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M3NCKBAHUA HA H30K
NP N3AABAHE HA NPOTOKOJN 3A NPEANUCBAHE HA MEAULIMHCKN U3OENUA 3A NPUNOXEHUE C
MHCYNUHOBW NOMMNU U CEH30PU 3A NPOABIMKUTENHO MOHUTOPUPAHE HA HUBOTO HA
FMIOKO3ATA MNMPU NEYEHUE HA 3AXAPEH AWABET TUN 1

lNpoTokon®T ce u3gaBa OT cneuuanu3MpaHu KOMUCUM B rneyebOHM 3aBefieHMsA 3a 6onHMYHA nomoly,
ckniouunu porosop ¢ H30K. CneunanusupaHnte KOMMCHUM BKITIOYBAT CNELMANIUCTHU C KOA Ha cneuuanHocT 05
(eHnokpuHonorusa u 6onecTu Ha obmaHaTa) u 34 (aeTcka eHAOKpMHONorua u Gonectu Ha o6msAHara).

Cneuunanu3supanute komucum 3a 30J1 Haa 18 roguHa Bb3pacT ce Cb3faBaT CbC 3anoses Ha avpekTopa
B cneanute J13: YCBAJIE ,Akap. MsaH MNenyes” — rp. Cocous, BMA — MBAJ - rp. Cocous, YMBAJ1 ,Ceeta Mapuxa”
— rp. BapHa, YMBAIJ1 ,Ceetu "eopru” — rp. Mnoeaus, ,Ampkubagem Cutn Knunuk MBAN Tokyaa“ ALl - rp. Codus,
~LAmxunbanem Cutu Knunuk YMBAI® EOO[ - rp. Codous, ,MBAI1 Cbpue 1 mo3bk‘ EALl — rp. MneseH.

Cneuuanusupanute komucum 3a 30J1 noa 18 roauiiHa BL3PaCT Ce Cb3fgaBaT CbC 3anoBes Ha AupekTopa
B cnegHute J13: CBANIAB ,Mpod. MBan Mutes” — rp. Cocusa, YMBAJ ,Ceeta MapuHa” — rp. BapHa, YMBAJ ,CeeTtu
leopru® — rp. MNnoeawus, ,Apxubanem Cutu Knunnk MBAJ1 Tokyaa“ All - rp. Codbus, YMBAN , O-p I". CTpaHcku” — rp.
MNneseH.

1. PEQ 3A 3ABEPABAHE HA MNPOTOKOJIUTE 3A MEOMLUMHCKU U3OENUA 3A UHCYNTMUHOBU MNMOMMNK
NPU NEMEHUE HA 3AXAPEH OAUWABET

MpoTtokonu 3a 3ano4BaHe

* MeauuuHCcKa AOKyMEHTaUusA, NOTBbpXAABaLLa KpUTepumTe No npunoxeHve 1 un

ycnosusita, cbobpasHo npunoxexue 2

—» | * PeweHne Ha cneuvanuaMpaHa KOMWUCUA C $iCHA MEAWLMHCKA MOTUBALMS

(3apbmkuTenHo ce otbensssa nMNca Ha U3KIYBaLLW KpUTepun)

/ * “MpoTokon 3a npeanuceaHe Ha rnekapcTea, 3annawannm ot H3OK/P30OK” — obp.
—>
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cneumManucT, CKniouun
aorosop ¢ H30K

N3NCKBAHWUA HA H3OK 3A MPEAMUCBAHE HA MEAULIMHCKU U3LENUA 3A MPUNOXXEHWE C UHCYNMHOBM MOMMMU U CEH30PU 3A
NPOABINKUTENHO MOHUTOPUPAHE HA HUBOTO HA IMIOKO3ATA NPU 3AXAPEH AVABET TUM 1 B U3BbHBOMHUYHATA nomMolty



1.2. PEQl 3A 3ABEPABAHE HA NMPOTOKOJNIUTE 3A CEH30PU 3A MPOABIMKUTENHO MOHUTOPUPAHE
HA HUBOTO HA IIOKO3ATA NPU NEYEHUE HA 3AXAPEH OUABET

MpoTokonu 3a 3anouBaHe

* MeauumuHCKka AOKyMEHTaUuus, NOTBbPXKAABALLA KpUTEpUMTe NO NpUnoxeHve 1 un
ycnosusTa, CbobpasHo npunoxexue 2

cneuvanusnpaHa * PeweHue Ha cneunanusnpaHa KOMUCUSI C fCHA MeAuUMHCKA MOTuBaLUMS
KoMucus (3apbRXUTENHO Ce oTOENns3Ba NUNca Ha M3KMNIoYBaLLM KpUTepUM)

= “fipoTokon 3a npeanuceaHe Ha nekapcTea, 3annawanu ot H3OK/P30OK" — o6p.
M3-H30K

T |

Komucus 3a excnepTusm 3aBepka Ha npoTokona B
B P30K P30OK

np0TOKOIW| 3a npoAbkKaBaHe

cneunanusvpaHa

KOMMCHUS N
* “‘lpoTokon 3a npeanucBaHe Ha nekapcTea,
unm 3annawanu ot H30K/P30OK” — 06p. M3-H30K | —» gg%elf 2 TpaToKeRN B

