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MpoTokonbT ce U3faBa OT cneuManucTu ¢ Koa Ha cneuuanHoct 05 (eHaokpuHonorus u 6onectu Ha obMsiHata) u 34
(metcka eHpokpuHonorus u 6onectu Ha obmsiHaTa), pa6otewm no porosop ¢ H30K unu ot cneuvanusmpaHa KOMUCUA B
neye6bHu 3aBegeHus 3a 6onHMuyHa nomoly, cknouunu gorosop ¢ H30K. Cneunanu3npaHuTe KOMUCUM Ce Cb3aasaT CbC

M3NCKBAHUA HA H30K
NPU U3AABAHE HA NMPOTOKOJN 3A NIEYEHUE HA
3AXAPEH AVWABET TUM 2

3anoBep Ha gupekTopa Ha neyebHoTo 3aseaeHue (/13) — knuHUka/oTAeneHne No eHAOKPUHONOTUA.

. 1. PERA 3A 3ABEPABAHE HA MPOTOKOJIUTE - UHKPETUH BA3WUPAHA TEPANMUA U TEPANUA C SGLT2

UHXUBUTOPU

MpoTokonu 3a 3anouBaHe Ha TepanusaTa

cneuuanucT, CKlouun
porosop ¢ H30K

uwnn

=*AMGynaTopeH NUCT OT NoCneAHUA Npernes npu cneuranucT
*MeauuMHCKa AOKYyMEHTauusi, NOTBbpXAasalla KpUTepuuTe Mo
npunoxeHue 1 u BCu4kM HeobxoauMu uscneaBaHusl, cbobpasHo
npunoxexue 2

*‘lIporokon 3a npeAnNMCBaHe Ha neKkapcTBa, 3annawaHm ot
H3OK/P30K” — 06p. M3-H30K

Komucus 3a
eKkcnepTusu B
P30K

cneuvanusupaHa
KoMucus

*PelleHne Ha cneuvanusvMpaHa KOMMCUSA C fiCHA MeauuuMHCKa
MOTUBaUMA (3aAbMKUTENHO ce oTbens3sa nunca Ha U3KNYBaLLU
KpUTEpUN)

*MeauuMHCKa AOKyMEHTauusi, NOTBbpXAaBalia KpuTepuuTe no
npunoxexnue 1 n Bcuuku Heobxoaumu uscneaBaHusl, CbobpasHo
npunoxexue 2

*“llpoTokon 3a npeanucBaHe Ha nekapcTBa, 3annawaHu oT
H3OK/P30K” — 06p. M3 —H30K :

3aBepka Ha
nporokona B
P30K

MpoTtokonu 3a npoAabINKaBaHe Ha TepanuaTa

cneumanucT, CKNioYunn
porosop ¢ H30OK

wnm

cneyuanusupaHa
KOMucusa

*‘llpoTrokon 3a npeanuMcBaHe Ha nekapcTBa, 3annawaHu oT
H3OK/P30K” — 06p. M3-H30K

3aBepka Ha
nporokona B
P30K

B MSBBbHBEONHUYHATA NOMOLL,
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I. 2. PEQl 3A 3ABEPABAHE HA MPOTOKONWUTE - NNEYEHUE C AHANOIrOBU UHCYNUHU

lNpoTtokonu 3a npoBexaaHe Ha Tepanus ¢ (pukcupaHa KOMGMHaLUA MHKPETUHOB MUMETUK ¢ 6a3aneH MHCYNUHOB aHanor
(Insulin degludec, Liraglutide u Insulin glargine, Lixisenatide) :
" 3a 3anouBaHe Ha Tepanus Cc ukcMpaHa KoMBUHaLMS UHKPETUHOB MUMETHK ¢ 6asaneH uHcynuHoB aHanor (Insulin
degludec, Liraglutide u Insulin glargine, Lixisenatide)
=  CMSsIHa Ha Tepanus OT uKcMpaHa KOMBUHALMA UHKPETUHOB MUMETUK ¢ 6asaneH nHcynuHos aHanor (Insulin degludec,
Liraglutide u Insulin glargine, Lixisenatide) Ha neyeHne ¢ MHCYNNHOBK aHaNo3n

'AM6ynaTopeH FIUCT C BCUYKN HeobXxoaumu uscneaBaHus
sMeauumHcka AOKyMeHTauua, NoTebpXKAaBaLla Kputepuurte

cneunanuct, cknioyun

no npunoxeHue 1 n BCUYKM Heobxoaumn uacneasaHus,

poroeop ¢ H3OK Ccbo6pa3sHo NpunoxeHue 2 Komucus 3a
=“lpoTokon 3a npeanMcBaHe Ha nekapcTea, 3annaiiaqu ot eKcnepTusu B
H3O0K/P30K” — 06p. M3-H30K P30K
unu
*PewenHne Ha cneuuManuaMpaHa KOMMCUA C SiCHa 3aBepka B
MeauunHCKa MOTUBaLuUsA 3a HeobxoaMMOCTTa OT 3anovBaHe P30K

Ha Tepanus C aHanoroBU UHCYNNHN

= MeauuuHCKa AOKyMEHTaLus, NOTBbpXAaBalLa KpuTepumTe
no npunoxexnne 1 n BCUYKU HeobBxoaummn uacneaBaHus,
cbobpa3Ho npunoxeHue 2

=“lIpoTokon 3a NpeAnNUCBaHe Ha NekapcTea, 3annalLaHn ot
H3OK/P30K” — 06p. M3-H30K

cneyvanusunpaHa kKomucus

MpoTokonu 3a nposexaaHe Ha TepanusTa C aHaNOroBN UHCYNVHN .
lMpotokonu 3a npoaBLNXKaBaHe Ha TepanusTa ¢ KCMPaHa KOMGMHALMS MHKPETUHAB MUMETHK C GasaneH WHCYNUHOB
ananor (Insulin degludec, Liraglutide u Insulin glargine, Lixisenatide)

cneunanuct, CKniouun
porosop ¢ H30K

" . .
il =“lpoToKon 3a NpeAnNMCBaHe Ha NekapcTea, 3annaliaHn ot 3aBepka B

H3OK/P30K” — 06p. M3-H30K P30K

cneuuanusMpaHa kKomucus

. OBLLM NONOXEHUA

1. E-npotokon ce u3paBa OT nekap cneuwanuct no npoduna Ha 3a6onsBaHeTo, M3NBLIHUTEN Ha cneuuanuanpaHa
U3BBLHOONMHWYHA MeauLIMHCKa NOMOLY Ha OCHOBaHUE M3aafeH ~AMOYNaTopeH NUCT* WNKU OT YneHoBe Ha cneuWanu3vMpaHm
KOMMUCUM B neuye6GHM 3aBeaeHus, oka3Bawyu 6GONMHMYHA MeAMUMHCKA NOMOLL (N3BMN) Ha ocHoBaHue ,PelieHne Ha
cneuuanusnpana kommucus“ no Alp Ne 38 ,OnpepensiHe Ha NNaH Ha NEYEHUe M NpocneasiBaHe Ha TepaneBTUYHMS OTroBOp Npu
NauneHTy, nonyyasally CKbMOCTPYBaLLWM NeKapCTBEHN NPOAYKTU NO peaa Ha un. 78, T. 2 330“ B CLOTBETCTBUE C yTBbpAEHUTE
Maucksanus Ha H30K no 3abonsBaHus B konuyecTsa 3a He noseye oT 365 OHW.

2. 3011 yaocTtoBepsiBa ¢ noAanuca cu B ~AmBynartopeH nuct unu B ,PelueHne Ha cneunanusvpaHa KOMUCHS® No Alp Ne 38:
cneaHoto: ,)Kenas Aa Mu 6bae 0A06PEHO NeyeHne C NekapcTBEHUS NPOAYKT, KaTo Aeknapuvpam, 4e CbM yBeOMEH 3a AeNCTBUETO
Ha HasHauyeHaTa nekapcTeeHa Tepanus 1 aBam MHGOPMMPaHO Cbrnacue cblyata Aa Mu 6bae npunaraHa®; ,Curnacen/a cbM 3a
WU3NON3BaHE Ha NUYHUTE MW aHHW 3a LienuTe Ha ekcnepTusata“; ,)Kenas fa 6baa yseaomeH/a 3a pesynTtara oT ekcnepTu3aTa ot
P30OK no eann ot cneaHuTe HaumHmu: no e-mail, TenedoH UnNM Ha MACTO B P30OK*, ,Pa3speluaBam AoCTbN A0 €NEKTPOHHOTO MM
3apaBHO aocue”.

3. flo nony4aBaHe Ha MHGOPMaLUA 3a 3aN0YBaHe NN NPOABLMKABaHE Ha 3asiBEHOTO neyvenue, 30J1 npoabmkaBa TepanusTa
C rekapcTBeH/u NpoAayKT/1, C KOUTO e NpoBeXaan NeYeHNeTo A0 MOMEHTA.
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4. MNpepv cTapTUpaHe Ha Npoueca no usaasaHe Ha E-npotokon Ha 30J1, cneuvanucTbT/cneuuanuaupaHaTa kKoMMCUs Npasu cnpaska
No eneKTPoHeH NbT 3a uagaaeHn Ha 3001 npeaxoAHM NPOTOKONM, NO Cblums npodun Ha 3abonsBakxe. MpouecstT no nnasaqe Ha E-
NpOTOKON Ce peanuavpa B MeAULMHCKN codTyep. B yTBbpAeHUTe M3MCKBaHUA No 3abonaBaHusA ca Noco4eHn Heobxoaumure
AOKYMEHTH 3a usaasaHe Ha E-npotokon Ha 30J1.

