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M3UCKBAHUA HA H30K
MPU U3AABAHE HA NPOTOKOINM 3A NPOBEXAAHE HA UHCYNIMHOBO JIEYEHUE NPU
3AXAPEH OWABET TUI 1

MMpoToKONbT Ce W3AaBa OT CMEUMAnUCTM C KOA Ha cneuuanHocT 05 (eHaokpuHonorus u Gonectn Ha
obmsaHaTa) M 34 (neTcka eHAOKpPUHOMorus u GonectTn Ha oGmsHara), paGotewu no porosop ¢ H3OK wunum or
cneumanuaupaHa KOMUCMS B neue6GHM 3aBegeHus 3a GonHuuHa nomow, ckmiownnu porosop ¢ H3OK.
CreuvanuaupaHuTe KOMMCMM Ce Cb3aaBaT CbC 3anoBes Ha AupekTopa Ha neuebHoTo 3aseaexve (J13) —
KNUHUKa/oTAeneHue nNo eHAOKPUHONOrUs.

. PEQ, 3A 3ABEPABAHE HA NPOTOKONWUTE

Mpotokonu 3a npoAbMKxaBaHe Ha TepanusATa C aHanoroBu MHCynuHM 4o obuia aosa 80 IU

CneuuanucT, CKnYun =“[poToKkoN 3a NpeanucBaHe Ha NekapcTea, 3aBepka B
Aporoeop ¢ H30K » | sannawanu ot H3OK/P3OK” — 06p. M3-H30K — P30K

MpoTokonu 3a noBuwwaBaHe Ha oblaTa A03a aHanNorosu MHCYNuHK Haa 80 IU

=AMOynaTopeH JMCT OT CMeuuanuct C  BCUYKW

HeobxoauMu n3cneaBaHusi, Cbob6pasHo Tabnuua 1 Komucus 3a

(npunoxeHue 2) u ficHa MeaMUMHCKa MOTMBauWA 3a eKcnepTnan B
CcneunanucT, cknlounn HeobxoauMocTTa OT yBenuuaBaHe Ha aosarta P30K
porosop ¢ H30K = >

=“[lpotokon 3a npeanUCcBaHe Ha  NekapcTea, 3aBepka B

3annawaxm ot H3OK/P3OK” — 06p. M3-H30K P30K

MpoTtokonu 3a 3anoysaHe Ha Tepanusa C aHanoroBu UHCYNMUHN Npu:
L npemMmuHaBaHe OT KOHBEHUWOHANHU MHCYNTUHU KbM aHanoroBu UHCYNUHU
® CMsHa Ha eavH OT npunaraHuTe KOHBEHLUVOHANHU MHCYNUHU C aHanoros Npu 3anassaHe Ha ApYyrus npunarax
KOHBEHUUOHaNEH WHCYNuH
- CMSIHA Ha eiVH C ApYr aHanoros UHCYNUH

cneunanuct, CKn4vun =sAMBynaTopeH NIUCT C BCU4KM HEOBX0AUMU U3cneaBaHus

Aorosop ¢ H30K » cbobpa3Ho Tabnuua 1 (npunoxeHue 2)
; =[MonbnHeHo u nognucaHo npunoxexue 1/ 1A
=“[IpoToKON 3a NpeanucBaHe Ha NekapcTea, 3annawaHu Komucus 3a
IE, ot H30OK/P30K” — 06p. M3-H30K €KcnepTusn
B P30K
*PeweHne Ha cneuuanuanpaHa KOMUCUA C sCHa 3aBepka B
gacLmMallypana komuchs ——3p | MeguuuHCKa MOTMBauMs 3a  HeobxogumocTrta  OT P30l?

3anoy4saHe Ha Tepanus C aHanoroBy WHCYNUHU
=Enukpusa ot J1I3BI ¢ Bcuuku Heobxoanmmn u3cneasaHus
cbobpa3Ho Tabnuua 1 (npunoxexue 2)

=[lonbnHEeHo 1 NoANUCaHoO npunoxexue 1/1A
=“IpoTokon 3a npeanucBaHe Ha NekapcTea, 3annaliaHn
oT H3OK/P30OK” — 06p. M3-H30K

., |
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aHanorosa cxema

MpoTokonu 3a 3anouYsaHe Ha Tepanus C aHaNoroBuU MHCYNUHK NPU CMAHA Ha €4UH BUA aHanoroea cxema C apyr sua

CneuuanmucT, CKiYun Aorosop
¢ H30K L

wnu

cneuvanuanpaHa KoMucusa >

Il. OBLL NONOXEHUA

=AMGynaTopeH nMCT C BCUYKM  Heobxoaumu
nacnegBaHus cvobpasHo Tabnuua 1 (npunoxeHue
2)

=MonbnHeHo u nognucaxo npunoxexue 1/ 1A
=‘[l[poTokon 3a npeanNuCBaHe Ha  nekapcrea,
3annawanu ot H30K/P30K” — 06p. M3-H30K

