[bookmark: _GoBack][image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\00209943.jpg]
[image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\00209944.jpg]
[image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\00209945.jpg]
[image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\00209946.jpg]
[image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\00209947.jpg]
[image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\00209948.jpg]
[image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\00209949.jpg]
[image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\0020994A.jpg]
[image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\0020994B.jpg]
[image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\0020994C.jpg]
[image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\0020994D.jpg]

[image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\0020994E.jpg]
[image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\0020994F.jpg]
[image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\00209950.jpg][image: C:\Users\vvalkova\AppData\Local\Temp\EDOCS.4BE5F715\000D4906.BB1F0EFE\00209951.jpg]
image6.jpeg
I. KPUTEPUU 3A NMPOOBLINKABAHE HA JNEYEHWE C DPP- 4 WHXUBUTOP (cuTarnunTuH, BUMAArfUATUH,
CaKCarnunTUH U NIMHArMUNTUH) - (Heo6Xx0AMMO e Hanuumue Ha BCUYKU KpUTEepUm):

BnaronpusiteH edekT crnea WecTMeceyHo neyeHne, yaoCcToBEPeH ¢ HamanasaHe Ha HbAic oT nabopatopus c
1 | noHe 0,5% npw NbPBO NPOABLIDKEHNE U CHKEHUE NPU BCSIKO CriefBallo NPOAbIKEHWe (Mpu nocmuzaHe Ha HbA+ <
7,0% mo3u kpumepuii He eaxu) "2

2 | Jlunca Ha yBenuyeHne Ha TeNecHoTo Terno 3

3 | Nunca Ha xunornukemmm *

4 | Nunca Ha u3KnYBaLM KPUTEPUU MO T. [

TopUrUHanHy GnaHKy oT naGopatopHy scneasans Ha HbA1c C OATIMC W NejaT Ha fiekaps v J13 Ui 3aBEpeHM KOMUst _ aKTyanHit C 4aBHOCT A0
©AVH Mecel NPeAn kaHauAaTCTBaHe 1 OT NPeAXoAHaTa Tepanua npean 6 meceua (e cryyal, Ye akmyasHoOmo u3credsaqe e erucaHo 6 enukpu3sa
c OasHocm 0o 1 mec. npedu kaHOudamcmeaHemo u/unu u3crnedeaHemo npedu 6 Meceuya e enucaHo e enukpusa He e Heobxodumo
npedcmassiHemo Ha nabopamopHa 6r1arKa)

opuruHanHa GnaHka OT NMoHe eAMH W3CNEABaH KPLBHO-3axapeH NMPOUN C MOHE TPU W3MEPEHM KPBbBHU 3axapu C MOCOYEHM 4YacoBe Ha
M3cneABaHuATa C MOAMWUC W nevyaT Ha nekaps u J1I3 unn saBepeHo Konue (e criyval, Ye ca enucaHu e enukpusa ¢ 0aeHocm 0o 1 mec. npedu
KkaHOudamcmeaHemo He e Heobxodumo npedcmassiHemo Ha riabopamopHu 6aHKu)
3:-ma6yr|arropen JINCT WNKM eTanHa enukpusa OT Npernej Npyv cneunanucT unu enukpusa ot BJ13 ¢ faHHM OT aHaMHesaTa, COMaTUYHUS CTaTyc,
oTpaseHo Terno u UTM, kaKTo 1 AaHHM 3a NPOTUYAHETO Ha 3ab0NABaHETO Crie 3anoyBaHe Ha NEeYeHNEeTo NiANcaTa Ha XUNOrNUKEMUM; OTpa3sisa
Ce aKTyanHOTO TErno Cnej LeCTMECeUYHO NeYeHNe KakTo 1 U3XOAHOTO Terno); 3aALIKUTESHO Ce 0Tpa3sBa MOPEAHOCTTA Ha NPOABIDKEHUETO Ha
NpOBEX/A2HOTO A0 MOMEHTa NeyeHne

. U3KMKOYBALLIN KPUTEPUWN (npu 3anoyBaHe U Npu NpoAbiHkaBaHe Ha Nie4eHUeTo)

1. bBonHu cbe 3axapeH auabet Tun 1

2. Jlvua nop 18 3a cMTArMUNTUH, BUNAATMWNTUAH, CaKCarmMUNTUH W NIMHAMMUNTUH U HaZ 75 roauliHa Bb3pacT 3a
CUTarfUNTUH U caKkcarnmnTuH

BpeMeHHOCT 1 nakrauus

BonHu cbe 3axapeH AuabeT Tvn 2, KOUTO Ce HYXXAAsT OT UHCYNVHOBO NeYeHne

Kom6uHupaHo nevyeHne Ha MHKpeTUH-Basupana Tepanus ¢ MErUTUHWAN UNu HXMBUTOPU Ha anda-
rriokosuaasata

BOIHU C TEXKO CTOMALLHO-YPEBHO 3abonsiBaHe

CepuosHN CTPaHNYHN peakLun OT NleYeHneTo

CucTeMHo HecnasBaHe Ha nevebHaTa cxema no BUHa Ha BOMHWS, C MPEKbCBaHE noBeyYe oT 3 meceua
CroitHoctn Ha ASAT unu ALAT TpukpaTHO Haf, ropHa pedepeHTHa rpaHuLa (3a BUnaarnunTuH)

o hw

©CeNo

3abenexka: nuncara Ha U3KnioYBaLLu KpuTepumn ce yaocToBepsaBa C NOANUC Ha cneynanncra B HaCTOSALWOTO NPUOXKEHNE.

* Mpw 3anoysaHe Ha nevYeHne ¢ KOMBUHMPaHKU NekapcTBeHU npoaykTu - DPP- 4 UHXUBUTOP C MET®OPMWH
W B criy4aute Ha komOGuHauus c¢ MET®OPMWH w/unu CYNOAHUINYPEEH MPOAYKT e 3agbiXuTenHo
Ccna3BaHeTO Ha CbLOTBETHUTE Kputepuu OT M3aucksBanusata Ha H3OK*. OcHoBaHusiTa 3a 3anoyBaHe Ha
ChLOTBeTHaTa Tepanus ce oTpassiBaT B aMOynaTopeH JIUCT OT CreuuanucT, eTanHa enuKkpu3a oT CreLuanucT,
enukpusa ot xocnutanusauus Ha 30J1. He ce Hanara n3aaBaHe Ha NPOTOKON U MOMbIiIBaHE HA AOKYMeHTauus
no npoueayparta 3a ekcneptusa no un. 78, T. 2 ot 330; He ce Hanara npefocTaBsHe Ha AOKYMEHTauus 3a
pasrnexpaaHe ot ekcnepTHata komucusa B P30K.

Mpu npoabmkaBaHe Ha nevYeHue cries nNpoBeAeHa NoHe 6 MecevyHa Tepanusi ¢ KOMGMHUPAHU feKapcTBeHU
npoayktu - DPP- 4 UHXUBUTOP C MET®OPMWH u B cnyyaute Ha kom6uHauus ¢ MET®OPMWH w/unu
CYN®AHUNYPEEH NPOAYKT ce n3uckBa 3aabiikuTesNHa OLleHKa Ha e(heKTUBHOCTTA, CbOBpasHoO KpuTepuute
3a npoAbinKaBaHe Ha nevyeHue cbC CbOTBETHUTE MOHoNpoaykTn DPP- 4 UHXUBUTOP. Mpu BCUMYKKU NauueHTn
Ha fieYyeHne ¢ KOMOGUHMPaHKU nekapcTBeHU npoaykTu - DPP- 4 UHXUBUTOP C MET®OPMMWH e 3agbnxutenHo
nacneasaHe Ha HbA1c* Ha 6 Meceua 3a oueHKa Ha epeKTUBHOCTTa Ha TepanusaTa. Mpu noBuweHue Ha HbA1c
Ce M3MCKBa KOHCYNTaUMA CbC CneuuanucT 3a npeoLieHka Ha TepaneBTUYHOTO NoBedeHHUe.

*MNpwm 3anoYBaHe U NpoAbLINKaBaHe Ha Tepanua ¢ KOMOGUHUPaHU NekapcTBeHU npoaykTu - DPP- 4 UHXUBUTOP
C MET®OPMWH ce usuckea uscneasaHe Ha HbA1c, He3aBUCUMO OT U3NONI3BaHUS MeTOA.

OTroBapsi Ha KPUTEPUUTE 3a NMEUEHUETO C  .oovennneeeeeeeeeeiiiiian B AHEBHA 038 .......ccccieie.n,

noanuc Ha cneuuanucTa:

6
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NPUNOXEHWE 16

TNUCT 3A ONPEJENAHE HA KPUTEPUUTE 3A MPOBEXOAHE HA NNEYEHUE C SGLT2 UHXUBUTOPU NPWU BOSNHU
CbC 3AXAPEH OWABET TUM 2

Ywe: [Erh] [ [ [ [ [ [ T [ ]

3abenesxka: MeduyuHckama OoKyMeHmauusi, ydocmosepsiealsa 6CekU Om KpUMepUuUme e MocoyeHa ¢ Uugpa 6 UHOEKC U 3a0biKUMeITHO
npudpyxasa HACMOSILUOMO MPUITOKEHUE.

