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YPAO:
30PHMULIA YOYOBA

- UBNCKBAHMSA HA H30K
- NPU AEYEHWUE HA BOMNECT HA MAPKUHCOH
' B TEPMMHANEH CTAZIWA

B U3BBHBONMHUYHATA NOMOLLY




N3NCKBAHWUA HA H30K -
NPU U3QABAHE HA NMPOTOKONW 3A NEYEHWE HA BONTHA B TEPMUHANEH CTAQUA HA
NAPKWHCOHOBA BONECT B U3BBbHBONMHUYHATA MOMOLL

MpoTOKONLT Ce M3aaBa OT CNeUManM3upaHa KOMMCHA B nevebHW 3aBeaeHMA 3a GonHWYHa nomoll, cknoyunu aorosop ¢ H3OK.
CneumnanuaupaHnTe KOMUCHM Ce Cb3AaBaT ChLC 3anosepn Ha AupekTopa Ha cnegHute J13: MBAN ,Anekcanaposcka” — rp. Cotoua, MBAN ,Lapwua
WMoanHa - UCYN” — rp. Codpua, MBANHM ,Ce.Haym” — rp. Codoua, MBAN HKE” — I'p. Cochusi, BMA — rp. Cochua, MeAnuMHCKM MHCTUTYT Kbm MBP
—rp. Codbua, YNIMBAT ,Ce.MoaH Kpuctuten” - rp. Cochun, YMBAI ,Ce. leopru” - rp. MNnosams.

I. PEQl 3A 3ABEPABAHE HA NPOTOKOINUTE
lMpoTokonw 3a 3anoyBaHe Ha nevYexHue

cneuynanucT, CKn4un " Mep.uumucna OOKYMeHTauusa, NoTBbpXAaBaula Kputepuute No npunoxeHuwe 1un
aorosop ¢ H30K BCUYKN Heobxoaumu nscnensanus, cLobpasHo npunoxeHue 2

Y

/ = PeweHue Ha cneumanu3vpaHa KOMWCHA C ACHa MeJMLUMHCKA MOoTUBauMa 3a

3anoyBaHe Ha TepanuAaTa, 3aAbiKUTENHO Cce ot6enAsBa nunNca Ha W3KMKYBaLMK
cneuynanusnpaHa KpuTEpUn

KOMUCHA = “poTokon 3a NpeanucBaHe Ha nekapcrea, 3annawaxu ot H30K/P30K" — obp. M3-

/ H30K

= CraHOBMIWE C fiCHA MeaUUMHCKA MOTWBAUUS 3a 3anodyeaHe/MpoAbriKaBaHe Ha
» TepanuAaTa KaTo eJUHCTBEHa anTepHaTuea (ITO@HUC&HO om 4yfieHogeme Ha cbeema)

MocTosHeH excnepTeH
CbBET NO HEBpONorus*

Komucusno un. 78, 1. 2
ot 330 B LIY Ha H30K

3asepka B P30K

h 4

MNpoTokonu 3a NpoALIMKaBaHe Ha NeYeHNeTo

* MeauuuHCKa AOKyMEHTauus, NOTBbpPXKAABalla KpUTepudTe no npunoxexue 1 u
BCWYKM HeobX0oAMMU u3acneasaHus, cbobpasHo NpunoxexHue 2

* PelleHue Ha crneuvanu3upaHa KOMWMCUR C siCHA MegMUMHCKA MOTMBauus 3a
chctMBianpasa npogbKaBaHe Ha TepanuaTa, 3aAbiMKUTENHO ce OTOens3Ba NUNCA Ha MUSKMIYBALLM
Komucus

Kputepum

~ | = ‘lNpotokon 3a npeanWcBaHe Ha nekapcTtea, 3annawandu ot H30K/P30K" — obp. M3-
| HsoK
Komucus no un. 78, 1. 2 3a
! === Bepka B P30K
ot 330 B LIY Ha H30K ; P

*MOCTORHEH EKCNEPTEH CHBET M0 ¥ ruA ce CHOPMHMPa W NPEACEAATENCTEA OT NPeACeAaTens Ha APYKECTEOTO N0 HEBPOMOrMs, KaTo yyacTear ole ABaMa oOT
npeacenaTenuTe Ha CNeUWANUIMPAHW KOMICUM, NOCOYEHW B VsnckBaHuATa.

