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[image: image2.jpg]U3NCKBAHUA HA H30K
NPU U3AABAHE HA NPOTOKOJIU 3A NPOBEXAAHE HA MHCYJIMHOBO JIEYEHUE NPU
3AXAPEH OWABET TUM 1

MpoTokonbT ce M3aasa OT cneuuanucTM ¢ Kog Ha cneumanHocT 05 (eHaokpuHonorus u Gonectu Ha
obmsiHaTa) u 34 (OeTcka eHOoKpuHonorus U Gonectn Ha obmsiHata), pa6otewm no gorosop ¢ H3OK unu or
cneuyuanuaupaHa Komucusi B rnevebHuM 3aBefeHusi 3a GonHuuHa nomouw, cknouunu porosop ¢ H3OK.
CneunanuanpaHuTe KOMUCMM Ce Cb3aaBaT CcbC 3anoBej Ha AupekTopa Ha nevebHoTto 3asegenue (N13) —
KNUHMKa/oTaeneHue no eHAOKPUHONOIMs.

I. PEQ] 3A 3ABEPABAHE HA NPOTOKOIUTE

MpoTokonu 3a npoabL/HKaBaHe Ha TepanusiTa C aHanoroBu WHCYNuHU Ao obuwa gosa 80 IU

cneunanucT, CKioYnn =‘lpoTokon 3a npeanucBaHe Ha nekapcTea,
poroeop ¢ H30OK > 3annawanu ot H30K/P30K” — 06p. M3-H30K

MpoTokonu 3a noBuwWwasaHe Ha obwaTa A03a aHANOroBU UHCYNMHK Hag 80 1U

=CTaHOBMLWIE OT EHAOKPUHOMOra C sicHa MeAvUMHCKa
MOTUBaALMsA 3a HeobXOAUMOCTTa OT yBenuyaBaHe Ha

fosara
CNeunanucT, ckiounn =AMOynaTopeH nucrt/eTanHa enukpusa C BCUYKU
norosop ¢ H30K — | Heobxogumn wu3cneaBaHus cwbobpasHo Ta6bn. 1
(npunoxenue 2)

=‘llpotokon 3a npeanucBaHe Ha  nekapcTea,
3annawanu ot H30K/P30OK" — 06p. M3-H30K

MpoToKoNK 3a 3ano4BaHe Ha Tepanus C aHarNoroByu MHCYNIMHK Npu:
. npeMuHaBaHe OT KOHBEHUWOHANHN UHCYTMHU KbM aHanorosy MHCynNuHu
» CMsiHa Ha evH OT NpunaraHUTe KOHBEHUWOHANHN MHCYNIMHWA C aHanoros Npu 3anassaHe Ha Apyrus npunarad
KOHBEHUMOHaneH WHCynuH

CNeumranucT, CKIioyun =AMGynaTopeH nucT/eTanHa enukpu3a Wnu enukpuaa
porosop ¢ H30K — [ or B3 ¢ BCcuukM HeobxoanMmM u3cneasaHns cbobpasHo
Tabn. 1 (npunoxexue 2)

=[lonbnHeHo n noanucaHo npunoxexue 1/ 1A
=‘llpoTokon 3a npeanuceaHe Ha nekapcTea, 3annaiwjaHu
ot H30OK/P30K" — 06p. M3-H30K

wnun

=EKCNepTHO CTaHOBMLUE C SiCHa MeJULMHCKa MOTUBALMSA

3a HeoOXoAMMOCTTa OT 3anoyBaHe Ha Tepanusi C
aHarnoroBu MHCYNMHU

it ettt it s — | =Enukpusa ot BJI3 ¢ BCUukM HEOBXOAUMM U3CNeaBaHUs

cbobpa3Ho Tabn.1 (npunoxenue 2)

=[lonbnHeHo u nognucaHo npunoxexnue 1/1A

=“TIpoTokon 3a npeanucBaHe Ha nekapcTea, 3annailaHu

ot H3OK/P30OK" - o6p. M3-H30K (noanucan ot

YrieHOBETE Ha KOMUCUSITE)
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[image: image3.jpg]MpoTokonu 3a 3ano4YBaHe Ha Tepanusa C aHaNoroBu MHCYNUHU Npu:
3 CMsiHa Ha eVH C Apyr aHarnoros UHCYNUH
& CMSsiHa Ha eAVH BWU/ aHanorosa cxema Ha Apyr BUj aHanorosa cxema

=AMGynaTopeH nucT/eTanHa  enuKpusa  unu
enukpu3a ot BJ13 ¢ Bcuukn Heobxoaumu nscneasaqus
cbobpa3Ho Tabn. 1 (npunoxexue 2)

