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CTAHUMMUP MUXAWNOB
YNPABWUTEN HA H30K

- ~ M3NCKBAHUSA HA H3OK
 3AMPEANWCBAHE HA MEQULMHCKM M30ENMS
3A MPUNOXEHUE C UHCYNWHOBMW NOMIMU U CEH30PU 3A
NPOOBMKUTENHO MOHUTOPUPAHE HA HUBOTO HA IIOKO3ATA
MPY 3AXAPEH IMABET THM 1

B U3BBbHBOJIHUYHATA NOMOLL



M3NCKBAHUA HA H30K
NMPU U3OABAHE HA NPOTOKONU 3A NPEAMUCBAHE HA MEAMLIMHCKWA U3NENUA 3A NPUNOXEHUE C
WUHCYNUHOBW NOMMU U CEH30PU 3A NMPOABIMKUTENHO MOHUTOPWPAHE HA HUBOTO HA
rMIOKO3ATA MPU NEYEHWE HA 3AXAPEH QWABET TUN 1

MpoTokonbT Ce W3faBa OT cneuuanu3upaHn KOMUCHKM B neuebHu 3aBeAeHMA 3a GoONMHUYHA NOMOLL,
ckniounnu goroeop ¢ H30K. CneunanuaupaHuTe KOMUCHM BKITIOYBAT CNELUANTUCTH C KOA Ha cneyunanHocTt 05
(enpokpuHonorua u Gonectn Ha obMsAHaTa) U 34 (neTcka eHaoOKpUHONOTUS M GonecTu Ha obmAnara).

Cneuuanusupanute komucum 3a 30J1 Han 18 roauwHa BBL3PACT CE Cb3AaBaT CbC 3anosep Ha avpekTopa B
cnegxute A3: NE ,Akan. WBean MNexues” — rp. Codoms, BMA — MBAIT — rp. Codpus, YMBAJ ,Ceeta MapuHa” —
rp. BapHa. :

Cne

4uTe komucuu 3a 30J1 noa 18 roamwHa BBL3PACT Ce Cb3AaBaTt CbC 3anosepq Ha AwpekTopa B

cnegHute JS AJIAB ,Npod. MBaH Mutes® — rp. Codpusi, YMBAJT ,CseTta MapuHa® — rp. Bapra, YMBAI1 ,Ceetn
leopru* — noeaus, ,Anxubanem Cutu KnuHuk MBAJT Tokyaa® Al - rp. Codousa, YMBAN , O-p . CTpaHckn” - rp.
MneseH.
11. PEQ] 3A ABEPABAHE HA NPOTOKOIMATE 3A MEAWMUWHCKU U3AENWUA 3A MHCYNUHOBW NOMNU NPKN
NEYEHME: APEH OWABET ==
ﬂ_?oroxohu__ 3a 3anousaxe
u MEJ].MLIHHCKa OOKyMeHTauus, noTBbpXaaealla KpuTepunute no npunoxeHue 1n
cneuManuaupana yCrnoBuaTa, CbobpasHO NpunoxeHue 2
KOMUEM —» | * PeweHue Ha cneuvanuaMpaHa KOMWCWS C ACHA MEAULMHCKA MOTWUBaLUA
(3aObIKUTENHO Ce OTOENA3BA NUNCA Ha U3KMHYBALLW KPUTEPUMX)

= “[lpoToKon 3a NPeanucBaHe Ha nexapcTtea, 3annawaHu ot H30K/P30K” — o6p.
M3-H30K

Komucus 3a excneptusm —| 3aBepka Ha npoTokona B
B P30K > P30K

MpoTokonu 3a npoaAbLNXaBaHe

cneunanninpaHa
KOMMUCHA

WM * “‘lpoTokon 3a npegnuceaHe Ha NekapcTea, » | 3aBepxa Ha nporokona B
sannaiuaHu ot H30K/P30K” — 06p. M3—-H30K P30K

cneUManueT, CKIYMn /
porosop ¢ H30K

s
@ﬁ W3UCKBAHUA HA H3OK 3A NPEAMWCBAHE HA MEAWMLMHCKN M3AENWA 3A MPUNOMEHWUE C MHCYNMHOBK noMnu u c -
NPOOBIMKUTENIHO MOHUTOPUPAHE HA HUBOTO HA IMIOKO3ATA MNPKW 3AXAPEH OWABET TWUM 1 B N3BBbH EOHHHLEHATIJE!\HI?I(?;‘SL?.[A



1.2. PEQl 3A 3ABEPABAHE HA NMPOTOKOJNIUTE 3A CEH30PU 3A NPOABMKUTENHO MOHUTOPUPAHE HA
HUBOTO HA IMIOKO3ATA NPU NEYEHUE HA 3AXAPEH AWABET

Mpotokonu 3a 3anouBaHe

= MeAWLMHCKA JOKYMEHTaUMA, NOTBbPXKAABALLA KpUTEpPUUTE MO npunoxenue 1 1
ycnoeuwsTa, cbobpasHo npunoxexue 2

cneuuanu3vpaHa » PeweHWe Ha creuWanuaMpaHa KOMWCUSI C ACHA MeAWLMHCKAa MOTUBALMS
KoMucus (3aABMKUTENHO ce 0TOenA3Ba NUNCa Ha U3KMIOYBALIM KPUTEPUK)

