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IIl.  OBLUX NONOXEHUA

1. 301 nopasa noaroTeeHuTe foKyMeHTH B P30K, Ha TepuTOpuUsiTa Ha KOSTO € Hanpasuro u36op Ha Ol MokymeHTUTE
BKMIOYBAT:
1.1 3aaBnenue ao [upektopa Ha P30K.
1.2 MonbrHeHo 1 noanucaHo NpunoxeHue 1 — CLOTBETHO Ha NEYeHMETO, 3a KOeTo ce KaHaupaatcTsa. Nonbnea ce no
CbOTBETHaTa TO4ka U Ce mpunara oTpaseHara B UNGPOB MHAEKC MeAULIMHCKA JOKyMEHTaLUWs, yA0CTOBepsBalla BCEekW eanH
OT KpUTepuuTe.
1.3 MenHusaT Habop nacneaBaHnA (pUINKaNHU, MHCTPYMEHTANHM 1 NAaBOPaTOPHM), OTPA3EH B NPUMOXKEHUe 2 C AABHOCT A0
eAuH Mecel Npeau KaHAWAATCTBAHETO.
1.4 “Npotokon 3a npeanucBaHe Ha nekapcTsa, 3annawaxu ot H30K/P3OK” — obp. M3-H30K, usnaneH ot nekaps
cneuuanuct. Mpu HeobxoaumocT oT ekcneptusa ot Komucusita no un. 78, 1.2 ot 330, P30K uanpawa 8 H30K konue Ha
npoTokona. MpoToKONbT 3aABLIKMTENHO Ce NOANUCBA OT BCUUKM YNEHOBE Ha KOMUCHSITA B CIlyYauTe NOCOYEHN B T. |
1.5 AmGynaropeH nucT oT cneuvmaniucT, ckniouun gorosop ¢ H30K / Peluenne Ha cneumanuaupaHa KOMUCHS OT neqebHO
3aBe/ieHne — usnbnHuTen Ha AmbynatopHa npouesypa Ne 38 ,OnpeaensHe Ha nnaH Ha nedveHne W npocneasBaHe Ha
TepanesTU4HWS OTFOBOP MPU NaUMEHTU, NoMyyYaBaly CKbNOCTPYBaLLM NEKapCTBEHN NPOAYKTU No peaa Ha un. 78, an. 2 330 -
6n. M3-H30K Ne 13
1.6 leknapaums 3a uHcopmupaHo cbriacue no obpaset; (npunoxeuue 3)
1.7 Mpunoxenue 4 - nonbnHero ot 30J1 1 3aBepeHO C NOANMC W NeYaT Ha eHAoKPUHOOra
2. P30K npuema gokymeHTuTe No T. 1 cnea cnpaBka OTHOCHO 3APaBHOOCUIYPUTENHUS cTaTyc Ha 30/1.
3. lo nony4asaHe Ha peweHue ot komucusita B LIY Ha H30K 30J1 npoabnxasa neueHne ¢ nekapcTeeH/M MpoaykT/u, ¢
KOMTO € NpoBeXaan neYeHneTo 40 MOMEHTa Ha noJasaHe Ha Monbara u AokyMeHTUuTe B P3OK.
4. ONMCaHUAT NBbIIeH KOMNTEKT JOKYMEHTU Ce W3UCKBA B Cy4auTe, Npu KOUTO @ yKkasaHa Heo6XOAUMOCT OT pelieHue Ha
Komucus 3a ekcneptusu B P30K unu Komucusta no un. 78, 1. 2 or 330 B LIY Ha H3OK. MNpu 3asepka B P30K ce npeacTass
NPOTOKONa M Konue oT aMGynaToOpHUS NUCT OT NOCNEAHUS NPErnea Npu cneyuanucr.
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TPUMOXEHME 1A

NUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NTEYEHUE C DPP- 4 UHXUBUTOPU NPU BOSMHU
CbC 3AXAPEH OWABET TUM 2

Ume: [EH] [ [ T T T T T 17

3abenexka: MeduyuHckama OOKyMeHmayusi, ydocmosepssalua 6ceKu Om KpUMepuume € MocoYeHa ¢ uughpa 8 UHOEKC U 3a0bIIKUMENTHO
npudpyxasa HaCMOSIOMO MPUSIOKEHUE.

A. KPUTEPUM 3A 3AMNOYBAHE HA JNEYEHME C DPP- 4 WUHXUBWUTOP (CUTarnuNTWH, BUNAArNUNTUH ©
nuHarnunTuk) NPU MOHOTEPANWSA C METOOPMMUH (He06X0AMMO e Hanuume Ha BCUYKM KpUTEpUHM):

1 | Now metabonuteH koHtpon (HbA;c Hag 7,0%) '

HeBb3MOXHOCT 3a agekBaTHa KOMNEHCaLWA BbPEKU MakCUManHo TOMEpUpaHnTe A03u Ha TekyliaTa Tepanus,
2 | npunaraHa 3a nocneaHuUTe 3 Meceua C NOBULIEH PUCK OT XUMOTAMKEMMUA UM HENOHOCMOCT UMK NPOTUBONOKA3aHUS
3a BKMI0YBAHEe Ha cyndaHunypeeH npogykt

3 | Nlunca Ha usknoYBaWm kputepun no 7. E

" opurunanna 6nanka ot N1a6opatopHo MACNEABaHE C NOANUC v nevar Ha nekaps 1 JI3 unu 3aBepeHo Konue (8 criyval, Ye e 8nucaHo 8 enukpu3a
c daeHocm o 1 mecey npedu kaHOuOamemeaHemo He ce uauckea npedcmaesiHe Ha 1labopamopHa 6narka)

opurunanna 6naHka OT eAMH KpPLBHO-3aXapeH NPOUA C NOHE TPU WICNEABAHUS HA KPbBHA 3axap C MOCOYEHN YacoBE Ha W3CNeABaHUsTa C
NOANKC 1 neyar Ha nekaps u J13 unu 3aBepeHo konue (g criyyal, Ye ca enucaHu e enukpu3sa ¢ dasHocm 0o 1 mecey npedu kaHOudamcmeaHemo
He e Heobxo0umo npedcmassHemo Ha nabopamopHu 6raHKu)

ambynaTopeH NUCT OT npernej Npu cneuuanuct unu envkpusa ot JI3BI ¢ 4aHHN OT aHaMHe3aTa, CoMaTUYHUA CTaTyc, NPeAXOXAALLa Tepanus,
otpaseHo Terno u UTM, kakto 1 Bb3HukHanu HP

B. KPUTEPUN 3A 3AMOYBAHE HA JNEYEHWUE C DPP- 4 WHXUBUTOP (cuTarnunTuH, BUNAArnMNTUH M
nuHarnunTux) NPU MOHOTEPAMUA CbC CYNDAHUNYPEEH MPOAYKT (He06X0AMMO € Hanuyme Ha BCUYKN KpUTepum):

1 | Now metaGonuteH koHTpon (HbA:c Haa 7,0%) '

HeBB3MOXHOCT 3a afekBaTHa KOMMeHcauus BBMAPEKN MakCMMarnHo TonepupaHuTe 403U Ha Tekyulara Ttepanuvs,

5 npunarasa 3a nocrnegxure 3 mecela C HEMOHOCUMOCT UMK NPOTUBOMOKA3aHUSA 3a BKIIOYBaHe Ha METHOPMUH ~

3 | Nunca Ha u3knioyBawm Kputepumn no 7. E

" opuruHanta 6nanka oT 1aGopaTOpHO UICTEABAHE C NOANUC W Nevar Ha nekaps v 113 unn 3aBepeHo Konue (8 criyyall, Ye e 8rnucaHo 6 enukpu3sa
¢ dasHocm do 1 mecey npedu kaHOuOamcmeaHemo He ce usuckea npedcmassiHe Ha nabopamopHa bnarka)

opuruHanHa BnaHka oT eAuH KpbBHO-3aXapeH NPodun C NoHe TPU W3CNeABaHUs Ha KPbBHA 3axap C MOCOYEHW 4YacoBE Ha W3CNepBaHusTa C
NOANKC U neyat Ha nekaps u J13 unu sasepeHo konue (e cryyad, ye ca enucaHu 6 enukpusa ¢ daeHocm 0o 1 mecey npedu kaHoudamcmearHemo
He e Heobxodumo npedcmaesHemo Ha nabopamopHu 6n1aHKu)

ambynaTopeH NUCT OT Npernea Npu CneuvanucT unu enukpusa ot J1I3BI ¢ AaHHK OT aHaMHe3aTa, COMATUYHUA CTaTyC, NPEAXOXAALLA Tepanus,
oTpaseHo Terno U UTM, kakTo u BeaHukHanu HIIP

B. KPUTEPUU 3A 3AMOYBAHE HA JEYEHUE C DPP- 4 WHXMBUTOP (cutarnunTuH, BUNAarnunTuH u
nunarnuntud) NMPU KOMBUHWUPAHA TEPANWA CbC CYNOAHUINYPEEH MPOAYKT U MET®OPMWUH (Heo6xogumo e
Hanuume Ha BCUYKU KPUTEPUM):

1 | Now meta6onuteH koHTpon (HbA;. Haa 7,0%) '
2 HeBb3MOXHOCT 3a apekBaTHa KOMMEHcauus anpexu Maxcuuanuo TOnepupaHuTe o3 Ha Tekywiata
KOMBUHWpaHa Tepanus, npunarana 3a nocnegHuTe 3 meceua >

3 | Nlunca Ha usknoysawm kpurepum no 7. E
T opuruHanta 6nanKa oT NabopaTopHo UICNEABAHE C MOANUC W NevaT Ha nekaps v J13 unu 3aBepeHo konue (8 cryyal, Ye e 8MucaHo 6 enukpusa
¢ daeHocm do 1 Mecey npedu kaHOuOamcmeaHemo He ce U3ucKkea npedcmaesHe Ha nabopamopHa 6naHka)

opuruHanHa 6naHka ot ©AUH KpbBHO-3axapeH ﬂp0¢ﬂﬂ C NOHEe TpWU U3CnejBaHUA Ha KPbBHA 3axap C NOCOYEHW YacoBe Ha W3cCnejaBaHuATa C
NOANUC W neyat Ha nekaps u J13 unn 3asepeHo konue (e cryyal, Ye ca enucaHu e enukpusa ¢ dasHocm 9o 1 mecey npedu kaHAudamcmeaHemo
He e Heobxodumo npedcmassiHemo Ha nabopamopHu 6naHKu)

aM6ynaTopeH NUCT OT npernea npu cneuuanucT unu enukpusa ot Nn3eMc AaHHKM OT aHamHe3aTa, COMaTUYHUA CTaTyc, Npeaxoxjawa Tepanus,
oTtpaseHo Terno u UTM, kakTo u Bb3HukHanu HIP

r. KPUTEPUM 3A 3AMNOYBAHE HA KOMBUHUPAHA TEPAMUA - OOBABAHE HA BA3ANIEH YOBELUIKW
WHCYNIUH KbM MPUNATAH O MOMEHTA DPP- 4 WHXUBUTOP (CUTarNUNTUH, BUNAAMMUATUH M FIMHATTIUNTUH)
(He06X0ANMO e HanMyue Ha BCUYKM KPUTEPUH):

1 Now meTa6onuten koHtpon (HbAi Hag 7,5%) u noauu.lenme Ha HbA1c, cnea npoBeaeHo 6 MeceyHo nedeHune ¢
npeaxoaHaTa TepaneBTUYHa cxema, 4okasaHo oT nabopatopus |

2 HeBB3MoOXHOCT 3a agekBaTHa KOMMNEeHcauusi BbNPek! MakCUManHo TonepupaHuTe 03U Ha TekyliaTta Tepanus,
npunaraHa 3a nocnegHute 6 meceua 48
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3 | Jiunca Ha xunornukemum >

4 | Nlunca Ha u3knioyBawm Kputepum no 7. E

TopuruHanumu 6naukm ot naGopatopHu uacneasaHus Ha HbAc ¢ NoANMC v nevar Ha nekapsi u J13 unu 3aBepeHy KONUs _ akTyanHu C AaBHOCT A0
€AVH MECey NpeAy KaHAMAATCTBaHE U OT NpeAXoAHaTa Tepanus npeav 6 meceua (8 criyvail, Ye akmyanHomo u3crnedeare e 6nucaHo 6 enukpu3a
¢ OaeHocm Qo 1 mecey npedu kaHoudamcmeaHemo u/unu uscredeaHemo npedu 6 Meceya € enUCaHO & ernukpusa He e Heobxo0umo
npedcmassHemo Ha nabopamopHa 6narxka)