5. [lokymeHTuTe (ambynaTopHuUTe NUCTOBE, ENUKPU3K, M3cneaBaHus), kouto ceuiecteysat B H3UC He ce noaasat B E-npoTtokona.
WHdopmaumsaTa, oTHOCMMa KbM U3aaBaHe Ha E-npoTokona, KosiTo € B AOKYMEHT, KOUTO HSiIMa enekTpOHEeH (hOPMAT U He Ce CbAbpXa
8 H3UC, ce nogaea: kato ce nonbnea B ambynaTopHus NUCT OT nNperneaa — OCHOBaHWe 3a u3aaeaHe Ha E-npoTtokona wnu
OOKYMEHTBT Ce CKaHupa U npukada kbM E-npoTtokona.

6. MNpu n3naeaHe Ha E-npoTtokon no peaa Ha ekcnepTusara no un.78, 1.2 ot 330, oTnapa Heob6xoAaUMOCTTa Aa Ce NPeAOCTaBAT U
cbxpaHaBaT npunoxeHue Ne1 u npunoxeHune Ne3 ot cwortBeTHuTe ,M3ucksaHnusta Ha H3OK®, npu cnegHute ycnosus: 3a
npunoxexune Ne1, nognucaHo oT cneunanucT/cneumManmsmpaHaTa KOMUCHUS, NPU HAaNWYMETo Ha TEKCT B aMbynaTopHWUS NUCT unu B
.PelieHne Ha cneuuanusupada komucus“ no Alp Ne 38: ,JlunceaT u3kniousaluy Kputepun 3a 3anouysaHe/npoAbixaBaHe Ha
neuenue c JIMY; 3a npunoxenne Ne3, nognucaHo ot 30J1, npu HanW4METO Ha TEKCT B aMbynaTtopHusi nNUCT unu ,PelueHne Ha
cneuvanuavupada komucus“ no Alp Ne 38: ,XKenas aa mu 6bae oao6peHo neveHue ¢ nekapcTBEHUA NPOAYKT, KaTo Aeknapupam, Ye

CbM yBeJOMEH 32 AECTBMETO Ha Ha3HayeHaTa fnekapcTBeHa Tepanus U JaBaM MH(OPMUMPAHO Cbrnacue cbliata aa Mu Obae
npunaraHa“.
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NPUNOXEHUE 1A

NUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXOAHE HA NEYEHUE C DPP- 4 UHXUBUTOPU NPU
3AXAPEH OAWABET TUN 2

A. KPUTEPUU 3A 3AMNOYBAHE HA JNIEMEHUE C DPP- 4 UHXUBUTOP (cutarnunTtuH, BUNAArnMnTUH U
nuHarnuntuH) MPU MOHOTEPANUA C MET®OPMUH; NPU MOHOTEPANUA CBHC CYN®AHUNYPEEH NPOAYKT UNU NPU
KOMBUHUPAHA TEPANUA CBHC CYN®AHUNYPEEH NMPOAYKT U MET®OPMUH (Heo6xoaMMo e Hanuuue Ha BCUYKMU
Kputepum):

1 | Now meta6onureH koHTpon (HbA1c Hag 7,0%) "2

HeBBH3MOXHOCT 3a ageKBaTHa KOMMEHCaLUMUA BbIPEKM MakCMManHO ToNepupaH1Te 403U Ha TekylaTa Tepanus,
npunaraHa 3a nocnegHute 3 meceua '2

3 | Nlunca Ha u3knoYBaWM KpUTEepun No Touka E'-2

' amBynaTopeH nNUCT /pelieHne Ha cneLManuaupaHa KOMUCHS
2 MeaMUMHCKa AOKYMEHTaLVS, NOTBbPXKAABALIA KPUTEPUUTE NO NPUNOoXeHNe 1 U BCUUKM HEOBXOANMM N3CNEeABaHNA, CbOBPa3HO NPUMOXeHHe 2

5. KPUTEPUU 3A 3ANOYBAHE HA NEYEHWE C DPP- 4 UHXUBUTOP (cuTarnunTuH, BUNAArNUNTUH W
nuHarnuntud) NPU NPEMUHABAHE OT TEPAMUA CbC SGLT2 MHXUBUTOP UMW C UHKPETUHOB MUMETUK
(Heo6x0AUMO € Hanu4ue Ha BCUYKN KpUTEpum):

1 | Now metabonuteH koHTpon (HbA1c Hag 7,0%) 12

o | HeBBL3MOXHOCT 3a anekBaTHa KOMNEHCAUNA BLNPEKV MaKCUMAnHO TONepupaKuTe 403U Ha TekyluaTa Tepanus,
npunaraHa 3a nocnegHure 6 meceua 2

3 | N'unca Ha u3knNoYBaLLKU KpUTepun no Touka E'2

" ambynartopeH nucT /peleHue Ha cneumManmaupaHa KOMUCHS
2 MeAMUMHCKa AOKYMEHTALMS, NOTBLPXAABALLA KPUTEPUUTE MO NPUNOXeHUE 1 U BCUUKN HEOBXOAMMMN M3CNEABaHNS, CbOBPa3HO npunoxexue 2

B. KPUTEPUU 3A 3ANOYBAHE HA KOMBUHUPAHA TEPANUA - NIOBABAHE HA BA3ANEH UHCYNUH KbM
NMPUNATAH O MOMEHTA DPP- 4 UHXUBUTOP (cutarnunTuH, BUNAArMUNTUH U TUHArNUNTUH) (HEO6XOAUMO € Hanuume Ha
BCUYKU KpUTEpUM):

1 Now merabonurten kowtpon (HbA1c Hag 7,0%) u nosuwweHue Ha HbA1c, cnea npoBeaeHo 6 MeCceuHo neyeHue ¢
npeaxoaHara TepaneBTM4Ha cxema, AokasaHo oT nabopatopus -2

o | HeBBL3MOXHOCT 3a afeKBaTHa KOMNEHCALUWA BBNPEKN MakCMasHO ToNepupaHnTe 403K Ha Tekyliata Tepanus,
npunaraHa 3a nocnegHurte 6 meceua 2

3 | Nlunca Ha u3kno4BaiyM KpuTepum no Touka E 12

! am6ynaTopeH NucT /peleHmne Ha cneLUanM3upaHa KOMUCHS
2 MeAMLMHCKa AOKYMEHTAUMS, NOTBLPXAABALLA KDUTEPUUTE NO NPUNOXeHUE 1 1 BCHUKN HEOBXOAMMM u3cneaBaHus, CbobpasHo NnpunoxeHue 2

r. KPUTEPUM 3A 3AMNOYBAHE HA KOMBUHWPAHA TEPANUA - NOBABSIHE HA DPP- 4 WHXWBUTOP

(cutarnunTuH, BUnaarnuMNTUH ¥ nuHarnuntud) KbM NMPUNATAH 0O MOMEHTA BA3ANEH WHCYNUH (Heobxogumo e
Hanu4yne Ha BCUHKU KpUTEpUM):

1 Now meta6onureH koHTpon (HbA1c Hag 7,0%) u nosuwenne Ha HbA1c, cnes npoBeaeHO 6 MeCeUHO neyeHne ¢
npeaxoaHarta TepaneBTMYHa CXeMa, AokasaHo oT nabopatopus 123

2 HeBL3MOXHOCT 3a anekBaTHa KOMNEHCaUMsi BLNPEKU MAKCUMANHO TONEpUpaHuTe 403N Ha Tekyluata Tepanus,
npunaraxa 3a nocnegxure 6 meceua '-2-3

3 | Jiunca Ha u3knioyBalm KPUTEpUM No Touka E 123

' ambynaTopeH NucT /pelueHmne Ha cneLUanMaupaHa KOMMCHS
2 MeaMLMHCKa AOKYMEHTaLMA, NOTBLPXKAABALLA KPUTEPUUTE NO npunoxexue 1 u BCU4KM HEOBXOAMMM U3CNEABaHUS, CLOBPa3HO NpUNoXeHue 2

3 uHTepnpeTauua Ha pesynratute oT AHEBHNK 3a CAMOKOHTPON Ha NauueHTa, 3aBepeH OT NeKyBaluus eHAOKPUHONOT (MpusioxeHue 4), BNUcaHa B
ambynaTtopHus nucT unu B ,PelleHne Ha cneunanuanpaHa KOMUCHS® NO Alp Ne 38

N WU3NCKBAHUA HA H30K NPU U3OABAHE HA MPOTOKONW 3A NIEYEHWUE HA 3AXAPEH AWABET TWUNM 2
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NPUNOXEHUE 1A

