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M3NCKBAHUA HA H30K
NMPU NEYEHUE HA
3AXAPEH OUWABET TUIN 2
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MpoToKONbT Ce M3AaBa OT CNEUMAnUCTH C KoA Ha cneunanHocT 05 (eHAOKPMHOMOTWA 1 bonectn Ha obmsHaTa) u 34
(aeTcka eHOOKPUHONOrMA M GonecTn Ha obmanata), pa6oTtewwm no gorosop ¢ H30K unu oT cneunanuinpaHa KOMUCHA B
ne4yebHW 3aBeAeHUs 3a GonHWuHa nomouw, cknouunu gorosop ¢ H30K. CneunanuivpaHutTe KOMUCUM Ce Cbh3[aBaT CbC

M3NCKBAHWA HA H30K
NP N3OABAHE HA NMPOTOKONU 3A NEYEHWE HA
3AXAPEH OUABET TUM 2

3anoBen Ha aupexTopa Ha NedebHoTo 3asenenue (113) — KNMHUKa/oTAeneHue No eHAOKPUHONOMUA.

I. 1. PEQ 3A 3ABEPSBAHE HA NPOTOKONMWUTE - WHKPETWH BA3WPAHA TEPANUA W TEPAMUA C SGLT2

WHXUBUTOPH

[MpoTokonu 3a 3anoYBaHe Ha TepanuAaTa

CNEeUnanucT, CKIMYUn
noroeop ¢ H30K

nnu

cneunanuavpaHa
KOMWncusa

Y

=AmBynaTopeH NUCT OT NOCNeAHWUA Npernes Npu cneyuanucT
*MeauUMHCKA OOKYMEHTaLusa, NoTBbpXKAaBalla Kputepuute no
npunoxeHue 1 W BCWUKM HEOBXOAUMW w3cneasaHvs, cwobpasHo
npunoxexHue 2

=‘[lpoTokon 3a npeAnuCBaHE Ha nekapcTea, 3annaujadn ot
H30K/P30OK" — 0bp. M3-H30K

Komucus 3a
eKcnepTu3u B
P30K

=PeweHWe Ha cneuuManuaupaHa KOMMCHUA C SICHAa MeaWULMHCKa
MOTMBaUMA (3aabmkuTenHo ce oTbenassBa MWNca Ha W3KNoYsauim
KpUTEPUM)

sMeauuuHcKka AOKyMEeHTauua, NoTBbpkAasalla KpuTepuute no
npunoxeHuwe 1 1 BCUYKM HEODXOAWMW n3cneasaHns, cbobpasHo
npunoxexHue 2

«‘flpoToKon 3a npeanucBaHe Ha nekapcrea, 3annauwadn ot
H3OK/P30K" — 06p. M3 —H30K

v

3aBepka Ha
npoTtokona B
P30K

MpoTokonu 3a NpoAkIMKaBaHe Ha TepanuaTa

cneunanucTt, CKn4yun
porosop ¢ H30K

- *‘[MpoToKOon 3a npeanuceBaHe Ha nekapcTBa, 3annawadd or 3asepka Ha
H30K/P30K" — 0bp. M3-H30K > npotokona B
P30K
cneuynanuampaHa
KomMucus
¥
Oy N3NCKBAHWA HA H30K NMPU M3JABAHE HA MPOTOKONW 3A NEYEHWE HA 3AXAPEH OWABET TWN 2
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I. 2. PEQ 3A 3ABEPABAHE HA NPOTOKOIUTE - NEYEHUE C AHANNOIrOBU UHCYIIUHN

[MpoTokonu 3a 3ano4BaHe Ha TepanuA ¢ aHanoroBu WHCYINUHKU NpWr. 1
= npeMMHaBaHe OT KOHBEHLMOHaNHW WHCYNNHAU KbM aHanoroBu NMHCynnHW

MpoTokoNnu 3a NpoBeXAaHe Ha Tepanus ¢ (hMKCUPaHa KOMOMHAUNA MHKPETUHAB MUMETHK C ©a3aneH MHCYNUHOB aHanor
(Insulin degludec, Liraglutide u Insulin glargine, Lixisenatide)
»  3a 3ano4yBaHe Ha Tepanus ¢ UKCUpaHa KOMBWMHALUMA MHKPETUHAB MUMETUK C BadaneH wHcynuHos ananor (Insulin
degludec, Liraglutide u Insulin glargine, Lixisenatide) 1
= CMSIHa Ha Tepanwus oT uKcupaHa KOMBMHALMA MHKPETUHOB MUMETWK ¢ BasarneH NHCYNMHOB aHanor (Insulin degludec, i
Liraglutide v Insulin glargine, Lixisenatide) Ha nevyeHne ¢ MHCYNMHOBW aHanosu J

*AmBynaTopeH NUCT C BCUYKKM HeoBxoanmu nacneaBaHus

sMeaNUMHCKa AOKYMEHTaLUWS, NOTBLPKAABALLA KpUTepuuTe

CneunanucT, Ckno4nn no npunoxeHue 1 1 BCUYKM HEOBXOAUMM W3CNEABaHWA,

porosop ¢ H3OK cb0obpa3Ho NpuUnoxeHue 2 Komucus 3a
=“pOTOKON 3a NpeAnNuCcBaHe Ha NeKapcTea, 3annauiaHn ot eKCnepTUIu B
H30K/P30K" — 06p. M3-H30K P30K

nnu
—p

sPelwenve Ha CNeUWanU3MpaHa KOMWCUSI C ACHA 3aBepka B
MeaANUMHCKa MOTUBAaLMA 3a HeobXxoAMMOCTTa OT 3anoysaHe P30K

Ha Tepanus ¢ aHanoroBu UHCYNUHN

= MeauumHcka AoKyMeHTauus, NoTBbpKAaBaLla kputepuite
no npunoxenwe 1 n BCWYkM Heobxoammw w3cneaBaHus,
cbobpasHo npunoxexue 2

=‘MMpoTokon 3a npejnuceaHe Ha nekapcrea, sannatuiadu ot
H30K/P30K" — 0bp. M3-H30K

cneunanuivpaHa Komumcus

MpoTokonu 3a NpoBeXAaHe Ha TepanuATa C aHanoroBW UHCYNUHW
MpoToKONK 3a NPOALMXABaHe HA TepanuATa ¢ (hMKCMpaHa KOMOMHALWA MHKPETMHAB MUMEeTHK C 6azaneH MHCYNUHOB
ananor (Insulin degludec, Liraglutide u Insulin glargine, Lixisenatide)

cneunanucT, CKNYun
porosop ¢ H30K

nnu u
= ﬂpoToxon 3a npeanucBaHe Ha nekapcTea, 3annawiaHn oT 3aBepka B

H30K/P30K” — 06p. M3-H30K " P30K

cneunanuanpaHa KOMMCHA

. OBLK NONOXEHUA

1. E-npoTokon ce u3gasa OT Nnekap cneyuanucT no npodgwuna Ha 3abonsBaHeTo, M3NLMHWTEN Ha Cneuvanusvpaxa
M3BLHOOMHWYHA MeauUMHCKa MOMOLL Ha OCHOBaHue usgageH ,AmbynatopeH nucT’ Mnu OT YneHoBe Ha cneuvanuivpanu
KOMUCHM B neveBHM 3aBeAeHUSs, OKa3BalWM 6GonHWYHA MeawuuHcka nomow, (N3BM) Ha ocHosanue Pewenve Ha
cneunanuaupaHa komucua® no Allp Ne 38 OnpepensiHe Ha nNnad Ha nedyeHue W NpocneasBaHe Ha TepanesT4HUA OTrOBOpP Npw
naLMeHTV, NOMyYaBally CKbNOCTPYBALUM NEKapCTBEHW NPOAyKTY No peaa Ha un. 78, 1. 2 330" B CbOTBETCTBME C YTBLPACGHWUTE
WMauckeanus Ha H30K no 3abonsasanna B KONUYECTBA 3a He noseyve oT 365 AHu
2. 300 ynoctosepsaBa ¢ nognuca cu B ,AmbynatopeH nuct” unu B8 Pewenne Ha cneunanuanpaxa komucus® no Allp Ne 38:
cneaHoTo: ,)Kenas Aa My 6bae 006peHo neyeHne C NekapcTBEHUA NPOAYKT, KaTo AeKnapupam, 4e CbM yBEJOMEH 3a AeNCTBMETO
Ha Ha3HaYeHaTa nekapcTBEHa Tepanua 1 AasaM WHOPMMpaHO Cbrnacue cbulata Aa mu bvae npunarana’; ,Cernaced/a cbm 3a
W3NON3BaHe Ha NUYHWTE MU AAHHK 33 LUenuTe Ha ekcneptuaaTa“; Kenas na 6baa ysedomer/a 3a pesynrara OT ekcnepiusarta ot
P30K no eavH oT crnegHuTe HauuHW: no e-mail, Tenedon mnu Ha msicto 8 P3OK", Paspewasam A0CTbN A0 €NEKTPOHHOTO MU
3QpaBHO aocue”.
3. lo nony4aBaHe Ha MHGOPMaLMs 3a 3aNo4BaHe UMW NPoALIMKaBaHe Ha 3anBeHOTO neyexue, 30J1 npoakMkasa TepanuATa
c EK.achBeHIH NPoAyKT/n, C KOUTO € NpoBeXaan feYeHneTo A0 MOMEeHTA.
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4. lNpeaw cTapTupaHe Ha npoueca no wanasaxe Ha E-npoTokon Ha 30J1, cneunanucTbT/cneumanuanpaHaTa KOMUCHS Npasn cnpaeka
No enekTPOHeH NbT 3a u3aaneHu Ha 30J1 npeaxoAHN NPOTOKONW, NO ChbluMa Npodun Ha 3abonasaHe. [poUecHT No U3aaBaHe Ha E-
MPOTOKON C& peanusnpa B MeauUMHCKkn codTyep. B yTBbpAeHNTe U3MCKBAHWA Mo 3a60NABaHMA ca NOCOYEHWU HEOBXOOUMUTE
AOKYMEHTH 3a usgasaHe Ha E-npoTtokon Ha 30J1.

5. flokymeHTuTe (amBynaTopHUTE NUCTOBE, ENUKPU3M, U3CNEABaHUA), KOMTO ChluecTyBaT B H3WC He ce nonasaT B E-npotokona.

WMHthopmaumsaTa, oTHOCMMA KbM U3daBaHe Ha E-NpoTokona, KOSTo € B AOKYMEHT, KOWTO HsiMa €enekTpoHeH (DOPMAT U HE Ce CbAbPXA
B H3WC, ce noaasa: kato ce nonbnea B amBynaToOpHWS NMUCT OT Npernefa — OCHOBAHWE 3a W3daBaHe Ha E-npoTtokona unu
AOKYMEHTBLT Ce CkaHupa v npukada kbm E-npoTokona.