=[lonbHEHO W noanucaHo npunoxexue 1/ 1A
=‘llpoTokon 3a npeanuceaHe Ha  nekapcTea,
3annawanu ot H30K/P30OK” — 06p. M3-H30K

cneunanuct, CKniovun 4orosop
¢ H30K R

wnu

=EKCNepTHO CTaHOBUWE C $CHA MeAuUMHCKa
MOTMBaLMA 3a HeobXoAWMOCTTa OT 3arnoysaHe Ha
Tepanus C aHanorosu UHCyMHN

=Enukpu3a ot BJ13 ¢ Bcuuku Heobxoanumu
cneumManuanpana KoMucus nacneasaHus cbobpasHo Tabn.1 (npunoxetue 2)

» [ aMonbnHeHo 1 nognucaHo npunoxexue 1/1A
=‘[lpoTokon 3a npeanuceaHe Ha JNekapcTea,
sannawann ot H3OK/P3OK” — obp. M3-H30K
(noanucaH OT YneHoBeTe Ha KoMUCUsTa)

Il. OBLLU MOJNIOXEHUA
1. 30J1 nogasa noaroTBeHute AokymeHTn B P30K, Ha TepuTopusiTa Ha KOSITO e HanpaBuno u3Gop Ha OMJI.
[lokymeHTUTe BKNIoYBaT:
1.1 3asiBnexue Ao [upektopa Ha P3OK.
1.2 MonbnHeHo M noanucaHo npunoxeHue 1/ 1A — cLOTBETHO Ha NeYEeHMeTo, 3a KOeTo ce KaHauaaTcTea.
MonbnBa ce Mo CbOTBETHATa TOMKA W Ce npunara oTpaseHarta B UM(MPOB WHAEKC MEAULIMHCKA AOKyMeHTauus,
YAOCTOBEpsiBaLLa BCEKMU €AVH OT Kputepumre.
1.3 MbnHuAT Habop u3cneaBaHus (PU3MKanNHU, MHCTPyMEHTanHW u nabopaTopHu), OTpaseH B NpuUoXeHue 2 ¢
NABHOCT [0 eAUH Mecell.
1.4 “NpoTokon 3a npeanucBaHe Ha nekapcrTBa, 3annawanu ot H30K/P3OK" — obp. M3-H3OK, usnapen ot
nekapsi cneuunanuct. Mpu HeobxoaumocT ot ekcneptusa ot Komucusta no un. 78, 1.2 ot 330, P3OK uanpawa B
H3O0K konue Ha npoTokona. MpoToKONbT 3aABLMKUTENHO CE NOANUCBA OT BCUYKW YNEHOBE Ha KOMUCUSITa B CriyqauTe
nocoueHn B T. |
1.5 Mpu npeMuHaBaHe Ha NeYeHne C aHaroroBy UHCYNMHU Ce U3UCKBA KOMMWe OT peLenTypHa KHUXKa, OT KOSITO
€ BWUAHO NPOBEAEHO NeYeHne C KOHBEHLIMOHANHW WHCYNMHM NoHe 3a nocneaxute 6 Meceua npeau npegnaraHara
cMsHa.
1.6 [leknapauus 3a MH(OPMUPAHO cbrnacue no obpasel| (npunoxexue 3)
1.7 Mpunoxetue 4 - nonbnHeHo ot 330J1 1 3aBepeHo C NOANUC 1 NeyaT Ha eHaoKpuHonora
2. P30OK npuema nokymeHTUTE Mo T. 1 cnea cnpaska OTHOCHO 3ApaBHOOCUrypuUTenHus ctatyc Ha 30J1.
3. Qo nonyyaBaHe Ha pelweHue or komucusita B LIY nHa H3OK 30J1 npoabmkaBa nedyeHue C rekapcTBeH/u
NpoAyKT/M, C KOUTO € NPoBeXAarn feYeHUeTo 10 MOMEHTa Ha noAaBaHe Ha monbarta u aokymeHnTute B P30K.
4. ONUCaHUAT MbMEH KOMMNMEKT AOKYMEHTU Ce M3UCKBA B CriyyauTe, Mpu KOMTO e yka3aHa Heo6xoaAumocT oT
pewenue Ha Komucus 3a ekcneptuau B P30K unu Komucusta no un. 78, 1. 2 ot 330 B LIY Ha H3OK. MNpu 3asepka
B P30K ce npeacraBs NPOTOKOSA U Konue oT au6yna~ropuua NIACT OT NnocrneaHus npernen npyv cneuvanuct.

lMpu nayueHmu c Ha3HayeHa mepanus 6 Yyx6uHa da ce npedcmaesm mMeduYUHCKU OKymeHmu ¢ daeHocm 0o 6
meceya npedu kaHOudamcmeaHe.