Komucus no
un. 78, 1.2 07
330 B LY Ha
H30K

= PeweHuWe Ha cneuuanuMpaHa KOMMCUA C sicHa
MEeAWUMHCKa MOoTUBaUus 32 HeobxogumocTta oOT
3ano4BaHe Ha Tepanusi C aHanoroBu UHCYNMUHN
=Enukpusa ot BJ13 c Bcuuku Heobxoaummn
nscneapaHusa cbobpasHo Tabnuua 1 (npunoxexnue
2)

=[lonbnHeHo 1 nognucaHo npunoxexue 1/1A
=“[lpotokon 3a npeanMCBaHe Ha NekapcTea,
3annawanu ot H3OK/P30K” — 06p. M3-H30K

3aBepka B
P30K

1. 3011 nopaBa nogrotBeHute AokymeHTn B P30OK, Ha TeputopusTa Ha KOATO € Hanpasuno u36op Ha Ol

[lokyMeHTUTe BKNIOYBaT:
1.1 3asBnexue ao Aupektopa Ha P30OK.

1.2 MonbnHeHo u noanucaHo npunoxexdne 1/ 1A — CHLOTBETHO Ha NEYEHUETO, 3a KOETO Ce KaHAuAAaTcTBa.
MonbnBa ce No CbOTBETHATa TOYKA W Ce Mpwunara oTpaseHaTta B LUUPPOB MHAEKC MEAWLMHCKA AOKYMeHTauus,
yAOCTOBEpsiBaLLA BCEKM €AUH OT KpUTEepunTe.

1.3 MunHusT Habop macneasaHnA (pUaKMKanHu, MHCTPYMEHTanHW n nabopaTtopHu), OTpaseH B NpunoxeHue 2 ¢
AaBHOCT [0 eAWH MeceL Npean KaHau[aTCTBaHeTo.

1.4 “lMporokon 3a npeAnucBaHe Ha nekapcTea, 3annawaHu ot H3OK/P3OK” — o6p. M3-H3OK, usnapeH ot
nekaps cneuvanucT 3a cpok Ao 365 guu. Mpu HeobxoaumocT ot ekcnepTtusa ot Komucuara no un. 78, 1.2 ot 330,
P30K wu3snpawa B H30K konue Ha npoTtokona. [poToKONbT 3aAb/KUTENHO Ce MOANMCBA OT BCUYKWU YNEHOBE Ha
KOMUCUATa B Cry4YanTe NOCOMEHH B TouKa |

1.5 AM6ynaTopeH NUCT OT cneuuanuct, ckniouun gorosop ¢ H30K / PewieHue Ha cneunanuaMpaHa KOMUCUA OT
neve6GHO 3aBeaeHve — u3NbAHUTEN Ha AmbynatopHa mpoueaypa Ne 38 ,OnpepensHe Ha nnaH Ha nevexve u
npocneasiBaHe Ha TepaneBTU4HUA OTrOBOP NPU NALMEHTW, NONy4aBaly CKbNOCTPYBALLW NEKApCTBEHW NPOAYKTH MO
peaa Ha un. 78, an. 2 330" - 6n. M3-H30K Ne 13

1.6 fexnapauus 3a MHOpMUpaHO cbriacue o obpasey (npunoxetxue 3)

1.7 Mpunoxetxue 4 - nonbnHeHo ot 30J1 1 3aBepeHo C NOANUC 1 NeyaT Ha eHAoKPUHonora

2. P30OK npuema nokymeHTUTE NO TOuYKa 1 cnea cnpaBka OTHOCHO 3ApaBHOOCUIypUTENHUA ctatyc Ha 30/1.
3. [lo nonyyaBaHe Ha pelueHue oT komucusata B LIY Ha H3OK, 30/1 npoabnkaBa ne4yeHue C nekapcrBeH/u

npoAyKT/n, ¢ KOMTO € NpoBexXAan NeYeHneTo A0 NogaBaHe Ha 3aaBUTenHUTe nokymeHTute B P30K.

4. ONUCaHMAT NbNeH KOMNMIEKT OOKYMEHTU Ce W3WUCKBA B CriyyauTe, NpU KOWUTO € ykasaHa Heob6XxoaAWMOCT OT
peweHune Ha Komucus 3a ekcneptuau B P30K unu Komucusta no un. 78, 1. 2 or 330 B LY Ha H3OK. Mpu 3aBepka
B P30K ce npeacTaBa npoTokona u konue oT am6ynaTopHMA NUCT OT NOCREAHUNA Npernea Npy Cneumanucr.

