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[image: image2.jpg]MpOTOKONBT Ce W3jasa OT CMeuManucT C KoA Ha cneuuanHocT 05 (eHAokpuHonorus u Gornectu Ha obmsHata),
ckniounn porosop ¢ H30K unu oT cneuuanusupaHa KomMucus B neveGHu 3asepeHus, ckniouunu porosop ¢ H3OK.
CrneunanuaupaHuTe KOMMCHUM Ce Cb3aasat CbC 3anoBea Ha aupekTopa Ha nevebHoTo saseseHue (113) — knuHukalotaenenune

no eHAOKPUHONOrus.

U3UCKBAHUA HA H30K
NPU U3OABAHE HA MPOTOKOINW 3A JIEYEHUE HA
3AXAPEH OWABET TUM 2

|. PEQ 3A 3ABEPSIBAHE HA NMPOTOKOJIUTE - UHKPETUH BA3UPAHA TEPANUA

MpoTokonu 3a 3ano4BaHe U NpoAbLINKaBaHe Ha TepanuaTa

cneynanucT, cknioymnn
norosop ¢ H30K

wnu

» AM6ynaTopeH nucT/ eTanHa enuKpu3a oT Nocneaxus npernea/ unu
enukpuaa ot BJ13 ¢ NpUnoXeHn BCUKM HEOBX0AUMM nokasaTenu v
nacnefBaHus no Npunoxexue 2

= MonbnHeHo W noanucaHo npunoxeuue 1 (1A wnu 1B) — nuet 3a
onpepensiHe Ha KpUTEPUUTE C BCUUKM HEOOXOAUMM n3cneaBaHns

= ‘MpoTokon 3a npeanuCBaHE Ha nekapcTea, 3annawaHu or
H30K/P30K” - 06p. M3-H30K

cneyuanusvpaHa
KoMucus

@ W3UCKBAHUSA HA H30K MPU U3JABAHE HA NMPOTOKOJMN 3A NIEYEHWUE HA 3AXAPEH AVABET TWUN 2 B U3BBbHBONHUYHATA NOMOLL

» EKC"EPYNO CTaHoBMLWE C ICHA MEANLMHCKA MOTUBaUnA (aanbnxmenno
ce oTGens3sa nunca Ha U3kNiYBaLy kputepun)

* Enukpusa ot BN13 ¢ npunoxenn BCuukn Heobxoaumm nokasarenu u
u3cneasaHus no Npunoxexue 2

» MonbnHeHo u nognucardo npunoxexue 1 (1A unm 16) — nucr 3a
onpeAensHe Ha KpUTepuUTE C BCUYKN HeOGXOAVIMVI nicnepsaHus

= “MpoTokon 3a npeanucsaHe Ha nekapcTea, sannawasu ot H30OK/P30K”
— 06p. M3 —~H3OK (noanucaH oOT YneHoBeTe Ha KoMUcUsTa)




[image: image3.jpg]II. PE[] 3A 3ABEPSIBAHE HA NPOTOKOJNUTE — NNEYEHUE C KOHBEHLIMOHATIHU U AHANIOrOBU UHCYITUHA

MPOTOKONM 332 KOHBEHLMOHANHA MHCYNUHOBA Tepanusi 1 NPOTOKOIY 33 NPOALINKAaBaHe Ha TepanuaTa c aHanorosn
MHCynuHK Ao oba aosa 80 IU

cneynanucT, CKioYmn =‘[poToKON 3a NPeAnUCBaHe Ha nekapcTea,
poroeop ¢ H30K > 3annawanm ot H30K/P30OK” — 06p. M3-H30K

MpoToKkonM 3a NoBMILABaHe Ha 06LaTa A03a (Ha KOHBEHLMOHANHU U aHANOroBM MHCYNMHM) Haa 80 1U

=CTaHOBMIIE OT EHAOKPUHOMOra C fiCHa MeAuuMHCKa
MOTMBauusi 3a HeobxoaumocTTa OT yBenuyasaHe Ha

posara
cneuManucT, CKoYun sAM6ynaTopeH nucT/eTanHa enukpusa C BCUYKU
noroeop ¢ H30K —> | Heobxoaumu un3cneaBaHus cbobpa3Ho Tabn. 1
(npunoxenue 2)

=‘lpotokon 3a npeanucBaHe Ha  nekapcTea,
3annawanu ot H30K/P30K” — 06p. M3-H30K

[MpoTokonu 3a 3anoy4BaHe Ha Tepanusi C aHanoroBu UHCYIIMHU Npu:
" npeMuHaBaHe OT KOHBEHLUMOHANHW UHCYNTMHA KbM aHanorosu UHCYMHU
., CMsiHA Ha e[lJuH OT NpunaraHuTe KOHBEHUMOHANHN MHCYNMHW C aHanoros npu 3anassaHe Ha Apyrva npunarad
KOHBEHUWOHanNneH WHCYNuH

cneunanucT, cknyun =*AMGynaTopeH nucr/etanHa enukpusa unu enukpuaa
porosop ¢ H30K — | ot BN3 ¢ BCUYKM HEOBXOAUMMU U3CneaBaHNA Cbobpa3Ho
Tabn. 1 (npunoxexue 2)

=[lonbHEHo 1 noanucaHo npunoxexue 1B

=‘TlpoToKon 3a NpeAnucBaHe Ha nekapcTsa, 3annawjaHn
ot H30K/P30OK" — 06p. M3-H30K

wnun

=EKCnepTHO CTaHOBULUE C iCHA MeAWULIMHCKa MOoTUBaLmA
3a HeobXOAWMOCTTAa OT 3anoyBaHe Ha Tepanus C
aHanoroBn UHCYNNHN

— | =Enukpuaa ot BJ13 ¢ Bcuuku HEOBXOANMM U3CneaBaHns
cbobpa3sHo Tabn.1 (npunoxenue 2)

=[TonbAHEHO 1 noanucaHo npunoxexue 1B

=‘[poToKON 3a NpeAnucBaHe Ha nekapcrea, sannawaqu
or H3OK/P30K" - o6p. M3-H3OK (noanucaH ot
uneHoBeTe Ha KomucusaTa)

cneuuanusmpaHa komucus

@ WN3UCKBAHUA HA H30K NPU U3OABAHE HA NPOTOKONW 3A NEYEHUE HA 3AXAPEH AMABET TWMN 2 B U3BBHBONHUYHATA NOMOLY




[image: image4.jpg]MpoToKonM 3a 3anNo4BaHe Ha Tepanusi C aHaNoroByU UHCYNUHKU NPM:
*  CMSIHa Ha eV C /ipyr aHarnoros UHCYNuH
= CMSsiHa Ha eAVH BWA aHanoroBa Cxema Ha Apyr BijJ aHaroropa cxema

=AM6ynatopeH nucrt/eTanHa  enuKkpusa UM
—» | enukpusa ot BJ13 ¢ Bcuuku Heobxoaumu nscneasanns
cbobpasHo Tabn. 1 (npunoxexue 2)

=[lonbnHeHo 1 noanucaHo npunoxexuve 1B
=‘llpotokon 3a npeanucBaHe Ha  nekapcTea,
3annauwanu ot H30K/P30OK” — 06p. M3-H30K

CcneunanucT, KoY 40rosop
¢ H30K

wnn

=EKCNepTHO CTaHoBUWE C fACHA  MeauunHCKa
MOTUBaLUMSi 3a HeobxoAuMOCTTa OT 3anouBaHe Ha
Tepanusi C aHanoroBn UHCYNUHN

