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M3UCKBAHUA HA H30K .
NPU N3AABAHE HA NMPOTOKONN 3A NEYEHUE HA BOJIHU B TEPMUHANEH CTAOUM HA
NAPKMHCOHOBA BONECT B U3BbHBEONHUYHATA NMOMOLL

MpoTokonsT ce M3pasa OT cneuuanuaupaHa KOMMCUA B ne4vebHu 3aBeneHUA 3a GonHM4Ha nomoll, cknouunu gorosop ¢ H30K.
CneuunanusmpaHuTe KOMUCUM Ce Cb3aaBaT CbC 3anosea Ha AupekTopa Ha cnepHute J13: MBAJT ,AnekcaHgposcka” — rp. Codus, MBAN ,Llapuua
WoaHHa - UCY” - rp. Cocbua, MBANHN ,Cs.Haym” — rp. Cocusi, MBAN ,HKB” — Mp. Codous, BMA — rp. Cocbusi, MeauLmHcku MHCTUTYT kbM MBP
— rp. Cochus, YNIMBAT ,Ce. Moan Kpnctuten” - rp. Codms, YMBAN ,Cs. Meopru” - rp. Mnosaus, YMBAN ,Cs. UBan Puncku" - rp. Codus, YMBAN
Jeopru CtpaHcku“ — rp. MneseH.

I. PEQl 3A 3ABEPABAHE HA NMPOTOKOIUTE

MpoTokonu 3a 3ano4BaHe Ha nevyeHve
npu eHune 1 u
crewanver,cxmoun § Mesiascip SEVSILURL ISIOEKEELE aiars 1 amnoutien
AOroBOp C H30K / BCUYKKN HEOOXOAUMMU U3 Jil s P P
* PeweHue Ha cneumanuaupaHa KOMMCUSI C siCHA MeaMUMHCKA MOTMBaUus 3a
3aAbnNKUTENHO ce oTbOens3Ba nunca Ha u3KNouBawm
cneuvanuaupaa _| sanousane Ha TepanusTa, 3aj Ly
KoMucUs 1 eiepan
= “[lpoTokon 3a npeanuceaHe Ha nekapcrsa, 3annawaiu or H30OK/P30OK” — o6p. M3-
/ H30K
MocTosiHeH ekcnepTeH o] ® CraHoBMWE C sicHa MeauUMHCKa MOTWBaUMS 3a 3anouBaHe/NpoAb/lKaBaHe Ha
CbBeT no HeBponorusa* TepanusTa KaTo eAUHCTBEHa anTepHaTuBa (ModnucaHo om YneHoeeme Ha cbeema)
Komucusa noun. 78, 1. 2 > 3aBepka B P30K
ot 330 B LIY Ha H30K

MpoTokonu 3a NnpoAbLMKaBaHe Ha NEYEHNETO

* MeauuvHcka AOKyMeHTaLusl, NOTBbpXAaBalia KpUTepuute no npunoxeHue 1 u
BCUYKM HeOo6XoAUMM n3cneaBaHus, CbobpasHO NpUnoxexHue 2

cneuvanuanpana .| " PeweHue Ha cneuuanusMpaHa KOMUCUSI C SICHA MeAMUMHCKA MOTUBauMs 3a
KoMucus npoab/kaBaHe Ha TepanusaTa, 3aAbIMKMTENHO ce OTGens3Ba nunca Ha W3KNYBaLm
KpUTepum
/ * “[lpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawavu ot H30K/P30K” — o6p. M3-
H30K

Komucusa noun. 78, 1. 2
ot 330 B LIY Ha H30K

*MocTosHeH ekcnepTeH CbBET MO HEBPONOrMA ce CHOPMMpa W NPeACEAaTENCTBa OT NPeACeAaTens Ha APYXEeCTBOTO MO HEBPONOMR, KAaTo yJacTBaT olwe ABaMa oT
npeaceparenuTe Ha CNeLMan3upaHn KOMUCUM, NOCONEHU B WI3uCKBaHUATA.

3aBepka B P30K

ll. OBLLX NONOXEHUA

1. E-npotokon ce m3pasa OT wieHOBe Ha crieuMann3vpaHn KOMMCUM B NneveGHU 3aBefeHUs, Oka3Baly GonHnYHa MeauMUMHCKa noMoly
(N3BM) Ha ocHoBaHue ,PelueHne Ha crneuuanuaupaHa komucus no AMp Ne 38 .OnpeaensHe Ha NnaH Ha neyeHue M npocneasBaHe Ha
TepanesTU4HNA OTrOBOP NpY NauueHTW, NonyyYasalln CKLNOCTPYBaUW NeKapcTBEHW NPOAYKTM NO peAa Ha un. 78, T. 2 330“ B cLOTBETCTBUE C
HacToAwuTe Usncksanus Ha H3OK, kaTo NupBUAT 1 BCeku CneaBaLy NPOTOKON Ce U34aBaT 3a Nepuoa A0 180 AHu.

