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MPUNOXEHUE 1A

TIUCT 3A ONPEAENSHE HA KPUTEPUUTE 3A MPOBEXAAHE HA JIEYEHUE C AHAINOrOBU UHCYNUHU
NP OELUA A0 18 I. CbC 3AXAPEH IMABET TUM 1

Uwme: ErH

3abenexka: MeduyuHckama OOKyMeHmayus, ydocrmoeepsealya €CeKu Om Kpumepuume, e rocoyeHa ¢ yugppa e UHOeKC U
3a0BMKUMENHO NPUGPYXaea HacMosULOMO NPUIoKeHUe.

MMpwn 3axapeH Anabet npu aeua Ao 18 r. CPEACTBO Ha 1360op e MHTeH3UpNLMPaHOTO BasanHo-6oMycHO NeyeHue ¢
6bp30AENCTBALL UHCYNWH NPEAN BCAKO XpaHeHe U NPH uHcynuH.

A. KPUTEPUM 3A NMPEMUHABAHE OT KOHBEHLMOHAIEH BBP30OENCTBALL WHCY/IMH HA
BBHP30OENCTBALL MHCYNNHOB AHAJOI UNK OT EAVH BEBbP30AENCTBALL MHCYITUHOB AHANOT HA IPYT
(Heo6xoAUMO e Hanu4ue Ha NoHe eauH oT KpuTepuure)

1 HeBBL3MOXHOCT 3a OBraasiBaHe Ha NOCTNPaHANANHUTE XUMEePrIIMKEMUU C KOHBEHLIMOHANEH
6bp3ogencTeaLLl UHCYTIUH ! (yAoCTOBEPEHO C KPbBHO-3axapeH npocpun)

2 | Hanuune Ha YecT XUnorriimkeMumn 2

opuruHanta GnaHka ot u3cneABaH KpbBHO-3axapeH npocun unu 3aBepeHo konue (g criyyal, Ye ca enucaHu & enukpusa ¢ dasHocm Ao
1 mec. npedu kaHdudamcmeaHemo He e HeobxoduMo npedcmassHemo Ha 1abopamopHu 6/1aHKu).
ZIHEBHMK 33 CAMOKOHTPON Ha GONHUs, 3aBepeH OT NeKyBaLns eHAoKpuHonor (MpunoxeHue 4 Ha HaCMOSILYUME U3UCK8aHUST)

5. KPUTEPUM 3A MPEMUHABAHE OT KOHBEHLIMOHAIHA UHCYJIMHOBA CMEC HA WHCYNUHOBA
AHAJINOIOBA CMEC UMW OT EQHA AHATIOTOBA CMEC HA [IPYTA (He06X0AMMO € Hanu4me Ha noHe eauH ot
KpuTepuuTe)

HeBb3VOXHOCT 33 OBNajsBaKe Ha NOCTNPaHANANHUTE XMMEPrIINKEMUM C KOHBEHLIMOHAIHN UHCYNIMHOBY
cmecy ' (YAOCTOBEPEHO C KpbBHO-3axapeH npou)

2 | Hanuuue Ha Yectn XMnornukemMuun 2

opuriHanHa 6nakka oT U3CneABaH KpLBHO-3axapeH Npoun Ui 3aBepeHo Konue (e criyyall, Ye ca enucaHu e enukpusa c dasHocm do
1 Mec. npedu kaHAUGamcmeaHemo He & Heobxo0UMO npedcmaesHemo Ha 1a6opamopHu 6raHKu).
AHEBHWUK 32 CAMOKOHTPOJT Ha GonHua, 3aBepeH OT nekysalns eHAoKpuHonor (npunox(eﬂue 4 Ha HacmosAwume LI3UCK86HUﬂ)

B. KPUTEPMU 3A MPEMUHABAHE OT BA3ANEH YOBELLKU WHCYNWH HA ObNrOAEACTBALL
WHCYNUHOB AHAMNOF WNW OT EAUH ObIrOAEACTBALL MHCYNUHOB AHANOI HA OPYI B PAMKUTE HA
WHTE3U®ULIMPAHO MHCYNUHOBO NEYEHUE (Heo6x0AMMO e Hanuuue Ha NoHe eauH o Kputepuure):

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

2 | Hannuue Ha HOLHW XUnorrnukeMumn 2

opuriHanta Gnanka OT U3cneaBaH KpbBHO-3axapeH npochun Uy 3aBepeHo Konue (6 criyyall, Ye ca enucaHu & enukpusa ¢ dasHocm 0o
1 mec. npedu kaHdudamcmeaHemo He e Heobxo0umMo npedcmaesHemo Ha flabopamopHu 6n1aHKU).
LHEBHUK 33 CAMOKOHTPON Ha BONHWs, 3aBEPEH OT eKyBaLLus EHAOKPUHONIOT (MpusioXeHue 4 Ha HacmosILUMe U3UCK8aHUS)

I. KPUTEPUM 3A NMPEMUHABAHE OT EOVWH BUA AHANIOrOBA CXEMA HA NPYF BUA AHAINOIOBA
CXEMA (Heo6X0ANMO € HanM4MEeTO U Ha ABaTa KpUTEPHS):