=Enukpusa ot BJ13 ¢ Bcuukn Heobxoaumm
n3cneasanns cbobpasHo Tabn.1 (npunoxexue 2)
=[lonbnHeHo N NoanNucaHo npunoxexue 1A
=‘[lpotokon 3a npeanucBaHe Ha  nekapcTea,
3annawannm ot H3OK/P30K" — obp. M3-H30K
(nognucaH OT YNeHoBeTe Ha KOMUCUATA)

cneuvanuaupaHa KoMucus >

1Il. OBLUM MONOXEHUA
1. 33011 nopaea noaroTBeHuTe AokymeHTU B P30K, Ha TepuTOopUsTa Ha KOATO e Hanpasuno usbop Ha OMJ1. [lokymeHTUTe
BKNYBaT:
1.1 3asBnexue Ao [lupektopa Ha P3OK.
1.2 MMonbNHEHO U NOAMWUCAHO NPUMNoXeHue 1 — CLOTBETHO Ha NleYeHMeTo, 3a KoeTo ce kaHauaatcTea. [lonbnea ce no
CcbOTBETHATa TOYKA W Ce npunara oTpaseHata B UM(POB MHAEKC MeaANLIMHCKA AOKYMEHTaLMS, yAOCTOBEPSiBALLA BCEKU E€AUH
OT KpUTEPUUTE.
1.3 MbnHusT Habop uacneasBaHus (HU3NKanNHW, MHCTPyMEHTanHU u nabopaTopHu), OTPaseH B NPUoXeHne 2 ¢ AaBHOCT A0
eavH mecel,..
1.4 “MNpoTokon 3a npeanucBaHe Ha nekapcTtea, 3annawanym ot H3O0K/P30OK" — obp. MB3-H3OK, naganeH ot nekaps
cneuvanucr. MNpn HeobxoauMocT oT ekcnepTtusa ot Komucusita no un. 78, 1.2 ot 330, P3OK usnpawa 8 H30OK konue Ha
npoTokona. MpoTOKONbT 3aAbINKUTENHO CE MOANMCBA OT BCUYKN YNIEHOBE Ha KOMUCKATA B CrlyyauTe NocoyeHn B T. |
1.5 Mpu nNpemMuHaBaHe Ha fieYeHMe C aHANoroBU MHCYNWHW Ce M3UCKBA KOMWe OT npeaxoxaalm npoTtokonu/ unu
peuenTypHa KHWXKa, OT KOUTO € BUAHO NPOBEAEHO NeYeHNe C KOHBEHUMOHAIHWN UHCYNWHK NoHe 3a nocneaHuTte 6 meceua
npeav npeanaraHara cMsiHa. MpoTokonuTe cnejsa Aa CbAbPXKAT OTPA3EHU NINMBLIHEHUS Ha peuenTy.
1.6 [leknapauus 3a MHOPMUPAHO cbriacue Mo obpasel| (npunoxexue 3)
1.7 Npunoxexue 4 - nonbnHeHo ot 330J1 1 3aBepeHo C NOANUC 1 NeyaT Ha eHAoKpuHonora
2. P3OK npuema nokymeHTuTe no T. 1 cnes cnpaBka OTHOCHO 3ApaBHOOCUrypUTenHus cratyc Ha 330J1.
3. [lo nonyyaBaHe Ha pelweHnue ot komucuaTa B LIY Ha H30K 330J1 npoabnkasa neyeHue ¢ nekapcTeeH/m npoaykt/u, ¢
KOWTO e NpoBeXaarn fevyeHMeTo A0 MOMEHTa Ha noaaBaHe Ha mon6ara u aokymeHTute B P30K.
4. ONUCaHUAT NbIIEH KOMNMEeKT AOKYMEHTU Ce M3UCKBA B Criy4yauTe, Npyu KOUTO € ykazaHa HeobxoaumocT ot peweHue Ha
Komucus 3a ekcneptuau B P30K unu Komucusta no un. 78, 1. 2 ot 330 B LIY Ha H3OK. MNpu 3asepka B P30K ce npeactass
npoTOoKONa u Konue ot aMGynaTopva JIUCT OT NocneaHus npernean npyv cneyuanucr.

{ &t
@ WN3UCKBAHWUA HA H30K NPU U3JABAHE HA NPOTOKO/N 3A NEYEHWE HA 3AXAPEH AVABET TUMN 2 B U3BBHBONIHUYHATA NOMOLLY
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TIUCT 3A ONPENENSHE HA KPUTEPUUTE 3A NMPOBEXAAHE HA UHKPETUH BA3UPAHA TEPAMUA NPU BONHU
CbC 3AXAPEH OUABET TUN 2

[we: T T 2 0 R P G

3abenexka: MeduLuUHCKama 0OKyMeHmayus, yoocmosepsiéalya 8CeKU 0m Kpumepuume e nocoyeHa ¢ yugpa 6 UHOeKC u 3a0bXuUMeHo
npudpyxaea HaCMOSAWOMO NPUNOXeHUe.

Mpu 3axapeH auaber TUN 2 B HayanHuTe hasu Hain-4ecTo ce npunara feyeHne C Nepopantn NekapcTBeHn NpoaykTH, Ho b
kaTto 3a6onsiBaHeTo e NPOrpecupalLo, Ha onpeseneH eran ce CTura 4o OTNaaaHe Ha UHCYNMHOBAaTa CeKpeunst  HeobxoAMMOoCT oT
3anouBaHe Ha MHCYNWHOBO neuveHue. 3Hauuma Bb3MOXHOCT 3a NoaobpeHWe Ha rMWKEMUYHWA KOHTPON U OTCpOuBaHe Ha
MHCYNMHOBOTO NeYeHne e WHKpeTuH GasupaHaTa Tepanusi, KOATO € AonbrBawa Tepanusi C Uen NnocTuraHe Ha onTUManeH
FIIMKeMUYEH KOHTPOS.

Moa komGMHMpaHa aHTUAMabeTHa nepoparnHa Tepanus ce pa3bvpa koMBMHaLUNs MeXay MeT(hOPMUH 1 CyndaHunypeeH NpoayKT.

A. KPUTEPUN 3A 3AMOYBAHE HA JIEYEHUE C DPP- 4 UHXUBUTOP (cutarmunTuH, BUNAArNUNTUH,
caKcarnUNTUH, NIMHArMUNTMH) Npu GonHM CcbC 3axapeH Auabet Tun 2 B cnyyau Ha MOHOTEPAMNUA C MET®OPMUH
(He06X0AMMO € Hanuuue Ha BCUYKU KpUTepum):

1 | Now meta6onuteH koHTpon (HbA:c Haa 6,5% ot nabopatopus, ceptucuumpana no BHCBOK) :

HeBBb3MOXHOCT 3a afeKBaTHa KOMNEHCcaLUmusl BbNPeku MakCUManHo ToNepupannTe 031 Ha Tekyljata Tepanus
2 | npunaraka 3a nocriefHuTe 3 MeCeLia C NOBULLEH PYICK OT XAMOMKEMYR Wi HENOHOCUMOCT WA MPOTUBONOKA3AHYS
3a BKIIOYBaHE Ha CyndaHnunypeeH npoaykT =

3 | Nunca Ha uaknioyBawm kputepun no 1. [

T opuruHanHa 6nanka oT NaGopaTopHO U3CNEABAHE C NOANUC U NeYaT Ha nekaps v /13 unu 3asepeHo Konue (6 criyyall, Ye e 6nucaHo 6 enukpusa
¢ dasHocm 0o 1 mec. npedu kaHAudamcmeaHemo He ce u3uckea npedcmassiHe Ha nabopamopHa 6nakka)
opuruHanHa GnaHka oT eAuH KpbBHO-3axapeH NPoun C NOHe TPU N3MEPEHN KPLBHM 3axXapi C NOCOYEHN YACOBE Ha U3CNEABAHUNTA C NOANKUC 1
neuat Ha nekaps W J13 unu 3aBepeHo Konue (e cryval, 4ye ca enucaHu e enukpusa ¢ daeHocm 0o 1 mec. npedu KaHdudamcmeaHemo He e
Heobxodumo npedcmassHemo Ha nabopamopHu 6naHKu), KONMe OT peuenTypHa KHWXKKAa WM Apyra MeAMUMHCKA AOKyMeHTauus
[AOCTOBEPABALLA NPOBEXAAHETO HA CbOTBETHATA TEpanus, aMbynaTopHu NUCTOBe OT NperneauTe, yA0CToBEPABALLN BbaHukHanu HIP
ambynaTopeH NUCT/ eTanHa enukpu3a oT npernea npyu cneuuanuct/ enukpusa ot B3 ¢ AaHHKM OT aHamHesaTa, COMaTUYHWUSA CTATYC U OTPaseHo
Terno u UTM

