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NPU U3NABAHE HA MPOTOKONW 3A NPOBEXAAHE HA UHCYJIMHOBO NIEYEHUE NPU
3AXAPEH OWABET TUM 1

TpPOTOKONBT Ce M3gaBa OT CMELUManucTU C KOA Ha crneuuanHoct 05 (eHpokpuHonorus u Gonectu Ha
obmsiHaTa) M 34 (meTcka eHAOKpvHomnorust u Gonectu Ha obmsHaTa), pabotewu no pgorosop ¢ H3OK unu ot
cneuuanuaupaHa komucusi B neuvebHu 3aBefeHua 3a GonHuuHa MOMOL, CKIIOYMAM OOroBOp C H30K.
CneunanusupaHuTe KOMUCMM Ce Cb3fjaBaT CbC 3anoBej Ha AupekTopa Ha neuebHoTo 3aBegeHve (J13) —
KNUHUKa/oTAeneHue No eHROKPUHONOrusl.

1. PEQ, 3A 3ABEPSAIBAHE HA MPOTOKOMNUTE

MpoTokonu 3a NpoAL/HKaBaHe Ha TepanusiTa C aHanorosu NHCynH1 Ao obwa fosa 80 IU

CneunanucT, CKIloYun =‘[poTokon 3a NpeanucBaHe Ha fiekapcTea, 3aBepka B
porosop ¢ H30K > 3annawaiu ot H3OK/P30K” — 06p. M3-H30K P30K

A 4

MpoTokony 3a NoBULWABaHe Ha obliaTa 4033 aHanoroBu UHCYNMHN HaR 801U

sCTaHOBULIE OT EHAOKpUHonora C scHa MeauuuHCKa

MoTuBauusa 3a HeobxogumocTTa OT yBenuuyaBaHe Ha

Aosarta Komucus 3a
cneumManucT, cKioumnn sAM6ynaTopeH nucT/etanHa enuKpusa C BCUYKM eKcnepTusmn B
poroeop ¢ H30K —>» | HeobxoaumMM u3CrieaBaHus ckoBpasHo Tabn. 1 P30K

(npunoxeHue 2)

«[lpoTokon 3a NpeAnMCBaHe Ha  nekapcTsa, 3aBepka B

sannauatm ot H3OK/P30K" — o6p. M3-H30K P30K

npOTOKOJ’IM 3a 3anoy4yBaHe Ha Tepanus C aHarnoroBu UHCYNUHW Npu:
il npemMuHaBaHe OT KOHBEHLMOHanHu WHCYIMUHW KbM aHarnorosn UHCYNuHu
L CMsiHa Ha efu1H OT rnpunaraHuTe KoHBeHUUOoHanHu WHCYNWUHW C aHanoroe npu 3anassaHe Ha apyrusi npunaraH
KOHBEHUMOHaneH WHCYnuH

cneumanucT, CKuun =sAMGynaTtopeH nuct/eTanHa enuKpu3a unu enukpusa
nporosop ¢ H30K — | or BN3 ¢ BCUUKM HEOBXOAMMM W3CreABaHus cLobpasHo
Ta6n. 1 (npunoxexue 2)

=[TonMbNHEHO 1 NoanucaHo npunoxexue 1/ 1A

=“[lpoToKON 3a MpeAnucBaHe Ha rnekapcTea, 3annaliaHn

— oT H3OK/P30K" — 06p. M3-H3OK Komucus 3a
eKcrnepTuamn
”| B P30K
=EKCRepTHO CTaHOBMLE C SICHA MEAMLMHCKa MOTUBALMS
3a HeoOXoAMMOCTTa OT 3anoyBaHe Ha Tepanus C 3aBepka B
aHaroroBy UHCYNMHN
cneLiannaubana KoMACH — | =Enukpusa ot BII3 ¢ Bcuuku HeobxoaMmu nscneaBaHust P30k

cbobpasHo Tabn.1 (npunoxexue 2)

=[lonbAHEHo U NognucaHo npunoxexue 1/1A
=“[poTokon 3a NpeanucBaHe Ha nexkapcTea, 3annallaqu
ot H3OK/P3OK" — o06p. M3-H30K (noagnucad oT
YnNeHoBETE Ha KOMUCUATA)

2
L‘ W3NCKBAHUA HA H3OK MPU W3OABAHE HA NPOTOKOMNN 3A NIEYEHUE HA 3AXAPEH JVABET TUM 1 B NU3BbHBONHUYHATA
MNOMOLL, - B cuna ot 1 mapT 2014 roguHa




[image: image3.jpg]TMpoTOKOMNM 3@ 3aNoYBaHe Ha Tepanus ¢ aHaroroBM MHCYIIMHY Mpu:
= CMSsiHa Ha eayH C ApYyr aHanoroB UHCYMuH
= cMsiHa Ha eavH BUZ aHanorosa cxema Ha Jipyr BUj aHanorosa cxema

