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. KPUTEPUU 3A NPOABLIMKABAHE HA NEYEHWE C DPP- 4 UHXWUBWUTOP (cuTarnunTuH, BUNAArfvnTvH,
CaKCarnunTUH U NIUHArNUNTUH) - (HEO6XOANMO € Hanuyme Ha BCUYKN KpUTEPUK):

BnaronpusiteH edekT cnep wecTtMecevHo neveHue, yA0CToBepeH ¢ HamanssaHe Ha HbA. oT naGopatopus ¢
1 | noxe 0,5% npu nbpeo npo,ubnm?uzue W CHWKEHWe Npu BCAKO CreaBallo npoabimkeHne (mpu nocmuzaxe Ha HbA4c <
7,0% moasu kpumepuii He eaxu)

2 | Nunca Ha yBenuueH1e Ha TeNecHoTo Terno >

3 | Nunca Ha xunornukemmm *

4 | Nunca Ha uaknoMBawm kpuTepun no 1. [l

1opurvmamm Bnanku ot nabopatopHu uacneasanus Ha HbA+ ¢ nognuc u nevar Ha nekapsi v J13 unu 3aBepeHy KONUA — akTyanHu ¢ AaBHOCT A0
©AVH Mecel NPeAN KaHAWAATCTBaHE U OT NPpeAXoAHaTa Tepanua npean 6 Meceua (8 criyval, Ye akmyanHomo uscnedeare e éMnuUcaHo 8 enukpusa
¢ dasHocm Qo 1 mec. npedu kaHdudamcmeaHemo u/unu u3cnedeaHemo npedu 6 meceya e enucaHo 6 ernukpusa He € HeobxoduMO
npedcmaesHemo Ha nabopamopHa bnarka)
opuruHanHa GnaHka OT NOHe eAWH W3CNeABaH KPLBHO-3axapeH NPodun C NOHe TPU WU3MEepeHW KPbBHW 3axapi C NOCOMEHW YacoBe Ha

nacnepsaHuATa C NOANUC U nevar Ha nekaps W J13 unwu 3asepeHo konwe (6 cnyval, Ye ca enucaqu e enukpusa ¢ dasHocm 0o 1 mec. npedu
KaHOuOamcmeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHu Gnamqku)

ambynaTopeH NUCT WNW eTanHa enukpuaa oT npernea Npu cneunanuct unu enukpuaa ot BJI3 ¢ aaHHW OT aHamHesaTa, COMaTUYHUA CTaTyC,
oTpaseHo Terno u UTM, kakTo W AaHHW 33 NPOTUYAHETO Ha 3a6oNsBaHEeTO Crej 3anoyBaHe Ha NeYeHNeTo nuncaTa Ha XMNornukemuu; oTpasssa
Ce aKTyanHoTO TerNo CNe/ LUECTMECEYHO NEYEHNE KaKkTO U M3XOAHOTO TErno); 3aALKUTENHO Ce 0TPa3siBa NOPeAHOCTTa Ha NPOALIMKEHUETO Ha
NPOBEX/AaHOTO A0 MOMEHTA neveHne

A. USKNIOYBALLIM KPUTEPUMU (npu 3anoyBaHe U Npu npoAbrikaBaHe Ha NeveHneTo)

Bonhu cbe 3axapex gnaber in 1

Jlnuya nop 18 3a cutarnuNTuH, BUNAArNUNTUH, CaKCarnNMNTUH U IMHAMNUNTAH U Haa 75 roguwHa Bb3pacT 3a
CUTarnUNTUH U cakcarnunTuH

BpemeHHOCT 1 naktauus

Bonhu cbe 3axapeH AnabeTt Tun 2, KOUTO Ce HYXAanT OT UHCYNIMHOBO feYeHne

KomBuHMpaHo neueHune Ha nHkpeTuH-6asupana Tepanus ¢ MErMUTUHUAW Nk HXMBUTOPYU Ha anda-
rniokosuaasara

BonHu ¢ TeXKo cTomMaluHo-YpeBHo 3abonsiBaHe

CepuosHn CTPaHUYHN peakuun OT NeYeHneTo

CucTemMHo HecnaseaHe Ha neyebHaTta cxema no BUHa Ha 6onHKA, ¢ NpekbeBaHe noseye ot 3 meceua
CroitHocTi Ha ASAT unu ALAT TpukpaTHO Haj ropHa pedhepeHTHa rpaHuua (3a BunaarnunTuH)

b o e

00047 Ch,

3abenexka: nuncara Ha U3knio4BaLLm KpuTEepuUn ce yaocrtoeepsasa C NOANUC Ha cneunanucra B HaCTOALLOTO NpUnoXxeHune.

* Mpu 3anoyBaHe Ha nevyeHue ¢ KOMGMHMpPaHKU nekapcTBeHu npoaykTu - DPP- 4 UHXUBEUTOP C MET®OPMUH
M B cnyyaute Ha kombuHaums c¢ MET®OPMWUH w/unu CYNOAHWUIYPEEH NMPOAYKT cna3saHeTo Ha
KpuTepuuTe e 3aabikuTenHo. OcHoBaHMsiTa 3a npoBexaaHe Ha CLOTBETHaTa Tepanusa ce OTpassBaT
CbOTBETHO B aMBynaTopeH NUCT, eTanHa enukpusa, enukpusa or XocnuTanu3aums Ha 30/1. MeauumHckaTa
AOKYMEHTaLUMA He ce MpeAocTaBs 3a pasrnexaaHe Ha ekcneprHa komucusi B P3OK/H3OK. Mpu HaznavaBaHe
Ha KOMOMHMpPaHU NeKapcTBeHW NPOAYKTH Ce cra3sBaT MeAMUMHCKUTE KpuTepuu ot Maucksanuata Ha H3OK,
KaTo He Ce Hanara u3gaBaHe Ha NPOTOKOM M NONbIIBaHe Ha AOKYMEHTauusTa no npoueaypara 3a ekcneptusa
no 4n.78, 1.2 ot 330.

OTroBaps Ha KpUTEPUMUTE 33 NEYEHNETO C ..o, B AHeBHA Ao3a  ......................

noanuc Ha cneyuwanucra

% W3UCKBAHWSA HA H3OK MNPU U3ABAHE HA MPOTOKONW 3A NIEYEHWUE HA 3AXAPEH AWABET TWM 2 B U3BbHEONHUYHATA NOMOLY ~
B cuna ot 1 saHyapu 2015 ropuna
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NPUNOXEHWE 16

NUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE C SGLT2 UHXUBEUTOPU NPU BONHA
CbC 3AXAPEH OWABET TUN 2

Ume: IEFH[ l | I l [ l I l iJ

3abenexka: MeOuyuHckama GoKyMeHmayusi, ydocmoeepsieaua 8ceKu om KpUMepuUme e rocoyeHa ¢ yupa 6 UHOKC U 3a0bIKUMEIHO
npudpyXaea HACMOAWOMO MPUIIOXEHUE.

A. KPUTEPUU 3A 3ANOYBAHE HA JIEYEHUE C SGLT2 UHXUBUTOPMU (nanarnudnosnt) npu 60nHu cbe 3axapeH
pAvabet Tmn 2 B cnyyau Ha MOHOTEPAIMWUA C MET®OPMUWH (Heo6x0AMMO € Hanuume Ha BCUYKU KpuTepuu):

1 | Now meta6onuten koHTpon (HbA:c Haa 7,0% ot nabopatopus, ceptuchuumpana no BHCBOK) ¥

HeBL3MOXKHOCT 3a afeKBaTHa KOMNEHCaLUWsi BLNPEKV MakCManHo ToNepupaHnTe 403N Ha TekyllaTa Tepanvis
2 | npunaraHa 3a nocneHuTe 3 MeceLa G NOBULLEH PUCK OT XMNOTTIMKEMIS UMM HEMOHOCUMOCT UMW NPOTMBOMNOKA3aHUS
3a BKNIOYBAHE Ha cyndanunypeeH npoaykr >°

3 | N'unca Ha naknoyBawm kputepum no 7. [

T opuruHanna 6naxka oT NabopaTopHo M3CNeABaHe C NOANMC U nevar Ha nekaps v J13 Unu 3asepeHo Konue (6 criyvall, Ye e 6MUCaHO 6 enuKpu3a ¢
dasHocm do 1 Mec. npedu kaHOudamemeaHemo He ce usuckea npedcmaesiHe Ha nabopamopHa bnarka)

2 opuruHanHa BnaHka OT eAUH KpLBHO-3axapeH PO G NOHE TP UBMEPEHI KPLBHI 3aXaph G NOCOYEHN YACOBE Ha W3CNEABAHUSTA C NOANKC I
neyar Ha nexapa u JI3 unn sasepeHo konue (e cryval, Ye ca enucaHu e enukpusa ¢ dasHocm 0o 1 mec. npedu kaHdudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha nabopamopHu 6n1akHKu), KONUe OT peuenTypHa KHWKKa WK Apyra MeAULMHCKa AOKYMEHTaUUA yaoCToBepsBalla
NpOBEXAaHeTO Ha CbOTBETHaTa Tepanus, am6ynaTopHW NIMCTOBE OT NperrneauTe, yA0CTOBEpABALIM Bb3HNKHanM HIIP

2 ambynaTopeH NUCT/ eTanHa enukpusa ot npernea npu cneuwanuct/ enukpusa ot BJI3 € AaHHM OT aHamHesaTta, COMaTUYHWA CTaTyC U OTpaseHo
Terno u UTM