? opuruHanHa 6naHka OT NOHE EAMH W3CNEABaH KPbBHO-3aXapeH npocun ¢ noHe TPU M3CNeABaHUA Ha KPbBHA 3axap C NOCOYEHM Yacose Ha
M3CNeABaHusATa C NOANUC 1 neyat Ha nekapsi u JI3 unu 3asepeHo konue (e cryval, Ye ca enucawu e enukpusa c daeHocm do 1 mecey npedu
kaHOudamcmearemo He e Heobxodumo npedcmaesiHemo Ha nabopamopHu 6naHKu)

® amBynaTopeH nucT ot npernej npu cneunanuct unu enukpusa ot NI3BMN ¢ aaHHKM OT aHaMHe3aTa, COMaTUYHUS CTaTyC, OTpaseHo Terno u UTM,
AaHHW 32 NPOTMMaAHETO Ha 3abonsBaHeTo cnej 3anouysBaHe Ha nevyeHueTo (nuncaTa Ha XUNornukemMuu, akTyanHoTO Terno Cnej LWeCTMECeYHO
neyeHue, KakTo U U3XOAHOTO 'rerno); 33ABIDKUTENHO Ce OTpassBa NOPeAHOCTTa Ha NPOABLIKEHNETO Ha NPOBEXAaHOTO A0 MOMEHTA NeveHne

AO. KPUTEPUU 3A NMPOOBLIMKABAHE HA NEYEHUE C DPP- 4 UHXMBUTOP (CUTarnunTWH, BUNAArAMNTUH M
NMHArNUNTUH) - (He06X0ANUMO € HanMyme Ha BCUYKN KpUTepum):

Bnaronpusiten edekT cnep WecTMECeYHO NeyeHne, YA0CTOBEpeH C HamansBaHe Ha HbA:. oT naGopatopus ¢
1| noHe 0,5% npu NbPBO NPOABIKEHME U CHUKEHUE/3aAbpXKaHe WM MOBULIEHWE C po 0,5% (epHokpaTHO) npu
crneasawyo NpoAbIKeHue (npu nocmuzare Ha HbA1c < 7,0% mo3u kpumeputi He 8axu)

2 | Nunca Ha yBenuueHme Ha TeNecHoTo Terno °

3 | Nlunca Ha xunornukemum >

4 | Nunca Ha u3knoYBalM KpuTepuu no 1. E

TopuruHanku 6naku ot naGopatopHy uacneasanus Ha HbAc C NOANMC U nevar Ha nekaps v JI3 nnu 3aBepeHu KOs — akTyanHu c AaBHOCT 40
€AWH Mecel| NPeAN KaHANAATCTBaHe W OT NpeAXOAHaTa Tepanus npeau 6 meceua (s cryyad, Ye akmyasnHOMo u3cnedeaHe e 8MuCaHo 6 enukpu3a
¢ OaeHocm Qo 1 mecey npedu kaHdudamcmeaHemo u/unu u3crmedsaHemo npedu 6 Meceya e 6nucaHo € enukpusa He € Heobxodumo
npedcmassiHemo Ha nabopamopHa 6raHka)

opuruHanHa BnaHka oT noHe eAMH WM3CNeABaH KPLBHO-3axapeH NpPoGun C NOHe TPW W3CMEABAHUA HA KPbBHA 3axap C MOCOYEHW YacoBe Ha
M3cnejBaHusTa C NOANUC U Neyat Ha nekaps v J13 unu 3aBepeHo konue (s cryvail, Ye ca enucaHu e enukpusa ¢ 0asHocm 00 1 mecey npedu
KaHOuGamcmeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHu briaHKu)
3aM6yﬂa1’cpen NACT OT Npernea npu cneunanuct unu envkpusa ot JI3BMN ¢ AaHHK OT aHamHesaTa, COMaTu4HUs CTaTyc, oTpaseHo Terno u UTM,
AaHHW 3a NPOTUYEHETO Ha 3ab0oNsBaHeTo Crej 3anouyBaHe Ha NEYEHWETO (MMNCcaTa Ha XUNOTIUKEMUM, aKTYanHOTO TErno Crej LECTMECEYHO
Ne4eHne, KakTo U U3XOAHOTO TErsI0); 3aALINKUTENHO Ce 0Tpa3sBa MOPeAHOCTTa Ha NPOABIDKEHNETO Ha NPOBEXAAHOTO 4O MOMEHTA NeYeHune

E. USKIMOYBALLU KPUTEPWUU (npu 3anousaHe 1 Npu NpoAbIHKaBaHe Ha SIe4eHNeTo)

Bonnu cbe 3axapeH guaber tvn 1

Jluua nop 18 roguwHa Bb3pacT

BpemeHHOCT 1 naktauus

BonHu cbe 3axapeH avabeT TUn 2, KOUTO Ce HYXAAAT OT UHTEH3UMDULUPAHO UHCYSIMHOBO NEYeHne
KombuHupaHo neyexve Ha MHKpeTUH-6asnpaHa Tepanus C MErnUTUHUAK UM UHXMBMTOPKN Ha anda-
rniokosuaasara

CepuosHu CTPaHUYHM PeakLnmn OT NeYeHneTo

CucremHo HecnassaHe Ha nevebHaTa cxema no BuHa Ha GONHMS, C NpeKbCBaHe noseye oT 3 Meceua
CroitHocTu Ha ASAT unu ALAT TpukpaTHO Haz ropHa pedepeHTHa rpaHnua (3a BUngarnunTuH)

O B 2 hages

©~No

3abenexka: nuncata Ha U3KiOYBaLLN KPUTEPUM CE YAOCTOBEPSBA C NOANKC Ha CNELNANNCTa B HACTOALIOTO NPUNOXEHUE.

* Mpu 3anoyBaHe Ha neyeHue ¢ KOMGUHUPaHU NeKapcTBeHu npoaykTH - DPP- 4 UHXUBUTOP C MET®OPMUH
M B cnyyaute Ha Kom6unauus ¢ MET®OPMWUH u/unu CYNI®AHUNYPEEH NMPOAYKT/BA3ANEH YOBELLUKU
VMHCYNUH e 3apbmkuTenHo cnasBaHETO Ha CbHOTBETHUTE KpuTepuu OT M3uckBanusTa Ha H3OK'.
OcHoBaHuATa 3a 3aN0YBaHe Ha CLOTBETHATa Tepanus ce OTpasABaT B aMByNaTopeH NTUCT OT CNeLManucT Unu
enuKkpu3a ot xocnutanusauus Ha 30J1. He ce Hanara usaaBaHe Ha NPOTOKON M NONbIIBaHe Ha AOKYMEHTauus
no npoueaypata 3a ekcnepru3sa no un. 78, 1. 2 ot 330; He ce Hanara npefocTaBsiHE Ha AOKYMEHTauusa 3a
pasrnexaaHe ot ekcnepTHaTta komucusa B P30K.

Mpyu npoabnkasaHe Ha neveHue criell NpoBeaeHa NoHe 6 Mece4Ha Tepanus ¢ KOMGUHUPAHU NEKApPCTBEHW
npoayktu - DPP- 4 UHXMBUTOP C MET®OPMWH u B cnyyaute Ha kom6uHauus ¢ MET®OPMUH w/unu
CYN®AHUNYPEEH MPOAYKT/BA3ANEH YOBELUKM WMHCYIIMH ce u3uckBa 3apbikuTenHa OUEeHKa Ha
€(heKTUBHOCTTA, CbOGPa3HO KPUTEpUHTE 3a NPOALINKABAHE Ha NevyeHUe ChC ChLOTBETHUTE MOHOMPOAYKTH
DPP- 4 UHXUBUTOP. Mpu BCUYKM NaUMEHTH Ha NevyeHue c KOMOMHMpaHu nekapcTBeHu npoayktu - DPP- 4
VHXUBUTOP C MET®OPMWH e 3agbmxuTenHo wu3cneasaHe Ha HbA1c* Ha 6 Meceua 3a OueHKa Ha
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e)eKTUBHOCTTA Ha TepanuaTa. MNpu noBuweHue Ha HbA1c ce u3ucksa KOHCynTauua cbC cneyuanucrt 3a
npeoueHKa Ha TepaneBTUYHOTO NoBeAeHue.

*Mpu 3anoyBaHe U NPOABLIKABaHe Ha Tepanus ¢ KOMGUHUPaHU NekapcTBeHn npoaykTu - DPP- 4 UHXUBUTOP
C MET®OPMMWH ce usucksa uscneansave Ha HbA1c, He3aBUCMMO OT U3NON3BaHUA METOA.

OTroBapsi Ha KPUTEPUMTE 32 NMEYEHUETO € ..................cceeeeenn.. B AHeBHa fo3a
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NPUNOXEHWE 16
NUCT 3A ONPEOENAHE HA KPUTEPUUTE 3A NMPOBEXAAHE HA NTEYEHUE C SGLT2 UHXUBUTOPU NPU BONTHN
CbC 3AXAPEH IWABET TUM 2

Ume: ] ErH | | l i | ] I I I [ j

3abenexka: meduyurckama doKymeHmayusi, ydocmosepsisaLLa 6Ceku Om KDUMePUUME e MOCoYeHa C LUpa 6 UHOEKT U 3a0bIXUMENHO
npudpyxasa HACMOSIUOMO NPUIOXEHUE.

A. KPUTEPUN 3A 3ANOYBAHE HA JEYEHUE C SGLT2 UHXUBUTOPU (panarnmudpriosu, KaHarnunosmH u
emnarnucdnosux*) MPU MOHOTEPAMUA C MET®OPMMUH (Heo6xoanMo e Hanuume Ha BCUYKN KpUTEpUK):

1 | Now mera6onureH koHTpon (HbA:c Haa 7,0%) '

HeBL3MOXHOCT 3a afieKBaTHa KOMNEHCALMs BLNPekM MakCUMAarHO TONepupaHnTe 4o3u Ha TeKyliaTa Tepanvs,
2 | npunaraHa 3a NoCneaHUTE 3 Mecela ¢ NOBULLEH PUCK OT XMNOTMKEMMSE UMK HENOHOCUMOCT UAW NPOTMBONOKA3aHNS
3a BKNIOYBAHE Ha cyndaHunypeeH npoaykr >°

3 | Nlunca Ha usknoyBalum Kputepuu no 1. E

T opuruHanta 6nanKka oT N1abopaTopHo MCTIEABAHE C NOATINC U nevar Ha nekaps v JI3 unu saBepeHo konue (8 cryvall, Ye € 8ucaHo 6 enuKkpu3a ¢
0OaeHocm 0o 1 mecey npedu kaHOudamcmeaHemo He ce u3uckea npedcmassHe Ha nabopamopHa 6narka)

2 opurnHanta 6naHka ot eAvH KPLBHO-3aXapeH NPOGUN C NOHE TPU N3CNEABaHUS HA KPBBHA 3aXap C NOCOYEHM YacoBe Ha M3CNEABaHUATA C NOANNUC
1 nevat Ha nekaps u JI3 unu 3asepeHo konue (8 criyvall, Ye ca enucaHu e enukpu3a ¢ dasHocm 00 1 Mecey npedu kaHOudamcmeaHemo He e
Heobxodumo npedcmaesiHemo Ha n1abopamopHu 611aHKu)

2 ambynaTopeH NIUCT OT npernea Npu cneuuanuct unu enukpuaa ot NI3BMN ¢ AaHHK OT aHaMHe3aTa, COMaTUYHUSA CTAaTyC, NPeAXoXaala Tepanus,
oTpaseHo Terno u UTM, kakTo u Bb3HukHanu HP

*3a emnariuda03uH KpUTEpHii 2 He ¢ 3aXbIKUTE/ICH B CIYMAHTe HA J0KA3aHO Chp/EHHO-CHO0BO 3a00JsBaHe - NpekapaH MHOKapeH MH(ApKT,
MPOBE/ICHAa MHTEPBEHIMOHANIHA TIPOLE/lyPa C MOCTABSHE HA CTCHT MM Gaiimac. MO3b4HO-CHA0BA Gomect (MHCYT), nepudepHa cbaosa Gozect,
YJI0CTOBEPEHO ¢ enukpu3a ¢ Ne na 3.

5. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE C SGLT2 UHXUBUTOPU (manarnucpno3mH, kaHarnudnosuH u
emnarnudnosud*) MPU MOHOTEPANMUA CbC CYN®AHUNYPEEH NPOAYKT (He06Xx0ANMMO e Hanuume Ha BCUYKN KpUTEpUM):

1 | Now metaBonuteH koHTpon (HbA;c Haa 7,0%) '

HeBB3MOXHOCT 32 ajekBaTHa KOMMeHcauus BBMPEKN MakCMManHo TofiepupaHuTe 403u Ha Tekyuiata Tepanus,
npunarasa 3a nocnegxute 3 Meceua ¢ HEMOHOCUMOCT MK NPOTUBONOKA3aHUs 32 BKMIOYBAHE HA MET(OPMUH

3 | Nunca Ha usknouBawm kputepum no 1. E

" opuruHanta 6nanka ot NaBOPATOPHO M3CTEABAHE C NOANMC 1 nevar Ha nekaps v JI3 unu 3aBepeHo Konue (8 cryval, Ye e eMucaHo 8 enukpusa ¢
dasHocm 0o 1 mecey npedu kaHAudamcmeaHemo He ce usuckea npedcmaesiHe Ha nabopamopHa bnaHka)

opuriHanHa Gnaxka oT eAnH KpbBHO-3aXapeH NPOMUN C NOHe TPM M3CNEeABaHUA Ha KpbBHA 3aXap C MOCOYEHM YacoBe Ha M3CNEABaHUSTA C MOANUC
v neyar Ha nexaps ¥ JI3 unu 3asepero konue (e cryvail, ye ca enucaHu e enukpusa ¢ daeHocm 00 1 mecey npedu kaHdudamcmeaHemo He e
Heobxodumo npedcmassiHemo Ha nabopamopHu 6raHKu)
® ambynatopeH nucT ot npernea npu cneunanuct unu enukpusa ot f1I36M ¢ aaHHM OT aHamHe3aTa, COMaTUYHUS CTaTyC, NPeAXoXAalya Tepanus,
oTpaseHo Terno u UTM, kakTo u BbaHukHanu HJ1P
*3a emnarnudi031H KpUTEpHii 2 He € 3aAbIKUTENCH B CIIY4aHTe Ha J0KA3aHO ChPICYHO-CHAOBO 3a00sBaHe - NpekapaH MUOKapaeH MH(apKT,
TpOBE/ICHa MHTCPBCHIMOHANHA TPOLIEYPA € MOCTaBAHE HA CTEHT WM Galinac, MO3bYHO-CHAOBA GosecT (MHCYIIT), nepudepHa cbiaosa Goecrt,
YZI0CTOBEPEHO ¢ ennkpusa ¢ Ne na U3.

B. KPUTEPUM 3A 3AMOYBAHE HA NEYEHME C SGLT2 MHXUBUTOPWU (nanarnndnosuH, kaHarnucnosus u
emnarnudnosun*) NPU KOMBUHUPAHA TEPAMWUA CHC CYN®AHUITYPEEH MPOAYKT U MET®OPMUH (Heobxoaumo e
Hanuyue Ha BCUYKU KPUTEPUHM):

| 1 | Now meTa6onuten kontpon (HbA:c Hag 7,0%) '

HeBBb3moxHOCT 3a apeksaTHa KOMMEeHcauusi BLMPEKM MakCUManHo TonepupaHuTe [03M Ha Tekyuwara

2
KOMGUHMpaHa Tepanus, npunarana 3a nocneaHuTe 3 Meceua >°

| 3 | Nunca Ha uskniouBawm kputepum no 7. E

" opuruHanta 6nanka ot NabopaTopHO M3CTIEABAHE C MOANMC U nevar Ha nekaps 1 J13 unu 3aBepeHo Konue (8 criyvall, Ye e 8MuCaHo 8 enukpu3a ¢
daeHocm 0o 1 Mecey npedu kaHOudamemeaHemo He ce usuckea npedcmassHe Ha nabopamopHa 6naHka)

opuruHanHa 6naHka ot eAuH KPLBHO-3axapeH NPOGUN C MOHe TPU U3CNEABAHINS Ha KPBBHA 3axap C MOCOYEHN YaCoBE Ha U3CNEABAHUATA C NOANNC
¥ neyat Ha nekaps u JI3 unu 3asepeHo konue (8 cryval, Ye ca enucaHu e enukpusa c 0agHocm 0o 1 Mecey npedu KaHOUAamcmeaHemo He e
Heobxodumo npedcmassHemo Ha nabopamopHu 6naHKu)

amGynaTopeH NUCT OT nperneA Npu CNeuManucT unu enukpusa ot JI3BM ¢ AaHHW OT aHaMHe3aTa, COMATUYHWS CTATyC, NPEAXOKAALLA Tepanys,
oTpaseHo Terno u UTM, kakTo 1 BbaHukHanu HJIP
“3a eMnariu@Io3uH KpUTEpHii 2 He € 3aIbIKHTEICH B CIIydauTe Ha J0KA3aHO ChPAEUHO-CHO0BO 3a00/1sBaHe - NPEKapaH MUOKApIeH HH(apKT,
TpOBEICHA MHTCPBEHUMOHAIHA NPOLE/lypa € M0CTaBSHE HA CTEHT MM Gakriac. Mo3b4HO-ChI0Ba Gosect (MHCyaT), mepudepHa chaosa Gosect,
YAOCTOBEPEHO ¢ enukpu3a ¢ Ne na U3.
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NPUNOXEHUE 1B

. KPUTEPUU 3A 3AMOYBAHE HA KOMBEUHUPAHA TEPAMUS - JOBABSIHE HA BA3AINEH YOBELLIKW WHCYIUH
KBbM NPUNATAH O MOMEHTA SGLT2 UHXUBUTOP (ganarnucnosus, kaHarnudrnosun n emnarnudnosuH) (Heobxoaumo e
Hanuyue Ha BCUYKU KpUTEpUM):

1 Now metabonutex kouTpon (HbAic Hag 7,5%) u nosuwenme Ha HbA1C, cnea NpoBEAEHO 6 MECEUHO neveHme ¢
npeaxoaHaTa TepanesTU4Ha cxema, 4oKasaHo oT nabopatopus '

HeBB3MOXHOCT 3a agekBaTHa KOMNEeHCauus BbMNPekn MakCUManHo ToriepupaHuTe 4o3u Ha Tekywlata Tepanus,

2
npunarasa 3a nocnegHute 6 meceua 43

3 | unca Ha xunornukemmy °

4 | I'unca Ha usknoYBawm Kputepun no 7. E

TopuruHanku 6ranku ot nabopaTtoprit uscnessanns Ha HbA . ¢ NOANMC U Neyat Ha nekaps 1 J13 unu 3aBepeHn KONUs — aKTyanHu C 4aBHOCT A0
EAVH Meceu NPeau KaHAWAATCTBaHE U OT NPeAXoAHaTa Tepanus npeau 6 meceua (e cryvail, Ye akmyasnHomo u3credeaHe e 6nucaHo 8 enuKkpu3a c
daeHocm do 1 Mecey npedu kaHOuGamcmearHemo u/unu uscnedsaHemo npedu 6 MEceya e 6rucaHo ernukpu3sa He e Heobxodumo npedcmassiHemo
Ha nabopamopHa bnakka)

opurvHanHa GnaHka OT NOHe eAWH W3cneABaH KPBBHO-3axapeH Npodun C NOHE TPU W3CNEABAHMA Ha KPLBHA 3axap C MOCOYEHM Yacose Ha
v3cneABaHuATa C MOANUC U nevat Ha nekapa u J13 unu saBepeHo Konwe (8 .cryval, 4e ca enucaHu e enukpusa ¢ dagHocm 0o 1 mecey npedu
KaHOudamcmeaHemo He e Heobxodumo npedcmassiHemo Ha 1abopamopHu 61aHKu)
3aMGyrla'ropeM JIACT OT npernea npu cneuvanuct unv enukpuaa ot JI3BMM ¢ AaHHK OT aHaMHe3aTa, COMaTUYHUS CTaTyC, OTpaseHo Terno u UTM,
AaHHM 33 NPOTMYAHETO Ha 3abonABaHETO Criej 3anoyBaHe Ha NEYEHWETO (MUNCATa Ha XUNOTMUKEMMW, aKTYanHOTO Terno Chej LECTMECEYHO
neyerue, KakTo U U3XOAHOTO TErN0); 3aABLIMKUTENHO Ce 0Tpa3sBa NOPEAHOCTTA Ha NPOABMKEHUETO Ha NPOBEXAAHOTO A0 MOMEHTA NeyeHne

A. KPUTEPUU 3A NMPOOBIMKABAHE HA NIEYEHUE C SGLT2 UHXUBUTOPU (nanarnucnosuH, kaHarnudnosmH n
emnarnndrosunH) (Heo6xoaMMO e Hannyue Ha BCUMKN KpUTEpUM):

Bnaronpusten ecekT creq wecTMeceyHo neYyeHue, yAOCToBepeH C HamansiBaHe Ha HbA:. ot naGopatopus ¢
1 | nove 0,5% npu NbpBO NPOABLIKEHUE U CHIKEHUE/3aAbPXKaHe WNU MOBULLEHWE C PO 0,5% (epHokpaTHO) npwu
cneaBawo nNpoabiXeHue (Mpu nocmuzaxe Ha HbA+: < 7,0% mo3u kpumepuli He eaxu)

2 | Jlunca Ha yBenuueHme Ha TeNecHOTO Termo °

3 | fiunca Ha xunornvkemum >

4 | Jlunca Ha usknoyBawm kputepum no 1. E

TopuruHanHy Gnankm oT nabopatopHyt uscneasanna Ha HbA ;. ¢ noanuc n nevar Ha nekaps u J13 unu 3aBepeHu KOMUS — akTyanHu C AaBHOCT 40
EAVH Mecel NpeAn KaHAWAATCTBaHE W OT NPeAXOAHaTa Tepanua npeau 6 Meceua (8 criyval, Ye akmyarnHomo u3cned8aHe e 6MucaHo 8 enukpusa ¢
Oasrocm 0o 1 mecey npedu kaHOUOamemearemo u/unu uscnedearemo npedu 6 Meceya e 6nuCaHo & enuKpu3a He e Heobxodumo npedcmassHemo
Ha nabopamopHa bnaHka)

opurnHanHa GnaHka OT MOHe eAWH W3CNEABaH KPBLBHO-3axapeH Npoun C NOHe TPU M3CNEABAHNA HAa KPbBHA 3axap C NMOCOYEHW Yacose Ha
U3CnepBaHUsTa C NOANUC U neyat Ha nekaps W JI3 unu 3asepeHo konue (8 crywal, ye ca enucaHu € enukpusa ¢ 0asHocm do 1 mecey npedu
kaHOudamcmeaHemo He e HeobxoduMo npedcmassHemo Ha nabopamopHu 6naHKu)
3i.wﬂiyrlavop:en NNCT OT npernea npy cneuvanuct unu enukpusa ot JI3BIN ¢ faHHM OT aHamHe3aTa, COMATU4HWA CTaTyC, OTpaseHo Terno u UTM,
AaHHW 33 NPOTUYAHETO Ha 3ab0oNsBaHETO Crej 3anoyBaHe Ha NEYEHVETO (NMncaTa Ha XUNOFMMKEMUW, aKTYanHoTO TEerno Cnej LUeCTMEeCeuHo
NeYeHue, KakTo U U3XOAHOTO TErNo); 3aAbIMKUTEINHO Ce OTPa3sBa NOPeAHOCTTa Ha NPOAbIKEHNETO Ha NPOBEXAAHOTO 40 MOMEHTA NeveHue

E. U3KNIOYBALLW KPUTEPUM (npu 3ano4BaHe 1 npu NpoALINKaBaHe Ha NeYEHNeTo)

1. bonHu cbe 3axapeH auabet tun 1

2. Jlmua nop 18 v Hag 75 roguiiHa Bb3pacT (3a Aanarnudioant 1 kaHarnudnosuH) u Hag 85 roaviwHa Bb3pacT (3a
emnarnunosuH)

3. BpemeHHOCT 1 nakrauus

4. XpoHuyHo 6b6peyHo 3abonssane:
- NpU 3ano4yBaHe Ha NeYeHune - KpeaTMHNHOB KNMPBHC < 60 mi/min
- NP1 NpoAbLKaBaHe Ha NEYEHUETO - KPEAaTUHUHOB KIMPBHC < 45 mi/min 3a eMnarnudno3vH U kaHarnUNo3uH u
KpeaTMHUHOB KnupbHC < 60 mi/min 3a ganarnudnosnH

5. Bonxu cbe 3axapen AnabeT TN 2, KOUTO Ce HYXAAST OT MHTEH3DULMPAHO UHCYNMHOBO NeYeHne

6. Cepuvo3HM CTpaHUYHU peakumumn oT NevyeHneTo

7. CuctemHo HecniaseaHe Ha neyeGHaTa cxema no BUHa Ha BOMHMS, C NpekbCBaHe noBeye oT 3 Meceua

3abenexka: nuncara Ha W3KNI0YBALLM KPUTEPUM CE YAOCTOBEPSABA C NOAMUC HA Cneynanucra 8 HaCTOALWOTO NpUNoXeHue.

