HALUMUOHANHA 3[]PABHOOCUIYPUTENHA KACA

Codpun 1407, yi. “Kpuuum™ No 1 www.nhif.bg men: +359 2 9659301

YTBBLPXAABAM: /n/ -
NPO®. fI-P NETKO CANYEB /%,
YNPABUTEN HA H30K

BAPHO: \ %,
m [ ‘\\ v. N o
OVPEKTOP [IUPEKUMS || \Q\ SO
"\,\J

YPAO: .
PAWHA AOPOAHOBA

M3UCKBAHUSA HA H30K
NPU NEYEHUE HA BONECT HA NAPKUHCOH
B TEPMUHAINEH CTAOUW

B USBBbHBEOJIHUYHATA NMOMOLL




N3UCKBAHMSA HA H30K )
MPU U3AABAHE HA NPOTOKONM 3A NEYEHWE HA EONHU B TEPMUHANEH CTALOWIA HA
NAPKUHCOHOBA BONECT B U3BBHEONHUYHATA NOMOLL

MpoTokon®T Ce M3aaBa OT CheuuanuiupaHa KOMMCHA B neyYeGHM 3aBefeHUs 3a GONHUYHA nomouy,
cknmouunu gorosop ¢ H30OK. CneunanuanpaHnTe KOMUCHMM Ce Cb3aaBaT Che 3anoBes Ha AVpeKTopa Ha cnegHuTe
N3: MBAJ1 ,AnekcaHaposcka” — rp. Codus, MBATN , Liapuua MoaxHa - UICYN” - rp. Cocoms, MBANHI ,Ce.Haym” - rp.
Codua, MBAN HKB" — p. Codous, BMA — rp. Cocbus, MeauunHcku MHCTUTYT KbM MBP — rp. Cocousa, YMMBAIJ
,CB.MoaH Kpbctuten” - rp. Codus, YMBAN .Cs. leopru” - rp. Mnosaus.

I. PEQ 3A 3ABEPABAHE HA NPOTOKONWUTE
[poTokonu sa 3ano4BaHe Ha neyeHne

= MeauumHcka AOKYMEHTaUMUA 1 NPUNOoXeHW BCUYKKM Heobxogumu unicneaeaHusa no

cneunanucT, CKYun >
npunoxexue 2

aorosop ¢ H30K

/ ® [MonbnHeHo 1 nognucaHo npunoxenune 1 — nUcT 3a onpegensiHe Ha KputepuuTe no
CHbOTBETHUTE TOYKU C NPUNOXKEHWN BCUYKM HEODXOaMMM AOKYMEHTW
* PeweHue Ha cneuunanusavpaHa KOMMCHMA C fACHa MeauuMHCKa MOTMBauus 3a

cneuunanuanpana &
KOMMCHS 3ano4saHe Ha TepanuaTa, 3aAbMXUTENnHO ce oTOenasBa nunca Ha W3KNYBALUM
KPUTEpUM (100NUCAHO OM 6CUYKU YNEHO8E Ha Creyuanu3upaHama KOMUCUS)
- : ; / * “lpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawanm ot H3OK/P30K™ — o6p. M3-
) HAOK
MocTosHeH ekcnepTeH » " CTaHoBuWwe C scHa MeaMuMHCKa MOTUBALWMS 3a 3anousaHe/NpoAbrkaBaHe Ha
CbBeT No HeBponorua* TepanusaTa kaTo eAVMHCTBEHa anTepHaTuea (noonucaHo om YneHogeeme Ha cbeema)