Now meTaGonuTeH KOHTPON crej npoBeAeHo 6 MeceyHo neYeHue C NpeaxoaHarTa aHanorosa cxema J

1 (yAOCTOBEPEHO C KpbBHO-3axapeH npodpun)

2 | Hanuuve Ha YecT xMnornUkeMun (AHEBHU/HOLHK) 2

T -

opuruHanta 6naxka oT nabopaTopHO U3CMEABAHE C NOANUC W MEYAT Ha nekaps u N3 unu 3aBepeHo konue (8 cryvail, ye e 8rnucaHo 8
enukpu3a ¢ daeHocm 9o 1 mecey npedu kaHoudamcmeaHemo He & Heobxodumo npedcmaesiHemo Ha nabopamopHa briaHKa).

AHEBHUK 32 CAMOKOHTPON Ha BONHUA, 3aBepeH OT nekysaluus eHAoKpuHonor (npunoxeHue 4)

OTroBaps Ha KPUTEPUUTE 3a NTIEYEHUETO € ....ooonmmnrieniinineee B AHEBHa fno3a

~
", s 6
“§&4 13ICKBAHWS HA H30K NPV U3OABAHE HA NMPOTOKONW 3A NEYEHUE HA 3AXAPEH AWABET TUM 1 B UBBBHBEONHUYHATA
MOMOLL, - 8 cuna ot 15 Hoemspy 2015 roauHa
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MPUINOXEHWE 2

hev A ==

1. NEYEBHO-AUATHOCTUYEH AINrOPUTHM

1.IEKAPCTBEHU NPOOYKTWU, BknioyeHu B Mpunoxexne 1 Ha MNC, kouto H3OK 3zannawa B
cbHOTBETCTBUE C p,eﬁc-rsau.m-re HOpMaTVIBHM onymermn.

DDD no C30/ TepaneBTUY€eH KypC — 401U
[losuposkata Tpsibsa Aa ce onpeaens ot nekap cbo6pasHO HYKAUTE Ha NaLMeHTa u ce cbobpassiBa C BUAA Ha UHCYNnHa,
cxopocrra Ha HacTbneaHe Ha e(beKTa n ﬂpO[l'bﬂ)KMTeﬂHOC‘I'l'a Ha AeucTBueTo.

2. MPOCNEAABAHE - cbrnacHo kpartkure XapaKTepUCTUKN Ha nekapcTBeHUTE NPOAYKT!

Ta6nuua 1 j
INN BbL3pacTOBU OrpaHnyeHns MPEAW 3AMOYBAHE * KOHTPOI — Ha 6 Meceua *
INSULIN - BHO-3axapeH npocun
HUMAN KpbBHO-3aXapeH npocun Kpb! p podh
100 IU/ml — 3a Aeua 1 Bb3pacTHu 3a
INSULIN 6bp30AeiicTBalL; He Ce npunara npu HbA1c oT nabopatopusi, HbA; oT nabopatopus,
LISPRO nuvua noa 12 roanHu 3a MUKCTypa ceptudmumpana no BHCBOK, cepTuchuumpana no BHCBOK,
200 IU/ml - He ce npunara npu nuua KPLBHO-3axapeH npodun KpbBHO-3axapeH npodun
nog 18 rogutun
He ce mpunara npv nuua noa 2 HbA.
s . 1¢ OT Nabopatopus, HbA+c oT nabopartopwsi,
TSS: ALIIQNr rﬂ%ﬂ?’;ﬁ;::f:f:;ﬁeo:ﬁgifp“:swcf cepTvdmumpata no BHCBOK, cepTucpmumpana no BHCBOK,
3a MukcTypa KpBBHO-3axapeH npodun KpbEHO-3axapeH npodun
HbA1c oT nabopatopusi, HbA1. oT nabopatopus,
g‘fl:‘ll}lg:NE :': ?Ai:pmnara npy nuua noA 6 cepTndmumpana no BHCBOK, cepTucmumpana no BHCBOK,
A KpbBHO-3axapeH Npodun KpbBHO-3axapeH npogun
INSULIN :lgo gjlgﬂ,,,_;;e ce nipunara npi fHgE HbA1. oT nabopatopus, HbA+; oT naboparopus,
GLARGINE 5 4 cepTucrumpaHa no BHCBOK, cepTucduLmpaHa no BHCBOK,
300 1U/ml - He ce npurniara npu AuUa KpBEHO-3axapeH Npodur KpbBHO-3axapeH npoun
noa 18 roauun
HbA1c oT nabopatopusi, HbAc oT naboparopusi,
glEs‘;JELnIIITR : :‘: t‘:;':pwnara mpu nua oA 2 cepTudpmumpana no BHCBOK, cepTuduumpana no BHCBOK,
4 KPBbBHO-3axapeH npodun KpbBHO-3axapeH Npodun

“TlocoueHNTE M3CTEABanNA Ca 3aALIKUTENHN 3a Nuua Haa 18 roaunm; 3a peua ao 18 roauHu ce NpeAcTaBs camo KPbBHO-
3axapeH npodoun. TPeACTaBAT Ce Ha OpurHanHa natopatopHa GnaHka unv 3aBepeHo konve. B cnyuai, e ca BNMCaHW B enukpusa ¢
ZaBHOCT A0 1 MeceL, A0 AaTaTa Ha n3AaBaHe Ha npoTokona He & HEoBXOAMMO MPEACTaBAHETO Ha NabopaTopHy GnaHku.