B. KPUTEPUU 3A 3ANOYBAHE HA NIEYEHUE C SGLT2 UHXUBUTOPU (panarnncnosun) npu 60nHu cbe 3axapeH
pAunaber Tun 2 B cnyvau Ha MOHOTEPAMUA CBC CYN®AHUNYPEEH MPOAYKT (Heo6xoauMMo e Hanuume Ha BCUYKK
KpuTepum):

1 | Now metaGonuteH kontpon (HbA:c Haa 7,0% ot nabopatopusi, cepTudpmumpana no BHCBOK) '

HeBb3MOXHOCT 32 ageKBaTHa KOMMNEHCaUWs BbNPeKkU MakCUMarnHo TonepupaHuTe Ao3u Ha Tekylwiata Teganuﬂ

2
npunarasa sa nocnegxute 3 Meceua ¢ HENOHOCUMOCT UMW NPOTUBONOKA3aHUS 33 BKNKOYBAHE HA MET(OPMUH &

3 | Nlunca Ha uakniouBawm KpuTepuu no 1. a

" opuruHanta Gnanka or nabopaTopHo MICNEABAHE C NMOANUC W NevaT Ha nekapa v J13 unu 3aBepeHo KONWe (& Criyyal, Ye e 6MUCAHO 6 enuKkpu3a C
dasHocm o 1 Mec. npedu kaHAudamcmeaHemo He ce usuckea npedcmaesiHe Ha nabopamopHa 6narka)

opuruHanHa 6nanka oT eAuH KpbBHO-3aXapeH NPOdUN C NOHEe TPU U3MEPEHU KPBBHW 3axapu C NOCOYEHW YAcoBE Ha W3CNEeABAHUATA C NOANWUC U
nevat Ha nekaps u J13 unu 3aeepeHo konue (e cryvail, ye ca enucaHu e enukpusa ¢ daeHocm 8o 1 mec. npedu kaHOudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha nabopamopHu bnaHku), KONue OT peuenTypHa KHIKKa UK Apyra MeAULMHCKa AOKYMEHTaUWs yAoCToBepABaLya
NPOBEXAaHETO Ha CLOTBETHATA Tepanus, amGynaTopHU NMCTOBE OT NperneauTe, yA0CToOBEPABALLM BbaHNkHanu HNP
q ambynatopeH nucT/ eTanHa enukpuaa or npernej Npu cneuvanuct/ envkpusa ot BJ13 ¢ AaHHW OT aHamMHesara, COMaTUYHUA CTaTyC W OTPa3eHo
Terno n UTM

B. KPUTEPUU 3A MPOABIMKABAHE HA JIEYEHUE C SGLT2 UHXUBUTOPU (aanarnucnosun) - (Heobxoaumo e
Hanuuue Ha BCUYKU KpUTEpPUM):

BnaronpusteH edekT cnea wecTtMeceyHo neveHue, yAocToBepeH ¢ Hamansease Ha HbA. ot nabopatopus ¢
1 | noHe 0,5% npu NbpBO NPOABLIMKEHUE U CHIDKEHUE NPU BCAKO CrieABallo NPoAbIMKEHUe (mpu nocmuzaxe Ha HbA1: <
7,0% mosu kpumepuii He eaxu) "

2 | Jlunca Ha yBenuyeHne Ha TenecHoTo Terno. A

3 | flunca Ha xunornukemum

4 | Ilunca Ha u3knYBaWM KpUTepUM No 7. [

'opurunamm Gnawku ot naGoparophu uscneasanns Ha HbAic ¢ noanuc n nevar Ha nekaps 1 /13 unu 3aBepeHn Konus — akTyanHu ¢ AaBHOCT A0
€AVH Mecey Npeau KaHAMAATCTBaHe M OT NpeaxoAHaTa Tepanus npeau 6 meceua (e cryvai, Ye akmyanHomo uicredeaHe € 6MuUCaHo 6 enuKpu3a ¢
0OasHocm do 1 mec. npedu kaHdudamemearHemo u/unu uicnedsarHemo npedu 6 Meceua e 6UCaHo 6 enuKkpu3a He e HeobxodUMo npedcmassHemo Ha
gaﬁopamopua 6natka)
opuruHanta GnaHka OT NOHe eAMH M3cneaBaH KPbBHO-3axapeH NPoUn C NoHe TP M3MEPeHM KPbBHM 3axapi C NOCOYEHM 4YacoBe Ha

u3cneABaHuATa ¢ NOANUC U nevar Ha nekapa u J13 wnu 3asepeHo konwe (6 cryval, ve ca enucaHu @ enukpusa c¢ daeHocm 0o 1 mec. npedu
kaHOudamcmeaHemo He e Heob6xo0duMo npedcmaesHemo Ha nabopamopHu 6/1aHKu)

ambynaTopeH NUCT UK eTanHa enukpusa OT Npernes NPU CNELMAnuCT unu enukpusa o BJI3 C AaHHW OT aHamHesaTa, COMAaTWJHUA CTaTyc,
oTpaseHo Terno u UTM, kakTo 1 AaHHW 3a NPOTMYAHETO Ha 3aGONABAHETO CNe/ 3anouBaHe Ha NeYeHUeTo NUNCaTa Ha XMNOrUKeMUM; OTpassisa ce
aKTyanHoTo Terno CneA LECTMECEYHO NeYeHWe KakTo M M3XOAHOTO TErno); 3aAbMKUTENHO Ce OTpa3siBa NOPEAHOCTTA Ha NPOABLIDKEHUETO Ha
NPOBEXAAHOTO A0 MOMEHTa NeveHne

% V3NCKBAHWSA HA H3OK MPU U3JABAHE HA MPOTOKONM 3A NNEYEHWE HA 3AXAPEH AVWABET TUM 2 B U3BBbHBEONHUYHATA nomMouy -
B cuna ot 1 aHyapu 2015 roauHa
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. U3KNIOYBALLIN KPUTEPUU (npu 3anouBaHe U Npu NpoabIKkaBaHe Ha NeYeHneTo)

Bonhu cbe 3axapen anabet tin 1

JNvya nog 18 v Hap 75 roguwHa Bb3pacT

BpemeHHOCT 1 naktauns

XpoHuyHo 6b6peyHo 3abonseaHe (KpeaTMHUHOB KNUPBHC < 60mli/min)

Bonku cbe 3axapeH AnabeT TN 2, KOUTO Ce HYXAAsAT OT MHCYNUHOBO NeYeHne

Cepuo3HN CTPaHUYHU peakumm OT NeYeHneTo

MCTeMHO HecnassaHe Ha neyebHaTa cxema no BuHa Ha 6onHMs, C NpekbCBaHe noseye oT 3 meceua

Lt o ot ot

@ W3UCKBAHWA HA H30K NPU U3JABAHE HA MPOTOKONM 3A NIEYEHUE HA 3AXAPEH AWABET TWM 2 B U3BLHEONHUYHATA nomouy -
8 cuna ot 1 sHyapn 2015 roauHa
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NPUNOXEHWE 1B

JIUCT 3A ONPEROENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE C UHKPETUHOBU MUMETULIU NPU
BOJTHU C'bC 3AXAPEH AWABET TUN 2

Wme: O R ) 0 o P

3abenexka: MmeduyuHckama dokymeHmayus, ydocmoeepsisawya 6CeKu 0m Kpumepuume e rocoYeHa ¢ yugpa e UHOeKC U 3adb/IKUMenHo
npudpyxasa HACMOAWOMO NPUNOXeHUe

A. KPUTEPUU 3A 3AMNOYBAHE HA NEYEHUE C UHKPETUHOB MUMETMUK (ek3eHatup, ekzeHatng LAR, nuparnytug
W NIUKcu3eHaTna) npu 60nHmu cLe 3axapeH auaber TMN 2 (He06XOANMO € HanMuume Ha BCUYKN KpUTepun):

1 | Now mera6onuteH koHTpon (HbA1. Haa 7,5% oT nabopatopusi, cepTuchnumpana no GHCBOK ) '

HeBb3MOXHOCT 3a anekBaTHa KOMNeHcauus (yA0CTOBEPEHO C KpbBHO-3axapeH Npodur), BbNPek Makcumarnto
TonepupaHnTe 403K Ha Tekylata komGuHUpaHa Tepanus* npunarasa 3a nocneaHute 3 meceua -

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

TNunca Ha NoKa3aHWs 3a NPOBEXAAHE Ha NeYeHne C UHCYNMH

INunca Ha cTpaHUYHK ehekTH U U3KNIoYBaLW KpuTepuum no 1. B

opuruHanta 6nakka ot nabopaTopHo 3cneaBaHe ¢ NOANUC W nevat Ha nekaps v JI3 unu 3aBepeHo konue (8 cryval, Ye e enucaHo e enuKkpu3a ¢
gesuocm do 1 mec. npedu kaHdudamcmeaHemo He ce usuckea npedcmaesiHe Ha nabopamopHa bnatika)

opuruHanHa 6naHka oT eAMH KpbBHO-3axapeH NPocun C NOHEe TPU M3MEPEHU KPBBHW 3axapu C NOCOYeHU YacoBE Ha W3CNEeABAHWATA C NOANWUC U
nevar Ha nekaps u J13 unu 3aeepeHo konue (e cryval, Ye ca enucaHu e enukpuda ¢ dasHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e
Heobxodumo npedcmassiHemo Ha nabopamopHu 6naHku),

Konue OT peuenTypHa KHWXKKa unu apyra MeavuuuHcKka AOKyMeHTauus yaoCToBepsaBalla npoBexaaHeTo Ha CboTBeTHaTa Tepanus, aMGynaTopnu
NINCTOBE OT NperneauTe, yAocTosepssawn Bb3HukHann HIIP

ambynaTopeH NUCT/ eTanHa enukpu3a OT npernea npu cneywanuct/ envkpusa ot BJ13 ¢ AaHHW OT aHamHe3aTa, COMaTUYHUA CTAaTyC W OTPa3eHO
Terno u UTM
*noa komM6uHMpaHa aHTMavabeTHa nepopanta Tepanus ce pastupa KoMBUHALUA MEXAY METGOPMUH 1 CynchaHnnypeeH NpoAyKT.