2. 3apaBHOOCUTYPEHOTO NULE YAOCTOBepsiBa C NoAnMca ci B ,PeLleHne Ha cneuuanusupara komucua“ no Alp Ne 38: cnegHoTo: ,XKenas aa
My 6bAe 0a06peHo neyenme C nekapcTBEHNA NPOAYKT, KaTo Aekapupam, Ye CbM YBEOMEH 3a AEHCTBUETO Ha HasHauYeHaTa nekapcTBeHa Tepanus
W AaBaM WHCHOPMMPAHO Cbrnacue cbliata Aa Mu Gbae npunaraHa‘; ,CurnaceH/a CbM 3a M3NON3BAHE HAa NUMHWTE MU AaHHW 33 uenute Ha
ekcneptusata’; ,XKenas aa 6bAa yseaomeH/a 3a pesynrata ot ekcnepTtusara ot P3OK no eauH OT cneaHuTe HauuHu: no e-mail, TenedoH unu Ha
macTo B P3OK*, ,PaspeluaBam 40CTBN 40 €NEKTPOHHOTO MW 34PaBHO AOCHE”.,

3. Mpeau crapTupaHe Ha npoueca no u3aasaHe Ha E-npotokon Ha 30J1, cneLuanuaupaHaTa KOMUCHS cnep nNony4vyeHo paspelueHne 3a 40CTbN OT
3011 po enekTPOHHOTO My 3APaBHO AOCMe, MPaBu CnpaBka NO E€NEeKTPOHEH NBT 33 W3AaAeHU NPEeAXOAHN NPOTOKONM, NO CbLMA NPOUN Ha
3abonssaHe. lMpouectT no u3pasaHe Ha E-npotokon ce peanusaupa B MeAWLIMHCKY copryep. B HacToswmuTe M3MCKBaHMA Ca NOCOYEHU
Heo6xoauMuTe AOKYMEHTHU 3a u3nasaHe Ha E-npotokon Ha 30J1.

4. Kbm Bceku E-npotokon, c KOWTO € Ha3HayeHa nekapcTeeHa Tepanus, Ce npunarat HeoBXOoAuMMTe AOKYMEHTH (ambynaTopHuTe nucrose,
€NUKpU3N, u3cneaBaHns u Ap.), CNea KOETO AOKYMEHTUTE Ce W3npalaT no eneKkTPpOHeH NbT KbM WHOPMauMoHHaTa cuctema Ha H3OK.
HokymeHTuTe, kouTo chblyectsysar B H3UC/MHbopmaumonHaTa cuctema Ha H3OK, ce Aeknapupat 8 E-npotokona ¢ TexHUTe yHUKanHu Homepa
(HPH).

WndopmauusTa, oTHocMMa KbM M3jaBaHe Ha E-NpoTokona, KOATO € B JOKYMEHT, KOWTO HAMa eneKkTpoHeH ¢hopMmarT, ce nonbnea B PelueHneTo Ha
cneunanusnpaHa koMucus - OCHoBaHWe 3a uspaeate Ha E-npoTtokona, unu AokyMeHTa ce npunara KkaTo CKaHupaHo Konue.

5. MNpu u3pasaHe Ha E-npoTokon no peAa Ha ekcnepTusarta no un.78, T.2 ot 330, oTnaga Heo6xoaAUMOCTTa Aa ce NPeAoCTaBAT U CbXPaHABAT
npunoxetune Ne 1 u npunoxenune Ne 3 ot HacToswwmTe ,WU3ncksaHusTa Ha H3OK, npu cnegHuTe ycnoswms:

- 3a npunoxeHne Ne 1 - npu HanUuMeTO Ha TEKCT B CLOTBETHUS YekGOKC B ,PeleHne Ha cneunanusmpaHa komucus* no Alp Ne 38:
JINNCBAaT N3KNIOYBaLLM KPUTEPUM 32 3anOYBaHe/NPOABLIKaBaHe Ha nedexue ¢ JIM*

