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MPU U30ABAHE HA NMPOTOKOSW 3A NNEYEHWUE C EHTEPAJIEH MEN1 LEVODOPA/CARBIDOPA UNAU
APOMORPHINE MPY BEOJIHU C BONECT HA NMAPKUHCOH B U3BBHEONMHUYHATA NMOMOLL

MpoTOKONBT Ce U3[aBa OT CneLManu3upaHa KOMUCHUs B neueGHU 3aBeAeHMs 3a GONHNYHA NOMOL, CKITIOYUITU
norosop ¢ H30K. CneuuanusmpaHuTe KOMUCUM Ce Cb3AaBar CbC 3anoBed Ha AvpekTopa Ha N3 - Yb B Codhusa
(MBAT ,Anekcangposcka’, MBAI ,Llapuua MoaHHa - UICYJ1”, MBATTHI “Cs.Haym”, MBAI ,,HKB”, BMA, MeguumvHckn
MHCTUTYT KbM MBP).

. PEQ 3A 3ABEPABAHE HA MPOTOKOJIUTE

[poTokonu 3a 3anoYBaHe Ha neveHne

cneuuanucT, Ckiouun = ETanHa enuKpu3a C NpUoXeHu BCUYKM HEOBXOAMMM nokasaTenu u u3cneasaqus no
porosop ¢ H30K npuroxexue 2

CbOTBETHUTE TOUKM C MPUMOXKEHU BCUUKM HEOBXOANMM [OKYMEHTU

= EKCNepTHO CTAHOBMILE C SICHA MeANLIMHCKa MOTMBaLMA 3a 3ano4YBaHe Ha TepanusiTa
= “[IpOTOKON 3a NpeanucBaHe Ha nekapcTea, 3annatann ot H3OK/P30K” — o6p. M3-
cneuvanuavpaxa H3O0K (nodnucaq om uneHoeeme Ha Komucusima)

Kommcus

/ = [onbAHEHO U NoAnMcaHo npunoxenue 1 — NUCT 3a OnNpeaensHe Ha KpuTepuuTe no

= EKCMEPTEH CBbBET (cBukBa ce OT npeaceaatens Ha creuvanuaupaHara komucus,
KOSITO npepanara neYyeHneTo U Bko4ea NoHe ABamMa OT OocCTaHanuTe npeacegarenu Ha
cneuvanuaupaHn Komucuu)

= CTaHOBMLE C ACHA MeAMUMHCKa MOTVBALMsi 3a 3anoyBaHe Ha Tepanusita kato
eaVHCTBEHa anTepHaTuBa (odnucaHo om YyneHoeeme Ha cbeema)

Komucus no un. 78, 1. 2 3aBepka B P30K
ot 330 B LY Ha H30K

[MpoTokonu 3a npoAbLMKaBaHe Ha NeYeHneTo

cneyuanusupaHda = [onbAHEHO 1 NOANUCAHO MpPUIoXeHue 1 — NUCT 3a onpeaensHe Ha KpuTepuuTe no
KOMUcus P CbOTBETHUTE TOYKM C NPUMOXKEHU BCUYKN HeOﬁXO,CWIMI/I AOKYMEHTU
L EKCI'IepTHO CTaHOBMLLE C OnucaHue Ha NoBMUSIBAHETO OT JieYeHUeTo n mMoTMBauus

3a npoAbimkaBaHe Ha TepanuaTa
= “MpoToKoN 3a NPeAnvcBaHe Ha nekapcTsa, 3annataxn ot H3OK/P30K” — o6p. M3-
H30K (nodnucaH om yneHoseme Ha KOMUcUsima)

Komucus no un. 78, 1. 2
ot 330 B LIY Ha H30K

3asepka B P30K

1. OBLUW MOJNTOXKEHUA

1. 3011 nopasa noaroTeeHuTe AokymeHTH B P30K, Ha TepuTopusiTa HAa KOSITO @ Hanpasuno u36op Ha OMIl. JokymeHTUTE
BKIIOYBAT:

1.1 3asBnenue ao Oupektopa Ha P3OK.

1.2 MonbnHEeHo 1 noanucaHo npunoxenue 1. Monbnea ce Mo CbLOTBETHATA TOYKA W Ce npunara oTpaseHara B undpoB UHAEKC
MeaMLmMHCKa AOKyMEHTaLWS, YAOCTOBEpsiBalla BCEKV AVH OT KpuTepumTe.