Il. OBLUWU NONOXXEHUSA

1. E-npotokon ce uafaBa OT YNeHoBe Ha cneynanusMpain KoMucuu B neveSHu 3aBefieHMnA, OKa3saulu GonHUYHA MeaUUMHCKa NoMoW
(N3BMN) Ha ocHosanve ,Peitienne Ha meuuanmpam koMucua' no Aflp Ne 38 ,OnpepensHe Ha nnaH Ha neJyeHwe W nNpocneasBaHe Ha
TepanesTUYHNA OTrOBOpP NPW_ NALWEHTH, nonyuasaijn CKBIIOCTPYBALM NIeKapCTBEHN NPOAYKTM NO PeAa Ha un. 78, T. 2 330" B cwoTBETCTBME C
HacToswmTe WUancksannsa Ha H3OK, kaTo MLPBUAT 4 BCexw CNeABaLL| NPOTOKON Ce W34aBar 3a nepuog Ao 180 axu.

2. 34paBHOOCUIY PEHOTO NULIC YAOCTOBePABa ¢ noanwuca cu 8 Pelenite Ha cneunanusuparda komucns” no AMp Ne 38: cnegHoTo: XKenas aa
mu 6uae opobperHo neyeHue c nekapcTBeHUA npoaytr KaTo Aeknapupam, 4e CbM YBeAOMEH 3a JeCTBMETO Ha HasHaJYeHaTa nekapcTeeHa Tepanus
n pasam qu)opMupauo cbrnacue cuulata aa mu 6bjie npunarasa’; .ChbInaceH/a CbM 3a M3NON3BAHE Ha NWMYHWUTE MK JaHHW 33 UenuTe Ha
ekcnepTusarta“, JKenas pa 6baa yeepomen/a 3a peaynrara or encnepmsa-ra ot P30K no eanH ot cnegHuTe HauyuHK: no e-mail, TenedoH nnn Ha
maAcTo B P30K", ,Pa3pewwasam A0CTbN A0 @NEKTPOHHOTO MU 3apasHo A
3. Mpean crapTupaHe Ha npoueca no uagaeaHe Ha E-npoTokon Ha ,-Cneunanuaupauara KOMWUCHA CNej NonyyeHo paspelleHue 3a AoCTbN OT
30J1 a0 eneKTPOHHOTO My 34PaBHO AOCME, NPaBW CNPaBKa NO ENEKTPOHEH MbT 33 W3AAAEHW NPEAXOAHW MPOTOKOMW, NO CHLLWA NPOGUR Ha
3abonssane. lNpoueckT no uzpaBaHe Ha E-NpoTOKON Ce peanusanpa B8 MeAUUMHCKM codTyep. B HACTOAIMTE M3MCKBaHWMA Ca NOCOYEHM
Heo6xoaMMMTE AOKYMEHTH 32 U3naBaHe Ha E-npotokon Ha 3001

4. Kbm Bceku E-npoTokon, ¢ KOWTO e HasHaueHa NekapcTBeHa Tepanus, Ce npunarat HeoBXOAMMUTE AOKYMEHTW (amBynaTopHWTE nUcToBe,
€NWKPU3N, U3CNeaBaHWA M Ap.), CMej KOeTo AOKYMEHTWTE Ce W3npawaT no enekTPOHeH NLT KbM WHOpMauuoHHaTa cuctema Ha H3OK.
HokymenTute, kouTo Cbluectysat B H3UC/mHdopmauuorHaTta cuctema Ha H30K, ce geknapupaT B E-npoTokona ¢ TexHuTe YHWKanHu Homepa
(HPH).

