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MPUNOXEHMUE 1A

NNCT 3A ONPELENAHE HA KPUTEPUMUTE 3A MPOBEXAAHE HA NTIEYEHUE C AHATIOrOBU UHCYNUHU
NMPU AEUA 1O 18 FOAUHU CbC 3AXAPEH ANABET TUM 1

Ume: ErH

3abenexka: meduyuHckama OOKymeHmauusi, ydocmoeepsieausa 6CeKU Om KPUMEpUUMe, € Mocovyena C yugpa e uHoekc u
3a0BIKUMENHO NPUAPYKasa HaCMOSILOMO MPUSTOKEHUE.

lpu saxapeH auaGeT npu Aeua A0 18 roAMHM CPEACTBO Ha W3BOP € MHTEH3NULMPAHOTO GasanHo- -6onycHo
nevexne ¢ 6bp3oAeIicTBaLL MHCYNIMH NPeay BCsiko xpaHeHe 1 NPH HCynuH.

A. KPUTEPUM 3A MNPEMWHABAHE OT KOHBEHUMOHAHEH BEBbP30AEACTBALL WMHCYMUH HA
EBPBOREMCTBALI.I WHCYNUHOB AHANOT UMK OT EAWH BbP30AENCTBALL MHCYNTMHOB AHATNOI HA apPyr
(He06X0AMMO € Hanmume Ha NoHe eauH OT KpUTepumnTe)

HeBbamoxHoCT 3a OBnansBaHe Ha  MOCTNPAHAMANHWTE XMMEPIMUKEMMM C  KOHBEHLWMOHANEH
6bp30AeiCTBALL UHCYNMH ' (YAOCTOBEPEHO C KPbBHO-3axapeH npodun)

2 | Hanmume Ha yecT xunornukemum >

T =~

OpuruHanHa Gnaxka oT uscneaBaH KpLBHO-3axapeH NPOGUN UNKM 3aBEPEHO Konue (6 criyyal, Ye ca 8nucaHu 6 enuxkpuaa ¢ dasHocm 0o
1 mecey npedu kaHOudamcmeaHemo He e Heo6Xx0UMO npedcmassiHemo Ha nabopamopHu b1aHKu).

AHEBHWK 32 CAMOKOHTPON Ha 6ONHUS, 3aBepeH OT JIeKyBaLLVA €HAOKPUHONOT (MPUIOKEHUE 4 Ha HACMOSILYUME U3UCKEaHUSI)

B. KPUTEPUU 3A NPEMUHABAHE OT KOHBEHLIMOHAITHA UHCYNIMHOBA CMEC HA UHCYNTMHOBA
AHAJIOFOBA CMEC UIK OT EJHA AHATIOIOBA CMEC HA [IPYT'A (Heo6X0AMMO € Hanuume Ha NoHe eauH oT
KpuTepuure)

Heahamoxmom 3a OBfazsBaHe Ha NOCTNPAHANANHUTE XUMNEePrNUKeMUM C KOHBEHLIMOHATHUA UHCYTIMHOBM
cMmecu (y.qocrosepeuo C KPbBHO-: 3axapeH npocun)

2 | Hanuuve Ha YecTn xunornukemmu >

" opuruHanHa 6nanka OT U3CTIEABaH KPLBHO-3axapeH NPOUN UN 3aBepeHo Konue (s cryJal, Y ca enucanu & enukpu3a ¢ dasHocm 00
1 mecey npedu kaHOudamcmeaHemo He e Heo6xodUMO npedcmaesiHemo Ha nabopamopHU 61aHKu).
AHEBHUK 38 CAMOKOHTPO Ha 6ONHUA, 3aBEPEH OT nekyBaLuUs €HAOKPUHONOT (MPUIOXeHuUe 4 Ha HaCMOSAWUME U3UCK8aHUST)

B. KPUTEPUN 3A NPEMUHABAHE OT BA3AJIEH YOBELLUKA UHCYNMUH HA BA3AJNEH MHCYITUHOB
AHANOI UKW OT EAWH BA3AJNEH MHCYNIMHOB AHANOI HA APYI B PAMKUTE HA WUHTE3U®OULUPAHO
MHCYNMHOBO JNIEYEHUE (Heo6X0AMMO € Hanuume Ha noHe eiuH OT KpuTepumTe):

1 | KpbBHa 3axap cyTpuH Ha rmagHo Hag 10.0 mmol/l !

