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OPUNOXEHUE 1A

JNINCT 3A ONPEQENAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA NIEYEHUE C AHANOMOBW MHCYIUHU
MPU OEUA 0O 18 T. CbC 3AXAPEH OAWABET TUIM 1

Ume: ErH

3abenexka: meduyuHckama OOKymMeHmauusi, yooCmMoeepsieawa 6CeKU Om KpUMepuume, € focoYeHa C Uuppa 6 UHOEKC U
3adbmKuMesnHo NpuUdpyKaea HaCMOSAUOMO NPUIIOKEHUe.

Mpu 3axapen Auabet npu Aeua Ao 18 r. CPEACTBO Ha M3GOP e MHTEH3MULMPAHOTO Ba3anHo-GoNYCHO NeyeHme C
6bp3oaelicTaallL UHCYNMH Npeau BCsKO xpaHeHe 1 NPH uHcynmH.

A. KPUTEPUU 3A TMPEMUHABAHE OT KOHBEHUMOHAINEH BLP3OJEWCTBALL WHCYMUH HA
EbP30JENCTBALL MHCYIMHOB AHAJIOT UNU OT EAUH EbP30JENCTBALL MHCYNUHOB AHAMNOI HA aPyr
(Heo6x0AMMO e HanMuMe Ha NOHE eUH OT KpUTepunTe)

1 HeBb3moxHoOCT 3a osnannBaHe Ha nocTnpaHauanHUTe XunepriMkeMun ¢ KOHBEHUWoHaneH
6bp3oaeincTeaLL UHCYNUH (yp,ocmsepeuo C KPbBHO-3axapeH npodun)

2 | Hanuuue Ha vectn xunornm(emvm

" opurvHania 6nanka ot W3CneABaH KpLBHO-3aXapeH npocun Unm 3asepeHo Konue (8 criyyail, Ye ca enucaHu & enukpusa ¢ dagHocm 00
1 mec. npedu kaHdudamcmeaHemo He e HeobxoduMo rpedcmassiHemo Ha nabopamopHU 6nanku).
AHEBHVK 33 CAMOKOHTPON Ha GONHUs, 3aBepeH OT NeKyBaLUNS eHAOKPUHONOT (MPUITOKEHUE 4 Ha HACMOSLUUME U3UCKSaHUs])

B. KPUTEPUU 3A MPEMUHABAHE OT KOHBEHLIMOHAITHA UHCYJIMHOBA CMEC HA MHCYJIMHOBA
AHAJIOIOBA CMEC UIK OT EQHA AHAJTIOIOBA CMEC HA [IPYT'A (He06X0AMMO € Hannuue Ha NoHe eAuH OT
Kputepumre)

HeBb3MOXHOCT 3a OBrazsBaHe Ha NOCTNPAHAUATIHUTE XUNEPIITMKEMUN C KOHBEHLMOHANHN UHCYSINHOBI
cmecn ! (YAOCTOBEPEHO C KpbBHO-3axapeH Npocur)

2 | Hanuuue Ha YecTu xunornmkemum >

TopuruHanHa 6naxKka ot u3CneABaH KPLEHO-3axapeH Npodun N 3aBEpeHo konue (e cryval, Ye ca enucaHu e enukpusa ¢ daeHocm 9o
1 mec. npedu kaxdudamcmearHemo He e Heo6X00UMO MPedCMassHemo Ha nabopamopHU GraHKu).
AHEBHWK 32 CAMOKOHTPO Ha BOMNHNA, 3aBEPeH OT NeKyBaluus eHAOKPUHOIOT (MPUIoXeHUe 4 Ha HaCMOSUUME U3UCK8aHUS)

B. KPUTEPUM 3A TMPEMWHABAHE OT BA3ANEH YOBELUKW WMHCYNUH HA ObArOAEWCTBALL
VHCYNUHOB AHAJOI UIK OT EAWH OABLNrOAENCTBALL UHCYSIMHOB AHANOI HA APYI B PAMKUTE HA
WHTE3U®ULINPAHO UHCYIIMHOBO JIEYEHUE (He06X0AMMO € Hanuume Ha NOHe eAMH OT KpUTepuuTe):

1 | KpbBHa 3axap CyTpUH Ha rnagHo Hag 10.0 mmol/l '

2 | Hanuuve Ha HOWHM XMAOrMUKEMMM 2

T opuruHanHa GnaHka oT u3cneaBaH kpbBHO-3axapeH Npodun Unu 3aBepeHo Konwe (g cryvald, Ye ca enucaHu  enukpuaa ¢ daeHocm 00
1 mec. npedu kaHdudamcmeaHemo He e HeobxoduMO MPedcmassiHemo Ha NabopamopHU GaHKu).
AHEBHUK 33 CAMOKOHTPON Ha 6OMHWs, 3aBEPEH OT NEkyBaLUMs €HAOKPUHONOT (TPUITOKEHUE 4 Ha HACMOSLUUME U3UCKEaHUS)