A. KPUTEPUM 3A NPOABIMKABAHE HA JNIEMEHUE C DPP- 4 UHXUBUTOP (cutarnunTtuH, BUNAArnMnTMH u
NWHArNUNTUH) - (Heo6x0AUMO € HanNnu4Yue Ha BCUUKN KpUTEpUM):
BnaronpusiteH ecdbeKT cneq WecTMece4yHo neveHue, yaoctoBepeH ¢ HamanssaHe Ha HbA1c ot nabopatopus ¢
1 | noHe 0,5% npu NbpPBO NpPoAbIKEHUE U CHUXKEHWe/3agbpkaHe unu nosuwenune ¢ go 0,5% (eaHokpaTHO) npu
cnepaBalLo npoabxeHue (npu nocmuzaHe Ha HbA1c < 7,0% mo3u kpumepuil He 8axu)

2 | Jlunca Ha yBenuyeHne Ha TenecHoOTo Terno

3 | Jlunca Ha n3knioYBawy KpUTEPUM NO ToukKa E

E. U3KITIOYBALLU KPUTEPUM (npu 3anouBaHe u Npu NpoABbMKaBaHE Ha Nle4eHUeTO)

MauveHTH cbe 3axapeH gnabet Tmn 1

Jluua noa 18 roguwiHa Bb3pacT

BpemeHHOCT 1 nakTauus

MauneHT cbe 3axapeH AnabeT TUn 2, KOUTO Ce HYXAANAT OT UHTEH3UULMPAHO MHCYTIMHOBO NeYeHne
KombuHupaHo neveHne Ha MHKpeTuH-6a3npaHa Tepanus ¢ MErnUTUHUAK UNK MHXUOUTOPYK Ha anda-
rnoko3ugasata

Cepro3HU CTpaHNYHU peakuumn OT NEYEHNETO

CrouHoctu Ha ASAT unu ALAT TpuUKpaTHO Hap ropHa pedepeHTHa rpaHuua (3a BUnaarnunTuH)

DO OV e R0

* lNpu 3anouBaHe Ha nevyeHue ¢ KOMOGMHMpaHKU nekapcTBeHu npoayktu: DPP- 4 UHXUBUTOP C MET®OPMUH
wnu DPP- 4 MUHXUBUTOP C SGLT2 UHXUBUTOP, B cnyyaute Ha komGuHauuas ¢ METOOPMWUH w/munu
CYN®AHUNYPEEH NPOAYKT/BEA3ANEH UHCYJIVH e 3aabmKkUTeNHO CNa3BaHeTO Ha CLOTBETHUTE KPUTEPUM
oT M3uckeanuata Ha H3OK*. OcHoBaHusTa 3a 3anoyBaHe Ha CbLOTBETHaTa Tepanus ce OTpasABaT B
ambynaTtopeH NUCT OT cneuManucT UNu enukpusa oT xocnutanusauus Ha 30J1. He ce Hanara u3naBaHe Ha
NPOTOKON ¥ NoNbJiIBaHe Ha AOKYMEeHTaLUus No npoueaypara 3a ekcnepru3a no 4n. 78, 1. 2 ot 330; He ce Hanara
npepocraBsiHe Ha AOKYMEHTaLuA 3a pa3rnexaaHe oT ekcnepTrHata komucus B P30K.

Mpu npoabnkaBaHe Ha neueHme cnea nposefeHa NoHe 6 MeceyHa Tepanusi ¢ KOMGMHMPaHM NeKapCTBEHU
npoayktu: DPP- 4 UHXUBUTOP C-MET®OPMWH unu DPP- 4 UHXUBUTOP C SGLT2 UHXUBUTOP, B cnyyaute
Ha komGuHauuma c¢ MET®OPMWUH wu/unu CYNIOAHUNYPEEH MNMPOAYKT/BA3ANEH WHCYJNIUH ce u3uckea
3aAbnkuTenHa oueHka Ha egeKTUBHOCTTa, CLOOpa3HO KpUTepuMTe 3a NpoAbIHKaBaHe Ha NeyYyeHue CbC
cboTBeTHUTE MOHONpoAyKTH DPP-4 UHXUBUTOP nnu SGLT2 UHXUBUTOP. Mpu BCHYKK NaLMEHTH Ha NeYeHue
¢ KOMOuHMpaHu nekapcTBeHn npoayktu: DPP- 4 UHXUBUTOP C MET®OPMUH unu DPP- 4 UHXUBUTOP C
SGLT2 UHXUBUTOP e 3apbmkutenHo uscneasaHe Ha HbA1c* Ha 6 Meceua 3a oueHka Ha e)eKTMBHOCTTA Ha
TepanusaTa. lpu noBuwenne Ha HbA1C ce M3MCKBa KOHCYNTauuMa CbC ChNeLManuCT 3a NpeoLeHKa Ha
TepaneBTUYHOTO NoBeAeHHe.

B cnyyauTte Ha npoBexaaHa Tepanus ¢ 6a3aneH WHCYNUH ce 3anNoYBa/NPOALNKaBa NneYeHue ¢ KOMGUHUPaHK
nekapcraeHu npoaykTu: DPP- 4 UHXUBUTOP C MET®OPMWH unu DPP- 4 UHXUBUTOP C SGLT2 UHXUBUTOP
Npy 3aABLINKUTENHO Cna3BaHe Ha CbOTBETHUTE KpuTepuu oT ManckBanunATa Ha H30K.

*Mpu 3ano4BaHe ¥ Npoab/HKaBaHe Ha Tepanusi ¢ KOMGMHMPaHKU NeKapCTBEHU npoayktu: DPP- 4 UHXUBUTOP
C MET®OPMWH unn DPP- 4 UHXUBUTOP C SGLT2 UHXUBUTOP ce u3MCKBa M3cneaBaHe Ha HbA1c,
He3aBMCHUMO OT U3NON3BaHUA METOo/.
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NPUNOXEHUE 1B

NUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE C SGLT2 UHXUBUTOPU NPU
3AXAPEH OWABET TUN 2

A. KPUTEPUU 3A 3AMNOYBAHE HA NEYEHMUE C SGLT2 UHXUBUTOPU (panarnucnosuH, kaHarnudnosuH u
emnarnudpnosud) NPU MOHOTEPANMUA C MET®OPMUH; NP MOHOTEPAMNUA CHC CYN®AHUITYPEEH NPOAYKT; NPU
KOMBUHUPAHA TEPAMUA CBHbC CYN®AHUNYPEEH NPOAYKT U MET®OPMUH (Heobxoaumo e Hanuume Ha BCUYKMU
KpUTEpUN):

1 Jlow meta6onuteH koHTpon (HbA1c Haa 7,0%) 12
o | HeBB3MOXHOCT 3a apekBaTHa KOMMEHCAaUMA® BLMPEKM MaKCUManHoO TonepupaHute 03N Ha
TeKyluiaTta Tepanus, npunaraHa 3a nocneaHute 3 meceua '2
3 | Nvunca Ha u3kniouBalm KpuTepun no Touka X '
T ambynaTopeH NUcT /pelieHne Ha cneLuanuaupaHa KOMUCHUS
2 meAMUMHCKA AOKYMEHTAUMS, NOTELPXAABALLA KpUTEPUUTE MO IPUNOXEHMe 1.1 BCUUKN HEOBXOA MMM M3CNeABaHNA, CbOGPa3HO NPUMOXeHue 2

*Kputepuii 2 He € 3aabMmKUTENeH B cnyyauTe Ha:

- 32 eMnarnudIosnH 1 kaHarnugno3nuH - B CnyyauTe Ha A0Ka3aHO CbpAeYHO-CbA0BO 3abonsBaHe - npekapaH MUOKApAEH WHAPKT, NpoBeaeHa
MHTEpBEHUWOHanHa npoueaypa C NoCcTaBsHe Ha CTEHT unu 6aiinac, Mo3LYHO-CbA0Ba GonecT (MHCYnNT), nepucdepHa cbaoBa Gonect cnea nposeaeHa
MHTEPBHLWOHaNHa npoueaypa, yaAocToBepeHo ¢ enukpuaa ¢ Ne Ha U3;

- 32 emMnarnngNO3nH, KaHarMUMNO3UH N AanarnuNO3NH - B ClyYauTe Ha Aoka3aHa CbPAEYHA HEAOCTaTLYHOCT, YAOCTOBEPEHa C enuKpu3a unu
ambynaTopeH NUCT OT kapAuonor, Cbobpa3HO KPaTKUTE XapakTEPUCTUKIA Ha NeKapCTBEHUTE NPOAYKTH;

- 3a Aanarn@nosnH n emnarnudnosuH - B cryvaute Ha AokasaHa 6b6peyHa HeAOCTaTBYHOCT C ymepeHa cTeneH Ha 6b6peuHo yepexaaHe (GFR
noa 60 mi/min).

