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U3UCKBAHUA HA H30K
NMPY USHABAHE HA NPOTOKONN 3A NPOBEXAAHE HA UHCYITMHOBO NEYEHWE NPU
3AXAFEH OWABET THM 1

lMpoTokonbT €& M3gaBa OT CMeunanucT ¢ Koa Ha cneuwanHoct 05 (enpokpuHonorus u Gonecty Ha
obmanaTa) u 34 {QeTcKa eHAOKPUHONOTUR M Gonectn Ha obBmsawHata), pabotewn no gorosop ¢ H3OK wnu ot
cneuManusvpada KoMMcuA B nevebHU 3aBefeHust 3a GonHuYHA nomoly, ckmiouMnu goroeop ¢ H3OK.
CneunanusupaHMTe KOMMCMU Ce Cb3AaBaT CbC 3anoBef Ha gupektopa Ha NevebHoto 3asegcHue (J13)
KNUHUKa/OTASMEHWE NO eHAOKPUHONOT U,

1. PER imﬁBéPﬁBAHE HA NPOTOKONMUTE
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npo‘rgxonuea npodLINKaBaHe Ha TepanuaTa ¢ aHanoroei MHCYIMHW A0 obwa aosa 80 1U
& # ﬁﬁ* 5 ¥ F ¥
CNeLManucT, CKMoYun llpoTokonl 33 NpeanvcBaHe Ha  NekapeTsa, | 3asepxas
acroeop ¢ H30K > zannawiani o1 H3OK/P30K” - 06p. M3-H3CK | P30OK
T
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ﬂporoxbnu 3a hoauinasake.na oﬁuia'ra Hosa aHanorosy MHCYIMHW Haa 80 (U
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;%sé sAmbynaropeH nMCET OT CNEUMamMUMCT € BCHYKW
b Komucun 3a
i ] HeoOxoaWMW W3cneaBaHusA, cbobpaszHo Tabnuua 1 eKCREPTUIN B
CRELManUCT, CKRIoYMA {(npunoxenne 2) v AcHa MEAWUWHCKA MOTUBALMA 33 P30I{p
AOroBOp C H30K —— | HeoBxooumMocTTa OT yBENUYaBaHe Ha f03aTa N
»
— « 3asepka B K
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ﬂpOToxonM 2a 3ano'-|BaHe Ha Tepanua.c auagorosu uucynm-m npu:
" npeMMHaBaHe or KOHBeHuMOHaJ'IHH WHCYMHA KBM "Awanoroan KHCYWHYA
" CMAHa .HA eAMH OT npunaraqiTe ‘KOHBEHLIMONENHU WHCYNUMM G aHanoroB NpW 3ana3paHe Ha APYIMA npunarad
KOHBEHLMOHaneH YHCYNMH
" cMmAKd Ha AWK C [iPYT HANOTOB MHCYNWH
n cmu-la Ha emm BW/ aHaNOEroBa CXeMa ¢ ApYr B aHaNoroBa cxema
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iy ¥ sAm6GynaTopeH nUCT ¢ BCUMKKN HeobxoanmMmn
v3cneasanus ¢eobpasHo Tabnuua 1 (npunoxeHne 2)
=MonbnHEeHO v NOANUCAHC NpUnoxeHue 1/ 1A

Aoroeop ¢ H30K
KomMucukn 3a
»‘fipoTokon 3a nNpeanucBaHe Ha  fneKkapersa, eKCNepTUSH B
3annawany ot H3OK/P3OK" - 06p. M3-H30K P30K
wnm *Pewledre Ha cneyManuaMpaHa KOMMCHMA ¢ HCHA 3aBepka B
MeauUMHCKR MOTVBALMA 33 HeobxoAuMOcTTa oOT P30K

3anoyBaHe Ha TepanuA ¢ aHANOTOBYU UHCYIIUHN
«Enukpuza ot JNI3BI ¢ ecnukn HeoBxogumu
CneLvanuanpada KOMUCUs » | “3cneasanus cnhobpasHo Tabnmua 1 {(npunoxexue 2)
=[lonbAHeHO U NOANMCAHO TpUNoXeHue 11A

““flpotokon 3a npeanvceaHe Ha  flexkapcTea,
sannawadu ot H30K/P30K" — 06p. M3-H30K
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Il. OBLLW NONMOXEHUA