I'. KPUTEPUN 3A NMPEMUHABAHE OT EOWH B[ AHANIOITOBA CXEMA HA OPYI BU[ AHANOrOBA
CXEMA (Heo6x0oauMO € HaNMuMeTo 1 Ha ABaTa KpuTepus):

1 TNow meTabonuteH KOHTPON CneA NPOBEAEHO 6 MECEYHO IEYEHNE C NpeaxoaHaTa aHanoroBa cxema |
(YAOCTOBEPEHO C KpbBHO-3axapeH Npogus)

2 | Hannuune Ha 4ecTu XUNornukemMmum (AHeBHU/HOLIHM) 2

" opuriHanka Gnakka ot NaGopaTopHO UICTIEABAHE C MOAMNC W Nevar Ha nekaps u J13 unn sasepeHo konue (8 cryvad, Ye e enucaHo 8
enukpu3a c dasHocm do 1 Mecey, npedu kaHOudamcmearHemo He e HeobxoduMo npedcmassiHemo Ha nabopamopHa 6naHka).
AHEBHVK 32 CAMOKOHTPON Ha GONHWA, 3aBepeH OT NeKyBalUus eHA0KPUHOIOT (MpurioxeHue 4)

OTroBapsl Ha KPUTEPUUTE 32 NMTEUYEHUETO C  oooooeeeeeeeiiaaaaeeeenn, B AIHEBHa fo3a

noANUC Ha CNeUManmeTa:....................oeeeeee

i
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I. NEYEBHO-OAWAFHOCTUYEH ANFTOPUTHBM

NPUNOXEHUE 2

1.JIEKAPCTBEHM MPOAYKTHU, Bkniovenn B [lpunoxenne 1 Ha MMNC, kouto H3OK szannawa B
CBHOTBETCTBUE C AEHCTBALYMTE HOPMATUBHN AOKYMEHTH.

DDD no C30/ TepaneBTuYeH kypc — 401U

[osuposkata Tpsabsa Aa ce onpeaens oT nekap cbobpasHo HyXAUTe Ha NauveHTa u ce CbobpassiBa C BUAA Ha MHCYNUHA,
CKOPOCTTa Ha HacTbMBaHe Ha ehekTa U MPOABLIMKUTENHOCTTA Ha AENCTBUETO.

2. MPOCNEOABAHE - cbrnacHo KpaTkuTe XapakTepuUCTVKN Ha NEKapCTBEHUTE NPOAYKTU

Tab6n. 1

INN

Bb3pacToBu
OrpaHu4veHus

MPEQW 3AMOYBAHE *

KOHTPOI - Ha 6 meceua *

INSULIN HUMAN

KpbBHO-3axapeH npodun

KpbBHO-3axapeH npocun

INSULIN LISPRO

HbA1c oT nabopatopus,
ceptuduumpana no BHCBOK, kpbBHO-
3axapeH npodun

HbA1c oT nabopatopus, cepTuduumpana
no BHCBOK, kpbBHO-3axapeH npodun

He ce npunara
npu nuua nog, 2

OANHU = 38 HbA1c oT nabopatopus
INSULIN ASPART | BbP30AACTBAWL | on iy oavia no BHCBOK, kpwawo- | PAte OT naGopatopusi, ceptuduumpana
He ce npunara no BHCBOK, kpbBHO-3axapeH npodun
3axapeH npocun
npv nuua nog 10
rOAVHUA — 3a
MUKCTypa
GopaTopwsi,
INSULIN He ce npunara HbAs opirta HbA+. oT nabopatopusi, cepTucduLmpana
npv nuua nog 6 cepTuduumpana no BHCBOK, kpbBHO- ot
GLULISINE W aaxapen npodoun no BHCBOK, kpbBHO-3axapeH npodun
INSULIN H=se npunara HbAgaxnaboparopus, HbA. oT naboparopus, cepTudpulmpaHa
GLARGINE fpuinuua nop 2 ceprvchliliuparia no BHCBOK kppeHo. no BHCBOK, kpbBHO-3axapeH npocun

roAvHu1

3axapeH npocun

INSULIN DETEMIR

He ce npunara
npu nuua nog, 2
roAnHU

HbA1. oT nabopatopus,
ceptudguumpana no BHCBOK, kpbBHO-
3axapeH npocun

HbA+. oT naboparopus, ceptucuumpana
no BHCBOK, kpbBHO-3axapeH npodun

* MocouyeHuTe M3cneaBaHNA ca 3aAbLIDKUTENHW 3a nvua Haa 18 r.; 3a fJeua Ao 18 r. ce NpeacTaBs caMO KpPbBHO-3axapeH
npodun. MpeAcTaBAT ce Ha opuruHanHa naboparopHa 6nakka unu 3asepeHo konue. B cnyvail, Ye ca BIUCaHW B ENUKPU3A C AABHOCT
A0 1 Mec. 4o AaTaTa Ha M3jaBaHe Ha NPOTOKONA He e HeoBX0AUMO NPeACTaBAHETO Ha laGopaTopHN GnaHku.