WHdbopmaunaTa, OTHOCUMA KbM U3JaBaHe Ha E-NpoTokona, KOSATO € B JOKYMEHT, KORTO HAMA enexkTpoHeH opMaT, ce nonbnea B PelueHneTo Ha
cneuuanuaupaHa KoMUCHUA - OCHOBaHWe 3a u3naeaHe Ha E-npoTokona, unu AOKYMEHTa Ce Npunara kaTo CKaHUpaHo Konue.

5. MNpn n3pasave Ha E-npoTokon no peaa Ha ekcnepTuaarta no un.78, 7.2 ot 330, oTnaana Heo6xoAMMOCTTa [1a Ce NPeAoCTaBAT U CLXPAaHABAT
npunoxexue Ne 1 u npunoxenue Ne 3 ot HacToswwTe M3ancksaHusta Ha H30OK", npu cnegHuTe yenosus:

- 32 npunoxeHue N2 1 - nNpu HanuumeTo Ha TeKCT B CbOTBETHWSA 4ekBOKC B ,Pewenue Ha cneunanuaupaHa komwcws" no AMp Ne 38:
JIMNCBAT N3KNIOYBaLLKM KPUTEPUM 32 3an0YBaHe/NPoALIKaBaHe Ha nedenne ¢ NN

- 32 npunoxeHue Ne 3 - Npu HanuuneTo Ha TekcT B PeleHre Ha cneuwanuampasa komucus” no AMp Ne 38: JKenas ga mu Gwge oaobpeHo
NeYeHne C NekapCcTBeHWA NPOAYKT, KaTo Aeknapupam, 4é CbM yBEeAOMEH 3a AeifCTBMETO Ha Ha3HaueHaTa nekapcTBeHa Tepanusa U Aasam
MH(OPMUPaHO Cbrnacue cullata Aa Mu 6bae npunaraqa®,

é- V3VCKBAHWA HA H3OK NPWU NEYEHWE HA BONECT HA NMAPKUHCOH B TEPMWUHANEH CTAOWIA B U3BBbHEONHUYHATA nomouw|



MPUNOXEHME 1

NUCT 3A ONPEAENAHE HA KPUTEPUMUTE 3A NEYEHUE HA BONMHN B TEPMUHANEH CTAOUWA HA
NAPKWUHCOHOBA BONECT B U3BBHBEOJIHUYHATA NMOMOLL

A. KPUTEPUW 3A 3ANMOYBAHE HA NEYEHUETO - nogbop Ha noaxogsiwyuTte 3a neveHue 60NHU (3aAbMKUTENHO €
HanNU4YUeTo Ha BCUYKU KPUTEPUK)

1 KnuuuyHo curypHa guarHosa “UamonartmyHa, kbeHa, MapkuHcoHoBa Gonect” — cboBpasHo kpuTepuute B
"HaunoHaneH KOHCeHCyC 3a AuarHo3a u neyexuve Ha Mg" '

2 | Hanuuve Ha TeXxa ABUraTenHa cuMnTomaTvka -2

3 | Nunca féecbekrm neYyeHWeTo C NepopanHu CpeacTea, NpunaraHy 3a AOCTaTbYHO AbMbI Nepuog 1 B ONTUMU3UPaHa
komGuHaums *

4 Haanag_ﬁa ﬁc_ﬂo pasrpanuymm off u on chasu (auratenyn dpnykryauum) *-2

5 ﬂponb@m@bﬁ Ha off-nepmoauTe He No-Manko oT 2 Yaca AHEBHO i AUCKMHE3NN 1 yac aHeBHo ' 2

6 nosnmégaﬂe Ha cumMnToMuTe OT Jlesogona

7 Oana.q?'ujaﬂg_ 3 CUMNTOMMWTE CNej NoCTaBeHa BPEMEHHa Ha304yo/ieHanHa coHaa n ONTUMM3UpaHe Ha Jo3arta *

8 | CnocoGHoer VSOHHMR [a cneasa TepaneBTUYHATE UHCTPYKUMK °

9 | Nunca 7np@pyxaaau4u €oMaTU4HN 3abonssaqus ! 2

10 | Nunca #a M3kmMoOYBaKIM KPUTEPUH NO TouKa B -2

'pelweHue Ha cneRManaupara koMucua no AMp Ne 38 1 eKCRePTHO CTAHOBWLLE OT NOCTOSHEeH eKCNepTeH CLBET N0 HeBPONOTUA

