YKA3AHMUSA 3A PABOTA C EJIEKTPOHHA PEIHEIITYPHA KHHU/KKA (EPK)

Ne PJI-........c...... 2021 r

Pazpea 1.

ObIIIA ITOJIOKEHU A

1. Hacrosiute ykas3anus ce mpuiiarar ot gorosopHute naptabopu Ha H30K (niekapu,
paboremn B IIMMII u CHUMII u ThproBuu Ha ApeOHO C JIEKAPCTBEHH MPOLYKTH-alTEKU) HpU
paboTa ¢ eneKTpOHHA pelenTypHa KHIbKKa Ha XpoHuuHo OonHus (EPK).

2. EPK Ha XpoHMYHO OOJHHUS € eNEeKTPOHEH JOKYMEHT 0 CMHCHJIA Ha 4.3, al.2 OT
3aKoHa 3a eNEKTPOHHUS JOKYMEHT UM €JIEeKTPOHHUTE YAOCTOBEPUTEIIHU YCIYTH.
3. EPK oGeaunsiBa ncropuuecka uHpopManus 3a:

- um3nanenure Ha 30JI penentypHu KHMKKM M BbBeleHM B HaumonaneH peructsp
»Penentypau kHikku'“ B Unterpupanara uapopmanuonsa cucrema (MUC) ;
- Brnucanure 3a 30J1 auarnozu B Haumonanen peructsp ,,PenentypHu KHMKKH® B
Wnterpupanara nnpopmannonna cucrema (UNUC);
- u3a/ieHuTe ¥ u3nbiaHenu penentu Ha 301
4. EPK cpappixa napopmanus 3a nocienno n3dpanus O na 30J1.

Pazpen I1.

CBH3IABAHE, PETUCTPUPAHE U BIUCBAHE HA IPOMEHU B EJTEKTPOHHATA
PELENTYPHA KHUKKA (EPK)

1. 3a cp3aaBaHe, PETUCTPUPAHE M BIMCBAaHE HA NPOMEHU B €JIEKTPOHHA PELENTypHA
KHIKKa Ha XpOHUYHO OOJTHUS, ca MPHJIOKUMU IpaBUiiaTa, OMUCAHU M10-J10ITY.

2. EPK ce u3nasa Ha 30J1, cTpagamio oT XpoHUYHO 3a00JsBaHe, BKIIOUEHO B “CHHCHK
Ha 3abomsiBanusATa 110 pena Ha Hapenbara mo 4. 45, an. 3 ot 330.

3. Ha Bcsko 30JI, crpajgamo OT XpOHHYHO 3a0ojsiBaHe, BKIIOYEHO B “CHHCBK Ha
3a0onsBaHusATa 1o pena Ha Hapenbara mo umn. 45, an. 3 or 330, ce peructpupa camo eiHa
€JIEKTPOHHA PELIENTYPHA KHUKKA.

4. EPK ce w3maBa cieq auarHOCTHIIMpaHE Ha XPOHUYHO 3a00IsIBaHE, 3a KOETO Ce
M3HMCKBA U3/1aBaHe Ha peuentypHa kHumxka Ha 30J1.
5. EPK ce peructpupa B Hamuonanen peructsp ,,Penentypru kumxku™ ot OINLJI

(HeroB 3amMecTHMK WM HaeT jekap) Ha 30JI oT maumeHTCKara My JIUCTa Ype3 MpeAoCTaBeHa OT
H30K enexkrponna yciyra, peanu3upaHa B MeOUIMHCKUS codryep, mnomsBan ot OILL
Perucrpanusara na EPK ot 3amectHuk Ha OI1JI ce n3BbpiBa camo 3a eproaa Ha 3aMeCTBaHETO.

6. Joctenbr a0 Hanumonanen perucrsp ,,PenentypHM KHMKKH® C€ OCBIIECTBSIBA C
Kpamuduuupan enekrponen noxnuc (KEIT) u upes spBexnane Ha MAMH/PL3/P3U Ha mpakTukata
(cprmacno ckmouenuss ¢ H30K moroBop), oT mMeTo Ha KOSITO C€ M3BBPIIBA MPOMSHATA, KaKTO U
YHH na OIUI (HeroB 3aMeCTHHK WIIM HAaeT JeKap).

