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. KPUTEPUU 3A NPOOBINKABAHE HA NEYEHWE C DPP- 4 MHXWUBUTOP (cuTarnuniuH, BUNAAriMNTUH,
CaKcarnMNTUH U NUHarNUNTUH) - (Heo6xo0aAUMO € Hanu4Yne Ha BCUUKW KpUTepun):

BnaronpusateH edbekT cnen wecTMece4yHO NneyeHue, yaocToBepeH ¢ HamanssaHe Ha HbAi. ot nabopatopus c
1 | noHe 0,5% npu NbPBO NPOABIIKEHUE U CHUKEHWUE NPU BCAKO CNeABaLLo npoabikeHue (npu nocmuzarve Ha HbA+ <
7,0% mo3u kpumepuii He 8axu) "

2 | Nunca Ha yBenudeH1e Ha TeNecHOTo Terno

3 | Jiunca Ha xvnorAvkemuy °

4 | Ilunca Ha usknoYBawm Kputepum no 1.

Topurunantm 6nankm ot nabopaTopHu uscneasanusa Ha HbA1c ¢ nognuc u nevar Ha nexapsa v N3 unu 3aBepeHn KONUst _ aKTyanHN ¢ 4aBHOCT 40
€AUH Mecel Npean KaHAWAaTCTBaHe 1 OT NPeAXOAHAaTa Tepanus npeaw 6 Meceua (e ciyyall, ye akmyanHomo u3cnedsaHe e enucaHo 6 enukpu3a
¢ dasHocm do 1 mecey npedu kandudamcmeaHemo u/unu u3cnedeaHemo npedu 6 Meceua € 6nUCaHO 6 EenuKpu3a He e HeobxoOuMo
npedcmassiHemo na nabopamopHa 6naHKa)

opuruHanHa GnaWka OT NOHE €AWH W3CMEABaH KPbBHO-3axapeH nNpodun C NOHe TPY W3MEPEHM KPbBHM 3axapu C NOCOMEHW YacoBe Ha
u3cneaBaHUATa ¢ NOANMC W nevyaT Ha nekapa v J13 unu 3aBepeHo Konwe (8 cryvad, ye ca enucaHu 8 ernukpusa ¢ dasHocm 6o 1 mecey npedu
kaHOudamcmearHemo He e Heobxo0umMo npedcmaesHemo Ha nabopamopHu 6naxKu)
3aMGynaTopeH NUCT UNW eTanHa ennkpusa oT npernej npu CneuranucT unu enukpusa ot BJ13 ¢ gaHHM OT aHamHesara, COMaTUYHUA CTaTyc,
oTpaseHo Terno u UTM, aaHHu 3a NpoTuyaHeTo Ha 3abonsBaHETo crej 3anoyBaHe Ha NEYEHUETO (NNNCaTa Ha XUMOTNIMKEMUM, aKTyanHoTo Terno
cnep WeCTMECEYHO NeYeHne, Kakto U M3XOAHOTO TErno); 3a4b/MKUTENHO Ce O0Tpas3nBa NOpPeAHOCTTa Ha NPOABLMKEHUETO HA NPOBEXAAHOTO A0
MOMEHTA NeveHne

. UBKNIOYBALLU KPUTEPUM (npu 3anouyBaHe u Npu NpoabikaBaHe Ha Ne4eHNeTo)

1. BonHu cbe 3axapeH gnabet Tun 1

2. Jlvya noa 18 3a cUTaArNUNTUH, BUNAATNMNTUH, CAKCArNMUNTAH U NUHAMMWNTUH U HAA 75 roaviuHa Bb3pacT 3a
CUTArAWNTAH U CakcarnUnTUH

BpeMeHHOCT 1 nakTaums

BonHu cbe 3axapeH avabeT TUN 2, KOUTO Ce HYXAEAT OT UHCYSIMHOBO feYeHne

KomBuHupaHo neueHue Ha MHKpeTUH-BasnpaHa Tepanvus C MErMUTUHWAWN UK MHXMBUTOPK Ha anda-
rnoKko3vgasara

BornHu c Texko cToMalHo-YpeBHo 3abonssaHe

Cepuvo3HU CTpaHWYHU peakuun OT NEYEHUETo

CucTemMHo HecnasBaHe Ha neyebHaTa cxema no BUHa Ha B6oNHKUNA, ¢ NpekbCBaKe noeeye oT 3 meceua
CromnHocTn Ha ASAT unu ALAT TpukpaTHO Haj ropHa pedepeHTHa rpaHuua (3a BuaarnurTH)

o b w

©eN®

3abenexka: nuncara Ha U3KNYBaLLy KpUTEepwUMU ce yaoctosepasa C NOANKUC HA cneunanncra B HaCTOAWOTO NpunoxeHue,

* Mpwu 3anovBaHe Ha nneYyeHne ¢ KOMOMHMpaHKu nekapcTBeHn npoayktu - DPP- 4 MHXUBUTOP C MET®OPMWH
M B cnyyaute Ha komOumHaums ¢ METO®OPMUH wunu CYNIOAHUNYPEEH NPOOYKT e 3anbmkuTesiHo
cna3BaHeTO Ha CbHbOTBeTHUTe KpuTepuum OT W3uckBaHuaTa Ha H3OK*. OcHoBaHuATa 3a 3anouBaHe Ha
CbOoTBeTHaTa Tepanusa ce OTpas3sBaT B amOynaTtopeH NUCT OT CNeuuanucT UMW eTanHa enukpusa oT
cneuManucT Unu enuMKpusa ot xocnuranu3sauua Ha 30J1. He ce Hanara u3gaBaHe Ha NPOTOKON M NOMbJiBaHe
Ha AOKyMEeHTauusi no npoueaypara 3a ekcneptusa no un. 78, 1. 2 ot 330; He ce Hanara npeaocTaBsAHe Ha
AOKyMeHTaLus 3a pa3rnexaaHe oT ekcnepTHaTta komueus B P30K.

Mpu npoabnxaBaHe Ha neveHue cnepn npoBeaeHa NoHe 6 MeceyHa TepanuA ¢ KOMOWHMpaHW NEKapPCTBEHU
npoayktu - DPP- 4 UHXMBUTOP C MET®OPMUH u B cnyuyaute Ha kombuHauus ¢ MET®OPMWUH u/unu
CYNO®AHUNYPEEH MPOAYKT ce uanckBa 3aabrfikuTenHa oueHka Ha eheKTUBHOCTTA, CLOOpPa3HO KpuTepuute
3a NpoAbL/IKaBaHe HA NeYeHUe CbC CHLOTBETHUTE MOoHoNpoaykTH DPP- 4 UHXUBUTOP. lNpu BCUUKN NaLMeHTH
Ha nevyeHne ¢ KOMOMHMpPaHKU NekapcTBeHU npoaykTu - DPP- 4 MHXUBUTOP C MET®OPMWH e 3aabnxutenHo
nacneasaHe Ha HbA1c* Ha 6 meceua 3a oueHKa Ha echeKTUBHOCTTA Ha TepanusaTa. [pu noBuwexnune Ha HbA1c
ce M3UCKBA KOHCYNTaUMs CbC CNeuManucT 3a npeoLieHka Ha TepaneBTUYHOTO NoBeAeHMe.

*IMpu 3anouBaHe U NPoabINKABaHe Ha Tepanua ¢ KOMOMHUpaHU NekapcTBeHU npoaykTtn - DPP- 4 UHXUBUTOP
C MET®OPMMWH ce uanuckBa nacnensaHe Ha HbA1c, He3aBMCUMO OT M3Nnon3BaHKUA MeToA.

OTTOBapﬂ Ha KpUTEpUUTE 3a NEYEHUETO C ... iiiieiiiiiiiiianaan, B AHeBHa A03a .....................

o N
24 6
( WN3NCKBAHUA HA H30K NPW U3JABAHE HA FIPOTOKONW 3A IEMEHWUE HA 3AXAPEH JMABET TN 2 B M3BBHBEONHUYHATA NOMOLL -
B cuna ot 1 pespyapmn 2016 roguHa
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NPUNOXEHWE 15

nNCT 3A ONPEAENAHE HA KPUTEPUUTE 3A MPOBEXOAHE HA NEYEHUE C SGLT2 UHXWBUTOPU NPU BONHU
CbC 3AXAPEH AWABET TUN 2

Mwe: jeri] | [ | [ [ | [ [ | |

3abenexka: MeduyuHckama GokyMeHmauus, ydocmoeepsisalia 8CEeKU OmM Kpumepuume e rocoveHa ¢ Lugpa 6 uHGeKC U 3a0brkumenHo
npudpyxasa HACMOSLLOMO NPUNOXEHUE.

A. KPUTEPUN 3A 3ANOYBAHE HA NEYEHUE C SGLT2 MHXUBUTOPWU (ganarnucnosuH, emnarnngnosvH) npu
6onHu cbe 3axapeH guaber Tun 2 B cnyyam Ha MOHOTEPAMWUA C METOOPMUH (Heo6xoaumo e Hanuume Ha BCUYKM
KpuTepuu):

1 | Now merabonuten koHTpon (HbA:; Hag 7,0% oT nabopaTopus, cepTuduumpara no BHCBOK)

HeBL3MOXHOCT 3a afleKBaTHa KOMMEHCALMA BBLMNPEKM MakCMManHo TornepupasuTe 403v Ha Tekywiata Tepanus
2 | npunaraxa 3a nocneaxute 3 Meceua C NOBULWWEH PUCK OT XWUMOTTTMKEMMUS MUIM HEMOHOCUMOCT MK NPOTMBONOKA3aHWUS
3a BKIMIOYBaHe Ha cyrnidaHunypeeH npogykr =

3 | llunca Ha naknouBawm KpuTepun no 1. [

! opuruHanHa 6naxka ot naGopaTopHo uscneaBaHe C NOANUC U NeYaT Ha nekaps u J13 nnmn 3asepeHo Konue (6 cnyyail, Ye e 8rucaHo 8 enukpu3a ¢
dastocm 0o 1 mMecey npedu kaHOudamcmeaHemo He ce u3uckea npedcmaessHe Ha nabopamopHa 6r1aHKka)
2 opuriHanHa 6naHka oT e4uH KpbBHO-3axapeH Npocun C NOHe TP U3MEPEHU KPBBHW 3aXapy C NOCOYEHW YaCcOoBE Ha M3CNeABaHNATa C NOANUC n
neyar Ha nekapA u J13 unu 3aBepeHo konwe (8 cnyvall, ye ca enucaHu & enukpusa ¢ daeHocm do 1 mecey npedu kaHOUdamMcmeaHemo He e
Heobxodumo npedcmassiHemo Ha nabopamopHu 6raHKku)

amBynaTopeH fUCT MNW eTanHa enuKkpusa OoT Npernej Npu cneuuanucT vnu enukpu3a ot B3 ¢ AaHHM OT aHaMHesaTa, COMaTUYHUS CTaTyc,
npeaxoxjatla Tepanus, otpaseHo terno u UTM, kaxro u sb3HukHanu HAP

E. KPUTEPUN 3A 3ANOYBAHE HA NNEYEHME C SGLT2 UHXUBUTOPU (manarnucpnoaunn, eMnarnudnosund) npu
6onHu cbec 3axapes guaber TMn 2 B cnyyau Ha MOHOTEPANMUA CBbC CYN®AHWUNYPEEH MPOAOYKT (Heo6xoanmo e
Hanuune Ha BCUYKKU KPUTEpUK):

1 | NNow meTtabonureH KoHTpon (HbA1 Haa 7,0% ot nabopartopus, cepTuchmuymnpara no BHCBOK) !