= ‘lIpoTOKON 3a NpeAnMcBaHe Ha nekapcTea, sannawaxu ot H30K/P30K™ - 06p.
M3-H30K

B

Komucus 3a eKcneprusm 3aBepka Ha npoTokona B
B P30K P30K

FipoTokonu 3a npoaLMkaBaHe

cneuuanuanpaHa
KOMMWCHUA e
= “MpoTokon 3a npeanuceaHe Ha NeKkapcTea, 3aBepka Ha npoToKona B
nunu sannawaxu ot H30K/P30K" - 06p. M3-H30K | — | paqy

cneuuanucT, CKNo4Yun /"
aoroBop ¢ H30K

Il. OBLUW NONOXEHWUA

1. E-npoTokon ce u3gasa OT nekap cneumanuct no npodmna Ha 3abonsBaHeTo, M3NbNHUTEN Ha chneuuanuaupaHa
13BbHOOMHWYHA MeAULMHCKa NOMOLL Ha OCHOBaHWe wsnageH ,AMOynatopeH NUCT' WNKM OT YNEeHOBE Ha CneuuanuavpaHv
KoMucun B rnevyebHu 3aBepeHmn, okassawm OonHuuHa meauumuncka nomow (N13BM) Ha ocHoeanwe ,Pewenve Ha
cneunanuanpaHa komucua® no Aflp Ne 38 ,OnpenensHe Ha nnaH Ha neyeHWe W NpocneasiBaHe Ha TepaneBTUYHUA OTTOBOP Npu
NauWeHTH, nonyuyasail CKbMOCTPYBaWW NeKapcTBEHW NpoAyKTW/MeaWUWHCKW wW3denws no peaa Ha 4n. 78, 1. 2 330" e
choTBeTcTBME C yTBbpaeHWTe Maucksanus Ha H30K no 3abonasanuna B KonuyecTsa 3a He nosede oT 365 aHu.
Mpu 3011 ¢ Hanu4Ha UNK NNaHupaHa 6peMeHHOCT Ce M3aaBa NPOTOKON 3a CPOKa Npean U No Bpeme Ha GpemeHHOCTTa A0
365 oHw.
2. 301 ynocTtoBepsABa ¢ nognuca cu B ,AMOynatopeH nuct* unu B .PelieHne Ha cneunanmaupana komucvs' no Alp Ne 38:
cnepgHoto: Xenas na Mu 6be ogo6peHo nedyeHne C NekapcTBeHWs NPOAYKT/MeQULMHCKO/M U3aenue/s, Kato aeknapupam, ye
CbM yBEfOMEH 3a [1eiICTBUETO Ha Ha3HaYyeHaTa nNexkapcTBeHa Tepanus ¥ Aasam WHGOPMUPAHO Cbrnacve cbuara aa mu Bbae
npunaraHa“; ,Cwrnacex/a CbM 32 U3NON3IBAHE HA NAMHUTE MU JaHHU 32 LienuTe Ha ekcnepTusata“; JKenas aa 6vaa yeeaomen/a
3a pesynTata oT ekcnepTusarta ot P30K no eavH oT cnefHuTe HauuHu: no e-mail, TenedoH unu Ha macto B P30K"; ,Paspeluasam
AOCTBN AO EMEKTPOHHOTO MY 3ApaBHO AocKe”, e
3. flo nonyyaBaHe Ha WH(popmauns 3a 3anovyBaHe MMM NPOALNKABaHe Ha 3asBeHOTO nedeHue, 30J1 npoabnkasa
TepanusTa c nekapcTeeH/n NpoAyKT/u/ meguUWHCKO/M U3AEnKels, C KOUTO e NPOBeXAAN NeYEeHNeTO A0 MOMEHTA.
4. MNpeawn cTapTupaHe Ha npoueca No u3gaBaHe Ha E-npotokon Ha 30J, cneuywanucTbT/CneuManMaupaHaTa KOMUCWA npasu
Cnpaeka no enekTpoHeH NbT 3a usgageHn Ha 301 npeaxoaHw NpoToKonM, No CblMA Npodun Ha 3abonseare. MpoueckT no
v3naeaHe Ha E-npoTtokon ce peanusupa B MeAULMHCKM cochTyep. B yTBLpaeHuTe M3ucksaHuA no 3a6onaBaHUA ca NOCOYEHMU
Heo6xoauMUTE AOKYMEHTH 3a uzaaraHe Ha E-npoTokon Ha 30J1.
5. fokymeHnTuTe (amBynaTopHuTe NUCTOBE, ENUKPU3N, M3CNEaBaHus), KOUTO chluecTByBaT B H3UC He ce nogasar B E-npoTtokona.
WndopmaumaTta, oTHOCMMa KbM M3faBaHe Ha E-npoTokona, KOATO € B AOKYMEHT, KOWTO HSMa enekTpoHeH (hOPMAT W He ce
cbabpxka 8 H3UC, ce nogasa: kato ce nonknea B amBynaTopHWs NUCT OT Nperneaa — OCHOBAHUE 3a U3AAaBaHe Ha E-npoTtokona
VNWU OKYMEHTBLT C& CKaHupa v npukaya KbM E-npoTokona.
6. Npu uspasane Ha E-npoTtokon, oTnaga HeoBX0AMMOCTTa Aa ce NPeJoCcTaBsAT 1 CbxpaHsaBat npunoxexue Ne1/1A v npunoxeHve
Ne3 npu cnegnute ycnoeus: 3a npunoxerue Ne1/1A - NpU HANUMMETO Ha TEKCT B aMBYNaTOPHWA NUCT UNKU B PelieHue Ha
cneunanusmpaHda koMmucua“ no Allp Ne 38: NlunceaT uskniouBalm KpuTepun 3a 3anovsaHe/NpogbixaBaHe Ha neyexne ¢ NMN/MKA*
3a npunoxeHue Ne3 - npu HanNUUMeTo Ha TekcT B amBynaTopHust NUCT UNK ,PellieHre Ha crneunanuaupana komucus” no Alp Ne 38:
~Kenas aa Mu 6bae oaoGpeHo neveHue C NekapcTBeHWA NPOAYKT/MEOULMHCKO N3aenue, Kato fieknapvpam, 4e CbM yBEeAOMEH 33
AE/CTBUETO Ha HasHa4eHaTa nekapcTBeHa Tepanusa 1 Aasam MHOPMUPAHO ChbrNacue chluata aa My 6bae npunarasa‘“.
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é M3NCKBAHWA HA H30K 3A NMPEANWMCBAHE HA MEOWUMHCKW M3OENUA 3A NPUNOXEHWUE C UHCYNUHOBK MOMMNW U CEH30PU 3A
NPOOBLIMKUTENHO MOHUTOPUPAHE HA HUBOTO HA MIKOKO3ATA MPU 3AXAPEH AVWABET TUM 1 B U3BBHBONHUYHATA nomotLy



