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HA 3AXAPEH OUABET TUIM 1

B USBBBbHBOJIHUYHATA NOMOLY



M3NCKBAHUA HA H30K
NP U3AABAHE HA NPOTOKONN 3A NPOBEXAAHE HA MHCYNUHOBO JNIEYEHUE MNMPU
3AXAPEH OUABET TWIM 1

MpoTokonbT ce U3aaBa OT CNELManuCTK ¢ Kog Ha cneuuanHocT 05 (eHaokpuHonorus u 6onect Ha obMmaHaTa)
u 34 (neTcka eHgokpuHoniorus U 6onectu Ha obmsaHara), paboTtewm no goroBop ¢ H30K unm ot cneunanuanpaHa
KOMUCUA B neyebHM 3aBeaeHUn 3a 6GonHU4YHA nomoll, cknoyunu gorosop ¢ H30K. CneunanuanpaHute KOMUCUKN
ce Cb3faear cbC 3anoBed Ha AupekTopa Ha nevyebHoTo 3aseaeHve (J13) — kNuHUKa/oTAeNeHue NO eHAOKPUMHONOTKUA.

I. PEQl 3A 3ABEPABAHE HA MPOTOKONUTE

npOTOKOHM 3a 3ano4ysaHe U NpoAbIMKaBaHe Ha TepanuA C aHanoroBu MHCYNUHM

cneumnanncT, CKNKYun
forosop ¢ H30K

= “[poTokon 3a NpeanVWCcBaHe Ha NekapcTea, 3annawadm ot ) 3aBepka B

inki * | H30K/P30K" — 06p. M3-H3OK P30K

cneunanuanpaHa
KOMUCUKA

II. OBLL MONOXEHMA

1. E-npoTOKON Ce M3aaBa OT fiekap cneunanucT no npodwuna Ha 3a60NABaHeTO, M3NBMHUTEN Ha crieuWanuaupaHa
13BBLHOONHUYHA MEAULIMHCKA NOMOLL Ha OCHOBaHWe n3aazeH ,AMBynaTtopeH NUCT' UNK OT YNEeHOBE Ha CNeLUanM3upaHm
KOMMCUHK B neyebHM 3aBeneHus, okazBawmn 6onHu4Ha MeguumuHcka nomouy (N1I3BM) Ha ocHoBaHue ,PeleHue Ha
cneumanuaupana komucus” no Alp Ne 38 ,OnpeaensHe Ha NnaH Ha NeveHve W NpocneaseaHe Ha TePaneBTUYHUS OTTOBOP
NpW NauveHTH, Nony4aBaui CKLAOCTPYBALUWM NEKAPCTBEHW NPOAYKTV NO peaa Ha un. 78, 1. 2 330° 8 cwoTBETCTBME C
yTBbpaeHuTe MaucksaHua Ha H30K no sabonasanna B konuyecTea 3a He noeeye oT 365 aHu.

2. 301 ypnocTosepsBa ¢ nognuca cu B ,AMOynaTtopeH nucT* unu B ,PelleHne Ha cneumuannavpana komucus no Alp Ne
38: cnepgHoTo: Kenaa aa My 6bae 006peHO NneYeHne ¢ nekapcTBEHUA NPOAYKT, KaTo AeKnapupam, Ye CbM yBEAOMEH 3a
[EenCTBUETO Ha Ha3HaueHaTa NeKapcTeeHa Tepanua W AaBam MHMOPMUPAHO Cbrnacue cbluata aa mu 6bae npunaraHa’;
.Cbrnacex/a cem 3a U3NON3BaHE Ha NWYHUTE MW AaHHW 3a UenuTe Ha ekcneptu3arta“; JKenas aa 6vaa ysegomen/a 3a
pesyntata ot ekcneptusata ot P30K no eanH or cnegHute HauvHu: no e-mail, TenedoH unu Ha msacto B P30OK;
.Pa3speluasam A0CTBN A0 ENEKTPOHHOTO MU 3APABHO gocne”. ;

3. Mpeau craptupaHe Ha npoueca no usgaeaHe Ha E-npotokon Ha 30J1, cneunanucTbT/cneunannsupaHata KOMUCKA
npaBu Cnpaeka Nno enekTpoHeH NbT 3a u3aaaenn Ha 30J1 npeaxoann NPoTOKONM, No Cblums npodun Ha 3abonseaHe.
MpouecsT no w3pnasaHe Ha E-npotokon ce peanusupa B MefuUMHCKU codTyep. B yTBLpAeHWTe M3WCKBaHWA no
3abonaBaHMA ca NOCoOYeHU HeoBXxoanMMTe NOKYMEHTH 3a u3naBaHe Ha E-npotokon Ha 30J1.

