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lMpoToKONBT Ce M3naBa OT CMeUManucT ¢ KOA Ha crneumanHocT 05 (eHaokpuHonorust u Gonectn Ha obmsHata),
cknounn gorosop ¢ H3OK mnn oT cneunanuavpana komMucusi B neuebHu 3aBepeHus, ckniouunu gorosop ¢ H30K
CneumnanuampaHuTe KOMUCHM Ce Cb3aaBaT CbC 3anoBes Ha AupekTopa Ha neveGHoTo 3asedeue (J13) — knuHuka/oTaeneHue

110 eHAOKP!

MHOMOrUsi.

. PEQl 3A 3ABEPABAHE HA NMPOTOKOJUTE - UHKPETUH BA3UPAHA TEPANWA

MpoTokony 3a 3anoyBaHe u NPoALIkKABaHe Ha TepanusTa

= AMBynaTopeH NUCcT/ eTanHa enuKpu3a oT NocneaHus npernea/ unu
enukpuaa ot bJ13 ¢ npunoxeHn Bcudku Heobxoaumm nokasartenv u

cneumanueT, ckniounn VICHREAHIS 10 BRNTIOMMIS 3 Komucus 3a
= MonbnHeHo n noanucaHo npunoxexue 1 (1A unu 16) — nuct 3a
norosop ¢ H30K eKcnepTu3u B
ONpeAensHe Ha KPUTEPUMTE C BCUUKA HEOGXOAMMY M3CreasaHus P30K/
= ‘TfpoTokon 3a npeanucBaHe Ha nekapcTBa, 3annawaHm or K v
H30K/P3OK' - 06p. M3-H3OK oscun & L
wnm Ha H30K’
* EKCNepTHO CTaHOBMILE C SICHA MEAMLMHCKA MOTUBALWSA (334 BMKUTENHO
ce 0TBENA3BA NMNCA Ha MIKNIOYBALLY KDUTEPWH) 3asepka Ha
* Enukpu3a ot BJI3 C NPUNoXeH# BCHIKM HEOBXOAMMI NOKa3aTenn u nporokona 8
W3CNeABaHUs N0 NPUNOXeHue 2 P30K
cneumanusnpana [~ = MonuaxeHo u noanucano npunoxeue 1 (1A unm 16) - nuct 3a
Xommeus onpeAensiHe Ha KPUTEPUMUTE C BCUUKM HEOBXOAUMHU M3CNeABaHNs
= “TpoToKon 3a npeAncBaKe Ha nexapcTea, sannatiany or H3OK/P3OK"
—06p. M3 ~H30K (noanucaH oT YneHoBeTe Ha KOMUCUSTa)
*Omnacs ce camo 3a npomokonu 3a Liraglutide

Il. PE/] 3A 3ABEPABAHE HA MPOTOKOJTUTE ~ NNEYEHWE C KOHBEHLMOHATHN U AHANIOrOBU UHCYNUHU

ﬂporoxonu 32 KOHBEHUMOHANHa MHCYNTMHOBA Tepanus 1 NPOTOKONM 3a NpoAbLIKaBaHe Ha TepanusTa C aHanorosu
MHCVAWHY 00 o6wa nosa 80 U

CneynanucT, cKmounn = “[poToKon 3a NpeanucBaHe Ha nekapcTea, 3annawaxu ot » 3aBepkas
norosop ¢ H30K H30K/P30OK” — 06p. M3-H30K P30K
lMpoTokonu 3a noBuwasaHe Ha obwaTa [403a (Ha KOHBEHLMOHANHU M aHaNOroBM WHCynNuHK) Hag 80 IU

b Cvauoaume OT eHAOKPUHOrOora € icCHa MeAUUMHCKa MoTUBaUmMS Komucus 3a

32 HeO6X0AUMOCTTa OT yBenuyaBaHe Ha Ao3ata

cnewuvan
[Aorosop

UCT, CKIoYN = AmbynaTopeH nucT/eTanHa enukpu3a C BCUYKM HEOGXOAMMM

eKcnepTusu 8
P30K

¢ H30K B n3cneasaHus cbobpasHo Tabn. 1 (npunoxexue 2)
= “MpoToKon 3a npeanucBaHe Ha nekapcTea, 3annawaHn ot
H30K/P30K" — 06p. M3-H30K

3aBepka B
P30K

Beuuki NpoToKOnM 3a 3anoyBaHe Ha TePanusi C aHasIoroBM MHCYTIHM:

MpeMUHaBaHe OT KOHBEHLMOHANHN UHCYNMHI KbM aHarnoroBu UHCYNIMHN

CM$IHa Ha €/IVH OT NpUnaraHuTe KOHBEHLMOHANHI MHCYNMHM C aHAOroB NpY 3anassaHe Ha APYrus npunarax

KOHBEHLMOHANEH UHCYNUH
CMSIHa Ha E/VIH C APYT aHAsOroB UHCYNUH

= AmGynaTtopeH nucT /eTanHa enukpusa unu enukpusa ot BJ13 ¢

BCMYKM  Heobxoaumu  u3cneasaHus  cbobpasHo  Tabn. 1
cneuwanuct, ciounn |l (nounoxenve 2)
norosop ¢ H30K = MonbHEHO ¥ NoANUCaHO Npunoxexue 1B
*‘lpoTokon 3a npeanucBaHe Ha fekapcTea, 3annawjaHu ot
H30K/P30K” - 06p. M3-H30K
wnu
'EKC"EPTHO CTaHoBMWE C $CHa MeauuMHCKa MoTUBaunsa 3a
HeobxoAMMOoCTTa OT 3anoyBaHe Ha Tepanusa C aHanoroBu UHCYNMHU
cneuvanuaupaxa N =Enukpusa ot BJ13 ¢ BCuukM HeobXoauMKU u3cneaBaHns cbobpasHo
Komucus Tabn. 1 (npunoxexue 2)

b VIBNCKBAHWA HA H30K MPY U3[ABAHE HA NPOTOKONM 3A NIEYEHWE HA 3AXAPEH IMABET TUM 2 B N3BBHBEONHUYHATA MOMOLY

= MonbNHeHo 1 NoanuUcaHo npunoxetxue 1B

=‘Tlpotokon 3a npeanucBaHe Ha nekapcTea, 3annawaHn ot
H3O0K/P30OK" — oBp. M3 —-H3O0K (nognucan oT uneHoseTe Ha
KomucunTa)

Komucus B
uy va
H30K

3aBepka B
P30K
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Mpu nayuenmu ¢ HasHaveHa mepanus @ Yyx6uHa da ce npedcmaesm meduyurcku doKymeHmu ¢ daeHocm do 6 meceya
npedu kaHdudamcmeaHe.