- 32 npunoxeHue Ne 3 - Npu HanNMuMeTO Ha TeKCT B ,PelieHne Ha cneunanuaupaHa KOMUCUS® no Alp Ne 38: Kenas aa mu 6bae opobpeHo
Nedenne C nekapCTBeHUs NPOAYKT, KaTo AeKnapupaMm, Ye CbM YBEAOMEH 3a AeiCTBUETO Ha Ha3HayeHaTa nexkapcTBeHa Tepanus M Aasam
MH(POPMUPaHO cbrnacue cbljata Aa Mu 6bae npunaraHa®,

WU3NCKBAHUA HA H3OK MPU NEYEHMWE HA BONECT HA MAPKMHCOH B TEPMUHANEH CTAOUN B U3BBLHEONMHUYHATA nomouy



NPUNOXEHUE 1
NNCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NNEYEHUE HA BOJIHA B TEPMUHAJNEH CTAOUM HA
NAPKMHCOHOBA BONECT B USBBBbHBEONMHUYHATA NOMOLL

A. KPUTEPUM 3A 3ANOYBAHE HA NNIEYEHUETO - noabop Ha noaxoaswmTe 3a neyeHue 60nHu (3agbnxutenHo e
HaNM4MeTo Ha BCUYKU KPUTEpuHM)

1 KnuHuyHo curypHa puarHosa “UpuonatuyHa, kbeHa, MapkuHcoHoBa 6onect” — cbob6pa3Ho KputepuuTe B
"HaunoHaneH koHCeHcyc 3a guarHosa u nevenve Ha N6" !

2 | Hanuuue Ha TeXKa ABMraTeniHa cCUMNTOMaTHKa -2

3 | Jlunca Ha edekT OT NeyeHUeTo C nepopanHu cpeacTsa, NpunaraHn 3a A4oCTaTb4HO AbMbLI NEPUOA U B ONTUMU3UPaHa
KoM6uHaums 3

4 | Hanuuue Ha sicHo pasrpaHuuumm off u on cbasu (aBuUratenHu cdnykTyauun) !-2

5 | NpoavmxuTenHocT Ha off-neproanTe He NO-Manko oT 2 Yaca AHEBHO U AUCKMHE3NN 1 Yac AHEBHO 2

6 MoenuaBaHe Ha cumnTomMuTe oT Jflesogona 3

7 | Cnoco6HocT Ha 6onHus Aa cneppa TepaneBTUYHUTE UHCTPYKLK 5

8 | Jlunca Ha npuapyxaBawy comaTudHKW 3a0onsBaHMsi, KOMTO MoraT fAa NOBAWAT fMEYEeHWeTo WNM Aa AoHecat
AOMbHUTENEH pUCK Npy NpoBexaaHeTo my ' 2

9 | Nunca Ha u3kNIOYBaLLM KPUTEPUM NO Touka B ' 2

'peweHue Ha cneuuanuMpata komucus no Alp Ne 38 u ekcnepTHO CTaHOBULLE OT NOCTOSHEH eKCNepTeH CLBET N0 HEBPONOrUS

2 MeAMLMHCKA AOKYMEHTALWA, NOTBbPXKAABaLLa KPUTEPUUTE NO NPUMOXeHNe 1 M BCUUKM HEOBXOANMM U3CNEeABaHMNSA, CboGPa3sHO NPUNOXeHKue 2
®noapo6Ha kapTa 3a chapmakonoruyeH MapLpyT no obpasey (npunoxenue 4)

“ enukpu3a oT CTaUMOHAPHO NeyeHne 3a NPOBEAEHO NEYEHNE C EHTEPANEH fen U NOCTUFaHe Ha ONTUManeH ehekT U YTOYHeHa NoaAbPXALLA 4033
(c paBHOCT A0 1 Mecel Npeaw kaHAWAATCTBAHETO), NPUAPYXEHA OT KOHCYNTaTUBHA OLEHKA OT racTPOEHTEPONOr 3a NUNCA Ha NPOTUBONOKA3aBHUA
3a nocTaBsiHe Ha NOCTOSIHHA raCTPOMHTECTUHANHA COHAA — CaMO 3a NALMEHTH, KaHAWAATCTBALLM 32 3aNoYBaHe Ha NeYeHne C eHTepaneH ren.
® peknapauus 3a MHOPMMPAHO Cbrnacue C TepaneBTUYHUS METOA, NOANUCAHA OT GONHUA — AEeKNApauNsATa ce W3roTBs OT cneuvanusmpaxara
KOMUCUA CbrNacHo pasnopeabute Ha un. 87 v un. 88 ot 3akoHa 3a 34paBETO — CamMO 3a NAUMEHTH, KaHAMAATCTBALUM 33 3aNoYBaHe Ha NeYeHHue