2 | Hanuume Ha HoLHY XMAOrIMKeMAM

T opuruHanHa bnaHka OT U3CneaBaH KpLBHO-3axapeH NPodun Uni 3aBepeHo Konwe (e criyyall, Ye ca enucaHu e enukpua ¢ daeHocm 00
21 mecey, npedu kaHOudamcmeaHemo He e HeobxoouMo npedcmassiHemo Ha nabopamopHuU GrIaHKu).
AHEBHUK 32 CAMOKOHTPON Ha 6OHUS, 3aBEPeH OT NeKyBalLMA eHAOKPUHONOT (MPUIOKEHUE 4 Ha HACMOSILUUME U3UCKBaHUST)

. KPUTEPUU 3A MPEMUHABAHE OT EAWH BU[ AHAJIOTOBA CXEMA HA OPYI BUO AHANOMOBA
CXEMA (Heo6x0AMMO e HaNUYMeTo 1 Ha ABaTa KpUTepus):

TNow metabonuteH KOHTpon cnej npoBefeHo 6 MeceyHo rneyeHne C NpeaxoAHaTa aHanoroBa cxema i

1 (yAOCTOBEPEHO C KpbBHO-3axapeH npodus)

2 | Hanuuve Ha 4ecTn XMnornukemMmum (AHeBHU/HOLWHK) 2

T -
opuruHanHa Gnatka oT nabopaTopHo U3CneaBaHe C MOANUC W NeyaT Ha nekaps v JI3 unu 3aBepeHo Konue (8 criyyal, Ye e enucaHo 6
enukpusa c 0aeHocm 00 1 meceuy npedu kaHOudamcmeaHemo He e HeobxoduUMo NpedcmMassiHemo Ha nabopamopHa 6naHka).
AHEBHUK 33 CAMOKOHTPON Ha BOMNHNSA, 3aBepeH OT NekyBaLLUs eHAOKPUHONOT (MpusnoxeHue 4)

OrtroBaps Ha KputepuuTe 3a NEYEHNETO C ..o, B AHEeBHa fo3a

NoANUC Ha cneuyManmeTa:.............................

)

.
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I. NEYEBHO-AWATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHW NPOAOYKTU, Bknioveu B Mpunoxewme 1 Ha MNC, kouto H30K 3annawa B

CbLOTBETCTBME C AeCTBaLUTE HOPMAaTUBHU AOKYMEHTH.

DDD no C30/ TepaneBTuyeH kypc — 401U

[llosuposkara Tpsiea Aa ce onpeaens oT nekap CboGPa3HO HYXAUTE Ha NauneHTa U ce cbobpassiea C BIAA HA MHCYMNHA,

CKOPOCTTa Ha HacTbNBaHe Ha ebeKkTa U NPOABLIKUTENHOCTTA Ha AeNCTBUETO.
2. NPOCNEAABAHE - cbrnacHo KpaTkuTe XapakTepUCTUKN Ha NEKapCTBEHNTE NPOAYKTH

NPUNOXEHMUE 2

Tabnuua 1
INN Bb3PacTOBM OrpaHUYEHUs MNPEOWU 3AMNOYBAHE * KOHTPO/ - Ha 6 meceua *
INSULIN
HUMAN KPBbBHO-3axapeH npocun KPbBHO-3axapeH npochun
100 IU/ml - 3a aeua n Bb3pacTHu 3a
INSULIN ::3:%:%821:&:3 c:an::::éapgpu HbAc ot nabopartopus, HbA:c oT nabopatopusi,
LISPRO 200 1U/ml - He ce npunara npu nuua KPbBHO-3axapeH npodun KPBbBHO-3axapeH npocun
noz 18 roaunu
He ce npunara npv nuua noa 1
INSULIN rofnHa — 3a 6bp3ofeicTeaLy; He ce HbAc ot nabopartopus, HbA:c oT nabopatopusi,
ASPART npunara npu nuua noa 10 roguHm — KpbBHO-3axapeH npocun KpbBHO-3axapeH npocun
3a MUKCTYpa
INSULIN He Ce npunara npv nuua nop 6 HbAc ot nabopatopus, HbAc ot nabopatopus,
GLULISINE | rogunu KpbBHO-3axapeH npocun KpbBHO-3axapeH npocun
100 IU/ml - He ce npunara npu nuua
INSULIN NOA 2 roAvHU HbA:. ot nabopatopus, HbA:c oT nabopatopus,
GLARGINE KPbBHO-3axapeH npodun KpbBHO-3axapeH npocun
300 IU/ml - He ce npunara npu nuua
nop 18 roaukn
INSULIN He ce npunara npw nuua nog, 1 HbA+c oT nabopatopus, HbA+c ot nabopatopusi,
DETEMIR roauHa KpbBHO-3axapeH npocun KpbBHO-3axapeH npocun
INSULIN He ce npunara npu nuua noa 1 HbA+c oT nabopartopus, HbAc ot nabopatopusi,
DEGLUDEC | roguxHa KpbBHO-3axapeH npocun KPbBHO-3axapeH npocun

* MNocoueHuTe uscnenBaHus ca 3aALIKUTENHN 3a nuua Haa 18 roamHu; 3a Aeua A0 18 roAMHM Ce NPeACTaBs CaMO KPLBHO-
3axapeH npodun. MpeAcTaBAT ce Ha opurMHanta nabopatopHa GnaHka unu 3asepeHo konuve. B cnyvail, ye ca BIUCAHM B eNUKpU3a C
AaBHOCT 40 1 Mecel Npeau kaHAnAaTCTBaHE He € HeoBX0AMMO NPEACTaBSHETO Ha NabopaTopHu BnaHKu.

