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NPUIOXEHUE 1A

JIACT 3A ONPEAENSAHE HA KPUTEPUUTE 3A NPOBEXOAHE HA NEYEHUE C AHANTOrOBU UHCYNUHU
NPWU AELA 0O 18 I'. CbC 3AXAPEH OWABET TUM 1

Ume: ErH

3abenexka: meduyurckama OoxkymeHmauyusi, ydocmosepsiealua 6ceKky om Kpumepuume, e rocoyeHa ¢ uugpa 8 uHOeKC u
3a0b/mKUMENnHO NPUOpPyXasa HacMOAUOMO npusoxerue.

Mpu 3axapex auabet npu aeua o 18 . CPeACTBO Ha U3BOp e NHTeH3MDULIMPaHOTO 6a3anHo-6onycHO neyeHve ¢
6bp3oaeicTeaLy MHCYNMH Npeam BCsKO xpateHe n NPH WHCYNWH.

A. KPUTEPUN 3A NPEMWHABAHE OT KOHBEHLIVIOHAJ'!EH BEBbP30OAEUCTBALL WMHCYMH HA
BBbP30OAEUCTBALL MIHCYNUHOB AHANOT UNU OT EAWH BBbP3OAEUCTBALL MHCYSTMHOB AHANOI HA APYr
(HeoGxoaMMO e HannuKe Ha NOHe eauH OT KpUTepUUTe)

1 HeBBb3MOXHOCT 3a oanaqﬂBaHe Ha nocTnpaHauanHuTe XMnNnepriMkeMmUm C KOHBEHLMOHAaNEH
ObpsoaencTBalL MHCYNMH ' (yAOCTOBEPEHO C KpbBHO-3axapeH npocun)

2 | Hanuuve Ha yecTu xunornukemum 2

T -

opuruHanHa 6naHka oT u3creABaH KPLBHO-3axapeH NPodUN UK 3aBepeHo Konue (8 criyvall, ye ca enucaHu e enukpusa ¢ dasHocm Ao
1 mecey npedu kaHOudamemearHemo He e Heo6xo0UMO npedcmassiHemo Ha nabopamopHu 6narKu).

AHEBHUK 33 CAMOKOHTPON Ha GONHMS, 3aBEpeH OT NEKYBAaLUMA eHAOKPUHONOT (MpusToxXeHue 4 Ha HacmoswWUMe U3UCK8aHUsT)

B. KPUTEPUU 3A NPEMWHABAHE OT KOHBEHUWOHANHA MHCYIIMHOBA CMEC HA UHCYNMHOBA
AHANOIOBA CMEC MU OT EAHA AHANOIOBA CMEC HA OPYTA (Heo6xoaUMMO e Hanuuue Ha NoHe eguH oT
KputepuuTe)

HeBBb3MOXHOCT 3a OBnaasBaHe Ha NOCTNPaHAMANHNTE XMNEPTTIMKEMUM C KOHBEHLMOHANHM MHCYNMHOBU
cMecn ' (yAocToBepeHo ¢ KPBbBHO-3axapeH npodun)

2 | Hannuue Ha 4ecTu xmnornukemMmun 2

T -
opuruHanHa 6naHka ot u3cneaBaH KpLBHO-3aXapeH NPOMUN MK 3aBEPEHO KONWE (8 Cryvail, Ye ca erucaHy & enukpu3a ¢ 0asHocm 00
1 Mecey npedu kaHGudamcmearemo He e HeobxoduMo npedcmassHemo Ha nabopamopHu 6naHku).
AHEBHUK 32 CAMOKOHTPON Ha GONHUA, 3aBepeH OT NeKyBaLUNS EHAOKPUHOIION (IPUMIOXEHUE 4 HA HACMORLLME U3LCKSaHUS)

B. KPUTEPUU 3A TNMPEMWHABAHE OT BA3ANEH YOBELUKW WHCYNUH HA ABATOAEWCTBALL
MHCYNIMHOB AHANOI UNn OT EOAUH ABNIOAEUCTBALL MHCYNIMHOB AHANOI HA OPYI B PAMKWUTE HA
MHTE3N®ULIMPAHO UHCYNIMHOBO NEYEHUE (He06Xx0aMMO € Hanuuue Ha NoHe eauH oT Kputepuure):

1 | KpbBHa 3axap cyTpuH Ha rnagHo Hag 10.0 mmoll !