OtroBsaps Ha KpuTepuuTe 3a nevYeHumeTo ¢
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| 10
> V3UCKBAHWSA HA H30K MPU U3ABAHE HA MPOTOKONM 3A NEYEHWE HA 3AXAPEH AVABET TUN 2 B U3BBLHBEONHUYHATA NMOMOLL —
B cuna ot 15 maii 2018 roguHa




image11.jpeg
* Mpu 3anoyBaHe Ha neyeHne ¢ KOMGMHUPaHU NeKapcTBEHU NPoAyKTH - SGLT2 UHXUBUTOP C MET®OPMWH u
B criyyaute Ha KomMOuHaumss ¢ MET®OPMWH w/unu CYINOAHUNYPEEH MPOOYKT/BA3ANIEH YOBELUKU
VHCYIIUH e 3aabnxuTenHo cna3BaHeTo Ha CbOTBETHUTE KpuTepun oT MsuckBanusTa Ha H30K*. OcHoBaHusATa
3a 3anoyBaHe Ha CbOTBETHaTa Tepanus Ce OTpassBaT B aMOynaTopeH NIUCT OT CNeLuanucT Unu enukpusa ot
xocnutanu3auma Ha 30J1. He ce Hanara u3gaBaHe Ha MNPOTOKON M MOMbBaHe Ha AOKYMEHTaUUs no
npoueaypara 3a ekcneptusa no un. 78, 1. 2 or 330; He ce Hanara npeAocCTaBsiHE Ha AOKYMEHTauus 3a
pasrnexaaHe ot ekcneptHaTta komucus B P30K.

Mpu npoabnkaBaHe Ha nevyeHue criefl NMpoBefieHa MoHe 6 MeceyHa Tepanusi ¢ KOMGWMHUPAHW NeKapCTBEHM
npoayktu - SGLT2 MHXUBUTOP C MET®OPMWH u B cnyyaute Ha KomBuHauua ¢ MET®OPMWUH w/unu
CYN®AHUNYPEEH MPOAYKT/BA3ANEH YOBELUKM WHCYNIMUH ce wM3ucKkBa 3aAbiDKMTENHa OLEHKa Ha
e()eKTUBHOCTTA, CbOOPa3HO KpUTepUMTE 3a NpoAb/NkaBaHe HA NEYeHWe CbC CHLOTBETHUTE MOHOMPOAYKTH
SGLT2 MHXUBUTOP. Mpu BCUYKM NALMEHTH Ha neyYeHMe C KOMOGMHMPaHW nekapcTBeHM npoaykTu - SGLT2
WHXUBUTOP C MET®OPMMWH e 3aabnkutenHo wuscneasaHe Ha HbA1c* Ha 6 Meceua 3a oueHka Ha
e(eKTUBHOCTTa Ha TepanuaTta. Mpu noBuweHne Ha HbA1C Ce M3UCKBAa KOHCYNTauUMs CbC CMeuuanucT 3a
npeouLeHKa Ha TepaneBTUYHOTO NoBeAeHue.

*Mpu 3ano4BaHe u NpogbkaBaHe Ha Tepanus C KOMGMHUPaHU NeKkapcTBeHU NMpPoaykTH - SGLT2 UHXUBUTOP C
MET®OPMMWH ce u3uckea nscneasaHe Ha HbA1c, He3aBUCHMMO OT M3NON3BaHUS MeTOoA.
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NPUNOXEHWUE 1B

JIUCT 3A ONPEAENAHE HA KPUTEPUMUTE 3A NPOBEXAAHE HA NEYEHUE C UHKPETUHOBU MUMETULIU MPU
BONTHU CbC 3AXAPEH AWABET TUN 2

Ume: | ErH ] I l I l | ! ] J | I

3abenexka: MeduyuHckama GokyMeHmayusi, ydocmoeepsigausa 8CeKU OM KpUMePUUMe e NOCoYeHa C YupPa 8 UHAEKC U 3a0LIKUMENTHO
npudpyxaea HaCMOSIU4OMO NPUNIOXKeHUe

A. KPUTEPUU 3A 3AMOYBAHE HA JEYEHME C WHKPETUHOB MUMETUK (ek3eHatua, nuparnytug* u
nuKcu3eHaTna) (Heo6X0aANMO e Hannume Ha BCUYKU KpUTEpUK):

1 | Now meta6onuteH koHTpon (HbA:c Han 7,5%) '

HeBb3MOXHOCT 32 afekBaTHa KOMNeHcauus (yaocToBepeHo ¢ KpbBHO-3axapeH npocun), BbNPEeK MaKCUManHo
TonepupaHuTe 403N Ha Tekylata kKoMbuHupaHa Tepanusa*, npunarasa 3a nocnegHute 3 Meceua

WHpeke Ha TenecHata maca (MTM) Haa 35 kg/m *

Jlunca Ha noka3saHus 3a NPOBeXAaHe Ha NeYeHNe C MHCYNUH > *

Jlunca Ha cTpaHnyHM edbekTu U U3KNIYBaLM KpuTepun no 1. I

opuruHanta 6naxka ot nabopaTopHo U3CneABaHe C NOANUC U nevat Ha nekaps u J13 unu 3asepeHo Konue (g criyyall, Ye e 8nucaHo 6 enukpu3a ¢
OaeHocm 0o 1 Mecey npedu kaHOudamcmeaHemo He ce u3uckea npedcmassiHe Ha nabopamopHa bnarika)
? opuriHanka Gnanka ot eauH KPBBHO-3aXapeH Npodun C NoHe TPU U3CNEeABaHNs Ha KPBBHA 3aXap C NOCOYEHN YaCoBE Ha U3CNEABAHUATA C NOANMC
¥ nevat Ha nekapa u J13 unu 3aBepeHo konue (8 criyval, Ye ca enucaHu e enukpu3a ¢ 0aeHocm do 1 Mecey npedu KaHOUdamcmeaHemo He e
Heobxodumo npedemassHemo Ha nabopamopHu 6raHku),
2 ambynaTopHu NUCTOBE OT NperreauTe Unn Apyra MeAULIMHCKA AOKYMEHTALMS , YAOCTOBEPABALUN NPOBEXAAHETO Ha CLOTBETHATA Tepanus, KakTo
v Bb3HUkHanu HIIP

alh(lw| N

Aamﬁynaropen JIACT OT Npernea npyu cneuuanuct unu enukpusa ot JI3BI ¢ AaHHK OT aHaMHe3aTa, CoMaTUYHUs CTaTyC U OTpa3seHo Terno u UTM

*3a MparayTHA KPHTEpUH 2 He € 3aIb/KMTEICH B CllyqauTe HA JOKa3aHO ChpACYHO-CHAOBO 3ab0siBaHe - NpekapaH MHOKapieH WH}apkT,
NPOBE/ICHa MHTEPBEHLIMOHANIHA TIPOLIEPa C TOCTABsHE HA CTEHT MM Gaiimac, MO3bYHO-ChA0BA Gonect (MHCY:T), nepudepHa chaosa Gorect,
Y0CTOBEPEHO ¢ enukpusa ¢ Ne na U3.

**Moa komGUHMpaHa aHTuaMabeTHa nepopanHa Tepanus ce pasbupa kKoMBMHaLMA MeXaY METHOPMUH U cyncasunypeeH npoaykT.

5. KPUTEPUU 3A 3ANOYBAHE HA KOMBMHUPAHA TEPAMUSA - JOBABAHE HA BA3AJEH YOBELLKW MHCYIUH
KbM MPUNATAH 4O MOMEHTA UHKPETMHOB MUMETUK (ekseHaTua, nmuparnyTma v nukcuseHatua) (Heobxoaumo e
Hanuyme Ha BCUYKM KpUTEpUM):
1 TNow metabonuten koHTpon (HbA1. Haa 7,5%) n nosuwwenne Ha HbA1c, cnea nposeaeHo 6 MEceUHo neueHne ¢
npeAxoAHaTa TepanesTUYHa CXema, A0Ka3aHo oT nabopatopust '
HeB1L3MOXHOCT 32 afeKBaTHa KOMMEHCALMS BLNPEKM MAaKCUMArHO TONepupaHnTe J03u Ha Tekylara Tepanus,
npunaraxa 3a nocneaHuTe 6 MeceLa >

2

3 | fiunca Ha xunornukemum >

4 | Nunca Ha cTpaHU4HU ePeKTH 1 U3KIIOYBALUM KpuTepumu no 1.

opuruHanku Gnawku ot naGopatophu uscneasanua Ha HbA1c c noanuc u nevar Ha nekaps u f13 unu 3asepeHn KONUs — akTyanHu C AaBHOCT A0
€AVH Mecel, NpeAu KaHAWAATCTBAHE M OT NpeAXOAHaTa Tepanus npean 6 Meceua (s cryvail, Ye akmyanHomo uscnedeaHe e 6nucaHo 6 enuKkpu3a ¢
0Gaerocm 0o 1 mecey npedu kaHOudamemeaHemo u/unu uscnedeaHemo npedu 6 Meceya e BMNUCAHO & enuKPU3a He e HeobxoduMo npedcmassHemo
Ha nabopamopHa 6naHKa)

opuriHanta 6nanka ot @aUH KpLBHO-3axapeH Npodun C NOHe TPU M3CNEABaHUS HA KPBBHA 3aXap C NOCONEH! YacoBe Ha U3CNEABaHNATA C NOANNUC
W nevar Ha nekaps v JI3 unu sasepeHo konue (8 criyval, Ye ca enucaHu e enuxkpusa ¢ dasHocm do 1 Mecey npedu kaHOudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha 1abopamopHU 6r1aHKU).

amBynaTopeH NUCT OT npernies Npu CneunanicT unu ennkpusa ot JIBI ¢ AaHHM OT aHamHesaTa, COMaTWYHUA CTaTyc, OTpaseHo Terno u UTM,
AaHHW 33 MPOTMYAHETO Ha 3aDONABAHETO Cnea 3anouBaHe Ha NEYEHMETO (MUNCaTa Ha XUMOTMIMKEMWW, akTyanHOTO TErfo Cnea LUEeCTMECceuHo
NleyeHue, KakTo U U3XOAHOTO TErno); 3aALIMKUTENHO Ce 0TPa3sBa NOPEeAHOCTTa Ha NPOABMKEHNETO Ha NPOBEXAAHOTO A0 MOMEHTA NeyeHue

B. KPUTEPUU 3A NMPOABL/MKABAHE HA NEYEHUE C WHKPETUHOB MUMETUK (eksewaTwa, nuparnytua u
nuKcuseHatua) (Heo6X0AMMO e HanMyue Ha BCUYKU KpUTepum):
BnaronpusTeH edekT cnea WwWecTMeceyHo neveHune, yA0CTOBEpeH C HamanasaHe Ha HbA;c ot nabopaTopus ¢
1 | noHe 1% npu NbLPBOTO MPOABINKEHUE U CHUWKEHWE/3aabpXaHE UNU MOBULLEHME C Ao 0,5% (epHokpaTHO) mpu

CneABalo NpoAbKeHue (Mpu nocmuzare Ha HbA1. < 7,0% mosu kpumepuii He saxu) >
2 HamanssaHe Ha TenecHoTo Terno ¢ noHe 3% crnea nbpeuTe 6 Meceua, NMNCa Ha yBeNUYaBaHe Ha TErMoTo Npu
nocneasalln Kypcose

3 | Nunca Ha cTpaHuyHK edheKTH U U3KNIOYBaLM KpUTEpUM no . I
opuruHanumu 6nawxku ot naGopatopHu uscneasanus Ha HbAc ¢ nognuc u nevar Ha nekaps u J13 unu 3aBepeHun KONUs — akTyanHu ¢ AaBHOCT 40
€AVH MeCel Npeau KaHAMAATCTBaHE W OT NPeAXoAHaTa Tepanus npean 6 Meceua (8 criyvall, Ye akmyanHomo u3cnedsaHe e enucaHqo 8 ernukpusa c

dasHocm do 1 mecey npedu kaHOudamcmeaHemo w/unu u3cnedeaHemo npedu 6 Meceya e 8nucaHo & enukpu3sa He e Heobxodumo npedcmassiHemo
Ha nabopamopHa bnaHka)

opuruHanHa 6naHka ot ©AVH KpbBHO-3axapeH npodmn C NOHEe TPU U3CneaBaHusA Ha KpbBHA 3axap C NOCOYEHU YacoBe Ha u3cnepBaHUATa C NOANUC
W nedyat Ha nekaps u J13 unu 3asepeHo konue (e cryvall, Ye ca enucaHu € enukpusa ¢ dasHocm 9o 1 mecey npedu kaHOudamcmeaHemo He e
Heobxodumo npedcmaesHemo Ha nabopamopHu 6naHKu).
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amBynaTopeH NUCT OT NPerneA NpU CnewuuanucT unu enukpuaa ot JI3EM ¢ AaHHK OT aHaMHe3aTa, COMATUUHUS CTATyC, oTpaseHo Terno v UTM,
AaHHW 33 NPOTUYAHETO Ha 3aboNABaHETO Crej 3anoyBaHe Ha NEYEHMETO (MUNCaTa Ha XUNOFMUKEMUM, aKTyanHoTO Terno Chea LECTMECeYHO
NeyeHme, KakTo U MU3XOAHOTO TErNO); 3aABMKUTENHO Ce 0TPa3sBa NOPEAHOCTTA Ha NPOABIKEHNETO Ha NPOBEXAAHOTO A0 MOMEHTA NleYeHue

