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2 3 N3NCKBAHUSA HA H30K
f 3ANPEANNCBAHE HA MEAWLMHCKY M3LENUS
SATIPUAOKEANEC MHCYNMHOBM MOMIN U CEH3OPY 3A

MPOLBIKATENHO MOHUTOPUPAHE HA HUBOTO HA ITIOKO3ATA

° TIPA 3AXAPEH OWABET TUN 1

& 5

- BASBEHEONHUYHATA NOMOLL



WUINCKBAHUA HA H30K
NPU U3OABAHE HA NPOTOKONM 3A MPEQNUCBAHE HA MEAVUUMHCKW U3ENNA 3A NPUNOXEHWUE C
WHCYNMHOBM NOMMW YU CEH30PU 3A NPOABIMKUTENHO MOHUTOPUPAHE HA HUBOTO HA
NIOKO3ATA TPU NIEYEHWE HA 3AXAPEH IMABET TUN 1

MpoTOKONET Ce W3fasa OT CneuranK3npaHn KOMUCMM B nevyetHu Eaaegeum 3a GONHWYHA NOMOIL,
cKmiouunu goroeop ¢ H30K. CneuranuavpanuTe KOMHCUM BKIIOYBAT CNEUMANNMCTH C KOf Ha cneuuanHocT 05

{ennoxpnngo‘éjo[ug l@}ﬁonecm Ha obMAHaTa) u 34 (geTcka eHAOKpHHONorus v GonecTu Ha obmsHara).

Cneyyiafinaupannre xomucuu 3a 30J] Hap 18 ropmuiHa BB3PACT Ce CL3AaBaAT CbC 3anoseq Ha avpexTopa B
cneprnre JJ32YCE AJJE ,Axag. MBaH MeHyes” — rp. Codus, BMA — MBAJT - rp. Codina, YMBAS ,Ceeta MapuHa® —
rp. Bapra, YMBAN Cletif-4 e6pru, -~ rp. Mnobave, ,AmwvGanem Cutn Knukuk MBAN Toxyaa® All - rp: Codus,

,g.q'ﬁﬁﬁﬁhémémfﬁﬁ&aw?@ﬁAﬂﬁOOﬂ - rp. Cotbus, ,MBAJI Cbpue 1 Moabk" EAL — rp. MrnegeH.

Cne Wi‘njﬁifpi&ﬁ're komucum 33 30/ noa 18 roamiuHa Bb3pacT Ce Cb3hasar che 3anoeeq Ha SUpexTopa B
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cnegunte A3ECEANAR-Mpod. UsaH Mutes’ — rp. Codus, YMBAJT ,Ceta Mapuha™ — rp. Bapua, YMBAT ,CBetn
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[eopru” - g@j@éﬁi‘{eﬁ»‘;muﬁaneu Cutn Knunmk MBAN Toxyaa“ ALl - rp. Codous, YMBAN , [-p [. CrpaHcku” — rp.

Mneeen. % & = -}

g

=
P

MpoTokony 3a 3ancusaHe

P B

= _t;, » MeamuuMHCKa AokyMeHTaums, NOTBbKAARAWA KpUTepuMTe No npunoxedue 1 un
cneumanuavpana YCroBusiTa, CboBpasHo npunoxeHne 2
KOMUCUR — = Pglulesne Ha crneuUanuanpaHa KOMKUCKMA C ACHa MefuUMHCKa MoTuBauus

(3aabMKMTENHO Ce OTOENA3Ra NUNCA Ha KIKNIOYBALLM KPUTEPVH)
U » “MlpoTokon 3a npegnuceaHe Ha nekapcTsa, sannawann ot H30K/P3OK" - obp.
-k M3-H30K
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Komucus aa excneptUsu | 3aBepka Ha npoToKona B
8 P30K —*| P30K
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Mpotokony 3a NpoaAbMXaBaHe
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cneyManuaupaHa D & :*"
KOMUCHA ST
\‘
i « "[IpoToKon 3a NpeanucBaHe Ha Nexapcrea, » | 3aBepxa Ha nporokona B
sannawaxy ot H3OK/P30OK" — 06p. M3-H30K P30OK
cnelManmcT, CKNYMn /
norosop ¢ H30K

U3NCKBAHNA HA H3OK 3A MPEONUCBARE HA MEAVLIMHCKY W3AENKA 3A NPUNOMKEHWE C MHCYITMHOBW NOMIU W CEH30PK 3A
NPOOBITKUTENHO MOHWTOPUPAHE HA HUBOTO HA IMIOKO3ATA MPU 3AXAPEH AMABET TN 1 B U3BBHEONHUUHATA noMouy



i.2. PE[] 3A 3ABEPSIBAHE HA NMPOTOKONIMTE 3A CEH30PM 3A MPOABINKUTENHO MOHUTOPUPAHE HA
HUBOTO HA TTTHOKO3ATA IMPU JIEYEHUE HA 3AXAPEH OVABET