5. KPUTEPUU 3A 3AMNOYBAHE HA JEYEHWE C DPP- 4 WHXUBUTOP (cutarnunTuH, BUNQarnvnTuH,
cakcarnunTWH, IMHarNUNTMH) npu GonHM cbc 3axapeH pAuaber TMn 2 B cnyyau Ha MOHOTEPAMNUA CBC
CYN®AHWITYPEEH MPOAYKT (He06X0AMMO e Hanuuue Ha BCUYKU KpUTepum):

1 | Now metabonure koHTpon (HbA1. Hag 6,5% ot nabopatopusi, ceptudmumpana no BHCBOK) ‘

HeBb3MOXHOCT 3a ajleKBaTHa KOMMEHCauus BbLNpeku MakCcUManHo TonepupaHuTe A03W Ha Tekyuwiata tepanusi

2
npunaraHa 3a nocneaxuTte 3 MeceLa ¢ HeNOHOCMMOCT WK NPOTUBOMNOKA3aHNA 3a BKIIOYBaHE Ha MeT(OpMUH g

3 | Jlunca Ha uaknoYBawWm KpuTepumn no 1. [

T opurunanta 6nanka ot 1abopaTopHO U3CMeABaHe C NOANUC U NeYaT Ha nekaps i 113 unu 3aBepeHo Konue (8 cryyal, Ye e 6M1ucaHo 6 enukpu3a

¢ dasHocm do 1 mec. npedu kaHOudamecmeaHemo He ce usuckea npedcmassHe Ha nabopamopHa bnarka)

2 opuruHanHa Gnanka oT efUH KpLBHO-3aXapeH NPOWA C NOHE TPU M3MEPEHU KPBBHU 3aXapu C NOCOHEHM YaCOBe Ha M3CNIEABAHUSATA C NOANUC M

neuat Ha nekaps W J13 unn 3aBepeHo konue (e cayvail, vye ca enucaHu e enukpusa ¢ daeHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e

Heobxodumo rnpedcmassiHemo Ha nabopamopHu 6naHku), Konue OT peuenTypHa KHWKKa WU Apyra MeAuUMHCKAa AOKyMeHTauus
AOCTOBEpPSBALLA NPOBEXAAHETO HA CbOTBETHATA Tepanus, amBynaTopHu NUCTOBE OT NperneaunTe, yA0CTOBEpABaLYN Bb3HUKHann HIP
ambynaTtopeH NUCT/ eTanHa envkpuaa oT npernes nNpu cneunanuct/ envkpuaa ot BJ13 ¢ AaHHM OT aHamHe3aTa, COMaTUYHWA CTaTyC U OTPA3EHO

Terno n UTM

B. KPUTEPUM 3A 3ANOYBAHE HA JIEYEHUE C DPP- 4 UHXUBUTOP (cuTarnunTuH, NUHArMUNTUH) npu 60nHu
cbe 3axapeH guabet Tun 2 B cnyyam Ha KOMBUHUPAHA TEPANUA CbC CYN®AHUNYPEEH NPOAYKT U MET®OPMUH
(He06X0AUMO € HanMume Ha BCUYKU KpUTepum):

1 | Now meTa6onurten koHTpon (HbA1c Hap 7,5% ot nabopatopus, ceptuchuumpana no BHCBOK) 3
2 HeBBb3MOXHOCT 32 agekBaTHa l(ommam:aum\2 BBMPEKN MaKCUMarHO TonepupaHnTe 403u Ha TekyllaTta kKoMbuHupaHa
Tepanusa npunarasa 3a nocnegxute 3 meceua =

3 | Nlunca Ha uaknioyBawm kputepun no 7. [
T opurunanma 6nanka ot nabopaTopHo U3CNeABaHe C NOANUC U Nevat Ha nekaps 1 113 unu 3aBepeHo konue (6 criyval, Ye e 61UCaHo & enuKkpu3a
¢ dasHocm 0o 1 mec. npedu KaHOudamcmeaHemo He ce usuckea npedcmasesiHe Ha nabopamopHa 6nakHka)

opuruHanta 6naHka OT eANH KPbBHO-3axapeH NPOUN C NOHe TPU M3MEPEHM KPBBHM 3aXapu C NOCOYEHM YacoBE Ha W3CNEeABaHUATA C NOANUC 1
neyat Ha nekaps u J13 unn 3asepeHo konue (8 cryvall, Yye ca enucaHu 8 enukpusa ¢ dasHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e

Heobxodumo npedcmaesHemo Ha nabopamopHu 6n1aHKu), KOnNMe OT PpeuenTypHa KHWKKa WNW Apyra MeAWUMHCKA AOKyMEeHTauus
JAOCTOBEPABALLA NIPOBEXASHETO HA CLOTBETHATa Tepanus, amBynaTopHu NUCTOBE OT NperneauTe, yA0CToBEPsBaLUY Bb3HMkHanu HITP

ambBynaTtopeH NUCT/ eTanHa enukpuaa oT npernea Npu cneuwanuct/ envkpusa ot B13 ¢ AaHHW OT aHamHesaTa, COMaTUYHUs CTaTyC U OTpaseHo
Terno u UTM

% WN3NCKBAHUA HA H30K NPU U3JABAHE HA MPOTOKONN 3A NIEYEHUE HA BAXAPEH AVABET TUM 2 B U3BBHBOJIHNYHATA MOMOLL
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I. KPUTEPMM 3A MPOOBLIMKABAHE HA NEYEHWE C DPP- 4 MHXUBUTOP (cuTarnunTuH, BUNAArnMNTUH,
caKcarnUNTUH, MUHAMMUNTUH) - (HEOBXOAMMO € HanuuMe Ha BCUYKM KpUTepuh):

1 BnaronpusTeH edekT crnea WeCTMece4YHO reveHue, yA0CTOBEPEH C rgmanﬂaaHe Ha HbAi. ¢ noHe 0,5% ot
na6opatopusi (npu nocmuzaxe Ha HbAxc < 6,5% mosu kpumeput He gaxu)

2 | Nunca Ha ysennuenme Ha TenecHoTo Terno °

3 | Nunca Ha xunornukemun *

4 | Nunca Ha u3knoYBawWwm KpuTepum no 1. [

opuruHanHa 6nawka ot naGoparopHo uscneasane Ha HbA1c ¢ noanvc u nejar Ha nekaps n 13 unu 3aBepeHo konue (B CNyyait, Ye e BNucaHo B
enuKkpu3a c 4aBHOCT A0 1 MEC. NPeA KaHANAATCTBAHETO HE Ce U3WCKBA NPEACTaBsAHe Ha naGopaTopHa Gnanka)

opuruHanHa GnaWka OT NOHe eAWH W3CNeABaH KPbBHO-3axapeH NPoW C MOHe TPU WIMEPEHW KPbBHW 3axaput C MOCOYEHM Yacose Ha
W3cneaBaHuATa C MOANMC W nevat Ha nekaps u /13 wnu 3aBepeHo konne (6 cnyuall, Yye ca enucaHu e enukpusa c dasHocm 0o 1 mec. npedu
KkaHOuAamcmeaHemo He e Heobxodumo npedcmassiHemo Ha n1abopamopHu 6naHKu).
SamBynaTopeH NUCT WIW €TaNHa enuKpu3a OT MPernieA Npyu CneuuanucT unu envkpusa ot BJI3 ¢ AaHHW OT aHamHesaTa, coMaTuiHuA cTatyc,
oTpaseHo Terno u UTM, kakTo U AaHHU 3@ NPOTMYAHETO Ha 3a6ONABaHETO CNeA 3anouBaHe Ha NeYeHueTo nuncata Ha Xunornukemuu; oTpasasa
e aKTyanHoTO TErNo CNeA LECTMECEYHO NEYEHVe KakTo U M3XOAHOTO Terno)

0. USKITIOYBALLM KPUTEPUU (npu 3ano4saHe v Npu NpoAbIHkaBaHe Ha neyeHuneTo)

BonHu cbe 3axapeH guabdet tmn 1

BonHu ¢ TepMuHanHo 6u6peyHo 3abonsBaHe Unn Texko 6bEPeUHo yBpexaaHe (KpeaTMHUHOB KNUpBHC <30
ml/min).