CNeunanucT, cknioYun Y
porosop ¢ H30K

Il. OBLLY NONOXEHUA

1. E-npoTokon ce u3gaBa OT nekap cneuvanucT no npodwna Ha 3a6onsBaHeTO, W3MbLAHUTEN Ha cneuuanuaupaxa
“3BLHOONHUYHA MeAUUMHCKA NOMOLY Ha OCHOBaHWe u3aajeH ,AMGynaTopeH NUCT' MAN OT YNeHOBe Ha cneuuanuavpaHu
KOMUCUU B nevebHU 3aBeneHus, oka3Bawy 6GonHuuHa MeauumHcka nomow (N3BM) Ha ocHoBaHue ,PelueHne Ha
cneuuanuampasa kommcusi‘ no Allp Ne 38 ,OnpenensHe Ha NnaH Ha neyeHne U NpocneAsiBaHe Ha TepaneBTUYHUA OTrOBOP Npy
nauveHTn, nonyvaBaliy CKbMNOCTPYBAWM NEKapCTBEHW NPOAYKTW/MEAULMHCKM u3penua no pega Ha un. 78, 1. 2 330“ B
cvoTBeTcTBUE C yTBbpAeHUTe UsncksaHua Ha H3OK no 3sabonsiBanus B konuyecTsa 3a He noseye ot 365 aHu.

Mpu 30J1 ¢ HanuuHa unu nnanupaHa 6peMeHHOCT ce U3AaBa NPOTOKON 3a CPOKa Npeayu K No Bpeme Ha 6peMeHHOCTTa A0
365 aHu.

2. 301 ynocrosepsaBa ¢ noanuca cu B ,AMbynatopeH nucT‘ unu B ,PelleHne Ha cneuvanuaupaHa komucus“ no Alp Ne 38:
cnepHoTto: )Kenas Aa My 6bae 0A06peHo neyeHne ¢ NekapcTBEHNS NPOAYKT/MEAULIMHCKO/M u3aenve/s, kaTto aeknapupam, ye
CbM yBEAOMEH 32 AEWCTBUETO Ha Ha3HayeHaTa nekapcTBeHa Tepanus W AaBaM MHGOPMUPaHO CbfRacue cbliata ga Mu 6bae
npunaraHa‘; ,Cbrnacex/a CbM 3a U3NON3BaHe Ha NMYHUTE MU AaHHU 33 LIENUTE Ha ekcnepTusaTa’; ,)Kenas aa 6baa yeenomet/a
3a pesyntarta ot ekcneprtusata ot P3OK no eauwH oT cnepgHute HauuHu: no e-mail, TenedoH wnu Ha mscto B P30OK“
.PaspeluaBam 4OCTBLN 0 ENEKTPOHHOTO MU 34paBHO Aocue”.

3. flo nony4aBaHe Ha MH(OPMauMa 3a 3anoyBaHe WM NPOALIIKABaHE Ha 3asBeHOTO neuvenue, 30J1 npoabMkKaBa
TepanusiTa ¢ nekapcreeH/u npoaykT/u/ meanuUMHCKO/M u3aenue/si, C KOUTO e NPoBEXAan NeYEeHUeTo 40 MOMEHTA.

4. lNpean cTaptupaHe Ha npoueca no uspaeaHe Ha E-npotokon Ha 30/, cneuranucTbT/cneuManusvpaHaTa KOMUCHS MpaBu
cnpaBka no enekTpoHeH MbT 3a usaaneHn Ha 30J1 NpeaxoAHN NPOTOKONM, MO Cbluus Npodun Ha 3abonseane. MNpouechT no
usgasaHe Ha E-npoTtokon ce peanu3vpa B MeAMLMHCKM codTyep. B yTBbpAeHUTE U3McKBaHUA NO 3a60NsSBaHUS Ca NOCOUEHHM
HeobXxoaAuMMUTE AOKYMEHTH 3a u3gaBaHe Ha E-npotokon Ha 30/.

5. [lokymeHTuTe (ambynaTopHuTe NUCTOBE, ENUKPWU3W, W3CrieaBaHus), kouTo cbiulecteyeaT B H3UC He ce nopaeat B E-
npoTokona.

MHdopmaumsaTta, oTHoCUMa KbM M3gaBaHe Ha E-npoTokona, KosTo e B AOKYMEHT, KOWTO HAMA eneKkTpoHeH (hOpMAT U He ce
cbabpxa B H3UC, ce nogasa: kaTo ce nonbnea B ambynaTopHUs NMCT OT Nperneaa — OCHOBaHWE 3a U3aaBaHe Ha E-npoTtokona
Unn JOKYMEHTBT Ce CKaHupa v npukada kbM E-npoTtokona.