5. NpoTokonuTe ce usnasar 3a nepuopn Ao 365 AHu.

lMpu nayuewmu ¢ Ha3Ha4YeHa mepanus e Yyx6uHa da ce npedcmaesam MeOUYUHCKU GoKyMeHmu ¢ dagHocm 60

180 dHu npedu xkaHdudamcmeaHe.
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NPUNOXEHHUE 1

NUCT 3A ONPEAENSHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE C AHANIOrOBU UHCYNUHN
NPU BOJNHU HAQ 18 FTOAWHU CbC 3AXAPEH AUABET TUN 1

[Mwe: fem] T [ ] | [
3abenexka: MeduyuHckama OOKyMeHmauus, yoocmoeepsieawia 6CeKu Om Kpumepuume, e rnocoyeHa € yugpa e UHOeKC U
3adb pudpy HacmosWomo NpunoXeHue

Mpn 3axapeH auaber TMn 1 CpeacTBO Ha u3bop e MHTeHsuduumpaHoTo 6asanHo-6onycHo neyeHne C
6bp3oaewcTBal] MHCYNUH npean BCAKO xpaHeHe n NPH WHCYNuH, OCBEH B CnyyauTe KOraTto: MauueHTbT He xenae
NPOBEXAAHE HA WHTEH3UULUPAHO NeYeHWe; MBKAaBOCTTa B €XKEAHEBUETO He € OT 3HAYEHWe, NPU BUCOK OCTaTbyeH
CeKkpeTopeH kanauuteT Ha 6eTa knetkurte.

¢ Kputepuu 3a 3anouBaHe Ha JfleueHue C aHanoroeu uxcynuum - 30J1 cneaga Aa ca NpoBenu NoHe 6 MeceyHo
fleYeHe C KOHBEHUMOHanNHW uHcynuHu. Mpu npemuHaBaHe kbm aHanor H3OK 3annawa obwa Aosa,
CLOTBETCTBAla Ha U3NoN3BaHaTa A0 MoMeHTa. Mpu Heo6XOAMMOCT OT 3anoyBaHe C NO-BUCOKA A03a Aa
ce npeAcTaBu 3aabn6oyYeHa MeaAULIMHCKa apryMeHTauus 3a ToBa.

e [lpu AnarHocTUUMpaH 3axapeH AuabeT nNo Bpeme Ha GPEMEHHOCT He ce Hanara 6 MeceyHo neuyeHve C
KOHBEHLUMOHANHN WHCYNWHY, AOMYCKa Ce 3anoyBaHe Ha NevYeHue C aHanoroBu UHCYNUHU.

+ [lpn 6peMeHHOCT He cCe Hanara ekcnepTu3a nNpu npemuHaBaHe OT 6bLP30AEUCTBALY aHANOroB MHCYNUH
Insulin glulisine Ha apyr 6bp3oaencTBaw aHanoroB uHcynuH Insulin Lispo unu Insulin Aspart u ot
‘6a3aneH aHanoros uHcynuH Insulin glargine u Insulin degludec kbm 6a3aneH aHanoroB MHcynuH Insulin
detemir.

A. KPUTEPMU 3A MPEMMHABAHE OT KOHBEHUWOHANEH BBLP3OAEWCTBALL WHCYNUH HA

BBHP30AENCTBALL MHCYNTMHOB AHANOT UMK OT EAVH BbP30OAEUCTBALL MHCYNUHOB AHANON HA APYI
(Heo6x0QMMO e Hanuuue Ha NoHe ABa OT KPUTEPUUTE)

1 | Now mevabonutex koHTpon (HbA:c Haa 7,5%) !

HeBB3MOXHOCT 3a oBnRagsBaHe Ha MNOCTNPAHAWANHUTE XWUNEPrIIMKeMMUM C  KOHBEHLMOHaneH
2 | Gbp3oaeicTBall MHCYNVH UNu C npunaraHua 6bpsoaeiicTeally aHanor (YAOCTOBEPEHO C KPbBHO-3axapeH
npogun)

3 | YecT AHEBHU XUNOrMUKEMUMN 3

T opuruHanna 6naka oT NabopaTopHO M3CNBABAHE C MOANWC W NeJaT Ha nekaps v 13 unu 3aBepeHo Konue (8 cryyal, Ye e enucaHo &
enukpusa ¢ 0asHocm 0o 1 mecey npedu kaHdudamcmeaHemo He e Heobxodumo npedcmassHemo Ha nabopamopHa 6naHKa)
opuruHania 6naHka oT KpbBHO-3axapeH NpPoduN C NOHe TPU U3MEPEHW KPbBHM 3axapu C NOCOMEHU YacoBe Ha U3cneasaHusTa (OT
KOWUTO eAHOTO M3cneABaHe 3aABIDKUTENHO fla € 2 Yaca cnej XpaHeHe) C MOANUC W nevaTt Ha nekaps v J13 unn 3asepeHo konue (6
cnyvyall, Ye ca enucaHu e enukpusa ¢ OasHocm 00 1 mecey npedu kaHOudamcmeaHemo He € Heobxodumo npedcmaesHemo Ha
nabopamopHu 6naHKu)
AHEBHWUK 32 CAMOKOHTPON Ha GONMHUA, 3aBepeH OT NeKyBaLuA eHAOKPUHONOT (MpusoxeHue 4)