Komucua no un. 78, 1. 2
o1 330 B LY Ha H30K

3asepka B P30K

ﬂpomxonu 3a NpoAbrmKaBaHe Ha NnevyeHueTo

* MonbrHeHo 1 NOANMCaHO NPUMNOXeHUe 1 — NUCT 3a OnNpeaensaHe Ha KPUTEPUUTE Mo
CbOTBETHWUTE TOYKM C NPUNOXEHWN BCUYKN HEODXOANMM JOKYMEHTH

cneunanuavpana p " PeweHne Ha cneuwanuavpaHa KOMMCHUA C SCHAa MEAUUMHCKA MOTWBALMS 3a
KOMUCKA npodviKaBaHe Ha TepanuATa, 3a4blKUTENHO ce OTDenA3Ba NWNca Ha W3KNIYBALLM
KpUTepum (odnucaHo om eCuyKu YneHose Ha cneyuanuaupaHama KOMUCUs)

/ * “NpoTokon 3a npeanuceaHe Ha nekapctea, 3sannawaxu ot H30K/P30K” — o6p. M3-

H30K

Komucusi noyn. 78, 1. 2 3asepka B P30K
ot 330 B LIY Ha H30K

“TMocTosHeH ekcnepTeH CBBET NO HEBPONOrUS Ce CHOPMUPA U NPEACEAaTencTBa OT NPEACEAATENs Ha APYKECTBOTO no HEBPOMOrKa, KaTto
y4acTsaT owle ABama OT NpeAcefaTenuTe Ha Cneunanuanpanin KOMUCUN, MOCOYEH! B MancksaHuaTa.

Il. OBLLM MONOXEHUA

1. 300 nopaBa noaroteexuTe aokymeHTH B P30K no HacToswma cu appec. [lokyMeHTUTe BKITIOYBaT:

1.1. 3aaBnenue 1o [upekTopa Ha P30K.

1.2. MonwnHeHo v nognucaHo npunoxexue 1. Monbnsa ce No cLoTBETHATA TOUKa W ce npunara oTpaseHata B UMpoB UHAEKC
MEeULIMHCKa [OKYMEHTaUus!, YA0CTOBEPABALLA BCEKW €4UH OT KpuTepunTe,

1.3. MbnHuat Habop nacneasaHUs ((hU3MKaNHW, MHCTPYMEHTANHK W NabopaTopHK), 0TpaseH B NPUNOXeHue 2.

1.4. “MpoTokon 3a npeanucBaHe Ha nekapcTsa, 3annawaHu ot H30K/P30K' — 06p. M3-H30K, usgageH ot cneuyuanwucT ot
cneunanusvpana komucus. lMpunara ce opurMHan Ha nNpoTokona, a Npu KaHAWAATCTBaHE 3a NPOALMKABAHE Ha TepanusTa ce
npeacTaBa OpPUrvHan Ha NpeaxoaHusi MPOTOKON C OTPA3EHM BCUYKM HA3HAYeHWs Mo Hero.

1.5. PeweHne Ha cneuvanuaupaHa KOMUCHMA OT neyeBHO 3aBeAeHUe — U3NBLAHUTEN Ha AmBynaTtopHa npoueaypa Ne 38
,,Onpe,uennHe Ha nNnaH Ha ne4yeHue WU npocneasBaHe Ha TepaneBTU4HUA OTroBOP MNMpU NaumeHTw, nonyyasallu CKbNoOCTpyBaLlun
NeKkapcTBEHM NPOAYKTU NO peaa Ha un. 78, an. 2 330" - 6n. M3-H30K Ne 13.

1.6. lleknapaums 3a uHcopMupaHo cbrnacue no obpaseu (npunoxeHue 3)

1.7 Konue ot geknapauus 3a UHOPMUPAHO Cbrnacue ¢ TepaneBTUYHUA METOA, NOANUCAHA OT GONHUS

2. P30OK npuema nokyMeHTUTe No Toyka 1 crnea cnpaBka OTHOCHO 3apaBHOOCUrypuUTenHUa cTaTyc Ha 30/,

3. MbpBUAT M BCEKM crneaBaly NPOTOKON ce U3gasa 3a cpok go 180 gHwm.

4. [lo nonyyaBaHe Ha peweHne oT komucusaTa B LIY Ha H30K 300 npogbnxaBa neveHue ¢ nekapcteeH/u NpoAayKT/iu, ¢
KOUTO e NpoBexaan neYyeHWeTo O MOMEHTa Ha nogaBaHe Ha MonbaTta u gokymeHTute B P30K.
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NPUNOXEHWE 1