HeBBb3MOXHOCT 33 agekBaTHa KOMMEHCaUus BbMNpPeKU MakCUManHo TonepupaHuTe O03W Ha TeKkyuwaTa Teganvm

2 2
npunaraxa 3a nocnegHure 3 Meceua ¢ HENOHOCUMOCT UMK NPOTUBONOKA3aHUS 3a BKITHYBAHE HA MeTGOPMUH =

3 | Nunca Ha uskno4YBawm kpurepun no 7.

) opuruHanHa 6natka ot nabopaTopHo u3cneaBaHe ¢ NOANUC U neyaT Ha nekapa u J13 unu 3asepeHo Konue (8 cnyval, ye e enucaHo 8 enukpu3aa ¢
dasrocm o 1 mecey npedu kaHGuGamcmeaHemo He ce usuckea npedcmassHe Ha nabopamopHa bnanka)

2 opuruHanHa 6naHka oT eAuH KPbBHO-3axapeH Npodun ¢ NOHE TPU U3MEPEeHN KPBBHU 3axapu C NOCOYEHWU YACcoBE Ha M3CNEABAHUATA C NOANUC W
neyat Ha nekaps u J13 unu 3asepeHo konue (8 cryvall, ye ca enucaHu & enukpusa ¢ 0asHocm 0o 1 mecey npedu kanOudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha nabopamopHu bnavku)

8 ambynaTopeH NWCT UMK eTanHa enukpu3a OT Npernea nNpu cneuuanuct unu enukpusa ot BJI3 ¢ AaHHM OT aHamHesaTa, COMaTU4HWUs CTaTyc,
npeaxoxaalia Tepanus, orpaseHo Terno u UTM, kakTo u Bb3HukHanu HNP

B. KPUTEPUK 3A 3ANOYUYBAHE HA NNEMEHUE C SGLT2 MHXUBUTOPU (manarnudpnosud, emnarnudnosuH) npm
6onHu cbc 3axapeH guaber tun 2 B cnydau Ha KOMBUHUPAHA TEPAMWA CBHC CYNOAHUNYPEEH NPOAYKT U
MET®OPMMUH (Heob6xoaumo e Hanuuyme Ha BCUYKU KpUTEPUM):

1 | Now meTa6onuten koHTpon (HbA1. Hag 7,5% ot nabopaTopus, cepTudmumpana no BHCBOK) '

HeBb3MOXHOCT 3a ageKkBaTHa KoMMeHcauusa BbNpeku MakCUManHoO TonepupaHute nA03W Ha TeKylaTta

2
KOMGUHWUpaHa Tepanus Npunaraxa 3a nocneanuTe 3 meceua >

3 | Nunca Ha naknoYBawm kputepum no 1. [

T opuruHanHa 6naxka ot nabopaTopHo U3cneABaHe C NOANKUC U NeYaT Ha nekaps w J13 unu 3aBepeHo Konue (8 cnyvall, Ye e enucaHo 8 enukpu3a ¢
BasHocm 0o 1 Mecey npedu kaHOuGamemeaHemo He ce usuckea npedcmassiHe Ha nabopamopHa 6naHka)

e opuruHanHa 6naHka oT eAuH KPbBHO-3axapeH npodun ¢ NOHe TPU U3MEPEHN KPBLBHU 3axapn C NOCOYEHW YACOBE Ha M3CNEABaHUATA C NOAMUC U
nedat Ha nekaps # JI3 wnu 3asepeHo konwe (8 cryvyal, ve ca enucaHu e enukpusa ¢ 0asHocm 0o 1 mecey npedu kaHoudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha nabopamopHu 6naHKu)

3 amBynaTopeH NWUCT uan eTanHa enukpv3a OT Npernes Npu CNeuuanncT unu enukpusa ot BJI3 ¢ gaHHW OT aHamHesarta, COMAaTWYHWA CTaTyC,
npeaxoxaalla Tepanus, otTpaseHo Terno u UTM, kakTo v eb3HukHanu HNP

[}
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h N3NCKBAHIA HA H30K NPU N3OABAHE HA NMPOTOKONN 3A NEMEHWNE HA 3AXAPEH AWABET TUM 2 B U3BBHBONHUYHATA NnomMoL -
B cuna ot 1 oespyapu 2016 roguHa
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r. KPUTEPUKN 3A NPOABINKABAHE HA NEYEHUE C SGLT2 UHXUBUTOPWU (panarnudnosuH, eMnarnugnosus) -
{He06X0AUMO e Hannuue Ha BCUYKU KpUTepun):

BnaronpusiteH ecdekT cnen wWecTMeceYHo neveHue, yAOCTOBEPEH C HamansBaHe Ha HbA:. oT nabopaTtopus c
1 | none 0,5% npu nbpBO npo,qbn»«?Hue W CHUXEeHWe Npu BCAKO CNeABALLO NPOoAbMXeHue (npu nocmuzaHe Ha HbAq; <
7,0% mo3u kpumepud He gaxu)

2 | Nunca Ha yBenu4eHue Ha TenecHoOTo Terno 3

3 | Nunca Ha xunornukemum >

4 | INlunca Ha u3knYBaLWm KpuTepumn no 1. i

1opwrmiamm 6nanku ot nabopatopHu uscreasanua Ha HbA1c ¢ noanuc v neuat Ha nexaps u N13 unn 3aBepeHn KOMUS _ akTyanHu C 4aBHOCT 40
€AVH Mecel NpeAn KasanAaTCTBaHe W OT NPEeAXOAHaTa Tepanusa npeau 6 meceua (e cnyyal, Ye akmyanHomo u3scredeaHe e ermucaHo 8 enukpu3a ¢
OaeHocm do 1 mecey npedu kandudamemearHemo uw/unu uscnedeaHemo npedu 6 Meceya e 6rMuCaHo & enuKkpu3a He € HeobXxoOUMO NPedcMassHemo
Ha nabopamopHa 6nanka)

opuruHanHa GnaHka OT NOHe eAWH  W3CNeABaH KPbBHO-3aXapeH Npodun C MOHE TPU W3MEPEHW KPLBHU 33XapW C NOCOYEHU 4YACOBE HA
uscneasaHuATa C NOANUC U nevat Ha nekaps u JI3 unw 3asepeHo konue (8 criyvall, Ye ca enucaHu e enukpusa ¢ dasHocm 0o 1 Mecey npedu
kaHOuGamcmeaHemo He e Heobxo0uMO NpedcmassHemo Ha nabopamopHu braHKu)
3arv|6yna'ropeH JINCT UNn eTanHa enukpu3a OT nperneq npu cneuwanuctT wnu enukpusa oT BJI3 ¢ AaHHM OT aHamHesaTa, COMAaTUMHUA CTaTyc,
oTpaseHo Terno u UTM, paunu 3a NpoTuuaHeTo Ha 3aBonABaHETO Crieh 3anOYBaHE HA NEYEHMETO (FIMNCATA Ha XWUMOTMUKEMWUN, aKTyanHoTo Terfo
Cnej LUeCTMEeCEeYHO NneveHue, KakTo U U3XOAHOTO Terflo); 3aAbMKUTENHO Ce oTpasfBa NMOPeAHOCTTa Ha NPOABLMKEHWETO Ha NPOBEXAAHOTO A0
MOMEHTa neyernmne

A. USKIKIOYBALLWU KPUTEPUMU (npu 3anouBaHe U Npu NnpoAbLnKaBaHe Ha Ne4YeHUeTo)

BonHu cue 3axapex anabet tvn 1

Jluua noa 18 u Hap 75 roauiiHa Bb3pacT (3a Aanarnunosud) v Hag 85 roguilHa Bb3pacT (3a eMnarnunosuH)
BpemeHHOCT U nakTauus

XpoHudHo 6B6peyHo 3abonsiBaHe (kpeaTUHMHOB KNUPBHC < 60 ml/min 3a ganarnnudnosuH n nog < 45 ml/min 3a
eMnarnuno3nH)

BonHu cbe 3axapen avabeT TMN 2, KOWTO Ce HYXAasT OT UHCYNMHOBO NeYeHne

CepuosHn CTpaHUYHU peakuum OT fie4eHNeTo

CucteMHo HecnaasaHe Ha nedebHaTa cxema no BuHa Ha 6oNHKSA, C NpekbCBaHe noseYe oT 3 Mecela

PN

Noow

3abenexka: nuncara Ha U3KNOYBALLN KpUTEpUN Ce yaocToBepasa C NOANKUC Ha cneyuanucrta B HAaCTOALOTO NPUNOXEHKWe.

OTI'OBapSI Ha KpuTepuuTe 3a NeYeHUeTo C ..., B AHEBHa Oo03a ......................

* INpu 3anouBaHe Ha feveHne ¢ KOMOMHUpaHU nekapcTBeHU NpoaykTH - SGLT2 MHXUBUTOP C MET®OPMWH u
B cny4yanTe Ha komOuHauusa ¢ MET®OPMMUH w/unu CYN®AHUNYPEEH NPOAOYKT e 3aabmkutennHO cnasBaHeTo
Ha cboTBeTHMTE KpuTepumn oT U3ucksaHuaTa Ha H30K*. OcHoBaHUATa 3a 3anouyBaHe Ha CLOTBeTHaTa Tepanus
ce oTpa3ABaT B aMOynaTopeH SIMCT OT CneLuanucT WNKU eTanHa enukpu3a OT CMeuManncT MNU enukpusa ot
xocnutanu3zaumsa Ha 30JI. He ce Hanara u3paBaHe Ha MPOTOKON M NonbnBaHe Ha AOKYMeHTauus no
npoueaypara 3a ekcneptusa no u4n. 78, 1. 2 or 330; He ce Hanara npegocTaBfHe Ha AOKYMeHTaLusa 3a
pasrnexpaHe OT ekcnepTHaTa komucusa 8 P3OK.