A. KPUTEPUU 3A 3ANOYBAHE HA NIEYEHUE C SGLT2 UHXUBUTOPU (panarnudrioant) npu 60MHM cbe 3axapeH
Avabet Tun 2 B cny4an Ha MOHOTEPAMWA C MET®OPMMUH (Heo6xoAMMO e Hanmume Ha BCUYKU KpUTepuK):

1 | Now meTa6onuten koHtpon (HbA1. Haa 7,0% oT nabopatopus, ceptudmumpanra no BHCBOK)

HeBL3MOXHOCT 3a afleKBaTHa KOMMEHCALMS BbMPEKU MaKCUMarHO TONEpUpaHUTe 03U Ha TekyliaTta Tepanist
2 npunaraHa 3a nocnegHute 3 Meceua C NOoBULLEH PUCK OT XUMOTrMUKEMUSA UI HEMOHOCUMOCT U NPOTUBONOKa3aHus
32 BKIIOYBAHE Ha CyNichaHnnypeeH NpoayKT

3 | Nunca Ha u3knoYBalM KpUTepUn No 1. [

T opuruHanta 6nanka oT NaGopaTopHO UACTEABAHE C MOANNC W MevaT Ha nekaps u JI3 unu 3aesepeHo konue (s criyvad, Ye e 8MucaHo @ enukpusa ¢
OaeHocm do 1 mec. npedu kaHOudamcmeaHemo He ce usuckea npedcmaesiHe Ha nabopamopHa 6riaHKka)

opuruHanHa BnaHka OT eanH KpbBHO-3axapeH NPOMUN C MOHE TPU U3MEPEHN KPBBHM 3aXapy C NMOCOYEHM YACOBE HA W3CNEABAHWATA C NOAMUC U
nevar Ha nekaps u JI3 wnn saBepeHo konue (e criyvall, Ye ca enucaHu e enukpusa ¢ dasHocm Ao 1 mec. npedu kaHAUOamMcmeaHemo He e
Heobxodumo npedcmassiHemo Ha 1abopamopHu 6naHKU), KONWe OT peLenTypHa KHUKKa WU Apyra MEAMLUMHCKA AOKYMEHTALMS Y/0CTOBEpSBALLA
NPOBEXAAHETO Ha CbOTBETHATA Tepanus, ambynaTopHU NUCTOBE OT NperfieauTe, yA0CTOBEPSABALLM Bb3HMKkHanu HIIP

amBynaTopeH NuCT/ eTanHa enukpusa OT nperniea npu crieuvanuct/ enukpusa ot B3 ¢ AaHHM OT aHaMHesaTa, COMATUYHUS CTaTyC U OTPA3EHO
Terno u UTM

B. KPUTEPUW 3A 3AMOYBAHE HA JIEYEHUE C SGLT2 UHXMBUTOPMU (nanarnudnosunn) npu 601HM CbC 3axapeH
avabetr Tun 2 B cnyyau Ha MOHOTEPAMUA CBHC CYINI®AHUNYPEEH MPOAYKT (HeO6X0AMMO € HanMuuMe Ha BCUYKM
KpuTepum):

1 | Now meTaGonuteH koHtpon (HbA+ Haa 7,0% oT nabopatopus, ceptuduumpara no BHCBOK) '

2 HeBB3MOXHOCT 3a afekBaTHa KOMMEHCALUMSI BbMNPEKN MaKCUMariHo TonepupaHuTe Ao3u Ha Tekyuliata Teganvm

npunarada 3a nocnegHute 3 Meceua C HENOHOCUMMOCT U NPOTUBOMNOKa3aHUsa 3a BKIOYBaHE Ha MeTq)OpMMH E

3 | Nlunca Ha usknoYBawm Kputepum no 1. [

T opuruHanta GnakKa oT NaGopaTOPHO M3CNEABAHE C NOANNC W Nevar Ha nekaps 1 J13 unu 3aBepeHo konve (8 criyvall, Yye e 8nucaHo 8 enukpu3a ¢
daeHocm do 1 Mec. npedu KaHOUGamcmeaHemo He ce U3uckea npedcmassiHe Ha nabopamopHa 6r1aHKa)

opuriHanHa GnaHka oT eAuH KPLBHO-3aXapeH MPOWIT C MOHE TPU U3MEPEHU KDBBHM 3aXapu C NOCOYEHM YACOBE Ha WU3CMEABAHUATA C NOAMUC M
neyar Ha nekaps u J13 unu 3aeepeHo konue (8 cyyall, Ye ca enucaHu e enukpusa ¢ daeHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e
Heobxodumo npedcmaesHemo Ha 1abopamopHu 6r1arHKu), KOTIME OT PeLenTypHa KHIKKA Unu Apyra MEeANLMHCKA JOKYMEHTaLUMs Y0CToBEpSBaLLa
NPOBEX/AAHETO Ha CLOTBETHATa Tepanus, aMBy aTOPHM NIUCTOBE OT NMPErfieaunTe, yA0CTOBEPsBaLUM Bb3HMkHanu HITP

amBynaTopeH nuCT/ eTanHa enukpusa oT npernea npu crieumanucTt/ enukpusa ot B3 ¢ AaHHM OT aHaMHesaTa, COMaTUYHUS CTATYC U OTPA3EHO
Terno un UTM

B. KPUTEPUU 3A 3ANOYBAHE HA NIEYEHUE C SGLT2 MHXMBUTOPMU (aanarnucnosuH) npu 60MHM Cbe 3axapeH
AwabeT TMn 2 B cny4an Ha KOMBUHUPAHA TEPAMWUA CbC CYNI®AHUNYPEEH MPOAYKT U MET®OPMUH (Heobxoaumo e
Hanu4Me Ha BCUYKU KPUTEPUM):

1 | Now meTa6onuteH koHTpon (HbA:. Haa 7,5% ot nabopatopusi, cepTuduumpana no BHCBOK) 1

HeBb3moxHoCT 3a afeKkBaTHa KOMMNEeHcauusi BBMNPEKW MaKCMMarnHo TorepupaHuTe [o3vM Ha Tekywara

2
KoMBUHVpaHa Tepanus Npunaraxa 3a nocneaHuTe 3 Mecela >

3 | Nunca Ha u3knoYBaLWM KpuTepum no 7. [

T opurvHanHa 6raHKa oT TaboPaTOPHO M3CNEABAHE C MOANUC N Mevar Ha nekaps 1 J13 unu 3asepeHo konve (8 criyyail, Yye e 8nucaHo 8 enukpu3a ¢
OaeHocm do 1 mec. npedu kaHOUGamcmeaHemo He ce usuckea npedcmaesiHe Ha nabopamopHa 6raHka)

2 opuruHanHa 6nakka ot eauH KPBBHO-3aXapeH Npogun € NoHe TPU U3MEPEHN KPBBHW 3axapu C MOCOYEHN YacoBe Ha M3CNEABaHUATA C MOAMNC U
neyar Ha nekaps u J13 unu 3asepeHo konve (s crywal, Ye ca enucaHu e enukpusa ¢ dasHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e
Heobxodumo rnpedcmassHemo Ha 1abopamopHu GnakHKu), KONUe OT PeUEenTypHa KHUKKA UAN Apyra MeAMLMHCKA AOKYMEHTALMS YA0CTOBEpSBaLLA
NPOBEXAAHETO Ha CbOTBETHATA Tepanus, amObynaTopH1 NUCTOBE OT NperfeauTe, yA0CTOBEPSBaLLM BbaHukHanu HIIP

% ambynatopen nnct/ etanua €NuKpM3a oT npernea npu cneuyvanuct/ enukpusa ot BJ13 ¢ AaHHW OT aHamMHe3aTa, COMATUYHMA CTaTyC U OTPa3eHo
Terno n UTM

=
~

VSUCKBAHMA HA H30K NMPU N3OABAHE HA MPOTOKONM 3A IEYEHWE HA 3AXAPEH AVUABET TUM 2 B U3BBHBEONHUYHATA nomMotu -
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. KPUTEPUMU 3A NPOABIMKABAHE HA NEYEHMUE C SGLT2 MHXUBUTOPU (aanarnucnosnn) - (Heo6xoaumo e
Hanu4yme Ha BCUYKU KPUTEPUU):

BraronpusteH ecgekT crieq WeCTMeCeYHO neveHue, YA0CTOBEPEH C HamansisaHe Ha HbArc oT na6opaTtopusi ¢
1 | noHe 0,5% npu MbPBO NPOABIVKEHME U CHIKEHME NPY BCAKO CREABALLO NPOABLIKEHE (Mpu mocmuzaHe Ha HbA+e <
7,0% mo3u kpumepuii He saxu) "2

2 | Nunca Ha yBenu4eHne Ha TEeNecHoTo Termo °

3 | Jlunca Ha xunornukemuy °

4 | I'unca Ha u3knYBalLM KpUTEpUN no 1. [

TopuruHanHu Gnanku ot naGopaTopHi uscneasats Ha HbArc G NOANMC U nevar na nekaps v J13 unn 3aBepeHn KONWs _ akTyanHn ¢ AaBHOCT 40
€AVH MECEL| NPeAn KAaHANAATCTBAHE U OT NpeAXoAHaTa Tepanus npean 6 meceua (& cryval, Ye akmyanHoOmo uscredeaHe e 6nuUCaHo 8 eruKpu3a ¢
daeHocm do 1 mec. npedu KaHAudamcmearemo u/unu uscnedeaHemo npedu 6 Meceya e 8rucaHo & enuKkpusa He e Heobxodumo npedcmassHemo Ha
nabopamopHa 6naHka)

opuruHanHa 6naHka OT MOHE eAWH W3CNeABaH KPLBHO-3aXapeH NPOoUN C MOHE TPU USMEPEHN KPLBHM 3aXapi C MOCOYEHW 4Yacose Ha
M3CrneABaHuaTa ¢ NOANMC U nevat Ha nekapa u J13 unu 3asepeHo konve (s criyyal, Ye ca enucaHu e enukpusa ¢ daeHocm 00 1 mec. npedu
kaHOuGamcmearemo He e Heobxodumo npedcmassiHemo Ha n1abopamopHu 61aHKu)
®amBynatopen nuct wnu etanka envKpusa oT npernej Mpu cneunanuct uaum enukpusa ot BJ13 ¢ AaHHM OT aHamHesaTa, COMaTUYHWS CTaTyc,
0TpaseHo Terno u UTM, KakTo v AaHHYM 3@ NPOTUYAHETO Ha 3a60NABAHETO ClieA 3anoYBaHe Ha NEYEHNETO NMNCaTa Ha XUMOrMUKEMUW; OTpa3sisa ce
aKTyanHoTO Terso Criej LIECTMECEYHO NEYeHNe KakTO W W3XOAHOTO TEerno); 3aAbMKUTENHO Ce OTpassiBa MOPEAHOCTTA Ha MPOABLIKEHUETO Ha
NPOBEXAHOTO A0 MOMEHTa fleyeHne

T. USKINIOYBALLIN KPUTEPUW (npu 3anoyBaHe v Npu NpoAbLIKaBaHe Ha NeyeHneTo)

BonHu cbe 3axapeH guadet un 1

Jlvua noa 18 u Haa 75 rogmwHa Bb3pacT

BpemeHHoCT 1 nakTauus

XpOHU4HO BBBPeyHO 3abonsiBaHe (KPeaTMHUHOB KMMPBHC < 60mi/min)

BonHu cbe saxapeH anabeT TN 2, KOUTO Ce HYXAAsAT OT UHCYFIMHOBO NevyeHne

CepuosHN CTpaHUYHU peakuumn OT NIEYEHUETO

CuctemHo HecnaseaHe Ha neyebHaTa cxema no BUHa Ha 60MHUS, C NpekbcBaHe Noseye oT 3 Meceua

0, O A ORI

3abenexka: nuncara Ha V3KNoYBaLLM KpUTEpUK Ce yA0CTOBEpsiBa C MOANUC Ha CneunanucTa B HacTOALLOTO NPUNOXEHNE.