2 meauumMHCKa ZOKYMEHTALWA, NOTELPKAABALLA KPUTEPUKTE IO NPUAOKEHUE 1 U BCUUKM HEOBXOAMMU U3CNeABAHNS, CLOBPA3HO NPUNOKeHUe 2
*noapoGHa kapTa 3a chapMakonorien MapLpyT no o6pasel (raénuua 1 Ha npunoxexue 1)

* envkpn3a oT-EFALIMOHAPHO NEYEHWE 33 NPOBEAEHO NEYEHNE C EHTEPANeH ren U NOCTATaHe Ha ONTUManeH edekT i YTOUHEHa NOAALPKALLA 4033
(c AaBHOCT A0 1 Mecel| Npeaun kaHAMAATCTBAHETO), NPUAPYKEHA OT KOHCYNTATVBHA OLIEHKa OT raCTPOSHTEPONOT 33 NUNCA HA NPOTMBONOKA3ABHWUA
3a NocTaBAHe Ha NOCTOAHHA raCTPOMHTECTMHANHA COHAA — CaMO 3a NALMeHTH, KaHAWAATCTEALM 32 3aNOYBAHE HA NEYEHUE C eHTeparneH ren.

® AeKnapauns:3a HOPMMPAHO CLINAcHe C TEPaNeBTUYHUA METOA, NOANUCAHA OT GONHUA — AEKNapaLMATA Ce W3roTBA OT CMeLMani3upaHaTa

KOMWCUS CbrNacHo pasnopeabute Ha un. 87 w un. 88 or 3akoHa 3a 3ApaBETO — CaMO 32 NALMEHTH, KAHAMAATCTBALLM 32 3aN04BaHe Ha NeveHue

C eHTepareH ref. =

MpoTokonsbT ce n3gasa CuC CPOK HA BANWAHOCT A0 180 AHM, cnef OCLILECTBABAHETO HAa NEPKYTaHHAaTa eHAOCKONCKA
ractpoctomusi. H30K He 3annawa nekapcTBeHWs NPOAYKT NO BpeMe Ha CTALMOHAPHMA NPECTON 33 OCBLIECTBABAHE Ha
XUPYpruyHa WHTepBeHUMs. MbpBOHaYanHUTe 3aABUTENHUTE AOKYMEHTM 33 3aNOYBAaHe HA NeYeHWe ce BHACAT npeaw
npunoxeHue Ha eHtepaneH ren. Cnen onobGpsBave Ha neveHneto or Komucuata Ha H3OK m ycraHoBaBaHe Ha
NoBNWABaHe Ha CMMNTOMUTE YPE3 BPeMEHHa HaloAyoAeHanHa COHAA ACMBLAHWUTENHATa MeAWLMHCKA AOKYMEHTaUus no
Touka 7 M TOuKa 8 ce ckaHMpa M NPMKAuBa NPU NLPBO NPOALIIKABAHE HAa NEYEHMETO - CaMo 33 NaLMEeHTH,
KaHAUAATCTBALLK 32 3an0YBaHe Ha NeYeHWe C eHTepaneH ren.