1. 301 nonaea noaroTBeHNUTe AokymeHTM B P30K, Ha TepuTtopusTa Ha x0ATO e Hanpasuno u3bop Ha OMN.
HokymeHTHTE BKAIOYBAT:
1.1 3anBnenne o dupexTopa Ha P30OK,
1.2 NonvaHeHo n noaAnucaHo npunoxeHne 1/ 1A - CLOTBETHO HAa FNIEUEHMETO, 33 KOETO Ceé KaHauaaTcTsa.
Monbnea ¢& NO CLOTBETHATA TOYMKA ¥ Ce NPUnara coTpaseHaTa 8 uwdpos WHAEKC MeULMHCKa SOKYMeHTauud,
YAOCTOBEPABALLE BCEKN 8OMH OT KpUTepUuTe.
1.3 Wvﬂz AaBop macneaBaHus (UanKanHW, WHCTPYMEHTAaNHU W nabopaTopHu), OTpaseH B NPUNOKeHue 2 ¢

naet f‘qr@q’enﬁu Mecel, npeau KaHounaTCTBaHeTo.
1.4 {fpoTOKON, 32 NPeANMCBaHe Ha NekapcTea, 3annawaxu oT H3OK/P30K™ — ofp. M3-H3OK, nspagen ot
neka é?ne“qugﬁy_g_jr«aa cpok Ao 365 anu. Mpu HeobxoAMMOCT OT eKcnepTuaa oT KomucuaTta no un. 78, 1.2 ot 330,

o BHE T £y L
xx@ﬁ_pgy;éf% *H30K konme Ha npotokona. [MpoTOKONLT 3agb/DKATEIHO Ce NOANMCBA OT BCWYKWU UNEHOBE Ha
KOMUGHRTA B;GNyJauTe NOCOMEHM B Touka | D o

mﬁgﬁyqa]qpeﬂ MCT OT CNEUMANUCT, CKNIoYUN AQMOEOp C H3(§{|3{a?{%?§l,u§uye Ha creuyanuiMpaHa KOMACHA OT
if)’gﬁéfﬁzﬁ’:ﬁéeﬁggug — W3NBLAHUTEN Ha ﬂﬁ%ampﬁ%&%yﬁa&ﬁﬁ%g +OnpeaensiHe Ha nnaH Ha neyeHue W
NERs affgefﬂa TEPaneBTUMHUA OTTOBOD NPU NaUKeHTH, nonyqia’éu.m"‘cfhnOCprBamH NeKapcTBeHN NPoJyKTU No
HEan:78; Bn. 2 330" - 6n. M3-H3OK Ne 13 O
ﬂ"ié'pé;;u 3a uHghbopMmupaHo ckrnacue no ofpasey (npunokeHne 3Y e

ggjeg‘r:g] %ﬂ%ﬁbmem o1 30N 1.33BEPEHO G NOANVC N NevaT Ha eHAoKpUHOTiora
A€ cg?@no yMeHTUTe No To4ka 1 Engﬁ fr.)pajaka ‘OTHOCHO 3npaau%oéhrypu7eﬁhun cratyc Ha 30/1.

BaHe Ha pelleHne OT KOMMUCH, 1_'?;15' ?301{,130!1 nponnnmas,q_,«g’éqeuue ¢ nexapcTBeH/u NPoAayKTiK, C

§%Q%§yguTenﬂuTe Rokymeniute 8 P3OK.

an rievyeHWeTo A0 noaasaqe:|
LNeH KOMIMeKT OOKYMeHTM CaiUaucKBa B cnyyauTe; rpu, KOUTO € yKasaHa HeoGXOAMMOCT oT
OMMCUA 3a eKkcneptvau B P30OK. MNgw 3aBepka B P30K ce npepcraBs NPoTOKONA W Konue oT
AIACT OT NOCNeAHNs NPerneq npm cnéumanucr. i i
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APUNOXEHUE 1

JIMCT 3A ONPEAENAHE HA KPUTEPWUUTE 3A NPOBEXOAHE HA NEMEHUE C AHANOMOBW UHCYITUHWU
NPW BONHW HAL 18 FrOOWHKW CBC 3AXAPEH AMABET TUN 1

[ Me: jeri] | | | | | | [ [ |

3abenexxa: meduyunckama JOokyMeHmauus, ydocmoeopAealya ecexu oM Kpumepuume, e focodeHa ¢ yugpa e undexc u
3a0B/DKUMBITHO NPUGPYHAea HACMOAWOMO RPUNOMNEHUE

Mpu saxaped pguaber tvn 1 cpeactBo Ha wu3bop e WHTeHandmumpaHoTo Gasanho-GonycHo nedyeHwe ¢
;_éa VHCYNIMH Npeau BCAKO xpaHeHe u NPH uHCcynuH, oceeH B cnyvaute Kora'ro NaLMeHTbT He Xenae