CRELMANMCT, CKAoHN AOFOBOP =AMGynaTopeH nucT/eTanHa  enukpusa wnu
¢ H30K ——» | enukpuza ot BN13 ¢ Bcuuku Heobxoaumu uscneasaHns
cbobpasHo Tabn. 1 (npunoxexue 2)

=[lonbnHEHo 1 nognucaHo npunoxexue 1/ 1A
=‘[lpoTokon 3a MnpeanucBaHe Ha  nekapcTsa,

3annatanmn ot H3OK/P30OK” — 06p. M3-H30K Komucus no
yn. 78, 1.2 o1

330 B LY Ha
um H30K

'EKCnepTHO cTaHoBuLUEe Cc ACHa MeauunHCcKa
MmoTuBauua 3a HeOGXOD,VIMOCTTa OT 3anoyeBaHe Ha

A 4

3aBepka B
Tepanus ¢ aHanoroBn UHCYNMHN P30K
=Enukpmaa ot BJ13 ¢ Bcuukn Heobxoanummn
creuManmanpata KoMucus nacneasaHus cbobpasHo Tabn.1 (npunoxexue 2)

=[lonbnHeHo 1 noanucaHo npunoxexue 1/1A
=‘[IpoTokon 3a MNpeanucBaHe Ha nekapcTsa,
sannawann ot H3OK/P30OK" — o6p. M3-H3OK
(nognucaH oT YNeHoBeTe Ha KOMUCUATA)

Il. OBLLU MOJNOXEHMA
1. 3001 nopaBa noaroTBeHWTe AoKymeHTH B P3OK, Ha TeputopusTa Ha KOSITO e Hanpasuro u3bop Ha Ol
[okyMeHTUTE BKIIOYBAT:
1.1 3assnenue Ao [upektopa Ha P3OK.
1.2 MonbnHeHo W noanucaHo npunoxenve 1/ 1A — CLOTBETHO Ha fe4YeHUeTo, 3a KOeTo ce KaHauaaTcTea.
MonbfBa Ce Mo CLOTBETHATA TOMKA M Ce Mpurara oTpaseHaTta B UMMPOB MHAEKC MeAMUMHCKA AOKyMeHTauus,
yAocToBepsiBaLla BCEKW eAnH OT KputepuuTe.
1.3 MbAHWAT Habop mMacneABaHust (PUUKANHU, MHCTPYMEHTanHu u nabopaTopHu), oTpaseH B NpuroxeHue 2c¢c
[AABHOCT 10 eAUH Mecell.
1.4 “[poTokon 3a MpeAnMcBaHe Ha nekapcTBa, 3annawann ot H3OK/P3OK' — o6p. M3-H3OK, nsnanen ot
nekaps crieumanuct. [pu HeoBXoAuMOoCT OT ekcriepTiaa oT Komucusta no un. 78, 1.2 ot 330, P3OK uanpauia B
H30K konue Ha npoTokona. MPoTOKOMbLT 3a4bIKMTENHO CE NOANUCBA OT BCUYKU YNIEHOBE HA KOMUCUATA B Cnyvaute
noco4eHn B T. |
1.5 Mpym npeMUHaBaHe Ha FIEYEHNE C AHANIOrOBU MHCYNUHU Ce M3NCKBA KOMUE OT PeLenTypHa KHIKKa, OT KOATO
€ BWHO NPOBEAEHO MeYeHNe C KOHBEHLIMOHAMHU MHCYNMHW NOHe 3a rocnefHute 6 meceua npean npeanaraHata
CMsiHa.
1.6 [leknapaums 3a uHgopMUpaHo cbriiacue no obpase (npunoxeHue 3)
1.7 Npunoxexue 4 - nonbnHeHo ot 330J1 ¥ 3aBepeHo C NoANUC 1 NeYaT Ha eHJoKpuHonora
2. P30K npuema gokymeHTuTE Mo T. 1 cned cnpaBka OTHOCHO 3APaBHOOCUIYPUTENHUA CTaTyC Ha 30n.
3. [lo nony4yaBaHe Ha pelueHue oT komucusita B LIY Ha H3OK 30J1 npoabmkasa reueHve c nekapcTBeH/n
NpoAyKT/, ¢ KOMTO e NPoBexXAan NeYeHMETo A0 MOMEHTa Ha NofaBaHe Ha Monbara u AokyMeHTUTe B P30K.
4. ONNCaHMAT NbIEH KOMMMEKT AOKYMEHTU Ce M3MCKBa B CrlyyauTe, Mpu KOMTO e ykasaHa Heob6xoOumocT oT
peweHue Ha Komucus 3a ekcneptuau B P30K nnu Komucusta no un. 78, 1. 2 ot 330 B LY Ha H3OK. Mpwu 3aBepka
B P30K ce npeAcTaBs NPOTOKONA U KOMMne oT aMBynaTopHMA NMCT OT NOCNeAHUs Npernea Npy cneuuanumcr.