4. [lokymeHTute (amBynaTopHWUTE NUCTOBE, ENMKPU3M, U3CNeaBaHus), kouTo chulecTeysat 8 H3UC He ce nopaeart B E-
npoTokona.

WHdopmaumaTa, 0THOCUMA KbM U3gaBaHe Ha E-npoTokona, KOATO e B AOKYMEHT, KOWTO HAMa enekTPoHeH hopMaT U He ce
ceavpxa B H3UC, ce nopaea: kato ce nonbnea B amGynatopHua NUCT/PElIEHNeTo Ha CreuuanuanpaHa KOMUCHS OT
nperneaa — OCHOBaHWeE 3a u3gasade Ha E-npoTokona unu AoKYMEHTBLT ce CkaHupa 1 npukada keMm E-npoTokona.

5. Npwu usnasane Ha E-npotokon no peana Ha ekcriepTtusata no 4n.78, 1.2 ot 330, oTnasa HeobxogumocTTa Ja ce
NpefocTaBaT U CbXxpaHaBaT npunoxeHne Ne1 u npunoxexue Ne3 ot cwoteeTHUTE M3anckeanusaTa Ha H30K®, npu cneaHuTe
ycnosua: 3a npunoxexve Ne1 - npu HanMuMeTo Ha TekCT B amBynaTopHWUA NUCT unu B ,PelleHne Ha cneuvanusupaHa
komucun“ no AlMp Ne 38:  unceart u3kniouBaly KpuTepun 3a 3anoysaHe/npoAbmkaBaHe Ha neuenve c JIM“ 3a
npunoxexue Ne3 - Npy HaNMUMETO Ha TekcT B amMBynaTopHUA NUCT UnK PelwieHne Ha cneunanuavpada kommens” no Allp
Ne 38: 2Kenas na mu 6vae onobpeHo neuveHWe ¢ NekapCTBEHWS NPOAYKT, KaTo AeKnapvupam, Ye CbM yBEefOMEeH 3a
AEACTBMETO HA Ha3Ha4YeHaTa NekapcTBeHa Tepanus U 4aBaM MHGOPMUPaHO Chbriacue cbluata Aa Mu Bbae npunaraHa®.
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NPUNOXEHWE 1

JINCT 3A ONPEOENAHE HA KPUTEPWUUTE 3A NPOBEXOAHE HA NEYEHUE C AHANOIroBU MHCYNWUHWU
NPW BONHW HAQ 18 TOOAWHW CBC 3AXAPEH OAWABET TWUN 1

NNCT 3A OHPEﬂEnﬂHE HA KPUTEPUUTE 3A NPOBEXOAHE HA NNEYEHWE C AHANNONOBU UHCYNUHWU
NP AELA 1O 18 TOAWHU CBC 3AXAPEH AWABET TUM 1

Mpw 3axapen anabet Tvn 1 cpeacTBO Ha M3Gop e nNeyeHne ¢ HbP30AEHCTBALL MHCYNWH NPEAU BCAKO XpaHeHe v BasaneH
WHCYNWH,

A. KPUTEPUU 3A NPOBEXDAHE HA NEMEHUE C AHANOITOBU MHCYNUHU

1 MNoTBbpaeHa guarHosa saxapeH auaber Tmn 1

o | MpoBseAeHo o6y yetmne 3a NPoBEKAAHE HA MHCYNTMHOBO neveHme

My
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I. NEYEBHO-AUATHOCTHUYEH ANITOPUTBM

NPUNOXEHUE 2

1. NEKAPCTBEHU NPOAOYKTH, sknrouenu B Mpunoxenne 1 Ha NMIC, koutro H3O0K 3annawa B

CbOTBETCTBUE C AeHCTBaLIUTE HOPpMaTUBHU OOKYMEHTH.

DDD no C30/ TepaneBTuueH kypc — 401U
[oaupoekaTta TpaGea Aa ce onpeaens oT nekap cbobpasHo HYXAUTE HA NauWMeHTa U ce cbobpa3snBa C BUAA HA WHCYNWHA, CKOPOCTTA Ha
HacTbNBaHe Ha ehekTa U NPOABIMKUTENHOCTTA Ha 4EACTBMETO.

