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W3NCKBAHUA HA H3OK
NP U3NABAHE HA NPOTOKOJIX 3A NEMEHUE HA
3AXAPEH AWMABET TUN 2

MpoTokoneT ce W3fasa OT CHeLMANMCTU ¢ KoA Ha cneyuanHocT 05 (engokpunonorusa u 6onectu Ha obmaHaTa) u 34
{neTcka eHaokpuHonorusa 1 SonecTH Ha oGmMsAxara), paSoteum no gorosop ¢ H30K unu ot cneunanusupaHa KOMACUA B
neyeBbHU 3aBepeHus 3a GonHuyHa nomouy, crodunu aorosop ¢ H30K. CneunanusnpaHnTe KOMUCHM Ce Ch3f1aBaT CbC
3anoeeq Ha agupekTopa Ha neuyebHoTo 3apepenne (J13) — KMMHKUKaloTAENEHWE NO EHAOKPUHOITOIHA.
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Y N3BM ¢ npunoxeHu BCwdkM  HeoBxoavwMmK  nokasaterm 1
uscneasaHua no NpUNoKeHue 2
*TlonbnHeHo U noagnucaHo npunoxenue 1 (1A, 16 unu 1B) — nuct

cneuvannucT, CKNHnn
aoroecp ¢ H3IOK

Y

e 3a onpegensHe Ha KpUTEPUATE C BCUYKA HEeOBX0ANMM n3cneazanns Komucus 3a
5‘;’ f" «TlpoToXon 3a NpeAnncBaHe Ha nexkapcTea, 3annawadu ot EKCIMepTM3MN B
H3OK/P30K" — 06p. M3-H3CK P30K
——p—p . .%A *PelleHre Ha CMELWanU3APaHa KOMWUCUA C SCHA MEOWLMHCKA |....)| 3aBepkana
C w"'| MoTMBaUMA (3agLIKUTENHO ce oTBens3sa NMUNca Ha W3KNIOYBALLM npoTOKONa B
) “F| KpuTepuu) P30K
cneumansupana b *Enukpmsa or JN3BM, cbabpxawla BouukM  HeoBxoaumu
Komucus nokasaTteny W U3CNeBaHWA NO NPUAOKEHWE 2 WNKN NPUIONKEHW *

BCUYKY HEOBX0aVMY NOKa3aTeny No NpUNoxeHue 2

= [MombnHeHo W nognucado npunoxenue 1 (1A, 1B wnu 1B) -
NUCT 3a ONpefensiHe Ha KpUTepuuTe C BCMYKM  HeoGXxoammu
“acneasaHusg

='[IpoToKkon 3a nNpeanucBaHe Ha IekapcTBa, 3annauwiaHu oT
. H30K/P30K" — 0bp. M3 -H30K
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I. 2. PEQ] 3A 3ABEPABAHE HA NPOTOKONWUTE — NEYEHWE C AHAROMOBU UHCYTTMHU

B T T T

MpoTokony, 3a NPOALINKABAHS Ha Tepanmnra C aHanorosw MHcynuHu
‘npOTOKO.I'IH 33 NPOALIUKABAHE HA TEPANUATA ¢ (PUKCHPaHa KOMEYHAUMS MHKPETUHAB MUMETHK ¢ BasaneH MHCYHUHOB
aHanor {Insulin g!e,qludec Liraglutide 1 lhsulin glargine: Lixisenatide)

cneunanucT, CKNnynn
Aorosop ¢ H30K
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3aaepxé B

'"npOTOKOH 3a npeanucBaHe Ha nekapcTea, 3annawaHu oT P30K

H3OK/P30K" — 06p. M3-H30K
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cneguanMsnpaHa KOMMCcua

DY

i'lpo‘roxonu sh noanmaBaHe Ha obuara 4o3a aHanoroBu UHCYNuHK Hag 80 1U
IpoTokony 3a nosﬁwanqﬂa Ha [o3ara ¢ (PUKCHPAHa KOMBNHALWSA BHKPOTHHAE MUMETHK ¢ G33areH UHCYNMHOB aHanor
(lnsuhn degludec, Liragtutlde n lnsu!m glargine, Lixisenatlde)
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3 TEn EE ,é i
5‘%’{ 5 e L sAMOynaTopeH NUCT C BCUUKM HeoBxoayMu M3crneaBaHmna
T cbobpazdo Tabnmua 2 (npunoxeHwe 2) v scHa
cneuuanuceT, CRIounn o] MeauumHcka  moTmBaums 33 HeobxogumocTTa OT
forosop ¢ H30OK ysenvuasaxe Ha 103aTa
Tha | a[loMbLIHEHO W NOANMCaHo npunoxeHue 1T Kommcus 3a
T ’ f =‘TIpOTOKON 33 NPEANUCBAHE HA NEKAPCTBA, JaNHaLLAHN OT excnepTulv B
1 H30K/P30K" — 06p. M3-H30K P30K
i o
;gf f sPeweHne Ha cheuManMaupaHa KOMMCUMA ¢ ScHA 3aBepxa B
CrIeLManUaUPaHa KOMUCHS _| meAuwumHcKa  moTUBauMA 33 HeoGxoauMocTTa  OT R30I(
P yBenuuapaHe Ha pgosara ¥
*Envkpuza ot N36MN ¢ ecuukn HeoBxoaumu uacneaeanus |
[ .gﬁ" . cwobpazHo Tabnuua 2 (npunoxeHue 2) B
is * { & 2 A s[lonbnHeHo U Noanucado npunoxexue 117
5% e o »*[poTokon 2a NpeanvcBaHe HA NEKapCTBa, 3annallaHy or |,
SUEAE TP Y H30K/P30K™ — 06p. M3-H30K
é LR T
ik " .

l'lpo*rnxonvl 3a, 3anoqsaue Ha'TEPanuA ¢ aHaNOroBU UHCYNHHU NPKU:
- npeuuuaaaue OT KOHBEHLIMOHAMHN MHCYNAHU KbM AHANOTOBY UHCYNIAHW
b CMHHA HA eAUH OT NPWIATAHYTE KOHBERLMOHANHM WHCYNMHU C 2HANOrOB NPW 3anassaHe Ha APYTMA npunara
* KOHBEHLMOHANEH WHCYNUH
= CMAHA Ha &AMH C APYr aHANOTOBMHCYNUH
*  CMSHa Ha-@aHANOIOBW MHCYNWHK OT €AMH BMZ, AHANOroBa CXeMa C PYT BW/, aHANOroBa CXema

MpoTokonu 3a TNpoBexAaHe Ha Tepamua ¢ uKcHpaHa KOMBMHALMA MHKPETMHAB MMMeTHK .c GasaneH WHCYnWHOB
aHanor (!nsul1nf~dagiud”eé‘ Liraglutide ] lnsuhn glargine, Lixisenatide)
* "33 3anouBaHe Ha Tepanus ¢ d;mxcmpana KOMOVHALMA WHKpeTUHaB MumeTuk ¢ Basaren vHcynuHos adanor (Insulin
degludec, L:raglutlde u Insulin'glargine, Lixisenatide)
@ CMSAHA Ha Tepanus o cbuxcupana KOMSI?IHEILIVIH MHKDETMHOB MWUMETHK ¢ BasaneH WHcymuHoR aHanor (Insulin
degluﬁec L:ragluude b7 Insuhn glargme lelsenatlde) HarMHTEH3NDULUMPAHD NeYeHNE’'c MHCYIUHOBY aHanosu

-AMSynaTopeH FIMCT C BCHUKN HeoBXOaMMM U3cneasaHna

cbobpasto Tabnuua 2 (npunoxexue 2)

cneumranucT, ckniounn

» =TlonbAHEHO W NOANMCaHO npunoxenue 1
Acroeop ¢ H30K A P

Komucua 3a

*“[poTOKGN 32 NpeanNuCcBaHe Ha NeKkapcTea, 3anauann ot
H30K/P30K' - 0bp. M3-H30K

Wnv

wPetueHue Ha cneynananpaHa KOMMCUA C HCHA
MearuMHCKa MOTUBAUUA 32 HeobXxoaMMOocTTa OT 3anodusaHe

€KCTepTU3N B
P30K

A 4

3aeepKa B

Ha TépanuAa ¢ aHancroeu WHCYNUHU P30K

sEnukpusa ot [13EMN ¢ Bcudkn Heobxoaumu nicneasaHua
¢BLOGpa3no Tabnuua 2 (npunoxexne 2)
*[loMbAHEHO W NoANUCaHe npunoxexue 11

cneuManusnpaHa KoMmucua

="[poTOKON 3a NPEANMCBAHE HA NEKapCTBa, 3annawaHn oT
H3O0K/P30K" — 06p. M3—H30K
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II. OBLUX NONOXERWA

1. 3011 nopgaBa nogroTeeHUMTe AOKYMeHTA B P30K, Ha TepuTopuATa Ha KOATO @ HanpasBuno nibop Ha OfN. JokymenTure
BXMOYBAT:
1.1 3anBnenre ao Qupextopa Ha P30K.
1.2 MNonbnNHEHO ¥ NOANMCAHO NPUNOWEeHMe 1 — ChOTBETHO Ha MEYEHMeTo, 3a KoeTo ce KaHAuAaaTcTsa. Monbnea ce no
CHOTBETHATA TOUKA U CE Npynara oTpazeHaTa 8 uMdpoB MHAEKC MEOVLUMHCKA AOKYMEHTALMR, YOOCTOBEpABalla BCEKU eanH
OT KpUTEpUUATE.
1.3 MbnHYAT HaBop n3cneABaHKA (HW3UKANHU, MHCTPYMEHTANHKU 1 nabopaTopHu), OTpa3eH B NpUAoXeHue 2 ¢ AaBHOCT AC
eQH Mecel, NPean KaHAMZaTCTBaHeTo,
1.4 “N QTOKON, 3a. NPeANMCEaHe Ha NeKapcTBa, 3AMIAWaHu o7 H30K/P30K" — 06p. M3-H30K, uspapneH ot nekaps
crneuna ‘ﬁcmgg%{%qﬁ 80 365 grn. Mpu HeoBxoaMMOCT OT excneprusa ot KomucuaTa no yn. 78, 1.2 or 330, P30OK uanpawa B
w%%&fnpomxona. FlpoTOKONBT 2aAbKMTENHO Ce NOANWCBA OT BCWYKMA YNEHOBE Ha KOMWCUATA B criyyauTe
e 3%&%&1’ OT cneumanvcT, ckriowun aorosop ¢ H3COK /{Peliiérne na creunanusmpaHa koMucHs ot neuebHo
“ﬁ“ﬁj‘ﬁu‘ren Ha AmbynaTtopHa npouegypa Ne 38 ,On @ei‘!ﬁﬁé Ha MNaH Ha nedYeHue W npocnegssBaHe Ha

&

BOP NPU TALMEHTH, NOMyYaBalln CKBNOCTPY8aLlu gx?slpcmerm npoAyKTH No peaa Ha un. 78, an. 2 330" -
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Fapalus 34 urdopmmupanc cbrnacue no obpasey (npunoxe%fip 3)

rioieke:4 - nombnHero ot 3071 ¥ 3aBEPEHO G MOANKUC Y NeYaT:HA eHAOKPUHONOTa

4aMa ioKyMeHTiTe 10 TOUKa 1 Creq CNpaBKa OTHOCHO 3Ap. BHOOEMTYpUTENHMS CTaTyc Ha 30J1.

aBaie-Ha peweyre or xomucuaTa B P3OK 3071 npoabmkasa neyeHne ¢ n%!capcmeulu NPOLyKT/K, ¢ KOWTO €

sipivero nofiomenTa Ha nopasaye Ha MonGara u okymenTure B P3OK.