IIl. OBLUM MOSTIOXKEHMA
1. 3301 nopasa noaroteenute Aokymentn B P30K, Ha TepuTopusTa Ha KOSITO @ HanpaBuIo n3bop Ha OMJ. fokymeHTute
BKNKOYBAT:
1.1 3asBnenue ao [lupektopa Ha P3OK.
1.2 TMonbnHeHo ¥ MoANUCaHO NpumnoXeHue 1 — CLOTBETHO Ha NeYeHUeTo, 3a KOEeTO ce KaHauaaTcTea. Monbnea ce no
CbOTBETHaTa TOYKa W ce nNpunara oTpaseHara B I.qu)pOB WHAEKC MeAnUMHCKa AOKyMEeHTauus, yAoCTOBEpsiBalLa BCEKU eaunH
OT KpuTEpUMTE.
1.3 MbnHuaT Habop nacnenBanus (HU3NKANHK, MHCTPYMEHTANHW U NaBopaTopHM), 0Tpa3eH B NpUoXeHue 2 ¢ AaBHOCT A0
eauH mecel..
1.4 “lNpotokon 3a npepnucsaHe Ha nekapcTea, 3annawann ot H30K/P3OK™ — o6p. M3-H30K, usnapen ot nekaps
cneunanuct. Mpu HeobxoaumocT ot ekcnepTusa ot Komucusita no un. 78, 1.2 ot 330, P3OK uanpawa 8 H30K konme Ha
npoTokona. npOTOKDﬂ'l:T 3a4b/KUTENHO Ce NOANUCBA OT BCUYKM YNEHOBE Ha KoMUCUATa B CnyyauTe nocoyeHn B T. |
1.5 Mpu nNpemMuHaBaHe Ha NeveHWe C aHaNoOroBW MHCYNMHW Ce W3UCKBA KOMWE OT Mpeaxoxaaliu npotokonu/ unu
PeuenTypHa KHMXKa, OT KOUTO € BUWAHO NPOBEAEHO NneyeHue C KOHBEHUMOHANHU WHCYNUHN NOHe 3a nocneaxuTe 6 Meceua
npeAv npeanarasarta cmsHa. MpoTokonuTe cnesa Aa CbAbPXAT OTPA3EHN U3MBIHEHNS Ha PeLienTy.
1.6 [leknapaums 3a MHchOpMMpaHo chrnacue o obpasel| (npunoxexue 3)
1.7 MpunoxeHue 4 - nonbnHero ot 330J1 1 3aBEPEHO € NOANUC U NeYaT Ha eHAoKPUHONOra
2. P30K npuema foKyMeHTUTe MO T. 1 Crief cripaBKa OTHOCHO 3APaBHOOCUTYPUTENHMS CTaTyC Ha 33011
3. fo nonyuasaHe Ha pewenue oT komucusTa B LIY Ha H30K 33071 npoannkasa neveHue ¢ nekapcTeeH/u npoaykT/v, ¢
KOWTO e NpoBexAan neYeHMeTo A0 MOMEHTa Ha noAasaHe Ha Monbarta u okymenTute B P30K.
4. ONUCaHMAT MbrIeH KOMNNEKT AOKYMEHTU Ce M3UCKBA B Ciy4auTe, NPU KOWTO € yKa3aHa HeOGXOAMMOCT OT peleHue Ha
Komucus 3a ekcneptuau 8 P30K unu Komucusta no un. 78, 1. 2 ot 330 8 LY Ha H30K. Mpu 3aBepka B P30K ce npeacTass
NPOTOKONa M Konue OT aMGyNaTOPHUSA NIUCT OT NOCHeAHNS NPermes NPy CNeLUanicT.
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U VBNCKBAHWA HA H3OK MPY N3[ABAHE HA NMPOTOKOM 3A NIEYEHUE HA 3AXAPEH IMABET TUM 2 B U3BBHEONHUYHATA MOMOLY
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JIUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA UHKPETUH BA3UPAHA TEPAMUA MPYU BOMHN
CBbC 3AXAPEH OMABET TUN 2

Wme: |EFH\ [ ‘ | [ ] ‘ ‘ J {j

3abenexka: meduyurckama 0OKyMeHmayusi, y00CMOSepsealLLa 6CeKU OM KpUMEPUUME € 10CoYeHa C UUQPa 8 UHOEKC U 3a0BIKUMEITHO
npudpyxaea HACMOAWOMO NPUNOXEHUE.

Mpyu 3axapeH auabet TN 2 B HauanHuTe hasu Hail-4eCTO Ce Npunara neyeHne C NepoPanHin NekapcTeeHn MPOAYKTW, HO Thil
KaTo 3abonsBsaHeTo e nporpecupalo, Ha onpeAeneH ertan ce ctura Ao oTnaaaHe Ha WHCynuHOBaTa cekpeumus u HeOﬁXOIJMMOCT or
3ano4ysaHe Ha WHCYNWHOBO neyeHue. 3HauMma BB3MOXHOCT 3a noAD6peHv|e Ha TNUKEeMWUYHWUS KOHTPON W OTCpoYBaHe Ha
UHCYNMHOBOTO NEYEHUe € WHKPETUH GHSMDEHETB Tepanusa, KOSiTO € AoNbnBalwa Tepanus € Uen nocTurade Ha onTUManeH
FNUKeMUYeH KOHTpon.

A. KPUTEPUM 3A 3ANOYBAHE HA NNEYEHWE C DPP- 4 UHXUBUTOP (CHTarnunTvH, BUNSarnunTuH,
caKcarnunTiH) Npu 6onHM cbe 3axapen Avaet Tvn 2 B cnyyau Ha MOHOTEPATMWA C MET®OPMUH (Heobxoaumo e
Hanmune Ha BCUYKM KpUTEPHM):

1 | Now meTa6onuten koutpon (HsA:C Hap 6,5% ot nabopatopus, cepTuchuvpara no GHCBOK) '

HeBb3MOXHOCT 32 afilekBaTHa KOMMEHCaUNs BbNPeK MaKCAManHO TONEepPUPaHMTE 403N Ha TekyLuaTa Tepanus
2 | npunaraHa 3a nocneaHuTe 3 Meceua C NOBMWEH PUCK OT XUNOTNUKEMUS UMM HEMOHOCMMOCT UMM NPOTUBOMOKA3AHMS!
3a BKIIOYBaHE Ha CyndaHunypeeH npoaykT

3 | Nunca Ha n3knioyBawm kputepum no 7. [

" opuruHanka 6nanKka ot naGopaTopHO H3CNIEABAHE C OATHC W NejaT Ha Nekap 1 113 WM 3aBepeHo Konwe (& criyval, Je e 6UCaHO & enukpU3a
¢ daeHocm o 1 mec. npedu kaHOudamcmearemo He ce u3uckea npedcmaesiHe Ha nabopamopHa 6naHKa)
Zopurunanna BnaHka oT eauH KpbBHO-3axapeH NPOMIA C NOHe TPU N3MEPEHN KDBBHU 3aXaph C NOCOYEH! YaCcoBE HA W3CNIEABAHUATA C NOANNC U
nevar Ha nekaps u J13 uni 3aBePeHo Kone (& Cryval, ye ca enucanu 6 enukpusa ¢ dasHoom do 1 mec. npedu KaHOUOBMCMEaHemo He e
Heobxo0umo npedcmassiHemo Ha 11abopamopHu G11aHKU), KOMMe OT PEUenTypHa KHKKA Ui APYra MeAMLIMHCKA AOKYMEHTaLUS
yAOCTOBEPABALIA NPOBEXKAAHETO HA COTBETHATA Tepanus, aMGyNaTopHK NMCTOBE OT NperneauTe, yAoCTOBEPABALIN BbaHuKHanM HIIP
amBynaTope NUCT/ ETaNHa enuKkpH3a OT NPerne Npy CeumanucT/ ennkpuaa ot 6113 C AaHHN OT aHAMHE3aTa, COMATUYHWA CTATYC U OTPa3eHo
Terno u UTM

B. KPUTEPUW 3A 3ANOYBAHE HA JIEYEHWUE C DPP- 4 UHXMBUTOP (cuTarnunTuH, BANAArMMATAH,
cakcarnunTuH) npu 6onHKM cbe 3axapeH avabet Tun 2 B cnyyau Ha MOHOTEPAMNWSA CbC CYN®AHUNYPEEH NMPOAYKT
(Heo6x0AMMO e HanMume Ha BCUYKM KpUTEPUK):

1 | Now metaGonuteH kontpon (HsA:C Hap 6,5% ot naBopatopus, cepTvdmumpana no GHCBOK) '

HeBb3mMOXHOCT 32 afekBaTHa KOMNEHCaLMs BbNPEkN MaKCUMarHO TONEepUpaHnTe 403N Ha Tekylata Tepanvs