OTFOBBPR Ha KPUTEPUUTE 3a NIEYEHUETO C  ............ooiiiiininnnnnnnn., B OHEBHA 032  ...........cccov0ninn

noAanuc Ha crneyuanucra:.

V3VNCKBAHWA HA H30K MPU U3LABAHE HA MPOTOKONW 3A NIEYEHUE HA 3AXAPEH INABET TWUM 2 B U3BBHEONHUYHATA nomoul -
B cuna ot 15 maii 2015 roguHa
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NPUNOXEHWE 1B

JINCT 3A ONPERENAHE HA KPUTEPUUTE 3A MPOBEXOAHE HA NEYEHUE C UHKPETUHOBU MUMETULU NPU
BOJTHU CbC 3AXAPEH OWABET TUNM 2

Wwe: [erv [ T T T T T T T T7]

3abenexka: MeduyuHckama dokymeHmayus, ydocmoaepsiealya 8CeKU Om Kpumepuume e MocoyeHa ¢ yugpa e UHAEKC u 3adbIKUMESTHO
npudpyxaea HaCMOAW,0MO MPUSIOKEHUE

A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE C UHKPETUHOB MUMETWUK (ek3eHaTua, eksenatug LAR, nvparnytug
Y NUKCcU3eHaTua) Npu 6oMHM CbC 3axapeH AuabeT Tvn 2 (Heo6X0AMMO € HanMyYMe Ha BCUYKM KpuTepum):

1 | Now meta6onuren koHTpon (HbA1c Haa 7,5% ot nabopaTopus, cepTudmLmpana no GHCBOK ) '

HeBb3MOXHOCT 3a agekBaTHa KOMNEHcaumMs (Y0CTOBEPEHO C KPbBHO-3axapeH npocus), BbNpeks MakcumarnHo
TONepvpaHnTE 03K Ha TekyLyata koMBUHMpaHa Tepanusi* npunaraka sa nocregxuTe 3 Mecela > °

2
3 | Unpekc Ha TenecHaTta Maca (UTM) Hap 35 kg/m *
4
5

Nunca Ha nokasaHus 3a npoBexaaHe Ha fneYeHue ¢ UHCYIUH 5.4

Jlunca Ha cTpaHWYHM eheKTH 1 U3KMIoYBaLLM KpuTepun no T. B
opuruHanta 6naHka ot nabopaTopHo nscneasaqe ¢ NOANMC W NevaT Ha nekaps u J13 unu 3asepeHo konue (6 criyvall, Ye e 6MuCaHo 8 enukpu3a ¢
dasHocm do 1 mec. npedu kaHOudamemeaHemo He ce usuckea npedcmassiHe Ha nabopamopHa Grarka)
2 opruHanha Bnanka ot eauH KPBBHO-3aXapeH NPogun C NoHe TP 3MEPEHN KPBBHU 3axapu C MNOCOYEHW YacoBE Ha M3CMEABAHUATA C MOAMMUC U
nevyart Ha nekaps u JI3 unu 3asepeHo konue (8 cryval, Ye ca enucaHu & enukpusa ¢ 0asHocm do 1 mec. npedu kaHdudamcmeaHemo He e
Heobxodumo npedcmassiHemo Ha nabopamopHu 6naHKu),
KOMWe OT PeLenTypHa KHWKKa Wi Apyra MeauunHcka AOKyMEHTaUnusA yA0CToBepsBaLla NPOBEXAAHETO Ha CbOTBETHATA Tepanusi, aMbynaTopHu
TINCTOBE OT NperneauTe, YA0CToBepsiBaLLN Bb3HuKkHanm HIP
“am6ynatopen nuct/ etanna envkpusa OT npernea npu cneuuanuct/ enukpusa ot BJI3 ¢ AaHHW OT aHamHe3aTa, COMaTWYHWA CTaTyC M OTpaseHo
Terno n UM
*MoA kKoMGUHUpaHa aHTMAMa6eTHa nepopariHa Tepanus ce pasdupa koMBUHALMS MexXay METOPMUH 1 CyndaHnnypeeH NPoAyKT.

B. KPUTEPUU 3A MPOABLIMKABAHE HA NEYEHUE C WHKPETMHOB MWMMETUK (ek3seHaTtua, ekseHatua LAR,
nuparnyTMa U NMKCU3eHaTua) npy GomnHM ce 3axapeH AnabeT TUn 2 (HeO6XOAMMO e Hanu4Me Ha BCUYKU KpUTepum):
BnaronpusaTteH echekT cnea WwecTMeceYHO neyeHune, ya0CTOBEPEH C HamansBaHe Ha HbAs. oT nabopatopus ¢
1 | noHe 1% npu NbPBOTO NPOABIHKEHUE 1 CHKEHUE MPYW BCSIKO CreABallo NPOAbIDKEHUE (Mpu nocmuzaHe Ha HbA .
< 7,0% mo3u kpumepuii He saxu) "

HamansBaHe Ha TenecHoTo Terno ¢ noHe 3% criej MbpeuTe 6 Mecela, NUMCa Ha yBenudyaBaHe Ha TErnoTo npu
nocneasalin Kypcose

3 | KomBuHupaHo neyexne ¢ MeThopMUH, Wunn CynOHUTYPENHN MPOAYKTU B ONTUMAITHU 03U

2

4

4 | Nunca Ha cTPaHWUYHU ePeKTU U U3KMIOYBALUM KpUTEpUM Mo T. B

opuruHanuu 6naHku ot nabopatophu uscneasanus Ha HbA+c ¢ noanuc u nevat Ha nekaps v JI3 Unu 3aBepeHn Konus — akTyanHu C AaBHOCT 40
€AVH MeceL, Npeau KaHAWAATCTBaHe M OT NPeAXOAHaTa Tepanus npean 6 Meceua (8 cryyall, Ye akmyanHomo u3criedsaHe € erucaHo & enuKkpu3a ¢
daeHocm Qo 1 Mec. npedu kaHdudamemeaHemo u/unu uscnedsaHemo npedu 6 Meceya e 6ruCaHo 6 enukpu3sa He e Heobxodumo npedcmaesHemo Ha
nabopamopHa 6riaHKa)

opuriHanHa GnaHka oT eAuH KpPbBHO-3axapeH NPodun C NOHE TPU U3MEPEHN KPBBHU 3axapu C MOCOYEHWU YacoBE Ha W3CNeABaHUATa C NOAMUC 1
neuat Ha nekaps 1 JI3 unu 3aBepeHo konue (e criyvall, ye ca enucaHu & enukpusa ¢ dagHocm Ao 1 mec. npedu kaHAudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha 1abopamopHu braHKu).

* amGynaTopeH UCT /eTanHa enuKpu3a oT npernea Npu cneunanicT/enukpusa ot BJ13 ¢ AaHHN OT aHaMHe3aTa, COMATUIHIS CTaTyc, 0TPa3eHo Terno
v UTM, KaKkTo ¥ AaHHW 33 NpoTu4aHe Ha 3abonsBaHeTo Crej 3anouBaHe Ha NEYEHWETO - OTpassBa Ce aKTyanHOTO TErNo Crej LUECTMECEYHO
neYeHne CNpsMo U3XOAHOTO TErI0); 3aAbIDKUTENHO CE 0TPassABa NOPeAHOCTTa Ha NPOABIMKEHNETO HA NPOBEXAAHOTO 0 MOMEHTA NeyeHune

KOMMe OT peuenTypHa KHWKKaA UK Apyra MeAuLHCKa A0KYMEHTaLVS y40CTOBEPSBALLA MPOBEX/AAHETO HA CLOTBETHATA Tepanus

B. UBKITIOYBALLM KPUTEPUW (npu 3anoyBaHe 1 Npy NpoabmKaBaHe Ha NeYeHneTo)
1. BonHu cbe 3axapeH guabet Tun 1
2. bonHu ¢ TepmuHanHo 6uBpeyHo sabonseaHe Unu TeXKo 6BLOPEYHO yBpexaaHe (KPeaTUHUHOB KIUPBHC < 30
mi/min)
Nuua noa 18 n Haa 75 roguiuHa Bb3pacT
BpemeHHoCT 1 naktauus
BonHu cbe 3axapeH AnabeT Tun 2, KOUTO Ce HYXAAsAT OT MHCYNIMHOBO NEYEHNE.
KomBuHupaHo neueHne Ha nHkpeTuH-6asmpaHa Tepanusi ¢ MErMUTUHUAW UMK MHXUBUTOPW Ha anda-
rniokosuaasara
BornHu ¢ Texko cTomMallHO-4peBHO 3abornsiBaHe
CepurosHu CTPaHWYHU peakLun OT NTEYEHUETO
CuctemHo Hecna3saHe Ha neyebHaTta cxema Mo BuUHa Ha BOMHWS, C NpekbCBaHe noeeye oT 3 MeceLa

ook w

© N

3a6enexka: nuncama Ha u3KmoYsawu Kpumepuu ce ydocmosepsiea ¢ nodnuc Ha crneyuasnucma 8 Hacmosiuomo npunoxexHue.

O'rroaapn Ha KpUTepuuTe 3a JNIeYeHUeTO C ... B AHEeBHa Ao3a ...
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NPUNOXEHWE 1T

NUCT 3A ONPERENSHE HA KPUTEPUUTE 3A NPOBEXOAHE HA NNEYEHUE C AHANTIOFOBU MHCYINWHW MPU
BOJTHU CbC 3AXAPEH OUMABET TUM 2

Hwe: [e] [ [ [ [ [ [ [ [ [ ]

3abenexka: meduyuHckama OOKyMeHmauyus, ydocmoeepsiealya eceku Om KpUmepuume € focodeHa C Uugpa 6 UHOEKC U 3a0biKUMenHo
npudpyxasa HacCMOoAULOMO MPUOKEHUE.

KPUTEPUU 3A 3ANOYBAHEHA NNEYEHUE C AHAINOIrOBU UHCYNUHU

* Kpumepuu 3a 3anoyeaHe Ha fleyeHue ¢ aHanozoeu uHcynunu - 30J1 cnedea da ca nposenu noHe 6 MeceyHo
npedwecmeawo eyeHue ¢ KOH8EHUUOHANHU UHCYNUHU (y@OCMOoeepeHo ¢ Konue om peyenmypHa KHUXKa).

e [lpu npemuHaeaHe KbM aHanoz H30K 3annawa o6wa doza, cbomeemcmeawa Ha unonieaHama 00 MOMeHMa.
Mpu Heobxodumocm om 3anoyeaHe ¢ mno-eucoka 0osa Oa ce npedcmasu 3adbLi6oyeHa MeOUUUHCKA
apayMeHmauyusi 3a moea.

e [lpu nayuenmu c HasHa4yeHa mepanus € 4Yyx6uHa da ce npedcmaesim meduyuHcku dokymeHmu ¢ dagHocm 9o 6
Mmeceya npedu kaHOudamcmeake.

e [lpu 6pemeHHoCM He ce Hanaza ekcriepmu3a npu npemuHaeaHe om 6Lp3odelicmeawy aHanozo0e uHcynuH Insulin
glulisine Ha dpyz 6bp3odeiicmeaw; uHcynuH Insulin Lispo unu Insulin Aspart u om dbnzodeiicmeauw; aHanozoe
uHcynuH Insulin glargine kM dpy2 Obnzodelicmeauy aHanozoe uHcynuH Insulin detemir.