FITEN OMNNeKT AOKYMEHTH cefm cflgﬁﬁ B, cnyyauTe, NPU KOWTO'® yKazaHa Heo6X0AUMOCT OT pewIeHne Ha
?%QQOK cé npeacraBA npgfgq@ona M KOMve oT amMBynaTopHUs NUCT OT
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3 _%’ggljep tdau B P3OK. lpn 3aBepk: r% 7

nocnearusinperied npu CNeLNAnneT. il e o

ﬁg& gKOn npu 3anovBaHe Ha nev »;Li{h*u fipu cmsiHa ¢ npér ﬁéﬁ?p}ifseu NPOAYKT ce n3gaBa 3a cpox ao 180
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OPUNOXEHUE 1A

NACT 3A ONPENENAHE HA KPUTEPWKUTE 3A NPOBEXOAHE HA NEYEHWUE C DPP- 4 UHXUBUTOPY NPU BOMNHK
CBbC 3AXAPEH OWABET TWN 2

Wme: | ErH l J ] l | ] l | | ’

3abenexka: MeduyuHckama JoxyMedmalus, ydocmoeepsasata BCexU Om KpUmMepuume e Nocoyena ¢ Uugpa 8 uHOBKS U 3adbimkumento
Apudpyxasa HACMOSLLOMO FPUAONEHUS,

A. KPUTEPUU 3A 3AMNOYBAHE HA NEYEHHUE C DPP- 4 UHXWUBUTOP (caTtarnunTvih, BUNRArNMNTAH U
nuHarnunTrd) NP MOHOTEPANUA C MET®OPMWH; MTPU MOHOTEPANNA CBC CYN®AHUNYPEEH NMPOAYKT UNW NPU

KOMBUHHK JQWT’EPAHMH ChC CYNOAHWMAYPEEH NPOAOYKT U MET®OPMUH (HeobGxoguMMmo e Hanu4yue Ha BCUUKKM
KPUTEPMUU): br, oo B
e ;&ew u
R
1 | flow Mejd Qonﬁ'rel-f‘konrpon (HbA1. Hag 7,0%) * s
* . ;k!%&” S
2 HeBwbz ;E:a anéxsama KOMIIGHCALMS BBIPEKA MaKCHManHo I{pegﬁﬁaHuTe A031 Ha Tekywara Tepanus,
npunars ;a;n §1‘1H|.1'?'e3 mecela > e T S
A g; o ﬂg *.‘v P
3 | Nunca % iltl;l stamu KpHTepHH moT o S
i ] g
f 3 ?s T34 F o

" opurunans il e ’l‘rjaﬁo OpHO W3CNeABAHE C NOANMG W NeuaT Ha rekaps u J13 unu 2asepeHo K % e (8 cryyall, 4e @ enucaHo 8 enuxkpusa
¢ daeHocm O g‘ : E;pea BHOUOAMCMEaHemo He Ge J13Ucked Npedcmatsive Ha MaGopamopHa 6NaNK
opumuanﬂa gﬁxseﬁT &/iH KPLBHO-3aXapeH npocbm%égpoﬁeﬁpu WacnessaMus Ma KPLBHA 3axap C NOCOYEHM YECOBE HA U3CNEABAHWATA G
ROATING U Ney ﬁag“ ekaph u N3 nnn 3asepeHo konue (g cnyyau ‘e CB srucan ¢ enukpusa ¢ fasrocm o 1 Mecey npedu kandudamomaeaHemo
He e HeoBbXooyM “ge massaHemo Ha nabopamopHu G}Auxu)
ﬂmﬁ npernes Npv cneyuanuct unm enmxﬁwsa o1 N36M ¢ aaxHm o%%@qamheaa'ra COMaTUMHUA CTATYC, NPeAXOXAALLE TEepanua,

KaKTO ¥ Bbaknknanu HNP

IR

ggmmsA ATIOMBAHE HA J;_ EHWE C DPP- %&EMHXMEMTOP ‘(cuTamurl:&h. BUNAArMMNTUH W

S,

nuaarnumu; PU, IPEMAHABAHE OT TE fIFF ChC SGLT2 iﬁhxnsmfop WA G UHKPETMHOB MWUMETMK

Bk ‘s N

(Heoﬁxonnmqemmuxneihaﬁﬁcmm KpUTepuu): I sl PR

1 | Now Meéﬁénu@ﬁaﬁomﬁoﬂ (HbA+c Hap, 7, 5%)1 é . R U C

HeBbL3MOMHOET | 3% ARexBaTHa KOMIIGHCAUMS BLIPEKU MAKCUMANHO Ton%pﬁpanme Ao Ha«TeKyu.laTa» Tepanwa,
npunarana 3a nocreaRinTs.6 meceua 2

b 4 T ¥

2
3 | Nunca ua ﬂaxniowsamu xpmeﬁpﬁg@ no.r.[
! opnmnanﬂgina@xaﬁor naBopATOPHAH

ai: Eﬂ’e ' NOANNC W MevaT Ha Nekapa u J13 unu aaaepeno kbrne (8 criyyad, Lrex? 8MUCAHO 8 enuKpu3a
¢ QasHocm Go nfece%npegu )(énauaa 5 e ce ustickea npedemassHe Ha nabopamopHa bnaHKa)

OpUrMHArHa #}@HEQ o1 %ms’%‘fprsuo-sé(a%‘e P! ci)ﬂn C NOHe TPU W3CNEABAHWA HA KPBBHA 33Xap C NOCOMEHW YacOBEe Ha MU3CNEABAHWATA C
noAmc 1 nedya fﬂexgp W13 aaeeggmﬂoaxgh&eﬁ(}g bryvall, we ca anucaHu e enukpusa ¢ dasHocm do 1 Mecey npedu kandudamcmearemo
Hee H@OﬁXOOUMQitjpeacng%é*ﬁHemo HE-1360 ,ﬁmaﬁyn HKY)-

amBynaropeH jcr.oT nperné i G euuanw&g ﬂ'ﬁu e pusa of NI3BMN ¢ gaHun ot aHaMHeaaTafcbma'muHm CTaTyc, NpeAxoxaalla Tepanus,
OTPa3EHO Terno u ‘I’M,gx xro‘ﬂ é%%’hhﬁ* m H
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%_i’x?.‘gngﬁmi?"ﬁ %ﬁ ﬁ %ﬁ“ ’y
B. I(Pm\fﬁh "f3l§nd€§BA§l;lE HA- KOMBUHUPAHA TEPAﬂV;R”"gH g@sﬁBﬂHE I-f EA3A.I'IEH YOBELLUKA
WUHCYNWH KbM l-s 0O MOMEHTA DPP- 4 MHXVBNTOP: '{éummmﬁ"ﬁn, BWAZATAKITAN U NUHAMMUNTIH)
(HeoﬁxonumoeHanu"iﬁekaﬁsc*h%u K@mpﬁu)n w N
aaﬁ% Ty [ = 3 H = e
1 | Now MeTaGonuTeH Ko} ;;;;;om jim;iaif{f 5% W nogv; ‘Hme Ha HbA1c, cnep: npoae.qei-lo 6 Mece4Ho neveHue
npeaxogHaTa Tepanesmqﬁa* eMa §8HO 0Tna6opaTopmn‘" ot = - i 5y
PRETT- T asu!‘ %s‘ﬁa«n R T IR
P HeBb3MoXHOCT 2a a.uexsam ’;gcomn@’ncauns anpekwnnakcnmanuo Tonepmpanme L03V Ha TeryLaTa Tepanus,
rpunaraHa 3a nocne,anTe 6 meceiip 2 % . . Sl
ST LI
3 | Nunca Ha xunornukemim > R S . '
4 | Nunca Ha n3knyBawm KpuTepuuno 1. [

‘opumuanun Bnadku ot naGopaTopHU uscneaBanua Ha HbA ¢ c noanuc u nevar Ha nekapa u /13 UNU 3aBepeHy KONKUS _ aKTYanHW ¢ 4aBHOCT 40
efluH MeceL, NpeAn KaHAMAATCTBAHE W OT NPEAXOAHATE Tepanua npean 6 mecela (8 cryvall, ve akmyafiHomo u3cnedeade e enucaHo e enuxkpu3a
¢ dasnocm 8o 1 mecel npedu xavdudamcmeademo uw/upu uscnedeaHemo npedu 6 meceya e enUCaHO 6 enukpusa He € Heobxodumo
npedcmasaHemo Ha nabopamopHa 6riaHKa)

OpUrMHanHa BnaHka OT NoHe eguH MICNegBaH KPLBHO-3axapeH Npokh ¢ NOHe TPU WICNEABAHWA HA KPbBHA 3axap C NOCOYeHW 4acoBe Ha
N3CNeABaHNATA C NOANUC U NevaT Ha nexapA u J13 unv aapepeHo KonWe (8 cnyvall, Ye ca enucaHu & enukpusa ¢ dasHocm Ao 1 mecey npedu
KaHOudamcmsaHemo He & Heabxodumo npedcmasaHemo Ha nabopamopHy BRaHKL)

¥ amBynaToper NUCT OT NPernea NPy CHELMANKGT NN envkpusa ot NI3BIM ¢ 4anHh OT aHaMHE3aTa, COMaTUMHWA CTaTys, OTpazeHo Terno u UTM,
AaHHW 3@ NPOTUNaHeTe Ha 3abonaBaHeTo Cnej 3anoyBaHe Ha Ne4YeHueTo (NUNcaTa Ha XUMOrMMKEMMUUW, aKTyanHoTo TErno cnef LWeCTMEcevyHo
neueHue, KaKTo M MIXOAHOTO TErNO); 384 bMKMTENHO ¢ 0TPA3ABA MOPEAHOCTTA Ha NPOAL/PKEHUETO HA TPOBENAAHOTO A0 MOMEHTA NEYEHNEe

—R
¥ 5
@ W3NCKBAHWA HA H30K NMPU N3DABAHE HA NMPOTOKOMW 3A NEYEHUE HA 3AXAPEH AWABET TWM 2 B UBBLHEQNHUYHATA NOMOLL -
B cuna o1 1 anpun 2021 roauHa



NPUNOXEHWE 1A

. KPUTEPHUU 3A MPOABIMKABAHE HA NEYEHWE C DPP- 4 UHXUBUTOP (cuTarRUnTyH, BANOArNANTUAH ¥
NUHArAANTUH) - (HEOOXOOQNMO e Hanr4ne Ha BCUYKK KPUTEpHHN):

BrnaronpusTteH edeKT cneq WeCcTMECeYHO NeveHue, yAoCToBepeH ¢ HamanseaHe Ha HbAs; ot nabopatopua ¢
1| noHe 0,5% npv NbPBO NPOALIKEHWE W CHUXEeHWe/3agbpKaHe WNW MoBWLIEHWE C F,o 0,5% (epHoKpaTHO) Npw
cneagawlo npoakiikeHue (Npu nocmuzade Ha HbhAr < 7,0% mo3u kpumeputl He aaxu)

2 | Nvnca Ha yBenM4eHNe Ha TENECHOTO Terno °

3 | Nunca Ha xMRorMMKemMuu °

eAMH Mecel, e,qu 1? H gua‘rcmiane W OT NpeAXCAHATa TEPANMA NPeAN 6 Meceua (a:ormyvadl, Ye axmyasnHomo uscnedeaHe € @nLICaNo 8 enukpu3a
¢ QasHocm Z%W iz Npgdu kandudamomeanemo wunu uscnedeanemo np ﬁﬁ' [ Mgcpua € 8huCaHO 8 enuKpuIa He € Heobxodumo
npedcmaesHENO H&?ﬁﬁup&rﬁbpl{a 6GriavKa) ‘% o

puruﬂanﬂaﬁ 3 h noue BAMH W3CNGABAH KPLBHO-1aXapeH npogmn ¢ noHe: TpHaMSGHEABaHVlﬂ Ha XpBLBHA 3axap C MOCOYEHU YacoBe Ha
n3cneaBaHus aé‘g’;noﬁﬁnc n ‘nevat Ha nexapa u N3 wnn-3asspEns Knnué*f&‘”cnwaqf ) ca@ﬁocaw @ enukpusa ¢ 0asHocm do 1 Mecey npedu
a.';ygmo Hé o°HBo6x0UME NpedcmaanHemo Ha nabopamopHu 5]76HKU)~§9 + i‘f #
frm npe,rnep, npu cneynanucT wnu enukpusa ot N3BMN ¢ AaHHn OT aHaMHe;aTa COMaTUMHWA CTATys, OTpasero termo w UTM,
; mauerq Hai aaﬁonﬂsaﬂe'ro CReA 3anoyBaHe Ha NeqeHWeTo (nwnca rla*xvthomuxemum AKTYanHOTO TErno cnej WecTMeceqHo?
neveHue, ka E- yaxqp,ﬁn?o Te ,9&0 t 3aABTKMTENHO Ce OTPAasABa NOPeaHoCTTa Ha hbnxehmefo HE-PORENAAHOTO A0 MOMEHTA NEYeHYe

fae o4 i
. l‘%‘m‘ é"% Mg@‘ Y
ém\gpq W KPUTEPUM (npw 3af fobs g; 6 ¥ P} NpOALIIKABaHE Ha NIeYe HNeTO)
; 5;{«52& i a‘m’f ¥
L% BgnHn cue saxape anabet A % ;
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* Npu 3an0q3aﬁ Ha Héﬁéﬁﬁegéz o Guﬂnbaﬁ’u NeKapcTBeHu npo.qu'rw-DPP..?;tI MHXi?IBpTOP C MET®OPMWH
unu DPP- 4 U XMQMT’OP“ G SGL&FZE‘%MHXMEMTOP B cnyqaufe ‘Ha.KombBunatus. ¢ METOOPMUH u/unn
CYNOAHUNYPEEH:T P‘{IGHSKB%HEH YOBELUKW, MHGA&{]ﬁH e@:sﬁp,bmkm;‘énﬁo chasaaue'ro Ha CbOTBETHUTE
KpUTepuu oT N3UCKE lguﬂ'rhgjé !1;139& Ocag&auuﬁrq 3q 3an0ti§ahe Ha cbors“eruava TepanuA ce oTpasABar B
amGynaTopeH JIMCT OT 6 ehﬁﬁngmmg puxpusé ov mocnu;anuagn&um gfson He ce Hanara uspnaBaHe Ha
NPOTOKON W NOMbNBaHe Ha ﬂoicyﬁéﬁ’rauugf”no npoué.qypa'ra *3& excnepruaa ‘no un. 78, 1. 2 or 330; He ce
Hanara npefocTaBsAHe Ha .qoxymﬂemauuﬂﬁaa paame»gqaue of*'elccnep'rnara Kommncua B P30K.