Juua noa 18 3a CUTArNUNTUH, BURAAMUNTUH, CAKCArMUNTUH 1 IMHArNUATUH U Had 75 roavlHa Bb3pacT 3a
CcUTarNnUNTUH 1 CakcarnmunTuH.

BpemeHHOCT 1 nakrauus

BonHM Cbe 3axapeH AuabeT TUn 2, KOUTO Ce HYXAaAT OT UHCYNTMHOBO NeYeHne.

KoMBUHUpaHO neyeHne Ha MHKpeTUH-GasupaHa Tepanusi ¢ MernuTUHUAN UK MHXUGUTOPK Ha anda-
rniokosuaasara.

7. BOMHM C TEXKO CTOMALUHO-4peBHO 3abonasaxe

8. Cepuo3aHM CTPaHWYHKN peakLum OT NIEYEHNETO
9

1

N =

O Cits

. CUCTeMHO HecnasBaHe Ha neyebHaTa cxema o BuHa Ha GONHUA, C NpekbcBaHe noseve ot 3 meceua
0. CroitHocTh Ha ASAT unu ALAT TpukpaTHO Haj, ropHa pedepeHTHa rpaHuua (3a BUnaarnunTiH)

3abenexka: nuncara Ha W3KIoYBaLLM KpUTEpUK ce yA0CToBEpsiBa C NOANNUC Ha cneyuanucra B HacTOSALOTO NpUnoXxeHue.

OTroBapsi Ha KPUTEPUUTE 32 NIEHEHUETO C ...t BAHEBHEREaa  ......................

@ W3NCKBAHWA HA H30K MPY U3JABAHE HA NPOTOKONN 3A NEYEHWUE HA BAXAPEH AWABET TWN 2 B U3BBbHBONIHUYHATA NMOMOLL
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NMPOBEXAAHE HA UHKPETUH BA3UPAHA TEPAMWUA NPU BOJTHU
CbC 3AXAPEH OUABET TUN 2

[ Awe: TR L N e e O T T

3abenexka: MeduyuHckama dokymeHmayus, ydocmoeepsieawa 6CeKu om Kpumepuume e nocoyeHa ¢ yugpa e uHOeKC u 3a0b/IKUMeNHo
npudpyxaea HaCMOAW,0MO NPUNOXKeHue

A. KPUTEPUM 3A 3AMNOYBAHE HA NEYEHWE C WMHKPETUHOB MWUMETUK (eksenatmp, ekseHatug LAR,
nuparnyTma) npu 60nHK ChC 3axapeH AuabeT TMN 2 (HeO6X0AMMO e HanM4ue Ha BCUYKN KpUTEpUH):

1 | Now metaBonuten koHTpon (HbA:c Hag 7,5% ot nabopatopusi, cepTucdmumpana no BHCBOK ) !

HeBb3MOXKHOCT 3a ajeKkBaTHa KOMNeHcauusi (yAOCTOBEPEHO C KPbBHO-3axapeH npocun), BbMpeku
MaKCUMaIHO ToNepupaHnTe 403N Ha Tekyliata koMGuHMpaHa Tepanus* npunarasa 3a nocrneaxuTe 3 meceua
23

2

3 | Unaeke Ha TenecHaTa maca (MTM) Hag 35 kg/m

4 | Ilunca Ha NoKa3aHus 3a NpoBeXxaaHe Ha fneYeHue C UHCYNUH 2

5 | Jlunca Ha cTpaHWy4HM ePeKTn 1 U3KINIoYBaLM KpuTepuu no 1. B

opuruHanta GnaHka ot nabopaTopHO W3CNeABaHe C NOANKUC U nevart Ha nekaps u J13 unu saeepeHo konve (e cryvad, Ye e 6nucaHo 6 enukpusa ¢
daeHocm 0o 1 Mec. npedu kaHdudamcmeaHemo He ce u3uckea npedcmassiHe Ha nabopamopHa b6narKa)
2 opuruHanHa BNaHKa OT eAMH KPLBHO-3aXapeH NPOChUN C MOHE TPU UIMEPEHI KpLBHN 3aXxapu C NOCOMEHN YACOBE Ha W3CNEABAHUATA C NOANUC U
neuat Ha nekaps W J13 wnu 3aBepeHo konue (e cnyval, Ye ca enucaHu & enukpusa c OasHocm 0o 1 mec. npedu kaHoudamcmeaHemo He e
Heobxodumo npedcmaesiHemo Ha nabopamopHu 6nakHKu), KONue OT peuenTypHa KHKKa Unn Apyra MeAuLMHCKa AOKYMEHTauus yaocToBepsiBawa
NPOBEXAaHETO Ha CbOTBETHATA Tepanus, amBynaTopH1 IUCTOBE OT NperneauTe, yA0CTOBEPABaLYM Bb3HukHany HIP

ambynaTopeH nucT/ etanHa enukpu3a oT npernes Npu cneuvanuct/ enukpusa ot BJI3 ¢ AaHHN OT aHamHesaTa, COMaTUYHMS CTaTyC U OTpa3eHo
Terno n UTM
*rnoa kom6uHMpaHa aHTAnabeTHa nepopanHa Tepanus ce pasbupa KOMGMHaUNA MEXAY METHOPMUH U CyndaHunypeeH NpoayKT.

B. KPUTEPUU 3A NMPOABLIMKABAHE HA NEYEHUME C UHKPETUHOB MWUMETUK (ek3eHatun, eksenatug LAR,
nuparnyTia) npu 60MHKM CLC 3axapeH AnabeT TN 2 (He06X0ANMO e Hanyme Ha BCUYKM KpUTepun):
1 BnaronpusiTeH ehekT crea WecTMecevHo neyenue, yaocToBepeH ¢ HamanssaHe Ha HbAq ¢ noHe 1,0% ot
nabopatopusi (mpu nocmuzaHe Ha HbAi. < 6,5% mo3u kpumepuii He 8axu) .
2 HamansiBaHe Ha TenecHoTo Terno ¢ noHe 3% cnea nbpeuTe 6 MeC., NuNca Ha yBenuyasaHe Ha TErnoTo npu
nocnesBallm Kypcose

3 | KombuHupaHo neyeHune ¢ MeTOpMuH, Wunu cyntoHNNYpenH NPoAYKTU B ONTUManHN 4031 4

4 | INunca Ha cTPaHM4HK ePeKTH N U3KINIDYBaWM KpuTepun no 1. B

opuruHanHa 6naHka ot nabopaTopHo M3cneABaHe C NOANUC U neyat Ha nekaps 1 /13 unn 3aBepeHo konwe (6 cryyad, Ye e enucaHo e enukpusa ¢
dasHocm do 1 mec. npedu kaHOUOamemeaHemo He ce usuckea npedcmassHe Ha nabopamopHa GnaHka)

opuruHanHa 6naHka OT eAUH KPbBHO-3axapeH Npodun C NoHe TPU M3MEPEeHU KPbBHM 3axapil C MOCOYEHM YacoBe Ha WU3CneABaHWATa C NOANUC U
neyar Ha nekaps u J13 unu 3aBepeHo konue (e crywal, 4Ye ca enucaHu e enukpusa c OasHocm 9o 1 mec. npedu kaHoudamcmeaHemo He e
Hsoéxoduuo npedcmassiHemo Ha nabopamopHu bnaHku).

ausynawpen NUCT /eTanHa enukpu3a Ot Npernej npw cneuvanuct/enukpuaa ot BI13 ¢ AaHHW OT aHamMHesaTa, COMaTU4YHWUA CTaTyC, OTPA3EHO Terno
u UTM, KakTo ¥ AaHHW 33 NpoTMYaHe Ha 3abONsBaHETO Crej 3anoyBaHe Ha NeyeHWeTo - OTpassBa Ce aKTyanHoTO Terno Crnej WecTMEeceyHo
neyeHne CnpsiMo U3XOAHOTO TErno)

KOMMe OT peLenTypHa KHWKKa Ui Apyra MEAULIMHCKA AOKYMEHTaLUUs yAOCTOBEpABaLLa NPOBEXAAHETO Ha CboTBETHATa Tepanus

B. U3KNKOYBALLM KPUTEPWUU (npu 3anouBaHe 1 Npy NpoAbLINKaBaHe Ha nevyeHueTo)

BonHu cbe 3axapeH guabet tun 1.
BonHu ¢ TepMuHanto 6b6peyHo 3abonsBaHe unu Texko 6GvrBpeyHo yBpexaaHe (KpeaTMHUHOB KNUpbHC < 30
ml/min).
Jlwua nop 18 u Haa 75 roauuHa Bb3pacT.
BpemMeHHOCT 1 nakTaums.
BonHu cbe 3axapeH AvabeT TMn 2, KOUTO Ce HYXAAAT OT UHCYIIMHOBO feYeHue.
KomBuHupaHo neyeHune Ha MHKpeTuH-6asmpana Tepanus ¢ MernMTUHUAN UNn MHXMEUTOpK Ha anda-
rnko3suaasara.