NUCT 3A ONPERENSAHE HA KPUTEPUMTE 3A NEYEHUE HA BONHU B TEPMWUHANEH CTAOUA HA
NAPKWHCOHOBA BEONECT B U3BbHEONHUYHATA nomotLy

Ume: I ErH I [ ’ I I l [ ! | [j

3abenexka: MeduyuHckama OOKyMeHmauus, ydocmosepsisalya 6ceku Om KpUMepUuUme e focoYeHa ¢ yughpa 8 uHOeKC U 3a0LIMKUMEnHO
npudpyxasa HaCMoAULOMO NPUNOKEHUE.

A. KPUTEPWUU 3A 3AMNOYBAHE HA NEYEHMETO - noa6op Ha NoAxoaswwimMTe 3a nedeHue 6onHu (3aabmkuTENHO €
HaNu4YneTo Ha BCUYKU KpUTepuu)

1 KnuHn4HO curypHa guarHoza “UouonaTtvyHa, KbeHa, MapkuHcoHoBa Gonect” - cbLoBpasHo kpuTepuuTe B
"HauuroHaneH KOHCEHCYC 3a AMarHo3a v neyexve Ha MNe" '

2 | Hanuuue Ha TeXKa ABUraTenHa CUMNTOMATHKE

3 | lunca Ha edbekT oT neueHueTo ¢ nepopanHu cpeacTea, npunaraHn 3a AOCTAaTbYHO AbMLI NEPUOA U B ONTUMUMPaHa
KomBuHauua :
Hannqué Ha SICHO pasrpaHn4umu off n on dasw (geuratenHun dnykTyaumum) €

5 ﬂpo,qbrﬁxmennom Ha off-nepuoante He no-manko oT 2 Yyaca aHesHo °

6 | Ouckuneaun 1 vac AHEBHO *

Q MosnusBaKe Ha cumnToMuTe OT flesoaona 3
obey 5
8 OsnapssaHe Ha cUMNTOMUTE crieg nocTaseHa BpeMeHHa Ha3oayoaeHanHa coHpa v oNnTUMMU3MpaHe Ha Jo3aTa

9 | Cnoco6Hoet Ha 6oNHUA Aa cneaBa TepaneBTUdHUTE MHCTPYKUMY °

10 | flunca Ha npuapy*asaly comaTuuHu 3a6onsBanHus *

11 | Nunca Ha W3KNoYBalWKM KpuTepum no 7. B *

TamBynaTopeH NUCT OT MocneaHus NPernea npu cneuvanucT HeBPONOr, C ONUCaHWE Ha NpOBEXAaHaTa B MOMEHTA Tepanus, enukpusn oT
CTaUWOHapHO NEYEHUE U APYTV MEAMLMHCKM AOKYMEHTH, Kacaellyn eBONIOTMBHNA X0 Ha BonecTTa

2 onucear ce 8 pelueHueTo no AlMp.Ne38 1 eKCnepTHOTO CTAHOBMULLE OT NOCTOSHEH EKCMEepTEH CbBET N0 HEBPONOrns

’ noapo6Ha kapTa 3a hapMakonorudeH MapwpyT no obpaseu (tabnuua 1 Ha npunoxeuue 1)

2 €MUKPU3a OT CTALNOHAPHO NeveHne 3a npoeefeHo neueHwe ¢ Duodopa u nocTurave Ha onTumaneH edekT ¥ YyTOUHEeHa NoaAbPKALLa 4033 (C
AaBHOCT A0 1 Mecel npeau KaHAMAATCTBAHETO), NPUADYKEHA OT KOHCYNTAaTUBHA OLEHKa OT racTpOSHTepOonor 3a nunca Ha NPoTUBONOKA3aBHUA 33
nocTaeAHe Ha NOCTOAHHA raCTpOMHTECTUHanHa coHga — Camo 3a NauyMeHTu, KaHaugaTCcTBalWM 33 3ano4YBaHe Ha NevYeHue ¢ eHTepaneH ren.