Mpy npogbnxaBaHe Ha neyeHue cne.q' npoqg,g Hz n Wﬁeis Mﬁcéqua Tepanua ¢ KOMGHHUPaHK NeKapcTBeHK
npoaykru: DPP- 4 UHXUBATOP C MET®OPMWH unn DPP- 4 UHXUBUTOP C SGLT2 UHXUBUTOP, s
chyyawte Ha xomBunauua ¢ MET®CPMUH wwunu CYNOAHWUNYPEEH TNPOAYKT/BA3AINEH YOBELWKW
MHCYJIUH ce nanckea 3aabIikKMTEsIHa OLIEHKA HA e(heKTUBHOCTTA, CLOBPAa3HO KPUTEPUUTE 33 NMpOoALNXKABaHE
Ha nevyeHne CbC CLOTBETHUTE MoHonpoAykTH DPP- 4 UHXUBUTOP wnu SGLT2 UHXWBMTOP. Npu BCHuKn
NauMUeHTH Ha neuveHne ¢ KoMGUHMpaHW nexapcTeeHu npoaykru: DPP- 4 UHXUBUTOP C MET®OPMWH wnu
DPP- 4 NTHXMBUTOP C SGLT2 MHXUBUTOP e 3agbimxuTenHo uacnegeaHe Ha HbA1c* Ha 6 Mecella 3a OlUeHKa
Ha edexTnBHOCTTA HA TepanuaTa. Fipu noeuweHne Ha HbA1C ce M3MCKBA KOHCYNTauusa Cbe chiieuuanucT 3a
fnpeouUeHka Ha TepaneBTMYHOTO NOBeAEHKe.

*Mpwn 3anoysaHe M NPoAbMAXABAHE HA Tepanua ¢ KOMBUMHMpaHW NekapcTBeHn npoaykru: DPP- 4 MTHXUBWUTOP
C MET®OPMWH wnu DPP- 4 MHXUBUTOP C SGLT2 UHXWUBUTOP ce uauckea uscneaBaMe Ha HbA1c,
He3aBHUCKHMO OT U3NCN3IBaHUA MeTopq.
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NPUNOXEHUE 16

NNUCT 3A ONPEAENAHE HA KPUTEPUWUTE 3A NPOBEXOAHE HA NEMEHKWE C SGLT2 WHXMBWUTOPW NPWU BONHU
CbC 3AXAPEH AMABET TUN 2

Wwe: e | [ [ [ T [ 1 | [ |

3abenexya: MeduluHCckama JoxyMeHmayus, ydocmoesepAaLLa Cexkl Om KpUmepuume e rocodeHa ¢ yugpa 8 uHOeKS u 3adbitkUMmento
pudpy¥aea HAacMORLUOMO APUNOXEHUE.

A. KPUTEPUU 3A 3AMNOYBAHE HA JIEMEHWE C SGLT2 WHXWUBWUTOPWU (panarnuchnosuH, KaHarnudnoavH u
emnarnudnosud) NP MOHOTEPANIVA C MET®OPMKWH; P MOHOTEPANWA CBC CYN®AHUNYPEEH NPOAYKT; MPU
KOMEMHMP&J;I;@%;‘J%?QHMF! ChC CYNOAHWNYPEEH NPOOYKT W MET®OPMWH {HeoGxoanmo e HanWuue Ha BCUYKM
prrepuu]:ég*g g}:‘% e
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B. gﬁﬁlsem; A “3ANOYBAHE HA NEYEHWE C SGLT2 WHXABUTOPH Amanarnugnoans, kawarnucnosus w
emnarnuchnoanyj “IEWATIPEMAHABAHE OT TEPATIMA C DPP- 4 MHXUBMTOP WM C MHKPETMHOB MUMETMK

(Heo6xoguMo’e. Haritine Ha Benuxn Kpurepuu):
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1 | Now metabohuten j&éﬂ'rpgn (HbAseH2R, 7,5%) | )
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dasrocm do 1 meget]mpad

u paOldAmCmeanemoHe.ce Usutkea npedcmaesie wa nabopamopra naHka)
opurnHana Gnaska ar gan 1% ) 'gggq%peﬁ“ﬁpgéag ¢ ij"g;jé"mwnscne.qaauua Ha KPLEHA 3aXap ~C NOCOYEH'YACOBE Ha ICTIEABAHNATA C MOANNC
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4 | Now meTaGonuten xonTport“(HpA{: Hag 7,5%) v hosuuibyne Ha HbATC, criep-npoBeAeHo 6 MeceqHo neveHue ¢
NPeaxoAHaTa TEpaneBTNYHA CXeMA -AOKaSaH0 OT NabOPATOpYA &y ks = -

5 | HeBB3MOXHOCT 32 apekBaTHa |<oMg;gﬂcauhg:;bbﬁpegﬁ*_ﬁququnﬁﬁ%}}gb;ﬂfén"épupaHMTe A03M Ha TeKyllara Tepanus,
npunarada aa nocnegHwre 6 meceya ™ ) o e

3 | Nunca Ha xunornukemuv °

4 | Nunca Ha u3kmoYBaWmM KpuTepuy no 1. [

—

OPUTMHANHYK GnaHkk oT nabopaTtophn uscneasanus Ha HDA1. ¢ nognne ¥ nevar Ha nekapa u J13 unu 3asepeHy KONUA — aKTyanHk C 4aBHOCT A0
S4MH MEeCeL Npean KaHgMAaTCTBaHe M OT NPeAXOAHATA Tepanna npean 6 meceua (& cnyyall, ye akmyanHomo uscnedeare e 8nUCaHo & enuxpusa ¢
daerocm do 1 Mecey npedu KaHdudamemeaaHemo u/unu uscnedeanemo npedu 6 Meceya e anucaHo 8 enuxplu3za He e HeobxoduMo npedcmasaremo
Ha nabopamopHa braHka)

opuriHanHa GnaHka OT NoHe e4WH  U3CNeABAaH KPLBHO-3aXapeH NPohUn C NOHE TPY UICNEfBaHWA Ha KPbBHA 3axap ¢ nocodeHW vacose Ha
u3CneABaHuATa G MOANUC U NevaTt Ha nexapa u J13 unu 3aBepeHo Konwe (g ciyvall, vye ca enucaHu s enuxpuia ¢ daeHocm do 1 mecey npedu
gaHdudamcmeaHemo He e HeobxodumMo fApedocmasaHemo Ha nabopamopHu 6raqku)

ambynaTopeH NUCT OT Npernes NpW CREUWAnUCT Wiy ennkpuaa oT JI3BTT ¢ AaHHW OT aHamHe3aTa, COMaTUMHWA CTATYC, OTpaseHo Terno n UTM,
A3HHW 3a NPOTMHAHETO Ha 3abONABAHETC Cnea 3aNovBaHe HA NEYEeHMETO (AuNcata Ha XWNOMMWKEMWUM, aKTYanHOTO TErno chnej WeCTMECeuHO
neveHne, KaKTe U U3XOAHOTO TEMNQ); 3afb/DKNTENHO e OTPA3ABa NOPERHOCTTA Ha NPOALMKEHUETO Ha NPOBEMLAHOTO 40 MOMEHTA NeyeHue
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IPUITOXEHUE 1B

r. KPUTEPUKU 3A NPOALIMKABAHE HA NEYMEHUE C SGLT2 MHXUBUTOPW (nanarnucnosuH, kaHarnunosuH u
eMnarnugnoauH) (HeobxoaUMO e Hann4ue Ha BCUYKU KpuTepuun):

brniaronpuaTeH edexT cnen wWecTMeceYHo fedYeHne, yaocToBepeH ¢ HamansisaHe Ha HbAy ot nabGoparopus c
1 | noHe 0,5% npu NbpBO NPOALIKEHWE W CHUXeHWe/3aabpXaHe WKW MOoBULLIEHWE C Fo 0,5% (enHokpaTHO) npwu
cnefBaiwlo NpoAbMKEHVE (Apu focmuzaxe Ha HbA 1 < 7,0% mo3u kpumepuli He 8axu)

Jivnca Ha yBenu4eHue Ha TenecHoTo TeI'HO

Nunca HEeXWNoFnuKemMA °

PN

Nunca Ha w3KnioUBawy Kputepuu o T. [

—

OPUIrUHANH ’éﬂ Hﬂmm habBopartopuu uscneaeanus Ha HbA1. ¢ nognuc v nevart Ha nexaps u I3 »nnu 33aBepeHy KONUA . aKTyanHu ¢ JaBHOCT A0
efH Mecel aHe W OT NpeAXoAHaTa Tepanusa npeav 6 meceya ( g g BKMYaNHOMO u3cnedsare e 8nUCaHo 8 enuKkpusa ¢
daeHocm do ﬁécq;f*’?nﬁg%g! andudamemearemo u/unu uscnedsarnemo npedu 6 Me )g nucaHo 8 enukpu3a He e Heoxodumo npedcmasaHemo
Ha nab’opamoéﬁa ﬁ.ﬁ' Hkg): - é . PR
6 kq 91' ﬁone"ep.mn M3CNeABAH KPLBHO-3aXapeH npogun ¢ noHe érpuginécné,qaauwﬂ Ha KpbBHa 3axap ¢ NOCOYEeHW YacoBe Ha
nacneaBannata & o,nmgi: v ﬂgqg'r Ha nekapa # N3 nnu-saBEHENG Konue T8 oy, uf yed'ca enucaHdu 8 enukpusa ¢ daeHocm do 1 mecey npedu
ar‘lﬁgm“na 8 HéoﬁxoduMo npedcmassHemo Ha natopamopHu 6nanKu) _ﬁf e
f e vF- aﬂamueaam COMATUYHUA CTATYSC, OTpaseHo terno u UTM,

: mmc?;«‘iﬁ‘i* nperne.q npn cneuuanvueT wnk ennkpusa ot N3BN ¢ gaHBy
AaHHU 33 nprm)‘é?i Hé 3abonNABaHeTo chnej 3anougaHe Ha nedvYeHueTo (nmncg'ra Hé ﬁﬁnbrnuxewm AKTYaNHOTO TErNo ched WeCcTMEecedHo
/ méuaxo utﬁo Tery f 334 BIDKUTENHO ce mpaanaa NOPeAHOCTTA Ha ﬁpoﬁbnmeunefo ri"é«q%oaexcnaHoTo AC MOMEHTA nedeHune

KPUTEPHWMW (npwn 33%9 %B&?}n npn npoaLmKaBaHe Ha neqenué%)
pny C 3axapeH guaber Tun 1 * *“
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Mpn 3anqua na" eqeﬂ_ﬁe%“xom% H’ﬁpggy nexapcmenn npoayxru: SGLE2: MHXMBVITOP C MET®OPMWH wnu
SGLT2 WHXWUBUTOR C DP ‘ E:Q(VI!:HI'ITOIgl B cilyMauTe Ma,:‘KomE uHauks ‘¢ MET®OPMWH w/unu
CVHdJAHMnVPEEHyEIPé ﬁﬂ‘lSﬁﬁ‘QﬂEH“{OBEmKM WHCYIYH e 3a@BipKidTenio CNaspaHeTo Ha CHLOTBETHUTE

KpUTepus oT Msugﬁ,&aﬁu@max Ha: HsoK”mOcHosa“”
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HusiTa 33 3anoypaHe:fa *c*bo*rae'ma'ra Tepanusl ce oTpassBar B
amBynaTopeH Nuct Sﬁ‘gngugéhyé‘r ﬁmm; ghukpusam ngxocn"ﬁ“‘rahuéauna Ha 30.ﬁ ‘Me ce Hanara w3naBaHe Ha
MPOTOKON U non'bna"aua&pa h T uuﬂ no nﬁouenyparai is&?excﬂeprhsa no?*gm. 78, 7. 2 ot 330; He ce Hanara
npepoccTaBsHe Ha AOK Mé?‘r’éh ad. pasrneikgaHe oT ek
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MNpu npogbLmKkaBaHe Ha ne'?ig‘i-;ﬁé‘scnenx nﬁoaeneria *ﬂQHe -6, Meceula Tepanuﬂ ¢ KOMOMHWUpaAHW NeKapCTBeHU
npoayktu: SGLT2 MHXMBMTOP“&’@MEWOPMWH ui uf‘sGLTz UHXUEMTOP C DPP- 4 UHXMBUTOP, B criyuante
Ha KomOuHauma ¢ METOOPMWH u7viﬁu,sg,£}»¥ﬁ€b*A VIJ'IYP thMFIPOLIYKTIBAZBAIIEH YOBEWKWU WUHCYNWH ce
M3NCKBA 3aAbKMUTENHA OLleHKA Ha epeKTMBHOCTTA, ¢HOOPa3HO KPUTEPHUMUTE 3a NPOALNKABAHE Ha NeYeHue CheC
CHLOTBeTHUTE MOHonpoaykru DPP- 4 MHXUBUTOP unu SGLT2 MHXUBNTOP. Mpy BCMUKK NaLMEeHTU HA JieueHue
¢ KOMBMHUPaHu NexapcTBeHU npoAaykTU: SGLT2 MHXWBUTOP C MET®OPMWE nnu SGLT2 UHXUBUTOP C DPP-
4 MHXUBUTOP e sapaenkurenHo niacnegeaHe wHa HbA1c* Ha 6 meceua 3a oueHKa Ha ed)eKTMBHOCTTA Ha
TepanuATa. [pu noeBuwedne Ha HbA1c ce uM3MCKBA KOHCYNTauus ChC CAEUMAnMCT 3a MNpeoueHKka Ha
TepaneBTUMHOTO NoOBeaeHHe.

