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[image: image2.jpg]MpoTokoNbT Ce u3aaBa OT CAEUUanuUcT ¢ Koa Ha cneumanHoct 05 (eHpokpuHonorus u Gonectu Ha obmsHara),
ckntoumn porosop ¢ H30OK unu ot cneuvanuaupaHa KomMucusi B nevyeGHM 3aBefeHus, ckniouunu gorosop ¢ H3O0K.
CneuvanusmpaHuTe KOMUCUU Ce Cb3aasaT CbC 3anoBes Ha AvpekTopa Ha nevebHoTo 3asesenve (J13) — knNuMHuKaloTaeneHue

no eHOOKpPUHOIorua.

. PEQ 3A 3ABEPABAHE

U3NCKBAHUA HA H30K
NPU N3OABAHE HA MPOTOKONU 3A NIEYEHUE HA
3AXAPEH OWABET TUN 2

HA NPOTOKOJUTE - UHKPETUH BA3UPAHA TEPANKUA

npOTOKOﬂM 3a 3ano4yBaHe v NnpoAbinKaBaHe Ha TepanuAaTa

cneyuanucTt, cknioyun
norosop ¢ H30K

=AMGynaropeH nucT/ eTanHa enuKpuUsa OT NnocneaHwa npernea/ unu
enukpusa oT BJ13 C mpunoxeHW BCWUYKM HeoBxoaumu nokasatenu u
nacnegsaHus no npurnoxeHue 2

=MonbnHeHo n noanucaHo npunoxenve 1 (1A wnu 1B6) — nuct 3a
onpepensHe Ha KpUTEPUUTE C BCUMKW HEOBXoAUMU M3creaBaHns
=‘[lpoTokON 3a npeanucBaHe Ha neKapcTBa, 3annawjaHdu oT
H3OK/P30OK”" — 06p. M3-H30K

Komucus 3a
eKcnepTtusn B
P30K

wnu

cneyuanusmpaHa
KoMucusa

=EKCNepTHO  CTaHOBMIE C SiCHA  MeAuuMHcKa  MOTWBaums
(3aABMKUTENHO Ce OTOENsA3Ba SIMNCa Ha U3KIMIOYBALLM KpUTEPUM)
=Enukpusa ot BJI3 ¢ npunoxeHn BCUYKN HEOBXOAUMU nokasaTenu v
wu3cneaBaHua no NpunoxeHue 2

= [lonbnHeHo u nognucaHo npunoxexune 1 (1A unu 1B) — nuct 3a
onpeaensHe Ha KpuTepunTe C BCUYKKU HEOEXOELMMM wnacnenBaHusa
=‘[lpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawadn oT
H3OK/P30OK" — o06p. M3 -H3OK (noanWcaH OT uneHosete Ha
komucusTa)

3aBepka Ha
npoTokona B
P30K

B cuna ot 1 MapT 2014 roguHa

N3UCKBAHUSA HA H30OK MPU U3JABAHE HA NMPOTOKONW 3A NEYEHWE HA 3AXAPEH OWABET TUN 2 B U3BBHBOHUYHATA NOMOLL —




[image: image3.jpg]Il. PEQ, 3A 3ABEPSBAHE HA MPOTOKOINUTE - NEYEHUE C AHANNOMOBU UHCYNUHU

npOTOKOnVI 3a npoablkaBaHe Ha TepanuaTa ¢ aHanorosu UHCYNNHA

creumanucT, cknouun
poroeop ¢ H30K

=“[lpotokon 3a npeanuceaHe Ha  fekapcTea,

3annawanu oT H3OK/P30OK” — 06p. M3-H30K

A 4

3aBepka B
P30K

MpoTokonu 3a NOBULWABAHE Ha obllaTa Ao3a aHaroroBm MHCyNMHKM Hap 80 |U

cneuuanucT, CKIYun
poroeop ¢ H3OK

=CTaHOBMUILE OT EHAOKPWHOMOra C sicHa MeAULMHCKa
MOTMBaLMS 3a HeobXoAMMOCTTa OT yBenuuasaHe Ha
fosata

=Am6ynaTtopeH nucT/eTanHa enuKpUsa C BCUYKU

HeobxoguMn  u3crnegBaHus cbobpasHo Tabn. 1
{npunoxeHue 2)

=‘[lpoTokon  3a npeanucBaHe Ha  fekapcTea,
sannawanv ot H30OK/P30OK" — 06p. M3-H30K

Komucus 3a
eKkcnepTuau B
P30K

3aBepka B
P30K

ﬂpOTOKOJ’IVI 3a 3anovysBaHe Ha Tepanus ¢ aHanoroBU UHCYITMHU Npu:
Ll npeMuHaBaHe OT KOHBEHUWOHANHU MHCYNIMHA KbM aHanorosi UHCYNuHn
= CMsiHa Ha eWH OT npunaraHuTe KOHBEHLIMOHaTHWM MHCYNUHW C aHaroros fnpu 3anaseaHe Ha apyrus npunarad
KOHBEHUMOHarneH WHCYnuH

CreLmManucT, CKoYmn
porosop ¢ H30K

wnun

cneyuanuampaHa KoMmmcus

="

=Am6yriaTopeH NUcT/eTanHa enukpusa UNM enukpusa
ot BJ13 ¢ BCMYKU HEOBXOAMMM M3CnenBaHus cbobpasHo
Ta6n. 1 (npunoxeHue 2)

=[lonbiHeHo 1 nognucaHo npunoxexHue 1B

=‘[IpoToKON 3a NpeAnMCBaHe Ha nekapcTsa, sannaliaHn
ot H3OK/P30K" — 06p. M3-H30K

Komucus 3a
eKcrnepTu3n

=EKCNEepPTHO CTAHOBMULLE C SICHA MeAWULMHCKa MoTMBaLms
3a HeoOxoAMMOCTTa OT 3anouBaHe Ha Tepanua c
aHarnoroBu WHCYNNHM

=Enukpusza ot BN3 c BouykK Heobxoaumu uscneasaHns
cbobpasHo Tabn.1 (npunoxenue 2)

=[Tonb/HEHO W NOANMCaHO Npunoxexune 1B

=‘[I[poTOKON 3a npeanucBaHe Ha nekapcTea, 3annaliaHu
oT H3OK/P3OK" — obp. M3-H30K (nopnucan ot
YneHoBeTE Ha KOMMCUNTa)

B P30K

3aBepka B
P30K

u W3NCKBAHMWSA HA H30OK NMPU U3JABAHE HA NMPOTOKONM 3A JIEYEHUE HA 3AXAPEH IMABET TWM 2 B U3BBHBONHUYHATA NOMOLL -

B cuna ot 1 mapt 2014 roauxa



[image: image4.jpg]MpoTokonu 3a 3ano4BaHe Ha TepPanus ¢ aHaroroByU MHCYNUHU NMpu:
= CMsiHa Ha e4MH C ApYr aHanoros UHCYNUH
= CMsiHa Ha e1H BUZJ aHanorosa cxema C Apyr BU/ aHarorosa cxema

=AMOynaTopeH JnucT/eTanHa  enuKpusa  unu
—» | enukpusa ot B3 c Bcuyku Heobxoaumu uscneasaHus
cbobpa3Ho Tabn. 1 (npunoxexue 2)

=[NonbNHEHO W NoANUcaHo npunoxexuve 1B
=“[[poToKkOon 3a npeanuceaHe Ha rekapcTea,

sannalasn ot H30K/P30K” — 06p. M3-H30K Komucus no
yn.78,T.2 oT

330 B LY Ha
Ll H30K
=EKCMepTHO CTaHOBUWE C fcHA  MeAUUMHCKa
MoTMBaUMsi 3a HeobBXxooWMOCTTa OT 3anouyBaHe Ha 3aBepka B
Tepanusi C aHanoroB1 UHCYIIMHM P30K
sEnukpusa ot BMN3 ¢ Bouuku  Heobxoanmu
creLmanuanpaHa KoMucns nscneasaHus cbobpasHo Tabn.1 (npunoxenue 2)
=[lonbnHEeHO 1 NoanucaHo npunoxexnue 1A
=“llpoTokon 3a npeanucBaHe Ha nekapcTea,
sannaw@aHn ot H3OK/P30K" - o6p. M3-H30K
(noanucax oT YreHoBeTe Ha KoMUcKATa)

