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. KPUTEPUU 3A MPOOBLIDKABAHE HA TNEYEHWME C DPP- 4 UHXVWBWUTOP (cuTarmunTuH, BUNAArMWUNTUH,
CaKCArMUNTUH W TMHAMMUNTYUH) - (HEOBXOAMMO € Hanuume Ha BCUYKM KpUTepuK):

BnaronpusiteH eheKT crep WeCTMeCeYHo feyeHue, yA0CTOBEPEH C HamansBaHe Ha HbA+ ot naboparopus ¢
1 | nove 0,5% npu MbPBO MPOABLITKEHNE N CHUXEHWUE NPU BCSKO CrieABallo NMPoAbIKeHue (npu nocmuzaHe Ha HbAjc <
7,0% mo3u kpumepuii He eaxu) "

2 | Nlunca Ha yBenu4eHue Ha TenecHoTo Terno 3

3 | Nunca Ha xunornukemun °

4 | Nunca Ha uaknMoYBaly Kputepun no 7.

TopuruHantu 6riaHky ot nabopatopHu nscneasatms Ha HbA1c ¢ noanuc u neuat Ha nekaps 1 J13 Unn 3aBepeHm KONWA — aKTyasi ¢ AaBHOCT A0
eAUH MeceL| NPEAV KAHAWAATCTBaHe 1 OT NPe/XoAHaTa Tepanus npean 6 meceua (8 cryyall, Je akmyanHomo uacnedeaHe e 6nucaHo 8 enukpu3a
¢ OaeHocm 3o 1 Mec. npedu kaHOudamcmeaHemo u/unu uscnedsaHemo rnpedu 6 meceua e enucaHo & enukpusa He e Heobxodumo
npedcmaesiHemo Ha nabopamopHa bnatka)

OpuUruHanHa GnaHka OT MOHE efUH W3CNeABAH KPLBHO-3aXapeH Mpocun C MOHE TPU WIMEpeHW KPLBHM 3axapyu C MOCOUeHM uacose Ha
W3CneABaHNATa C MOAMMC W NedaT Ha nekaps v J13 unu 3aBepeHo Kkonue (8 criyyal, Ye ca eMnucaHu 6 enukpusa ¢ dasHocm 0o 1 mec. npedu
KaHAudamemeaHemo He e HeobxoduUMo npedcmassiHemo Ha 1abopamopHu br1aHKu)
3amBynatopeH IMCT UMM €TanHa enukpusa OT NPernea Mpu CrieuuanucT unn enukpuda ot BJI3 ¢ AaHHW OT aHamHesaTa, COMaTUiHuA CTaTyc,
oTpaseHo Terno n UTM, KakTo 1 AaHHW 33 NPOTUYEHETO Ha 3aB0NABaHETO Cej 3anoYBaHe Ha JIEUEHUETO NUNCaTa Ha XMNOrMKeMUM, 0TpasaBsa
Ce aKTyanHoTO TErno Ciej LUECTMECEUHO NEYEHNE KAKTO U M3XOAHOTO TErNo); 3aABIMKUTENHO Ce 0TPasABa MOPeAHOCTTa Ha MPOABLIKEHUSTO Ha
NPOBEX/AAHOTO AQ MOMEHTa NevyeHne

[. UKNIOYBALLIN KPUTEPUWN (npu 3anoyBaHe U Npu NpoabLmkasaHe Ha rie4yeHueTo)

BornHu cbe 3axapeH Auabet un 1

J'Imua nog 18 3a cUTarnuUNTUH, BUNAArMUNTUH, CakcarfiMnTUH U NUHarnunTUH 1 Hag 75 roguviliHa Bb3pacT 3a
cuTarnunTuUH U cakcarnunTuH

EpeMeHHOCT n nakrauus

BonHM cbC 3axapeH AvabeT TN 2, KOUTO Ce HYXAAsAT OT NHCYJIMHOBO fleYeHne

KoMBUHMPaHO NneueHne Ha MHKpeTMH-6asnpaHa Tepanis C MErfTUHWAN Uk MHXUBUTOPK Ha anda-
rniokosugasara

BonHu ¢ Texko CTOMaLLHO-4pEeBHO 3abonsBaHe

Cepuro3HU CTPaHUYHU peakuum OT NEYEHNETO

CUCTEMHO HecnassaHe Ha neyebHaTa cxema no BUHa Ha GomHus, C NpekbcBaHe noseye oT 3 Mecelia
CroiiHocTi Ha ASAT unu ALAT TpUKpaTHO Haj ropHa pedepeHTHa rpaHuua (3a BUNAAIMUNTUH)

N =

©END 0P

3abenexka: nuncara Ha U3KNYBaLUM KPUTEPUM Ce YA0CTOBEPABA C NOANUC Ha crneunanucTa B HacTosLLOTO NPUNoXeHue.

* Mpw 3ano4BaHe Ha fieYyeHne ¢ KOMOMHUPAHU JNIEKapPCTBEHU NPOAYKTH - DPP- 4 UHXUBUTOP C MET®OPMWH
M B cnyyaute Ha komGuHauus ¢ MET®OPMWH wiunu CYN®AHUNYPEEH MPOAYKT e 3aabimKuMTernHo
cna3BaHeTo Ha CLOTBETHUTE KpuTepuu OT M3uckBaHusaTa Ha H3OK*. OcHoBaHusATa 3a 3anouBaHe Ha
CcLOTBETHaTa Tepanus ce OTpassBaT B amGynaToOpeH JIUCT OT CreuuaniucT, eTanHa enukpusa oT crneuumanucr,
enukpusa oT xocnuTanusaums Ha 30J1. He ce Hanara u3faBaHe Ha NPOTOKON U NONBLIBaHe Ha JOKYMEHTaLunA
no npoueaypata 3a ekcneprusa no un. 78, T. 2 or 330; He ce Hanara npeAocTaBsAHe Ha AOKyMeHTaUus 3a
pasrnexaaHe oT ekcnepTHaTa komucusa B P30OK.

Mpyu npoabmkaBaHe Ha ne4YeHue crief NpoBeAeHa noHe 6 meceyHa Tepanus c KOMGUHUPaHU NEeKapCTBEHU
npoaykth - DPP- 4 UHXMBUTOP C MET®OPMWH u B cnyyaute Ha komBuHaumsa ¢ MET®OPMWH w/unun
CYNI®AHUNYPEEH MPOJYKT ce u3nCKBa 3aab/DKUTENHA OLIEHKA Ha eheKTUBHOCTTA, CbOBpa3Ho KpuTepuute
3a NpoABLINKABaHe Ha NleYeHne ChC ChOTBETHUTE MOHonpoaykTu DPP- 4 WHXUBUTOP. MNpu BCUYKU NALUEHTH
Ha NeveHne c KOMGUHUPAHU NeKkapcTBeHn npoaykTu - DPP- 4 UHXUBUTOP C MET®OPMWH e 3apbnxuTento
uscnenBaHe Ha HbA1c* Ha 6 MeceLia 3a oLieHKa Ha e)eKTUBHOCTTA Ha TepanuATa. Mpwu noBuwenue Ha HbA1c
Ce U3UCKBA KOHCYNTaLuus CbC CreLmanucT 3a NnpeoueHka Ha TepaneBTUYHOTO noBeaeHue.

*IMpu 3ano4BaHe M NPoAbMKaBaHe Ha Tepanus ¢ KOMGMHUPaHU NekapcTBeHU NPOAYKTH - DPP- 4 UHXUBUTOP
C MET®OPMMWH ce u3ucksa uscneasaHe Ha HbA1c, He3aBUCUMO OT M3NON3BaHUA MeTOA.

OTroBaps Ha KPUTEPUUTE 33 MEYEHUETO C  ....o.oooiiiiiiiiiiiieninens B AHEBHa J03a ...

NOANUC HA CMELMUANTUCTAL ......ooiivviiiniriinrni s

WU3UCKBAHMSA HA H30K MPU U3JABAHE HA NMPOTOKOMM 3A NIEYEHWE HA 3AXAPEH IMABET TUM 2 B W3BBHBONHNUYHATA MOMOLLY —
B cuna ot 15 Hoemepu 2015 roguHa
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NPUNOXEHUE 1B

NUCT 3A ONPEAENSAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA JIEYEHUE C SGLT2 UHXUBUTOPW MPU BOJHU
CBbC 3AXAPEH OWABET TUM 2

[we: [erw] [ [ [ [ [ [ T [ [ |

3abenexka: MeOUGUHCKama JOKyMEHMaUUs, y9oCmosepsealla 6CeKU Om Kpumepuume e nocoyeHa ¢ yugpa e UHOEKC U 3a0BIKUMEITHO
npudpyxasa HacmoAU4oMO MPUIOKEHUE.

A. KPUTEPUM 3A 3AMOYBAHE HA NEYEHUE C SGLT2 UHXUBUTOPU (manarnudnosunH) npu 60nHU CBC 3axapeH
nauabet Tun 2 B cnyyau Ha MOHOTEPANWUSA C MET®OPMUH (HEO6XOAMMO € Hanu4mue Ha BCUYKN KpUTepuu):

1 | Now meTta6onuten koutpon (HbA1c Hag 7,0% ot naGopaTtopus, cepTuduumpana no BHCBOK) '

HeBB3MOXHOCT 3a afAeKBaTHa KOMMEHCaLMs BbIPEKM MakcuMasnHo TOnepupaHnTe Aosu Ha Tekyllata Tepanvs
2 npunaraxHa sa nocnegHuTe 3 meceLa C NoBULLEH PUCK OT XUMNOTMMKEMUS UMW HEMOHOCUMOCT UIU MPOTUBOMNOKa3aHUA
33 BKMIOYBAHEe Ha cyndaHunypeeH npoaykT

3 | Nunca Ha nsknoYBaWwm KpUTepumM No 7.