2 | Hannuue Ha HOLLHM XUNOrnMKeMum >

! OpurHanHa 6naxka oT U3CNEABaH KOBEHO-3aXapeH NPodUN UK 3asepeHo Konme (8 crIyyail, Ye ca 8nucaHu 8 enukpusa ¢ dagHocm 0o
1 mecey npedu kaHOudamcmearemo He e Heobxo0uMo rpedcmassHemo Ha NabopamopHU bnaHku).
AHEBHUK 33 CAMOKOHTPOMN Ha BOMNHUA, 3aBEPeH OT NEKYBALLMA eHA0KPUHONOT (MPUOXEHUe 4 Ha HACMOSILLUME U3UCK8aHUS)

r. KPUTEPUMU 3A NPEMUHABAHE OT EAUH BU AHANONOBA CXEMA HA OPYI BUO AHANIOIOBA
CXEMA (Heo6x0aMMO e HaNMYMeTo 1 Ha ABaTa KpUTepus):

Now meTaGonureH KOHTpON cnej nposeaeHo 6 MeceuHo neyeHue ¢ npeaxogHarta aHanoroea cxema !

! (YAOCTOBEPEHO C KpbBHO-3axapeH nNpodu)

2 | Hanuuue Ha yecTu xunornukemum (aHeBHW/HOWHHM) 2

! opuruHanHa GnaHka oT nabopaTopHo M3CneABaHe C NOANMC M NeyaT Ha nexaps v N3 uau 3aBepeHo Konue (8 criyval, Je e enucaHo 8
enukpu3sa ¢ dasHocm do 1 mecey npedu kaHOudamemeaHemo He e HeobxodumMo npedcmassHemo Ha nabopamopHa 6r1aHKa).
AHEBHUK 32 CAMOKOHTPON Ha GONHUSA, 3aBEPEH OT NEeKyBaLLUA eHAOKPUHONOT (Mpusnoxerue 4)

OTI’OBapH Ha KPUTEPUUTE 3a NEHEHUeTO C ... ... ................... ... B AHeBHa [03a
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NPUNOXEHHUE 2

[. NEHEBHO-AUATHOCTUYEH ANFOPUTBHM

1.JJEKAPCTBEHN NMPOLYKTWU, BknioyeHu B Npunoxenve 1 Ha MNC, kouto H3OK 3annawa s
CBLOTBETCTBUE C ASUCTBAILUTE HOPMATUBHU OKYMEHTH.

DDD no C30/ TepaneBTudeH Kypc — 401U

Hosnposkara Tpsbaa na ce onpeaens oT riekap cboBpazHO HYXauTe Ha nauveHTa u ce cbobpassea C BUAA Ha MHCYMHA,
CKOPOCTTa Ha HaCTbrBaHe Ha eddekTa U NPOABLIKUTENHOCTTA Ha AeCTBUETO.

2. NPOCNEQABAHE - cbrnacHo KpaTkUTe XapakTeprUCTVKM Ha NeKapCTBEHUTE MPOAYKTH
Ta6nuya 1

INN Bb3pacToOBMU OrpaHUYEeHUs NPEAN 3ANOYBAHE * KOHTPON - Ha 6 meceua *
INSULIN
HUMAN KpbBHO-3axapeH npocun KpbBHO-3axapeH npodun
100 IU/ml - 3a geua v Bb3pacTHu 3a
INSULIN GbpsogencTsaly; He ce npunara npu HbA1. oT nabopatopus, HbA1. ot naBopaTtopus,
LISPRO nuya nog 12 roamHu 3a MUKCTYpa ceptucuumpana no BHCBOK, ceptucduumpana no BHCBOK,
200 IU/ml - He ce npunara npu nuua KPbBHO-3axapeH npocun KpbBHO-3axapeH npodun
noa 18 roguHn
He ce npunara npuy nvua noj, 2
INSULIN ro,quwFi 3a 6bpgoneﬁLéTBauﬁ.lr He ce HbA+c o nabopatopus, HbA:. ot naGoparopus,
ASPART npunara npu nuua nog 10 roﬁunu - ceptucuumpana no BHCBOK, ceptucnumpana no BHCBOK,
33 MUAKCTYPa KpbBHO-3axapeH npocun KpbBHO-3axapeH npogun
HbA1. oT nabopartopus, HbA . oT nabopatopus,
gl.slgle]'S':NE ?: (;Ii;lpunara npu nvua noa 6 ceptucuumpana no BHCBOK, ceptucnumpana no BHCBOK,
A KpbBHO-3axapeH npodun KpBLBHO-3axapeH npogun
INSULIN ;20 ;U!SIIM'H:e C€ npunara npu nuua HbA;. oT nabopatopus, HbA. oT nabopaTopus,
GLARGINE A A cepTudunumpana no BHCBOK, ceptudunumpana no BHCBOK,
300 IU/ml - He ce npunara np nuLa KpbBHO-3axapeH npocun KpbBHO-3axapeH npodun
nog, 18 roguHu
HbA. oT nabopaTopus, HbA:. oT nabopaTopus,
ngSTUEIRLTR I’_‘: c;ier:pwnara npu nuua nop 1 cepTuduumpara no BHCBOK, ceptuduumpana no BHCBOK,
A KpbBHO-3axapeH npodun KpbBHO-3axapeH npodgun
HbA:. oT nabopaTopus, HbA. oT nabopaTopus,
:;JESCl;JLLLIJ'\IlJEC re ie gpmnara npu muua noa 1 cepTudunumpara no BHCBOK, cepTucmumpana no BHCBOK,
OAMH KpbBHO-3axapeH npodun KpbBHO-3axapeH npodun