7. BOnHM C TEXKO CTOMALLHO-4peBHO 3abonsBaHe.

8. Cepuo3HN CTPaHUYHW peakuumn OT NeYeHNeTo.

9. CuctemHo HecnassaHe Ha nevebHarta cxema no BuHa Ha 6onHus, c npekbcBaHe noeeye oT 3 meceua.
3abenexka: nuncama Ha U3KOYeaULU Kpumepuu ce ydocmosepﬁea € noonuc Ha cneyuanucma e Hacmosuomo npunoxexue.

ool it < Bl

OTrosapﬂ Ha KPUTEPUUTE 3a NIEHEHUETO C ... s BOHOBHA HOBA -~ .....ccocivimmnmaiess

NoANMUC HA CNEeUMANIMCTA . ...
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JINCT 3A OMNPEOENAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA NNEYEHUE C AHANTOFOBU UHCYNIUHW MPU
BONHU CbC 3AXAPEH AUABET TUNM 2

Uwe: A e S I e
3abenexka: mMeduyuHckama OOKyMeHmauus, ydocmoeepsiealya 6CeKu Om Kpumepuume e nocoyeHa C yugpa 6 UHOBKC U 3a0biKumenHo

npudpyxaea HaCMOAUWOMO NPUNTONKEHUE.

KPUTEPUU 3A 3ANOYBAHEHA JIEYEHUE C AHANOrOBU UHCYNTUHN

Kpumepuu 3a 3anoyeaHe Ha fieyeHue ¢ aHanozoeu uHcynunu - 330J1 cnedea da ca npoeenu noHe 6 meceyHo
npedwecmeawo Jie4yeHue ¢ KOH8EHUUOHANHU UHCYNnuHu (ydocmoeepeHo C Kornue om cmap npomokon u Konue om
peyenmypHa KHUXKa).

Mpu npemuxaeaHe kbM aHanoe H30K 3annawa obwa do3a, cbomeemcmeawa Ha usnonseaHama 0o momeHma. [lpu
Heob6xo0umMocm om 3anoyeaHe ¢ no-eucoka dosa da ce npedcmaeu 3adbIboYeHa MeAUYUHCKa ap2yMeHmayusi 3a moea.
Mpu nayueHmu ¢ Ha3HavyeHa mepanusi @ Yyx6uHa da ce npedcmaesm mMedUUUHCKU OoKymeHmu ¢ daeHocm do 6 meceuya
npedu kaHOudamcmeare.

A. KPUTEPUW 3A MPEMUHABAHE OT KOHBEHLIMOHATNEH BBP30AENCTBALL UHCYIUH HA BbP30ENCTBALL
WHCYINUHOB AHAJOI UMK OT EAUH BBbP3OAEUCTBALL UHCYNTMHOB AHAINOI HA [PYI (Heo6xoaumo e Hanuuue Ha
NnoHe TpU OT KpUTepuuTe)

1 | Now metabonuteH kouTpon (HbA1. Hag 9%, ot nabopatopusi, ceptucduympana no bHCBOK) 7

HeBL3MOXHOCT 3a OBnagsiBaHe Ha MOCTNPaHAMAnHWTE XWNEPIIMKEMMM C  KOHBEHLMOHaneH
2 | GbpsoAelicTBALL UHCYNMH WM C Npunaransi GLP3OAEWCTBALY aHAnOr (YAOCTOBEPEHO C KPLBHO-3axapeH
npocun)

3 | YecTnt aHeBHM xunornuKkemmn *

4 | 3atnberaBane (MTM Haa 30 kr/m?) *

opuruHanHa 6naHka ot n1abopaTtopHo W3cneABaHe C NOANMUC U Nevat Ha nekaps u /13 unu 3aBepeHo Konve (8 criyval, Ye e enucaHo 6 enukpusa ¢
daseHocm do 1 mec. npedu kaHoudamcmeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHa 6naHka).
2 opuruHanHa BnaHKa oT KpbBHO-3axapeH NPOGUN C MOHE TPU UIMEPEHM KPBBHYU 3axapy C MOCOYEHM YAacoBe Ha WICTIEABAHMATA (OT KOUTO EAHOTO
nacnejBaHe 3aAbIDKUTENHO Aa € 2 Yaca Criej XpaHeHe) C MOANUC M nevat Ha nekaps v 13 unu 3aeepeHo konue (8 criyval, ye ca enucaHu e
enukpu3sa c dagHocm 9o 1 Mec. npedu kaHdudamemearHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHu 6naHku)

AHEBHUK 3@ CAMOKOHTPON Ha 60NHUs, 3aBepeH OT nekysalyua eHAOKpUHoNor (npunoxeHue 4)
# amBynatopeH NUCT/ eTanHa enukpu3a oT MPErmeA Npy cneuuanicT/ unu enukpusa ot B3 ¢ AaHHNM OT aHaMHe3aTa, COMAaTUYHWA CTAaTyC U OTPA3EeHo
Terno, puet u UTM

5. KPUTEPUU 3A NPEMUHABAHE OT KOHBEHLIMOHAINTHA MHCYNTMHOBA CMEC HA UHCYNTMHOBA AHANOIOBA
CMEC WUNU OT EOHA AHANOIOBA CMEC HA [PYTA (3apgbimkuTeneH € KpUTepun 2 McC noHe ABa OT ocTaHanute
KpuTtepum)

1 | Now meTa6onuTeH koHTpon (HbA:. Hag 9%o0T nabopatopus, cepTudmumpana no BHCBOK) '

HeBb3MOXHOCT 3a OBnaJsBaHe Ha MOCTNPAHAMANIHUTE XWNEPrIIMKEMUU C KOHBEHLMOHANHU MHCYNUHOBM

2 cmecu’ unu ¢ npunaraHarta UHCyNIMHOBa aHanorosa cmec

3 | Hanuuue Ha YyecTv xunornukeMuu (AHeBHU/HOWHM) E

4 | 3atnberasane (MTM Haa 30 kr/m?) *

opuruHanHa 6nanka ot nabopaTopHo U3cneaBaHe C NOANMC W Nevat Ha nekapsa u J13 unu 3aesepeHo konue (& cryyall, Ye e 8MnucaHo 6 enukpusa c
daeHocm 0o 1 mec. npedu kaHdudamecmeaHemo He e Heobxodumo npedcmassHemo Ha nabopamopHa 6naHka).

opurHanHa 6naHka oT KpbBHO-3axapeH Npodun C NOHe TPU M3MEPEHN KPBBHW 3axapy C NOCOYEHU YacoBe Ha M3CNeABaHUATA (OT KOUTO eAHOTO
n3cneaBaHe 3aAbIDKUTENHO Aa € 2 yaca Cnea XpaHeHe) C NOANUC W nevat Ha nekaps W J13 unu 3asepeHo konue (8 criyvad, 4Ye ca eénucaHu &
enukpu3sa c dasHocm 0o 1 mec. npedu kaHdudamcmeaHemo He e Heobxodumo npedcmaesHemo Ha nabopamopHu 6naHKu)