1.3 MbnHusaT Habop uacneaBaHus (HMaNKaNHU, UHCTPYMEHTANHU U nabopaTopHu), OTPa3eH B NpUoXeHue 2.

1.4 “MpoTokon 3a NpeAnUcBaHe Ha fiekapcTBea, 3annawaxm ot H30K/P30K” — 06p. M3-H30K

1.5 B cryvauTe Ha NpoabikaBaHe Ha NEYEHWETO Ce MPeAcTaBs M OPUrMHAN OT MPeAXOAHWsi MPOTOKOM, C OTPA3eHN
Ha3Ha4Y€eHUs Mo Hero.

1.6 leknapauus 3a uHGOpMMpaHo ckrnacue no obpasel (npunoxetue 3).

1.7 Konue ot geknapauusi 3a UH(HOPMMPaHO Cbrracue ¢ TepanesTUYHUA MeToA, noanucaHa or GonHus

2. P30K npuema AoKyMeHTHUTE Mo Touka 1 crep cnpaBka OTHOCHO 34PaBHOOCUTYPUTENHUA CTaTyC Ha 30n.

3. [lo nonyyaBaHe Ha peleHue oT komucusita B LIY Ha H3OK 3001 npoabmkaBa fieyeHue ¢ nekapcTeeH/n npoaykt/u, ¢
KOWTO € MPOBEeXAaN NIeYeHNeTo 10 MOMEHTA Ha NoAaBaHe Ha Monbarta U JOKyMeHTUTe B P30K.
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JIACT 3A ONPERENAHE HA KPUTEPUUTE 3A NIEYEHUE C EHTEPAJIEH MEN LEVODOPA/CARBIDOPA MPU
BOJIHU C BONECT HA NAPKMHCOH B U3BBHBEOSTHUHHATA NMOMOLL,

Uwme: IEFHI I I I I I I l J [

3abenexka: meduyuHckama OoKyMeHmauusi, ydocmoeepsiealja 6CEKU Om Kpumepuume e rocoyeHa C uugpa & UHOeKC u
3adb/IKUMENTHO NPUdpPYXasa HaCMoSU{OMO NPUIIOKEHUE.

A. KPUTEPUUN 3A 3AMNOYBAHE HA JIEYEHMETO — noa6op Ha noaxoasiumTe 3a riedyeHne GONHM (3agbIMKUTENHO e
HaNMuYneTo Ha BCUYKU KpuTepumu)

MpoTokon®bT ce U3jaBa cbC CPOK Ha BanuAHocT Ao 180 AHW, cred OCHLLECTBABAHETO HA NEPKYyTAaHHATa €HAOCKOMNCKa
ractpoctomusi. H30K He 3annaiwa nekapcTBEeHWUsi MPOAYKT MO BPeMe Ha CTAaLMOHAPHUSI MPECTOW 3a OCbLLECTBSIBaHe Ha
XUPYPrUu4Ha UHTEPBEHLUMUS.

1 KnuHUYHO curypHa AuarHosa “MavonartuyHa, KbCHa, MapkuHCOHOBa Gonect” — cbobpasHo KpuTepuuTe B
"BbArapckin anropuTbM 3a Avartosa v neyetue Ha Ng"’

2 | Hannuve Ha TexKa ABMraTenHa cUMNTOMaTUKa >

3 | Jlunca Ha edheKT OT NeYeHNeTo C NepopanHu CPeACcTBa, NpunaraHi 3a JOCTaTbyYHO AbSTbr NEPUOA U B ONTUMM3NPaHa
KOMBUHALMS ° "

4 | Hanuuue Ha sicHo pasrpaHnummm off 1 on casu (aBuraTenHmn cpnyKTyauvm)2

5 | NMpoabmXUTENHOCT Ha off-NepuoauTe He MO-ManKko OT 3 Yaca AHEBHO °

6 | MoenusBaHe Ha cumnToMUTe OT fleBogona °

7 | OsnansBake Ha cumMnToMUTE Crie NocTaBEHa BPEMEHHA HA30/lyOlieHaNHA COHAA 1 ONTUMMANPAHE Ha Ao3aTa *

8 | CnocoBHocT Ha GonHus Aa crieasa TepaneBTUUHIATE MHCTPYKLMN 5

9 | Nlunca Ha npuApyXaBalun comatuuHm sabonssaHus *

10 | Nunca Ha usknioyBalwm KpuTepumn no 1. B *

'amMBynaTopeH SUCT OT MOCHEAHWS MPErnies MU CrIeUManucT HEBPOMON, C ONUCaHWe Ha MPOBEXAaHaTa B MOMEHTa Tepanusi, enukpuau oT
CTaUMOHaPHO NIEYEHNE U APYTA MEAULIMHCKN JOKYMEHTY, Kacaelun eBoNIoTMBHUA Xo4 Ha BornecTra