Il. OBLL UBUCKBAHUA

1. Bbapac‘roam rpaHuua ce usuucnsaBa B HaBbPLUEHW FOAMHKM - T.e. BKMIOYMTENHO KbM Aarara Ha u3jaeaHe Ha npoTokona ot
cneyuanu3npaHara Komucus.

2. Mpyu Ha3HayaBaHe Ha Tepanus Mo NPOTOKON 3aALIKUTENHO Ce CbobpassBaT BLIPACTOBUTE OTPAHUYEHWS, CLINAcHO kpaTkara
XapakTepucTuka Ha CbOTBETHUA NeKapCTBeH NPOAYKT, yTBbpAEeHa no peaa Ha 3MMXM.

3. H30K He 3annaluya neyenme n3sbH ykasaHata Bb3PacToBa IPaHNLA B KpaTKaTa XapakTepucTika Ha NPOAYyKTa.

4. H30K He 3annalia neyeHue C 1031 Haji MakcManHo paspelueHuTe no KpaTka XapakTepucTuka Ha NpoayKTa. .

5. B cnyvail Ha HacTBNMNGE NOA03UPAHA HEXENaHa nekapcTBeHa peakuus, nekapsaT yseaomasa VATl no peaa Ha un. 184 ot 3/MXM.
Konue ot cbobLyeHneTo ce npunara KbM MeAULMHCKATa AOKYMEHTAUMA NPKU KaHAWAATCTBAHE 33 NeYeHe.

6. MPU CMELUMANUCTA, curi. un. 218 B, 1. 1 ot HP[] 3a MeauumuHckuTe geiHocty 2018 r. (o6H. [1B 6p. 28 oT
29.03.2018 r.), Ha 30J1, Ha KOMTO Ca U3AAaBaHW NPOTOKONM MO PeAa Ha HacTOSAWMTE U3UCKBaHUs, creaBa Aa ce
npunarat BCUMYKM HeOOGXOAMMM AOKYMEHTW KaTo: ambBynaToOpHUTE NIUCTOBE OT M3BbLPLUEHUTE Nperneau, BTOPUST
€K3emMnnsAp OT U3fafeHNUTe NPOTOKOMM, KONUA OT eNUKPU3K, Konus OT pelueHusi no Alp. Ne38, kouTo ca ocHoBaHue 3a
U3AaBaHe Ha NPOTOKON, BCUYKU U3VUCKBALUM CE M3CNEABaHMs, KONUEe OT NMpUnoXeHue 1 Ha HaCTOAWMTE U3UCKBAHMS
NOMBITHEHO MO CLOTBETHATa TOYKa, MOANUCAHO OT CNeLuanucTa, u3aan NpoTokona.

7. CNELMANU3MPAHATA KOMMUCUA usnaBa Pewenue cnep nposeseHa AmGynatopHa npoueaypa Ne 38
,OnpefiensiHe Ha nnaH Ha nedyeHne W MPOCNeAsiBaHE Ha TEPANEeBTUYHUA OTFOBOP MPU MaUMEHTW, Monyyasallu
CKbMOCTPYBALLM NekapCTBEHW NPOAYKTU Mo peaa Ha un. 78, 7. 2 330 Ha ocHoBaHue un. 53 u un. 303 ot HauuoHaneH
PamKOB A0roBop 3a MEAULIMHCKUTE AENHOCTV Mexay HauvoHanHaTa 3apaBHOOCUTypUTENHa Kaca U Bbnrapcku nekapcku
Cbio3 3a 2018r. (o6H., [IB, 6p. 28 or 29.03.2018 r.) u npepoctaseHa oT 30J1 MeAMUMHCKA AOKyMEHTaUUs.
CneuvanuanpaHata KOMUCHUS CbXpaHsiBa euH eksemnnsp oT Pelwenueto. Mpu u3gaBaHe Ha npotokon Ha 301,
CbXpaHsiBa BTOPU €K3EMNMsp Ha NpOTOKOMa, BCUYKM HEOBXOAUMM [JOKYMEHTU 3a U3[aBaHeTo My U Konue ot
npunoxeHue 1 Ha HacTOSWMTE U3UCKBAHUS, MOMBIIHEHO MO CHLOTBETHATa TOYKA M NOANMUCAHO OT YNEHOBETE Ha
cneynanusnpaHara KoMucus.

Hacmosiwume usuckeanusi ca paspabomeru Ha ocHosaHue un. 58 om HayuoHaneH pamkos 002080p 3a MeOUYUHCKUMe
deliHocmu mexdy HauuonanHama 30pasHoocuzypumenta kaca u bbnizapcku nekapcku cbio3 3a 20182. (06H., [B, 6p. 28
om 29.03.2018 2.).