* MocoueHuTe nacneaBaHUA ca 3aALAXUTENTHU 3a NMuUa Hagd 18 roauHu; 3a Aeua 40 18 roguHn ce npencraBa camo KPbBHO-
3axapeH npodun. MNpeacTasaT ce Ha opuriHanHa naopatopHa 6nakrka unu sasepeHo konue. B cny4ai, Ye ca BNUCaHWU B €NUKpU3a ¢
AaBHOCT A0 1 Mecel,. AC AaTaTa Ha 3aBaHe Ha NPOTOKONA HE € HEOBXOAMMO NPEACTABAHETO Ha nabopaTopH GraHku.

Il. OB UBNCKBAHUA

1. Bb3pacToBaTta rpaHMUa Ce M3WWCNSBa B HaBbPLUEHW OAVHA - T.€. BKMIOYMTENHO KbM AaTaTa Ha M3faBaHe Ha
NpOTOKOMa OT cneuuanuaupaHaTa KoMIMCUs.

2. MNpu HasHauyaBaHe Ha Tepanus No NPOTOKON 3a4BLINKUTENHO Ce CLOBPAa3ABAT BL3PACTOBUTE OrPaHUUYEHUS, CLINACHO
KpaTkaTa xapakTepucTuka Ha CbOTBETHUA NekapcTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3/IMXM.

3. H30K He 3annalya neveHne U3BbLH yka3aHaTa Bb3pacToBa rpaHuLa B KpaTkaTa XapakTepucTika Ha NpoayKTa.

4. H30K He 3annawa neyerue ¢ 4031 Ha/, MAKCUMArHO Pa3peLueHinTe No KPaTka xapakTepucTika Ha npoayKTa.

5. B cnyyan Ha HacTbnuna nofo3upaHa HexenaHa nekapcTeeHa peakLus, NekapsT yseaomsisa MAJl no pepa Ha un. 184
oT 3/INXM. Konue ot cboblueHneTo ce npunara KbM MeauUMHCKaTa nokymentaumsa Ha 330J1 npu kaHauaartcTeaHe 3a
nevenwue.

6. MPU CNELMAINUCTA, cbrn. un. 158 B, T. 1 ot HP[] 3a MeauuuHckuTe AenHocTt 2015 r. (o6H. OB 6p. 6 oT
23.01.2015 r.), Ha 30J1, Ha KOUTO ca u3naBaHu MAPOTOKOSIN NO peAa Ha HacTOsILUTE M3UCKBAHUA, crieasa ga ce
npunarat BCUMYKU HEOBXOAUMW AOKYMEHTM KaTo: aMOynaTOpHUTE NUCTOBE OT M3BLPLUEHWUTE Nperneau, BTOPWST
€K3eMnnap OT M3fafeHUTe NPOTOKONMW, KOMMA OT ENWKPU3aW, eKCNepTHU CTaHOBWLA W APYrM ACKYMEHTWU, KOWTO ca
OCHOBaHMe 3a u3faBaHe Ha NPOTOKOM, BCUYKM U3WUCKBALLM Ce u3cneaBaHWs, Konve oT npunoxexwue 1A/ 16/ 1B Ha
HacToALUMTE IUCKBAHWUA NONBLITHEHO MO CLOTBETHATA TOYKA, NOANMCAHO OT CreuwanncTa, nagan NpoTokona.
3abenexka: Yyactueto Ha 30J1 B KIMHWYHM NPOYYBAaHMA He NPOMEHS HEOBXOAMMOCTTa OT cnasBaHe Ha
u3sncksanusaTa Ha H3OK npu npoeexaaHe Ha neyeHue Ha 3axapeH AnabeT TMN 1 B U3BBLHEONHUYHATA NOMOLL,.