6. Npu uspasaHe Ha E-npotokon, oTnaga HeobxoguMocTTa ga ce NpeaocTaBsAT U CbxpaHasaT npunoxeHne Ne1/1A u
npunoxenne Ne3 npu cneaxute ycnosus: 3a npunoxenne Ne1/1A - Npu HanUuMeTo Ha TekcT B ambynaTopHUs NMUCT UNU B
~PeweHne Ha cneunanmsupaHa komucus“ no Alp Ne 38: ,Jlunceart mskniouBaluy KpuTepuu 3a 3anoysaHe/npoabikaBaHe Ha
neyenue ¢ JIN/MWU*, 3a npunoxeHne Ne3 - Npu HaNUUMETO Ha TEKCT B amMBynaTopHUs NUCT unu ,PelueHne Ha cneuvanuanpaHa
komucus“ no Alp Ne 38: JKenas aa mu 6bae onobpeHo neyenue c nekapcTBeHMs NpoAayKT/MeauUMHCKO u3genue, Kato
Aeknapupam, 4Ye CbM yBEOMEH 32 AEWCTBMETO Ha Ha3HayeHaTa nekapcTBeHa Tepanus M aasBam MH(OPMUPAHO Cbrnacue
cblara aa mu 6bae npunaraHa“.

w U3NCKBAHUA HA H30K 3A NPEANMUCBAHE HA MEAULIMHCKU U3AENUA 3A MPUNOXXEHWE C UHCYNMHOBM MOMMU U CEH30PU 3A
NPOABLMKUTENHO MOHUTOPUPAHE HA HUBOTO HA IMIOKO3ATA MPU 3AXAPEH AWABET TUM 1 B U3BbHEONHUYHATA nomouy



NPUNOXEHUE 1

NUCT 3A ONPERENAHE HA KPUTEPUUTE NPU NPEANUCBAHE HA MEQULIMHCKW U3AENUA 3A MPUNATAHE HA
MHCYNUHOBM NOMNK NPU NEYEHUE HA 3AXAPEH OAWABET TUMN 1

A. KPUTEPUU 3A 3ANOYBAHE HA NNEMEHUE (Heob6xoaumo e Hanmuuue Ha 5 OT KpuUTepumTe, KaTo € 3aAbIDKUTENHO
HanuumeTo Ha kputepum 1, 2, 3 u 8):

MKB E10.2, E10.3, E10.4, E10.5 1 E10.9

1 | NMoTebpaeHa auarHosa saxapeH auabeT Tun 1 ' 2

2 | MNpoBexaaHe Ha MHTeH3U(ULMPaHa Tepanus C MHCYNMHOBM aHano3u C NoHe 4 annukauvm 3a geHoHoume ' 2

3 | YecTu 1 HenpeaBuaUMM, BKI. TEXKU AHEBHU W/MNU HOLHKU Xunornukemun ' 2

4 | Bucoka KpbBHa fioKo3a CyTPUH Ha rnagHo / Hanuume Ha “c¢eHoMeH Ha 3opata” ! 2

5 | Now rnukemuyeH koHTpon - HbA1c = 8.5% -2

6 | [eua nog 18 roguwHa Bb3pacT ' 2

7 | BpemeHHocT/NNaHMpaHa 6peMeHHOCT 1 NoAAbpXaHe Ha TPaHO BUCOKO HUBO HA HbA1c 2 7.0% -2

8 | Jlunca Ha n3kniouBalM KpUTEpUKM No Touka B

! pelweHue Ha cneyuanu3snpaHa KoMucusa

2 meanUMHCKa AOKYMEHTaUWs 3a XOAa Ha 3a6onsBaHeTO M NpoBeXAaHaTa Tepanus, YAOCTOBEPABAlLa TMNA Ha 3axapHus AuaGeT W ycnosus,
cbobpa3Ho npunoxeHue 2, KakTo U BKIIOYEHA MHTEpnpeTauus Ha pesynTtaTute OT AHEBHUK 33 CaMOKOHTPON Ha. 6OAHMA UNu OT CeH3op 3a
NOCTOSIHHO FMIOKO3HO MOHUTOPUPaHE 3a NocneaHuTe 14 AHW Npeau U3paBaHe Ha PELLEHNETO; MeauUMHCKa AoKyMeHTauus ot Al cneunanucr 3a
nnaHupaHe Ha 6peMEHHOCT, NoTBbpAEHa GPEeMEHHOCT UNKU MEAULIMHCKA AOKYMEHTaUMUsA 3a NPoBEXaaHe Ha Npoueaypa/u 3a 3abpemeHsBaHe

B. KPUTEPUU 3A NPOABLINKABAHE HA NNIEMEHUE (Heo6x0AUMO € Hanuune Ha 4 OT KpUTepPUMUTE, KaTo € 3aAbIMKUTENHO
HanuyueTto Ha kputepuu 1, 2 u 6):

MKB E10.2, E10.3, E10.4, E10.5 1 E10.9

1 | NpoBexaaHe Ha neYyeHue ¢ WHCYNUHOBA NoMmna 3a nepuop Hag 6 meceua /cnea NocTaBsiHe Ha MHCynuHoBaTa nomna/

2 | HamangBaHe/nunca Ha AHEBHU U/MNU HOLHWU XUNOrNUKEeMUN

3 | CHuxeHne Ha KpbBHaTa IMi0KO03a Ha rnagHo/nunca Ha “cpeHoMeH Ha 3opara”