*Mpu 3anouBaHe U NpPoALIKABAHE HA Tepanua ¢ KOMBUHMPaHU neKapCTBeHKU npoayxTu: SGLT2 MHXUBUTOP C
MET®OPMWH unu SGLT2 MHXMBUTCP C DPP- 4 MHXUEWTOP ce uancksa nicneasave Ha HbA1c, HesaBucumMo
OT U3NON3BaAHUA METOA,

@ W3UCKBAHWA HA H3OK NMTPU M3JABAHE HA MPOTOKONKW 3A NEYEHWE HA SAXAPEH JWAGET TN 2 B U3BLHEONHUYHATA NOMOLL| -
B cuna oT 1 anpun 2021 rogyHa



NPUNOXKEHWE 1B

NUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXOAHE HA NEYEHMUE C UHKPETUHOBWA MUMETWLUW NPU
BOMHW CBC 3AXAPEH JMAEBET TWN 2

[Viwe: e[ [ 1T [ T T [ [ [ 1 |

3abenexua: MeduLuHckama CoKyMeRmayus, yoocmosepsisallja ecektl Om Kpumepuume e nocoyeHa ¢ yuppa & uHdeKc u 3adbiKUmenno
npudpyxaea HacmMoALWONo APUSIOKeHUE

A. KPUTEPUIK 3A 3ANOYBAHE HA JNNIEYEHWE C MHKPETMHOB MUMETUK (exaeHaTtua, nuparnyrua®, nMKcuseHarma,
aynarnyTua* M cemarnytua') (Heo6xoauMMo e HanuyMe Ha BCUMKU KpUTEPKU):

1 | flow Mf&aﬁgﬂ_yTeH kouTpon (HbAsc Han 7,5%) '

Heabag}tfé}ggﬂ ¢T:33 afileKBaTHa KOMNeHcauws (YAOCTOBEPEHO € KpbBHO-3axapeH npocoun), BBAPEKM MAKCUMATHO

2 | ronepupaiinTe mosy Ha TeKyWATA KOMBUHMpaHa Tepanus®, NpUNAaraa 3a NocNesHATe 3 MeceLa >
3 | Mugexe, 4 ) > cHATE Maca (MTM) Hag 30 kM’ * )

4 | Nuncalfia NoKasakys, 3a npoBeknane Ha neveuye ¢ uncynuu > * ;@ T

5 | Nuncalya cypaninnu edbexta u mskmousawpspurepnwnoa. g, 1.

OPMMMHANHA ;é‘iibgai;gj,qaﬁopa‘ropuo WICNeABaKe ¢ NOANMUC U NEYAT Ha NexapA HE«{'?Q,{“? 32BEPEHO KOAWE (& CTyvall, Yo © enucaHo & enukpusa ¢
dasrocm 00 1A cegt,npgdu kaHOudamemeanemo He ce usucksa npedcmasate Ha @?_ @opamopﬂa BnaHka)
pge .

opurunanHal \f ef\VH KPBBHO-3aXapeH NPOGhUN C NOHE TPU NICTEABAHUA Ha.‘gp\;”?ja%gxap €.NOCOYEHU YACOBE Ha M3CTEABRRUATA C NOANMG
W nedar Ka ripkaps-will3 unu 3apepeno konue (8 criyvald, ve ca enucaHu 8 enukplida ¢ daarocm 8o, 1 meceu npedu KaHOUIAMCMEaHeMO He @
HeoGX00uMo IIpedeme Héimo 48 naGopamopHy Omamkue s -,
3 ambynaTtopt Eﬁhmxg’pée oFnperneanTe v Apyra Meﬁﬁgmn?:kg AQKYMEHTALMA , YAOCTOBEPABALLM NPOBEKAAHETO HA CHOTBETHATA TEpanuA, KaKkTo
! BB3HMKHAN Hﬂ&;ﬁ%ﬁ i B
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bi‘ﬁ;égr oT#lpernes npu cneyanucT unm eénif;gﬁg,oﬁHSEﬁ G BaHHM OT aHaMRe”j‘aTg, COMaTUYHUA CTATYC U OTpaseHo Terno n MTM
ynafnyTHa U ceMariyTHI KpuTepui 2He-e 3a/IbmKITENEH B cny\igﬁ're Ha- 0Ka3aHe chpaeYHo-ChbAoBo 3afonasane - npexapax

NpOBEAEHa MHTEPBEHUMOHANKA NPOUSAYPa G:TIOCTaBAHE Ha mgmﬁynﬂ Qaﬁﬁac, MOSBUHO-ChAOBA BONeCT (MHCYNT), nepuchepna
CTOBEpEHO ¢ envkpuaa ¢ N2 Ha M3, 2. laf L :
. Ha aHTMaHabeTHa NnepopanHa Tepanus cej)ééﬁupa KoMOUHaUK gﬁ\eﬁmi j\iéTdJOp‘Mﬁ;j W cyndaHunyHeeH Npoaykr.
! RMM?WW?@?@%&!@ e ;;39‘2 y% * - ;&?% . }f"' & A

B. K%fﬁﬁhﬁ‘@@'ﬁiﬁO‘iBAHE HA NEYEHWUE C UHKPETUHO :?Ullﬁl\ﬁETMK (éxseuar_ﬂh; huparnyTia, NUKCU3eHaTha,

AynarnyTua h.cemariyrua) IPU NPEMUHABAHE'QT TEPANUA C D .Em‘*hﬁxusnTOP WIMIK.CBC SGLT2 MHXVBUTOP
{HeoBxoaume e Hanuuue HA BCUYKK KpUTepUu): ) 2
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1 | Now Me'gax_ﬁqon%ylfé’i-jkiggqun (HbAc Han 7,5%) ' &

9 Hesb3MbiyOLT: SBQQI‘SPT?TH%?E{%F%?«@Q?LI,MH BbNPeKU MAKCUMANHO TonmepupaHuTe HO3M Ha TexyliaTas Tepanus,
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4 | Nunca Ha -ysmﬁ%samnﬁcg %gpm%bgai%
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| opurunana GRanKa T HaBopaToRHo acnERBAHE-CIHOANNG Whevat ra nexaps v 13 i 3aBEPEHO.KONUS (8,Cryval, Ye € BMUCaHO & erUKPU3a C
dasrocm 0o 1 Medey rpedirkak u@g}ﬁé@g&nem&,wé‘m u3tékea npedcmaenne Ha nabopamopra.GnakKa) .,

2 opvruHanna Gnau @,or@ﬁﬁni;ipﬁar@?%gé%ﬁﬁ npfﬁ%mﬁ;é”‘rf?pﬁé Tpu. i3EnenBaHMA Ha KPbaHa.gaXap! CIDCOYEHN MACOBE Ha MICNEABAHUATA C NOANKUC
W neuar wa nekaps 1 fi3 WAl 35Bépel ﬂ"ﬁﬁf f‘ﬁ%w(g& cnyuall, e ca énucaNu @ enukpusa ¢ 0asHoCH 00" 1 MeCey, NPEdU KaHOUGAMCITBAH.MO HO €
geo&xodumo npedcma ﬁg&m”‘owgaﬁqﬁ‘opg ‘ﬁqp{;gjd‘ Gizauku) . L

amBynaTopeH nucT ot ?%emép‘:{ppw _;qﬁanhﬁ*ﬁpyiéngmﬁg oT N3B[ ¢-gakHy OT.aHamuesaTa, CoMATuHIA CTATYC, NPEAXOXABLIE TEpanus,
oTpaseo Terno u UTM, kakto webshnarin HAR- = SR R e B _ *
4 amBynaropes nucr ot npe?ne,gaipﬁg‘t}ﬁ”e;}ménuggnmké@ﬁiq‘f)ﬁé:,; ¥ JI3BIT & AakHi ar arigngnexaéra, COM3TYLHA CTATYC U OTpaseto Terno u NTM

B. KPUTEPYN 3A 3ATIOYBAHE HA KOMBWHUPAHA TEPATNSY - NOEABSIHE. HA BASANEH YOBELKN MHCYNUH

KbM MPUNATAH A0 MOMEﬁ;;ﬁ%:;g?y]{KP,ETHHOﬁB‘EgMMPM@[@K (ekseHaTnp,. nuparfyTMa, NUMKCHMIEHATUD, AYNarnyTia W
cemarnyTua) (HeoGXoaAMMO e Hanuue HalBeyukm KONTEPN)Y = & = & . L .,
4 | Nlow metaBonuten kouTpon (HbAT: Hagi7 5%). 1, nosuiieHne Ha HbATc,"cries nposeaeHo 6 MeceyHo nedexne ¢
npeaxoAHaTa TepaneBTUYHA CXema, Aokazako oTinaboparopus Wi
» | HeBB3MOKHOCT 32 afeKBaTHA KOMNIEHCALMSA BLIPEKN MAKCHMANHO ToNepupaxuTe 403U Ha TekyluaTa Tepanus,

npwnaraHa 3a nocneaHuTe 6 Meceua =

3 | Nunca Ha xunornuxkemmm 2

4 | NInnca Ha cTpaHMYHK eheKTH U U3KNIOYBALK KpUTepUKU No T. [

‘opuruHanHm Gnaxku or naBopaTopHu uscneasaHnA Ha HbA:, C NOANMC U NeuaT Ha nekapa v 113 WNKM 3aBepeHlt KoMWA _ akTyanHu ¢ AABHOCT A0
BAMH Mecew npealr KaHAMAATCTEaHe M OT NpeAxojHaTa Tepanua npeau 6 meceya (s cnyval, ye akmyanHomo u3cnedeaHe e elmucano 8 enukpusa ¢
daamocm do 1 meceu npedu kaHdudamcrmeaHemo w/uny uicnedsanemo npedu 6 MECEUa e snUCaH0 8 enuUKpU3a He & Heobxodumo npedcmasaHemo
Ha nabopamopna Gnawka)

opurnHanyda 6nanka oT eauH KpbLBHO-3axapeH Npadun ¢ NOHe TPW WACNefBaHUA Ha KPLEHA 3aXap C NOCOYEHU YACOBE HA WACNEABAHWATA C NOANUC
v neyat Ha nexaps w JI13 wnu 3asepeHo xonne (8 crydall ve ca enucanu eé enuxpuza ¢ asHocm 00 1 Mecey npedu xkaHOudamCmMeaHemo He e
Heobxodumo npedcmaeRHemo Ha NAGOPaMOopHY BRanKLy).

amGynaTopen NUCT OT NPerne/ NPy CNeuWanmucT wiv enukpuaa ot JI3BT1 ¢ AaHHK OT aHaMHE3aTa, COMATUYHMA CTAaTYC, OTpaseHo Terno n UTM,
A3HHU 33 NPOTWYAHETO HA 3a0ORABAHETO Crep 3anoyeaHe HA NEYEeHWeTO (AYNCATA HA XMNOMMUKEMWW, aKTYanHOTO Terno Chep LIECTMECEYHO

NEeUeHNe, KaKTO U U3XOAHOTO TEFNO), 384 BIIKUTENHE C& OTPAIABA MOPEAHOCTTA Ha NPOABMKEHUETO HA NPOBEXAAHOTO 40 MOMEHTA Nevexne
- n

g
U3MCKBAHUA HA H30K MPY U3QABAHE HA NPOTOKONW 3A NEYEHME HA 3AXAPEH QUABET TWM 2 B 3B LHBONHWYHATA nomouw -
B cvna oT 1 anpun 2021 roguHa



NPUNOXEHUE 1B

r. KPUTEPUU 3A NPOABIMXABAHE HA INEYEHWE C WHKPETUHOB MWMETWK (exaeHarupy, nuparnyTug,
NUKCKU3eHaTUA, AYNarnyTua U ceMarnyTua) (Heo6xoanMo e Hanu4KMe Ha BCUHKKM KpuTepumn):
BraronpusaTeH edekT cnep WecTMeceYHO NedYeHue, YAOCTOBEpeH ¢ Hamanseaxe Ha HbAi. ot naboparopus ¢
1 [ noHe 1% nNpy NLPBOTO NPOABLITKEHNE W CHUXEHWEe/3aobpXaHe WNU NoBULLEHWE C RO, 0,5% (epHoKpaTHO) NpwW
cneagalLo npoAbxeHue (npu mocmueaane Ha HbA. < 7,0% mo3au kpumepud He eaxu)
2 HamansaeaHe Ha TenecHOTo Terno ¢ noHe 3% cnea nbpeute B meceua, NUNca Ha yBenUYABAHE HA TErNoTe Npy
nocneasalm Kypcose