Hacmosuwume usuckeanus ca paspabomeHu Ha ocHosaHue 4i1. 56 om Hayuonanex pamkos 002080p 3a MeduuuHCKUMe
OediHocmu 3a 2015 zoduna (06H., 1B, 6p. 6 om 23.01.2015 e. ) u enuzam e cuna om 1 ¢gpespyapu 2016 2., cbenacHo uil.
10 Ha Haped6a Ne 10 om 24 mapm 2009 2. 3a ycriogusima u peda 3a 3annawaHe Ha nexapcemeHu npodykmu no . 262,
an. 6, m. 1 om 3akoHa 3a nekapcmeeHume nPodykmu 8 xymaHHama meduyuHa, Ha meduuuHeku u3lenus u OuemuyHu
XpaHu 3a crneyuanHu MeOuUUHCKU yenu (06H., OB, 6p. 31 om 2007 2.).
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MPUNOXEHUE 3

AEKIAPALIUA 3A UHOOPMUPAHO CBIMACUE C UBUCKBAHUSITA 3A 3AMOYBAHE/ NPOABMKABAHE HA

NEYEHMUETO C JIEKAPCTBEHUA NMPOAYKT

Cnei Karo ce 3ano3Hax C usnata Mu npepocraBeHa Mchopmauvm W uenta Ha neYeHWeTo C nekapcTeeHus

NPoAYKT

.............................................................................................................. W Ccnea Kato nonyyux us4depnatenHu

OTroBOpPU Ha NocTtaBeHUTe OT MeH BBMPOCH, AeKnapupam Ye:

1. UWe cnassam npenopbyaHaTa Mt CXEMA HA NEYEHME U NEPUOANYHOCT Ha KOHTPORnHWUTE Nperneau.

2. PepoBHo Le ce fBiBaM Ha KOHTPOMHY Npernean  HAMa 4a NPOMEHSIM CaMOBOMHO UMK noa Apyro
BHYLLIEHWE Ha3HaveHaTa M1 Tepanus.

3. MNpu npeycTaHoBsABaHe Ha NEYEHUETO MO MPUYNHW, HENPOMSTUYALLM OT PELLEHMETO Ha KoMucusTa 3a
ekcneptusn 8 P30K nunu Komucuata no un. 78, 7.2 ot 330, we yBeAOMS He3abaBHO Nu4HWS cK nekap
1 P3OK 1 we BbpHa B P30OK nocneaHus NnpoToKon, 1o KOWTO CbM nonydyasan/a nexapcTeeHUs NPOAYKT.

4. [lpu HecnassaHe Ha NOCOYEHUTE YCMOBUA NTEYEHMETO MU C YIOMEHATUS NeKapcTBEH NPOAYKT e 6bae

NpeKpaTeHo 1 HaMa Aa uMam npeteHumu kbm H30K.

8
U3NCKBAHUA HA H3OK NPW U3JABAHE HA MPOTOKONW 3A NIEYEHUE HA 3AXAPEH OWABET TUM 1 B N3BBHEONHUUYHATA
NOMOLL - 8 cuna ot 1 despyapy 2016 roguHa
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NPUNOXEHUE 4
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Heobxodumo e da ce ombenssea scsika npomsHa 8 003ama u/ unu 6uda Ha UHCYnuHa.

B konowa ,3abenexka” ce enuceam ecuyKu CbCMOSHUS, KOUMO Mo2am 0a rnoenussm Ha pesynmamume om mecmoseme (3abonseaHusi,
npoMeru & duemama, Cmpecosu Cumyayuu, Heobu4aiiHo HamoeapeaHe u op.)

HaHacsm ce danHume om nposedeHume usmepsaHus Ha KpbeHama 3axap, kamo ca 3adbimKumenHu rnoHe decem UMepeaHus Ha
KpbeHama 3axap npes rnocrnedHus mecey npedu kaHdudamcmeaHemo.

[AHeBHUKBLT 3a CaMOKOHTPOI € 3aBepeH oOT:

“1
Py 9
@‘ VBWUCKBAHUSA HA H30K NPU U3NABAHE HA NPOTOKONW 3A NEYEHWUE HA 3AXAPEH AWABET TUN 1 B U3BBHBEONHUYHATA
NMOMOLL - & cuna oT 1 hespyapu 2016 roguHa
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M3UCKBAHUA HA H30K
NPU U3NABAHE HA MPOTOKONN 3A MPOBEXOAHE HA UHCYNIMHOBO NEYEHUE NMPU
3AXAPEH OWABET TUN 1

MpoTokonbT ce M3gasa OT cneUManUCTM ¢ kog Ha cneunanHoct 05 (enpgokpuHonorus u 6GonecTu Ha
obmsHaTa) u 34 (neTcka eHOOKPMHONOMMA M GonecTH Ha obmsaHaTta), pabotewmn no gorosop ¢ H30K unu or
cneunanusvMpaHa komucuss B nevyeGHM 3aBeneHuss 3a GONHMYHA nomMoly, cknwyunu gorosop ¢ H3OK.
CneunanusnpaHute KOMMCHMM Ce Cb3aaBaT CbC 3anoBeA Ha AuvpeKkTOpa Ha ne4ebHOTO 3aBepaeHwe 3y -
KNUHUKa/oTAGNEHNE NO eHAOKPUHONOTUS.