I". U3KNIOYBALLMU KPUTEPUM (npu 3anousaHe 1 Npu npoabInkaBaHe Ha NevyeHneTo)

1. BonHu cbe 3axapeH guabet tvn 1

2. BonHu ¢ TepMuHanto 6u6peuHo 3aGonsiBaHe Unn Texko GbEPEYHO yBpeXaaHe (KpEaTUHMHOB KNMPBHC < 30
ml/min)
Jluua nopa 18 u Hap 75 roauwHa Bb3pact
BpemeHHoCT 1 naktaums
BonHu cbe 3axapeH anabeT TUn 2, KOUTO Ce HYXA@ST OT UHTEH3U(ULNPAHO MHCYNIMHOBO NedeHve.
KomBuHupaHo nevyenne Ha WHKpeTUH-GasnpaHa Tepanusi C MErmUTUHWAM UM MHXMBMTOPYW Ha anda-
rniokosuaasara
Cepuo3HM CTPaHWYHN peakLum OT NeYeHneTo
CucTemHo HecnaseaHe Ha neyebHaTa cxema no BuHa Ha GOMHUA, C NpekbeBaHe noseye oT 3 Meceua

o ODOE w

3abenexka: nuricama Ha UsKnioYeauiu KpUMepUU ce ydocmosepsiea ¢ nodnuc Ha CReYUaNUCma 8 HaCMOSOMO MPUTOXEHUE.

OTroBaps Ha KPUTEPUUTE 33 NMEYEHUETO C ....ooovveeiieieeeeeee i, B AHeBHA fo3a  .....................
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NPUNOXEHWE 1T

NACT 3A ONPERENAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA NIEYEHUE C AHANOIOBU UHCYNUHU NPU
BONHU CbC 3AXAPEH IMABET TUM 2

Yve: [e] [ [ [ [ T T [ [ [ ]

3abenexka: meduyuHckama OOKymeHmauyus, ydocmosepsiawa 6CeKu om KpUmepuume e rocodYeHa ¢ yughppa 8 UHOEKC U 3a0bIIKUMENHO
npudpyxaea HaCMOAUW0MO NPUIIOKEHUE.

KPUTEPUU 3A 3ANOYBAHEHA NEYEHUE C AHANIOITOBU UHCYIUHU

* Kpumepuu 3a 3anoyeaHe Ha neyeHue ¢ aHanozoeu uHcynuvu - 30J1 cnedea da ca npoeenu rnoHe 6 MeceyHo
npeduiecmeaujo neyeHue ¢ KOHEEHUUOHANHU UHCYUHU,

o [lpu npemuHaeaHe KbM aHano2 H30K 3annawa obwa do3a, cLomeemcmeaw,a Ha u3non3eaHama Ao MOMeHma.
Mpu Heobxodumocm om 3anoyeaHe ¢ rno-eucoka do3a da ce npedcmasu 3adbnboyeHa MeAUUUHCKA
apaymeHmayus 3a moea.

e [Mpu nayuewmu ¢ Ha3HayeHa mepanusi e Yyw6uHa da ce npedcmaesm meduyuHcku doKymeHmu ¢ daeHocm Ao 6
meceya npedu kaHdudamcmeaHe.

e [lpu QuazHocmuyupaH 3axapeH Ouabem no epemMe Ha GPEMEHHOCM He ce Hanaza 6 MeCeyHo rieyeHue ¢
KOHEEHUUOHAaHU UHCYNUHU.

e [lpu 6pemeHHocm He ce Hanaza excriepmu3a npu npemuHaeaHe om 6bp3odelicmeauy aHanozo0e uHcynuH Insulin
glulisine Ha dpyz 6Lp3odelicmeaw; aHanozoe uHcynuH Insulin Lispo unu Insulin Aspart u om 6a3aneH aHanozoe
uHcynuH Insulin glargine u Insulin degludec kbm 6a3aneH aHanozoe uHcynud Insulin detemir.

A. KPUTEPUM 3A NPEMUHABAHE OT KOHBEHLIMOHATNEH BEBHP30[AENCTBALL UHCYNUH HA BbP30AENCTBALL
WHCYNUHOB AHAJIOI UNKU OT EAUH BBbP30OAEUCTBALL MHCYNTMHOB AHAJIOI HA [PYI (Heo6xoauMo e Hanuuue Ha
NOHE TPU OT KpUTEpUnTE)

1 | Now meta6onutex kontpon (HbA+c Haa 9%) '

HeBbL3MOXHOCT 3a oOBnagsBaHe Ha MOCTNPaHAWANHWUTE XWUNEPrNUKEMUM C  KOHBEHLMOHANeH
2 | Gbp3oaeiCTBall MHCYNWH UnNu C npunaraHus 6bp3oaencTealy aHanor (yAOCTOBEPEHO C KpbBHO-3axapeH
npocun)

3 | YecTn gHeBHU xunornukemMum >

4 | 3atnuersiBae (UTM Hag 30 ki/m?) *

opuriHanHa Gnakka ot 1abopaTopHO U3CNEABaHE C NOANKC U NejaT Ha nekaps U J13 unu 3aBepeHo Konue (8 cr1yyall, Ye e MucCaHo 6 enuKkpu3a ¢
OaeHocm 0o 1 Mecey, npedu kaHOudamcmeaHemo He e Heobxodumo rpedcmassHemo Ha nabopamopHa 6naHka).
? opuruHanka 6namka ot KPbBHO-3aXapeH NPoMun C NOHe TpU M3CNEeABaHNA Ha KPbBHA 3axap C MOCOYEHW YacoBE Ha W3CNEeABaHWsATa (OT KOUTO
EAHOTO M3CreABaHE 3aABLIDKUTENHO Aa e 2 Yaca cnej XpaHeHe) C NOANKUC v neyat Ha nekaps v J13 unu 3aBepeHo Konue (8 criyvall, Yye ca enucaHu 6
enukpusa ¢ dasHocm do 1 mecey npedu kaHoudamemeaHemo He e Heobxodumo npedcmassHemo Ha nabopamopHu braHKu)

AHEBHUK 33 CAMOKOHTPON Ha BONHNA, 3aBepeH OT NEKyBaLLUA EHAOKPUHONOT (MpunoxeHue 4)
N ambynatopeH NUCT OT Npernea Npu cneuuanicT unu enukpusa ot JI3BM ¢ AaHHK OT aHaMHE3aTa, COMaTUYHUS CTaTyC M OTPa3eHo Terno, pPuet U
Ut™M

B. KPUTEPUU 3A NPEMUHABAHE OT KOHBEHLIWOHANIHA UHCYJIMHOBA CMEC HA UHCYJTMHOBA AHANOIOBA
CMEC WInK OT EAHA AHAJIOTOBA CMEC HA [PYTA (sagbiukuTenieH e KpUTEpMii 2 MNIOC MOHe ABa OT OCTaHanuTe
Kputepum)

1 | Now meta6onuteH kontpon (HbA;c Han 9%) '

HeBb3mMoXHOCT 3a oBnapsiBaHe Ha MOCTNPaHAWANHATE XUNEPriMKeMUN C KOHBEHLMOHANHU WHCYNIMHOBMU

2
CMeCI/I2 wnu ¢ npunaradaTta MHCynMHoOBa aHanorosa cme02

3 | Hanuumne Ha yecT XMnornukeMum (GHEBHU/HOLLHM) .

4 | 3atnnersBane (MTM wag 30 kr/m?) ¢

OpUrMHanHa 6naxka ot nabopaTopHo M3CnieABaHe C NOANUC U NeyaT Ha nekaps v J13 unu 3aBepeHo Konwe (8 Criyvall, Ye e 8MUCaHo 8 enuKkpu3a C
daerocm 0o 1 Mecey npedu kaHOuGamcmeaHemo He e HeobxoduMo npedcmassHemo Ha nabopamopHa 6naHka)
2 opuruHansa 6naHka ot KpbBHO-3axapeH npodmn C NoHe TpW n3cneABaHWs Ha KPbBHA 3axap C NOCOYEHW YacoBe Ha U3CneaBaHusTa (OT KouTo
EAHOTO M3CreABaHe 3aABLIKUTENHO Aa e 2 yaca Cnej XxpaHeHe) C NOANUC W nevar Ha nekaps v 13 unu 3asepeHo konue (8 criyvad, Ye ca enucaHu &
enukpusa c daeHocm do 1 mecey npedu KaHdudamemeaHemo He e Heo6xo0UMO npedcmassiHemo Ha nabopamopHu 6naHku)

AHEBHUK 32 CAMOKOHTPOS Ha G6ONHMA, 3aBEPEH OT NeKyBaLUNs HAOKPUHONOT (MpurtoXeHue 4)

aM6ynaTopeH JIACT OT npernej npu cneyuanuct unu enukpusa ot JI3BIM ¢ gaHHu ot aHamHesaTta, COMaTU4YHUA CTaTyC U OTPas3eHo Terno, pueT 1
nm™
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NPUNOXEHWE 1T

B. KPUTEPUU 3A MPEMWHABAHE OT BA3AJEH YOBELLKU UHCYNUH HA BA3ANEH UHCYNTMHOB AHANOT UMK
OT EQINH BA3AJEH UHCYNTMHOB AHATIOI HA [IPYT (He06X0OAMMO e Hanuume Ha NoHe TpU oT Kputepuure)

TNow meta6onuteH koHTpon (HbA:. Hag 9%) '
KpbBHa 3axap cyTpuH Ha rnaaHo Haa 10.0 mmol/l
Hanuuue Ha YyecTn HowHM XUnornukemMum °
3atnscrasade (UTM Haa 30 kr/m?) *

OpuruHanka 6nauka ot nabopaTopHo uscneaBaHe C NOANUC U neyat Ha nekaps v J13 unu 3aBepeHo Konve (8 criyyail, Ye e eucaHo € enukpu3a ¢
Oasrocm 0o 1 Mecey npedu kaHOuOamcmeaHemo He e Heobxodumo npedcmassHemo Ha nabopamopHa 6naHka).

opuriHanHa 6naHka oT eAnH KPLBHO-3aXapeH NPOUN C NOHE TP U3CNEABAHUA HA KDBbBHA 3axap C NOCOYEH! YacoBe Ha M3CNIEABAHUATA C NOANNC
v neyat Ha nekaps u f13 unu 3aBepeHo konue (8 cryvail, Ye ca enucaHu e enukpusa ¢ dasHocm do 1 mecey npedu kaHdudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha nabopamopHu 61aHKu).

[AHEBHUK 33 CAMOKOHTPON Ha 6ONHUSA, 3aBepeH OT NekyBaLL1s €HAOKPUHONOT (MPUIoXeHue 4)

ambynaTopeH fIUCT OT Npernea npyu cneuuanict unu envkpusa ot JI3BM ¢ AaHHW OT aHaMHe3aTa, COMaTUYHWS CTaTyC U OTPA3EHO TErNO, PLCT U
nt™M

BN =

. KPUTEPUM 3A MPEMUHABAHE OT BA3ANEH YOBELLUKU UHCYIIUH HA BA3AJEH MHCYNIMHOB AHASOI Unun
OT EAWH BA3AJNIEH WHCYNUHOB AHANOI HA APYI B PAMKUTE HA MHTE3U®ULWPAHO WHCYNMHOBO JNEYEHUE
(He0o6X0AUMO € HanMuue Ha MOHe ABa OT KpUTepuuTe):

1 | Now merabonuten koHTpon (HbA;c Hag 9%) ©
2 | KpbBHa 3axap cyTpuH Ha rnagHo Haa 10.0 mmol/l
3 | Hanuuve Ha HOWHM xunornukemMun °
opuruHanta 6naqka ot nabopaTopHO U3CNeABaHe C NOANUC U NeYaT Ha nekaps 1 J13 unu 3aBepeHo Konue (8 crryyall, Ye e 6MuCaHo 6 enuKkpu3a ¢
OaeHocm 0o 1 Mecey npedu kaHOudamcmeaHemo He e HeobxoduMo npedcmaesHemo Ha nabopamopHa bnarka).
2 opuruHanta 6nanKa oT eauH KPBLBHO-3aXapeH Npodun ¢ NoHe TPU U3CNEeABaHNS HA KPBBHA 3aXap C MOCOYEH!N YacoBe Ha U3CNEeABaHNATA C NOANUC
¥ nevar Ha nexapa u JI13 unn sasepeHo konue (8 criyval, Ye ca enucaHu 6 enukpu3a ¢ dagHocm 0o 1 mecey npedu kaHOudamcmeaHemo He e
Heobxodumo npedcmassiHemo Ha nabopamopHu 611aHKU).