3

1I. OBLUW UBNCKBAHUA

1. Bb3pacToBaTa rpaHuua Ce M3YMCrisiBa B HaBbPLIEHN TOAURM - T.e. BKMIOYATENHO KbM AaTaTa Ha u3jasaHe Ha
npoTOKONa OT crieuuanuanpaHaTa KoMUCHS.

2. Mpy HasHauaBaHe Ha Tepanus no MPOTOKO! 3AABMKUTENHO ce cboBpassiBaT Bb3PACTOBUTE OTPaHUYEHNs, CbriacHo
KpaTkaTa xapakTepucTiKa Ha CbOTBETHMA NIEKAaPCTBEH NPOAYKT, YTBbpAEHa No peAa Ha 3MMXM.

3. H30K He 3annalua NeveHue U3BLH ykasaHaTa Bb3pacTosa rpaHuLa B kparkara XapaKTepUCTMKa Ha NPoAyKTa.

4. H30K He 3annalua neyeHme ¢ 03N HaJ, MakCcuMarnHo paspeLleHnTe Mo kpaTka XapakTepuCTUKa Ha NpoaykTa.

5. B cnyyait Ha HacTbnuna noAao3npaHa Hexenaxa neKkapcTBEHa peakuus, NiekapaT yseAomsisa WAT no peaa Ha un. 183
ot 3MMXM. Konne oT CboBLLEHNETO Ce npunara KbM MeavumMHekaTa AoKyMeHTaLms Ha 330J1 npv kaHauaaTcTeaHe 3a
neyeHue.

6. MPU CMELMAIUCTA, cbrn. un. 158 B, T. 1 ot HP[l 3a MeauULMUHCKUTE peitHocTy 2015 r. (o6H. B 6p. 6 oT
23.01.2015 r.), Ha 301, Ha KOMTO Ca U3AaBaHU NPOTOKOMNM NO peaa Ha HacTOsIUMTE U3UCKBaHUS, crneasa Aaa ce
npunarat BCUYKM HEOGXOAMMM AOKYMEHTH Kato: amBynaTopHUTe NUCTOBE OT W3BBLPLIEHUTE MPErneau, BTOPUAT
eK3eMnnsip OT M3AaAEHUTE MPOTOKONM, KOMWS OT enukpusi, eKCrepTHU CTaHOBUILA W APYrM AOKYMEHTH, KOUTO ca
OCHOBaHME 33 W34aBaHe Ha NPOTOKOM, BCUYKM W3NCKBALLN Ce n3cneaBaHusi, konme OT Mpunoxexue 1A/ 16/ 1B Ha
HACTOSLMTE M3UCKBAHMS! MOMBIHEHO MO CLOTBETHATA TOUKA, NOAMNNCAHO OT crneuvanvcTa, usgan npoTokona.

3abenexka: Yuyactveto Ha 30J1 B KMUHWYHU MpPOYy4BaHWA He npoMeHsi HeoGxoAuMmocTTa OT cnasBaHe Ha
nauckeaHusTa Ha H30K npu npoBexaaHe Ha neyeHne Ha 3axapeH navabet TMn 1 B U3BBbHOOMHMYHATA NOMoL,.

Hacmosiuume usuckeaHusi ca paspabomeHu Ha 0CHOBaHUe 4. 56 om HauuoHaneH pamkoe 002080p 3a MEQUUUHCKUME
deiiHocmu 3a 2015 zodura (06H., B, 6p. 6 om 23.01.2015 2.) u enuzam e cuna om 15 Hoemepu 2015 2., cbanacHo Y.
10 Ha Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annaujaHe Ha nekapcmenu npodykmu 1o un. 262,
an. 6, m. 1 om 3akoHa 3a JiekapcmeeHume npodykmu & xyMaHHama MeduyuHa, Ha MeduUuHCKU usdenusi U duemuyHuU
XpaHu 3a crieyuanHu MeouUUHCKU uenu (06H., [AB, 6p. 31 om 2007 2.).

)
@ W3UCKBAHUA HA H3OK MPU U3JABAHE HA POTOKOMMN 3A NEYEHWUE HA 3AXAPEH AVABET TUM 1 B U3BBLHBONHUYHATA
MOMOLL - B cuna ot 15 Hoemspyu 2015 roAuHa
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MPUMOXEHVE 3

DEKMAPALUWA 3A WHOOPMWUPAHO CBITACUE C U3UCKBAHUATA 3A 3AMOYBAHE/ MPOABINKABAHE HA
NEYEHWETO C NEKAPCTBEHWA NPOAYKT

cnej kato ce 3ano3Hax C uanara mu I'Ipe[ZlOCTaBEHa VIH@OpMaLlMﬂ n uenta Ha NIeYEHNETO C FeKapCTBEHUs

NPOAYKT.