B. KPUTEPUU 3A NPOABIMKABAHE HA NEYEHWE C UHKPETUHOB MWUMETUK (eksewatmp, ekseHatna LAR,
nuparnyTua U nUKculeHatua) npu 6onHM cbe 3axapeH anaber Tun 2 (HEOBXOAMMO € HanMyue Ha BCUYKU KpUTEpUHM):
BnaronpusaTteH edekT cnen wectmeceyHo neveHue, yaocToBepeH ¢ HamanseaHe Ha HbAsc ot nabopatopus c
1 | noHe 1% npu NBLPBOTO NPOALIMKEHUE U CHIDKEHUE NPU BCSKO Cneasallo NpoAbIkeHue (npu nocmuzaxe Ha HbA1.
< 7,0% moau kpumeputi He eaxu) " *

HamansiBaHe Ha TenecHoto Terno ¢ noHe 3% cnea nbpeute 6 Meceua, nuNca Ha ysenuuaeaHe Ha TernoTo npu
nocnesBaLLm kypcose

3 | KombuHupaHo nevenne ¢ MetopmuH, Wunm cyncoHNypenHn NpoayKT B ONTUMANHN 403U d

bl N

2

4 | I'unca Ha CTPaHNYHKM eheKTh U N3KNIYBaWM KpuTepuu no T. B

opuriHanHu 6naxku ot nabopatopHu uscneasanus Ha HbA1c ¢ nognuc n nevar Ha nekaps u /13 unu 3aBepeHn KONWA - aKTyanHu ¢ AaBHOCT A0
©AUH Mecel NpeAu KaHAUAATCTBaHe W OT NPeAXoAHaTa Tepanus npeaun 6 meceua (8 cryval, ye akmyanHomo uscnedsaHe e 6MuUcaHo 6 enukpusa ¢
daeHocm Ao 1 mec. npedu kaHOudamemeaHemo u/unu uscnedeaHemo npedu 6 Meceua e enucaHo 6 enukpusa He e Heobxooumo npedcmassiHemo Ha
nabopamopHa bnarika)

opuruHanHa Gnaka oT eAuH KpbBHO-3axapeH MPoduN C NoHe TPU M3MEPEeHU KPLBHW 3axapu C NOCOMEHM YacoBe Ha M3cneABaHWATa C NOANUC U
nevar Ha nekaps u J13 unu Kkonve (8 cryvali, Ye ca enucaHu e enukpusa ¢ OaeHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e
Heobxodumo npedcmaesiHemo Ha HU GNaHKu).
¥ amBynatopeH nucr letanta enukpu3a oT npernea npu cneyuanvct/enukpusa ot BI13 ¢ AaHHK OT aHaMHe3aaTa, COMaTUUHUA CTaTyC, OTPa3eHo Terno
n UTM, kakTo 1 AaHHW 3a npoTuyaHe Ha sabonsABaHeTo cnej sanoysaHe Ha feYEHWETO - OTPa3sABa Ce akTyanHoTo Terno Cnej WecTMecevHo
neveHue CnpAMOo U3XOAHOTO TErN0); 3aABIMKUTENHO Ce 0Tpa3sBa NOPeAHOCTTa Ha NPOALIMKEHNETO Ha NPOBEXAAHOTO A0 MOMEHTa neveHne

Konue OT peuenTypHa KHIUKKa Ui Apyra MeAUUMHCKa AOKyMeHTaLWsA YA0CTOBEPsBaLLA NPOBEXKAAHETO Ha CbOTBETHATA Tepanus

B. USKNOYBALLM KPUTEPUW (npu 3anoyBaHe U Npu NnpoAbrnkaBaHe Ha NeYeHueTo)
1. Bonuu cbe 3axapeH aguaber tun 1
2. bonhu c TepmuHanto 6u6peyHo sabonseaxe unu Texko 6rBpeyHo yBpexaaHe (KpeaTMHUHOB KNNpBHC < 30
ml/min)
Jvua nopg 18 n Hapg 75 roauliHa Bb3pacT
BpemeHHOCT 1 naktauus
BonHu cbe 3axapeH avaber TMn 2, KOUTO Ce HYXAAAT OT MHCYSIMHOBO NeYeHue.
KomBuHupaHo neyenne Ha MHKpeTUH-6asnpaHa Tepanus ¢ MernuTUHUAN unu uHxubnutopu Ha anda-
rnoko3ngasara
BonHu ¢ Texko cTomalHo-4peBHo 3abonsBaHe
CeprosHn CTpaHUYHN peakunmn OT NeYeHneTo
CucTtemHo HecnaseaHe Ha nevebHata cxema o BuHa Ha 6onHUs, C NpekbeBaHe noseye oT 3 Meceua

o0 s w

000N

3abenexka: nuncama Ha uU3KIOYeaLu Kpumepuu ce yoocmosepsisa ¢ rodnuc Ha Creyuanucma 6 HacmoSAWOMo NPUIOXEHUE.

Otrosaps Ha KDUTOPUUTE IR NIOUSHMBTO C ...ocvovvvormmamvravivarsiadiissome B AHeBHa fo3a ...

% V3NCKBAHWA HA H3OK NPU U3AABAHE HA NPOTOKONN 3A NNEYEHWE HA 3AXAPEH AWABET TUN 2 B U3BBHBEONHUYHATA MOMOLL —
8 cuna ot 1 AHyapu 2015 ropuHa
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NPUNOXEHWE 11

NIUCT 3A ONPEAENSAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE C AHATNIOTOBU UHCYNIUHW NPU
BONHWU CbC 3AXAPEH AWABET TUM 2

Wwe: ;0 A A S R IO G I O I

3abenexka: MeOULUHCKama OOKyMeHmauus, ydocmoeepseawsa 6ceku Om Kpumepuume e r10coYeHa C yugpa 6 UHOBKC U 3a0b/KUMENTHO
npudpyxaea HaCMOSU4OMO NPUSIOKEHUE.

KPUTEPUW 3A 3ANOYBAHEHA NEYEHUE C AHANOrOBU MHCYTUHU

Kpumepuu 3a 3anoveaHe Ha neyeHue ¢ aHanozoeu uHcynuwu - 30J1 cnedea Oa ca npoeenu noHe 6 MeceyHo
npedwecmeauo NleYeHue C KOHEEHUUOHANHU UHCYIUHU (YOOCMO8epPeHo C Konue om peyenmypHa KHUXKa).

Mpu npemuHaeaHe Kbm aHanoz H3OK 3annawa obwa dosza, chomeemcmeawa Ha usnonseaHama do momenma. [pu
Heob6xodumocm om 3anoyeaHe ¢ nNo-eucoka dosa 0a ce npedcmaeu 3adbnb6oyeHa MeduYUHCKa apayMeHmMayus 3a moea.
Mpu nayueHmu ¢ HasHayeHa mepanusi € Yyx6uHa da ce npedcmaesm MeduyuHcku doKymeHmu ¢ daeHocm 9o 6 meceya
npedu kaHoudamcmeare.

A. KPUTEPUM 3A NPEMUHABAHE OT KOHBEHLIMOHASEH BbP30AENCTBALL MHCYIIMH HA BbP30/JENCTBALL
WHCYNUHOB AHANOI UMK OT EAWH BbP30OAEUCTBALL MHCYNTUHOB AHANOI HA [IPYI (Heo6xoauMo e Hanuuue Ha
NoHe TPU OT KpUuTepuuTe)

1 | Now metabonuren kontpon (HbA:c Hag 9%, ot nabopatopusi, ceptudmumpana no EHCBOK) !