W3UCKBAHUA HA H30K NPU U3JABAHE HA NMPOTOKONN 3A NEYEHWE HA 3AXAPEH AWABET TUM 1 B U3BBbHBONHUYHATA
MOMOLL| - 8 cuna ot 1 Hoemepu 2014 roguHa
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NNEYEHUE C AHANOrOBU UHCYITUHU
NPU BOJTHU HALL 18 . CbC 3AXAPEH AUABET TUM 1

Wwe: 3 i N I

3abenexka: MeduyuHckama OOKymeHmauus, ydocmosepsieauja 6CeKu Om Kpumepuume, € [ocoyeHa C uugpa 6 uHOeKc u
3adbmKumenHo npudpyxaea HacCMOAWOMO NPUIOKeHUe

Mpn 3axapeH auaber TMn 1 cpeacTBO Ha m3bop e WHTeHsuguuupaHoTo 6asanHo-GonycHo neuyeHve c
ﬁbpaoneﬁcraau.l WHCYNUH npeau BCAKO XpaHeHe u NPH WHCYNWH, OCBEH B Cry4YauTe KOoraTto: nauuMeHTbT He Xenae
NpoBeX4aHe Ha MHTEH3NMULMPAHO NeYeHUe; MbBKABOCTTa B EXKEAHEBUETO He € OT 3HaYeHWe; NpU BUCOK OCTaTbYeH
ceKkpeTopeH kanauuteT Ha 6eTa knetkute.

KpuTepuu 3a 3anouBaHe Ha neueHue c aHanoroBu uHcynuum - 330J1 cnessa pa ca npoeenu noHe 6 MeceyHo
neyeHue C KOHBEHLMOHANHU NHCYNUHK (YAOCTOBEPEHO C KOnue OT peLenTypHa kHkka). Mpu npemMmuHaBaHe KbM aHanor
H30K 3annawa obwa nos3a, cLOTBETCTBaWA Ha U3non3BaHaTa A0 MOMeHTa. Mpu Heo6xoAUMOCT OT 3ano4BaHe ¢
no-BMCOKa [03a Aa ce NpeAcTaBu 3aabnboyeHa MeaUUMHCKa apryMeHTaums 3a Tosa.

A. KPUTEPUW 3A TNPEMWUHABAHE OT KOHBEHLMWOHANEH BbP30QENCTBALL WMHCYNUH HA
BbP30AEUCTBALL MHCYJTIUHOB AHAJOI UK OT EAWH BbP30OAENCTBALLl UHCYNTUHOB AHANOI HA OAPYI
(HeO6X0AMMO € Hanuumue Ha NoHe ABa OT KpUTEepUUTE)

1 | Now meTtaBonuteH koHTpon HbA1: Hag 9%, oT naGopaTtopusi, cepTuduumpana no EHCBOK)’

HeBb3MOXHOCT 3a oBnagsBaHe Ha NOCTNPaHAMANHUTE XUMNEPrNUKEeMMU C  KOHBEHLMOHANEeH
2 6bpao/1euc‘raau4 VHCYNWH unu ¢ npunaranus Gbp3oaencTealy aHanor (yAoCTOBEPEHO C KPbBHO-3axapeH
npodmn)

3 | YecTn aHeBHM xunornukemmm

T opuruHanna Gnakka ot nabopaTopHo u3cneaBaHe C NOANKC ¥ nevat Ha nekapsi W J13 unu 3asepeHo konue (& criyvall, ye e enucaHo e
enukpusa c 0agHocm do 1 Mec. npedu kaHOudamcmeaHemo He e Heo6xoduMo npedcmaesiHemo Ha nabopamopHa Gnarka)

opuruHanHa 6naHka oT KpbBHO-3axapeH Npodun C NOHe TPU U3MEPEHN KPLBHU 3axapil C MNOCOYEHM YacoBe Ha M3cneasaHuATa (OT
KOWTO @AHOTO M3CNeABaHe 3aAb/KUTENHO Aa e 2 Yaca Cnej XpaHeHe) C MOANUC W nevar Ha nekaps v J13 unu 3aeepeHo konue (8
cnyval, Ye ca enucaHu e enukpusa ¢ daeHocm do 1 mec. npedu KaHOudamcmeaHemo He € Heob6xodumo npedcmassiHEMo Ha
nabopamopHu 6naHku)