Il. OBLLUX USUCKBAHUA

1. Bb3pacToBarta rpaHuua Ce U3YWCrsiBa B HABBbPLUEHW FOAWHU - T.e. BKIIOYUTENHO KbM AaTaTa Ha usjaBaHe Ha
npoToKOna OT cheLyuanusupaHara KoM1UCHs.

2. Mpu HasHayaBaHe Ha Tepanusi MO NPOTOKOMN 3aJbIDKUTENHO Ce CboOpa3siBaT Bb3PACTOBUTE OFPaHUYEHWs, ChIMAcHO
KpaTtkaTa xapakTepucTuka Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H30K He sannalia neyeHune 3BbH ykasaHaTa Bb3pacToBa rpaHuLa B kpaTkaTa XapakTepucTvka Ha npoaykTa.

4. H30OK He 3annalya nevyeHue ¢ 4031 Haa MakCUMarnHo paspeLueHunTe Mo KpaTka XapakTepucTuka Ha NpoaykTa.

5. B cnyyait Ha HacTbnuNa NoAo3upaHa Hexernaxa nekapcTBeHa peakuusi, nekapst yeeaomsisa MAJ no pega Ha un. 183
ot 3JINXM. Konue oT cboBLUeHUETO ce mpunara kbM MeauLmMHckata JokymeHTaums Ha 330J1 npu kaHanpatcTeaHe 3a
nevexve.

6. MPU CNEUWNAJIIUCTA, cbrn. un. 158 B, 1. 1 ot HPJ] 3a meauuuHckute aeiHocTtu 2015 r. (06H. [IB 6p. 6 oT
23.01.2015 r.), Ha 30/, Ha kouTO ca M3AaBaHW MPOTOKONM MO pefa Ha HacTOsIlUTE M3UCKBaHUs, creaBa Aa ce
npunarat BCUMYKM HeoGXOAMMM AOKYMEHTW KaTo: amBynaTopHWUTE MUCTOBE OT M3BbLPLUEHUTE Mperneau, BTOPUST
€K3eMNNAp OT W3AafeHUTE NPOTOKONMM, KOMUS OT EnuKPW3W, EKCTIEpPTHU CTAHOBULLA W APYrM JOKYMEHTW, KOUTO ca
OCHOBaHVe 3a u3fjaBaHe Ha MPOTOKOS, BCUYKM MBWUCKBALLM Ce u3cneasaHus, konue oT npunoxeHue 1A/ 1B/ 1B Ha
HacTOSILUUTE M3NCKBAHWUA NOMbIIHEHO MO CLOTBETHATa TOYKa, MOANUCAHO OT CrieLuanucTa, u3aan npoTokona.

3abenexka: Yyactmeto Ha 30J1 B KIMHWYHM MPOYYBAHWUS HEe MPOMEHS HEeO6XOAMMOCTTa OT chasBaHe Ha
nsnckeBaHusTa Ha H30K npu npoBexaaHe Ha neyeHue Ha 3axapeH Auabet Tvn 1 B U3BBLHEOMHUYHATA NOMOLY.

Hacmosuume uaucksaHusi ca paspabomeHu Ha OCHogaHue 4il. 56 om HayuoHaneH pamkos 802060p 3a MEOUUUHCKUMEe
OeliHocmu 3a 2015 zoduHa (06H., 1B, 6p. 6 om 23.01.2015 2.) u enuzam e cuna om 15 maii 2015 2., cbenacHo un. 10
Ha Hapedba Ne 10 om 24 mapm 2009 . 3a ycrosusima u peda 3a 3annawjaHe Ha fiekapcmeHu npodykmu no yn. 262, an.
6, m. 1 om 3akoHa 3a nekapcmeeHume npodykmu € xymaHHama meduuuHa, Ha MeOUUUHCKU u3denusi u OuemuyHu
XpaHu 3a creyuanHu meduyuHcku yenu (06H., B, 6p. 31 om 2007 e.).

7
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NPUNOXEHWE 3

AEKNAPALINSA 3A UHOOPMUPAHO CBITIACUE C M3UCKBAHUSITA 3A 3AMOYBAHE/ MPOOBMKABAHE HA
NEYEHUETO C JIEKAPCTBEHWUA NPOQYKT

A3 gonynognucaxust/ata

CneA kato ce 3anosHax C usnata MU npeaocTaBeHa MHAGOPMaLWs 1 LEnTa Ha NeyeHueTo C NeKapcTBeHUs
PO Y KT e . e eet et caeesiatenaeseseseneseeatsses e e seresansassestesenssesesseraness SIDBERE M Ccrea KaTo Momyuux uayepnartenHu
OTrOBOPU Ha MOCTaBEHUTE OT MEH BLMPOCH, AeKapupam ye:

LI.le crnassam npenopb4aHata MU cxema Ha feveHune n NepuoanYHOCT Ha KOHTPOSHUTE nperneau.