2
npunarana 3a nocneaHuTe 3 Meceua ¢ HeNOHOCVMOCT U NPOTUBONOKA3aHUS 33 BKIKOYBAHE HA METOPMUH >

3 | Nunca Ha u3knioYBawm Kputepun no T. i

T opurunanta 6nanka ot 1NabopaTopHo U3cNeABaHe C NOANKC U NevaT Ha niekaps # J13 unn 3aBepeHo Konue (6 cryvad, Ye e 8nUCaHO 8 enuKkpu3a ¢

Qdaerocm do 1 Mec. npedu KaHOUOAMCMEaHeMo He ce u3uckea npedcmassiHe Ha nabopamopHa bnakka)

? opuruHanka Gnanka OT eA4MH KPBEHO-3aXAPEH MPOCDN C MOHE TP UIMEPEHN KpLBHU 3AXAPH C MOCOHEHH YACOBE HA M3CTEABAHUATA C NOATNC 1

nevar Ha nekaps v J13 unu 3aBepeHo konue (s criyyall, Ye ca enucanu e enukpusa c daeHocm 00 1 Mec. Mpedu kaHoudamcmeaHemo He e

Heo6X00uMo npedcmassiHemo Ha N1abopamopHU GN1aHKU), KoM OT PeLeNTyPHA KHKKA K APYra MEANLMHCKA AOKYMEHTaLUS
/AOCTOBEPABALLA NPOBEX/AAHETO Ha CLOTBETHATA Tepanus, aMmGynaTopHU NUCTOBE OT NperneawTe, yA0CTOBEPABALLM Bb3HMKHaNK HITP
amBynaTopeH NUCT UNU eTanHa enukpusa OT NPernea Npyu CNEUMANKCT Wik enukpu3a oT BJ13 ¢ AaHHN OT aHamMHe3aTa, COMATUUHUS CTaTyC U

oTpaseHo Terno u UTM

B. KPUTEPUU 3A 3ANOYBAHE HA JIEYEHUE C DPP- 4 UHXUBUTOP (cuTarnunTun) npu 60MHM ChbC 3axapeH
Aunabet Tvn 2 B cnyyau Ha KOMBUHWUPAHA TEPAMUS CbC CYN®AHUNYPEEH NMPOAYKT U MET®OPMUH (Heobxoaumo
€ Hanu4me Ha BCUYKU KpuUTepum):

Tow metaGonuteH koHTpon (HsA:C Hap 7,5% ot naBopatopusi, cepTvdmumpana no BHCBOK) '

HeB1L3MOXHOCT 32 anekBaTHa KOMNEHCALMA BLNPEKV MaKCUMAIHO ToNepupaHnTe 403 Ha TeKyllaTa KOMOHHMpaHa |
Tepanus npunaraxa 3a nocneaHuTe 3 meceua >*

Hdw| n

Jvnca Ha usknioyBawm kputepum no T. [

OpHriHana 6nanka oT NaGOPATOPHO UICTEABAHE C OATUC U NIEVaT Ha nexapA 1 113 WM 3aBEPeHO Konve (6 Cryvall, 4e @ aMliCaHo & enuKpUIa ¢
0a8HOCM G0 1 Mec. Mpedu KaHOUOBIMCIIBAHeMO He Ce U3UCKea MPedcMassHe Ha NabopamopHa Graka)
 oprHanka GnanKa or eAuH KpEHO-3axape PO C NOHe TP U3MEPEHN KpLEHN 3aXapH C NOCOYEHH YACOBE Ha UCTIEABAHWATA C NOANC W
nevar Ha nexaps v 113 v sasepeno Konue (s criyJall, 4e Ca 6MUCAHU 6 enluKpU3a C 086HOCT 60 1 Mec. npedu KaHOUJaMCMEaHemo He e
He06X00UMO MpedCmassHemo Ha nabopamopHu 6/1aHKu)

aMByNaTopeH NUCT/ eTanKa enukpusa OT NPErNIeA NpH CReLMANNCT /enukpuaa oT BII3 C AaHHM OT aHaMHe3aTa, COMATAUHWS CTATYC W OTPa3eHo
Terno u UTM

4
k V3UCKBAHMA HA H3OK NPV U3JABAHE HA MPOTOKONIN 3A IEYEHME HA 3AXAPEH MABET TUM 2 B U3BBHEONHUYHATA NOMOLL
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T'. KPUTEPWUU 3A MPOABLIMKABAHE HA NEYEHWE C DPP- 4 UHXUBUTOP (CUTarnunTuH, BUNAarnunTuH,
CaKCarnunTuH) - (Heo6X0AMMO e HanMume Ha BCUYKM KpUTepun):

1 BnaronpusTeH ebeKT crieq WeCTMECe4HO NeveHme, yAOCTOBEPEH C HamansBaHe Ha HeA{C C noHe 0,5% oT
nabopatopus "~ (npu nocmuzane Ha HeA:C < 6,5% mo3u kpumepuii He eaxu)

2 | Niunca Ha yBenuueHme Ha TenecHoTo Terno

3 | Nunca wa xunornukeman *

4 | Nunca Ha n3knYBalwm Kputepumn no 1. [

" opuruHanHa Gnaka oT NaBOpATOpHO MICHEABaHE Ha HeA(C C NOANMC 1 Nevar Ha nekaps 113 A 3386peno Komme (8 Cryvai, ve e BnucaHo 8
©NuKpn3a C AaBHOCT A0 1 MEC. NPeAN KaHAWAATCTBAHETO He Ce 3uckBa NpeacTassHe Ha nabopaTopHa 6naka)

OpuruHanHa Bnakka oT NOHe eAMH M3CNEABaH KPBBHO-3aXapeH NPOIN C NOHE TPM M3IMEPEHN KDBBHI 3aXapy C NOCOYEHN YacoBe Ha
#3CNeABaHUATA G NIOANIMG W NEJaT Ha nexaps u J13 unu 3aBepeHo Konue (& CryJall, Y6 Ca eMuUCaHU 6 enukpu3a ¢ 0aeHocm 00 1 Mec. Mpedu
KaHOUOATICMZHENO He & HEOGXO0UMO rPedCMasaHemo Ha naBoPamOoPHu GraHKy)

amﬁynampeu NUCT Unu eTanHa envkpu3a oT Nperne npu CNeunanieT unu envkpusa ot BJI3 ¢ AaHHK OT aHamHe3aTa, coMaTUyHus cTaTyc,
0Tpasero Terno  VTM, KaKTO 1 AaHHY 38 NPOTUAHETO HA 3AGONABAHETO CIEA JANOMBAHE Ha NEYEHNETO NUNCATA Ha XMMOTMUKEMMAM; OTPa3ABa
Ce aKTyanHoTO Terno Cea LUECTMECEYHO NeYeHe KakTo i U3XOAHOTO Terno)

A. USKITIOYBALLW KPUTEPWUM (npu 3anoysaHe U npu npoabmkaBaHe Ha neYeHneTo)

Bonku cbe 3axapen avabet Tvn 1

Bonku ¢ TepmuHanHo G16peyHo 3aGonsBaHe N TeXKo GLOPEUHO yBpEXaaHe (KpeaTUHUHOB KMPBHC <30
ml/min).

Tlnua noa 18 3a cUTarnNMNTVH, BUNAAINMNTUH U CAKCArNMNTUH W HaA 75 rOAULHA BL3PACT 3a CUTAIMUNTUH 1
caKkcarnunTuH.

BpemeHHOCT 1 nakTauus

BonHu cbe 3axapeH AnabeT TMn 2, KOUTO Ce HYXKAAST OT UHCYNMHOBO NedeHue.