AHEBHUK 338 CAMOKOHTPOS Ha GONHUS, 3aBEPeH OT NeKyBalLus eHAOKPUHONOT (MpunoxeHue 4)

ambynatopeH nuct/eTanHa enukpuaa ot nNpernea nNpu cneunanuct /enukpuaa ot BJ13 ¢ AaHHK OT aHaMHe3aTa, COMaTUYHUA CTaTyC

5. KPUTEPUUN 3A NPEMUHABAHE OT KOHBEHLIMOHANIHA WHCYJIMHOBA CMEC HA MHCYNUHOBA
AHAJIIOIrOBA CMEC UIKU OT EAHA AHAJIOFOBA CMEC HA [IPYIA (3agbimkuTeneH e Kputepui 2 nnioc noHe
eAMH OT oCcTaHanuTe KpuTepum)

1 | Now meta6onuten kontpon (HbA:c Hag 9% ot nabopatopus, cepTudmumpana no BHCBOK)'

Hesb3amoXxHOCT 3a oBnaasBaHe Ha I'IOCTHPIHAHGHHHTQ XUNeprriMkeMmn C KOHBEHUMOHANHU UHCYNTMHOBU

2 CMecu unu C npunaraHarta UHCYNMHOBa aHanorosa CMOC

3 | Hanuuune Ha Yectn xunornukemMumn (Auonnuluouluu)

T opuruHanta Gnanka oT nabopaTopHO 3CNEABANE C MOAMUC U NEYaT Ha nekaps u J13 Unu 3aBepeHo Konwe (& criyval, Je e 6nucaHo &
enukpusa c 0aeHocm do 1 mec. npedu kaHdudamcmeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHa 6naHka)

opuruHanHa 6naHka OT KpLBHO-3axapeH NPOuN C NOHe TPU M3MEPEHU KPBLBHU 3axapu C MOCOYEHN YacoBe Ha W3cneaBaHuaTa (OT
KOWTO EAHOTO W3CneABaHe 3aAbLMKUTENHO Aa e 2 Yaca Cned XpaHeHe) C MOANUC M neuat Ha nekaps v J13 unu 3asepeHo konue (8
cryyall, Ye ca enucaHu € enukpusa ¢ OasHocm 0o 1 mec. npedu KaHOudamcmeaHemo He e Heobxodumo npedcmaesHemo Ha
nabopamopHu 6naHKu)

, AHEBHUK 33 CaMOKOKTPON Ha 60nHMA, 3aBEPEH OT NEKyBALLMA EHAOKPUHONON (MpUsioXeHue 4)

# amBynatopen nuct/etanta enukpu3a oT npernea npu cneunanuct/ enukpuaa ot BJ13 ¢ AaHHKM OT aHaMHe3aTa, COMaTUYHNA CTaTyc

)

4
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B. KPUTEPUU 3A NMPEMWHABAHE OT BA3AJNIEH YOBELUKW WHCYNIUH HA ABbNrOAENCTBALL
WHCYITIMHOB AHANOI UMW OT EAMH ABbIFOAEUCTBALL UHCYNMHOB AHANOI HA APYI B PAMKUTE HA
WHTE3N®ULIMPAHO MHCYJNTMHOBO JIEYEHUE (Heob6xoaumo e Hanuuyme Ha NoHe ABa OT KpuTepuure):

TNow meTta6onuteH koHTpon (HbA:. Haa 9 % ot nabopaTopus, ceptuduumpata no BHCBOK)'

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

Hanuyne Ha HOWHM XUNOrNUKeMUn B

AWIN| =

opuruHanta 6natka ot nabopaTopHo uacneaBaHe C NOANUC U nevar Ha nekaps u J13 unu 3asepeHo konue (e criyvad, Ye e 6nucaHo e
enukpu3a ¢ daeHocm 0o 1 Mec. npedu kaHAudamemeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHa 6nakxka)

opuruHanHa GnaHka oT KpbBHO-3axapeH Npoctun C NoHe TPU M3MEPeHU KPbBHW 3axapu C NOCOYEHM YacoBe Ha M3cneABaHusTa C
NnoANMC ¥ neyar Ha nekaps u J13 unu 3aBepeHo Konue (8 criyvald, Ye ca enucaHu e enukpusa ¢ dasHocm 0o 1 mec. npedu
KaHOudamcmeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHu 6rnaHKu)

AHEBHMK 3@ CAMOKOHTPON Ha 60NHUs, 3aBepeH OT nekyBalUMa eHAOKPUHONOr (MpunoxeHue 4)