P
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NPUNOXEHMUE 3

HOEKNAPALIMA 3A UHOOPMUPAHO CBbITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABLIMKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NMPOAYKT

A3 ponynoanucanusit/ata

CreA kaTo Ce 3anosHax C uanata Mu npejocTaBeHa WHGOPMauWs U LENTa Ha reYEeHWeTO C NeKapcTBeHus
PO Y KT R il ... ceaseessstsnasbessstenssbsnassenassesassessosess SRBRARSRE W cnej Kato nOMyynux U3vepnaTenHu
OTrOBOPU Ha NOCTABEHUTE OT MEH BBIPOCH, AEKIApUpam ye:

LLle cnaseam npenopbyaHaTa M1 CXeMa Ha NeyYeHne 1 NEPUOANYHOCT Ha KOHTPOTHUTE Nperneau.

2. PepoBHo Lie ce siBSIBaM Ha KOHTPOMHU NPErneau 1 HsMa 4a NPOMEHsIM CAMOBOITHO UMW MOA APYro
BHYLLUEHME Ha3HayeHaTa M Tepanus.

3. [lpu npeyctaHoBsBaHE Ha NEYEHUETO MO MPUYMHUA, HEMPOU3TUYALLY OT peLLeHneTo Ha KomucusiTa 3a
ekcneptusn 8 P3OK n/unn Komucusta no un. 78, 1.2 ot 330, wwe yBeaoms He3abaBHO NUYHUS CU nekap
1 P3OK v wwe BbpHa B P3OK nocrneaHusi npoTokos, no KOWTO CbM Nony4yasarn/a nekapcTeeHnst NPOayKT.

4. [pu Hecna3saHe Ha NOCOYEHUTE YCOBUS NEYEHUETO MU C YNIOMEHATUS NIEKAPCTBEH NPOAYKT Lie 6bae

npekpaTeHo u HAMa aa umam npeTteHuun kbM H3OK.

)

E, . 8

’\}% V3UCKBAHWA HA H30K NPU NPOBEXIAHE HA MHCYNIMHOBO NEYEHUE HA 3AXAPEH AWABET TUM 1 B U3BBLHBONIHUYHATA
MOMOLL - B cuna ot 15 mait 2018 roguHa
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NPUNOXEHMUE 4
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Heobxodumo e da ce ombensizsa ecsika IPOMsiHa e 0o3ama u/ unu euda Ha UHCYUHa.

B Koriona ,3abeniexka” ce 6nuceam eCudKu CbCMOSHUS, KOUMO Moz2am Oa Moenusisim Ha pesyimamume om mecmoseme (3a6onsieaHus,
npomeHu e Ouemama, CmMpecosu cumyauyuu, HeobuyaiiHo HamoeapeaHe u dp.)

Haracsim ce OatHume om nposedeHume u3MepeaHusi Ha KpbeHama 3axap, Kamo ca 3a0bIIXUMENHU MoHe Oecem u3MepeaHusi Ha
KpbeHama 3axap rpe3 nocneoHus mecey, npedu kaHoudamemeaHemo.

[HeBHUKLT 32 CaMOKOHTPON € 3aBEepeH OT:

9
r@ VBNCKBAHUA HA H30K NPU NPOBEXXOAHE HA UHCYNIMHOBO NEYEHUE HA 3AXAPEH AWABET TUM 1 B U3BBLHBONHUYHATA
MOMOLY - B cuna ot 15 mai 2018 roguHa
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W3NCKBAHUA HA H30K
NPU U3OABAHE HA NMPOTOKOJN 3A MPOBEXAAHE HA UHCYJIMHOBO NEYEHUE NPU
3AXAPEH AWABET TUM 1

MpoTokonbT Ce u3jaBa OT CMEUManucTM ¢ koA Ha cneuuanHoct 05 (eHaokpuHonorusi m Gonectu Ha
obmsiHaTa) M 34 (peTcka eHaokpuHonorus u Gonectu Ha obmsiHara), pabotewm no gorosop ¢ H3O0K wunm ot
cneuvanuaupaHa Komucusi B rnedyebGHM 3aBefeHus 3a GonHWYHa nomou, ckniouunu porosop ¢ H3O0K.
CneuuanuaupaHuTe KOMWUCMM Ce Cb3faBaT CbC 3anoBea Ha AupekTopa Ha nevebHoTo 3asepenue (N13) —
KNUHUKa/oTAeneHue No eHAOKPUHOMOTUs.

