

5. B cnyyait Ha HacTbnUna MOAO3UPaHa HeXenaHa nekapcTBeHa peakuwsi, nekapsT ysegomsisa WA no peaa Ha un. 184 ot
3JINXM. Konue ot cbobLueHneTo ce npunara kbM MeauuUnuHekaTa aokymenTauus Ha 30J1 npu kaHavaaTcTeaHe 3a neveHue.

6. MPU CNEUMAIIUCTA, cbrn. un. 158 B, 7. 1 ot HP/l 3a meauumHckuTe geitHocTy 2015 r. (o6H. [1B 6p. 6 ot 23.01.2015.),
Ha 301, Ha KOMTO ca M3naBaHM NPOTOKONM MO peAa Ha HACTOSWMTe W3UCKBaHWS, CneaBa [ga ce npunarat BCUYKW
HeobGXoauMM AOKYMEHTW kaTo: ambynaTopHUTE NUCTOBE OT W3BBPLUIEHWUTE Nperneau, BTOPUST eK3eMNNsp OT U3aafeHuTe
NPOTOKONM, KOMWA OT eNUKPU3W, eKCMepTHWU CTaHOBWLA W APYrW AOKYMEHTM, KOMTO Ca OCHOBaHWe 3a W3aasaHe Ha NpOTOKon,
BCUYKM M3NCKBALYW CE M3CreABaHus, Konve OT NpunoxeHue 1 Ha HacTOSWMUTE M3UCKBAHWA NOMBLIHEHO NO CbLOTBETHaTa
TOuKa, NOANUCAHO OT CneuyuanucTa, u3aan npoTokona.

Hacmoswume usuckeaHusi ca paspabomeHu Ha ocHoeaHue 4ni. 56 om HauuowaneH pamkos 002080p 3a MEOULUHCKUME
OedHocmu 3a 2015 2o00una (06H., [B, 6p. 6 om 23.01.2015 2.) u enusam 6 cuna om 1 mapm 2016 2., cbanacHo un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnoeusima u peda 3a 3annawaqe Ha nekapcmeeHu npodykmu no yn. 262, an. 6, m. 1 om
3aKoHa 3a nekapcmeeHume npodykmu & XymaHHama MeOuUuHa, Ha MeOUUUHCKU u30enus u OUemUYHU XpaHu 3a Creyuantu
MeduyuHeKu yenu (06H., [B, 6p. 31 om 2007 2.).

—n 7
% V3NCKBAHUA HA H3OK NPU NPOBEXOAHE HA NIEYEHWE C EHTEPANEH MEN LEVODOPA/CARBIDOPA UMW APOMORPHINE MPW EOMHY C
BONECT HA MAPKUHCOH B U3BBLHBONHUYHATA MOMOLL - B cuna ot 1 Mapt 2016 roguHa
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LAEKNAPALIUA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABLIDKABAHE HA
NEYEHMWETO C NEKAPCTBEHWSA NPOAYKT

Cnea kato ce 3anosHax C Lusnata Mu npeaocTaBeHa WHGOpMauws M LenTa Ha feYeHueTo C neKkapcTBeHus
NpoAyKT....
NocTaBeHUTe OT MeH BNPOCH, Aeknapupam ye:

1. UWe qngsnn npenopbyYaHaTa M1 cxema Ha neyeHne n NepUoANYHOCT Ha KOHTPOSTHUTE nperneau.

2 Pem'no e ce ABABAM Ha KOHTPOMHM MPErnean M HAMa Aa NPOMEHSM CaMOBOMHO WNMW NOA APYro BHyLIEHWe
nasuﬁéoum MV Tepanus.

3. Mpu ﬁﬁaycrauoansaneuua JIEYEHNETO MO NPUYUHK, HENPOU3TUYALLM OT pelueHneTo Ha Komucusta 3a ekcneptuan 8 P3OK
ulun*»é&oumma no un. 78, T.2 ot 330, we ysepoms HesabasHO nuuHus cu nekap u P30K u we BbpHa B P30OK
nomm npqrdxon, O KOITO CbM Mony4yasan/a nekapcTBEeHNsi NPOAYKT.

4. Tpyu HecnassaHe Ha NocoyeHnTe ycnoafﬁ ‘NEYEHNETO MU C yNOMeHaTUsi NeKapcTBeH NPOAYKT Le 6bae NpekpaTeHo
HsIMA Aa umam npeteHuun kem H30K.

W cnej Kato nonyyux usvepnartenHu OoTroBopu Ha

2 8
@ V3UCKBAHUA HA H30K NPU NPOBEXXIAHE HA JIEYEHWE C EHTEPANEH MEN LEVODOPA/CARBIDOPA UMM APOMORPHINE NPU BOMIHN C
BONECT HA NMAPKWHCOH B U3BbLHEONTHUYHATA MOMOLUY - B cuna ot 1 Mapt 2016 roguHa