I. PEQ] 3A 3ABEPABAHE HA NMPOTOKONUTE

MpoTokonu 3a npogLInkaBaHe Ha TepanusaTa C aHanorosBu UHCynuHN Ao obtua fosa 80 U

cneuvanucT, cknoumn =“lpoTokon 3a NpeAnucBaHe Ha NekapcTaa, | 3asepkas
porosop ¢ H30OK > 3annawaxu oT H30OK/P30OK” — 06p. M3-H30K P30K

MpoTokonu 3a noBulWaBaHe Ha obLjaTa A03a AaHANOroBU MHCYNUHK Hag 80 1U

=CtaHOBMUuWE OT €HAOKpMHONOra € ficCHa MeauuuHcKa

MOTUBaUMA 3a HeobxoaumocTTa OT yBenunyaBaHe Ha

no3sarta Komucusa sa
cneumanucT, cKnoyun ="AMBynaTopeH NUCT UM eTanHa enuKpU3a ¢ BCUYKM eKcnepTusn B
aorosop ¢ H30K —» | HeoOxoaumu uscnegBaHus cbobpasHo Tabnuua 1 P30K
(npunoxexune 2)
« 3aBepka B
*‘llpoToKON  3a npeanucBaHe Ha  NeKapcTsa, P30K

sannawanu ot H30OK/P30K” — 06p. M3-H30K

npOTOKOnM 3a 3anovBaHe Ha Tepanusa C aHaNOroBu MHCYMWUHW NpHU:
. npeMuHaBaHe 0T KOHBEHLUWOHASTHU MHCYNUHW KbM aHanoroBn MHCYITMHW
" CMsiHa Ha €[iMH OT NpuNaraHUTe KOHBEHLIMOHANHK MHCYNWHU C aHanoros npu 3ana3gaHe Ha apyrua npunarad
KOHBEHLUMOHaNeH WHCYNWUH

cneumnanncT, CKnYun sAM6ynaTopeH NMCT WNM eTanHa enukpusa Wnu
foroeop ¢ H30OK —» | enukpusa ot BI3 ¢ BCuuKM Heobxoanumu uscneasaHus
cbobpasHo Tabnuua 1 (npunoxetue 2)

s[lonbnHeHo ¥ nognucaHo npunoxexue 1/ 1A

=‘llpoTtokon 3a npeanuceaHe Ha nekapcTsa, 3annallaHu

oT H3OK/P30K" — 06p. M3-H30K Komucus 3a
i eKcnepTUan
| BP30K
=EKCNepTHO CTAHOBMIYE C ACHA MEAULMHCKA MOTUBALMS
3a HeobxoguMoOCTTa OT 3anouBaHe Ha Tepanus C 3aBepKa B
cneuvanvanpaHa KoMucus aHanoroay NHCyNWHU P30K

— > sEnukpm3a ot BM3 ¢ Bcuukn HeobxoaMmMn U3cneaBaHus

¢bobpasno Tabnuua 1 (npunoxenue 2)

=[TonbnHeHo 1 NnoanucaKo npunoxexnue 1/1A
*“[pOTOKON 3a NpeanuCBaHe Ha fekapcTBa, 3annawaHu
o1 H3OK/P30OK' - obp. M3-H3OK (nognucaH ot
YrneHoBeTe Ha KOMUCHATA)

- Y. 2
@‘ WU3NCKBAHWMA HA H3OK NPU U3LABAHE HA NPOTOKONMW 3A IEYEHUE HA 3AXAPEH AWMABET TUMN 1 B U3BBLHBEONMHUYHATA
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lMpoTokonu 3a 3ano4BaHe Ha Tepanus ¢ aHanorosu MHCYINUHW npm:
"  CMsiHa Ha eavH C ApYr aHanoros UHCYMUH
" CMfAHa Ha e4VH BMA aHanoroBa Cxema Ha Jpyr Bif aHarorosa cxema

CMIEUMANNCT, CKIIOYNT A0TOBOP sAMbOynaTopeH NWUCT wNKU eTanHa enuKkpusa unu
¢ H30K — | enukpusa ot BJ13 ¢ BcuukM HeobxoauMK uscneagaHus
cbobpasHo Tabnuua 1 (npunoxexue 2)

s[lonbnHeHo v NnoanucaHo npunoxenue 1/ 1A

«‘[lpoTokon 3a npeanuceaHe Ha nekapcrea,

sannatyam ot H30K/P30K” - 06p. M3-H30K Kommcus no
yn.78, 1.2 ot

. 330 B LY Ha

H30K

*EkcnepTHO CTaHOBUWE C #AcCHA MeavuvHCKa

MoTMBaunA 3a HeobxoAMMOCTTa OT 3anouvBaHe Ha 3aBepka B

Tepanusa c aHanoroBy UHCYMHA P30K

sEnukpu3sa ot BN13 ¢ Bcuyku Heobxoanmu

crneuvanu3mpana KoMmcus uscnesBaHus cbobpasHo Tabnuua 1 (npunoxexue
> 2
=[lombnHEHO U NOANUCAHO NpunoxeHne 1/1A