(npunoxeHue 5)

MpoTokon®sT ce M3naBa CbLC CPOK Ha BanuAHOCT A0 180 AHK, Cnea OCHLUIECTBABAHETO Ha NEepPKyTaHHaTa eHAOCKONCKa
ractpoctomus. H30K He 3annawa nekapcTBeHWs NPOAYKT MO Bpeme Ha CTaLUMOHapHUA NPecTOM 33 OCHLLIECTBABaHE Ha
XUpypruiHa uHTepBeHuus. MbpBoHayanHuTe 3asBUTENHWUTE AOKYMEHTU 3a 3ano4BaHe Ha NeYeHWe ce BHACAT npeam
npunoxeHue Ha eHtepaneH ren. Cnea opo6psBaHe Ha nedyeHueto ot Komucusita Ha H3OK u ycraHoBsBaHe Ha
noenusiBaHe Ha CUMNTOMUTE Ype3 BpeMeHHa HazoAyoaeHanHa CoOHAA AONBLHUTENHaTa MeAULMHCKA AOKYMEeHTaLusi no
TOuka 8 ce ckaHMpa M NpuKauBa NPU NbPBO NPOAL/MKABAHE Ha NEYEHWETO - CaMO 3a NaLMEeHTH, KaHAUAATCTBAWM 3a
3anouyBaHe Ha nievYeHue C eHTepaneH ren.

B. KPUTEPUN 3A NPOABIMKABAHE HA NEYEHUETO (3aABbNKUTENHO € HAIMYNETO Ha BCUYKN KpUTepuK)

MoBnusBaHe Ha OCHOBHaTa AsuratenHa cumntomaruka !

MocTaBeHa NOCTOAHHA COHAA YPE3 NEPKyTaHHA EHAOCKONCKA racTPOCTOMUSA™ 2

Jlunca Ha npomeHu B cnepexuTe nokasartenu - 2

HokasaHa cnocoBHocT Ha 6onHusA Aa cnegsa UHCTPyKUMUTe 3a ynoTtpeba 3

A B W N -

JNunca Ha nskniouBawm KputTepum no Touka B ' 2

'peweHue Ha cneymanusmpaHa komucus no Alp Ne 38

2 MeanUMHCKa AOKYMEHTALMA, NOTBLPXAABALLA KPUTEPUUTE NO NPUIOKEHHe 1 U BCuuki HeoOXoANMU n3cneaBaHnsA, CbobpasHoO NpunoxeHue 2
Zenukpnsa ¢ NeW3 c onucaH onepaTMBeH NPOTOKON - CaMO 33 MAUMEHTW, KAHAWAATCTBAWM 33 NbLPBO NPOALKABaHe Ha NEYeHWeTo ¢
eHTepaneH ren

3 konve oT Aeknapauus 3a MHGOPMHMPAHO CLITIACME C TepaneBTUYHWA MeToa, nognucaHa ot 6onHuA — geknapauvsta ce W3roTea OT

cneuvanusmpaHaTa KOMUCUA CbrnacHo pasnopeabure Ha un. 87 u un. 88 or 3akoHa 3a 3apaBeTo — camo 3a nauueHTM, KaHauapaTcTeawm 3a
NBPBO NpoAbINKaBaHe Ha NNeYeHUeTo C eHTepaneH ren

*OTHacA ce CaMo 3a NaLUMeHTHUTe, KaHAMAaTCTBaWM 32 NbPBO NPoALIKaBaHe Ha NEYEeHNETO C eHTepaneH ren

N3NCKBAHUA HA H3OK NPU NEYEHUE HA BONECT HA MAPKUHCOH B TEPMUHANEH CTAOUM B U3BBHEONHUYHATA nomoLy




NPUNOXEHUE 1

B. USKINIOYBALUU KPUTEPUMN:

HecurypHa guarHosa, MapkuMHCOH NNoC CMHAPOMU (MyNTUCUCTEMHA aTpodus, NPorpecMBHa CynpaHykneapHa napesa
WNnu ApyrM HespojereHepaTuBHM 3abonsBaHus), BTOpuuyeH [MapKMHCOHOB CMHAPOM, NPUYMHEH OT MEAUKAMEHTH,
TOKCUHU, UHGEKLUMO3HM areHTH, CbA0BM 3a6onsBaHus, TpaBMa, MO3bYHA Heonnasma u ap.