W crieg KaTto MOMyuux usvepnaTtenHn

OTrOBOPU Ha NOCTaBEHUTE OT MEH BbNPOCK, AEKITApUpam He:

b(«

lLle cnassam NperopbyaHaTa M1 Cxema Ha nedeHne n NEPUOAVUHOCT Ha KOHTPOTIHUTE Nperneau.
Pef0BHO Liie Ce ABABAM Ha KOHTPOINHY NPErneau 1 Hima Aa NPOMEHsIM CaMOBOJTHO UMW NoA ApYro
BHyLLEHWE Ha3HayeHaTa My Tepanus.

[Mpy NpeycTaHoBsIBaHe Ha NEYEHMETO MO NpUnHK, HENpOM3TUYALLY OT pellieHneTo Ha KomueusTa 3a
ekcnieptnan B P3OK n/nnmn Kommucusta no . 78, 7.2 oT 330, Lue yBeaoMs He3abaBHO NNYHNS CU Nekap
1 P30K u we sbpHa B P3OK nocriegnna npotokon, no KOWTO CbM MornyyaBan/a nekapCTBeHNs NPOAYyKT.
MNpw HecnassaHe Ha NOCOYEHUTE yCrnoBus FEYEHUETO M1 C YNIOMEHATUA NEKAPCTBEH NPOAYKT Lie 6bae

NpeKpaTeHo 1 HAMa @ Mam NpeTeHLUM KbM H30K.

(ume, npeanme 1 pamunusi)

W3UCKBAHUS HA H3OK MPU U3OABAHE HA NPOTOKONM 3A NIEYEHUE HA 3AXAPEH [MABET TUMN 1 B W3BBHBONHNYHATA
MOMOLL, - B cuna ot 15 Hoemspu 2015 roauna
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NPUNOXEHUE 4

Nme: I ErH l | | | | | I I |
OHEBHWK 3A
CAMOKOHTPON WUHCYITMHOBU AIO3U HUBO HA KPbBHATA 3AXAP
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Heobxodumo e da ce ombesisizea ecsika npomsiHa 8 do3ama u/ unu euda Ha UHCYIUHa.

B KoroHa ,3abenexka’ ce 6ruceam 6CUYKU CbCMOsIHUS, KOUMO Mozam da Nosnusisim Ha pesynimamume om mecmoseme (3abornsieaHusi,
npomeHu & duemama, cmpecosu cumyauyuu, HeobuyaiiHo HamosapsaHe u 0p.)

Hawnacsim ce daHHUmMe om nposedeHume USMEPEaHUsi Ha KpbeHama 3axap, Kamo ca 3adb/mKumesiHU oHe 0ecem usMepeaHus Ha
KpbeHama 3axap npe3 nocnedHus Mecey npedu kaHoudamcmeaHemo.

[IHEBHUKBT 32 CAMOKOHTPOJ € 3aBepeH OT:

WU3UCKBAHUA HA H30K MPU U3OABAHE HA MPOTOKONN 3A NIEYEHUE HA 3AXAPEH IMABET TWUM 1 B U3BBHBOHUYHATA
MOMOLL - B cuna ot 15 Hoemspu 2015 roanHa
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OIrHsAAH KPOHE

W3UCKBAHUA HA H30K
MPU NPOBEXAAHE HA UHCYIMHOBO NEYEHUE
HA 3AXAPEH OWABET TUMN 1

B U3BbHBONMHUYHATA MOMOLL
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WU3UCKBAHMUA HA H30K
MPU U3OABAHE HA NPOTOKONW 3A NPOBEXAAHE HA VHCYTNWHOBO JIEYEHVE neu
3AXAPEH OWABET TUM 1

MpoTtokonbT ce wsjasa OT cneuuanucTu C Koa Ha cneumnanHoct 05 (eHaokpuHonorusi U GonecTu Ha
oBmsiHaTa) M 34 (eTcka eHpoKkpuHonorus u GonecTu Ha obmsnata), paborewm no porosop ¢ H30K unm ot
crneunanusupaHa Komucus B neuyebHu 3aBepeHus 3a GonHMYHA TMOMOLY, CKIUMnu porosop ¢ H30K.
CreunanuaupaHuTe KOMUCUM Ce Cb3AaBsaT cbc 3aroBes Ha AupekTopa Ha neuebHoTo 3apeaeHue (N3) —

KnuHWKa/oTAeneHue no eHAOKPUHONOrUA.