2 onucear ce B aMBynaTopHUs NUCT/ eTanHaTa enukpuaa

* noapoGHa kapTa 3a (hapmMakonorMyeH MapLipyT no obpasel (Tabnuua 1A Ha npunoxexue 1A)

* enukpusa OT CTAUMOHAPHO NeYeHue 3a NPOBEAEHO NeveHue ¢ Duodopa v NOCTUraHe Ha ONTMManeH edekT U YTOYHeHa NoAAbPXKALA 4033 (C
[aBHOCT 40 1 Mecel Npeay KaHANAATCTBAHETO), NPUAPYKEHA OT KOHCYNTaTUBHA OLIEHKA OT racTPOEHTEPOION 3a NUNCa Ha NPOTUBONOKAa3aBHWA 3a
NoCTaBsHE Ha NOCTOAHHA raCTPOUHTECTUHANHA COHAA

% peknapauvs 3a MHGOPMMPAHO ChFIACME C TEPANEBTUYHNS METOA, NOANMCaHa OT GONHMA — AeKnapauvsTa Ce WSroTBS OT Cneunanu3upaHata
KOMUCUSA CbINacHo pasnopeadute Ha Yn. 87 u un. 88 ot 3akoHa 3a 3apaeeTo

MbpBOHaYanNHUTE 3asIBUTENHUTE AOKYMEHTU 3a 3aMoYBaHe Ha fieYeHne ce BHACAT NPeAun NPUMoXeHUe Ha eHTeparieH ren.
Crnien opobpsiBaHe Ha neuyeHuero ot Komucusita Ha H3OK u ycTaHoBsiBaHe Ha MOBNMsABaHe Ha CUMMTOMMUTE 4pe3
BpeMeHHa HasoayoAeHanHa coHAa ce BHAcH AONBbIIHATENHA MeAULMHCKa AOKYMEHTauus no To4ka 6 uTouka 7.

* JluncaTta Ha M3KNIOYBALKM KPUTEPUM U NMpUAPYXaBaly COMaTUYHU 3abonsiBaHus ce yAocToBepsiBa ¢ noAnuc Ha cneuuanuicrta B
HaCTOALOTO NpUroXeHue.

B. KPUTEPUU 3A NPOOBIMKABAHE HA NEYEHUETO (3a4LIMKUTENHO € HaNMYMeTO Ha BCUYKN KpuTepum)

[MoBnusiBaHe Ha OCHOBHAaTa ABUraTenHa cUMNToMaTuka Tz

[NocTaBeHa NOCTOsIHHA COHAA YPe3 NepKyTaHHa eHA0CKONCKa racTpocTomMuns 3

Jlunca Ha npoMeHu B crneaeHuTe noxaaaTenM"

[lokasaHa CriocoBHOCT Ha GONHIS 1 Ce/IBa MHCTPYKLMMTE 3a ynoTpe6a °

a| B L N =

INunca Ha u3knYBalM KpuTepuM no 1. B *

amBynaTopeH NUCT OT NOCNeAHMs NPErnea npu cneunanuct
EKCMEPTHO CTaHOBMWLLE C ACHA KNMHUYHA OLieHKa
enukpusa ¢ NeMU3 c onucaH onepaTBeH NPOTOKON
nonbnHeHa kapTa 3a npocrneasisaHe no obpasel (tabnuua 2 Ha NpunoxeHue 2 ), U3CNEABaHNATA CE NPEACTABAT U HA OpUrMHanHa 6naxka unn
3aBepeHo Konue

Konve OT Aeknapauusi 3a UHOPMUPAHO CbIMacue C TepaneBTUYHUA MeToa, nojnucaHa oT BonHus — Aeknapauvsta ce U3roTBA OT
cneuvanuavupaHaTa KOMUCUSi CbrnacHo pasnopeabute Ha un. 87 w un. 88 or 3akoHa 3a 3apaBeTo. TO3W AOKYMEHT CE W3UCKBA MPU BCAKO
npoAbKaBaHe Ha TepanuaTa.