BpemeHHOCT, nakTauus 1 XeHn B AeTepoaHa Bb3pacT, KOUTO He cnassaT CTPOr PeXUM Ha KOHTpauenuus.

MauveHTn npeTbpnenu onepaTMBHa MHTEPBEHUMS 3a nevyeHue Ha lapkuHcoHoBa Gonect (nanugoTtomus, Abnboka
MO3bYHa CTUMyNauus, TpaHCNNaHTaUWUsA Ha CTBOSIOBM KNETKU U Ap.).

[lauveHT Ha neyeHne c MeAVMKaMEHTU NOBNUSABALUM YepHOAPOOHUA meTabonusbm — GapuTypaTti, kapbamasenuH,
¢denunbyTtasoH, ceHuTonH, pudamnuumH, usokcukapbokcasua, deHensuH cyndart, tranylcypromine sulphate,
TPULMKNUYHKN aHTuaenpecanTi, MAO-unxubutopu, SSRI v ap.

CBpbXx4yyBCTBUTENHOCT KbM levodopa, carbidopa, entacapone.

KoHTpanHauKauMn 3a NPUNOXEHMETO Ha neBoAona KaTto TACHObLMbNHA [naykoma, XunepTupeouausbM,
theoxpomounToM, cuHapom Ha Cushing, ManurHeH MenaHom.

Hanuuue Ha apyrn HEBPONOrMYHM U/MNKU COMaTMYHU 3a60NsABaHUSA, KOUTO MOraT Aa NOBNUAST Ha NEYEeHNeTo unu aa
APUYUHAT AONBLIHUTENEH PUCK: HanuuMe Ha OTnaAHa HeBPONOrMYHa cuMNTOMaTMKa, Aucdarus, MHOXECTBeHa
cknepo3a, 6onect Ha AnuxaiMep, KOTHUTUBHW W NCUXWUYHU HapyLeHUst (OCTPO NCUMXOTUMHO pPa3CTPOWCTBO,
6unonspHo adeKTUBHO Pa3CTPOWCTBO M ApP.), KMMHAYHO 3HAYMMU XEMATOMOrMYHW, €HAOKPUHHW, PecnupaTopHM,
KapavosackynapHu, 6b6peuHn, u4epHOAPOOHW, racTPOMHTECTUHANHW HapyLWEHUs WM Heannasmu, Kakto U
3noynoTtpeba c NeEkapcTBEHN BELLECTBA UMK ankoxon.

KnuHWYHO 3HaYMMK OTKNOHEHUN B nabopaTopHUTe nokasaTtenu.

Hanuune wa KOHTpaMHAWKaLUMM 3a NOCTaBSHE HAa racCTPOWHTECTUHaNHA COHAA - MAaTOMOTMYHU M3MEHEHUs Ha
CTOMallHaTa CTeHa, cpacTBaHWUs, HapyLWEeHUa C XeMoKkoarynauvoHHUTe nokasartenu, NEpUTOHUT, OCTbP NaHKpeaTwT,
napanuTuyeH uneyc unu cybuneyc — camo 3a neuyeHue C eHTeparneH ren.

.. YcTaHOBEHO Hecna3sBaHe Ha TepaneBTUYHaTa cxema OT CTpaHa Ha 6onHusa, 3a noseye ot 30 AHK.
. Heua v 10HOWM Ha Bb3pacT noa 18 roauHu.

WU3NCKBAHUA HA H30K NPU NEYEHWE HA BONECT HA NAPKUHCOH B TEPMUHANEH CTAOWUA B U3BbHEONHUYHATA nomMoty



NPUNOXEHUE 2
. NEYEBHO-AUWATHOCTUYEH ANMTOPUTHM

1. NNEKAPCTBEHW MNMPOAYKTHU, Bkniouenn B MNMpunoxenue 1 Ha MIIC, kouto H3OK 3annawa B cboTBeTCTBUE C
AeNCTBalUTEe HOPMATUBHU AOKYMEHTH.