6. Mpu u3nasaHe Ha E-npoTokon no peaa Ha ekcneptuaarta no 4n.78, 1.2 ot 330, oTnana HeoBxoanumocTTa Aa ce NpefocTaBsaT U
CbxpaHaBaT npunoxeHwe Nel u npunoxedne Ne3 oT cvorsetHuTe MauckeaHuata ua H30K' npu cnegwute ycnoBus: 3a
npunoxetxue Ne1, moanucaHo oT creunanucT/cneumanuampadara KOMUCHS, NPY HANUYNETo Ha TEKCT B amByNaTopHUs IUCT Unu &
.Pewenne Ha cneuwanuampaHa komucua“ no AlMp Ne 38: JlunceaT uakniodsalum KpUTEPUKU 3a 3anouyBaHe/NpoAabkasaHe Ha
nevenune ¢ JIM" 3a npunoxenve Ne3, noanucaHo ot 30J1, npu HAaNUMUUETO Ha TeKCT B amBynaTopHUs NUCT unn PelueHue Ha
cneunanusnpada komucua” no Allp Ne 38: Xenas na mn 6bae ono0bpeHo nedeHne ¢ nekapcTBeHNs! NPOAYKT, KaTo AeKknapupam, ye
CbM yBEeOMEH 3a AEWCTBMETO Ha HasHa4YeHaTa nekapcTBeHa Tepanusi v 4aBam WH(OPMUPAHO ChINacue ChlaTa aa mMu 6bae
npunaraHa“.
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NMPUNOXEHWUE 1A

NUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHWE C DPP- 4 UHXWBUTOPU NPU BONHU
CBbC 3AXAPEH OMABET TUN 2

A. KPUTEPUKM 3A 3ANOYBAHE HA NEYEHWE C DPP- 4 WUHXWBUTOP (cuTarnunTuH, BUNOArMWANTUH W
nuHarnuntud) NPU MOHOTEPANMKWA C MET®OPMWH; NPU MOHOTEPAMUA CBC CYNTOAHWUNYPEEH NMPOAYKT UNWU NPU
KOMBUHWPAHA TEPANMUA CBC CYNO®AHUNYPEEH NPOAYKT U METOOPMWUH (HeobxoaMMo e HanmvyuMe Ha BCUYKM

kpurepumy): . S B

1 | Now meTaBonuteH koHTpon (HbA1: Hag 7,0%) '*

HeBb3MOXHOCT 3a afleKBaTHa KOMNEHCALMUA BLNPEKN MAaKCUMaNHO TONepupaHuTe A03v Ha Tekyujata Tepanus, |
npvnaraxa 3a nocneguute 3 meceua '

2

3 | NNunca Ha M3KN4YBaLKW KpUTEpPUU No Toyka E'-

aMSynaTopen ANCT /pelieHne Ha CNeLNanu3upaHa KOMUCHS
“ MeANLIMHCKA AOKYMEHTALNS, NOTELPXAABALLA KPUTEPUUTE NO NPUNOXEHUE 1 v BCMYKI HEOBXOAUMY 3CNEABAHUSA, CbOBPA3HO NPUMOKEHUE 2

B. KPUTEPUW 3A 3AMNOYBAHE HA NEYEHME C DPP- 4 WHXUBWUTOP (cuTarmMnTuH, BUNOArNUNTUH W
nunarnuntud) NPU NMPEMWUHABAHE OT TEPAMWA CbC SGLT2 UHXUBUTOP WNU C WUHKPETUHOB MWMETUK
(Heoﬁxonuuo € HanuuMe Ha BCMYKU KpUTepun):

Now meTa6onuten koHTpon (HbA:c Han 7,5%) '?

HeB1L3MOXHOCT 3a afeKBaTHa KOMMEHCAUMS BbNPEKU MakCUManHo TONepupannTe A03n Ha Tekywara Tepanus,
npunarana 3a nocnegHute 6 meceya '’

| 3 | Nunca Ha naknYBawWm KpUTEPUM no Touka E'2

aMGynaTopeH NUCT /pelleHne Ha cneuManu3MpaHa KOMMCHUs
? MeAMUMHCKA AOKYMEHTALUSA, NOTBLPXAABALLA KPUTEPUUTE NO NPUNOKEHUE 1 1 BCUYKU HEOBXOAMMU N3CNEABAHNS, cb0oBpasHo npunoxexue 2

S— IENEI R S, s e— e

B. KPUTEPUU 3A 3ANOYBAHE HA KOMBUHWPAHA TEPAMNWA — 0OBABAHE HA BA3ANEH YOBELKW UHCYNWUH
KbM NPUNATAH IO MOMEHTA DPP- 4 MHXWUBEUTOP (cvTarnunTuH, BMNAArAMNTAH M NUMHArNMnTuH) (Heobxoammo e
Hanu4me Ha BCUYKW KpUTEpUM):

Now metabonuteH koHTpon (HbAic Haa 7.5%) n nosuwenwe Ha HbATc, cnea npoBeaeHo B MeceuHo neueHue ¢ |

1 s [
npeaxoaHaTa TepaneBTUYHA CxeMa, AoKkasaHo oT nabopatopus '~ [ |

HeBL3MOXHOCT 3a aneKBaTHa KOMNEHCALMA BLNPEKM MAKCUMAIHO TONEPUPaHITe AO3W Ha Texylata Tepanus, |
_npunaraHa 3a nocneguute 6 meceua 2

3 | Nunca Ha xunornukemum *2

4 | Nunca Ha U3KMNIOYBaWK KPUTEPUMK NO ToYKa E 7 i ‘

' ambynaTtopeH NUCT /peleHune Ha cneynanuanpaHa KoMUcus
“ MEeAMUMHCKa AOKYMEHTAUMA, NOTBbPKAABALYA KPUTEPUUTE NO NPUIONKEHME 1 1 BCUYKN HEOBXOAMMI M3CNeABaHNA, CLOGPA3HO NPUNOXKEHMNE 2

. KPUTEPUKU 3A 3AMOYBAHE HA KOMBWMHUPAHA TEPAMNUSA - NOBABAHE HA DPP- 4 WHXWBWUTOP
(cuTarnunTuH, BUNAArNMMNTUH M nuHarnuntud) KbM NMPUNATAH 10 MOMEHTA BA3ANEH WUHCYNWUH (HeoBbxogumo e
Hanuuue Ha BCUYKU KpUTepuu):

[ i |
Jlow meTabonuten konTpon (HbAic Han 7,5%) u nosuwenne Ha HbA1c, cnea npoeeneHo 6 MECEYHO NEYEHNE '
npeaxoaHaTa TepanesTUYHa Cxema, Aoka3aHo oT nabopatopusa ' 73 \

2 HeB1L3MOXHOCT 3a aneKBaTHa KOMMNEHCAUMA BLNPEKU MAKCUMANHO TONepUPaHNTe 403N HA TekyLaTa Tepanus,
npunaraxa 3a nocneaxute 6 meceua '2?

3 | lunca Ha xunornukemun ' 23

|
f

Nunca Ha nakn4sawm kputepum no Touka E 123 \ =
1

L ' amMBynaTtopeH NMcT /peleHne Ha CneunanuanpaHa KoMMcus
Mep.mumHCKa AOKYMEHTaLUA, NOTBbPXKAABALLA KDUTEPUUTE NO NPUONKEHWE 1 1 BCUUKIN HEODXOANMU W3CNEABAHNA, CLOBPA3HO NPUNOKEHUE 2

’ MHTEprpeTauus Ha pesynTaTuTe OT AHEBHWK 3a CaMOKOHTPON Ha GONHMA, 3aBepeH OT NeKyBalwWus eHAOKPUHONOT (ApunoxeHue 4). BIWcaua s
amBynaTtopHus NUCT unwn B PelueHune Ha cneyuanuavpaHa KoMUcns' no AlNp Ne 38

| g
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NPUNOXEHUE 1A

0. KPUTEPUU 3A NPOOBLMKABAHE HA NEYEHWE C DPP- 4 UHXWBWUTOP (cutarnMnTuH, BUNAArMUNTUH U
NUHATMKUNTUH) - (HEOBXOAUMO € HanM4Me Ha BCUYKM KpUTEpUK):

[ BnaronpusTeH edekT cnea WecTMeceuHo NedYeHue, yaocToBepeH ¢ HamansasaHe Ha HbAi. oT nabopatopus ¢ |
| 1 | noHe 0,5% npu NbPBO NPOABLIMKEHWE W CHUXKEHWE/3abpXaHe Wnu noBuweHwe ¢ A0 0,5% (eaHOKpaTHO) Npwu ‘ I
| Cneasawo npoabkenue (pu nocmuzare Ha HbArc < 7,0% mo3u kpumepui He saxu) e .

[ 2 | Nlunca Ha yBenuyeHne Ha TeNnecHoTo Terno

{ 3 | Jlunca Ha xMnornuKkemMmmnn

‘ 4 | Nunca Ha n3kNYBaWM KpUTEPUK NO Touka E

E. U3KNKOYBALLW KPUTEPWW (npu 3ano4ysBaHe 1 Npyv npoabrikaBaHe Ha NevyeHneTo)

BonHu cbe 3axapeH avabet Tun 1

Jflnua nog 18 roguwHa Bb3pacT

BpemMeHHOCT 1 nakTaums

BonHu cbe 3axapeH AnabeT TN 2, KOMTO Ce HYXKAAAT OT UHTEH3UMULNPAHO MHCYNUHOBO NeYeHne
KomBuHWpaHo neyeHne Ha HKpeTuH-6asupaHa Tepanus ¢ MernuTUHUAKM NN MHXMOUTOPK Ha anda-
rnoko3naasara

Cepuo3Hu CTPaHUYHU peakuun OT NeYeHUeTo

CronHoctn Ha ASAT unu ALAT TpukpaTHO Hag ropHa pedhepeHTHa rpaHuua (3a BUnaarnunTuH)

orON=

By B

* Mpu 3anoyBaHe Ha nevyeHne ¢ KOMOMHUPaHU nekapcTBeHn npoaykTu: DPP- 4 UHXUBUTOP C MET®OPMWH
unu DPP- 4 UHXUBUTOP C SGLT2 MHXMBUTOP, B cnyyaute Ha KoMmbuHauma ¢ MET®OPMWUH wu/unu
CYN®AHUNYPEEH NPOAOYKT/BA3ANEH YOBELWKW MHCYJINH e 3a0bmKMTENHO cNna3BaHETO Ha ChOTBETHUTE
KpuTepumn ot U3nckBanmusaTa Ha H30K*. OcHoBaHuATa 3a 3anoyBaHe Ha CbOTBETHATa Tepanua ce OTpa3sBaT B
ambynaTtopeH NUCT OT cneuwanucT MNKM enuKpMsa oT xocnutanusauus Ha 30J1. He ce Hanara u3gaBaHe Ha
NPOTOKON MU NONbJIBaHEe Ha AOKYMEHTaUuA Nno npouenypara 3a ekcneprtusa no un. 78, 1. 2 or 330; He ce Hanara
npenocrtaBsAHe Ha JOKYMEHTaUMWA 3a pasrnexaaHe oT ekcnepTHata komucus B P30K.