T opurnHanHa 6naHka ot N1aGopaTOPHO M3CNEABaHE C NOANNC U Neuar Ha nekaps 1 T3 unu 3aBepeHo Konue (8 cryyall, ye e 6nucaHo & enukpusa ¢
dasHocm do 1 Mec. npedu kaHAUdamcmeaHemo He ce usuckea npedcmassiHe Ha nabopamopHa 6naHka)

opUrMHanHa 6nakka OT eAuH KpLBHO-3aXapeH NPOUA C NOHE TPU USMEPEHM KPBLBHY 3axapn C NOCOo4eHw Yacose Ha u3cnejBaHnATa ¢ NoAnMC
neuar Ha nekapa u JI3 wnwu 3aBepeHo konwe (e criyyal, Ye ca enucaHu & enukpusa c dasHocm do 1 mec. npedu kaHOudamcmeaHemo He e
HeobxoduMo npedcmassHemo Ha f1abopamopHu briarHKu), KOnue OT peLenTypHa KHibkka unu Apyra MeAuuMHCKa AoKyMEHTaLuus yaocTosepasalla
NPOBEXAAHETO Ha CLOTBETHATA Tepanytsi, aMGyNaTOPHN INCTOBE OT MperneawTe, yAOCTOBEPABALLY BLIHUKHANN HAP
3 amBynaTopeH NACT/ eTanHa enukpusa OT NpersnieA Npu cneuuanuct/ enukpusa ot BJ13 C aHHU OT aHamHe3aTa, COMaTU4YHUA CTaTyC U OTPaseHo
Terno u UTM

E. KPUTEPUW 3A 3AMOYBAHE HA NIEYEHME C SGLT2 UHXUBUTOPW (anarnudnosux) npu 605HU CbC 3axapeH
nuwaber tTMn 2 B cnyyam Ha MOHOTEPAMUA CbC CYN®AHUNYPEEH MPOOYKT (Heob6xogumo e Hanuuue Ha BCUYKU
KpUTEpUM):

1 | Now meTtaBonuten koutpon (HbA1c Haa 7,0% ot naBopatopus, cepTuduLnpasa no BHCBOK)

2 HeBb3MOXHOCT 3a afieKBaTHa KOMMeHcaLuusi BbMpeku MakCcumarnHo tonepupaxute [03K Ha Tekywiata Teganvm
rnpunaraHa 3a nocnegHure 3 MeceLla ¢ HeMOHOCMMOCT UM MPOTUBOMNOKa3aHUA 3a BKMOYBaHE Ha MeTOpMUH -

3 | Nunca Ha uaknoYBaLWM KpuTepUK No 7. i

T opurnHanHa GnaHka ot NabopaTopHO M3CNEABaHE C NOANMC U NevaT Ha nekaps 1 N3 wnu 3aBepeHo Konwe (8 criyyall, Ye e 81ucaHo 8 enukpu3a ¢
dasHocm 0o 1 Mec. npedu kaHAUOaMCMeaHeMo He ce usuckea npedcmassHe Ha nabopamopHa bnaHka)

OpUriHanHa 6NaHka OT eAUH KPLBHO-3aXapeH NMPOCHUI C NOHE TPV M3MEPEH! KPbBHYU 3axapy C MocOueHM Yacose Ha M3CneABaHNATa C NOANUC U
neuat Ha nekaps u JI3 unu 3aBepeHo konve (e cryyal, Ye ca enucaHu 6 enukpusa c dasHocm do 1 mec. npedu kaHOudamcmeaHemo He e
Heo6x00uMo npedcmassHemo Ha 11abopamopHu 61aHKU), KOMWe OT PeLenTypPHA KHIKKA WU ApYra MEAULMHCKA AOKYMEHTALMA yaocTosepsBawja
NPOBEXAAHETO Ha CLOTBETHATA Tepanitsi, aMGyaTOPHN NIUCTOBE OT NPerfieAuTe, YA0CTOBEPABALLIN BEIHUKHANN HNP
3 amBynatopeH NUCT/ eTanHa enukpu3a OT MpersieA NpW Ceunanuct/ enukpusa ot BJ13 C AaHHM OT aHamHeaaTa, CoMaTU4HUsA CTaTyc 1 OTPaseHo
Terno n UTM

B. KPUTEPUW 3A 3AMOYBAHE HA NEYEHUE C SGLT2 UHXUBUTOPMU (aanarnudiiosvH) npu 60OrHU CbC 3axapeH
nuabet Tvn 2 B criyyan Ha KOMBUHUPAHA TEPAMUA CHC CYN®AHUNYPEEH NPOAYKT U MET®OPMUWH (Heo6xoanmo e
Hanuume Ha BCUYKU KpUTEpUM):

1 | Now meTaBonuten kontpon (HbAic Hag 7,5% ot nabopatopus, cepTuduLmnpaHa no BHCBOK) !

2 HeBBH3MOXHOCT 3a ajekBaTHa KoMneHcauus BbIpeKn MakcumariHo TonepupaHuTe A03M Ha Tekywata
KOMBMHPAHA Tepanys npunaraHa sa nocneaHuTe 3 veceua >

3 | Nunca Ha n3knoYBawWM KpUTEpUM No 1. i

opurMHanHa 6naHka oT 1aGopaTopHO MICNEABAHE C MOANMC U NeYaT Ha nekaps u 113 unmn 3aBepeHo Konue (8 criyyal, Ye e enucaHo e enukpusa ¢
dasHocm Ao 1 Mec. npedu kaHOUdamcmeaHemo He ce U3UCKea npedcmassiHe Ha nabopamopHa bnaHka)
2 opurvHanHa GnaHka oT eAUH KpbBHO-3aXapeH MPOhUN C NOHe TPU UMEPEHU KPLBHYU 3axapu C MOCOYEeHM Yacose Ha MacnepBaHusTa ¢ NOANUC U
neyar Ha nekaps u J13 unu 3aBepeHo konue (e criywad, Ye ca enucaHu € enukpusa c QdasHocm do 1 mec. npedu KaHOudamcmeaHemo He e
Heobx0dUMo rpedcmassiHemo Ha 1abopamopHu 6r1aHKu), KOnue oT peLenTypHa KHUXKa unu Apyra MEAMLMHCKE AOKyMEHTaL!A yaocTosepsiBawa
NPOBEXAAHETO Ha CLOTBETHATA Tepanusi, aMGyNaToOPHN NIMCTOBE OT NperneAunTe, YA0CTOBEPABALUIN Bb3HUKHANN HAP

amBynaTopeH NWCT/ eTanHa enukpusa OT Npernes Mpyu cneuuanuct/ envkpuaa ot B3 ¢ AaHHW OT aHaMHE3aTa, CoMaTMHIA CTaTyc u 0TpaseHo
Terno u UTM

V3UCKBAHUS HA H30OK MPU U3[JABAHE HA MPOTOKONM 3A NNEYEHWE HA 3BAXAPEH AVABET TUM 2 B U3BBHBEONHUYHATA MOMOLL, -
B cuna ot 15 Hoemspwu 2015 roguHa
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. KPUTEPUW 3A NPOABINKABAHE HA NEYEHUE C SGLT2 MHXUBUTOPHU (nanarnudnosux) - (Heobxoaumo e
HanuumMe Ha BCUYKU KpUTEepuu):
( BrnaronpusiTeH ediekT criefl WecTMeceHo neveHue, yAOCTOBEPEH C HamanasaHe Ha HbA1. ot nabopartopusi ¢
1 | noHe 0,5% npn MbPBO NPOABINKEHNE W CHUKEHUE NPU BCSIKO CMeABALLO NPOAbIKeHne (Mpu nocmueaHe Ha HbA1c <
7,0% mo3u kpumepuii He 6axXu) =

2 | Nunca Ha yBenuyeHne Ha TeNecHOTO Terno 3

3 | Jlunca Ha xunornvkemun 3

4 | Nunca Ha u3KnNIoYBaLM KpUTEPUM Mo T. a

“TopuruHanty 6naHku oT nabopatopHu MsCNeABaHa Ha HbA1c C NOANMC W NedaT Ha nekapsa v J13 nnu 3asepeHy konus — aKTyanHu ¢ AaBHOCT A0
©AVH MeCeL, MPeAY KaHAMAATCTBAHE U OT NPeAxoAHaTa Tepanus npean 6 Meceua (e cryyad, ye akmyanHomo uscriedeaHe e 8MUCaHO 8 enukpusa ¢
dasHocm 0o 1 mec. npedu kaHOudamcmeaHemo w/unu uscnedeaHemo npedu 6 Meceua e 8nucaHo 8 enukpu3aa He e HeobxoduMo npedcmassHemo Ha
1a6opamopHa 6rarKa)
opvruHanHa GnaHka OT noHe eAWH u3cnepsa KPbBHO-3aXapeH Mpodun C MoHe TpU U3MEPEHH KPLBHW 3axaput C NOCOYEHM 4acose Ha
W3cneABaHMATa C MOAMMC U MevyaT Ha nekapa u 113 unu 3aBepeHo Konwe (8 cryval, Ye ca enucaHu & enukpusa ¢ dasHocm do 1 mec. npedu
KaHdudamcmeaHemo He e Heobxodumo npedcmassaHemo Ha 1abopamopHu BraHKu)
SamBynaTopeH fACT WM €TanHa enukpusa ot npernei npu- CneLManucT unu enukpusa ot BJ13 C AaHHU OT aHamHesaTa, COMaTU4HUA CTaTyc,
oTpadeHo Terno v UTM, KakTo U AaHHY 33 NpoTUdaHeTo Ha 3aGoNABaHETO CMe/A 3aroyBaHe Ha NeYeHneTo nuncara Ha XWNOFMMKEMUN; OTPa3sBa ce
aKTyanHoTO TErno Crej WeCTMECEUHO feYeHue KakTo 1 3XOAHOTO TErNO); 3aABLIKUTENHO Ce OTPpa3fiBa MOPEAHOCTTa Ha NPOABMKEHNETO Ha
NPOBEXAAHOTO A0 MOMEHTA fleyeHne

. U3KMIOYBALLN KPUTEPWUW (npu 3anoysaHe v npu npoabiHkaBaHe Ha neyYeHUeTo)

BONHN CbC 3axapeH avabeT Tmn 1

Juua noa 18 v Hap 75 roauiiHa sb3pact

BpeMeHHOCT U nakTauus

XpoHuuHo 6bGpeyHo 3abonssaHe (KpEaTUHNHOB KNNPBHC < 60ml/min)

BoMnHN CbC 3axapeH AnabeT TN 2, KOUTO Ce HYXAaAT OT VHCYNUHOBO NneYyeHne

CeprosHU CTpaHUYHU peakuuu oT neyeHneTo

CuCTeMHO HecnassaHe Ha nevyebHaTa cxema no BuHa Ha GonHusi, C NpekbCBaHe noseve ot 3 meceua

~N O 0 RIGTIN

3abenexka: nuncara Ha W3KNIYBaLLKM KpuTepuu ce yaocTosepsBa C noanuc Ha cneyunanucra B HaCTOALLOTO NPUNIOXEHNEe.

OTroBapst Ha KpuTepuuTe 3a TIBYEHMETO € ...ovcncnmnnrncesnnnerneeeenes B AHEBHa Ao3a

noanuc Ha CHELMANMUCTAL oo

* Mpwm 3anoyBaHe Ha nevexue c KOMGWHMPaHW NeKapcTBEeHN NPOAYKTH - SGLT2 UHXUBUTOP C MET®OPMWH u
B CNnyvauTe Ha komouHauusi ¢ MET®OOPMWH u/vnu CYN®AHWUNYPEEH NPOAYKT e 3aABIMKUTENTHO cna3BaHeTo
Ha ChbOTBETHMTE KpUTEpUM OT M3MCKBaHMATA Ha H30K*. OcHOBaHMATA 3a 3ano4BaHe Ha CHLOTBETHAaTa Tepanus
ce oTpassBaT B ambynaTtopeH nucT oT crneuuManucT, eTanHa enukpusa OT creuuanucr, enukpusa oOT
xocnuTanusauus Ha 30J1. He ce nanara u3paBaHe Ha NpOTOKON M MONbNBaHe Ha AOKYMEHTauus no
npoueaypaTa 3a eKkcnepTusa no Hi. 78, T. 2 ot 330; He ce Hanara npepocTaBsiHe Ha [IOKyMeHTauus 3a
pasrnexgaaHe OT ekcneprHaTa komucus B P30K.