3 | lunca Ha cTpaHWYHN eheKTH K MIKMIOYBALK KpuTepuu no T. [

opuruHansy Grank cﬁ‘ ,haﬁopaTopHn uacneasasus Ha HbA1g ¢ nognuc u neyat Ha nekaps v N3 UMW 33BEPEHU KOMUA _ AKTYANHU C AABHOCT 40
enuH mecel, Ik Ei.qa'rc'raaue W OT NpeaxoAHaTa Tepanusa npean 6 meceua (& cnyvad, ye akmyanHomo uscredsaHe e eNUCAHC 8 enuKpusa ¢
dasHocm do 1 Mpceq"*ﬁﬁéau xandudamcmearemo u/unu uscnedsanemo npedu 6 Meceya e 8nUCaHo & BNUKPL3a He o Heobxodumo npedcmassHemo
Ha na6opamoﬁ%&aH§a_.‘i

%ﬁu KpbBHo-saxapeH npoun ¢ foHe TPYU WICheABaHuA H kp‘baﬂaﬁaaxap € nocodery Hacose Ha KacneasaHnATa ¢ nNOANUC

opuruHanHalf ?a’ﬂxa,_
b
¥ nevar Ha n iaﬁ’ % § wnwsasepeﬂo konue (e cryvaill, ve ca enuCaHu 6 ertuK| us'g% Oadrocm do 1 mMecey npedu kaHOudamemeanemo He e
HeoBxoduMo pgﬁéfngénn mo Ha nabopamopHu Gnatxu).

amGynarope Qﬁc'rﬂ 01311 meAa "ﬁpu cneyuanucT unu epuxma%*ﬂSBWmAaunmriaﬂaﬁuésam COMaTWUHKA CTaTyc, oTpaszeHo Terno v UTM,
A@HHW 33 npéy %aﬂe ﬁﬂaasaﬁonﬂBaHeTo crnefj 3anovBaHe Ha NeveHueTo (nmnq%ta%ﬁta XUNOTANKEMUY, BKTYANHOTO Terno Crej LUeCTMECEYHo

nevexue, Ka 3)@0&1-16‘;0 Terng); 3aALMKUTENHO Ce 0TPA3RBA NOPeAHOCTTA Ha ng,q}nﬂ(éuwe'ro Ha NPOBEXIaHOTO A0 MOMEHTA NBYEHNE
*; t?m

?, ™ ’a‘%

a. l!ﬁifﬂi@“lﬁﬁ\m sxifPMTEPMM {npu 3agoyBaHe.yu npy npoAbIkaBaKe Ha neqeuﬁqo)
Y. boniin ¢be saxapex awabet Tun%,;

27 }p ? Ho 6bEpeuHe 3abonnasabe ggj}fdi TIG-HUCKa OT npenopbqaﬁme HWBA 33 3ano4BaHe W NPO4bLIKABAHE Ha
HWUETO CbC ChOTBETHUA NEK; p‘c'raén npgayxr
‘Nylia non 18 u Wap 75 rominiia’swipact aa exaewmﬁwnuu&i noa 18 rogviiHa BbL3pacT 3a Nuparnyvg,
fukcuaenatu, cemarnytua v aynarnyrug A

[

PEeMEHHOCT U NakTaums s %
Bonhu cbe 3axapeH Anabet Tun 2, KonTibe Hy»c,qam oT u;neﬂamguuupauo MHCYNMHOBO FleveHne.
6§, AHO. neueHne Ha umgpemw 6a3upaua Tepafma~ TE MernuTUHMON TR %mxut')mopn Ha anda-
2 ml@éiﬂosngaama 5
g g BYD3HA | %paquHu peakuum or nquﬁwe-ro b
b CTeMHQ %naaaaue Ha neyebHaTa Cxema no BuHa Ha Ggﬁuuﬁ; £ npe;cbcsaHe,{;loaeqe oT 3, MeceLa

i

3a6eﬁexmamt?ﬁbam§gﬂa UIKIIONEBLLL KpUMEDUL Ce Y3ocmoeepasa ¢ NOOAUC Ha crieyuamucma 6 HECMOALOMO NPUOXEHUE.
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@ WU3UCKBAHWA HA H3OK NPU U3JABAHE HA NPOTOKONM 3A NEYEHWE HA 3AXAPEH AWABET TWN 2 B N3BBHEONHUYHATA NOMOL -
B cuna oT 1 anpun 2021 roguHa



MNPUNOXEHWE 1I'

JUCT 3A ONPEAENAHE HA KPUTEPUWUTE 3A NPOBEXAAHE HA NEYEHWE C AHANTOMOBU MHCYNUHA NMPK
BOJTHW CBC 3AXAPEH AWABET TWUN 2

Mue: lerm] [ L | [ 1 [ | [ | |

3abenexxa: meduyiHckama OokymeHmauun, yoocmoeepsealua 8cokl Om KPUMEPUUME e nocodeHa ¢ UUghpa 6 UHOBKC U 3adbL/BKUmenHo
npudpyiaea HacmoAWOMOo APLUNOXKeHUE,

KPUTEPHK 3A 3ANOYBAHEHA JIEHEHWE C AHANOIOBW UMHCYNUHK

i 5’!*’5{ A R T ey
o A =’;¥..

i

+ [p ] nbéﬂrggaeaﬂe KbM aHamoa H3O0K 3annauwja obwa doqa bomeemcmeau;a Ha usnonzeaHama 4o MOMEHMaA.

fip Q y eo 6cm o 3ano4YyeaHe ¢ MO-8UCOKA 03 cé npedcmagu 3adwnbovueHa MeOUUUHCK2
apzyme, ng fffraa moea. Q; i 1,

« [Ip ﬂna ue hw G:Hasnavena mepanus uymiuna da ce np L’*mé%sm,.meduuuucxu dokymenmu ¢ JasHocm do 6
Me p’ﬁdwxaf{éadamcmeane R B S

» ?cmuuupan 3axapeH duabem no epeMe Ha 6peMeHHocm He ce Hanaza 6 MecevyHO JslevyeHue ¢

KO :fl; HU UHCYRUHU, donycKa ce 3anoyaaHe Ha nevenjie é"anano?—:oeu UHCYNUHU.
« Ip '3peM§Hchm HE:Ce Hanaza eKkcriepmu3ia npu npemunae%ne womwﬁ'bpso elicmeal aHanozoe uHcynud Insulin
gl rsme Ha:0pye fupaodeiicmeawy ananoaoe uncynux Insulin Lispo unu Inslilin Aspart u om 6aszanen aHanozoe
iq$ul;?ﬂ§fargme u Insulin deg. tggrégﬂm b6azaneH aHano208 UHCYMUH insilin detemir.

E N 3A NPEMWHABAHE OT%@-IBEH!JV[Q’HAHEH EBPfOJﬂ-‘:’MCTBALu WHCYTIMH HA BBLP30AENCTBALL
J1Or Unn OT EAQUH E’bPSOJJ,EHCTBE\I.Ll VIHCVI'IIIIH ANOr HA OPYT (HeoGxoanMO e Hanuuue Ha

i
u ’?‘5
E «
ok i s g s w

o
b wiv =«;e«;wsx§~

1 | Now MET§5Q.I‘MT3H uoﬁtgon {(HbAsc Hag 7 5%)’§ i y
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Henhambxcﬁgc fl’ %,oanannaaue Ha n’Bc'rnpaHnuanere &uﬁ%p"i‘hukemmj €, 'KOHBEHLIMOHANeH
2 | 6bpaog I/ICTé%LL] (;jygii WU ¢ npunaraiua G6BpsoaeicTealy aHaﬁor {ygogroaepeHo ¢ KpbBHO-3axapeH

) i;,

npodma{),_, e ¥ .

'.1:« - m G 3
3 [ Hecn AHQBHH%XHHOTHMKBMMM

OPWIMHAIH ngw;a;of“ ﬂaﬂopaTQpH% : He";c NOANKE M NEYaT Ha nekaps u N3 unv aasepéHo konve (& cnywau “we § 8NUCAHO @ enuKpU3a C
daenocm do 1wecey_rpedu iand éth éi'z:o He-g HeoGxo0umo npedcmassaHemo Ha nabopamopHa 6naHKa)

OpUruHanHa 5naﬂka&’*m! ﬁﬁ% 'r“’aaxapém,p miec NOHEe TPV W3CNEejBaHUA Ha KPLbEHA 3aXap . nocoqenw JacoBe Ha W3CNEABAHMATA (OT KOWTO
efHOTO nacnen“saue,iaé,qmmenugma e Qiud a cﬁe‘h xﬁaﬁeue) € NOAMUC W NedaT Ha hekapa u N3 vrik 3aBepeHo Konue (@ cayvad, ye ca enucany e
enuKpu3a ¢ Gaeﬁd‘c L] Mecoly npedu kadd i’fw'it;:rn'@rav-:e)no He e HeobxoduMo npedcmassHemo Ha »naﬁopamopﬁu bnaHku)

AHEBHWK 33 caMg:mi-gl‘;prmglé 60%&@3?333(3 Sy a%nexgqamm éHAoKpuHonor (npunoxe+ue 4)

; R
B. KPVIEI' PI@B‘%A j'IPEMI&FiABAHE % KdHBEHuMOHN'IHA ]/IHCYJ'IVIHOBA CMEC HA HHCVJWIHOBA AHANOIOBA
CMEC UNH OT ﬂgl;;& AHMQFOBA QMEC I«fk»nPX!‘ﬁ {nepGxonumo e Hanu-w;e uascmmu xpu'repldh)
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1 | Now MeraﬁonuTemi?éHT Q;ﬁ(HbAm HQ.A?5‘V} & Mg ® “‘Mf“ S
i g gl 3 g3in g8 =
2 HBB'bSMO}KHOCT 3a oangagﬂiqﬁ@@ﬁé* hocmpaunﬁaname xuneprnhkemxdu ¢, «‘oneenuuonanﬂm MHCYTIMHOBYW
cMecu’ unm ¢ npunaras “F*ém-mvnmnoaa aHanorosa cmeg R RIS
HEE £ T \ij'k >. EE w

3 | Hannuwne Ha vecTn xunornuxe’@gu {gﬂéhuglﬁomhu) . e /7 :a;, o

]

opurmHanHa 6natka ot naopaTopHo uscne,uﬁige ¢ NBanue W nevar’y Haﬂnekaﬁﬁ wIIS N 3aBepeno Konue (s crryval, Ye & snucaHo 8 enuKpU3a ¢
daetocm do 1 mecey npedu KanOudamemearemo Hé & Heoﬁ:?%umo MgnaesHemo Ha nabopamophra Grianka).

opuruHanta SnaHka OT KPLEHC-3axapeH Npogun ¢ NOHE TPW WICNeABaHUS HA KPbBHA 3axap ¢ NOCOYEHH YacoBe HAa WICNEABAHWAT2 (OT KOWUTO
©AHOTO M3CNeABEHe 3 LIDKNTENHO A3 & 2 Yyaca CRejl XpaHeHe) ¢ NOANKC Y NevaT Ha Nekaps v 113 unu saeepeHo Konuve (8 ciyvall, ye ca enucaxy
enuxkpuaa ¢ dasHoem do 1 Mecey npedu kardudamcmearemo He e Heabxodumo npedcmasaHemo Ha nabopamopMu GranKu)

AHEBHUK 33 CAMOKOHTPON Ha GonHKuA, 3aBepeH OT NeKyealus enjokpuHonoer (rpunoxexua 4)
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@ U3NCKBAHUA HA H3OK MPU U3BABAHE HA FPOTOKONRK 3A NEYEHWE HA 3AXAPEH OWABET TUM 2 B M3BBHEONMHUYHATA AOMOLUY -~
B Cyna ot 1 anpun 2021 roguna



NPUNOXEHWUE 1

B. KPUTEPUAN 3A NPEMWHABAHE OT BA3AJIEH YOBELWKW UHCYINMAH HA BA3ANEH MHCYNMTUHOB AHANOI Unn
QT EOVH EA3ANEH MHCYNMHOB AHANOI HA BPYT (Heo6X0AMMO e HafM4Yue HA BCUHMKKU KPUTEpUK)

1 | Now metabonuTteH kKoHTpen (HbA.: Han 7,5%) !

2 | KpuBHa 3axap cyTpuH Ha rnagto Hag 10.0 mmol/l ©

3 | Harmumne Ha YecTU HOLHM XUMOrmuKeMnn °

opurdHanHa 6naydka ot nabopaTopHo M3CNeiBaHe C MOANKC W NeYaT Ha nekapa u J13 unu aasepeHo konve (8 cAyyal, Ye e 6AUCAHO @ enukpusa ¢
dasrocm do Lueceu, gpeau KandudamemeaHemo He e Heobxodumo npedcmassanemo Ha nabopamopHa Grianka).