2. Pe,ClOBHO Liie ce siBsiBaM Ha KOHTPOJSTHU Npernean n Hama aa MPOMEHAM CaMOBOJTHO UK noja Apyro
BHyLUEHWME Ha3HayeHaTa My Tepanusi.

3. Tpw npeycTaHoBsiBaHe Ha NIEYEHUETO MO MPUYUHU, HENPOU3TUYALLM OT PeLUeHNEeTo Ha KomucusTta 3a
ekcrieptuan B P3OK n/unu Komucusita no un. 78, 7.2 ot 330, e yBefoMst He3abaBHO NNYHNSA 1 nekap
1 P3OK u we BbpHa B P3OK nocneagHmus npotokor, ro KOATO CbM MOJy4aBan/a fIekapeTBeHNst POAYKT.

4. [pn HecnassaHe Ha NOCOYEHUTE YCIOBUS NIEYEHNETO MU C YIOMEHATUS! NIEKaPCTBEH NPOAYKT we 6bae

NpeKkpaTeHo U HaAMa Aa umam npeteHumn kbm H30K.

[ata:

(nme, npesnme u chamunus)

Moanuc:

b‘ VBUCKBAHUA HA H3OK MPU U3ABAHE HA NMPOTOKONW 3A NEYEHWUE HA 3AXAPEH AWABET TUM 1 B U3BLHBEONHUYHATA
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NPUNOXEHUE 4
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Heobxodumo e da ce ombensaea ecsika npomsiHa &€ dosama u/ unu euda Ha UHCYUHA.

B kornona ,3abenexxa’” ce enuceam 6CuYKU CbCMOSHUS, KOUMO Mozam Oa roenusisim Ha pesyimamume om mecmoseme (3a6onsisaHus,
npomeHu e duemama, cmpecosu cumyayuu, HeobuyaiiHo HamoeapeaHe U dp.)

Haracsim ce 0aHHume om npogsedeHume usMepearusi Ha KpbeHama 3axap, Kamo ca 3a0b/IKUMENTHU NoHe decem U3MepeaHus Ha
KpbeHama 3axap npe3 nocnedxus mecey npedu kaHdudamcmeaHemo.

nHeEHMKBT 33 CAMOKOHTPOI € 3aBepeH oT:
nognuc Ha cneyuanucra:

WBUCKBAHWA HA H3OK MPU U3JABAHE HA NMPOTOKONN 3A NEYEHWUE HA 3AXAPEH AWABET TWM 1 B U3BBHEONHUYHATA
NOMOLL - B cuna ot 15 mait 2015 roguHa
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N3UCKBAHUA HA H30K
MPN U3OABAHE HA MPOTOKOJIM 3A MPOBEXOAHE HA UHCYNMHOBO NEYEHME MPU
3AXAPEH OWABET TUM 1

MpoTtokonbT ce u3gaBa OT cneuuanucTU ¢ Kop Ha cneuunanHoct 05 (eHAOKpUHOMOrUst M GonecTu Ha
obmsHaTa) u 34 (OeTcka eHAOKpUHONOrUsi U GonectTu Ha obmsiHaTa), pa6oTewm no gorosop ¢ H30K wunu ot
cneunanusMpala Kkomucusi B rnevyeGHM 3aBedeHMs 3a GOMHUYHA NOMOL, CKIOYWIM porosop ¢ H3OK.
CreunanusmpaHute KOMUCMM Ce Cb3gaBaT CbC 3anoBes Ha AvpekTopa Ha nevebHoTo 3aBegenve (N13) —
KINUHMKa/oTAeneHne No eHAOKPMHOMOIUA.

|. PEQ} 3A 3ABEPSIBAHE HA NMPOTOKOJIUTE

TMpoTokonu 3a npoaLMKaBaHe Ha TepanusiTa C aHanorosM UHCyNuHM Ao obLua Aosa 80 [U

crneuuanucT, CKnYun =‘TlpoTokon 3a npeAnucBaHe Ha NnekapcTea, N 3aBepka B
aorosop ¢ H30K > | sannawanm ot H30K/P3OK” — 06p. M3-H30K P30K

lMpoTokonu sa noBuwWwaBaHe Ha o6iaTa 1033 aHANOroBMU MHCYNUHM Hag 80 IU

'CTEHOBMU.IE OT €HAOKPUHOMOora C siCHa MeauuuHcka

MOTMBaUMA 3a HeobxoAaMMOCTTa OT yBenuuaBaHe Ha

fosata Komucus 3a
CMELNaniCT, CKIKYUn =AMOynaTopeH nuMcT/eTanHa enuKpU3a C BCUYKM €KCMepTUsu B
norosop ¢ H30K —» | Heobxogumn u3cnenBaHWsi cbobpasHo Ta6n. 1 » P30K
(npunoxeHue 2) 3
=‘[lpoTokon  3a npeAnMcBaHe Ha  nekapcTsa, asgpKa B
sannawany ot H30K/P30K” — 06p. M3-H30K P30k