s AeKnapauusa 3a MH¢ODMMpaH0 Cbrnacue C TepanesTUMHWUA METoj, nognucaHa oT GonHuA — AEKNapauuAaTa ce U3roTes OT cneuuvanusnpanara
KOMUCHS cbrnacHo pasnopeadute Ha un. 87 v yn. 88 oT 3akoHa 3a 34paBeETO — CamMo 3a NAUWMEHTH, KaHAMAATCTBALLM 3a 3aM0YBaHe Ha NevyeHue
€ eHTepaneH ren. .

MpoTokonsLT ce u3nasa CbC CPOK Ha BanuaHocT Ao 180 OHM, cred OCHLLLECTBSIBAHETO Ha nepKyTaHHaTa eHAOCKOMNCKa
ractpocTomus. H30K He 3annawa nexapcTBeHMs NPOAYKT Mo BPEMe Ha CTALMOHAPHMS NPECTON 33 OCHWECTBABAHE Ha
XWPYPrU4Ha uHTepBeHUMA. TbpBOHaYanHUTe 3asiBUTENHWTE OOKYMEHTM 3a 3anovBaHe Ha NevyeHMe Ce BHACAT npeau
npunoxeHue Ha eHTepaneH ren. Cnen opobGpsBave Ha neveHueto ot Komucusta Ha H3OK u ycraHoBsiBaHe Ha

OBNWABaHE Ha CUMNTOMMTE 4pe3 BpemMeHHa HasodyofeHanHa COHAA Ce BHACH [AOMBLNHMTENHA MeOULMHCKA

Goxymemauun NO TOYKa 7 ¥ TO4Ka 8 - camO 3a NauMeHTH, KaHAWAATCTBALYM 33 3aNOYBaHe Ha NeYEeHUe C eHTepaneH ren.

* Nuncata Ha W3KNIOYBALM KPUTEPUM W NPUAPYXABallM COMAaTMYHM 3a60NSBaHUA ce yAOCTOBepsAiBa C NOANMWC Ha cneuyuanucra B
HacTORLWOTO NPUIIOXEHKWE. /

B. KPUTEPUW 3A NPOABLMKABAHE HA NNEYEHUETO (3agbnkuTenHo e HanMyYmeTo Ha BCUYKY KPUTEPHM)
MoenusiBaHe Ha OCHOBHATA ABUraTENHA CUMNTOMATUKA |

MNMocTaBeHa nocTosHHa COHAa Ypes nepkyTaHHa eHJoCcKorncka racTpocTomMmmna *

Ilunca Ha NPOMEHW B CNefeHnTe nokasartenu :

HokasaHa cnoco6HoCT Ha BonHus fa cnessa MHCTPyKUuMTE 3a ynotpeba *

| bW N -

INunca Ha uakno4Bawm Kputepuu no 1. B *

peluermne no Allp.Ne38 ¢ AcHa KnUMHWYHa oueHka M amBynaTopeH NUCT OT NOCNEAHUS npernea npw cneyuwanuct

enukpusa ¢ NeM3 c onucaH omepaTuBeH NPOTOKOM - CamMo 3a MAUWEHTH, KAHAWAATCTBAWM 33 NbPBO NpoAtiKaBaHe Ha NeYeHWeTo ¢
eHTepaneH ren

4 npunaraTt ce opuruHanHu 6naHku unm 3aaepeHu KONWA Ha u3cnejeaHWATa CkrnacHo Taﬁnuqa 2 Ha npmnomenwe 2