B. KPUTEPUM 3A 3ANOYBAHE HA NEYEHUE C SGLT2 UHXUBUTOPU (aanarnncnosvH, kaHarnugnosmH u
emnarnudnosud) MNPU _NPEMUHABAHE OT TEPANMUA C DPP- 4 MHXMBMTOP wun C UHKPETUHOB MUMETUK
(He06Xx0AUMO € HanuuMe Ha BCUYKU KpUTEepum):

1 | Now meTabonureH kouTpon (HbA1c Haa 7,0%) 12 :
o | HeBb3MOXHOCT 3a apeKBaTHa KOMNEHCaLs BbNPEK! MaKCUManHo Tonepnpaume [03U Ha TekywaTta
Tepanusi, npunaraHa 3a nocnegHure 6 meceua '2
3 | Jlunca Ha u3knioyBaLm KpuTepum no Touka X '-2
T ambynaTopeH nuCT /pelweHmne Ha cneuManuaupaxa KoMuCHs :
2 MeAnUMHCKa A0KYMEeHTauuA, NoTBbp)KAaBalla kpurepuute no npunox(erme 1n BCVNKVI HEOGXOAVIMVI n3cneaBaHus, C'bOﬁpGSHO npunox(enue 2

B. KPUTEPUU 3A 3ANOYBAHE HA KOMBMHUPAHA TEPAMNUWA - NOBABAHE HA BA3ANEH UHCYSIMH KbM
NPUNATAH 1O MOMEHTA SGLT2 UHXUBUTOP: (Aanarnmbnosuu KaHarnmbnoauu u emnarnmpnosuu) (Heo6xoaumo e
Hanuyue Ha BCUYKU KpUTEpUM):

1 JNow metabonuteH koHTpon (HbA1c Hag 7 0%) n nosuwexune Ha HbA1c, cnea nposeneuo 6 meceyHo
neyeHue ¢ NpeaxoaHarta TepaneBTMYHa CxeMa, AokasaHo oT nabopatopus H2-

o | HeBBL3MOXHOCT 32 apekBaTHa KOMNEHCaLMsA BLIPeK! MaKCUMArHO Tonepupaume .qosu Ha Tekywiata
Tepanus, npunaraHa 3a nocneaHure 6 meceua 2

3 Jlunca Ha nsknioYBaly KpUTEpPUU No Toyka X 12
' am6ynaTopeH nucT /peleHue Ha cneuuanuanpaHa KoMmcus
2 MeauUMHCKa AOKYMEHTaLUs, NOTELPXAABALLA KPUTEPUUTE MO NPUIIONEHUE 1 U BCUYKM HEODXOANMM U3CNEABaHUS, CbOBPa3HO NpUnoXeHue 2

. KPUTEPUU 3A 3AMOYBAHE HA KOMBUHUPAHA TEPAMUA - NOBABAHE HA SGLT2 WHXUBUTOP

(panarnucnosuH, kavarnucgnosuH u emnarnudnosun) KbM MPUNATAH O MOMEHTA WHCYNMUHOB PEXWUM
Heo6xoaAuMO e Hanu4me Ha BCUYKN KpUTEpUHK):

1 Now metabonureH koHTpon (HbAic Hag 7,0%) cnea npoBefeHO 6 MeCeYHO neuyeHne ¢ npeaxoaHata
TepanesTU4Ha cxema, JokasaHo oT nabopatopus *23
o | HeBB3MOXHOCT 3a anekBaTHa KOMNEHCALMA BLNIPEKM MaKCUMANHO TONEpUpaHUTe 403N Ha Tekyluata Tepanus,
npunaraxa 3a nocnegHuTe 6 mecena 23
3 | Nunca Ha n3knovBawm KpuTepmmn no Touka X 123
1 aMGyna'ropeH nucT Ipemel-me Ha cneyuanu3MpaHa kKoMucusa
2 MeAnLMHCKa AOKyMeHTauusA, NoTBbpXAaaBalla KpUTepuuTe no npunoxeHue 1 ¥ BCUYKKM HGOGXOAVIMM uscneaBaHus, C'b06p33HO npunoxexue 2

3 uHTepnpeTauus Ha pesynraTute oT AHEBHUK 32 CAMOKOHTPON Ha NaUWeHTa, 3aBepeH OT NeKyBaLLUA €HAOKPUHONOT (MpurioxeHue 4), BnucaHa B
ambynaTopHus NUCT Unu B ,PeLueHne Ha cneunanuanpaHa KOMUCHUS® No Alp Ne 38

M3NCKBAHUA HA H30K NPU U3OABAHE HA MPOTOKONW 3A NEYEHWE HA 3AXAPEH OWUABET TUM 2
B U3SBBHBEOJIHNYHATA NMOMOLL



NPUNOXEHUE 16

A. KPUTEPUU 3A 3ANOYBAHE HA KOMBUHUPAHA TEPAMUA - NOBABAHE HA SGLT2 UHXWUBUTOP
(panarnudnosuH, kaHarnudnosuH u emnarnudpnosuH) KbM MNPUNATAH 4O MOMEHTA WHKPETUHOB MWUMETMUK
(nuparnyTua, nMKCU3eHaTua, Aynarnytua u cemarnytua) (Heo6xoaMmo e Hanuume Ha BCUHKKU KpUTepum):

INow wmetabonutren kowtpon (HbAic Hap 7,0%) cnea npoBeaeHo 6 MeceyHO neyeHWe C npeaxoaHaTa
1 TepaneBTUYHa cxeMa, Aoka3aHo oT naboparopus 123
HeBb3MOXHOCT 32 aneKBaTHa KOMMEHCaLUUs BbNPEKU MaKCUMAarlHO ToNiepupaHuTe 403U Ha TekyLuaTa Tepanusi,
npunarasa 3a nocnegture 6 meceua '23
[okasaHo cbpaeyHo-CbAoBO 3abonsBaHe - NpekapaH MUOKapAeH MH(ApKT, NpoBeaeHa MHTEepPBEHLMOHanHa
3 | npoueaypa c noctassiHe Ha CTeHT unu baiinac, Mo3buHO-CcbAOBa GonecT (MHCynT), nepudpepHa cbaoBa Gonecr,
YAOCTOBEPEHO C enukpuaa 2
4 | Jlunca Ha usKnOYBalWKM KpUTEpUK No Touka X 23
1 aM6yna'ropen nucrt Ipemenne Ha cneyuanu3mpaHa kKomMmucusa
2 MeanUMHCKA AOKyMeHTauus, NOTBbPXKAABALLA KpUTEPUUTE NO NPpUNOXeHUe 1 1 BCUYK HEOOGXOAUMM U3cneaBaHus, CboOPa3HO NpUNoxeHue 2
3 uHTepnpeTauus Ha pesynTatute OT AHEBHUK 32 CAMOKOHTPON Ha GoNnHUsA, 3aBepeH OT NeKyBaLns eHAOKPUHONOr (MpusioxeHue 4), BNucaHa B
ambynaTopHus anucT unu B ,Peluenne Ha cneunanuanpaxa komucus“ no Alp Ne 38

2

E. KPUTEPUU 3A NMPOABINKABAHE HA NNEYEHUE C SGLT2 UHXUBUTOPU (nanarnncno3nH, kKaHarnudnomu
¥ emnarnudno3unH) (Heo6xoanMMo e Hanu4uue Ha BCUHKU KpUTepum):
BnaronpusiteH edekT cnen wecTmeceuHo NieYeHue, ya0CToBEpeH ¢ Hamansisare Ha HbA1c ot naGopatopus ¢
1 | noHe 0,5% npu NbpBO NPOABLIKEHUE U CHUXKEHME/3aabPXaHe Unu nosuweHue ¢ Ao 0,5% (eaHokpaTHO) npu
cnejgawio npoabxeHue (npu nocmuzaxe Ha HbA1c < 7,0% mo3u kpumepuil He 8axu)
2 | Jlunca Ha yBenv4yeHWe Ha TEeNEeCHOTO Termno

3 | Nlunca Ha u3knNouBaWm KPUTEpUU No Touka X

XK. U3KNIOYBALLU KPUTEPWUM (npm 3anousaHe u npu npom:nmaéue Ha neYeHuneTo)

1. MauuneHTn cue 3axapeH guabet Tvn 1 a4 2

2. Ninua nop 18 v Haa 75 roaulHa BB3PACT 3a kaHarNUGNo3uH; nuua noa 18 3a emnarnudnosuny; nuuya noa 18 3a panarnudnosmnt
3. BpeMeHHOCT u nakTauus : ' e

4. XpoHuyHo 616peyHo 3abonseaHe ¢ I no-HNCKa OT NPenopbLYaHUTE HUBA 3a 3aNOYBaHe U npoAb/KaBaHe Ha NeYEHNETO CbC
CLOTBETHUA NIEKapCTBEH NPOAYKT £

5. Cepuo3HM CTPaHWUYHK peaKLumn OT NeYeHUeTo

3abenexka:

- 3aemnarnudnosuH (3a 3abonssanns ¢ MKB koa: 150.0, 150.1) n ganarnudnoauH (3a 3abonsiBaHua ¢ MKB
koa: 150.0, 150.1, N18.0, N18.8), Ha ocHoBaHue 4n.49, an.1 oT HPO-MI 2023-2025 r. He ce gonycka 3a
neveHneTo Ha eaHo 30J1 efHOBPEMEHHO NpeaNnuUCBaHe Ha NeKapCTBEHMU NPOAYKTY, NPUHAANEXALLN KbM €4HO
¥ CbLLIO MEXNYyHAPOAHO HeNaTeHTHO HauMeHoBaHue, 3a nosevye oT eAHo 3abonseaHe (MKB kop), HezaBUCUMO
OT BUA@ 1 OpoA Ha u3aaaeHnTe eNeKTPOHHN NpeanucaHus. : ‘

MNpu 3ano4BaHe Ha nevyeHne c KOMGMHUPaHU NekapcTBeHU NpoaykTH: SGLT2 UHXUBUTOP C MET®OPMUVH unu
SGLT2 WHXWMBUTOP C DPP-4 UHXUBUTOP, B cnyyamte Ha KomGuHaums ¢ METOOPMMH n/unu
CYN®AHUNYPEEH NPOAYKT/BA3ANEH UHCYNUH e 3aabnXuTeNnHo CNa3BaHeTo Ha CbOTBETHUTE KPUTEpPUHM
oT M3aucksanusata Ha H3OK*. OcHOBaHMATa 3a 3anoyBaHe Ha CLOTBETHaTa Tepanus ce oOTpa3fBaT B
amMOynaTopeH NMCT OT CNeLManuCT UNK enuKpu3a OT XOCNUTanu3auus Ha 30J1. He ce Hanara u3naBaHe Ha
NpoTokon u nonbiBaHe Ha AOKYMEHTaLUuA No npoueayparta 3a ekcnepTusa no un. 78, 1. 2 or 330; He ce Hanara
npepocTaBsiHe Ha AOKYMEHTaLUMA 3a pa3rnexaaHe OT ekcnepTHaTa komucusa B P30K.