ﬂpo*roxonm 3a 3ano4BaHe Ha Tepanus ¢ aHanorosu UHCYNUHU NpPU:
. npeMuHaBaHe OT KOHBEHLIMOHANHN UHCYNVHU KbM aHarnorosu WHCYNWUHU
» CMsiHa Ha e[iMH OT npunaraH1Te KOHBEHLIMOHANHN UHCYTMHW C aHasloroB npy 3anassBaHe Ha Apyrvs npunaraH
KOHBEHLMOHaNeH WHCynuH

CMeuuanucT, CKNoYun =AMOCynaTopeH NUCT/eTanHa enuKpusa unm enukpusa
poroeop ¢ H30K —® | or B3 ¢ BcuukM HeobBX0AMMM M3cneaBaHus Cbo6pasHo
Tabn. 1 (npunoxeHue 2)

=[NonbnHeHo 1 nognucaHo npunoxexue 1/ 1A

=“[lpoToKkON 3a NpeaAnuUCBaHe Ha NeKkapcTea, 3annalaqHu

_— oT H3OK/P30OK” — 06p. M3-H30K Komucus 3a
eKcnepTUsu
"l B P30K
=EKCMepTHO CTaHOBMULUE C siCHa MeAULMHCKA MOTUBaLMS
3a Heoﬁxonmmocrra OT 3anoyBaHe Ha Tepanus C 3aBepKa B
aHarorosy UHCYNUHN
CTICLMANISNPANa Konmenn —% | =Enukpusa ot BI13 ¢ Bcuuku HEOBXOANMM U3CTIeaBaHMS Ll

cbobpasHo Tabn.1 (npunoxexue 2)

=[loNbnHeHo 1 noanMcaHo npunoxexue 1/1A
=“llpoTokon 3a NpeAnuUCBaHe Ha nekapcTea, 3annallaqu
or H3O0K/P30OK” — o6p. M3-H30K (nognucan ot
YrfieHoBeTe Ha KoMucusiTa)

’n —n 2
b«‘ W3NUCKBAHUA HA H3OK MPU MBOABAHE HA MPOTOKOMNW 3A NEYEHUE HA 3AXAPEH AWABET TUM 1 B U3BbHEONHUUYHATA
MOMOLL - B cuna oT 15 mait 2015 roguHa
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MpoTokony 3a 3anoYBaHe Ha Tepanus C aHaNOroBYU UHCYMMHU NPy
=  CMsiHa Ha eavH C ApYr aHaNoroB WHCYMNH
®  CMsiHa Ha €AVH BUJ aHaroroBa cxema Ha pyr BUj aHanoropa cxema

.
B p— AMOynaTtopeH nuct/eTanHa enukpusa unu
¢ H30K — | enukpusa ot BJ13 ¢ BCuuku HeobxoaumMu nscneasaHus
: cbo6pasHo Tabn. 1 (npunoxexue 2)
=[lonbnHeHo 1 noanucaxo npunoxenue 1/ 1A

=‘TlpoTokon 3a npeanucBaHe Ha nekapcTea,
sannavyaru ot H3OK/P3OK” — 06p. M3-H30K Komucus no

Ll H30K
"EKCNepTHO CTaHOBWIE C siCHA MeAWLMHCKA

A 4

4yn. 78, 1.2 o1
330 B LY Ha

MOTMBaUMsi 3a HeobxogumocTTa OT 3anouysaHe Ha

3aBepka B
Tepanus ¢ aHanoroBn UHCYNNHU
P30K
=Enukpusa ot B3 ¢ Bcuukn Heobxoammm
cneuManuaupaHa KoM1cHs uscnefsaHus cbobpasHo Tabn.1 (npunoxetue 2)

—> | «MonbaHeHo u noanucaHo npunoxeHue 1/1A
=‘[lpoTokon 3a npeanucBaHe Ha nekapcTea,
3annawasn ot H3O0K/P3OK” - o6p. M3-H30K
(noanucaH oT YneHoBeTe Ha KOMUCHKSITA)