Mpu npoabnkaBaHe Ha neyeHue cnep npoBefeHa NoHe 6 MecevyHa Tepanua ¢ KOMOMHUPaHU neKapcTBeHW
npoayktn - SGLT2 UHXUBUTOP C MET®OPMWH u B cnyyante Ha komGuHauma ¢ METOOPMWH wu/unm
CYNOAHMUNYPEEH NPOAYKT ce u3uckBa 3aAbikMTeNnHa oueHKka Ha eeKTMBHOCTTa, CbobpasHo KpuTepuuTe
3a nNpoAbKaBaHe Ha rneyYeHue CbC CHLOTBeTHUTE MoHonpoaykT SGLT2 UHXUBUTOP. MNpu B8CUYKKM NauUeHTH
Ha nevyeHne ¢ KOMOMHUpPaHU NekapcTBeHU npopykTu - SGLT2 MHXUBUTOP C MET®OPMMUH e 3aabmkuTenHo
nicnensane Ha HbA1c* Ha 6 Mmeceua 3a oueHka Ha ed)eKTUBHOCTTa Ha TepanunaTa. Mpu noBuweHue Ha HbA1c ce
N3NCKBA KOHCYNTaLMA CbC CNeunanmncT 3a npeoueHKa Ha TepaneBTMYHOTO NoOBeaeHUe.

*MNpu 3anouyBaHe U NpoaAbMKaBaHe Ha TepanuA ¢ KOMGUHMpPaHU NeKapcTBeHU NpoaykTh - SGLT2 UHXUEUTOP C
MET®OPMMWH ce usuncksa nacnensaHe Ha HbA1c, He3aBUCUMMO OT U3NON3BaHUA MeTOA,.

-8
'« N3NCKBAHUA HA H3OK MPU U3JABAHE HA MPOTOKONM 3A NEYEHWUE HA 3AXAPEH OVABET TWN 2 B U3BBbHBONHUYHATA nomolLy -
B cuna ot 1 cheepyapw 2016 roguHa




image9.tiff
NPUNOXEHWUE 1B

NUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NMPOBEXAAHE HA NEMEHWE C UHKPETUHOBU MUMETWULW NPU
BONHU CbC 3AXAPEH AUABET TWN 2

Wwe: [er[ [ T [ T T 1T [ [ [ ]

3abenexka; meduyuHckama doKymeHmayus, ydocmosepsieala 8cexu om Kpumepuume e f1ocoyeHa ¢ yugpa 6 UHOEKC u 3a0bKUMENHO
npudpywaea HaCMOAWOMO NPUNOXeHUe

A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE C UHKPETUMHOB MUMETMUK (ek3enaTnp, ekseHatua LAR, nuparnytua
M NIMKCU3eHaTna) npu 60NHU CHC 3axapeH AauabeTt TUN 2 (HeOGXOAUMO € Hanuune Ha BCUYKN KpUTepuu):

1 | Now metabonuten KoHTpon (HbA.c Hag 7,5% oT nabopaTtopus, ceptuduumpara no BHCBOK) !

HeBBL3MOXHOCT 3a afjleKBaTHa KOMNEeHcaums (YAOCTOBEPEHO C KPbBHO-3axapeH npodun), BbNPekn MakcumanHo
ToflepupaHnTe 403K Ha TekywlaTta koMGuHMpaHa Tepanvs* Npunarada 3a nocnegHute 3 meceua ™

WHaekc Ha TenecHaTta maca (MTM) Hag 35 kg/m 4

3.4
flunca Ha noka3aHust 3a NpoBexaaHe Ha NeYeHne C UHCYNKUH ™

| |lw N

Fflunca Ha cTpaHUYKK eheKTH M U3KNIOYBALLM KpuTepun no 1. B
opurmHanka 6naHka ot nabopaTopHo U3crnegBaHe ¢ NOANUC M neyaT Ha nekaps v J13 unu 3asepeHo konue (8 cryvad, Ye e 8rMucaHo 8 enukpu3a c
dasHocm 00 1 mecey npedu kaHOuGamcemeaHemo He ce u3uckea npedcmassiHe Ha nabopamopHa bnaxka)
opwruHanHa 6naHka OT eAuH KPBbBHO-3axapeH Npocun C NOHE TPU U3MEPEHM KPBBHU 3axapu C NOCOMEHU YacoBE Ha M3CMeaBaHusTa ¢ Noanuc u
neyat Ha nekaps u N3 wnu 3aBepeHo konwe (e cryvall, ye ca enucaHu & enukpusa ¢ dasHocm Go 1 mecey npedu kaHOudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha nabopamopHu bnaHku),
amMbynaTopHW NUCTOBE OT NperneauTe UnNK pyra MEAMLUMHCKa JOKYMEHTALMNSA , YAOCTOBEPABALLY NPOBEXAAHETO HA CbOTBETHATA Tepanus, KakTo
1 8b3HUKkHanu HNP
4aM6yna'ropeH fIACT UNKU eTanHa enukpu3a OT Npernej npu CheuuanucT unu enukpusa oT BJ13 ¢ aaHHM OT aHamHesaTa, COMaTU4HWA CTaTyC U
oTpaseHo Terno u UTM
“Noa kombuHMpaHa aHTnanabeTHa nepopanHa Tepanua ce pasbupa KOMGUHAUMSA MEXAY METOPMUH W CyndaHMNypeeH NPOAYKT.

B. KPUTEPUU 3A NMPOABIMKABAHE HA NEYEHUE C MHKPETUHOB MUMETUK (ekzeHatup, ekseHatug LAR,
nuparnyTua u NMKcu3eHaTua) npyu 60nHU cbe 3axapeH avabert TMn 2 (Heo6XO0AUMO € Hannyune Ha BCUYKU KpUTEPUK):
Bnaronpusten edekT cnen wecTMeceyHo feveHue, yaocToBepeH ¢ Hamansisade Ha HbAic oT nabopatopus c
1 | noHe 1% Npu NBPBOTO NPOABIKEHNE N CHUXEHME NPU BCAKO CrieABawlo NpoabiDKeHwe (Mpu nocmuaaHe Ha HbA .
< 7,0% mo3u kpumepul He saxu) 2
HamansiBaHe Ha TenecHoTo Terno ¢ noHe 3% cnea NbpBUTe 6 Meceua, NUIMCA HA yBeNWYaBaHe Ha TernoTo npu
rnocneasawm Kypcose

3 | KombuHupaHo nevenne ¢ MeTOpMUH, M/Mnu cynchoHUNYPERHU NPOAYKTU B ONTUMAITHU 403K 34

4 | N'unca Ha cTpaHMYHKU edPeKTU N U3KNIOYBALM KpUTEpUM No 1. B

opuruHantu 6naHkv oT nabopaTtophu uscneaBaHus Ha HbA+c ¢ noanuc u neuar Ha nekaps u J13 unu 3aBepeHn KONWA _ akTyanHu ¢ 4aBHOCT 40
eAMH MeCel Npean KaHanaaTcTBaHe v OT NPeAXOoAHATa Tepanusa npean 6 meceua (8 criyvall, ye akmyanHomo uscrnedeaHe e enucaHo 8 enuKkpu3sa c
dasHocm 0o 1 Mecey npedu kandudamcmeaHemo u/unu uscnedsaHemo npedu 6 Meceua e 8nUCaHo 8 enuKpu3a He e Heobxodumo rnpedcmassHemo
Ha nabopamopHa bnatka)

opuruHanHa 6nanka oT eAnH KPBLBHO-3axapeH NPOoun ¢ NOHE TPU U3MEPEHM KPBLBHM 3aXapu C NOCOMEHM HAcoBE Ha M3CNEeABaHNATA C NOANNC W
nedat Ha nekaps M JI3 unu sasepeHo konue (8 cnyyal, ye ca enucaHu e enukpusa ¢ dasHocm 0o 1 mecey npedu kandudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha nabopamopHu 61aHKu).
3amﬁynaropen NUCT WNKU eTanHa enukpusa OT npernes Npu cneuuanuct unu enukpusa ot BJI3 ¢ gaHHM OT aHamHe3aTa, COMaTWYHUA CTaTyc,
oTpaseHo Terno u UTM, AaHHW 3a npoTuvaHeTo Ha 3abONABaHETO cred 3ano4BaHe Ha NEYeHNeTo (NUNCaTa Ha XMNOrMUKeMMM, aKTyanHoTo Terno
cnej WeCTMECEYHO JleveHUe, KaKkTo U U3XOAHOTO TErno), 3a4b/MKUTENIHO Ce OTPasfBa NOPEeAHOCTTA Ha NPOABLMKEHNETO Ha NPOBEXAAHOTO A0
MOMEHTa Nneverue

amMOynaTopHK NUCTOBE OT NperneauTe UKk Apyra MeAULMHCKa A0KyMEHTaLMs , YAOCTOBEPABALLM NPOBEXAAHETO Ha CbOTBETHATA Tepanus

B. USKIMIOYBALLK KPUTEPUMU (npu 3anousBaHe ¥ Npu NnpoabMKasaHe Ha fieYeHUeTo)
1. bBonHu cbe 3axapeH guabet Tvn 1
2. bonHu ¢ TepMuHanHo 6b6peyvHo 3abonssaHe UM TEXKO OBLOPEUHO yBpexaaHe (KpeaTUHUHOB KNUPBLHC < 30
ml/min)
Nvua noa 18 u Hap 75 roavwHa Bb3pacT
BpemeHHoCT ¥ nakTauus
BonHu cbe 3axapeH anaber TUN 2, KOUTO Ce HYXAAAT OT UHCYNIMHOBO NEYEHEe,
KoMBuHmpaHo neveHune Ha UHKpeTuH-GasupaHa Tepanus ¢ MernUTUHWAM Unu uHXubUTOpM Ha anda-
rnoko3ugasara
BonHu ¢ Texko cToMawHo-4YpeBHo 3abonssaHe
CepunosHu CTpaHU4HK peakumm oT NeYeHneTo
CuncremHo HecnaseaHe Ha nevebHaTa cxema o BUHa Ha BONHWSA, C NpekbCBaHe noseve oT 3 Mecela

oo hw

© oo~

3abenexka: nuncama Ha UsKmoysawu kpumepuu ce ydocmoeepﬂea ¢ nodnuc Ha cneyuanucma 8 Hacmosawomo npunoxeHue.

OTFOBapﬂ Ha KpuTepuuTe 3a NIeYEeHNeTO C . ... B AHeBHA 0o3a
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NPUNOXEHUE 1I

NUCT 3A ONPEAENAHE HA KPUTEPUATE 3A NPOBEXAAHE HA NEYEHUE C AHANOMOBYU UMHCYNKHU NPU
BONHU CBHC 3AXAPEH AWABET TUN 2

Mwre: leri| | [ | [ | [ [ [ [ |

3abenexka: meduyurckama OdokymeHmayus, ydocmosepsieallya 8CeKU OmM Kpumepuume € rocodeHa ¢ yugpa 8 UHOEKC U 3adbIKUMenHo
npudpyxasa HaCMoAWOMO NPUSIOXKeHuUe.

KPUTEPUM 3A 3ANOYBAHEHA NEYEHUE C AHANOrOBU UHCYNUHU

¢ Kpumepuu 3a 3anoyeaHe Ha neveHue ¢ aHanoz2oeu uHcynuHu - 30J1 cnedea da ca npoeenu fnoHe 6 MeceyHo
npedwecmealyo 1e4eHue ¢ KOH8EHUUOHAITHU UHCYTIUHU.

e [lpu npemunasaHe KkbM aHanoz H30K sannawa o6uja do3a, cbomeemcmeaw,a Ha usnonieaHama 6o MOMeHMa.
Mpu Heobxodumocm om 3anovyeaHe ¢ no-gucoka dosza Oa ce npedcmaeu 3adbnboyeHa MeOUUUHCKa
apayMenmauus 3a moea.