* konue ot AeKnapauus 3a MH(POPMMUPAHO CbLIMAcUe C TepaneBTUYHUA METOA, NOANWCAHA OT BOMHUR — AeknapauuaTa ce W3rores oT
cneunanusnpaHara KOMMCUA CbINACHO pasnopeabute Ha un. 87 u un. 88 ot 3akoHa 3a 3apaseTo — camo 3a nauueHTH, KaHgMOaTCcTBaWM 3a
NbLPBO NPOALMKABaHE Ha NIEYEHMETO C eHTeparneH ren

o -

* Iluncata Ha M3knNOYBaWM KpUTepuu U npuvapyxasalu comaTtuyHu 3abonsABaHuA ce yAocToBeEpABa C NognNWMC Ha cneuyvanucra B
HacTOAWOTO NpUNoOXeHue

&
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NPUNOXEHUE 1

B. U3KNKOYBALLW KPUTEPUU:

10.
1.4

HecurypHa anarHosa, MapkuHCOH NNKC CUHAPOMM (MynTucucTeMHa aTpodus, nporpecusHa CynpaHykneapHa napesa
“nu Apyrv HespojereHepaTuBHN 3abonsisanus), BTOpuueH MapKMHCOHOB CUHAPOM, NPUYUHEH OT MeauKameHTw,
TOKCWHU, WH(DEKUMO3HM areHTy, CboBK 3a6onssaHns, TpaBMa, MO3bYHA HEONNA3MA U ap.

BpemeHHOCT 1 nakTauus, xeHu B AeTepoHa Bb3pacT.

MauweHTH NpeTbpnenu onepaTMBHa WHTEPBEHUMS 33 NeyeHne Ha MapkuHconoea Bonect (nanugoToMus, AbnBoka
MO3bYHa CTUMYNaums, TpaHCNNaHTaUma Ha CTBOMOBM KNeTKM 1 4p.).

[launeHTn Ha neyeHne ¢ mMegMKaMeHTH nosnuABaln YepHoApobHus metabonusbm — GaputypaTy, kapbamasenwH,
eHrnByTasoH, heHUTOMH, puchaMnuLmH, n3okcukapbokcasug, ceHenauH cyndpar, tranylcypromine sulphate,
TPULIMKIUYHYA aHTUAENpecaHTw, MAO-uHxubutopwn, SSRI u ap.

- CBPBX4YBCTBUTENHOCT KbM NEBOAONA MNK kapbuaona.
KoHTpauHaukauMn 3a NpUNOXKEHMETO Ha feBoaoNa KaTo  THCHOBrbNHA rnaykoma, XunepTUpeouan3bm,

¢heoxpomMoLIMTOM, CUHAPOM Ha Cushing, manurdes menaHom.

‘Hanwuuue Ha Apyrv HEBPOMOTMYHI /MMM COMATUUYHI 3aB0ONABAHNS, KOMTO MOFaT 4a MOBMUSIST HA NEYEHUETO UAK na

NPUYUHAT AONBNHUTENeH PUCK: Hanuuyue Ha OTnagHa HeBPOMOTUYHA CUMNTOMAaTMKa, AWUCKArUs, MHOXECTBEeHa
ckreposa, 6onect Ha AnuxaiMep, KOTHUTMBHU W MCMXMYHA HapyleHus (OCTPO MCUXOTUYHO Pa3CTPOWNCTBO,

BUNoNsApHO adbeKTUBHO Pa3CTPONCTBO W AP.), KMMHUYHO 3HAYUMM XEMAaTONOrMuHM, €HOKPUHHU, pecnupaTopHu,
kapauosackynapHu, ObOpeuHH, 4YEpHOAPOGHM, TracTPOMHTECTMHANHW HApYLIEHWS WMKW Heannasmi, Kakto W
-anoynoTpeba ¢ NexapcTBeHn BEeLLeCTBa Unu ankoxor.

KAWHUYHO 3HaUMMU OTKNOHEHUS B nabopaTtopHuUTe nokasaTten.