B. KPUTEPUU 3A NPEMUHABAHE OT KOHBEHLMOHAJTHA WHCYNIMHOBA CMEC HA UHCYNUHOBA
AHAMNOIOBA CMEC WUIKU OT EAHA AHAJIOITOBA CMEC HA APYTA (3agbLrkuTeneH e Kputepuit 2 nNioc noHe
€[IUH OT OCTaHanuTe KPUTEpun)

1 | Now meta6onuten kontpon (HbA Hag 7,5%) '

2 HeBBb3MOXHOCT 3a OBnaasBaHe Ha nocTnpaHauantnuTe XuUneprimkeMmun C KOHBEHLUMOHANHW WHCYNUHOBU
CMecu unu ¢ npunaraHarta MHCyNnMHoOBa aHanoroesa cMec <

3 | Hanuume Ha YecTv xunornukemum (aHeBHU/ HOWHM) °

" opuruHanta 6nanka oT NaGopaToOpPHO U3CNEABAHE C NOANUC W NevaT Ha nekaps v 113 unu 3asepeHo Konve (8 cnywail, 4e e enucaHo 8
enukpusa ¢ daeHocm 0o 1 Mecey npedu kaHOudamcmeaHemo He e Heobxodumo npedcmaesHemo Ha nabopamopHa 6naHka)
opuruHanHa 6naHka OT KPbBHO-3aXapeH NPoguN C NOHE TPU U3MEPEHU KPBBHW 3axapu C MOCOMEHW 4YacoBe Ha M3cnepBaHusiTa (OT
KOWTO €AHOTO M3CNeABaHe 3aAbMXUTENHO Aa e 2 yaca Crej XpaHeHe) C NOANUC W nevaT Ha nekapsa u J13 unu 3asepeHo konue (&
cnyyail, ye ca enucaHu e enukpuda c OasHocm 0o 1 mecey npedu kaHOudamcmeaHemo He e HeobxoduMo npedcmassHemo Ha
nabopamopHu 6naHKu)
AHEBHUK 33 CAMOKOHTPON Ha 6ONHUSA, 3aBEPEH OT NeKyBalusa eHAOKPUHONOT (MpuioxeHue 4)
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NPUNOXEHUE 1

B. KPUTEPUM 3A NPEMUHABAHE OT BA3ANEH YOBELUKW UHCYNUH HA BA3SAJNIEH WHCYNUHOB
AHANOI UNWU OT EQWH BA3ANEH WHCY/IMHOB AHANOI HA APYI B PAMKUTE HA UHTE3W®ULIMPAHO
WHCYNIMHOBO NEYEHUE (Heo6x0aMMO € Hanuuue Ha NoHe ABa OT KpuTepumTe):

Now metabonureH koHTpon (HbA1c Hag 7,5 %) {

KpbBHa 3axap cyTpuH Ha rnagHo Hag 10.0 mmol/l z

Hanuuve Ha HOWHKU XUNOTrNUKeMUN 3

AWIN| =

opurnHanHa Gnauka ot nabopaTopHO U3cneaBaHe C NOANUC U neyaT Ha nekaps u J13 unu 3asepeHo konue (8 cyval, Ye e 8nucaHo 8
enukpusa ¢ 8aeHocm 0o 1 mecey npedu kaHOudamcmeaHemo He e Heobxodumo npedcmassiHemo Ha nabopamopHa 6naHka)

opuruHanHa 6naHka oT KpbBHO-3axapeH Npodun C NOHe TPU U3CNEeABaHNA HA KPBBHA 3axap C NOCOYEHW YacoBe Ha U3cneABaHuATa C
noanuc W neyar Ha nekapa W JI3 unu 3aeepeHo Konue (8 criyval, Ye ca enucaHu € enukpusa c dasHocm do 1 mecey npedu
KaHOuOamecmeaHemo He e Heobxo0umMo npedcmaesHemo Ha nabopamopHu 6naHKu)

JAHEBHUK 38 CAMOKOHTPON Ha 6ONHUA, 3aBepeH OT NeKyBaLUVA EHAOKPVUHONOT (NPUNOXeHue 4)

. KPUTEPUW 3A NMPEMWHABAHE OT EOWH BU AHANIOFOBA CXEMA HA APYI BUA AHANOrOBA
CXEMA (Heo6xonumo e Hanu4yue Ha NOHe eAuH OT KpuTepuute):

TNouws merabonuten koHTpon (HbA;c Hag 7,5 %) u nunca Ha npomsiHa Ha HbA1c, unu nosuweHue Ha HbA1c
1 | nnmn cHmwkenne Ha HbA1c ¢ noa 0.5% criep npoeeaeHo 6 MeceyHo neveHue C npeaxopHaTa aHanorosa
cxema