eH gﬁanéun:rm Ha BeTa kneTkuTe.
’E@m e i§§ ai‘ﬁp&
. Kpﬁreﬁﬂaaéanoqaaue Ha NeYeHNne ¢ aHaNoOroBu uHcynvfliﬁX-@Oﬂ crespa Aa ca npoBenu note 6 MeceqHo
nehglfiﬁﬁe‘}c KGHBEHLIMOHANHU  MHCYTIMHW. Mpu npemunasal e KbM aHanor H30K sannawa obuwja gosa,
'ig B¢ ‘f; ama Ha u3nonssaxara o momeHTa. Mpu Heo ioﬁmﬁocT OT 2ano4BaHde ¢ No-BUCOKa Aoza aa
c;r BH 3aatn6oyeHa MeaMUMHERS aprymenTauna a3 Toda:
. »ﬂévf nuamocmuupau 3axapeH guabeT no Bpeme Ha 6péd§euﬂgcr He ce Hanara 6§ MeCceyHO neyeHwe ¢
g&gﬂaeﬁ MOHAMHW MHCYNMHYW, ACNYCKA Ce 3anoyBaHe Ha NeveHue.c, [AHAIOroBi MHEYNUHY.
- T’R“ B‘isembuuocy He ce Hamara ekcnepruia npu npemu He . oT GbpapneiicTBal, aHanNoroB MHCYNKUH
dnsfiiiiq&bgfullsﬁp@ Ha Opyr Gbpso.qeu TEally aHanoros WHCYNUH insulin i??a o wnM Insulin Aspart un ot
a;g;ie:yva ANoToB MHCYITUH Insulmi g argine u Insulin degludec kpm Ga3zaner aHanoroB MHcynuH Insulin
ggeté ir. B = e

o .
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PUTEPUN 34 TPEMWHABAHE OoT KﬁﬁBEHuMOﬁAﬁgH B'bP30ﬂEMCTBALI.l, WHCYNMTAH HA

&
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BBP3 TBAU.]. WHCYITUHOB ABANOI URK .T EHHH 5'bP3b@EWC'[BAU.1 MHCYNMUHOB AHANOF HA OPYT
(Heo6xdhufo e Hanuume Ha none nsa ot prrepuu're) w o
et . 3 ?} . s
R -a. B T oF T i = i
1 | Now nigiaﬁb@uieﬁgdngon (HbA+; Hap TE/o); ?@3 .

L

Hee 3”Momuoé're, A3ac '.0BnapsBade Ha MNOCINpaHOManHure khﬁefﬁ:mnkemnn (S KOHaeHuubnaneH

2 | Owp geMGTBam HHGyJ'IMH wnu ¢ npunaraHus GepsogencTeaLy ananor*é(?nocmaepeuo c- Kpbeﬁaaaxapel-l
npo un) A ‘ .
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OpHI'HH THa. na of é%&”garo o% BEHE ¢ NOANMC W Nedar Ha nexkapA u J13 unu 3aBepeHo Kkonue (& cnyqau ye 8 enucaHo e
enuxpuaa aasﬁ’bcm 50 ’; eca |30 ga NCMeaHemo He e HeoBxodumo npedcmassHemo Ha tabopamopHa Onarka)

opurvHanHd Gnauxa o‘r xﬁbah -3a §§fa ng Q@mn‘*mnone TP NIMEPEHN KPBLBHU 3aXapu C NOCOMEHM YAcOBE HA W3CNepBaHuATa (OT
xomto ep,H&g'o udtneas; aa,qhnmmf it jfé ' 0Uata cnea xpaHene) ¢ NoaNMC W nevar Ha nékaps u N3 wnu 3asepeHo konue (8
cnyvat, qe s‘enui:a?ﬁ %ndﬁbijaa cé@eeﬁoc@ éo;x;f ?‘Meceu npedu xandudamcmeanemo He*e Heoﬁxoéumo npedcmassHemo Ha
n1a6opamopHir BRariil),. .1 S e s

§ ey

AHEEHUK 32 E%Mggﬁmpog iy §ox;|mgsgaa3e HoT nexysamnﬂ EHAOKPUHONO (MpUAOKEHUE A) o
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B. KPM?E‘% PEM MHABgnéf oI*KeaBEHu[@é‘HAnHA M‘iilévnMHoBAngEC HA WHCYNMHOBA
AHATIOTOBA CMEE: A Tﬁ E‘D_,HA A pr%BA CMEC HA nPYJ?A“(aagbnaxgreneu e KpuTepuil 2 MMOc NoHe
€AWUH OT OCTaHanNuTe Kplﬂ
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1 | Now meTaGonuren KoHTPOR" (I%Eaka;%l;la,q ,%%f}f “éiilﬁ e

L ok oy 9 i

2 Hepb3MOXHOCT 3a OBNagsABaHe Ha nocmpau.quannmm XH[‘]BPI’J‘IHKEMHM G KOHBSHUWOHANHW UHCYNUHOBU
CMEeCcK Mnu ¢ NpunaradHata UHCYnUHOBA aHanoroepa CMec