*‘[I[poTokon 3a npeanuceaHe Ha  nekapcTsa,
3annawann ot H3O0K/P30K” - obp. M3-H30K
(MoanucaH oT YNeHoBETe Ha KOMUCHATA)

Il. OBLLUW NONOXEHUA
1. 301 nopaBa noproTBeHuTe AOKymeHTM B P30K, Ha TEpUTOPUATA Ha KOATO e Hanpasuno u3bop uHa OMNII.
[okymeHTUTE BKNIOYBAT:
1.1 3anasnexue ao AupekTopa Ha P3OK.
1.2 MonbnHeHo n nognucaHo npunoxexue 1/ 1A — cbHOTBETHO Ha neyeHUeToO, 33 KOETO Ce KaHAuaaTcTBa.
Monbnea ce no CbLOTBETHATa Touka W Ce Mpunara oTpaseHata B UMAPOB MHAEGKC MEAVLMHCKA AOKyMeHTaums,
yAoCTOBEpsIBALLIA BCEKU €AUH OT KpUTEPUUTE.
1.3 NunHusT Habop nscneaBarus (HU3KKANHW, UHCTPYMEHTANHW M NabopaTopHu), OTPaseH B npurioxeHwe 2 c
AABHOCT A0 eAWH Mecell.
1.4 “MpoTokon 3a npeanucsaHe Ha nekapcTea, 3annawanu ot H3OK/P30K” — o6p. M3-H3OK, napageH ot
nexaps cneuuanuct. lNpu HeoBxoauMocT ot ekcneptnsa oT KomucusaTa no un. 78, 1.2 ot 330, P30OK usnpawa B
H3OK konue Ha npoTtokona. MpoToKONBLT 3aALIMKUTENHO C& NOAMMCBA OT BCUYKW UNEHOBE Ha KOMUCMSTA B cnyvauTe
NocoYeHn B T. |
1.5 [eknapauus 3a nndopmupaHo cbrnacue no obpasew (npunoxeHme 3)
1.6 MNpunoxexue 4 - nonuriHeHo ot 330J1 M 3aBepeHO ¢ NOAMKC M NeYaT Ha EHAOKPUHONOra
2. P30K npuema fokymeHTuTe no T. 1 cnep cnpaBka OTHOCHO 3APaBHOOCUIYPUTENHUSA cTaTyC Ha 30/.
3. flo nonyyaBaHe Ha peweHue oT komucuaTa B LIY Ha H3OK 301 npoabnxasBa neuenwe ¢ nekapcTBeH/n
NPOAYKT/MH, C KOUTO e NPOBEXAAT fIeYeHMeTO 10 MOMEHTa Ha NofaBaHe Ha Monbarta n AokymeHTUTEe B P30K.
4. ONUCaHMAT NbREeH KOMNMEeKT AOKYMEHTH Ce M3UCKBA B CryyauTe, NPU KOMTO € yka3aHa Heo6XOAMMOCT OT
peiweHne Ha Komucus 3a ekcneptuau B P3OK unu Komucusita no un. 78, 1. 2 ot 330 B LY Ha H3OK. MNpwu 3aBepka
B P30K ce npeactass nporokona u konue oT aM6ynaTopHUA NUCT OT NOCNERHUA npernea npu cneyuanmcr.

MNpu nayuenmu ¢ Hasnavyena mepanus @ Yyw6una Oa ce npedcmaeam meduyuHcku dokyMeHmu ¢ daeHocm 9o
180 Onu npedu kaHOudamcmaeaane.
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NACT 3A ONPERENSAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE C AHANIOIOBW UHCYSTUHK
NPW BONHU HAZ 18 . CBC 3AXAPEH AUMABET TWM 1

[Mme: (] | [ T [ [ [ [ T ]

]

3abenexka: meduyuHckama OokymeHmayus, ydocmosepsisawa eceku Om Kpumepuume, € rocoyeHa uugpa 8 uHoexc u
3adbrKumernHo npudpyxaea HaCMoSWOMo npunoxeHue

Mpu 3axapeH amaber TMn 1 cpeacTBo Ha w3bBop e WHTeH3WcbmumMpaHoTo 6asanHo-6onycHo neveHve ¢
Obp3soaeitcTealy MHCYMH npeau Besiko xpaHeHe u NPH WHCYNUH, OCBEH B CnyvauTe KOraTo: nauMeHTbT He Xenae
NPOBEXAaHe Ha UHTEH3UPULIMPAHO feYeHne; rbBKABOCTTA B EXEAHEBUETO He € OT 3HaueHUe NPy BWCOK OCTaTb4eH
CEKpeTopeH KanaumTteT Ha 6eTa kneTkuTe.