Mpu npoabrkaBaHe Ha nevenve cnen npoBeaeHa noHe 6 meceyHa Tepanus C KOMOMHUPaAHWU NeKapCTBeHU
npoaykth - SGLT2 WHXMBUTOP C MET®OPMWH un B cnyyaute Ha KomGBuHauusi ¢ MET®OPMWH wuiunu
CYN®AHUNYPEEH MPOAYKT ce u3nuckBea 3a4bIKMTENHa OLieHKa Ha edeKTUBHOCTTA, cbO6pasHO KpuTepuute
3a npoAbiKaBaHe Ha neyeHue cbC CcBOTBETHUTE MoHonpoaykTu SGLT2 UHXUBUTOP. Mpyn BCUYKN NALUEHTH
Ha reyeHne ¢ KOMOMHUPAHW NeKapcTBeHN NPOAYKTH - SGLT2 UHXMBUTOP C MET®OPMUWH e 3aabmkuTenHo
uscneaBane Ha HbA1c* Ha 6 mecelia 3a OLeHKa Ha ed)eKTUBHOCTTa Ha TepanusiTa. Mpu noBuiLeHne Ha HbA1c ce
M3MCKBa KOHCYNTaLMA CbC CeLuanucT 3a npeoLieHka Ha TepaneBTUYHOTO NnoBeAeHUe.

*“Mpy 3anouBaHe ¥ NPOAbIKaBaHe Ha Tepanus C KOMGMHMPaHU NeKapcTBeHN NPOAYKTH - SGLT2 MHXNBUTOP C
MET®OPMWH ce usucksa uscneasaHe Ha HbA1c, He3aBUCUMO OT U3NON3BaHUs METOA.

WU3UCKBAHUS HA H30K MPU N3JABAHE HA NPOTOKONU 3A NEYEHMUE HA 3AXAPEH OWABET TUN 2B WU3BBLHBEONHUYHATA NMOMOLL -
B cvna ot 15 Hoemepy 2015 rofuHa
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NPUNOXEHWE 1B

TIUCT 3A ONPEAENSAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA JIEYEHUE C WHKPETMHOBW MUMETWULW NPU
BOMNHU CBbC 3AXAPEH AUABET TUM 2

[Awe: [een] [ [ [ [ [ T T T[]

3aGenexka: MeduyuHckama GoKyMeHmauyus, ydocmoeepseawa ecexu om Kpumepuume e nocoyeHa ¢ yughpa 8 uHAEKC U 3a0bIKUMenHo
npudpyxasa HacCMoAW,0MO NMPuUsIoXKeHue
A. KPUTEPUM 3A 3ANOYBAHE HA NEYEHMUE C MHKPETUHOB MUMETUK (exseHaTuA, ekseHatTua LAR, nuparnytug
W NUKCU3eHaTMA) npu 60MHM ChC 3axapeH Avabet TMN 2 (He06X0ANMO € Hanu4ue Ha BCUYKU KpuTepum):
]

1 | Now meTaGonuten koHTpon (HbA+c Haa 7,5% oT nabopatopus, cepTuduLmMpaHa no BHCBOK ) '

HeBb3MOXHOCT 33 afieKBaTHa KOMneHcauus (YAOCTOBEPEHO C KPbBHO-3axapeH npocun), BbNPek MakcumanHo
TonepUpaH1Te 403N Ha TeKyliaTa koMGUHMpana Tepanvs” npunaraxa sa nocneAHuTe 3 meceua ~

2
3 | Mnpexc Ha TenecHata maca (MTM) Hag 35 kg/m 4
4
5

Tunca Ha nokasanust 3a MPOBEXAAHe Ha NneveHue ¢ MHeynmH > *

INunca Ha cTpaHWY4HU eheKTU 1 U3KMNIOYBALLM KPUTEPUM No T. B
opuruHanHa 6naHka oT n1abopaTopHO U3CAEABAHE C MOANUC 1 NeYat Ha nekaps v JI3 unu 3aBepeHo konve (8 criyyal, Ye e 6MucaHo & enukpusa ¢
daeHocm Ao 1 mec. npedu KaHAudamcmeaHemo He ce usuckea npedcmassiHe Ha nabopamopHa braHka)
2 opuruHanHa BnaHka OT eAAuH KpbBHO-3axapeH l'IpOQ)VIﬂ C NOHe TP U3MEPEHU KPbBHU 3axapu C MOCOYEHMN YacoBe Ha M3cnejBaHusaTa c noanuc n
nevat Ha nekaps ¥ J13 unu 3aBepeHo konue (6 criyval, 4e ca enucaHu 6 enukpusa ¢ dasHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e
HeobxodumMo npedcmaesHemo Ha 1abopamopHu 61aHKu),
Konue OT peuenTypHa KHWXKa unu Apyra meauuuHcka AOKyMeHTauusa yaocTosepsiBalya NpoBEXAAHEeTO Ha CbOTBETHaTa Tepanus, aM6yna'ropHu
NIUCTOBE OT NperneauTe, yA0CTOBEPABaLLN BL3HUKHANN HNP
4aM6ynaTop5H nMCT/ eTanHa envkpuaa oOT Mpernea Npu cneunanuct/ envkpusa ot B3 ¢ AaHHW OT aHamHe3aTa, COMAaTU4HUSA CTaTyC U OTPa3eHo
Terno n UTM
*nop koMBMHUpaHa aHTuaMabeTHa nepoparHa Tepanvs ce pa3bupa koMBuHaLUs MEXAY METOPMUH 1 CynaHUypeeH NPOAYKT.

5. KPUTEPUM 3A MPOOBLIDKABAHE HA JIEYEHUE C MHKPETMHOB MUMETWK (exsenatup, ekseHatun LAR,
nMparnyTMa 1 NuKculeHaTna) npy 60MHU CC 3axapeH auabet TMn 2 (He06X0AMMO e Hanuyne Ha BCUYKU KpUTEpUM):
BnaronpusTeH edekT crnea WecTMece4Ho feyeHue, yA0CTOBEPEH C HamansiBaHe Ha HbAc oT nabopatopusi ¢
1 | noHe 1% npu MbPBOTO NPOABLIKEHUE Y CHIDKEHME MpU BCAKO crneapallo npoabkeHne (npu nocmuzake Ha HbAc
< 7,0% mo3u kpumepuii He saxu) "

HamansiBaHe Ha TeNecHoTo Terno C noHe 3% crief NbpeuTe 6 Meceua, NUNca Ha yBenuyasaHe Ha TernoTo npu
riocrieABalLy Kypcose

3 | Kom6uHUpaHo neyeHne ¢ MeThopMIH, Wi CyndOHUTYPeHi MPOAYKTI B ONTUMANHM A03N 4

2

4 | Nunca Ha cTpaHuuHK eheKTN M U3KNIOYBaLWM KpuTepuu no 7. B

OpUruHanHiu 6rnaHk1 oT nabopaTopHy U3CNeABaHNA Ha HbA+c ¢ noanuc u neyat Ha nekaps v JI3 unu 3asepeHn Konus — akTyanHu ¢ AaBHOCT A0
©AUH Mecel, NPeA KaHAWAATCTBAHE U OT NPEAXOAHATa Tepanus npeav 6 Meceua (& cnyvali, ye akmyanHomo u3cnedeare e eucaHo & ernuKkpusa ¢
daeHocm 0o 1 Mec. Mpedu KaHOudamcmeaHemo u/unu uscriedsaHemo npedu 6 Meceya e eMuCaHo & eNuUKPU3a He & Heobxodumo npedcmagsiHemo Ha
nabopamopHa 6naHka)

opuruHanHa 6nakka OT EAWH KpBBHO-3axapeH NPocun C NOHE TpU U3MEPEeH! KpBBHU 3axapu ¢ NocodeHi Yyacose Ha M3CrneABaHuATa C NOANUC 1
nevat Ha nekaps W J13 wnu 3aBepeHo konwe (8 criyyal, Ye ca enucaHu e enukpusa ¢ daeHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e
Heo6x0duMo npedcmagsHemo Ha 1abopamopHU braHKu).

ambynaTopeH NUCT /eTanHa enukpu3a oT Npernes npu cneunanucT/enukpuaa ot BJ13 ¢ 4aHHM OT aHamMHe3aTa, COMaTUYHUA CTaTyC, OTPa3eHo Terno
1w VITM, KakTo v AaHHW 33 NPOTWMAHE HA 3aGOMNSBAHETO CieA 3anouBaHe Ha NEYEHMETO - OTPAsABa Ce aKTYanHoTo Terno cnea LIECTMECEYHO
NleveHMe CPSAMO U3XOAHOTO TEFNO); 3aABIKATENHO Ce 0TPa3ABa NOPEAHOCTTa Ha MPOALINKEHUETO Ha MPOBEXAAHOTO A0 MOMEHTA neeHIe
4 konue OT peLienTypHa KHKKA UMK APyra MeJULMHCKa AOKYMEHTaLWA YAOCTOBEPABALLA NPOBEXAAHETO Ha CLOTBETHATA Tepanis

B. U3KIMIOYBALLU KPUTEPUMU (npu 3anousaHe 1 Npu npoabInkaBaHe Ha neYeHueTo)

! 1. BonHW cbe 3axapeH avadet Tvn 1

2. BonHu ¢ TepMuHanto 6b6pedHo 3abonsisaHe unm Texko GuopeyHo yBpexaare (KpeaTWHWHOB KIMpBHC < 30

ml/min)
Jluua noa 18 v Hap, 75 roaviuHa Bb3pact
BpemeHHOCT 1 nakrauus
BOMHN CbC 3axapeH AnabeT TUM 2, KOUTO Ce HYXAAST OT MHCYNUHOBO NeYeHne.
KoMBUHMpaHO neyeHre Ha MHKpPETVH-BasnpaHa Tepanus ¢ MernuTuHuAN unn MHXUGUTOPU Ha anda-
rniokosuaasara
BOMHM C TEXKO CTOMALLHO-YpeBHO 3abonseane
Cepuo3HU CTPaHUUYHU peakuun OT SIEYEHNETO
CUCTEMHO HecrniassaHe Ha nedyebHaTa Cxema o BuHa Ha BOmHus, C NpekbcBaHe nosevye oT 3 Meceua

oo, w

©xN

3abenexka: nuncama Ha UsKoYsawu kpumepuu ce ydocmosepﬂea ¢ nodnuc Ha crneyuanucma e Hacmosawomo npusioXeHue.
OTroBaps Ha KPUTEPUUTE 3a NMEYEHNETO € ......oooiiiimmnriniininens B AHEBHA [03a ...l

NMOAMMUC HA CMELMANIMCTA . .....oiiiiiiiieneeeiinieneeeees

V3WUCKBAHUS HA H30OK MPU U3OABAHE HA MPOTOKONW 3A NNEYEHUE HA 3AXAPEH [VABET TUM 2 B U3BbHBEONHUYHATA MOMOLL -
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FIACT 3A ONPEQENAHE HA KPUTEPUUTE 3A NPOBEXOAHE HA NEYEHWUE C AHAIIOIOBM WHCYINUHU NPU
BOMHU CbC 3AXAPEH AWABET TUM 2

Wwe: el [ [ [ [ [ [ [ [ L]

3abenexka: meduyuHckama OoKymMeHmauusi, yoocmosepsieaua 8cexku om Kpumepuume € rocoyeHa ¢ yucppa € UHOEKC U 3a0bIDKUMENHO
npudpykasa HacMosAW,0Mo NPUoKeHue.