Mpu nayuesmu c Ha3HaYeHa mepanusi & Yy6uHa da ce npedcmaesm meduyuHcku doKymeHmu ¢ dagHocm o 6
meceya npedu kaHdudamcmeaHe.

L‘ W3WUCKBAHMA HA H3OK MPYU W3OABAHE HA MPOTOKONW 3A NEYEHUE HA 3AXAPEH AWABET TWM 1 B U3BBHBEONIHUYHATA
MNOMOLL, - B cuna oT 1 MapT 2014 roaguHa
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JINCT 3A ONPEQENSAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA NEYEHUE C AHANIOrOBU UHCYNUHU
NPU BONHW HAL 18 I'. CbC 3AXAPEH OWABET TUM 1

Wme: [eri] [ [ [ [ T [ [ [ [ |

3abenexka: meduyuHckama OoKymeHmayus, ydocmosepsisauia 6CeKu Om Kpumepuume, € focoyeHa C yugpa 6 uHOexkc u
3adBbAXUMenHo Npudpyxaea HaCMOAWOMO NPUSIOXeHue

Mpu saxapeH amaber TMn 1 cpeacteo Ha u3Bop e uHTeHaudmumpaHoTo 6asanHo-GonycHo nevexne c
61LP30AeNCTBALL UHCYNIWH MPeaun BCsiko xpaHeHe U NPH MHCYnuH, ocBeH B criydauTe KOraTo: MauMeHTbT He xenae
NpoBeXzaHe Ha MHTEH3U(ULMPAHO NieYeHWe; rbBKABOCTTa B €XKEAHEBUETO He @ OT 3HaYeHUe; Npu BUCOK OCTaTbueH
ceKkpeTopeH KanauuTeT Ha 6eTa KneTkuTe.

Kputepum 3a 3anouyBaHe Ha rieuyeHue ¢ aHanorosu mHcynuhu - 330J1 crnegsa Aa ca nposenu noHe 6 meceyHo
neYyeHne C KOHBEHLMOHAIHN MHCYMHW (YA0CTOBEPEHO C KOMue OT peLienTypHa kHuxka). Mpu npemuHaBaHe KbM aHanor
H3O0K 3annawa obwa A03a, CLOTBETCTBAWa Ha U3Non3BaHaTa Ao MoMeHTa. Mpy HeoGxoAUMOCT OT 3anoyBaHe ¢
no-BucoKa fo3a Aa ce NpeAcTaBu 3a4bnGoyeHa MeAULMHCKA apryMeHTauus 3a Tosa.

A. KPUTEPUU 3A MPEMMHABAHE OT KOHBEHLWOHAJIEH BbP30JENCTBALL, WHCYMUH HA
BBbP30ENCTBALL UHCYNIUHOB AHANOI UK OT EAUH BbP30OAEUCTBALL UHCYNTMHOB AHATIOI HA OPYT
(Heo6Xx0AMMO € Hanu4ue Ha MoHe TPU OT KpuTepuuTe)

1 | Nlow meTta6onuteH koHTpon HbA1. Hag 9%, oT nabopatopus, cepTuduumpana no BHCBOK)'

HeBb3MOXHOCT 3a oBnagsiBaHe Ha noOCTNpaHAuWanHUTe XWNeprriMkeMun C KOHBEHUWOHaneH
2 | 6bp3oaeiicTBall WHCYNMH WNW C npunarakus 6Gbp3oaeicTeall aHanor (YAOCTOBEPEHO C KPbBHO-3axapeH
npochun)

3 | YecTv AHEBHM XUMNOrNUKEMUU S

4 | 3atnberaBade (UTM Haa 30 Kr/ME) 4

opuruHanHa Bnarka oT NaBopaTopHO M3creABaHe C NOAMKC ¥ NeyaT Ha nekapa u JI3 unu sasepeHo konue (g cryval, Je e enucaHo e
enukpu3aa ¢ dasHocm 0o 1 mec. npedu kaHoudamcmeaHemo He e Heobxo0umo npedcmassHemo Ha nabopamopHa 6natka)

opvruHanHa 6naHka OT KpbBHO-3aXapeH MPOUN G MOHe TPU USMEPEHU KPbBHM 3axapyu C NMOCOYEHM YacoBe Ha M3CnepBaHusTa (oT
KOWTO €AHOTO W3CneABaHe 3aAbMKUTENHO Aa € 2 Yaca Cnej XpaHeHe) C MOANUC W nevaT Ha nekaps W JI3 unu 3aBepeHo konue (g
cnyuall, ye ca enucaHu & enukpu3a ¢ OaeHocm 00 1 Mec. npedu kaHOudamcmeaHemo He e Heobxodumo npedcmassHemo Ha
nabopamopHu 6naHKu)