Mpu npoabnkaBaHe Ha neyeHue cnea npoBeAeHa NoHe 6 MeceyHa Tepanus ¢ KOMOMHMPaHU NeKapcTBeHU
npoaykTu: SGLT2 UHXUBUTOP C MET®OPMWH unu SGLT2 UHXUBUTOP C DPP- 4 MHXUBUTOP, B cnyyaute
Ha koMOGuHauua ¢ MET®OPMWH w/unu CYNOAHUNYPEEH NPOAYKT/BA3ANEH UMHCYNWH ce wu3uckea
3aQbnkuTenHa oueHKa Ha e()eKTMBHOCTTa, CbOGPa3HO KPUTEpUMTE 3a NPOABL/NKABAHE Ha NEeYeHWe ChC
CboTBEeTHUTE MOHonpoayktu DPP- 4 UHXUBUTOP unu SGLT2 UHXUBUTOP. Mpu BCHMYKM nauMeHTHM Ha
neyeHue C KOMOGMHMpaHu nekapcTBeHM npoaykth: SGLT2 UHXUBUTOP C MET®OPMUH wmnu SGLT2
MHXUBUTOP C DPP- 4 UHXUBUTOP e 3aAbrmKUTenHo n3cnenBaHe Ha HbA1c* Ha 6 meceua 3a oueHka Ha
edekTMBHOCTTa Ha TepanusTa. Mpu noBuwenue Ha HbA1c ce m3uckea KOHCYNnTaLuusa CbC chneuuanucTt 3a
npeoueHKa Ha TepaneBTUYHOTO NoBeAeHue.

\3 W3NCKBAHUA HA H3OK NPU U3AABAHE HA MPOTOKOSNW 3A NEYEHMUE HA 3AXAPEH OWABET TUM 2
B U3BBbHBEONIHUYHATA NOMOLL,



B cnyuyaute Ha npoBeXaaHa Tepanusa ¢ 6a3aneH MHCYNUH ce 3anoysBa/npoAabiKaBa neYeHne ¢ KOMGUHUPaHU
nexkapcreenn npoayktu( UHXMBUTOP C MET®OPMWUH unu SGLT2 UHXUBUTOP C DPP-4 UHXUBUTOP npu
3aABLIDKUTENHO Cna3BaHe Ha CbOTBETHUTE KpuTepuM oT UsuckBanusaTa Ha H30K.

*Mpum 3anouBaHe ¥ NpoabIHKaBaHe Ha Tepanusa ¢ KOMGMHUpaHKU nekapcTBeHn npoayktu: SGLT2 UHXUBUTOP
C MET®OPMMUH unu SGLT2 UHXUBUTOP C DPP- 4 UHXUBUTOP ce m3uckBa uscneaBaHe Ha HbA1c,
He3aBUCUMO OT U3NON3BaHUA METoA.

3abenexka:

- 33 KOMOMHMpaHMTe neKapCTBeHM NPOAYKTU emnarnunosH ¢ MeTpopMUH U AanarnudnosumH c
MeT(dOPMUH, KaKTO U 3a eMnarnugnosunH (3a 3abonssaHua ¢ MKB koa: 150.0, 150.1) u aanarnnucnosunH (3a
3abonaBaHus ¢ MKB koa: 150.0, 150.1, N18.0, N18.8), He ce ponycka 3a neyeHuwetro Ha egHo 30J
€AHOBPEMEHHO NpeAnucBaHe Ha NeKkapCcTBEHU NPOAYKTW, NPpUHaANEeXalym KbM €4HO U CbLLO MeXAyHapoaHO
HenaTeHTHO HauMeHoBaHue, 3a noseye oT efHo 3abonssaHe (MKB koa), He3aBucMMO OT Buaa M 6posi Ha
n3gageHuTe eneKTPoHHU NpeanucaHms.

WU3NCKBAHWUA HA H3OK NPU U3JABAHE HA NMPOTOKOJN 3A NEYEHUE HA 3AXAPEH OWABET TWUM 2
B U3BBHBONHUYHATA NMOMOLL



MNPUNOXEHME 1B

NUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHME C MHKPETUHOBM MUMETULIU NPU
3AXAPEH OUABET TUN 2

A. KPUTEPUN 3A 3AMNOYBAHE HA NEYEHUE C UHKPETUHOB MUMETUK (nuparnyTua*, nukcuseHaTtua,
aynarnytua* m cemarnytug*) NP MOHOTEPANMUA C MET®OPMUH; NPU MOHOTEPANUA CBHC CYN®AHUNYPEEH
NPOAYKT; NPU KOMBUHUPAHA TEPANUA CbC CYNOAHUNYPEEH NPOAYKT U MET®OPMWH (Heo6xoaumo e Hanuuue
Ha BCUYKU KpUTEpUM):

1 Now metabonurteH koHTpon (HbA1c Haa 7,0%) '2

HeBBL3MOXHOCT 3a afgekBaTHa KOMMEHcauusi (yAOCTOBEPEHO C KpbBHO-3axapeH npocun), BbMAPEKu
MakCUMarHo TofiepupaHuTe 403U Ha TekylaTta Tepanus, npunaraHa 3a nocneaxute 3 meceua '2

3 | UHaekc Ha TenecHa maca (MUTM) Hag 30 kr/m2 12
4 | Nlunca Ha noka3aHus 3a NpoBeXAaHe Ha NeYeHue C MHCYNUH 12
5 | Jlunca Ha cTpaHuyHu edbeKkTU U M3KnIoyuBawm kputepum no 1. E'2

1 ambynatopeH nucT /pewenne Ha cneuManuanpaHa KOMUCHS
2 MeAMUMHCKA AOKYMEHTALMSA, NOTBLPXKAABALLA KPUTEPUUTE NO NPUNOXeHUe 1 U BCUYKN HEOBXOAMMY M3CNEABaHNS, CbOGPa3HO NPUNOXeHNe 2

2

*3a nuparnyTua, aynariyTHa M CeMarayTH KpUTEpUi 2 He e 3aAbIKUTENEH B CyyanTe Ha 40Ka3aHo CbPAEYHO-CbA0BO 3abonsaBaHe - npekapaH
MuoKapaeH WHMAPKT, NPOBEAEHA WHTEPBEHUMOHanHa npoueaypa C NOCTaBAHE Ha CTEHT unu Gaiinac, MO3bYHO-CbaoBa Gonect (MHCynT),
nepudepHa cbaoBa 6onecT cnea NnpoBeAeHa MHTEPBHUMOHANHA NPOLEAYPa, YAOCTOBEPEHO C enunkpusa ¢ Ne Ha U3.

B. KPUTEPUM 3A 3AMNOYBAHE HA NEYEHUE C WUHKPETMHOB MUWUMETUK (nuparnyTua, nukcuaeHaTua,
aynarnytua u cemarnytua) NPU NPEMUHABAHE OT TEPAMWUA C DPP-4 MHXUBUTOP, C SGLT2 UHXUBUTOP UNu C
KOMBUHALIUA HA DPP-4 UHXUBUTOP C SGLT2 UHXUBUTOP (Heo6X0AMMO e Hanuume Ha BCUYKN KpUTEpUHM):

Now meta6onuteH koHTpon (HbA1c Hag 7,0%) 12

npunarasa 3a nocnegsure 6 meceua 2
WHpekc Ha TenecHa maca (UTM) Hag 30 kr/im? 12

1
2 HeBBb3MOXHOCT 3a afjiekBaTHa KOMNeHcauusa BbNpeku MakCuManHo TonepupaHnuTe 403N Ha TeKylliata Tepanus,
3

4 Jlunca Ha nsknouBawm KpuTepun no Touka E 12

T ambynartopeH nucT /peweHue Ha cneunanu3mpaHa KOMUCHUA
2 MeaMUMHCKa AOKYMEHTaLWS, noTebPXKAABaLLA KpUTepUUTe No Npunoxexue 1 n BCuukn HeobxoaUMM n3cneaBaHUs, Cbobpa3HO NPUNoXeHUe 2

B. KPUTEPUM 3A 3ANOYBAHE HA KOMBUHUPAHA TEPAMNUA - NOBABSHE HA BA3ANEH UHCYNUH KbM
NPUNATAH OO MOMEHTA WHKPETUHOB MUWUMETUK (nuparnyTua, nukcuseHaTua, Aynarnytua wn cemarnytua)
Heo6xoaAuMO e Hanu4ue Ha BCUYKKN KpUTepun):