KPUTEPUM 3A 3ANOYBAHEHA JIEYEHVE C AHAJIOrOBHU WHCYITUHU

s Kpumepuu 3a 3anoyeaHe Ha Jie4eHue C aHaynozoeu uncynuHu - 30J1 cnedea da ca npoeenu roHe 6 meceyHO
npedwecmeauo eyeHue ¢ KOH8EHUUOHANTHU UHCYIIUHU (ydocmoeepeHo ¢ Kornue om peyenmypHa KHUXKa).

e [lpu npeMuHaeaHe KbM aHanoz H30K 3annawa o6wa do3a, cbomeemcmeawa Ha usnosizeaHama do MoMeHma.
Mpu Heo6xodumocm om 3ano4eaHe ¢ [o-eucoka doza Oa ce npedcmaeu 3adbnboyeHa MedUUUHCKA
apaymeHmauusi 3a moea.

o [lpu nayueHmu ¢ Ha3Ha4yeHa mepanusi & yy6uHa da ce npedcmaesm meduyuHcku dokymenmu ¢ daeHocm 0o 6
meceya npedu kaHAudamcmeaHe.

e [lpu 6pemeHHOCM He ce Hanaz2a exkcriepmu3a npu npemMuHaeaHe om 6np3odelicmeau) aHano20e UHCYNuH Insulin
glulisine Ha dpyz 6bp3odelicmeaw; aHanozoe uHcynux Insulin Lispo unu Insulin Aspart u om dwnnzodelicmeawy
aHanozoe uxcynuH Insulin glargine kem dpy2 dnnzodelicmeawy aHanozoe uHcynuH Insulin detemir.

A. KPUTEPUM 3A NPEMUHABAHE OT KOHBEHLIMOHAIEH EbP30JEACTBALL UHCYNIUH HA BBbP30JENCTBALL
WHCYNUHOB AHAMNOT WUNW OT EAUH EBP3OAENCTBALL WHCYMUHOB AHAINOI HA [PYl (Heo6xoaumo e Hanuuue Ha
NOHe TPM OT KpuTepuuTe)

1 | Now meta6onuten koHTpon (HbA1c Haa 9%, ot nabopaTopusi, ceptuduLmMpana no BHCBOK) !

HeBBb3MOXHOCT 32 oBnagsiBaHe Ha nocrnpauguanume XuneprnvkeMmum C KOHBEHUMOHaneH
2 | 6bp3oaencTBall MHCYIMH unn C npunaraling 6bp3sogeiicTall, aHanor (yAoCToBepeHo ¢ KpBBHO-3axapeH
npocusn)

3 | Yectn AHEBHM Xunornukemun 3

4 | 3aTnncTsBane (UTM Haa 30 kriv?) *

'Tpuruuanua GnaHKa oT 1abopaTopHO U3CNEABaHE C NOANUC U NeyaT Ha nekaps n 113 unu 3aBepeHo konwe (8 criyyad, Ye e enucaHo & enukpusa ¢
dagHocm 0o 1 mec. npedu kaHAuGamcmeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHa 6naHka).
2 opuruHanHa GnaHka OT KpBBHO-3axapeH NPotuA C NoHe Tpu M3MEpeH! KPBBHI 3axapy C NOCOYEHN 4acoBe Ha U3CNEeABaHUATa (OT KONTO €AHOTO
MaCneABaHe 3abIKUTENHO Aa € 2 Yaca CieA XpaHeHe) C MOANMC Vi meyar Ha nexaps u J13 unn 3aeepeHo Kkonue (e cryval, Ye ca enucaHu &
enukpu3a c dasHocm Ao 1 mec. npedu KkaHOudamcmeaHemo He e Heobxodumo npedcmassHemo Ha nabopamopHu GrarHKu)

AHEBHWK 32 CAMOKOHTPON Ha GOSIHUS, 3aBEPEH OT JIeKyBaLLUA EHAOKPUHONOF (npunoxerue 4)
4 amBynaTopeH NUCT/ €TanHa envkpusa ot nperne npu cneumanucT/ unu enukpuaa ot BJI3 ¢ AaHHN OT aHaMHe3aTa, COMaTUUHUA CTaTyC U oTpaseHo
Terno, pseT ¥ UTM

B. KPUTEPWUM 3A MPEMUHABAHE OT KOHBEHLUMOHAITHA VHCYNMHOBA CMEC HA MHCYNTMHOBA AHATIOIOBA
CMEC WNW OT EAHA AHANOFOBA CMEC HA [PYI'A (sapgnbmkuTened e KPUTEpUIA 2 MIIOC NOHe ABa OT OCTaHanuTe
KpuUTEepUM)

1 | Now meta6onuteH koHTpon (HbAic Han 9%0T nabopatopusi, cepTucduumpansa no BHCBOK) 1

HeBb3MOXHOCT 32 OBragsiBaHe Ha mocTnpaHAuanHuTe XUNEPriMKeMUU C KOHBEHLMOHANHN WHCYNTNUHOBK

2
CMeCMZ Wnn C NpunaraHaTa UHCynuMHoBa aHanoroea cmec

3 | Hanuume Ha YECT XMMOFMMKEMUM (BHEBHU/HOWLHM) B

4 | 3atnucraBane (MTM Hap 30 kr/v?) *

opUriHanHa 6nakka ot nabopaTopHO U3CNEABAHE C NOANUC 1 NEYaT Ha nekaps u 13 unu 3aBepeHo Konue (8 criyyal, Ye e 6MnucaHo 6 enukpusa ¢
dasHocm do 1 mec. npedu kaHOudamcmeaHemo He e Heobx0duMo npedcmassiHemo Ha nabopamopHa 6naHka).
2 opuruHanHa 6nanka oT KpbBHO-3aXapeH PO C MoHe TPy M3MEpeH! KpLBHH 3axapy C NOCOYEHN YACOBE Ha U3CNEABaHUATA (OT KOWTO eAHOTO
u3cneABaHe 33ALIKUTENHO A3 € 2 vaca crnej XpaHeHe) C MOAMUC W nevyaT Ha nekaps u 113 wnu 3aBepeHo konue (g cryval, Ye ca enucaHu e
enukpu3a ¢ daeHocm do 1 mec. npedu kaHAudamcmeaHemo He e HeobxoduMo npedcmassiHemo Ha nabopamopHu Gr1aHKu)

AHEBHIK 33 CAMOKOHTPON Ha GONHWA, 3aBEPEH OT NeKyBalLus EHAOKpuHonor (npunoxerue 4)
4 amBynaTopeH NWCT UNW ETanHa enukpusa OT NPernieA Npu Cneuuanuet unn enukpu3a oT BJI3 C AaHHM OT aHamHe3ara, COMaTU4HUA CTaTyc i
oTpaseHo Terno, peT 1 UTM

4 10
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B. KPUTEPUMU 3A MPEMUHABAHE OT BA3ANEH YOBELLIKA WHCYNIUH HA I'bNrOAENCTBALL WHCYNUHOB
AHATNOI UMY OT EQUH OBIMOAEUCTBALL WHCYNVHOB AHANOM HA [PYF (Heo6xoAauMO e Hanuuue Ha nowxe TpU OT
KpuTepuuTe)

Tlow metaGonuteH kontpon (HbA+c Haa 9% ot nabopaTopus, cepTucnumpata no BHCBOK) i
KpbBHa 3axap CYTPWH Ha rmagHo Haj 10.0 mmol/l
Hanuuune Ha YeCTV HOLHU XUNOTNnKeMum °
3atnucrasane (ATM Hag 30 kr/M) ©

opuruHanta 6naxka ot naGopaTopHo uscneasane ¢ NOANNC 1 Meuar Ha nekapa u J13 unu 3asepeHo konue (e cryyall, Ye e enucaHo & enukpusa ¢
daeHocm do 1 mec. npedu kaHoudamcmeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHa 6naHka).
2 opuruHanya 6naHka oT eAWH KpbBHO-3axapeH npoq.)vm C NOHEe TpU U3MepeHu KPBLBHU 3axapu C NOCOYEHN YacoBe Ha u3cnejaBaHusATa Cc noagnuc n
nevar Ha nekaps u J13 unu 3aBepeHo konwe (e criyvall, 4e ca enucaHu & ernukpusa ¢ dasHocm Ao 1 mec. mpedu kaHOudamcmeaHemo He e
geo6xoduMo npedcmagsiHemo Ha 1abopamopHu 6naHKu).

AHEBHUK 32 CaMOKOHTPOJT Ha BonHus, 3aBepeH oT nekysalnsa eHAOoKpuHonor (npunomenue 4)_
4 aMGynampeH nNCT/ eTanHa enukpuaa oT npernea npu cneumanuc-rl Wnu enukpusa ot BJ13 c aaHHM OT aHamHesara, COMaTUYHUS CTaTyC U OTpaseHo
Terno, pscT U UTM

AlWIN|[—

r. KPUTEPUM 3A NMPEMUHABAHE OT BA3ANEH YOBELUKA WHCYIIUH HA N'bNrOAENCTBALY WHCYNIMHOB
AHAMNOr WNM OT EOWH OBbNrOAENCTBALL WHCYNUHOB AHANOI HA OPYI B PAMKWUTE HA WHTE3U®ULINPAHO
WHCYNUHOBO NEYEHUE (Heo6Xx0aUMO € Hanu'ue Ha noxe asa ot KpuTepuure):

1 [ Tlow meTaGonuten konTpon (HbA+c Haa 9% ot nabopatopus, cepTucpmumpara no BHCBOK) 3
2 | KpbBHa 3axap CyTpWH Ha rnagHo Haj 10.0 mmol/l

3 | Hannuue Ha HOWHYM XUNoOrNukemMun =

opurMHanHa ©GnaHka oT naéopaTopHo wnscneasaHe C NOANUC U neyar Ha nekapsa un N3 nnu 3aBepeHo konue (8 cnywaﬂ. ye e ernucaHo 8 ernukpusa c
dasHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e Heobxodumo npedcmaesiHemo Ha nabopamopHa 6naHka).

2 opuruHanHa 6naHKka OT eAWH KpbBHO-3axapeH npommn C MOHE TPU U3MEpPEHN KpbBHU 3axapu C Nnoco4eHun yacoBe Ha WacnejBaHusTa ¢ noanuc u
nevat Ha nekaps u J13 unu 3aBepeHo konve (8 cryyall, 4e ca enucaHu e ernukpusa ¢ daeHocm 0o 1 mec. npedu kaHoudamcmeaHemo He e
Heobxodumo npedcmagsiHemo Ha 1abopamopHu 6naHKu).

