YKA3AHMA 3A PABOTA C EJJEKTPOHHA PELHENITYPHA KHUXKKA (EPK)

Ne PII-16:26/39%021 r.

Paszaen 1.
OBULIA ITOJIOKEHUSA

1. Hacrosure ykasaHws ce IpHIaraT OT JOTOBOPHHTE MapTHeOpH Ha H3OK (nexapwu,
pabotemu B ITUMIT u CHUMII u ThproBum Ha apebHO ¢ JNCKapCTBEHH NPOMYKTH-ANTEKH) MpPH
padoTa ¢ eIeKTPOHHA PEeleNnTypHa KHIKKA Ha XpOHUYHO 6ommus (EPK).

2. EPK na XpoHH4HO GOHHS € eNeKTPOHEH JIOKYMEHT 10 CMHCHJA Ha 9.3, an.2 oT 3aKoHa
3a CJICKTPOHHHA JOKYMEHT U €JIEKTPOHHUTE YAOCTOBEPUTENHH YCIIYTH.

3. EPK ofenunsBa ucropuuecka nadopMalus 3a;

- u3nanenure Ha 30JI penenTypHW KHMKKM M BBbBelNeHH B HanwoHarex PerucTsp
»Penentypuu kumxku“ B MHTerpUpanara nEGOPMAIMOHHA CHCTEMA (AHUC) ;
- eriucanute 3a 30JI nmarnosu B Hammonaner peructsp ,PenentypHn KeHwxku® B
WnTerpupanara unpopmaunonna cucrema (MUC);
- M3JJaf€HHTE U U3IIbIIHEeHH penenTH Ha 30]1.
4. EPK cpaspika undopmanus 3a nocnenno uz6panus OIJI na 30J1.

Pazpen I1.

CB3IABAHE, PETUCTPUPAHE U BIUCBAHE HA IPOMEHH B EJEKTPOHHATA
PELENTYPHA KHUKKA (EPK)

1. 3a cb3naBane, perucTpupane U BOHCBaHE HA IIPOMCHHU B €JIEKTPOHHA PELeNTYpHA KHIKKa
Ha XPOHUYHO GOJIHU, Ca IPUTOKAMH NPABUIIATA, ONUCAHH TIO-IOTY.

2. EPK ce uznasa na 301J1, CTpajamnio 0T XpOHHYHO 3aboisgBaHe, BKIMOUYEHO B “CHUCHK Ha
3a00J1sBaHmsTa M0 pefa Ha Hapen6ara no wi. 45, an. 3 ot 330.

3. Ha Bcsxo 30JI, crpagamo OT XpOHHYHO 3abonaBane, BKOYeHO B “CHHCBK Ha
3abonsBanuaTa mo peaa Ha Hapenbara mo wi 45, ax 3 or 330, ce perucrpupa camMo ejaHa
eJIEKTPOHHA pelenTypHa KHUKKA.

4. EPK ce u3naBa cren AuarHOCTHIMpaHEe Ha XPOHHYHO 3a00JsgBaHe, 32 KOETO Ce H3UCKBA
HU37]aBaHe Ha perenTypHa KHuxkka Ha 30J1.

5. EPK ce peructpupa B Hauuonaien perucrsp »PEHENTYPHA KHHXKH® oT OINJI (meros
3aMECTHHK MM HaeT niekap) Ha 30JI oT manueHTCKaTa My JIMCTa upes mpexoctaseHa or H30K
CJIEKTPOHHA yCyra, pealusupana B MeAULMHCKUS codTyep, monssan ot OIJI. Perucrpauusta Ha
EPK ot 3amecThuk Ha OI1JI ce u3BbpinBa camo 3a [IEpHO/ia Ha 3aMECTBAHETO.

6. HoctensT mo Haumonaneu perucTsp ,,PelenTypHM KHIKKH® ce OCBHINECTBABa C
Kpanmuduuupan enexrposen mnommue (KEIT) u upes meBexiase Ha UAMH/PLI3/P3U =na
npakTuKata (ceriaacHo ckmouenus ¢ H30K norosop), oT HMeTo Ha KOSTO ce U3BBPIIBA IPOMAHATA,
kakTo u YUH na OITJI (Heros 3aMeCTHHK MK HAeT JieKap).

7. B cnyuaure, B xouto EPK ce perucrpupa oT 3amMecTHHK/HaeT Jiekap Ha OITJL, ce monmenBa
MAMH/PI[3/P3U na npakTukarta Ha THTY/ps ¥ YAH Ha 3aMeCTBaIMA/HaeT JieKap.