CneumanucT, CKIioYnIT 40roBop
¢ H30K

lil. OBLLUW NONOXEHWUA
1. 3011 nogasa noparoTeeHuTe AokyMeHT B P30K, Ha TepuTopusiTa Ha KOATO € Hanpasuno us6op Ha OMNJ1. [lokymeHTute
BKIIIOYBAT:
1.1 3asBnenue go [lupektopa Ha PBOK.
1.2 TMoMbAHEHO W NOAMMCAHO MpUnoxeHue 1 — CbOTBETHO Ha NeYeHUeTo, 3a KoeTo ce kaHauaaTcTsa. Monbnea ce no
CbOTBETHATa TOUKa U Ce mpurara oTpaseHaTa B LMpPOB MHAEKC MeAULMHCKa [AOKYMEHTaLWs, YA0CTOBEpsBaLla BCEKU eAuH
OT KpuTEpUUTE.
1.3 MbnHUST HaBop MacneaBaHUs ((U3MKarHY, MHCTPyMeHTanHW 1 naGopaTopHu), OTpaseH B Npunoxexue 2 ¢ paBHOCT A0
eAvH Mecel..
1.4 “MpoTokon 3a npeAnucBaHe Ha JieKapcTea, 3annaijaHy or H3O0K/P30OK” — 06p. M3-H3O0K, uspaneH oT nekaps
cneuunanuct. Mpu HeoBXoAMMOCT OT eKcriepTuaa oT KomucusTa no un. 78, 1.2 ot 330, P30OK u3npawa B H30K konue Ha
npoTokona. MpoTOKOMbT 3a/bIDKUTENHO Ce MOAMMCBA OT BCUMKM YNEHOBE HA KOMUCUATA B ClyYanTe NoCoYeHn B T. |
1.5 Mpyu npemMuHaBaHe Ha eYeHUe C aHaNIOroBM MHCYNMHU Ce M3NCKBA KOMWe OT PeLenTypHa KHIKKA, OT KOSTO & BUAHO
NPOBEAEHO NeUeHNe C KOHBEHLIMOHAMHW UHCYFIMHM NOHe 3a nocreaHuTe 6 Mecelia Npeau npeanaraHara cMaHa.
1.6 lexnapauus 3a uHgopMMpaHo ckrnacue no obpasew (npunoxetue 3)
1.7 Npunoxenue 4 - nonbrHeHo ot 30J1 1 3aBepeHO C NOAMNUC U NeYaT Ha eHaoKpuHonora
2. P30OK npuema AoKyMeHTUTE 1o T. 1 crnep cnpaBka OTHOCHO 3APaBHOOCUIYPUTENHUA CTaTyC Ha 301.
3. [lo nony4aBaHe Ha pelieHue oT komucusTa B LIY Ha H30K 30/ npoabnkaBa nevexve ¢ nekapcTBeH/M npoaykt/u, ¢
KOMTO € NPOBeXAan fieyeHNeTo 40 MOMEHTa Ha noaaBaHe Ha MorGaTta u fokymenTute B P30K.
4. ONUCAHMSAT MbIEH KOMMNEKT AOKYMEHTHU Ce U3MCKBa B Criy4auTe, Npy KOMTO € yKa3aHa Heo6XOAMMOCT OT pelueHue Ha
Komucus 3a ekcneptuau B P30K unu Komucusra no un. 78, 1. 2 ot 330 B LIY Ha H3OK. NMpwu 3aBepka B P30K ce npeactassa
npoToKona u konue oT amBynaTopHuUs IMCT OT NOCIIeAHUs NPerneq Npu cneuuanvcr.

«‘ WU3UCKBAHUSA HA H30K MPU M3OABAHE HA NPOTOKONM 3A NIEYEHWUE HA 3AXAPEH IMABET TWN 2 B N3BBHBONHUYHATA MOMOLL -
B cuna ot 1 mapt 2014 ropuna
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JNINCT 3A ONPEQENAHE HA KPUTEPUUTE 3A NPOBEXOAHE HA UHKPETUH BA3UPAHA TEPANUSA NMPU BONHU
CbC 3AXAPEH AWABET TUM 2

Wwe: [erh] [ [ T [ [ [ [ T

3abenexka: MeduyuHckama OokyMeHmayus, ydocmosepsieatya 8CeKU om KpUMepuume e rocoyeHa ¢ yugpa 6 UHOEKC U 3a0bIKUMEnHO
npudpyxasa HaCMOSILOMO MPUSIOKEHUE.

Mpy 3axapeH AuaGeT TN 2 B HayarHute hasu Hail-4ecTo ce npunara rieYeHne C nepopanHu NekapcTBEHU MPOAYKTU, HO Tbi
kaTo 3abonsBaHeTo e NporpecupaLLo, Ha onpeaerneH eTan ce CTura Ao OTnajaHe Ha MHCYNMHOBAaTa CeKpeLyvsi U HeobxoauMocT oT
3anoyBaHe Ha MHCYNWHOBO neyeHue. 3HauMma BbL3MOXHOCT 3a nofobpeHue Ha rMUKEMWUYHWUS KOHTPOST M OTCpoYBaHe Ha
WHCYNUHOBOTO NeveHne e uHkpeTWH GasmpaHaTa Tepanus, KOSITO € AOoMbrBalla Tepanus C Len NocTUraHe Ha onTUManeH
TIIUKEMUYEH KOHTPO.

Moa komBuHupaHa aHTUAMaGeTHa Nnepoparnta Tepanus ce pa3bupa KOMGUHALNA MEXAY MET(OPMUH U CYNaHNITypPEEH NPOAYKT.

A. KPUTEPUM 3A 3AMNOYBAHE HA JIEYEHUE C DPP- 4 UHXUBUTOP (cutarnunTuH, BUNOarfvnTuiH,
cakcarnunTuH, NWHarNUMNTUH) Npyu 6onHM cbe 3axapeH Auaber Tun 2 B cnyyam Ha MOHOTEPAMUSA C MET®OPMUH
(Heo6x0aQMMO e Hanuume Ha BCUYKKN KpuTepum):

1 | Jlow meTaGonuteH koHuTpon (HbA1c Hap 6,5% ot nabopaTopus, ceptucbuumpara no BHCBOK) 1

HeBBL3MOXHOCT 3a afeKBaTHa KOMMEHCALMUsA BbMPEKU MaKkCUMarHo TONepupaHuTe 403U Ha Tekyllarta Tepanus
2 | npunaraHa 3a nocrnegHuTe 3 MeceLia C MOBULIEH PUCK OT XUMOTMIUKEMUS UMK HEMOHOCUMOCT UM NPOTUBOMNOKa3aHUs
3a BKMIOYBAHE Ha CyndaHunypeeH Npoaykr =

3 | Jiunca Ha uakntouBawm kputepum no T. [l

T opuruHanHa 6natdka ot nabopaTopHo U3cneABaHe C NOANUC WU nevat Ha nekapa u J13 unu sasepeHo konve (8 criyvall, Ye e enucaHo 8 enukpu3a

¢ 0asHocm 0o 1 mec. npedu kaHOudamecmeaHemo He ce u3ucksa npedcmassiHe Ha nabopamopHa bnaHka)

2 opuruHanHa GNaHKa oT eAUH KPBBHO-3aXapeH NPOMUI C NOHE TPU MIMEPEHU KPBBHM 33Xaph C MOCOYEHU YACOBE HA UICTIEABAHNATA C NOANNC U

nevart Ha nekapsi u JI3 unu 3aBepeHo konue (8 cryvad, Ye ca enucaHu e enukpusa ¢ OasHocm do 1 Mec. npedu kaHOudamcmeaHemo He e

Heobxodumo npedcmaesHemo Ha nabopamopHu 6n1aHKU), KOMMe OT peuenTypHa KHWKKA WM JApyra MeAuLMHCKa AOKYyMeHTauus
AOCTOBEpsBaLLA NPOBEXaHETO Ha CbOTBETHATA Tepanus, aMBynaTopHM NUCTOBE OT NperneauTe, YA0CTOBEpsBalLYM Bb3HUkHanu HIP
ambynaTopeH NUCT/ eTanHa enukpusa oT nperned npu cneuvanuct/ enukpusa ot BJ13 ¢ AaHHM OT aHamHesaTa, COMaTUYHUA CTaTyC U OTPa3eHo