2. MPOCNEAABAHE - ctrnacHo KpaTkTe XapakTepUCTUKN Ha NekapCTBEHUTE NPoAyKTU

Tabnuua 1
INN Bb3pacTOBH OrpaHN4YeHHUs NPEAW 3ANOYBAHE * KOHTPON - Ha 6 meceua *
:rusl\lnjklh:‘ KpbBHO-3axapeH npodun KpbBHO-3axapeH npodun
: 100 IU/ml — 32 geua 1 Bb3pacTHu 3a

INSULIN ?;p:::e: :LB:KN; Heace MEMsTacE pieran g R AF HbA,. oT nabopatopus, HbA,. oT nabopaTtopus, KPBLBHO-
LISPRO*™ 20‘% Wil - He ?r?punara npw nuua noa 18 KPBbBHO-3axapeH npodun 3axapeH npocun

FOAWHM

He ce Apunara npv nuua nop 1 roguHa — 3a
INSULIN i i HbA,. oT nabopatopus, HbA. ot nabopatopus, KPbLBHO-
ASPART*™ ?;ﬁp: :#iuac;i:,:.l:é:;pge Rpunace rlpv! nvua noa 10 KpbBHO-3axapeH npocun 3axapeH npocun
INSULIN HbA,. oT nabopatopus, HbA,. oT naboparopus, KpbLBHO-
GLULISINE He 8 npunara NpM AMUa noa, O ronkHm KpbBHO-3axapeH npocgun 3axapeH npodun

100 IU/ml - He ce npunara npu nuua nog 2
INSULIN foavrn HbA,. oT nabopartopus, HbA . oT nabopaTopus, KpbBHO-
GLARGINE** 300 1U/m - He ce npunara npw nuwa noa 6 KpbBHO-3axapeH npodun 3axapeH npocun

1 ropunu

INSULIN = HbA,. oT naBopaTopus, HbA;. oT nabopaTopus, KPLEHO-
DETEMIR** BN R Rnara npi An0a oA 1 raanna KpbBHO-3axapeH npoadun 3axapeH npodun
INSULIN HbA,. ot naGopaTopus, HbA,,; oT nabopaTopua, KPLBHO-
DEGLUDEC** SE B8 (PR nargou ua on, 1 roqvna KPBBHO-3axapeH npodun 3axapeH npodun
INSULIN
DEGLUDEC HbA,. ot nabopaTtopus, HbA,. oT nabopaTopus, KpbBHO-
AND INSULIN s G8 fpeshara (g D O 18 roanny KPBBHO-3axapeH npocun 3axapeH npogun
ASPART

* NocoveHure mhenhaam €a 3aAL/IKUTeNHK 3a nuiia Haa 18 rognHn; 3a Aeua Ao 18 roaMHn e HeoBXxoaMM CaMo KPbLBHO-3aXapeH
npodumn. :
** Mpunarar ce npu GpeMeHHn

Il. OB N3NCKBAHUA

1. BrapacroBara rpaHuua ce U3YMCNABA B HABbLPLUEHU FOAWHW - T.€. BKMOUMTENHO KbM JATaTa Ha U3QaBaHe Ha e-npoTokona oT
cneywanuct/cneuvanusnpaHaTa KOMUCHA.

2. MNpn HazHavasaHe Ha TEpanua C €-NPOTOKON 3a8AbLI/DKMTENHO Ce CbobpasfBaT Bb3PAcTOBUTE OrpaHUYEHWs, CLrNAcHO kpaTkaTta
XapakTepucTUKa Ha CLOTBETHUA NeKapcTBEH NPOAYKT, YTBbpAEHa No peaa Ha 3JMMXM.

3. H30K He 3annawa neyeHne n3BbH ykasaHaTa BbL3PacToBa rPaHULA B KPATKATA XapaKTePUCTUKA Ha NEKAPCTBEHWA NPOAYKT.

4. H30K He 3annawa nevexue ¢ 4031 HaJl MAKCUMANHO PA3PELLEHUTE NO KPaTka XapaKTepucTUka Ha NekapCcTEEHUA NPOAYKT.

5. B cnyyait Ha HacTLNKUNA NOAO3NPAHA HEXENaHa NekapcTBeHa peakuus, nekapsT yeegomasa WAJT no peaa Ha un. 184 ot 3NMXM. Konue
oT cLobLeHneTo ¢ce npunara/onncea KeM/B MEAULIMHCKATa AOKYMeHTauus Ha 3001 npu kaHgnaaTcTBaHe 3a NeveHue.