I. PEQl 3A 3ABEPABAHE HA NMPOTOKOIUTE

MpoTokonu 3a NnpoabmkaBaHe Ha TepanusiTa C aHarnorosu MHCYNMHK o obwa aosa 80 U

CrneynanucT, ckilymn =“[IpoToKON 3a NpeAnuUCBaHe Ha NekapcTea, 3aBepka B
noroeop ¢ H3OK > 3annawanu ot H30K/P30K” — 06p. M3-H30K "1 P30K

MpoTokonu 3a noBuwaBaHe Ha obLiarTa 103a aHanoroBm MHCynuHK Hag 80 1U

="AM6ynaTopeH NMCT OT ChneuyuanucTt C  BCUYKM

Heobxoaumn u3cneaBaHus, cbobpaszHo Tabnuua 1 Komucus 3a

(Npunoxenue 2) u ficHa MEAUUMHCKA MOTMBaUMA 3a eKcnepTUan B
CneumanmcT, cKYun Heo6XoAMMOCTTa OT yBenuuaBaHe Ha jo3sara P30K
fAorosop ¢ H30K = q

=‘[lpoTokon 32 npeanucBaHe Ha  NeKapcTea, 3asepka B

3annawanu ot H30K/P30K” — 06p. M3-H30K P30K

MpoToKONM 3a 3aNoYBaHe Ha Tepanusi C aHaroroBy MHCYNMHU NpK:
*  NpeMUHaBaHe OT KOHBEHLIMOHAMHN UHCYNMHN KbM aHANOroBN UHCYNMHM
*  CMSsHa Ha e[WH OT NPUNaraHnTe KOHBEHLMOHANHM MHCYTIMHY C aHanoroB Npy 3anassaHe Ha Apyris npunaramx
KOHBEHLMOHANEH MHCYNNH
*  CMSIHa Ha e[uH C APYr aHAMNOroB NHCYNNH

cneuvanucT, CKnlYun =AMOynaTopeH NUCT C BCUYKN HeoBXoaUMU U3cneaBaHns
porosop ¢ H30K cbob6pa3Ho Tabnuua 1 (npunoxexue 2)
=[NonbnHeHo ¥ noanucaHo npunoxexnue 1/ 1A
=‘lpoToKon 3a npeanucBaHe Ha nekapcTea, 3annaiyaHn Komwucus 3a
vnu oT H30K/P30OK” — 06p. M3-H30K SKCRIOPTIIN
B P30K
CeUManEMpaHa KoMMCHS =PelleHne Ha cneuuanuauMpaHa KOMWUCUSi C siCHa 3aBepka B
——> | meauuuHcka MoTMBauus 3a  Heobxoaumoctta  OT P30K
3anoysaHe Ha Tepanusi C aHanoroBy UHCYNUHU
=*Enukpu3a ot J13BI ¢ Bcuyku Heobxoaumm nscneasaqus
cbobpa3Ho Tabnuua 1 (npunoxexue 2)
=[lonbnHeHo 1 nognucaHo npunoxexue 1/1A
=‘TIpoToKkon 3a npesnucBaHe Ha fekapcTea, 3annaljaqu
ot H30K/P30OK” — 06p. M3-H30K
2

N N3NCKBAHUA HA H30K NPU MPOBEXIAHE HA MHCYNIMHOBO NEYEHUE HA 3AXAPEH AMABET TUM 1 B U3BBLHBONMHUYHATA
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MpoTokonu 3a 3ano4YBaHe Ha Tepanusi C aHarNoroBy UHCYNIMHU NPY CMsIHAa Ha €AWH BUA aHanoroea cxema C Apyr Buj
aHanorosa cxema

S ——— =AMOynaTtopeH nMCT C BCWYKM  HeoOxoaumu
cH;OK ’ A P —» | u3cnegsanus cbobpa3Ho Tabnuua 1 (npunoxexue
2)
=[lonbNHEHo 1 noanucaHo npunoxexue 1/ 1A
=‘[lpoTokon 3a npeanucBaHe Ha NeKapcTea, Komucus no
sannawanu ot H30K/P30K” — 06p. M3-H30K un. 78, 1.2 o1
330 B LY Ha
W 1 H30K
= PelleHue Ha cneuyuanusMpaHa KOMMUCHUSI C fiCHa 3aBepka B
MeAUUMHCKa MOoTUBauusi 3a HeobxogumocTra oT P30K

3anoyBaHe Ha Tepanusi C aHanoroBy UHCYUHK
=Enukpusa ot BJ13 c Bcuyku Heobxoaumu

cneuManuanpana KoMucus u3cneasaHnsa cbobpasHo Tabnuua 1 (npunoxexue
U p > | 5
=[TonbIiHEHO 1 nognucaHo npunoxexue 1/1A
=‘[lpotokon 3a npeanucBaHe Ha nekapcTea,
3annawanu ot H30K/P3OK” — 06p. M3-H30K
Il. OBLLUM NONOXEHUA