[ZIHEBHWK 32 CaMOKOHTPON Ha 60MHUA, 3aBepeH OT NeKyBaLms eHpoKpUHONOr (MpuoxeHue 4)

0. KPUTEPUM 3A MPEMWUHABAHE OT EAWH BUL AHANOIOBA CXEMA HA OPYI BUA AHAINOIOBA CXEMA
(Heo6X0AMMO € HanuuMeTo U Ha ABaTa KpuTepus):

( Tlow meta6onuteH kontpon (HbAic Haa 9 % ot nabopaTopus, cepTucpuumpara no BHCBOK) u nunca Ha
1 | npomsia Ha HbA1c, unu noeuweHne Ha HbA1c unm cHwkeHue Ha HbA1c c nog 0.5% cnes nposeAeHo 6
MECeUHO feyeHme C NpeaxoaHaTa aHanorosa cxema, 4okasaHo oT nabopaTopus, cepTuduumpana no BHCBOK '
2 | Hanunuve Ha YecTu XunornaMkemMuu (AHEBHU/HOWHW)

TopurnHantm 6nanku oT nabopatopy U3cneAsaHus Ha HbA1c C NOANKC U NeyaT Ha nekaps U J13 unn 3aBepeHin Konus — aktyanto ¢ AaBHOCT 40
eAuH Mecel| Npean KaHAMAATCTBAHE U OT NpeAXoAHaTa aHaorosa cxema npes nocneaxuTe 6 meceua (e cnyval, ye akmyanHomo u3scriedsaHe e
enucaHo e enukpusa ¢ dasHocm 0o 1 mec. npedu kaHOudamemeaHemo u/unu uscnedeaHemo npedu 6 Meceua e 6MuCaHO & enukpusa He e
Heobxodumo npedcmassiHemo Ha nabopamopHa 6naHka)

AHEBHUK 32 CaMOKOHTPON Ha BonHusA, 3aBepeH ot nekysawua EHA0KpUHOor npunoxexue 4

OtroBaps Ha KpuTepuuTe 3a fieYeHneTo [ R e B QHEBHa o3a ..l

MOAMNUC HA CRIELIMATMCTA ..o
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NPUNOXEHUE 2
1. NEYEBHO-AUATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHM MPOAYKTW, skriouetn B Mpunoxenue 1 Ha M1C, kouTto H3OK 3annalya B CbOTBETCTBUE C
[eiCTBALUUTE HOPMATUBHYN LOKYMEHTU.

2. NO3UPAHE:
Sitagliptin — [lozata € 100 mg eanH NbT AHesHo. [lo3aTa Ha MeT(OpMUH He TpabBa [ia ce NPOMeHsi, KoraTo ce npunara cbC
CUTarMMNTUH. KOraTo ce uanonssa B KOMBMHALMS CbC CynhaHunypesi, MOXe fja ce 06MMUCTM no-Hucka Ao3a cyndanunypes, 3a Aa
ce Hamanu pUCKbLT OT XMUMOTMNKEMUS.
Vildagliptin — Korato ce npunara s kom6uHauus ¢ MET()OPMUH, MpenopbYBaHaTa A03a Ha BUNAANTUNTUH e 100 mg,
npunoxeHd kato egHa Aosa ot 50 mg cyTpuH U eAHa aosa ot 50 mg Beuep. Korato ce npunara B koMbuHaLnsi CbC
cyndaHunypeeH NpoaykT, NpenopbyYBaHaTa A03a Ha BUNAATIUNTUH e 50 mg BeAHbX AHEBHO.
Saxagliptin — MNpenopbunTenHaTa Aosa e 5 mg BeAHBX AHEBHO MO BCAKO BPEME Ha AEHS.
Linagliptin — [losata e 5 mg eauH MbT faHesHo. [losata Ha MeTOPMUH He TpsibBa fa Ce MPOMeHs, kaTo ce npunara
€AHOBPEMEHHO C NUHAMMNTUH. Korato ce M3nonasa B komEuHaLMsi CbC CynhaHunypes, Moxe Aa ce 06MUCTIN MO-HUCKa 038
cyndaHunypes, 3a Aa Ce Hamarnm PUCKbT OT XUMOTNIMKeMUS.
Dapagliflozin = MpenopbunTtenHata aosa e 10 mg eAnH NbT AHEBHO.
Exenatide — JleyeHueTo TpsibBa Aa ce 3anouHe ¢ 5 Ug ekseHaTua, npunaraHv ABa MbTy AHEBHO B NPOABIKEHNE HA MOHEe eAnH
MeceL, 3a Aa ce Nofobpy noHocumocTTa. Cried ToBa A03aTa Ha eK3eHaTHz Moxe Aa ce ysenuun Ha 10 jig ABa MbTU AHEBHO C Lien
no-HaTaTbLHO NofobpsiBaHe Ha rMMkeMuyHus koHTpon. Exenatide Lar ce npunara kato NOAKOXHA UHXEKLNA B A03a 2 mg BEAHBX
CEeAMMYHO eaMH 1 ChLUM ieH BCsiKa ceMuLa B Kopema, 6eapoTo unu 3aaHaTa YacT Ha pamoTo.
Liraglutide — JleuenneTo TpsibBa Aa 3anodHe ¢ Aosa 0,6 mg, npunaraHa BeAHBXK AHEBHO B NpOAbIKEHNE HA HaW-Manko eaHa
cegmuua. Cnea ToBa Aosata ce yeenuuaea Ha 1,2 mg BeAHBX AHEBHO C Len No-HaTarblIHO nofobpsiBaHe Ha rMUKEMUYHNA
KOHTpON. JIMparnyTva ce npunara BeAHbX AHEBHO B MPOM3BOMEH Yac, HE3ABUCMMO OT PeXVMa Ha XpaHeHe. He ce npenopbusa
[HeBHaTa [o3a Aa Hajsuwasa 1,8 mg.
Lixisenatide — [Npunoxenneto 3anousa ¢ 10 Ug BEAHBX AHEBHO 3a 14 [AHW. Mopabpxawa fosa: ot 15-ua geH HataTbk ce
3anouBa ¢ uKkcupaHa noaabpxalla Ao3a ot 20 Pg BEAHBX AHEBHO. [osata e 20 mcg eavH MbT AHEBHO. [losaTa Ha METHOPMUH
MOXe Aa HE Ce NpOMeHs, KaTo Ce npunara eAHOBPeMEeHHo C nukcuseHatus. Korato ce wusnonssa B KOMGUHALMA CbC
cyncaHunypes, MOXe Aa ce 0BMUCIN No-HUcka Ao3a CynhaHunypes, 3a Aa Ce Hamani pUCKBLT OT XUMNOTMUKeMUS.

3a6enexka: H30K 3annauja dosu do DDD.
WHeynuHoeo neyeHue - [loauposkata TpsibBa Aa ce onpeaens oT nekap CboGPasHO HYXANTE Ha nauveHTa u ce cbobpassea ¢
BMAA HA MHCYNHA, CKOPOCTTA Ha HACTLNBAHE Ha edheKTa U NPOABLIKUTENHOCTTA Ha IeCTBUeTO.

3. NPOCNEAABAHE — cbrnacHo kpaTkuTe XapakTepuCTuki Ha NekapCTBEHUTE NpoayKTU:

Bb3PACTOBU * *
INN OFPAHWUYEHUSA NPEQW 3AMOYBAHE KOHTPOI - Ha 6 mec.
HbA+c oT naboparopus, HbA1c oT nabopatopus,
SITAGLIPTIN 2 cewn::m;;argoel:: non: ceptuduumpana no BHCBOK, cepTucuumpara no BHCBOK,
A a KpbBHO-3axapeH npodun KpbBHO-3axapeH npodun
s
VILDAGLIPTIN He ce mpunara nop, 18 HbA+c oT naboparopus, HbAsc 0T naBopaTopwsi,
rogvHu ceptucuumpana no BHCBOK,
KpBEHO-3aXapEH NPOtMA ceptuduumpana no BHCBOK,
P p P KpbBHO-3axapeH npodun
HbA1. oT nabopatopus, HbA . oT nabopatopus,
SAXAGLIPTIN | He o iPunara oA :: TOA. | cepruchuumpana no BHCBOK, cepicuLmpana o BHCBOK,
an A KpbBHO-3axapeH npodun KpbBHO-3axapeH npocun
HbA+c oT nabopartopusi, HbA+c oT nabopatopus,
LINAGLIPTIN Hece ”‘r’:”:;a non 18 cepTuchvumpana no BHCBOK, cepTvchmumpara no BHCBOK,
i KpbBHO-3axapeH npocun KpbBHO-3axapeH npocun
HbA1c oT nabopatopus, HbA1c oT nabopatopus,
DAPAGLIFLOZIN | "¢ ceunﬁ:n?;rsargoi:f el ceptuduumpana no BHCBOK, ceptudmumpana no BHCBOK,
A A KpbBHO-3axapeH npocun KpbBHO-3axapeH npocun
HbA1. oT nabopatopus, HbA+c oT naboparopus,
EXENATIDE He: Cem”f:”z;rsarg°ﬂ :f FoR: cepTudpuLmpana no BHCBOK, cepTuduumpana no BHCBOK,
A A KpbBHO-3axapeH npodun KpbBHO-3axapeH npodun
HbA1. oT nabopatopus, HbA1; oT nabopatopus,
LIRAGLUTIDE . | Hee8 ipunera non 18708 | ceprupmupana o BHCBOK, cepTudMupana no BHCBOK,
A A KpbBHO-3axapeH npodun KpbBHO-3axapeH npodun
HbAc oT nabopatopus, HbA 1. oT naGopatopus,
LIXISENATIDE | "© cem"f:“z;?rr(‘fﬂ:f TOA. | ceprucuumpana no BHCBOK, ceptvdmuvpana no BHCBOK,
A A KpbBHO-3axapeH npodwun KpbBHO-3axapeH npocun

“TI0COYGHNTE W3CEABaNMA Ca 3aALIKATENHM. IPEACTABAT CE Ha OpUTMHanHa nabopaTopHa GniaHka Ui 3aBepeHo Konue. B criyyai, Ye ca Bnucaty B envkpusa ¢

A@BHOCT 40 1 Mecew 40 AaTaTa Ha U3AaBaHe Ha NPOTOKONa He & HEOGXOAMMO NPEACTABSHETO Ha N1abopaTopHK
** CbInacHo MHGOpPMaLMs 3a NpoaykTa 26/03/2010 Galvus-H-C-771-11-07 (oGHoseHa Ha 27 anpun 2010 r.) — npu cTonHocTM Ha ASAT u ALAT Tpu nbTH Hap
ropHaTa pediepeHTHa rpaHMLa NeYeHue C BUNAArTMNTUH He Ce 3anouBa MMM ce CMMPA ako B XOAA Ha MeYeHUeTO Ce YCTAHOBAT Takusa naGopaTopHu
npOMeHH.
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Bb3PACTOBU

INN OrPAHUYEHNA

MPEOM 3AMOYBAHE*

KOHTPOI — Ha 6 meceua*

INSULIN HUMAN -

KpBLBHO-3axapeH npodun

KpbBHO-3axapeH npocun

INSULIN LISPRO

100 IU/ml — 3a geua un
Bb3PacTHY 3a
6bp3oaencTaLl; He ce
npunara npu nuua noa 12
roavHM 3a MUKCTYpa
200 IU/ml - He ce npunara
npv nuua noa 18 roantn