4 | Nopo6peHue Ha rMUKEMUYHUA KOHTPON, OLIEHEH Ype3 CHKeHue Ha HbA1c

5 | BpemeHHocT/NNaHupaHa 6peMeHHOCT U CHUXeHue Ha HbA1c

6 | Jlunca Ha uskno4BalM KPUTEPUM NO TOuKa B

B. U3KINIOYBALLU KPUTEPUU (npu 3anouBaHe ¥ Npu NPoALIHKaBaHe Ha NeYeHUeTo)

3axapeH aunabeT Tun 1 ¢ AaBHOCT nog 6 meceua

Mo-manko ot 1 Mecew OT NocTaBsHe Ha nomnata (He BaXk1 B Cy4auTe Ha NnaHupaHe v no Bpeme Ha GpeMeHHOCT)
MNpekbcBaHe Ha TepanusTa C UHCYNWHOBA NOMMa 3a nepuoa oT 2 1 noBeye Mecela

Jlunca Ha apekBaTHa KOMyHUKaLWs C NEKyBaLLWS eKun

YecTu xocnutanmsauvm no NoBoA Ha AeKOMNEHcHpaH 3axapeH avaber
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NPOABMKUTENHO MOHUTOPUPAHE HA HUBOTO HA FMIOKO3ATA MPU 3AXAPEH VABET TUM 1 B U3BbHBEONHUYHATA nomouy




r. SADBMKUTENHU USUCKBAHUA KbM NEYEBHUTE 3ABEAEHUA CHC CNELUWMANU3UPAHU KOMUCUU

1. YBAJl cnepsa aa pasnonara CbC cneunanusvmpaHa KnmHuka Nno eHAOoKPUHONOMUA NpU Hanuyue Ha pobpe
noAroTeeH 3a paboTa C MHCYNUHOBY NOMNYW NEPCOHAN OT NeKapy U MeAULIMHCKN CECTpy.

2. ObyyeHue, HasHavyaBaHe, CTapTUpaHe W npocneasBaHe Ha TepanusaTa C WMHCYIMHOBM NOMNM ce
n3BbpLuBa OT EHAOKPUHONO3W/AETCKU eHAoKpMHONo3u, paboTtewm No AOroBop CbC cboTBeTHaTa YBAI, ¢ onut 3a
n3BbpLUBaHE Ha AEWHOCTTA.

3. UneHoBeTe Ha cneuunanuavpaHuTe KOMUCUM HOCAT OTFOBOPHOCT 3a nogbopa Ha nauueHTuTe, 3a KOUTO
n3gaeaTt pelleHWe KakTo No OTHOLLUEHWE Ha MEeAULMHCKUTE KPpUTEpPUWU, Taka U NO OTHOLLUEHWE Ha BB3MOXHOCTTA UM
3a ageKkBaTHO, OCb3HATO U OTFTOBOPHO NOBEAEHME U OTHOLLUEHWE KbM NpoBeXaaHaTta Tepanus.

3. JleyebHOTO 3aBEeAeHME cneaBa 3aAbMKUTENHO Aa OTKpue 24-yacosa TenedoHHa Bpb3ka 3a OKa3BaHe Ha
NOMOLL ¥ KOHCYNTauusa NpyY Bb3HMKBaHE Ha CrneluHa CuTyauus.

4. lNpu nbpBOHa4asNHO U3faBaHe Ha peLleHue M NPOTOKON OT crneuuanuaupaHaTa KOMUCUS 3a NpoBexaaHe
Ha Tepanus C MHCYNUHOBa Nomna, cneasa Aa 6bAae M3BbpLUEHa NpeoLeHka Ha nNposexaaHaTa WHTeH3uduumpaHa
Tepanus C UHCYNUHOBU aHano3u, KaTo nnpeoyeHKkama ce BNMCBa B PELLEHNETO U Npu HeOBXOAUMOCT OT NPOMSIHA Ha
TepanusaTa ce n3gasa HOB NPOTOKON C KOPUrMpaHuTe A03M Ha UHCYNWHOBUTE aHanosu.

N3NCKBAHWUA HA H30K 3A NPEANUCBAHE HA MEAVLIMHCKU U3AENUSA 3A NPUNOXEHUE C UHCYNMHOBW MOMMU U CEH30PU 3A
NPOABLMKUTENHO MOHUTOPUPAHE HA HUBOTO HA MMIOKO3ATA NPU 3AXAPEH AWABET TUM 1 B U3BLHEONHUYHATA nomotuy



NPUNOXEHUE 1A

NINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPEANUCBAHE HA CEH30PU 3A NMPOABIMKUTENHO
MOHUTOPUPAHE HA HUBOTO HA FIOKO3ATA NPU NEYEHUE HA 3AXAPEH AUABET TUM 1

Mpu M3paBaHe Ha NMPOTOKON 3a CeH30pU 3a NPOALJIKUTESTHO MOHUTOPUPAHe Ha HUBOTO Ha rniokKo3aTta npu
3axapeH Aauaber TMn 1, cneunanusMpaHute KOMUCMM B nevyeOHu 3aBegeHMs 3a OGonHuYHa noMouu,
onpepeneHn B Msucksanusata, cneaBa Aa YTOYHAT Aatata Ha NOCneAHOTO OTNyCKaHe Ha TeCcT-JIeHTU 3a
CaMOKOHTpPOJ&T Ha KpbBHaTa rnwko3a. He ce Aonycka npeanucBaHeTO C MPOTOKONM Ha CeH3opu 3a
NPOABLINKUTENTHO U3MepBaHe Ha HUBOTO Ha rMI0Ko3aTa, 3a Nepuoaa, 3a KOMTO MMa npeanucaHyu U oTNycHaTtu
TeCT-NIeHTU 3a CAaMOKOHTPON Ha KpbBHaTa rMioKo3a.