HeBb3MOXHOCT 3a OBnagsiBaHe Ha NOCTNPaHAWANHWUTE XUNEPrnuKemMuu C  KOHBEHUMOHaneH
2 Gbpaoneucmau.l VHCYNUH WNW ¢ npunaranius Gbps3oaencTealy aHanor (yAOCTOBEPEHO C KpbBHO-3axapeH
npocoun) *

3 | Yectn AHEBHMU XMNOTFNMKEMUU :

4 | 3atnbeTaBane (MTM Hag 30 Kkrim?) 4

opuriHanHa 6nawxka ot nabopaTopHo U3cneABaHe C NOANUC U Nevar Ha nekaps v J13 Unn 3aBepeHo Konue (6 criyvad, Ye e enucaHo 6 enukpusa ¢
daeHocm do 1 mec. npedu kaHdudamcmeaHemo He e Heobxodumo npedcmaesiHemo Ha nabopamopHa 6narka).

opuruHanHa 6naHka oT KpbBHO-3axapeH Npodun C NOHEe TP U3MEPEHN KPBbBHI 3axapit C NOCOMEHW YacoBe Ha W3cNeABaHuATa (OT KOUTO eAHOTO
u3cneABaHe 3ajbLMKUTENHO Aa € 2 4Yaca Criej XpaHeHe) C NOANMUC v nevaT Ha nekaps u J13 unu 3aBepeHo konue (8 cryval, e ca enucaHu e
enukpusa ¢ dagHocm 0o 1 mec. npedu kaHOudamemeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHu 6naxku)
4ANGBHMK 3a CaMOKOHTPOS Ha BONHUA, 3aBEPEH OT NeKyBaLUA eHAOKPUHONOT (MpunoXxeHue 4)

ambynaTopeH NUCT/ eTanHa enukpuaa oT NperneA Npu cneuvanuct/ unu envkpusa ot BJ13 ¢ AaHHM OT aHaMHe3aTa, COMaTUYHUA CTaTYC U OTPas3eHo
Terno, puet u UTM

B. KPUTEPUU 3A NPEMUHABAHE OT KOHBEHLIMOHAITHA UHCYITUHOBA CMEC HA MHCYINTUHOBA AHAIIOINOBA
CMEC UMW OT EAHA AHAJNOrOBA CMEC HA [PYFA (3agbrkuTeneH € KpUTepuil 2 NOC NoHe ABa OT ocCTaHanure
Kputepum)

1 | Now meta6onuteH koHTpon (HbA:c Haa 9%ot nabopatopus, ceprudmumpana no BHCBOK) '

2 HeBbJMO)KHOCT 3a oBnajsBaHe Ha NocTnpaHAuWanHuTe XuneprivKkeMmn C KOHBEHLMOHANHU WHCYNWHOBMU
cmecm WK C npunaraHara WHCYNMHOBa aHanoroea cmec i

3 | Hanuuve Ha yecTn xunornukemMuu (nnoauuluonmu)

4 | 3atnueTasaue (UTM wag 30 kr/m?) ¢

opuruHanta 6nawka ot nabopaTopHo u3cneaBaHe ¢ NOANUC W nevat Ha nekaps v J13 unu 3aBepeHo Konue (8 cryval, Ye e 6nucaHo 6 enuKkpu3a ¢
anﬂocm do 1 mec. npedu kaHOudamcmeaHemo He e Heobxodumo npedcmaesiHemo Ha nabopamopHa 6narHKa)

? opuruHanka Gnarika ot KPBBHO-3aXapeH NPoun C NOHe TPU UIMEPEHN KPBBHYM 3aXapyu C NOCOYEHN YACOBE HA W3CNeABAHNATA (OT KOUTO EAHOTO
u3cneaBaHe 3ajbIKUTENHO Aa @ 2 Yaca cnej xpaHeHe) ¢ NOANUC W nevar Ha nekaps u J13 unu 3asepeHo konue (8 criyval, e ca 6énucaHu 6
gnunpuaa ¢ daeHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e Heobxo0uMo npedcmassiHemo Ha nabopamopHu 6naHku)

AHEBHWK 3@ CAMOKOHTPON Ha GONHUSA, 3aBEPeH OT NeKyBaLus eHAOKPUHONOT (MpunoxeHue 4)

ambynaTopeH NIUCT UK eTanHa enukpusa OT Npernie] Npu CneuuanicT unu envkpusa ot BJI3 ¢ AaHHM OT aHamHe3aTa, COMaTUYHUA CTaTyC M
0TpaseHo Terno, pxer u UTM
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NPUNOXEHUE 1T

B. KPUTEPUU 3A NPEMWHABAHE OT BA3AJNEH YOBELUKW MHCYNWH HA QbArOAENCTBALL WHCYNMHOB
AHANOI UNK OT EAUH ABNFOAEUCTBALL MHCYNUHOB AHANOI HA APYI (Heo6xoAMMO e Hanuuue Ha noHe Tpu OT
Kputepuure)

TNow metabonuteH koHTpon (HbA:. Haa 9% ot nabopaTopus, ceptuduumpara no BHCBOK) *
KpbBHa 3axap cyTpuH Ha rnagHo Haa 10.0 mmol/l *
Hanuume Ha YecTi HOLYHW XMNOTIMKeMUM
4 | 3atnwuerasane (MTM Hag 30 kr/m®) *
opuruHanta 6nauka ot nabopaTopHo M3cCNeABaHe C NOANNUC M nevat Ha nekaps v J13 unu 3aBepeHo Konue (6 criyvail, Ye e MnucaHo 6 enukpusa ¢
dasHocm do 1 Mec. npedu kaHOudamcmeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHa 6naHKa).

opuruHanHa 6nawka oT eauH KpbBHO-3axapeH Npocun C NOHE TPU U3MEPEHU KPBBHW 3axapn C NOCOYeHU YacoBe Ha W3CNEeABAHWATa C NOANMUC Y
neyar Ha nexapa u JI3 unu 3asepeHo konue (8 cnyvaill, Ye ca enucaHu 8 enukpusa ¢ daeHocm 0o 1 mec. npedu KaHoudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha naéopamopHu 6naHKu).

AHEBHUK 32 CAMOKOHTPON Ha GONHYUA, 3aBEPEH OT NeKyBaLus eHAOKPUHONOT (MpuoXeHue 4)

ambynaTopeH NUCT/ eTanHa enukpuaa oT npernej npu cneuvanuct/ unu envkpusa ot BJ13 ¢ AaHHW OT aHaMHe3aTa, COMaTU4HUA CTaTyC U OTPa3eHo
Terno, puet u UTM

WIN|—=

. KPUTEPUU 3A MPEMUHABAHE OT BA3AJIEH YOBELIKM WHCYNIMH HA ObIrOAENCTBALL WHCYNIMHOB
AHANOr Unu OT EAWH ABLNrOAEUCTBALL MHCYINIMHOB AHANOIN HA APYF B PAMKUTE HA WHTE3W®ULUWPAHO
WHCYNUHOBO NEYEHMUE (Heo6x0aUMO € Hanuume Ha noHe ABa oT Kputepuute):

1 [ Now merabonurex koHTpon (HbA1. Haa 9% ot nabopatopus, ceptucpuumpata no BHCBOK) '
2 | KpbBHa 3axap cyTpuH Ha rnagHo Haa 10.0 mmol/l *
3 | Hanuuue Ha HOWHU XMNOFNUKEMUN
opuriHanta 6nanka ot nabopaTtopHo U3CNeABaHe C NOANKUC WU NevaT Ha nekaps v J13 unu saBepeHo konue (e cryvall, Ye e enucaHo e enukpuia c
daeHocm 0o 1 Mec. npedu kaHOudamcmeaHemo He e HeobxodUMO npedcmassHemo Ha nabopamopHa 6narka).

opuruHanta 6naHka oT eAuH KpBBHO-3axapeH Npodun C NOHe TPU U3MEPEHN KPBLBHW 3axapyu C NOCOYEHW YacoBe Ha W3cneaBaHUsTa C NOANKUC W
nedat Ha nekaps u JI3 unu 3aeepeHo konue (8 cryval, Ye ca enucaHu e enukpuia ¢ daeHocm do 1 mec. npedu kaHOudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha nabopamopHu 6naHku).

AHEBHWK 32 CAMOKOHTPON Ha BoNHUs, 3aBepeH OT NeKyBalLus eHAOKPUHONOT (MpunoxeHue 4)

O. KPUTEPUU 3A NMPEMWUHABAHE OT EOWMH BUA AHANOMOBA CXEMA HA APYr BUL AHANOMOBA CXEMA
(Heo6x0AMMO € HanNMYMeTo U Ha ABaTa KputTepus):

Now metabonuteH koHTpon (HbAic Hag 9 % ot nabopatopusi, ceptucdpmumpana no BHCBOK) n nunca na
1 | npomsiva Ha HbA1c, unu nosuwenne Ha HbA1c wnu chwkenne Ha HbA1c ¢ nog 0.5% cnea nposeaeHo 6
MeCeyHO fieyeHune C npeaxoaHarta aHanorosa cxema, onasano ot naboparopusi, cepTucuumpasa no BHCBOK '

2 | Hanuuue Ha YecT XMnornukemMum (AHeBHW/HOWHK) *

TopuruHankm GnaHku ot nabopatophu uacneasanus Ha HbA1c ¢ noanvc u nevar Ha nekaps u J13 WAK 3aBEPEHYU KONWA — aKTYanHO C AGBHOCT A0
eANH Mecel Npeau KaHAWAATCTBAHE W OT MPeAXoAHaTa aHaoroa cxema npes nocrneaute 6 mMeceua (e cryval, Ye akmyanHomo uscredeare e
enucaHo e enukpusa ¢ daeHocm 0o 1 mec. npedu kaHdudamcmeaHemo u/unu uscnedsaHemo npedu 6 meceya e enucaHo 6 enukpusa He e
neo6xoduuo npedcmassiHemo Ha nabopamopHa 6narKa)

Anesunx 3a CaMOKOHTPON Ha BONHUS, 3aBEPEH OT NeKyBaLYWsA eHAOKPUHONOT (NPUAOXKEHUE 4)

OTroBapsi Ha KPUTEPUUTE 3@ NEYEHUETO € oooiiiiniiiiieaaiiennnn. B AHeBHa gos3a ...

MOANUC HA CRELIMAMNCTA: ........coovverrnrrirseresennsnns

)
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NPUNOXEHUE 2
I. NEYEBHO-AWATHOCTUYEH ANFOPUTBM

1. NEKAPCTBEHW NPOAYKTMW, skniovenn B Mpunoxenue 1 Ha MNIC, konto H30K 3annauya B cboTBETCTBUE C
AencTBalUMTe HOPMATUBHU JOKYMEHTH.