1. 3011 nopasa noprotBeHute AokymeHT B P30K, Ha TeputopusiTa Ha KOSTO € Hanpasuno usbop Ha OIJ.
JloKyMeHTUTE BKIIOYBAT:
1.1 3aaBnenue o [upektopa Ha P3OK.
1.2 MonbnHeHo u moanucaHo npunoxeHue 1/ 1A — CbOTBETHO Ha NEYeHMETO, 3a KOETO Ce KaHAWAATCTBa.
Monbnea ce no cLOTBETHATa TOMKA U Ce mpunara oTpasdeHata B UMMPOB MHAEKC MeAMUMHCKA AOKYMEHTauus,
YAOCTOBEPABALLA BCEKW €41UH OT KpUTepumTe.
1.3 MunHusaT Habop mscneaBaHus ((DU3NKANHW, MHCTPYMEHTanNHU U nNaGopaTopHW), OTPaseH B MPUNOXeHWe 2 C
AaBHOCT A0 €AUH Mecel Npean KaHAWAaTCTBaHeTo.
1.4 “MNpoTokon 3a npeanucBaHe Ha nekapcrtea, 3annawanu ot H30K/P30OK™ — o6p. M3-H3OK, usgageH ot
nekaps cneuuanuct. lpu HeobxoaumocT oT ekcneptusa ot Komucusta no yn. 78, 1.2 or 330, P30OK usnpawa 8
H3OK konue Ha npoTokona. MpOTOKONBLT 3aABIMKUTENHO Ce MOANUCBA OT BCUYKI YNIEHOBE HA KOMUCHSTA B CryYaunTe
noco4eHn B T. |
1.5 AM6GynartopeH fIUCT OT cneuyvanuct, ckiouun gorosop ¢ H30K / Pewenne Ha cneuuanusmpaHa KOMUCUS OT
nevebHo 3aBeaeHue — uanMbIHUTENn Ha AmbBynatopHa npouegypa Ne 38 ,OnpeaensHe Ha nnaH Ha neyeHuve u
npocreasiBaHe Ha TEpaneBTU4HUS OTFOBOP NpY MaLMeHTH, NonyyaBaly CKbNOCTPYBaLLW NeKapCTBEHU NPOAYKTH No
pena Ha un. 78, an. 2 330" - 6n. M3-H3OK Ne 13
1.6 lleknapauus 3a uHopMUpaHoO chbriacue no obpasew (npunoxexue 3)
1.7 NpunoxeHxue 4 - nonbnteHo ot 30J1 1 3aBEPEHO € NOANUC U NeYaT Ha eHAoKPUHONora
2. P30K npuema gokymeHTUTe No T. 1 criea cnpaBka OTHOCHO 3APaBHOOCUIYPUTENHMA cTaTyc Ha 30J1.
3. lo nonyyaBaHe Ha pewenue oT komucusita B LIY Ha H3OK, 30J1 npoabnxaBa neyeHue ¢ nekapcTeeH/u
npoAyKT/W, C KOUTO e NpoBeXaan NeYeHUeTo A0 NoaaBaHe Ha 3asBUTENHUTE AoKyMeHTuTe B P30K.
4. ONUCaHUAT NbfIeH KOMNNEeKT AOKYMEHTU Ce M3UCKBA B Clly4yauTe, NpU KOUTO € yKa3aHa HeOGXOﬂMMOCT oT
pelenue Ha Komucus 3a excneptuau B P30K unu Komucusita no un. 78, 7. 2 ot 330 B LY Ha H3OK. Mpu 3aBepka
8 P30K ce npeacTass npoTokona u konue ot am6ynaTopHUs NIUCT OT NOCNEAHNA Npernea Npyu CNeLuuanucr.

IMpu nayuenmu c HasHa4YeHa mepanus e Yyx6uHa 0a ce npedcmaesm MeduuuHcKu dokyMeHmu ¢ dagHocm 9o
180 dHu npedu kaHOudamcmeaHe.
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NPUNOXEHUE 1

TNIUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A MPOBEXAAHE HA NEYEHWUE C AHAJNIOITOBU MHCYNUHU
MNPU BONHU HAL 18 FOAWHU CbC 3AXAPEH AWABET TUM 1

[Mwe: [erh] [ [ [ [ [ [ T [ ]

3abenexka: meduyuHckama OOKymeHmayus, ydocmoeepsiealya 6CeKku Om Kpumepuume, € fOCOYeHa C Uughpa 6 UHOEKC U
3a0B/mKumenHo npudpyxasa HaCMOSAWOMO NMPUIIOKEHUE

Mpn 3axapen auaber TmMn 1 cpeactBo Ha M3GOp € WMHTEH3MUUMPAHOTO 6a3anHo-60MycHO neueHue C
6bp3oaeiicTealy MHCYNMH npean BCsiko xpaHeHe u NPH WHCynWH, OCBEH B CriyyauTe KOraTo: MauMEeHTLT He erae
npoBexAaHe Ha MHTEH3U(UUMPaHO NEeYeHne; rbBKaBOCTTa B €XEAHEBUETO HEe € OT 3HAYEHWe; Npu BUCOK OCTaTbyeH
CEeKpeTopeH KanauuTeT Ha beTa kneTkuTe.