B. KPUTEPHM 3A nPon'erKABAi-tE HA REYEHMETO (3aABbMKMTENHO € HAaNM4MeTO Ha BCUMKM KpUTEpuu)

MoBnusBaxe Ha OCHOBHaTa ABMraTenHa cumnToMaTvka *

MocraBera NOCTOSHHA COMAA YPE3 NEPKyTaHHA EHAOCKONCKA racTpOCTOMUS 2
Nunca Ha npomeHi ¢ wTe nokasarenu ' 2

[oka3saHa cnocoGH'otfaé Gonkna fa CNEABa MHCTPYKL

a bW N =

fNunca Ha M3KNIoYBalW KPUTEPMM NO TouKa B -2

!pewenue Ha cneunanuaupasa komMucus no Aflp Ne 38

? MeAMLMHCKa AOKYMEHTaUMs, NOTBbPXAaBalla KPUTEPUUTE 1O NPUIOKeHNe 1 1 BCUUKA HEOBXOANMN U3CNEABaHMS, cbobpasHo npunoxeHue 2
“enukpusa ¢ NeW3 c onucaw OonepaTueeH NPOTOKON - CAMO 33 NauMeHTH, KaHOWOATCTBAWM 3a NbLPBO NpPoALMKaBaHe Ha NEYEeHWeTo C
eHTepareH ren = = -

? konue OT Aeknapauus 3a UHGOPMUPAHO CLrNacHe C TepanesTUYHWUSA MeTOL, NoAnucaHa oT GONHWS — jeknapauuaTa ce W3roTes OT
€neunanu3npaHaTa KOMWCUA cbrnacHo pasnopeabure Ha un. 87 u un. 88 oT 3akoHa 3a 34paBeto — camo 3a NaUMeHTH, KaHAWAATCTBAWM 3a
NMBbPBO NPOALMXaBaHe Ha NEYeHNETO C eHTepaneH ren

"Ei 3
é M3NCKBAHWA HA H30K NPWU NEYEHWE HA BONECT HA NAPKWHCOH B TEPMWHANEH CTAJJ,I/IIH B M3BBHBEONHUYHATA NOMOLL




NPUNOXEHUE 1

B. U3KNIOYBALLUW KPUTEPUMN:

HecurypHa avarHo3a, MapkWHCOH NNioC CUHAPOMU (MYNTUCMCTEMHA aTpodus, NPOrpecuBHa cynpaqykneapHa napesa
VNW ApYrM HespoaereHepaTWBHM 3abonseannsa), BTopudeH [MapkUHCOHOB CMHAPOM, NPUYMHEH OT MEAUKAMEHTH,
TOKCMHW, UHEEKLMO3HW areHTH, CbAoBM 3abonasaHus, TpaBMa, MO3bYHa HEONNasMa v ap.

BDEMGHHOCT N NakTauuA, XeHn B AeTepoaHa Bu3pacT.
MauweHTH npetbpnenu onepatuBHa MHTEPBEHUUA 3a ne4veHue Ha MapkuHcoHoBa Gonect (manvgoToMus, Abnboka

;Moawaa GTMMyNauWa, TPAHCNNAHTALMS HA CTBOMNOBU KNETKW 1 Ap.).

4 Ha NevyeHve ¢ MeauKaMeHTU NoBnuaBaLln qepHOﬂ,pOﬁHHﬂ MeTabonusbM — 6apvn’ypa‘ru KapGaMaaenMH

:qimwﬁyraaou deHnTOMH, pucamnuumH, usokcukapbokcasvg, cenensun cyndpat, tranylcypromine sulphate,
TpULMKAUUHN aHTUaenpecaHTy, MAO-uHxubutopm, SSRI n ap.
‘Gup&myammnuom KbM Nnesoaona unu kapbuaona.

'mwxauuu 3a nNpUNoOXeHWeTo Ha neBojona KaTto TACHOBIBbMIHA [Maykoma, Xuneptupeouausbm,

@aﬁxpeuomrom cuHapom Ha Cushing, ManurHeH menaHom.