2 | Hanuume Ha Yectn xunornukemuu (aHesHn/HOWwHK) *

TopuruHankv 6naHku oT naGopaTopHn uscneasaHus Ha HbAsc C NOANMC 1 nevaT Ha nekaps u JI3 unu 3aBepeHu KONUs — aKTyanHo ¢
AaBHOCT A0 1 Mecey npeau KaHAWAATCTBaHe W OT NPeAXOAHaTa aHanorosa cxema npes nocnesHute 6 meceua (8 crywad, ye
akmyanHomo uscniedeaHe e enucaHo e enukpusa ¢ daeHocm 0o 1 Mecey npedu KaHOUOamcmeaHemo u/unu uacnedsaHemo npedu 6
Meceya e enucaHo 6 enukpusa, He e Heobxoo0umo npedcmassiHemo Ha nabopamopHa 6naHka)
AHEBHWK 32 CAMOKOHTPON Ha 6oNHNUA, 3aBepeH OT NeKyBALLIMA eHAOKPUHONOr (NpUnoxeHue 4)

OTroBapsi Ha KPUTEPUUTE 32 NIEHEHNETO C  .....o.ooviieeieeeeenneiiiiinnnne B AHEeBHa Ao3a
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NPUNOXEHUE 1A
NUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE C AHANOIrOBU UHCYNUHU

NPU OEUA OO 18 rOAUHU CBC 3AXAPEH AWABET TUM 1

[ o] T ]

3abenexka: MeduyuHckama OOKyMeHMauus, ydocmoeepsiealja 6CeKU Om Kpumepuume, e focoYeHa C yugpa 8 UHOeKC U
3adbxumenHo npudpyxaea o npunc

lMpu-3axapen avaber npu Aeua Ao 18 roauHn cpeacTeo Ha U3GOp e MHTEH3UVLMpaHOTo GasanHo-6onycHo
neyeHune ¢ 6bp3oaeicTBaLL UHCYNWUH Npeau BCSKO xpaHeHe U NPH MHcynuH.

A. KPUTEPUM 3A MPEMMHABAHE OT KOHBEHUMOHANEH BbLP3OAEWCTBALL WHCYNIMH HA
BEBP30OAENCTBALL UHCYNUHOB AHANOI UMW OT EAUH BBbP3OAENCTBALL UHCYNIMHOB AHANOT HA APYr
(He06X0ANMO € Hanu4Me Ha NoHe eAUH OT KpUTepuuTe)

Hemudmnocr 3a oBnagsBaHe Ha  TMOCTNPaHAWANHUTE XUNEPrNUKEMUN C  KOHBEHLIMOHAnNEeH
6bp30AENCTBALL UHCYNUH | (YAOCTOBEPEHO C KpbBHO-3axapeH npodur)

2 | Hanmuue Ha yecTu xunornukemum

T opuruHanHa 6nanka oT acneaBaH KpLBHO-3axapeH npodun unn 3aBepeHo Konue (& criyvail, ye ca énucaHu e enukpusa c dagHocm 9o
1 mMecey npedu kaHoudamcmeaHemo He € Heobxodumo npedcmassHemo Ha nabopamopHu 6naHKu).
AHEBHUK 38 CAMOKOHTPON Ha GONHUA, 3aBepeH OT NEKYBALLMA EHAOKPUHOMOT (IPUSTOXEHUE 4 Ha HACMOSILUUME U3UCKSaHUS])

B. KPUTEPUM 3A NPEMUHABAHE OT KOHBEHLIMOHAINTHA UHCYNTUHOBA CMEC HA UHCYNTMHOBA
AHANOI'OBA CMEC U OT EAHA AHATIOTOBA CMEC HA [IPYTA (Heo6X0AauMO e Hanuuue Ha NoHe eAuH oT
Kputepuure)

HeBb3MOXHOCT 32 OBniaasBaHe Ha nocTnpaHauaniuTe xunepriiukemMmm ¢ KOHBEHUUOHAMHU UHCYNMHOBU

. cmecu ! (YROCTOBEPEHO C KpBbBHO-3axapeH npocun)

2 | Hanuuune Ha Y4ecTu XunornukeMmmn 2

T opuruHanHa 6nanka ot uacneasa KPbBHO-3axapeH Npochun Unu 3aBepeHo konue (8 criyval, Ye ca enucaHu e enukpusa c dasHocm Ao
1 mecey npedu kaHdudamemearHemo He e Heob6x00UMO npedcmassHemo Ha nabopamopHu 6narHKu).
AHEBHUK 3@ CAMOKOHTPON Ha GONHMUA, 3aBEPEH OT NeKyBaLLNA EHAOKPUHONOT (MPUIOXeHUEe 4 Ha HACMOAWUME U3UCKBaHUST)