\. PE[] 3A 3ABEPSAIBAHE HA MPOTOKOJUTE

TMpoToKonu 3a NpoAbINKaBaHe Ha TepanusTa C aHanorosy MHCYnMHA A0 obLa gosa 80 IU

CcrneuuanucT, CKioYnn =“[TpoToKON 3a npejnuceare Ha nekapcTea, 3aBepka B
porosop ¢ H30K » | sannawanu ot H3OK/P3OK” — 06p. M3-H30K ”| P30OK

MpoTokony 3a NoBULIaBaHe Ha oblwara 4033 aHanoroBu UHCYNWUHU Hal 801U

=CtaHoBMlE OT eHpoKpuHonora C fiCHa MeauuuHcKa

MoTuBaumMs 3a HeobxoaumocTTa OT yBenuyasaHe Ha

fosarta Komucus 3a
CNeLmManicT, CKoumn sAmMGynaTopeH rnmcT/eTanHa enukpusa C BCUYKM eKcnepTusu B
noroeop ¢ H30K —» | HeoBxogumm umscneaBaHus cbobpasHO Tabn. 1 » P30K

(npunoxeHue 2)

=“TlpoTokon 32 MPEANWCBAHE HA  rlekapcrea, f;;soe‘gka B

sannatyaHu ot H3OK/P3OK” — 06p. M3-H30K

MpoTOoKONM 3a 3aMO4BaHe Ha Tepanus C aHANOTOBM UHCYIINHU NPU:
L] ﬂpeMMHﬂBaHe OT KOHBEHLIMOHarH#n WHCYJTVHU KbM aHanoroBy UHCYIMHU
;< CMsiHa Ha eauH oT npmnaraHMTe KOHBEHLIMOHaNHn WHCYNWHU C aHanoros npu 3anasBaHe Ha gpyrusi npunaraHd
KOHBEHLMOHANEH WHCYIVH

cneumaniucT, CKuun sAmBynaTopeH nucT/eTanHa enukpusa unm enukpusa
norosop ¢ H30K — | or BN3 ¢ BCuuku HeoBxoaMMKM U3CreiBaHNs CBOGPa3HO
Tab6n. 1 (npunoxexue 2)

aMoMbAHEHO ¥ NOANUCaHO npunoxenue 1/ 1A
=“lpoToKOn 3a NPeAnvCcBaHe Ha rekapcrea, 3annaiaxu

Wi oT H30K/P30K” — 06p. M3-H30K Komucus 3a
eKcnepTU3u
=EKCNEpTHO CTaHOBULIE C SiCHA MEANLMHCKa MOTUBaLWA ERook
3a HeoBXoAMMOCTTa OT 3anousaHe Ha Tepamvs C 3asepka B
cneuvanuavpaHa kommucus aHarorosy UHCYNMHN P30K

—> | =Enukpusa ot BJI13 ¢ BCU4KM HeobxoauMU uscneapaHus

cboBpasHo Tabn.1 (npunoxexue 2)

alloNbAHEHO ¥ noAnMcaHo npunoxexue 1/1A
=‘lIpoToKON 3a NPEeAnuUCBaHe Ha rekapcrea, 3annaiwaHdu
or H3OK/P30OK" - obp. M3-H30K (nognucaH oOT
yneHoBeTe Ha KOMI/ICIAHTB)

r -u
@ WUBUCKBAHUA HA H30OK MPU U3LABAHE HA NPOTOKONM 3A NEYEHWUE HA 3AXAPEH OWABET TUM 1 B W3BBHEONHUYHATA
MOMOLL, - & cuna ot 15 HoemMBpU 2015 roauna




image3.jpeg
MpoTokonu 3a 3ano4yBaHe Ha Tepanusa ¢ aHanorosu UHCYIUHU npu:
- CMsiHa Ha e[lVH C Apyr aHanoros WHCYNWUH
o CMsiHa Ha eAVH BUA aHarnorosa Cxema Ha Apyr Bua aHarnorosa cxema

=AMGynaTopeH nuct/eTanHa enukpusa wnun
cneuuanuct, cknioyin [orosop
¢ H30K —» | enukpusa ot BJI3 ¢ BCUYkN HeobxoauMu nacneasaHnus
cBbo6pasHo Tabn. 1 (npunoxetue 2)
s[TonbAHEHO ¥ nofnucaHo npunoxexue 1/ 1A

=‘[[poTokon 3a npeanucsaHe Ha nekapcrea,

sannawatu ot H3OK/P3OK’ — 06p. M3-H30K Komucus no
yn. 78, 1.2 0T
330 B LIY Ha
Ll » H30K
sEKCEpTHO CTaHoBMIWE C sCHA MejuunHeka
MoTMBauua 3a Heoﬁxonmmom’ra OT 3anoyBaHe Ha 3aaepKa B
Tepanus C aHanorosu UHCYNMHU P30K

sEnukpu3a ot B3 ¢ Bcudky Heobxoaumu

cneuunanuaupaxa KoMUcHst 3cnenBaHus co6pasHo Tabn.1 (NpunoxeHue 2)

» | a[lonbnHeHo 1 noanucaHo npunoxenue 1/1A
=“[lpoTokon 3a NpeanucBaHe Ha  nekapcrea,
sannawanu ot H3OK/P30K™ - obp. M3-H30K
(nognucaH oT YneHoBeTe Ha KomucusTa)