AHEBHUK 338 CAMOKOHTPOS Ha GONHUSA, 3aBEPEH OT NeKyBalUus eHAOKPUHONOT (MpunoxeHue 4)

ambBynaTtopeH NUCT AW eTanHa enukpuaa OT Npernej npu cneunanucT unu enukpusa ot B/13 ¢ AaHHW OT aHamHesaTa, COMaTUYHUA CTaTyC W
0Tpa3seHo Terno, puer u UTM

@ W3NCKBAHUSA HA H30K NPU U3JABAHE HA NMPOTOKOSU 3A NNIEYEHWE HA 3AXAPEH IMABET TUM 2 B U3BBHBEONTHUYHATA NOMOLLY



[image: image9.jpg]NPUNOXEHUE 1B

B. KPUTEPUM 3A NMPEMUHABAHE OT BA3AJEH YOBELUKWA WHCYIIUH HA OBNrOAENCTBALL MHCYNTMHOB
AHANOI WU OT EAMH OABNTOAEUCTBALL MHCYNMHOB AHAJOI HA [PYI (Heo6x0AMMO e Hanuuue Ha noHe Tpu OT
Kputepuure)

TNow meTa6onuteH koHTpon (HbA:c Hag 9% ot nabopatopus, ceptucuumpana no GHCBOK) i
KpbBHa 3axap cyTpuH Ha rnagHo Haa 10.0 mmol/l
Hanuune Ha YeCTi HOWHN XUNOTIINKEMUM
4 | 3atnucTasane (UTM Hag 30 kr/m’) *
opuruHanHa 6naHka ot naGopaTopHO M3CNeABaHe C NOANNUC U nevat Ha nekaps u /13 unu 3aBepeHo Konue (8 cryvad, Ye e 8nucaHo 6 enukpusa c
daeHocm do 1 mec. npedu kaHdudamecmeaHemo He e Heobxodumo npedcmassHemo Ha nabopamopHa bnaHka).

opuruHania GnaHka oT eAnH KpbBHO-3axapeH Npodun C NOHEe TPU U3MEPEHN KPbBHYM 3axapi C NOCOYEHW YAcoBE Ha U3CNeABaHWUATa C NOANUC 1
neyar Ha nekapa u J13 unu 3aBepeHo Konue (8 cryvail, 4e ca enucaHu 6 enukpusa ¢ OasHocm 0o 1 mec. npedu kaHdudamcmeaHemo He e
Heobxodumo rpedcmassHemo Ha nabopamopHu 6naHKu).
3/me5nm( 3a CAMOKOHTPON Ha 6oNHuUsA, 3aBepeH OT NeKyBalUns eHAOKPUHONOr (npunoxeHue 4)
4 amBynatopeH NUCT/ eTanHa enukpu3a oT npernea Npu CreLnanicT/ unu envkpusa ot BJ13 ¢ AaHHM OT aHaMHe3aTa, COMAaTUYHUA CTaTyC U OTPa3eHo
Terno, puet u UTM

WIN|=

r. KPUTEPUU 3A NMPEMWHABAHE OT BA3AJIEH YOBELUKA UHCYJIUH HA AbNrOAENCTBALL UHCYNMHOB
AHANOI WX OT EAWH ABLNrOAEUCTBALL UHCYNIUHOB AHANOIM HA APYI B PAMKUTE HA WHTE3W®ULWPAHO
WHCYIUHOBO JIEYEHUE (Heo6xoAMMO e Hanuuymne Ha NnoHe ABa OT KpUTepumTe):

1 | Now meTtabonuTeH konTpon (HbA;. Haa 9% oT nabopatopus, cepTuchvumpana no HCBOK) ™
2 | KpbBHa 3axap CyTpuH Ha rnagHo Haa 10.0 mmol/l
3 | Hanuune Ha HOLWHM XUNOFMUKEMUN
opuruHanHa 6naxka ot nabopaTopHO M3cneABaHe C NOANKUC W Nevart Ha nekaps u J13 unu 3asepeHo Konue (e ciyvad, ye e enucaHo 6 enukpusa ¢
dasHocm do 1 mec. npedu kaHdudamcmeaHemo He e HeobxoduMo npedcmassHemo Ha nabopamopHa bnarka).
£ opuruHania 6naHka OoT eAuH KpbBHO-3axapeH Npodun ¢ NOHe TPU U3MepeHn KPbLBHU 3axapy C NOCOYEHW YacoBe Ha W3cnejaBaHUATa C NOANUC W
nevyat Ha nekaps W JI3 unu 3aeepeHo konue (8 cryvall, Ye ca enucaHu & enukpusa ¢ dasHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e
s«eonoduMo npedcmassHemo Ha nabopamopHu 6naHKu).

AHEBHUK 38 CAMOKOHTPON Ha GOMNHUs, 3aBepeH OT nekyBaLius eHAOKPUHONOT (MpunoXeHue 4)

0. KPUTEPUMN 3A NPEMUHABAHE OT EAWH BUO AHANOIOBA CXEMA HA OPYI BUO AHAJNIOFOBA CXEMA
(Heo6x0AMMO € HanNU4MeTo U Ha ABaTa KpuTepus):

INow metabonuteH koHTpon (HbAi: Hag 9 % ot nabopatopus, ceptucbuumpara no BHCBOK) u nunca Ha
1 | npomsHa Ha HbA1c, unu nosuwenne Ha HbA1c unu cHukenne Ha HbA1c ¢ noa 0.5% cnep nposeaeHo 6
MeCeuHO NeYeHue C NpeaxoaHaTa aHasnoroa cxema, AokasaHo ot nabopatopus, ceptuduumpana no BHCBOK '

2 | Hanuuve Ha Y4ecTu Xxunornukemuu (QHeBHU/HOWHM)

TopuruHannu 6namkm ot nabopatophu uscneasanms Ha HbA1c ¢ noanuc u nevar Ha nexaps v J13 WK 3aBEPEHN KOMUSA _ aKTyanHo C AABHOCT A0
eAVH Meceu Npeal KaHAWAATCTBaHe W OT NpeAXOAHATa aHaoroBa Cxema npes nocneaHute 6 meceua (8 cryval, ye akmyanHomo uicnedeaHe e
enucaHo € ernukpuda ¢ OasHocm 0o 1 mec. npedu kaHOudamcmeaHemo u/unu uscnedeaHemo npedu 6 meceuya e enucaHo & enukpusa He e
Heobxodumo npedcmassiHemo Ha nabopamopHa 6narka)

AHEBHWK 32 CAMOKOHTPON Ha GONHUs, 3aBEpPeH OT NekyBalyus eHJOoKpUHONOr (Npunoxexue 4)

OTroBaps Ha KpUTEPUMTE 3@ NIEYEHNETO C .ooooiiieiiiiaeaiiinann, BN A0NE . oo

=3
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1. NEYEBHO-AUATHOCTUYEH ANFOPUTBM

1. NEKAPCTBEHW NPOAYKTH, skniouenu B Mpunoxenne 1 Ha MNJ1C, kouto H3OK 3annawa B cbotBeTcTamne ¢
AencTBalmUTe HOPMaTUBHU AOKYMEHTU.

2. AO3UPAHE:

Sitagliptin - [losata e 100 mg eauH NbT AHeBHO. [losaTa Ha MeT(opMUH He TpsibBa Aa ce MPOMeHsi, KoraTo ce npunara Cbe
cuTarnunTuH. Korato ce uanonaea B koMGMHaUMs Cbe Cyrndanunypes, Moxe Aa ce 0bMUCNM No-HUCKa Ao3a cyndanunypes, 3a Aa
Ce Hamarnu pUCKbT OT XUMNOTIIMKEMUS.

Vildagliptin - Korato ce npunara B kombuHauus C MeT(OPMUH, MpenopbyBaHaTa Ao3a Ha BunaarnuntuH e 100 mg,
npunoxeHa kato eaHa fosa ot 50 mg cyTpuH M eaHa Aosa oT 50 mg Beuep. Korato ce npunara B komMbBuHauma cbC
cyndaHnunypeeH NpoaykT, npenopbysaHaTa 4032 Ha BUNAArMUNTUH e 50 mg BEeAHbX AHEBHO.