A. KPUTEPUN 3A 3ANMOYBAHE HA NEYEHMUE (Heo6xoaMMo e Hanuuue Ha 5 OT KpuTepuuTe, KaTto € 3aabIIKUTENHO
Hanu4ueto Ha kputepumn 1, 2,3 u 7):

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

1 | NMoTBbpAEHa AnarHosa saxapeH auaber Tun 1 ' 2

2 lMpoBexaaHe Ha MHTEH3UUUMPaHa MHCYNUHOBA Tepanus C NoHe 4 annuKkaLuun 3a AEHOHOLWME/NeYeHne C MHCYNMHOBa
nomna -2

3 | Yectu 1 HENpeaBUANMM, BKN. TEXKKN AHEBHU W/MNKN HOLWHKU Xunornukemum ' 2

4 | Iow rnukemuyveH koHTpon - HbA1c = 8% 12

5 | Oeua noa 18 roauwHa Bb3pact -2

6 | BpemeHHocT/NNaHMpaHa 6pemeHHoCT -2

7 | Jlunca Ha u3knIoYBaLUM KpUTepum No Touka B

i peweHue Ha cneunanunpaHa Kommcus

o MeAuLMHCKa AOKyMeHTauus 3a xoaa Ha 3abonsiBaHeTo u npoBexaaHaTta Tepanus, yaoCToBepsiBallla Tuna Ha 3axapHua auaber un ycnosus,
cbobpasHo npunoXeHwe 2, KakTo N BKIIOYEHA UHTEepnpeTauusa Ha pesynratute OT AHEBHUK 3a CaMOKOHTPON Ha GonHus wnu oT CEeH30p 3a
NOCTOAHHO FNIOKO3HO MOHUTOPUPaHe 3a nocneagHuTe 14 AHU NpPeAun u3paBaHe Ha peLUeHNeTo; MeAuLIMHCKa A0KyMeHTauua ot Al cneunanuct 3a
nnaHupaHe Ha 6peMeHHOCT, noTBbpAEHa GPEMEHHOCT UNW MeAULIMHCKA AOKYMEHTaLus 3a NpoBexpaaHe Ha npoueaypa/u 3a 3abpemeHsiBaHe

B. KPUTEPUU 3A NPOABINKABAHE HA NNEYEHUE (Heo6x0AUMO e Hanuune Ha 3 OT KPUTEPUUTE, KaTo € 3aAbINKUTENTHO
HanuuueTto Ha kpurepuu 1 u 4):

MKB E10.2, E10.3, E10.4, E10.5 1 E10.9

1 | NopoGpeHune Ha MUKEMUYHUSI KOHTPOR, OLIEHEH Ype3 CHuxkeHue Ha HbA+c

2 | HamansBaHe/nunca Ha AHEBHU W/UMU HOLWHU XUMOTIIMKEMUM

3 | BpemeHHocT/NNaHMpaHa 6peMeHHOCT

4 | Jlunca Ha u3knio4BalM KpUTEpPUK No Touka B

B. U3KIMIOYBALLU KPUTEPUW (npm 3anoysaHe U Npy npoabikaBaHe Ha neveHueTo)

1. 3axapeH auabeT Tvn 1 c gasHocT nog, 6 Meceua (He e sapbmxuTeneH 3a geua n 6pemeHHu!)
2. Jlunca Ha ageKkBaTHa KOMYHUKALMS C NeKyBalLUs ekun
3. Yectu xocnutanusauum no NoBoA Ha AEKOMNEHCMpaH 3axapeH auaber
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r. SAABMKUTENHU USUCKBAHUA KbM NNEMEBHUTE 3ABEAEHUA CBHC CNEUWMANTU3UPAHU KOMUCUU

1. YBAJl cneaBa Aa pasnonara CbC CneymanusupaHa KnmHuka no eHAO0KPMHOMOMMS Npu Hanuune Ha fobpe
noAroTeeH 3a paboTa CbC CEH30pW 3a NPOABLMKUTESNIHO MOHUTOPUPaHe Ha HMBOTO Ha rniokosaTa nepcoHan ot
nekapv ¥ MeSULMHCKN CecTpu.