7. B cinygaute, B xouto EPK ce peructpupa ot 3amectHuk/Haet nexap Ha OILJI, ce
nombsisa MAMH/PL3/P3U na npaktukara Ha TuTyssips 1 Y MH Ha 3amecTBamus/Haer nekap.
8. 3a peructpupane Ha HoBa EPK OIlJI (HeroB 3amMecTHHK MM HaeT JieKap) BbBEXa

cieanute uaeHtupukaropu Ha 30JI:

- 3a ocurypenn B bwarapust 30J1 — EI'H, JIHY wim CCH;

- 3a yyXau ocurypeHu (rpaxaaHud Ha EC uiam TakbB 10 ABYCTpaHHM CIIOToAOH ) —
,,KOJI Ha IbpKaBa‘“ U ,,0CUTYpUTEIEH HOMEP™ OT MHCTUTYLUATA, B KosiTO € ocurypex 30J1.



9. HomepsT Ha EPK n narara Ha perucrpauusirta Ha EPK ce renepupar aBToMaTH4HO OT
NUC cnen uzBbpiiBane Ha GOpMaJIHU IPOBEPKHU.

10. IIpomsina Ha nuarHo3u B EPK ce u3BbpiIBa Ha OCHOBaHME M31aJ€H MEIULUHCKU
JOKYMEHT (aMOylaTOpeH JIUCT, eMUKpU3a W/WIN Ipyr MEIUUUHCKUA TOKyMeHT). IIpaBo na moGass
HOBM W/MIHM Ja AeakTtuBupa cbiecTByBamy quarHo3u Ha 30J1 B EPK numa OILJI (HeroB 3amMecTHUK
WJTU HAET JIeKap).

I1. Peructpupane Ha HOBU nuarHo3u B EPK w/mnm neaxtuBupaHe Ha ChILECTBYBAIlU
muarHo3u B EPK ce msBbpmBa ot OIIJI (HeroB 3amecTHuk unu Haet jekap), Ha 30JI ot
nalueHTcKkara My JMcra, 4pe3 npepocraseHa or H3OK enekrponna yciyra, peanusupaHa B
MenunmHckust codryep, monzBadn oT OILJI. Peructpammsita/mpomsiHara Ha auarHo3w B EPK ot
3amecTHUK Ha OIJI ce n3BbpIIBa caMo 3a Eproa Ha 3aMECTBAHETO.

12. B EPK ce peructpupar camo nuaraosu, cbriiacHo Ilpunoxenne Ne 5 "Coucbk Ha
3a00JIsIBAHUSATA, 32 KOUTO ce u3/1aBa "PerentypHa KHMXKa Ha XpoHU4HO OomHus" Ha HP/I.

13. Hocterbet 10 EPK ce ockiiecTBsaBa no npasuiara, pa3nucanu B T. 6, 7 u 8 ot Paznen
II. Ha HacTOAIINUTE yKa3aHUS.

14. Perucrpupane Ha HoBM nuarHo3u B EPK w/mnm neaktuBupaHe Ha ChILECTBYBAIlU
nuarHosu B EPK ce u3BbpmiBa upes npenocraseHa ot H30K enexTponHa yciyra, peaausupaHna B
MeaunuHckus codryep, nonssan ot OIUJI. Upes ycnyrara B EPK ce peructpupar HOBU AMarHo3u u
ce€ J€aKTUBUPAT CHIIECTBYBAIM JUArHO3M, IIPU CIa3BaHE HA YCIOBHATA, 3aJI0KEHU B HACTOSILIOTO
yKa3aHue.