. KPUTEPUUN 3A NPEMUHABAHE OT EOUH B[ AHAJIOFTOBA CXEMA HA OPYIr BUO AHAJIOFOBA
CXEMA (Heo6xoauMO e Hanu4ue Ha NoHe eAuH OT KpuTepuure):

TNow metabonuteH koHTpon (HbAi: Hag 9 % ot nabopatopus, ceptuduumpana no BHCBOK) u nunca Ha
1 | NPomsHa Ha HbA1c, unn nosuwenve Ha HbA1c unu cHnmxenne Ha HbA1c c noa 0.5% cnea nposeaeHo 6

MECEYHO fledeHve C MPEeAXOAHaTa aHarflorosa cxema, AokasaHo ot naboparopusi, cepTuchuumMpaHa no
BHCBOK

2 | Hanuuve Ha 4ecTv XMnornukemmm (aHeBHU/HowHM)

Topurunantu 6naxku ot nabopatopHu uacneasaHus Ha HbAjc ¢ noanuc u nevar Ha nekaps u J13 unu 3aBepeHn Konus _ akTyasnHo ¢
AABHOCT A0 EAMH Mecel Npeau kaHAMAaTcTBaHe W OT MPeAXOAHAaTa aHanorosa cxema npes nocneaxute 6 meceua (e cryvai, ye
akmyanHomo u3criedeaHe e ernucaqo e enukpua c dasHocm 9o 1 mec. npedu kaHOudamcemeaHemo u/unu uscnedsaHemo npedu 6
Meceua e 6MucaHo 6 enukpu3a, He e Heobxodumo npedcmassiHemo Ha nabopamopHa bnaHka)
AHEBHUMK 3@ CAMOKOHTPON Ha 60ONHMs, 3aBepeH OT NekyBaLus eHAOKpUHoNor (NpunoxeHxue 4)

OTroBapsi Ha KPUTEPUUTE 33 NTEYEHUETO €  .....o.ooiiiiiniiiiiniiiiiiannn B AHEeBHa Ao3a
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JIUCT 3A ONPEAENSAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA NEYEHWE C AHATIOrOBU UHCYITUHU
NP AELUA 00O 18 I'. CbC 3AXAPEH AWABET TUM 1

Ume: ErH

3abenexka: MeduyuHckama OOKyMeHmauusi, yoocmoeepsieawa 6ceku Om Kpumepuume, € focoyeHa C uyugpa e uHOeKc u
3a0b/IKUMENIHO NPUOpPYXKasa HaCMOSAULOMO NPUNIOXEeHUE.

MNpu 3axapeH avabet npu aeua Ao 18 r. cpeAcTBo Ha 3Bop e UHTeHanduumparHoTo 6asanHo-6onycHo neyexue ¢
6bp3oaencTBaLL MHCYNUH Npeayn BCAKo xpaHeHe n NPH uHcynuH.

A. KPUTEPUM 3A TNMPEMWHABAHE OT KOHBEHLUMOHAIEH BEbP30AEWCTBALL WHCYINIUH HA
BbP30OAENCTBALL UHCYNTMHOB AHANOI UNK OT EAUH BbP30AEUCTBALL UHCYINTMHOB AHANOI HA APYT
(Heo6Xx0AMMO e Hannuue Ha NoHe eAnH OT KpUTepumuTe)

1 HeBB3MOXHOCT 3a OBnagsiBane Ha NoCTNPaHAMANHMTE XUNePrIUKEMUM C KOHBEHLWOHarneH
6bp30AECTBaLL MHCYNNH * (YAOCTOBEPEHO C KpbBHO-3axapeH npodun)

2 | Hanuyue Ha Yectn xunornukemMuun &

T opuruHanHa 6naxka oT U3CneABaH kpbBHO-3axapeH NPOUN UK 3aBePeHo Konue (& criyvall, Ye ca 8MuUCaHU 8 enuKkpu3sa ¢ daeHocm 00
1 mec. npedu kaHdudamcmeaHemo He e HeobxoduMo npedcmassiHemo Ha nabopamopHu GnaHku).
AHEBHUK 32 CAMOKOHTPON Ha GonHWUs, 3aBepeH OT NeKyBalus eHAOKPUHONOr (MpuioXxeHue 4 Ha HacmosILUMe U3UCK8aHUsl)

B. KPUTEPUU 3A NPEMUHABAHE OT KOHBEHLIMOHANTHA UHCYJTUHOBA CMEC HA UHCYITMHOBA
AHAINOIOBA CMEC UMK OT EAHA AHAJNTIOTOBA CMEC HA [IPYIA (He0o6X0AMMO € Hanu4yne Ha NoHe eauH ot
Kputepuure)