M€ Ha APYrM HEBPOMOTMYHU W/UNK COMaTYHKU 3aD0NABAHMA, KOUTO MOraT Aa NOBMUAAT Ha NevYeHneTo Unu ga
[OMBLAHUTENEH PUCK. HAnNWYWe Ha O0TNagHa HEeBPONOrMUYHAa cumnToMaTuka, Aucdarus, MHOXeCTBeHa
38, Oonect Ha Anuxaimep, KOTHWUTWBHWM W NCUXMYHM HapyuleHus (OCTPO MCUXOTMYHO Pa3CTPOICTBO,
)HO acheKTUBHO Pa3CTPOWCTBO U OP.), KNWHWYHO 3HAYMMMK XEMaTOMNOTNYHW, €HAOKPWUHHW, PEecnupaTtopHw,
KapauoBackynapHn, GbOpeuHn, YepHOAPOBHM, raCTPOMHTECTUHANHW HAPYWEHUS WNW  Heanna3Mmu, Kakto U
3noynoTpeba ¢ nekapcTBeHN BELLECTBa Uim ankoxorl.

;‘k‘mmquo 3HA4YUMMK OTKIIOHEHWA B naﬁapa'ropume nokasarenu.
“Hanuune Ha KOHTpPaWHAMKAUWM 33 AOCTABAHE Ha racTPOMHTECTUHANHA COHAA - NATONOTMYHM M3MEHEHMA Ha

emmaa.unara CTeHa, CpaCTBaHWA, HapylieHUA C XeMOKOoarynaunoHHUTE nokasarenu, NepuToHUT, OCTbP NaHKpeaTuT,
napanwmqeu uwneyc unu cyﬁuneyc CaMoO 3a neveHue C eHTepaneH ren.

10. =¥cTaHOBEHO HecnassaHe Ha TepaneBTMYHaTa Cxema oT CTpaHa Ha bonkus, 3a noeeve ot 30 AHw.
11.2 Il,enaa M IOHOLLIM Ha BBb3pacT nog 18 roguHn.

Ta6nuua 1 ¢apuaxonormeu MapupyT

HAYANO HA BABOARAIBAHETO ...
NEKAPCTBEH RATANA | EVCTANG
1 “3AMOYBAHE | [IHEBHA I03A NPEYCTAHOBA | NMPUYMUHA 3A NPEYCTAHOBABAHE UMW NPOMAHA
NPOAOYKT = = BAHE HA HA QO3ATA
= NEYEHUETO

M3UCKBAHWA HA H30K NPW NEYEHWE HA BONECT HA MAPKUHCOH B TEPMWHANEH CTAOWA B U3BBLHEOMHUYHATA NOMOLLY




MPUNOXEHME 2

l. NEYMEBHO-AWATHOCTUYEH ANTOPUTHM

1. NEKAPCTBEHMU NMPOAYKTU, BkmoveHu B Mpunoxenue 1 Ha MNNC, kouto H30K 3annawa B cLOTBETCTBUE C
AeACTBaWKUTE HOPMAaTUBHU AOKYMEHTM.

Ta6nuua 1
INN MKE OrPAHUYEHUA
LEVODOPA/CARBIDOPA* G 20 *  nuvua Hag 18 rogunn
APOMORPHINE G20 *  nuua Hag 18 roamHu
JCARBIDOPA/ENTACAPONE* G20 *  nuua Haa 18 roavkm
FOSLEVODOPAIFOSCARBIDOPA™ G20 = _nwua Han 18 roqunn

*MeTtoanT Ha nevenne ¢ LEVODOPA/CARBIDOPA u LEVODOPA/CARBIDOPA/ENTACAPONE ce chbcTou B nojaBaHe Ha
WHTECTUHANEH Fen AUPEKTHO B AYOAEHYMa C NOCTOSHHA UH(Y3UsA NPe3 NepKyTaHHa eHAOCKONCKA racTpocToMa, TpbOHa cucTema u
npeHocuma fﬁ_}',oma."i”‘AﬁoopﬁuuﬁTa B NpOKCUManHa TpeTa Ha TLHKOTO 4YepBO BOAM A0 onTMMuanpaHe Ha abcopbuusata Ha
Me/MKaMeHTa U OCHTYPABA NOCTOSHHO NNA3MEHO HUBO M HENPEKLCHATA A0NaMUHEPINYHa CTUMYNaLMS .

WHaneugy 1a Abpxalla Ao3MpoBKa cneaea aa 6vae ontumuanpaHa u obusaiito e 2-6 mi/ uac.