KomBuHnpaHo nevetne Ha MHKpeTMH-6a3upaHa Tepanus C MErMUTUHIAN UK UHXMBUTOPH Ha anda-
rmiokosnaasata.

BonHu ¢ Texko cTomalwHo-4pesHo 3abonssane

Cepro3HM CTPaHUYHN PeakLyn OT NEYEHNETO

CuctemHo Hecnassake Ha neyebHaTa cxema Mo BuHa Ha GomnHUs, C NpeKbCBaHe noseye ot 3 Mecela

0 CroitHocTi Ha ASAT unmu ALAT TpUKpaTHO Haz ropHa pechepeHTHa rpaHuLia (3a BUnaarnunTiH)

o

oo

0o

3abenexka: NNCaTa Ha U3KNIOYBALLM KDUTEDUM CE YAOCTOBEPSBA C NOANKMC HA CELMANUCTa B HACTOALIOTO NPUNOKEHNE

B AHeBHa Ao3a

NoAnuC Ha crneumanucTa:

VIBNCKBAHWA HA H3OK MPY U3/JABAHE HA NPOTOKONN 3A NIEYEHWE HA 3AXAPEH AVABET TUM 2 B N3BBHEONHUYHATA NOMOLY
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TIUCT 3A ONPERENSAHE HA KPUTEPUUTE 3A MPOBEXOAHE HA UHKPETUH BA3UPAHA TEPAMNUS NPU BOMNHU
CbC 3AXAPEH IMABET TUN 2

Wwe: [ei] T T T T T T T T T7]

3abenexka: MmeduyuHCKama AoKyMeHmaLusi, yOOCMOBEPsGaL4a 6CeKU OM KPUMEPUUME e NOCOYeHa ¢ YuGbPa 8 UHORKC U 3a0BIKUMENHO
npudpyxaea HaCMOAW,0MO NPUNOXKEeHUe

A. KPUTEPUMN 3A 3AMOYBAHE HA NNEYEHUE C MHKPETUHOB MUMETUK (ex3eHaTua, eksenatua LAR,
nuparnytia) npu 6onHu che 3axapeH Anaber TN 2 (HeOGXOAUMO e HanMyMe Ha BCUYKN KpUTepuK):

1 | Now meTabonuten koHTpon (HsA:C Hap 7,5% ot nabopatopusi, ceptudpmumpana no BHCBOK )’

HeBb3MOXHOCT 32 afeKBaTHa KOMNEHCaLUs BbNPEKn MaKc/ManHo TonepupaxmTe A03M Ha Tekywara

2
KOMBMHMpaHa Tepanus* npunaraxa 3a nocneanuTe 3 Meceua (ynocmsepeuo C KpbBHO-3axapeH npochun)

3 | Wnpexkc Ha TenecHata maca (MTM) Haa 35 kg/m” *

4 | Nunca Ha Noka3aHusi 3a NPOBEXAAHE Ha NeYeHue C UHCYMUH °

5 | Ilunca Ha CTpaHWyHM echeKTU U U3KMIOYBALLYM KPUTEPUN MO T. B

opurAHanHa GnaHka OT NaGOPATOPHO MICNEABaHE C NOANIC U NEYaT Ha nexaps  J13 unk 3aBepeHo KonWe (6 Criyvall, Ye e enUCaHo & enukpU3a
QaeHocm 0o 1 Mec. npedu kaHOUGamcmeaHemo He ce u3uckea npedcmassiHe Ha nabopamopHa 6narka)

opuruHanHa 6nakHka oT eAnH KpBLBHO-3aXapeH NPOGUN C NOHE TPU M3MEPEHN KPBBHY 3axapy C NOCOYEHN YacoBe Ha U3CNEABAHNATA C NOANUC 1
nevar Ha neapa # 113 unw 3asepeHo Konue (6 Criyval, 4e ca 8nucanu 6 enukpusa ¢ daeHocm 0 1 Mec. Mpedu KaHOUOAMCMEAHEMO He &
Heobxodumo npedcmaesHemo Ha nabopamopHu bnaHKu).
* amGynaTopeH NUCT/ €TaNHa eNUKPUIA OT NPErNEA NPW CNEUManNCT/ enukpusa oT BI13 C AaHHM OT aHAMHE3ATa, COMATUIHWS CTATYC W OTPaIEHO
Terno w UTM 1 aHTWAWaBETHa Tepanws 3a NPeAXORHNTE TP MECela, YAOCTOBEPEHO C KoNWe Ha peLienTypHa kHivkka Ha 330J1.
* nop KoMGUHMPaHa aHTMAWaGeTHa Nepopanta Tepanus ce pasbupa KOMEMHaLMA MeXAY METOPMUH U CyncaHunypeeH NPOAYKT

B. KPUTEPUU 3A NPOABIMKABAHE HA NIEYEHUE C UHKPETUHOB MUMETMK (ek3eHatua, eksenatug LAR,
nuparnyTua) npu 60NHM CHC 3axapeH AvabeT TMn 2 (HeO6XOAMMO € HanMume Ha BCUYKM KpUTEpUM):
1 Enaronpuuren edpekT crieq WecTMece4Ho neyeHue, y0CTOBEPEH C HamanssaHe Ha HbAs. ¢ nowe 1,0% ot
nabopatopus '? — (npu nocmuzare Ha HgA:C < 6,5% mo3u Kpumepuli He eaxu)
Hamanssane Ha TenecHoTo Terno ¢ noHe 3% cnea NbpeuTe 6 MEC., UNCa Ha yBENMYaBaHe Ha TernoTo npu
nocneasaLm kypcose

3 | KoMBUHMPaHO neyeHmne C MeT(OPMIH, Wik CynchOHUNYpeiiHM NPOAYKTM B ONTUMAIHI 403K °

2

4 | Jlunca Ha CTPaHUYHM eheKTH 1 MIKIIOYBALM KpUTEPUK No T. B

opuruHanHa 6naxka oT nabopaTopHo M3CNeABaHe C NOANWC U NevaT Ha nekaps i /13 unu 3asepeHo Konue (6 cyval, Ye e 8MUCaHO 8 enuKpu3a c
dasHocm 00 1 Mec. npedu KaHOUJAMCMBaHeMo He ce USUCKea npedcmaesHe Ha Na6oPamopHa GaHKa)
* OpUriHanka 6naHKa O &AWH KPBBHO-3aXapeH NPOGIN C NOHE TP M3MEPEHU KDBBHN 3AXAPH C NOCOMEH! YACOBE Ha M3CEABAHIATA C NOANHC U
nevar Ha nexaps u J13 unu 3aBepeHo konue (e criyyal, Ye ca enucaHu e enukpusa c daeHocm 0o 1 Mec. npedu kaHdudamcmeaHemo He e
HE0BX0JuMO npedcmaesiHemo Ha NabopaMOpHU GNaHKU).

amMBynaTopeH NUCT /6TaNHa eNUKPU3A OT NPErne NP CneLManucT/enukpuaa ot BJ13 G AaHHI OT aHAMHE3ATa, COMATHAHUA CTATYC, OTPA3EHO Terno
v UTM, kaKTo 1 AaHHY 38 NPOTUYaHe Ha 3a60NABAHETO CNea 3ano4BaHe Ha NeYEHUeTO - 0TPA3sBa Ce aKTYarnHOTO Terno Cej LWeCTMEceuHo
neveHye CPAMO UIXOAHOTO TerNo). YAOCTOBEpSIBaHe Ha NpUNaranaTa TepaneBTHiHa CXeMa C KONME Ha PELeNTYpHa KHIDKKE.