HeBb3MOXHOCT 3@ OBaasiBaHe Ha NOCTNPAHAUANHUTE XUNEPrIUKEMUM C KOHBEHLIMOHAIHN MHCYNIMHOBU
cmecy ' (YAOCTOBEPEHO C KpbBHO-3axapeH npodun)

2 | Hanuumne Ha YecTn Xunornukemum &

4 opuriHanHia 6naHka oT u3cneaBaH KpbBHO-3axapeH Npodun UK 3aBepeHo Konue (e cryvall, Ye ca enucaHu 6 enukpusa ¢ daeHocm 00
1 mec. npedu kaHOudamemeaHemo He e Heobxo0uMo npedcmassHemo Ha nabopamopHu 6raHKu).

AHEBHWK 33 CAMOKOHTPON Ha GONHMsA, 3aBEpeH OT nekyBaLus eHAOKPUHOIOT (MPUToXeHue 4 Ha HACMOSALYUME U3UCKEaHUST)

B. KPUTEPUU 3A MPEMUHABAHE OT BA3AJIEH YOBELUKM WHCYNIUH HA ABNrTOAEACTBALL
WHCYINTUHOB AHANOI UKW OT EAUMH OBITOAENCTBALL UHCY/IMHOB AHAJNOI HA APYI B PAMKUTE HA
WUHTE3NO®ULIMPAHO UHCYJIMHOBO JIEYEHUE (Heobxoaumo e Hanuuue Ha NoHe eAuH OT KpuTepuuTe):

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

2 | Hanuune Ha HOLHW XUNOrNuKeMmun 2

4 opuriHanHa 6naHka oT U3cneABaH KpbBHO-3axapeH Npocun unu 3aBepeHo konue (e cayvad, Ye ca snucarHu e enukpusa ¢ daeHocm 0o
1 mec. npedu kaHOudamecmeaHemo He e Heobxodumo rnpedcmassiHemo Ha nabopamopHu 6raHKu).
AHEBHUK 3@ CAMOKOHTPON Ha GONHMSA, 3aBEPEH OT NEKyBALLMA EHAOKPUHONOT (MPUTOXEHUE 4 Ha HACMOSILYUME U3UCK8aHUS)

. KPUTEPUM 3A NMPEMUHABAHE OT EOWH B[O AHAJNIOFOBA CXEMA HA [PYI BUO AHAINIOrOBA
CXEMA (Heo6X0AMMO € HarM4YneTo U Ha ABaTa KpUTepus):

1 Tlow MeTabonuUTeH KOHTPON CrieA NPOBEAEHO 6 MeCevHo NeyYeHre C NPeaxoAHaTa aHanorosa cxema |
(yAOCTOBEPEHO C KpbBHO-3axapeH npodun)

2 | Hanuuue Ha YecTu xunornukemum (AHeBHU/HOWHK) 2

T opuruHanHa Gnakka ot N1a6opaTopHO M3CNeABaHe C MOANUC U Nevar Ha nekaps v J13 unw 3aBepeHo Konue (& criyyal, Ye e enucaHo &
enukpusa c 0asHocm Ao 1 mec. npedu kaHoudamcmeaHemo He € Heobxodumo npedcmassiHemo Ha nabopamopHa 6narka).
AHEBHUK 32 CAMOKOHTPON Ha GONHUSA, 3aBEPEH OT NeKyBaLLus eHAOKPUHONOT (MpusnoxeHue 4)

O'rrosapil Ha KPUTEPUUTE 3a JNTIEYEHUETO C  .......iiiiiiiiiiiiiiiianaonnann B AHeBHa Ao3a
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NPUNOXEHUWE 2

1.JIEKAPCTBEHU MNPOAOYKTWU, Bkniovenn B [Mpunoxenne 1 Ha [MJIC, kouto H3OK 3zannawa B
CbLOTBETCTBME C Aaﬁc-raau.\me HOPMAaTUBHU OOKYMEHTHU.

DDD no C30/ TepaneBTuyeH kypc — 401U

[osuposkata TpsibBa Aa ce onpejens oT nekap CbobpasHo HyXauTe Ha nauueHTa u ce cbobpassiBa C BUAa Ha UHCYNUHA,
CKOpOCTTa Ha HacTbnBaHe Ha edekTa u NPOABLIKUTENHOCTTa Ha AeicTBMeTo.