1
2
3
4

* Jluncata Ha M3KIIOYBalW KPUTEPUM M NPUAPYXaBallM COMaTU4HKM 3abonsBaHWsA Ce yAOCToBepsiBa C MOANMC Ha cneuuanucTa B
HaCTOAWOTO NPUIOoXeHUe.
Hat 3
b WU3UCKBAHUA HA H30K MPY NPOBEXOAHE HA IEYEHWE C EHTEPAJEH FENl LEVODOPA/CARBIDOPA UNN APOMORPHINE NPW BOSIHK C
BONECT HA NAPKWHCOH B U3BBbHBEONTHUYHATA MOMOLL - B cuna ot 1 mapT 2015 roauHa
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B. U3KNIOYBALLU KPUTEPUK:

1. HecurypHa awarHosa, MapkUHCOH MMIOC CUHAPOMW (MyNTUCMCTEMHa aTpodusi, NPOrpecuBHa cynpaHykneapHa
napesa Wnu Apyrn HEBPOAEreHepaTvBHU 3abonsBaHWs), BTOPUYEH [1apkMHCOHOB CMHAPOM, MPUYMHEH OT
MeAUKaMeHTU, TOKCUHW, VIHd)eKLMO3HM areHTu, CbA0BU SEGOJ'IHBEHMH, TpaBma, MO3b4Ha Heonnasma u ap.

2. BpemMeHHOCT 1 NakTauus, )XeHu B AeTepoaHa Bb3pacTt

3. [lauveHTU npeTbprenu onepaTuBHa WHTEPBEHLMS 3a nedeHve Ha [lapkuHcoHosa Gonect (nanuaoToMmus,
Abn6oka Mo3bYHa CTUMynaumsi, TPaHCNNaHTaLUMs Ha CTBOMOBU KNETKU U Ap.)

4. TaumMeHTM Ha IneyeHMe C MeavKaMeHTU MOBMUSiBALN 4epHOApoBHMs MeTabonnabm — Gaputypaty,
kap6amasenuH, eHnnbyTasoH, (EHUTOMH, puUamMnMUMH,  U3OKCUKApOOKCasuA, — (heHensuH cyndar,
tranylcypromine sulphate, TpuumknniHu aHtuaenpecanTin, MAO-uHxubuTtopu, SSRI 1 ap.

5. CBpbX4yBCTBUTENHOCT KbM nesoona unu kapbuaona

6. KOHTpauHAMKauMW 3a MPWUIIOKEHWETO Ha MNEBOAONAa KaTo TACHOBIbIHA [NlaykoMa, XunepTupeouausbm,
heoxpomoLmToMm, cuHapom Ha Cushing, ManurHeH MenaHom.

7. Hanuuue Ha ApPYr1 HEBPONOruyHU W/unn comaTuyHn 3360nﬂBaHMﬂ, KOWUTO MoraT Aa noBrusisiT Ha NIeYeHneTo unu
[a MPUYMHAT [OMLIHUTENEH PUCK: Hanuuue Ha OTNafHa HeBpororMyHa CcumMnToMatuka, aucdars,
MHOXECTBEHa CcKneposa, Gonect Ha Anuxaimep, KOTHUTUBHU U MCUXWYHU HapylieHus (OCTpPO MCUXOTUYHO
pPa3CTPONCTBO, BUMOMNSIPHO APEKTUBHO PASCTPOMCTBO U AP.), KIMHUYHO 3HAYUMM XEMATONOTVYHU, EHAOKPUHHM,
PECTIMPATOPHY, ~ KapAMOBACKYNapHM, ~GbBPeyHM, . YepHOAPODHU, racTPOWHTECTUHAMNHW  HAapyWeHWs  unu
Heannasmu, Kakto U 3roynotpeba ¢ nekapcTBeHun BELLEeCTBa UK ankoxon.

8. KnMHMYHO 3HAYMMM OTKITOHEHUS B nabopaTopHUTE MokasaTeny.

9. Hanuuve Ha KOHTPaWHAMKALMM 3a MOCTABSIHE HA raCTPOMHWUTECTMHANHA COHAA - MAaTONOMMYHN USMEHEHNs Ha
CTOMAlLHATa  CTeHa, CpacTBaHWsl, HapYLIEHWs C XEMOKOarynauWoHHUTE rokasaTenu, nepuToHUT, OCTbP
naHKpeaTuT, NnapanuTuyeH uneyc nnu cvameycA