B. U3KINIOYBALLM KPUTEPUMU (npu 3anoysaHe U Npu NpoabimKaBaHe Ha NeyeHueTo)

1. BonHu cbe 3axapeH agnabet Tvn 1.
Bonku ¢ TepmuHanto Gb6peyHo 3abonsiBaHe unn Texko GLOPEUHO yBpexaaHe (KpeaTMHUHOB KIMPLHC < 30
ml/min).
JNuua nopa 18 v Haa 75 roauiuHa Bb3pacr.
BpemeHHOCT 1 nakTauus.
BonHu cbe 3axapeH AnabeT TMN 2, KOMTO Ce HYXKAEST OT UHCYNIMHOBO NeYeHNe.
KomBuHupaHo nevenme Ha MHKpeTUH-GasnpaHa Tepanusi C MernuTUHWAW Unu UHXUBUTOpK Ha anda-
rnokosuaasara.

7. BOMHM C TEXKO CTOMALLHO-YpeBHO 3abonsBaHe.

8. Cepuo3Hu CTPaHWU4HM peakuum OT NIEYEHNETO.

9. CucTemHo HecnaseaHe Ha neyebHaTa cxema no BUHA Ha 6OMHMS, C NpeKbCBaHe noseye oT 3 Mecelia.
3abenexka: nuncama Ha UsKITloYeauu Kpumepuu ce ydocmosepsiea ¢ nodnuc Ha Creyuanucma 8 HaCMoSWOMO NPUIOXEHUE.

oosw

OTrosaps Ha KpUTEpPUMTE 3a NIEYEHMETO C B AHeBHa fo3a

MOANMC Ha CheunanucTa:...........

','( 6

V VMBUCKBAHWS HA H3OK NPU U3JABAHE HA MPOTOKONM 3A NIEYEHMWE HA 3AXAPEH IMABET TUM 2 B U3BBHEONHUYHATA NOMOLY
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JIUCT 3A ONPEAENAHE HA KPUTEPUWUTE 3A MPOBEXAAHE HA NEYEHWE C KOHBEHLIMOHANHMN U AHATNIOrOBY
WHCYINWUHU NPU BONHU CbC 3AXAPEH ANABET TUM 2

Hve: [er] [ [ [ [ [T T T ] T ]

3abenexwa: MeOULUHCKaMa OOKyMeHMalUS, yIOUTIO8epAaaLIa 608K OM KPUMBPUUIM 6 NOCOYeHa G UUhPa & UHOEKT U 3a0BNUMEnHO
npudpyxasa HacmosWomMo npunoxenue.

I. KPUTEPUU 3A 3ANOYBAHE HA JIEYEHUE C KOHBEHLUMOHAIIHW MHCYNIUHU npu 3axapeH auaGet tun 2

1. HeBb3MOXHOCT 3a MocTUraHe Ha A0GLP MKEMUYEH KOHTPON, BLMPEKM MaKCUMAIHUTE 031 Ha KOMBUHALIMK OT
aHTUANaBETHN NPOAYKTU 3@ NEPOPAHO NPUOXEHNE.

Hugo Ha HbA1c Hap 7.5 %.

[lexomnexcauus, CBbp3aHa C MHTepKypeHTHO 3abonsisake.

JleyeHue B nepuonepaTvseH nepuos.

BpeMeHHOCT 1 nakTaums.

MpOTMBONOKa3aHMS 1 CBPBXYYBCTBUTENHOCT KbM aHTUAMABETHU NPOAYKTM 32 NEPOPANHO NPUNOKEHME.
MauneHTn B KPUTUYHO CLCTOSHUE.

NoosawN

Il. KPUTEPUM 3A 3AMOYBAHEHA NEYEHUE C AHANOIOBU UHCYITUHWU

A. KPUTEPUM 3A NPEMUHABAHE OT KOHBEHLIMOHATEH BbP30AEVNCTBALL MHCYNUH HA B bP30AENCTBALL
WHCY/IMHOB AHAIOT UNTU OT EAINH EbP30MIEMCTBALL UHCYNIMHOB AHATOT HA [IPYT (Heo6X0aMMo e Hanuume Ha
MOHe TPU OT KpUTepumTe)

1 | Now meta6onuren konTpon (HsA:C Hag 9%, ot nabopatopus, ceptuduumpana no BHCBOK) 1

HesbamoxHocT 3a oBragsBaHe Ha NOCTNpaHAWaNHUTe XUNeprrMKemMun C KOHBeHUMoHaneH
2 ﬁhpzoneﬁzcmam VHCYNUH U ¢ npunaranns 6bp3oaeicTsall aHanor (yA0CTOBEPEHO C KpbBHO-3axapeH
npocun)

3 | YecTv AHEBHM XMNOTMUKeMUN

4 | 3atncTaBane (MTM Hag 30 ki/m?) *

OpUriHanHa GnaHKa OT NABOPATOPHO M3CNEABaHE C NOATNC U NEVaT Ha neKaps 113 Wni 3aBepeHo KonWe (¢ Criywal, Y6 € 8UCaHo @ enuKpU3a ¢
GagroCm 00 1 Mec. pedu KaHOUGAMCMBEHEMO He € HeOGX00UMO PeOCMABSHeMO HA Na6OPaMOpHA GraHKa)

2 opuruHanHa Gnanka ot KPBBHO-3aXapeH NPOMUN C NOHE TPU MIMEPEHY KPBBHI 3axapy C NOCOYEHN YacoBe Ha M3CNEABAHNATA C NOANKC U NeYar Ha
nekaps 1 J13 unu 3asepero konve (8 cryvad, Ye ca enucanu 8 enukpusa ¢ dasHocm Ao 1 Mec. npedu kaHOudamemeaHemo He e HeobXodUMo
npedcmagsHemo Ha naGopamopHu Gnank)

nnesmx 33 CaMOKOHTPON Ha GONHUA, 3aBEPEH OT NeKYBALMA EHAOKPUHONOT (MpunoXeHue 4)

“aMGynaTopeH NUCT/ eTanHa enukpU3a oT NPErnea NP CNELANMCT/ Wi enukpaa oT BJ13 C AaHHN OT aHAMHE3aTa, COMaTUUHWS CTATYC W OTPA3EHO
Terno, puet u UTM

5. KPUTEPUM 3A MPEMUHABAHE OT KOHBEHLIMOHANHA UHCYNIUHOBA CMEC HA UHCYNUHOBA AHAINOIOBA
CMEC WUNnW OT EAHA AHATIOTOBA CMEC HA [IPYT'A (3aabrkuTeneH e KpUTepuii 2 Nkoc MoHe ABa OT ocTaHanuTe
KpuTtepum)

T 5 T
1 | Jlow meTaGonuten koHTpon (HsA{C Haa 9%0T nabopatopusi, cepTucduumpana no BHCBOK)'

HeBb3MOXHOCT 3a OBNansBaHe Ha NOCTNPaHANAITHUTE XMMNEPITIMKEMMU C KOHBEHLIMOHAMHI UHCYNIMHOBM

2 | cmecr? wnnc npunaraHara UHCYNMHOBA aHaroroBa cMec

3 | Hanuuue Ha yecTu xunornmkemum (QHeBHU/HOWHM) »

4 | 3atnnetaBane (MTM Hag 30 ki/m?) ¢

OpUTMHanHa GnanKka oT NaGOPATOPHO MICNEABANE C NOANUC W NEVaT Ha NeKapA W 113 WA 3ABEPEHO KONUE (6 Griywal, Y6 & 6HUCAHO 6 eNUKPUSA C
GagHoCm 00 1 Mec. MPedU KaHOUGAMCMAaHEO H @ HeOGX00UMO PEOCAGSHeMO HA NA6OPaMOPHA BTaHKE).