1 Now merabonuren koHTpon (HbA1c Hag 7,0%) u nosuwenne Ha HbA1c, cnea npoeeaeHo 6 MeceuHo nedenme

C NpeaxoaHaTa TepaneBTMYHA CXeMa, AoKa3aHo oT naboparopus 2

2 HeB1.3MOXHOCT 32 afiekBaTHa KOMNEHCaLMs BLNPeKM MakCUManHO TONepUpaHUTe 403V Ha TekyLuaTa Tepanus,
npunaraHa 3a nocnegHurte 6 meceua 2

3 INunca Ha cTpaHuyHKM edreKTH U M3KNIOYBALLM KPUTEPUM NO T. E2
" ambynatopeH nucr IpeweHue Ha cneuuanuaupaHa KOMUCUA
2 mepuumHcKa AOKyMeHTaLus, NOTBBPKAABALLA KpUTEpUNTE NO NpuNoxXeHue 1 1 BCUUKM HEOOXOAMMY U3CNeABaHMA, CbOBPa3HO NpUNOoXeHHe 2

r. KPUTEPUU 3A 3ANOYBAHE HA KOMBUHUPAHA TEPANUA - NOBABAHE HA MHKPETUHOB MUMETMK
(nuparnyTtun, nukcuseHatua, aynarnytua u cemarnytua) KbM NMPUNATAH A0 MOMEHTA BA3ANEH WHCYNUH
Heo6xoaAUMO e Hanuyme Ha BCUYKU KpUTEpUM):

1 Now meta6onuren kontpon (HbA1c Hag 7,0%) u nosuiwenne Ha HbA1c, cneg nposeaeHo 6 mecevHo neyeHue ¢

npeaxoaHara TepaneBTMYHa cxema, AokasaHo oT nabopatopus 23

2 HeBB3MOXHOCT 3a aneksaTHa KOMNEHCaLUWs BbNPEKM MakCUManHo TONEpUpannTe 403K Ha TeKywjaTa Tepanus,
npunaraHa 3a nocnegHure 6 meceua '3

3 | Jlunca Ha cTpaHnuHK echeKTH U M3KNIOYBaLLM KPUTEPUM No Touka E'23

"ambBynartopeH nucT /pewexue Ha cneunanuampaHa KOMUCHUSA

2 MeAuLUUHCKa AO0KyMeHTauus, noTebpXxaasalya Kputepuute no NpunoxeHue 1 ¥ BCUYKMN HeoGXOAMMVI unscneaBaHusa, csoﬁpasno npurnoxeHue 2

3 uHTepnpeTauus Ha PesynraTuTe oT AHEBHUK 32 CAMOKOHTPON Ha NauMeHTa, 3aBepeH OT NekyBaLLUs eHAOKPUHONOT (MPUoXeHuUe 4), BincaHa B
amGynaTtopHusa NUCT unu B ,PelueHne Ha cneuuanuaupana KoMUCHs* no Alp Ne 38
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NPUNOXEHUE 1B

A. KPUTEPUU 3A 3ANOYBAHE HA KOMBUHWUPAHA TEPAMNUA - AOBABAHE HA MHKPETUHOB MUMETUK
(nuparnyTua, nukcuseHatua, Aynarnytua u cemarnytua) KbM NPUNATAH OO MOMEHTA SGLT2 UHXWUBUTOP
(aanarnudno3unH, kaHarnnudnosnH n emnarnudgnosvH) (Heo6xoAUMO e Hanm4ue Ha BCUYKU KpUTEepum):

1 Now metabonuteH koHTpon (HbA:c Hag 7,0%) 2

2 HeBBL3MOXHOCT 32 aieKBaTHa KOMMEHCAaLUsi BbNPeKU MakcMManHo TonepupaHuTe 403U Ha TekyluaTta Tepanus,
npunaraHa 3a nocnegHute 6 meceua 2

3 | Unpekc Ha TenecHa maca (UTM) Hag 30 kr/m? -2

[loka3zaHO cbpAeYHO-CHAOBO 3abonsaBaHe - NpekapaH MMokapAeH WHMapKT, NpoBeAeHa UHTEPBEHLMOHANHa
4 npoieaypa ¢ noctaBsiHe Ha CTeHT unu Gaiinac, Mo3bYHO-CbAoBa Gonect (MHCynT), nepudepHa cvaosa Gonect
cnej NpoBeeHa NHTEPBEHLMOHANHAa nNpoLieaypa, YA0OCTOBEPEHO ¢ envkpusa 2

5 Jiunca Ha uskniouBawy KpuTepmm no Touka X 12

1 am6ynaTtopeH NUCT /pelieHue Ha cneuuanuanpaHa KOMUCHS
2 meauLMHCKA AOKYMEHTaLMA, NOTBLPXAABALLA KpUTEPUUTE NO NPUMOXeHUe 1 U BCUUKU He0BXoANMM U3cneaBaHNs, CboGpa3sHO NpUNoxeHue 2

E. KPUTEPUU 3A NPOABINKABAHE HA NEYEHUE C MHKPETUHOB MUMETUK (nuparnyTtua, nukcuseHaTua,
AynarnyTua u cemarnytua) (Heo6xoaMMo e Hanm4une Ha BCUHYKU KpuTepuu):
BnaronpusTeH ecekT cnea wecTMece4Ho nevYeHue, yaoCToBepeH ¢ HamansisaHe Ha HbA1c ot nabopatopus ¢
1 noHe 1% npu NbpBOTO NPOABLIKEHNE U CHWKEHWE/3aabpxaHe unu noeuwweHue ¢ Ao 0,5% (eaHoKkpaTHO) npw
cneppgallo npoabkeHue (npu nocmuzaHe Ha HbA1c < 7,0% mo3u kpumepuli He 8axu)
2 HamansBaHe Ha TenecHoTo Terno ¢ noHe 3% cnep NbpeuTe 6 MeceLa, NUNCa Ha yBenuyaBaHe Ha TernoTo npu
nocneasalyn kypcose

3 JNunca Ha cTpaHuyHKu edekT U U3KNIOYBaLM KpUTEpUM No Touka X

XK. U3KITIOYBALLIU KPUTEPUMU (npu 3anousBaHe u npu npom:mmaane Ha NeYeHuneTo)

1. MauueHTn cbe 3axapeH guabet Tvn 1 :

2. XpoHu4yHo 6L6peuHo 3abonssaHe ¢ D no-HUCKa OT NpenopbYaHUTE HUBA 3a 3anoyBaHe U NPoAbIKaBaHe
Ha NIe4YEeHNeTo CHC CLbOTBETHUSI NeKapCTBEH NPOAYKT
Jnua nop 18 v Hap, 75 roavwHa Bb3pacT 3a ek3eHaTua, nuua noa 18 roauwwHa Bb3PacT 3a NMKCM3eHaTua,
cemarnytua v aynarnytua, nuua nog 10 rogvwHa Bb3pacT 3a nuparnytua
BpemeHHOCT 1 nakrauus ’
MauveHTn cbe 3axapeH avabeT TUN 2, KOUTO Ce HYXAAAT OT UHTEH3UMULMPAHO UHCYNIMHOBO NeYeHne
KomBunupaHo neyenve Ha uHkpeTuH-6a3mpaHa Tepanus C MErnUTUHUAW UNKN MHXMBMTOPK Ha anda-
rnoKo3upasara
Cepuo3Hu CTpaHW4HN peakuum oT fie4eHneTo

@
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11

WM3NCKBAHUA HA H30K NPU U3OABAHE HA NPOTOKONM 3A NIEYEHWNE HA 3AXAPEH OUABET TWUM 2
B U3BbHBEONTHUYHATA MOMOLL



NPUNOXEHWE 1T

JINCT 3A ONPEQENAHE HA KPUTEPUMTE 3A NPOBEXAAHE HA NNEYEHUE C AHANOIroBn UHCYNUHU NPU
BONHU CBC 3AXAPEH AUABET TUN 2

A. KPUTEPUM 3A NPOBEXOAHE HA NEYMEHUE C AHANOroBU UHCYNUHU (Heo6xoaumMo e Hanuume Ha
BCUYKHU KpUTEpMM):

1 MNorBbLpAeHa AnarHosa saxapeH guaber Tun 2
2 Now metabonureH koHTpon (HbA1c Hap 7,0%) npu npoBexaaHa npeaxoaHa Tepanus
3 MNpoBeaeHo 06y4eHue 3a npoBexaaHe Ha MHCYNTMHOBO NeYeHue

5. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUE C ®PUKCUPAHA KOMBUHALIUA UHKPETUHOB MUMETUK C
BA3AJNEH UHCYNIUHOB AHAJIOT (Heo6x0aMMO e HanuuMe Ha 3aAbIKUTENHU 2, 3 U 5 KPUTEPUN U eanH OT KpUTEpPUi
1 vnu 4):

1 Now meta6onurteH koHTpon (HbA1c Hag 7,0%) 123
HeBBb3MOXHOCT 3a apekBaTHa KOMNEHCauus (yAOCTOBEPEHO C KPbBHO-3axapeH Npocun) Ha Tekyllata