10. YCTaHOBEHO HecrnasBaHe Ha TepamneBTUYHaTa Cxema oT cTpaHa Ha GonHus, 3a noseye ot 30 AHU.

Ta6nuua 1A ®apmMakonoruieH MapLpyT

HAYANO HA BABOJTABAHETO ..ot s (¢!
OATA HA DATA HA
NEKAPCTBEH 3ATIOYBAHE OHEBHA JO3A MPEYCTAHOBSA | MPUYUHA 3A MPEYCTAHOBSIBAHE UMW MPOMAHA
NPOAYKT BAHE HA HA JO3ATA
HA NEYMEHUE NEYEHUETO
OTroBaps Ha KpUTEPUUTE 3a NieyeHue ¢ B AHEBHa [03a

noanuc Ha npeacenarens Ha cneuyuanuavnpaHaTa KOMUCUA:

W3NCKBAHUSA HA H30K MPU MPOBEXKIAHE HA NEYEHWE C EHTEPAJIEH I'ENl LEVODOPA/CARBIDOPA N APOMORPHINE MPW BOJIHA C
BONECT HA NMAPKUHCOH B U3BbHBEONHUYHATA MOMOLL - B cuna oT 1 mapT 2015 roauHa
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NUCT 3A ONPEAENSHE HA KPUTEPUUTE 3A NNEYEHWUE C APOMORPHINE NPU BOJTHU C BOMECT HA
MAPKWHCOH B U3BbHBEONHUYHATA MNOMOLL

rwme: I ErH | I I | | | [ l | |

3a6enexka: MeduyuHckama OoKymeHmauyus, ydocmosepseawa €Ceku Om Kpumepuume e rocodeHa C yugpa e UHOeKc U
3adB/mKuUMenHo npudpyxaea HacMosIU{OMO NPUNOXeHUe.

A. KPUTEPUN 3A 3AMOYBAHE HA NTIEYEHUETO — noa6op Ha noaxoasiumTe 3a nedeHue 60nHu (3aAbrmkuTenHo e
Hanu4YueTo Ha BCUYKM KpUTepuu)

1 KNUAWMYHO CUrypHa AWarHosa “MAMonaTMu4Ha, KbCHa, MMapkuHcoHoBa Gomect” — CbOGpa3Ho KpuTepuute B
"BLArapckv anfopuTbM 3a AuarHosa v nevenve Ha 6" !

2 | Hannuve Ha Texka ABUraTENHA CAMITOMATYKE

3 | Nunca Ha ehekT OT neyeHneTo C Nepopaniv CPEACTBa, NpuaraHn 3a AOCTaTbYHO Abbr NEpVOA U B ONTUMU3MPaHa
KomBuHauus ¥

4 | Hanuuwue Ha sicHo pasrpaHuummu off u on asu (asuraTenHn d)nytcryal.wm)2

5 MpoAbMKUTENHOCT Ha off-neproaunTe He No-marko oT 3 yaca JHeBHO 3

6 | CnocoBHocT Ha 6onHus fa criefiBa TepaneBTULHITE NHCTPYKUMK -

7 | Nunca Ha NpuApyxasalyy coMaTu4Hu 3abonsBaHma *

8 | Nunca Ha usknouBawm KpuTepumu No 1. B *

'amMGynaTopeH NUCT OT NOCNeAHWs MPErnej MpU CreuvanucT HeBponor, C ONMCaHWe Ha MpoBeXJaHaTa B MOMeHTa Tepanus, enukpusu ot
CTAUMOHAPHO NIEUEHUE U APYTU MEANLIMHCKN AOKYMEHTY, Kacaewyi €BOMIOTMBHURA X04 Ha BonecTTa

onuceat ce B amBynaToOpHUA NUCT/ eTanHaTta enukpusa
® noppoGHa kapTa 3a thapmMakonoryeH MapLupyT no o6pasey (tabnuua 16 Ha npunoxetive 15)
4 jeknapauus 3a MHOPMMPAHO ChINacue C TEpanesTUYHUA METOA, MoAnucaHa ot GonHUA — deknapauvsTa ce U3roTBs OT cneuvanusupaHara
KOMWCMA CbrnacHo pasnopendute Ha un. 87 v un. 88 or 3akoHa sa 3ApaBeTo.

* Nluncata Ha M3KMIOYBalM KPUTEPUM U NpUApyXasawu cOMaTUYHU 3abonsBaHusa ce yaocToBepsiBa € noAnNUC Ha creuyvanucra B
HaCTOSAIWOTO NpUNoXeHue.