Saxagliptin - MNpenopbynTenHata fo3a e 5 Mg BeAHbX AHEBHO NO BCSKO BPeMe Ha AeHsi. [pn naumeHTn ¢ ymepeHu o Texkn
yepHoapo6HM Npobnemu Ao3aTa Ha cakcarnunTuH Tpsibea Aa ce Hamanu Ao 2,5 Mg BEAHbX AHEBHO.

Exenatide - Jledenvero Tpsbea fa ce 3anoyHe ¢ 5 g ek3eHaTwa, npunaraHi Asa NbT AHEBHO B NPOABIDKEHWE HA NOHE eAvH
meceu, 3a aa ce noaobpu noHocumocTTa. Crea ToBa /j03aTa Ha ek3eHaTus MoXe Aa ce ysenuyn Ha 10 ug ABa MbTu AHEBHO C Luen
No-HaTaTLLIHO NoAoBpsABaHe Ha rMUKeMUUHUS KOHTpoN. Exenatide Lar ce npunara kato noAKoXHa MHXEKLMS BEAHBXK CEAMUYHO B
€AVH 1 CbLLUW AEH BCsika ceamuLa B kopema, 6eApoTo Unn 3aaHaTa 4act Ha pamoTo.

Liraglutide — lleyenneto Tpsibea Aa 3anouHe ¢ posa 0,6 mg, npunaraHa BEAHBX [AHEBHO B NPOABMIKEHNE HA HaW-Manko eaHa
ceamuua. Cnea Toea gosaTta ce yBenuuasa Ha 1,2 mg Be/IHbX [HEBHO C LN Mo-HaTaTbWwHO NoaobpsiBaHe Ha rMUKeMUYHUS
KOHTpON. JluparnyTua ce mpunara BEHLX AHEBHO B MPOWUIBOMEH Yac, HE3aBUCUMO OT pexuma Ha xpaHeHe. He ce npenopbysa
[HeBHaTa 403a Aa Haasuwasa 1,8 mg.

Linagliptin — [losata e 5 mg eauH nbT AHeBHO. [losata Ha MeTdopmWH He TpsibBa Aa ce NMPOMEHsi, kato ce npunara
€/IHOBPEeMeHHO C nuHarnunTuH. Korato ce u3nonssa B komBuHaums cbe cyndaHunypes, Moxe Aa ce obmucnu no-Hucka fosa
cyndaHunypes, 3a aa ce Hamanu pUCKbT OT XUNOTNMKEMUS,

3abenexka: H30K 3annauja do3u do DDD.
WUHcynuHoeo neyeHue - [loauposkara Tpsiba Aa ce onpeaens ot nekap CboBpasHO HyXauTe Ha nauueHTa u ce cbobpasssa c
BUAA Ha WHCYNWHA, CKOPOCTTA Ha HACTbNBaHe Ha edhekTa U NPOABLIDKUTENHOCTTA Ha AeNCTBUETO.

3. NPOCNEAABAHE - cbrnacHo KpaTkuTe XxapakTepucTUKU Ha NeKapCTBEHUTE NPOAYKTU:

INN PNy s i NPEAM 3AMOYBAHE * KOHTPO - a 6 mec.*
HbAc oT nabopatopusi, HbAc ot nabopatopus,
EXENATIDE Heegg ’Z’zgga;;::dm ceptucguumpana no BHCBOK, ceptuduumpana no BHCBOK,
= g KpbBHO-3axapeH npodgun KpbBHO-3axapeH npocun
HbA1. ot nabopatopusi, HbA1c oT nabopatopwus,
LIRAGLUTIDE Heesg ’T:’a’ge;;;aaw ceptucuumpana no EHCBOK, ceptuchuumpana no EBHCBOK,
& : KpbBHO-3axapeH npocun KpBBHO-3axapeH npocun
HbA1. ot nabopatopusi, HbA1c ot nabopatopwus,
SITAGLIPTIN Heaocg r:f:gga;sn::dw ceptuchuumpana no BHCBOK, ceptucuumpana no BHCBOK,
5 3 KpbBHO-3axapeH npocun KPbBHO-3axapeH npogun
ASAT, ALAT* el
VILDAGLIPTIN | *e Coljpuliassioesta HbAsc 0T naGopatopus, HbA+c oT nabopatopws,
200. ceptucuumpara no BHCBOK, cepTudmLmpara no BHCBOK
KpLBHO-3aXapeH npocun KpPbBHO-3axapeH npogun
HbA+ ot nabopatopus, HbA1c ot nabopatopus,
SAXAGLIPTIN Heegg "5 :232;5"::018 ceptucbuumpana no BHCBOK, ceptucuumpana no BHCBOK,
: f KpPbBHO-3axapeH npogun KpbBHO-3axapeH npodun
HbA1c oT nabopatopus, HbAc ot nabopatopus,
LINAGLIPTIN Hecedip t;/;%ea nogine cepTtucuumpana no BHCBOK, cepTucuumpana no BHCBOK,
= KpbBHO-3axapeH npocun KpbBHO-3axapeH npocun

* TlocoueHuUTe M3CneaABaHUA ca 3aabrkuTenHu. MPeACcTaBsT ce Ha opurnHanHa nabopatopHa GnaHka unu 3asepeHo konue. B cnyvai, ye ca
BNUCaHM B @NMKPU3a C AaBHOCT A0 1 Mec. 40 AaTaTta Ha W3jaBaHe Ha NPOTOKONa He € HeobXoANMO NpeacTaBaHeTo Ha nabopaTopHu GnaHky.

** CLrnacHo nHgopmaums 3a npoaykra 26/03/2010 Galvus-H-C-771-11-07 (o6HoseHa Ha 27 anpun 2010 r.) — npn cToitHocTn Ha ASAT u ALAT
TPM NLTU Haj ropHata pedepeHTHa rpaHuLa neveHue C BUNAArNMNTUH He Ce 3ano4Ba WNu Ce CNMpa ako B XOAa Ha neveHneTo ce
YCTaHOBAT TakuBa NaGopaTopHU NPOMEHM.
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INN 8 topirarf oy e MPENV 3ANOYBAHE* KOHTPOI - Ha 6 meceua*
INSULIN HUMAN - KpbBHO-3axapeH npocun KpbBHO-3axapeH npocun
HbA1c oT naboparopus, HbA1c oT nabopatopus,
INSULIN LISPRO - ceptucuumpana no BHCBOK, ceptucdmumpana no BHCBOK, kpbBHO-
KpbBHO-3axapeH npodun 3axapeH npogun
He ce npunaza npu
giu;%?.ir;gguﬁi; i: HbA+. oT nabopatopus, HbA1c oT nabopartopus,
INSULIN ASPART - P azaun i nu‘u’a =50 ceptucuumpana no BHCBOK, ceptuchuumpana no BHCBOK, kpbBHO-
pu111 050 dz i —%a KpBbBHO-3axapeH npocun 3axapeH npocun
MuKkcmypa
INSULIN HbA:c ot nabopatopus, HbA:c oT nabopatopusi,
GLULISINE :5 c::g;ga::ozgz ceptucuumpana no BHCBOK, ceptucuumpana no BHCBOK, kpbBHO-
Y KpbBHO-3axapeH npodun 3axapeH npodun
HbA1c oT nabopatopusi, HbA1c oT naboparopusi,
Gllt‘::émE ;Z c::fgga::azzﬁ ceptucuumpana no BHCBOK, ceptucuumpana no BHCBOK, kpbBHO-
o KpbBHO-3axapeH npodun 3axapeH npocun
HbA1. ot nabopatopusi, HbA+c ot nabopatopusi,
gg}él&:m Zi c::é’ ; ga::t’zz Z ceptucpuumpana no BHCBOK, ceptuguumpana no BHCBOK, kpbBHO-
H KpbBHO-3axapeH npodgun 3axapeH npocun

* MNoco4eHnTe M3CNeABaHMsI Ca 3aAbLIDKUTENHN C AABHOCT A0 eAuH meceu. [peAcTaBaT ce Ha opuruHanHa naGopaTopHa Gnawka wnw
3aBepeHo konue. B cnyuait, ye ca BNMCAHW B eNWKpU3a C AABHOCT A0 1 Mec. A0 AaTaTa Ha u3pasaHe Ha npoTokona He e HeoGxoaumo
NpeACTaBsHETO Ha nabopaTopHu Gnanku.