3 | Hanwume Ha YecTy XMNornukeMuu (AHeBHu/HowHY) °

OpWrMHania 6naHka or nabopaTopHo UICNELBaME C NOANUC U NEYAT HA NeKkapsa u J13 unu 3asepeHo KaNue (8 CrTywall, Ye e 8rucano 6
enukpusa ¢ dasnocm Ao 1 mecey npedu Kawdudamemearemo He e Reobxodumo npedcmasaHemo Ha nabopamopHa GnarKa)

opyriHanta GnaHka oT KpBBHO-3axapeH npothn ¢ NoHe TPU W3MEPEHW KPBEHU 33XapU ¢ NOCOYSHU Jacose Ha MIcneasaHusTa (o7
KOUTO EAHOTO W3CNejBaHe 33ALIKUTENHO ja ¢ 2 uaca cneld XpaHeHe) ¢ NOANUC M NeuvaT Ha nekaps w {13 unu 328epeHo Konue (&
criysall, Ye ca enucanu e enuxpuza ¢ Gasvocm 90 1 mecey fpedu kandudamemeatemo He e Heobxodumo fApedcmassHemo Ha
nabopamopriu 6nanKu)

AHEBHNK 32 CAMOKOHTPOA HA GONMHUA, 3aBEPEH OT NeKYBaWMA eHAOKPUHONOT (MDUAOXEHUE 4)
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AHARNO

OPUNOMKEHWE 1

B. KPUTEPUU 3A NMPEMWHABAHE OT EA3AJTEH YOBELIKW MHCYNWUH HA BA3ANEH WHCYNHWHOB
r WNKu OT EOWH BA3AJIEH WHCYNWHOB AHAIOI HA APYr B PAMKWTE HA WHTE3WOWUMPAHO

WMHCYINWHOBO JIEMEHME (HeobxoQumo e HanWYMe Ha NOHe ABa QT KpUTepuuTe).

MNow metaGonureH koHTpon (HbA+: Haa 7,5 %) !

KprBHa 2axap cyTpuH Ha rnaaHo Hag 10.0 mmold 2

Han

JWIN | =

Y4ME HA HOUIHM XUNOITIMKEMMM 8

opuruu%z@g&@naﬂga 0T NabopaTopHO M3CNeABaHe C NOANNC M NEYAT Ha Nekapa u 13 unu 3aBepeno Konue (8 ciiyval, Ye e 8nucaHo @

enuKpU3:
OPUIHH
noAnne

'do 1 Mecey npedu kaHdudamemsaKemo He e HeoBxoduMo npedcmasaremc Ha nabopamopna bnaxKa)
4 namca ©OT KpbBHO-3axapeH npodun ¢ noHe TPY WICNEABAHWA HA KDPDLBHA 38Xap C NOCOMEHN YacoBe Ha WICNeABaHUATa ¢

;“Ete}:a'r“*ﬁa -Hekapa-u 13 unn 3asepeHo konue (e cnyuad, ve cal pca 8 -enukpusa ¢ dasHocm 0o 1 meceu npedu
e a Hem,gxne éﬂeoo'xoaumo ApedcmasaHemo Ma nabopamopru Granflif ¢
K ga calggdiseg;grpq;; Ha BONHWUA, 3aBEPEH OT NeKYBALLMA SHAOKPUHONON (ﬁpunoxcenup 4)
w{‘&* E: !
_.»ﬁ&} 5 a3 L _gi : 5

yTEPMM 3A NPEMMHABAHE OT EOQWH BlQ AHAJ? 03, E‘CXEMA HA OPYT BUA AHANOIOBA

CXEMA (H}e;g%m%ﬂmo € Hanuuue Ha NMoHE eAMH OT KpuTepuure): :
4 4 s
.@P‘&M.u i ,% #J} B BTl
HOLg ‘2;36011 H konTpon (HbA:. Ha,q°§7*5‘”°fg)f J‘Mnca Ha NpoMAHa Ha HbA1c wnu n%anmeHme Ha HbA1c
1 | vy @meﬂu Ha HbAtTc ¢ nop 0.5% %ﬁep, ﬁp&eeaeuo 6 meceuHo netfeHne ¢ npegxopHarTa aHanorosa
cxe f i u %
2 e HE 4eCTU XMIOrIMKeMMI (nHeBTﬁuiHﬁmHn) z AL E
opurm-l i GAankyu 0T naBopaTopHu uscneasanua Ha HbA;ze ¢ noanuc n netféfy" ria aﬁexapﬂ w13 vnu aasepexn Konus - aKTyanHo ¢
AaBHOCT [0 § Mecel NpeAv KaHAMAATCTBaHe M OT npe gxo.qna'ra ananorosg cxemabnpes nocne,qHuTe 6 mbceua (e cnyvall, ue
akmyanHpmg uac.nedsaue @ BITUCAHO & enuKpusa ¢ da Hocmg do 1" isecey np%ﬂa ;can@udahvcmeanemo w/unu vacnedearemo npedu 6
Meceua 6 effICENO S BHUKDUSE? He e Heolx00uMo np ggrpg%ﬁuéméﬁa naﬁopaméi)ﬁa Pnedxal st
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ONPUNOXEHUE 1A