2 Tepanus C UHKPETUHOB MUMETUK u/unu 6asaneH nHcynuH (B AHeBHa Ao3a noHe 20 1U) c/6e3 meTdhopmuH nnm
Apyra nepopanHa aHTuamabeTHa Tepanus, npunaraHa 3a nocneaxuTe 6 meceua '23

3 Nunca Ha Tepanus ¢ GbpsoaeiicTBaLL MHCYNIMH UMK MHCYNMHOBA CMEC Npe3 NpeaxoAHUTe 6 meceua u nunca
Ha WHAMKaUMSA 3a NpoBeXaaHe Ha MHTeH3UMULMPaHO MHCYNUHOBO Nevexne 123

4 WHpekc Ha TenecHa maca (UTM) Hapg 30 kg/m 123

5 Nunca Ha cTpaHnyHK edPeKTH 1 M3KNIoYBALLM KPUTEPUM NO Touka I 123~

T ambynartopeH nuct /peweHue Ha cneuuanu3upaHa KOMUCHS
2 meanuUMHCKA AOKYMEHTaLUus, NOTBLPXKAABALLA KpUTEpUUTE NO NpunoxeHue 1 n BCUUKM HeOBXOAMMU U3CNEABaHMS, CbOOPa3HO NpUNoXeHHe 2

3 uHTepnpeTauus Ha pesynTaTUTe OT AHEBHUK 3a CaMOKOHTPON Ha BONHUs, 3aBepeH OT NekyBaLLUs eHAOKPUHONOT (puroXeHue 4), BnucaHa B
ambynaTopHus nucT unu B ,PellieHne Ha cneuuanuaupana komucus“ no Afp Ne 38

B. KPUTEPUM 3A NPEMUHABAHE OT ®UKCUPAHA KOMBUHALIUA UHKPETUHOB MUMETUK C BA3ANEH
WHCYNIUHOB AHANOI HA NEYEHUME C WHCYNMHOBU AHANO3U C/BE3 MHKPETMHOB MUMETUK WNU HA
MHKPETUHOB MUMETUK (He06Xx0AMMO € Hanu4MeTo 1 Ha ABaTa KPUTEpPUs):

Now merabonuren koHTpon (HbA1c Hag 7,0%) u nunca Ha npomsiHa Ha HbA1c, unu nosuienne Ha HbA1cC

1 unm chkermne Ha HbA1c ¢ noa 0.5% cnen npoeeaeHo 6 MeceuHO NeyeHue ¢ npeaxoaHaTa Tepanusi, A0Ka3aHo
ot nabopatopus 23

2 | HeBb3MOXHOCT 3a OBNaasBaHe Ha NOCTNPaHAWANHUTE XMNEPINMKEMUK C TekylaTta Tepanus 23

" ambynatopen nucT /peweHme Ha CNeLMAanU3Npana KOMUCHS
2 MeAMLMHCKa 4OKyMEHTALWS, NOTBbPXAaBaLLa Kputepuute no npunoxexue 1 u BCUUKN HEOOXOAMMM U3CNEABaHUSA, CLOBPa3HO NPUNOXeHUe 2

3 WHTepnpeTauVs Ha Pe3yNTaTUTE OT AHEBHMK 33 CaMOKOHTPON Ha GoMnHus, 3aBepeH OT NekyBaLLUs eHAOKPUHONOT (MPUIoXeHUe 4), BincaHa B
ambynaTopHus nucT unu B ,PelueHne Ha cneunanuanpaqa komucus* no Afp Ne 38

I'. USKIIOYBALLM KPUTEPUU NPU NPOBEXXAAHE HA NEYEHUE C ®UKCUPAHA KOMBUHALUSI UHKPETUHOB
MUMETUK C BA3AJNEH UHCYJTUHOB AHANOI

MauueHTn cbe 3axapeH avabeT Tmn 1

MaumnenTn c TepmuHanHo 6v6peuHo 3abonsiBaHe

Jlvua nop 18 roguwiHa BbL3pacT

BpemeHHOCT U nakTauus

MauneHTn cbe 3axapeH AnabeT TMN 2, KOUTO Ce HYXAAAT OT UHTEH3UULIMPAHO WHCYNWUHOBO NeyYeHne
CepuosHu CTpaHU4HM peakummn OT NeYeHNeTo
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I. NEYEBHO-AUMATHOCTUYEH ANITOPUTBM

NPUNOXEHWE 2

1. NEKAPCTBEHW NPOAYKTH, sknioyenn B Mpunoxenne 1 Ha MIC, kouto H3OK 3annaw@a B cbLOTBETCTBUE C
AencTBalwmTe HOPMaTUBHU [OKYMEHTH.

2. NPOCNEAABAHE - cbrnacHo KpaTkuTe XxapakTepuUCTUKU Ha NeKapCTBEHUTE NPOAYKTH:

Ta6bnuua 1

Bb3PACTOBU
OrPAHUYEHUA*

NPEAU 3ANOYBAHE

KOHTPOI — Ha 6 mecey,

SITAGLIPTIN

He ce npunara nog 18 roauHu

HbA1c ot nabopatopus,
KpbBHO-3axapeH npocun

HbA1c oT nabopaTopus,
KpbBHO-3axapeH npocun

VILDAGLIPTIN

He ce npunara nopg 18 roguHu

ASAT, ALAT**
HbA1c oT nabopatopus,
KpbBHO-3axapeH npocun

ASAT u ALAT B cnyyait Ha
NOBULLEHN U3XOAHU HUBA,
HbA1c ot nabopatopus,
KpbBHO-3axapeH npocun

LINAGLIPTIN

He ce npunara nog 18 roguxun

HbA1c oT nabopartopus,
KpbBHO-3axapeH npocun

HbA1c ot nabopatopus,
KpbBHO-3axapeH npocun

DAPAGLIFLOZIN

He ce npunara noa 18 roguxHu

HbA1c oT nabopatopus,
KpbBHO-3axapeH npocun

HbA1c ot nabopaTopus,
KpbBHO-3axapeH npodun

CANAGLIFLOZIN

He ce npunara nop 18 roanHn
M Hap 75 roguHu

. HbA1c ot nabopatopus,

KPbBHO-3axapeH npogun

HbA1c oT nabopatopus,
KpbBHO-3axapeH npocun

EMPAGLIFLOZIN

He ce npunara nog 18 roguHu
n Hag 85 roaunHun

HbA1c ot nabopartopus,
KpbBHO-3axapeH npocun

HbA1c ot nabopaTtopus,
KPbBHO-3axapeH npodun

EXENATIDE

He ce npunara nog 18 roguuun
1 Haa 75 roavHun

HbA1c oT nabopatopus,
KPbBHO-3axapeH npodun

HbA1c ot nabopaTtopus,
KpbBHO-3axapeH npocun

LIRAGLUTIDE

He ce npunara nog 10 roauHu

HbA1c oT nabopartopus,
KpbBHO-3axapeH npocun

HbA1c ot nabopatopus,
KpbBHO-3axapeH npocpun

LIXISENATIDE

He ce npunara nog 18 roguHu

HbA1c oT nabopartopus ,'
KpbBHO-3axapeH npocun

HbA+c oT naGopaTopus,
KpbBHO-3axapeH npocun

DULAGLUTIDE

He ce npunara noa 18 roguHu

HbA1c oT nabopatopus,
KpbBHO-3axapeH npocun

HbA1c oT naboparopus,
KpbBHO-3axapeH npocun

SEMAGLUTIDE

He ce npunara nog 18 roguHn

HbA1c ot nabopatopus,
KpbBHO-3axapeH npocun

HbA1c ot nabopatopus,
KpbBHO-3axapeH npocun

*MocoyeHnTe BL3PaCTOBU OrpaHNUEHUS BaXaT U 3a KOMOGMHUpaHHUTe NneKapcTBEeHU npoAaykTn (qucupauu KOMOUHauum).

MNpu nayuenmu ¢ HasHayeHa mepanus e yyx6uHa da ce npedcmaesm Meduquriéku dokymeHmu c daeHocm do 6 Meceya

npedu kaHudamcmeaHe.