2. NPOCNEQABAHE - cbrnacHo KpaTkuTe XxapakTepucTUK1 Ha NieKapCTBeHUTe NPoAYyKTU

Ta6n. 1

INN

Bb3pacToBu
OorpaHuyeHus

NPEAU 3AMNOYBAHE *

KOHTPOIJ1 - Ha 6 meceua *

INSULIN HUMAN

KpbBHO-3axapeH npocun

KPbBHO-3axapeH npocun

INSULIN LISPRO

HbAc oT nabopartopusi,
cepTtucbmumpara no BHCBOK, kpbBHO-

HbA1c oT nabopatopusi, ceptucduumupara
no BHCBOK, kpbBHO-3axapeH npocun

3axapeH npocun

He ce npunara
npu nuua nog 2

rOAVHM — 3a
i .| HbA+c oT nabopatopus,
INSULIN ASPART | ObPsoneicTeaus | ooty iunaua no BHCBOK, kpuaHo- | HPAte OT nabopatopus, cepruduumpana
He ce npunara 3axapeH npodun no BHCBOK, kpbBHO-3axapeH npodun
npu nuua noa 10
roAvHM — 3a
MUKCTypa
INSULIN fie oo NpRnaa HbAs. or naboparopus, HbA1c oT nabopaTtopwusi, cepTucuympana
GLULISINE ?g:“:aua o 6 g:s;:gi‘"ﬂ:g;’:lanno EHCBORAPEEHo: no BHCBOK, kpbBHO-3axapeH npocun
He ce npunara HbA+c ot nabopatopusi,
INSULIN HbAc oT nabopatopus, ceptucduumpara
GLARGINE fpinuua nop 2 ceprvdiifiiparia no BHCBOIGEREEHOS no BHCBOK, kpbBHO-3axapeH npocun

roAvHn 3axapeH npocun

He ce npunara HbA1c ot nabopatopus,
npv nuua nop 2 ceptucguympana no BHCBOK, kpbBHO-

rOANHM 3axapeH npogun

INSULIN DETEMIR

* Moco4yeHUTe M3cneABaHUA ca 3aAbIDKMTENHWM 3a nuua Haa 18 r.; 3a geua o 18 r. ce NpeacTaBs camMO KPbBHO-3axapeH
npocun. MpeacTassT ce Ha opurMHanHa nabopaTtopHa 6naHka unu sasepeHo konue. B cnyuai, ye ca BNUCaHW B €NUKpU3a C AaBHOCT
20 1 Mec. A0 AaTaTa Ha u3aasaHe Ha NPOTOKONa He € HeoGXOANMO NPeACTaBAHETO Ha nabopaTopHn GnaHku.

1. OBLUN UBUCKBAHUSA

1. Bb3pacToBaTta rpaHuua Ce W341CnsBa B HaBbLPLUEHW OAMHW - T.e. BKIIOYUTENHO KbM Aatata Ha uajasaHe Ha
npoToKona oT cneuvanuanpaHdara KoMucus.

2. MNpyn HasHayaBaHe Ha Tepanus fo MPOTOKON 3aAbLIMKUTENHO Ce CbobpassBaT BL3PACTOBUTE OrPaHNYEHUs, CbrNacHo
KpaTkaTa xapakTepuCTUKa Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3J1MXM.

3. H30K He 3annauja ne4yeHue M3BbH ykazaHata Bb3pacToBa rpaHuLa B Kpatkara xapakTepucTuka Ha npoaykTa.

4. H30K He 3annauya neYyeHue C 4031 Haji MakCUMarnHo paspeLueHnTe Mo KpaTka xapakTepucTuka Ha npoaykra.

5. B cnyuait Ha HacTbnNUna NoAao3upaHa HexenaHa nekapcreeHa peakuusi, nekapsT ysegomsisa WAJ no peaa Ha un. 183
ot 3/INXM. Konue oT cboBLieHneTo ce npunara KbM MeauuuHckata aokymeHTauus Ha 330J1 npu kaHauwaatcTeaHe 3a
neveHve.

6. MPU CMNEUWAJIUCTA, cbrn. un. 158 B, 1. 1 ot HP[] 3a meauumuHckute aenHoctn 2014 r. (o6H. B 6p. 3 oT
10.01.2014 r.), Ha 30J1, Ha KOMTO Ca M3AaBaHW NPOTOKONMW MO peAa Ha HacTosIWMTe M3UCKBaHUs, crieasa Aa ce
npunarat BCUYKM HEO6XOAMMM AOKYMEHTW KaTo: ambynaTtopHuTe NuUCTOBE OT M3BBLPLUEHUTE MNPEerneav, BTOPUST
ek3semnnap OT U3AaAeHUTE MPOTOKOMW, KOMUS OT €nUKPWU3W, EKCMEepPTHW CTaHoBULA W APYrM AOKYMEHTW, KOWTO ca
OCHOBaHWe 3a M3aaBaHe Ha MPOTOKOM, BCUYKM W3WUCKBALM Ce u3cneaBaHus, konue oT npunoxexue 1A/ 1B/ 1B Ha
HacToSIWUTE U3UCKBAHUA NONBITHEHO NO CHLOTBETHATA TOYKA, NOANUCAHO OT cneunanucTa, usaan npoTokona.