1l. OBLLW NOJNOXEHUA
1. 30N nopasa noarotBeHuTe AokyMeHTH B P30K, Ha TeputopusiTa Ha KOSITO e Hanpasuno usGop Ha OMJL.
[loKkyMeHTUTe BKIIOYBaT:
1.1 3aaBnenue ao [upektopa Ha P3OK.
1.2 TonbnHeHo n noanucaHo mpunoxeHne 1/ 1A — CbOTBETHO Ha NeYeHUeTo, 3a KOETO Ce KaHAWMAATCTBa.
MonbnBa ce no cLoTBeTHaTa TOUKa U Ce Mpunara OTpaseHata B LMPOB MHAEKC MEAMLMHCKA AOKyMEHTaLws,
yAocToBepsABallia BCEKU €AUH OT KpUTEPUMTE.
1.3 MbnHUAT Habop uscneasaHusa (husukanHu, MHCTPYMEHTaNHW U nabopaTopHu), OTpaseH B NMPUMOXeHUe 2 ¢
AaBHOCT A0 eMH Mecel,.
1.4 “TpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawanu ot H30K/P30K® — o6p. M3-H30K, nsaageH ot
nekaps cneywanucT. Npu HeoBxoanuMocCT oT ekcneptusa ot Komucusita no un. 78, 1.2 ot 330, P3OK uanpaiia B
H3OK konue Ha npoTokona. MPOTOKONLT 3aLIXKMUTENHO CE NOANUCEA OT BCUYKU YIEHOBE Ha KOMUCUSTa B CriyyauTe
MNOCOYEHU B T. |
1.5 Npu npemMnHaBaHe Ha fle4eHME C aHANOroBM UHCYNMHU Ce M3UCKBA KOMMWE OT PeLienTypHa KHUMXKKA, OT KOSITO
€ BUAHO NPOBEAEHO feYeHNe C KOHBEHLIMOHAMHU MHCYNWHU MOHe 3a nocrieaHuTe 6 Meceua npeau npeanaraHata
CMsiHa.
1.6 feknapauus 3a uncgopmupaHo criacue no obpasel (npunoxexue 3)
1.7 Npunoxenue 4 - nonbriHeHo ot 330J1 1 3aBepeHO C NOAMUC U NeYaT Ha eHAOKPUHONOra
2. P30K npuema pokymeHTUTe Mo T. 1 criel CripaBka OTHOCHO 3/ipaBHOOCUIYPUTENHMS cTaTyc Ha 3071,
3. flo nonyuyaBaHe Ha peleHue ot komucusita B LIY Ha H3OK 30J1 npoanmkasa neyeHve C nekapcTeeH/u
NpoAyKT/U, ¢ KOUTO e NpoBeXAan Nie4YeHUeTo A0 MOMEHTa Ha nofaBaHe Ha MonbaTta u fokyMeHTuTe B P30K.
4. ONUCaHUAT MbrieH KOMMMEeKT AOKYMEHTU Ce U3UCKBa B cnyvyauTte, MPU KOUTO e yKasaHa HeOﬁXOnMMOCT oT
peweHune Ha Komucus 3a ekcneptusu B P30OK unu Komucusita no un. 78, 1. 2 ot 330 B LIY Ha H30K. Mpu 3aBepka
B P30K ce npeacTtass npotokona u konue oT amGynaTopHUsi TIUCT OT NOCAEAHUs Npernes NPy creuuanmcT.

Mpu nayueHmu c HasHayeHa mepanusi @ Yyx6uHa 0a ce npedcmaesm meduUUHCKU GOKyMeHmu ¢ dasHocm 9o
180 OHu npedu kaHOudamcmeaHe.
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE 3A MPOBEXOAHE HA NIEYEHUE C AHATIOFOBM UHCYSIVHU
MPW BOMTHU HALL 18 I'. CbC 3AXAPEH OUABET TUM 1

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

3abenexka: meduyurckama OoKymeHmayusi, yoocmoeepsiealla 6ceKU Om KpUMepuume, © focovera C yupa & UHOSKC U
3adb/mKumenHo npudpyxasa HACMOSAULOMO NPUNOXKEHUE

Mpu 3axapeH amaGet Tun 1 CcpeAcTBO Ha M3GOP € WMHTEH3UULMPAHOTO 6asanHo-6onycHo rneyexne c
6bp30/eiCTBaLY MHCYNUH Npeau BCKO XpaHeHe u NPH MHCynuH, OCBEH B CriyyauTe KOraTo: MaLMEHTBLT He enae
NPOBEX/AaHE Ha MHTEH3U(ULIMPAHO NeYeHne; rbBKABOCTTA B EXEJHEBUETO HE € OT 3HaYeHMe; NpU BUCOK OCTATbYEH
CEeKpeTopeH kanauuTeT Ha GeTa kneTkure.

KpuTepum 3a 3anousaHe Ha neyveHue ¢ aHanorosu uHcynuum - 30J1 cnessa ga ca npoeenu noHe 6 MecevyHo neyeHne
C KOHBEHLIMOHAMHN WHCYNWHM (YAOCTOBEPEHO C KOMWe OT peLenTypHa KHKKa). Mpu npemuHasaHe kbM aHanor H30K
3annawa obwa Ao3a, CLOTBETCTBAWA HA W3MON3BaHaTa 40 MOMEHTa. [P Heo6XOAMMOCT OT 3ano4BaHe ¢ no-
BUCOKa A03a Aa Ce NpeAcTaBM 3aabn6oyeHa MEAULMHCKA apryMeHTauus 3a Tosa.