A. KPUTEPWUMN 3A NPEMUHABAHE OT KOHBEHLIMOHAJIEH B bP30OAENCTBALL MHCYNUH HA BbP30AENCTBALL
WHCYNIMHOB AHAINOI UMK OT EAWH BbP30AENCTBALL UHCYIMHOB AHAMOI HA [PYI (Heo6X0oAMMO e Hanuuue Ha
NoHe TP OT KpUTEpUUTE)

1 | Now meTtaGonuteH kontpon (HbA:; Hag 9%, oT nabopaTopusi, cepTuduLMpaHa no BHCBOK) '

HeBB3MOXHOCT 3a oBnagsiBaHe Ha MOCTNPaHAMANHUTE XUMEPrAWKEMUM C  KOHBEHLMOHANeH
2 Gbpaogemcmau.( VIHCYyNWH unu c npunaraHus GbpsogencTsall aHanor (yAOCTOBEpEHO C KpbBHO-3axapeH
npod:mn)

3 | YecTn AHEBHM XUMOIMUKEMUMU 3

4 | 3aTnucTABanHe (UTM Hag 30 kr/m?)

opuruHanHa 6naxka ot 1abopaTopHo W3CNeABaHE C NOANUC U Nevat Ha nekaps v J13 unv 3aBepeHo Konue (8 cryyall, Ye e nucaHo & enukpu3a ¢
dasHocm do 1 mec. npedu KaHAudamcmeaHemo He e Heo6Xx0dUMO pedcmassiHemo Ha abopamopHa 6raHKa).
2 opuruHanHa Gnanka ot KPBBHO-3aXapeH NPoMUN C NOHe TPU U3MEPEHN KPBBHI 3aXapyu C NOCOYEHM YAacOBE Ha U3CNEABAHUSTA (OT KOUTO EAHOTO
uscneasaHe 3aAb/KUTENHO Aa e 2 Yaca Cfied XpaHeHe) C NOANUC W neyaT Ha nekapsi v JI3 unu 3aBepeHo Konwe (8 criyvall, Ye ca enucaHu e
enukpusa ¢ dasHocm do 1 mMec. npedu kaHOUdamemeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHu 6naHKu)

, AHEBHUIK 33 CaMOKOHTPON Ha 6onHuA, 3aBepeH OT NeKyBaLLns eHA0KPUHONOT (MpuroxeHue 4)

* amMBynaToper nMCT/ eTanHa envkpUsa oT Npernea Npu cneunanueT/ unin enukpuaa ot BJI3 ¢ AaHHM OT aHamMHesaTa, COMaTUYHIUA CTaTyC U OTPa3eHo
Terno, psct u UTM

B. KPUTEPUMU 3A MPEMUHABAHE OT KOHBEHLUMOHANHA WHCYJIMHOBA CMEC HA UHCYNIUHOBA AHANOIOBA
CMEC U OT EOHA AHAJIOFOBA CMEC HA [PYFA (3agbimkuTerieH € KPUTEpMiA 2 Nioc MoHe ABa OT ocTaHanuTte
Kputepum)

1 | Jlow meta6onurten koHtpon (HbA:c Hag 9%oT nabopatopusi, ceptuculmpara no BHCBOK) !

HeBbGMO)KHOCT 3a oBnagsBaHe Ha nocmpannuanﬂme XUNepriMKkeMmn C KOHBEHLUWMOHAaNHU MHCYNUHOBU

2
cmecn’ unm ¢ npunaraHara MHCynMHoBa aHanorosa cvec ?

3 | Hanunune Ha yecTu XxunornvkeMum (ﬂHEBHM/HOI.I.lHVI)

4 | 3atnucTasane (UTM Hag 30 kr/m?) *

opuruHanHa 6nanka ot nabopaTopHo U3crneABaHe C NOANUC U Nevat Ha nekaps v J13 unu 3aBepeHo konue (6 criyyall, Ye e enucaHo & enukpusa ¢
dasHocm do 1 mec. npedu kaHOudamcmeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHa 6r1aHKa).

opuriHanHa BnaHka oT KpbBHO-3axapeH NPocdun C NoHe TPU U3MEPEHU KPLBHYU 3axapy C MOCOYEHU YaCOBE Ha W3cneaBaHusTa (OT KOUTO eAHOTO
u3crneABaHe 3aAbNKUTENHO Aa € 2 vaca Criea xpaHeHe) C MOANMUC M nevaT Ha nekapsi v J13 unu 3aBepeHo Konue (& criywall, Yye ca enucaHu
enukpusa ¢ 0asHocm 9o 1 mec. npedu kaHdudamemeaHemo He e HeobxoduMo pedcmassiHemo Ha nabopamopHu 6naHKu)

AHEBHUK 32 CAMOKOHTPOJ Ha G0MHUA, 3aBepeH OT NnekyBaLUA eHAOKPUHONOT (MpuoxeHue 4)

amBynaTopeH NUCT WnW eTanHa enukpusa oT Npernes Npu CeuuanucT unu enukpusa ot BJI3 ¢ aaHHM OT aHamHesaTa, cCoMaTUyHUs CTaTyC u
0TpaseHo Terno, puer n UTM
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NPUNOXEHWE 1T

B. KPUTEPUM 3A MPEMWHABAHE OT BA3AJIEH YOBELLUKU WMHCYNUH HA ObNrOOENUCTBALL UHCYNUHOB
AHANOI UMW OT EAMH OBIFTOAENCTBALL MHCYNIMHOB AHAINOI HA APYT (Heo6xoAaWMo € Hanuuve Ha MoHe Tpu oT
Kputepuure)

Tow meTaGonuTeH koHTpon (HbA:. Hag 9% oT nabopatopus, cepTuduumpara no GHCBOK)
KpbBHa 3axap CyTpuH Ha rmagHo Hag 10.0 mmol/l
Hanuume Ha YeCTU HOLYHM XMMOFTTUKEMUM
4 | 3atnberaBane (UTM Hag 30 kr/m’) *
opuruHanHa 6naHka oT nabopaTopHO U3CNeABaHe C NOANUC U neyat Ha nekaps 1 J13 unu 3aBepeHo Konue (8 criyyal, Ye e 8nucaHo & enukpu3a ¢
dasHocm do 1 mec. npedu kaHOudamcmeaHemo He e Heobxodumo rpedcmassiHemo Ha nabopamopHa 6naHKa).
2 opuriHanHa 6nakHka oT eUH KPLBHO-3aXapeH NPOUN C NMOHE TP UIMEPEHN KPBBHU 3aXapl C MOCOYEHN YaCOBE HA WICTIEABAHUSTA C MOAMUC 1
neyat Ha nekaps u J13 unn 3aBepeHo Konue (8 criywad, ye ca enucaHu & erukpusa ¢ OasHocm Jo 1 mec. npedu kaHdudamcmeaHemo He e
geonoc?umo npedcmassiHemo Ha nabopamopHu braHKu).

AHEBHUK 32 CAMOKOHTPO Ha GONHUSA, 3aBEPEH OT NIeKyBaLLVUS €HAOKPUHONOT (MpunoxXeHue 4)
4 amBynaTopeH NUCT/ eTanHa enukpU3a oT NPETes NPM CIEUMANNCT/ WM enukpu3a oT BJ13 C AaHHM OT aHaMHe3aTa, COMATUUHUA CTATYC U OTPa3eHo
Terno, pxeT u UTM

WIN =

. KPUTEPUN 3A NMPEMUHABAHE OT BA3AJIEH YOBELLUKW MHCYIIMH HA OBbNrOAENCTBALL MHCYNUMHOB
AHANOr UnNu OT EAWUH OBNrOAEUCTBALL UHCYIIMHOB AHANOI HA OPYr B PAMKUTE HA WHTE3U®ULUPAHO
WHCYJIMHOBO JIEYEHUE (Heo6xoauMo e Hanuuue Ha noHe ABa OT KpUTepuuTe):

1 | Now meTa6onuten koHTpon (HbA1. Hag 9% oT nabopatopus, cepTucnumpara no BHCBOK) |
2 | KpbBHa 3axap cyTpUH Ha rmagHo Hag 10.0 mmol/l

3 | Hannuue Ha HOWHM XUNnornukeMum

opuruHanHa 6naHka ot NaGopaTopHO U3CNeABaHE C NOANUC U NeyaT Ha nekaps u J13 unu 3aBepeHo konve (e criyyal, Ye e 8nucaHo & enukpusa ¢
daeHocm do 1 mec. npedu kaHOudamcmeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHa braHka).

2 opuruHanHa 6naHka OT EAUH KPLBHO-3aXapeH NPOUN C NMOHE TP UIMEPEHN KDBBHI 3aXapu C MOCOYEHN YaCOBE HA UICTIEABAHUSTA C MOANUC M
neyat Ha nekapsi u J13 unu 3aBepeHo konve (8 criywal, Ye ca enucaHu & enukpusa ¢ dasHocm 0o 1 mec. mpedu kaHOudamcmeaHemo He e
Heobxo0umo npedcmassiHemo Ha f1labopamopHU bnaHKu).