AHEBHUK 32 CAMOKOHTPON Ha GOMHMUS, 3aBepeH OT NeKyBaLLMs EHAOKPUHONOT (MpuriokeHue 4)

0. KPUTEPUKM 3A MPEMUHABAHE OT EOWH BU[ AHAINIOITOBA CXEMA HA OPYI BUO AHANOMOBA CXEMA
(Heo6x0AMMO € HaNMYUEeTO M Ha ABaTa KPUTEPUS):

Now meta6onuten kontpon (HbAsc Hag 9 %) v nunca Ha npomsiHa Ha HbA1c, unu nosuwwexne Ha HbA1c unu
1 | cHuxenne Ha HbA1c c noa 0.5% cnepn npoeefeHo 6 MeceyHO NeveHue C NpeaxoAHaTa aHanorosa Cxema,
[fokasaHo oT nabopartopusi

2 | Hanuuve Ha YyecTv Xunornukemuu (QHeBHU/HOLIHY)

TopuruHanHu 6raHku ot NabopatopHu uscneasanis Ha HbAc ¢ NoanuC v nevar Ha nekaps v J13 unu 3aBepeHn KONUA _ akTyanHo ¢ AaBHOCT 40 1
Mecel Npeav kaHAWAATCTBaHE U OT NPEAXOAHATa aHaoroBa cxema npes nocneaHuTe 6 Meceua (8 cryval, Ye akmyasnHomo u3credeaHe e 8MucaHo 8
enukpusa ¢ dasHocm Qo 1 mMecey npedu kaHoudamecmeaHemo u/unu uscnedeaHemo npedu 6 Meceua e 6MUCaHO & enukpu3a He e HeobX0dUMO
npedcmassHemo Ha nabopamopHa bniaHka)

AHEBHUK 33 CaMOKOHTPON Ha BoNHNA, 3aBEPeH OT NekyBalUNa EHAOKPUHONOT (NPUNOXEHNE 4)

E. KPUTEPUU 3A 3ATNOYBAHE HA NEYEHUE C NEKAPCTBEH NMPOAYKT INSULIN DEGLUDEC AND LIRAGLUTIDE
(HeOB6X0ANUMO e HanuuMe Ha 3aALIMKUTENHU 2, 3 U 5 KPUTEPUM U eauH OT KpuTepuit 1 unn 4):

1 | Now meTtaGonuteH kouTpon (HbA:: Haa 9 %) :

HeBb3MOXHOCT 32 apekBaTHa KOMNeHcauus (YAOCTOBEPEHO C KpbBHO-3axapeH Npodun) Ha TekylwaTa Tepanus

¢ 6asaneH uHcynuH (8 AHeBHa A03a note 20 1U) c/6e3 MeThopMuH, Npunaraxa 3a nocnegHuTe 6 Meceua

3 Nunca Ha Tepanua ¢ 6bp3oAenCcTBAL MHCYNUH Npe3 NPeaxoAHWTe 6 Meceua W NUNCa Ha MHAMKAaUMs 3a
NpoBeXAaHe Ha UHTEH3N(UUUPAHO UHCYNIMHOBO NeYeHne

4 | Unpexkc Ha TenecHata maca (UTM) Haa 30 kg/m 3

5 | Jlunca Ha cTpaHUYHM edheKTH U U3KNIOYBaLM KpUTepUm Mo T. XK 2

OpuMruHanHa 6nanka ot naGopaTopHO U3CneABaHe C MOANMC U Nevat Ha nekaps u J13 Unu 3aBepeHo Konwe (8 Criyvall, Ye € 8MIUCAHO 8 ENUKPU3a C
Oasrocm 0o 1 mecey npedu kaHdudamcmeaHemo He ce uauckea npedcmassiHe Ha nabopamopHa 6narka)
2 opuruHanka 6nakka ot eauH KPBBHO-3aXapeH Npoun C NoHe TpU UICNeABaHNS Ha KPBBHA 3axap C NOCOYEHN YACOBE Ha U3CNEABAHUATA C NOANUC
W neyar Ha nekaps u J13 unu 3asepeHo konue (e cryvail, Ye ca enucaHu € enukpusa ¢ dasHocm do 1 mecey npedu kaHOudamcmeaHemo He e
;leOGXOGUMO npedcmassHemo Ha nabopamopHu 6r1aHKu),

aMGynaTopHu NIUCTOBE OT NperrieAuTe NpU CNELMANUCT UK envkpusa ot JI3EN C AaHHM OT aHaMHe3aTa, COMaTUYHUS CTaTyC U OTPA3EHO Terno u
VITM nnm Apyra MeauUMHCKa AOKYMEHTaUMs , YA0CTOBEPABALLN NPOBEXAAHETO HA CHOTBETHATA TEPaNUs, KaKTO W Bb3HUKHanu HIP
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NPUNOXEHWE 1T

XK. UKNIOYBALLM KPUTEPUM (npum 3anousaHe v Npu NpoabIKaBaHe Ha neyeHueTo)

Bonuu cbe 3axapeH anabet tin 1

Bonku ¢ TepMuHanto 6u6peyHo 3abonsiBaHe unu Texko GuEPeUHO yBpexaaHe (KpeaTMHHOB KnupbHC < 30 mi/min)
Jlnuya noa 18 n Hap 75 roguwHa Bb3pacT

BpemeHHoCT v nakrauus

BornHu cbe 3axapen aAnabeT TN 2, KOUTO Ce HYKAAAT OT MHTEH3UDULIMPAHO MHCYNIMHOBO NeYeHne

Cepuo3HM CTPaHUYHU Peakumm OT NeYeHNeTo

CucTemHo HecnassaHe Ha neyebHaTta cxema Mo BuHa Ha 6oNHUA, C NpekbCBaHe NoBeye oT 3 MeceLa

NOO AR

3abenexka: nuncama Ha U3KrYeawu kpumepuu ce ydocmosepﬂsa ¢ nodnuc Ha creyuanucma e Hacmosiwomo MpusioxeHue.

OTroBapsi Ha KPUTEPUUTE 32 NEYEHUETO C ..............cccveen.. B AHeBHa Aoo3a ...
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NPUNOXEHMUE 2
|. NEYEBHO-AUATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHU MPOAYKTW, snioyeru 8 Mpunoxenme 1 Ha MIIC, kouto H30K 3annawa B cboTeeTcTaMe ¢
AeiCTBalMTEe HOPMATUBHY JOKYMEHTU.

2. NIO3UPAHE:
Sitagliptin - [losata e 100 mg eanH NbT AHEBHO. [lo3aTa Ha METGOPMUH He TPSBBa /1a Ce NPOMEHS], KOraTo ce npunara cbC
cuTarnunTuH. Korato ce u3nonssa e koM6uHaLms cbe cyndaHunypes, Moxe Aa ce 06MUCIM No-HUcka A03a cyndaHunypesi, 3a aa
C€e Hamanu pUCKbLT OT XUMOTMIUKEMUS.
Vildagliptin — KoraTo ce npunara B kom6uHauusi ¢ MeTchopMuH, NpenopbYBaHaTa f03a Ha BUNAArnMnTuH e 100 mg,
npuroxeHa kato eaHa Aosa ot 50 mg cyTpuH 1 eaHa fosa ot 50 mg Beuep. Korato ce npunara B KOMBUHALMS CbC
CynchaHunypeeH NpoAyKT, NpenopbyYBaHaTa 03a Ha BUNAArMUNTUH e 50 mg BeAHbX AHEBHO.
Saxagliptin - NpenopwbynTentara 4o3a e 5 Mg BeAHbX AHEBHO MO BCAKO BPEME Ha AEHs.
Linagliptin — [losata e 5 mg eaus nbT aHesHo. [losaTa Ha MeT(IOPMMH He TpsiBa fAa Ce NPOMEHs, KaTo ce npunara
€AHOBpPEMEHHO ¢ nuHarnunTuH. Korato ce usnonssa B komGuUHauMsi CbC CyndaHusypes, Moxe aa ce 06MUCIM No-HUCKa 403a
cyndaHunypes, 3a a ce Hamarnu pUcKbT OT XUMOTTIMKEMUS.
Dapagliflozin — MNpenopbuntenHata Ao3a e 10 mg eAuH NbT AHEBHO.
Canagliflozin — MNpenopbunuTenHata ao3a € 100 Mg eanH MbT AHEBHO.
Empaglifiozin — MpenopbuntenHara fo3a e 10 mg eauH NbT AHEBHO.
Exenatide — IleyeHneTto TpsibBa ia ce 3anouyHe C 5 Ug eKk3eHaTua, npunaraHin ABa NbTU AHEBHO B NPOABLIDKEHWNE HA MOHE eAUH
mecel, 3a Aa ce noaobpm noHocumocTTa. Cney ToBa Ao3aTa Ha ek3eHaTUa MoxXe fa ce ysenuuun Ha 10 ug A4Ba NbTY JHEBHO C Len
no-HaTaTbLWHO NOA0BPABaHE Ha MUKEMUYHUS KOHTPOS.
Liraglutide - Jleyenveto Tpsiba na 3anouHe c gosa 0,6 mg, npunaraHa BeAHbX AHEBHO B MPOALMKEHWE HAa Hal-Manko eaHa
ceamuua. Cnea ToBa fo3aTa ce yBenuyasa Ha 1,2 Mg BEAHBX AHEBHO C LEN NO-HATaTbLUHO NoaobpsBaHe Ha rMUKeMUYHUS
KOHTpOn. Jluparnytua ce npunara BeAHbX JHEBHO B NMPOW3BOMEH Yac, HE3ABUCUMO OT pexuMma Ha xpaHeHe. He ce npenopbusa
AHeBHaTa 403a fla Hagsuwasa 1,8 mg.
Lixisenatide — Mpunoxexneto 3anoya ¢ 10 pg BeaHbX AHEBHO 3a 14 AHW. Moaabpxawa aosa: oT 15-ua geH HaTaTbk ce
3anoysa C dmkcupaHa noaabpxaila aosa ot 20 g BeAHBX AHEBHO. [lo3ata e 20 ug eawH NbT AHeBHo. [lo3aTta Ha MeThOopMUH
MOXE Aa He Ce MNpOMEHs, KaTo Ce npunara eAHOBPEMEHHO C nukcudeHatug. Korato ce uanonssa B KOMGWMHAUMS CbC
cyndanunypesi, MoXe Aa ce 06Mucnn no-Hucka Ao3a cyndaHunypes, 3a 4a ce Hamanu PUCKbT OT XUMOFTUKEMUS.

3abenexka: H30K 3annawa do3u do DDD.
HHcynuHoeo neyeHue - [losuposkata TpsibBa Aa ce onpenens oT nekap cbobpas3HO HYXAWTe Ha MauueHTa u ce cbobpassiea C
BU/a HA MHCYNUHA, CKOPOCTTa Ha HAaCTbNBaHE Ha edhekTa U NPOABLIMKUTENHOCTTA Ha AENCTBUETO.