5. KPUTEPUW 3A MPOOBLMKABAHE HA NEYEHUETO (3aALMKUTENHO € HaNM4MeTo Ha BCUYKN KpUTepum)

MoBNMsiBaHe Ha OCHOBHATA ABATATENHa cMnToMaTka "2

Tlunca Ha NPOMEHM B CrieAeHuTe nokasateny ®

[lokasaHa cnocoBHOCT Ha 6onkus Aa crejBa MHCTpyKuuMTe 3a ynotpeba #

Bl W N =

Jlunca Ha uaknoYBallM KpuTepun no 1. B *

1 aMGynaTopen TNWUCT OT NOCNEAHWSA Nperfes npu cneyuannct

2 eKCNEepTHO CTAHOBULLE C SICHA KNMHWYHA OLieHKa

® nombAHeHa kapTa 3a NpocneassaHe no obpasel (Tabnuua 2 Ha npunoxexue 2 ), UICNEABAHNATA Ce NPEACTABST U HA OpUrUHanHa Bnanka nnn
3aBepeHo konue

s Konue OT Aeknapauus 3a MH*OPMMDBHO cbrracvMe ¢ TepaneBTUYHUA MeTOA, NojanucaHa oT GonHus — AeknapauwsTa ce WU3rotsa oT
cneuuanuavpaHaTa KoMMCHs CLIACHO pasnopeabuTe Ha un. 87 v un. 88 ot 3akoHa 3a 3apaBeTo.

* Jluncata Ha M3KNIoYBalWy KPUTEPUU U NpUApyXaBawy coMaTuiHn 3abonsiBaHus ce ygocTosepsiBa ¢ NOANUC Ha cneuuanwucTa B
HaCTOSIOTO NPUIOXeHue.

l

5
W3UCKBAHWSA HA H30K MPU NPOBEXIAHE HA NNEYEHVE C EHTEPAINEH ENl LEVODOPA/CARBIDOPA AN APOMORPHINE NPV BOJIHU C
BOMECT HA NMAPKUHCOH B U3BbHEONHUYHATA MOMOLL - B cuna ot 1 mapt 2015 roautHa
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B. U3KITIOYBALLU KPUTEPUU:

1.

No o

8.
9.
10.

HecurypHa anarHosa, IMapkuHCOH MNIOC CUHAPOMU (MYNITUCUCTEMHA aTpodusi, NPOrpecuBHa CynpaHykneapHa
napesa wnu [Apyrn HeBpoAereHepaTUBHM 3abonsBaHWs), BTOPUYEH [1apKMHCOHOB CUHAPOM, MPUYMHEH OT
MeAMKaMEHTH, TOKCUHU, UH(DEKLIMO3HM areHTu, CboBK 3abonsiBaHus, TpaBma, MO3b4Ha Heonnasma n ap.
BpemeHHOCT 1 nakTaums, XeHn B AeTEPOAHA Bb3pacT

MauneHTn npeTbpnenu onepaTMBHa WHTEPBEHLMSI 3a neyeHWe Ha [lapkuHcoHosa 6onecT (nanuaoTomus,
Abnboka Mo3byHa CTUMynauus, TPaHCMNAHTaLUWUs Ha CTBOMOBU KNETKW U Ap.)

MauveHTn C pecnupaTopHa [enpecusi, [eMeHUWs, NCUXOTW4HW 3abonsiBaHMs WM YepHOApOoBHa
HeAoCTaTbYHOCT

MaumneHTu ¢ “on” 0TroBOpP KbM NEBOAONA, KOWTO € KOMMPOMETUPAH OT TEXKA AUCKUHE3US! UK AUCTOHNS
CBpbX4yBCTBUTENHOCT KbM anoMOpduH U1 NOMOLLHUTE BeLLecTsa

Hanuune Ha apyrv HeBPOMOrMYHM W/MNK comaTuyHK 3abonsiBaHus, KOUTO MOTaT Aa NOBMMSAAT HA NEYEHNETO Unu
Ja MPUYUHAT OOMBbIHWTENEH PUCK: HanuuMe Ha OTnajHa HEeBpOrorvyHa cuMmnToMaTuka, aucdarvs,
MHOXECTBEHa ckrneposa, bonecT Ha AnuxaiMep, KOTHUTUBHWM W MCUXMYHU HapylueHusi (OCTPO MCUXOTUYHO
PasCTpoiiCcTBO, GMNONAPHO aPeKTUBHO Pa3CTPOMCTBO W AP.), KIMHUYHO 3HAYMMM XEMATONOTMYHYN, EHAOKPUHHN,
PecnupaTtopHu, KkapauoBackynapHu, ObOpeuHu, 4YepHOAPOGHW, racTPOMHTECTUHAMNHW  HapYLIEHUs  Unun
Heannasmu, Kakto 1 3noynotpeba C nekapcTBeHM BELLECTBA UMK anKOXor.