15. B NUC ce u3BbpmBar GpopManaHu MPOBEPKH 3a KOPEKTHOCT Ha jgoctbna g0 UWC u
KOPEKTHOCT Ha IOJaBaHUTE OT MEIUIMHCKUS copTyep AaHHU. Upe3 eleKTpOHHA yciayra KbM
MEIUIUHCKUS COPTyep ce BPbllla aKTyaJTHOTO ChCTOsTHUE Ha nuarnosute B EPK.

16. Upe3 enekrpoHHara yciayra mo T. 15 € ocurypeHa TeXHHYECKa Bb3MOYKHOCT 3a
MIOCOYBAaHE Ha Jara, OT KOATO Jia Cc€ BbpHE KbM MEAMLMHCKUS cOPTyep Ha HCTOpUYECKa
nHpopmarus 3a peructpupanute B EPK nuarnosu (akTHBHU M HEAKTUBHH).

Pazgen 111.

PABOTA C EJIEKTPOHHA PEHEIITYPHA KHUKKA IIPU U3JABAHE HA
EJIEKTPOHHO NNPEAITMCAHUE (EJIEKTPOHHA PELEIITA) 1 OTITYCKAHE HA
JJEKAPCTBEHU NTPOAYKTHU, MEJUIIUHCKH U3JEJIUA U TUETUYHU XPAHU 3A
CIHEHUAJIHU MEJIUIIMHCKU LEJIN, SAIIVIAITAHA HAITBJIHO UJIK YACTUYHO
OT H30K

1 EnektpoHHO npeanucanue (€JIEKTpOHHA penenTa) 3a auardosu, snucanu B EPK, ce usnasa
ot noroBopuute naptTHropu Ha H30K (nekapu, padoremu B [TMMIT u CUMII).

2. EnektpoHHo mnpeamnMcaHue ce u3gaBa CcaMO 3a AKTMBHU KbM Jarara Ha
npeanucanuero auarHosu B EPK u aktuBHM Bpb3ku Ha MKDB ¢ jexkapcTBeHHM MpOIYKTH,
MEAMLMHCKH U3/IEIMs U XPaHHU 3a CHEUaJIHA MEAULIMHCKY LieiH, 3amiamanu ot H30K.

3. [Ipn enexTpoHHO mpeanUcaHHe 3a XPOHUYHO 3a0oJsiBaHE, JaHHUTE 3a
npennucaHueTo He ce Bnucsar ot jekaps B EPK u B xaptuenara PK (nokaro Ts ceiiectByBa). Upes
npenocraBeHa oT H30K enekTpoHHa ycnyra, peam3upaHa B METUITMHCKUS COPTyep, Ce H3BbPIIBA
3alUTBaHE M BpbILAHE Ha MHPOpMAIMs 3a M3daJeHUTEe W M3nbiaHeHu peuentu Ha 30JI, karo ce
MocoYBa J1aTa, OT KOSTO Ja C€ BbPHE KbM MEIUIIMHCKHUS cOPTyep HcTopuyecka WHpopMaius 3a
peuenTure.

4. JloCTBIBT 10 M3JaJCHUTE U U3IBIHEHHM PELENTH C€ OCBIIECTBABA IO MPABMIIATA,
pasnucanu B T. 6, 7 u 8 ot Paznen II. Ha HacTosmuTe yKa3zaHus.
5. Upes enekTpoHHATa yCiIyra KbM JIeKapckus codTyep ce Bpblia HHpopMaLus 3a:

- PGFI/ICTpaLII/IOHCH HOMCp Ha J1e4eOHO 3aBCACHUC, U31AJI0 PCUCIITA,



- YUH Ha nekap/3aMeCTHUK/HAET, U3JaJl peLenTara;

- Jlara Ha U31aBaHE Ha PELENTA;

- MKBD kox, 3a KOMTO ce€ IMpeanucBa JeKapCTBEH MPOLYKT, MEAUIIMHCKO U3EINE WIN
XpaHa 3a CHeUaIH! MEAUIIMHCKN LETH;