[HEBHUK 32 CAMOKOHTPON Ha GOMHUS, 3aBEepeH OT NeKyBaLLVMS HAOKPUHOMOT (MpuioxXeHue 4)

0. KPUTEPUUN 3A NMPEMUHABAHE OT EOWH BUO AHAJIOTOBA CXEMA HA OPYI BULO AHAJNIOTOBA CXEMA
(He06X0AMMO € HaNMYMeTo U Ha ABaTa KpuTepus):

Now meta6GonuteH koHTpon (HbA:. Hag 9 % ot nabopatopus, ceptuduumpara no BHCBOK) n nunca Ha
1 | npomsiHa Ha HbA1c, unu nosuwernne Ha HbA1c unu cHuxenne Ha HbA1c ¢ nop 0.5% cnea npoeeaeHo 6
MECEYHO NEYEHNE C NpexoHaTa aHanorosa cxema, AokasaHo ot nabopatopusi, ceptuduumparna no BHCBOK 1

2 | Hannuve Ha YecT XMNornukKeMum (AHeBHU/HOLIHK)

TopurMHanHmu GnaHku oT NabopaTopHy u3cneasaHus Ha HDA+c C NOANKMC 1 nevar Ha nexaps v J13 Unu 3aBEPEHU KOMWA — aKTYanHo C AABHOCT 40
©AWH Mecel| NPean KaHAWAATCTBAHE W OT MPEeAXOAHATa aHaoroBa Cxema npes nocrnejHute 6 mMeceua (8 cryval, Ye akmyanHomo uscnedsare e
enucaHo e ernukpuda ¢ dasHocm do 1 mec. npedu kaHOudamcmeaHemo u/unu uscriedsaHemo npedu 6 meceua e enucaHo 8 enukpusa He e
Heobxodumo npedcmassiHemo Ha nabopamopHa 6naHka)

21HEBHYIK 33 CAMOKOHTPON Ha BONHIAS, 3aBEPEH OT JIEKYBALLUS EHAOKPUHOSOT (MPUNOXeHNe 4)

oTI'OEapH Ha KPpUTEPUUTE 3a NTIEYEHUETO C ...iiiiiiiinnaanns B AHeBHa Ao3a ...
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NPUNOXEHUE 2
1. NEYEBHO-ANATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHUW MNPOAYKTHU, skntouenu B Mpunoxenue 1 Ha MNJ1C, kouto H3OK 3annalla B cCbOTBETCTBME C
[leficTBalLNTE HOPMATUBHU [OKYMEHTH.

2. NO3UPAHE:
Sitagliptin — [Jozata e 100 mg eavH NbT AHEBHO. [lo3aTa Ha METHOPMUH He TpsibBa Aa Ce MPOMEHS, KOraTo ce npunara Cbe
cutarnunTuH. KoraTo ce uanonasa B koMGUHaLMsi Cbe cyndaHunypes, Moxe Ja ce 0BMUCM No-Hucka fo3a cyndaHunypes, 3a aa
Ce Hamanu puUcKbT OT XUMNOrMUKEMUS.
Vildagliptin — KoraTo ce npunara B kombuHauus ¢ MeTchopMUH, NpenopbyBaHaTa 4o3a Ha BungarnuntuH e 100 mg,
npunoxeHa kaTto egHa osa ot 50 mg cyTpuH 1 eaHa Ao3a oT 50 mg Beyep. KoraTo ce npunara B koMGuHaLms cbe
cynchaHunypeeH npoaykT, NnpenopbYBaHaTta [103a Ha BUNAarnunTuH e 50 mg BeiHbX AHEBHO.
Saxagliptin — lNpenopbyutenHarta 03a e 5 mg BeAHbX AHEBHO NO BCSKO BPEME Ha [eHs.
Linagliptin — [Josata e 5 mg eauH nbT AHeBHO. [lo3aTa Ha MeTdopMmuH He TpsibBa fa ce NPOMeHs, KaTo ce npunara
©[JHOBPEMEHHO C NMuHarnunTuH. KoraTo ce uanonsea B koMGWHALMS CbC CynidaHunypesi, Moxe Ja ce obMUCnu no-HUcka fosa
cyncaHunypes, 3a Aa ce Hamani pUCKbT OT XMMOTIMKEMUS.
Dapaglifiozin — lNpenopbuntenHata Ao3a e 10 mg eauH MbT AHEBHO.
Exenatide — JleyeHneTto Tpabsa aa ce 3anoyHe ¢ 5 Ug ekseHaTwa, npunaraHn Asa NbTu AHEBHO B NPOAbIDKEHUE HA NOHE eauH
mecell, 3a Aa ce noao6pu noHocumocTTa. Crie ToBa o3aTta Ha ek3eHaTui MoXe Aa ce yeenuuu Ha 10 g ABa NbTu AHEBHO C Lien
no-HaTaTbLUHO NO0OPsBaHE Ha rMUKeMUYHUs KoHTpon. Exenatide Lar ce npunara kato NoKoXHa UHXEKLUS BEOHBX CeIMUYHO B
€AVH 1 CbLUM AeH BCsika ceaAMuLa B Kopema, 6eApoTo Unn 3aHaTa YacT Ha PaMoTo.
Liraglutide — Jle4eHveTo TpsibBa fa 3anouHe ¢ gosa 0,6 mg, npunaraHa BeAHbX JHEBHO B MPOABLIKEHWE HA HaW-Manko eaHa
ceamuua. Cnep ToBa gosaTa ce yBenuyasa Ha 1,2 mg BeAHBX AHEBHO C LiEN Mo-HaTaTbWHO NoaobpsiBaHe Ha MMUKEMWUYHUS
KOHTpOn. Jluparnytua ce npunara BeAHbLX JAHEBHO B MPOM3BONIEH Yac, HE3aBUCKMMO OT pexvmMa Ha xpaHeHe. He ce mpenopbysa
[AHeBHaTa A03a Aa Hagsuwasa 1,8 mg.
Lixisenatide — MNpunoxexueto 3anoysa ¢ 10 pg BeaHbX AHEBHO 3a 14 guu. Moaabpxawa fosa: oT 15-us [eH HaTaTbk ce
3anoyea C ukcrpana noaabpKaiia gosa ot 20 pg BeAHbX AHeBHO. [Jo3ata e 20 mcg eiuH NbT AHEBHO. [lo3aTa Ha MeT(OPMUH
MOXe fAa He ce MpOMeHs, KaTo ce mpurara €AHOBPEMEHHO C nukcuseHatwi. Korato ce usnonssa B KoMBuHauus cbe
cyncanunypes, Moxe a ce obmucnu no-Hucka Aosa cyndaHunypes, 3a Aa ce Hamanu PUCKbT OT XUMOTTIMKEMUSI.

3a6enexka: H30K 3annawa do3u do DDD.
WncynurHoeo neverue - [loavpoBkaTa TpsbBa Aa ce onpefens oT nekap cbobpasHo HyXAUTEe Ha NauueHTa u ce cbobpassiBa ¢
BUAA Ha WHCYNIUHA, CKOPOCTTa Ha HAacTbMBaHe Ha edekTa U NPOABLIKUTENHOCTTA Ha AEICTBUETO.

3. NPOCNEAABAHE — cbrnacHo kpaTkuTe XxapakTepucTUKW Ha NekapCTBEHUTE NPOAYKTU:

INN ey L MPEQV 3AMOYBAHE * KOHTPON - Ha 6 mec.*
HbA1. ot nabopatopus, HbAc oT naGopatopus,
SITAGLIPTIN Heagg nfzgga}asn::am cepTuduumpana no BHCBOK, cepTuduumpana no EHCBOK,
; i KPbBHO-3axapeH npogun KpbBHO-3axapeH npogun
He ce npunaza oo 18 HbAc oT nabGopaTopus, '
VILDAGLIPTIN 200. ceptudmumpara no BHCBOK, ce '::g‘l: ?AT E:S%TTE?(?S’OK
KpBbBHO-3axapeH npocun P uvp b
KPBbBHO-3axapeH npocun
HbA1; oT nabopatopus, HbA+. oT naGoparopus,
SAXAGLIPTIN He-egg ?Zggz%n;:om cepTuduumpana no BHCBOK, cepTtuduumpana no BHCBOK,
5 3 KpbBHO-3axapeH npogun KPbBHO-3axapeH npogun
HbA+c oT nabopatopusi, HbA+; oT naGopatopus,
LINAGLIPTIN He co IPAEE godiis ceptuchuuypara no BHCBOK, cepticuupara no BHCBOK,
) KpbBHO-3axapeH npodun KPbBHO-3axapeH npogun
HbA1. ot nabopatopwsi, HbA+. oT naboparopusi,
DAPAGLIFLOZIN | e 08 nbunaca 1100 15 ceptuchuumpana no BHCBOK, cepTicuLMpana no BHCBOK,
) ) KpbBHO-3axapeH npodun KpbBHO-3axapeH npocun
HbA1. oT nabopatopusi, HbA1. ot nabopatopus,
EXENATIDE He oo ”55’;33;5”3‘?678 cepTvcuupana no BHCBOK, ceptvcuLypana o BHCBOK,
i i KpbBHO-3axapeH npodun KPbBHO-3axapeH npogun
HbA1. ot nabopatopus, HbA+ oT nabopaTopus,
LIRAGLUTIDE ks nizggz;;:oodw cepTucbuumpana no BHCBOK, cepTucbuumpana no BHCBOK,
i i KpbBHO-3axapeH npocun KpbBHO-3axapeH npocun
HbA1; oT nabopatopws, HbA1. oT nabopatopus,
LIXISENATIDE Heegg nfsgga;;;:aw cepTtuchuumpana no BHCBOK, cepTudurumpana no BHCBOK,
i . KpBbBHO-3axapeH npodun KpbBHO-3axapeH npocun

* MocouyeHnTe 3cneABaHns ca 3afbIXUTENHU. NPEACTaBAT Ce Ha OpUrMHanHa nabopaTtopHa GnaHka unu 3asepeHo konve. B cnyyail, Ye ca BNCaHy B envkpuaa ¢
AABHOCT 40 1 Mecel 40 AaTaTa Ha U3AaBaHe Ha NPOTOKONa He & HEOGXOANMO NPEACTaBAHETO Ha NabopaTopHu Gnaxku.