Mpu npoabmkaBaHe Ha neyeHue cnep nposeAeHa NoHe 6 MeceyHa Tepanus ¢ KOMBUHMPAHW NeKapCTBEeHM
npoayktu: DPP- 4 UHXUBUTOP C MET®OPMWH unu DPP- 4 UHXUBUTOP C SGLT2 UHXUBUTOP, B cnyvauTte
Ha koMbuHauua ¢ MET®OPMWH w/unn CYNOAHUNYPEEH NPOAYKT/BA3ANEH YOBELWKW WHCYNWUH ce
M3UCKBA 3aAb/MKWTENHa oueHKa Ha ed)eKTUBHOCTTA, CbOOpa3HO KpUTepuUTe 3a NpoAblKaBaHe Ha NeyeHue
CbC CbOTBETHUTE MOHONPOoAYkTM DPP- 4 MHXUBUTOP unu SGLT2 MHXUBUTOP. Mpu BCUYKKM NauMeHTH Ha
nevyeHune ¢ KOMOUHUpaHU nekapcTBeHu npoayktu: DPP- 4 MHXWBUTOP C MET®OPMWH wnu DPP- 4
WHXUBUTOP C SGLT2 UHXUBUTOP e 3agbmkutento micneasaHe Ha HbA1c* Ha 6 Meceua 3a oueHka Ha
ecekTuBHOCTTa Ha TepanuaTta. Mpu noBuweHne Ha HbA1C ce M3MCKBA KOHCYNTAUWA CbC CNeuUanucT 3a
npeoueHka Ha TepaneBTUYHOTO NoBeaeHue.

B cnyyaute Ha nposexpaHa Tepanus ¢ 6a3aneH MHCYNMH ce 3anoyBa/NpoabikKaBa NevyeHue C KOMOMWHUpaHU
nekapctBeHu npoAykTu: DPP-4 UHXMBUTOP C MET®OPMWH unu DPP- 4 UHXUBEWUTOP C SGLT2 UHXUBUTOP
NPy 3aQ4BLMKUTENHO CNa3BaHe Ha CbLOTBETHUTE KpUuTepuu oT M3nckBanuaTta Ha H3O0K.

*Mpu 3ano4yBaHe U NpoabMKaBaHe Ha Tepanusa ¢ KOMGUHUPAHW NeKapcTBEHU npoayktu: DPP- 4 MHXUBUTOP
C MET®OPMWH unu DPP- 4 UHXUBUTOP C SGLT2 MHXMBUTOP ce u3auckBa u3acneasawe Ha HbA1c,
HE3aBUCUMO OT U3NON3BaHUA MeToa,.

b M3NCKBAHNA HA H3OK MPU U3AABAHE HA NPOTOKONKM 3A NEYEHWE HA 3AXAPEH AWABET TN 2
B M3BbHBEONHUYHATA MOMOLL,
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NPUNOXEHWE 16

MACT 3A ONPEQENAHE HA KPUTEPUUTE 3A NPOBEXOAHE HA NEYEHWE C SGLT2 UHXUBUTOPW NPU BOINHK
CbC 3AXAPEH OWABET TUN 2

A. KPUTEPUM 3A 3AMOYBAHE HA NEYEHWE C SGLT2 MHXMBUTOPWU (panarnudnosunH, kaHarnudnosmH u
emnarnucnosun) NMPU MOHOTEPAMUA C MET®OPMUWH; NMPU MOHOTEPANWA CbC CYNMAHUIYPEEH NPOAYKT; NMPW
KOMBUHUPAHA TEPAMWUA CbC CYNOAHWUNYPEEH NPOAOYKT U MET®OPMWH (Heobxoaumo e Hanmuuue Ha BCUYKHK

Kputepum): o o S

1| Now meTaGonuten kontpon (HbA:c Han 7,0%) - -

HeBB3MOXHOCT 3a afgeKkBaTHAa KOMMEHCAaUWa* BbNpeku MakCUmanHo Tonepupanure A03uM Ha } i
‘{7 ~ | Tekywara Tepanus, npunarana 3a nocneauute 3 meceua '’ o -

'3 | Nunca Ha M3KN4BaWM KPUTEPUK NO TOUKA E'2 - 7 L

! amBynaTopeH NUCT /pelueHe Ha CneunanM3npaHa KoMucus
2 MeaMUMHCKA AOKYMEHTALMA, NOTELPXKAABALLA KPUTEPUIATE NO NPUNOoXKeHWe 1 1 BCUYKN HEOBXOAMMU M3CNEABaHNS. CbODPa3HO NpunoxeHue 2

*KpuTepwia 2 He e 3ag4b/MKNTeneH B criydauTe Ha:

- 3a emMnarnuno3nH ¥ KaHarNWNO3NH - B CNyYauTe Ha A0Ka3aHO CbPAEuHO-CbA0BO 3abonasaxe - npekapad MUOKapAEH MHMAPKT, NpoBeAeHa
MHTEpPBEHLMOHANHA NPoUeAypa C NOCTABAHE HAa CTEHT unu Bainac, Mo3bYHO-CbAOBA Bonect (MHeynT), nepudepHa cuaoBa BoNecT, yaoCToBEPEHO
¢ enukpuaza ¢ Ne Ha N3;

- 332 emnarnudno3nH, KaHarnugno3nH 1 Aanarnunoant - B Cny4auTe Ha [0Ka3aHa CbpAeyYHa HeAO0CTaTbYHOCT, YAOCTOBEPEHA C enuKkpu3a unu
amBynaTtopeH fIMCT OT kapauonor, cbobpasHo KpaTKUTE XapaKkTEPUCTUKN HA NeKapCcTBEHUTE NPOAYKTY

- 3a panarnudNo3nH - B CryyanTe Ha Aoka3aHa HrbpeyHa HEAOCTaTBLYHOCT C yMepeHa crenex Ha Ovsbpeyro yepexaane (GFR nog 60 ml/min).

B. KPUTEPUK 3A 3ANOYBAHE HA NEYEHWE C SGLT2 UHXUMBUTOPWU (manarnudpnosunH, kaHarnudnosuH m
emnarnucnosud) NMPU NPEMUHABAHE OT TEPAMWA C DPP- 4 UHXUBWUTOP WKW C WUHKPETUMHOB MWMETUK
(Heob6x04MMO e HanuyMe Ha BCUYKK KpuTepuu):
1 | Now metaGonuten koHTpon (HbA:c Han 7,5%) "2 I —— B |
‘ 5 HeBBb3MOXHOCT 3a afjleKBaTHa KOMNEHCaUMUA BbNPEKN MaKCUManHo TonepupaHnTe [03n Ha TekylaTa <L

= —

‘ Tepanws, Npunaraxa 3a nocneaxuTe 6 meceya '? - S S -
L3 Nunca Ha u3KMOYBaLWK KpUTEPUU No Touka E'? - - 7 ! J
" amBynaTopeH nNUCT /peleHne Ha CneunanmManpaHa KOMUCHsE a '
? MEAMUMHCKa AOKYMEHTALMA, NOTBLPXAABALLA KPUTEPUUTE N0 NPUAOKEHWE 1 1 BCUUKN HEOBXOAMMM WACNELBaHNA cb0bpa3Ho NpunoxeHue 2

B. KPUTEPUU 3A 3ANOYBAHE HA KOMEUHWPAHA TEPANUA - OBABAHE HA BA3ANEH YOBELUKW UHCYNWUH
KBbM NPUJTATAH IO MOMEHTA SGLT2 UHXMBUTOP (aanarnudnosunH, kaHarnugnoanH n emnarnugnosmnH) (Heo6xoammo
€ Hanuuue Ha BCUYKU KPUTEPUM):

| 4

| Now metaBonuten koHTpon (HbA:c Haa 7,5%) v nosuwenne na HbA1c, cnea NPoBeAeHo 6 MeceuHo
NeyYeHne C NPeaxoaHaTa TepanesTUYHa Cxema, AokasaHo oT naGopatopust '~ i
HeBb3MOXHOCT 32 aieKBaTHa KOMMEHCALWS BLNPEKN MAKCUMATHO TONEpUPaHUTE 03K Ha Tekywara |
_Tepanus, npunaraxa 3a nocneaxuTe 6 meceua '? ‘

| Nunca na xunornukemin '2 _ - R S |
| 4 | Nunca na uaknio4Bawm KpuTepum no Touka E'~
! amBynaTtopeH NMCT /peweHmne Ha cNeuUanuanpaHa KOMUCHUA
2 MEAVLMHCKA AOKYMEHTALWA, NOTEBLPXKAaBALLA KpuTepuuTe No npunoxeume 1 u BCuukn HeobxoarMu n3cnessanns, cbobpasHo npunoxexue 2

r. KPUTEPUM 3A 3ANOYBAHE HA KOMBMHWMPAHA TEPAMWA - OOBABAHE HA SGLT2 WHXWUBWTOP
(panarnuchnosmH, kavarnudnosvH u emnarnucpnoznd) KbM MPUNAFAH O MOMEHTA BA3ANEH WHCYNWH
(He06Xx0AUMO € HanuuMe Ha BCUUYKK KpUTEPUM):

‘ 1 | Now metabonuten konTtpon (HbAic Haa 75%) u nosuwenve Ha HbAc, cne npoBeseHo 6 MECEUHO NeveHue C |
| npeaxoAHaTa TepanesTuyHa cxema, AokasaHo oT nabopatopus '“7 o - _ - ‘
L HeB1L3MOXHOCT 3a anekBaTHa KOMNEHCAUMA BLNPEKU MAKCUMANHO TONepupaHuTe 103u Ha Tekyliara Tepanus,

- _npunaraxa 3a nocneaxute 6 meceua '’
| 3 | Nunca va xunornukemun '2° ,
{ 4 | Nlunca Ha W3KNIOYBALWM KPUTEPUU NO TOUKA E'23 | -L
:aMﬁvnaTOPEH NUCT /pelieHre Ha cneumnanu3npaHa KoMMCKus o —
“ MEAWUMHCKA AOKYMEHTALWSA, NOTBBbPXAABALLA KPUTEPUIATE NO NPUNOXEHWE 1 1 BCUYKN HEOBXOANMI N3CNeABaHNA, CboBPa3HOo npunoxexue 2

 UHTepnpeTayus Ha pesynTaTuTe oT AHEBHUK 3a CaMOKOHTPON Ha DONHWA. 3aBEpeH OT NeKkyBalUA eHAOKPUHONOT (NpUnoXeHue 4). BNWCaHa B
ambynartopHua nucT unu B, Pewenue Ha cneymanuavpaxa kommcus™ no AlMp Ne 38
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M3NCKBAHWNA HA H30K NPU N3OABAHE HA NPOTOKONW 3A NEYEHUE HA 3AXAPEH JWABET TWUM 2
B N3BLHEONHUYHATA MOMOLL