¢ Kputepum 3a 3anoysaHe Ha neuenue ¢ aHanorosu uHcynunm - 30J1 cneaga fa ca nposeny NoHe 6 MeceyHo
NEYEHNEe C KOHBEHUMOHanHM uHcynuuu. lMpu npemuHaBaHe Kbm ananor H3O0K 3annawa obwa paos3a,
CBOTBETCTBALIA HA M3NONn3BaHaTa A0 MOMeHTa. MpuU HeoBXOAUMOCT OT 3anoy4BaHe C No-BUCOKA 4032 Aa
ce npeacTasm 3aabn6oyeHa MeAUUMHCKA apryMeHTaLus 3a ToBa.

e Mpu auardocTMuMpaH 3axapeH Anaber no Bpeme Ha GPEMEHHOCT He ce Hanmara 6 MeceuHo nedyeHne c
KOHBEHLIMOHANHN NHCYSTUHW.

+ [lpu 6pemMeHHOCT He ce Hanara ekcrnepTu3a npu npemMuHaBaHe oT 6bP3oAeiicTBaly aHaNoroB WHCYNUH
Insulin glulisine Ha apyr 6bp3ogeiicTBawy aHanoroB uHcynuH Insulin Lispo wnm Insulin Aspart u ot
6asaneH aHanoros uHcynuH Insulin glargine u Insulin degludec kM 6asaneH aHanoros uHcynu Insulin
detemir.

A. KPUTEPUM 3A MNPEMUHABAHE OT KOHBEHLWIOHAI'IEH BEbP30AEACTBALL WMHCYMUH HA
BEBHP30AENCTBALL MHCYNIMHOB AHANOI UK OT E[IVH B bP30AEWCTBALL MHCYNMHOB AHANOI HA APYI
(He06x0AUMO e Hanuuue Ha NoHe ABa OT KPUTEPUUTE)

1 | Now mertaGonuteH koHTpon (HbA:c Hag 9%) '

HeBB3MOXHOCT 3a oOBnagsiBaHe Ha NOCTNPAHAWANHUTE XUNEPrAUKEMUM C  KOHBEHLMOHaneH
2 6bp30aencrsau4 VHCYNWH unu ¢ npunaraHus GbpaogencTeall aHanor (yAOCTOBEPEHO C KPbBHO-3axapeH

npodpur)

3 | YecTn gHeBHU XUNOrnMKeMmun °

T opruHanka 6naHka oT naBopaTopHO ICNEABAHE C NOANUC W NevaT Ha Nekapst 1 J13 unu 3aBepeHo Konve (e cnywail, ye e enucaHo 8
enuxpusa ¢ 0asHocm do 1 mecey npedu kaHOudamcmesaHemo He e HeobxoduMo npedcmassHemo Ha labopamopHa 6naHka)

? opuruHanka Gnanka ot KPBLBHO-3aXapeH NPOUN C NoHe TPU U3MEPEHU KPBLBHYM 3axapyu C MOCOMEHW YacoBe Ha W3CneABaHusTa (OT
KOWTO €AHOTO U3CNeABaHe 3aAbMKUTENHO Aa e 2 Yaca Cres XpaHeHe) C NOANUC W nevat Ha nekaps u 13 unu 3asepeHo Konue (8
cnyyal, ye ca enucaHu 6 enukpusa c daeHocm 0o 1 mecey npedu kaHOudamcmeaHemo He e Heobxodumo npedcmassHemo Ha
1iabopamopHu 6naHKu)

AHEBHWK 32 CAMOKOHTPON Ha BONHWUA, 3aBepeH OT NEKyBaLLUS eHAOKPUHONOT (MPUsToXeHue 4)

B. KPUTEPUU 3A NMPEMUHABAHE OT KOHBEHLUMWOHAITHA WMHCYIMHOBA CMEC HA UHCYNUHOBA
AHAJIOrOBA CMEC UNK OT EHA AHAJIOTOBA CMEC HA [PYTA (3agbnXuTeneH e Kputepuii 2 Nnoc noHe
€[IMH OT OCTaHanuTe KpUTepum)

1 | Now meta6onutex koutpon (HbA1. Hag 9%) '

HeBb3MOXHOCT 3a oBnagsiBaHe Ha nocTnpaHauarnHuTe XMnepriimkeMmmn C KOHBEHLMOHANHN UHCYNNHOBU