? opHrUHanka 6nanKa OT AUH KpLEHO-3aXapeH NPOGN C NIOHE TP WIMEPEHN KPLBHM 3aXapH C NOCOMEHN YACOBE Ha USCTEABAHNATA C NOAMAC U
nevar Ka nexaps u J13 wnn 3aBepeHo Konve (& Criyuall, Je Ca 6UCaHU & enukpu3a C daeHocm G0 1 Mec. npedu KaHOUJAMCMeaHemo He e
106X00UMO PEICMaBAHEMo Ha 7aGopamOpHU GRaKKL)

S AHEBHWK 33 CAMOKOHTPOR Ha GOMHWA, 3ABEPeH OT NEKYBALAA EHAOKPHOOT (pUTOXEHLE 4)

“aMbynaTopeH MMCT WN eTanHa enukpU3a OT NPETNIEA NPH CTIELMANVCT WK eNMKPH3a OT BI13 C AGHHU OT aHAMHE3ATa, COMATHIHIR CTATYC U
oTpaseHo Terno, prct u UTM

g W3NCKBAHWA HA H30K MPY U3[ABAHE HA NPOTOKONY 3A NIEYEHWE HA 3AXAPEH IMABET TUM 2 B N3BBHBEONHUYHATA NOMOLY
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B. KPUTEPUMU 3A MPEMUHABAHE OT BEA3AJEH YOBELUKU WHCYNIWH HA AbArOAENCTBALL UHCYNIMHOB
AHATOT Unu OT EAVH ABNTOAENCTBALL MHCYNTMHOB AHATION HA [IPYT (He06X0AMMO € Hanuume Ha NoHe Tpy oT
KpuTtepuuTe)

1 | Now meTabonuten koHTpon (HeA:C Hag 9% ot nabopatopusi, ceptucuumpaqa no GHCBOK)'
2 | KpbBHa 3axap cyTpuH Ha rmagHo Haa 10.0 mmol/l
3 | Hannune Ha 4ecTin HOWHM XMNOrMUKeMUM

4 [ 3atnwerasane (UTM Hag 30 kr/m?) *

OpuriHanHa Gnawka or n1abopaTopHo M3CneaBaHe C NOANKC W Nevat Ha nekapst v J13 unu 3asepeHo Konwe (& criyyad, Ye e 6MUCaHO 8 enuKpu3a ¢
dasHocm 60 1 Mec. npedu Kardudamcmearemo He e HeoBXoOUMO npedcmassHemo Ha nabopamopHa GnanKka).

OopuriHanHa GnaHka oT eAnH KPBEHO-3aXapeH NPOUN C NOHE TPU UIMEPEHN KDBBHI 3aXapl C NOCOYEHN YaCoBe Ha MICNIEABAHMATA C NOANNC U
Nevar Ha nekapA u /13 un 3aBepeHo Konue (e Criyyall, Je Ca 8nuCaHu 6 enukpusa ¢ daeHoCm 00 1 Mec. MPedU KaHOUOAMCMEAHEMO He e
HeoBx0duMo npedcmassHemo Ha nabopamopHu G7aHKL).

AHEBHUK 32 CAMOKOHTPON Ha BONHUA, 3aBEPeH OT NeKyBaLUMA eHAOKPUHONOT (MpusoxXeHue 4)

ambynaTopeH NUCT/ eTanHa envkpu3a oT Npernea Npy CneuManicT/ uiu envkpusa ot BJI3 ¢ AaHHW OT aHaMHe3aTa, COMATUYHIR CTaTyC M OTPA3eHO
Terno, puct n UTM

. KPUTEPUW 3A MPEMWHABAHE OT BEA3AIEH YOBELLIKWU MHCYNIUH HA AbNrOAENCTBALL UHCYNIMHOB
AHATOTI UIIN OT EAVH OBNTOAENCTBALL MHCYIIMHOB AHANOI HA AIPYT B PAMKWUTE HA UHTE3UOULMPAHO
VHCYNMHOBO NEYEHWE (Heo6x0oaMMO e Hanuume Ha NoHe ABa OT KpUTEpPUMTE):

1 | Now meTaonuten koHTpon (HsA:C Haa 9% ot nabopatopus, ceptucmumpatra no GHCBOK) '

2 | KpbBHa 3axap cyTpuH Ha rnagHo Hag 10.0 mmol/l

3 | Hanuuue Ha Howhm xunornukemun ~

opuriHanHa Gnawka oT NaGoPaTOPHO M3CNIeABAHE C NOANKC W NevaT Ha Nekaps 1 J13 Unw 3aBepeHo Konue (& Cryval, Ye e eMUCaHo 8 eruKpU3a ¢
daeHocm do 1 mec. npedu KaHOudamcmeaHemo He e HeobxoduMo npedcmassiHemo Ha nabopamopHa GnaxKa).

opuruHanHa 6nakka T eAMH KPBLBHO-3aXapeH NPOUN C NOHE TPU MIMEPEHN KDBBHI 3aXapy C NOCOYEHN YacoBe Ha MICNEABAHUATA C NOANNC U
nevar Ha nekaps u J13 unu saepeHo konwe (8 criyvall, Ye ca 8nucaHu 6 enukpusa c 0agHocm 00 1 Mec. Npedu KaHOUAamMCMeaHemo He e
Heobxodumo npedcmaesHemo Ha nabopamopHu bnaHku).

/AHEBHWK 32 CAMOKOHTPON Ha G6ONHYA, 3aBEpeH OT NeKyBaLLUs eHAOKPUHONOT (pUoXeHue 4)

B iHEBHa 033

OTroBapsi Ha KpUTEPUUTE 3a NEYEHMETO C

NOANMC Ha crneuuManuc

V3MNCKBAHWA HA H30K NPU U3JABAHE HA MPOTOKONN 3A NIEYEHWE HA BAXAPEH AMABET TN 2 B M3BBHEONHNYHATA NOMOLL
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I. NEYEBHO-AUATHOCTUYEH ANFOPUTBM

1. NEKAPCTBEHW NPOAYKTMW, skniovenu B Mpunoxenue 1 Ha MNNC, kouto H30K 3annala B cLoTBeTCTBHE C
[AeicTBaLMTe HOPMATUBHM JOKYMEHTH.

2. NO3UPAHE:

Sitagliptin - [losata e 100 mg eauH NbT AHesHo. [lo3aTa Ha METGOPMUH He TPsBBa Aa Ce NPOMEHs, KOraTo Ce npunara cbe
cuTarnunTuH. Korato ce uanonssa s koMGuHaLms cbe cyndanunypes, Moxe Aa ce 0GMUCIN NO-HUCKa A03a CyndaHunypes, 3a aa
Ce Haman pUcKeT OT XWUNOTNIMKEMUS.

Vildagliptin - Korato ce npunara B KOMGMHaLus ¢ MET(OPMUH, NpenopbYBaHaTa 403a Ha BUNAArNUNTUH e 100 mg,
npunoxeHa kato efHa Ao3a ot 50 mg cyTpuH 1 eaHa Ao3a ot 50 mg Bevep. Korato ce npunara B KOMGUHALMS CbC
cyncannnypeeH NPoAyKT, NpenopLYBaHaTa 403a Ha BUNAArMUNTUH e 50 mg BeaHbX AHEBHO.