NPUNOXEHWE 1B

0. KPUTEPWUWM 3A NMPOOBLMKABAHE HA NEYEHME C SGLT2 MHXWBUTOPW (panarnnudnoiunH, kaHarnudgpnosvH
1 eMnarnnnosuH) (HeobxoAUMO € Hann4Me Ha BCUYKW KpUTepuKu): S S
[ | BnaronpusaTen edbekT Cnea WECTMECEYHO NedeHue, yAoCTOBepeH ¢ Hamanssade Ha HbA. ot naBopatopms ¢ | |
| 1 noHe 0,5% npu NMbpBO NPOALIKEHWE W CHWKEHWE/3aAbpXaHe wni nosuwenwe ¢ Ao 0.5% (eAHOKpaTHO) npu |
cneaBaLLo NpoabkeHne (npu nocmuzaane Ha HbA . < 7,.0% mo3u kpumepuli He gaxu) |
_2 [ Nwnca na ysenuuenve Ha TeneckotoTerno —— I T——
[ 3 | Nunca Ha xunornuKemMmum S 7 ) o )
4

| lunca Ha M3KN4YBaLWKU KPUTEPUU NO TouKa E

E. U3KNKOYBALLU KPUTEPUM (npu 3ano4BaHe u Npu NpoabLMKaBaHe Ha NeYeHueTo)

1. BonHu cke 3axapeH gnwaber Tun 1
2. Nuuya nog 18 m Hag 75 roavnwHa BBL3pACT 3a kaHarnudnoavd, Nuua nog 18 u Haa 85 roguiuHa BL3pacT 3a eMnarnudnosnH; nuua

noa 18 3a aanarnucnoaunH

3. BpeMeHHOCT u nakrauus

4. XpoHudHo BbbpeyHo 3abonsasane ¢ NP no-HUCKa OT NPENOPBYAHUTE HUBA 33 3aN0YBaHE U NPOABIMIKABAHE HA NEYEHMETO CbC
CbOTBETHWA NeKkapcTBeH NPOAYKT

5. BonHu cbe 3axapeH AvabeT TUN 2, KOMTO Ce HYX4aAT OT MHTEH3IUMDULMUPAHO UHCYNIMHOBO NeYeHne

6. Cepno3Hu CTPaHUYHU PeakuvMmn oT NeYeHneTo

3abenexka:

- 3a emnarnudno3nH (3a 3abonaeaHua ¢ MKB koa: 150.0, 150.1) u ganarnndnosud (3a 3abonasadus ¢ MKB
kod: 150.0, 150.1, N18.0, N18.8), Ha ocHoBanue un.49, an.1 or HPA-MJ 2020-2022 r. He ce gonycka 3a
neyeHweTo Ha eaHo 30J] egHOBpEMEHHO NPeANUCBaHE Ha NEKAPCTBEHU NPOAYKTU, NpUHaANeXalm KbM eqHo
1 CBbLLO MEXAYHAPOAHO HENATEHTHO HAaUMEeHOBaHWe, 3a noseye oT eaHo 3abonaeaHe (MKB kof), He3aBuCcKUMo
OT BUAa 1 Bpos Ha n3gaaeHnTe enekTpPoHHW NpeanucaHns.

Mpu 3anouBaHe Ha nevyeHne ¢ KOMBUHUPaAHW NekapcTBeHu NpoaykTn: SGLT2 UHXUBUTOP C METO®OPMWH unu
SGLT2 WHXWMBUTOP C DPP-4 WHXWBUTOP, B cnyyaute Ha KomMbBuHauuma ¢ METOOPMWUH wu/vnwu
CYN®AHUNYPEEH NPOAYKT/BEA3ANIEH YOBELLKWU MHCYINWH e 3agbnXUTeNHO CNa3BaHeTO Ha CbOTBETHUTE
kpuTepuu ot ManckBannata Ha H30K*. OcHoBaHMATa 3a 3aN0YBaHe Ha CbOTBETHaTa Tepanusa ce oTpasfaBaTt B
ambynatopeH NUCT OT CneuuanucT WNW enuKpM3sa oT xocnuTanuiauua Ha 30J1. He ce Hanara u3pnaBaHe Ha
NPOTOKON U NoNbLfIBaHe Ha AOKYMEHTaUKuA No npoueaypara 3a ekcneprtusa no un. 78, 1. 2 or 330; He ce Hanara
npefocTtaBAHe HA AOKYMEHTALMA 3a pa3rnexaaHe oT eKkcnepTHaTa komucusa B P30K.

Mpu npoabnxaBaHe Ha neuyeHue cnen nposefieHa NoHe 6 MeceyHa Tepanua ¢ KOMGMHMPaHM NeKapCTBEHM
npoaykTn: SGLT2 UHXWBUTOP C MET®OPMUWH unu SGLT2 UHXUBUTOP C DPP- 4 UHXUBWUTOP, B cnyyaunTe
Ha kombBuHauua ¢ MET®OPMWUH wiunu CYN®AHWNYPEEH MPOAYKT/BA3ANEH YOBELLIKW MHCYNWUH ce
M3UCKBaA 3aAbINKMTENHA oueHka Ha e()eKTUBHOCTTaA, CbOOpPa3HO KPUTEPUMUTE 3a NpoabikKaBaHe Ha NnevyeHue
CbC CLOTBETHUTE MOHONpoAykTU DPP- 4 UHXUBUTOP unun SGLT2 UHXUBUTOP. MNMpu BCUYKM NauMeHTH Ha
neyeHue C KOMOMHMpaHW nekapcTBeHW npoayktu: SGLT2 UHXUBUTOP C MET®OPMWH wunu SGLT2
WHXWUBUTOP C DPP- 4 UHXUBUTOP e 3aabmkutenHo uacneasaHe Ha HbA1c* Wa 6 meceua 3a oueHka Ha
egekTMBHOCTTa Ha TepanuaTa. MNpu noBuwenne Ha HbA1c ce M3UCKBAa KOHCYNTauMa CbC ChneuManucT 3a
npeoueHKa Ha TepaneBTUYHOTO NoBeAeHHe.

B cnyyaute Ha nposexaaHa Tepanus ¢ 6asaneH uHCYNuH ce 3anouyBa/NpoAbIKaBa NevyeHWe ¢ KOMBUHMPaHM
nekapcTBeHu npoayktu: SGLT2 MHXUBWUTOP C MET®OPMWH wnu SGLT2 UHXUBUTOP C DPP-4 UHXUBUTOP
NPU 3aABLIMKUTENHO CNa3BaHe Ha CbOTBETHUTE KPpUTepuK oT ManckBaHuATa Ha H3OK.

*Mpw 3anoyBaHe U NpoAbNXKaBaHe HAa TePanua ¢ KOMGMHUPaHU NeKapCTBEHM npoayktun: SGLT2 UHXMBUTOP
C MET®OPMMWUH unu SGLT2 UHXUBUTOP C DPP- 4 UHXMBUTOP ce u3WcKkBa micneaBaHe Ha HbA1c,
HEe3aBMCUMO OT M3NON3BaHWUA MeToa.

3abenexka:

- 32 KOMOMHMpaHUTe neKapCTBEHW NPOAYKTM emMnarnucnosuH c MeTdhopMuUH 1 panarnndnosvH ¢
METMOPMUH, KakTo 1 3a emnarnunoauH (3a 3abonssanua ¢ MKBE koa: 150.0, 150.1) n panarnudnosuH (3a
3abonsBaHus ¢ MKB koa: 150.0, 150.1, N18.0, N18.8), He ce agonycka 3a neveHWeTo Ha eaHo 300
€AHOBPEMEHHO NPEANUCBAHE Ha NeKapcTBEHW NPOAYKTYW, NpuHaANexalln KbM e4HO W CbLUO MeXAyHapoaHo
HENaTeHTHO HaumeHoBaHue, 3a noseve 0T efHo 3abonssane (MKB ko), Hesasucumo oT BMAaa u Bpos Ha
n3faneHnTe enekTpoHHW NpeanucaHns.

Ko
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b M3NCKBAHNA HA H30K NPU N3OABAHE HA NPOTOKONN 3A NEYEHWE HA 3AXAPEH AWABET TUN 2

B M3BLHBEONMHUYHATA NOMOLL,



NPUNOXEHWE 1B

NWUCT 3A ONPEAENAHE HA KPUTEPUWUTE 3A MPOBEXOAHE HA NEYEHME C NHKPETUHOBW MUMETWULIN NPU
BOMNHW CbC 3AXAPEH OWABET TUN 2

A. KPUTEPMMU 3A 3AMNOYBAHE HA NEYEHWE C WHKPETMHOB MMWMETWUK (ek3enatup, nuparnytua®,
nukcuseHaTng, aynarnytua® v cemarnytua*) NMPU MOHOTEPANMMWA C MET®OPMWH; NP MOHOTEPANWA CbC
CYN®AHWNYPEEH NPOAOYKT; NMPU KOMBUHUPAHA TEPAMWA CBHC CYN®AHWUNYPEEH NMPOOAYKT U MET®OPMWH
(He06X0AMMO € HanNuYMe Ha BCUYKU KPUTEPHH):

- —

1 Now meTtabonuted koHTpon (HbAc Hag 7,5%) ' *

HeBBL3MOXHOCT 33 afleKBaTHa KOMNEHCALMs (YA0CTOBEPEHO C KPbBHO-3axapeH Npodun).,

2 BbMNpeKy MakcuMarnHo TonepupaHnuTe 4031 Ha TekyllaTa Tepanvsi, npunara1a 3a nocneguure 3 ‘
| | meceua'? o F |
3 WHpaekc Ha TenecHa maca (UTM) aa 30 Krim? 12

| 4 Jlunca Ha nokKasaHusA 3a NpoBexaaHe Ha neqeuue c UHCYNWUH i | '
’ | Nunca Ha cTpaHWy4HK eheKTH N M3KNIoYBaLM KpuTepun no T. E'2 7 ] Wj

" amBynaTopeH NUCT /peweHune Ha CNewMan3aupala KOMUcus
2 MeAMUMHCKA AOKYMEHTALMA, NOTBbLPXAaBalla KpUTepunTe no npunoxexue 1 n BCUUKK HEOBXOAMMU M3CNEABaHUS, ChoBPa3HO Nnpunoxexue 2

)]

*3a nuparnyTua, JyJariayTH M CeMArIyTHL KPUTEPUIA 2 HE e 334 b/MKNTENEH B CYYauTe Ha J0Ka3aHo CbpAeYHO-CbA0BO 3abonaBaHe -
npexkapaH MUOKapAEH MHMAPKT, NPOBEAEHA NHTEPBEHLWOHANHA NPoUgAYpa C NOCTaBAHE Ha CTEHT wnu Baunac, Mo3b4HO-ChA0Ba Bonect
(MHCcynT), nepuchepHa cbaoBa GonecT, yaocToBepeHo ¢ envkpusa ¢ Ne Ha U3.