OpUrMHaNHa ﬁé"i-lgp OT'6AWH KPBLBHO-3aXAPEH NPOdUA ¢ NOHE TPY NACNEABAHWA HA KPBBHA 3aXap C© MOCOUSHW YACOBE HA W3CNBABAHUATA C NOANUGC
W nevaT Ha n ’f ﬁf{l nu zaBepeHo Kohue (g cryval, ve ca enucanu e enurpusa ¢ dasHocm Go 1 mecey npedu kaHGudamemeanemo He e
Heobxodumo gmaeﬂﬁe 0 Ha nabopamopHu bnanku).

AHeBHWK 33 {a %mm‘i‘son Ha,ﬁonumﬂ 3aBepeH OT NeKyBaWMa eHA0KPUHONOr {npun%xewue 4y

a’iﬁg% i ’*3“ ks

F. KRY gpuﬁ“al NPEMWHABAHE OT BA3ANEH HOBELWIKH g&é“hﬁH HA BA3ANEH UHCYNIMHOB AHATOI WU
OT EAVH %;s EH MHEYNMHOB AHANOTr H@ﬂpyuwmmm Hp WHTE3NOULIMPAHO MHCYNUHOBO NIEYEHUE

(Heobxoqune: n&w’le HE BCUMKKM KPUTEpUM): ¥
§ = ﬁ«g *m £ o
1 | Now MeTa6onutesn koutpon (HbA. Han 7,5%) | ) .
2 KpbBH‘hgkéxaﬁmCWpMHﬁé rmagHo Hag, 10.0 mmol/l © S
3 | Hanuuieira-HowHu Xiunornmkemnn PR i B

OPUIKHAITH x‘g_auxfm ;!gﬁopaTopHo nacnefsaHe ¢ 3) & %nmﬁ’ar Ha nekapsa u 113 unu §aBepeHo konve (8 cayvall, Y& e enucaHo 8 efuKpU3a ¢
OasHocm 0o iaeceu npedu xandudamemeaaHtemo He goé’xg?wo npeacmasﬂﬁemo Ha naﬁopamopua 6natxa).

OpWrYHanHa ;fa jka o €AWH KPBBHO-3axXapeH npocbmn&&gpriggpu mscnegaauu.q Ha K B’Eﬂafsgxap C NOCOYEHN YacoBe Ha WacneaBaHuATa ¢ NORNNC
u nevaT Ha ngrapa @ N3 unu saBepeHo xonue (8 cryvad, ye ca &nucaHy & enux%u c”%aefi{ocm do 1 mecey npedu xaHOUOamCcmeanemo He e

Heobxodumo dehasaHemo Ha nabopamopku BriaHky). %
AHEBHYK 32 GAMQRONTPON Ha GONHUA, 3aBEPEeH oT nexysauquneﬁgéupmnonor {MpunQeh ug 4}3 gE
ke e a"e& § boal ,g P
» 3 'i‘._;r YE
0. KPR EIZV’E Tk ﬁ}j‘PEMMHABAHE OT'@ﬁRI&H BHJE[ AHAHOE@BA CXEMA HA ﬂPYl‘ ‘BUA. AHATOMOBA CXEMA

‘mA Fy™

(Heoﬁxo.qumfgﬂi-ggn ‘-lfl %’ 0 M Ha ABata Kputepus): * 5%

Now me aﬁ,q”nmeﬁ l;uu’*rpon (HbAic Han 7,5%) v nvnca Ha npomsiHa Ha HbA1c *umm noanmenne Ha HbA1c unu
1 | cHUXeH ﬁa HbA1c‘?€ i f’- 05% cnep. NpoBeAEHo 6 MECEYHO neueHWe ¢ MpeAxoAHaTa aHanorosa fxema,
[OKa3aHO T [iA60pATOpuUS, iy .

2 Hanwaue'fia Qettu“xmio’mnxe ﬁ nﬁééﬁiﬁiluomw) ‘

Mecel] npeau n,anc‘raaHe wor npe aﬁaoroaa CXE8Ma Npe3 NOCNeAHWTe 6 MecaLa (8 crywai, Y& aKmyanHomo uscnedsaHe e enucaHo &
enukpusa ¢ dasyocm Vo1, 1 Meceu; npe@u%g%ﬁdﬁ“igmcmséﬁ“emo w/unu uscnedeaHemo npedu 6 Mecela e nUcaH0 8 enuKpu3a He e HeobxoduMo
npedcmassemo, aﬁaﬁopamﬁpna;,ﬁnauxa) 13

opuruuamm gnamm ogma@opa;ropw némnegﬁaimﬂ #a HbA1; c noanne u neuat Ha nexaps u 713 uaw 3aBEPEHA KONKMA _ AKTYANHO C 4aBHOCT AC 1
A

“1HeBHUK 33 CaMo ompnn Ha gpm;vm. aZaepeHh?,;giqsamun EHACKPUHONOr (NpUnoXenne 4) o LR
ngrm,;ﬂ“? t& T, N#:ﬁ f
kR
E. KPMTgPﬁw{{aA 3Aﬁ0H§AHEﬁbHA nEfiEHvIE o (DMKCMPAHA T(OMSWHI-\HMFI MHKPETUHOB MUMETYK C
BA3ANEH VIHCVJ']MHQB KHA.HOI‘ (r—ieoﬁxohnmc‘a Hanuume Ha 3:-y:.‘bﬁnm1‘énﬂn 2,53 .5 xpﬂ‘repuu v eAMH OT KpuTepuia 1 nnu
4): w F 5 # a0 F * @ ’
: . e at T -
1 | Now Mmerabonurex KonTpQ,rf;(ﬁbAjéHag 7“15%) '

HeBBL3MOXHOCT 32 afeKBaTHA™ m&ne:—:caum (ynocfgéepwom xp'benopsaxapeH npochun} Ha Tekywlarta Tepanus
2 | ¢ YHKPETMHOB MVMETUK W/Mnw 6aséneH@WHcynuw K3 !JJ‘HeBHa gbaa noke 20 1U) c/Bes meTdhOpMUH MNK gpyra
nepopan+a aHTvauabeTHa Tepanus, npunaraﬁa*sd nocnenthte-6 meceua >

Nunca Ha Tepanua ¢ 6bp3aopecTBall MHCYNMH UNKM MHCYNUWHOBA CMeC Mpe3 npeAxofHuTe 6 Meceua u
NUNCca Ha MHAMKALUA 33 NPOBEXAAHE HAa MHTEH3UULIMPAHO MHCYNMHOBO fTeYeHne

4 | UHaexc Ha TenecHata maca (MWTM) Hag 30 kg/m 3

5 | Murca #a CTPaHUYHK eheKTU U U3KITIOYBALUN KPUTEPUM NO T. 3°

opuruHania 6naHka or naGopaTopHO wacrnefBaHe ¢ NOANUG U NedaT Ha Nekaps v J13 unu 3asepeHo Konue (g cryval, Yo € enucaHo & enuxkpusa ¢
gasﬁocm do 1 Mecey npedu kardudamemsaHemo Ha ce U3UcKaa MpedcmasaHe Ha fatopamopHa GnanKka)

OpUrMHanHa Gnaxka oT eAWH KpBBHO-3aXapeH NPociT C NOHe TRU UICNEABAHWS HA KPBEHA 3aXap C NOCOMEHN YACOBE Ha WICNEABAHWATA C NOANUC
¥ nevar Ha nekapa u 13 vunu 3asepeHo konve (8 cayvad, Ye ca enucaHu ¢ enukpusa ¢ desrocm 0o T meceu npedu KanOudamemeaaHemo He e
Heobxodumo npedcmassaHemo Ha nabopamopHL BnarKt),

amBynaTopHU rIMCTOBE OT NperneauTe NpY CNeUUanucT Unu envukpuaa oT 361 ¢ AaHHU OT aHaMHE3aTa, COMATUYHUA CTATYC U OTPA3CHO TErna u
UTM vnu apyra MeguumMHCKa BOKYMEHTaUUA , YACCTOBEPABALLM NPOBEXAAHETO HA CLOTBETHATA TEPANWA, KAKTO ¥ BbaHMkHanu HIP

3
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OPUNOXEHWUE 1T

K. KPUTEPUMU 3A NPEMWHABAHE OT ®WKCUPAHA KOMBEMHALMA WHKPETUHOB MWUMETWUK C BA3AIEH
MHCYNUHOB AHANOCT HA MHTEH3N®WULUMPAHO NEYEHWUE C WHCYTMHOBWU AHANO2U {HeoGXxooMmo € HaNWYMETO U Ha
HBara Kpurepms):

Jlow metabonuted KoHTpon (HbA+. Hag 7,5%) v munca Ha npomaHa Ha HbA1c, unu noBuwenne Ha HbA1c nnu
1 | CHMxenne Ha HbA1c ¢ nop 0.5% cnep npoeefero 6 MecedvHOo NedYeHve ¢ NpeaxojHata Tepanua, AokaszaHo oT
nagopatopya.' ... . .

s

2 HEB'bEMgH(QﬁﬁT 3§é§%aﬂaﬂﬂBaHe Ha nocTNpaHAuanHuTe XUneprrimkeMmu ¢ Tekyulara Tepanm

¥ g
o g e ’gx’“k
R v HLW

ks

‘opurvHanH énan;m . 0T- flab0paTopHi nacnegeanma Ha HbA:c ¢ nognuc u nevar ﬁaﬁé”xg”éﬁ W 13 unw 3aBepeHy KonWA - AKTYaNHO ¢ AaBHOCT AC 1
dcaHn a;;cﬁaue 1,07 NPEAXOAHATA AHAOMOBA CXEMa MPE3 NOCNEAHUTE'S mecgua (6 criyqall, ve akmyannomo uscnedaare € enUcaHo 8

enuKkpLU3a ¢ 03*‘1 Me‘;:’eu npedu kandudamemeaHemo U/uny u3acnedsaHah mﬁp;édws -MECEeUA € BMUCAHO 8 enuKkplaa He e HeobxoduMo
npedcmassH ﬁsn Géﬁamépua 6nanKa) e ?ifjjr;fp i

OPUrUHANH ; ? xpwno-saxapen npoun ¢ NOHE TPK W3CNEeABaHUA Ha k%%aua 3axap ¢ NOCOYEHM YacoBe Ha wacneaBaHwATa (0T KouTo
€4HOTO Hacne; “e;aa% m'enuo Ad € 2 vaca Cnejq XpaHeHe) ¢ NOANUEC U neyaT Hﬁnexaﬁmu 113 un 3aBePEHO KONMUE (8 Ccrywall, Ye ¢& enucaHtl 8

enuKkpuIa ¢ 0&3{ .gg am .pleceu npedu kanoudarmcmeanemo He e Heobxodumo np%;acfﬁésmemo Ha naSopamopHu Enarru)
ﬁf& [N

UBKMOUBAIU KPUTEPUM NPU néehEmAHE HA NIEYEHVE C @MKCM;%HA KOMBUHALIMA UHKPETUHOB
MUMETUK ¢ EA3ANE] MHcynuHOBAHAnors% 7

1. ] axapeH guabet Tmn 1 *

2. bojg 1epMuHanto 6ubpeyto sabonabaHe Y iy o _

3. NMuj&noh 18 roauwHa Bb3apact . M‘ y X

4. BpemegHocT ¥ nakTauma NI Bt u

5. Bonku aperadeT TMN 2, KOMTO cegﬁy)lqdaﬁg oT uHTeHau(hVumpaHo uHcynuHoao nevene:

6. Cepmﬁ?l-m c;gﬁamal-iﬂu peakLuv oT nequneToa O Ef e 3 * -

7. CuctémHs H Qnaq M’ ‘Ha neveBHara cxema ria éﬁﬂ% Ha BonHus, “hpexbcaane noseye 6T 3.mécela
g v kY £ o Ty
g~ »@&ﬁ%g%ﬁa v -

. i 4k, %
3abenemka: rgundém it ﬂgmroqe§u{u Kpumepuu ce ydocmosepsea ¢ nodnuc Ha cneuuanucmé & HACMOALLOMO NPUNCKEHUS.
Py g mm’“ K
%x i

s

s
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APUNOXEHWUE 2

1. NEMEBHO-AWAIHOCTUYEH ANFOPUTEM

1. NEKAPCTBEHUW NPOOYKTH, exniodenn B [Mpunoxenve 1 Ha [MC, xonto H3OK 3annawa B choTBETCTBUE C
JeACTBaLLMTE HOPMATUBHY AOKYMEHTH.