B. KPUTEPUN 3A NPEMUHABAHE OT BA3AJIEH YOBELUKA WHCYNUH HA BA3ANEH WHCYNUHOB
AHANOI WX OT EAWH BA3ANEH WMHCYNIMHOB AHANOI HA APYI B PAMKUTE HA WHTE3UO®OULIMPAHO
WHCYNUHOBO NEYEHUE (Heo6X0ANUMO e Hanuume Ha NOHe eiUH OT KpUTepuuTe):

KpbBHa 3axap CyTpMH Ha rnaao Haa 10.0 mmol/l '

a

2 | Hanuuue Ha HOWHWM XMnornukeMuu 2

: opurMHanHa 6naxka OT M3CneABaH KPLBHO-3axapeH Npodun unu 3asepeHo konue (g crryvall, Ye ca enucaHu e enukpu3a ¢ dagHocm o
z Mecey npedu kaHOudamemeaHemo He e Heobxo0uUMo npedcmaesiHemo Ha nabopamopHu GraHKu).
AHEBHWK 33 CaMOKOHTPOI Ha GONHIA, 3aBEepeH OT NeKyBaLnA eHAOKPUHONOT (APUSIOXEHUS 4 Ha HACMOAWUME U3LCKeaHUST)

I. KPUTEPUU 3A NPEMUHABAHE OT EIUH BU[l AHANIOTOBA CXEMA HA OPYI BUO AHANOrOBA
CXEMA (Heo6Xx0aMMO e HanM4MeTo U Ha ABaTa KpUTepus):

1 Jlow meTaGonuTeH KOHTPON Crnea NPOBEAEHO 6 MECEYHO NedYeHWe C NpeaxoAHaTa aHanoroBa cxema |
(yAOCTOBEPEHO C KPbBHO-3axapeH Npogun)

2 | Hanuune Ha 4ecT XMnornukeMumn (QHeBHU/HOLWHK) z

T

opuruHanta 6nanka ot nabopaTopHo U3CNeABaHe C NOANUC W NeYaT Ha nexaps v J13 unu 3asepeHo Konue (8 criyvall, Ye e enucaHo 6
enukpu3a c dasHocm 0o 1 mecey, npedu kaHOUAamcmeaHemo He e Heobxo00UMO rpedcmassiHemo Ha nabopamopHa 61aHKa).

AHEBHUK 32 CAMOKOHTPON Ha GONHNA, 3aBepeH OT NeKyBaLUUA eHAOKPUHOIOr (TpurtoxeHue 4)

O'rroaapn Ha KpUTEpUUTE 3a NMEYEHUeTO C  ........ooovviiiiiiiininnnn.n, B AHeBHa Oo03a
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|. NEYEBHO-AUATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHW MNMPOAYKTU, BkmioueHu B [lMpunoxenue 1 Ha nnc, komto H30K 3annawa B

CbOTBETCTBUE C AeMCTBaUTe HOPMAaTUBHN AOKYMEHTH.

DDD no C30/ TepaneBTuyeH kypc — 401U

[osuposkara Tp’iIGBa Aa ce onpeaens ot nekap CbobpasHo HyXAWUTe Ha NauneHTa u ce cbobpasssa C BuAa Ha UHCYNKHA,

CKOPOCTTa Ha HACTbNBaHe Ha edeKTa U NPOALIKUTENHOCTTA Ha AENCTBUETO.
2. MPOCNEQABAHE - cbrnacHo KpaTkuTe XxapakTepucTUKn Ha NEKapCTBEHUTE NPOAYKTU

NPUNOXEHWE 2

Ta6bnuua 1
INN Bb3pacTOBU OrpaHUYeHnn MPEAU 3ANOYBAHE * KOHTPOIJ1 - Ha 6 meceua *

INSULIN .

HUMAN KpbBHO-3axapeH npodun KPbBHO-3axapeH npodun
100 1U/ml — 32 feua v Bb3pacTHu 3a

INSULIN g:ﬁ:o‘f::??ragz;:i c:a"hﬁ:'?:?pgp" HbA1. oT naboparopus, HbA1c oT nabopatopus,

LISPRO 200 IU/mi - He ce npunara npy nuua KpbBHO-3axapeH npocun KPBbBHO-3axapeH npodun
noa 18 roauxu
He ce npunara npu nuua noa 1

INSULIN | roguHa — 3a 6bp3oaencTsall; He ce HbA1. oT naboparopus, HbA+c oT nabopatopus,

ASPART | npunara npv nuua noa 10 roguHn — KpbBHO-3axapeH npodun KPbBHO-3axapeH npodun

| 3a MuKcTypa

INSULIN He ce npwnara npu nuua noa 6 HbA+. ot nabopatopus, HbA1c oT nabopatopus,

GLULISINE | roguHn KpbBHO-3axapeH npodun KPBbBHO-3axapeH npocun
100 1U/ml - He ce npunara npu nuua