Terno u UTM

B. KPUTEPUM 3A 3AMNOYBAHE HA JNEYEHUE C DPP- 4 WUHXUBUTOP (cutarmunTuH, BUNAArfivnTuH,
cakcarnunTuH) npu 6onHM cbe 3axapeH Auabet Tun 2 B cnyyan Ha MOHOTEPAMNWA CbC CYN®AHUNYPEEH NPOAOYKT
(Heo6x0AMMO e Hanmume Ha BCUYKU KpuTepum):

1 | Now meTta6onureH koHTpon (HbAsc Haa 6,5% oT nabopatopus, cepTucmumpanra no BHCBOK) '

2 HeBb3MOXHOCT 3a ageKkBaTHa KOMNeHcauus BbMpeKkn MakCumanHo TonepupaHutTe 403U Ha Tekyliarta nganm

npunaraHa 3a nocnegHure 3 MeceLa C HEMOHOCUMOCT MIn NPOTUBOMOKAa3aHWs 3a BKINOYBaHe Ha MeT(pOpMI/IH

3 | Jlunca Ha u3knoYBaM Kputepumu no 1. [

T opuruHanHa 6nanka ot NabopaTOPHO U3CNIEABaHE C NOAMUC U MeuaT Ha nekaps v J13 Unu 3aBepeHo Komue (8 Criyyal, Ye e 8nucaHo & enuxkpua
¢ 0asHocm Oo 1 mec. npedu kaHOudamemeaHemo He ce u3uckea npedcmassiHe Ha nabopamopHa 6narka)
2 opuruHanHa GnarKka oT efiH KPLBHO-3aXapeH NMPOChun C MOHE TPU UMEPEHU KDLBHY 3aXapu C MOCOYEHM YAaCoBe Ha M3CTIEABAHUATA C NOAMNC U
neyat Ha nekapsi u J13 unu 3aBepeHo Konue (8 criywall, Ye ca enucaHu & enukpusa ¢ daeHocm do 1 mec. npedu kaHOudamcmeaHemo He e
Heobxodumo rnpedcmassHemo Ha nabopamopHu 6riaHKu), KOMWe OT peuenTypHa KHWKKa Wnu [Apyra MeAWUMHCKA [OKYMEHTauus
yAOCTOBEPABALLA NPOBEKAHETO HA CBOTBETHATa Tepanys, ambynaTopHu NIMCTOBE OT NperyieAuTe, YA0CTOBEPSBALUY Bb3HMKHanK HIP
ambynaTopeH NUCT/ eTarnHa enukpu3a oT npernes Npu cneuuanuct/ enukpusa ot BJ13 ¢ AaHHU OT aHamMHe3aTa, COMaTUYHUA CTaTyC W OTpaseHo
Terno u UTM

B. KPUTEPMW 3A 3AMNOYBAHE HA JEYEHME C DPP- 4 WUHXWEBUTOP (cuTarnunTuH, BUNAArMMNTHH,
cakcarnunTuH, NIMHarnuMnTUH) Npu 60nNHU cbC 3axapeH Auaber Tun 2 B criyyam Ha KOMBUHUPAHA TEPAMNUA CbC
CYNOAHUNYPEEH NPOAYKT U MET®OPMMUH (Heo6xoanMO e Hanmume Ha BCUYKU KpUuTepuu):

1 | Now meTaGonuTeH koHTpon (HbA+. Haa 7,5% ot nabopatopus, cepTucuumupara no BHCBOK) i

HeBb3MOXHOCT 3a ajeKkBaTHa KomneHcauus BbNpekM MaKCUManHo TonepupaHuTe A03Nn Ha Tekywata
KOM6VIHleaHa Tepanusa npunarada 3a nocnegHute 3 Meceua 43

2
3 | Jlunca Ha usknoyBawm Kputepum no T. [
T

opuruHanHa 6naHka ot 11abopaTopHo U3cneaBaHe C NOANUC U Neuart Ha nekaps u J13 unu 3aBepeHo Konue (8 criyyal, Ye e 8nucaHo & enukpusa
¢ daeHocm 0o 1 mec. npedu kaHAudamcmeaHemo He ce usuckea npedcmassiHe Ha nabopamopra 6naHka)

opuruHanHa 6naHka oT e4MH KPbBHO-3axapeH NPodus C NoHe TPY U3MEPEHN KPBBHM 3aXapu C NOCOYEHM YacoBe Ha W3CNeABAHUATA C MOANUC U
nevar Ha nekaps v J13 unu 3aeepeHo konue (8 cnyval, Ye ca enucaHu e enukpu3a ¢ dasHocm do 1 mec. npedu kaHdudamcmeaHemo He e
Heobxodumo rnpedcmassHemo Ha sla6opamopHu 6riaHKu), KOMMe OT peuenTypHa KHWXKA WM Apyra MeAWuMHCKA AOKyMeHTauus
yAOCTOBEPABALLA NPOBEXAHETO Ha CLOTBETHATA Tepanus, aMBynaTopHM NUCTOBE OT NperrieauTe, yA0CToBEPABALUN Bb3HUKHaNU HITP

ambynaTopeH NUCT/ eTanHa enukpusa oT Npernea Npu cneuuanuct/ enukpusa ot BJI3 ¢ AaHHK OT aHamHesaTa, COMaTUYHUA CTaTyC U OTpa3eHo
Terno u UTM

&

W3NCKBAHWA HA H30K MPU U3OABAHE HA MPOTOKONW 3A NEYEHWE HA 3AXAPEH OWABET TUM 2 B U3BBLHEONHUYHATA MOMOLL, —
B cuna ot 1 mapT 2014 roguna
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. KPUTEPUU 3A MPOOABLINKABAHE HA JNIEYEHUE C DPP- 4 UHXUBUTOP (cutarnunTuH, BUNOArmnunTuH,
caKcarnunTuH, MMHarIMNTUH) - (He0o6X0AMMO € HanMyYne Ha BCMYKU Kputepum):

1 BrnaronpusiTeH edekT criefl WWeCTMECeYHO NneYeHune, yI0CToBepeH G HamanseaHe Ha HbA. ot nabopaTopus c
noHe 0,5% npw BCSKO crnefBallo NpoAbIDKeHne (Tpu nocmuzarne Ha HbAjc < 6,5% mo3u kpumepull He saxu) 2

2 | Jlunca Ha yBenu4yeHne Ha TenecHoTo Terno 8

3 | Nunca Ha xunornukemum >

4 | Nunca Ha U3KITIOYBALLM KPUTEpMK NO T. [

TopuruHanuu 6nankm ot naéopatopHn nacneasanms Ha HbAsc ¢ noanvc u neuar Ha nekaps v 113 unu saBepeHn KONWS — aKTYanHU ¢ AABHOCT A0
eAVH MeceL, NPeAN KaHAWAATCTBAHE W OT NPeAXOAHAaTa Tepanus npean 6 Meceua (s criydall, Ye akmyanHomo uscredsaHe e efiucaHo 8 enukpusa
c Oasvocm do 1 mec. npedu kaHOudamcmeaHemo u/unu uscrnedeaHemo npedu 6 meceuya e 6nUCaHO € enukpusa He e Heobxodumo
npedcmassiHemo Ha nabopamopHa 6r1aHKa)

opurMHanHa 6naHka OT NOHE eAWH M3creABaH KPbBHO-3aXapeH Mpoun C NOHe TPU W3MEePEeHN KPbBHM 3axapy C MOCOYEHM yacose Ha
MacneaBaHusTa C MOANKUC W nevaT Ha nekaps W JI3 unu 3aBepeHo konuwe (e ciywall, Ye ca enucaHu e ernukpusa ¢ OasHocm 0o 1 mec. npedu
KaHdudamecmeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHu bnaHKu)
3amBynaTopeH NACT WU ETanHa enukpu3a OT Mpernes Mpy CreLManicT Wiu enukpuaa ot B3 ¢ AaHHM OT aHamHesaTa, CoMaTMYHUs CTaTyC,
oTpaseHo Terno u UTM, KakTo W 4aHHW 3a NPOTUYAHETO Ha 3aBoNABaHETO Criej 3aro4BaHe Ha NeYeHNeTo NUNcaTa Ha XUNorNMKeMun; oTpassea
ce aKTyasiHOTO TErJI0 ey, WECTMECEYHO NieYeHe KakTo U W3XOAHOTO Terno)

. UBKIMIOYBALLM KPUTEPUMN (npm 3anoyBaHe U Npu NpoaLrhkaBaHe Ha revyeHneTo)

aa

BonHu cbe 3axapeH guabet Tvn 1

2. Jluua nog 18 3a cUTAMMMUNTUH, BUNAAMUMNTAH, CaKCArAWNTAH U NIMHArMUNTUH U Hag 75 roanwiHa Bb3pacT 3a
CUTarUNTUH W CaKCarmunThH.