‘Hanuune Ha KOHTpauHAMKauWMn 3a NOCTaBAHE Ha racTPOMHTECTMHANHa COHAA - MNaTONMOTUMYHWU W3MEHeHWs Ha

CTOMAaLUHaTa CTeHa, cpacTBaHus, HapyLUeHWA C XeMOKOarynaunoHHUTE NoKasaTenu, NEPUTOHUT, OCTLP NaHKpeaTwT,
napanuTuyieH uneyc unu cybuneyc — camo 3a nevexue ¢ Duodopa.
YCTaHOBEHO HecnasBaHe Ha TepanesTYHaTa cxema OT CTpaHa Ha 6onHus, 3a noseve ot 30 AHW.

[Jeua v 1oHOWW Ha BBb3pacT noa 18 roanHu.

M3NCKBAHWA HA H3OK NPU NEYEHWE HA BONECT HA MAPKWHCOH B TEPMUHANEH CTAOUIAN B U3BBLHBEONHUYHATA nomoLy




NPUNOXEHWUE 1

Tabnuua 1 ®apmakonoruyeH MaplpyT

HAYANO HA BABONABAHETO ..o r.
KAPCTBEH AATA HA P nATAA':.G PUYMHA 3 B
nE NPEYCTAHOBS | MPUYMHA 3A MPEYCTAHOBSBAHE UMW MPOMSIHA
NPOAYKT SANOYBAHE | IHEBHAMO3A | "7 0o -t HA IO3ATA
HA NEHEHUE NEYEHUETO

OTroBaps Ha KpuTepuMTe 3a neqennéfc B AHEeBHa A03a

5
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NPUNOXEHME 2

. NEYEBHO-AWATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHUW NMPOAOYKTU, BkntoueHu B Mpunoxenue 1 na NNC, kouto H30K 3annawa B CbOTBETCTBUE C
AelcTBaWUTE HOPMATUBHN AOKYMEHTH.

Tabnuua 1

) INN MKE OrPAHUYEHUA
LEVODOPAI/CARBIDOPA* G 20 *  nuua Hag 18 roauHu
APOMORPHINE G 20 *  nuua Hag 18 roguHu
LEVODOPA/CARBIDOPA/ENTACAPONE* G20 *  nuua Hag 18 roguHm

*MeToabT Ha neuvexune ¢ LEVODOPA/CARBIDOPA u LEVODOPA/CARBIDOPA/ENTACAPONE ce CbCTOM B NogaBaHe Ha
MHTECTUHANEH ren ANPeKTHO B AYOAEHYMa C NOCTOSHHA MHCDY3Us Npe3 NepKyTaHHa eHAOCKOMNCKa racTpocToMa, TpbBHa cucTema v
npesocma nomna. ABcopbuwsTa B NPoKCMManHa TpeTa Ha TLHKOTO YEPBO BOAM A0 onTuMmuanpaHe Ha abcopbumata Ha
MeAMKaMEHTa U OCUTYPsiBa NOCTOSIHHO MITAa3MEHO HUBO U HeNpeKbCHATa AOMAMMHEPrYHa CTUMYaLUS.
Vnavenayankata noaaspxalla 1O3MpoBKa crieasa Aa 6b/e onTuMmUaMpaHa v obudaiiko e 2-6 mi/ yac.

2. IPOCNENSBAHE

[wE: 1. I

Tabnuua 2 .

U3CNEOBAHUA u KOHCYNTALMK* NU3XOOHU HA 6 HA 12 MECELA**

MECELA**

MKK ¢ OKK v v v
KpbBHa 3axap v v o

ASAT v v B

ALAT v v &

Ypes v v v
KpeaTuHuH v v i
MnkoyHa kmcenuHa v v i
Bunupybun v v e

.aanbnmwrenuo Cce NpeAcTaBs MOMLITHEHA C PE3yNTaTUTe OT W3CNeABaHWsiTa Tabnuua 2 Ha NPpUNoXeHue 2, BKNIOYBALA U NPeAXOAHUTE
W3cneaBaHns W ce NpUNaraT OpUrMHanHu BnaHku Wnu 3aBepeHn KOnUA OT NabopaTopHU WICNEeABaHMS (Npn Hanwuwe Ha XxocnuTanu3auus c
AEBHOCT 40 1 Meceu A0 W3AaBaHE HA NPOTOKONA Ce Npunara 3aBepeHo Konue oT enukpusa c Homep U3).