KpuTepuu 3a 3anoysaHe Ha neyeHue ¢ aHaNorosu nHcynuHu - 30J1 cneaBa ga ca nposeny NoHe 6 MECEYHO NeveHue
C KOHBEHUMOHANHU WHCYNWHW. Mpu npemMuHaBaHe kbm aHanor H30K 3annawa obwa no3a, cLOTBeTCTBallA Ha
u3nonssaHarta Ao MomeHTa. flpu HeO6XOAMMOCT OT 3anousaHe ¢ NO-BMCOKA A03a Aa ce npeacrasu 3agbnéoyeHa
MeAUUMHCKA apryMeHTauMsa 3a ToBa.

lNpu 6pemeHHOCT He ce Hanara ekcnepTU3a Npu npeMuHaBaHe OT 6Lp3onencTBaly aHanoros uHcynuH Insulin
glulisine Ha Aapyr 6bp3ogencTBalw aHanoros uHcynuH Insulin Lispo unu Insulin Aspart n ot abnrogencreawy
aHanoros MHCYNUH Insulin glargine kM Apyr abnrogencTaall aHanoros nHcynuH Insulin detemir.

A. KPUTEPUU 3A NPEMWUHABAHE OT KOHBEHLIMOHANEH BBbP3OJENCTBALL WHCYNWUH HA
BbP3OAEUCTBALL MHCYITMHOB AHANOI UNKW OT EAMH BBbP30AEUCTBALL MHCYNUHOB AHANOI HA APYT
(Heo6x0ANMO € HanM4Me Ha NOHe ABa OT KPUTEPHUUTE)

1 | Now meTaBonuten KoHTpon HbA:. Haa 9%, ot nabopaTopus, cepTudULMpaHa no BEHCBOK)'

HeBb3MOXKHOCT 3a oOBnagsBaHe Ha MOCTNPaHAWANHUTE XWNEPrIMKEMMW C  KOHBEHLMOHAneH
2 | 6bp30AEACTBAL MHCYMMH UM C NpUnaraH1st Gbp3oAeNCTBALL aHaNor (YAOCTOBEPEHO C KPbBHO-3aXapeH

npocun)

3 | Yectn gHeBHM XunornmkemMum s

T opuruHanHa GnaHka ot nabopaTopHO U3CNEABaHE C NOANKUC M NeyaT Ha nekaps v J13 unu 3aBepeHo Konue (& cryvad, Ye e 8nucaHo 8
enukpu3a ¢ daeHocm 8o 1 mecey npedu kaHOudamcmeaHemo He € HeobxoduMo NpedcmassaHemo Ha nabopamopHa bnavka)
opuruHanHa GnaHka oT KpLBHO-3aXapeH MPOoUN C NOHE TP M3MEPEHNU KPBEHM 3aXapW C NOCOYEHM YAaCOBE HAa W3CMEABAaHWSTA (OT
KOUTO EAHOTO U3CneABaHe 3aAbIKUTENHO fa € 2 Yaca Cnej xpaHeHe) C NOANUC W NevaT Ha nekaps # J13 unu 3asepeHo konue (8
cnyyali, ye ca enucaHu e enukpusa ¢ daeHocm 00 1 Mecey npedu kandudamcmeaHemo He e HeobXoduMo npedcmaeaHemo Ha
nabopamopHu 6naHku)
A4HEBHUK 3a CAMOKOHTPON Ha GONHIS, 3aBePeH OT NeKyBaLUUR €HAOKPUHONOT (TpUsoxeHue 4)

B. KPUTEPUU 3A NPEMUHABAHE OT KOHBEHLUUOHAINIHA WHCYNMUHOBA CMEC HA WHCYNWHOBA
AHAJIOFOBA CMEC U OT EAHA AHAJIOFOBA CMEC HA [PYTA (3agbLnXuTeneH e KpuTepuii 2 nroc noHe
€0MH OT oCTaHanuTe KpUTepum)

1 | Now metabonuten koHTpon (HbA:. Haa 9% ot naboparopus, cepTuduumpara no GHCBOK)'

HeBb3MOXHOCT 3a oBnagnsaHe Ha NOCTRpPaHAWANHUTE XUNEPrruKeMUU C KOHBEHLUWOHANHU NHCYNUHOBW