2. NO3UPAHE:

Sitagliptin — [losata e 100 mg eauH nbT AHeBHo. [losata Ha MeThopMUH He TpsbBa Aa ce NPOMEHs, KoraTo ce npunara cbe
cutarnunTuH. Korato ce nanonasa B komGuHaumus cue cyndanunypes, moxe Aa ce obmucnu no-Hucka aosa cyncanunypes, 3a aa
Ce Hamanu pUCKLT OT XUNOTIUKEMUS.

Vildagliptin - Korato ce npunara B kombuHauusi ¢ meThopmuH, npenopbyBaHaTa fo3a Ha Bungarnuntud e 100 mg,
npunoxeHa kato eaHa fgosa ot 50 mg cyTpuH u eaHa aosa ot 50 mg Beuyep. Korato ce npunara B komBuHaums cbC
cyncaHunypeeH NpoayKT, npenopbYBaHaTta A03a Ha BUNAarnunTuH e 50 mg BeaHbXK AHEeBHO.

Saxagliptin - [Npenopbyntentara fo3a e 5 mg BeAHLX AHEBHO MO BCAKO BPEME Ha AeHs.

Linagliptin = [losata e 5 mg eauH nbT AHeBHo. [losata Ha MeTOPMUH He Tpsibsa Aa ce NpoMeHs, kato ce npunara
€AHOBPEMEHHO C NUHarNUNTUH. Korato ce u3nonaea B koMGUHaUMs CbC cyndanunypes, moxe aa ce obmucnu no-Hucka aosa
cyndaHunypes, 3a Aia Ce Hamarnm puckbT OT XUNOrNUKEMUS.

Dapagliflozin - NpenopbuuTtenHara Aosa e 10 mg eanH NbT AHEBHO.

Exenatide - Jledenverto Tpsibea aa ce 3anouHe ¢ 5 pg ek3eHaTus, npunaraHu Asa NbTv AHEBHO B NPOABIMKEHWE HA MOHE eauH
mecel|, 3a Aa ce noaobpu noHocumocTTa. Cnepa ToBa A03aTa Ha ek3eHaTMz MoXe Aa ce yBenuun Ha 10 pg ABa NbTU AHEBHO C Len
no-HaTaTbLHO NoAoBpsBaHe Ha rNukeMUyHUsA KoHTpon. Exenatide Lar ce npunara kaTo NOAKOXHA MHXEKUMS BEAHBX CEAMUYHO B
€/AVH 1 CbLUW AieH BCAka ceamuLa B kopema, 6eAp0oTo unmn 3agHaTa 4yacT Ha pamoTo.

Liraglutide - lleqeHneto TpsiGea aAa 3anovHe c go3a 0,6 mg, npunaraHa BeAHBX AHEBHO B NPOALIKEHWE HA Hal-Manko eaHa
ceamuua. Cnea Toea aosata ce yBenuyaea Ha 1,2 mg BeAHBX AHEBHO C LEN NO-HaTaTblWHO NoaobpsBaHe Ha rMUKEMUYHUA
KOHTpON. Jiuparnytna ce npunara BeAHbX AHEBHO B NPOM3BONEH Yac, He3aBUCUMO OT pexuma Ha xpaHeHe. He ce npenopbusa
AHeBHaTa aosa Aa Hagsuwasa 1,8 mg.

Lixisenatide — [losata e 20 mcg eauH nbT AHeBHO. [lozata Ha MeTOPMUH MOXE Aa He Ce NPOMEHs, kaTo ce npunara
©AHOBPEMEHHO C nuKcuaeHaTna. Korato ce uanonsea B KOMBUHALUMA CbeC Cyndanunypes, Moxe aa ce obmucny no-Hucka aosa
cyndanunypes, 3a Aa ce Hamanu PUCKLT OT XUNOTNIMKEMUS.

3abenexka: H30K 3annawa do3u do DDD.

WHcynuHoeo neveHue - [loanposkara Tpsbea Aa ce onpeaensi OT nekap cboBpasHO HyXauTe Ha nauueHTa u ce cbobpassea C
BWAA Ha MHCYNMHA, CKOPOCTTA Ha HAacTbNBaHe Ha edekTa U NPOABLIMKUTENHOCTTa Ha AeCTBUETO.

3. MPOCNEAABAHE - cbrnacHo KpaTtkute xapakTepucTUki Ha NekapcTBeHnTe NpoayKTu:

INN iy MPEAM 3ANOYBAHE * KOHTPO - Ha 6 mec.*
HbA+c oT nabopatopus, HbA+. ot nabopatopus,
SITAGLIPTIN "‘;‘;g ’Z’ZZ;Z;;::L,’B cepTucuumpana no BHCBOK, ceptuchmpana no BHCBOK,
5 . KPbBHO-3axapeH npocun KpBBHO-3axapeH npocun
ASAT n ALAT B cnyyait Ha
ASAT, ALAT**
MOBULLEHU N3XOAHWN HUBA,
VILDAGLIPTIN He ce npunaza o 18 HbA+c o7 naGopagRilel HbA oT nabopatopus,
200. ceptuchmumpana no BHCBOK, cepTuchnmpana no BHCBOK
HpBHCsAXaPeH NPONY KpbBHO-3axapeH npocun
HbAc ot nabopatopus, HbA+. ot nabopatopus,
SAXAGLIPTIN | e o TSR cepTuduumpara o BHCBOK, cepTUduLUpana no BHCBOK,
g i KpbBHO-3axapeH npogun KpbBHO-3axapeH npodun
HbAc ot nabopatopus, HbAc ot nabopatopusi,
LINAGLIPTIN Ha.co.rp L;/;gaa oo ceptuduumpana no BHCBOK, cepTtudmumpana no BHCBOK,
¥ KpbBHO-3axapeH npochun KpbBHO-3axapeH npocun
HbAc ot nabopatopus, HbAc ot nabopatopus,
DAPAGLIFLOZIN "eegg nlf :de;sn:&w ceptucpuumpana no BHCBOK, cepTtucmumpana no BHCBOK,
g 5 KpbBHO-3axapeH npocun KpBbBHO-3axapeH npocun
HbAc ot nabopatopus, HbA+c ot nabopatopusi,
EXENATIDE Hezgg "5 :232765":‘?018 ceptuguuympana no BHCBOK, ceptucuumpana no BHCBOK,
i 7 KPbBHO-3axapeH npocun KpbBHO-3axapeH npocun
HbAc ot nabopaTtopus, HbA. ot nabopatopus,
GRAGLiTion: | | 1eaenkkntie nof 18 cepTucpuumpana no BHCBOK, cepTuchuumpana no BHCBOK,
B i KpbBHO-3axapeH npocun KpbBHO-3axapeH npodun
HbAc ot nabopatopusi, HbA1c oT naboparopusi,
LIXISENATIDE | "@c® ”5:’;32735"::079 cepTudLmpara o BHCBOK, cepTudmLmpaa no BHCBOK,
‘ : KpbBHO-3axapeH npocun KpbBHO-3axapeH npocun

* Mocouexute ucneasaHus ca 3aabikUTeNHu. MPeacTasaT ce Ha OpUrUHanHa naGopaTopHa GnaHka nu 3aBepeHo Konue. B Cnyuan, Ye ca BNucaHu B enukpusa c

AABHOCT A0 1 Mecel| A0 AaTaTa Ha M3paBaHe Ha NPOToKoNa He € HeoGX0ANMO NPeACTaBAHETO Ha NaBopaTopHN GnaHku.
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" ** CwurnacHo uHgopmaums 3a npoaykta 26/03/2010 Galvus-H-C-771-11-07 (o6HoBeHa Ha 27 anpun 2010 r.) — npu cToMHOCTM Ha ASAT u ALAT Tpu nbTv Hag
ropHaTa pecdhepeHTHa rpaHMua neYeHne C BUNAATNMNTUH HE Ce 3an0YBa WNW Ce CNMPa ako B XOAAa Ha NeYeHWETO Ce YCTAHOBAT TakuBa nabopaTtopHu
NPOMEeHNn.

INN oo s NPEAN 3ANOYBAHE* KOHTPOT - Ha 6 meceua*
INSULIN HUMAN - KpBBHO-3axapeH npocun KPbBHO-3axapeH npocun
HbA1c ot naboparopus, HbA1c ot nabopatopusi,
INSULIN LISPRO - ceptuchuumpana no BHCBOK, ceptucpmumpana no BHCBOK, kpbBHO-
KPbBHO-3axapeH npodun 3axapeH npocun
He ce npunaza npu
giu‘;ég;%g ;:ggjti’; z: HbA+c oT nabopatopus, HbAc ot nabopatopus,
INSULIN ASPART i ‘l)maea foidy nutka s ceptuchuumpana no BHCBOK, ceptuchuumpana no BHCBOK, kpbBHO-
R 10 20 OZHU i KpbBHO-3axapeH npocun 3axapeH npocun
MuKkcmypa
INSULIN HbA1c oT nabopartopusi, HbAc oT nabopatopusi,
GLULISINE Zi:::g;’;&::dzz Z ceptucbuumpana no BHCBOK, ceptucbuympana no BHCBOK, kpbBHO-
KpbBHO-3axapeH npocun 3axapeH npocun
HbAc ot nabopatopus, HbA1c oT nabopatopusi,
Glltfﬁlljéll:E ZZ c:::gga::dzzz ceptucpuumpana no BHCBOK, ceptucnumpana no BHCBOK, kpbBHO-
H KpbBHO-3axapeH npodun 3axapeH npocun
HbAc ot nabopatopus, HbA+c ot nabopatopus,
gg.gbm‘ ;3 c::: éj '278:: OZ,:!Z ceptuchuumpana no BHCBOK, ceptucnumpara no BHCBOK, kpbBHO-
u KPbBHO-3axapeH npocun 3axapeH npocun

* MocoueHnTe M3CNEABAHNA Ca 3aAbIKUTENHU C AABHOCT A0 EANH Mecell. MPEeACTABAT Ce Ha OpUrMHanHa naGopaTopHa GnaHka N 3aBepeHo Konwe. B cnyvail,
ue ca BnMcaky B @NUKPU3a C AGBHOCT 40 1 MeC. A0 AaTaTa Ha W3AABAHE Ha NPOTOKONA He € HeOBXOAMMO NPEACTABAHETO Ha NaBopaTopH BnaHky.