** NeproANYHOCTTa Ha NOCreABalyMs NabopaTopeH KOHTPON Ce OCLLIECTBABA MO NpeueHka Ha NeKysaLlUus CrneunanucT B CLOTBETCTBUE C
KAMHWYHUTE MHAMKALUK : .

BT i iiienvas numenons v mmmenninines JlekyBaun sekap:

E
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Il. OBWMWX U3NCKBAHUA

1. B'bspacroaara rpaHuua ce mM34yucnsea B HaBbPLUEHWN TOAWUHKU - T.€. BKNMHYUTENHO KbM haTtaTta Ha u3gaesaHe Ha

NpoTOKONa oT cneyunanunsnpaHarta KoMUcus.

2. MNpu HasHayaBaHe Ha Tepanua no NPOTOKON 3afbMKUTENHO ce cbobpasseaT Bb3pacToBUTE orpaHuYeHus,

CbINacHO KpaTkaTa xapakTepucTuka Ha CbOTBETHUA NeKkapcTBEH NPOAYKT, yTBbpaeHa no peaa Ha 3NMXM.

3. H3OK He 3annaiya neyeHne 3BbH ykasaHata Bb3pacToBa rpaHuLia B kpaTkaTta xapakTepucTuka Ha npoaykTa.

4. H30K He 3annawa nevexve ¢ LEVODOPA/CARBIDOPA ¢ no3u Hag 2000 mg/aeH; APOMORPHINE c po3u

Han 100 mg/nen » LEVODOPA/CARBIDOPA/ENTACAPONE c fo3u Haa 2000/500/2000 mg/aeH.

5. B cnyuait Ha HacTbnuna nogoavpaHa HexenaHa nekapcTeeHa peakuws, nekapst yeeaomssa WA no pega Ha yn. 184 or

3NNXM. Konve ot cbobLyeHmeTo ce npunara kem MeavuuHckaTa aokymeHTaums Ha 30J1 npu kaHguaaTcTBaHe 3a NeveHue.

6. NPU CNELUMAIIUCTA, cbrnacHo HauMoHanHus pamMkoB Z0roBop 3a meAuuMHckuTe aeriHocTi 3a 3001, Ha KouTo ca uzgaBaHu

NPOTOKONW MO peAa Ha HacTOAWMTE W3WCKBAaHWA, CredBa Oa Ce NpUNaraT BCUYKM HeoBXoauMu OOKYMEHTHU KaTo:

ambynaTopHUTe NUCTOBE OT U3BBLPLLEHUTE Nperneau, BTOPWAT EK3EMNNAP OT W3AAAEHUTE NPOTOKOMW, KONMA OT ENUKPWU3U, KOMWSI

OT pewenns no Allp. Ne38, kouTo ca OCHOBaHWe 3a W3aaBaHe Ha MPOTOKOM, BCUYKM M3UCKBALUWM Ce WM3CneasaHud, Konue oT

npunoxeHue 1 Ha HacTOAILUTE WIMCKBAHUS MOMbBAHEHO MO CbLOTBETHATA TOYKa, NOANMCAHO OT crneuwanucrta, wagan

npoTokona. :

7. CNELMATIUSUPAHATA KOMUCHA nsnasa Pewenue ro o6pasel chrnacHo HaLUWOHamnH1a paMKoB A0rOBOP 3@ MeAULIMHCKUTE

AeiHocTh 3a ambynaTopHa npoueaypa Ne 38 "OnpegensiHe Ha NAaH Ha neYeHue u npocneasBaHe Ha TepaneBTUYHWUS OTrOBOP