**MeToabT HE pe ¢ FOSLEVODOPA/FOSCARBIDOPA ce CbCTOM B HENPEKbLCHATO MOAABAHE HA WHTECTUHANeH ren
NOAKOXHO C UHGPY3MOHHA cuctema, CKOPOCTTa Ha MHAy3auaTa Ha uac cneaga Aa 6bae b6asvpaxa Ha npuema LE ot nauvenTa no
Bpeme Ha oGuuaes 16-vacoe GyaeH nepuog,

2.-APOCNEOABAHE

Tabnuua 2

U3CNEABAHUA n KOHCYNTAUWK* M3XOAHW | HA 6 MECELIA* HA 12 MECELUA™
MKK ¢ OKK i v v v
KpbeHa 3axap ' v v Vi

ASAT v v v

ALAT v v v

Ypea v v v
KpeaTuHun v v v
MukodHa kucenuxa v v v
Bunupy6uH v v v

* WacneasanuaTa cneaBa fia ca C 4aBHOCT A0-F Mecey npeau KaHaWaaTCTBaHETo
** nepuoaMyHOCTTA Ha nocneasallius nabopaTopeH KOHTPON Ce OCLLUECTBABA NO NpeueHka Ha NeKysalua cneunanict B CbOTBETCTBUE C
KMUHUYHITE NHAWKALUK = e

Il. OBLLU MsucxaAHﬁﬁ

1. Bb3pactoBata rpaHula ce WsuMCnABa B Ha
cneynannanpaHaTa KoMMCus-— e
2. MNpw Ha3Ha4asaHe Ha TepanusA NO- APOTOKON 3aABMKNTENHO Ce CLOOPasABAaT BLIPACTOBNTE OrpaHUMEHMs, CbIMACcHO KpaTkara XapakTepucTuka
Ha CbOTBETHWA NEeKapcTBeH NPOAYKT, yIEbpAeHa no peaa Ha 3MMXM.

3. H30K He 3annawa neyenve n3sbH ykasaHaTa Bb3pacToBa rpaHnua B KPaTKaTa XapaxTepucTKa Ha NpoaykTa.

4. H3OK He 3annawa neyeHve ¢ 4031 Haf, MAKCMMANHO Pa3PELISHITE NO KPATKa XaPAKTEPUCTHKa HA NPOAYKTA.

5. B cny4ai Ha HAacTBNUNA NOAO3MPaHa HEXENaHa NeKapCTBeHa peakuys, NekapaT yeeaomaea WA no peaa Ha un. 184 ot 3/INXM. Konue ot
ckobLeHneTo ce npunara/onucea KbM/e Me,qnuuﬂcka‘ra:xéwmaw Ha 3071 npu kaHanaaTCcTBaHE 32 NeYeHue.

6. Bceku e-npoTOKON Ce M3[aBa Bb3 OCHOBA HA U3A3ASH MEAULIMHCKM AOKYMeHT. cneunanuaupana komucua B JI3BIMN Ha ocHoBaHue Alp Ne 38
.OnpeaensHe Ha NnaH Ha NMeyeHWe U NPOCNEARBaHE Ha TepanesTUYHUA OTrOBOP NPW NAUMEHTH, NONy4YasBalyX CKLNOCTPYBALWM NEeKapcTBEHU
npoayKTW no pepa Ha yn. 78, 1. 2 330",

Exkaemnnap Ha xapTueH HocuTen ot Alp Ne 38 ,OnpeaensaHe Ha nnaH Ha nedYeHve npocneassaHe Ha TepanesTUYHUA OTFOBOP NPU NAUUEHTH,
nony4aealln CKbNOCTpyBaLLyM NekapcTBeHU NPOAYKTW No peaa Ha yn. 78, 7. 2 330", KoiTO e OCHOBaHMe 3a M3gaBaHe Ha NPOTOKON, NOANUCAH OT
cneyuanuaupaHa komucua n 30J, ce BoaK no pea, onpegeneH oT ne4eBHOTO 3aBejeHne n ce CbXpaHaBa B kKabuHeTa Ha KOMUCHATA.