2
CMECW un ¢ NnpunaraHara MHCYyNMHOBa aHanoropa cmec

3 | Hanuune Ha yectvt xXunornukeMum (QHeBHW/HOLLHMK) 3

! OpuruHanHa 6naxka ot nabopaTopHO M3CNeaBaHe G NOANKUC W NeYaT Ha nekaps 1 J13 WnK 3aBepeHo Konue (8 Criyyad, Ye e 8nucaHo 8
enukpu3a ¢ 0aeHocm 0o 1 Mecey npedu kaHoudamemearemo He e Heobx00uMo NPedcmassHemo Ha nabopamopHa 6raHka)
OpurvHanHa Gnawka oT kpLBHO-3axapeH NPOGUN C NOHE TPW W3MEPEHN KPLBHM 3aXaph C NOCOMEHU YACOBE HA W3CHEABAHMATA (ot
KOUTO EAHOTO M3CNEeABaHe 3aAbIKUTENHO Ja e 2 Yaca Criej XpaHeHe) € MOANUC U nevyat Ha nekaps u JI3 wnn 3asepeHo konue (8
cnyval, 4e ca enucaHu e enukpusa c¢ dasHocm G0 1 mecey npedu kaHOUAamcmeaHemo He e HeobX0dUMO npedcmassiHemo Ha
niabopamopHu 6naHku)
AHEBHUK 33 CaMOKOHTPON Ha BoNHUs, 3aBEpPeH OT NekyBaLLWUA eHAOKDUHONOT (MPUIOXeHUE 4)
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B. KPUTEPUW 3A MPEMUHABAHE OT _BA3AINEH YOBELWUKA WHCYNWH HA ABLIrOAENCTBALY
WHCYNUHOB AHANOI WUNK OT EAWH AbNrONEUCTBALL MHCYNMHOB AHANOI HA APYF B PAMKWUTE HA
WHTE3UOULNPAHO UHCYNMHOBO NNEYEHUE {Heo6xoanMo e Hanuuyme Ha NoHe aBa oT KpuTepuure):

Now metabonuten koHTpon (HbA+. Hag 9 % ot naboparopus, ceptucnumpana no BHCBOK)'

Hanuuue Ha HOLWHU XUNOTNUKeMUU 3

1

2 | KpbBHa 3axap cyTpuH Ha rnaaHo Hag 10.0 mmol/l 2
3

T

OpurnHanta 6naHka oT nabopaTopHO M3CNeABaHe C NOAMWUC U NeyaT Ha nekaps u 13 unun 3aeepeHo konue (g criyyal, ye e 8r1ucaHo e
enukpusa ¢ dasHocm Go 1 Mecey npedu kaHOUAaMCMEBaHEMO He e HEOBX0dUMO npedcmassHemo Ha nabopamopHa 6rarka)

opurvHanHa GnaHka OT KPbBHO-3aXapeH Npodvn C noHe Tpu U3MEPEHN KPBBHW 3axapn C NOCOYEHW YacoBE Ha W3CNEABAHWUNTA C
NOANMC W neyaT Ha nekaps u f13 unu 3aBepeHo Konue (e criywad, 4e ca enucaHu e enukpusza ¢ OaeHocm do 1 mecey npedu
katOuGamemearemo He e HeobxoduMO npedcmassiHemo Ha nabopamopHu 6naHku)

AHEBHUK 32 CAMOKOHTPON Ha BONHUsA, 3aBEPEH OT NeKyBALUNS HAOKPUHONON (IPUIIOXeHUEe 4)

. KPUTEPUU 3A NMPEMUHABAHE OT EUH BU[] AHANIOIMOBA CXEMA HA APYIr BUA AHANOIOBA
CXEMA (Heo6x0aMMO € HanMuMe Ha NoHe eauH oOT KpuTepuurte):

INow mera6onuten koHTpon (HbA:. Hag 9 % ot nabopatopus, ceptucpuumpana no BHCBOK) 1 nunca Ha
npomsaHa Ha HbA1c, unu nosuwenne Ha HbA1C unu cHmxenne Ha HbA1c ¢ noa 0.5% cnep nposeaeHo 6
MECEUHO JleyeHue ¢ npeaxopHaTa aHanorosa cxema, [4okasaHo OT nabopatopus, cepTudMuMpaHa no
BHCBOK

2 | Hanuuve Ha yecT XxunornukemMun (AHeBHU/HOUWHM) °

1oplzlrvmam-wc GnaHku ot nabopatopHu uacnegsanua Ha HbA4. ¢ noanuc u nevar Ha nekaps n J13 nnn 3aBepeHn KOnUs _ aKTyanHo ¢
A8BHOCT 40 1 Mecel NpeAn KaWAWAATCTBAaHE M OT NPEAXOAHATA aHaroroBa CXeMma fpes nocneaHute 6 meceua (8 cryval, ve
akmyasnHomo u3cfiedeaHe e énucaHo e enukpusa c 0aeHocm 3o 1 Mecey npedu kaHAUOamMcmeaHemo u/unu uscredsaHemo npedu 6
Meceya e enucaHo g enukpusa, He e Heobxolumo npedcmassHemo Ha nabopamopa bnatrka)
AHEBHUK 32 CAMOKOHTPON Ha BoNHMsA, 3aBEPEH OT NeKyBaLMA eHAOKPUHONOT (NPUAXEHUe 4)
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