2. JO3UPAHE:
Sitagliptin — Dosarta e 100 mg eavH NbT AHEBHO, [lo3zara Ha MeTgopMyH He TpsbBa a ce NPOMEHSA, KoraTo ce npunara cbe
CUTArMUMTUH, J(“S?a?o e'3non3Ba B kKOMBMHALYS CbEC cyncaHunypes, MoXe Aa ce 0BMUCIN NO-HUCKa A03a CyndaHunypes, 3a Aa
ce Haman QUEKKY OThINOrIMKeMAS.
Vildaglipting Koraro genpvmara B KOMBUHALMA G MeTOpMUH, NpenopbYyBaHaTa Ao3a Ha eunaarnunTyd @ 100 my,
npunoxeHa § aré‘ggg@a ﬁbaa;q*r 50 mg cyTpuH 1 eagHa aoza o1 50 mg Beqep@KoraTo e npunara B KOMBUHaLMA Cbe
cyndarunypés cm T qpenopbqsanafa [03a Ha BungarnunTMH e 5 m B.D.H'b)!{ AHEBHO,

Linagliptin =41 5§§mg eaMH NbT fHeBHo. [osaTa Ha metdop HE TpebBa Aa ce NpoOMeHs, kato ce npunara
€0HOBpEMEeHH é nu g:]nm‘nn Korato ce nsnonae M,gomﬁmuauugmbc cyntﬁaawny‘peﬂ MOXE A2 ce obMuchK No-HWUCKa [03a
CynchaHmTy Qs gy&ga £ C& HAMANM PUCKLT OT xunorHitkemus. i i

"

Dapagliflozifi m’,ﬁge ofybunTenHata 1o3a e 10 mg e MbT AHEBHO.
Canaglifiozin~ pﬁ Opj:'-IMTeﬂHaTa no3a e 100 mg eguH NBT AHEBHO. o
Empaglifioz fn w, pé‘nopque HaTa go3a € 10 mg eaunH NbT AHEBHO. o
Exenatide 4 Hegqeﬁue Ba fl@ ce 3anouHe ngz‘ug&eKaeHaTm, npunaraxu Aga MbTu ,qH‘ea%o B NPOALIDKEHUE HA NOHE efiuH
mecell, 3a aa éqp& mﬁ%uocumoc*rra Cnep, Tcaa&no:ia“ra HaeKkaeHaTMa Moxe Aa Ce yeennuu Ha 10 jg ABa MbTH AHEBHO C Lien
No-HaTaTbILHO nogy 10 p 2HE HA MUKEMUYHNS KOH por!f*f o
Liraglutide hefieu 7O TpAbBa Aa 3anoyHe ¢ 06! mg,s npunaral-la Bep,ybm OHEBHO B NMPOABLIKEHUE Ha Hal-Manko eaHa
ceamMuua. _e?rTo a A03aTa ce ysenudasa Ha ngﬂ*éengm AHEeBHO c,Llén No-HaTaTbWHO NofobpABaHe Ha rMUKeMUYHNA
koHTpON. Jug ngﬁ ce npvnara BeQHBLX OHEBHO B npousiaonen yac, He§aswcuiMo OT pexXuma Ha xpaHeHe He ce npenopbyBa
AHeBHaTa Ad: aaewwasa 1,8 mg.
Lixisenatidé ;é\ﬁpunomewem 3anodyea ¢ 10 yg Be,qﬁbx(’“ oHeBHo 3a 1 HRY. Flg,u,qbp»gama fposza: or ES—MR AeH HaTaTbK ce
3anoyea ¢ gy AN HUARLEKawa nosa ot 20 SAlEK aHeBHo, ﬂoag’ra & %0 pg éﬁnH BT gH H3ara Ha MeThOopMUH
MOXe Ja Hei{ge nﬁoméﬁ TO ce npunara é%:ﬁ-fpgpgmeuno C NUKC aéHaTM,ﬁf Korato ce aﬁsnonsaa ,B KOMBMHauusa cbe
cynchanunype Mq% e g MUCnn no-Hucka ao3a éyﬁqaaﬂmnypesa 3a A ge Qe Hémgnm PMCKBT ¢ o*?‘kunornmxenﬁm
Dufaglutide ﬁpenc)pbqu Q;igam nosa e 0,75 mg eAWH NbT CEAMUYHO KaTo w1\:10?10*repe\r:u»m n15 mg" S1VH. TbT CEAMUYHO NpH
AOMBIHUTENHA Tepannfl
Semaglutrdé -=Haqér1 ?‘ra%goéa e 0,25 mg sepHbX cegmuuno. Cheq 4 ceamuum aosata-Tpabea ga ce IOBULLY Ha 0,5 mg BeaHbX
cemuuHo. Griea’ HQHe L cenmmun Npunoxenue Ha fosa 0,5 peAHLX CeAMUYHO, AOJATa MOXe Aa ce nosuuik Ha 1 Mg BEAHLX
CeAMMYHO, S&p,a ce- gg,ndﬁﬁl.{ ,qo u:re‘ I-f%%rnwxemuqumm xoHtpon. 0,25 mg He e nogAbp*awa po3a:“He ce npenopLYBaT
ceiMUYHK nd:m Hggﬁ“mg, . ot %‘% 7,

a¥ ;gﬁsf ] & %{u ﬁ%
HHcynunoeo‘ﬁeqéHye‘* é’ﬂ.ﬁsugbakai‘
BUAA Ha uucyngnia c;xopnc;rr? ga ;}?c :

’isﬁu

wer Mot

@‘Bﬁ’:ﬁékce onpegena oT Nekap cbobpasHo HyXguTe Ha NauMeHTa u ce ¢cbobpasnsa ¢
iﬁagewﬂa BheKTa N NPOALMKUTENHOCTTA Ha ,n,euc;TemeTo

w»ﬁ # Fiee

%
,w__,j m ggﬁ @;%g ﬁ,,‘ém v

3. nPo%QEﬁ K‘H . b *

% %gd;gs by

%brnacuo Kg‘é“mmre XapakrepucTukA Ha nekachBeHm‘e‘ Appayxte:  *

LN sy . é;
Tabnuua 1 vt igf’“ ab e e
INN el e MPEAM3ATIO) OQBAHE . “K{GHTPON - na 6 mecew”
wopx i R kY 'i‘a £

SITAGLIPTIN B ;HbAwio“r naﬁoparopun - + HbA4 oT naBopartopus,
LA b‘bﬁuoaaxapeH np”‘o”dmn : .+ KpbBHO-3axapeH npodun
S el P +"  ASAT u ALAT B cnyvaii Ha
VILDAGLIPTIN He ce npunzf’a' 'rii:ih*<1§ T s HﬁAA%érla%jo-A;:o u, NOBULLIEHW U3XOAHM HUBA,

rogen ¢ =, 1 b,?;;sa o gn :qmn HbA1. OT naBopaTopus,

P R AREH Np KpbBHO-3axapeH npodwmn

LINAGLIPTIN He ce npunara noj 18 HbA+; ot naboparopus, HbA4; ot naGopaTtopus,

roanHU

XpbBHO-3axapeH npodmn

KpLEHO-3axapeH npodun

He ce npunara nop 18
roguHKu

DAPAGLIFLOZIN

HbA; oT naGopartopus,
KpbBHO-3axapeH npocun

HbA1. oT nabopaTopus,
KpLBHO-3aXapeH npodvn

He Ce npunara nog 18

CANAGLIFLOZIN
rOAWHU U Haa 75 roauHu

HbAic o1 naGopartopus,
KpbBHO-3axapeH npocmn

HbA1. oT naboparopws,
KPbBHE-3axapeH npodgmn

He ce npunaranog, 18

EMPAGLIFLOZIN
roguHu U Hag 85 rogunan

HbA; oT nabopaTtopws,
KPbBHO-3axapeH npochun

HbA1. oT nabopatopua,
KPBBHO-3aXapeH npodmn

He ce npunara noa 18

EXENATIDE
roguvHu 1 Haa 75 roguHn

HbA,. ot nabopatopwus,
KpBBHO-3axapeH npodun

HbA. oT nabopartopus,
KPLBHO-3axapeH npodumn

He ce npunara noa 18
roamnHu

LIRAGLUTIDE

HbA1; oT naGopaTopus,
KpBBHO-3axapeH npodvn

HbA1. oT nabopatopua,
KpbBHO-3axapeH npodgmn

3
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He ce npunara nog 18

HbA. oT nabopaTopus,

HbA,. oT naGopartopus,

LIXISENATIDE
roauHN KpBbBHO-3axapeH npodmn KpbBHO-3axapeH npodun
DULAGLUTIDE He ce npunara noa 18 HbA:. oT naGopatopus, HbA+. oT naopartopus,
roAvHu KpbBHO-3axapeH npochun KpbBHO-3axapeH npodun
SEMAGLUTIDE He ce npunara noa 18 HbA4.; ot naGopaTtopua, HbA+; oT nabopaTtopus,

rofnHu

KpbLBHO-3axapeH npodun

KPBBHO-3axapeH npodwri

* [locoyeHUTe MacnenBaHnA ca 3afbnAnTenHu. MNpepcTasaT ce Ha opuriHanda nabopaTtopra Gnadka unu 3asepeHo konue. B cnyvaii, vye ca
BRNWCEHW B €NNKPU3a C 48BHCOCT 40 1 Mecel AD AATATA HA KaKAMAATCTBAHE, He e HeoBXoauMOo npeacTaeaHeTo Ha nabopatophu BnaHkm.
** CbrnacHo uxcgopmauma 3a npoaykTa 26/03/2010 Galvus-H-C-771-11-07 (o6HoBeHa Ha 27 anpun 2010 r.) — npu cToitHocTH Ha ASAT n ALAT

4“‘?3

';‘i*

Harg pedhepeHTHa rpaHua fieveHue G BUNAArTIMNTUH He CE 3ano¥Ba MMM Ce CNIKPa aKo B XO4a Ha JIEYEHUETO ce
”h“ﬁaﬁopﬁropﬂu NPOMEeHN.

it
| et 3
Tabnuua 2 £ .. N e
G - %"? é wBAE R
INN SE gl:‘;;miﬁ% NPEAM 3AMOY| A‘!-i‘E » KOHTPON - na 6 meceua*
INSULIN HUﬁ *y fﬁ' - : 1;5%% 3¢ E'bBHO—SaanEH npodmn %**as%(pbeﬂo-saxapeH npocun
A /DO 1U/ml - 3a geua n :
% 7 BL3IPACTHM 3a b

INSULIN LIQP

ObpacacencTBalY; He Ce
npunara npu nmua nog 12

I-JbAm qr na6opa;5§m
KpbBHO" 3axapeH pozpnl;;

HbA+ oT nabopatopus,
KpbBHO-Sa{(aDEH npodchun

INSULIN A

)

SPARTL.
"‘ém

~1;;,;;3’0,5;6w:,Tesau.l, He ce
. ﬁpynqra npuv nuua o 10

KpbBHO-3axapeH npod)un

f FOAVHU 33 MUKCTYPA
' MZOOIU!I - He ce npunara ., . gi . “W&;ﬁ
e !;a nea 18 roauHu g R e
g@ % ghﬁ;‘ﬁe cei %pmnara npyu nuua g . }%‘i Y
i- oF fno,q‘l rogvHa — 3a HbA«; or naﬁopa'ropum HbA. b nabopaTopus,

KPBLEBHO-33XapeH npodun

g «3{9;
: kS

INSULIN

e sﬁé cgihpjnna

r@gm—fﬁ - %afmw KcTypa

S 31% }'s’ e

EaE o,
?%x g g

e

I % ' .inp%; nuﬂuﬁ HbA oT nabopatopus, HbA,. oT natopatopus,
GLULISINE L o) 6o ‘MHM e KpBBHO-3aXapeH Npodun KpPbBHO-3axapeH mpocnn
) ‘% ‘“i“ x«éi y*g,;gymw g’%g £l ~ E:m
%fz_ 100 flU{ml - He ée npun%ra ) . # >,
INSULIN %K " ngwnmuan hog 2§ro,qw-m " HbA:; ot naGopaTopyn';l“ .HbA, ot naboparopus,
GLARGINE . %

»x;.‘iooiluf"&lg 1—|gﬂc>e>E ’i‘ipuﬁara
*npwﬂ iLia o6 rq.qm_ﬂw

8

[ 1 yg h-:&

KpbBHO-3axapeH npodun
o T

v

~ KPBBHO-3axapeH Npochur

&

EXY

ié

INSULIN DETEMIR Heé%xéa%i)mnafa‘”h' ¥ nvig i s L ‘HbA:.—.«OT haﬁopéTgﬁm, . “ HbAs, oT naGopatopus,
Ho,q@arogﬁuaﬁ %“ 5 3'ﬂgglataH(),-aaxa;geu npocpvin ;b KpLBHO-3axapeH npodun

INSULIN He ce npunaﬁ'azgpu nuua ‘ M HbAzé ot naﬁqpampm HbAu; oT naGoparopus,

DEGLUDEC noA 1 ropuHar ;" N i ;f*“i{so;bsﬂp-séxapeh npodmn KPBLBHO-3axapeH npogun

INSULIN -

DEGLUDEC HE Ce Npunara npu niua HbA:. oT nabopatopus, HbA. oT nabopaTtopus,

LIRAGLUTIDE nog 18 roguHun KpbEHO-3axapeH npodun KpbEHO-3axapeH npodun

INSULIN

GLARGINE He Ce npunara npu nuua HbA1c oT nabopaTopus, HbA. . oT naBopatopus,

LIXISEN ATiDE noa 18 rogukv KpbBHO-3axapeH npodimnn KpbBHO-3axapeH npogun

* MocoyeHnTe MacNeNBaKMA Ca 3AABLITKMTENHO ¢ AAaBHOCT A0 1 Mecel. MpeacTaBAT ce Ha opurHanHa nabopaTopHa BnaHka unu aasepeHo
konue. B cnyuail, ye ca BNMCaHW B €NUKPU3A C BABHOCT 40 1 Mecel Npeau KaHAUAATCTBAHE, He e HeoBX0AUMO NpejcTaBsHeTo Ha nabopaTopru

BnaHkn.