HbAc oT nabopatopus,
cepTucuumpana no BHCBOK,
KpbBHO-3axapeH npocun

HbA1c oT nabopatopwusi,
cepTudmumpana no BHCBOK,
KpbBHO-3aXapeH npodun

INSULIN ASPART

He ce mpunara npv nuua
nof 2 rogvHu — 3a
6bp3ogeiicTaall; He ce
npunara npu nuua nog 10
TOAVHU — 32 MUKCTYpa

HbA1; oT nabopatopus,
ceptuduumpana no BHCBOK,
KpbBHO-3axapeH Npodun

HbA+. oT naboparopus,
cepTucpmumpana no BHCBOK,
KPbBHO-3axapeH nNpodun

INSULIN HbA1c oT nabopatopusi, HbA1; oT nabopatopwus,
GLULISINE pece "p"'ga’a npu nuua cepTuchmunpana no BHCBOK, cepTudmumpara no BHCBOK,

1100 O FOANHH KpBbBHO-3axapeH npodun KPbBHO-3axapeH Npocun

INSULIN 122;"::::‘3 :sﬂcg :;:::Ja HbA1c oT naboparopusi, HbA1c oT nabopatopus,
GLARGINE cepTucpmumpana no BHCBOK, cepTuduumpana no BHCBOK,

300 IU/ml - He ce npunara
npu nuua noa 18 roanHn

KPbBHO-3axapeH npodun

KpbBHO-3axapeH npocun

INSULIN DETEMIR

He Ce mpunara npu nuua
noa 2 roanHu

HbA1. oT nabopatopus,
cepTucpmumpana no BHCBOK,
KpbBHO-3axapeH npogun

HbA1. ot nabopatopus,
ceptuduumpara no BHCBOK,
KpbBHO-3axapeH npodgun

*TlocoueHnTe M3CNeaBaHuA ca 3aAbIKNTENHN C AABHOCT A0 eANH Mecel. TIPEACTaBAT Ce Ha OpuriHanHa nabopaTopHa GniaHka Ui 3aBepeHo konue. B cnyya,
e ca BNUCAHU B eNMKDU3a C AGBHOCT 0 1 Mec. A0 AaTaTa Ha 3AaBaHe Ha NpoTokona He & HEOBXOAMMO NPEACTABAHETO Ha NabopaTopHy Gnaxki

1il. OBLUY U3UCKBAHUA

1. Bbapac'roaa'ra rpaHuua ce U34McnsBa B HaBbPLUEHU FOAVNHN - T.e. BKMIOYUTENHO KbM Aatarta Ha uspgasaHe Ha npoTokona ot
cneumanvaupaHara KoMUCus.

2. Mpy HasHauYaBaHe Ha Tepanus Mo NPOTOKOMN 3aAbIMKUTENHO Ce cbobpassBaT Bb3pacTOBUTE OrpaHNHEHNs, CbINacHo kpaTkara
XapaKTepPUCTUKa Ha CbOTBETHUS JIEKapCTBEH MPOAYKT, yTBBbPAEHA M0 peAa Ha 3MNXM.

3. H30K He 3annalla neyeHne U3BbH ykasaHaTa Bb3pacToBa rpaHuua B kpartkara XxapaKTepucTuka Ha npoaykTa.

4. H30K He 3annalua NeveHne C 403N Haj MakCUManHo paspelueHuTe No kpaTka xapakTepuctika Ha npoaykra.

5. B criyyail Ha HacTbnuna noAosMpaHa HexenaHa fekapcTBeHa peakuus, nekapsT ysegomsasa MAJ1 no peaa Ha un. 183 ot
3MMXM. Konve oT cbOBLIEHNETO Ce npusnara KbM MeauLnHckaTa AoKyMeHTauus Ha 30J1 npu kaHAWAATCTBAHE 3a NeYeHmne.

6. MPU CMEUWANUCTA, cbrn. 4n. 158 B, 1. 1 oT HP[ 3a MeauumHckuTe aerHocTn 2015 r. (o6H. 1B 6p. 6 oT 23.01.2015 1),
na 30J1, Ha KOMTO ca M3AaBaHW MPOTOKONW MO PeAa Ha HaCTosWUTE W3NCKBAaHWS, cnepBa Aa ce npunarat BCUYKW
HEOBXOAMMM AOKYMEHTW KaTo: ambynaropHuTe NWCTOBE OT M3BBPLIEHUTE MPErnean, BTOpuAT eksemnnsp OT U3AaaeHuTe
NpPOTOKONW, Konusa OT enukpuau, eKcnepTHU CTaHoBULLIA U ApYyrn AOKYMEHTH, KOUTO Ca OCHOBaHWEe 3a M3[aBaHe Ha MnpoToKon,
BCUUKVM M3NCKBALLM CE M3CMefiBaHus, konue OT npunoxenue 1A/ 16/ 1B/ 1T Ha HacTosIUTE M3UCKBAHWUSI MOMNbLIIHEHO no
CBLOTBETHATA TOYKa, NOANWUCAHO OT CNeuwanycTa, uaaan npoTokona.
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H30K 3annaua cnegHuTe KOMOUHAUMKU OT MeAUKaMEHTH
npu 3axapeH avabet TMn 2

WHCYNUH (YOBELUKU NHCYNWHYU U UHCYNTUHOBHU aHanosun) B KOMGMHALUA C MET(OPMUH

[lo Tp¥ nekapcTBeHW MpoAyKTa OT CriegHuTe rpynu — MeTOPMUH, CyrnihaHnITyperHn NekapcTBeHn NpoayKTy,
anq)a-rmol(oaunaauu MHXMGMTOPVI, MEernuTUHUAn u TUa3oNUAUNHOAUOHU

DPP-4 UHXU6UTOP C MeTOPMUH

DPP-4 uHXM6UTOP ChC cyndaHunypeeH nekapcTeeH npoaykT (63 NMHArNMNTUH)

DPP-4 UHXVGUTOP C MeT(OPMUH W CymncbaHunypeeH nekapcTseH MPOAyKT (3a cUTarMUNTUH, BUNAATNUNTUH,
cakcarnunTuH u nuHarnunTvm)

Exsenatup/Eksenatng LAR/Muparnytua/fiukcusenatna B KOMBMHaUMS C MeTOpPMUH W cyndaHunypeeH
rnieKapcTBEH NPOAYKT

Nanarnucno3unH ¢ MeTchopMuH

NanarnudnosuH ke cyndaHnnypeeH nekapcTeeH npoaykT

[anarnucnosunH ¢ MeTchopMuH 1 cyndaHunypeeH nekapcTeeH NpoaykT

Janumet B kKOMBMHaLUMs ¢ MeTCHOPMUH U CyndbaHUnypeeH nekapcTseH NpoAyKT

Eucreas B KOMGMHaLUMs C METCOOPMUH U CyndaHunypeeH NiekapcTBeH NpoayKT

Komboglyze B kKoM6MHaUMA € METHOPMUH 1 cyndaHunypeeH nekapcTeeH NnpoaykT

Jentadueto B KOMGMHaLUs C METCIOPMUH 1 cyndaHunypeeH nekapcTeeH npoaykT

Xigduo B KOMGUHALMA C METHOPMUH 1 cyndaHunypeeH nekapcTeeH NpoaykT

3a6enexka: Yyactueto Ha 3011 B KIIMHWYHW NPOYYBaHUA He MPOMeHs Heo6XoaMMOCTTa OT cra3BaHe Ha M3NCKBaHUATa HA H30K npu
npoBexaaHe Ha NeveHue Ha 3axapeH AnabeT Tvn 2 B U3BBLHGONHMYHATa Nomoul.

Hacmosiwume usuckeaHusi ca pa3pabomeHu Ha OCHOB8aHue 4Il. 56 om HauuoHaneH pamkos 002080p 3a MeOUUUHCKUME
deliHocmu 3a 2015 zoduHa (06H., [IB, 6p. 6 om 23.01.2015 2.) u enusam & cunia om 15 Hoemepu 2015 2., cbanacHo un. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnogusima u peda 3a 3annawjaHe Ha fekapcmeHu npodykmu no yn. 262, an. 6, m. 1.om
3akoHa 3a nekapcmeeHume npodykmu 8 xymaHHama MeduyuHa, Ha MeAUUUHCKU u3denus u OUEeMUYHU XpaHu 3a creyuandu
meduyuHcKu yenu (06H., B, 6p. 31 om 2007 2.).

‘(
~
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MNPUNOXEHUE 3

OEKNAPALIUA 3A WH®OPMUPAHO CBITACUE C W3NCKBAHUATA 3A 3ANOYBAHE/ NPOABLIMKABAHE HA
TIEYEHMETO C JIEKAPCTBEHUS NPOAYKT

A3 [OMYMIOMIMACEHUNAT/ATA ....oovveverseresssseeeess s

cnep kaTo ce 3aro3Hax ¢ uanara MU npegocTaBeHa VHopmauus 1 uenTa Ha NEeYEHNEeTo C NiekapcTBeHNs

MPOAYKT....oeeeennne AT e 1 criel KaTo nomnyymx usdepnaTendn 0TroBOpU Ha

OCTaBEHMTE OT MEH BBLMPOCH, AieKnapupam ye:

1. llle cnaseam npernopbyaHaTa My cxema Ha fieYeHne 1 NEPUOANYHOCT Ha KOHTPOMHUTE Npernean.

2. PSAOBHO e ce ABABaM Ha KOHTPONHN nperneau n HAMa Aa npOMBHﬂM CaMOBOJTHO uUnu nog Apyro BHyLLEHue
HasHauyeHaTa M1 Tepanus.

3. Tlpy NpeycTaHOBsIBAHE Ha NEYEHNETO MO MPUHNHU, HenpoU3TUYALL OT PELLIEHNETO Ha KomucusTa 3a
excnepTvan 8 P3OK n/mnn Kommensta no 4. 78, 7.2 ot 330, Le yBeAOMS He3abaBHO NM4HUA Ci nekap n P30K
1 e BbpHa B P3OK nocneaHnst NpoTokorn, no KOWMTO CbM MoslyyaBan/a nekapcTeeHuns NpoayKT.

4. Tpy HecniassaHe Ha NOCOUEHNTE YCIOBUS NEUEHNETO M1 C yNOMEHaTVs NekapCTBEH NPOAYKT Lie obae

npekpaTeHo 1 HAMa [ja UMaM npeTeHLn kM H30K.

(ume, npesume n chamunus)

Moanuc:.

¥

WU3UCKBAHWA HA H30K NPU N3JABAHE HA NPOTOKONM 3A NEYEHVUE HA 3AXAPEH AWABET TWM 2 B U3BBHBEONHUYHATA MOMOLL -
B cuna ot 15 Hoemepy 2015 roauHa

15





image16.jpeg
NPUNOXEHWE 4
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Heobxodumo e da ce omberisizea ecsika poMsiHa & doszama u/ unu guda Ha UHCY/UHa.

B kornoHa .,3356{18»(}(3" ce enuceam 8CUYKU CbCMOSIHUSA, Koumo mozam 0Oa nosnusisim Ha pesynmamume om mecmoseme (3850nﬂSaHUﬂ, npomMeHu
& duemama, cmpecosu cumyauuu, HeobuvaliHo HamosapeaHe u 0p.)