Iportokonu sa sanousane

» MeauuuHera AOKYMEHTaLWA, NOTBBLPXAABALLA KpUTEPHATE NO NpUroXeHne 1 1
ycnoeuaTa, crobpasHo npunoXeHue 2

cneuuanuinpana * Pewenne Ha cneuvanUIUpaHa KOMUCHA C ACHA MEAMUMHCKA MOTUBALMA
KOMUCHA (33ALMKMTENHO Ce 0TOENA3Ba IMNCa Ha N3KIIOYBALUM KPUTEPIM)

= “llpoTokon 3a npeannceate Ha nekapcTea, sannawaqy or HIOK/P30K — obp.
M3-H30K

Komucus 3a ekcnepruau 3aBepka Ha NpoToKora B
8 P30K P30K

MpaToxonu sa npopwrikasane

SEE wdvE p
creynanuanpana ”
KOMKCHA S
= ‘IIpoToKON 3a npeanucsane Ha NneKkapcTea, 3aBepka Ha NPOTOKONA B
un 3annaujain o1 HIOK/P3OK' - 06p. M3-H3OK | —» | p325F P
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porosop ¢ H30K
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1. E-npotokof €& adfasa or nABkip _CNEUMANNCT MO NpodyunNa Ha 3aGONABAHETO, WINLIHUTEN Ha creLmanuarpana

MIBLHOOMHIHA - MEAULMHCKa NoMOLI: fa “OcHoBaHWe n3naneH ,AMBYNaTopeH NucT WMi OT uneHoBe Ha CNeLMANUIUPAHK

KOMMCHUM B heﬁﬁﬁaﬁ}%a;gege_um, OKIIBAK GONHUUNA MEAWLMHCKE NOMOLL (N3BM) wa ocHosanue ,PelueHve Ha
cnevuanvsnpaia, koutha o Atp Ne 38..Ofipenenate wa nnaH Ha nevesne u npocneassake Ha TepanesTUYHUA OTFOBOP NpU
NauKeHT, Monyy: gﬁﬁﬁgﬁppcrpigamw' nekaPcTBEHM  NpoRyKTW/MEMUMHCKM U3Lenus no pena Ha 4n. 78, T. 2 330" B
CbOTBETCTRUE C WIBEPHRHITE V3ickBaHMs Ha 30K no sabonsisanus B konuuecTsa 3a He noBeye oT 365 AHu.

Mpu 3001 ¢ Hanuwha AORITTNAAUPAHa:6peMeHHOCT e uagaBa NPOTOKON 3a CpOKa Npeau ¥ No Bpeme Ha GpemMeHHOCTTa A0
365 gHn. g i el

2. 3001 ynocroBepsina c Mof

/CTIORNNEAEn B ,AMBYNaTOpeH nucT unu & ,Peluekme Ha cneuuanwsupaHa xoMucus® no AMp Ne 38:
cnepnHoTo: JKenan aaifin Ohfe orot peHOATedeHMe, € NekapeTBeHIst NPOaYKT/MEaULIMHCKOM Waaenve/s, xaTo feknapupam, Je
TC HaygHata nerapcTaeHa Yepanus v AasaMm MHMOPMUPAHD GbINacue Chbluata aa Mu buae
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ChM YBEAOMEH 33 AeNCTRYETO-Ha: 33 i

npunaraHa“; ,Cvrnacen/a ce “3arparionssale HaMUHUTe MU [IaKHK 32 UeNnuTe Ha ekcneprusata’; Jenas na 6vpa ypepomen/a
3a pesynrata oT excnepTusara o:P3OK b efnH of-EnénHnTe Kaunuw: mo e-mail, Tenedor AU Ha MacTo & P30OK": Pa3zpelilasam
[0CTBN A0 €NEKTPOHHOTO My 3apasioTocns™..

3. [lo nonyvyaBaHe Ha wHchopmauyh “3a .3anoypane Wnu rpoArmKaBaHe Ha 33asBeHOTO meveHue, 300 npoabnxaea
TepanuATa c nekapcTeeH/M npogyKT/u/ Mediuinkéko/in usnénuelsa, ¢ kouTo e NpoBeXAan NeYeHMeTo O MOMENTa.