B. KPUTEPWM 3A 3ANOYBAHE HA NEYEHUE C MHKPETMHOB MUMETHK (ekzeHaTup, nuparnytua,
nukcuseHatua, aynarnytua v cemarnytun) NPU MPEMUHABAHE OT TEPAMWA C DPP- 4 UHXUBUTOP WWUIKU CBC
SGLT2 MHXMBWUTOP (Heob6xoAMMO e HanMuMe Ha BCUYKN KpuTepuu):

1 Now metabonurteH koHTpon (HbA:: Hag 7,5%) '

HeBb23MOXHOCT 3a afleKBaTHa KOMMNEHCAaLUMWA BbNPek MaKCUMATHO TONEPUPAHNTE 103K Ha
TekyliaTa Tepanus, Nnpunarasa 3a nocnegxute 6 meceua '’

|
: |
3 Vll-meuc Ha TenecHa maca (VITM) Hap 30 xkr/m? 172 ‘ ‘
4 |

Nunca Ha U3KNYBaLM KPUTEPUM NO T. E1 ‘

!
|
|

e S SRR e 1 o |

am6yna'ropen NUCT /peliedne Ha cneynanMavpana KOMHCHFI

< MeAWULIMHCKA AOKYMEeHTaUUA, NOTBEPXKAABALLA KPUTEPUUTE NO NpUNOXeHue 1 ¥ BCUYKWM HEODXOAMMU M3cnesBarHns, cbobpasHo NpUNoXeHue 2

B. KPUTEPWU 3A 3ANOYBAHE HA KOMBMHWPAHA TEPANWA - IOBABAHE HA BA3ANEH YOBELLKW MHCYINWH

KbM NMPUNATAH 0O MOMEHTA UHKPETUMHOB MWUMETWK (ek3enaTua, NUparnyTua, nNUKculeHatua, Aynarnytug v
cemarnytua) (Heo6xoQuMo e HanuyMe Ha BCUYKW KpuTepun): -

1 Now meTtabonuten koHTpon (HbA1c Haa 7,5%) v nosuwenwe Ha HbA1c, cnea npoeeneHo 6
MECEYHO fIeYeHne C NpeaxoaHaTa TepaneBTUYHA CXeMa, AokasaHo oT nabopatopus '
2 HeBBb3MOXHOCT 3a afieKBaTHa KOMMNEHCALMWA BLNPEKN MAKCUMANHO TONepupaHuTe 403U Ha

Tekywiata Tepanus, npunaraxa 3a nocnegxure 6 meceua '

3 Nunca Ha xunornukemmm '2

4 Nunca Ha cTpaHuyHKu epekTn n u3|<moqaaum xpmepuu nor. E'?
" ambynaTopeH NWUCT /peeHne Ha creunanuupaHa KOMUCHA
2 MeaMUMHCKa AOKYMEHTaUMs, NOTBbPX/aBaLLa KPUTEPUATE N0 MPUNOXEeHWe 1 1 BCUKM HeoBX0AUMN n3CneaBaHna. CboBPa3HO NpUNoXeHue 2

r. KPUTEPWUM 3A 3ANOYBAHE HA KOMBMHWUPAHA TEPAMWA - IOBABAHE HA MHKPETUHOB MUMETUK
(exseHaTun, nuparnyTua, NMKculeHaTua, aynarnytua u cemarnytuna) KbM NPUNATAH O MOMEHTA BA3ANEH
MHCYI’WIH (Heo6Xx0aAMMO € Hanu4mne Ha BCUYKN KPUTEPUHM): .
| 1 Now meTtaBGonuteH koHTpon (HbA . Hag 7,5%) 1 noeuweHne Ha HbA1c, cnes npoBeaeHo 6 MeCEYHO Nedermne
| C NpeaxoaHaTta TepanesTUdHa cxema, agokasaHo oT nabopartopus ' -
|
|

| 5, | HeB®B3MoxHOCT 33 anekBaTHa KOMMNEHCALMA BLNPEKN MAKCUMANHO TONEPUpaHUTe 031 Ha Tekywarta
Tepanus, npunaraxa 3a nocneaxute 6 meceua "2

3 Nlunca Ha xunornukemum ' 23 ‘

| 4 NMunca Ha CTPaHUYHK edekTu 1 usxmoqaau.m prrepuu no To4ka E'- [

' amBynaTopeH NUCT /pelueHne Ha cneunaniupaHa KoMUCHs
¢ MEAMUMHCKE LOKYMEHTAUWA, NOTBLOXKAABALLA KPUTEPUIMTE NO NPUNOKEHUE 1 1 BCUUKM HEOBXO4 UMY W3CNEABAHUS. cbobpa3sHo Nnpunoxexue 2
7 MHTEepNpeTauns Ha pesynTaTuTe OT AHEBHWUK 38 CAMOKOHTPON Ha BONHWA, 3aBEPEH OT NEKYBALINA EHA0KPUHONOT (MpUMoXeHue 4). BNWcaHa 8
ambynaTtopHua nucT unu B Pelenune Ha cneunanuanpada komucua“ no AlMp Ne 38
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N3NCKBAHNA HA H3OK MNPW N3JABAHE HA NMPOTOKONN 3A NEYEHUE HA 3AXAPEH JWABET TUM 2
B M3BbHEONHUYHATA NOMOLL,



NPUNOXEHWE 1B

A. KPUTEPUU 3A NMPOABLIMKABAHE HA NEYEHWE C WHKPETMHOB MWMETWK (eksenatun, nuparnytua,
NUKCM3eHaTUA, AyNarnyTuA u cemarnyTua) (HeO6X0AUMO e HaNMUUe Ha BCUYKN KPUTEPUK):

1

BnaronpusTeH edekT cnea WecTMeceuHo neveHune, yaoCTOBEpeH C Hamanasaxe Ha HbA . ot nabopatopusi ¢ W“

noxe 1% nNpn NbpPBOTO NPOALIMKEHWNE W CHWKEHWE/3aabpKaHe unu noenwenve ¢ 4o 0,5% (eaHoKkpaTHO) npu
Cneasawo npoabIkeHue (npu nocmuzade Ha HbA:- < 7,0% mo3su Kpumepuli He eaxu)

HamanseaHe Ha TenecHoTo Terno ¢ noHe 3% cneg nbpeute 6 Meceua, nNUNca Ha yBenuyasae Ha TernoTo nplq

__‘_2 nocneasaiwm Kypcose - o - - - -
3 Nnnca Ha cTpaHUYHU eheKTU U U3KNIOYBALLM KpUTEpPUM no Touka E
E. U3KNIOYBALLW KPUTEPWUU (npu 3anouBaHe U Npu NpoaLMKaBaHe Ha NevYeHneTo)
1. BbonHu cbe 3axapeH gnabet Tun 1
2. XpoHuuHo 6bBpeyHo 3abonaBane ¢ ' no-HUCKa OT NpenopbYaHUTe HUBA 3a 3anoyBaHe u NpPoabLIKaBaHe
Ha NeYeHUETO CbC CbOTBETHUS NEKAPCTBEH NPOAYKT
3. Jwua noa 18 v Han 75 roauiuHa BBL3PAcCT 3a ek3eHaTnd, nuua nog 18 roavwHa Bb3pacT 3a NUKCU3eHaTua,
cemarnytug v gynarnytua, nuua noa 10 roaviuHa Bb3pacT 3a nuparnytng
4. bBpemeHHOCT 1 nakTauus
5. BonHu cbe 3axapeH AuabeT TN 2, KOUTO Ce HYXAAAT OT MHTEH3NMDNLMPAHO UHCYNTMHOBO NeYeHue.
6. KomBuHWpaHo neueHne Ha MHKpeTuH-6asupaHa Tepanus ¢ MernuTUHUAU Unn uHxubuTopu Ha anda-
rnioKko3naasara
7. Cepuo3HW CTPaHNYHWN peakuuu OT NEYEHNETO
F.r
7

M3NCKBAHWA HA H30K NPU NM3OABAHE HA NPOTOKO/NN 3A NEYEHWUE HA 3AXAPEH OWABET TUM 2
B U3BBEHBONMHUYHATA MNOMOLL,

10




NPUNOXEHWE 1I

NWCT 3A ONPEAENAHE HA KPUTEPUWUTE 3A NPOBEXOAHE HA NEYEHUE C AHANOIrOBKU MHCYNUHU NPKU
BOJTHU CBbC 3AXAPEH ONMABET TUN 2

KPUTEPWUW 3A 3ANMOYBAHEHA NEYEHWE C AHANOIrOBW MHCYNWUHW

*  Kpumepuu 3a 3ano4ysaHe Ha neyeHue ¢ aHanozoeu uHcynuHu - 30J1 cnedea da ca nposenu noHe 6 MeceyHo
npeduwecmeauo neveHue ¢ KOH8EHYUOHANTHU UHCYMUHU.

e [lpu npemuHasaHe KkbM aHanoz H30K 3annawa obwa do3a, cbomeemcmeauwa Ha usnonieaHama do MOMeHMa.
Mpu Heob6xodumocm om 3anoyeaHe ¢ No-eucoka dosa da ce npedcmasu 3adbnboyeHa MeduUUUHCKa
apsyMeHmauyus 3a moaa.

e [lpu nayueHmu c Ha3HavyeHa mepanus 8 YywbuHa da ce npedcmassam MeduyuHCcKU JOKyMeHmu ¢ dagHocm 00
6 meceya npedu kaHdudamcmeane.

e [Ipu duazHocmuyupaH 3axapeH duabem no epeme Ha 6peMeHHOCM He ce Hanaza 6 MeceyYyHo sleyeHue ¢
KOHE8E@HUUOHAaITHU UHCYNUHU, JoMnycKa ce 3anodYeaHe Ha JleyeHue ¢ aHaso208U UHCYNUHU.

e [lpu 6peMeHHOCM He ce Hanaza eKcrepmua3a npu 3anoyYyeaHe Ha JIeYeHue C aHal0208uU UHCYIUHU CbIMacHo
Tabnuua 1 Ha npunoxexue

A. KPUTEPUM 3A TNPEMWHABAHE OT KOHBEHUWOHANEH BbP30OAEMCTBALL WHCYNUH HA
BEBP30AENCTBALL MHCYNMUHOB AHANOI (Heo6Xx0ANUMO e Hanu4ue Ha BCUYKN KPpUTEpUM)

R — —_— — — S—

Now metabonuten koHTpon (HbA:c Hag 7,5%) ' 23

'HeBBL3MOXHOCT 3a OBnNagsiBaHe Ha MOCTNPAHAMANHUTE  XMNEPITIMKEMUM C  KOHBEHLMOHANeH | ‘
6bp30AencTBaLL MHCYNWH (YAOCTOBEPEHO C KpbBHO-3axapeH npodun) 43 , - N

YecTy AHEBHU xunornukemun ' 23 { i

" amBynaTopeH NUCT /peleHue Ha cneumanuaupaHa KOMUCH
2 MeAVLMHCKA AOKYMEHTALMS, NOTELPXKAABALLA KPUTEPUUTE N0 NPUMOXKEHUe 1 1 BCUYKA HEOBXO4MMI M3CNEABAHNS, CboBpa3sHo npunoxeHue 2
® UMTepnpeTauus Ha pesynTaTtuTe OT AHEBHUK 33 CAMOKOHTPON Ha GONHUA, 3aBEPEH OT NEKYBALLMA EHAOKPUHOMOT (MPUNOXeHue 4), BnucaHa B
ambBynatopHua NUCT unu B PelueHue Ha cneunanuanpana komucusa“ no Allp Ne 38

B. KPUTEPMA 3A NPEMMWHABAHE OT KOHBEHLUWOHANMHA WHCYNWHOBA CMEC HA WHCYNWHOBA
AHANOIOBA CMEC (He0o6x0anMO e Hanuume Ha BCUYKK KpuTepum)

s

1 | Now meTtaGonuteH KoHTpon (HbAi: Hag 7,5%) 123

2 HeBbL3MOXHOCT 3a OBNaasiBaHe Ha nocrnpaHguanHurte xuneprnm(emuu c KOHEEHL.IMOHaJ"IHM HHCVJ'II/IHOBIA J

cmecn? 123

| 3 | Hannuue Ha 4ecTU XUNornukemnm (AHeBHU/HOWHK) '* 3 ‘

' amBynaTtopeH nucT /pewexve Ha CNeUUanM3upaHa KOMUCHs!
“ MEAWUMHCKA A0KYMEHTALMA, NOTBLPKAABALLA KPUTEPUUTE NO NPUNOXEHUe 1 U BCHuKA HEOBXOAUMU NICNEABAHVS, CbOBPA3HO NPUNOKEHUe 2