INSULIN Hag L ronmm HbA. oT naboparopus, HbA+c oT nabopatopus,

GLARGINE 300 1U/ml - He ce npunara npu nuua KPbBHO-3axapeH npodun KpbBHO-3axapeH npocun
noa 18 rogunu

INSULIN He ce npunara npu nuua nog 1 HbA1. oT naboparopus, HbA+c ot nabopatopus,

DETEMIR roauHa KpbBHO-3axapeH npodun KpbBHO-3axapeH npocun

INSULIN He ce npwunara npuv nuua nog 1 HbA1c oT naboparopus, HbA1c oT nabopatopus,

DEGLUDEC | roguna KPbBHO-3axapeH npodun KPbBHO-3axapeH npodun

* MocouyeHuUTe u3cnenBaHnA ca 3aAbNKUTENHU 32 nNUuUA Haa 18 roawHu; 3a Aeua Ao 18 roauHM ce nNpeacTaBA CaMO KPbLBHO-
3axapeH npodun. lNpeacrasaT ce Ha opuriHanHa nabopaTtopHa GnaHka unu 3asepeHo konue. B cnyvait, Ye ca BnucaHu B enukpusa c
AABHOCT 40 1 Mecel, Npeau KaHAWAaTCTBaHe He e HeobGXoAUMO NPeACTaBAHETO Ha NabopaTopHi GnaHku.

Il. OBLLI UBUCKBAHUA

1. Bun3pacroBaTa rpaHMua Ce W34UCNABA B HAaBLPLIEHN FOAMHN - T.€. BKNIOMUTENHO KbM AaTaTa Ha W3AaBaHe Ha NpPoTokona oT
cneyvanusvpaHaTta KOMUCHUs.

2. anI Ha3Hav Ha Tep NO NPOTOKON 3aAB/MKUTENHO Ce cuoﬁpasaaa'r Bb3PaCcTOBUTE OrpaHUMEeHus, CbrnacHo KpaTkaTta
XapaKTepucTuka Ha CbOTBETHUA fleKapCcTBEH NPOAYKT, YTBLPAEHa no peaa Ha 3JIMXM.

3. H3OK He 3annalia nevYeHne U3BLH ykasaHaTa Bb3pacToBa rpaHuLa B kpaTkaTa xapakTepucTuka Ha NpoayKTa.

4. H3OK He 3annaiya neveHne ¢ 4031 Haj MaKCUManHo paspelLeHUTe No KpaTka XxapakTepucTuka Ha NPOAYKTa. .

5. B cnyvait Ha HacTbNUNA NOAO3NPaHA HeXenaHa NekapcTBeHa peakuus, nekapat ysepomsasa WAJT no peaa Ha un. 184 ot 3/IMXM.
Konue ot cbobLyeHneTo ce npunara KbM MeANLIMHCKATa AOKYMEHTaLWMA NPN KAaHAWAATCTBAHE 3a NeveHue.

6. MPU CNELUUANUCTA, cura. un. 218 B, 1. 1 or HP] 3a mepuuuHckure aeinoctu 2018 r. (o6H., B, 6p. 28 ot
29.03.2018 r.; u3m. u pon., 6p.34 ot 2018r., 6p.4 ot 2019r.), Ha 30J1, Ha KOMTO Ca U3AaBaHM NPOTOKONW NO peAa Ha
HacCTosIWMUTE U3UCKBaAHUSA, CreaBa Aa ce npunarat BCUYKM Heo6xoaMmmu AOKYMEHTH kaTo: ambynatopHute nucrose
OT U3BLPLUEHUTE Nperneaun, BTOPUAT EK3EMMIApP OT U3AaAeHUTE NPOTOKONK, KOMWUA OT eNUKPU3W, KONUA OT pelleHus no
Allp. Ne38, kouTo ca oCHOBaHWe 3a u3aasaHe Ha NPOTOKON, BCUYKM U3UCKBALLW Ce M3CNeaBaHus, KONWe OT NPUNoXeHue
1 Ha HacTosAIWMUTE U3NCKBAHUSA NOMBLNHEHO NO CHLOTBETHATA TO4KA, NOANWUCAHO OT CneuuanucTa, usgan npoTokona.