HaHnacsam ce daHHUmMe om npoeedeuume u3mepeaHusi Ha KpbgHama 3axap, kamo ca 3a0b/KUMenHuU rnoHe decem usmepsaHusi Ha KpbeHama
3axap npe3 nocnedHus mecey npedu kaHdudamcmeaHemo.

[IHEBHMKLT 32 CAMOKOHTPO € 3aBepeH OT:

S

MOANMUC HA CRIELMATNMCTAL .o

W3UCKBAHWS HA H30K MPU U3JABAHE HA MPOTOKONM 3A NEYEHWE HA 3AXAPEH OWABET TUM 2B 3B BbHEONHUYHATA MOMOLL -
B cuna ot 15 Hoemspy 2015 roguHa
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WU3UCKBAHUA HA H30K
NPW U3OABAHE HA NPOTOKOJI 3A NNEYEHME HA
3AXAPEH OWABET TN 2

MpoTokonbT ce u3aasa ot crneumanucT ¢ Koa Ha cneuuanHoct 05 (eHAokpuHomorusa u GonecTn Ha obmsHaTa),
ckniounn porosop ¢ H3O0K wnm ot cneuuanuaupaHa komucusi B neveGHU 3aBefieHUsi, CKNIOYMNU AOrosop C H3O0K.
CneuuanuaupaHute kommcuu ce cb3aasaT Cbe 3anoBes Ha AvpekTopa Ha neuebHoTo 3aseaeHne (N3) — KnUHUKa/oTaenexHve
No eHAOKPUHONOTUSA.

. 1. PEO 3A 3ABEPSIBAHE HA NPOTOKONWTE - WHKPETUH BA3WUPAHA TEPAMUA W TEPANWA C SGLT2
WHXUBUTOPU

npDTOKOﬂVI 3a 3ano4BaHe U npon'hn)KaBaHe Ha TepanusaTa

=AmbynaTtopeH nucT/ eTanHa enukpuaa OT nocneaHns npernea/ vnn
enkpu3a oT BM13 ¢ npurnoxeHn BCU4KA HeobxoauMu nokasarenn u
M3CNeABaHNs No Npunoxexue 2

cneuuanucT, CKiouun

norosop ¢ H30K »| =MonbAHEHO ¥ noanucaHo NpuUnoXeHue 1 (1A, 1B unm 1B) — nmcT 3a
onpeaensiHe Ha KPUTEPUUTE C BCUHKA HeoBX0AUMM N3CNeABaHNA Komwucwus 3a
«“TpoToKOn 3a MPEANMCBaHE Ha fnekapersa, sannaijaHu  OT eKcnepTusun B
H30K/P30OK” — 06p. M3-H30K P30K
mnu -4
sEKCnepTHO  CTaHoBuwe C  ACHa MeauuuHCKa  MOTWBaLMA 3aBepka Ha
(3apbIKUTENHO Ce oT6enassa nunca Ha uskno4satlum KpuTEPUN) npoTtokona B
=Enukpusa oT BJI3 C Npunoxenn BCU4ku HeobxoauMK nokasatenu u P30K
cneunanmanupaa Y3crieiBaHus no npunoxesue 2

= [MONBLAHEHO 1 NOAMNUCAHO NpUNoXeHue 1 (1A, 1B unu 1B) — nucT 3a
onpeaensHe Ha KpUTepunTe C BCUUKA HeoBX0ANMYW U3CreaBaHns
«“[poTokon 3a npeanuceaHe Ha nekapcTBa, 3annawiasn ot
H30K/P30K’ - obp. M3 -H3OK (mopnucaH oOT uneHoBeTe Ha
KoMucusiTa)

Komucusa

o
VU3UCKBAHUSA HA H30K MPU N3JABAHE HA MPOTOKOJM 3A NEYEHWE HA 3AXAPEH OVWABET TUN 2B WN3BBHEOMHUYHATA NOMOLL -
B cuna ot 15 Hoemspy 2015 rognHa
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1. 2. PEQl 3A 3ABEPSIBAHE HA MPOTOKOJUTE — NEYEHUE C AHANOIOBU UHCYNTUHU

MpoTokonu 3a npoabLkaBaHe Ha TepanusaTa C aHanorosu NHCYNNHN

cneuvanucT, CKIioYun
porosop ¢ H30K

fosara
=AMGynaTopeH nucT/eTanHa enuKpu3a C BCUYKK

HeoBxoauMn  n3crieaBaHus cbobpasHo Tabm. 1
(npunoxeHxue 2)

=“[IpoTokon 3a MpeanucBaHe Ha  nekapcTsa,
3annawanmn ot H30K/P30K” — 06p. M3-H30K

cneuuanucT, ckiioyun =‘[lpoTokon 3a npeAnucBaHe Ha  nekapcTsa, o 3aBepka B
nporoeop ¢ H30K > 3annauanu ot H3OK/P30K” — 06p. M3-H30K ”1 P30K
[MpoTokonu 3a NoBULWAaBaHe Ha obLaTa [03a aHasIoroBM MHEynvHM Haa 80 IU
=CTaHOBMILE OT EHAOKPUHOMOra C iCHa MeanuMHCKa
MOTMBaUMs 3a HeobXoAMMOCTTa OT yBenudyasaHe Ha
Komucus 3a

eKCcnepTu3mn B
P30K

3aBepka B
P30K

KOHBEHLMOHANeH WHCYNnuH

[MpOTOKONY 32 3aNo4BaHe Ha TEPanus C aHaroOroByU MHCYNUHW NpU:
8. npeMuHaBaHe OT KOHBEHLUWOHaNnHu WHCYNWHU KbM aHanorosu UHCYIIMHN
o CMSsiHa Ha e[lvH OT NnpunaraHuTe KOHBEHLUWOHaNHN WHCYIVHU C aHarnoros npu 3anasBaHe Ha gpyrusa npunaraHd

cneyuanucT, CKn4un
norosop ¢ H30K To.

wnun

cneuuanusmpaHa Komucusi

B cuna ot 15 Hoemspu 2015 roguHa

=AmGynaTopeH nuct/eTanHa enuKpu3a Unu enukpusa
oT BJ13 ¢ BCcUukM HEOBXOAMMM U3criefBaHnsi CbobpasHo
Tabn. 1 (Nnpunoxexue 2)

s[lonbnHeHo v noanucaHo npunoxexue 1

=‘[lpoToKON 3a MpeanMCBaHe Ha feKapcTea, 3annaliaHu
oT H3OK/P30K” — 06p. M3-H30K

Komucusa 3a
eKcnepTUsu

‘EKCﬂepTHO CTaHOBMLUE C ACHa MeauuMHCKa MoTuBauua
3a HeoBXogWMocTTa OT 3arnouyBaHe Ha Tepanus C
aHanorosu UHCYNUHU

=Enukpusa ot BJI3 ¢ Bcuuku Heobxoaumu uscnensaHus
cbobpasHo Tabn.1 (npunoxexue 2)

=[onbMHeHo 1 noanucaHo npunoxexue 11

=“[IpoToKON 3a NpeAnucBaHe Ha rnekapcrea, 3annaijaHu
or H3OK/P30OK" — obp. M3-H30K (nognucad oT
YneHoBEeTEe Ha KOMVICVIﬂTa)

A 4

B PSOK

3aBepka B
P30K

WN3UCKBAHWA HA H30K MPU U3ABAHE HA MPOTOKOMNM 3A NIEYEHUE HA 3AXAPEH AVABET TUM 2 B M3BBbHBONHUYHATA NOMOLL -
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MpoTokonu 3a 3anoYBaHe Ha Tepanusi ¢ aHanorosu WHCYJTUHU Npu:
- CMsiHa Ha eAViH C Apyr aHanoros UHCYJMH
it cMsiHa Ha e[uH BUj aHarnorosa cxema c apyr Buj aHarnoroea cxema

sAM6ynaTopeH nucT/eTanHa  enukpusa  Unu
crneyuanucT, CKnoYun AOoroesop
¢ H30K —» | enukpusza ot BN3 ¢ Bouukn HEOHXOAMMM M3CrIeABaHMA
£ cbobpazHo Tabn. 1 (npunoxeHue 2)
s[lonbHeHo 1 noanucaHo npunoxexue 11
=‘[lpoTokOn 3a MpeanuceaHe Ha  nekapcrea,

| _ Komucus no
sannatanv ot H30K/P3OK” — o6p. M3-H30K A8 o or

330 B LY Ha
nnm H30K

=sEKCMepTHO CTaHOBMWE C $iCHA  MEeAULMHCKa
moTuBaumsa 3a Heo6xo,ummocrra OT 3ano4yBaHe Ha

3aBepka B
Tepanusi C aHanorosu WHCYNWHN P30K
sEnukpuza ot B3 c Bouuku  Heobxoavmm
cneumanuaupaHa Kommucms u3creaBaHus cobpasHo Tabn.1 (npunoxetue 2)

a[loMbAHEHO 1 NoANMCaHo npunoxexue 117
=‘[lpoTokONn 3a MNpeanucBaHe Ha  niekapcrea,
sannawaHn ot H3OK/P30OK’ — obp. M3-H30K
(NOANMCaH OT UNEHOBETE Ha KOMUCHSTa)

Il. OBLLUY MONOXEHUA

1. 3011 nopaBa noaroTeeHuUTe AokyMmeHTH B P30K, Ha TepUTOpUsTa Ha KOATO € Hanpasuno n36op Ha OMJ1. JokymeHTUTe
BKN4BaT:
1.1 3asBnexue Ao [Aupektopa Ha P3OK.
1.2 MoNbAHEHO M MOANUCAHO NpUMoxeHne 1 — CbOTBETHO Ha NEYeHWETO, 3a KOeTo ce KaHANAATCTsa. Monbnea ce no
CbOTBETHATa TOYKA 1 CE Npunara oTpaseHara B LMPOB MHAEKC MeAULMHCKA AOKYMEHTaLVS, YAOCToBEpABALLa BCEKM eavH
OT KpUTepUUTE.
1.3 MbnHuaT Habop u3cneaBanus (hUUKanHN, NHCTPYMEHTanHu n naBopaTopHy), OTPa3eH B NpUNoXeHue 2 ¢ AaBHOCT AO
eavH mecel.
1.4 “TpoTokon 3a NpeanucBaHe Ha reKkapcTea, 3annawaHiu ot H30K/P30K” — 06p. M3-H3OK, nsgapeH ot nekaps
cneuvanucr. Mpu HeoGX0AMMOCT OT ekcrnepTusa oT Komucusita o un. 78, 7.2 ot 330, P30OK uanpawa 8 H30K konue Ha
npoTokona. I'IpomKoan 3a4b/MKUTENHO Ce NoAnucea oT BCUYKM YNEHOBE Ha KoMUcuaTa B Criyd4auTe nocovYeHn B T. |
1.5 Mpu npemMrHaBaHe Ha nieyYeHne ¢ aHanoroBn MHCYJIMHU Ce U3NCKBA KOMue OT peLenTypHa KHUXKa, OT KOSTO € BUAHO
NpoBeAeHO nevyexHne C KOHBEHLIMOHArHU UHCYIIMHWU NOHE 3a nocnegHute 6 meceua npeau npeanaraHara CMsHa.
1.6 [leknapaums 3a uHcOpMUPaHO cbrnacue no obpasewl (npunoxexue 3)
1.7 Mpunoxexue 4 - nonbnHexo ot 30J1 1 3aBepeHO C NOAMNC 1 nedar Ha EeHJloKpuHonora
2. P30K npuema AoKyMeHTMTe no T. 1 crieA cnpaBKka OTHOCHO 3APaBHOOCUTYPUTENHMS CTaTyc Ha 30n.
3. [lo nony4aBaHe Ha peleHne oT komucusta B LIY Ha H30K 30J1 npoabmkaBa neveHne ¢ nekapcTeen/u Npoaykt/u, ¢
KOWTO e NpoBeXAan NnevyeHUeTo 40 MOMEHTa Ha noaaBaHe Ha mon6ata u gokymentute B P30K.
4. ONUCaHUAT MBbIEH KOMMMEKT AOKYMEHTU Ce U3UCKBa B CriyyauTe, Npu KOUTO e ykasaHa Heo6XxoAMMOCT OT peleHne Ha
Komucus 3a ekcneptnau B P3OK unm Komucusita no un. 78, 1. 2 o1 330 8 LIY Ha H3OK. MNpu 3aBepka B P30OK ce npeacTass
NpOTOKONa M Konue oT aMGynaTopHUs JINCT OT NocneAHus npernea npu cneuuanucr.
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NPUNOXEHUE 1A