Ta6bnuua 1

INN MKE OrPAHUYEHUA
LEVODOPA/CARBIDOPA* G20 =  nuuya Hag 18 roauHu
APOMORPHINE G20 *  nuua Hapg 18 roauHu
LEVODOPA/CARBIDOPA/ENTACAPONE* G20 *  nuua Hag 18 roavHu
FOSLEVODOPA/FOSCARBIDOPA** G20 *  nuua Hapg 18 roanHn

*MeToabT Ha neyewve ¢ LEVODOPA/CARBIDOPA n LEVODOPA/CARBIDOPA/ENTACAPONE ce cbCcToM B nogaBaHe Ha
VHTECTUHaNEeH ren AMPEeKTHO B AyoAeHyMa C NOCTOAHHA MHAY3WUA Npe3 NepKyTaHHA eHAOCKONCKa racTpocToMa, TpbbHa cuctema u
npeHocuma nomna. A6copbuusita B npokcUManHa Tpeta Ha TbHKOTO YEpBO BOAW A0 ONTMMM3UpaHe Ha abcopbuusita Ha
MeanKaMeHTa U ocurypsisa NOCTOAHHO NNA3MEHO HMBO M HENpeKbCcHaTa AoNaMUHEPrMYHa CTUMYnaums.

MHaveuayanHata noaabpxalla 4o3vMpoBka cneasa aa 6bae onTummanpaHa n obudaiiHo e 2-6 mi/ yac.

**MeToawT Ha neyewne ¢ FOSLEVODOPA/FOSCARBIDOPA ce cbCToM B HENPEKbCHATO NnoaaBaHe Ha NekapcTBEHO BELLECTBO
NOAKOXHO C MHGy3noHHa cuctema. CkopocTTa Ha UH(Yy3uaTa Ha yac cneaea aa 6bae 6asmpaHa Ha npuema LE oT nauveHTta no
BpeMe Ha obuyaeH 16-4acoB byaeH nepuoa.

2. NPOCNEAABAHE

Tabnuua 2
MU3CINEABAHUA n KOHCYNTALUK* n3XoaHu HA 6 MECELUA*™ | HA 12
MECELIA*™

MKK ¢ AKK v v v
KpbBHa 3axap v v %
ASAT v v v
ALAT v v v
Ypes v v v
KpeaTtuHun v v v
MukouHa kucenuna v v 7
Bunnpy6uH v v v

*

W3cnenBsanusTa cnenBsa Aa ca ¢ AaBHOCT A0 1 mecel, npeaun KaHAUAATCTBAHETO
nepuoauYHOCTTa Ha nocneasawuns na60pa'ropeH KOHTPON Cé oCbLyecTBABa NO NpeueHKka Ha neKysawus cneunanuct B CLOTBETCTBME C
KNUHUYHUTE nHAUKaUun

ok

Il. OB UBNCKBAHUA

1. Bb3pacToBaTa rpaHuLa Ce WM3UYACNSBA B HABBLPLUEHU FOANHU - T.e. BKIIOYMTENHO KbM AaTaTa Ha w3gasaHe Ha npotokona ot
cneuuanuampaHaTa KOMUCUS.

2. Mpu Ha3Ha4aBaHe Ha Tepanka MO NPOTOKON 3aABMKUTENHO Ce CbOBpasABaT BL3PACTOBUTE OrPAHUYEHUS), CINACHO KpaTkaTa xapakTepucruka
Ha CbOTBETHUA NEKapCTBEH NPOAYKT, YTBbPAEHA No peaa Ha 3JMXM.

3. H30K He 3annawa neueHue U3BLH ykasaHaTa Bb3pacToBa rpaHNLIa B KpaTkaTa XapakTepucTuka Ha npoAaykTa.

4. H3OK He 3annawa neyexvne c 4031 Haji MaKCUMAnNHO Pa3peLUeHNTe No KpaTka XapakTepucTuka Ha npoaykra.

5. B cnyyain Ha HacTbnuna nojosupaHa HeXenaHa NekapcTeeHa peakuus, nekapsT yeegomssa MAN no peaa Ha un. 184 ot 3JINXM. Konue ot
cbobLyeHneTo ce npunara/onucea KbM/B MEAULNHCKATa AoKyMeHTauus Ha 301 npu kaHAWAaTCTBaHe 3a NeyeHue.