2
CMecu unu € npunaraHaTa MHCynMHoOBa aHanorosa cMec

3 | Hanuuve Ha yecTn XMnornukemMun (aHeBHU/HOWHY) °

g opuruHanHa Gnanka ot nabopaTopHo U3CNeABaHe C NOANUC W neyat Ha nekaps 1 J13 unu 3aBepeHo Konue (8 Criyyail, Ye e 8MucaHo &
enukpu3a c 0asHocm 0o 1 mecey npedu kaHOudamcmearHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHa 6naHka)
opuruHanHa 6naHka OT KpLBHO-3aXapeH NPOUN C NOHE TPU U3MEPEHN KPBBHW 3axapy C NOCOYEHM YacoBe Ha W3CNEABAHWATA (OT
kOUTO EAHOTO W3CNeABaHe 3aiLIDKUTENHO Aa € 2 yaca Crej XpaHeHe) C MOANUC W neyaT Ha nekaps u JI3 unu 3asepeHo konwe (8
cryqall, 4Ye ca enucaHu e enukpusa c daeHocm 0o 1 mecey npedu kaHdudamcmeaHemo He € HEO6XOOUMO MPedCMassHemo Ha
nabopamopHu 6naHKu)
AHEBHWK 33 CAMOKOHTPON Ha GONHWA, 3aBEpeH OT NeKyBALLMA EHAOKPUHONOT (MpusloXeHue 4)
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B. KPUTEPUM 3A NPEMUHABAHE OT BA3ANEH YOBELUKW WHCYNWUH HA BA3AJIEH UHCYINUHOB
AHAINOI UNK OT EAWH BA3AJIEH UHCYNIUHOB AHANOI HA OPYI B PAMKUTE HA UHTE3U®ULIUPAHO
WHCYNUHOBO JIEYEHUE (Heo6xoAMMO e Hanuuue Ha NoHe ABa OT KpUTEpUUTE):

Now meta6onuTeH koHTpon (HbAc Haa 9 %) '

KpbBHa 3axap CyTpuH Ha rnaaHo Haa 10.0 mmol/l 2

Hanuuve Ha HOWHK XUNOrnMuMKeMun 3

TWIN | =

opuruHanHa 6nanka ot nabopaTopHO U3CneABaHe C NOANUC U neyaT Ha nekaps W J13 unu 3aBepeHo Konue (8 cryvad, Ye e 8MucaHo 6
enuxpusa ¢ 0agHocm 0o 1 mecey npedu kaHOudamcmeaHemo He e HeobxodumMo npedcmaesiHemo Ha nabopamopHa 6naHka)

2 opuruHankia 6nanka ot KPBLBHO-3aXapeH NPoun C NOHe TPU U3CNEeABaHUSA HA KPBLBHA 3axap C MOCOYEHN YacoBe Ha M3CNeABaHUsATA C
noanucC ¥ neyat Ha nekaps W J13 unu 3aBepeHo konue (8 cnyval, ye ca enucaHu 8 enukpusa ¢ daeHocm 0o 1 mecey npedu
kaHOuGamcmeaHemo He e Heobxodumo rpedcmassiHemo Ha 1abopamopHu 6naHKu)

AHEBHWK 3@ CAMOKOHTPON Ha GONHUSA, 3aBEPeH OT NeKyBaLLUs EHAOKPUHONOT (MPUNOXeHUE 4)

I. KPUTEPUM 3A NMPEMUHABAHE OT E[IVH BU[l1 AHANIOTOBA CXEMA HA OPYI BUO AHANOMOBA
CXEMA (Heo6x0AMMO € Hanu4ne Ha NoHe eiuH OT KpUTepuuTe):

TNow metabonuten koHTpon (HbAic Haj 9 %) u nunca Ha npomsiHa Ha HbA1c, unn nosuwenme Ha HbA1c
1| wnm cu;menue Ha HbA1c ¢ nog 0.5% cnea nposeseHo 6 MeceyHo NeYeHue C NpeaxoAHaTa aHanorosa
cxema

2 | Hanm4ue Ha yecTn xunornukeMum (AHeBHU/HOLHY) 4

TopuruHank Gnanku oT naopaTopHu u3cnieasans Ha HbAsc C NOANUC W NevaT Ha nekaps v J13 unn sasepeHy konust aKTyanHo ¢
AaBHOCT A0 1 Mecey npeav KaHAWAATCTBaHe M OT NPeAXOAHATa aHanorosa Cxema npe3 nocneaHute 6 meceua (8 criyval, ye
akmyanHomo uacriedeaHe e ernucaHo 8 enukpusa ¢ dagHocm 0o 1 mecey npedu KkaHOudamemeaHemo u/unu uscnedeaqemo npedu 6
gﬂeceua € 81UCaHo & ernuxpusa, He e Heobxodumo npedcmassiHemo Ha nabopamopHa bnaHka)
AHEBHWK 33 CAMOKOHTPON Ha GONHUA, 3aBepeH OT NEKyBAaLLUA EHAOKPUHONOT (NPUMOoXeHue 4)

OTroBapsl Ha KPUTEPUUTE 33 NEYEHUETO C  ..oooooeiiiiiiiiiieaeee B AHeBHa Ao3a

noanuc Ha cneumanucra:.
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