3. MPOCNEAABAHE — cbrnacHo KpaTkuTe XapakTepuUCTUKU Ha NEeKapCTBEHUTE NPOAYKTU:

Bb3PACTOBU . % o

INN OTPAHUYEHUS NPEAU 3ANOYBAHE KOHTPON — Ha 6 mecel

SITAGLIPTIN He ce npwnara nog 18 HbA1c oT nabopatopusi, HbAc ot nabopatopus,
roavHN KPbBHO-3axapeH npocun KPbBHO-3axapeH npoun
ASAT un ALAT B cnyyait Ha

ASAT, ALAT*

He ce npunara nog 18 : NOBWLLIEHN U3XOJHU HUBA,

VILDAGLIPTIN ™ HbA1c ot naét;;:all_lvopw:,n HbA ot naGoparopus,
JikgHo-3axapeH Npody KPBBHO-3axapeH npocun

He ce npunara noa 18 HbAc ot nabopatopus, HbA+c ot nabopatopus,

SAXAGLIPTIN rOAUHU KpbBHO-3axapeH npocun KPBBHO-3axapeH npocun

LINAGLIPTIN He ce npunara nog 18 HbAc ot naGopatopus, HbA. ot nabopatopus,
roauHN KpbBHO-3axapeH npodun KPBBHO-3axapeH npocun

He ce npunara nozg 18 HbA1. ot nabopatopus, HbAc ot nabopatopus,

DAPAGLIELOZIN roaviHv 1 Hag 75 rogunn KPbBHO-3axapeH npodgun KPbBHO-3axapeH npocun

He ce npunara nog 18 HbAc ot nabopatopus, HbA . oT naGopatopusi,

CANAGLIFLOZIN roAvHu 1 Haa 75 roavkn KPbBHO-3axapeH npocgun KpbBHO-3axapeH npocun

EMPAGLIFLOZIN He ce npunara nog 18 HbA. ot naGopatopus, HbA ot nabopatopus,
roavHK 1 Hag 85 roanun KPbBHO-3axapeH npoun KPbBHO-3axapeH npogun

EXENATIDE He ce npunara nog 18 HbA1. oT nabopatopus, HbA+c ot nabopatopus,
roAvHU U Haa 75 roavukn KpbBHO-3axapeH npocun KpbBHO-3axapeH npocun

LIRAGLUTIDE He ce npunara noa 18 HbAc ot nabopatopus, HbA1. ot nabopatopusi,
FOAVHN U HaA 75 roauHu KpPbBHO-3axapeH npoun KPbBHO-3axapeH npodusn

LIXISENATIDE He ce npunara nog 18 HbA1c oT nabopatopusi, HbAc ot nabopatopus,
roavHu U Haa 75 roavkmn KpbBHO-3axapeH npocun KpbBHO-3axapeH npodun

* MocoyeHuTe U3cneaBaHus ca 3aALIMKUTENHN. [PEACTABAT Ce Ha OpUriHanHa nabopatopHa GnaHka unu 3aBepeHo konve. B cnyuaii, ye ca

BMMCaHY B ENMKpU3a C AaBHOCT 40 1 Mecel 40 AaTaTa Ha KaHAMAATCTBaHE, He € HEOBXOANUMO NPeACTABAHETO Ha NaBOPATOPHI BnaHKkN.

** CwrnacHo uHdopmauus 3a npogykra 26/03/2010 Galvus-H-C-771-11-07 (o6HoseHa Ha 27 anpun 2010 r.) — npu cToiHOCTU Ha ASAT n ALAT
TPU NbTUM HaA ropHata petbepemna fpaHuua nevyeHuwe C BUNOArNMNTMH He Ce 3ano4yBa unu ce cnupa ako B Xo4a Ha ne4veHuWeTo ce

YCTaHOBAT TakusBa naGopaTopnu NPOMEHN.
***NocoyeHuUTe BL3PacTOBM OrpaHUYEHUs BaXar u 3a KOMGMHMpPaHWTe NekapcTBeHU NPOAYyKTY (hUKCUpaHU KOMGUHALMK).
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BBH3PACTOBU
OrPAHUYEHUA

NPEAN 3ANOYBAHE*

KOHTPOI - Ha 6 meceua*

INSULIN HUMAN

KpbBHO-3axapeH npocun

KPbBHO-3axapeH npodun

INSULIN LISPRO

100 IU/ml - 3a peua u
Bb3pacTHY 3a
6bp3oaeicTeall; He ce
npunara npu nuua nog 12
rOAVHN 3a MUKCTYpa
200 IU/ml - He ce npunara
npv nuua nog 18 rognHu

HbA . ot nabopatopus,
KPbBHO-3axapeH npocun

HbA+c oT naGopatopusi,
KpbBHO-3axapeH npocun

He ce npunara npu nuua
noa 1 ropuHa — 3a

HbA:c ot nabopaTtopus,

HbAc ot nabopatopusi,

INSULIN ASPART 6bp3oaencTaall; He ce
npunara npv nuua nos 10 KPbBHO-3axapeH npogun KPBbBHO-3axapeH npodun
TOAVHN — 32 MUKCTYpa
INSULIEE He ce npunara npu nuua HbA:c ot naboparopus, HbA1. ot nabopatopus,
GLULISINE
nopa 6 roauHn KpbBHO-3axapeH npocun KpbBHO-3axapeH npocun
100 1U/ml - He ce npunara
INSULIN npwv nuua noa 2 roauHu HbA. ot naGopatopus, HbA+c oT nabopatopusi,
GLARGINE KPbBHO-3axapeH npogun KPBbBHO-3axapeH npodun

300 IU/ml - He ce npunara
npu nuua nog 18 rogmxn

He ce npunara npv nuua HbA1. ot nabopatopus, HbA:. ot nabopatopus,
INSULIN DEFENIR noa 1 roauHa KpbBHO-3axapeH npocun KPbBHO-3aXapeH npodun
INSULIN He ce npunara npu nuua HbA1. ot nabopatopus, HbA1c ot nabopatopus,
DEGLUDEC noa 1 roguHa KPbBHO-3axapeH npodgun KpBbBHO-3axapeH npodun
g‘ESgHJ':)EC He ce npunara npu nuua HbAc ot nabopatopus, HbA+c ot nabopatopus,
LIR AGLUTII:’)E nop, 18 roguuu KPbBHO-3axapeH npodun KpBbBHO-3axapeH npocun

* MocoyenuTe U3CNeABaHUs Ca 3aLIDKMTENHO C AaBHOCT Ao 1 Meceu. MpeACTaBsAT ce Ha OpuruHanHa nabopaTopHa bnaHka unu 3asepeHo
konue. B cnyvail, ye ca BNUCaHU B envKpu3a C AABHOCT 40 1 Mecel Npeau KaHAMAATCTBaHe, He € HEOBXOAUMO NPEACTaBAHETO Ha NabopaTopHu
6nanku.

lll. OBLLUU U3NCKBAHUSA

1. Bb3pacToBara rpaHuua ce U34UCIsiBA B HABBLPLUEHN FOAVHY - T.€. BKIIOYMTENHO KbM AaTaTa Ha M3faBaHe Ha npoTokona oT
cneunanuapaHara KoMUcHs.

2. lMpu HasHayaBaHe Ha Tepanus Mo NPOTOKON 3aAbMKUTENHO Ce CbobpassBaT Bb3PACTOBUTE OrpaHUYEHNs, CbINacHo kpaTkata
XapaKTepucTuka Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H30K He 3annawya neyeHue U3BbH ykasaHaTa Bb3pacToBa rpaHnLa B KpaTkaTa xapakTepucTika Ha npoaykTa.

4. H30K He 3annalua neyeHue ¢ 4031 Haa MakcUMarHoO paspeLueHnTe Mo KpaTka XapakTepucTika Ha NpoaykTa.

5. B cnyuait Ha HacTbnuna NoAo3vpaHa HexXenaHa fnekapcTBeHa peakuus, nekapsT yseaomsea WAJ no pega Ha un. 184 ot
3INXM. Konve ot cbobuieHneTo ce npunara KbM MeAULMHCKaTa AoKyMeHTaums Ha 30J1 npy kKaHanaaTCTBaHe 3a nevyeHue.

6. MMPY CMELIMATIUCTA, cbra. un. 218 B, 7. 1 ot HPJ] 3a meauumHckuTe AenHocT 2018 r. (06H. 1B 6p. 28 ot 29.03.2018 ),
Ha 30]1, Ha KOuUTO ca M3jaBaHW MPOTOKONM MO PEAa Ha HAaCTOSIUWUTE M3UCKBAHWS, CriedBa A4a Ce MPUMarat BCUYKM
HEeoBX0AUMM [OKYMEHTH KaTo: amOyniaTopHUTE NIUCTOBE OT USBBLPLIEHUTE Mperneay, BTOPUST eK3eMnnsp OT M3AafeHuTe
NPOTOKONK, KOMWUA OT eNWKPU3N, eKCNepTH CTaHOBULA W APYrM AOKYMEHTM, KOUTO Ca OCHOBAaHWE 3a U3gaBaHe Ha NpoToKon,
BCUYKN UBUCKBALUM Ce uacneaBaHus, konve oT npunoxenue 1A/ 16/ 1B/ 11 Ha HacTOSIWMTE M3UCKBAHWUA MOMBLIHEHO MO
CBOTBETHaTa TO4Ka, NOANMCAHO OT CneuuanicTa, u3gan npoTokona.

7. CNEUMATIUUPAHATA KOMUCUS nsnasa Pewenue cnep nposeneHa AMGynatopHa npoueaypa Ne 38 ,OnpeaensHe Ha
NnaH Ha nevyeHve v npocneasiBaHe Ha TepaneBTUYHUA OTFOBOP NPU MaLMEHTW, MOMy4aBally CKbMOCTPYBALUM NEKapCTBEHN
NPOAYKTM No pepa Ha un. 78, 1. 2 330 Ha ocHoBaHue un. 53 u un. 303 oT HauvoHaneH pamkoB JOroBOp 3a MeANLMHCKUTE
AeiHocTM Mexay HauvoHanHaTta 3apaBHOOCUTypuUTEnHa kaca M Bbnrapcku nekapcku cbios 3a 2018r. (06H., 1B, 6p. 28 oT
29.03.2018 r.) u npepoctaseHa ot 30J1 meauuMHCKa AOKyMeHTauusa. CneuvanuaupaHata KOMMUCUSi CbXpaHsiBa €auvH
eksemnnsp ot Pewenueto. lNpu usnasawqe Ha npotokon Ha 30J1, cbxpaHssa BTOPU ek3eMnnsip Ha npoToKona, BCU4kM Heobxoaummu
AOKYMEHTU 32 U3AaBAHETO My W KONUE OT MpunoXeHue 1 Ha HacTOSILMTE U3UCKBAHMUS, NONBLITHEHO NO CHLOTBETHATA TOYKA U
noANMUCaHO OT YneHoBeTe Ha cneyuanusnpaHata KoMucus.
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H3OK 3annawa cnegHute KOMGMHALMKM OT MeAUKAMEHTH
npu 3axapeH auaber Tun 2

*  VHCYnuWH (YOBELWKN MHCYNUHM U MHCYTTMHOBM aHarno3u) B KOM6MHaumusi ¢ MeTopMmuH

e JleyeHWeTo C YOBEWKMU MHCYNUHK, Crieq U3AaAeHU ABE TPUMECEYHW PeuenTypHu GnaHku, ce npoab/kasa Ha
6a3aTa Ha KOHCYNTaLUUATa C eHAOKPUHONOT (U3aaaeH ambynaTtopeH nucT)

e BasaneH YoBeWKU MHCYNUH B KoMGUHauusi ¢ DPP-4 uHxubutop, SGLT2 MHXMEMTOP, UHKPETUHOB MUMETUK U
meTchopMUH

e [lo Tpu nekapcTBeHM NPoAyKTa OT CrieAHUTE rpynu — MeTOPMUH, CyndaHunypenHn nekapcTBeHN NpOoayKTH,

anda-rnoKo3uaa3HU UHXMBUTOPU, MEFMUTUHUAN U TUA3ONUAUHANOHU

DPP-4 uHxnburtop ¢ meTcopMuH

DPP-4 uHxnbutop cbe cyndaHunypeeH nekapcTeeH NpoayKT

DPP-4 uHxubutop ¢ MeTopMmuH U cyndaHunypeeH nekapcTseH NpoayKT/6asaneH YOBEWKU NHCYNUH

UHkpetuHoB mumeTuk (ExseHatua/fiuparnytun/fiukcuseHatna) B KoMGUHALUMA ¢ MeTIOPMUH U cyndaHunypeeH

neKapcTBeH NPoAyKT/6asaneH YOBEIWKN UHCYUH

SGLT2 unxubutop (aanarnudno3uH, kaHarnunosuH, eMnarnugnosut) ¢ MetopmuH

e SGLT2 wunxubutop (manarnndno3uH, KaHarnudgpnosuH, emnarnugrosnH) cbC cyndaHunypeeH nekapcTeeH
NpoAyKT

e SGLT2 unxubutop (manarnucnosuwH, kaHarnudnoswH, emnarnugnosnH) ¢ MetdopmuH M cyndaHunypeeH

neKapcTBeH npoaykT/6a3aneH HYOBELWKN MHCYNUH

Janumet B koM61Hauus ¢ MeTCHOPMMH 1 CyndbaHnnypeeH NeKapecTBeH NpoayKT/6azaneH YOBELWKU UHCYUH

Eucreas B koMGuHauus ¢ MeThopMUH U cynaHnnypeeH nekapcTBeH NPoAyKT/6a3aneH YOBEWKN UHCYNUH

Komboglyze B koMG1Hauus ¢ MeThOpMUH U CyndhaHunypeeH nekapcTBeH NpoayKT/6asaneH YoBewWKN UHCYNNH

Jentadueto B kom6uHauus ¢ MeTchopMUH 1 cCynaHunypeeH nekapcTBeH NpoAyKT/6a3aneH YOBeLWKU UHCYIUH

Xigduo B kKoMGMHaUMA ¢ MeThOPMUH U CynbaHnnypeeH nekapcTBeH NPoayKT/6a3aneH YOBELWKU UHCYNUH

Synjardy B koM6MHaLMA ¢ MeTOPMUH U CyndaHunypeeH nekapcTBeH NPoayKT/6a3aneH YoOBeLWKN NHCYNNH

Xultophy B kom6uHauus ¢ MmeTdopMuH

Hacmoswume u3uckeaHus ca paspabomeHu Ha OcHoeaHue ui. 58 om HauuoHaneHw pamkoe 002080p 3a MeOUUUHCKUME
OeliHocmu mexdy HauyuowanHama 30pasHoocuzypumenHa kaca u bbnzapcku nekapeku cbios 3a 2018z. (obH., [B, 6p. 28 om
29.03.2018 2.).
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NPUNOXEHUE 3

HOEKNAPALIMA 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUSATA 3A 3AMOYBAHE/ MPOABMKABAHE HA
NEYEHUETO C NEKAPCTBEHUSA NPOAYKT

A3 ponynognucanusit/aTta .