4. Mpepn crapTUpaHe Ha npoueca no u3siasade Ha E-npoTokon Ha 30, cneuvanucTeT/Crieluanu3npanaTa kKOMUCUA npaBy
CnpaBka no enekTpoHer NbT 33 wiganedu Ha 30 npeaxoAHW NpPoTOKONM, No cblums npodun Ha sabonsBane. MpouecsT no
u3pasae Ha E-npoTokon ce peanusupa B MEAULIMHCKN CObTYep. B yTBLPACHATE UIUCKBAHUSA MO 3abonABaHUA ca NocoveHK
HeoGxoaUMNTE AOKYMEHTH 3a MaflaBaHe Ha E-nporokon Ha 307

5. floxymenTuTe (amBynaroprute nucTose, eNWKpM3n, N3CrensaHms), KOMTO GulllecTeybaT 8 H3MC He ce nopasar 8 E-nporokona,
WMHopmauusTa, OTHOCUMA KbM M3faBaHe Ha E-MpoToKOna, KORTO € 8 AOKYMEHT, KOWTO HAMA eMeKTPOHEH (POPMAT U He ce
cbabmka B H3KMC, ce nojasa: kKaro ce Nonbrea s ambynaTopHus nUCT OT Nperneaa — ocHoBaHue 3a v3gaeane Ha E-npoTtokona
UnK JOKYMEHTBLT C@ CKaHWpa 1 npukada keM E-npoTokona.

6. Ipn usnasane Ha E-npoTokon, oTnaaa HeoGXOAUMOGTTE Ag Ce NPeaoCTaBAT M CbXpanaBsaT npunoxenue Ne1/1A v npunoxenue
Ne3 npw cneguure ycnosus: aa npunoxesue Nei/1A - npy HaNWUUWeTo Ha TekCT B amOynaTopHUA nucT unn B ,Peulexdne Ha
crneuvanv3npana Komucna®™ no Alp Ne 38: ,iuncsar uskmiousally kpUTepun 3a sanousave/mpogbmxasaxe Ha nedenne ¢ NNMIAY
33 npunoxenue Ne3 - npu ManuuneTo Ha TeKCT B amBynNaToOpHUA NUCT UNK ,PelleHue Ha cneunanusupaxa komucua” no AMp Ne 38:
JKenas na Mu Bwae ogobpeHo neysHue ¢ NeKapcTBEHUs NPoAYKT/MEOWUUUHCKO U3nenue, KaTo ABKNapupaM, 4e CbM yBeoMeH 33
AEUCTBMETO Ha Ha3HaYeHaTa NeXapcTBeHa Tepanus 1 4asam UHDOPMUPAHO Chrmacue Chliata Aa Mu 6bae npunarana’,
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@Q U3NCKBAHWA HA H30K 3A NMPEANWCBAHE HA MEOULIMHCKW U3RENKUA 3A NPUNOXEHUE G UHCYNUMHOBW NOMNK W CEHA0OPU 34
MPOABIIKUTENHO MOHUTOPUPAHE HA HUBOTO HA INIIOKO3ATA NPU 3AXAPEH AWABET TWUM 1 B U3BBHEQNMHUYHATA I'!OMOIJ.[



NPUNOXEHWE 1

NWACT 3A ONPEAENAKE HA KPUTEPUMTE MPW NPEANWGBAHE HA MEAWMUWHCKW W3OENKUA 3A NPUNATAHE HA
WHCYNMHOBW NOMMW NPy NEYEKWE HA 3AXAPEH IMABET TUN 1

A. KPUTEPUM 3A 3ANOYBAHE HA NEMEHUE (Heo6xoouMMo e Hanmuyue Ha 5 OT KpHUTepuwuTe, KaTo € 3aAbILKWTenHo
HANUYMETOo KA KpuTepuK 1, 2, 3 u 8):

MKB E10.2, E10.3, E10.4, E10.5 1 E10.9
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BBRFINiOk03a CYyTPHMH Ha rmagHo / Hanuuue Ha “cheHOMeH Ha 3opara” -2

JérionTpon - HbAre 2 8.5% 2
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7 Spemeuﬁp@nnaﬁupaua GPEeMEHHOCT M NCAABPXKAKE HA TPaNHO BUCOKO HMBO Ha HbA1c 2 7.0% -2
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8 | Nunca Q%s@mqaamu KpWTEpUM NO To4Ka B
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' pemeHue Ha cnéunanmaupana Kommncus
2 mepuumucka 4 Tc"y"ﬂlgﬂ:rgﬁi“"aé’ﬁt?ga Ha 3abonABaHeTo W TPOBEN(IAHATA TePanuA, YAOCTOREPABALLA TUNa Ha aaxapuus uaber w ycnosus,
cvobpasvo npufidikerue: KTG*(l BRIOYEHE WHTepnPETEUNs Ha pesynTaTvTe OT AHEBHUK 33 CAMOKOHTPON Ha GONHMMA WNW OT CeHsop 33