Saxagliptin - MpenopbunTenHara A03a e 5 Mg BeAHLX AHEBHO N0 BCSKO BPEME Ha AHS. P11 NaLMeHTH C yMEPEHH A0 TEXKA
4epHoApOGHY NpoBnemu Ao3aTa Ha cakcarnMnTH TpsiGBa Aa ce Hamanm Ao 2,5 Mg BEAHBXK AHEBHO

Exenatide - JleyenneTo TpsabBsa Aa ce 3anouHe ¢ 5 Ug ek3eHaTua, NpunaraHi ABa MbTH AHEBHO B NPOABLIIKEHUE Ha MOHE eauH
meceL, 3a Aa ce nofobpu noHocumocTTa. Criea ToBa 403aTa Ha €K3eHaTM/ MOXE Aa ce yBenuuu Ha 10 pg ABa MbTU AHEBHO C Len
no-HaTaTbLIHO NoA0BpPsABaHe Ha rukeMUiHNs koHTpoN. Exenatide Lar ce npunara Kato NOAKOXHA MHKEKLUMS BEAHBLK CEAMUUHO B
©4V1H 1 CbLuX AeH BCAka ceamuua B kopema, Genpovo WNu 3aaHaTa 4acT Ha pamoTo.

Liraglutide - lleyenveTo Tpsibea Aa 3anouHe ¢ 403a 0,6 mg, NpunaraHa BeAHLK AHEBHO B NPOABLIXEHNE Ha HAl-ManKo efHa
ceamuua. Cnepa Tosa Ao3aTa Ce yBenu4asa Ha 1,2 mg BeAHBXK AHEBHO C LieN NO-HaTaTbLUHO NOA0BPABAHE Ha FMUKEMUYHNS
KOHTPO. JluparnyTna ce npunara BeAHbX AHEBHO B MPOM3BONEH YaC, HE3ABMCUMO OT PeXVMa Ha xpaHeHe. He ce npenopbysa
AHeBHaTa 03a a HaaBsWiuaBsa 1,8 mg

3abenexka: H30K 3annawa do3u do DDD.

Mucynuroeo nevenue - [loauposkata TpsGea Aa Ce onpeaens ot Nnekap CbobPasHO HyXAUTe Ha NauMeHTa v ce cbobpassisa ¢
BUAa Ha NHCYNMHA, CKOPOCTTa Ha HacTblNBaHe Ha ecpena W NPOABIKMTENHOCTTA Ha Aeﬁcrsmem.

3. MPOCNEASBAHE — CbrnacHo KpaTkuTe XapakTepucTiky Ha neKapCTBeHITe MpoayKTI:

BBb3PACTOBU

INN OFPAHUYEHUS MNPEAN 3ANOYBAHE * KOHTPOI - Ha 6 mec.*
HBAC ot nabopatopus, HeA;C ot naboparopus,
EXENAT[DE [ 6o fijunaza o) 1 ceptnduumpana no BHCBOK, | cepruchuuupana no BHCBOK, kpbaHo-
i } KpbBHO-3axapeH npocun 3axapeH npocun
He ce npunaga 00 18 HeA;C ot nabopatopus, HeA;C ot naGopatopus,
LIRAGLUTIDE 260, ‘fﬂao 75 200, cepTudmumpana no BHCBOK, ceptudpmumpana no BHCBOK, kpbBHO-
i : KPbBHO-3axapeH npodmn 3axapeH npocgun
HeAC ot naGopatopus, HBA:C ot naGopartopus,
SITAGLIPTIN Nezgg ’7,5):233785";3318 cepTucmumpana no BHCBOK, cepTudpmumpana no BHCBOK, kpbBHO-
2 ¢ KPbBHO-3axapeH npocun 3axapeH npochun
ASAT, ALAT* ASAT n AU:I):) :ﬂzu:l:;:a NOBULIEHN
8 HeA:C ot nabopatopus, ’
VILDAGLIPTIN| | 11" 9ipiliigdinod 1 i HBAC or naGopatopus,
0 wﬁT‘:::g:::aeTnEggng' cepTucuumpana no BHCBOK, kpbBHO-
P & & 3axapeH npocun
HeA:C ot naGopatopusi, HBA:C ot nabopatopus,
SAXAGLIPTIN | HE 06 MDunaza o 18 | coprycpuupana o GHOBOK, cepTidumpana no BHCBOK, kpbeHo-
- . KpBbBHO-3axapeH npochun 3axapeH npocun

* Moco4enuTe u3cneasaHus ca 3afbmkuTenHu. MpeAcTaBaT ce Ha OpUrMHanHa nabopaTopHa 6natka unvu 3asepeHo Konue. B cryqait, Ye ca
BNUCaHW B ENVKPU3a C AABHOCT A0 1 MEC. 40 AaTaTa Ha U3fasaHe Ha NPOTOKONA He & HeOBXOAUMO NPE/ACTaBRHETO Ha NaBopaToPHY BnaHKy.

** ChrnacHo uHdopMauws 3a npoaykTa 26/03/2010 Galvus-H-C-771-11-07 (o6HoseHa Ha 27 anpun 2010 r.) — npw cToiHOCTH Ha ASAT 1 ALAT
TPM MLTU HaA rOpHaTa pebepeHTHa rPaHMLA NeYeHe C BUAATTMITUH He Ce 3anoyBa MnK Ce CNUPa ako B XOAa Ha NeYeHUeTo ce
YCTaHOBAT TakMBa N1aGopPaTOPHM NPOMEHH.

U M3NCKBAHNS HA H30K MPU N3ABAHE HA MPOTOKOSM 3A NIEYEHME HA 3AXAPEH IMABET TUM 2 B U3BHEONHUYHATA MOMOLY
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INN eabACTOBY. MPEAV 3AMIOYBAHE* KOHTPOJ - Ha 6 meceua®
INSULIN HUMAN - KpbBHO-3axapeH npochun KpbBHO-3axapeH npochun
HeAC ot nabopatopus, HeA:C ot naboparopus,
INSULIN LISPRO - ceptuchuumpana no BHCBOK, ceptucmumpana no BHCBOK, kpbBHO-
KpbBHO-3axapeH npocun 3axapeH npochun
He ce npunaza npu
g‘;“jzﬂ;eﬂ?i :'sgw_z; 22 HeAC ot nabopatopus, HeA:C ot nabopatopus,
INSULIN ASPART H inaea 5 unma n0d cepTucmumpana no BHCBOK, cepTudmuympana no BHCBOK, kpbeHo-
L 10 eodﬁuu—;a KpbBHO-3axapeH npochun 3axapeH npocun
Mukcmypa
INSULIN HeA;C ot naGopatopusi, HBAC ot naGopatopus,
GLULISINE ;Z:::(fg’g"::a’;ﬁ‘; cepuchuuvpana no BHCBOK, cepTudmumpara no BHCBOK, kpuaHo-
KpPbBHO-3axapeH npocgun 3axapeH npocun
HBAC ot nabopartopus, HBA:C ot nabopartopws,
G'E::émE Zs:::f;’;a::dzzz ceptudmumpana no BHCBOK, cepTudmumpara no BHCBOK, kpbBHO-
KpbBHO-3axapeH npogun 3axapeH npocun
HBA:C ot nabopatopusi, HeA;C ot nabopatopus,
g‘é.srgbm‘ Zﬁ:::é’d”gaefozzz cepTucuuympana no BHCBOK, cepTucuumpana no BHCBOK, kpbBHO-
KpbBHO-3axapeH npochun 3axapeH npocun

* MocoueHuTe UICTIeABaHNS Ca 3aALIKUTENHM C AABHOCT A0 eAWH Mecel. [PeACTaBAT Ce Ha OpUrMHanHa nabopatopHa 6naHka unu
3aBepeHo konue. B Cnyvail, Ue Ca BNWCaHY B eNvKpU3a C AABHOCT A0 1 MEC. A0 AaTaTa Ha M3AABaHe Ha NPOTOKONA HE e HEOGXOAUMO
NPEACTABAHETO Ha NAGOPaTOpPHI GnaHKN.

Il. OBLUM USUCKBAHUA

] BBJpBCYOEaTa FpaH1ua ce U34YMCnsaBa B HABBPLUEHN FOANHN - T.€. BKIIOYUTENIHO KbM AaTtaTa Ha u3aasaHe Ha NnpoTokona ot
creunaniaupanara KOMUCH.