** CbrnacHo uHdgopmaums 3a npoaykra 26/03/2010 Galvus-H-C-771-11-07 (0GHoBeHa Ha 27 anpun 2010 r.) — npu cToiiHocTu Ha ASAT u ALAT Tpu nbTu Hag
ropHata pe)epeHTHa rpaHuLa neveHue ¢ BUNAATIMNTUH HEe Ce 3anoYBa MNW Ce CMWPa ako B XOOAa HA NEYEHWETO Ce YCTAaHOBAT TakuBa NabopaTopHu
NpOMeHu.
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B
INN ke MPEQV 3ANOYBAHE* KOHTPOJ - Ha 6 mecewa*
INSULIN HUMAN - KPbBHO-3axapeH npocun KPbBHO-3axapeH npocun
HbA1: ot nabopatopus, HbA+; oT naGoparopus,
INSULIN LISPRO - cepTuduumpana no BHCBOK, ceptucuumpana no BHCBOK, kpbBHO-
KPBbBHO-3axapeH npocun 3axapeH npodun
He ce npusnaza npu
gg;g 0%%%5;32;’%; z: HbA1. oT nabopatopusi, HbA1. oT naboparopus,
INSULIN ASPART npunaza npu nut}a 109 cepTuduumpana no BHCBOK, ceptuduumpana no BHCBOK, kpbBHO-
10 200uHU — 38 KPpBbBHO-3axapeH npocun 3axapeH npocun
Mukcmypa
INSULIN HbA+. oT nabopatopus, HbA1c oT nabopatopus,
GLULISINE :55::5;’;6:;7]25 ceptuduumpana no BHCBOK, cepTuduumpana no BHCBOK, kpbBHO-
KpbBHO-3axapeH npodgun 3axapeH npogun
HbA+. oT naboparopus, HbA1. oT nabopatopus,
GT:I;JCI;II:E ;5;::5;’;6::0225 ceptuduumpana no BHCBOK, cepTtuduumpana no BHCBOK, kpbBHO-
KpbBHO-3axapeH npocun 3axapeH npocun
HbA1. ot nabopatopus, HbA1. oT nabopatopus
INSULIN ,
DETEMIR Zi:;:g;’ga;:amz ceptudmumpana no BHCBOK, ceptuduumpana no BHCBOK, kpbBHO-
KpbBHO-3axapeH npodun 3axapeH npocun

* MocoyeHnTe U3cNeABaHUA Ca 3aALIIKUTENHN C AABHOCT A0 eAuH Mecew. TNPeACTaBsT Ce Ha OpUTVHaNHa NabopaTopHa GnaHka unn 3asepeHo Konue. B cryJai,
4e Ca BNUCaHW B ENUKpU3a C AABHOCT 40 1 MeC. A0 AaTaTa Ha U3AaBaHe Ha NPOTOoKoNa He e HeOGXOANMO NPEACTaBAHETO Ha NabopaTopHu BnaHku

Il. OBLUWN UBUCKBAHUA

1. B'bapac'rosara rpaHvua ce M34yucnsiea B HaBbPLUEHW TOAUHU - T.€. BKIIOYUTENTHO KbM AaTaTa Ha u3gasaHe Ha npoTokona oT
crneyuanunaupaHaTta KOMUCus.

2. |-|pI/I HasHa4yaBaHe Ha Tepanus rno NPOTOKOM 3aAbIMKUTENHO ce C‘b06pa3ﬂBaT Bb3pacToBUTE OrpaHUYeHuns, CbrnacHo KpaTtkaTta
XapaKTepucTuka Ha CbOTBETHWUSA NekapcTBeH NPOAYKT, yTBbPAEHa Mo peaa Ha 3MMXM.

3. H3OK He 3annalla neYeHne U3BbH ykazaHaTa Bb3pacToBa rpaHuLa B KpatkaTa XxapakTepucTuka Ha NpoaykTa.

4. H30K He 3annallja neyeHune ¢ 4031 Ha/j, MakCUMAIHO Pa3peLLEHUTE Mo KpaTka XapakTepucTuka Ha NpoaykTa.

5. B cnyvait Ha HacTbnuna NoAo3npaHa HexenaHa nekapcTBeHa peakuusl, nekapst ysegomsisa WAJ no pega Ha un. 183 ot
3JIMXM. Konue oT cbobLleHneTo ce npunara kM MeanLMHckaTa AokyMmeHTauust Ha 30J1 npu kaHAMAATCTBaHE 3a NeveHue.

6. MPU CMNEUMATIUCTA, curn. un. 158 B, 1. 1 ot HP[] 3a meauumHckute aenHoctu 2015 r. (o6H. B 6p. 6 ot 23.01.20151.),
Ha 30]'1, Ha KOMTO ca M3AaBaHM MPOTOKONM MO pefa Ha HacTosIWUTE M3UCKBaHUA, credBa da ce npunarat BCUYKK
HeOGXOHMMM AOKYMEHTU KaTto: aMﬁyﬂaTODHMTe nucToBE OT U3BBPLUEHUTE npernegu, BTOPUAT eK3eMnnsap OoT u3gageHuTe
MPOTOKOMNK, KOMWsi OT EnUKpUsW, eKCNepTHU CTaHoBMUlA U APYr OOKYMEHTU, KOUTO cCa OCHOBaHWe 3a usgasaHe Ha npoTokon,
BCUYKM M3NCKBALLWM Ce u3crneaBaHusi, konue ot npunoxenue 1A/ 1B/ 1B/ 1T Ha HacTosLUTE M3UCKBAHUS MOMLIHEHO MO
CbOTBEeTHaTa To4Ka, NoAnNucaHo oT cneynanucra, u3gan npoTokona.

H3OK 3annawa crnegHuTe KOMOUMHALMKU OT MEeAUKAMEHTHU
npu 3axapeH guabet Tun 2
e WHCYnuH (YOBELIKN MHCYMMHN U UHCYNIMHOBM aHarno3u) B KOMGMHaLUMs ¢ METOPMUH
e [lo Tpu feKapcTBeHU MPOAYKTa OT CrieAHWUTE rpynu — MeTOPMUH, CyndaHUNypenHn NeKapcTBEHU NPOAYKTH,
anda-rnoKko3naasHu UHXMOUTOPU, MEFMUTUHUAN
e DPP-4 uHxubutop ¢ MeThOpMUH
e DPP-4 uHxn6utop che cyridpaHunypeeH nekapcTBeH NPoAyKT (6e3 NMHArnUNTUH)
e DPP-4 uHXmbutop ¢ MEeTOPMUH U cynhaHUnypeeH neKkapcTBEH MPOAYKT (3a CUTArnunTUH, BUMAATTUNTUH,
CaKCarnunTUH U NIMHArMUNTUH)
e  ExseHatup/EkseHatupn LAR/JIuparnytup/fllukcuseHatma B KOMOMHaUuMsi ¢ MeTOPMMH U CyndaHunypeeH
neKapcTBeH NpPoAyKT
HanarnucnosunH c meThopMuH
Lanarnucnosund cke cyndaHnnypeeH nekapcTBeH NpoayKT
HanarnucnosuH ¢ MeTpopMuH U CyrnhaHUNypeeH NeKapcTBEH NPOoAyKT
Janumet B kom6uHauus ¢ MeTchopMuUH M cyndaHunypeeH nekapcTBeH NPOAYKT
Eucreas B KOMGMHaLMsi C METPOPMUH U CyripaHUITyPEEH NEeKapCTBEH NPOAYKT
* Komboglyze B KOMGUHaUMsi ¢ METPOPMUH U CyrichaHUNYypeeH NeKapcTBeH NPOAYKT
e Jentadueto B koM6MHauUMsA ¢ MeTOOPMUH U CyncbaHUNypeeH NekapcTBEH MPOAYKT

3a6enexka: Yyactueto Ha 30J1 B KITMHUYHM NPOYYBaHUs He MPOMEHsi HeOGXOAUMOCTTa OT Crna3BaHe Ha U3uckBaHusTa Ha H30K npu
npoBexaaHe Ha fieyeHne Ha 3axapeH AuabeT Tvn 2 B M3BBLHGOMHUYHATA NOMOLL,.

Hacmoswume usuckeaHusi ca paspabomeHu Ha OCHog8aHue 4i. 56 om HauuoHaneH pamkoe 002080p 3a MeJUUUHCKUME
deliHocmu 3a 2015 200uHa (06H., [B, 6p. 6 om 23.01.2015 2.) u enuzam e cuna om 15 maii 2015 2., ceanacHo un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 . 3a ycniosusima u peda 3a 3annawaHe Ha nekapcmeHu npodykmu no 4n. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npodykmu 8 XymaHHama meduyuHa, Ha MeOuUUHCKU u3denus u OUemuYyHU XpaHu 3a CreyuanHu
MmeduyuHcKu uenu (06H., B, 6p. 31 om 2007 z.).

)
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NPUNOXEHWE 3

AEKNAPALMA 3A UHOOPMUPAHO CBIMMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOOBIMKABAHE HA
JNIEHEHUETO C NEKAPCTBEHUA MPOAYKT

crnej KaTo Ce 3arnosHax C usnara M1 npefocTtaseHa MHGopMaums v LienTa Ha NeYEHUETO C fekapcTBeHus
NPOAYKT....... FE IR S ot il reeeeseeneeessesesnsssassesessnnresessones B8 1 crief kaTo nomny4yux u3depnaTenHn oTroBopy Ha
NoCTaBeHWUTE OT MeH BbMPOCU, AeKknapupam ye:
1. Llle cnaseam npenopbyaHaTa Mi CXeMa Ha NeYeHNe 1 NEPUOANYHOCT Ha KOHTPONHUTE Nperneau.
2. PepoBHO Le Ce fBSBaM Ha KOHTPOIHY NPErneau 1 Hama 4a NPOMEHSIM CAMOBOSHO UMW MOA APYrO BHYLLEHWe
HasHayeHaTa My Tepanusi.
3. [pu npeycTaHoBsBaHe Ha NEYEHWNETO MO MPULHUHU, HEMPOU3TUYALLM OT peLLeHneTo Ha KomucusTa 3a
ekcneptuan B P30K n/unu Komucusita no un. 78, 1.2 ot 330, wwe yBefomsi He3abaBHO IndHus cu nekap n P3OK
v Wwe BbpHa B P3OK nocneaHusi NpoToKon, Mo KOWTo CbM Mosy4aBar/a nekapcTBeHUs NPOAYKT.
4. Tlpu HecnaseaHe Ha NOCOYEHUTE YCOBUS NIEYEHNETO MU C YNIOMEHATUSI NEKAPCTBEH NPOAYKT We 6bae

npekpaTeHo U HaAMa Aa umam npeteHuun kbm H30K.
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NPUNOXEHWE 4
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Heobxodumo e da ce ombersizsa 8csika rpomsiHa 6 dozama u/ unu euda Ha UHCYIUHa.

B kornora ,3abenexka’” ce enuceam eCuyKu CbCMOSIHUSI, KOUMO Mo2am Oa Moernusisim Ha pe3ynimamume om mecmogeme (3abonsieaHus, MPOMeHU
& duemama, cmpecosu cumyayuu, HeobuyaiiHo Hamoeapsare u dp.)

HaHacsim ce daHHUMe om rposedeHume usMepsaHus Ha KpbeHama 3axap, Kamo ca 3adb/KUMENHU ToHe decem u3MepeaHus Ha KpbeHama
3axap npe3 nocrnedHusi mecey npedu kaHAudamcmeaHemo.

.uHeBHVIK'I:T 32 CAMOKOHTPOJ1 € 3aBepeH OT:

K 15
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MpoTokoNbT ce W3aaBa OT CREUMAnNUCT C KOA Ha cneuuanHoct 05 (eHAoKpuHororusi u Gomect Ha obmsHara),
ckniouun aorosop ¢ H30K unu oT cneuuanuauvpana KOMUCHS B neveGHU 3aBefieHMs, CKIIOYMNM Aorosop ¢ H3OK.
CneuuanusvmpaHuTe KOMMCUM CE Cb3/laBaT CbC 3aroBes Ha AMUpeKTopa Ha neyebHOTO 3aBefeHue (J13) — knuHuKal/oTaeneHue

Nno eHAOKPUHOMorus.