BpeMeHHOCT 1 nakTaums

BonHw cbe 3axapeH guabeT TUn 2, KOUTO Ce HYXAaAT OT UHCYNIMHOBO NeveHune.

Kom6uHMpaHo nedeHue Ha MHKpeTUH-GasupaHa Tepanust ¢ MErnMTUHUAY U nHXMBUTOpy Ha anda-
rniokosuaasara.

BOHY C TEXKO CTOMALLHO-4peBHO 3abonsBaHe

Cepuo3Hu CTpaHNYHU peakLyi OT fleYeHNeTo

CUCTEMHO HecriasBaHe Ha NevebHaTa cxema no BuHa Ha 6oMHus, G NpekbCcBaHe noeede oT 3 meceua
CroiHocTu Ha ASAT urnu ALAT TpukpaTHO Haf, ropHa pedepeHTHa rpaHuLa (3a BunaarnmnTuH)

o b

[CR R

3abenexka: nuncaTa Ha U3KIMoYBaLLM KpUTEPUN Ce YA0CTOBepsaBa C NOANWUC Ha cneuyuanincrTa B HacToALLOTO NPUNOXeHue.

OTroBapsi Ha KPUTEPUUTE 33 MIEYEHUETO ©  ..oovveeereaniiniiiaeceaeeinnnnnns B OHEBHA 0338  ..cccoeeeeeeeannnnn

U3UCKBAHMA HA H30K NPU U3ABAHE HA MPOTOKOINM 3A NIEYEHUE HA 3AXAPEH AWABET TWUN 2 B U3BBHEOHUYHATA NMOMOLL -
B cuna ot 1 MapT 2014 rognHa
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TINCT 3A OMPEQENAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA UHKPETUH BA3UPAHA TEPATMUA MPU BOJTHU
CbC 3AXAPEH OWMABET TUN 2

Wwe: [eri T T T T T [ T T T[]

3abenexka: MeduyuHckama dokymenmayus, ydocmoeepsisatia 6CeKU Om Kpumepuume e 11oco4eHa ¢ yugpa 6 uHOeKc u 3adb/mKumenHo
npudpyxasa HaCMOAWOMO IPUSIOKeHUe

A. KPUTEPUA 3A 3AMOYBAHE HA JIEYEHME C WHKPETUHOB MMMETWUK (ex3eHatmp, ek3eHatun LAR,
nMparnyTMa) npu 60rHM Che 3axapeH anaceT Tmn 2 (Heo6x0ANMO e HamMuue Ha BCUUKK KpuTepun):

1 | Now meTaBonuTtex konTpon (HbAsc Hap 7,5% oT nabopatopus, cepTudmumpara no EBHCBOK ) !

HeBBb3MOXHOCT 3a afieKBaTHa KOMMeHcaumsi (YA0CTOBEPEHO C KPbBHO-3axapeH Npodun), BbNPeKU MakcMmManHo
TonepupaHuTe 403U Ha TekylaTa kKoMGuH1paHa Tepanus* npunarasa 3a nocnegHute 3 meceua ™
4

2

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

4 | Jlunca Ha NokKa3aHus 3a NpoBeXAaHe Ha NnevYeHne ¢ UHCYNuH 84

5 | Nlunca Ha cTpaHUYHKM edreKTU U M3KIMIoYBalLKM KpuTepun No 1. B

opuruHanHa 6naHka oT NabopaTopHo M3CneABaHe C NOANUC U NevaT Ha nekaps v J13 unw 3aBepeHo konue (6 Criyyal, He e 8UCcaHo 6 enukpu3a ¢
dasHocm Ao 1 Mec. npedu kaHAUOaMCMeaHeMo He ce u3uckea rpedcmassHe Ha labopamopHa braKa)
2 opurHanHa B6naHka oT AUH KPLBHO-3aXapeH NPotn C MOHE TPM M3MEPEHN KPBBHM 33XapU C MOCOYEHM YacoBe Ha W3CMEABAHMATA C NOAMNC M
nevar Ha nekapsi u J13 unu 3asepeHo Kkonwe (e criywall, Ye ca emucaHu e enukpusa ¢ OasHocm 0o 1 mec. npedu kaHdudamcmeaHemo He e
Heobxodumo npedcmassiHemo Ha nabopamopHu 6raHKu),
3konMe OT peuenTypHa KHIKKa N1 APYra MejuLMHCKa AOKYMEHTALWS YOCTOBEPSBALLA NPOBEXAAHETO Ha ChOTBETHATA Tepanus, amMGynaTopHm
NMCTOBe OT NperrieauTe, yA0CTOBEPABALUYN BB3HUKHAaNM HITP
“4amBynaTopeH NUCT/ eTanHa envkpuaa oT Nperries NpW crieunanucT/ envkpusa ot BJI3 ¢ AaHHW OT aHamHesaTa, COMaTMYHUA CTaTyC W OTPaleHo
Terno u UTM
*Noa KOMBMHMpaHa aHTUaWabeTHa nepopanta Tepanus ce pasbipa koMBUHALMA MeXay METCOPMIMH 1 CynthaHUNypeeH NPoAYKT.

B. KPUTEPUM 3A MPOOABLMKABAHE HA NEYEHUME C WHKPETMHOB MWUMETUK (ekseHaTtup, ekseHatun LAR,

nuparnyTua) npy 605HU ChC 3axapeH AnabeT TUN 2 (He06X0AUMO € Hanuuue Ha BCUUKM KpuTepun):
1 BrnaronpusiTeH ecdiekT crief WecTMeceyHo neyeHue, yaocTosepeH ¢ HamanasaHe Ha HbAsc oT nabopatopus ¢
noHe 1% Mpy BCAKO CrieABaLLo NpoAbikerue (mpu nocmuzaHe Ha HbAsc < 6,5% moau kpumepud He eaxu) 1
HamansiBaHe Ha TenecHoTo Terrno ¢ noHe 3% cnepn nbpeuTe 6 Mec., nurca Ha yeBenuyaeaHe Ha TernoTo npu
nocnefpalliyu Kypcose

2

3 | KomBuHMpaHo neyeHne ¢ METHOPMUH, W/nu CyndOHMNYPENHN NPOAYKTY B ONTUMAIHK 403U 4

4 | Nunca Ha cTpaHMYHKM eheKTU U U3KITIOUBALLM KpuTepuu no 7. B

opuruHaniu 6raHku ot nadopatophn nacneasaHus Ha HbA+c ¢ noanuc v nevat Ha nekaps v J13 unu 3aBepeHu kONUsA — akTyanHu ¢ AaBHOCT A0
eAMH MECeL| NPpeal KaHANAATCTBaHE M OT NpeaXoAHaTa Tepanus npeaun 6 Meceua (e criyyall, Ye akmyaHomo u3cnedeare e enucaro e enukpusa ¢
dasHocm do 1 mec. npedu kaHOudamcmearHemo u/unu uscnedeaHemo npedu 6 Meceua e 6MuCaHo 6 enukpu3a He & Heobxodumo npedcmassiHemo Ha
nabopamopHa bnaHka)

opuruHanHa 6naHka OT eAWH KPBLBHO-3aXapeH Npoi C NOHe TPU M3MEepeHN KPbBHU 3axapil C NOCOUEHN YacoBe Ha U3CNEeABAHNATA C MOANMC U
neyaT Ha nekaps ¥ JI3 unu saeepeHo konue (8 criyyall, Ye ca enucanu € enukpu3a ¢ OaeHocm do 1 mec. npedu kaHOudamcmeaHemo He e
Heobxodumo rpedcmassHemo Ha nabopamopHu br1aHKu).
3 amMBynaTopeH NUCT /eTanHa enuKkpusa oT Mpernes npu creuuanuct/envkpusa ot BJ13 ¢ AaHHN OT aHamMHe3aTa, COMAaTUYHUS CTaTYC, OTPAIEHO Terrno
W UTM, kakro ¥ AaHHW 3a NpoTudaHe Ha 3abOrnsEaHeTo Cnej 3ancusaHe Ha SIEYEHWETO - OTPassiBa Ce aKTyanHoTO Terno CneA LIecTMeceuHo
NeYeHune CrpsiMo U3XOAHOTO Tersio)