3
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. O U3NCKBAHUA

1. Bbapacrosara rpaHMLa ce U3YUCNABA B HABbPLIEHW TOAVHM - T.€. BKIIOYUTENHO KbM AaTaTta Ha u3gaeaHe Ha npoTokona oT
creumanmManpaHara KoMUCHs,

2. Mpy HazHauaBaHe Ha Tepanus NO NPOTOKON 3aAbMKUTENHO ce cbobpa3ssaT BLE3PACTOBUTE OrpaHUYEHNs, CbrNacHo KpaTkaTa
XapaxTepMcTHKa Ha CHOTBETHUA NEeXapCcTBeH NPOAYKT, YTBbpAeHa no peda Ha 3JIMXM.

3. H30K He 3annawa neyeHne U3BbH YKasaHaTa Bb3PacTOBa rPaHnLEA B KPATKaTa XapakTepueTuka Ha NpoaykTa.

4. H30K He 3annawja nedeHune ¢ 403 Ha4 MakCUMAanHO PA3pelleHnTe No KPaTka XapakTepucTuka Ha npoayKTa.

5. B cnyvail Ha HacTbNUNa NOAG3WPAHA HEXenaHa NekapcTBeHa peakuus, Nekapat yeefomsaea WAJI no pefa Ha un. 184 ot
3NnxXmM. Konu OLCb05m9HMGTO ce npunara KeMm MeguuuHcKaTa aokyMeHTauna Ha 30J1 npu kaHAuAATCTBaHE 3a NeYeHue.

6. NP CNEL MCtl‘A cbrn. un, 218 B, 1. 1 or HAUMOHANEH PAMKOB OOTOBOP Ne PO-HC-01-4 ot 23 aekemspu 2019 r.
3a MeaULMHE) e [DBiikocTy mexay HaumoHanHaTa 3npaBHOOCUIYpUTENHA Kaca n Bbnrapckus nekapcku cbioa 3a 2020 — 2022 r.
(0Bu., OB, 6p. o 24 1;2020 r.), Ha 30J1, Ha KoWTo ca W3AaBaHN NPOTOKONK MO PEAAa Ha HACTORALMTE UUCKBAHMA, CrleaBa Aa ce
npunarart e

wanapeHuTel| J'IW%K%HMFI O eMUKPU3W, KOTMA OT pewenus no Allp 38 _KOWTO Ca OCHOBaHWe 33 3NABaKe Ha NpoToKon,
BCUYKKM 13U 'eéigw emfscne,qeaHMﬂ KomWe OT NpunoxeHue 1 Ha Hac smuif“e ‘MIMCKBAHWA NOMbLAHEHO NO CLOTBETHaTA
TOUKa, NOANMMCAKO GF GNELMANNCTE, N3AAT NPOTOKQDA s ",
7. CNEUN MQMR&;HATA%OMMCMH uagaBa PelweHune cneq nposBeae E‘AMGyna;ropHa npoueaypa Ne 38 OnpeaensHe Ha
nnad Ha n qe%iﬁe Wunpocreassane Ha TepanesTUUHMS OTFOBOP NpW N éHTvg, fonyyasaly CKLIOCTPYBAILM NEKapCTBEHN
e g*ﬁa qﬁ 78, 1.2 330 Ha ocHoBaHMe Yn.53, an.1, .3 n un.3( Q*DT%HAHMOHAJ'IEH PAMKOB JOMoBOP Ne PA-HC-
m *2019 p'3a mepMUMHCKNUTE AeikocTn mexay Hau ofianHara S,Qp%%HOOCVIrprTenHa kaca U bbnrapckus
20 —2022 r. (06H., OB, 6[7"7@?%244 :2020.1.) M npegocTaBeHa oT 3911 MeOMLMHCKA OOKYMEHTaUUs.
CUA CLXpaHsBea e,qwie:gaémnnnp oT Peweruerto. Mpu h3nasaqe Ha npotokon Ha 30J1, cbxpaHaBa
OTOKON@, BCUMKM HEOGXOAUMN, ADKYMEHTH 33 N3AABAHETO w 1 konue oT npunoxeHue 1 Ha HacToAWuUTe
1 gggbn £HO NO CbOTBETHATA TOMKA agig,qq’ncaugo OT YNeHOBaTE qucl'ieuuanwanpanam KOMUCHS.

il-i 65 ommu JOKYMeHTH KaTo: amBynartopHuTte nucrﬁf’ or ﬁas%pmeume npernean, BTOPUAT eK3eMnnap oT

H30K zannama cneqy prre xomﬁunau?‘ T‘ﬁénuxalﬁeum ‘%

. npy; é. dpen puaber uﬁ 2;«

%

* e o w - ; 3

. Mucy%}m (qQBQHIéﬁ" CYMUHK U uucyn%lfqgau aHanosu) B K%Hﬁﬂaugﬂ c Me'rcpébimﬂ-x.,umﬁu cyndaHunypeeH
nelcépc?’é‘eu npo.ny O TPH NeKapPCTBEHH nponylﬂa 3a 3abon égue),,

e Jlev euuef c,fiq“@emku MHCYTIMHM, Chep M3gageHu nse Tpumeceuﬂu peuerrrypuu ‘Bnakikn, ¢e NpooLMKaBa Ha
6a3¥ 1a fH at;ymal.\nma C eHAO0KPHHOSOT (M34aaeH aMGynaTopeH .nucT) ¢

« Ba néﬂﬁqoﬁewm anynuH B koMGuHauua ¢ DPP-4 unxubutop, SGLT2 .ukkubuTop, HHerTMHOB MHWMETHK W
met opuuuﬁbyﬁ@égum Vg;ﬁmi@h@ PCTBEHU NPOAYKTH

e [Ho frpn neuapcme!,-wi HDEJ]%(T@ ofcnenHuTe rpynu — meThopMUH, cynthaHUNypeRtu NeKapeTEEHN NPOAYKTY,
ancba-m&oxohlg 3K UHX Bﬁgﬁp& lﬁgér MTUHKAM M THA3OMUAMHANOHK

+ DPP KH‘Xuﬁlﬂﬁ)p ﬁ'rgrn%mé%ﬂh AENMNTUH W NWHATAMATHR) C MeThopMUH

e DPP uuxyﬁuﬁi %ﬁﬁ‘rhmuﬁ’j’u g.u}ﬁﬁ%‘rhhnmu ¥ NAKarMUNTHH) GhG cyncbaﬂunypeeu NeKapcTEeH NPORYKT

e DPP qun m-g (cu‘rgrnun'f’gga; éynga@un‘mu U NUHArMUNTUH) ¢ Merq)o%!mﬁ ] cynd)anunypeen TleKapcTBeH
npopyKt(6asané ﬁ‘c}‘feﬁgwx HCYIAR, s -

» HHKpETﬁHQB-%g Wu‘yé&ﬁ@ {E euarm;gﬂupamy‘runlﬂmKcuseuamnmynéfnymnlCeagarnymp) B KoMGuHAuMa ¢
Me'rq:oopnf‘mg " cyncpauiﬁngpeerﬁnexapcfaeﬁ npOﬂyKTIGasaneH yopeluki MHCYNHH *

+ SGLT2 uHﬁﬂﬁﬁTOMﬁéﬁﬂﬁgdﬁgﬁﬁ“@xquarnnq)nosuu emnammﬁnoinﬁ) c Me*rcﬁopmum

[ ]

SGLT2 Mquﬁﬁ;rop éﬂgﬂ arnm*momu, ’“i‘(aﬂarnucbnozuﬂ wr;amnarrm(bno:wm)M.:l:*:: .GyndaHunypeer nexapcrseH

H’

npoayKT % e p 2 a8 m

+ SGLT2 uquﬁm‘&ﬁﬂ{a}fﬁ?ﬁnﬁbnoﬁnn, Kan a?nmdn;td‘aﬁw emnamuq;noauuhg Mer)OpMHH W cyndaHunypeeH
nekapcTBeH npogy Igasar;eu uosg;gxmmcynun _ EA s

* @ukcupaHa KoMBUHaLid# QPP-‘& unxuﬁufop &, iaefa)opmnﬂ B ﬁomﬁnzﬁéuuﬂ ¢ MeThopMHUH M cyndaHunypeeH
nexkapcTeeH nponylchﬁasaneﬁgﬁgqemxughﬂcynglH o

¢ ducupaHa KOMBHMHaLMA SGLT23Hu;<u5uTop ¢ Mef,d)opmuy B komBuHauma ¢ meTopMuH M cyndaHunypeeH
NeKapeTBeH MpoaYKT/Ga3aneH YOBELWKMU NHCYNMH & =

+ O®ukcupana komburnauma SGLT2 unxudutop ¢ DPP-4 yHxnBMTOP B KOMBMHALMA ¢ MeTOPMUH U cyndaHnunypeeH
nekapeTseH npoaykT/GazaneH YOBELWKKM UHCYTINH

+« Ouxkcupana kombuHauua Insulin degludec, Liraglutide B komBGunauwsa ¢ MetchopmMuH unu cyndaHunypeeH
neKapcTBEH NPOAYKT

+ OukcupaHa xombuHauusa Insulin glargine, Lixisenatide B komOuHauma ¢ metdopmun unn cyndauunypeer
NEeKapCcTBeH NPOOYKT

Hacmosujume usucksanua ca paspabomeHu Ha ocHosaHue ufi. 58 om HauyuoHanen pamkoe 002080p 38 meduuuHckume
Oelivocmu mexdy Hayuonannama 30pasHoocugypumenda Kaca u bbi2apcku nexapexku cuioz 3a 2020 — 2022 r, (obw., 1B, 6p.7 oT
24.1.2020 r.), enusam e cuma om 1 anpun 2021z, Ha ocHosaHue peuleHue Ne PH-HC-04-37/19.03.2021z2. u ommexam
Oelicrmeatlyume u3ucKeaHus, 8 cuia om 01.02.20202. Ha ocHosaHue peweHue Ne PL-HC-04-8/20.01.2020z.
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NPUNOXKEHWE 3

NEKNAPALUWA 3A NHOOPMWUPAHO CLIMACUE C UBUCKBAHUATA 3A SANOYBAHE! NMPOOBINXABAHE HA
NEYEHWETO C NEKAPCTBEHUA NPOOYKT

g
ﬁ@neqeﬂne'ro C NEKapCTBEHUA
13 ﬁg &heft kaTo NOMY4UX U3HEPNATENHU OTIOBOPK HA

P L

NPOAYKT......E

NI0GTABEHUT o%ﬂ” :§B ngocn neknapupam ve:
Xsi gﬁ*%lﬂegcnasaam NPEnopbyYaHaTa MA CXEMa Ha NeseHne 1 neguésququdr Ha KOHTPOMHUTE Nperneau.

F
St
2 gig%ggyo I1{©, G RBSIBAM Ha KOHTPORHM NPETTIEAN U HAMA AFNDOMEHAM CAMOBOITHO UM MOA IPYTO BHYLLEHWE
g L
g ig*na%ﬂ Ta M1 Tepanvs. o %

EYCTAHOBABAHE Ha neve 1;0 ngiﬁpuqﬁw HenponaTuqaujwﬁT pelwieHneTo Ha KomucuaTa 3a
}ex {I)pmsu 8 P30K nunn Komw@i‘ﬁ&no yn: 78 T2 0T 330 gme yaeﬂOMﬂ He3abaBHC NudHWA cu nekap u P30K

F;; flie BbpHa 8 P3OK nocneaHus npoTokon; 'NO'KOMTO CbM onyqa%agia neKkapcTBEHUA NPOAYKT.
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Heobxodumo e da ce omberisiaea ecsxa Npomana e 003ama u/ unt euda Ha UHCYRUHAE.

B kosioHa ,3abenexka” ce enuceam ecuqky CLCMOARUS, KOUMO Mozam 0a NOBNUAAM Ha pesynmamume om mecmoseme (3abonseanUs, NPOMeHL
g Juemama, Cmpecosy cumyaytu, HeobuqallHe hamosapseare u 3p.)

Hanacam ce danHume om nposedeHume UMED8aHUS Ha KDBEHAaMma 3axap, Kamo ca 3a0biikKUmennly noHe decemm uaMepaaHUst Ha KpbaHama
3axap npe3 nocredHuR mecey npedu kaHdudamemeaHemo,

AHeBHUKDBT 33 CaMOKOHTPORN € 3aBepeH OT:
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@ N3UCKBAHWA HA H30K NPU M3DABAHE HA NMPOTOKONW 3A NEYEHWE HA 3AXAPEH AWABET TUN 2 B U3BBHEOTNHUUYHATA NOMOLY -
B cuna ot 1 anpun 2021 rogvHa