AHEBHMK 32 CAMOKOHTPOS Ha GONHUS, 3aBEPEH OT NeKyBaLUA eHAOKPUHONOT (MpusioxeHue 4)
4 amBynaTopeH NUCT/ETanHa envkpu3a OT MPernes NpW CneuuanucT /enukpuaa ot BJI3 ¢ AaHHKM OT aHAMHE3aTa, COMATUUHUS CTATYC U
oTpaseHo Terno, puct u UTM

B. KPUTEPUU 3A MPEMWHABAHE OT KOHBEHLUMOHAITHA WHCYIIMHOBA CMEC HA UHCYIIUHOBA
AHANOIrOBA CMEC UJTK OT EOHA AHAJTOFTOBA CMEC HA [IPYTA (3agbmkuTerieH e Kputepuii 2 Nnioc noHe asa
OT OCTaHanuTe KpuTepmm)

1 | Now meTta6onurteH koHTpon (HbA1c Hag 9% oT naboparopus, cepTuduumpana no BHCBOK)'

HeBb3MOXHOCT 3a oBfnagfBaHe Ha NocTrnpaHauanHUTe XUNeprriimkeMmMu C KOHBEHLUWOHANHW UHCYNUHOBKU

G CMECM UNK C npunaraHara UHCyNMHOBa aHanorosa cMec

3 | Hanuuune Ha YecTu XUNornmkemMum (AHeBHU/HOLIHM) ¢

4 | 3atnbeTaBaHe (MTM Haa 30 KI’/MZ) 4

T opurunanta 6naHka oT NabopaToOpHO M3CNEABaHE C MOANMC M NEYaT Ha Nekapa v JI3 unu 3asepeHo konve (g cryvall, Ye e enucaHo &
enukpusa ¢ daeHocm 0o 1 mec. npedu kaHOudamcmeaHemo He e Heobxodumo npedcmassHemo Ha nabopamopHa Gnatka)

opvrMHanHa 6raHka OT KPbBHO-3axapeH NPotun C NoHe TPU M3MEPEeHU KPBBHW 3axapu C MOCOYEHU YacoBe Ha u3cneasaHusta (OT
KOUTO €AHOTO M3CNeABaHe 3aAbiKUTENHO Aa € 2 4Yaca Crej XpaHeHe) C NOANUC U neyaT Ha nekaps v JI3 unu 3asepeHo konue (e
cnyvall, Ye ca enucaHu e enukpusa ¢ OasHocm do 1 mec. npedu kaHdudamcmearHemo He e Heobxodumo npedcmaesiHemo Ha
nabopamopHu 6naHku)

[IHEBHMK 32 CAMOKOHTPON Ha GONHMS, 3aBEPEH OT NEKYBALLUSA EHAOKPUHONION (MpurioxeHue 4)
4 ambynaTopeH nucT/eTanHa enukpusa OT nperned nNpu cneuvanuct/ envkpusa ot BJ13 ¢ AaHHW OT aHaMHe3aTa, COMaTUYHNA CTaTyC 1
oTpaseHo Terno, puet u UTM

=n 4
b«‘ W3NCKBAHWA HA H30K MPW U3JABAHE HA NPOTOKONWN 3A NEYEHUE HA 3AXAPEH OWABET TUM 1 B NU3BBHBONHUYHATA
MOMOLL - B cuna ot 1 mapT 2014 rogvHa
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B. KPUTEPUU 3A NPEMWUHABAHE OT BASAMNEH YOBELUKA WHCYNUH HA AOBbMrOOEACTBALL
WHCYITMHOB AHANOI UNKA OT EAUH ABLNTOAEUCTBALL UHCYNUHOB AHANOI HA OPYI B PAMKUTE HA
WHTE3UN®ULIMPAHO UHCYITMHOBO INEYEHUE (Heo6xoAUMO e Hanuuue Ha NoHe ABa OT KpuTepuuTe):

TNow meTabonuteH koHTpon (HbAc Hap 9 % oT nabopatopus, cepTucuLmpaHa no E>HCBOK)1

KpBHa 3axap CyTpuH Ha rnagHo Haa 10.0 mmol/l 2

Hanuuyue Ha HOWHN XUNOrfIMKeMUn 8

AW (N[ =

opuruHanHa 6naxka oT naGopaTopHO M3CIeABaHe C MOANUC U NeYaT Ha nekapa w JI3 unu sasepeHo konue (g criyyad, ye e 6nucaHo 6
enukpusa ¢ daeHocm do 1 mec. npedu kaHOudamcmeaHemo He e Heobxodumo npedcmaesiHemo Ha nabopamopHa bnaHka)

opuruHanHa GnaHka OT KpbBHO-3aXapeH Npotin G MoHe TPU USMEPEHW KPbBHW 3axapu C MOCOYEHW YacoBe Ha M3CNeABaHusTa ¢
NOANUC W NeyaT Ha nekaps U JI3 wnu 3aBepeHo Konue (8 criyvad, ye ca enucaHu e enuxkpusa ¢ dasHocm do 1 mec. npedu
KaHAudamcmeaHemo He e Heobxodumo npedcmassHemo Ha nabopamopHu GnaHKu)
3 JHEBHUK 33 CAMOKOHTPON Ha BOSHUS, 3BEPEH OT NeKyBaLLs SHAOKPUHONOT (MPUIOXeHUE 4)