NIUCT 3A ONPEAENAHE HA KPUTEPWATE 3A NMPOBEXIBAHE HA NEYEHUE C AHANCTIOBU UHCYITUHU
NPy AELIA 0 18 TOAWHU CBC 3AXAPEH OWABET THUIMT 1

Mme: ErH

3abenexka: MeduuuHckama QoKyMeHmauus, ydocmoeepssalya 6CeKu Of Kpumepuume, & nocoveHa ¢ yuhpa e uMlexc u
3a0BimKumenHo NPpudpyYXasa HacMoSLW oMo NPUNOXeHUE.

us3axapeH avaber npu Aeua Ao 18 roawnn cpeacteo Ha wabop e uHTeHsuuumparoTo GasanHo-Bonycko
neveHun ’nﬁb‘ﬁgo,qeymaam MHCYNUH Npegu Beaxke xpaHede u NPH vheynuh.

Kliﬂli EPI@M 3A MPEMMUHABAHE OT KOHBEHUWOHANEH BBLP30OAEWACTBALL WHCYNUH HA
BBbP3 .ﬂEﬂ@qiﬁAlu MHCYNWHOB AHANOI UMW OT EAWH BBP3I SSWEMCTBALH WHCYNWUHOB AHANOI HA OPYT
{neobxg r.qm‘ﬁo@ Harmque Ha NMoHe eavH OT KpuTepuuTte) .

Pl o 1 S

1 | He ‘hsmoxmocv ‘3a oBnaassane Ha~HBCTpanananfivTe &Xm‘le&ﬁnuemuu C  KOMBEHLMOHANEeH
Gbp; s euglggul VHCYNWH ' (YAOGTOBEPEHO G KPbBHO-3aXapeH npo&
2 | Ha ggm&ag q,eﬁ‘m xunyrnuxemuu % Yy .
SRR ‘

Opl‘ll’MH mra’ﬁnaﬂxa oT pdtrneaBaH KpbBHO-38Xape tmgpocbnn WA 3aBepeHo Konue (8 crywal, ve ca snucany 6 enuxkpusa ¢ daeHocm Go
21 Macey ﬁgeﬂéw?n% gamcmeanemo He e Heoﬁxo *ngeacm&eénemo Ha nabopamopAu Gnanku).
LHeBH aagbétﬂnon {rpon Ha 6onHkA, 3asepeH 01' '

y "xél.uidﬂ Eﬂ.qoxpnnonor (npuno»(eﬁwe 4 Ha HACMOAWUIMB U3UCKSaHUST)

; b

TEPMVI 3A nPEMMHABAHE§0T“KOHBEan0HAnH§ }iHG\?nMHOBA CMEC HA UHCYNIMHOBA
AHAR 'CMEC WUnu OT EQHA AHAMNOMOBA QMEC HA JJ.PVFQ @eononnmo € HajiMune H3 NOHe eAnH oT

Kpurep T
%i;) [T %

b3

&!’g,

4 Heabm-ﬁmécﬁ 5§bafia AsaHe Ha nocmpﬁfﬁmapunw xuneprmf?xeynu,czuonagl-luuouannw wncynm-loan
emech ’ﬁaopmaepeﬁ“&c KpbBHO-3axapeH Hpodu ,n)m L A
VA ;
2 Han;jine aa‘iigc*m xunibrnuxeuuu : Lo .

oparuu a 6naa§«am uecnénsau KPBLBHO-3aXapeH Npodun Ny 3aBepeHo Konuve {8 cnyqa‘a Yo, a sALCanY 8 enuxpusa ¢ 8aexocm do
1 Mocey pedu Kaﬁéqaa@cm?auemo He e Heobxodumo npedcmassHemo Ha nabopamoptu briaHxu). A
Aneaﬂuméa camégxou-rpon e 60:1%%?53&%3&3‘07 NeKyBaLMA @HLOKPUHONOT (NOUIOKEHUE 4 Ha HACMOAWUME UIUCKGRHUS)
. s

ATEPY ﬁ@ npghw;fhﬁm-gg OT BA3ANEH YOBEIKWA MHCYNUH HA BA3ANEH MHCYNVHOB
" QT EAVH HUFCYNMHOB AHATOT HA APYT B PAMKATE HA MHTE3VOULIMPAHO
WHCYNK GB@ﬁE‘iEBHE»a( xommq exﬂa{gmue Ha ficHe 6QMH OT KPUTEpNKTE);