KONWE OT peuenTypHa KHIKKa Ui Apyra MeJMLIMHCKE AOKYMEHTALVs YA0CTOBEPABALLA NPOBEX/AHETO Ha CLOTBETHaTa Tepanus

B. U3KMIOYBALLIN KPUTEPUU (npm 3ano4BaHe u npy npoAkinkaBaHe Ha feyYeHneTo)
1. BonHu cbe 3axapeH guabeT Tin 1.
2. BomnHu ¢ TepmuHanHo 6bEpeduro sabonsisaHe U Texko Gu6peyHo yepexaaHe (KpeaTMHUHOB KIMPBHE < 30
ml/min).
JNuua nog 18 n Hag 75 roaviiHa Bb3pacT.
BpemeHHOCT 1 nakrauyus.
BOMHK CbC 3axapeH AmabeT Tvn 2, KOUTO Ce HYXAAAT OT MHCYNUHOBO NeveHune.
KoMBUHUPaHO neueHne Ha MHKpeTUH-BasupaHa Tepanusi G MerMTUHIAN UK MHXMBUTOpW Ha anda-
rrokosuaasara.
BOMHYM € TEXKO CTOMALLHO-YpeBHO 3abonsBaHe.
CepMo3HU CTPaHUYHK peakLin OT JIEYEHUETo.
CncTemHO HecnassaHe Ha nevebHaTa cxema no BuHa Ha GonHWs, ¢ NpeksceaHe noseye oT 3 meceLa.

ook w

© o~

3a6enexka: nuncama Ha UsKmodyealyu Kpumepuu ce ydocmoeepsisa ¢ noodnuc Ha cneyuanucma 6 HacmosAwomo NPUIoXeHue.

OTFOEapﬂ Ha KPUTEPUUTE 3a NEUYEHULTO C .......coiiiiiiineiaenes B OHEBHA go3a ...l

&

U3NCKBAHUS HA H30K NMPW U3AABAHE HA NMPOTOKOMM 3A NEYEHWE HA 3AXAPEH JWABET TWMN 2 B U3BBHBONHUYHATA NMOMOLL -
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TIUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXOAHE HA NEYEHUE C AHANOrOBWU UHCYIUHU NPU
BOJTHU CBbC 3AXAPEH OUABET TUM 2

C Vwe: [erd] [ [ [ T [ [ [ [ [ |

3abenexka: meduyuHckama GokymeHmauyusi, ydocmoeepsiealja 6ceKu Om Kpumepuume e f1ocoyeHa C yugpa 6 uHOEKC U 3a0BbIKUMENTHO
npudpy*aea HaCMOAWOMO MPUNIOKEHUE.

KPUTEPUU 3A 3AMOYBAHEHA NIEYEHUE C AHAINIOMOBU NHCYITUHU

Kpumepuu 3a 3ano4yeaHe Ha feyeHue ¢ aHanmozoeu uHcynuHu - 30J1 cnedea Oa ca npoeenu noHe 6 MeceyHo
npedwecmeauo nie4eHue ¢ KOH8@HYUOHaIHU UHCYUHU (yOOCMO8epeHO C Konue om peyenmypHa KHUXKA).

Mpu npemuHaeaHe KkbM aHanoz H3OK 3annawa o6wa dosa, cbomeemcmeawa Ha u3nonseaHama do momeHma. Ilpu
Heo6xodumMocm om 3ano4eaHe ¢ no-eucoka 0o3a da ce npedcmaeu 3adbLN604YeHa MeOUUUHCKa apayMeHmayus 3a moea.
Mpu nayueHmu ¢ Ha3HayeHa mepanus e 4y6uHa Oa ce npedcmaeam MeduyuHcku dokymeHmu c daeHocm do 6 mMeceya
npedu kaHdudamcmeaHe.

A. KPUTEPUW 3A NPEMUHABAHE OT KOHBEHLIMOHAJIEH EBbP30OENCTBALL MHCYNUH HA B bP30AENCTBALL
WHCYNTMHOB AHANOI UNKN OT EAWH BbP30OOEUCTBALL WHCYNIMHOB AHANOI HA [PYl (Heo6xoaumo e Hanuuve Ha
NoHe TpW OT KpUTepumnTe)

1 | Now meTta6onuteH koHTpon (HbA1c Hag 9%, ot nabopatopusi, cepTudnumpana no BHCBOK) 1

HeBBL3MOXHOCT 3a oOBragsiBaHe Ha MOCTNPaHAManNHUTe XWMMEepPriMKeMUUM C  KOHBEHLWOHaneH
2 | BGbpsogeicTeally WHCYNMH WnK ¢ npunaraHus GbpsogeicTBaly aHanor (YAOCTOBEPEHO C KPbBHO-3axapeH
npocun)

3 | YecTv AHEBHU XUMNOTIIUKEMUU 3

4 | 3atnberaBaHe (MTM Hapg 30 KI’/MZ) 4

opuruHanHa 6naHka ot nabopaTopHo u3cneBaHe G NOANUC U NeyaT Ha nekaps U 13 unu 3asepeHo konue (8 criyyal, Ye e enucaHo & enukpusa ¢
dasHocm Ao 1 Mec. npedu kaHoudamemeaHemo He e Heobxodumo npedcmassHemo Ha nabopamopHa bnaHxka).
2 opurnHanta 6naHka oT KpbBHO-3axapeH NPOMN C NOHE TPU U3MEPEHU KDBLBHI 3aXapu C MOCOYEHN YACOBE Ha MICNIEABAHUATA (OT KOUTO €4HOTO
nacneaBaHe 3afbMKUTENHO Aa e 2 Yaca Crej XpaHeHe) C NOANUC W neyaT Ha nekaps v J13 unu 3aBepeHo konwe (8 criywad, Ye ca enucaHu &
enukpu3a ¢ daeHocm Ao 1 mec. npedu kaHOudamcmeaHemo He e Heobxo0uMo npedcmassiHemo Ha nabopamopHu 6naHKu)

AHEBHUK 32 CAMOKOHTPON Ha 60NHIA, 3aBEPEH OT NeKyBaLLMs eHAOKPUHONOT (TpuioxeHue 4)
4 amBynaTopeH nUCT/ eTanHa enuKpM3a OT NPermies NPW CneLManucT/ nnu envkpuaa ot BJ13 ¢ AaHHW OT aHaMHe3aTa, COMaTU4HUA CTaTyC 1 0TPa3eHo
Terno, puet M UTM

5. KPUTEPUU 3A MPEMWUHABAHE OT KOHBEHLIMOHANHA WHCYNTMHOBA CMEC HA UHCYNTUHOBA AHAJIOIOBA
CMEC UNW OT EOHA AHAJIOTOBA CMEC HA [PYTA (3agbmxuTenieH e KpuTepui 2 niloc MoHe ABa OT oCTaHanute
KpuTepum)

1 | Now meta6onuten kontpon (HbA1 Hap 9%oT nabopatopus, cepTuduumpada no BHCBOK) 1

HeBb3MOXHOCT 3a OBnajsBaHe Ha MOCTNpaHOUANHUTE XWMEepPrriMKeMuu C KOHBEHUMOHaNHW WHCYnuHoBU

2
CMBCM2 Wnu C npunaraHata MHCYNMHOBA aHarnoroea cMec

3 | Hanmume Ha YecTv XMnornmkeMum (AHeBHU/HOWHK) 2

4 | 3atnberasaHe (MTM Hap 30 KI'/MZ) N

opuruHanHa 6ramka oT n1abopaTopHO U3CeABaHe C NOAMNAC U NeYaT Ha nekaps v J13 unu 3asepeHo konue (8 criyvall, Ye e 8MnucaHo & enukpusa ¢
dasHocm 00 1 Mec. npedu kaHAUdamcmeaHemo He € HeobxoduMo npedcmassHemo Ha nabopamopHa bnatka).
2 opuruHanHa 6naHka oT KpbBHO-3aXapeH NPOUN C NOHE TPU M3MEPEHN KPLBHM 3aXaph C MOCOYEHN YACOBe Ha W3CNEABAHWATA (OT KOWTO EAHOTO
W3cneABaHe 3aAbIDKUTENHO Aa e 2 uaca Crej XpaHeHe) C MNOANUC W neuaT Ha nekaps v J13 unw 3aBepeHo konue (8 cryval, Ye ca efucaHu &
enuxpusa c daeHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e Heo6xodumMo npedcmassiHemo Ha nabopamopHu 6naHKku)