KrMHUYHO 3HaUMMU OTKINOHEHUS B NlabopaTopHUTe NokasaTeny.

YcraHoseHo HecnassaHe Ha TepaneBTMYHaTa cxema OT CTpaHa Ha GonHusi, 3a noseye ot 30 AHW.

JHeua v ioHowm noa 18 roanHn

Tabnuua 16 ®apmakonoruyeH MapLpyT

HAYANO HA 3ABOJNTIABAHETO ..

[ATA HA H/ATAHA
NEKAPGTBEH MPEYCTAHOBS | MPUYMHA 3A MIPEYCTAHOBSIBAHE WIW MPOMSTHA
NPOAYKT SATIOABAIE | IHEBHA NOSAZEREERHF A HA IO3ATA
NEYEHUETO
i
OTrOBapﬂ Ha KpUTEpPUUTE 3a fieYeHune ¢ B AHEGBHA A03Q | .. ..cicceeeiienneen
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I. NEYEBHO-AUATHOCTUYEH ANNTOPUTHBM

1. NEKAPCTBEHU MPOAYKTW, Bkniouenn B lMpunoxenne 1 Ha MIC, kouto H3OK 3annawa B cbLOTBETCTBME C
AevcTBaLUTE HOPMATUBHMU.

2. NOKA3AHUA U HEOBEXOAUMM U3CNEOBAHUSA - cbrnacHo KpaTk1Te XapakTepUCTUKM Ha NEKapCTBEHUTE NPOAYKTH.

MeToabT Ha neuenne ¢ LEVODOPA/CARBIDOPA ce CbCTOM B MOA@BaHe Ha MHTECTUHAneH renl AUPEeKTHO B ayoneHyma c
NoCTOsiHHA MHY3NA npes nepkyTaHHa €eHJocKomcka racTpoctoma, TpbOHa cuctema u npeHocuma nomna. AGcopbuuaTta B
MpoKCMMarHa TpeTa Ha THHKOTO YepBO BOAM /0 ONTUMU3MpaHe Ha abcopbuusTa Ha MeAuKaMeHTa M OCUrypsiBa MOCTOSIHHO
nnasmeHo HUBO U HeMNpeKkbCcHaTa fonaMmuHepruyHa ctTumynauus.

WHaveuayanHata nogabpxalla JO3MPOBKa criefBsa Aa 6bae onTuMuaunpaHa u obuyaiiHo e 2-6 ml/ yac.

Tabnuua 1

INN BBb3PACTOBU NPEOWU 3AMNOYBAHE* KOHTPOIT**
OrPAHUYEHUA

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

LEVODOPA/CARBIDOPA Hiitarion B g:z:j::n:é;ﬁiig”””“ KpEBHa 3aXap,
roAuLHA Bb3pacT

= He ce npwnara npu MKK, ASAT, ALAT, 6unupybuH, kKpeaTHuH
APOMORPHINE nvua nog 18 KpbBHa 3axap, MMKOYHA KUCenuHa
rofuLlHa Bb3pacT

* onuceam ce & ambynamopHus nucm Ha 6ONHUS U Ce npusiazam 3aeepeHu KOMus Om OpuauHanHume 6naHku (npu Hanuyue Ha
xocnumanu3sayus ¢ daeHocm 0o 1 mecey npedu kaHOudamcmeaHemo ce npusnaza 3asepeHo Kornue om enukpusa ¢ Homep M3)

** nepuoduyHocmma Ha nocnedsauyusi nabopamopeH KOHMPOJT Ce OCLUJECMSsisa Mo NpeUeHKa Ha JIEKysalyusi Crieyuaucm e Cbomesemecmsue ¢
KNUHUYHUME UHOUKayuU

Il. OBLLU USUCKBAHUA

1. Bb3pacToBaTa rpaHuLla Ce M34YUCNsiBa B HaBbPLUEHW FOAVHY - T.e. BKITIOYUTENTHO KbM JaTtata Ha u3gaBaHe Ha NpoTokona ot
crneuuanuanpaHaTa KOMUCHS. Y

2. MMpu Ha3HayaBaHE Ha Tepanusi Mo MPOTOKON 3aALIKUTENHO Ce CbobpassiBaT Bb3PACTOBUTE OFPaHUYEHNS, CbIMACHO KpaTkata
XapaKkTepucTuka Ha CbOTBETHUS NTEKApPCTBEH NPOoAyKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H30K He 3annalua nevyeHne M3BbH ykasaHata Bb3pacToBa rpaHuLa B KpaTkata XxapakTepucTuka Ha npoaykra.