7. CNEUMANTU3UPAHATA KOMUCUA uspnasa Pewenue cnen nposBeaeHa AmbGynatopHa npoueaypa Ne 38
,OnpegensHe Ha nnaH Ha neveHvwe W npocneasBaHe Ha TepaneBTUYHWS OTFOBOP NPU NAUWEHTH, MOnyvaBalmn
CKbNOCTpYBaLLY NlekapCTBEHW NPOAYKTY NO peaa Ha un. 78, T. 2 330 Ha ocHoBaHue un. 53 u un. 303 ot HauuoHaneH
PaMKOB A0rOBOp 3a MeAULMHCKUTE AeWHOCTU Mexay HauvoHanHaTa 3apaBHoocUryputenHa kaca u bbnrapcku nekapcku
Cblo3 3a 2018r. (06H., [IB, 6p. 28 oT 29.03.2018 r.; u3M. 1 aon., 6p.34 ot 2018r., 6p.4 ot 2019r.) U NnpeaocTaBeHa OT
30/1 MmeauuuHcka AokymeHTauus. Cneunanu3upaHaTta KOMUCUS CbXpaHsiBa €AuH eksemnnsap oT Pewenveto. Mpu
uspasaHe Ha npotokon Ha 30J1, cbxpaHsBa BTOPW €K3emMnnsp Ha NPOTOKONna, BCWUYKM HEOBXoAUMU AOKYMEHTH 3a
W34aBaHETO My W Konve OT npunoxeHue 1 Ha HaCTOALWMTE M3UCKBAHMUA, NONBLIIHEHO NO CbLOTBETHATa TOYKa U
noANUCaHo OT YNEHOBETE Ha crneuuanmsnpaHaTa KoMUCHs.

Hacmosuwume u3uckeaHusi ca paspabomeHu Ha OcHogaHue 4fl. 58 om HayuoHaneH pamkoe 002080p 3a MeduyuHckume deldHocmu
mexdy HauyuoHanHama 30pasHoocuzypumenHa kaca u bbreapcku nekapeku cbiod 3a 20182, (06H., 1B, 6p. 28 ot 29.03.2018 r.; u3m. u
aon., 6p.34 or 2018r., 6p.4 ot 2019r.), enusam e cuna om 01.02.20202. Ha ocHoeaHue peweHue Ne PL-HC-04-8/20.01.20202. u
ommeHsm delicmeauiume u3suckeaHus, 8 cusia om 15.05.20192. Ha ocHoeaHue petueHue Ne PL-HC-04-38/08.05.20192.
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NPUNOXEHMUE 3

AEKNAPALUA 3A UHOOPMUPAHO CBIMACUE C UBUCKBAHUATA 3A 3ANMOYBAHE/ MPOAB/MKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

A3 ponynognucaiust/ata

crnen Kato ce sanosHax C Usnata MW NpeaocTaBeHa MHAOPMAUMA W LenTa Ha feYeHWeTo C neKapcTBeHUs
NPOAYKTEEEE i .ottt sinaitorobnoronnss W cnea Kato MONyuYux MavepnaTtenHu

OTroBOPY Ha NOCTaBEHNTE OT MEH BLNPOCH, AeKNapupam ye:

Lile cnassam npenopbyaHaTa M1 CXeMa Ha NeveHue U NEPUOANYHOCT Ha KOHTPONHUTE Nperneau.

2. PepoBHO We Ce ABABaM Ha KOHTPOMHU Nperneam 1 HAMa Aa NPOMEHSIM CaMOBOITHO WA MOA APYro
BHylWIeHWe HasHa4yeHaTta Mu Tepanus.

3. [Mpu npeycraHoBABaHe Ha NEYEHUETO NO NPUYMHU, HEMPONITUUALLM OT pelLeHneTo Ha KomucunTa 3a
ekcneptnan 8 P3OK u/vnn KomucusTa no un. 78, 7.2 ot 330, e yBeaoMs He3abaBHO NuHUS cu nekap
1 P3OK # we sbpHa B P3OK nocneaHns npotokor, Mo KOWTO CbM NONyyasan/a nekapcrseHns npoaykT.

4. [pu HecnassaHe Ha NOCOYEHUTE YCNOBUA NEYEHUETO MU C YNOMEHaTUs NEKapCTBEH NPOAYKT wwe 6bae

npekpaTeHo U HaMa aa umam npeteHumn kbm H3O0K.
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NPUNOXEHUE 4
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Heobxodumo e da ce ombensa3ea ecsika NpomsiHa e 0o3ama u/ unu euda Ha UHCYNUHa.
B konona ,3abenexka” ce enuceam 8cu4Ku CbCMOSIHUS, KOUMo Mozam da NMoenusism Ha pesynmamume om mecmoseme (3a60nsi8aHus,
NPOMeHU 8 duemama, crmpecosu cumyauyuu, HeobuyaliHo HamoeapeaHe u 0p.)
Hanacsm ce daHHume om nposedeHume u3mepeaHusi Ha kpbeHama 3axap, Kamo ca 3a0b/mKumesiHU foHe decem u3MepeaHus Ha
KpbeHama 3axap pe3 rnocnedHus mecey npedu kaHoudamcmeaHemo.

[AHEeBHMUKLT 3a CaMOKOHTPON e 3aBepeH oT:

@ MBNCKBAHWA HA H3OK NPU NPOBEXXOAHE HA MHCYNMHOBO NEYEHWUE HA 3AXAPEH AWABET TUN 1 B U3BBHBONHUYHATA

MOMOLL, - 8 cuna ot 1 cpespyanu 2020 roauHa