Z\HEBHVK 332 CaMOKOHTPON Ha GOMHMsA, 3aBEPEH OT NekyBaLUMA eHAOKPUHONIOr (punoxeHue 4)
4 amBynaTopeH NUCT WM eTanHa envkpuaa OT Npernies MW CNeLManucT v enukpusa ot BM13 ¢ AaHHW OT aHaMHesaTa, COMaTUuHUA CTaTyc v
oTpaseHo Terno, puct U UTM

)
8
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B. KPUTEPUU 3A MPEMWHABAHE OT BA3AIEH YOBELUKA WHCYIIUH HA OBAFOAENCTBALL MHCYNWMHOB
AHAIOI UNN OT EOUH OBbNTOAENCTBALL UHCYINUHOB AHANOI HA OPYI (HeoGxoaMMo e Hamuuue Ha NoHe Tpu oT
Kputepuure)

TNow metabonuteH koHTpon (HbAc Hag 9% oT nabopatopus, cepTuduumpara no BHCBOK) T
Kp:BHa 3axap CyTPWH Ha rmagHo Haa 10.0 mmol/|
Hannune Ha YecTVl HOLHM XMNOFIMKEMUM ©
3atnucTaBaHe (MTM Hag 30 kr/im’) ©

opuruHanHa 6namka oT nabopaTopHO U3CNEABaHE C NOANMUC U NeyaT Ha nekaps u J13 unu 3asepeHo konve (g criyval, ye e 6rIucaHo & ernukpusa ¢
gaeHocm do 1 mec. npedu kaHoudamemearemo He e Heobxodumo npedcmaesiHemo Ha nabopamopta bnarka).

opuruHana BnaHka oT eauH KPbBHO-3aXapeH NMPOCHUN C MOHe TPl M3MEPEHI KPBBHM 3axapi C MOCOYEHW YacoBe Ha M3CreABaHMATa C NOANUC U
neuaT Ha nekapa u JI3 unu 3aBepeHo Konue (8 cryvall, ye ca enucaHu e enukpusa ¢ daeHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e
geo6xo@umo npedcmassiHemo Ha nabopamopHu 6raxKu).
, AHEBHIIK 33 CAMOKOHTPON Ha 60NHWsI, 3aBEPEH OT reKyBaLLMA eHAOKPUHONOT (IpusioxeHue 4)

amBynaTopeH NncT/ eTanHa enukpu3a oT Npernea npi cneumanucT/ unu envkpuaa ot BJ13 ¢ AaHHW OT aHamHesaTa, COMaTU4HUA CTaTyC ¥ OTPa3eHo
Terno, puet v UTM

BlwiN| =

I. KPUTEPMN 3A NMPEMWHABAHE OT BA3AJIEH YOBELWIKA WHCYIIUH HA OBNrOQENCTBALL UHCYITMHOB
AHAINOI UNU OT EOWH OBLNIMOAEUCTBALL MHCYNUHOB AHANOI HA APYI B PAMKUTE HA UHTE3U®ULINPAHO
WHCYJTIMHOBO JNIEYEHUE (Heo6x0oauMo e Hanvuue Ha NoHe ABa OT KpuTepunute):

1 | Now meTabonuteH koHtpon (HbA1. Hag 9% ot nabopatopusi, cepTucduumpara no BHCBOK) T
2 | KpbBHa 3axap cyTpHH Ha rmagHo Haa 10.0 mmol/l
3 | Hanuune Ha HolWHM XUNorukemMmumn °
opuruHanHa 6naHka oT nabopaTopHo U3CNeABaHe C NOANNC U NeYarT Ha nekaps u J13 urnu saasepeHo Konue (e criyvail, Ye e enucaHo e enukpusa ¢
dasHocm Ao 1 Mec. npedu kaHdudamemeaHemo He e Heo6xo0UMO rpedcmassHemo Ha jabopamopHa br1aHka).
2 opurmHanHa 6raHKa OT e4UH KbBHO-3aXapeH MPOChUn C MOHE TPU M3MEPEHM KDLBHY 3aXapy C MOCOYEHM YacOoBe Ha UCNIEABAHUATA C MOANMC U
neyar Ha nekaps u JI3 unu 3aBepeHo Konue (6 criywall, Ye ca enucaHu e enukpusa ¢ GasHocm 0o 1 mec. npedu kaHOudamcmearemo He e
Heobx0duMo npedcmassiHemo Ha 1abopamopHu brarKu).

[IHEBHMK 33 CAMOKOHTPON Ha GONHIMA, 3aBEPEH OT NeKyBaLLVMA eHAOKPUHOMOT (TpunoxeHue 4)

0. KPUTEPUU 3A MPEMWUHABAHE OT EOMH BUO AHAJIOTOBA CXEMA HA OPYI BUO AHAJNIONOBA CXEMA
(Heo6X0ANMMO € HanMYMeTo U Ha ABaTa KpUTepusi):

TNow mertaBonuteH koHTpon (HbAic Hap 9 % oT naGopatopus, cepTucuumpana no BHCBOK) u nunca Ha
1 | npomsHa Ha HbA1c, unu nosuwenue Ha HbA1c umu cHuxeHne Ha HbA1c ¢ noag 0.5% cnep npoBepeHo 6
MECEeYHO NneyeHme C NPe/XojHaTa aHanorosa cxema, JokasaHo ot naboparopusi, ceptuduunpana no BHCBOK !

2 | Hanwnuve Ha yecTu XvMnornMkeMuu (AHeBHU/HOWHK)

TopurnHanum Grankm ot naopatopn nacneasatus Ha HbA1c ¢ noanuc v nevar Ha nekaps v J13 unu 3aBepeHm KOMUA — akTyanHo ¢ AaBHOCT 40
eAMH Mecell MpeAu KaHAWAATCTBAHE M OT MPEAXOAHATa aHA0roBa Cxema npes nocneaHuTe 6 Meceua (e crywail, ye akmyanHomo uscrnedeare e
enucaHo e enukpuaa ¢ OasHocm 0o 1 mec. npedu kaHoudamcmeaHemo u/unu uscnedeaHemo npedu 6 meceya e ernucaHo e efukpusa He e
Heobxodumo npedcmassiHemo Ha abopamopHa briarHKa)

2 HeBHIK 33 CAMOKOHTPOM Ha GOMHMS, 3aBEPEH OT NekyBalLVs eHAOKPUHONOT (NpUNoXeHue 4)

OTroBaps Ha KpUTEPUMTE 3a JIEYEHNETO C

W3UCKBAHMUSA HA H30K MPU U3OABAHE HA MPOTOKOMNM 3A NEYEHUE HA 3AXAPEH OWABET TWM 2 B USBBHBONMHUYHATA NMOMOL -
B cuna ot 1 mapT 2014 roguHa
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I. NEYEBHO-AUWATHOCTUYEH ANTTOPUTBM

1. NEKAPCTBEHUW NPOAYKTMW, skniovuenu B Mpunoxexue 1 Ha MJIC, kouto H30K 3annawa B cboTeeTCTBME C
[AeicTBalUTe HOPMATUBHN AOKYMEHTN.

2. O3UPAHE:

Sitagliptin - [osata e 100 mg eauH nbT aHeBHo. [lozaTa Ha MET(OPMUH He Tpsbea Aa Ce NpOMeHsl, KOraTo ce rnpunara Cbe
cutarnunTuH. KoraTo ce manonssa B KoMBuHaLms CbC cyndaHunypes, Moxe Aa ce o6MUCnK no-Hucka Aosa cyndanunypes, 3a aa
Ce Hamanu PUCKBLT OT XUMOTIUKeMUS.

Vildagliptin - Korato ce npunara B KoMOMHauusi ¢ MeThopMWH, npenopbYBaHaTa A03a HAa BungarnunTud e 100 mg,
npurioxeHa Kato edHa [fosa oT 50 mg cyTpuH u eaHa posa oT 50 mg Beuep. Korato ce npunara B koMBuHauus CbC
cynchaHunypeeH rpo/ykT, NpernopbyYBaHaTa £j03a Ha BUNAarnunTvH e 50 mg BeAHBX AHEBHO.

Saxagliptin - MpenopbunUTenHaTa gosa e 5 mg BeAHBX AHEBHO MO BCSKO BPEME Ha [eHs.