Mpyn GpemeHHOCT He ce Hanara ekcnepTvsa Npu NpeMUHaBaHe OT GbP30AeNCTBalY aHaNoros MHcynuH Insulin
glulisine Ha apyr 6bp3ogeiicTBaw MHCYNUH Insulin Lispo unu Insulin Aspart u oT AbnroaefcTsaly aHanoros
uHeynuH Insulin glargine kbM Apyr AbnroaeicTsawy aHanoros UHCynuH Insulin detemir.

A. KPUTEPUA 3A MPEMWMHABAHE OT KOHBEHLMOHANEH BEBbP30JEACTBALL WHCYNMUH HA
BEbP3OJEUCTBALL MHCYITMHOB AHATOT UINU OT EAUH B bP30AENCTBALL UHCYJIMHOB AHANOI HA APYT
(Heo6xo0AMMO e HanMumue Ha NOHe ABa OT KpUTEpUUTE)

1 | Now meTa6onuteH koHTpon HbA. Hap 9%, oT nabopatopus, cepTudmLmpaHa no BHCBOK)'

HeBb3moxHOCT 3a oBnagsiBaHe Ha noCTNpaHAWanHUTE XWNEpPrriMKeMUU C KOHBEHUWOHaneH
2 6bp30ne;72|crsau4 VHCYNIUH unn ¢ npunaraHus 6bp3oaeicTeall, aHanor (yAOCTOBEPEHO C KPbBHO-3axapeH
npocun)

3 | YecTn AHEBHU XMNOTIIMKEMUU 3

T opuruHanta 6naHka oT TaGOPATOPHO M3CNEABAHE C NOANMC U NevaT Ha nekaps u 113 vin 3aBepeHo Konve (8 criyyail, Ye e 8nucaqo e
enukpusa ¢ dagHocm 0o 1 mec. npedu kaHOUOamcmeaHemo He e Heo6xoduMo pedcmagsiHemo Ha flabopamopHa 6r1arHKa)

opuruHanHa 6naHka OT KpbBHO-3aXapeH NMpodun C NoHe TPU W3MEPEHN KPBBHM 3axapyu C MNOCOYEHM YacoBE Ha M3cneaBaHusTa (oT
KOWUTO €AHOTO M3CreABaHe 3aAbIKUTENHO Aa e 2 yaca Cnej XpaHeHe) C NoANUC W nevat Ha nekaps W J13 unu 3asepeHo konve (&
cryyall, ye ca enucaHu e enukpusa ¢ OasHocm 0o 1 Mec. npedu kaHOudamcmeaHemo He e Heobxodumo npedcmassHemo Ha
n1abopamopHu 6naHKu)

AHEBHWK 32 CAMOKOHTPON Ha BONHUA, 3aBEPEH OT NIEKyBaLLUUS €HAOKPUHOIIOT (MpurioxeHue 4)
* amBynatopeH nucr/etanna ©nMKpM3a OT Npernea npu cneunanuct /enukpusa ot BJI13 ¢ AaHHW OT aHaMHe3aTa, COMaTU4HNsA CTaTyc

5. KPUTEPUU 3A MPEMUHABAHE OT KOHBEHLUWOHANIHA WHCYJIMHOBA CMEC HA MHCYNUHOBA
AHAINOIOBA CMEC WM OT EQHA AHAJIOTOBA CMEC HA [IPYFA (3agbrkuTeneH € KpUTepui 2 niioc noHe
©AVH OT OCTaHaruTe KpUTEPUM)

1 | Now meTa6onuten kontpon (HbA:c Haa 9% ot nabopaTopusi, cepTudmumpana no GHCBOK)'

HeBb3MOXHOCT 3a OBnajsiBaHe Ha MOCTNPaHAWAIIHUTE XUMEPITIMKEMUN C KOHBEHLIMOHAITHM WHCYINUHOBK

2
CMeCu unu ¢ npunaradara UHCY/IMHOBa aHanorosa cMec

3 | Hanuume Ha yecTn xunornmMkemuu (aHeBHW/HOWHY) °

T opuruHana 6naka oT 1aGOPATOPHO MACTIEABAHE C NOAMUC U NEVAT Ha Nnekaps U J13 Wi 3aBepeHo Konue (6 CriyJall, Ye € enucaHo &
enukpusa ¢ dagHocm 0o 1 Mec. npedu kaHOuUGamcmeaHemo He € HeobxoduMo rpedcmagsiHemo Ha nabopamopHa b1aHKa)

opuruHanHa 6naqka OT KpbBHO-3axapeH NPocun C NOHE TPU W3MEPEHW KPLBHU 3axapu C MOCOYEHW YacoBe Ha W3CregBaHusaTa (OT
KOUTO E4HOTO U3CneABaHe 3aAbMXUTENHO Aa € 2 Yaca Criej XpaHeHe) C MOANMUC W neyaT Ha nekaps W JI3 unu 3aeepeHo konve (&
criyyall, Yye ca enucavu € enukpusza ¢ OasHocm 0o 1 mecey npedu kaHOudamcmeaHemo He e Heobxodumo npedcmassHemo Ha
nabopamopHu 6raHKu)