. . {im’ ;sa, 5 sﬂ"{?m
x‘ '\ ’x.v“_’* o ﬂ?ﬁs"%dw Qa" 4 H ;?:;<:‘dz .qu
1 | KpbBHa:© axap cyTpu Ha manuo Ha;@aio 6 n;rnolll S "
2

i ,g‘id%g v by N o i
ENEE Ae«@m,-)-%m

s w o
2 | Hanwune Haagwogu;iys! MEof

¥ opuruHanHa GnaHKa gacngp.ﬁaﬁ sﬁbi?m-ibuaa pau,npgcp“hn Wnw, géﬁéﬁéuo Konue (g criywadl, qq casnucénu & enuxpu3a ¢ fasHocm do
1 mecey npedu kaHou a{gcrzgeauengo e’ eﬁ§o§xodhmo npeacmagﬂﬁgmo Ha nagop@mopny dnaaxu} LT

AHEBHMK 38 cauoxompon*ﬁi ~BOSIHUR: aggepeu ot nexyaaums ’ennoﬁpmuqnor jnguno%eﬂue# Ha.HaBMoALLUIMe UUCK8aHUsT)
i@ " L ’%‘»
r. KPUTEPUU 3A nPEmMHAB%Hé OT E.uHi-l Bm; AHAJ'!OI'OBA CXEMA HA APYI BUO AHAJIOIOBA
CXEMA (Heobxognmo e Hanuque'rdmgua Agata Kpﬁ'repuﬂj

;ﬁiéé % .
B md 55

® e

INow metabonuteH KOHTpOR cnea npopeaeHo 6 MecevyHO NneJveHWe ¢ NpenxoAHaTa aHanoroea Cxema !
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OpUrMHanta onaHka oT NabopaTopHo KacnejBaHe ¢ NOAMUC Y NeyaT Ha nexkaps u J13 unun aaeepeHo KONWe (8 cryyvail, Ye e anucano 8
enuxkpu3a ¢ dasHocm do 1 mecely npadu kaHdudamemearnemo He e Heobxodumo npedemasaHemo Ha nabopamopHa bnanxa,.
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@MSMCKBAHMH HA H3OK NMPKW NPOBEXOAHE HA MHCYNIMHOBO NEYEHME HA 3AXAPEH AMABET TWUM 1 B U3BLHEONHWUYHATA NOMOL
- B Cuna oT 1 anpun 2021 ropuka




I. NEMEBHO-AMATHOCTUYEH ANFOPUTEM

1. JNIEKAPCTBEHW NPOAYKTW, Brnwouenn B Mpunoxenwe 1 nHa NNC, kouto H3OK zamnawa B
CLOTBETCTEUE ¢ REHCTBALMTE HOPMATUBHA AOKYMEHTH,

DDD no C30/ TepanesTuyeH Kypc — 401U
[losvposkaTa TpsafBsa Aa ce onpedens OT nekap cbobpa3sHo HYXAWTE HA NnauueHTa U ce ckobpassea ¢ BUAA HA UHCYNUHA,
CKOpOCTTa Ha HacTkNBaHe Ha edekra U NPOSLIKUTENHOCTTA Ha AeNCTBHETO.

2. NPOCNEOABAHE - curnacHo KpaTkuTe XapakTepucTUKU Ha NeKapCTBEHUTE NPOAYKTY

MPUNOXEHUE 2

1?D.EI.GW aly; He Ce npunara npu nuua nog

KpbBHo—aaxapeH npocbm;l

Tabnuuya 1
IN w—— Bb3PACTOBU OrpaHYEHUA NPEAN ANOYBAHE * | KOHTPOJ — na 6 meceua *
INSULIN: Tl ™
HUM A"E*@“ ng v x%:;{ KPBbBHO-3aXapeH npodun | KPbBHO-3axapeH npodun
% ; fﬂO’ {U/m! — 3a neua v 8b3pacTHu 3a =1
INSULI M%ﬁ“ %%kizﬁi:??aam;“ﬁ;;anpmnara npy nlia noA HbA1c§QTJ1660?JaT0pVIH HbA:. oT naboparopws,
LISPR "ﬁgﬁ 200 IU/mi - He ce npunara npw nyuanon-18 m:{g;be %?axabéH rpochn | KpbBHO-3axXapeH npocun
B ‘r,onﬁa‘m Fa
Tae Fw ﬂ‘g af‘%ﬁx’
g o1 §e§ G? npunara npu suua noa 1 ropuka — 3a HbAqumaGgpaTopqﬂ HbA+; oT nabopatopus,
0T