NOCTOAHHO rnm_g’?gsgo_—ug wIPppade 3a nocneaxuTe 14 AHY NPEAK WIAEBAHE HA PEIUBHUETO, MEAMUMHCKR AOKYMeHTauMs oT Al creuvandcT 3a
nnaHupane Ha ?geméun“ocr’;“ffofnbp.qeﬂa GpeMeHHOCT N MeaMLIHCKa AOKYMEHTaUMA 3a NPOBEXA aHe Ha Npoueaypa/ 3a sabpemeHRaane

[

-

B. I(Pi'ITEPIJ:!j= .3A’“$[]PF l 5‘J'IﬁKJl!\BAHE HA NEYEHWE (HeoBXoauMO e Hanuuue Ha 4 OT KpuTepuure, KaTo e 3aABLIMKUTENHO
Hanuuueto HapuTepiy 1,2 6)7_ -
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4 | NogoGpeHue Ha FRMKeMUIHUA-KOHT POI),OLIBHEH Ypea cHikeHne Ha HbA1c

§ | BpemeHHocT/nnannpana 6peMeHHOCT U cHWKeHIE Ha HbA+.

6 | Nunca Ha M3KNWYBALM KPUTEPUK MO TOYKa B

B. U3KIMIOYBALLK KPUTEPUW (npu 3ano4BaHe W NPU NPOOLMKABAHE HA NeYEHUeTo)

3axapeH gvaGeT TMN 1 ¢ AaBHOCT Noa 6 Mecela

Mo-Manko oT 1 Mecell 0T NOCTaBAHE HA NOMNATa (He BAXW B CNYYauTe Ha NMaHvpaHe ¥ nNo BpeMe Ha BpeMeHHOCT)
Mpekecaane Ha TEPANWATA C MKCYNMHOBA NOMNA 328 Nepuos oT 2 ¥ Nopeve MeceLa

Jiunca Ha aneKkBaTHa KOMYHVKALMA G NEKYBALLMSA eXnr

YecTu XocnuTanusaumu ro NOBOA HA AEKOMNEHCUPaH 3axapeH auaber
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@ M3UCKBAHUA HA H3OK 3A NPEANUCBAHE HA MEOULIMHCKM U3AENUA 3A NPUNOXKEHWE C WHCYNUHORIM NOMIM 14 CEH30PU 3A
NPOOBLMKUTENHO MOHUTOPUPAHE HA HUBOTO HA FMIOKOSATA MPU 3AXAPEH AVABET TUM 1 B M3BBHEONHUUYHATA NOMOLL




T. SADBMKUTENHA N3UCKBAHUA KbM NEYEEHWUTE SABEOEHM#A CbC CNELUMANU3IUPARN KOMWUCUU

1. YBAI cnenpa ga pasnonara Cue creuwaniaupana KnuHuka no EHAOKPUHOIOrUA NPy Hanu4ue Ha pobpe
NOAroTBeH 3a paboTa C MHCYIMHOBY NOMNY MEPCOHAN OT NEKAPK U MEAULIMHCKIA CECTPH.

2. OByyeHne, HasHauaBaHe, CTapTupate W NPOCNeaABaHe Ha TePanUATa ¢ WHCYNWHOBYW NOMNU Ce U3BbLpLLIBa
OT eHAOKPUHONOIN/ETCKY EHAOKPUHOMNO3M, paboTelyu NO 4Orosop Cbe ChoTBeTHaTa YBAJ, ¢ onut 3a U3BBLpLIBaHe
Ha aenHocTTa.

3. UneHoseTe Ha cieuuany3upaHnTe KOMCUM HOGAT OTTOBOPHOCT 3a noffopa Ha nauneHTUTe, 3a KOUTo
u3aasar pewg)_-mesxascro No OTHOLLEHWE Ha MEAULIMHCKUTE KpMTEPUK, Taka K NO OTHOLUEHUE Ha Bb3MOXHOCTTE UM 33
aneuaamoﬂjcmn-léfpw OTrOBOPHO NOBEAEHWUE W OTHOLLEHUE KbM NPOBEXAAHATa TEpanys.

3. Heqeﬁr{bchaasegerme cnenpa 3aAbKUTENHO fa oTkpue 24-4acosa TenedorHa Bpb3Ka 32 OKa3BaHe Ha
MOMOLL W Kéﬂcfn{:%uugﬂfm BB3HUKBaHE Ha CNewHa CUTyaLus,