3abenexka: Yuyactuero Ha 30J1 B KMUHUYHM NPOYYBaAHUS HE NPOMEHs HeobxoaumocTTa OT cna3saHe Ha
nancksaHunTa Ha H30K npu npoBexaaHe Ha neyeHue Ha 3axapeH guabet Tun 1 B U3BbLHOONHUYHATa NomoL.

Hacmoswume u3suckeaHusi ca paspabomeHu Ha ocHogaHue 4. 56 om HayuoHaneH pamkoe 002080p 3a MEOUYUHCKUMe
deliHocmu 3a 2014 200uHa (06H., B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 Hoemepu 2014 2., cbenacHo Ysl.
10 Ha Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawaHe Ha nekapcmeHu npodykmu o usn. 262,
an. 6, m. 1 om 3akoHa 3a nekapcmeeHume npodykmu & XxymaHHama mMeduyuHa, Ha MeOUUYUHCKU u3denus u OuemuyHu
XpaHu 3a crneyuanHu MeduyuHcku uenu (06H., B, 6p. 31 om 2007 2.).
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HbA1. ot nabopatopus, ceptudpuumpara
no BHCBOK, kpbBHO-3axapeH npocun
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AEKINAPALUA 3A UHOOPMUPAHO CBIMMACHUE C UBUCKBAHUATA 3A 3AMOYBAHE/ MPOABLIMKABAHE HA
NEYEHUETO C NNEKAPCTBEHWUSA MPOAYKT

crnea kato ce 3anosHax C uanata MM npeaocTaBeHa MHGOPMaUMsi UM LENTa Ha feYeHWeTo C neKapcTBeHus
NPORYKTREEEEEEEREE ... .........o. coriisinsctvnssssnssnasumsssssrisnsnanscsransabsssesnscasasnes- SN M cnej Kato MOMy4ux uM3depnatenHu
OTrOBOPYW Ha NOCTABEHUTE OT MEH BBLMNPOCH, AeKNapupam ye:

LLle cnassam npenopbyaHaTa M1 CXema Ha rieyeHne 1 NepuoANMHOCT Ha KOHTPOSTHUTE Nperneau.

2. PepoBHO e ce ABsiBaM Ha KOHTPOSIHW NPerneau n HAMa Aa NPOMEHsIM CAMOBOIHO WA NOA APYro
BHyLLUEHWEe HasHa4YeHaTta Mu Tepanus.

3. [pu npeycTaHoBsiBaHe Ha NIEYEHUETO NO NPUYMHKA, HEMPOM3TUYALLI OT peLleHneTo Ha KomucusaTa 3a
ekcneptnan B P3OK n/mnu Komucusta no un. 78, 1.2 ot 330, we yBeaoms HezabaBHO NuuHUs cu nekap
1 P3OK 1 we sbpHa B P30K nocneanns npoTokos, no KOMTO CbM Nosyyasan/a fekapcTBeHUs NpoAyKT.

4. [pw HecnassaHe Ha NOCOYEHUTE YCIIOBUSA NIEYEHNETO MU C YNOMEHATUSA NEeKapCTBEH NPOAYKT we 6bae
npekpaTeHo 1 Hama aa umam npeteHumn kbm H30K.
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Heobxodumo e da ce ombensizea ecsika NpomMsiHa e dozama u/ unu euda Ha UHCYsTuHa.

B Konora ,3abenexka” ce enuceam 6CuYKU CbCMOSIHUSA, KOUMO Mozam Oa Noe/usisim Ha pe3ynmamume om mecmoeeme (3abonsieaHusi,
npomeHu 8 duemama, cmMpecosu cumyayuu, HeobuyaliHo HamoeapeaHe u 0p.)

Haracsim ce daHHUMe om npoeedeHume u3MepeaHus Ha KpbeHama 3axap, kamo ca 3a0b/KUMenHU rMoHe decem usMepeaHusi Ha
KpbeHama 3axap npe3 nocnedHus mecey npedu kaHoudamemeaHemo.

J[AHEeBHUKBLT 3a CAMOKOHTPO € 3aBepeH OT:
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