6. Bceku e-npoTokon ce M3naBa Bb3 OCHOBA Ha U3AAAEH MEANLMHCKN AOKYMEHT: cneuuanuaupasa komucus B JI36M Ha ocHoBaHMe Alp Ne 38
,OnpeaensHe Ha nnaH Ha neueHWe W NPOCNEASBAHE HAa TEPaNEBTUYHWA OTFOBOP NPU NALMEHTH, nony4yaBsaly CKbNOCTPYBaLUN fEKapCTBEHU
NpOAYKTW No peaa Ha un. 78, 1. 2 330",

Eksemnnsp Ha xaptueH Hocuten ot Alp Ne 38 ,OnpeaensHe Ha nnaH Ha NeueHue W NPOCNeasBaHe Ha TepanesTU4YHUA OTTOBOP NPYW NauUUeHTH,
nony4asally CKbNOCTPYBaLUW NEKapCTBEHN NPOAYKTU NO peAa Ha un. 78, T. 2 330, KOWTO e OCHOBaHWe 3a W3gaBaHe Ha NPOTOKOS, NOANUCAH OT
cneunanusupana komucus u 30J1, ce BOAN No pea, onpeaeneH oT neueGHOTO 3aBeAEHNE U Ce CbXPaHABa B KaBUHETa Ha KOMUCHATA.

7. Mpun n3pasane Ha E-npoTokon no peaa Ha ekcnepTtusata no un.78, T.2 ot 330, oTnaga HeOBXOAUMOCTTa Aa Cce NPeAoCTaBAT U CbXpaHABaT
npunoxexue Ne1 n npunoxenue Ne3 ot HacTosiwuTe ,U3ncksanus Ha H30K .

8. UspaBaHeTo Ha E-npoTokon ce oCbLUeCTBABA B CLOTBETCTBUE ChC CLBMECTHY ,YKa3aHus 3a paboTa ¢ nogaseH no €NeKTPOHEH MbT NPOTOKON
IA/IB/IC (e-npoTokon)*, Mexay HauuoHanHaTa 3apaBHOOCMIypUTENHA Kaca Bbnrapcku nekapcku Cblo3 3a npunaraHe Ha HauwoHanHus pamkos
AOroBOp 3a MEAULMHCKUTE AENHOCTH.

Hacmoswume usuckearus ca ymebpdeHu om ynpasumens Ha H30K cned Pewerue Ne PL-HC-04-00-3/20.01.2026 2. Ha HadsopHus cbeem Ha
H3OK u npedeapumenHo cbanacysaHe c BJIC, Ha ocHoeaHue 4n.51, an.10 eve ep. ¢ an.8 om lNpasunHuka 3a ycmpoiicmeomo u deliHocmma Ha
Hayuonannama 3dpaeHoocueypumenHa kaca. M3uckeanusma enuzam e cusia om damama Ha o0bHapodsaHemo um 8 ,[JbpxaeeH eeCMHUK" u
ommeHsm delicmeawjume u3uckeaHus, 6 cunna om 05.07.2024 2. Ha ocHosaHue pewerue Ne PL-HC-04-70/12.06.2024z.

W3NCKBAHUA HA H30K NPU NEYEHWE HA BONECT HA NAPKUHCOH B TEPMUHANEH CTAQUN B U3BBHEONHUYHATA nomMoLy




NPUNOXEHWE 3

AEKNAPALUUA 3A UHOOPMUPAHO CBHIMITACUE C UBSBUCKBAHUATA 3A 3ANOYBAHE/ NPOABINKABAHE HA
NEYEHUETO C NEKAPCTBEHWUA NPOAYKT

cnej kato Ce 3anosHax C uUanata MW npeaocTaBeHa WHAOPMAUMA W UenTa Ha NEYEHWETO C  nekapcTBeHus
MPOAYKT..... B i W criej KaTto nonyyvx usvepnatenHu OTroBOpU Ha
nocTaBeHUTe OT MEH BLNPOCH, AeKNapupaM Ye:
1. Llle cnassam npenopb4aHaTa MM CXeMa Ha NleYeHne U NepUoAUYHOCT Ha KOHTPOMHUTE nperneau.
2. PepoBHO Wie Ce sBABaM Ha KOHTPONHU Npernean M HAMa fAa NPOMEHSIM CaMOBOMHO WM NOA APYro BHyLUEHWe
Ha3HauyeHata Mu Tepanus.
3. [pu npeycraHoBsiBaHe Ha NEYEHUETO NO MPUYUHKM, HENPOU3TUYALLM OT pelueHneTo Ha KomucusTa 3a ekcneptuan B P3OK
u/vnmn Komucusata no un. 78, 1.2 ot 330, wie yBeaoms He3abaBHO NUYHUA CU nexap.
4. [llpu HecnasBaHe Ha NMOCOYEHWUTE YCNOBUA NEYEHUETO MU C YNOMEHATUSI NEKApPCTBEH NPOAYKT e 6bae npekpaTeHo U
HAAMa Aa umam npeteHuun kbm H3O0K.