4. H30K He sannawa neyexve ¢ LEVODOPA/CARBIDOPA c poau Hag 1640 mg/nedn u APOMORPHINE c pgosu Hag 100
mg/aeH.

5. B cnyvaii Ha HacTbnuna noAo3vpaHa HexenaHa nekapcTBeHa peakuws, nekapat yBegomssa WAJ1 no pega Ha un. 183 ot
3/IMXM. Konve oT cbobLueH1eTo ce mpunara kbM MeauLmHekaTa AokymeHTauus Ha 30J1 npu kaHauaaTCTBaHe 3a neveHune.

6. MPU CMEUUAIIUCTA, crn. un. 158 B, 1. 1 ot HP[] 2a meguuuHckute genHocty 2015 r. (06H. [IB 6p. 6 ot 23.01.2015 .),
Ha 30J1, Ha KOMTO ca M3AaBaHW MPOTOKOMM MO peAa Ha HacTOSWMTE M3UCKBaHMS, CrieABa Aa Ce npunarat BCUYKU
Heo6XO0AMMM AOKYMEHTU KaTo: ambynaTOpHWTE NIMCTOBE OT M3BBPLUEHUTE Nperneauw, BTOPWUAT eK3eMnnsp OT u3aageHuTe
NPOTOKOMM, KOMWUS OT eNuUKPU3W, eKCMepTHU CTaHOBULLA U APYrW AOKYMEHTW, KOUTO Ca OCHOBaHWE 3a U3JjaBaHe Ha NpoToKof,
BCMYKW M3UCKBALUM CE M3CMEABaHUsi, KOMWE OT MpUroxeHue 1 Ha HACTOSILMTE M3UCKBaHWS MOMBIIHEHO MO CLOTBETHaTa
Touka, NoAn1caHo OT crneuuanucTa, usaan npoTokona.

Hacmosiwume usuckeaHusi ca paspabomeHu Ha OCHoeaHue 4Yn. 56 om HayuoHaneH pamko8 002080p 3a MeEOUUUHCKUME
delinocmu 3a 2015 200uHa (06H., B, 6p. 6 om 23.01.2015 2.) u enuzam e cuna om 1 mapm 2015 e., cbenacHo 4n. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawjaHe Ha niekapcmeHu npodykmu o 4. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npodykmu e XymMaHHama meOuyuHa, Ha MeGUUUHCKU u30enust u OuemuyYHU XpaHu 3a creyuasnHu
meduyuHcku uenu (06H., B, 6p. 31 om 2007 2.).
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AEKNAPALIUA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOOBIMKABAHE HA
JIEYEHUETO C NEKAPCTBEHUA MPOAYKT
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crnej kato ce 3ano3Hax C usnata MW npejocTaseHa  MHgopmauus M UenTa Ha IEYEHWeTO C reKapCTBeHus
NPOAYKT..... SRR ............... 00 00 il e csenensessenssssasasassonsasssnsassesarnsens 1 Cnep KaTto MomnyyMx M34epnaTteniHu OTTOBOpU Ha
nocTaBeHUTE OT MEH BBINPOCU, AeKnapupam Ye:

1. Lle cnassam npenopbyaHaTta My CXeMa Ha NeYeHne 1 NEPUOANYHOCT Ha KOHTPOSHUTE Nperneau.

2. PSAOBHO Lie ce siBABAM HA KOHTPONHW Tnpernegu v HaAMa [a MPOMEHsIM CaMOBOSTHO WNU nopj Apyro BHyLLEeHue
HasHayeHaTta Mu Tepanusi.

3. Tpu npeyctaHoBsBaHe Ha NEYEHUETO MO MPUYMHK, HEMPOUSTUYALLM OT peLleHneTo Ha Komucusita 3a exkcneptuan 8 P3OK
w/iunu KomucusaTa mo un. 78, 1.2 ot 330, we yBeaoms HezabaBHO nuuHus cu nekap U P3OK u we sbpHa B P3OK
NoCNeAHNs NPOTOKON, MO KOWTO CbM fonyyaear/a NekapcTBEHNS MPOAYKT.

4. Tlpn HecnasBaHe Ha MOCOYEHUTE YCIOBUS NIEYEHUETO MU C YNIOMEHATUsI NEKApPCTBEH MPOAYKT e 6bae npekpaTeHo u

HsIM@ Aa umam npeTeHuuu kbm H30K.
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