Exenatide - JledeHneTo Tpsbea ga ce 3arnouHe ¢ 5 Ug ek3eHaTua, Npunaraln ABa MbTW AHEBHO B NPOALIKEHWE Ha NOHEe eAuH
Mecel, 3a Aa ce nogobpn noHocumMocTTa. Cried ToBa 03aTa Ha ek3eHaTA MoXe Aa ce ysenuuu Ha 10 ug ABa NbTU AHEBHO C Len
no-HaTaTbLLHO NogobpsiBaHe Ha rmukeMuyHus KoHTpon. Exenatide Lar ce npunara kaTo NOAKOXHA MHXEKLMS BEAHBK CEAMUYHO B
e/IUH 1 CbLUM AeH BCsika ceamuLa B kopema, 6eapoTo unu sagHaTa YacT Ha pamoTo.

Liraglutide — JleuenveTo Tpsibea Aa 3anoqHe ¢ gosa 0,6 mg, npunaraHa BeAHLX AHEBHO B MPOABIKEHUE HA Hal-Manko eaHa
ceamuua. Cnea Tosa gosata ce yBenuuasa Ha 1,2 mg BEAHBX [IHEBHO C Lien NO-HaTaTbLIHO NOA0OpABaHE Ha rIUKEMUYHUS
KOHTpON. JluparnyTua ce npunara BeAHBX AHEBHO B MPOM3BOIIEH Yac, HE3ABUCUMO OT pexuma Ha xpaHeHe. He ce npenopbusa
AHeBHaTa [03a Aa Hagsuwasa 1,8 mg.

Linagliptin — [osata e 5 mg eavH NbT AHesHo. [losata Ha MeTOpMUH He TpsibBa fa ce MPOMEHsi, kaTto ce npunara
€/IHOBPEMEHHO C NUHarnMNTUH. Korato ce u3nonaea B koMGuHaUMsA CbC CyrihaHunypesi, Moxe fa ce oB6mMUCAM no-Hucka Ao3a
cyndaHunypes, 3a Aa Ce HaManu pUcKbT OT XUMNOFNUKEMUS.

3a6enexka: H30K 3annawa do3u do DDD.
WUncynunoeo neyeHue - [loauposkata Tpsabea Aa ce onpefens oT fiekap CboBpasHO Hyx}auTe Ha nalueHTa u ce cbobpassiBa ¢
BMAa Ha UHCYNWHA, CKOPOCTTa Ha HacTbnBaHe Ha ecbeKTa W NPOABLINKUTENHOCTTA Ha peﬁc-ravnero.

3. MPOCIEQABAHE — cbrnacHo kpaTkuTe XapakTepUCTUKN Ha NeKapCTBEHUTE NpoayKTu:

INN Lo L MPE/MN 3AMOYBAHE * KOHTPOF - Ha 6 mec.*
HbA1; oT naboparopus, HbA+ oT nabopatopus,
EXENATIDE Heegg nf:zge.fsn:fam cepTtuduumpana no BHCBOK, cepTuduumpana no BHCBOK,
i B KpbBHO-3axapeH npogun KpbBHO-3axapeH npodun
HbA1. oT nabopatopus, HbA1. ot nabopatopus,
LIRAGLUTIDE Hee(z;‘g "fﬂgga?;ffgm cepTtucuumpana no BHCBOK, ceptuduumpana no BHCBOK,
£ } KpbBHO-3axapeH npodun KpbBHO-3axapeH npodun
HbA1. oT naboparopus, HbA+. oT nabopatopus,
SITAGLIPTIN Hoes ”Lf"jggz%";’:a’s cepTucuLmpana o BHCBOK, cepTucpvumpara no BHCBOK,
5 € KpbBHO-3axapeH npodun KpbBHO-3axapeH npodun
ASAT, ALAT™ e iag
VILDAGLIPTIN He ce npunaza nod 18 HbA+c oT naboparopusi, HbAsc oT naboparopus,
200. ceptucuumpada no BHCBOK, BHCBOK
KpbBHO-3axapeH npodun cepTudmLpaka no !
KpbBHO-3aXxapeH npodun
HbA1. oT nabopatopus, HbA1. oT nabopatopus,
SAXAGLIPTIN Heecs nlfzgga%n:obam cepTuduumpana no BHCBOK, ceptudpuumpana no BHCBOK,
90: i KpbBHO-3axapeH npodun KpbBHO-3axapeH npogun
HbA1. oT nabopatopus, HbA+ oT nabopaTopus,
LINAGLIPTIN Heieo npuazgea rod 18 cepTtucpuumpana no BHCBOK, cepTuguumpana no BHCBOK,
. KpbBHO-3axapeH npodwun KpbBHO-3axapeH npodun

* MocoyeHUTe u3crenBaHus ca 3aabikuTenHu. MpeacTaBsT ce Ha opuruHanHa naGopaTopHa 6naHka unu sasepeHo konue. B cnyyai, Ye ca
BNUCAHYW B ENUKPW3a C AABHOCT A0 1 Mec. A0 AaTaTa Ha M3AaBaHe Ha NpoToKoNa He € HeoGXOAMMO NPeACTaBAHETO Ha NabopaTopHy GnaHky.

** CbrnacHo WHgopMaums 3a npoaykTa 26/03/2010 Galvus-H-C-771-11-07 (o6HoseHa Ha 27 anpun 2010 r.) — npu cTtoHocTu Ha ASAT n ALAT
TPM NbTM Hag ropHata ped)epeHTHa rpaHuLa rfedeHne ¢ BUNAAMMUNTUH He Ce 3ano4Ba UMW Ce CMMpa ako B XOAA Ha NledeHueTo ce
YCTaHOBSIT TaKUBa NaGopPaTOPHU NPOMEHU.
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INN ey derrribogied MPEMV 3ANOYBAHE* KOHTPOJT - Ha 6 meceua*
INSULIN HUMAN - KpbBHO-3axapeH npodun KpbBHO-3axapeH npocun
HbA+. oT nabopatopus, HbA+. oT nabopaTopus,
INSULIN LISPRO - cepTuduumpana no HCBOK, ceptucguumpaHna no BHCBOK, kpbBHO-
KpbBHO-3axapeH npodun 3axapeH npocun
He ce npunaaa npu
g:z;’g;oggmagg:ﬁi; ‘Z: HbA+c oT nabopaTtopus, HbA+c oT nabopartopus,
INSULIN ASPART npunaza rpu nut}a 103 cepTugmumpana no BHCBOK, cepTucuumpana no BHCBOK, kpbBHO-
10 ol =58 KpbBHO-3axapeH npogun 3axapeH npocdun
Mukcmypa
INSULIN HbA+ oT nabopaTopus, HbA+c ot nabopatopus,
GLULISINE Zz;::ggga::azzz cepTuduumpana no BHCBOK, ceptuduumpana no BHCBOK, kpbBHO-
KpbBHO-3axapeH npodmn 3axapeH npodun
HbA+¢ oT nabopatopusi, HbA1c oT nabopatopusi
L B
GIIE‘ASI;JG:“E :5;;:55”;6:;6255 ceptuduumpana no BHCBOK, ceptucuumpana no BHCBOK, kpbBHO-
KpbBHO-3axapeH npodgun 3axapeH npodun
HbA 1. oT naboparopus, HbA+c oT nabopatopus,
Il;é?.lél“‘,ma Zﬁ;::ggga::a’z’zz ceptucuumpana no BHCBOK, cepTucuumpana no BHCBOK, kpbBHo-
KpbBHO-3axapeH npocun 3axapeH npocun

* MNocoyeHuTe M3CNEABaHUS Ca 3aAbLIDKMTENHM C OABHOCT A0 eAuH Mecel. [peACTaBAT ce Ha opuriHanHa nabopaTopHa GnaHka wnu
3aBepeHo konue. B cnyuail, Ye ca BNMCaHW B ENMKPU3a C AABHOCT A0 1 Mec. A0 AaTaTa Ha W3jaBaHe Ha NpoTokona He e HeoGxoaumo
npeacTaBAHETO Ha nabopaTopHy GnaHky.

1l. OB UBUCKBAHUA

1. Bb3pacToBaTa rpaHuua ce M3YUCIIsiBa B HaBbPLUEHM FOAMHM - T.€. BKITIOYMTENHO KbM AataTta Ha W3fasBaHe Ha npoTokona ot
cnewuuanuaMpaHara KoMUcHst.