¢ [lpu nayuenmu ¢ Ha3HayeHa mepanusi 8 4yx6uHa da ce npedcmasam MeduyuHcku dokymeHmu ¢ daeHocm 8o 6
Meceya npedu kaHdudamcmeaHe.

» [lpu 6pemenHocm He ce Hanaza eKkcriepmu3a nNpu npemuHaeaHe om 6bp3odelicmeau; aHano208 UHCYNuH Insulin
glulisine nHa dpya 6bp3odelicmeauy aHanozoe uHcynuH Insulin Lispo unu Insulin Aspart u om dbnzodelicmeaaw
aHanozoe uHcynuHM Insulin glargine kbm dpye dbnzodelicmeaul aHano20e uHcynu Insulin detemir.

A. KPUTEPUWN 3A NPEMUHABAHE OT KOHBEHLMOHANEH BBLP30AEACTBALLY MHCYNUH HA BBP3OJENCTBALL
MHCYNIMHOB AHANOI UNKU OT EAWH BLP3OAEUCTBALL MHCYNIMHOB AHANOI HA [APYI (Heo6X0AMMO e Hanuune Ha
nNoHe TPWU OT KpuTepuuTe)

1 | Now meTa6onuTten koHTpon (HbA:. Hag 9%, oT nabopatopusi, cepTucuumpana no BHCBOK) *

HeBb3MOXHOCT 3a oBnagsBaHe Ha NOCTNPaHAWANHWUTE XUNEPIAIMKEMUM C  KOHBEHLMOHANEH
2 | 6bp3opeicTBall, WHCYNMMH unu C npunaranus BbpsogencTBalwl aHanor (yAOCTOBEPEHO C KPbBHO-3axapeH
npochun)

3 | Yectn gHeBHK XUNOrNUKEMUMN 3

4 | 3atnbcTaBaHe (MTM Hag 30 KF/MZ) 4

opurnHanHa 6natHka ot nabopaTopHO U3cneaBaHe C NOANUC U neYaT Ha nekaps u 13 unu 3aBepeHo konue (8 cyyad, Ye e 8nucaHo 8 enuKkpusa ¢
GaeHocm do 1 mecey npedu kaHOudamcmeaHemo He € Heobxodumo npedcmassHemo Ha nabopamopHa bnaHka).
2 opuriuHanHa GnaHka oT KpbBHO-3axapeH npocun ¢ NOHe TPU U3MEPEHN KPbBHKU 3axapu C NOCOMEHW YacoBe Ha M3CNeABaHUATa (OT KOUTO €4HOTO
U3CNejBaHe 3aAbMKMTENHO Aa € 2 Yaca Cnej XpaHeHe) C MOANWUC M neyaT Ha nekapa v J13 wnu 3aBepeHo konue (8 cryyall, Ye ca enucaHu &
enukpusa c dasHocm 0o 1 Mecey npedu kaHduBamcmeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHu bnaHku)

AHEBHWK 32 CAMOKOHTPON Ha GONHUA, 3aBEpPeH OT NEKYBALLMS €HAOKPUHONOF (MpuoxeHue 4)
4 amBynaTopeH NUCT WNW eTanHa enukpusa OT Npernea npu creunanuct unu enukpusa ot Bf13 ¢ aaHHU OT aHamHes3aTa, COMaTU4HWA CTaTyC U
oTpaseHo Terno, puet u UTM

6. KPUTEPUU 3A MPEMUHABAHE OT KOHBEHLUWOHANTHA UWHCYJTMHOBA CMEC HA UHCYNWHOBA AHANTOTOBA
CMEC UK OT EQHA AHAINOIOBA CMEC HA [OPYFA (3agbnmkuteneH e KpuTepui# 2 NnOC NOHe ABa OT OcTaHanwute
KpUTEpUK)

1 | Now meTaBonuten kouTpon (HbA1: Hag 9%oT nabopatopus, cepTndmumpana no BHCBOK)

HeB'b3M0)KHOCT 3a OBnagsBaHe Ha nocTnpasHauvanHute XuneprrimkeMidn C KOHBEHLUMOHAnHU WHCYNUHOBU

2
cmecu Win ¢ npunaraHarta nHCyaMHoea aHanoroea cmec

3 | Hanuune Ha vecTn xunornukemun (nHeBHuIHomHM)

4 | 3atnbeTaBane (MTM Hag, 30 kr/im?) *

opuruHanHa 6naxka ot nabopaTopHo u3cneaBaHe C NOANWUC U NevaT Ha nekaps ¥ J13 unu 3aBepeHo konwe (8 criyyad, ye e 6nucaHo 6 enukpu3a ¢
OaeHocm 0o 1 Mecey npedu kaHOudamemeaHemo He e HeobxodumMo npedcmassHemo Ha nabopamopHa 6naHka).

opuriHanHa Bnanka OT KPbBHO-3axapeH Npodun ¢ NOHe TP U3MEPeHU KPbBHU 3axapu C NOCOYEHM YAacOBE HA N3CNEABaHUATa (OT KOWTO EAHOTO
u3cneaBaHe 3afbMKUTENHO Aa € 2 Yaca crej xpaHeHe) ¢ NOANUC U neyar Ha nekaps w J13 unu 3aBepeHo konue (@ cryyald, ye ca enucanu e
enukpusa ¢ dasHocm do 1 mecey npedu kaHdudamcmeaHemo He e HeobxoOuMo npedcmagsiHemo Ha nabopamopHu 6naHKu)

AHEBHWK 33 CAMOKOHTPOS Ha BOSIHNA, 3aBEpPeH 0T NeKyBaLMUsA €HA0KPUHONOF (ApurioxeHue 4)
4 amBynaTopeH NNCT WM eTanHa enukpusa oT npernea NP CNELMarnucT vunu enukpuaa ot BJ13 ¢ gaHHn OT aHaMHesaTa, COMaTMYHUS CTaTyC M
OTpa3eHo Terno, puer u UTM

N
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u WN3NCKBAHUA HA H30K NPU N3OABAHE HA MPOTOKONW 3A NEYEHWE HA 3AXAPEH OWABET TUM 2 B U3BbHBONMHUYHATA nomouy -
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NPUNOXEHWE 1T

B. KPUTEPUN 3A NMPEMUHABAHE OT BA3ANEH YOBELWKW WHCYNWUH HA OBNrOAENUCTBALL WHCYNUHOB
AHANOI UAWU OT EOMH OBNFOAEUCTBALL UHCYNMUHOB AHAJIOI HA OPYl (Heobxoaumo e Hanuuue Ha NOHe TpU OT
KpuTepuure)

Now meTabonuten koHTpon (HbA:c Hag 9% oT nabopatopus, cepTudmumpara no BHCBOK)
KpbBHa 3axap cyTpwH Ha rmaaHo Hag, 10.0 mmol/t
Hanuuue Ha 4eCTU HOLLHN XUNOFMUKEMUM °
3atnuersasande (MTM Hag, 30 krim?) *

opuruHanta 6naHka or nabopaTopHO M3cneaBaHe C NOANUC U NevaT Ha nekaps v f13 unu 3asepeHo Konue (6 Criyyail, Ye e 8MucaHo 8 enuKkpu3a ¢
gasHocm 0o 1 mecey npedu kanHOudamecmeaHemo He e Heobxodumo npedcmassHemo Ha nabopamopHa bnarKa).

opuruHanHa 6naHka oT €AuH KPbBHO-3axapeH NPotun C NOHE TPU W3MEPEHN KPBBHW 3aXapy C NOCOYEHM YACOBE Ha U3CNeABaHUATA C NOAMUC 1
neyar Ha nekaps v J13 unn sasepeHo konue (e cryval, ye ca enucaHu e enuxpu3a ¢ dasHocm do 1 mecey npedu kaHdudamomeaHemo He e
Heobxodumo npedcmaeaHemo Ha nabopamopHu 6raHKu).

AHEBHMK 33 CAMOKOHTPOS Ha BoNHWA, 3aBepeH OT NEKYBaLYWA eHAOKPUHONOT (IpuioxeHue 4)

amBynaTopeH NUCT UNW eTanHa enukpusa OT Npernej Npu CNeuuanucT unu enukpusa ot B3 ¢ AaHHW OT aHaMHesaTa, COMaTUYHUS CTaTyC u
oTpaseHo Terno, puer u UTM

(W[N] =

r. KPUTEPUA 3A NMPEMUHABAHE OT BA3AJIEH YOBELLKW UHCYNUH HA ABLNrOAEUCTBALL WHCYNUHOB
AHANOI WU OT EAWH ABNTOAEUCTBALLY MHCYNWUHOB AHAMNOI HA APYI B PAMKUTE HA WHTE3WUOULIUPAHO
MHCYNUHOBO NEYEHUE (Heo6xoaumo e Hanuuue Ha NOHe ABa OT KpUTepuute):

1 | Now meTtabonuteH koHTpon (HbA Hag 9% ot nabopaTtopus, ceptTudnuupara no GHCBOK)
2 | KpbBHa 3axap cyTpwH Ha rnagHo Hag 10.0 mmol/l °
3 | Hanuuve Ha HOWHW XMnorNMKeMuK °
opuruHanHa 6natHka ot NabopaTopHO M3cneBaHe C NOANUC U NeYaT Ha nekaps u J13 unu 3aBepeHo konue (8 ciyyval, Ye € 8nucaHo & enuKkpu3a ¢
dasHocm 0o 1 Mecey npedu kaHOuGamcemeaHemo He e Heobxodumo npedcmaesaHemo Ha nabopamopHa branka).
2 opurmHanHa 6naHka OT eAuH KPbBHO-3axapeH Npotun C NOHE TPU U3MEPEHWU KPBLBHKU 3axapu C NOCOYEHW 4ACOBE HA M3CNEABAHWUATA C NOANUC W
neyat Ha nekaps u JI3 unu 3aBepeHo konwe (8 criyvyal, 4e ca enucaHu e enukpusa c 0asHocm 0o 1 Mecey npedu kaHoudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha nabopamopHu bnaxku).