gﬁnbpébHauanHo M3/1aBaHe Ha pelieHue U NPOTOKON OT CNeLManuaupaHaTa KOMUCUs 3a NpoBeXaaHe Ha
Tepanua c%ucynun a3 MoMna, crepea aa Gbhe usebpweHa npeoueHKka Ha NpoBeXaaHara UHTEH3MULMPaHa
Tepanua ¢ yﬂcyjﬁmoau ‘@Hano3su, KaTo fpeocysHKama Ce BIVCEA B PELUEHNETO U MPU HEOBXOANUMOCT OT NPOMSHA Ha
TepanuaTa b@uﬁ;{asm-los NPOTOKON € KOPUrAPaHUTE 03N Ha UHCYNTUHOBUTE aHanoau.
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@ M3NCKBAHUA HA H3OK 3A NPEAMUCBAHE HA MEAULIKHCKA M3AENUA 3A NPUAOXKEHUE C MHCYTUHOBY MOMMK 1 CEH3OPK 3A
NPOOLIDKUTENHO MOHUTOPUPAHE HA HUBOTO HA MMOKOSATA [PU 3AXAPEH OWABET THIM 1 B U3BbHBEONHUYHATA NOMOLL



MPUNOXEHUE 1A

NUCT 3A ONPEAENAHE HA KPUTEPUWTE NPU NPEANMCBAHE HA CEH30PW 3A MPOOBIMKWUTENHO MOHWTOPUPAHE
HA HUBOTO HA rMIQOKO3ATA NPU NNIEYEHUE HA 3AXAPEH IMABET TUT 1

Mpu M3naBaHe HA MPOTOXON 33 CEH30PH 32 MPOALMKUTENIHO MOHUTOPUPAHE HA HWBOTO Ha FNHKO3aTa NMpH
saxapeH awaber TMN 1, CREUMANM3UPAaHWATE KOMUCMM B INeveGHW 3aBefleRMsi 3a GOMHMYHA mnoOMol,
onpeneneHn B M3MCKBaHWATA, CNeABa Aa YTOYHAT JaTaTa Ha NOCNEAHOTO OTNyCKaHe Ha TECT-fIeHTH 3a
camoxomgégﬁh%ﬁpbsuma rmokosa. He ce fonycka NPeANKCBAaHETO C MPOTOKON HA CEGH3OPM 3a
NPOALIMKHIENHS MiMepBaHe Ha HUBOTO HA rIOKO3aTa, 33 NEPUOAR, 3a KOHTO UMA NMPEANUCAHH ¥ OTNYCHATH
TECT-NeHTH.38 aﬁgl‘z:m'rpon Ha KPbBHATa rTI0KO3a.
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MposexagHE Ha ufiTeHaucmumMpata MHCYNMHOBA TEpPanus C NoKe 4 annuKauvy 3a ASHOHOWME/NeYeHUe C MHCYNUHOBA
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3 | Yecu v HENPAABKMAMMU, BRI, TEKKM [HEBHYW UMY HOLIHK XUNoTiinkeMuy 2

4 | Now rnv%xqﬁn%eu_,gpugm@— HbA1c 2 8% *2

7 | Nunca na-iKiiod
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! pewenne na cRGlvERdsHpata Kouncps: -
2 meamumHcKa ,ﬁgwﬂﬁn{aﬂuﬁ 38 xona I-T;:E&GOI!QH_?HETO ¥ OpOBEMASHATA TEpanuA, YAOCTOBEpABAWa TWNA Ha 3axapHua fuaeT ¥ ycnoews,
cro6paaHo NpUnaxe _ﬁg?ﬂ,ﬁsﬁajro*# Bxni@JEHE WATEpNpeTauMs HA Pe3YNTaTMTE OT AHEBHUK 33 CAMOKOHTPON Ha GOMHUR WKW OT CeHaop aa
MOCTORHHO rnmx@‘q::;ﬁf—*ﬁgﬁﬁr’opnpa@ws@ noégeﬁijﬁ'_re 14 AWM. Npeaw W3AaBaHe HA PelWeHHeTo: MEAWLIMHCKA AoKYMeHTauua ot AL cnelwanucr 3a
NnaHupaHe Ha GpeMertiagT, poTevpiepa GpEdaAROCT WM MEAMLMNCKa AOXYMENTAUVA 3a NPOREXAAHE HA NpoLeaYPa/it 3a 3a6peMeHABaHE
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B. KPUTEPUNA 3A ﬂ&éﬂbﬂ}ﬁ&gﬁﬁﬁjj‘& {‘IEHEHHE {HeobxoAUMO e HanuuKe Ha 3 OT KPUTEPUUTE, KaTo e 3aLIKUTENHO