NMPUNOXEHWE 1

UA 3A NMPUNATAHE HA
NUCT 3A ONPEOENAHE HA KPUTEPUWATE NPU NPEANWCBAHE HA MEQWULWHCKWA U3AEN
. WHCYNUHOBW NOMNU NPW NEYEHUE HA 3AXAPEH OWABET TUMN 1

A. KPUTEPUM 3A 3AMOMYBAHE HA NEYEHMUE (HeoGxoaumo e Hanuuwe Ha 5 OT KpUTepuUTe, KaTto € 3aAbLIKUTENHO
Hanu4ueTo Ha Kputepum 1, 2, 3 1 8):

-E10.4, E10.5 1 E10.9

03a 3axapeH auaber TMn 1 "2

2 i 13McbHLMpaHa Tepanus C MHCYNIMHOBY aHanosu c NoHe 4 annvkaLum 3a ABHOHOLLME 1.2
3

4 JHa [I1I0K03a CYTPUH Ha rnaaHo / Hanu4ne Ha “cbenomeﬂ Ha sop'aTa” 12

5 koHTpoN - HbA1c 2 8.5% 12 "

6

7

8 | NMunca Ha u_gfkanaamu KpUTEpUMU No To4ka B

1 peweHue Ha cneLManuaupaHa KOMUCHS

2 MeaMUMHCKA JOKYMEHTALMA 33 X043 Ha 3abonABaHeTO ¥ NpoBeXAaHaTa Tepanus, YAOCTOBEpsBalla TMNa Ha 3axapHus guabet n ycnosus,
cbobpa3Ho nNpunoXeHUe 2, KaKTo W BKNKOYeHa WHTEPNPeTaUWs Ra pesynTaTuTe OT AHEBHWK 32 CAMOKOHTPON Ha OOMHWA unu OT CeH3op 3a
NOCTOAHHO TNIGKO3HO MOH! MpaHe 3a NOCNeAHWTE 14 AHW NPeAN N3AaBaHe Ha PeLLeHUETO, MEAUUMHCKA AOKYMeHTaUWA oT Al cneunanuet 3a
nnaHupave Ha GpemerH bpaeHa GPEMEHHOCT UK Me MUMHCKa AOKYMEHTALWSA 3a NPOBEXAaHe Ha Npoueaypaln 3a sabpemensBare

MKE E10.2, E10.3, E10.4, E10.5 W E10.9

1 | MNpoeexaaHe Ha NeveHne ¢ MHCYNUHOBA NOMAA 3a Nepuoa Hapg 6 Meceua /cneq NOCTaBsHE Ha MHCynuHoBaTa nomna/

2 | HamanssaHe/nu OLHW XUTOFANKEMUM

3 | CHuxXeHue Ha Kpbenét_a mauamanuolnmcaua “cheHOMEH Ha 3opaTa”