AHEBHUK 33 CAMOKOHTPON Ha BONHUs, 3aBepeH OT NeKyBalums eHAOKPUHONOT (punoxeHue 4)

A. KPUTEPUU 3A NMPEMUHABAHE OT EOVUH BUA AHANOINOBA CXEMA HA AOPYI BMO AHAJIOTOBA CXEMA
(HEO6X0AMMO € HaNMMYMETO U Ha ABaTa KpuTepus):

Now meTtabonuteH koHTpon (HbAic Hag 9 % ot nabopaTopusa, ceptuduumpada no BHCBOK) u nunca Ha
1 | npomsHa Ha HbA1c, unu noeuweHune Ha HbA1c wnu cHuxkenne Ha HbA1c ¢ nog 0.5% cnep npoBeaeHo 6
MEeCe4HO NeyeHue C NpeaxoaHaTa aHanorosa cxema, ,u,oxasauo oT nabopaTopus, cepTudumumpana no BHCBOK '

2 | Hanuuue Ha yectn xunornukemum (QHeBHU/HOWHM) ©

1opvnrvmamm 6nanku ot naboparopuu nscnegsarus Ha HbA1c c nognuc u neuat Ha nexaps n J13 unu saBepeHn KONWs _ akTyanHo ¢ AasHOCT 40 1
Mmeceu NpeAn KaHAUAATCTBaHE U OT NPEeAXOo4HaTa aHaoroBa CXeMa npes nocneaHuTe 6 meceua (8 cnywval, Ye akmyanHomo uscnedsaqe e enucaHo ¢
enukpusa ¢ GasHocm o 1 Mecey npedu kandudamcmeanemo u/unu uscnedsaHemo npedu 6 Meceya e enucaHo 8 enukpu3a He e HeobxoduMo
npedcmassHemo Ha nabopamopHa 6n1aHka)

AHEBHWK 33 CAMOKOHTPON Ha GonHWA, 3aBepeH OT NeKyBalyma eHAoKpuHonor (npunoxexue 4)

OTFOBapﬂ Ha KpUTepuuTe 3a Ne4YeHNneToc - ..., B AgHeBHa go3a ...

MOANWUC HA CMEUMATUCTA ...
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NPUNOXEHUE 2

I. NEYEBHO-AMATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHM NMPOAYKTW, BknioueHn B Mpunoxenune 1 Ha MNNC, kouto H30K 3annaiya B CboTBETCTBYE C
AEACTBALLUTE HOPMATUBHN JOKYMEHTH.

2. IO3UPAHE:
Sitagliptin — Josata e 100 mg eavH nuT AHeBHO. [o3ata Ha MeThopMUH He TpsbBa Aa Ce NPOMEHs, KOraTo ce Npunara Cbe
cuTarnunTH. Korato ce u3nonssa B KOMBUHAUMS CbC CyngaHunypes, MOXe Aa ce 0BMUCAM No-HUCKa Jo3a cyndpaHunypes, 3a a
Ce Hamanu puUCKbT OT XUMOrNUKeMUS.
Vildagliptin — Korato ce npunara B KoMBUHaUMs! ¢ MeT(OPMUH, Npenopb4YBaHaTa A403a Ha BUNAarnunTuH ¢ 100 mg,
npunoxexa kato eaHa fo3a ot 50 mg cyTpuH 1 egHa fosa ot 50 mg seyep. Korato ce npunara 8 kombuHaums cbc
cyndaxsunypeeH NpoaykT, npenopbyBaHaTa 403a Ha BUNAArNUNTUH e 50 Mg BeAHBLX AHEBHO.
Saxagliptin ~ MpenopbunTenHata g4osa e 5 mg BeAHbX AHEBHO NO BCAKO BpeMe Ha JieHs.
Linagliptin — [losata e 5 mg eavH nuT gHesHo. [losata Ha MeTChopMUH He Tpsibea Aa ce NpoMeHs, kaTo ce npunara
€AHOBPEMEHHO C NIUHarmMNTUH. Korato ce wu3nonasa B KOMGUHaLMS CbC cyndaHunypes, Moxe Ja ce oBMUCIM No-HUCKa 403a
CyncbaHunypes, 3a Aa ce Hamanu pUCKbLT OT XUMOTIMKEMUS.
Dapaglifiozin — NpenopbuntenHaTa gosa e 10 Mg eAvH NbT AHEBHO.
Empagliflozin — MNpenopbuuTenHara 4o3a e 10 mg eauH NbT AHEBHO.
Exenatide — lleueHneTo Tpsbea fa ce 3anouHe ¢ 5 Ug ek3eHaTUA, NPUNaraHu ABa MbTW OHEBHO B NpoAbLIIKEHWE Ha NoHe eauH
meceu, 3a aa ce noAobpu noHocumocTTa. Cries, ToBa 403aTa Ha EK3EHATUA MOXe Aa ce yBenuuu Ha 10 ug ABa MbTv AHEBHO C Len
no-HaTaTbLWHO noaobpaBaHe Ha rnukeMUdHKA KoHTpon. Exenatide Lar ce npunara kaTo NOAKOXKHA UHXEKLMS B 4038 2 mg BeAHbX
CEeAMUYHO €AIMH 1 ChblUM AeH BCAka ceMULa B Kopema, 6eapoTo unu 3agHaTta yacT Ha pamoTo.
Liraglutide — NesenneTo Tpsbea aa 3anodre ¢ Aosa 0,6 mg, npunaraHa BeAHbLK AHEBHO B NPOABLIDKEHUE HA HAW-MANKO eaHa
ceamuua. Crieg ToBa Aos3ata ce yBerMuyaBa Ha 1,2 mg BeAHBX AHEBHO C LEN NO-HATaTblUHO NOAoBPSBAHE HA FMUKEMUYHUS
KOHTpon. fluparnyTua ce npunara BeaHbLX [HEBHO B MPOU3BOMEH Yac, HE3ABUCMMO OT PeXMMa Ha xpaHeHe. He ce npenopbusa
AHEBHaTa Ao03a ga Hagsuwasa 1,8 mg.
Lixisenatide — [NpunoxenneTto 3anousa ¢ 10 g BeaHbX AHEBHO 3a 14 auu. MNoaabpxawa gosa: oT 15-Ms AeH HataTbk ce
3anousa ¢ dukcupaHa noaabpxkawia fosa ot 20 ug BeaHbX AHeBHO. [osata e 20 mcg eamH nbT AHeBHO. [o3aTa Ha MeTdhOPMUH
MOXe Aa He Ce NPOMEeHd, KaTo Cce npunara egHOBPEMEHHO C nukcuseHatTud. Korato ce usnonssa B KomBuHauus Cbe
Cynchanunypes, moxe Aa ce 06MUCITM NO-HUCKA A03a CyNdaHuypes, 3a Aa Ce HaManu PUCKBLT OT XUMOFIIMKEMUS.

3abenexka: H30K 3annawa do3u do DDD.
HUHcynunoeo neyerue - [losuposkarta TpsbBa Aa ce onpeaens oT nNekap CboBPa3HO HYXAWTE Ha naumeHTa u ce cbobpasssa
BMAA Ha WHCYNNHA, CKOPOCTTA Ha HacTbMNBaHe Ha edekTa U NPOALIIKUTENHOCTTa Ha AeNCTBUETO.

3. NPOCAEAABAHE - cbrnacHo kpaTkuTe XapaKTepucTvKv Ha NekapcTBeHUTE NPOAYKTH:

BB3PACTOBMU . _ *
INN OTPAHUYEHUS NPEAOU 3ANOYBAHE KOHTPOI/1 — Ha 6 mecen
18 HbA+c oT nabopaTtopus, HbA+. oT nabopaTopus,
SITAGLIPTIN He ce npuna7r5a noa 18 ro. ceptucuumpana no BHCBOK, ceptucuumpana no BHCBOK,
Y HAR 13 TOAVHN KPBbBHO-3axapeH npocun KPpbBHO-3axapeH npodun
- ASAT u ALAT 8 cnyvai Ha
He ce npunaranog 18 HbAAscﬁtl,aglc;::Topwﬂ MOBULLIEHN M3XG/HI HUBA,
VILDAGLIPTIN le y HbA,; oT nabopaTopus,
roAuHM cepTudvumpana no BHCBOK, cepmd)I:uMpaHa o BHpCBOK,
KpBBHO-3aXapeH npocun KpbBHO-3axapeH npocun
18 HbA+. oT nabopaTtopus, HbA+; oT nabopaTtopus,
SAXAGLIPTIN He ce npwnirsa floa 16 roa. ceptucpuumpara no BHCBOK, ceptucbuumpana no BHCBOK,
W HaR 15 ropunm KpbBHO-3axapeH npogun KpbBHO-3axapeH npocun
18 HbAc oT nabopatopus, HbA1. ot nabopaTtopus,
LINAGLIPTIN He ce npunara nop cepTuduumpana no BHCBOK, ceptucpuumpana no BHCBOK,

roavHn

KpLBHO-3axapeH npogun

KpbBHO-3axapeH npodun

DAPAGLIFLOZIN

He ce npunara nog 18 roa.

1 Hag 75 roguHn

HbA1. oT nabopartopus,
ceptucunumpana no BHCBOK,
KPpBBHO-3axapeH npodun

HbA+. o1 nabopaTopus,
ceptucmunpana no BHCBOK,
KpBBHO-3axapeH npodun

EMPAGLIFLOZIN

He ce npunara nog 18 roa.

v Hap 85 roguHu

HbA. oT nabopartopus,
cepTuduumpara no BHCBOK,
KpbBHO-3axapeH npogun

HbA1; oT nabopaTtopus,
ceptuduumpana no BHCBOK,
KpBbBHO-3axapeH npogun

EXENATIDE

He ce npunara nog 18 rog.

v Haa 75 rognHn

HbA1. oT nabopaTtopus,
ceptucbuumpara no BHCBOK,
KpBbBHO-3axapeH npodun

HbA oT nabopatopus,
cepTucmumpana no BHCBOK,
KpbBHO-3axapeH npogun

LIRAGLUTIDE

He ce npunara noa 18 roa.

v Hag 75 roguHn

HbA+; oT nabopaTtopus,
ceptuunumpana no BHCBOK,
KPbBHO-3axapeH npogun

HbA1. oT nabopartopus,
cepTudmumpara no BHCBOK,
KpbBHO-3axapeH npocdun

R
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LIXISENATIDE

He ce npunara nog 18 rog.
M Hag 75 roauHu

HbA:. oT naboparopus,
cepTucbunumpara no BHCBOK,
KPbBHO-3axapeH npogun

HbA1. ot naGoparopus,
ceptucbmympara no BHCBOK,
KpbBHO-3axapeH npocun

* MocouennTe n3cneaBaHns ca 3aAbNKUTENHU. TIDEACTABAT CE Ha OpUTMHANHA naBopatopHa 6naHka unu 3aeepeHo konue. B cnyuan, ve ca

BMUCAHU B 8NNKPU3a C AaBHOCT A0 1 Mecel /10 4aTaTa Ha u3jaBaHe Ha NPOTOoKoN
** CwrnacHo undropMaumn 3a npoaykra 26/03/2010 Gatvus-H-C-771-11-07 (

a He e HeoGX0AUMO NpeaCTaBAHETO Ha NabopaTopHU GnaHku.
obHoseHa Ha 27 anpun 2010 r.) — npu cToMHOCTM Ha ASAT u ALAT

TPY NbTH Hap ropHata pediepeHTHa rpaHuLa neveHue ¢ BUNAAMWNTHH He Ce 3anoYBa MNM Ce CNUPa ako B X043 HA NeYeHUETo ce
YCTaHOBSAT Takusa naGopaTopHn nNpomeHu.