- H3OK xon Ha nexapcTBEH MPOIYKT, MEAUIIMHCKO U3JEIHME WINA XpaHa 3a CIIEUaIHN
MEAUIMHCKH LIETIH;

- [Ipennucano KOIMYECTBO HA JIEKAPCTBEH MPOLYKT, MEAULIMHCKO M3/ENINE WIN XpaHa
3a CHeaIHU MEIUIIMHCKH LENH;

- Jlara Ha U3IIBJIIHEHNE HA PELENTa;

- OTnycHAaTO KOJIMYECTBO JIEKAPCTBEH MPOAYKT, MEIULMHCKO M3ZEINE WIU XpaHa 3a
CHEIMAJIHA MEAULIUHCKU LENH.

6. [Ipy w3nbIHEHHWE Ha EIEKTPOHHO NPEANHACAHME 32 JIEKAPCTBEHW NPOAYKTH,

MEIWLMHCKU W3JEINUSd M AUETUYHU XpaHU 3a CHENUAJIHM MEIULUHCKU LEelu, AaHHWUTE 3a
U3ITBJIHEHUETO HE C€ BIIUCBAT OT MarucTbp-papmanenta B EPK.

7. Upe3 anteunusi coTyep ce M3BbpIIBA aBTOMaTH4YHa NpoBepka 3a akTuBHa EPK u
AKTUBHU JMAarHO3M B HESL.
8. Upe3 eneKkTpoHHa YCiyra, pealu3upaHa B anTedyHus coTyep, ce MNperoCTaBs

nHpopManus 3a u3nazgeHure U u3nbiaHeHu peuentu Ha 30JI, kaTo ce mocoyBa jara, OT KOATO J1a ce
BbpPHE KbM aNTeYHUs1 cCOPTyep uCTOpUyecKka HH(pOpMaILKs 33 PELENTUTE.

9. HocteisT 10 yeayrute o T. 7 u 8 Ha Pasznen Il ce ocpiectsiBa ¢ KBanudunupan
esnektpoHeH noxanuc (KEII), uznanen Ha maructbp-hapmarieBT, paboTell B anTekara o J0roBop C
H3O0K wu upes BeBexknane Ha H30K kox Ha antekara (cprmacHo ckitouenus ¢ H30K morosop).

10. Upes enekTpoHHATa yCIIyra KbM anTeyHus copTyep ce Bpblia nHpopManus 3a:

- Perucrpanuonen HoMmep Ha Je4ueOHO 3aBeJICHUE, N31AJI0 PELIEIITa;

- YUH Ha nekap/3aMeCTHUK/HAET, U3/JaJl peLenTara;

- Jlara Ha U31aBaHEe Ha PELENTa;

- MKBD kop, 3a KOMTO c€ IMpeanucBa JEKapCTBEH MPOLYKT, MEAULIMHCKO U3JEINE WIN
XpaHa 3a CHelMalHi MEULIMHCKU LENH;

- H3OK xon Ha nexkapcTBEeH MPOIYKT, MEAUIIMHCKO HU3JEIHME WINA XpaHa 3a CIICUaIHH
MEAUIMHCKH L1EJIH;

- [Ipennucano KOIMYECTBO HA JIEKAPCTBEH MPOLYKT, MEAUIIMHCKO M3JEIINE WIN XpaHa
3a CreuaTHi MEAUIIMHCKY 1IETH;

- Jlara Ha U3ITBJIIHEHNE HA PELENTa;

- OTnycHaTO KOJIMYECTBO JIEKAPCTBEH MPOAYKT, MEIULMHCKO H3JEINE WU XpaHa 3a
CIEIMAJIHA MEIULIUHCKH LENH.

I1. Maructbp-(papmaneBTbT OTITyCKa JIEKApCTBEHU MPOAYKTH, MEAULIIMHCKYU U3AENUs U
JUETUYHM XpaHU 3a CHEelMaJIHM MEIULIMHCKU Lenu camo 3a auarHosu (MKb-kxon), xouro ca
aKTUBHU B €JIEKTPOHHATA PELENITypHA KHUKKA.