4 | Nono6peHne HA rMUKEMUYHUSI KOHTPON, OLIEHEH Ype3 CHKeHue Ha HbA1c

5 | BpemeHHocT/NNaHupaHa GpeMeHHOCT 1 cHKeHme Ha HbA1

6 | Jlunca Ha U3KNIOYBaLKM KPUTEPUM NO TouKa B

B. N3KNOYBALLKY KPUTEPUW (npu 3anovBaHe U Npu NpoabLrkaBaHe Ha NeYyeHueTo)

3axapen guabet Tun 1 ¢ AaBHOCT noA 6 Meceua

Mo-manko oT 1 Mecel, OT NOCTaBAHE Ha NOMMATa (He BaXM B CryYauTe Ha NITaHUPaHE N No BpeMe Ha BPEMEHHOCT)
MpexLcBane Ha TepanuaTa ¢ MHCYNMHOBA NOMIA 3a Nepuoj oT 2 1 NoBeYe MeceLa

Nvnca Ha agexkBaTHa KOMYHUKALMSA C NEKYBALLUS eKun

HecTn xocnutanusaLuu No NoBOA Ha ASKOMNEHCMpaH 3axapeH auabet

I

M3NCKBAHWA HA H30K 3A NPEANWCBAHE HA MEOWUWHCKW M3OENUA 3A NPUNOXEHWUE C MHCYNMHOBK MOMMNWA U CEH30PU 3A
NPOABMKUTENHO MOHUTOPUPAHE HA HUBOTO HA MMIOKO3ATA MNP 3AXAPEH AWABET TUM 1 B U3BbHEONHUUYHATA nomoty



r. 3A0BMKUTENHWU U3UCKBAHUA KbM NEYEBHWTE 3ABEQEHUA CBC CNELMANUIUPAHU KOMUCUMU

1. YBAJl cnepga Aa pasnonara CbC CneunanuampaHa kKnmHuka no eHAOKPUHONOMMs Npu Hanwyve Ha pobpe
noaroTeeH 3a pabaTa C MHCYNIMHOBY NOMNK NEPCOHAN OT Nekapu U MEAULIMHCKN CECTPU.

2. O6ydeHne, HasHauyaBaHe, CTapTUpaHe 1 NpocneasBaHe Ha TepanuaTa C MHCYNMHOBH noMnNu ce U3BbpLLBa
OT EHAOKPUHONO3W/AETCKN EHAOKPMHOMNO3KN, paboTeLLy No A0roBOp CbC CLOTBETHATA YBAJl, ¢ onuT 3a u3BbpLUBaHE
Ha AeiHocTTa.

3. YneHoBETE Ha Crieunani3uMpaHiTe KOMMCUN HOCAT OTFOBOPHOCT 33 noabopa Ha nauueHTUTe, 3a KoUTo
V3AaBaT PELLIEHNE KaKTO N0 OTHOLLIEHNE Ha MEAULMHCKUTE KPUTEPUK, TaKa 1 MO OTHOLLEHUE Ha Bb3MOXHOCTTA UM 33
aneKsaTHO, OCBH3HATO U OTFOBOPHO NOBEAEHWNE N OTHOLLIEHUE KbM npoeexgaHara Tepanus.

3. fleyebHOTO 3aBeAeHMe CneaBa 33AbMKUTENHO Aa OTKpue 24-yacosa TenedOHHa Bpb3Ka 3a OKa3BaHe Ha
NOMOLL} U qu:yméunﬂ NpyU Bb3HUKBAHE Ha CNeLlHa cuTyauus. _

4. Mpn nbéaoaauanno W3aaBaHe Ha pelleHWe W NPOTOKON OT CrneunanuavpaHaTa KoMucKa 3a npoBexaaHe Ha
Tepanua C nncyn(anoea nomna, cneasa Aa Obde v3BbPLIEHA NPEOLEHKa Ha NpoBexaaHaTa WHTeHsupuuvpaHa
Tepanus C WHCYNTMHOBW aHano3w, KaTo MpeoyeHKkama ce BNuCBa B PELEHUETO U NpU HeoBXxoAMMOCT OT NPOMAHA Ha
TepanuaTa ceusn#aa HOB NPOTOKON C KOPUrMpaHuTe 403K Ha UHCYNUHOBUTE aHano3u.

W3WCKBAHWA HA H30K 3A NPEANWCBAHE HA MEJWULIMHCKW M3AENWA
3A NPUNOXKEHWUE C MHCYNMHOBW NOM
MPOABMKUTENHO MOHUTOPUPAHE HA HUBOTO HA TTIIOKO3ATA NPU 3AXAPEH OWABET TN 1B M3BBHEOHHFLEIT{:A(?I$AHF?I(?;3L3L{A



NPUNOXEHUE 1A

NUCT 3A ONPEAENAHE HA KPUTEPUWUTE NPU NPEANUCBAHE HA CEH30PM 3A NPOABMKUTENHO MOHUTOPUPAHE
HA HUBOTO HA IMIOKO3ATA NPU NNEYEHWUE HA 3AXAPEH IMABET TUM 1