Il. OBLLX USUCKBAHUA

1. Bn3pactoBara rpaHuua ce W34YMCNsABa B HaBbPLLEHU FOANHN - T.€. BKITIOYUTENHO KbM AaTtaTta Ha usjaBaHe Ha NpoTokona ot
cneuvanuanpaHarta KoMUcHs.

2. lNpu HasHayaBaHe Ha Tepanusi No NPOTOKON 3aABLMKUTENHO ce cbobpa3sBaT BL3PACTOBUTE OrpaHUYEHUs, CbINacHo kpatkata
XapaKTepucTuka Ha CbOTBETHWS NNeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3MMXM.

3. H30K He 3annatya neyeHne N3BbH ykasaHata Bb3pacToBa rpaHuLia B kpatkaTa XapakTepucTuka Ha npoaykTa.

4. H30K He 3annauia neyeHune ¢ 031 Haj MakCUManHo paspelueHnTe no KpaTka xapakTepucTuka Ha NpoayKTa.

5. B cnyvaih Ha HacTbnuna noao3vpaHa Hexenaua nekapcteeHa peakuus, nekapar yseaomssa WAJ no peaa wva un. 183 ot
3NINXM. Konue ot cbobLieHneTo ce npunara kbM MeauLMHcKaTa fokymeHTaums Ha 30J1 npu kaHanaaTCTBaHE 3a neyeHue.

6. NMPU CNEUNANUCTA, cern. un. 158 B, 1. 1 ot HP[] 3a Mmeauumunckute aeHoctn 2015 r. (o6H. [1B 6p. 6 or 23.01.2015 .),
Ha 30J1, Ha KOMTO ca M3gaBaHM NPOTOKONM MO peaa Ha HaCTOSIWMTE M3MCKBAHWUA, cneasa fAa ce npunarat BCUYKM
Heo6XoAMMM AOKYMEHTW KaTto: ambynaTtopHuTe NUCTOBE OT W3BbPLUEHWUTE Nperneaun, BTOPUAT ek3emnnsp OT u3aanexuTe
NPOTOKONM, KOMUS OT EenUKPU3W, eKCMEepPTHWU CTaHOBWLLA U APYrM [IOKYMEHTW, KOUTO Ca OCHOBaHWE 3a M3JaBaHe Ha NpoTOoKon,
BCWUYKM U3UCKBALLM Ce w3cneaBaHus, konue ot npunoxenue 1A/ 16/ 1B/ 1 Ha HacTosiMUTE WU3UCKBAHMA MOMBLIHEHO MO
CbOTBETHaTa TOYKa, NOANUCAHO OT CrneuuanueTa, uaan npoTokona.

H30K 3annawa cnegHuTe KOMOMHALMKU OT MeAUKAMEHTH
npu 3axapex anaber Tmn 2
¢ WHcynuH (YOBELWKU MHCYNIMHU U MHCYNMHOBM aHano3un) B KoM6UHaUus ¢ MeTopMuH
¢ [lo Tpn nekapcTBEHWU MPOAYKTa OT CrieAHUTe rpynu — MeTdOpPMUH, CynaHUnypenHn nekapcTBeHn NpoayKTH,
anda-rniko3naasHn MHXUBUTOPK, MErnMUTUHUAKN
¢ DPP-4 uHxubutop ¢ metchopmur
o DPP-4 uHXMBUTOP CbC CynchaHumypeeH nekapeTBeH NpoayKT (6e3 nuHarnunTuH)
DPP-4 uHxubutop ¢ meTcopMuH U cyndaHunypeeH nekapcTBeH NPOAYKT (3a CUTArNMUNTUH, BUNAATMMUNTUH,
CaKCarnunTUH U NUHArNUNTIH)
e ExkseHatup/Exsenatna LAR/Tvparnytup/flukcuseHatna B KoMBuHauus ¢ meTopMuH u  cyndanunypeex
nekapcTBeH NpPoAyKT
Aanarnucno3aunH ¢ MmeTopmMuH
AanarnunoanH cbe cyndganunypeeH nekapcTBeH nNpoayKT
Janumet B koM6uHaUUA ¢ MeTHOPMUH K cynbaHunypeeH nekapcTeeH NPoayKT
Eucreas B koM6uHauums ¢ MeThOpMUH U cynaHnnypeeH NekapcTBeH NPoayKT
Komboglyze B kom6uHauus ¢ MmeTchopMuH 1 cyndanunypeeH nekapcTBeH nNpoayKT

¢ Jentadueto B kom6uHaLusA ¢ MeThopMUH U CyndaHunypeeH nekapcTBeH NPoayKT
3abenexka: YuacTueto Ha 30J1 B KNMHMYHM NPOYYBaHUA He NPOMEHA Heo6XOAMMOCTTa OT Crna3BaHe Ha U3ucKBaHusTa Ha H30K npu
npoBexaaHe Ha neveHne Ha 3axapeH AuabeT TMN 2 B M3BLHGONHMYHATA NOMOLY,

Hacmosiwume usuckeanus ca paspabomeHu Ha ocHoeaHue w4n. 56 om HayuoWanew pamkoe 002080p 3a MeOUUUHCKUME
deliHocmu 3a 2015 20duna (06H., B, 6p. 6 om 23.01.2015 2.) u enuzam e cuna om 1 sHyapu 2015 2., cbenacHo un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycrnosusima u peda 3a 3annawjaHe Ha niekapemeHu npodykmu no yn. 262, an. 6, m. 1 om
3aKoHa 3a nekapcmeeHume npodykmu e xymaHHama MeduyuHa, Ha MeOUUUHCKU u3denusi U OUeMUYHU XPpaHu 3a creyuanHu
MeouyuHeku yenu (o6H., AB, 6p. 31 om 2007 e.).
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Heobxodumo e 0a ce ombesnsi3sa 6csika NpomsiHa e 003ama U/ unu 8uda Ha UHCYIUHa.

B KoroHa ,3abenexka” ce eénuceam 6CuyKu CbCMOSIHUS, KOUMO Mo2am Oa noenusisim Ha pesynmamume om mecmoeeme (3abonsieaHusi, NPOMeHu
& duemama, cmpecoeu cumyayuu, HeobuvaiiHo Hamoeapeare u 0p.)

Haracsim ce danHume om npoeedeHume usMepeaHus Ha kpbeHama 3axap, Kamo ca 3a0bmKUMeIHU NoHe decem uMepeaHusi Ha KpbeHama
3axap npes nocnedHus meceu npedu kaHoudamcmeaHemo.

[HeBHUKBLT 3a CaMOKOHTpPON e 3aBepeH oT:

@ VBNCKBAHWA HA H3OK MPU N3OABAHE HA MPOTOKONW 3A NEYEHUE HA BAXAPEH IUABET TUN 2 B U3BBHBONHWYHATA MOMOLL —
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W3UCKBAHUA HA H30K
MPU U3OABAHE HA MPOTOKOJM 3A NNEYEHUE HA
3AXAPEH OWABET TUN 2

[MpOTOKONLT Ce M3naBa OT CheuuanucT ¢ koA Ha cneuuanHoct 05 (eHAokpuHonorus u Gonectu Ha obmsiHarta),
ckniounn porosop ¢ H30K unm OT cneuuanuavpaHa Komucus B neveGHu 3aBefeHus, ckniouunu porosop ¢ H30K.
CneunanmampaHnTe KOMUCMM Ce Cb3aBaT CbC 3anoBe/ Ha AUpeKTopa Ha nevebHoTo 3aBedeHne (N3) - knuHukalotaenexwune
N0 @HAOKPUHONOTUS.