HANWYUETO Ha KpMTEPAWAM d):- = 2=

3

MKB E10.2, E10.3, E10.4, EAF5.nE10.0-

1 | NopobpeHue Ha rIMKeMUIHUA KOHTPO; OLEHEH Ype3 CHIKeHue Ha HbAsc

2 | HamanaBaHe/nunca Ha AHeBHY wiuny HOLIHY XMMOTIIMKE MMM

3 | BpemennocT/maHvMpaHa 6pemMeHHOCT

4 | Nvnca Ha U3KITIOMBALLKM KPUTEPKHM NO TOYKa B
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@ W3NCKBAHUA HA H3CK 3A NPEANUCBAHE HA MESWUUWHCKY U3AENWUA 3A NPUNOXEHWUE C MHCYIMHOBK NOMMA U CEH30PH 3A
NPOOLMKUTENHO MOHUTOPUPAHE HA HUBOTG HA MMIICKO3ATA NPW 3AXAPEH OVABET TWUM 1 B M3BbHEONHUYHATA oMo




B. U3KMIOYBALLM KPUTEPHW (npw 3anoysaHe u NPK NPOALAXABAHE HA NEUYEHMKETO)

1. 3axapeH guater Tun 1 ¢ nasHocT nog 6 mecela (He e sagumwwmTeneH 3a geua v GpemeHHl)
2. Nunca Ha agexBaTHa KOMYRVKALIAA G NEKYBaLYMA exun
3. Yectu xocnuranuzaumm no NOBOJ, H2 ASKOMNEHCUpaH 3axapeH Anaber

s

F. SADBIMKUTENH]
.,3-

7
;QMCKBAHHH KbM NEYEBHUTE 3ABEJEHWA CHC CNELUMANUIMPAHK KOMUCHW

1. yﬁél;méjjag Aa pasnonara CuC CNeLUaniusupaHa KnuHuka no eHAoKPUHOTIONMS npW Hanuwvue Ha gobpe

NOAroTBEH }:é”_jf:gﬁ# B CEH30PY 33 NPOABLITKMTENHO MOHUTOPMPAHE Ha HUBOTO Ha IMIOKO3aTa NepCoHan oT nekapi
Y MeAULMHCRE :Eegﬁm
L g

2. YrigHoBeTe & cneuMannsupaHuTe KOMUCUM HOCST OTTOBOPHOCT 3a MOADOpa Ha NauueHTUTe, 3a KOWTO

usaaear pe@eﬂﬁeﬁ{ixs‘o NO OTHOLLEHWE Ha MEAVLMHCKUTE KPUTEPUU, TaKa 1 NO OTHOLUEHWUE HA Bb3MOXHOCTTA UM 33
OCES aTQ M OTrOBOPHO NOBEJEHUE W OTHOLLEHUE KbM NPOBENKAAHOTC MOHUTOPUPAHE HA HWMBOTO Ha

]
£ 7
@ VIBUCKBAHMA HA H30K 3A MPEANUCBAHKE HA MEULIMHCKIA M3OENUA 3A MPUNOMEHWE C MHCYIMHOBY NOMNMY U CEH30PY 3A
NPOALMKUTENHO MOHUTOPUPAHE HA HUBOTO HA ITIIOKO3ATA NPK SAXAPEH IMAEET TUM 1 B U3BBHBOIHUYHATA FIOMOLY



NPUAOWEHME 2

I. H30K 3annauia cnegHMTe BUAOBE MEeAULIMHCKN N3AESTUA 33 NpUnoXeHne Ha MHCYIMHOBU NOMNK

npu 3axapex guadet TMn 1

. IlecbyanoueH cet — go 10 6posa meceuHo

npoToKona mcnegganuaﬁpaua'ra KOMUCHA.

2. H30K 3qﬁ";1_au1§';‘no shpe,qeneua'ra no pe.qa,uaHapenﬁa Ne 7 ot 31 mapT 2021 r. no un. 30a ot 3MU (obK OB, 6p.

28 ot 06.04. 262““‘ ) MeceuHa CTORHOCT, CbrnagHd-Peluerne Ha Haa3opHUA CbBET Ha H30K

3. Bceku PEHPOTDKOH ce M3maBa Bb3 OCHOBA Ha W3A3AEH MEAULMHCKW AOKYMEHT. ,AMOynatopeH nucT” oT

cneuwanncr,r uanbniuten Ha CUMM wnu o7 cneuvanusupaHa KOMWCuA B N3BN Ha ocHoBaHue Alp Ne 38

Onpe,u,emg{é Ha NNaH Ha neveHWe ¥ mpocneAsBaHde Ha TepanesTH4HMA OTTOBOP NPV MauMeHTV, nonyvasauy
awy

CKBNOCTPYBALLN NekapcTeeHK NPOAYKTY NO peaa wa un. 78, 1. 2 330"

Exsemnnsap Ha“'xapmgt-l THuCuTen oF amﬁynarqpﬂwﬂ nuer vnu Alp Ne 38 ,OnpeaensHe Ha nnad Ha neveHue W
NPOCneanBaHe Ha ; epar‘IEBTWiHMH OTroBOp NpPU, [BLMEHTH, NOMyYaBsaly CKXLNOCTPYBALLY NEeKapCTBeRU MPOAYKTYU No
pena Ha un. N i) 330", koOWTO e OCHOBaHWe 33 wu3faBaHe Ha nNPOTOKOM, noAnvcaH oT nexaps
cneuwanuml(;néuuaniﬁup_‘qria xomucua v 30J1 (pognTen, HECTORHUK/NPUEMEH POAMTEN), C& BOAN NO pea, onpedened
oT neqeﬁHowsaBeﬂngnefu <Ce CbXpaHnBa B kabuHeTta Ha nekapa/komucuaTa.