Mpu M3naBaHe HA NPOTOKON 3a CEH3OPH 3a NPOABLIKMTENHO MOHMTOPUPaHe Ha HUBOTO Ha rMloKo3aTa npyu
3axapeH nuaber TMn 1, CNeLUManW3MpaHWuTe KOMMCMM B neveGHM 3aBefeHuA 3a BonwuuHa nomoul,

CKBaHWATa, CNeaBa [a YTOYHAT AaTata Ha NOCNEAHOTO OTMYCKaHe Ha TecT-NieHTH 3a
KpbBHaTa rMoKo3a. He ce aonycka NpeanucBaHeTo C MPOTOKOR Ha CeH3opu 3a
| M3MepBaHe Ha HUBOTO Ha IMIOKO3aTa, 32 NepPUOAa, 3a KOWTO UMa NPeANUCaHU W OTMYCHATH
OKOHTPON Ha KPbBHATa IMI0KO3a.

NpoAbLINK
TeCT-NeHT

6‘-IB'AHE HA NEYEHMWE (Heobxoaumo € Hanﬁ.ﬁ.ﬁe Ha 5 or KpUTEpUWTE, KaTo € 3aABLIIKUTENHO
pum 1,2,3 KM 7):

A. KPUTEPS
HarNU4YMETO H

MKE E10.2. E10.3, E10.4, E10.5 n E10.9

rHo3a saxapeH anabet TMN

{6 H3 MHTeH3udULMpaHa MHCYNUHOBA Tepanus ¢ noHe 4 anauKauvn 3a AeHOHOLWE/NIeYeHne C NHCYNUHOBa

3 | YecTtn 1 HenperBUAUMK, BKIT. TEXKU BHEBHU U/MNK HOLHW XMnornuKkemun -2

4 | Now rnukemusen koHTpon - HbA:c > 8% 12

5 fiiHa Bbapact 2
6 #a 6pemeHHoCT 12
7

! pewenue Ha : OMUCH}
2 MeAMUMHCKA AOKYMEHTALMA 33 XOAA HE

agéi_-;__em M NpOBEXAaHaTa Tepanus, YA0CTOBEepABalla TUNa Ha 3axapHus gnabet u ycnosus,
cw06pasHo npuRoxXe

PPETaUWs Ha Pe3yNTaTuTe OT QHEBHMK 33 CAMOKOHTPON Ha GONMHWA WAM OT CEHIOp 3a
3HO ) e 32 2 14 aHw npean M3daBaHe HA PeLUeHVeTO; MeANLMHCKa AoKyMeHTauma oT Al cneuywanuct 3a
nnaHupaHe Ha OpeMenHocT, noTebpAeHa DpPeMEHHOCT Mk MeAMLNHCKE AOKYMEHTALMA 33 NPOBEXAAHE Ha poueaypa/v 3a s3abpemennsare

E. KPUTEPWUM 3A I‘IPOQWA_BAHE;HA.HEHEHME {(Heobxoaumo e Hanu4Me Ha 3 oT KpUTEpUHUTE, KaTo € 3afbIMKUTENHO
HanuuneTo Ha Kputepuu 1 n 4): =

MKB E10.2, E10.3, E10.4, E10.5 u E10.9

1 | NopoBpenne Ha rMMKEeMUYHNA KOHTPON, OLSHEH Ype3 CHKeHMe Ha HbA1c

2 | Hamanseane/nunca Ha AHEBHU W/MMK HOLHK XWUMOrMUKEMUK

3 | BpemeHHoOCT/NNaHMpaHa GpeMeHHOCT

4 | Nunca Ha M3KMKOYBALKM KpUTEpUK No Touka B

Kok
A A
@ W3WUCKBAHWA HA H30K 3A MPEAMWCBAHE HA MEAWLIMHCKW U3AENNS 3A MPUNOXEHWUE C MHCYNIMHOBY MOMMW W CEH30PU 3A
NPOABMKUTENHO MOHUTOPUPAHE HA HUBOTO HA MMKOKO3ATA MPW 3AXAPEH OWABET TUM 1 B M3BBLHECNHUYHATA nomouy,




B. U3KNIOUYBALLW KPUTEPWM (npu 3ano4BaHe v Npu npodbnxkasaHe Ha neYeHwneTo)

1. 3axapew avaber Tun 1 ¢ pasHocT nog 6 meceua (He e 3sagbnxuTeneH 3a aeuav bpemeHHn!)
2. Jlunca Ha aaekBaTHa KOMyHWKaUWUA C NeKyBaLna exkun
3. UYecTu XxOoCNWTanNU3aLMu No NOBOA Ha AEKOMNEHCMPaH 3axapeH Avaber

r. SAABHWHﬂ-ﬁSMCKBAHHﬂ KbM NEYEBHWUTE 3ABEAEHWUA CBHC CNELUMANTU3UPAHN KOMUCUN

NOArOTBEH 3a paboTa ChbC CEH30pH 3a NPOABLIKMTENHO MOHUTOPUPAHE Ha HUBOTO Ha rnioko3aTa nepcoHan oT nekapu
1 MEAWLIMHCKHA CECTPH.