3ABEPABAHE HA NMPOTOKONWUTE - WHKPETUH BA3UPAHA TEPAMUA W TEPAMUA C SGLT2
SUTOPU £y

i
!
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*AM6ynaTopeH NUCT/ eTanHa enuKpu3a OT NOCNeaHUs npernes/ unu

Vd enukpusa ot BJI3 ¢ npuroxeHn BCuukM HeoBxoaumu nokasatenu w

n3cnesBaHus No NpUnoxexnmne 2

zﬁ:::: Zihcgr(mm —» =lonbnHeHo u noanucavo npunoxenune 1 (1A, 16 unu 1B) - nuer 3a
onpeaensiHe Ha KpUTEPUUTE C BCYKN HEOBXOANMM M3CNeaBaHNs

1‘1@ 4 =‘lpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawjaHm ot

L H30K/P30OK" - 06p. M3-H30K

wnn
*EKCNEPTHO  CTAaHOBUWIE C  ACHA  MeAWUMHCKa  MOTMBauMs
(3apbnKUTENHO Ce 0TGENA3Ba NUNCa Ha U3KNIYBALLW KpUTEpPUN)
E | *Enmnkpu3a ot BJI3 ¢ npunoxeHn Bcuukn Heobxoaumu nokasatenn v
cneunanuaupasa | wacnensanus no npunoxexue 2
KOM:CMFI P >+ NonunHero u nognucaxo npunoxenue 1 (1A, 16 unu 1B) - nuer 3a
onpeaensiHe Ha KpUTEPUIATE C BCUYKM HEOBXOAUMM n3creasaHmns

*lpoTtokon 3a npeanuceaHe Ha nekapcTea, 3annaiwjaHn ot
H3OK/P3OK" — o6p. M3 -H30OK (noanucaH oT uneHoBeTe Ha
KomucusiTa)
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I. 2. PE[] 3A 3ABEPABAHE HA NPOTOKOJTUTE - NIEYEHUE C AHANIOrOBU UHCYNUHU

MpoTokonu 3a npoabkaBaHe Ha Tepanusita C aHanoroBn UHCYNMHU

CneumranucT, cknioyun
porosop ¢ H30K

=‘flpoTtokon 3a npeanuceaHe Ha  nekapcTea,

3annawanu ot H3OK/P30OK" — 06p. M3-H30K

MpoTokonu 3a noBuwaBaHe Ha obuiaTa Ao3a aHaNoOroBu UHCYNUHK Haa 80 IU

cneunanucT, Ckiouun
norosop ¢ H30K

=CTtaHoBMWE OT EHAOKPUHOMOra C ficHa MeauuuHcKa
MOTUBALMS 3a HeobxoaWMOCTTa OT yBenuyaBaHe Ha
pAosara

=AmbynaTtopeH nuct/etanHa enuKpu3a C BCUYKK

HeoOxoaumn  u3cneaBawus cbobpasHo Tabn. 1
(npunoxenue 2)

=‘lpotokon 3a npeanucBaHe Ha  nekapcrea,
3annawanu ot H30K/P30OK" — 06p. M3-H30K

Komucus 3a
eKcnepTusn B
P30K

3aBepka B
P30K

MpoTokony 3a 3anoyBaHe Ha Tepanus ¢ aHanoroB1 UHCYNNHM NpU:
*  npemMuHaBaHe OT KOHBEHLMOHANHU MHCYNINHIA KbM aHANOroBI MHCYSINHI
= CMsiHa Ha eAVH OT NpUNaraHuTe KOHBEHLIMOHANMHU UHCYNINHU C AHANOrOB NpW 3ana3BaHe Ha APYrusi npunaraq
KOHBEHLMOHANEH WHCYNUH

CneumnanucT, cKnioYun
poroeop ¢ H30OK

unu

cneyunanuanpaHa kommcus

—_—

=AMbynatopeH nuct/eTanHa enukpusa WU enukpuaa
ot B3 ¢ Bcnukm Heobxoanmmn uacneasanns cbobpasHo
Tabn. 1 (npunoxexue 2)

=[lonbnHeHo u noanucaHo npunoxenue 1

=‘[lpoTokon 3a nNpeAnucBaHe Ha nekapcTsa, 3annalaHu
ot H30K/P30OK" — 06p. M3-H30K

=EKCNEepTHO CTAHOBMLLIE C SICHA MeAULIMHCKa MOTUBaLMA
3a HeobxoAuMMOCTTa OT 3arnoyBaHe Ha Tepanus C
aHarnoroBu WHCYNMHU

=Enukpusa ot BNI3 ¢ Bcuukn Heobxoaumu macneasaHvs
cbobpa3Ho Tabn.1 (npunoxenue 2)

=[lonbnHeHo 1 noanucaHo npunoxexune 11

=‘[lpoTokon 3a npeanuceaHe Ha nekapcTea, 3annaiwiaHv
ot H3OK/P30OK" - o6p. M3-H3OK (noanucan ot
YneHoBeTe Ha KoMUCUsTa)

Komucun sa
eKcnepTuan
B P30K

3asepka B

P3OK
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MpoTokonu 3a 3ano4YBaHe Ha Tepanus C aHaNoroBW UHCYNUHU NPU:
* CMsAHa Ha e/luH C ApYr aHanoroe WHCYNUH
® CMsiHa Ha e[iMH BMA aHanoroea cxema C Apyr Bua aHanoroea cxema

CMIeLWANINCT, CKAIOYMA AOTOBOP "AMbGynatopeH nuct/eTanHa  enuKpusa  unu
¢ H30K —— | enukpusa ot B3 ¢ BCuukn Heobxoanmn uscneaBaHns
cbo6pa3Ho Tabn. 1 (npunoxexue 2)

=[lonbnHeHo u noanucaxHo npunoxexue 1
=‘flpoTtokon 3a npegnuceaHe Ha  nekapcrea,

3annatanm ot H30K/P3OK” — 06p. M3-H30K Komucus no
un. 78, 1. 2 ot
330 e LY Ha

bt H30K

=EKCNEepTHO CTaHOBUWE C SiCHA MeAuuUMHcKa

MoTMBaUMsi 3a HeobxoauUMOCTTa OT 3arnoyBaHe Ha 3aBepka B

Tepanus C aHarnoroBu NHCYNMHU P30K

sEnukpuza or BN3 ¢ Bcuukm  Heobxoaummn

cneuvanuanpana KoMUcus nacneasaHna cobpasHo Tabn.1 (npunoxexue 2)

—® | «MonbnHeHo u noanucaHo npunoxenue 1
«‘[l[potokon 3a npeanucBaHe Ha  nekapcrTea,
sannawann ot H3OK/P3OK" - obp. M3-H30K
(noanucaH oT YneHoBeTe Ha KOMUCHATA)

IIl.  OBLUM NONOXEHUA

1. 3011 nopasa noaroTBeHuTe AokymeHTH B P30K, Ha TepuTopusita Ha KOAITO e Hanpaeuno usbop Ha ONMJ. [okymeHTUTe
BKMIOYBAT:
1.1 3anenenue Ao [lupektopa Ha P30OK.
1.2 MonbrHeHo 1 NoANKUCaHO npunoxeHne 1 — CLOTBETHO Ha NEYeHUeTo, 3a KOeTo ce KaHaupatcTea. [lonbnea ce no
CbOTBETHaTa TOMKa U Ce nmpunara oTpaseHata B UMGPOB MHAEKC MeAULMHCKA AOKYMEHTaLKs!, YAOCToBepsBalla BCekU eanH
OT KpuTEpUUTE.
1.3 MunuuaT Habop uacneaBanus (hUaNKaNHW, HCTPYMEHTaNHU U NabopaTopHK), OTPa3eH B NPUNoXeHue 2 ¢ AABHOCT A0
eavH mecel,..
1.4 “NpoTokon 3a npeAnucBaHe Ha nekapcTea, 3annawanu or H30K/P30OK" — obp. M3-H3OK, uspaneH ot nekaps
cneumnanuct. Mpu HeobxoaumocT ot ekcnepTtusa ot Komucusita no un. 78, 1.2 ot 330, P30OK wuanpawa 8 H30K konue Ha
npoTokona. MpoTokoNbT 3aALMKUTENHO CE NOANUCBA OT BCUUKM YNEHOBE HA KOMUCUSITA B CyYauTe NoCoYeHn B T. |
1.5 Mpu npeMuHaBaHe Ha NeYeHUe ¢ AaHANOroBM MHCYNIMHKM Ce M3UCKBA KOMWe OT peLenTypHa KHUXKKa, OT KOSTO € BUAHO
NPOBEAEHO NEYEHNE C KOHBEHLMOHANHI UHCYIIMHW NOHE 3a nocneaxuTe 6 mecela npeau npeanaraHarta cmsaHa.
1.6 [leknapaums 3a uncpopmmupaHo cwurnacue no obpased (npunoxexue 3)
1.7 Mpunoxexue 4 - nonbnHeHo ot 30J1 1 3aBepeHo C NOANUC U NevaT Ha eHAoKPUHONora
2. P30K npuema nokymeHTuTe no T. 1 cnep cnpaska OTHOCHO 3ApaBHOOCUIYpUTeNHUA cTaTyc Ha 30/,
3. lo nonyyaBaHe Ha peweHue oT komucusita B LIY Ha H30K 30J1 npoabmkasa nevyeHue ¢ nekapctseH/n npoaykt/v, ¢
KOMTO e NpoBexaan reYeHneTo A0 MOMEHTA Ha nojasaHe Ha monbata u AokymeHTUuTe B P3OK.
4. OnNMCcaHMAT NbeH KOMNMEKT AOKYMEHTH Ce M3UCKBA B CriyyauTe, Npu KOUTO e yKasaHa HeoGXOAMMOCT OT peleHue Ha
Komucus 3a ekcneptuan B P30OK unu Komucusta no un. 78, 1. 2 ot 330 B LIY va H30K. MNpu 3asepka B P30K ce npeacraen
NpOTOKONa M Konue oT am6ynaTopHUsA NUCT OT NOCNEAHUA NPernea nNpu cneuuanucr.

% V3UCKBAHWSA HA H3OK MPWU U3JABAHE HA MPOTOKONM 3A NNEYEHWUE HA 3AXAPEH AWABET TUM 2 B U3BLHEONHUYHATA nomouw -
B cuna ot 1 aHyapu 2015 ropuha
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NPWNOXEHVE 1A

TINCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NNEYEHUE C DPP- 4 UHXUEUTOPU NPU BONHA
CbC 3AXAPEH OWABET TUN 2

[ Ume: | ErH l I l [ l I I | I l

3abenexka: MeduyuHckama 0oKyMeHmauus, ydocmoeepsisauia 6CeKu Om Kpumepuume e rocoyeHa ¢ yughpa 6 UHOBKC U 3a0bL/KUMesHo
npudpyxaea HaCMOAOMO MPUIOKEHUE.