7. MNpu u3naeané Ha.E-n OTOKON MO pefa Ha ekcnepTvaarta no 4n.78, 7.2 ot 330, otnaga HeoBxoauMocTTa da ce
npegocrassrd caxpéuﬁsaxmpwag,_meuﬂe Ne1 w npunoxerne Ne3 oT croTeeTHUTE Mauckeanuata Ha H30K".

8. Ma,anaHeTo H@Epimgjamn o qc:b'ﬁ.[evraﬂaa B CHOTBETCTBUE ChbC CLBMECTHM ,YKa3aHuA 3a paboTa ¢ nofageH no
ENEKTPOREH, ThT qposzomfA/lBlI“& (é-npomxon}“ mexny HaumoHanHata 3gpaBHOOCUrypuTenHa kaca u bearapcku

nekapeky cbios 3a. npnnargﬁe Ha HauhQHauHm PaMKoR 10rOBOP 38 MEAULIMHCKUTE ASAHOCTU.

Hacmoswume cassymenpdenu om ynpasumens Ha H3OK cned Pewenue Ne P[-HC-04-

B T a.wa ?—fad.g 12g.lirma*:z:‘setam Ha H30K u npedsapumenHo cbanacysade ¢ BAC., Ha ocHosaHue 4. 51,
an 10 ebe sp C an. om pa%ﬂnﬂuxé 3a§ycmpoucmeomo u deliHgemma Ha HaqUOHanHama 3dpaeHoocueypumenHa
Kaca. M3uckeanusma, ggq:agm g clina om- c)amama Ha oﬁHapodsaHemo uM 8 [ibpxageH 8eCmHUK." U OMMEHAMm
deldcmeauiume UIUCKeaHLH 56U, i@m‘OB Mﬁpm 2024 2. Ha ocHoBaHUe pewenue Ne PL-HC-04-25/14.02.2024 2. Ha
HadaopHus cbeem Ha H3OK:

2
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@ M3NCKBAHUA HA HIOK 3A NPEANUCBAHE HA MEAWUMHCKW U3NENUA 3A NPUNOXEHWE C MHCYAMHOBY NOMMY Y CEH30PM 3A
NPOALMKUTENHO MOHUTOPUPAHE HA HUBOTO HA MMIOKO3ATA MPU 3AXAPEH AMABET TUM 1 B M3BLHEONHUYHATA nomoty



NPUNOXKEHUE 3

AEKITAPALIAA 3A UHBOPMMPAHO CBIMACUE
NPV NPEANUCBAHE HA MEAULIMHCKW U3AETUS 3A MPUNATAHE HA UHCYNTMHOBY noMNK U CEHIOPK 3A
NPOABIMKUTENHO MOHUTOPUPAHE HA HUBOTO HA TTTIOKO3ATA*
NPU 3AXAPEH QUABET TUM 4

EE R e P T LT T T e
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cafs

A3 .qonynom%fcanu i

cnea kato ce3anodtax ¢lusnara npegocTaseHa Mu nHdopMaLUs n LErTa Ha NeYEHUETo C MEAULIMKCKOTO W3denue

. W CIIGA KATO  MOMYWMX  W3YSPMaTeNHW  OTIOBODUM  Ha

/HBHYXHOTO ce 3auepTasa/
L[Le cnassam NpenopbyaHaTa M CXeMa Ha Neverre N NePUOAVYHOCT Ha KOHTPOMHUTE Nperneau.

PEIJOBHO ILe Ce ABABAaM HA KOHTPOMHW Nperne/y U HAmMa-Aa NPOMEHAM CaMOBOSIHO MNW MOA APYIO BHYLUEHME
) Haaﬂa%ﬁgra MU Tepanus.

aT”C'bM C puckoseTe 3a cofcreenoro cu 3apaee, B Cny4yaw Ha HecnassgHe Ha HalHaveHara Tepanua,

. vtnemgﬂﬁ@fﬁmu HeODXOANMOCT OT CrnewHs XOHCYNTaLus uje ce oBpbiLaM KoM CrieLManu3npaiinsl UeHTLp Ha
ﬁbenﬁéf?éewﬂ My, ;4-qacoe TENEMIOH wvvvereesrere e

n&am n maa’ﬁi’;iamagm UHCYNTMHOBATE NOMNA OTTOBOPHO MPY CNA3Bane Ha MHCTPYKUMATA 3a ynoTpeda,
é,qocfaaeuam pa3ACHEHA,