I. KPUTEPUU 3A MPEMMHABAHE OT EAWH BUO AHAINOIOBA CXEMA HA OPYI BU[ AHAJIOIOBA
CXEMA (Heob6X0AMMO € HarMuMeTo U Ha ABaTa Kputepus):

TNMow meta6onuteH koHTpon (HbA:. Haa 9 % ot nabopatopus, ceptucpuumpara no BHCBOK) u nunca Ha
npomsiHa Ha HbA1c, unu nosuwenne Ha HbA1c unm ckenne Ha HbA1c ¢ noa 0.5% cnep nposeaeHo 6
MECEUHO fedeHne C MpeaxofHaTa axanorosa cxema, fiokasaHo oT naGopatopusi, cepTucmumpaHa no
BHCBOK

2 | Hanuuue Ha yecTu xunornukemum (AHeBHWU/HOLHK)

TopuruHanhy 6nanku ot naGopatopHu uscneasanus Ha HbA1c ¢ noanuc u nevar Ha nekaps v J13 unu 3aBepeHy Konus — akTyasnHo ¢
[ABHOCT [0 €MH Mecel| MPeAW KaHAMAaTCTBaHe W OT NMPeAXOjHAaTa aHanoroBa Cxema npes nocrnesHute 6 meceua (s cryvald, ye
akmyanHomo uscnedeare e enucaHo e enukpusa ¢ 0asHocm do 1 mec. npedu kaHOudamcmearemo u/unu uscnedeaHemo npedu 6
Meceua e 6MIuCcaHo e enukpu3a, He e HeoBxodumo npedcmassiHemo Ha nabopamopHa b1aHKa)
AHEBHUMK 32 CAMOKOHTPON Ha BONHUSA, 3aBepeH OT NekyBaLus eHAoKpUHonor (Mpunoxetue 4)

oTrOBapﬂ Ha KPUTEPUUTE 33 NMEYEHUETO C ... B AQHEBHa fo3a

WN3NCKBAHMA HA H3OK MPW W3JABAHE HA MPOTOKONWN 3A NEYEHWE HA 3AXAPEH AVWABET TUM 1 B U3BBHBONHNUYHATA
MOMOLL, — B cuna ot 1 MapT 2014 roauHa
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FINCT 3A OMPEOENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUWE C AHANOIOBU UHCYNUHKU
MPU OELIA OO 18 I'. CbC 3AXAPEH OWABET TUN 1

Ume: ErH

3abenexka: MeduuuHCKama OOKyMeHmauus, yoocmoeepsieausa 6CeKu Om Kpumepuume, € rocoyeHa ¢ yugppa 6 UHOeKC u
3adBmKumenHo npudpyxaea HaCMOAWOMO MPUSIOXEHUE.

Mpu 3axapeH auabeT npu geua Ao 18 r. cpeacTeo Ha 1360p e uHTEH3MGULMpaHoTo 6asanHo-6onycHo neyeHue ¢
6Lp3oaelicTBaLY MHCYNWH Npeay Besiko xpaHeHe n NPH uHcynuH.

A. KPWUTEPWUU 3A MPEMWHABAHE OT KOHBEHLWOHAIEH BEbP30OOENCTBALL MHCYNUH HA
BEbP30OEACTBALL UHCYSIMHOB AHAIOI UNK OT EAWMH B bP30AENCTBALL MHCYNTUHOB AHANOI HA OPYI
(HeoGXOAMMO € Hanu4Me Ha MoHe eauH OT KpuTepunTe)

HeBBb3MOXKHOCT 3a oBrnagsBaHe Ha nocTNpaHananHnTe XUNepriitmkeMum C KOHBEHLMOHaNeH
6bp30AenCTBaLL UHCYNIUH * (YAOCTOBEPEHO C KpbBHO-3axapeH npodun)

2 | Harmuune Ha YecTu xunornukemum >

T =

OpUrMHanHa GnaHka OT U3CTIeABaH KPLBHO-3aXapeH POt WM 3aBepeHo Konue (8 cryvall, Ye Ca 8MucaHu 8 enukpusa c dasHocm do
1 mec. npedu kaHoudamcmeaHemo He e Heo6xo0uMo IpedcmassHemo Ha J1labopamopHu 6aHku).