Tabnuua 2
BB3PACTOBM - *
INN OFPAHUYEHUS ﬁ NPEOWN 3ANOYBAHE KOHTPOI1 - Ha 6 meceua
INSULIN HUMAN - KpbBHO-3axapeH npocun

KpbBHO-3axapeH npocun

INSULIN LISPRO*

100 IU/ml — 3a peua u
Bb3pacTHU 3a
6bp3oaencTBaLy; He ce
npunara npu nuua noa 12
rOAMHW 3a MUKCTypa
200 IU/ml - He ce npunara npu
nwvua noa 18 roauxu

HbA1c oT nabopaTopus,
KpbBHO-3axapeH npocun

HbA1c ot naGopatopus,
KPbBHO-3axapeH npodun

He ce npunara npv nuua nog, 1
roavHa — 3a 6bvp3ogeicrealy;

INSULIN ASPART* HbA1c ot nabopatopus, HbA1c oT naboparopus,
He ce npuvnara npu nuua noa KPbBHO-3axapeH npocun KPbBHO-3axapeH npodun
10 roauHm — 3a MUKCTYpa
INSULIN GLULISINE | He ce npunara npu nuua nog 6 HbA1c oT nabopartopus, HbA1c ot nabopatopus,
rOANHU KPbBHO-3axapeH npodun KPbBHO-3axapeH npodun
INSULIN 100 IU/ml - He ce npunara npu HbA1c ot naGopatopus, HbA1c oT nabopatopus,
GLARGINE** nvua nog 2 roauHu KpbBHO-3axapeH npocun KPbBHO-3axapeH npocun
76 13
G
\:< MU3NCKBAHUA HA H3OK NMPU U3OABAHE HA MPOTOKONW 3A NEYEHUE HA 3AXAPEH OWABET TUN 2

B U3BBBHBONHUYHATA NMOMOLLL




300 IU/ml - He ce npunara npu
nuua noa 6 roguHu

« | He ce npunara npu nuua nog 1 HbA1c oT nabopatopus, HbA1c oT nabopatopus,
INSULIN BETEMIR rogvHa KpbBHO-3axapeH npocun KpbBHO-3axapeH npocun
INSULIN He ce npunara npv nuua noAa 1 HbA1c ot nabopaTopus, HbA1c oT nabopatopusi,
DEGLUDEC** roavHa KPbBHO-3axapeH npocun KpbBHO-3axapeH npodun
:‘.;‘Es(l;,I_Ll'l'lq)Ec AND He ce npunara npu nuua noa HbA1c ot nabopaTtopus, HbA1c oT nabopaTtopus,
INSULIN ASPART 18 roguHun KPpbBHO-3axapeH npocun KpbBHO-3axapeH npocun
gE%HIT)E c He ce npunara npv nuua nog HbA1c ot nabopatopus, HbA1c ot nabopatopus,
LIRAGLUTIf)E 18 roauHn KPbBHO-3axapeH npodun KpbBHO-3axapeH npodun
QEX.&&TNE He ce npunara npu nuua noa HbA:c ot nabopatopus, HbA:c oT nabopatopus,
LIXISEN ATiDE 18 roauHm KPbBHO-3axapeH npodun KpbBHO-3axapeH npocun

* MNocoueHuTe U3cneaBaHUA Ca 3a4bLIDKUTENHO C AAaBHOCT A0 1 Mecel.
** Mpunarat ce npu 6peMeHHN

lil. OBLLUA UBUCKBAHUA

1. Bb3pacroBara rpaHiua ce U34MCNABA B HAaBBPLIEHU FOAUHM - T.e. BKNIOYWTENHO KbM AaTaTa Ha M3gaBaHe Ha npoTokona ot
cneuuanmavpaHarta KoMUCUs.

2. Npw HasHa4yaBaHe Ha Tepanusa No NPOTOKON 3aAbINKUTENHO ce Cbobpa3aBaT Bb3PACTOBUTE OrPaHUUEHMS, CbIMAcHO KpaTkaTa
XapakTepucTuka Ha CbOTBETHUSI NIeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H3OK He 3annalua neyeHve U3BLH ykasaHaTa Bb3pacToBa rpaHuLia B KpaTkaTa XapakTepucTMKa Ha NpoayKTa.

4. H3OK He 3annaila neyexne ¢ 403n Haj MakCMManHoO pa3peLLeHnTe No KpaTka XxapakTepucTika Ha npoaykTa.

5. B cnyvait Ha HacTbNMNa Nofo3NpaHa HexenaHa nekapcTBeHa peakuus, nekapar yseaomssa MAJ no pena Ha un.
184 ot 3JINXM. Konue oT crhobueHneto ce npunara/onucBa KbM/B MeAUUMHCKaTa AokyMeHTauus Ha 30J1 npw
KaHAuaaTCcTBaHe 3a fieYeHue.

6. Bcekn e-npoTokon Ce M3jaBa Bb3 OCHOBA Ha M3AaAeH MEAULIMHCKM AOKYMEHT: ,AmOynaTopeH Nnuct* oT cheuuanuct —
u3nbnHuten Ha CUMI unu ot cneunanuanpaHa komucus B JI3BMN Ha ocHoBaxne Alp Ne 38 ,OnpeaensiHe Ha nnaH Ha neyeHue u
npocneasiBaHe Ha TepaneBTU4HUS OTFOBOP NPV NALMEHTK, Nony4aBsally CKbMOCTPYBALLY NEKapCTBEHN NPOAYKTM NO peaa Ha un. 78,
T. 2 330"

Exsemnnsap Ha xapTueH Hocuten oT ambynatopHus nuct unu Alp Ne 38 ,OnpepensiHe Ha NnNaH Ha neyeHve u npocneasisaHe Ha
TepaneBTU4HUS OTrOBOP NMpU NaUMEHTH, Nony4YaBaLly CKbNOCTPYBAaLLM NeKapCTBEHN NPOAYKTU MO peda Ha un. 78, T. 2 330“, kouto
€ OCHOBaHWe 3a u3jaBaHe Ha NpOTOKOM, MoANWCaH OT fnekaps cneuvanuct/cneuuanusvupaHa komucuss u 30J1 (poauTen,
HacTOWHMK/NPUEMEH poawTen), ce BOAM NO pea, onpefeneH OT Ne4YeGHOTO 3aBedeHMe M Ce CbXpaHsiBa B kabuHeTa Ha
nekaps/komucusTa.

7. MNpun nspasaHe Ha E-npotokon no peaa Ha ekcneptusara no 4n.78, 1.2 ot 330, oTnaga HeobxoaUMOCTTa Aa ce npenocTaBsT U
cbxpaHsaBeart npunoxexue Ne1 n npunoxeHue Ne3 ot cboTeeTHUTe ,UanckBanuaTa Ha H30K".,

8. UspasaHeTo Ha E-NpOTOKON Ce oCbLiecTBsiBa B CbOTBETCTBUE CbC CbBMECTHM ,YKasaHusa 3a paboTa ¢ noaaaeH no €NEeKTPOHEH
nuT npotokon IA/IB/IC (e-npoTokon)*, Mexay HaunoHanHata sapaBHoOCUrypuTenHa kaca u Bbnrapcku nekapcky Cbios 3a npunaraqe
Ha HaunoHanHusi paMkoB AOrOBOP 32 MEAULIMHCKUTE AEVHOCTY.

Hacmosiwume usuckeaHus ca ymebpOeHu om ynpaeumens Ha H30K cned PeweHue Ne PL-HC-04-00-3/20.01.2026 2. Ha
Hadsoprus cheem na H30K u npedeapumenHo cbanacysane ¢ BJIC, Ha ocHoeaHue 4n.51, an.10 ebe ep. ¢ an.8 om lNpasunHuka
3a ycmpoliicmeomo u OeliHocmma Ha HayuoHanHama 30paeHoocuzypumenHa kaca. MauckeaHusma enusam & cusa om damama
Ha obHapodeaHemo um e ,[jbpxaeeH eecmHuK.“ u ommeHsm delicmeawjume usuckeaHus, e cuna om 14 tonu 2023 2. Ha OCHo8aHue
peweHue Ne PL]-HC-04-42/29.06.2023 2.
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NPUNOXEHWUE 3

AEKNAPALUUA 3A UHOOPMUPAHO CBIMMACUE C USUCKBAHUATA 3A 3ANOYBAHE/ MPOABMKABAHE HA

NEYEHUETO C NNEKAPCTBEHUA NPOAYKT

cnep KaTo ce 3ano3Hax C uanara My npeaocTtaseHa MHhopmauusa U LienTa Ha nevyeHneTo ¢ neKkapcrTeeHus

NpoAyKT.............

................................................................................................. U cneja KaTto nony4vnx usdepnartenHn oTroBopu Ha

noctaseHUTe OT MEH BBbNPOCU, AeKnapupam Ye:

1.
2.

3.

LLle cnassam npenopbyaHaTa Mi CXeMa Ha NEYEHNE 1 NEPUOANMHOCT Ha KOHTPOMHUTE Nperneau.

PenoBHo e ce fBABaM Ha KOHTPONHM Nperneayn U HAMa Aa NPOMEHAM CaMOBOSIHO UMW NOA APYrO BHYLLEHNE
HasHayeHaTa My Tepanus. :

Mpu npeycTtaHoBsBaHe Ha NEYEHNETO MO NPUYUHYM, HENPOUITUHALLIM OT peLLeHUeTo Ha KomucusTa 3a
ekcnepTuan B P3OK u/unu Komucusta no un. 78, 7.2 ot 330, wwe yBeaoms HeszabaeHO nuuHus cv nekap u P3OK.
lMpu HecnassaHe Ha NOCOYEHUTE YCNOBUS HAMA Aa UMaM NpeTeHLun kb H3OK.
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NPUNOXEHWUE 4
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Heobxodumo e da ce ombensisea ecsika poMsiHa e 003ama w/ unu euda Ha UHCYNUHa.
B KonoHa ,3abenexxa” ce enuceam eCu4Ku CbCMOSIHUS, KOUMO Mo2am Oa Noenusism Ha pesynmamume om mecmoseme (3abonsieaHusi, NpoMeHu e
Ouemama, cmpecosu cumyayuu, HeobuyaiiHo Hamoeapeare u 0p.)

Haracsim ce daHHume om npoeedeHume uaMepeaHusi Ha KpbeHama 3axap, Kamo ca 3adb/IKUMenHuU noxe decem usMepeaHus Ha kpbeHama 3axap
npe3 nocnedHus mecey npedu kaHOudamemeaHemo.

[OHeBHUKLT 3a CaMOKOHTpONn € 3aBepeH OT:

—u
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