V3NCKBAHUA HA H3OK MNPU NEYEHUE HA BONECT HA NAPKUHCOH B TEPMUHANEH CTAOWUI B M3BbHEONHUYHATA nomMmouy



NPUNOXEHWE 4

®apMakonorvyeH MaplIpyT Ha NaLUeHT B TepMUHaneH ctaauit Ha MapkuHcoHoBa 6onect

MMe: .. o s EBRH: ... 0
Hauano Ha 3a00IABAHETO: ....eeeeeeeueeereeeeeeeeereeeesseneeaas T.
DATA HA AATA HA
NEKAPCTBEH 3AMOYBAHE | QHEBHA no3A | MPEYCTAHOBS | MPUYMHA 3A MPEYCTAHOBSIBAHE UM NPOMSIHA
NPOAYKT HA AEYEHME BAHE HA HA I03ATA
NEYEHUETO
OTroBapsi Ha KPUTEPHUHTE 38 JICUCHHE C «..veveeerereeeeeoeeeeeeeeseeee B JTHEBHA JIO3A .....cocveiiiiviiinniniininn,

/aKo € NpHIoKUMO/

.....................................................

M3UCKBAHMNA HA H3OK MPU NEYEHWE HA BONECT HA MAPKUHCOH B TEPMUHANEH CTAOU B U3BBLHEONHUYHATA nomoly



NPUNOXEHUE 5

AEKNAPALUUA 3A UHOOPMUPAHO CBITMACUE 3A METOAUTE 3A NNEYEHUE HA BOJTHU B TEPMUHATEH
CTAOWU HA NAPKMHCOHOBA BONECT

A3. .. e

C nognuca Cu geknapupam, 4e nonyyumx HeobxogumaTa mu MH(pOpMaLWIR 3a BCUYKU AOCTBMHU KbM MOMEHTa
MeToAu 3a nevYeHune Ha nauneHTu B TepMuHaneH ctaguu Ha napKMHCOHOBa Gonecrt, B TOBa 41CNo:

e YCTPOWCTBO acuctupaHa uHdysus Ha LEVODOPA/CARBIDOPA wuHTecTuHaneH ren npes
nepkyTaHHa eHA0CKONCKa racTpocToMa

e yCTpOMCTBO acuctupaHa nHdpysus Ha LEVODOPA/CARBIDOPA/ENTACAPONE HTecTuHaneH ren
npes nepkyTaHHa eHAOCKONCKa racTpocTtoMa

e YCTPOWCTBO acucTupaHa nogkoxHa uHdpysus Ha APOMORPHINE

e HenpekbcHara, YCTPOWCTBO acuctupaHa NoAKOXHa nHy3uns Ha
FOSLEVODOPA/FOSCARBIDOPA

Abnboka mo3byHa ctumynauus /AMC/

Heknapupam, ue nony4nx Bb3MOXHOCT Aa obcbas C nekaps ¥ Aa ce OCBeAOMS 3a CbLHOCTTa, LenuTe,
puckosete wu Hey.uoﬁm'aaTa Ha ne4vyeHneTo C BCekM eauH OT ropeonucaHun MeToau, KaTto nonyyux
yAOBONETBOPUTENHN OTrOBOPU Ha BCUYKK 3a4aAeHn OT MeH BbNpoCcH.

lata: ....................... Moanuc Ha nauyuenTa:

MMe w© nognuc Ha  3aKOHeH npeacrasuten  Ha nNaudueHTa B 2 cCnyvyauTte Ha  HanoXeHo

MotebpxaaBamM, Ye OBACHUX HA ropecnoMeHaTWs NauWeHT /HEroBus NPeACTaBuTEN CbLIHOCTTA, LenuTe,
PUCKOBETE U BBL3MOXHOCTUTE Ha METOAWUTE 3a neueHue. [leknapupam, ye ropecrioMeHaTUST nauueHT gaae
TOBa Cbfflacke OCb3HATO M AO0OPOBOMHO, pasbupaiiku npegocTaBeHaTa WHGOPMauus, 6e3 HaTUcK unu
kakeaTo U Aa e opma Ha npuHyAa. YAOCTOBEpSiIBaM TOBa C NoAnuca cu.

Wme v noanuc Ha nekaps, nony4nn uHPOPMUPaHOTO Chrnacue:

Hara: ..........5
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N3NUCKBAHUA HA H3OK NPU NEYEHUE HA BONIECT HA NAPKUHCOH B TEPMUHANEH CTAUM B U3BbHEONHUYHATA MOMOLL