AHEBHVK 33 CAMOKOHTPON Ha GOMHWS, 3aBEpeH OT MEKYBALLs EHAOKPUHONOT (MPUOXEHUE 4 Ha HaCMOSLYUME USUCKSaHUS)

B. KPUTEPUW 3A MPEMUHABAHE OT KOHBEHLUMOHANHA NHCYJNIMHOBA CMEC HA UHCYJTUHOBA
AHATNOIOBA CMEC UMW OT EAJHA AHAITOrOBA CMEC HA [IPYT'A (Heo6xoanMo e Hanuune Ha NoHe eAnH oT
KpuUTepuuTe)

HeBb3MOXHOCT 3a OBnagsisaHe Ha nocTnpaHauanHurTe XunepriivkeMuu c KOHBEHLMOHANHN UHCYITMHOBU
cmecn ' (yBOCTOBEPEHO C KPBbBHO-3axapeH npodur)

2 | Harmuue Ha Yectu xunornukemum >

T -
opUruHanHa 6riaHka oT uacreABaH KPbBHO-3aXapeH NPOUN UK 3aBePEHo Konue (6 criyyal, Ye ca enucaHu 6 eMnukpusa ¢ dasrocm do
1 Mec. npedu kaHoudamemeaHemo He e Heobxodumo npedcmasiHemo Ha n1abopamopHu 6r1aHKu).

AHEBHVK 33 CAMOKOHTPON Ha GONHMA, 3aBEPEH OT NEKYBALMA EHAOKPUHONOT (MPUIToXeHue 4 Ha HaCMOALUME U3LCKBaHUs)

B. KPUTEPUM 3A TMPEMUHABAHE OT EBA3AMNEH YOBELUKA WMHCYIIMH HA ObIrOAENCTBALL
WHCYNWHOB AHAINOI UMW OT EAUH ObArOAENCTBALL UHCYNTMHOB AHANOI HA APYI B PAMKUTE HA
UHTE3N®ULIMPAHO UHCYITUHOBO NEYEHUE (HeoGxoaumo e Hanuuue Ha noHe eAuH ot KputepuuTte):

1 | KpbBHa 3axap CYTPUH Ha rmapHo Haj 10.0 mmol/t *

2 | Hanuuue Ha HOWHWU XUNOrNUKeM1Un Z

T opurunanta 6naHka oT acriefBaH KpbBHO-3axapeH NPOtN Wik 3aBepeHo Konue (8 criyyal, ye ca enucaHu & enukpusa ¢ dasHocm 0o
1 mec. npedu kaHOudamemeaHemo He e Heobxodumo npedcmassHemo Ha nabopamopHu 6raHKu).
LHEBHUK 33 CAMOKOHTPOM Ha BONHMS, 3aBEPEH OT NEKyBaLLUs EHAOKPUHONOT (ITPUITOXeHUE 4 Ha HacmoaLume U3UCKBaHUST)

. KPUTEPUM 3A NMPEMUHABAHE OT EOMH BU[ AHAMOIrOBA CXEMA HA APYI BUO AHANOIOBA
CXEMA (Heo6x0oauMo € HarnM4ueTo 1 Ha aBaTta KpuTEpUSA):

Tow meTabonurteH KOHTPON cnej nposeaeHo 6 Mece4HO neyeHue c npeaxogHarTa aHanorosa cxema T

i (yAOCTOBEPEHO C KPbBHO-3aXapeH Npodni)

2 | Hanuuune Ha 4ecTV XMNOrAIMKEMUM (AHEBHU/HOLHY) 4

T opUruHanHa 6natka oT 1abopaTopHO M3CNEABAHE C NOAMMC U NevaT Ha nekaps v J13 unu sasepeHo konue (e criyvall, Ye e enucaHo &
enukpu3a ¢ daeHocm 0o 1 Mec. npedu KaHOudamcmeaHemo He e Heobx0duMo pedcmassHemo Ha nabopamopHa bnarka).
AHEBHUK 38 CAMOKOHTPO Ha BOMHYS!, 3aBepeH OT NIEKYBaLLMA eHAOKPUHONOT (puroxeHue 4)

oTrOBapﬂ Ha KpuTepuuTe 3a rfie4eHneTo ¢ .B AHEeBHa gosa
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OPUIOXEHUE 2

1.IEKAPCTBEHW MPOAYKTWU, Bkniouenu B [Mpunoxenue 1 Ha MNC, kouto H3OK szannawa B
CBHOTBETCTBUE C AEACTBAIMTE HOPMATUBHN AOKYMEHTU.

DDD no C30/ TepanesTuueH kypc — 401U

,ﬂosmpoaKaTa Tp5|6Ba Aa ce onpeaens oT nekap CbOGpaaHO Hy)XXauTe Ha nauueHTa u ce C'b06pa3ﬂBa C BUAa Ha UHCYNUHa,
CKOpOCTTa Ha HacTbMnBaHe Ha EqJGKTa U NPOABLINKUTENHOCTTa Ha ﬂeﬁCTBMeTO.