2. YneHoBETE Ha cneunanu3upaHuTe KOMUCUMKU HOCAT OTTOBOPHOCT 33 nogbopa Ha mauveHTUTE, 33 KoUTO
W3[aBaT PELUeHNE KaKkToO N0 OTHOLIEHUE HA MEAWLMHCKATE KPUTEPUM, TaKa ¥ MO OTHOLWIEHUE HA BBIMOXHOCTTA UM 33
afleKBaTHO, OCB3HATO 1 OTTOBOPHO NOBEAEHME W OTHOLEHWE KbM MPOBEXAAHOTO MOHUTOpUPaHE Ha HWUBOTO Ha
rniokosaTa. :

3. NleuebHOTO 3aBegeHWe cnefBa 3afLIDKUTENHO Aa OTKpue 24-4acosa TenedpoHHa Bpb3Ka 3a OkasBaHe Ha
NOMOLL ¥ KOHCYNTaLus NPW Bb3HUKBAHE Ha cnewHa cuTyauus.

.
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W3NCKBAHMA HA H30K 3A NMPEANWCBAHE HA MEOULIMHCKW U3AENWA 3A NPUNOXE
HWE C UHCYNTMHOBW NOMIMKA
NPOOBLIMKUTENHO MOHUTOPUPAHE HA HUBOTO HA MIOKO3ATA NPU 3AXAPEH OWABET TUM 1 B MSBBHEOHHMHHA%iHF?gng?.lA



NPUNOXKEHVE 2

I. H30OK 3annaiwa cneaHuTe BUAOBE MEAULIMHCKM U3AENUA 3a NPUNOoXeHne Ha UHCYNTMHOBY NOMNK

npu 3axapeH auabet Tun 1

¢  WHdpyanoHeH cet — no 10 6pos MeceyHo

e WndyanoHeH pesepeoap — Ao 10 6pos MeceyHo

e CeH30pM 3a NPOALIDKMTEINHO MOHUTOPUPAHE Ha rrioKo3aTa

Il. OBLUX USUCKBAHMA

1. Bb3pacToBarTa rpaHuiia Ce W34WCNABa B HaBBLPLUEHW rOAWHU - T.€. BKNIOYUTENHO KbM Aatata Ha usfjaeaHe Ha
NpoTOKONa OT cneynanvanpaHaTa KoMUcus. =

2. H30K 3annalwa Ao onpegenexarta no peaa Ha Hapea6a Ne 7 ot 31 mapt 2021 r. no un. 30a ot 3MW (o6H 1B, 6p.
28 ot 06.04.2021r.) MeceyHa CTOWHOCT, cbrnacko Pewenne Ha Hagsoprus ceeeT Ha H30K

3. Bcekn €-NpoTOKON Ce M3AaBa Bb3 OCHOBA HA WM3AafeH MeAULMHCKW AOKYMeHT. ,AMOynartopeH nuct® ot
cneuwanuct — uanbnxuten Ha CUMIM unu oT cneuwanuaupaHa komucus B JI3BM Ha ocHosaHue Allp Ne 38
,OnpegensHe Ha nnaH Ha nNeYeHue M NpocneasBaHe Ha TepaneBTMYHUA OTrOBOP NPV NAaUWEHTW, Nonyyasally
CKBLNOCTPYBaLLW NeKkapcTBeHU NPOAYKTW No peaa Ha yn. 78, 1. 2 330"

EkseMnnap Ha xapTueH Hocuten ot ambynatopHua nuct unu Alp Ne 38 ,OnpegensHe Ha nnaH Ha neyeHue u
npocneasBaHe Ha TepaneBTUYHMSA OTTOBOP NPy NALMEHTU, NOMy4YaBaliy CKbNOCTPYBALM NEKAPCTBEHN NPOAYKTU NO
peaa Ha 4n. 78, T. 2 330" koiTO € OCHOBaHWe 3a w3fasaHe Ha MNpoToKon, MNOANUCAH OT nekaps
cneyuanuct/icneuuanuaunpara komucus u 30J1 (poauTen, HaCTORHUK/NPUEMEH POAUTEN), Ce BOAW NO pej, onpeaeneH
oT ne4vebHOTO 3aBeAeHNe U ce CbXxpaHsaBa B kabuHeTa Ha nekaps/komucusTa.

7. NMpwn uapnasaxe Ha E-npoTokon no pepa Ha ekcnepTusarta no un.78, 7.2 ot 330, oTnana HeobxoaumocTTa aa ce
NPeaAoCTaBAT U ChXpaHABaT nNpunoxenne Ne1 v npunoxenune Ne3 ot cwoTBeTHUTE ManckeaHusTa Ha H30K".