1I. OBLLW MONOXEHWUA

1. 30IN nopgaBa NoAroTBEHUTE AOKYMEHTU B P30K, Ha TepuTOpUsiTa Ha KOATO e Hanpasuno n36op Ha OMNJL
[oKyMeHTMTe BKIO4BaT:
1.1 3asBnexue o upektopa Ha P3OK.
1.2 TombAHEHO W MOANUCaHO npunoxenue 1/ 1A — CLOTBETHO Ha ne4eHueTo, 3a KoeTo ce KaHaupartcTea.
MombnBa Ce Mo CLOTBETHATa TOYKa M Ce mpunara oTpaseHara B UMPOB WMHAEKC MEAULMHCKA [IOKYMEHTaLms,
yAoCTOBEpsiBaLLIA BCEKM @AvH OT KputepuuTe.
1.3 MunHusiT HaBop uacneaBaHWA (DU3MKamNHW, UHCTPYMEHTANHN 1 nabopaTopHu), OTPa3eH B NpUNoxexne 2 ¢
[aBHOCT 10 €AUH Mecell.
1.4 “lpoToKon 3a NpeAnqcBaHe Ha nekapeTsa, sannawatnn ot H30K/P30K” — obp. M3-H30K, u3gageH oT
nekapsi cneuvanuct. Mpyn HeoBXoAMMOCT OT ekcnepTisa ot Komucusita no un. 78, 7.2 ot 330, P30OK usnpawa B
H30K konue Ha npoTokona. MpoToKOTbT 3aABLINKUTENHO Ce NOANUCBa OT BCUYKM YNEHOBE Ha KoMUCUsTa B CriyqauTe
nocoYeHn B T. |
1.5 Mpy NpeMMHABaHe Ha NIeYEeHNE C aHaNOroBN UHCYNNHU ce M3UCKBa KOMue OT peLienTypHa KHUXKa, OT KOATO
© BMAHO MPOBEZEHO NEYEHNE C KOHBEHLIMOHAMHN MHCYNUHM MOHE 33 nocreaHuTe 6 Mecela npeau npeanaraHata
CcMsHa.
1.6 [leknapauusi 3a UHGopMMpaHo cbrnacue ro obpaseL (npunoxexue 3)
1.7 MpunoxeHue 4 - nombAHeHo o 330J1 1 3aBepeHo C NoAnue 1 nedar Ha eHAoKpuHosora
2. P30K npuema AoKyMeHTUTe o T. 1 crea cnpaska 0THOCHO 3APaBHOOCUTYPUTENHUS CTaTyC Ha 300.
3. [lo nonyyaBaHe Ha pelleHue OT KomucusTa B LlY Ha H30K 30I1 npoabmkasa neuyeHue ¢ nexkapcTBeH/v
NpPoAyKT/W, C KOUTO € NPOBEXAAN feYeHUeTo A0 MOMEHTa Ha nopasaHe Ha Mon6aTa u aokymenTute B P30K.
4. ONMCAHUSIT MbIEH KOMMMEKT AOKYMEHTU Ce M3UCKBA B criysauTe, npu kouto e yKazaHa HeoGxoaumocT OT
peleHre Ha Komucus 3a ekcneptusu B P30K unu KomucusaTta no un. 78, T. 2 ot 330 B LIY Ha H30K. Mpu 3aBepka
B P30K ce npeacTtaBs npoTokona u konue ot ambBynaTopHUS NMCT OT NOCrieAHUs npernea npu cneuuanucr.

Mpu nayueHMu ¢ Ha3Ha4YeHa mepanus e yyw6uHa da ce npedcmassm MedUUUHCKU dokymeHmu ¢ daeHocm 00
180 dHu npedu kaHAudamcmeaHe.

‘\, 4 BUCKBAHUA HA H30K MPU N3OABAHE HA MPOTOKONN 3A NEYEHUE HA 3AXAPEH AWABET TUM 1 B U3BBHBONHUYHATA
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MIUCT 3A ONPEAENAHE HA KPUTEPUMTE 3A NPOBEXAAHE HA NIEYEHUE C AHATNIOrOBU WHCYNUHU
NPV BOJSHW HALL 18 T. CBC 3AXAPEH OVWABET TWM 1

[Mwe: I I O O

3abenexka: MeduyuHckama dokymeHmauus, ydocmosepsisalua ecexku om Kpumepuume, € rocoyeHa ¢ qugppa 8 UHOBKC U
3a0b/mKUMenHo npudpy)«asa Hacmosauw,omo HPUHO)KEHUE

Mpu 3axapen AwaGeT TUn 1 cpepctso Ha wm3bop e VHTEeH3UULMpaHoTo Ga3zanHo-6onycHo neveHve C
6bp3oaericTeally MHCYNuH Npean Bcako xpaHeHe 1 NPH uHCynuH, OCBEH B CriyyauTe Koraro: MauueHTsT He xenae
nposexaaHe Ha VHTEH3NULMPaHO NeveHme; rbBkaBocTTa B ©XEeAHEBMETO HE € OT 3HajeHue; npu BUCOK ocTaTbueH
CeKpeTopeH kanauuTeT Ha 6eTa kneTkuTe.