 MHTepnpeTauua Ha pesynTaTuTe OT AHEBHMK 33 CAMOKOHTPON Ha GONHWA, 3asepeH ot NexkyBaWusa eHA0KPUHONOT (MpuioxeHue 4), BnucaHa B
amGynaTopHusa nucT unu B Pewenne Ha cneunanuaupaHa komucus® no AlMp Ne 38

B. KPUTEPUN 3A NPEMWHABAHE OT BA3ANEH YOBELUKW MHCYNWH HA BA3ANEH MHCYNMHOB AHANOT
(HeobxoaMMO e HanuuMe Ha BCUYKN KpUTEPUK)

' 1 | Now MeTaGOn;l;é;-xonrpon (HbA1c HEI,Q 7 5%) 123 R - - '
2 KpbBHa 3axap CyTPMH Ha rnagHo Haj 10.0 mmol/l s
| 3 Hanwme 'Ha YeCTU HOLLHM XUNOTMUKEMUM WREE

aMGynaTopeH nuct Ipemeuue Ha cneunanuaupaHa KoMMCUA
? MEAVUMHCKA AOKYMEHTALMA, NOTBLPXAABALLA KPUTEPUUTE NO MPUNOKEHNE 1 1 BCUUKI HEOBXOAMMA H3CNEABAHMS, cbobBpa3zHo npunoxenue 2

MHTEPNPETAUWA Ha peaynraruTe oT AHEBHUK 38 CAMOKOHTPON Ha BONHUA, 3aBepeH OT NekyBalWs eHAOKDUHONON (ApuioxeHue 4). BnucaHa B
amBynaTtopHusa nucT unu B Peluerve Ha cneunannaupaHa komucua' no Alp Ne 38

== = — |

3

b N3NCKBAHWA HA H3OK NMPW M3OABAHE HA NPOTOKONWN 3A NEYEHWE HA 3AXAPEH AMABET TWM 2
B U3BBHBONHWYHATA NMOMOLL,
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NPUNOXEHWUE 11

r. KPUTEPHUWA 3A 3ANOYBAHE HA NEYEHME C PUKCUPAHA KOMBUHAUWA MHKPETUHOB MUMETUK C
BA3ANEH MHCYINNHOB AHANOI (Heo6xoAMMO e Hanuuue Ha 3aabIMKUTENHKU 2, 3 U 5 KPUTEPUU U eOUH OT KPpUTEpUN
1 unn 4):

_— = e - E— S - SRS S

1 Now meTtabonuTteH koHTpon (HbA:c Han 7.5%) '°°

HeBB3MOXHOCT 3a afleKBaTHa KOMNEHCAUMs (y[A0CTOBEPEHO C KPbBHO-3axapeH npocun) Ha Tekywiata
2 Tepanusa C UHKPETUHOB MUMETUK W/unn BazaneH MHCYNWH (B AHEBHa Ao3a noHe 20 1U) c/6e3 meTchopmuH nnu
Apyra nepoparnHa aHtuauabertHa Tepanus, npunaraxa 3a nocneaxuTe 6 meceya '’

Nlunca Ha Tepanusa C Gbpao,n,eﬁcmau_l WHCYNMWUH UNK MHCYNWUHOBa CMeC npe3s ﬂpe,CLXO,E\HIATéié MECEI{E VM nmﬁca |

3 Ha MHAVKAUMA 33 NPOBEXAAHE HA MHTeH3UMMUMPAHO MHCYNMHOBO Nevenune 7 - |
4 MHpekc Ha TenecHa maca (UTM) wap 30 kg/m 23

T, el e S i I
S Nunca Ha cTpaHM4YHKM echeKkTU U U3KNIOYBaLLM KpUTEpUKM No Touka E 22 |

T amBynaTtopeH NUCT /peleHue Ha cneuuanuimpasa KOMUCHs

2 MegunuUMHCKa AOKYMEHTaUWA, NOTBbPX¥AaBallya KpuTepuuTe no npunoxedune 1 v BCuYkK Heobxoanmu nicneaBaHuna, cbobpasHo NpunoxeHuwe 2
~ MHTEPNPETAUMA Ha pe3ynTatuTe 0T AHEBHWK 3@ CAMOKOHTPON Ha DONHWA, 3aBEpeH OT NEeKyBaWWA eHA0KPUHONOT (MIpUoXeHue 4). BnucaHa B
amOynatopHus NUCT unu B ,PelleHne Ha cneuunanuinpana komucus' no Alllp Ne 38

0. KPUTEPWUM 3A NPEMUHABAHE OT ®UKCUPAHA KOMBUHALIMA MHKPETUHOB MUMETUK C BA3ATNEH
WHCYNUHOB AHANOI HA NEYEHWME C WHCYNWMHOBW AHANO3W C/BE3 MHKPETUHOB MWMETWK WM HA
MHKPETUHOB MUMETUK (Heo6xoamMmo e HanuMuvMeTo U Ha ABaTa KpUTepus):

Now metabonuteH kouTpon (HbA:: Haa 7,5%) u nunca Ha npomsiHa Ha HbA1c, unu nosuwenne Ha HbA1c unu | ‘
1 cHumkeHune Ha HbA1c c noa 0.5% cnen nposepeHo 6 MeCceyHo neveHWe C npeaxoaHaTa Tepanus, AoKa3aHo oT |
nabopatopus 23 '

2 HeBb3MOXHOCT 3a 0BnaaaBaHe Ha NOCTNPaHAUANHUTE XUNEPrIMKeMnu ¢ Tekylarta tepanus 22

T amBynaTopeH NUCT /peweHve Ha cneuuanuaupaHa KOMUCUs
? MeAVNLMHCKA AOKYMEHTAUMA, NOTBbPXAABALLA KPUTEPUITE NO NPUNOXKeHWe 1 1 BCUMKN HEOBXOAUMMU U3CTEABAHUS cbobpasHo NpUNoXeHue 2
3 MHTepnpeTauns Ha PesynTaTuTe OT HEBHWK 38 CAMOKOHTPON Ha BONHWSA, 3aBEPEH OT NeKyBalLMA EHAOKPUHONOT (NpunoxeHue 4), BucaHa e
ambynaTopHua nucT unu B PelieHne Ha cneyvanuanpada komucua no AlMp Ne 38

E. U3KMIOYBALLK KPUTEPWUU NPU NPOBEXOAHE HA NEYEHWE C ®UKCUPAHA KOMBUHALIMA MHKPETUHOB
MWMETUK C BA3ANEH MHCYNUHOB AHANOI

Bonhu cbe 3axapen guabet Tvn 1

Bonuu ¢ TepmunanHo 6u6peyHo 3abonssare

Jlnua nop 18 roguwiHa Bb3pacT

BpemeHHOCT 1 nakTauua

bBonHu cbe 3axapeH avabeTt TMN 2, KOUTO Ce HYXAAAT 0T UHTEH3UULIMPAHO NHCYIIMHOBO NeveHne
Cepuo3HKN CTpaHUYHW peakuun OT Nie4eHNeTo

D o QO

\3 N3NCKBAHUA HA H30K MPW M3JABAHE HA MPOTOKOSN 3A NEYEHUE HA 3AXAPEH OWABET TWN 2
B N3BbHBONMHNYHATA MOMOLL,
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NPUNOXEHUE 2

. NEMEBHO-OWATHOCTUYEH ANFOPUTBHBM

1. NEKAPCTBEHWU NPOAYKTH, Bkntovenu B Mpunoxenue 1 Ha MNNC, kouto H30K 3annawa 8 cCLOTBETCTBME C
AenCcTBalMTE HOPMATUBHU JOKYMEHTH.

2. O3UPAHE:
Sitagliptin — [lozata e 100 mg eauH NbT AHeBHO. [lo3ata Ha meTopMuH He TpsbBa Aa ce NPOMEHSN, KOraTo ce npunara cbe
cutarnunTuH. Korato ce uanonaea 8 KoMbuHauma cue cyndaHunypes, Moxe aa ce oBMUcnu No-HUCKa Ao3a cyndadunypes, 3a aa
Ce Hamarnu pucKbT OT XUMNOTrMUKEMUS.
Vildagliptin — Korato ce npunara 8 kombuHauusa ¢ meTchopMuH, NnpenopbYBaHaTa Ao3a Ha eungarnuntud e 100 mg,
npunoxeHa Kkaro eaHda aosa ot 50 mg cyTpuH 1 efHa fosa ot 50 mg Beyep. Korato ce npunara B KOMBUHaUMA Cbe
cynanvnypeeH NpoAykT, NpenopbyYsBaHaTa Ao3a Ha BUNgarnuntuH e 50 mg BeAHBbXK AHEBHO.
Linagliptin — [lodata e 5 mg eguH nbT AHeBHO. [lo3ata Ha meTchopMuH He TpsbBa Aa ce NPOMEHS, KaTo ce npunara efHoBPEMEHHO
¢ nuHarnunTuH. Korato ce uanonsea B KoMBuHaumsa cbe cyndanunypes, moxe ga ce obmucnu no-Hucka aosa cyndaxunypes, sa
Aa ce Hamanu pUCKBLT OT XUNOTMUKEMUA.
Dapaglifiozin - MNpenopbuntenHata ao3a e 10 mg eauH NbT AHEBHO.
Canagliflozin - MNpenopbynTenHara aosa e 100 mg eauH NbT AHEBHO.
Empagliflozin — NpenopbvunTenHaTta ao3a e 10 mg eauH NbT AHEBHO.
Exenatide — Jleyenueto TpsibBa Aa ce 3anoyHe ¢ 5 pg ekzeHaTva, NpunaraHy ABa NbTU AHEBHO B NPOABLIKEHWE HA NOHE eauH
Mmeceu, 3a Aa ce noaobpu noHocumocTTa. Cnej ToBa Ao3aTa Ha ek3eHaTua MoXe Aa ce yBenudu Ha 10 ug ABa NbTU AHEBHO C Len
no-HaTaTbLHO nogobpsaBaHe Ha MUKEMUYHUA KOHTPON.
Liraglutide — INeuyenvneTto Tpabea Aa 3anouyHe ¢ Ao3a 0,6 mg, npunaraHa BeAHbLX AHEBHO B NPOALIHKEHWE HA HaW-ManKo enHa
ceamvua. Cnep ToBa fo3ata ce yeenuyasa Ha 1,2 mg BeiHBbXK JHEBHO C LieN No-HaTaTbLUHO NOACOPABAHE HA MMUKEMUYHWS KOHTPO,
NuparnyTua ce npunara BeAHBLX AHEBHO B NPOW3BONEH Yac, HE3ABMCUMMO OT peXuMa Ha xpaHewe. He ce npenopwbuBa AHEBHATA
Aosa ga Haasuwaea 1,8 mg.
Lixisenatide — [NpunoxexueTto 3anousa ¢ 10 pg BegHbX AHEBHO 3a 14 aHn. Mogabpxalua fo3a; oT 15-us AeH HAaTaTbK ce 3anodsa
C chukcupaHa nopabpxawa fosa ot 20 pg BeaHBbX AHeBHO. [lozaTta e 20 pg eawH nbT AHeBHO. [lo3aTa Ha MeTOPMUH MOXE Aa He
Ce NpOMeHs, KaTo ce npunara efAHOBPEMEHHO C NUKcu3eHaTua. KoraTto ce uanonsea B KoMBuHauusa cbe cyndadunypes, moxe aa
ce obmMucnu no-Hucka posa cyndadunypes, 3a 4a Ce HamManu PUCKBLT OT XMMNOTMUKEMUS.
Dulaglutide - Mpenopruntentata fosa e 0,75 mg eAnH NbT CEAMUYHO KATO MOHOTepanus u 1.5 mg eanH NbT CeaMUYHO npu
AonbrnHWTENHa Tepanus; Ao3aTa 1,5 mg Moxe Aa Obae yBenuyeHa cnea Ha-Manko 4 ceamuumn 40 3 mg BeAHbX CeAMUYHO: 403aTa
3 mg moxe ga 6bae ysenuuyeHa cnea Han-manko 4 ceamuum Ao 4.5 mg BeAHbXK ceamuyHo. Makcumannata aosa e 4,5 mg BeaHbx
CeAMWYHO.
Semaglutide - HauanHarta posa e 0,25 mg seanbx ceamuuno. Cnea 4 ceamuum Ao3ata Tpssa aa ce nosuwwm Ha 0,5 mg BeAHBX
ceamuiHo. Cnej noHe 4 ceaMuuv Npunoxexne Ha aosa 0,5 BeAHBK CEAMUYHO, AO3aTa MOXE [a Ce NOBWLWM Ha 1 Mg BEAHBLXK
ceaMuUyHO, 3a Aa ce NoAobpU AONBLIHUTENHO FMUKEMWYHUAT koHTpon. 0,25 mg He e noaabpkawa aosa. He ce npenopbusart
cefiMudHW 403K Hag 1 mg. lMNpu nepopanHo NPUNOXeHVe HaYanHaTa 403a e 3 My BeAHBLXK AHEBHO 3a eAnH Mecell. Cnea eauH mecel
Aosata TpabBa Aa ce NOBWLLIKM Ha NoaAbPXalla 4033 7 My BEAHBbX AHEBHO. Criea NoHe eauH Mecel, NPUNoXeHne Ha anosa 7 mg
BEHLX JHEBHO A03aTa MOXe Aa Ce NOBWLLKM Ha Nnodabpxalla Ao3a 14 mg BeAHbX AHEBHO, 3a Aa ce nofobpu AONbAHUTENHO
TNUKEMUYHUAT KOHTPON. MakcuManHaTa npenopbyUTeNHa eauHUYHA AHEeBHA A03a cemarnyTua € 14 mg.