8. NapaBaHeTo Ha E-npoTOKON ce OCBLUIECTBABA B CLOTBETCTBME CHC CHBMECTHM ,YKa3aHus 3a pabota c nogafeH no
enekTpoHeH AT npotokon IA/IB/IC (e-npoTokon)”, mexay HauvoHanHaTta 3gpaBHOOCUrypUTEnHa Kaca U bwnrapcku
NeKapcku cblo3 3a Npunarade Ha HauuoHanHWsa paMkoB AOTOBOP 32 MEAVLMHCKUTE AEWHOCTM.

Hacmosawume u3suckeaHus ca ymebpdexu om ynpasumens Ha H30K cned Pewenue Ne PL-HC-04-25/14.02.2024 2.
Ha Had3opHusa cveem Ha H3O0K u npedeapumenHo cbenacysane ¢ BJ1C., Ha ocHosaHue 4n1.571, an. 10 ebs 8p. ¢ an.8
om [pasunHuka 3a ycmpoticmeomo u dedHocmma Ha HayuoHanHama 30pasHoocuaypumenHa kaca. MauckeaHuama
gnusam e cuna om Oamama Ha obHapodsanemo um 6 ,JbpxaseH 6eCmHUK.” u ommeHsm Oelicmeaujume
usuckeaHus 8 cuna om 18 okmomspu 2022 2. Ha ocHosaHue peweHue Ne P[]-HC-04-100/28.09.2022 2. Ha
HadsopHus cbeem Ha H30K
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M3NCKBAHWUA HA H3OK 3A MPEAMUCBAHE HA MEAVLIMHCKW U3NENNSA 3A NPUNOXEHWUE C MHCYNUMHOBK MOMNW 1 GEH30PU 3A
NPOABMKUTENHO MOHUTOPUPAHE HA HUBOTO HA IMIKOKO3ATA NPU 3AXAPEH AVABET TUM 1 B U3BBHEONHUYHATA nomoLL



NPUNOXEHWE 3

OEKNAPALMA 3A UHOOPMUPAHO CbIMACHE

NPWU NPEANUCBAHE HA MEAWLIMHCKW U3AENWUA 3A NMPUNATAHE HA UHCYNUHOBKW NOMMNW U CEH30PU 3A
NPOOBLIMKUTENHO MOHUTOPUPAHE HA HUBOTO HA FMIOKO3ATA*
NPWU 3AXAPEH AWABET TUMN 1

Creq KaTo ce 3ano3Hax C LANaTa NpeaocTaseHa M  MHGIOPMALMA U LenTa Ha NEYEeHNeTo C MEeAULIMHCKOTO USASINE. ........ Sl B
W creg Kato NOMy4YuX W34epnatenHv OTIOBOPU Ha

NOCTaBeHUTE OT MEeH BBNPOCH, AeKnapupam 4e:

1. CbM 32n03HAT C HauwHa Ha pabota C MHCynMHOBA NomMna M CbM npemuHan oByunTeneH Kypc KbMm
......................... , OT KbAETO MM € NPeAOCTaBEHa BEe3NNATHO/CbM 3akyNiN/a MHCYNMHOBA NOMMNA.
/HeHyXHOTO ce 3auepTaBa/
LLle cna3eam npenopbyaHaTa My CXeMa Ha NeYeHne 1 NEePUOANYHOCT Ha KOHTPOMHUTE Nperneau.
PefoBHO e Ce ABABAM Ha KOHTPOMHWM Nperneau U HaMa Aa NPOMEHAM CaMOBOIHO UNK Noja ApYro BHyLeHne
Ha3Ha4eHaTa M1 Tepanus.

4. 3anosua1'cbm c puckoseTe 3a COGCTBEHOTO CW 3ApaBe, B CNyvan Ha HecnassaHe Ha HasHayeHaTa Tepanws,
XpaHuTeneH W ABurateneH pexvM, Kakto v HenpasunHa ynotpeba Ha meawuuHckoTo uspenve. B cnyvain Ha
CELHOCT UNM HeoGXOAMMOCT OT CNelHa KOHCYNTauus e ce oGpbliam KbM CreuManusupanns LeHTbp Ha
NPEnOCTABEHNS) MY 24-48C0B TENEOH ...............oooooeoeeeereeeeieee

5. lle non3eam u L|@ CBXPaHABAM MHCYNMHOBATa NOMNA OTFOBOPHO MPW CNasBaHe Ha MHCTpykumMATa 3a ynoTpeba,
KOSITO MU € NpefocTaBeHa u passicHeHa.

6. B cnyuan Ha TeXHWYecKkH NpoGnem ¢ MeAULMHCKOTO M3fenus CbM yBeloMeH Aa ce obpbuwam Kbm upmara, ot
KOSTO CbM 3aKynun/nony4un WHCYNWHOBAaTa nomna, 3a KOeTo Mu e npeaoctaseH 24-yacos TenedoH
S a2 KOHTAKT.

7. [lpw ApeycTaHOBABAHE Ha JIEYEHVETO MO NPUYUHW, HEnpousTUYaWW OT pelleHneTo Ha KomwucuaTa 3a
ekcneptsh B P3OK wunu Komwucusta no un. 78, 7.2 or 330, we yeegoma He3aBaBHO nuuHua CH
nexap/Habmofasati SHAOKPHHOMOT.