INN

Bb3PACTOBU
OrPAHUYEHUSA

NPEON 3AMOYBAHE*

KOHTPON - Ha 6 meceua*

INSULIN HUMAN

KpbBHO-3axapeH npodun

KPBBHO-3axapeH npodun

INSULIN LISPRO

100 IU/ml - 3a geua n
Bb3pacTHU 3a
6bp3ogeiicTeall; He ce
npunara npu nuua nog 12
rOAUHW 3a MUKCTYpa
200 1U/ml - He ce npunara
npu nuua nog 18 rognHu

HbA1. oT nabopatopus,
ceptucduumpana no BHCBOK,
KPbBHO-3axapeH npocun

HbA. ot naboparopus,
ceptucuumpana no BHCBOK,
KPbBHO-3axapeH npodun

INSULIN ASPART

He ce npunara npv nuua
nop, 2 roovHn — 3a
6bp3oaencTBaLL; He ce
npunara npuv nuua noa 10
rOAWHN — 33 MUKCTYpa

HbA. oT nabopatopus,
cepTuduumpana no BHCBOK,
KpbBHO-3axapeH npodun

HbA+. ot naboparopus,
cepTucuumpara no BHCBOK,
KpbBHO-3axapeH npogun

INSULIN HbA. oT naboparopus, HbA. oT nabopaTopus,
GLULISINE He cennopwgarroa :ﬂ: naua ceptucbunumpana no BHCBOK, cepTudmumpara no BHCBOK,

A A KpbBHO-3axapeH npocun KPbBHO-3axapeH npodun

INSULIN 1?]0 Jlg;nla' :g;; :Op”;:;a HbA. ot nabopaTtopus, HbA1c oT nabopaTopus,
GLARGINE P H A ceptucounumpana no bBHCBOK, ceptucpuumpana no BHCBOK,

300 IU/ml - He ce npunara
npv nuua nop, 18 roguHun

KPbBHO-3axapeH npodun

KpbBHO-3axapeH npodun

INSULIN DETEMIR

He ce npunara npu nuua
nog 1 ropuHa

HbA; ot nabopaTtopus,
ceptuchuumpana no BHCBOK,
KpbBHO-3axapeH npogwvn

HbA. oT nabopaTopus,
ceptucduumpara no BHCBOK,
KpbBHO-3axapeH npogun

INSULIN
DEGLUDEC

He ce npunara npu nuua
noa 1 roopuHa

HbA . ot nabopaTtopus,
ceptucunumpana no BHCBOK,
KPBBHO-3axapeH npodun

HbA . oT nabopartopus,
ceptuchmumpana no BHCBOK,
KpBLBHO-3axapeH npogun

* NocoyeHuTe nacneaBanns ca 3aAbLIDKMTENHN C AaBHOCT Ao 1 Mmecel. [peacTassaT ce Ha opurMHanHa nabopaTtopHa 6naHka unu 3asepeHo
konue. B cryyait, 4e ca BNNCaHU B NUKPM3a C AABHOCT A0 1 Mecel A0 JaTaTa Ha W3jasaHe Ha NPOTOKONa He & HeOBXOAUMO NPEACTABAHETO Ha
nabopaTtopHv Bnaxku.

. OBWN UBUCKBAHUA

1. Bb3pacToBata rpaHuua ce U34UCNABA B HABBLPLUEHWU FOAMHM - T.€. BKIIOYUTENHO KbM AaTtaTa Ha u3jaBaHe Ha NpoToKona oT
crneyuanusvpaHata KoOMUCHUS.

2. fpn HasHauaBaHe Ha Tepanus No NPOTOKOM 3aAbIMKUTENHO Ce CboBpassABAT BbL3PACTOBUTE OrPaHWYEHWUs, CbIMACcHO KpaTtkata
XapakTepuCTKa Ha CbOTBETHUA NIeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3J1MXM.

3. H30K He 3annaiya neyeHne W3BbH ykazaHaTa Bb3pacToBa rpaHvLa B KpaTKaTa XapakTepucTuka Ha npoaykTa.

4. H30K He 3annalua nevexne ¢ 4031 HaL MaKCUManHO pa3peLueHnTe No KpaTka XapakTepucTuka Ha npoaykTa.

5. B crnyyan Ha HacTbnuna nofosvpaHa HexenaHa NekapCcTBEHa peakuws, nekapaTt yseaomsisa WMAJ no peaa Ha un. 184 ot
3JTNXM. Konve ot ceobLLeH1eTo ce npunara KkbM MeauumHckaTa AgokymerTaums Ha 30J1 Npy kaHAWIATCTBaHE 3a NeYeHue.

6. NP CNELUNAIUCTA, cwrn. yn. 158 B, 1. 1 ot HPAl 3a MeanumHckute neriHoctu 2015 r. (o6H. AB 6p. 6 o1 23.01.2015 r.),
Ha 30/, Ha koMTO ca u3QaBaHW NPOTOKOMM NO peda Ha HaCTOSILUTE WM3UCKBAHMA, chnepsa Oa ce npunarat BCUYKH
Heo6xoaMMU [OKYMEHTH KaTo: amBynaTopHUTE NUCTOBE OT W3BLPWEHUTE Mperrean, BTOPUST EK3EeMMNAp OT U3A3AEHWTE
NpoTOKON#, KONUs OT eMNUKPU3N, eKCNepPTHU CTAHOBULIA U ApYrn AOKYMEHTH, KOWTO Ca OCHOBAHWE 3a u3gaBaHe Ha MNpoToKon,
BCUYKM M3UCKBALLW Ce m3cnenBaHus, konue ot npunoxeHue 1A/ 16/ 1B/ 1I' Ha HacToswUTEe M3MCKBAHWA NMOMBIIHEHO MO
CbHOTBETHATa TOYKA, NOANUCAHO OT cCneunanvcTa, u3gan nPoToKona.

-8
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H3OK 3annawa cnegHure kKOMGMHaLMK OT MeAUKaMEHTHU
npu 3axapeH auabet TMn 2

WHCYNUH (HOBeWKN MHCYNUHN U MHCYNIMHOBM aHano3sun) B koMGuHaums ¢ meTchopMmuH

[o Tpu nekapcTBeHu npoaykta oT crnegHuTe rpynu ~ mMeTopMuH, cyndaHunypeirHn nekapcTBeHu NpoayKTH,
anda-rnoKo3naasHN UHXUBMTOPU, MErNTUTUHNAM U TMA3ONNMOUHAUOHM

DPP-4 uHxu6utOp ¢ MeThopMUH

DPP-4 uHxubutop cbe cyndaHunypeeH nekapcTaeH ApoAyKT (6€3 NnUHarNUNTUH)

DPP-4 uHxubutop ¢ MeThopMUH M cyndpanunypeeH nekapcTBeH NPOAYKT (3a CUTArNMUNTMH, BUAAATMWUNTUH,
CaKcarfiMnNTUH U NUHArNUNTUH)

UHkpeTuHoB MuMeTuk (EkseHatug/ExseHaTng LAR/MNuparnytua/NukcuseHatna) B KoM6GMHaUMS ¢ MeT(OPMUH N
cynchaHunypeeH rnexapcTeeH NPoayKT

SGLT2 uHxubutop (AanarnucnosnH, eMnarnunosmnt) c MeTPOpMUH

SGLT2 unxnbuTop (AanarnudnosvH. eMnarnudnosuH) cbe cyndpaHunypeeH nekapcTBeH NpogykT

SGLT2 uHxubutop (aanarnucnosuH, eMnarnugnosmnt) ¢ MeTopMUH u cyndaHunypeeH nekapcTBeH NpoaykT
Janumet B koMGuHauus ¢ MeTpopMuH 1 cyndanunypeeH nexapcTtBeH NpoaykT

Eucreas B koM6uHauus ¢ meTchopMUH W cyndpaHunypeeH nekapcTBeH NPOAYKT

Komboglyze B kombuHauus ¢ MeThopMuH M cyndbaHunypeeH nekapcTBeH npoaykr

Jentadueto B koM6UHaUuA ¢ MeTHOPMUH U CyndaHUNypeeH nekapcTBEH NPoayKT

Xigduo B KOMGMHaUUA ¢ MeTHOPMNH 1 cyndbaHunypeeH NekapcTBeH NPOAYKT

3abenexka: Yqactneto Ha 30J1 B KITMHU4YHN NPOYYBaHUs HE MPOMEHS HeOBGXOANMOCTTA OT CNa3BaHe Ha M3NCKBaHMATa Ha H30K npu
npoBexAaHe Ha neyexHwue Ha 3axapex AuabeT TUN 2 B U3BLHOONHMYKHATa noMoL.

Hacmoswume usuckeaHusi ca paspabomenu Ha OcHosaHue unl. 56 om HauuoHaneH pamkoe docoeop 3a MeduyuHckume
Oedrocmu 3a 2015 200uHa (06H., [JB, 6p. 6 om 23.01.2015 2.) u enusam e cuna om 1 ¢pespyapu 2016 2., cbanacHo un. 10 Ha
Hapeob6a Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawjaHe Ha nekapcmeHu npodykmu no un. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npoOyKmMU 8 XyManHama MeduuyuHa, Ha MeOuUUHCKU u3denus u OuemuyHU XpaHu 3a crieyuantu
meduyuHcKu yenu (0bn., LB, 6p. 31 om 2007 2.).
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NPUNOXEHUE 3

AEKNAPALIMA 3A UHOOPMUPAHO CbIMACUE C U3UCKBAHUATA 3A 3ANOYBAHE/ NPOOABIIKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

Cnép kaTo Ce 3anosHax C usinata MU npeJocTaBeHa uHopMaumust 1 LenTa Ha NeYeHueTo ¢ nekapcTBeHus
TIPOAYKT ..o 1 crnej KaTo Nonyuux n3uepnartenHn oTroBopy Ha
NOCTaBEHUTE OT MEH BLNPOCH, AeKnapupam ye:

1. le cnassam npenoptyaHaTa MU CXeMa Ha nedeHne u NEePUOANYHOCT Ha KOHTPOMHUATE Nperneaw.

2. PenoBHO e ce ABABaM Ha KOHTPOMHM Nperneau U Hama aa NPOMEHSM CaMOBONHO UK NOA APYTO BHYLUEHWE
Ha3HayeHaTta Mu Tepanus.

3. MMpw npeycTaHoBsiBaHe Ha NEYEHUETO NO NPUYNHM, HEeNpou3TUYaLm oT peleHneTo Ha Komucusita 3a
ekcneptuan B P30K wunu Komucusata no un. 78, 7.2 o1 330, we yBeaoms HeszabaBHO nuyHUs cv nekap n P30K
¥ e BbpHa B P30OK nocneaHus npoTokon, No KONTo CbM nonyyasan/a neKapcTBEeHUs NPOAYKT.

4. Tlpun HecnassaHe Ha NOCOYEHNTE YCOBUS IEYEHNETO MU C YNIOMEHaTUs nexapcTBeH npoaykT we 6bae

npekpaTeHo n HAMa ga MMam npeTeHumn kbm H30K.