2. Mpw HasHayaBaHe Ha Tepanus No NPOTOKON 3aAbMKUTENHO Ce CbobpassBaT BL3PACTOBUTE OrPAHNYEHUSs, CbINAcHO KpaTkata
XapaKTepUCTMKa Ha CbOTBETHUS NekapCTBEH NPOAYKT, yTebpaeHa no peaa Ha 3MMXM.

3. H30OK He 3annaiua neyeHune U3BbH ykaszaHaTa Bb3pacToBa rpaHuLa B kpaTkara xapakTepucTuka Ha npoaykTa.

4. H30K He 3annalia neyeHue ¢ 4031 Haj MakCUMarHo paspelleHnTe No KpaTka XxapakTepucTuka Ha NpoaykTa.

5. B cnyvait Ha HacTbnuna fnoao3vpaHa HexenaHa nekapcTBeHa peakuus, nekapsT ysefoMaBa WAN no pepa Ha un. 183 ot
3JINXM. Konve oT cbobLeHNeTo ce Npunara KbM MeauLmMHeKaTa fokyMmeHTauus Ha 30J1 npu KaHamaaTcTeaHe 3a neyeHve.

6. MPU CNEUMAITUCTA, cbrn. un. 158 B, T. 1 ot HP[] 3a MeauuMHCKUTE AEHHOCTU 2014 r. (06H. [1B 6p. 3 oT 10.01.2014 r.),
Ha 30J1, Ha KOMTO ca M3JaBaHW MPOTOKOMM MO peAa Ha HacTosWMTe U3UCKBaHMUs, CrefBa Aa ce npurarat BCUYKW
Heo6XoAMMM AOKYMEHTW KaTo: amBynaTopHUTE NMCTOBE OT W3BbPLUEHWTE Nperneauv, BTOPUAT eK3eMNnsap OT usfajeHuTe
NPOTOKONM, KOMUS OT ENWKPU3W, EKCTIEPTHU CTaHOBULLA W APYrM JOKYMEHTW, KOUTO Ca OCHOBaHWe 3a WsjaBaHe Ha npoTokon,
BCWYKM W3UCKBALWM Ce wacnegsaHusi, konue oT npunoxenne 1A/ 16/ 1B Ha HacTosilyUTE M3UCKBAHUSI MOMLIIHEHO no
CchOTBETHaTa TOYKa, NOAMWUCaHO OT creuyanucTa, usaan npoTokona.

H3O0K 3annauwa cregHuTe KOMOGMHALIUK OT MeAUKAMEHTHN
npw 3axapeH aua6et TMn 2
e WHCYNuH (YOBELIKN MHCYTTMHM W MHCYNMHOBM aHanosu) B KoMGUHauus ¢ meTcopMUH
e [lo Tpu nekapcTBeHW MPoAyKTa OT CrieAHWTE rpynu — MeTOPMMH, CyndiaHUypeiHn nekapcTeeHn npoaykTH,
anda-rnoKo3naasHn MHXMBMTopK, MEernmMTMHUAU
e  DPP-4 unxu6utop c MeTthopMuH
o  DPP-4 uHXUBUTOP CbC cyndaHunypeeH nekapcTBeH NPoAyKT (6e3 nMHarnunTiH)
e DPP-4 uHxubutop ¢ MeTcOpMUH M cyndaHunypeeH NeKapcTeH NPOAYKT (3a CUTarmunTUH, BUIAArAMNTUH,
cakcarnunTuH U NIUHarUNTUH)
e EkseHatup/Eksenatua LAR/uparnyTva B KOMGUHALMA C MeTCOPMUH M cynidaHuypeeH riekapcTBeH NpoaykT
e Janumet B koMBuHauusi ¢ MeTpopMUH U cyndaHunypeeH nekapcTBeH NpoAyKT
e Eucreas B koM6uHauus ¢ METC(OOPMUH U cyncpaHUNypeeH nekapcTBeH NpoaykT
e Komboglyze B kom6uHauus ¢ MeThopMUH M cyndbaHUnypeeH nekapcTeeH NPoAYKT
« Jentadueto B KoMBMHaLMsi ¢ METPOPMUH U cyrichaHUNypeeH fieKapcTBeH NpoAayKT

3abenexka: Yuacteto Ha 30J1 B KIMHMYHM NPOYYBAaHUA He NPOMEHs HeobxoAMMOCTTa OT cnasBaHe Ha
nancksaHusiTa Ha H30K Npy npoBexaaHe Ha neveHne Ha 3axapeH avabet Tvn 2 B M3BBLHGONHNYHATa NoMoL.

Hacmosiwume u3uckeaHus ca paspabomeHu Ha ocHosanue yn. 56 om HayuoHaneH pamkos 002080p 3a MeOUYUHCKUMe
deiiHocmu 3a 2014 200uHa (06H., B, 6p. 3 om 10.01.2014 2.) u enusam e cuna om 1 mapm 2014 ., cbanacHo u. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annauane Ha eKkapcmeHu npodykmu no yn. 262, an. 6, m. 1 om
3axoHa 3a nexkapcmeeHume npodykmu & XymaHHama Meduyuna, Ha MeduyuHcKu u3desiusi U QUeMUYHU XPpaHu 3a crieyuantu
meduyuHcku uenu (06H., 4B, 6p. 31 om 2007 2.).
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DNEKMAPAUMS 3A UHOOPMUPAHO CBITIACUE C USUCKBAHUATA 3A 3AMOYBAHE/ NPOABINKABAHE HA
TNEYEHUETO C JIEKAPCTBEHUA NPOAYKT

crnep kaTo ce 3anosHax C usanara Mu npegocraBeHa MH(pOpMaLLVIﬂ W uenTa Ha neYeHneTo C fiekapcTBeHns

(Toehi\ T O . L R RO ———— T
NOCTaBEHWUTE OT MEH BLNPOCH, ieKnapupam Ye:

. U cnej Kato nonyyux nsdepnarenHn oTroBopun Ha

1. Llle cnaseam npenopbyaHata M CXeMa Ha NIeYeHIe W NepUOANYHOCT Ha KOHTPOMHUTE Nperneau.

2. PefoBHO e ce ABABaM Ha KOHTPOMHW NPerneam 1 Hama Aa NPOMEHsIM CaMOBONHO W NOA APYroO BHYLLEHWE
HasHayeHaTa Mi Tepanusi.

3. Tpy npeycTaHoBsIBaHe Ha NEYEHNETO MO MPUUMHU, HEMPON3TUYALLWM OT pelleHneTo Ha KomucnsTa sa
excneptuan B P3OK n/imnu KomucusTa no un. 78, 7.2 ot 330, e yeesoms HezabaBHO Nu4HMA cu nekap u P3OK
1 Wwe ebpHa B P3OK nocnesHust NpoToKor, MO KOATO CbM nony4aearn/a nekapcTBEHUA NPOAYKT.

4. Tpyu HecnasBaHe Ha MOCOYEHUTE YCTIOBUS NIEYEHNETO MU C YNIOMEHATMSA 11eKapCTBEH MPOAYKT Lue 6bae

npekpaTeHo 1 HAMa Aa UMam npeTeHummu koM H3OK.

DaTaz ..conemessmrmassastessimmensinsy
[Hexnapatop:.
(MMme, npe3vme 1 hamunus)
[RANUC: . ccoivimiswsvmmmssmssimsiommes
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Heobxodumo e da ce ombesnsizea 8csika npomsiHa 6 dozama u/ unu 8uda Ha UHCY/uHa.

B KorioHa ,3a6enexka” ce 6Muceam 6CUYKU CHCMOSTHUS, KOUMO Mozam 0a MOe/usisim Ha Pesynimamume om mecmoseme (3a601sieaHus, npoMeHru
6 Ouemama, cmpecosu cumyayuu, HeobuyaliHo HamoseapsaHe u 0p.)

Haracsim ce daHHume om rposedeHumMe UIMepeaHus Ha KpbeHama 3axap, Kamo ca 3adbXumenHu roxe decem UsMepeaHus Ha kpbeHama

3axap npe3 nocnedHus Mecey npedu kaHdudamcmeaHemo.

OHEeBHUKBLT 32 CAMOKOHTPOI € 3aBepeH oT:

&

MOAMUC Ha CNEeUMNASTUCTA:..........coovviiiiiiiiiiiniinen
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