2. MPOCNEQAABAHE - cbrmacHo KpaTkUTe XapakTepuMCTUKW Ha NeKapcTBeHUTE NPoAyKTH

Taon. 1

INN

Bb3pacToBu
orpaHuyeHus

NPEAOWN 3AMOYBAHE *

KOHTPOIT — Ha 6 meceua *

INSULIN HUMAN

KpbBHO-3axapeH npocurn

KpbBHO-3axapeH npodus

INSULIN LISPRO

HbA+; oT naGoparopus,
ceptuduumpara no BHCBOK, kpbBHo-
3axapeH npocun

HbA; oT nabGopaTtopusi, cepTuduLmpana
no BHCBOK, kpbBHO-3axapeH npodun

He ce npunara
npuv nuua nog 2

FGCL.ELM;;M ;ﬁaciea . | HeRgen nabopatopus, HbA. oT nab 0| ;
INSULIN ASPART SO W | ceprucuumpana no BHCBOK, kpbaHo- 1o opaTopust, CepTdULIpara
He ce npunara saxapeH npodun no BHCBOK, kpbBHO-3axapeH npodun
npwv nuua nog 10
roAvHN — 3a
MUKCTYpa
He ce npunara HbA1. oT naboparopus,
I(?I?Lﬁ’LlIg‘:NE npu nvua noa 6 ceptudmumpana no BHCBOK, kpbBHO- ;‘gé}jgggﬁeipi?%ﬁ'géf:p;:qmwpa'{a
roguHn 3axapeH npocun + KPBEH pex npocpun
HbA1. oT nabopartopust
INSULIN He cenpunara % paTops, HbA oT nabopatopusi, cepTuduumpaHa
GLARGINE npu LA nop 2 cepruuumpara no BHCBOK, kpwaHo- no BHCBOK, kpbBHO-3axapeH npocun

roguHu

3axapeH npodgun

INSULIN DETEMIR

He ce npunara
fipy nuua nog, 2
roguHU

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

HbA+c oT naboparopusi, ceptucprumpana
no BHCBOK, kpbBHO-3axapeH npodmn

* TlocoueHWUTe M3CreABaHus ca 3adbLIDkMTerHu 3a nuua Hag 18 r.; 3a peua no 18 r. ce npeAcTassi CaMO KPbBHO-3axapeH
npocoun. MpeacTasAT ce Ha opuriHantia nagopaTopHa Gnanka unu saBepeHo konue. B cryuail, e ca BnucaHn B enukpusa ¢ AasHoCT
10 1 Mec. 40 AaTaTa Ha U3AaBaHe Ha MPOTOKONA He & HEOGXOAUMO NPEeACTaBSHETO Ha naBopaTopHy Gnanku.

1l. OBLLY UBUCKBAHUA

1. Bb3pacToBaTa rpaHuLa Ce M3UWCTISBa B HABbLPLIEHW TOAMHW - T.e. BKIIOYUTENHO KbM Aatata Ha u3jasaHe Ha
ApoTOKONa OT CreLvManuaupaHaTa KoM1cHs.

2. MMpu Ha3HayaBaHe Ha Tepanus Mo MPOTOKOM 3aABLIKUTENHO CE CboGpassiBar Bb3PACTOBUTE OrPaHMIEHUSs, CbrnacHo
KpaTKaTa XxapakTepUcTUka Ha CbOTBETHMA NekapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3MMXM.

3. H30K He 3annalla neyeHve U3BbLH ykasaHaTa Bb3pacToBa rpaHuLia B KpaTkaTta XapakTepucTika Ha npoaykTa.

4. H30OK He 3annalla neyeHune C 4031 Haj MakcUMariHo paspeLleHUTe Mo KpaTka XxapakTepucTuka Ha npoaykra.

5. B cnyuaii Ha HacTbNUIa NoAo3upaHa HexernaHa nekapcTBeHa peakuus, ekapsiT yeeioMaBa WAI no peaa Ha un. 183
oT 3JIMXM. Konue oT cbobLUEHUETO ce nmpunara KbM MejviLHckaTa AOKYMEeHTauua Ha 330N npu kaHpmpaTcTeaHe 3a
rieyeHme.