6. Bcekw e-npoTokon ce M30aBa B3 OCHOBA HA W3A3AEH MEANLWNHCKIA AOKYMEHT: AMBYnaTopeH nucT” OT CneuyuanucT ~ U3NbhHUTen Ha
CHMNMN wnnwn ot cneynanuaupana komucua B JI3BMM Ha ocHoBaHue AMp Ne 38 OnpesensHe Ha nnaH Ha nedveHve U npocneassaHe Ha
TepaneBTUYHUA OTrOBOP NPWU NauVeHT, Nony4asaliu CKeNOCTPYBALUWM NEKAPCTBEHW NPOAYKTYU NO peaa Ha un. 78, 7. 2 330",

Exaemnnap Ha xapTven Hocuten oT ambynatopHus nuct unu Alp Ne 38 ,OnpegensiHe Ha NnaH Ha NedyeHWe W NpocneasBaHe Ha
TepanesTUYHWA OTTOBOP NPW NAUMeHTH, NonyyaBally CKLNOCTPYBAalUW NeKapcTBeHW NpoAYyKTW No peaa Ha un. 78, 1. 2 330 koiito e
OCHOBaHue 3a u3fasaHe Ha NPOTOKON, NOANWCAH OT Nekaps cneynanuct/cneyuannavpada komucusa n 3071 (poauTen, HaCTORHUK/NPUEMEH
poauten), ce BOAKU NO pej, onpeaeneH oT nevebHOTO 3aBegeHmne u Ce CbxpaHaBa B kabuHeTa Ha nekapsa/KOMUCUATA.

7. Npw w3pasave Ha E-npoTokon no pega Ha ekcneptuaaTta no un.78, 7.2 ot 330. oTnaga HeoBXxoAMMOCTTa A4a Ce NpefoCcTaBAT M
CbXxpaHsiBaT npunoxeHue Ne1 n npunoxeHue Ne3 oT cboTBeTHUTE M3uckeaHuaTa Ha H3O0K".

8. MapaBaHeTo Ha E-NpoTOKON Ce OCbLIECTBABA B CLOTBETCTBME CbC CHBMECTHM ,YKa3aHua 3a paboTa ¢ NOAAAEH NO eNeKTPOHEH MbT
npotokon IA/IBAC (e-npoTtokon)’, mexay HauvoHanHaTa 3gpasHoOCHrypuTenHa kaca v Bbirapckun nekapcku Cubios 3a npunaraHe Ha
HauwoHanHua pamkoB A0roBOp 3a MEAULMHCKUTE AEeAHOCTH.

Hacmosiwume u3uckeaHus ca ymenpOenu om ynpasumens Ha H30K cned Pewenue Ne P-HC-04-25/14.02.2024 2. na HadzopHusi
cvgem Ha H30K u npedsapumenHo cbanacyeare ¢ B/1C., Ha ocHosaHue 4n.51, an. 10 ebe ep. ¢ an.8 om lMpasunHuka 3a yempolicmaomo
u GediHocmma Ha HayuoHanHama 30pasHooCuUypUMenHa Kaca. M3uckeaHuama enusam e cuna om damama Ha 06Hapod8aHeMo UM &

LbpXaseH seCMHUK.” u ommeHam Qelicmealume u3ucKeaHus, 8 cuna om 14 wonu 2023 2. Ha OCHOBaHUE peweHue Ne PM-HC-04-
42/29.06.2023 2.
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NPUNOXEHWE 3

DEKNAPALIUA 3A UHOOPMWPAHO CBIMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOAB/MKABAHE HA
NEYMEHUETO C NEKAPCTBEHUA NPOAOYKT

A3 .qonynonﬁﬁééuunﬂam

cnea KaTo ce 3ano3Hax C uanata MW npegoctaseHa WHcopmauua W uenta Ha neyvyeHWeTo C neKkapCTBeHWUHA
lelelil g AR e g e e M cnej Karto nonyvux wusdepnaTtenHu

OTroBOpM Ha fIOCTaBeHUTE OT MEH BbNPOCK, AeKnapupam 4e:

1. e cnaseam npenopbtyYaHaTa MM CXEMa Ha NeYyeHue 1 NEPUOANYHOCT Ha KOHTPOMHUTE nperneav.

2. PepnoBHO LUe ce ABABAM Ha KOHTPOMHW NPerfnean 1 HAMa Aa NPOMEHAM CaMOBOIMHO UKW Noj ApYyro
BHYLLEHME Ha3HaYeHaTa My Tepanus.

3. [pu npeycTaHoBsBaHe Ha NEYEHMETO NO NPUYNHU, HENPOM3TUYALLM OT pelleHneTo Ha KomueuaTa 3a
ekcneptuan 8 P3OK w/unun Komucuata no un. 78, 7.2 ot 330, we yseaoms HezabaBHO NUHHWA CK
nekap.

4. [Npwn Hecna3saHe Ha NOCOYEHWTE YCNOBUA HAMA Aa MMam npeTeHumm kbM H30K.
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