Kputepuu 3a 3anousaHe Ha fieYyeHue ¢ aHaroroBu UHCYJTMHMU - 30J1 cneasa Aa ca NpoBenu noxe 6 Mece4Ho nevyeHve
C KOHBEHLMOHAMHN UHCYNNHIA (YAOCTOBEPEHO C Konue oT peuenTypHa KHWxkKa). Mpu NpemuHaBaHe KbM ananor H30K
3annawa o6wa [o3a, CbOTBETCTBaWaA Ha uanonasaHata Ao MomeHTa. Mpu Heo6xoAMMOCT OT 3ano4BaHe C no-
BUCOKA [03a Aa Ce NPeAcTaBy 3aabnGoyeHa MeAMLMHCKa apryMeHTauus 3a Tosa.

Mpu GpeMeHHOCT He ce Hanara ekcnepTu3a Npu npemuHasaHe ot 6Lp30AeicTBalY aHANOroB WHCYNMH Insulin
glulisine Ha Apyr 6bp30AeicTBalY aHANOroB UHCYNWH Insulin Lispo unu Insulin Aspart u ot AbnroaencTsaly
ananoros uHcynuH Insulin glargine kbm Apyr ALNroAeicTBally aHanoros UHCYNUH Insulin detemir.

A. KPUTEPUM 3A NPEMWUHABAHE OT KOHBEHUMWOHAMNEH BBbP30OENCTBALL WMHCYNIUH HA
B5bP30AENCTBALL MHCYNIMHOB AHANOM WNU OT EOVH BbP30OAENCTBALL WHCYNUHOB AHANOI HA APYT
(Heo6X0AMMO € Hanuume Ha noHe ABsa ot KpuTepuute)

1 | Now meta6onuten koHTpon HbA:c Haa 9%, oT nabopatopwus, cepTuduLmMpana no EHCBOK)1

HeBBb3aMOXHOCT 32 oBrnagsiBaHe Ha nocmpaunuanume Xuneprnvkemun C KOHBEHUWOHarneH
2 | GbpaopelicTBaLL MHCYAIMH UK C MpunaraHis BBLP30/eiCTBALY, aHanor (YAOCTOBEPEHO C KPBBHO-3axapeH
npodpun)

3 | Yectn aneshm xunornukemun ®

opvruHanta 6nanka oT 1aBopaTopHO USCTIEABAHE C MOANKC U neuar Ha nekaps v J13 Unu 3aBepeHo Konve (e criydal, Ye e enucaHo &
enukpu3sa ¢ dagHocm 0o 1 Mec. npedu KaHAUOamcmeaHemo He e Heobxo0UMO npedcmassiHemo Ha na6opamopHa 6naHka)
2 opuruHanHa 6naHka OT KpbBHO-3aXapeH NpocwA C noHe Tpu M3MEpEHM KPBEHY 3aXapyu C MNOCOYEHN YacoBe Ha U3CMeABaHuATa (o7
KOWTO EAHOTO M3CNeABaHe 3aAbMKMTENHO Aa e 2 Yaca cnea XpaHeHe) C MOAMUC W nevat Ha nekaps N3 unu 3aBepeHo konue (8
cnyvall, Ye ca enucaHu e enukpusa ¢ daeHocm 0o 1 Mec. npedu kaHOuOamcmeaHemo He & Heobxodumo npedcmassHemo Ha
1a6opamopHU GnaHKu)

3
, AneBHuK 33 CAMOKOHTPON Ha GONHWs, 3aBEPeH OT NeKyBalLys eHaokpuHonor (npuroxeHue 4)
amBynaTopeH NUCT/eTanHa envkpu3a oT Npere/ npu crieunanier Jennkpuaa oT B/13 C AaHHI OT aHaMHe3aTa, CoMaTU4HIA CTaTyC

5. KPUTEPUW 3A MPEMUHABAHE OT KOHBEHLIMOHANMHA WHCYJIMHOBA CMEC HA WHCYNUHOBA
AHATIOrOBA CMEC MIX OT EQHA AHATIOTOBA CMEC HA [OPYTA (3agbrmkutenieH € Kputepui 2 nmtoc nowxe
eAVH OT OCTaHanuTe Kputepum)

1 | Now metaGonuten kontpon (HbA1c HaA 9% ot nabopatopusi, cepTudguLmpana no E:HCBOK)1

2 HeBb3MOXHOCT 3a OBnaasisaHe Ha noctnpaHpauanHuTe XUNEPrIMKEMUU C KOHBEHLMOHANHN WHCYNNHOBK
CMECM UV C npunaraHara UHCynuHoea aHarnorosa cMec

3 | Hannuve Ha YecTu XUNornukeMmmn (AHEBHU/HOWHW) s

opuriHanHa GnaHka oT NaGopaToOpHO U3CNIEABAHE C NOANUC 1 Nedat Ha nekaps u J13 unu 3aBEpeHo Konue (& criyyal, ye e enucaHo &
enukpusa c dasHocm do 1 mec. npedu kaHAudamcmeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHa 6naHka)

opuruHanHa Gnaka OT KpbBHO-3axapeH Mpoun C NoHe Tpyu U3MEpEHI KPBBHM 3axapy C MOCOYEHM YAaCoBe Ha U3CneABaHusTa (ot
KOWTO @AHOTO M3CMeABaHe 3afbMKUTENHO Aa e 2 Yaca cnea XpaHeHe) C MOANMC W neyar Ha nekaps v JI3 unu 3asepeko konue (8
cryyall, ye ca enucaHu 8 ernukpusa ¢ daeHocm do 1 mecey npedu kaHOudamcmeaHemo He e Heobxodumo npedcmaesHemo Ha
nabopamopHu 6naHKu)