2. YUneHoBeTe Ha cneuvanusnpaHuTe KOMUCUWM HOCAT OTFOBOPHOCT 3a noabopa Ha nauueHTuTe, 3a KOUTO
n3aaeaT peLleHne KakTo No OTHOLUEHWE Ha MEeAMUMHCKUTE KPpUTEepUW, Taka U NO OTHOLLEHUE Ha Bb3MOXHOCTTa UM
3a afaeKkeaTHO, OCb3HATO U OTFOBOPHO NOBEAEHWE W OTHOLLEHME KbM MPOBEXAAHOTO MOHUTOPUPAHE Ha HMBOTO Ha
rrokosara.

3. leyebHOTO 3aBefeHMe cneasa 3aabMKUTENHO Aa OTkpue 24-4acoBa TeneoHHa Bpb3ka 3a oka3BaHe Ha
NOMOLL| 1 KOHCYNTauusa Npy Bb3HMKBaHE Ha CneLlHa CuTyauus.
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\}( WM3NUCKBAHUA HA H3OK 3A NMPENMNUCBAHE HA MEAWULIMHCKN U3AENUA 3A MPUNOXXEHWE C UHCYNUHOBW MOMMU Y CEH30PU 3A
NPOOBLIMKUTENHO MOHUTOPUPAHE HA HUBOTO HA IMIOKO3ATA MPU 3AXAPEH AWABET TUN 1 B UBBbHBEONHUYHATA NOMOLL




NPUNOXEHWE 2

I. H3OK 3annawa cneaHuTe BuAOBE MEAULIMHCKM U3AENUs 32 NPUNIOKEHUe Ha MHCYNIMHOBU NOMMK
npu 3axapeH amaber Tun 1

o Wndy3unoHeH ceT — oo 10 6post meceuHo
e  WHdysuoHeH pesepBoap — Ao 10 6pos meceuHo

e CeH30py 3a NPOABLIMKMTENTHO MOHUTOPUPAHE Ha FMI0KO3aTa

Il. OBLLUM U3SNCKBAHUA

1. Bb3pacToBata rpaHuua ce W34ncnsBa B HABbPLUEHN FOAMHYN - T.€. BKIIOYUTENHO KbM AaTtaTa Ha usgaBaHe Ha
npoTokona OT cneuuanuaupaHaTa KOMUCHKS.

2. H30K sannawa ao onpepenexarta no peaa Ha Hapen6a Ne 7 ot 31 mapt 2021 r. no un. 30a ot 3MW (o6H B, 6p.
28 ot 06.04.2021r.) MeceyHa CTOMHOCT, CbrnacHo PeweHue Ha Haa3opHus cbeeT Ha H30K

3. Bceku e-npoTokon ce M3naBa Bb3 OCHOBA Ha W3AaAeH MEANLMHCKA [OKYMEHT: ~,AMbynaTtopeH nucr’ ot
cneunanuct - usnbnHuten Ha CUMI wnu ot cneuwanusupaHa komucus B JI3BM Ha ocHosaHue Allp Ne 38
»OnpeaensiHe Ha nnaH Ha neyeHne u npocneasBaHe Ha TepaneBTUYHWS OTrOBOP NPU- NAUMEeHTH, nonyyasally
CKbNoCTpyBaLLX NeKkapCcTBeHN NpoAyKTK No peda Ha un. 78, 1. 2 330"

Eksemnnsp Ha xapTueH Hocuten ot ambynaTtopHus nuct unu AlMp Ne 38 ,OnpepensiHe Ha NAaH Ha neyeHue W
npocneasBaHe Ha TepaneBTUYHUS OTTOBOP NMpU NauWeHTK, NonyYasalliy CKbNOCTPyBaLLM NEKAPCTBEHN NPOAYKTU MO
peaa Ha un. 78, T. 2 330 KOWTO € OCHOBaHWEe 3a W3QaBaHE Ha MNPOTOKOSN, MOANMCAH OT nekaps
cneuvanucr/cneunanusupada komucus n 30J1 (poauTen, HacTOWHWK/MPUEMEH POAWTEN), Ce BOAM NO pea,
onpegeneH oT ne4ebHOTO 3aBeAeHNe U ce CbxpaHsiBa B kabuHeTa Ha nekaps/KoMucusTa.

7. Npun nspasane Ha E-npoTokon no peaa Ha excnepTtuaara no un.78, 1.2 ot 330, oTnaaa Heo6XoAMMOCTTa Aa ce
NpeaoCcTaBAT U cbxpaHaBaT npunoxeHue Ne1 u npunoxenune Ne3 ot cboTBeTHUTE ,M3ucksaHusita Ha H3OK".

8. N3paBaHeTo Ha E-npoTokon ce ocbluecTBsBa B CbOTBETCTBUE CbC CbBMECTHY ,YKasaHus 3a paboTa ¢ nogaaeH
no enektpoHeH nbT npotokon IA/IB/IC (e-npotokon)’, mexay HauvoHanHaTta sgpaBHOOCMrypuTenHa kaca M
Bbnrapcku nekapcku cbios 3a npunaraHe Ha HauvoHanHus pamKoB AOroBop 3a MEAULIMHCKUTE AEWHOCTHU.