. 1. PEQ 3A 3ABEPABAHE HA MPOTOKOJIMTE - UHKPETUH BA3UPAHA TEPAMWA W TEPAMWUA C SGLT2

WHXUBUTOPU

N3NCKBAHUA HA H30K
NPU U3OABAHE HA MPOTOKOJIN 3A NEYEHUE HA
3AXAPEH OVABET TUM 2

MpoTokonu 3a 3ano4BaHe u npoabmkaBaHe Ha Tepanusita

cneuuanucT, ckioumn
norosop ¢ H30K

=AMOynaTopeH nucT/ eTanHa enuKpu3a OT NocneaHus npernea/ unu
enukpusa ot BJI3 ¢ npunoxeHn BCUYKM HEOBXOAWMM nokasaTenn u
13cresBaHus no npunoxexHune 2

=MonbnHeHo 1 noanucaHo npunoxenue 1 (1A, 16 unu 1B) — nucT 3a
ornpefensHe Ha KpUTEpPUUTE C BCUYKU HEOBXOANMM M3CreaBaHms
=‘[lpoTokoNn 3a nNpeanucBaHe Ha nekapcTsa, 3annaljaHu oT
H3OK/P30OK” — 06p. M3-H30K

Komucus 3a
eKcnepTusu B
P30K

wnu

cneuuanusvpana
KoMucus

=EKCNepTHO  CTaHOBMWE C SICHA MEeAWUMHCKAE  MOTMBaLMS
(3aABMKUTENHO Ce 0TOEens3Bsa nunca Ha U3KIMKYBALLW KPUTEPUK)
=Enukpusa ot BJI3 C npunoxeHn BCUYKN HEOBXOaMMM mokasatenu u
uacneasaHus no NpunoxeHue 2

= [MonbnHeHo n nognucaso npunoxexue 1 (1A, 16 unu 1B) — nuct 3a
onpe/iensHe Ha KPUTepUUTe C BCUYKN HeoBXo4UMI n3cneaBaHns
=‘[lpoToKkON 3a npeanucBaHe Ha neKkapcTea, 3annawjaHu ot
H3OK/P3OK" - o6p. M3 -H3OK (noagnucaH OT uneHoBeTe Ha
KomucusiTa)
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I. 2. PEQl 3A 3ABEPABAHE HA MPOTOKOSUTE — NEYEHUE C AHANOIOBU UHCYITUHU

MpoTokonu 3a NnpoAbMkaBaHe Ha TepanusiTa C aHanorosu WHCYNNHN

cnewuuanuet, cknouun
porosop ¢ H30K

fosata
sAMGynaTopeH nmucT/eTanHa enuKpu3a C BCUYKM

Heobxoaumn  uacnesBaHusi cbobpasHo Ta6n. 1
(npunoxeHue 2)

=“[lpoTokon 3a npegnucBaHe Ha  NekapcTea,
3annawanu ot H30K/P30OK” — 06p. M3-H30K

crneuvanucT, CKIlYun =‘[l[poTokon 3a npegnucBaHe Ha  NeKapcTea, .| 3aBepkaB
noroeop ¢ H30K > | aannawanm ot H3OK/P30K" — 06p. M3-H30K 7| P30K
MpoTokonu 3a noBuMIIaBaHe Ha o6LaTa [o3a aHaNoroBu UHCYNUHU Hag 80 1U
=CTaHOBMLWE OT eHJOKPUHOMOra C sicHa MeAWLMHCKa
MOTMBaLMA 3a HeobxoAauMocTTa OT yBenuuaBaHe Ha
Komucus 3a

eKCrnepTusu B
P30K

3aBepka B
P30K

ﬂpm’oxonm 3a 3arno4ysaHe Ha Tepanusi C aHaroroBu UHCYNUHU Npu:
' npeMuHaBaHe OT KOHBEHLMOHAIHWN MHCYITUHWU KbM 8Hanoroeu UHCYNHU
&l CMsiHa Ha €4VH OT NpunaraHnTe KOHBEHLMOHAmNHN UHCYNWHWN C aHanoroB npu 3anassaHe Ha apyrusi npunarad
KOHBEHLIMOHANEH WHCYNUH

cneuuanucT, ckiouun
porosop ¢ H30K

wnn

cneyuanusvpaHa Komucus

—

=AmGynaTopeH nuct/eTanHa enuKpu3a UNuM enukpusa
ot BJ13 ¢ BCuukn HeobxoauMK uscriefBaHusi CboBpa3Ho
Tabn. 1 (npunoxetue 2)

=[onbnHEHO 1 NoANUCaHO Npurnoxenue 1

=“[lpoTokon 3a npeanucBaHe Ha MekapcTea, 3annalaHu
ot H30K/P3OK” — 06p. M3-H30K

Komucus 3a
eKcnepTUsm

=EKCcnepTHO CTaHOBMLIE C siCHA MEAULIMHCKA MOTUBALMS
3a HeoOXoAMMOCTTa OT 3arno4BaHe Ha Tepanus C
aHanoroBn UHCYNUHN

=Enukpusza ot BJ13 ¢ Bcuuku Heobxoammu mscrneasaHus
cbobpasHo Tabn.1 (npunoxexue 2)

=[oNbMHEHO M NOAMUCAHO NpurioxeHue 1T

=‘lpoToKON 3a NpeanucBaHe Ha nekapcTea, 3annaliaHu
ot H3O0K/P3OK” — obp. M3-H30K (nognucaxs ot
YreHOBETE Ha KOMUCUSITA)

B P30K

3aBepka B
P30K

G
€5 MBMCKBAHIA HA HBOK NIPY M3NABAHE HA MPOTOKONA 3A NEYEHME HA 3AXAPEH [MABET T 2 B M3BLHEONHUUHATA MOMOLL -
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MpoTokonu 3a 3anoyBaHe Ha TePanusi C aHArIOroBM MHCYNMHMU NPU:
*  CMsiHa Ha eAVH C ApYr aHarloroB UHCYNUH
"  CMsiHa Ha eAVH BUA aHanoroea cxema C Apyr BUA aHanoropa cxema

.
BT g — AMmOGynatopeH  nucT/eTanHa = enuKpusa  unu
& H30K —— | enukpusa ot BI13 ¢ BCuykK HEOBXOAUMYU M3CneaBaHUS
cbobGpasHo Tabn. 1 (Mpunoxexue 2)
=[lonbnHeHo 1 nognucaHo npunoxexue 1

=“llpoTokon 3a npegnucBaHe Ha NeKapcTea,

sannawanu ot H3OK/P3OK® — 06p. M3-H30K soMie/Aino
un. 78, 1.2 0T
330 B LY Ha

L » H30K

=sEKCMNEepTHO CTaHOBUIIE C siCHA MeauuMHcKa

MOTMBaUMS 3a HeobXoAMMOCTTa OT 3aroyBaHe Ha 3aBepka B

Tepanus C aHarnoroBu UHCYNUHN P30K

=Enukpuza ot BJI3 ¢ BCUYKM  HeoBxoaummn

crneunanuaupana KoMuems uacnefsaqus cbobpasHo Tabn.1 (npunoxexue 2)

—> | «MonbnHeHo u noagnucaHo npwunoxexue 17
=‘[lpoTokon 3a npeanucBaHe Ha  JeKkapcTsa,
sannawann ot H3OK/P30OK” — obp. M3-H30K
(noanucaH OT YNeHoBeTe Ha KOMUCKSITA)

Il.  OBLUU MOJIOXKEHUA

1. 3011 nopasa noaroTseHuTe AokymeHTH B P30K, Ha TeputopusiTa Ha KosITO e Hanpaeuno usdop Ha OIJl. [lokymeHTuTe
BKIMIOYBaT:
1.1 3asBnenue o [upektopa Ha P30OK.
1.2 TMNonbnHeHo v noanucaHo npunoxeHne 1 — CLOTBETHO Ha NEYEHMETO, 3a KOETO ce KaHauaaTcTea. Monbnsa ce no
CbOTBETHATA TOYKA U Ce Npunara oTpaseHaTta B UMGPOB MHAEKC MeAULMHCKA JOKYMEHTaLUusl, yA0CToBepsiBalla BCeKN eanH
OT KpUTEpUnTE.
1.3 MbaunaT Habop uacneaBanus (hUsnKamHy, MHCTPYMEHTarHU 1 NaBopaTopHu), OTPaseH B NPUNOXeHue 2 ¢ AaBHOCT A0
eauH Mecell.
1.4 “lpoTokon 3a npeAnucBaHe Ha nekapcTea, 3annauwann ot H3OK/P3OK” — o6p. M3-H3OK, uspageH oT nekaps
cneuuanuct. Mpu HeobxoaumocT ot ekcnepTusa ot Komucusita no un. 78, 1.2 ot 330, P3OK usnpawa 8 H30K konue Ha
npoTokona. MpoToKONbLT 3aALIPKUTENHO Ce NMOAMNUCBA OT BCUYKM UNEHOBE HA KOMUCUSTA B CyyanTe NOCOYeHn B T. |
1.5 MNpu npemMuHaBaHe Ha feyeHne ¢ aHANIOrOBU MHCYMMHU CEe U3NCKBAa KOMMUe OT PeLenTypHa KHUXKa, OT KOSTO e BUAHO
NPOBEAEHO fleYeHNe C KOHBEHLIMOHANHN MHCYNMHW NOHe 3a NocneaHuTe 6 MeceLa npeayw npeafaraHara cMsiHa.
1.6 [leknapauus 3a MH¢opMMpaHo cbrnacue no obpasel (npunoxexue 3)
1.7 Npunoxexue 4 - nonbriHeHo ot 30J1 1 3aBepeHO C NOAMUC 1 NeyaT Ha eHAOKPUHoNora
2. P30K npuema pokymeHTuTE Mo T. 1 creA cnpaBka OTHOCHO 3APaBHOOCUIYPUTENHMS cTaTyc Ha 30/,
3. [lo nonyyasaHe Ha pelwenue oT komucusita B LIY Ha H3OK 30J1 npoabmkaBa nevyeHue ¢ nekapcTBeH/M NPoayKT/M, ¢
KOWUTO e npoBexaan fneYyeHneTo 40 MOMEHTa Ha nogaBaHe Ha monb6arta u gokymeHTute B P30K.
4. ONUCaHMAT MbIeH KOMMIIEKT AOKYMEHTU Ce U3UCKBa B CriyyanTe, Npu KOUTO e yKasaHa Heo6X0AMMOCT OT pelieHne Ha
Komucus 3a ekcneptusu B P30K unu Komucusita no un. 78, 7. 2 ot 330 B LY Ha H3OK. Mpu 3asepka B P30K ce npeacrass
NPOTOKONA U KOMUe OT aMGyNaTOPHUS NTUCT OT NOCIEAHUS NPernea Npu cneuuanmcr.