NPy NauveHTy, NoNy4aBally CKbNOCTPYBALLM NeKapCTBEHN npoaykTu no peda Ha yn. 78, 7. 2 330" ot npunoxenve Ne 7 kbm un. 1

oT Hapeaba Ne 9 ot 2019 r. 3a onpenensHe Ha naketa oT 3ApaBHU OEMHOCTMU, rapaHTupaH oT GlaxeTta Ha HauuoHanHaTa

3ApaBHOOCUTypUTENHA Kaca U npegoctaseHa ot 30J1 MeaAUMUMHCKa AOKYMEHTALUA. CneunanuanpaHata KOMUCHA CbXpaHsIBa

eauH eksemnnap oT Pewenueto. Mpu u3gasaHe Ha npoTtokon Ha 30J1, cbxpaHaBa BTOPW EK3EMNNAP Ha NPOTOKONA, BCUYKM
€obxoanM1 AOKYMEHTW 38 W3AaBAHETO My W KOMMEe OT NpunoxeHwe 1 Ha HacToAWMTE M3UCKBaHUA, NMONBLIHEHO no

7'CLOTBETHATA TOYKA W NOANMCAHO OT YNEHOBETE Ha CNeLManU3upaHaTa KOMUCHS.

Hacmoswume usuckeaHuss ca ymewbpdeHu om ynpasumens Ha H30K cned Pewenue Ne PL-HC-04-59/19.05.20222. Ha
Had3aopHusi cbeem Ha H3OK u npedeapumentHo cwanacysare ¢ BJIC, Ha ocHO8aHUE un.52, an.8 ewve ep. ¢ an.6 om lMpasunxuka
3a ycmpoticmeomo u QelHocmima Ha HauuoxanHama 30pasHoocuzypumenta kaca. MauckeaHusma enusam & cuna om damama
Ha obHapodeaHemo uM & [bpxaseH 8eCMHUK“ U OMMeHsm Oelicmeawume u3uckeanus, & cuna om 1 anpun 20212. wa
ocHoeaHue peuweHue Ne PH-HC-04-37./19.03.2021 2.
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NPUNOXEHWE 3

AEKNAPALUA 3A UHOOPMUPAHO CBbIMACUE C U3BUCKBAHUATA 3A 3ANOYBAHE/ NPOABMKABAHE HA
JIEYEHUETO C NNEKAPCTBEHWUA NPOOYKT

cnen  kato ce ‘3anosHax ¢ ugnata MW npeaocTaBeHa  MHdopmauus M uenTa Ha neYeHWeTO C eKapcTBEHWUS
npo.u.yKT.........__...l,...; ............................................................................................ W crej Kato nony4Yux usyepnatenHu OTroBOpu Ha
noc:TaBeHmébf MEH BBNPOCH, AeKnapupam ye:

1. UWe _cnassam npeﬁopwauaTa MW CXEMa Ha NeYeHne 1 NEPUOANYHOCT Ha KOHTPONHWUTE Nperneau.

2. Penqﬁuq_ e ce ABABAM Ha KOHTPOIHU Mpernean W HAMa 43 NPOMEHSAM CaMOBOMHO WNW MOA APYro BHYLUEHWE

HasuaifeﬂaTé MU Tepanus.
3. r'lpvi tfpeycranosﬂeaHe Ha NeYeHNeTo No NPUYUHK, HENPOM3TUYALLKM OT peLueHneTo Ha KomucusTa 3a ekcneptnan B P30OK
wuni Komucusita no un. 78, 1.2 ot 330, we yBeaomsa HesabaBHO nuuHMs cu nekap u P30K u we BbpHa B P30K

. nocnég&wn NPOTOKON, NO KOWTO CbM nonyyasan/a NeKapcTBEHUS MPOAYKT,
4 I'Ipu_ﬁecnassaﬂe Ha MOCOYeHUTe YCNOBUS MEYEHUETO MW C YNOMEHaTWs NMeKapcTBEH NPOoAyKT e Bbae npekpaTteHo u

HnMé ;d'a uMam npeteHummn kem H30K.
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