6. MPU CMNEUMAIIUCTA, curn. un. 158 B, 1. 1 ot HPJ] 3a meguuuHckuTte nenHoctn 2014 r. (o6H. AB 6p. 3 oT
10.01.2014 r.), Ha 30J1, Ha KOUTO Ca M3[aBaHW NPOTOKONM MO peAa Ha HacTosWMTe M3UCKBaHWS, cneasa aa ce
npUnaraT BCWYKM HeoGXOAMMM AOKYMEHTU KaTo: ambynaTopHUTe NMUCTOBE OT W3BLPLIEHMTE MpEerneau, BTOPUAT
€K3eMNNsIp OT W3AafeHUTe MPOTOKOMM, KOMMS OT EenMKPU3W, eKCrepTHU CTaHOBMLLA W Apyri AOKYMEHTW, kouto ca
OCHOBaHWe 3a U3aaBaHe Ha MPOTOKOM, BCUYKA W3WUCKBALLWM Ce M3CrielBaHusi, KOnue OT npunoxeHue 1A/ 1B/ 1B Ha
HaCTOSILMUTE U3MCKBaHUS NOMbITHEHO NO CbOTBETHATA TOUKa, NOANUCAHO OT CNeLmanvcTa, usaan npoTokona.

3ab6enexka: Yuactmeto Ha 30f1 B KIMMHUYHM NPOyYBaHUA He MPOMEHsi HeoBXoAuMMOocTTa OT cnasBaHe Ha
nanckBaHusTa Ha H30K npu npoBexaaHe Ha NievyeHune Ha 3axapeH AvabeT TN 1 B M3BBHEONHNYHATA MOMOLL.

Hacmosuwume u3uckeaHus ca paspabomeu Ha ocHosaHue un. 56 om HayuoxaneH pamkos dozo80p 3a MEOUUUHCKUMe
deliHocmu 3a 2014 200uHa (06H., 1B, 6p. 3 om 10.01.2014 2.) u enusam e cuna om 1 mapm 2014 &., cvenacHo 4i. 10
Ha Haped6a Ne 10 om 24 mapm 2009 2. 3a ycriosusima u peda 3a 3annaujaHe Ha nekapcmenu npolykmu no 4. 262, an.
6, m. 1 om 3aKoHa 3a nekapcmeeHume fMpodykmu 6 XymaHHama Meduyuna, Ha meduyuHeku u3denusi U OUEMUYHU
xpaHu 3a cneyuanHu meduyurcku yenu (o6H., [B, 6p. 31 om 2007 2.).
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LEKNAPALIUA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3ANMOYBAHE/ MPOABI/MKABAHE HA
JNIEYEHUETO C JIEKAPCTBEHUA NPOAYKT

cnepj Karto ce 3ano3Hax ¢ uanarta Mu npejoctaseHa VIH@OPMGIJMH W uenta Ha neyYeHMeTo C nekapCcTBeHus
L] €0 1 o L L L L LT e P PP PP L O PSP PER LR EL L Pl W cnej Kato nonyuux  usdepnaTtenHu

OTroBOPU Ha NOCTaBEHWTE OT MEH BBLMNPOCK, AeKnapupam ye:

1. LLle crnassam npenopbYaHaTa My CXema Ha rededue u NepUoaUYHOCT Ha KOHTPOMHUTE nperneau.

2. PED,OBHO e ce AABABaM Ha KOHTPOMNHWU Nperneau u HAmMa fa NnpoMeHsiM CamoBOIMHO UN noa Apyro
BHYLLEHWE HasHa4yeHaTa My Tepanus.

3. ﬂpVI npeycraHoBsABaHe Ha fie4eHUeTo Mo NPUYUHKU, HENPOU3TUYALLW OT PeLUeHUeTo Ha KomucusaTa 3a
ekcnepTuan B P3OK n/unu Kommcusita no un. 78, 7.2 ot 330, Le yBeaoMa HeaabaBHO NMYHMS Cv nekap
1 P30K 1 we sbpHa B P3OK nocneaHus NpoTokor, No KOUTO CbM Nonyyasarn/a fiekapCTBEeHNs NPOAYyKT.

4. [pu HecnassaHe Ha NOCOUYEHUTE YCIIOBUS NIEYEHNETO MU C yNIOMEHaTUA NeKkapCTBeH NPoaykT we 6bae

npeKkpaTeHo v HAMa Aa umam npeTeHumn kbM H3OK.
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Heobxodumo e da ce ombensizea 8csika MpoMsiHa 8 do3ama u/ unu 8uda Ha UHCYmuHa.
B KofioHa ,3abeniexka” ce nucsam eCuyKU CbCMOSHUS, KOUMO Mozam 0a rosnusiaim Ha pesynmamume om mecmoseme (3abornsisanus,

npoMeHu e duemama, Cmpecosu cumyayuu, HeobuyaliHo Hamosapsate u dp.)
Hanacam ce danHume om nposedeHume U3MepeaHusi Ha KpbeHama 3axap, Kamo ca 3adb/IKuMmenHu NoHe Oecem usmepeaHus Ha

kpbeHama 3axap npe3 nocnedxust Mecey npedu KkaHdudamemeaHemo.

,quBHVIK'I:T 3a CaMOKOHTpPOIJ1 e 3aBepeH oT:
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