7. Mpu u3paeane Ha E-npoTokon no peaa Ha ekcneptusara no 4n.78, 1.2 ot 330, otnaaa HeobxoagumocTTa aa ce NPeAOCTaBAT U CeXpaHABAT
npunoxeHne Ne1 n npunoxerune Ne3 oT HacToswuTe Mauckeanus Ha H30K®.

8. U3paBsaHeTo Ha E-NpoTOKON Ce OCBLLLECTBABA B CLOTBETCTBUE CbC CHBMECTHM ,YKA3aHWA 33 paboTta c nojaAeH NO eneKTPOHEH MBT NPOTOKON

IA/IB/IC (e-npoTokon)”, Mexay HauuoHanHaTta 3ApaBHOOCUrypUTENHA Kaca U Bbnrapcku nekapcku Cblo3 3a npunaraHe Ha HauwoHanHWA pamkoB
AOroBOp 3a MEAULUMHCKUTE AERHOCTH.

TOAMHW - T.€. BKMNIOMUTENHO KbM Aatara Ha wu3gaBaHe Ha npoToKona oT

Hacmoswume usuckearusi ca ymevpdeHu om ynpasumens Ha H30K cned Pewenue Ne PA-HC-04-70/12.06.20242. Ha HadzopHus cbeem Ha
H30K u npedeapumento cvanacysane ¢ 5/1C, Ha ocHogaHue 4n.51, an.10 ebe 8p. ¢ an.8 om lNpasunHuka 3a ycmpoiicmeomo u deiiHocmma Ha
Hayuonannama 3dpasHoocuzypumenta kaca. M3uckeaHusama enuszam e cuna om damama Ha obHapodeaHemo um 8 [IbpXaseH eCMHUK® U
ommeHam Oelicmeawiume usuckeaHus, & cuna om 03.06.20222. Ha ocHoeaHue pewerue Ne PL-HC-04-59/19.05.2023z.
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@ M3NCKBAHWA HA H30K NMPWU NEYEHWE HA BONECT HA NAPKWHCOH B TEPMUHANEH CTAOWA B U3BBLHEONHUYHATA NnomMoLL,




NPUNOXEHUE 3

AOEKNAPALUA 3A UHOOPMUPAHO CbINMTACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABINKABAHE HA
NEMEHMETO C NEKAPCTBEHMA NPOAYKT

cnen  KaT 3afo3Hax- C uUAnata MW npegocTtaseHa MHQJOpMaLMR_ W Uenta Ha nNeYeHWeTo C neKapcTBeHWA

NPOAYKT. ... & e U Ches KaTo NOMyyMx W3YepnaTenHu OTroBOpU Ha

BBAPOCK, AeKnapupam ye: =
penoptyaHaTa Mi CXeMa Ha NneveHue U NepUMoAUYHOCT Ha KOHTPOMNHUTE npernea.

nocTaBeHnTe:

e CE HBﬂBaM Ha KOHTPONMHW npernegn U HAMa ,u,a i'mOMeHFIM CaMOBOMHO WMNKU NOA ApYyro BHYLUEHWe

L MU Iepanvm

CTAHOBSBAHE Ha NeyeHneTo no
_ MHCHHTa no un. 78, 1.2 ot 330, e yse
clﬁasaue Ha MOCOYEeHMTEe YCMOBMA NEYEHUETO MU C ynomeum'nﬂ nexapcTBeH npoaykT we 6bae npekpaTeHo w

enpousTiyailm oT pewwenneTo Ha KomucusaTa 2a ekcneptuan B P30OK

5 He3abaBHO NUYHMS CU Nekap.

Ad Mvam npeTeHuun kbM H30K.
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@ U3NCKBAHWA HA H30K MNPW NEMEHWE HA BONECT HA MAPKWHCOH B TEPMWUHANEH CTALWA B 3B BLHEONHUYHATA nomouy