UHcynuHnoeo neverue - [loavuposkaTta TpsabBa Aa ce onpeaens oT nekap cboopasHoO Hy)XXauTe Ha nauymeHTa U ce cbobpasnea c
BWAA Ha MHCYNUHA, CKOPOCTTa Ha HacTbnBaHe Ha edeKTa ¥ NPOALMKUTENHOCTTA Ha AeWCTBUETO.

3. NPOCNEAABAHE — cbrnacHo kpaTKUTe XapakTepuCTUKK Ha NEKAPCTBEHNTE NPOAYKTI:

Tabnuua1 —
{ BBH3PACTOBM | o e i ]
INN OFPAHUYEHUSA* NPEON 3AHOﬂ$fH7§ KSHTPOH - Hg ,BECEL_"__ |
SITAGLIPTIN He ce Npunara noa 18 roguHi HbA1c o1 nabopatopus, HbA . oT nabopartopus,
] = W ) KpbBHO-3axapeH npodun _KpbBHO-3axapeH npodwun
ASAT, ALAT** ASAT u ALAT B cnyyain Ha
VILDAGLIPTIN He ce npunara nog 18 roauHu HbA1c oT nabopaTopus, b i
HbA:. ot nabopaTopus,
KpbBHO-3axapeH npodun
I . o - __KpbBHO-3axapeH npoun
LINAGLIPTIN He ce npunara noz 18 roauHn HbA1c ot nabopaTtopus, HbAc oT nabopaTtopus,
KPpbBHO-3axapeH npogun KpbBHO-3axapeH npodun |
I ; S| W i sl e e 3 . |
DAPAGLIFLOZIN He ce npunara noa 18 roauHu HbA:c ot nabopartopus, HbA:- oT nabopatopus, 1
s e S e ] e il KPBBHO-3axapeH npodun _KpbBHO-3axapeH npodun
CANAGLIFLOZIN He ce npunara noa 18 roauHun HbA:. ot nabopaTtopus, HbA 1. oT nabopatopus,
.| wvHaa 75 rognHn KpbBHO-3axapeH npodun KpbBHO-3axapeH npogun |
EMPAGLIFLOZIN He ce npunara noA 18 roauHun HbA1. oT nabopaTtopus, HbA . oT nabopatopus,

1 Hag 85 rogukn

-

1

KpBBHO-3axapeH npocmn

B U3BBHBEONHUYHATA NMOMOLL

__KpbBHO-3axapeH npochun

N3NCKBAHWA HA H30K NPW U3ABAHE HA NPOTOKOSNN 3A NEYEHWE HA 3AXAPEH AOWABET TWUN 2

13



EXENATIDE

He ce npunara noa 18 roguHu
1 Hap 75 roguHn

LIRAGLUTIDE

DULAGLUTIDE

LIXISENATIDE <.

He ce npunara noa 10 roauHn

He ce npunara nog 18 roguHu |

He ce npunara noa 18 roguHun

SEMAGLUTIDE

He ce npunara noa 18 roauHu

S e e S S e o

*MocovyeHuTe Bb3IpacToBU OrpaHH'i.éHMSIVBa)KaT “3a KOMGHHHpaHMTe

. S - .
r HbA1. oT nabopatopus,

KpBBHO-3axapeH npogun

HbA1: ot nabopaTtopus,
KpbBHO-3axapeH npodun

HbA 1. oT naboparopwus,
KpbBHO-3axapeH npoun

HbA1c ot nabopatopus,
KpbBHO-3axapeH npodun

HbA1. oT nabopatopus,
KpBbBHO-3axapeH npodun

HbA-u OT néGopaTopmsL

HbA1: oT nabopatopus,
KpbBHO-3axapeH npodun

HbA1- oT nabopaTtopws,
KPBLBHO-3axapeH npodwun

HbA1- oT nabGopartopwus,

KpbBHO-3axapeH npodun

NEKapCTBEHW NPOAYKTH ((PMKCUPAHN KOMBUHaUWUM).

HbA1. oT nabopartopwus,
KPBBHO-3axapeH npodun

lMpu nayueHmu ¢ HazHavYeHa mepanus e YyxbuHa da ce npedcmaesm meduyuHcku dokymeHmu ¢ daeHocm do 6 meceua
npedu kaHoudamcmeaxe.

Tabnwuua 2

INN

 Bb3PACTOBM
OrPAHUYEHMSA

INSULIN HUMAN

—T—

NPEAW 3AMNOYBAHE*

INSULIN LISPRO**

100 IU/ml — 3a geua un
Bb3PaCTHK 3a
6bp3ogencTeaul; He ce
npunara npuv nuua nog 12
rOAVMHU 33 MUKCTYpa
200 IU/ml - He ce npunara npu

nvua noa 18 roanHn

INSULIN ASPART**

HbAc oT nabopaTopwus,
KpbBHO-3axapeH npocun

KPbBHO-3axapeH npodun

|

He ce npunara npw nuua nog 1
roavHa — 3a 6bp3oaencreall;
He ce npunara npw nuua nog

10 roanHun — 3a MuKcTypa

HbA1. o1 nabopaTtopus,
KpBbBHO-3axapeH npocun

INSULIN GLULISINE

He ce npunara npu nuua noa 6

HbA1: oT nabopartopus,
KPbBHO-3axapeH npodun

HbA1c oT nabopaTopus,

roAuvHMn
{_.A_. i T
‘ 100 1U/ml - He ce npwnara npu
INSULIN nuya noa 2 roguHu
GLARGINE**

300 IU/ml - He ce npwnara npm
nuua nod 6 roauHu

KpbBHO-3axapeH npodun

INSULIN DETEMIR**

He ce npunara npu nuua noa 1

KOHTPOI1 — Ha 6 meceua® \

KpbBHO-3axapeH npodun

HbA1. oT nabopaTopus,
KpbBHO-3axapeH npodun

HbA1. o1 nabopartopus,
KPBLBHO-3axapeH npodun ;

B

HbA . oT nabopaTopus,
KpbBHO-3axapeH npodwun ‘

HbAc oT nabopaTopwus,
KPbBHO-3axapeH npodun ‘

HbA1c oT naboparopus,
KPbBHO-3axapeH npodun

HbA:. oT nabopartopus,
KPbBHO-3axapeH npodgun

@

HbA1: oT nabopaTtopus,
KPpbBHO-3axapeH npodwun

HbA1: oT nabopaTopus,
KPBLBHO-3axapeH npodun

roguHa
INSULIN He ce npunara npu nuua noa 1
DEGLUDEC** roanHa
INSULIN "
DEGLUDEC AND He Ce npunara npu nuua noa,
'INSULIN ASPART 18 roauHu
INSULIN
DEGLUDEC, He ce npunara npu nuua noa
LIRAGLUTIDE 18 roanHn
INSULIN S - -
GLARGINE, He ce npunara npu nuua nog
LIXISENATIDE 18 roaunHmn

* MocoveHUTe M3cneaBaHUA Ca 3aALIMKUTENHO C A4aBHOCT A0 1 Mecel.

** Mpunarat ce Npu 6GpeMeHHn

-
g
-

¢

HbA1 oT nabopaTtopus,
KpbLBHO-3axapeH npodun

HbA:c o1 nabopatopus,
KpbBHO-3axapeH npocun

B M3BBbHBONHUYHATA MOMOLL

HbA:: oT nabopartopus,
KpbBHO-3axapeH npodpun ‘
HbA1. oT nabopaTtopus,
KpbBHO-3axapeH npodun

HbA:. oT nabopatopus, ‘
KpbBHO-3axapeH npodmn ‘

HbA /. oT nabopaTopus,
KPpbBHO-3axapeH npodun ‘

14
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1. OBLUX N3NCKBAHUA
1. Bb3pacTosaTta rpaHuua Ce M3YNCNABA B HABbPLIEHW FOAUHM - T.€. BKMIOYUTENHO KbM JataTa Ha uinaeaxe Ha npotokona ot

crneunannavpaHara KOMUCUA.
2. MNpw Ha3HauaBaHe Ha Tepanvs no NPOTOKON 3aAbIIKWTENHO Ce Cbobpa3nABaT BbL3PACTOBUTE OrpaHUHeHUs, CbINAacHo Kpatkara
XapakTePUCTNKA Ha CbOTBETHWA NEKapCTBEH NPOAYKT, YTBbPAEHA NO peAa Ha 3MMXM.