AHEBHWK 32 CAMOKOHTPON Ha BOMNHUA, 3aBEpeH OT NeKyBaLLUs eHAOKPUHONOT (MpurioxeHue 4)
* amBynaTope nucr/eTanna enuKkpu3a oT npernea nNpy cneunanuct/ envkpusa oT BJ13 ¢ AaHHK OT aHaMHe3aTa, COMaTU4HUS CTaTyC
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B. KPUTEPUN 3A NMPEMWUHABAHE OT BA3ANEH YOBELUKAM WHCYNUH HA OBbIrOQEACTBALL
WHCYNUHOB AHANOI UMW OT EAMH ObArOAENCTBALL MHCYNIMHOB AHAJOI HA APYI B PAMKWUTE HA
VMHTE3U®ULINPAHO UHCYJIMHOBO JNIEYEHUE (He0GXOAMMO € Hanuume Ha MoHe ABa OT KpUTepUnTe):

Tow meTaGonuten koHTpon (HbA1c Haa 9 % ot naGopatopus, cepTudmumpana no BHCBOK)'

1
2 | KpbBHa 3axap CyTpuH Ha rmaaHo Haa 10.0 mmol/l 2
3 | Hanuuve Ha HOWHM XUROrMUKEMUM °

T

opuruHanHa bnatka ot nabopaTopHo uscneaBaHe ¢ NOANUC U NeyaT Ha nekapsi v J13 unu 3asepeHo Konue (s criyvail, Ye e nucaHo &
enukpu3a c 0asHocm 6o 1 mec. npedu kaHOuGamcmeaHemo He e HeobxodUMO npedcmassiHemo Ha naGopamopHa 6nanka)

opuruHanHa GnaHka oT KpbBHO-3axapeH Mpocus C MOHE TPU M3MEPEHM KPBLBHM 3axXapn C MOCOYEHW YacoBE HA W3CNEABAHWATA C
noAnuc v nevar Ha nekaps u JI3 unu 3asepeHo konwe (s cryvall, e ca enucaHu ¢ enukpusa ¢ OasHocm do 1 mecey npedu
kaHOudamemeaHemo He e Heobxodumo npedcmassiHemo Ha abopamopHu GrarHKu)
3 pHeBHNK 32 CaMOKOHTpON Ha 60nHMA, 3aBepeH OT NekyBaLLusi EHAOKPUHONOT (MpunoXeHue 4)

. KPUTEPUWN 3A NPEMUHABAHE OT EAWUH BU AHANIOFOBA CXEMA HA [OPYI BUf AHAJIOrOBA
CXEMA (Heo6x0AMMO e Hanu4ue Ha MoHe eAuH OT KpUTepUnTe):

Jlow meTtabonuteH koHTpon (HbAi: Haa 9 % ot nabopaTopus, cepTuduumMpana no BHCBOK) u nunca Ha
4 | NPoMsiHa Ha HbA1c, unn nosuwenne Ha HbA1c unu cHuxenve na HbA1c ¢ noa 0.5% cnen nposeaeHo 6
MeCeyHo 1J'Ie\-lemac-: C npeaxoAHaTa aHanoroBa cxema, fokasaHo OT nabopaTtopusi, cepTuduvumpaHa no
BHCBOK

2 | Hanuymne Ha 4eCTW xunornukemMuu (GHEBHU/HOLWHM)

1apwrvmam—m Gnanku ot naGopatopy uscneasanus Ha HbA1c ¢ noanuc v nevar Ha nekaps v J13 unu 3aBepeHn KONUS _ aKTyanHo ¢
AGBHOCT A0 €AVH MEcel NpeAn kaHauaaTcTBaHe U OT MPeAXOAHATa aHanorosa cxema npes nocnejHuTe 6 meceua (e criyvail, ye
akmyasHomo uscrniedeaHe e 6rucaHo e enukpusa ¢ dasHocm 0o 1 Mecey npedu kaHOUdamcmeaHemo u/unu u3credeaHemo npedu 6
Meceua e efucaHo e enukpusa, He e Heobxodumo npedcmassiHemo Ha nabopamopHa 61aHKa)

AHEBHUK 32 CAMOKOHTpON Ha 6OJ'IHI/I$|, 3aBepeH OT nekyBalusa eHAoKpuHonor (NpUNoXxeHue 4

OTroBapsi Ha KPUTEPUMUTE 3@ NIEYEHNETO C oo B IHEeBHa A03a

nognuc Ha cneuuanucra:.
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