V3NCKBAHWSA HA H3OK MPU U3JABAHE HA MPOTOKONW 3A NNEYEHWE HA 3AXAPEH AVABET TUM 2 B U3BbHEONIHUYHATA MOMOLL —
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NPUNOXEHUE 1A

TINCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NMPOBEXAAHE HA NIEYEHME C DPP- 4 UHXUBUTOPY MPU BOSHU
CbC 3AXAPEH OIMABET TUM 2

Ume: | ErH | | | I I | l I I Ij

3abenexka: MeOuyuHcKkama G0KyMeHmauusi, ydocmosepsisalya eceku om KpUMepuume € rocoYeHa ¢ yugppa 8 UHOEKC U 3adbIKUMETHO
npudpyxasa HaCMosILOMO MPUTOXEHUE.

Mpn 3axapen Anabet TMN 2 B HayanHuTe hasu HaR-4eCTO Ce Mpurara NeYeHne ¢ NepopanHi NIeKApCTBEHU MPOAYKTH, HO Thil
KaTo 3abonsBaHeTo e NPorpecupalLio, Ha onpe/aerneH eTan ce CTUra A0 OTNaJaHe Ha UHCYNIMHOBATA CEKPELMs 1 HEOBXOAMMOCT OT
3ano4yBaHe Ha WHCYNIMHOBO revyeHne. 3HauMma Bb3MOXHOCT 3a MOAOBpEeHMEe Ha TMKEMUYHUS KOHTPON M OTCPOYBAHE Ha
VIHCYNNHOBOTO feYeHne e UHKpeTuH GasupaHata Tepanusi, KOSTO € AOMbrBalla Tepanus ¢ Lern MOCTUraHe Ha OnTUMarieH
FMIMKEMUYEH KOHTPON.

lMon koMGMHMpaHa aHTMAMaGETHA Nepopaniia Tepanus ce pasdupa KOMBMHALVMA MEXaY METAOPMUH U CyndaHinypeeH NPOAYKT.

A. KPUTEPUA 3A 3AMOYBAHE HA JIEYEHVWE C DPP- 4 UHXUBWUTOP (CMTarmunTMH, BUNAArnunTHH,
CaKCarnmunTUH U NIUHArAUNTUH) NPy GONHU Cbe 3axapeH avabet Tun 2 B cnyyam Ha MOHOTEPAMUA C MET®OPMWH
(He06X0AMMO € HanMyue Ha BCUYKN KpUTepum):

1 | Now meTaGonuteH koHTpon (HbA:c Haa 7,0% oT naGopatopusi, ceptuduumpara no BHCBOK)

HeBBL3MOXHOCT 3a afekBaTHa KOMMEHCALMsI BBNPEKN MaKCUMariHO TONepUpaHuTe A03M Ha Tekyliata Tepanus
2 | npunaraHa 3a nocrieaHuTe 3 Mecelia C MOBULUIEH PUCK OT XUMOIMMKEMUS UM HEMOHOCUMOCT UMW NPOTUBOMOKA3aHMS!
3a BKNIOYBAHE Ha CynhaHMypeeH NpoayKT >

3 | Jlunca Ha U3KnOYBaLYM KpUTEPUM MO T. [

" opuruHania 6nanka ot NaGopaTopHo M3CNEABAHE C MOANNC W nedar Ha nekaps u J13 unu 3asepeHo konve (8 criyyall, Ye e 6MucaHo & enukpusa

¢ dasHocm 9o 1 Mec. npedu kaHOudamcmeaHemo He ce u3uckea npedcmaesiHe Ha nabopamopHa 6aHka)

2 opuruHanta 6naka ot eauH KPbBHO-3aXapeH Npohu C NOHe TPU M3MEPEHU KPBbBHI 3aXapu C MOCOYEHM YACOBE HA U3CNEABAHMATA C MOANNUC U

neyar Ha nekaps u JI3 unu 3asepeHo konve (8 criyvall, Ye ca enucaHu e enukpusa ¢ dasHocm 0o 1 mec. npedu KaHAudamcmeaHemo He e

HeobxodumMo  npedcmaesHemo Ha faGopamopHu 61aHKU), KOMMEe OT PeuenTypHa KHWKKA Wnu APyra MeAUUMHCKE AOKYMEHTaLms
A0CTOBEPABALLA NPOBEXAAHETO HA CbOTBETHATa Tepanusi, ambynaTopHU NUCTOBE OT NPErfeanTe, Y40CTOBEPSBALLYM Bb3HNKHanM HIIP
amBynaTopeH NUCT/ eTanHa enukpusa oT Npernea Npu cneuuanuct/ enukpusa ot BI13 ¢ AaHHW OT aHaMHe3aTa, COMaTUYHUS CTaTYC U OTPa3eHo

Terno u UTM

B. KPUTEPUN 3A 3AMOYBAHE HA NEYEHWE C DPP- 4 WHXUBUTOP (cutarnunTuH, BUNAArMUNTUH 1
caKkcarnunTuH) npu 60nHU chbe 3axapeH Auabet Tun 2 B cniyyam Ha MOHOTEPANMUA CHC CYNIOAHUNYPEEH NPOAYKT
(Heo6x0AMMO e HanMyYue Ha BCUYKU KpUTEpUM):

1 | Now meta6onuren koHTpon (HbA1c Haa 7,0% ot naGopatopusi, cepTuchuumpata no BHCBOK) '

HeBBb3moXHOCT 3a ajeKBaTHa KOMMEHCaUUs BBLMPEKM MakCcMmasrHo TonepupaHute [o3u Ha Tekywara Teganm;l

2 npunarada 3a nocnegHure 3 Meceua C HEMOHOCUMOCT UITU NPOTUBOMNOKa3aHUs 3a BKNKYBaHE Ha MeTq)OpMMH -

3 | Jlunca Ha usknoYBalm KpuTepum no 1. [

T opuruHanta Gnakka oT NabopaTOPHO M3CTIEABAHE C NOANUC U NEVaT Ha nekaps ¥ J13 N saBEpeHo Konve (8 criyyail, Ye e enucaHo 8 enukpu3a
¢ dasHocm do 1 Mec. npedu kaHOUdamecmeaHemo He ce u3uckea rpedcmaesiHe Ha nabopamopHa GraHKa)
opuruHanHa 6nawka ot eAuH KpbBHO-3axapeH Npodun C MoHe TPU U3MEPEHN KPBBHY 3axapu C MOCOYEHM YacoBe Ha M3CNeABaHUATA C NOAMUC 1
neuar Ha nekaps v J13 unu 3asepeHo konve (e cryyal, Ye ca enucaHu & enukpusa ¢ dagHocm 8o 1 mecey npedu kaHAUOaMCmMeaHemo He e
Heobxodumo npedcmaesHemo Ha n1aGopamopHu 6laHKU), KOMWE OT PELEnTypHa KHUKKA UMW Apyra MeAUUMHCKa AOKyMEHTaLvst
AOCTOBEpsBALLA NPOBEXAAHETO HA CLOTBETHATa Tepanus, aMBy iaTOPHU NIUCTOBE OT NpEerfieauTe, yA0CTOBEPABALUM BL3HUKHanK HITP
amBynaTopeH nUCT/ eTanHa enukpu3a oT npernea Npyu cneuvanuct/ enukpusa ot BJI13 ¢ AaHHK OT aHamMHe3aTa, COMaTUUYHNS CTATYC U OTPa3eHO
Terno u UTM

B. KPUTEPUM 3A 3AMNOYBAHE HA JIEYEHWME C DPP- 4 WHXMBUTOP (cUTarMunTWH, BUMAArMMUMTUH,
CaKCarnunNTUH, NUHArMMUNTAH) NpU GONMHM CbC 3axapeH Auabet Tvn 2 B criydam Ha KOMBUHWUPAHA TEPAMWUSA ChC
CYN®AHUNYPEEH NPOAYKT U MET®OPMWH (He06X0AMMO € Hanuume Ha BCUYKM KpUTepuu):

1 | Jlow meTaGonuten koHtpon (HbA+. Haa 7,5% oT nabopatopus, cepTudmumpanra no BHCBOK) '

HeBBL3moXxHOCT 3a agekBaTHa KomneHcauus BbMNPEeKn MakcumanHo TOonepvpaHuTe A4o3v  Ha Tekywarta
KoMBWHMpaHa Tepanus Npunaraxa 3a nocneatute 3 meceua >

2
3 | N'unca Ha usknoYBalm KpUTepun No 1. [
.

opuruHanta 6naqka oT nabopaTopHo U3cneABaHe C MOANWMC 1 NevaT Ha nekaps v 13 unu 3asepeHo konwe (6 cryyal, Ye e 6MuCaHo 8 enukpu3a
¢ dasHocm 0o 1 Mec. npedu kaHOUOamMCcmeaHemo He ce u3uckea npedcmagsiHe Ha nabopamopHa GraHka)
2 opuruHana 6nakka ot efuH KPbBHO-3aXapeH Npochus € NoHe TPU M3MEPEHN KPBbBHI 3aXapy C MOCOYEHN YACOBE HA W3CNeABaHNATA C NOAMUC U
nevar Ha nekapsi v J13 unu 3asepeHo konue (s criyvall, Ye ca erucaHu 8 enukpusa ¢ dagHocm 0o 1 mec. npedu KaHAudamcmeaHemo He e
Heobxodumo  npedcmaesHemo Ha nabopamopHu 6n1aHKu), KOMME OT PeuenTypHa KHWKKA WNW APYra MEAULMHCKA AOKyMEHTaLust
yAOCTOBEPABALLA POBEXAAHETO HA CLOTBETHATA Tepanus, ambynaTopHu NTUCTOBE OT NperneauTe, yA0CTOBEPSBALYN Bb3HUkHanu HITP

amGynaTopeH NUCT/ eTanHa envkpusa oT Npernes npu cneuuanuct/ enukpusa ot BJ13 ¢ AaHHN OT aHaMHe3aTa, COMaTUYHUS CTATYC U OTPA3EHO
Terno n UTM

b W3UCKBAHWA HA H30OK MPU 3JABAHE HA MPOTOKONN 3A NEYEHUE HA 3AXAPEH AVABET TUM 2 B U3BLHEOMHUYHATA nomou -
B cuna ot 15 maii 2015 roguna