LHEBHMK 33 CAMOKOHTPON Ha GONHWs, 3aBEpeH OT nexysaLlna eHAoKpUHonor (Mpunoxexue 4)
4 amBynaTopeH NuCT/eTanHa enukpusa ot Npernea npu cneuuanucT/ enukpuaa ot BJ13 ¢ AaHHY OT aHamHesaTa, CoMaTuiHusA cTatyc
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B. KPUTEPUU 3A MPEMMHABAHE OT BA3AJEH YOBELLKA MHCYNIMH HA ObIrOAEACTBALL
WHCYNUHOB AHANOI UMW OT EAMH OBLArOAENCTBALL UHCYNIUHOB AHAMOI HA OPYI B PAMKUTE HA
WHTE3UOULIMPAHO UHCYNIMHOBO NEYEHUE (HeoGxoAMMO e Hanuyue Ha noHe Asa ot KpUTepuute):

Now meTaBonuteH koHTpon (HbA+c Haa 9 % ot nabopatopus, cepTuguLmpaqa no EHCBOK)1

KpbBHa 3axap CyTpuH Ha rnaaHo Haj 10.0 mmol/l

Hanuyne Ha HOWHU XUnorfmkeMuun 3

AW|N|=

opurHanHa 6natka ot nabopaTopHo U3CneABaHe C NOAMUC W NEeYaT Ha nekaps u 113 unu 3aBepeHo Konue (& criyyal, Ye e 8MucaHo &
enukpusa ¢ 0agHocm 00 1 mec. npedu kaHOudamcmeaHemo He e Heobxodumo npedcmaesHemo Ha 1abopamopHa 611aHKa)

opurnHanHa 6naHka ot KpbBHO-3axapeH ﬂpO@Mﬂ C NoHe TpU U3MEPEeHU KPbBHU 3axapu C MOCOYeHW 4Yacose Ha wnscnejeaHusTa Cc
NOANMC W nevar Ha nekaps u JI3 unu 3asepeHo konue (8 cnyvali, ye ca enucaHu 8 ernukpusa ¢ dasHocm do 1 mecey npedu
KaHOUOaMCMeaHemo He e HeobxoduMo npedcmaesHemo Ha nabopamopHu G11aHKU)
3AHEBHMK 33 CaMOKOHTPON Ha GOMHNA, 3aBEpeH OT NeKyBaLLus eHA0KpUHOor (npunoxeHue 4)

I. KPUTEPUM 3A NPEMMHABAHE OT EOVH BU[ AHAJIOTOBA CXEMA HA OPYF BUL AHAIIOIOBA
CXEMA (Heo6Xx0AMMO € Hanuuue Ha NMoHe eauH oT Kputepuure):

Tow MeTabonuteH koHTpon (HbAic Haa 9 % ot naGopatopusi, cepTuduumMpara no BHCBOK) u nunca Ha
1 | MPomsHa Ha HbA1c, unu nosuwekue Ha HbA1c urn cHukenmne Ha HbA1c ¢ nop 0.5% criep nposeaeHo 6

MeceuHo fevete c NPeAXofiHaTa aHanoroBa Cxema, AokasaHo oT nabopatopus, cepTuduLmMpana no
BEHCBOK

2 | Hanuune Ha YecTV XUNOrAMKEMUM (AHEBHU/HOLWHM)

TopuruHanu 6naku ot naboparopHi ucnegsanmus Ha HDA1c ¢ noanuc u neyar Ha nekaps v N3 unu 3aBepeHy KOMWsA — aKTyanHo ¢
LABHOCT A0 €AUH Mecel MpeAu KaHAWAATCTBaHe W OT MPEAXOAHATA aHAnorosa Cxema npes nocreaHure 6 meceua (8 criyvall, ye
akmyanHomo u3criedeaHe e EMucaHo & enukpusa ¢ 9asHocm do 1 mecey npedu kaHoudamcmeaHemo u/unu uscrnedsaxemo rpedu 6
Meceua e 6nucaHo 6 enukpusa, He e Heobxod0umo npedcmassiHemo Ha nabopamopHa 6naHka)
\HEBHIIK 3@ CAMOKOHTPON Ha BONHNR, 3aBEPEH OT JIeKyBaLLUS EHAOKPUHONOT (NIPUNOXEHIe 4)

OTroBaps Ha KPUTEPUUTE 3a JIEYEHUETO C .....ooooiinrmrrmmrienniiiiinn B AHEBHa fgo3a

NOAMMUC HA CMIELMANTUCTA ...

)

» 5

b«‘ W3UCKBAHWS HA H3OK MPU U3OABAHE HA NMPOTOKONW 3A NEYEHWUE HA 3AXAPEH OVWABET TUM 1 B U3BBHBONMHUYHATA
MOMOLL, - B cuna ot 15 Hoemspy 2015 roguHa