;_HW-IECKM -TERBNEeM C MEAULIMHCKOTO W3Berns CbM YBEAOMEH [a Ce obpbu@am ksM dupmara, or
‘skynunlnonﬂm MHGYNMHOBATA MOMNa, 3a Kk0eTO MW e npegocTaBed 24-yacoe TenedioH

HenpouaTMuawm ot peweHiheto Ha Komucuata 3a
7.2 o7 330, we ysegoMs He3aGaBHO NUYHUA cu

nexap!naﬁ"monﬁ“aautegqogpnﬁonor

8. [lpu npexﬁamaakemadnpbaénqgmra Tepanva 3a neploa OT 2 1 NoBeYE OT B Meceua ce 3aabnKaBaM Az
BbpHa npegocfﬁaaua;ahn 6§3nnamo WHCYNUHOBA NOMNA Ha .

9. [lpu Hecrassave Hg noco ”s}ﬁreﬁycnoaun NEYEHMETO MU C YNOMEHaTOTO MEAWLUHCKO wajenne we 6bae

fIPEKPATEHO 1 HAMA J1a UMaM npeﬁuuuu KkBm H30K.

* B cnyvyaure Ha oTnyckaHe OT MeOMUMWHCKHTE K3genuR enMHCTBEeHO Ha CeH3OPK 33 NpoALNXUTETHO MOHHWTOPUPAHEe Ha HMBOTO Ha
TNOKO3aTE, 3aALMKUTENHO Ce oTGenA3BaT ToukK 2, 3,4, 71 9.
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% 3 W3UCKBAHWA HA H30K 3A NPENNWUCBAHE HA MEIULIMHCKWA M3OENWUA 3A NPUNOXEHMWE C UHCYNUHOBK NOMMMA M GEH30PU 3A
APOBIDKUTENHO MOHUTOPUPAHE HA HUBOTO HA MMEOKO3ATA NPU SAXAPEH QUABET TUM 1 B U3BBHEONHUYHATA noMoL



NPUNOXKEHUE 4
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AHEBHWK 3A OB 1034 HUBO HA KPBBHATA MMIOKO3A
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Heobxodumo e da ce ombensisa ecAxa Mpomsxa & 003ama W/ UnU euda Ha UHCYSIUHA.
B xoriora ,3a6e1exKa" ce enNLCean 8cuNKY ChbCMORHUS, KOUMO Mozam 38 NOSHURAM Ha
e duemama, CmMPecosy cuUMyaLLl, HeobuvalHo Hamosapaate 1t dp.).

Hanacam ce danHume ont NposedeHums usMepeanun Ha KDBBHAMS 2MOK038, KaMO Ga 3adbIIXUMEnHy ovHe decem u3IMEpEanLA Ha KpbeHama
2MmoKo3a Npes nocnednun Mecey npedy kandudamemaanemo.

pesynmamume orm mecmogeme (3a60/158aHUSR, NPOMENU
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@ MBUCKBAHIA HA H30K 2A NPEANMCBAHE HA MEQWULIMHCKY M3OENNUS 3A MPUNOXEHUE C UHCYAUHOBK TTOMMW U CEH30PU 3A

NPOABMKUTENHO MOHUTOPHUPAHE HA HUBOTO HA MIKOKOSATA NPUW 3AXAPEH INAGET TN 1 B H3BBLHEONHUYHATA NOMOLY



MPUNOXEHYE 5

CNYXEBHA BENEXKA

HacroswaTa cnyxebfna Genexka ce nanaea Ha

E o

e
LESY s 5L,
HaCOYEH/a 0T CNELMANMUINDEHATA KOMUCHS TPM. c..evvvorerineaenseceieeecsoeeeaes s seeseeeesesseessessesessrens , B yBEpEHHE Ha

3
kS

H ABYCTPaHEH 10TOBOP 32 OTIOBOPHO NA3BHE ¥ ChXPaHEHNEe, KAKTO U 33 33AbNKNTENHOTO M BpbLljaHe Ha

ot =

"

Ynpasuten::

i

H 11

@ M3VICKBAHWA HA H30K 3A MPEANWCBAHE HA MEAVULWHCKWA U3NENWUA 3A NPUNOXKEHUE C UHCYNVHOBY NIOMINIA U CEH30PY 3A
NPOALMKNTENHO MOHUTOPUPAHE HA HUBOTO HA ITHHOKO3ATA NPY 3AXAPEH AVABET TWTT 1 B M3BLHEO HUYHATA nomMaoLy