TINCT 3A OMPEAENSAHE HA KPUTEPUUTE 3A MPOBEXIAHE HA TNIEYEHME C DPP- 4 UHXUBUTOPW MPU BOJHU
CbC 3AXAPEH AIMABET TUN 2

[we: [erw] [ [ [ [ [ [ [ [ T |

3abenexka: MeOULUHCKama OOKyMeHmayusi, ydocmosepsisala 8ceKu om kpumepuume e nocodeHa C Yughpa 8 uHOEKC U 3a0bIDKUMESTHO
npudpyxaea HaCMOSALYOMO MPUITOKEHUE.

Mpu 3axapeH Auabet TN 2 B HavanHute asu Hall-4ecTo ce npunara NeveHne C nepoparHu nekapcTeeHn npoaykTH, HO Tbi
KaTo 3aGONABaHETO € MPOrpecupalLo, Ha ONpe/eneH eTan ce CTura Ao OTNajaHe Ha UHCYNNHOBATa CeKPeLnst 1 HeobxoanmocT oT
3anouyBaHE Ha WMHCYMMHOBO reuyeHne. 3HauMma Bb3MOXHOCT 3a noaobpeHne Ha [MIMKEMUYHUS KOHTPOM W OTCpo4BaHe Ha
VHCYNMHOBOTO NEYEHNe e MHKpeTUH GasupaHata Tepanus, KosTo e fonbnBalwa Tepanusi ¢ Uen NocTuraHe Ha onTUmanex
rIIMKEMUYEH KOHTPOT.

IMoa KOMGMHMPaHa aHTAMaGeTHa NepopanHa Tepanus ce pastupa KOMGMHALMA MEXAY MeTOPMUH 1 CyndhaHnmypeeH NpoAYKT.

A. _KPMTEPMVI 3A 3AMOYBAHE HA JIEYEHWE C DPP- 4 WHXUBUTOP (cuTarnunTWH, BWUMAArMUMNTUH,
caKkcarnunivH W NMHAFMUATMH) NPy GOMHM Che 3axapeH AuabeT TMN 2 B cnyyan Ha MOHOTEPAMNUSA C MET®OPMWUH
(Heo6Xx0AUMO € Hanuume Ha BCUYKU KpuTepum):

1 | Now meTaBonuten koHTpon (HbA:c Haa 7,0% ot nabopatopus, ceptuduumpata no BHCBOK) '

HeBBH3MOXKHOCT 33 aAeKBaTHa KOMMEHCaLus BLMPekV MakcuManHo TonepupaHuTe 403U Ha Tekyliata Tepanvis
2 | npunarawa 3a nocreaHuTe 3 Meceua C NOBYWIEH PUCK OT XUMOTIMKEMMS UM HEMOHOCUMOCT Wk npoTUBOMOKa3aHNa
3a BKNIOYBaHE Ha CyndaHunypeeH Npoaykr =

3 | Nunca Ha uskniousawm kputepum no 7.

opurMHanHa 6naHka oT nabopaTopHO U3CneABaHe C MOANNC U neyar Ha nekaps 1 J13 unu 3aBepeHo konue (g criyvall, Ye e enucaHo & ernukpusa
¢ dasHocm do 1 mec. npedu kaHAudamcmeaHemo He ce u3uckea npedcmassHe Ha nabopamopHa 61aHKa)
2 opuruHanda BnaHka OT eAuH KpbBHO-3axapeH I'IpDQ)VIJ'I C MOHE TPW U3MEPEHU KPBBHU 3axapu C MOCOYEHU YacoBE Ha U3CNeABaHnsATa C NOANUC U
neuat Ha nekaps v JI3 unu 3asepeHo konve (e crydal, Ye ca enucawu & enukpusa ¢ daeHocm 0o 1 mec. npedu kaHoudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha flaGopamopHu 6n1aHKu), Konue OT peuentypHa KHWKKa WNu Apyra MEeAMUMHCKA AOKyMeHTauus
AOCTOBEpPABaLLa NPOBEXAAHETO Ha CkOTBETHaTa Tepanus, aMBynaTopuu nucToBe OT nperneaure, yZAocToBEpsBaly Bb3HukHanu HIP
ambynaTopeH NUCT/ eTanHa enukpuaa oT nNpernea npu cneuvwanunct/ envkpusa ot BJ13 ¢ AaHHU OT aHaMHe3aTa, COMATUYHUS CTaTyC U 0TPa3eHo
Terno n UTM

B. KPUTEPUN 3A 3AMNOYBAHE HA TNEYEHWE C DPP- 4 WHXUBUTOP (cutarnunTuH, BUNAarnunTuH
caKcarnunTvH) Npu GONHM cbe 3axapeH AuabeT TMN 2 B cny4an Ha MOHOTEPAMUSA CBHC CYN®AHUNYPEEH NPOAYKT
(Heo6x0AUMO € Hanu4iue Ha BCU4KN KpuTepum):

1 | Now meta6onuten kouTpon (HbA1c Haa 7,0% ot nabopatopus, ceptuduumpana no BHCBOK) ;

2 HeBB3MOXHOCT 3a afieKBaTHa KOMMEeHcauus BbMNpeku MaKkCUMMarnHo TonepupaHuTe o3u Ha Tekyuwata Teganvm
npunaraHa 3a nocneaxHuTe 3 Mecelia C HeMOHOCUMOCT UMK MPOTUBOMOKa3aHUA 3a BKIOYBAHE Ha MeTOpMUH &

3 | Nunca Ha naknoYBaWM KpuTepum no 1. i

opuruHania 6naHka oT 1aGopaTopHO U3CneABaHe C NOANUC 1 Neyar Ha nekaps u 113 unu 3aBepeHo Konue (8 criyyal, ye e eMucaHo 6 enukpusa
¢ dasHocm 0o 1 Mec. npedu KaHAUOamCmeaHemo He ce usuckea npedcmassiHe Ha nabopamopHa 6naHKa)
2 opurnHanHa 6HnaHka oT eAuUH KpLBHO-3axapeH ﬂpOdJlIlﬂ C MOHEe TpU U3MEPEHN KPBBHN 3axapu C Noco4eHu YyacoBe Ha uscneasaHuATa ¢ NoaAnNuc u
neuat Ha nekaps u J13 unu 3aBepeHo konve (e criywad, Ye ca enucaHu & enukpusa ¢ daeHocm 0o 1 meceu npedu kaHOudamcmeaHemo He e
Heobxodumo rnpedcmaesHemo Ha JlaGopamopkHu 6n1aHKu), Konue OT peuentypHa KHWKKa Wnu Apyra MeAWUMHCKa AOoKyMeHTauua
/AocToBEpsiBaLla NPOBEXAaHETO Ha CbOTBETHATA Tepanus, aM6yna‘ropHu FINCTOBE OT nperneauTte, yaocrosepssawn Bb3HukHanu HIP
ambynaTopeH nucT/ eTanHa enukpusa ot mpersiea npu cneuvanuct/ envkpuaa ot BJ13 ¢ AaHHW OT aHamHesaTa, COMaTU4HUA CTaTyC ¥ OTPaseHo
Terno u UTM

B. KPUTEPMM 3A 3AMOYBAHE HA JNEYEHUE C DPP- 4 WUHXUBUTOP (cuTarnunTuH, BWUNAATTIUNTUH,
CaKCarfMNTUH, NUHAFMUATUH) NPy GOMHU CbC 3axapeH AvabeT TMN 2 B cny4an Ha KOMBUHUPAHA TEPAMUA CbC
CYN®AHUNYPEEH MPOOYKT U MET®OPMMWH (Heo6x0AMMO e Hanuuue Ha BCuuku KpUTEpUM):

1 | Now meta6onuTten koutpon (HbA1. Hag 7,5% oT naboparopus, ceptuduumpara no BHCBOK) !
2 HeBL3MOXHOCT 3a aAeKBaTHa KOMMNEeHcauusi Bbnpekd MakcumarnHo Tonepupanute A03v Ha  Tekyliara
KoMGUHMpaHa Tepanus npunaraHa 3a nocneaxute 3 meceua 2‘

3 | Nunca na nsknouBawm kputepum no 1.
T opuruHanHa 6naHka ot naGopaTtopHo U3cneABaHe C MOANUC W NeYat Ha nekaps n 13 unu 3aBepeHo Konue (8 criyyal, Ye e 8ucaHo & enukpusa
¢2: dasHocm do 1 Mec. npedu kaHOUdamcmeaHemo He ce u3uckea npedcmassiHe Ha nabopamopHa 6naHKka)

opuruHanHa 6naHka oT eANH KPBLBHO-3aXapeH npocbnn C NOHe TpW N3MEPEHWN KpBBHU 3axapu C NOCOYEHU YAcOBE Ha U3CNeABaHusATa C NOANUC U
neuar Ha nekaps u JI3 unu 3aBepeHo konue (e criyval, Ye ca ernucaHu & enukpusa c dasHocm do 1 mec. npedu kaHOudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha n1abopamopHu 6r1aHKU), KOMMe OT peLenTypHa KHWkKKa WU Apyra MEANUMHCKa AOKYMEHTauua
Xuoc-roaepﬂsau.la NpOBEX/AAHETO Ha CbOTBETHATa Tepanus, amBynaTopHM NMCTOBE OT NperrieauTe, yA0CTOBEPABALLM BL3HUKHANN HNP

aMGynaTopeH nUCT/ eTanHa enukpuaa oT npernea npu cneumanwc‘r/ enukpusa ot B3 ¢ AAHHN OT aHamHe3sarta, COMaTudHus cTaTtyc U oTpaseHo
Terno u UTM

5
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