"’Dﬂjy — 33 MUKCTYpPa 5

t& eieu

KpbBHO-3aXapeH npotun

INSUL uh it j’ ' HbA,; oT naboharopus, HbA1; o1 nabopatopus,
GLULI%NE’ &H%c‘fnpmnara fpu faua non 6”10 ‘E@:’" .. KpbBHo-aaxépgh‘H npotun | KpbBHO-3axapeH npodun
s ﬁ 00 lU/ml - He ce npunara npuf‘nmﬁa* nop:2 B
INSULINY 4| ToAvHM HbA, %&naﬁ’é’pa%pun HbAs 0%, naboparopus,
GLAR 300 1U/m! - He ce npunara npu nn_;.[%f;fﬁdﬁ 6 Kphal-gdraakqmi‘-l npodsin Kpbz:fj%ap% Apodun
L rwwiﬁwfw A5 E}t‘ kot '
INSULIN [ R T B HbA1é§91' na@opawpm Hbhie of‘naGopa'ropmn
DETEMII%” %x';‘e ceanp Mnara ApW nMLA oA 1 :éﬁl;}"f KpbBHo-:ggXapeH npodun Kp'bBHO saxapeH npochun
INSULIN-., “of £3 "gnd ”3* 4 HbAs. oT naﬁogampma HbA1c ‘ot naGopatopus,
DEGLUQEC Lueﬂcénpmara npu nuua nop 1 ropuwa KpbBHO- 3axape|-; npogbnn Kp‘bBHO aaxapeH npodun

3axapeH po&mn I‘Ip CTEBAT CE | ‘ﬁgpumﬁglua naGopaTopHa GnaHKka UnK 3aBepeno konue. B’ cnyvadl, ye ca BIucaHu B enukpusa ¢
AABHOCT 401 Mecey nge&( Kapn TRAHE H @ HeoGxoaMMO NpeAcTasAHeTo Ha NabopaTopHK Gnaxku,

* nocoq?m&‘yémgﬁgagy& €a 2aQLIKWTONHW 3a Niua Hag 18 roauHu; 3a Aeua A0 18 rOAMHY Ce NPeACTABA CamO KPLBHO-

3 e HE
ek ey 4 m‘% xs?‘%m
¥

. osu.u% U3k CKQAHM& % ﬁ?f‘%w 4
1. B'bspac'rpgagags rpa uuan*ce ﬁgﬁu iABa, B HaaprueHu roAMHW - T.e. BKMOuUMTENH) KbM AaTaTa Ha w3fasaHe Ha
NpoTOKONas ﬁ’i’*’énei;ﬁanusn fHéTa K¢ ‘*“

2. Ipu Hasifiaqaaa‘ﬁe a"‘g paﬁ E)E\;fci}co% sagbrkuTesniHo ce cbobpasspsar ’ﬁ;ﬁpa&‘?‘oamgﬁprpaauqeuuﬂ CLIMACHO
KpaTkaTa xapgk‘rgpn : Ha e‘bméemm nexabéxsen NPORYKT, YTBLPAEHA N0 pepa Ha@nﬂ)sM

3. H30OK He 3 Mgka ne%mgmaﬁngasaHaTawabapac*roaa rpaHvua 8 KpancéTa xapax'replqemxa Ha npopayxra.

4. H30K He 3an1;kau.;a‘ne e«c&;gogifﬁ gﬁ’n %Kcmarmo paspelweHuTe no’*gpa:ma xapaxrepncmxa ‘Ha npoaykTa..

5. B cnyJaii Ha HagTbNAN ,Li ib‘aha‘ﬁeﬁg«enaHaﬁmeKa CTB @a@gﬁ’{ﬁ’hﬁ nexapsat yaegomus% WAN no pena Ha un. 184
ot 3JIMXM. Konwe f@ﬂ?ﬁm@ﬂﬁ‘émfce npﬂtug’ra KBM: Me‘q%ﬂtﬁﬁé‘xam AOKyMEHTaUMs NP1 KAHAMAATCTBAHE 38 NEYeHVe.

6. MPW CIELUMANAC Qgrs‘a h;'r @18 B T 101+ HALMOHAHEH Bﬁ’\Ml@OBﬂE{DFOBOP"’1§[m O-HC-01-4 ot 23 pekemspu
2019r. 3a MeAMuMchnT&' gHocm Mexs Hauvﬁé}cahl-@'ra mpaaﬂoocwrypwranﬁ‘a Kacav,u Bbnrapckua nekapcku cbios 3a
2020 - 2022 r. (06H., OB, pw? 62*2&‘1 2%)2 i} ma, 301, :Ha-KouTo ca nanakanip: -hPOTOKONM TIO PeAa Ha HacTosLMTe
W3YCKBaHMS, creaBa ga ce'np nar‘arw Bé’}tqm f‘ﬂeoﬁitonuyn ,qoxymehyn KaTto: ambynaTopHUTe nNUCTOBE OT
M3BLPLUSHUTE NPErnegm, BTOPUAT & SeRA nslp pT Hs&aﬁﬁéﬁum nboTpl;o]’M Konia ot ernuKPU3K, Konus oT pewerus no Allp.
Ne38, kouTo ca ocHoBaHKe 3a M3gasaHe Ha‘“ﬁpoigxom% B%uqxﬁl’ ugnbx‘baﬁj‘u Ce U3CNEenBaHWA, KOTWe OT NpunoxeHue 1 Ha
HACTOALUTE N3KCKBAHMA NONBIIHEHO NO CHLOTBETHATA TOUKA, NOANUCAHGC OT CneLuanycTa, h3aan npoTokona.