Il. OBLUU UBUCKBAHUA

1. BbapacToBara rpaHuua Ce W34uUCNsiBa B HABbPLUEHN FOAVHM - T.€. BKIIOYUTENHO KbM AaTaTa Ha W3jaBaHe Ha nNpoTokona ot
cneyuanusmpaHara KoMucus.

2. Mpu HasHa4yaBaHe Ha Tepanusi No NPOTOKON 3aAbLIMKUTENHO ce Cbobpa3sBaT Bb3pacTOBUTE OrpaHUYeHUsi, CbInacHo kpartkata
XapaKTepucTvka Ha CbOTBETHWA NekapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H30K He 3annaiia nevyeHune U3BbH ykazaHaTta Bb3pacToBa rpaHuLa B KpaTkaTta xapakTepucTuka Ha npoaykTa.

4. H30K He 3annaiia neyeHne ¢ A03u Haj MakCUMarnHo paspeLleHnTe no kpaTtka xapakTepucTika Ha npoaykTa.

5. B cnyyan Ha HacTbnUna Noao3vpaHa HexenaHa nekapcTtBeHa peakuws, nekapat yseaomssa WAJl no peaa wa un. 183 ot
3MINXM. Konue oT cbobLieHneTo ce npunara kbM MeanumMHckaTa gokymenTaums Ha 330J1 npu kaHauaaTcTBaHe 3a neyexve.

6. MPU CMNEUUATIUCTA, cbrn. un. 152 B, 1. 1 ot HP[] 3a MmeauuuHckuTe geviHoct 2012 r. (06H. B 1B 6p. 3 ot 10.01.2012
r.), Ha 330J1, Ha KOUTO Ca U3AaBaHW NPOTOKONM MO PeAa Ha HacTOAWMTE U3UCKBAHUA, CreaBa Aa Ce npunarat BCUYKU
Heo6XxoAUMM AOKYMEHTU KaTo: ambBynaTopHWUTE NUCTOBE OT M3BbPLIEHUTE Nperneau, BTOPUAT eK3emnnsp oT u3aageHuTe
NPOTOKONW, KOMWA OT ENWKPU3W, EKCMIEPTHU CTAHOBULLA M APYrM AOKYMEHTW, KOUTO Ca OCHOBAHWE 3a U3jaBaHe Ha NpOoTOKOn,
BCUYKM M3UCKBALUM Ce uacneasaHus, konue ot  npunoxenuve 1A/ 16/ 1B Ha HacTosiuTe M3UCKBAHWUA NOMBIIHEHO NO
CHOTBETHATa TOYKa, NOANUCAHO OT CneuuanucTa, u3aan npoTokona.

H30K 3annawa cnegHutTe KOMGMHALUUKU OT MeAMKaAMEHTH
npu 3axapex aua6er Tun 2

e VIHCYNWH (YOBELWKN UHCYNIMHN U UHCYNMHOBM aHarno3un) B KOMGMHauusi ¢ MeTchopMuH

[lo Tpu MeaMKameHTa OT CrieAHUTe rpynu — MeThopMuH, cyndanunypenHu npenapartu, andga-rnioko3naasHm
MHXMOMTOPKU, MEMMUTUHNAN

DPP-4 unxubutop ¢ MmeTchopmuH

DPP-4 nHxubutop cbe cyndanunypeeH npenapar

DPP-4 uHXU6MTOpP C MeT(hOPMUH 1 cyndaHunypeeH npenapar (3a CUTarnMnNTUH U NIUHArNUNTUH)
Eksenatug/EkseHatua LAR/JTuparnytua B KoMBGuHaums ¢ MeThopMuH U cyndaHunypeex npenapar
Janumet B kKOMBMHaUMsA ¢ MeT(OPMUH U cyndaHunypeeH npenapar

Eucreas B kKOM6MHauus ¢ MeThopMuH

3abenexka: Yuyactuero Ha 330J1 B KNAMHUYHU NPOYYBAHUS HE NPOMEHs HeobxoAumocTTa OT chna3BaHe Ha
usncksaHmaTo Ha H30K npu npoBexaaHe Ha neyeHue Ha 3axapeH Auabert TMN 2 B M3BbLHOONHMYHATa nomou,.

Hacmoswume u3uckeaHusi ca paspabomeHu Ha ocHosaHue 4. 55 om HP/ 3a meduyurHckume OetiHocmu 2012 200uHa (06H.
B 6p. 3/10.01.2012 2.). u enuzam e cuna om 1 ¢pespyapu 2013 2., cbanacHo 4n. 10 Ha Hapedba Ne 10 om 24 mapm 2009

2. 3a ycnosusima u peda 3a 3annawaHe Ha nekapcmeeHu npodykmu no yn. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume
npodyKkmu 6 XyMaHHama mMeduyuHa, Ha MeOUUUHCKU u30enus u Ha GUemuUYHU XpaHu 3a cneyuanHu MeoUUUHCKU yenu (06H.
AB, 6p. 31 om 2007 2.).
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LEKNAPALUUSA 3A UHOOPMUPAHO CBIMMACUE C UBUCKBAHUATA 3A 3ANMOYBAHE/ NPOOBIDKABAHE HA
JNIEYEHUWETO C NNEKAPCTBEHWUA NPOAYKT

cnepa KaTo ce 3ano3aHax C usnara My npeaocTaBeHa MHGopMaLns 1 LenTa Ha IeYEHNETO C NekapcTBeHuUs!
L &0 £} P P P PP P PP PP PP PP P IR PP PPPPPEEEPPPPP IS W crnej KaTo nony4ux uavepnartesniin oTroBopu Ha
NOCTaBEHUTE OT MEH BBMPOCH, AeKnapupam ye:
1. Llle cnaseam npenopbyaHaTa M1 CXeMa Ha fieyeHne U NEPUOAUYHOCT Ha KOHTPOSTHUTE Nperneaw.
2. Penoano e ce siBiBaM Ha KOHTPOISTHU Npernean U HaMma aa NpoMeHsIM CaMOBONHO UMK NMOA APYro BHyLWeHue
HasHayeHaTta Mu Tepanus.
3. [pwu npeycraHoBABaHe Ha NEYEHUETO NO NPUYUHK, HEeNPOM3TUYaLLYM OT peleHneTo Ha Komucusita 3a
ekcneptuan B P3OK u/mnu Komueusita no un. 78, 1.2 ot 330, we yseaoms HezabaBHO nuuHus cv nekap u P3OK
1 we BbpHa B P3OK nocneaHus npoTokon, No KOWTO CbM nosyyasan/a nekapcTBeHUs NpoayKT.
4. [lpu HecnaseaHe Ha NOCOYEHWUTE YCNOBUS NEYEHNETO MU C YNOMEHATMA NeKapcTBeH NPoAykKT e 6bae
npekpaTeHo n HsMa Ja umam npeTteHuun kbm H30K.
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Heobxodumo e da ce ombernsi3ea ecska NpoMsiHa 8 do3ama u/ unu 6uda Ha UHCYsIuHa.
B KonoHa ,.3abenexka’ ce 6nuceam 6CuYKU CbCMOSIHUS, KOUMO Mo2am 0a oe/ussm Ha pesynmamume om mecmoseme (3a6onssaHusi, NPOMEHU

& uemama, cmMpecosu cumyayuu, HeobuyalHo Hamoeapeaxe u ap.)
HaHacsim ce daHHume om npoeedeHume U3MepeaHus Ha KDbeHama 3axap, Kamo ca 3a0bIKUMEITHU IoHe 0ecem UsMepearus Ha KpbeHama

3axap npe3s nocnedHusi Mecey, npedu KkaHoudamcmeaHemo.

[HEeBHUKBLT 32 CAMOKOHTPOI e 3aBepeH oT:
NOAMNUC HA CMELMANTMUCTAL ...
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