Hacmoswume usuckeaHus ca ymebpdeHu om ynpasumens Ha H3OK cned PeweHue Ne PL-HC-04-00-
3/20.01.2026 2. Ha Had3opHus cbeem Ha H30K u npedeapumenHo cbeanacyeaHe ¢ BJIC., Ha ocHoeaHue yn.51,
an10 ewe ep. c an8 om [lpasunHuka 3a ycmpolicmeomo u OeliHocmma Ha HayuoHanHama
30paeHoocuegypumenHa Kaca. M3uckeaHusima enusam 6 cuna om damama Ha 06HapoO8aHemo uM & ~LbpxaseH
86CMHUK.“ U omMeHsm Oelicmeawjume u3uckeaHus e cuna om 08 mapm 2024 2. Ha OCHo8aHUe peweHue Ne P[]-
HC-04-25/14.02.2024 2. Ha Had30pHus cbeem Ha H30K.

N3NCKBAHWUA HA H3OK 3A NPEANNCBAHE HA MEOVULIMHCKW U3AENMA 3A MPUNOXEHUE C UHCYNIMHOBW MOMIMU U CEH30PU 3A
NPOABIDKUTENHO MOHUTOPUPAHE HA HUBOTO HA MMIOKO3ATA NPU 3AXAPEH AVABET TUM 1 B U3BBHBEONHUYHATA nomolLy
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AEKNAPALUA 3A UHOOPMUPAHO CBIMMACHUE
NPY NPEANUCBAHE HA MEAULIMHCKU U3AENWUA 3A NPUNATAHE HA UHCYNTMHOBU MOMIMU U CEH30PU 3A
NPOABMKUTENHO MOHUTOPUPAHE HA HUBOTO HA TTIIOKO3ATA*
NPU 3AXAPEH OWABET TUMN 1

A3 DONYNOINRBEREMBREEATS ... .. o . e

criefi KaTo Ce 3ano3Hax C Usnata npeaoctaseHa Mu MH¢opmaL(uﬂ W UenTa Ha NEYEHWETO C MEAULIMHCKOTO
M3LENUE........occ.n.....

............................................................................................................. M crej Kato MNOMyuYux W3yepnaTenHu OTTOBOPU Ha
nocTaBeHUTE OT MEH BbAPOCHU, AeKnapupam ye:

1. Cobm 3anosHaT ¢ HauuHa Ha paboTa C MHCYNMHOBa MOMNAa U CbM MpemuHan obyuuTeneH Kypc KbMm

......................... » OT Kb/IETO MU € NpeAocTaBeHa Ge3nnaTHo/CbM 3akynun/a MHCyNnMHOBa nomna.
IHEHyXHOTO ce 3auepTasa/ ; ’
LLle cnassam npenopbyaHaTa My CxeMa Ha nedYeHue n NEPUOANYHOCT Ha KOHTPOMHWUTE Nperneau.

3. PepnoBHo Lie ce ABABaM Ha KOHTPOMHW Nperneav u HaMa Aa NPOMEHSIM CaMOBOJTHO UMK Mo APYrO BHYLLEHWE
HasHayeHaTa My Tepanus. £

4. 3anosHaT CbM C puckoBeTe 3a coGCTBEHOTO CuM 34paBe, B cCryyaun Ha Hecnaseawe Ha HasHaueHaTa Tepanus,
XpaHWTENEeH n ABUraTefieH pexum, KakTo U HenmpasunHa ynotpeba Ha MeauUMHCKOTO usgenue. B cnyvait Ha
CMELWHOCT NN HEOOXOAMMOCT OT CrellHa KOHCYNTauus e ce obpbliam KbM Ceunanu3upaHus LEHTbP Ha
NPeAoCTaBeHNUN MU 24-H4aCOB TEMEMOH ...........ccccverererreeereirieneenin.

5. lle nonseam u wWe cbxpaHsBaM WHCynuMHOBaTa MOMMa OTTOBOPHO NpYU Cna3BaHe Ha WHCTPyKUMSTa 3a
ynoTtpeba, KOiTO M1 e NpeoCcTaBeHa U passiCHEHa.

6. B cnyyan Ha TexHuuecku Npobnem ¢ MEAULIMHCKOTO M3AENnus CbM YBEAOMEH Aa ce obpbluam KbM dupmarta,
OT KOSITO CbM 3aKynun/monyuun WHCynuHOBaTa nomna, 3a KOETO MW € NpeaocTaBeH 24-yacos TenedoH
.............................. 32 KOHTaKT. :

7. Tlpn npeyctaHoBsBaHe Ha NEYEHWETO MO MNPUYMHW, HENPOU3TMYALLM OT pelueHneTo Ha KomucusaTa 3a
ekcneptnan B8 P3OK w/mnu Komucusta no un. 78, 1.2 or 330, we yseaoms HesabaBHO NWYHMA CU
nekap/Habnioaasall, eHAOKPUHOTIOF.

8. [pu npekpaTsBaHe Ha NpoBeXaaHaTa Tepanus 3a Nepuoa OT 2 1 noBeye OT ABa MecelLia ce 3aablxasam Aa
BbpHa NpefocTaBeHaTa My 6€3nnaTHO MHCYTIMHOBA MOMMA HA .............cevvreeneneeeeeeeeeeeeeeeeeeeennn

9. [pu HecnassaHe Ha NOCOYEHUTE YCNOBUS NEYEHVETO MM C YNOMEHATOTO MEAULMHCKO u3genve we 6bae
npekpaTeHo 1 HAMa aa umam npeteHuun kem H30K.