7. CNEUWAITM3MPAHATA KOMWCUA uspaea Pewexne cnieq nposegeHa AmGynatopHa npouenypa Ne 38
-Onpefenaxe Ha NNaH Ha feYeHKUe W NpOCNeAsBaHe Ha TEePaneBTWYHMA OTFOBOP MPW MNAUMEHTH, RONy4aBaly
CKBNOCTPYBALIM NEXapcTBeHu NPOSYKTH no pepa Ha un.78, 1.2 330 Ha ocHoBaHue un.53, an.1, 1.3 1 un.309 ot
HALMOHANEH PAMKOB NOMOBOP Ne PO-HC-01-4 ot 23 pekemepn 2019 r. 33 MEQWUMHCKMTE ABRHOCTM Mexay
HauuoHanHara sapasHooCUIypUTENHa Kaca W Bbhrapekust nekapcky cuios 3a 2020 — 2022 r. (06K, B, 6p.7 or 24.1.2020
r.) v npepocraeeHa ot 30J1 MeaMUMHCKa AOKYMEHTaLMA. CreunanManpaHara KOMUCHS ChXPaHABAE SANH eX3eMNNsp
oT Pewenneto. Ipy nsnasaHe Ha npotokon Ha 30J], chxpaHsaBa BTOPW EKIEMNNAD Ha MPOTOKONA, BCHYKM HEOBX0UMM
AOKYMEHTU 33 U3AaBaHeTo My W KONWe OT NPUIOXeHue 1 Ha HAacTOSKWMTE M3UCKBAHWS, NONLMAHEHO MO ChoTBeTHaTa
TOUKA ¥ NOAMMCAHO OT YUNEHOBETE HA CNEUUaNnN3UpaHaTa KOMUCHS.

Hacmosuume usuckeanus ca paspabomenu Ha ocHosaHue un. 58 om Hayuonanen pamiocs dozoeop 3a meduuuHokume OelHocmu
mexdy HauyuoHanHama sdpasroocugypumenna Kaca u Bnnzapoxu nexapeku cbios aa 2020 — 2022 r, (o6H., B, 6p.7 or 24.1.2020
r.), enuaam e cuna om 1 anpun 20212. Ha OCHoBaHUE pewenue Ng PA-HC-04-37/19.03.20212. u ommensm deficmeatyume U3UCKeaHus,
e cuna om 01.02.20202. Ha ocHosaHue pewerue Ne PI-HC-04-8/20.01.2020z.
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OPUNOXEHUE 3

AEKNAPALIUA 3A UHOOPMUPAHO CBITIACUE C USUCKBAHUSATA 3A 3ANCYBAHE/ MPOABLIMKABAHE HA
NEYMEHUETO C NEKAPCTBEHUA NPOAYKT

4%3

aBEHW;%ﬁT MEH BBAPOCK, AeKnapapam 4e:
: o ,

{e cnaseam npenoptyaHa ;,;m c;);e;né H3 NeveHue u nepwo;ququc-r Ha KOHTPORHWTE Npernean.
PegoeHo We ce sisfeaM Ha g‘bg@ﬁgnnn riperneam Hnma»gé% npomeHﬂM CaMOBOJTHO UNy NoA, APYro

. BHYLUEHNE HagHaveHara Mu Tepannﬂ‘u ,»{% M‘i;

3. {Tpn npeycraHoesBaHe Ha nequHgTo no npqunu H g;pomamhamu OT pelleHneTo Ha Komucuara 3a

ng B P3OK wivnu Ko ﬁ(iﬁcuﬁm ‘floun. 78, 1.2 o, %ggo,,meyse.u,om He3dGEBHG nuuHns cu nekap
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Heobxodumo e da ce ombenAasea ecsika npomana 8 dozama u/ LUy euda Ha UHCYRUHA.

B ronona ,3abenexka” ce enuceam acudKky ChemOsHURA, KoUmo Mozam 8a NoenuAam Ha pesynmamume om mecmoseme (3abonaeanus,
npoMeHy & uemarna, crmpecosu cumyayuu, HeobuyalHo HamoeapeaHe u dp.)

Hanacam ce dannume om nposedeHume UaMEPBaHUR HA KDDEHAMA 3aXap, Kamo ¢a 3adbiXUMEerHU oHe ecem UMepsasus Ha
KpbaHama 3axap fipe3 rnocledRus mMecel rnpedu Kandudamomeanemo.

[dHEeBHUKLT 32 CAMOKOHTPON € 3aBepeH OT:
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