Batai.......ooi,
JeKNAPATOD: ..o
(ume, npesume n chamunus)
MOARMC ..o,
% 15
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NPUNOXEHUE 4

MMT&HEBHMNA lerv [ T T T T T T T 1]
CAMOKOHTPON MHCYNUHOBK NO3U HUBO HA KPBLBHATA 3AXAP
x
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Heobxodumo e da ce ombensizsa ecsika npoMsiHa 8 dozama u/ uniu euda Ha UHCYIUHa.
B konona ,3abenexka’ ce 81UC8am 8CuyKU CbCMOSIHUS, KOUMO Mo2am 9a nosnussim Ha pesynmamume om mecmoseme (3abonseaHusi, NPOMeHU

6 duemama, cmpecosu cumyauuu, HeobuyaiiHo Hamosapsare u dp.)
Haracsim ce danHume om nposedenume usmepeaHusi Ha KpbeHama 3axap, kKamo ca 3adb/KumesiHu roHe 0ecem U3MEPEaHust Ha KpbeHama

3axap npe3 nocredHus mecey npedu kandudamecmeaHemo.

[OHeBHUKBLT 3a CaMOKOHTPON e 3aBepeH oT:

1
% 16
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N3NCKBAHWUSA HA H30K
NPU N3OABAHE HA NPOTOKONW 3A NEYEHUE HA
3AXAPEH BUABET TUN 2

MpoTokonbT ce u3gaBa OT cAeuManucT ¢ KoA Ha cneunanHoct 05 (eHAOKPUMHONOrMA U GornecTn Ha obmsiHaTa),
cxnouun aorosop ¢ H3OK unu ot cneunanusmpaHa koMucusi B neueBHU 3aBepeHusi, ckniounnu gorosop ¢ H3OK.
CneunanmanpaHuTe KOMMCHMM Ce Cb3[aBaT ChC 3arnoBej Ha AupekTopa Ha nevebHoTo 3asenenvne (113) — knuHuka/oTaenexune
no eHAOKPUHONMOIUS,

. 1. PEQ 3A 3ABEPABAHE HA MPOTOKOINWTE - MHKPETUH BA3UPAHA TEPAMWA WU TEPANUA C SGLT2
UHXWBUTOPU

npOTOKO.ﬂVI 3a 3ano4ysaHe U NpoAbIMKaBaHe Ha TepanuaTa

"AMOynaTopeH NUCT UNK eTanHa enuKpu3a oT nocnegHusa nperneg/
unu enukpusa ot bI13 ¢ npunoxeHn Bcuukn HeobxoanMU nokasatenu u
W3cCneaBaHus No NpunoxeHune 2

cneunanunuct, CKi4vun

» =[lonbnHeHo 1 noagnucano npunoxenue 1 (1A, 16 unu 1B) — nucr 3a

noroeop ¢ H30K K
onpenensHe Ha KpUTepuuTe C BCUYKWM Heobxoaumu nscneasanma oMUCUA 3a
*‘[lporokon 3a npeanuceaHe Ha IeKkapcTsa, 3anniawaHum oT eKcnepTu3u B
H3OK/P30K” — 06p. M3-H30K P30K

-
mnu

sEkCnepTHO CTaHOBMILE C SICHA  MeAuWUMHCKa  MOTUBauus 3aBepka Ha
(3agbMKUTENHO ce 0TOEeNN3Ba NUMNCA Ha U3KNKOYBALLN KPUTEPUW) npoTokona B
sEnukpusa or BJI3 ¢ npunoxeHn Bcuukn HeoBXoaumMK nokasatenu u P30K

cneunanuaupana u3cneaBaHus No NpuoxeHne 2

KOMUCUS = [lonbnHEHO 1 nognucaHo npunoxeHue 1 (1A, 16 unu 1B) — nucT 3a
onpeaensiHe Ha KPUTEPUUTE C BCUYKM HEOBX0AUMUK M3CneaBaHuns

*‘[IpoTOKON 3a npeanucBaHe Ha nekapcTsa, 3annawadu ot
H3OK/P30OK" — obp. M3 -H30K (noanucaH oOT uneHoBeTe Ha
KoMUCUATA)

-,
" 9,
u U3NCKBAHUA HA H30K NMPU U3LABAHE HA MPOTOKONW 3A NEYEHUE HA 3AXAPEH WABGET TUM 2 B U3BLHEONHUYHATA NMOMOLL —
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l. 2. PEQ 3A SABEPABAHE HA NPOTOKONWUTE ~ NEMEHUE C AHANOIOBWU UHCYNUHU

ﬂporoxonu 3a npoabmkaBaHe Ha TepanuaTa C aHanorosu NHCYNUHN

CNeunanucT, CKNIYun
poroeop ¢ H30K

fJosaTta
sAMOynaTopeH NMCT UNK eTanHa enukpusa C BCUYKK

Heobxoaumun wuscnegsaHmMs cbobpasHo Tabnuua 1
(npunoxexHue 2)

=“[[poTokon 3a npeanuceBaHe Ha  nekapcrea,
3annawanu ot H30K/P30K” — 06p. M3-H30K

cneuranucT, cknyun =‘lpoTokon 3a npeanucBaHe Ha  JeKapcTBa, 3aBepka B
porosop ¢ H30K » | sannawanu ot H3OK/P30K” - 06p. M3-H30K | P30K
MNpoTokonu 3a noBUlaBaHe Ha oblaTa 4o3a aHaNoroBM MHCYNUHU Hag 80 1U
sCTaHOBMULIE OT €HAOKPWHOMOra C ACHA MeAMUMHCKa
MOTMBALMA 3a HeobXxoaumocTTa OT yBenuYaBaHe Ha
Komucus 3a

eKcnepTusn B
P30K

3aBepka B
P30K

npOTOKOJ’IVI 3a 3anodiBaHe Ha TepanuA ¢ aHaNoroBU MHCYJITMHU NpK:
. npemMuHaBaHe 0T KOHBEHUWOHANTHU UHCYNTUHK KbM aHarnorosn MHCynmuHu
. CMSIHa Ha eiuH OT npunaraHuTe KOHBEHUUOHaNHK MHCYNUHW C aHanoroe nNpu 3anassadHe Ha Apyrua npunarad
KOHBeHUWOHaneH WHCYNWUH

cneuynanucT, CKIoYnun
aoroeop ¢ H30K

wm

cneunannsnpaHa KOMUcus

—

sAMOynaTopeH JFMCT WNM eTanHa enukpusa unu
enukpusa ot BJI3 ¢ Bcuukm Heobxoaumu uscneaBaHus
cbobpasHo Tabnuua 1 (npunoxexwe 2)

=[lonbnHeHo 1 noagnucaHo npunoxeHune 1IN

=‘[IpoTOKON 3a NMpeanucBaHe Ha nekapcTea, 3annallaHu
oT H30OK/P30OK” — 06p. M3-H30K

Komucus 3a
eKcnepTn3n

=sEKcnepTHO CTAaHOBMLUE C SCHA MEAULMHCKA MOTMBaLUA
3a HeobxoaMMOCTTa OT 3ano4yBaHe Ha Tepanua C
aHanoroBu UHCYNUHNU

*Enukpu3sa ot BJ13 ¢ Bcuuku Heobxoaumun uscnepsanusi
cbobpas3Ho Tabnuua 1 (npunoxeHne 2)

s[lonbnHeHo U NoaNUcaHo npunoxeHue 11

=“[IpoTokon 3a npeanucBaHe Ha nekapcTsBa, 3annawjarHu
or H3OK/P30OK" — o0bp. M3-H30K (nognucaH ot
UYNeHOBETEe Ha KOMUCUATA)

B P30K

3aBepka B
P30K

L}
u M3NCKBAHWA HA H30K NPU N3OABAHE HA MPOTOKONW 3A NEYEHUE HA 3AXAPEH AMABET TUM 2 B U3BbHBONHWYHATA MOMOLL -
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npOTOKOﬂM 3a 3anovBaHe Ha Tepanusa C aHaANorosu UHCYNMUHU NpU:
. CMsiHa Ha eaunH C Apyr aHanoros UHCYNKH
. CMsiHa Ha eavH BUA aHanorosa cxema C Apyr BU4 aHanorosa cxema

CNEeLMAnnCT, CKMYUN AOTOBOP
¢ H30K

wnu

cneuunanusnpada KoMucus

il. OBLUK NONOXEHUA

1. 3011 nogaBa noaroTBeHnTe AokyMeHTH B P30K, Ha TeputopuaTa Ha KOATO e HanpaBuno u3bop Ha OMJ1. lokymeHTuTe

BKMOYBar:

sAmMbynatopeH NUCT WUNM eTanHa enukpusa unu
enukpuia ot BJ13 ¢ BCcuukn Heobxoanmn ncneasaHuns
cbobpa3Ho Tabnuua 1 (npunoxeHue 2)

=[lonbnHeHO u nognucaHo npunoxexue 1I
=“[lpoTokon 3a npeanucBaHe Ha  nekapcTea,
3annawanu ot H3OK/P30K” — 06p. M3-H30K

sEKCNepTHO CTaHOBMWE C $ICHA MeaWLMHCKa
MoTMBauUuMs 3a HeobxogumocTTa OT 3ano4yBaHe Ha
Tepanusi C aHanoroBu MHCYNNHU

sEnukpusza ot bBJI3 ¢ Bcuukm  Heobxoaumm
n3cneaBaHus cbobpasHo Tabnuua 1 (npunoxeHue
2)

=[lonbnHeHo 1 nognucaHo npunoxexnue 1
=“[IpoTokon 3a npeAnWCBaHe Ha NeKapcTsea,
sannawanm ot H3OK/P30OK" - o06p. M3-H30K
(noanucaH oT YneHoBeTe Ha KOMUCUSTA)

Komucusa no
4yn.78, 1.2 o1
330 B LY Ha
H30K

3aBepka B
P30K

1.1 3asBnexnue no [Jupexrtopa Ha P30OK.

1.2 MonbnHEHO U NoanucaHo NpunoxeHue 1 — CbOTBETHO HA NeYeHWeTOo, 3a KoeTo ce KaHauaarcTea. [lonbnea ce no
CbOTBETHATA TOMKA M Ce npunara oTpaseHaTta B UMPOB MHAEKC MeAULIMHCKa AOKYMEHTauus, yaocToBepaBailla BCeKU eaunH
OT KpUTepuuTe.

1.3 MbnHuST Habop u3cneaBaHust (HU3NKANHW, UHCTPYMEHTanNHU 1 nabopaTopHK), OTpaseH B NPUNoXeHne 2 ¢ AaBHOCT A0
eauH meceu.