CneA kaTo ce 3ano3Hax C uanara My npeaocTaseHa HAopMaLmMs 1 LenTa Ha NIEYEHNETO C NekapcTBeHns
TP O YK ... B e e ss s s ssrenereresssnis S0 1 CeA KaTo Nony4mnx uavepnarenHu OTroBopu Ha
NOCTaBeHNTE OT MEH BbNPOCH, AeKnapupam ye:
1. Ue cnassam npenopbyaHaTa Mi CXema Ha fleYeHNe 1 NePUOAUHOCT Ha KOHTPONHUTE Nnperneav.
2. PepoBHO Lue ce ABSBaM Ha KOHTPOMHM NPErnean v HAMa a NPOMEHSIM CAMOBOSHO UM MOA APYFO BHYLLEHUE
HasHayeHaTa Mu Tepanusi.
3. [lpu npeycTaHoBsIBaHe Ha NEYEHMETO MO NPUYUHM, HENPOM3TUYALLM OT PeLLeHNeTo Ha KomucusTa 3a
ekcneptuan B P3OK n/mnn Komueusta no un. 78, 7.2 ot 330, Le yBeaoms HesabasHO nuunns cu nekap n P3OK
1 we BbpHa B P3OK nocneaHns npoTokos, Mo KOWTO CbM Nofyyasan/a nekapcTBeHUs NpoAyKT.
4. Tpu HecnassaHe Ha NOCOYEHMTE YCNIOBMSA NEYEHUETO MU C YIOMEHATUS NIEKapCTBEH NPOAYKT Lie Gbae

fPeKpaTeHo n Hama Aa umam npeTeHuum kem H3OK.

(Mme, npe3ume u hamunus)

Moanuc:
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NPUNOXEHMUE 4
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Heobxodumo e da ce ombensizea ecsika npomsiHa 8 dozama u/ unu euda Ha UHCYNuUHa.

B konona ,3abenexxa” ce enuceam ecuyku CbCMOSIHUS, KOUMO MO2am 0a MosNUSSM Ha pe3ynmamume om mecmoseme (3a6oNA8aHUs, MPOMEHU
6 duemama, cmpecosu cumyauuu, HeobuyaliHo Hamoeapeare u 0p.)

Haracsm ce Oanrume om nposederume usMepearusi Ha KpbeHama 3axap, Kamo ca 3a0b/IXUMENTHU MOHe JeCem UIMepeaHUs Ha KpbeHama
3axap rpes nocnedrus mecey npedu kaHdudamcmeaHemo.

[HeBHUKLT 32 CaMOKOHTPOI € 3aBepeH OoT:

L)
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lMpoTokonbT Ce U3Aasa OT CMeUManucTh ¢ Koa Ha cneunanHoct 05 (eHAOKPUHONOrUA 1 GonecTn Ha obmsiHaTa) u 34
(AeTcka eHAOKPUHONOrUA U GonecTn Ha o6msiHaTa), paGoTtewm no aorosop ¢ H30K unu oT cneunanusupana KOMUCHUS B
neyeGHM 3aBeaeHus 3a 6onHUYHa nomouw, ckniouunu porosop ¢ H30K. CneunanuaupaHuTe KOMUCHM Ce Cb3AaBaT CbC

M3UCKBAHUA HA H30K
NP U3OABAHE HA MPOTOKONU 3A NNEYEHUE HA
3AXAPEH OUABET TUM 2

3anosen Ha AupexTopa Ha nevebHoTo 3aBeseHme (113) — KNUHUKa/OTAENEeHMe MO eHAOKPUHONOTUSI.

I. 1. PEQ 3A 3ABEPABAHE HA MNMPOTOKOJIUTE - UHKPETUH BA3WPAHA TEPAMUA U TEPAMUA C SGLT2

WHXUBUTOPU

MpoTokonu 3a 3anoy4BaHe u npoabimKaBaHe Ha TepanuaTa

CcneunanucT, cknymn o
norosop ¢ H30K

*AMbGynaTopeH NUCT OT nocrneaHus npernea/ unu enukpuaa ot J1I36M ¢
NPUMOXEHN BCUYKM HeoBXoaWMM nokasaTenn U W3CneaBaHus no
npunoxexue 2

=[lonbnHeHo 1 nognucaxo npunoxexue 1 (1A, 16 unu 1B) — nuct 3a
onpeaensHe Ha KpUTepUUTE C BCUYKU HEOBXOANMM 3cneaBaHus
=‘llpoTtokon 3a npeanucBaHe Ha nekapcTea, 3annawjaHu ot
H30K/P30K" — 06p. M3-H30K

Komucus 3a
eKcnepTnaun B
P30K

wnn

cneyuanusupaxHa
KoMmucus

*PeweHne Ha cneuvanuavupaHa KOMMCUSi C sCHa MeAuLMHCKa
MOTUBALMA (3aabiXWUTENnHo ce oTOensssa nunca Ha M3KToYBaLLn
KpuTepum)

=Enukpusa ot NI3BIM, cuabpxalya BCUYKK HEODX0AUMU nokasaTenu u
M3CneABaHNs NO NPUNOXEHUe 2 NN NPUNOXKEHU BCUYKU HEOBXOANMM
nokasaTenu no Npunoxexue 2

= [MonbnHeHo n noanucaHo npunoxexue 1 (1A, 16 unu 1B) — nucr 3a
onpeaensHe Ha KpUTepUNUTE C BCUYKM HEOBXOAUMM U3cneaBaHNs
=‘llpotokon 3a npeanucBaHe Ha nekapcTBa, 3annawjaHu oT
H3O0K/P30K" — 06p. M3 —-H30K
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3aBepka Ha
nportokona B
P30K
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|. 2. PEQl 3A 3ABEPABAHE HA MPOTOKOJTUTE - NNEYEHUE C AHATNIOFOBUW UHCYNTUHU

npo*romnu 3a npoAbImKaBaHe Ha TepanusTa C aHanoroBy MHCYNUHU

CNeLmanucT, CKIouun =TlpoTokon 3a npeanuceBaHe Ha  nekapcTea, 3aBepka B
porosop ¢ H30OK > | sannawanm ot H3OK/P30K’ — 06p. M3-H30K P30K
MpoTokonu 3a noBuwWwaBaHe Ha oblara 4o03a aHanNnoroBn MHCyNuUHK Hag 80 IU

=AMOynaTopeH NMCT C  BCUYKM  HeobXxoaumu

uscneasaHns cbobpasHo Tabnuua 1 (npunoxexue 2)

W fiCHa MeauUMHCKa MOTuBauma 3a HeobxoaumocTTa oT Komucus 3a

CneynanucT, cKYmn
porosop ¢ H30K R

yBenu4yaeaHe Ha fo3ata

eKcnepTusu B

=‘lpotokon 3a npeanucBaHe Ha  nekapcTea,
3annawann ot H30K/P30OK” — 06p. M3-H30K

P30K

\ 4

3aBepka B
P30K

MpoTokonu 3a 3anoy4BaHe Ha Tepanus C aHanorosu UHCYNUHU Npu:
— npeMuHaBaHe OT KOHBEHLUMOHAMHU UHCYNTUHU KbM aHarnorosu UHCYnuHu
®  CMsHa Ha €[VH OT NpunaraHUTe KOHBEHLMOHAMHN MHCYNHW C aHanoroB npu 3anassaHe Ha Apyrus npunarad

KOHBEHUWOHanNeH WHCYNuH

®* CMsHa Ha eluH C ApYr aHanoroB UHCYNUH

cneynanucTt, CKo4un
norosop ¢ H30K »
unu
cneuuanuamnpaHa kKomucus
L 3upal >

Bcuna ot 15 mai 2018 ropuHa

=AMOYnaTopeH NIMCT C BCUYKN HEOOX0AUMU N3CreaBaHus
cbo6pa3Ho Tabnuua 1 (npunoxexue 2)
=[lonbnHEHo 1 noanucaHo npunoxexue 11

=“TIpoToKkon 3a npejnucBaHe Ha nekapcTsa, 3annaliaqn Komucus 3a
oT H30OK/P30K” — 06p. M3-H30K ekcnepTusun
B P30K
=PelleHMe Ha crneuuanuamMpaHa KOMUCUA C scHa 3asepka B
MeJuuMHCKa  MoTMBauua  3a  HeobxogumocTta  OT P30K

3aroyBaHe Ha Tepanus C aHanoroBu UHCYNUHK
=Enukpusa ot J1I3BMN c Bcuuku Heobxogumm nacneasaqmus
cbobpa3Ho Tabnuua 1 (npunoxexue 2)

=[NonbAHeHo 1 nognucaHo npunoxexue 1IN

=‘lIpoToKkon 3a nNpeanucBaHe Ha NekapcTea, 3annaljaHn
ot H30K/P30K" — 06p. M3-H30K
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MpoTokonu 3a 3anoyBaHe Ha Tepanus ¢ aHanoroBu MHCYNUHU NPU CMSAHA Ha €/JMH BUJ aHanoroBa cxema ¢ Apyr sug

aHanorosa cxema

CNeumanucT, CKioYmnn JoroBop
¢ H30K

*AM6ynaTopeH nWUCT C BCUYKM  Heobxoaumm
uscrneasaHns cbobpaszHo Tabnuua 1 (npunoxexue
2)

=[lonbnHeHo 1 noanucaxo npunoxexue 11 Komucus no
*Mpotokon 3a npeanuceaHe Ha  nekapcTea, 4n.78,T.2 0T
3annawanu ot H30K/P30OK” — 06p. M3-H30K 3308 LY Ha
H30K
unm R
*PeweHne Ha cneuuanuamMpaHa KOMUCUS C sicHa 3aBepka B
MeJuuMHCKa MOTMBauMs 3a HeobxogumocTTa oOT P30K
3anoysaHe Ha Tepanusi C aHanoroBy UHCYNIUHN
*Enukpusa ot N3BM c Bcuukun  Heobxoaumu
cneuuanuampaHsa kKomucust n3cneasaHns cbobpasHo Tabnuua 1 (npunoxexue
2)
=[MonbNHEHo 1 noAnucaHo npunoxexue 117
=‘[lpotokon 3a npeanucBaHe Ha nekapcTea,
3annawanu ot H30K/P30OK” — 06p. M3-H30K
MpoTokony 3a 3ano4BaHe Ha Tepanus ¢ nekapcTeBeH npoaykT Insulin degludec and Liraglutide
= PeweHue Ha cneunanuaupaHa KOMMUCUSI C SiCHa
MeaMUMHCKa MOoTuBauus 3a Heobxogumoctta oOT Kokicisa o
3anoysaHe Ha Tepanus C nekapcTeeH npoaykT Insulin 4 7812 oF
cneuvanuavpaHa KoMUcHs B degludec, Liraglutide 330 B’Lly Ha
HM':e cmefcxo N36N =*Enukpusa ot YN3BM c Bcuukn Heobxoaumu » H30K
y P u3cneasaHna cbobpasHo Tabnuua 1 (npunoxexue i
2) 3aBepka B
= [onbnHeHo u noanucaHo npunoxexue 1 P30K
=‘llpoTokon 3a npeanucBaHe Ha nekapcTsa,
3annawann ot H3OK/P3OK" — obpo.  M3-H30K
lpoTokonyu 3a NpoALMKaBaHe Ha Tepanus ¢ nekapcTeeH npoaykT Insulin degludec and Liraglutide
CNEeuunanucT, CKNYun 4orosop
c H30K
=‘Tlpotokon 3a npeanucBaHe Ha  nekapcTsa, | 3aBepkas
unm sannawanu ot H30K/P30K” — 06p. M3-H30K 7| P30K

cneuvanusmpaHa kKomumcus

'1 Ly
L 74
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