2 nDVI HasHa4asaHe Ha Tepanus no NpPoTOKON 3aAbIMKUTENHO ce CEOGPE3RBBT Bb3pacToBUTE OrpaHNYEHNs, CbIMacHo kpartkara
XapakTepucTuka Ha CbOTBETHUA NeKapcTBEH NPOAYKT, yTBbpAeHa o pesa Ha 3MMXM.

3. H30K He sannaua neyeHne c 4031 Haa MakCUMariHo paspeLLeHnTe o KpaTka XapakTepucTvka Ha NpoaykTa.

4. H30K He 3annawa neyeHne U3BbH ykazaHaTa Bb3pacToBa rpaHuLia B kpaTkaTa XapakTepucTika Ha npoayKTa.

5. B cnyyai Ha HacTbNWNa NoA03NpPaHa Hexenaka nekapcTBeHa peakuvsi, nekapsit yeegomsisa VAN no peaa Ha un. 183 ot
3MMNXM. Konue ot cbobLyeHneTo ce npunara KbM MeauUMHekata AokymenTaums Ha 330/1 npu kaHanaaTcTBaHe 3a neyeHve.

6. MPU CNELMATIUCTA, cbrn. un. 152 B, 7. 1 ot HP[] 3a meauumHckuTe AenHocTv 2012 r. (o6H. B 1B 6p. 3 ot 10.01.2012
r.), Ha 330/, Ha KOUTO ca U3faBaHW NPOTOKONM MO Pefia Ha HaCTOSIMTE U3UCKBAHMS, CrieABa Aa Ce NpUnarat BCUYKN
Heo6X0AMMM [OKYMEHTH KaTo: aMbynaTopHUTE NUCTOBE OT UIBBPLUEHUTE NPETNEAV, BTOPUSIT EK3EMNNAP OT M3AaaeHuTe
NPOTOKONU, KONWUA OT ENUKPU3N, EKCNEPTHIU CTAHOBMLLA U APYTY AOKYMEHTU, KOWTO Ca OCHOBaHWe 3a u3aaBaHe Ha npoTokon,
BCHYKM U3NCKBALM Ce M3CneaBaHus, konue oT npunoxexue 1A/ 16/ 1B Ha HaCTORAIWMUTE U3UCKBAHUSA NOMBITHEHO MO
CBOTBETHaTa Touka, NOANUCAHO OT cneunanucTa, usgan NpoTokona.

H30K 3annawa cnegHute KOMGMHALMKM OT MEAUKAMEHTH
npy 3axapeH aua6er Tun 2

*  WHCynuH (YOBEWKMU MHCYNMHU U MHCYNIMHOBM aHano3u) B kKOM6MHaUmsi ¢ MeThopMuH

o Tpu MeaMKaMeHTa OT CrieAHUTE rpynu — MeTAIOPMUH, CyrnipaHnnypeiHu npenapaty, anda-rnioko3uaasHu
MHXMBUTOPM, MErMUTUHUAN

DPP-4 nHxu6uTop ¢ MeThopmMuH

DPP-4 uHXuGMUTOp CLC CyndaHunypeeH npenapar

DPP-4 nHxn6uTOp C MEeTCHOPMUH M CyrdpaHMnypeeH npenapar (Camo 3a CUTarnMNTMH)

Exsenatup/Exsenatna LAR/fTuparnyTua B KoM6MHauus ¢ MeThopMuH 1 cyndaHunypeeH npenapar
Janumet B KoM6MHaUMA ¢ MeTHOPMUH U CynbaHunypeeH npenapat

Eucreas B koM6uHaums ¢ MeTpopmMuH

e e e e e

Hacmoswume usuckearus ca paspabomeHu Ha ocHosaHue 4n. 55 om HP/L 3a meduyunckume deiiHocmu 2012 20duHa (06H.
/1B 6p. 3/10.01.2012 2.). u enusam e cuna om 1 ¢hespyapu 2012 2., cbanacko yn. 10 Ha Haped6a Ne 10 om 24 mapm 2009

2. 3a ycnosusima u peda 3a 3annawjaHe Ha nekapcmeeHru npodykmu o 4. 262, an. 5, m. 1 om 3akoxa 3a nekapcmeeHume
npodykmu & XymarHHama MeduuuHa, Ha MeOUYUHCKU U30enus u Ha OUEMUYHU XpaHU 3a CreyuanHu MeOUUUHCKU Uenu (06H.
AB, 6p. 31 om 2007 2.).
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AEKNAPALIUA 3A UHOOPMUPAHO CbITIACUE C UBUCKBAHUSITA 3A 3AMOYBAHE/ MTPOABLIMKABAHE HA
TNEYEHMETO C NNIEKAPCTBEHUA NPOAYKT

A3 ponynoanucanusiT/ata ...

Crej kaTo Ce 3anosHax C usnara M1 NpeAocTaBeHa MHGOpMaUNs 1 LIENTa Ha NEYEHNeTO C NekapcTBeHNs
NpOAYKT........
NOCTaBeHUTE OT MeH BBNPOCH, AeKNapupam ye:

...... 1 Criej KaTo NnonyuMx u34epnaTernHi OTroBopu Ha

1. Llje cnassam npenopvyaHaTa My CXema Ha Ne4eHne U NEPUOANHOCT Ha KOHTPONHUTE Nperneau.

2. PepoeHo Lie ce SBABAM Ha KOHTPOITHU MPETTIEAV U HMa 1@ IPOMEHSIM CaMOBONHO UMW MOA APYFO BHYLUEHME
HasHayeHaTta mu Tepanus.

3. Tlpu npeycTaHoBsiBaHE Ha NEYEHUETO NO NPULIHIA, HEMPOUTUYALLM OT PELLEHUETO Ha KomucusiTa 3a
ekcnepTuan 8 P3OK n/unm Komueusita no un. 78, 7.2 ot 330, we ysefoms HesaGagHO nuiHus cv nexap 1 P3OK
v we BbpHa B P3OK nocneaHus NpoTokon, No KOWTO CbM nofydaBan/a nekapcTBeHns NPoayKT.

4. [pu HecnassaHe Ha NOCOYEHNTE YCIIOBMS IEUEHNETO MU C YIOMEHATUS NeKapcTBeH NPOAYKT we 6bae
NpEeKpaTeHo u HAMa Aa umam npeTteHumn kbem H30K.

fara:

[exnaparop:...

(Mme, npeanme n chamunus)

Mopnuc

« 1

u VIBNCKBAHNA HA H3OK MPY U3ABAHE HA NPOTOKONM 3A NEYEHWE HA 3AXAPEH IMABET TUM 2 B U3BBHEONHMYHATA MOMOLL
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Heobxodumo e da ce ombernsiea ecsika npomsiHa 6 do3ama u/ unu 6uda Ha UHCYNUHa.

B Kkonona ,3abenexka’ ce enuceam 6CUYKU CbCMOSHUS, KOUMO MO2am 0a NOEUSAM Ha pe3ynmamume om mecmoeeme (3abonsieaHus, npomeHu
& duemama, cmpecosu cumyauuu, HeobuyaiiHo Hamoeapeare u dp.)

Hanacsim ce danrume om nposedeHume usMepeaHusi Ha KDbeHama 3axap, Kamo ca 3a0b/IKUMEITHU NIOHE 0eCem U3MePEaHUS Ha KDbeHama
3axap npes nocredHus mecey npedu kaHdudamcmearemo.

[IHEBHUKBLT 33 CAMOKOHTPON € 3aBepeH oT:
MoAnMC Ha cneuvanucra:.
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