1.4 “MpoToKON 3a NpeAnNUCBaHe Ha fiekapcTBa, 3annawaHu ot H3O0K/P3OK" — obp. M3-H3OK, usgaaneH oT nekaps
cneumanucT. Mpu HeoBxoaUMOCT OT ekcnepTusa oT Komucusita no 4n. 78, 1.2 ot 330, P30OK usnpawa 8 H30K konue Ha
npoTtokona. MpoToKONbLT 3aALITKUTENHO Ce NOAMMCBA OT BCUYKWU YNTIEHOBE Ha KOMUCUATA B Cry4auTe NOCOMEHN B T. |

1.5 Oeknapauus 3a MHpopMupaHo cwrnacue no obpasey (npunoxexue 3)

1.6 NMpunoxenue 4 - nonbnHeHo ot 30J1 1 3aBepeHO € NOANUC M NeYaT Ha eHAoKPMHONora

2. P30K npuema pokyMeHTUTe no T. 1 cnea cnpaBka OTHOCHO 3APAaBHOOCUrypUTenHus cratyc Ha 3011,
3. [lo nony4yaBaHe Ha peweHue oT koMucusaTa B LIY Ha H30K 30J npogbnxaBa neuyeHue ¢ riekapcreBeH/v npoaykt/v, ¢

KOMUTO € NpoBeXAan NeYeHNeTO A0 MOMEHTA Ha NoaaBaHe Ha monbarta u fokymeHTute B P30K.

4. OnucaHuAT NbNeH KOMNMEKT AOKYMEHTH Ce M3UCKBa B criyvauTe, NPU KOUTO € yKasaHa HeoOXoauMOCT OT pelleHne Ha
Komucwus 3a ekcneptuau B P30K unu Komucusata no un. 78, 1. 2 ot 330 B LY Ha H3OK. Mpu 3aBepka 8 P30K ce npeactass

npoToKONa U Konue oT aM6ynaTopHm1 JIKCT OT NoCcnenHuA nperneg Nnpyu cneuynanuct.

" 2%
k N3NCKBAHWA HA H3OK MPY U3JABAHE HA MMPOTOKONU 3A IEYEHUE HA 3AXAPEH AWABET TUN 2 B U3BBHBOMHUYHATA NOMOLL -
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NPUNOXEHUE 1A

NIACT 3A ONPEAENSAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHWUE C DPP- 4 UHXWBUTOPW MPU BOIHK
CbC 3AXAPEH OWABET TUMN 2

Wve: [erv] [ [ [ [ T | I [ | |

3abenexka: MeduyuHCKama OOKyMeHmauus, ydocmosepsiealua 6cexu om KpUumepuume € rnocoyeHa ¢ yugpa e UHOeKC U 3a0biKUMesHoO
npudpyxasa HaCMOSOMO NPUINOXEHUE.

Mpu saxapeH avabeT TMN 2 B HayanHuTe hasyn HaW-uecTo ce mpunara fieyeHne C nepopanHy nekapcTaeHn nNpoAykTi, HO ™o
KaTo 3aGoNsBaHETO € NPOrpPecUpalLIo, Ha onpeaenieH eTan ce CTura Ao OTnajaHe Ha UHCYNMHOBaTa Cekpeums U HeobxoaumocT ot
3aro4YBaHe Ha MHCYNMHOBO neuyenne. 3HadMMa Bb3MOXHOCT 3a noaobpeHue Ha FIIMKEMWUYHWUS KOHTPONT M OTCpOYBaHE Ha
WHCYNMHOBOTO NEueHue e WHKpeTWH GasvpaHaTta Tepanus, KOATO e AoNbNBauia Tepanust ¢ Len NocTuraHe Ha onTumaneH
rMUKeMUYeH KOHTPON.

[Mon xomGuHupaHa aHTuanabeTHa nepopanHa Tepanus ce pasbupa koMGUHaLMA MEXRY METGOPMUH U CyndaHnypeeH NPOAYKT.

A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE C DPP- 4 MHXUBUTOP (cutarnunTuH, BUNKQArAMNTUH,
caKkcarfMNTMH M NMHArNMNTUH) Npu 6oNHM che 3axapeH Auaber Tun 2 B cnyyan Ha MOHOTEPANUA C MET®OPMUH
(Heo6Xx0AUMO e HanuuMe Ha BCUYKK KpUTEpUH):

1 | Now meTabonuteH koHTpon (HbA; Haa 7,0% ot naGopaTopus, ceptudpuumpana no BHCBOK) !

HeBBL3MOXHOCT 3a afeKBaTHa KOMMNEHCAUUA BbMPEKU MaKCUManHo TonepupaHuTe [03M Ha Tekywlata Tepanus
2 | npunaraHa 3a nocnegHuTe 3 MeceLa C MOBUILEH PUCK OT XMNOMUKEMUS UAN HEMOHOCUMOCT UMW NPOTUBOMOKA3aHMs
3a BKTI0YBaHe Ha cyndiaHumypeeH npoaykT =

3 | Jiunca Ha u3knoyBawWm kpuTepun No 1. [

T opuruHanHa 6nauka oT NabopaTopHO M3CNEABAHE C MOANNC W NeYaT Ha Nekaps u J13 unu 3aBepeHo Konve (6 criyvall, Ye e 8rucaHo 8 enukpu3a
¢ daeHocm do 1 mecey rpedu kaHOudamcmeaHemo He ce u3uckea npedcmassiHe Ha nabopamopHa bnawxka)

opurMHanta 6naHka oT e4WH KPBBHO-3axapeH NPou C NOHE TPY U3MEPEHM KPBbBHW 3axapu C MOCOYEHW Yacose Ha u3crnegBaHusTa ¢ NOANNC U
neyart Ha nekaps u f13 wnn 3asepeHo konue (8 cayvall, ye ca enucaHu e enukpusa ¢ dasHocm 8o 1 mecey npedu kaHOudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha nabopamopHu bnaHku)
3 amBynaTopeH NUCT UNW eTanHa enukpuaa oT Npernes npu cneuuanucT unu enukpusa ot B3 ¢ AaHHU OT aHamHesaTa, COMaTU4HUA CTaTyc,
npeaxoxpatla Tepanus, otpaseHo Terno n UTM, kakto u Bb3HukHanu HIIP

BE. KPUTEPUM 3A 3ANOYBAHE HA NEYEHUE C DPP- 4 UHXUBUTOP (cutarnunTuH, BMNOArnunTuH W
cakcarnunTuH) npu 60nHU cbC 3axapeH guabeT Tun 2 B cnyvyau Ha MOHOTEPANMUA CBC CYN®AHUNYPEEH NPOOYKT
(Heo6X0aAUMO e Hanuyue Ha BCUYKU KpUTepum):

1 | Now metabonuteH koHTpon (HbA:. Haa 7,0% ot nabopaTtopus, cepTucduumpara no BHCBOK) !

HeBB3MOXHOCT 3a ageKBaTHA KOMMEHCAUUA BLMNPEKM MaKCUManHo TONepupaHuTe A03N Ha Tekywara Teganwﬂ

2
npunaraHa 3a nocneaHute 3 Meceula ¢ HenOHOCUMOCT UNW NPOTUBONOKA3aHWUs 3a BKIHOYBAHE Ha MeTOPMUH 2

3 | Nlunca Ha n3kmousawm KpuTepun no 1. [

! opuruHanHa 6naxka ot nabopaTopHo u3cneasaHe C NOANKUC M NevaT Ha nekaps u J13 nnu 3aBepeHo Konue (8 cryyall, Ye e 8nuCaHo 8 enuxkpusa
¢ 0asHocm Qo 1 mMecey npedu kaHOuOamemeaHemo He ce usuckea npedcmassiHe Ha nabopamopHa bnaHxa)

2 opuruHanHa bnanka oT e4uH KPbBHO-3axapeH Npoun C NOHE TPU U3MEPEHN KDBBHYU 3axapy C NOCOYEHU YACcoBE Ha W3CNeABaHUATA C NOANKUC W
neyart Ha nekapa u J13 unu 3aBepeHo konue (8 cryval, Ye ca enucaHu 8 enukpu3a ¢ 0asHocm do 1 meceu npedu kaHdudamemeaHemo He e
Heobxodumo npedcmassiHemo Ha nabopamopHu bnaHku)

3
ambynaTopeH NUCT WNKU eTanHa enukpusa oT nperfej NpU cneyuanucT unu enukpusa oT BJI3 ¢ AaHHW OT aHamHesaTa, COMaTUYHUs CTaTyC,
npejaxoxaallya Tepanus, otTpaseHo Terno u UTM, kakTo u Bb3HukHanu HIP

B. KPUTEPUMU 3A 3ANOYBAHE HA JNEYMEHUE C DPP- 4 UHXUBUTOP (cutarnunTtuH, BUNZarnunTuH,
cakcarnunTuH, NUMHarNuMNTMH) Nnpu 6onHKM cbe 3axapeH Avaber Tun 2 B cnydau Ha KOMBUHUPAHA TEPAMWA CBbC
CYNOAHUNYPEEH NPOAYKT U MET®OPMWH (Heo6xoQuMMo e Hanuuue Ha BCUYKU KpUTEpUM):

1 | Now meTa6onuten koHTpon (HbA:. Hag 7,5% oT nabopaTopus, cepTuduumpatqa no BHCBOK)

HeBL3MOXHOCT 3a afeKBaTHa KOMNEHCAUMsi BLNPEKM MAaKCUManHo TONepUpaHnTe [03W Ha Tekyliata
KoMBuHMpaHa Tepanus Npunaraka 3a nocnegHuTe 3 meceua >°

2
3 | Niunca Ha u3knoYBawWm Kputepun no T. [
:

opuruHanHa 6naxka ot nabopaTopHo M3cnesBaHe C NOANUC U NEYAT Ha Nnekaps v J13 unu 3aBepeHo Konue (8 crryyall, ye e enucaHo 6 enukpusa
g OasHocm 0o 1 Mecey npedu kaHOudamcmeaHemo He ce u3uckea npedcmassHe Ha nabopamopHa 6naHka)

opuruHanHa 6naHka oT eauH KPbBHO-3axapeH NPoMUn C NOHE TPU M3MEPEHN KPBBHM 3aXapu C NOCOYEHW YacoBE Ha W3CIeABaHUATa C NOANUC 1
nevar Ha nexaps v JI3 wnn 3asepeHo konwe (8 criyvad, Ye ca snucaHu 8 enukpusa ¢ dasHocm 0o 1 mecey npedu kaHdudamemeaHemo He e
Heobxodumo npedcmaesHemo Ha nabopamopHu 6riaHKu)

amBynaTopeH SUCT WUnKM eTanHa enukpusa oOT Npernes npu CNeunanuct unu enukpusa ot BJ13 ¢ gaHHM OT aHamHesaTa, COMaTUYHUA CTaTyC,
npeaxoxaalla Tepanus, otTpaseHo terno u UTM, kakTto u Bb3HukHanu HIIP

24
U W3NCKBAHUSA HA H30K NP N3JABAHE HA MPOTOKONW 3A NIEYEHWUE HA 3AXAPEH OWABET TUN 2 B U3BBHBONMHUYHATA nomMoty -
B Cvna oT 1 cheBpyapyn 2016 roguHa