Mpyu 3axapeH auabeT TMN 2 B HauanHuTe asn Hal-4ecTo Ce npunara fneveHne ¢ NepopanHin NekapcTBeHn NPOAYKTH, HO Tbil
kaTo sabonsiBaHeTo e NporpecupalLo, Ha onpeaeneH eTan ce CTura Ao OTnajaHe Ha UHCYNMHOBAaTa Cekpeuus u HeobxoaumocT ot
3anoyBaHe Ha MHCYNMHOBO fneveHue. 3Hauuma Bb3MOXHOCT 3a nopobpeHue Ha rNMKeMUYHUS KOHTPON U OTCpouBaHe Ha
VHCYNMHOBOTO NeYeHne e WHKpeTuH BasupaHata Tepanusi, KOSTO € AonbrBawa Tepanus ¢ Len nocTuraHe Ha onTumaneH
FNUKEMUYEH KOHTPON.

MNon koMBuHUpaHa aHTMaMabeTHa nepopanHa Tepanus ce pasbupa kKoMBUHaUUA Mexay MeTHOPMUH U CynchannnypeeH NPoAYKT.

A. KPUTEPUN 3A 3AMNOYBAHE HA NEYEHME C DPP- 4 UHXUBUTOP (cutarnunTuH, BUNAarfivnTuH,
caKkcarnunTMH U NUHArNMNTMH) npu 60nMHM cbe 3axapeH auabet Tun 2 B cnyvam Ha MOHOTEPAMNUA C MET®OPMWUH
(He06X0AMMO € Hanuune Ha BCMYKN KpUTEpUm):

1 | Now metaBonuren koutpon (HbA:c Haa 7,0% ot nabopatopusi, cepTudpmumpana no BHCBOK) '

HeBBb3MOXHOCT 3a afeKkBaTHa KOMMEHCALWsi BLMPEKW MaKCUManHO TonepupaHuTe A03W Ha Tekywata Tepanus
2 | npunaraHa 3a nocneaxuTe 3 MeceLa C NOBULLEH PUCK OT XUMOTIMKEMUS U HENOHOCMMOCT UM NPOTUBONOKA3aHNA
3a BKMIOYBaAHE Ha cyndaHnunypeeH npoaykT

3 | lunca Ha u3kniouBawm kputepum no T. i

T opuruHanna 6nanka ot N1abopaTopHO M3CNEABaHE C NOANUC U NeYaT Ha nekaps U J13 Uk 3aBepeHo Konue (& Criyyal, Ye e 8MuCcaHo 6 enukpu3a
¢ daeHocm 0o 1 mec. npedu kaHoudamcmeaHemo He ce u3uckea npedcmassiHe Ha nabopamopHa 6narka)

opuruHanHa 6naHka oT eAuH KpbBHO-3axapeH NPoun C NOHE TPY U3MEPEHN KPLBHU 3axapi C NOCOYEHM YacoBe Ha U3CNeABaHUATa C NOANUC W
neyart Ha nekaps u JI3 unu 3aeepeHo konue (8 cryvali, Ye ca enucaHu e enukpusa ¢ dasHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e
Heobxodumo npedcmaesHemo Ha nabopamopHu 6naHKu), Konue OT peuenTypHa KHWXKKa wWni Apyra MeAWUMHCKA AOKyMeHTauus
yAoCTOBEPABALLA NIPOBEXAAHETO Ha CLOTBeTHATa Tepanus, amBynaTopHu NUCTOBE OT NperneauTe, yAoCToBEPABALUY Bb3HukHanu HIP

ambynaTopeH NUCT/ eTanHa enukpu3a ot npernea npu cneuwanuct/ enukpuaa ot 613 ¢ AaHHM OT aHamHe3aTa, COMaTUYHUA CTaTyC U OTPa3eHo
Terno u UTM

B. KPUTEPUU 3A 3AMOYBAHE HA JIEYEHUE C DPP- 4 WHXUBUTOP (cuTtarnunTuH, BUNAArmUNTUH W
cakcarnunTuH) npu 6onHK cbe 3axapeH guaber tTun 2 B cny4am Ha MOHOTEPANWUA CbC CYN®AHUNYPEEH NPOAYKT
(He06X0AMMO € Hanuume Ha BCUYKN KPUTEPUHK):

1 | Now metaGonuten konTpon (HbAc Haa 7,0% ot nabopatopus, ceptuchuumpana no BHCBOK) A

HeBB3MOXHOCT 3a agekBaTHa KOMMEHCAUMsi BbNPeku MakCUManHo TonepupaHute A03n Ha Tekywara Teganuﬁ

2
npunaraxa 3a nocneaHuTe 3 MeceLa ¢ HeMoHOCMMOCT MW NPOTUBONOKA3AHIS 33 BKIIOYBAHE Ha MeTdopMMH

3 | Nunca Ha U3KNIOYBaLWM KpUTEpUM no T. [l

2 opuruHanta 6nanka oT NabopaTtopHo U3CNEABaHe C NOANUC W NeYaT Ha nekaps v J13 unu 3aBepeHo Konue (8 cryvail, Ye e 8M1ucaHo 8 enukpu3sa
g 0aeHocm 0o 1 Mec. npedu kaHOUOamemeaHemo He ce u3uckea npedcmaesiHe Ha nabopamopHa 6naHka)

OpuruHanHa Gnaxka oT eAuH KpbBHO-3axapeH NPodun C NoHe TpU M3MEepeH KPBLBHI 3axapy C MOCOMEHM Yacose Ha U3CneABaHUATa C NOANKUC 1
neyar Ha nekaps v J13 unn 3aBepeHo konue (e cayval, Ye ca enucaHu 6 enukpusa ¢ dasHocm Ao 1 mec. npedu kaHoudamcmeaHemo He e
Heobxodumo npedcmaesiHemo Ha nabopamopHu GnaHku), Konue OT peuenTypHa KHWKKA WAW Apyra MEeAMUMHCKA AOKyMEHTauus

AOCTOBEPsBALLA NPOBEXAAHETO HA CLOTBETHATA Tepanus, aMBynaTopHu NMCTOBE OT NperneauTe, YA0CToBEPsBaLLVM Bb3HukHanu HIIP

ambynaTopeH nuCT/ eTanHa enukpusa OT Npernea npu cneyuanuct/ envkpuaa or B3 ¢ AaHHW OT aHamHe3aaTa, COMaTUYHUA CTAaTyC U OTPA3EHO
Terno u UTM

B. KPUTEPUM 3A 3AMNOYBAHE HA NEYEHUE C DPP- 4 WHXUBUTOP (cuTarnunTuH, BUNAArfuUnTUH,
caKkcarnunTuH, NUHarNUNTUH) npu 6onHu cbe 3axapeH guaber Tun 2 B cnyvyaun Ha KOMBUHWPAHA TEPAMWUA CbC
CYN®AHUNYPEEH NPOAYKT U MET®OPMMUH (Heo6X0AMMO € Hanuyue Ha BCUYKN KpUTepum):

1 | Now meta6onureH koHtpon (HbA:. Haa 7,5% ot nabopatopusi, cepTuchnumpana no BHCBOK) '
2 HeBBb3MOXHOCT 3a apekBaTHa KOMMEHCauWsi BBLNPEKW MAaKCUManHoO TorepupaHuTe A03v Ha Tekywara
KOMBWHMpaHa Tepanus npunaraxa sa nocneauute 3 Meceua >
3 | Nlunca Ha uaknoyBawm kputepumn no 7. [
" opuruHanta 6naka oT NaGoOPaTOPHO UICTIEABAHE C NOANMC W NEvaT Ha nekaps u J13 N 3aBepeHo Konue (& cryval, Je e nucaHo 6 enuxkpusa
g 0dasrocm do 1 Mec. npedu KaHOudamcmearHemo He ce u3uckea npedcmaesiHe Ha nabopamopHa bnaHka)
opuriHantia 6naxka ot eAuH KPLBHO-3axapeH NPOGUN C NOHE TPU N3MEPEHN KPBBHU 3axapy € NOCOYEHN YACoBE Ha W3CNEABAHUATA C NOANUC U
nevar Ha nekaps u J13 wnu sasepeHo konue (6 cryval, ve ca enucaHu @ enukpusa ¢ dasHocm do 1 mMec. npedu KaHOUOamMcmeaHemo He e
Heobxodumo npedcmaesHemo Ha nabopamopHu 6naHKu), KONWe OT PpeuenTypHa KHWKKa WNM Apyra MeAUUMHCKA AOKyMEeHTaLws
AOCTOBEPABALLA NPOBEXAAHETO HA CbOTBETHATa Tepanus, ambynaTopHN NUCTOBE OT NperneauTe, yA0CTOBEpABALLM Bb3HukHanu HIIP

amGynaTopen NuUCT/ eTanHa enukpuaa oT Nperniea Npyu Cneuuanict/ enukpuaa ot B3 ¢ AaHHM OT aHaMHe3aTa, COMATUYHIA CTaTyC M OTPA3EHO
Terno n UTM

% V3UCKBAHW5A HA H3OK MPU U3JABAHE HA MPOTOKONM 3A NEYEHWE HA 3AXAPEH AVWABET T 2 B U3BbHBOJIHUYHATA nomowy -
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