* B cnyvYauTe Ha OTNyCKaHe OT MEAMLMHCKWUTE W3AENUsi eAUHCTBEHO Ha CEH30PW 33 NPOALIKUTENHO MOHUTOPMpPaHe Ha HUBOTO Ha
rNioKo3aTa, 3aAbLIMKUTENHO ce OT6enA3BaT TO4kn 2, 3,4, 7 1 9.

W3NCKBAHWUA HA H3OK 3A NPEANUCBAHE HA MEAULIMHCKW U3AENUA 3A NPUNOXEHWUE C UHCYIMHOBMW NMOMMM U CEH3OPU 3A
NPOABINKUTENHO MOHUTOPUPAHE HA HUBOTO HA MMIOKO3ATA NPU 3AXAPEH AWABET TUM 1 B U3BBLHBEONHUYHATA nomoLy
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Heobxodumo e 0a ce ombernisizea ecsika npomsiHa € do3ama w/ unu euda Ha UHCYIIUHA.

B Konona ,3abenexka” ce enuceam eCU4KU CbCMOSIHUS, KOUMO MO2am 0Oa MoeNusiim Ha pe3ynmamume om mecmoeeme (3abonsisaHus,
npomeHu 8 duemama, cmpecoeu cumyayuu, HeobuyaiiHo HamosapeaHe u 9p.).

Haracsim ce daHHume om nposedeHume usmepeaHus Ha KDbeHama 2/1l0K03a, Kamo ca 3ad0L/mKUMenHU noHe decem usMepeaHusi Ha KpbeHama
2/10K03a npe3 nocnedHus mecey npedu kaHOudamemeaHemo.
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M3NCKBAHWNA HA H3OK 3A NPEANUCBAHE HA MEAVLIMHCKW U3AENNA 3A MPUNOXXEHWUE C UHCYNUHOBW MOMMU U CEH30PU 3A
NPOOBMKUTENHO MOHUTOPUPAHE HA HUBOTO HA MMIOKO3ATA NMPU 3AXAPEH AUABET TWM 1 B U3BbHBEONHUYHATA nomoty
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CNYXEBHA BEJNNEXKA

HacToswaTa cnyxebHa 6€MekKa CE NBAABA HA ...........ccceviiriieriinierieetieiteieste st st eee e e s tessaesaessestesteeteeseeaessessnns ;

HacoyeH/a OT CNeLNanU3NPAHATA KOMUCHS MPM..........ocourieiuerreeriaeeeueaseseessesseesessassessessessesseeseeseesnens , B yBEpeHMe Ha
CneaHoTo:
T-HEERG i e npemuHan/a Kypc Ha oby4eHue 3a non3BaHe Ha UHCYNMHOBA
noMmna B Nepuoaa or ..................... no... . r.

MHCYNMHOBATA NMOMNA - .......cceeoeivenieieeieeieeee e /mopen/ e npeaocTaBeHa/3akyneHa OT NULIETO U €

noAnucaH ABycTpaHeH AOrOBOP 3a OTTOBOPHO Na3eHe U CbXpPaHEeHUe, KakTo M 3a 3aAbIHKMTENHOTO W BpblLaHe Ha
cdupmMaTta, YnsTo CObCTBEHOCT € MEAULIMHCKOTO M3Zenune B CyyauTe Ha NpeaocTassiHe, cref NpeKkbCBaHe Ha
neq’eHMeTo 3a nepuoA 40 2 1 noBeye MeceLa.

Cnep nposeaeHoTo 06y4eHue, NMLETO (HEroB POANTEN/HAaCTOMHUK/NONEUNTEN) € B CbCTOSHNE CaMOCTOSITENHO
Aa 6opasu c U3aenueTo u ocb3HaBa p1ckoBeTe 3a COGCTBEHOTO CU 3ApaBe B criyyail Ha HenpasknHa ynotpeba.

B cnyuait Ha TexHuuecku NnpobnemM ¢ MEANLIMHCKOTO M3AENUA Ha NULIETO € NOACUrypeHa 24-4acosa TenedoHHa
NVHWSA 32 CMIELLHN KOHCYNTaUWK MO Bb3HUKHANMN TEXHUYECKU NPOBAGMM ..........ccovveeennnnnn..

MNpoBen 0BYy4EeHUETO: ..........c.cecveveenennen.
ume, noanuc

YnpaButen: ..........c.ccccceeeuennns o
ume, noanuc
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@ M3NCKBAHUA HA H30K 3A NMPEAMUCBAHE HA MEAULINHCKX U3OENUA 3A NPUNOXXEHWUE C MHCYNUHOBW NMOMMW U CEH30PU 3A
MNPOOBLMKUTENHO MOHUTOPUPAHE HA HUBOTO HA IMMIOKO3ATA MPU 3AXAPEH OWABET TUN 1 B U3BBBbHBONHUYHATA NOMOLL,