8. [Mpu npekpaTsBaHe Ha_nﬁbgemaua'ra Tepanus 3a nepuoA OoT 2 U noBeve OT [ABa Meceua ce 3aabikasaM Aa
BbpHa NPeAOCTABEHATA MA BESNIATHO MHCYTIMHOBE MOMIA HA ................e.owereeeeeeiceiiisenecieieaes

9. Tlpn HecnassaHe Ha MOCOMEHMTE yCNROBWR NEEHUETO MW C YyNOMEHaToTO MEAMLUMHCKO u3genuve ule Gbae

NpeKkpaTeHo 1 HAMa Aa UMam npeteHumn kbM H30K.

* B cnyyauTe Ha OTNyCKaHe OT MEAWUMHCKUTE M3Aenus eQWHCTBEHO Ha CEeH30pPM 3a NPOALIMKUTENHO MOHUTOPUpaHe Ha HUBOTO Ha
rMNOKO3aTa, 3aALIMKUTEeNHO ce oTbennzBaT Touku 2, 3,4, 7un 9.

W3NCKBAHWNA HA H30K 3A NPEANWUCBAHE HA MEJUUWHCKW U3AENVA 3A MPUNOXEHWUE C UHCYNUHO
BW NOMMNKN N CEH30PK 3A
NPOOBLIDKUTENHO MOHUTOPUPAHE HA HUBOTO HA MIOKO3ATA MPU 3AXAPEH AWABET TWUM 1 B U3BLHEONHWYHATA nomouy



NPUNOXEHWE 4
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Heobxodumo e da ce ombens3sa ecska npomsiHa e do3ama W/ unu euda Ha UHCYNUHa.

B konoHa ,3abenexka” ce enucsam eCuUYKU CbCMOSRHUSA, KOUMO Mozam 0a NoenuAsm Ha pesynmamume om mecmoseme (3a60nsi6aHUS, NPOMEHU
6 Juemama, cmpecoeu cumyauuu, HeobuyaliHo HamosapeaHe u 0p.).

Hanacsim ce 0anHume om nposedeHume u3MepPeaHUs Ha KDLBHAMAa 2/T0K03a, Kamo ca 3adb/IXUMenHu noHe decem U3MepeaHusi Ha KpbeHama

2/MmoKo3a npe3s nocnedrus mecey npedu kaHdudamcmeaHemo.

W3UCKBAHWA HA H3OK 3A NPEAMWCBAHE HA MEOWLMHCKI U3AENWA 3A MPUNOXEHWE C MHCYNMHOBW MOMMNW U CEH30PU 3A
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NPOABLMKUTENHO MOHUTOPUPAHE HA HUBOTO HA TMIOKO3ATA NPU 3AXAPEH AIWABET TUM 1 B U3BBHEONHUYHATA nomolL



@ W3NCKBAHWA HA H30K 3A NPEAMWCBAHE HA MEQWUWHCKW U3AENWUA 3A NPUNOXEHWE C WHCYNWHOBW NOMIMW U CEH30PK 3A

NPUNOXEHUE 5

CNYXEBHA BENEXKA

M-HIE-XA .. e R e npemuHan/a kypc Ha obyueHue 3a Non3saHe Ha UHCYyNuHoBa

NOMNA B NEPUOAA OT .........cccoeenvn. A0 asmentr r.

MHCYNMHOBATA NOMMA - ... Imopen/ e npepocTaBeHal/3akyneHa oT NUUEeTo U e
noq;j;ﬁcaﬁ_mgrpar-len JOrOBOP 3@ OTTOBOPHO NA3eHE U CbXPaHEHNE, KAKTO U 33 334b/MKUTENHOTO " BpbllaHe Ha
dmpmara, ‘m;wo cobecTBEHOCT € Menmuuur;:m'ro ua.n.énue B CryyauTe Ha NpeaocTaesHe, cnef NpeKksLCBaHe Ha
ne4eHueTo 3a nepuon Ao 2 u noeeuye meceua.

Chen nposeaeHoTo 0By4yeHue, NMUEeTo (Heros poavTen/HacToMHUK/None4YnTenN) € B CbCTOAHME CaMOCTOATENHO
Aa bopasu C.M3eNMeTO 1 0Cb3HaBa puckoeeTe 3a coBCTBEHOTO CK 34paBe B cnyyait Ha HenpaeunHa ynotpeba.

B cayuait Ha TexHuueckun npoBnem ¢ MEAVLIMHCKOTO M3AENUR Ha NIMLIETO e noacurypeHa 24-uacosa TenedoHHa

NVHUA 33 CELH KOHCYNTALMK MO Bb3HUKHANK TEXHUYECKN NPOBNEMM ... oo,

MpoBen OBYYEHMETO: ...........cocovveieiirinse

Ynpasuren: . i
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NPOABLMKUTENHO MOHUTOPUPAHE HA HUBOTO HA MMIOKO3ATA NPU 3AXAPEH OWABET TUM 1 B U3BLHEONHUYHATA nomouy