3. H30K He 3annauwa neyeHne M3BbH yKa3aHaTa Bb3pacToBa rpaHvuua B KpaTkaTta xapakTEpUCTUKa Ha NpoaykTa

4. H30K He 3annawia nevyeHune ¢ A403W HaZ MakCUManHo paspelueHuTe No KpaTka xapakTepucTuka Ha npoaykTa.

5. B cny4ain Ha HacTbnuna noAo3vpaHa HexenaHa nekapcTBeHa peakuns, nekapst yseaoMnaBa WA no pega Ha yn.
184 ot 3JIMXM. Konue oT cboblleHueTo ce npwunara/onucBa KbM/B MeauuuHckata gokymeHTauws Ha 30J1 npu
KaHonaaTCcTBaHe 3a NeYeHue. .

6. Bceku e-NnpoTOKON ce M3AaBa Bb3 OCHOBA HA W3fafeH MEeAWLMHCKM AOKYMeHT. ,AMOynatopeH nuct' oT cneuwanuct —
uanbnHUTen Ha CUMIM unu ot cneuvanuaupana komucusn B N136MN Ha ocHoBanue Allp Ne 38 OnpefensHe Ha nnaH Ha neyeHve u
npocneasiBaHe Ha TepanesTUuHUSA OTTOBOP NPU NauUNEHTH, NONyYaBalliyn CKbNoCTPYBaUM NEKAPCTBEHN NPOAYKTU N0 peAa Ha un. 78,
T. 2 330"

EkseMnnap Ha xapTueH Hocuten ot ambynartopHus nucT unw Allp Ne 38 OnpepaensHe Ha NNaH Ha nedyexHue n npocneassaqe Ha
TepaneBTUYHUA OTFOBOP MPW MNALUMEHTU, NONy4YaBalluM CKbNOCTPYBALUW NeKapcTBEHW NPOAYKTW No peaa Ha |n. 78, 1. 2 330", kouTto
€ OCHOBaHVWE 3a W3fasBaHe Ha NpOTOKON, MNOAMNWCAH OT Nnekaps cneuwanucr/cneuvanuaumpada komucua wu 30J1 (poguren,
HacToMHUK/NpUEMeH poauTen), ce BoAW Mo pea, onpeaeneH ot nevyebHOTO 3aBeaeHne W Ce cbxpaHssa B kabuHeta Ha
nekaps/komucusTa.

7. Npw u3naBaHe Ha E-npoTokon no pefa Ha ekcneptusata no 4n.78, 1.2 ot 330, oTnaga HeobxoaMmocTTa Aa ce NPefoCcTaBaT U
cbxpaHaeat npunoxeHune Ne1 u npunoxeHue Ne3 ot cboTBeTHUTE M3ancksanmaTta Ha H30OK"

8. ManasaHeTo Ha E-NpoToKON Ce OCbLIECTBABA B CbOTBETCTBME CbC CHLBMECTHK ,YKa3aHus 3a paboTta ¢ noaaaeH no enekTpoHeH
nbT npoTtokon IA/IB/IC (e-npoTokon), mexay HauvwonanHaTa sgpasHooCUrypuTenHa kaca n bsnrapckun nekapcku cblo3 3a npunaraxe
Ha HauuoHanHWsa paMKoB A0roBop 3a MeAWNLUHCKATE AEWHOCTU.

H30K zannawa cnegHute KOMGMHaALMKU OT NEeKapCTBEHM NPOAYKTU Npu 3axapeH anaber Tun 2

*  WHcynuH (YOBEWKW MHCYNMHM U WUHCYNUHOBW aHano3u) B KOMOUHauus ¢ MeThopMUH uiunu cyndaHunypeen
neKapcTBeH NPOAYKT (40 TPKU NeKapcTBEHW NPoAyKTa 3a 3abonsiBaHe)

* JleyeHneTo C YOBEWKN WMHCYNUHKW, cned U3dafeHU ABe TPUMECEYHW peuenTypHu GnaHku, ce npoAbIrkasa Ha
6a3aTta Ha KOHCYNTauuATa ¢ eHAOKPUHoNor (M3ganeH améynaTtopeH nucT)

* bBasaneH 4oBewkwn/aHanoros MHCYNUH B KomMBuHauus ¢ DPP-4 uHxubutop, SGLT2 MHXMBUTOP, MHKpPETMHOB
MUMETUK N MeTthopMuH/ cyndaHunypenHn nekapcTBEHU NPOAYKTU

¢ [lo Tpu nNekapcTBeHW NPoAyKTa OT CrieAHUTe rpynu — MeTOPMUH, CyndaHunyperHn nekapcTBeHu NpPOayKTH,
andga-rniKo3naasHu MHXUOUTOPKU, MErMUTUHUAMW U TUA3ONMUANHOAWOHN

*  DPP-4 uHxmbutop (cMTarnunTuH, BUNOArNUMNTUH U NTMHAINIMNTUH) C MeTIOPMUH

¢  DPP-4 uHXMBUTOP (CUTarnMNTMH, BUNAArNUNTUH U MAHAMMWNTUH) ChC CyNdaHunypeeH nekapcTeeH npoAaykKT

¢ DPP-4 uHxnbuTOp (CUTarmuNTMH, BUNAArMWNTUH W NUHATMIMNTUH) ¢ MeTHOPMUH U cyndaHunypeeH NekapcTBeH
npoaykT/6asaneH YoBewWKW/aHANOroB UHCYNUH

e MWnkpetuHoB mumetuk (Eksenatup/fluparnytua/fiukcusenatna/Oynarnytua/Cemarnytua) B KOMBMHAUMA ¢
MeT(OPMUH U CyNndaHunypeeH nekapcTeeH NpoayKT/6a3aneH YoBeLWKW/aHaNoOroB UHCYINUH

e SGLT2 unxubutop (aanarnndnosun, kaHarnunoand, eMnarnugnosnH) c MeTopMuH

e SGLT2 uuxubutop (panarnucnozuH, kaHarnudnosuH, emnarnnudnosmH) cbe cyndaHunypeeH neKapcTBeH
npoaykT

e SGLT2 uHxubutop (AanarnugnosvH, KaHarnupnosuH, emnarnudnosnH) ¢ MeThopMuH n cyndanunypeex
nekapcTeeH npoaykt/6azaneH YoBeLWKW/aHaNoroB MHCYNNH

* @ukcupaHa koMbBuHaums DPP-4 uHxubmTOp C MeThOpMMH B KOMGBMHaUMA ¢ MeThopMMH U cyndaHunypeex
nekapcTeeH NpoaykT/6azaneH/aHanoroB YOBELWKU MHCYTUH

* ®ukcupaHa kombuHauma SGLT2 uHXUOBWTOP € MeTHOPMUH B KOMBMHAUMA C MeT(OPMUH 1 cyndaHunypeeH
nekapcTBeH npoaykT/6aszaneH/aHanoroB YoBeLWKU WHCYNUH

e  ®ukcupaHa kombuHaumsa SGLT2 unxuburop ¢ DPP-4 nHxubutop B KOMGMHAUMA ¢ MeThOPMUH 1 cyndaHunypeex
nekapcTBeH npoaykr/6asaneH/aHanoroB YoBeWKW MHCYNUH

* OukcupaHa kombuHaums Insulin degludec, Liraglutide 8 komBuHauus c meThopMUH WUnM cyndaHunypeex
nekapcTeBeH NpoaykT

* ®ukcupana komBuHauua Insulin glargine, Lixisenatide B komBuHauus ¢ MeTOPMUH WNK cyndaHunypeeH
nekapcTBeH NPoAyKT

3abenexku:

- He ce ponycka npeanuceaHe ot usnbnuuten Ha MUMM u/unu ot nekap or CUMMN Ha noseue oT TPY NeKapcTBEHU
npoAykra 3a egHo 3abonasane (MKBE koa).
- B eauH npoTokon ce npegnucBa camo eauH nekapcTeeH NpoaykT B Ao 3 (Tpn) noszoBu chopmu.

Hacmoswume usuckeanus ca ymewpdeHu om ynpasumens Ha H30K cned PeweHue Ne PL]-HC-04-42/29.06.2023 2.
Ha HadaopHus ceeem Ha H30K u npedsapumenHo cbanacysaHe ¢ 6/1C.. Ha ocHogaHue 4n 52, an.8 ebe 8p. can6om
lNpasunuuka 3a ycmpolicmeomo u deliHocmma Ha HayuoHanHama 30pasHoocuzypumenHa kaca. MauckeaHuama
gnu3zam e cuna om Gamama Ha obHapodeaHemo umM 8 , [lbpxaseH 8eCmMHUK. * L OMMEHSIM Oedicmeawyuime U3UCK8aHUA,
8 cuna om 13 mad 2022 2. Ha ocHosaHue peuwieHue Ne P[]-HC-04-37/19.03.2021 2
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NPUNOXEHUE 3

LOEKNAPALIMA 3A UHOOPMUPAHO CBIMACUE C U3NCKBAHUATA 3A 3ANOYBAHE/ NPOABIMKABAHE HA
NEYEHUETO C NEKAPCTBEHWA NPOOYKT

cnepa KaTo ce 3anosHax Cc uanara Mu npeaoctaBeHa MHpopMauus 1 LenTa Ha NevYeHneTo C NekapcTBeHus

NpPoOAYKT.............

............................................................................................. ... ¥ CNeAa KaTo Nony4ux nadepnatenyu oTroBopu Ha

nocraseHUTe OT MEeH BBNPOCK, AeKnapupam 4e.
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UJ,E cnaseam npenopbv4aHaTa Mu CXxema Ha neyYyeHne U NepuoanyHOCT Ha KOHTPONHWUTE nperneau.

PepnoBHO LUe ce SBABaM Ha KOHTPOMHKW Nperneau v HAMa 4a NPOMEHAM CaMOBONHO UMK NOA APYIo BHYLWEHWe
Has3Ha4dyeHaTta Mmu Tepanua.

MNpu npeycTaHoBsABaHE Ha NEYEHNETO NO NPUYMHW, HENPOU3TUYALLIM OT peweHueTo Ha Komucusita 3a
ekcnepTtuan B P3OK wmnu Komucuata no un. 78, 7.2 o1 330, we yBeaoms HesabasHO nudunHus cu nekap v P30K.

[Mpn HecnaseaHe Ha NOCOYEHUTE YCNOBWUS HAMA Aa uMam npeTeHuumn kbm H30K,
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Heobxodumo e da ce ombenssea ecsika npomsHa € 0o3ama u/ unu euda Ha UHCyNuHa
B konoHa ,3abenexka’ ce enuceam 6CuYKU CbCMOAHUS, KOUMO Mo2am da Noenuasm Ha pesyimamume om mecmoseme (3a60MA8aHus, POMEHU
8 duemama, cmpecosu cumyauuu, HeobuvaiiHo Hamosapeae u dp.)

Hanacsim ce danHume om nposedeHume U3MePEaHUs Ha KDLEHAMA 3axap, Kamo ca 3adbxumenHu noqe decem u3MepeaHusi Ha kKpbeHama
3axap npes nocnedHus meceuy npedu kaHoudamemeaHemo.

[HeBHUKBT 32 CAMOKOHTPON € 3aBepeH oT:
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