8. 3a permctpupane sa nosa EPK OIIJI (HEroB 3aMecTHHK WM HaeT JieKap) BBBEKIa
ClIeIHUTE HeHTH(HKaTopu Ha 30JT:

- 3a ocurypenu B benrapus 30J1 — ET'H, JIHY unu CCH;
- 32 9yXJU OCUTYpeHH (rpaxaaHud Ha EC uin Takes no AByCTpaHHM crioroadw ) — LKOI
Ha TbpKaBa™ W ,,OCUI'YPUTENICH HOMEP™ OT MHCTUTYIUATA, B KOATO € ocurypesn 30]J1.




9. HomepwsTt na EPK u narata Ha perucrpaumsta Ha EPK ce resepupat asromarnuno ot UHAC
Clle] U3BBPIIBaHE Ha GOPMAIIHH IPOBEPKH.

10. Tlpomsina Ha juarHozu B EPK ce u3BbpmBa Ha OCHOBaHME W3/ajeH MeEIUIMHCKH
MOKYMeHT (aMOyJaTopeH JIMCT, eNUKpH3a H/HIM APYT MEIMIMHCKH JOKYMEHT). Ilparo ma nmobass
HOBH M/WJIM 12 I€aKTUBHpA ChINECTBYBaIH AuarHosu Ha 30JI B EPK uma OINJI (HeroB 3aMecTHHK
HJIM HACT Jiexap).

11. Perucrpupane nHa HOBM jmarHo3u B EPK W/Mnm neakTHBMpaHe HA ChHLIECTBYBAIIH
Auarnosu B EPK ce uspbpmsa or OIUJl (HeroB 3amecTHHMK winm HaerT jekap), Ha 30JI or
MalMeHTCKaTa My JMCTa, 4upe3 mpenpocraBeHa oT H3OK enextpomna yciyra, peamusupaHa B
MeanuHHCKus copryep, monszsan or OILJI. Perucrpanmsta/mpomsiHata Ha auarHosum B EPK or
3amecTHHK Ha OILJI ce m3pppIIBa camo 3a epHOAa Ha 3aMECTBAHETO.

12. B EPK ce perucrpupar camo Auarsoss, ceriaacHo Ilpmnoxkenme Ne 5 "Chomebk Ha
3a00sIBaHUATA, 32 KOUTO Ce n3/iaBa "PerenTypHa KHMKKa Ha XpoHuyHo bonuusa" na HPJI.

13. Hocremst 1o EPK ce ochluecTBsaBa M0 MpaBHiIaTa, pa3snucaHy B T. 6, 7 u 8 ot Paznen II.
Ha HACTOSAUIUTE yKa3aHHs.

14. Peructpupane Ha HoBHM amarHo3u B EPK w/unm JCaKTHBHpaHe Ha CBHUIECTBYBAIH
auarnosn B EPK ce u3pspimBa upes mpenoctaBena or H30K CJIIEKTPOHHA yCjiyra, peajlu3upaHa B
MeAUUMHCKMs codpTyep, monspan ot OITJL. Upes yenyrara B EPK ce PerucTpupaT HOBU JIHATHO3HM M
C€ ACAaKTHBHPAT CHLICCTBYBAIIM JUATHO3M, MPH Cra3BaHe HA YCIOBUSATA, 3aJI0KEHH B HACTOAIIOTO
yKasaHue.

I5. B MUC ce uspbpmBar (popMaiHu TPOBEpKH 3a KOPeKTHOCT Ha pocrhna a0 UUC u
KOPCKTHOCT Ha MOJaBaHHTE OT MEMHUHMHCKHS Codryep namuu. Upes eeKTPOHHA yCIyra KbM
MEIUIMHCKHS COTyep ce BPhIa aKTyaTHOTO ChCTOSHHE HA qUArHo3uTe B EPK.

16. Ypes enexTpoHHara ycayrano T. 15 e OCHI'ypEHA TEXHHWYECKa BE3MOKHOCT 3a IIOCOYBAHE
Ha J]aTa, OT KOATO Jla Ce€ BbpPHE KbM MENMLMHCKHA cO{Tyep Ha MCTOpHdecka MHpOpMAUMS 32
peructpupanute B EPK nuarnosu (axtuBuu u HeakTunm).

Paigen II1.

PABOTA C EJJEKTPOHHA PEUENTYPHA KHUKKA IPH U3JABAHE HA
EJIEKTPOHHO IIPEJINIHCAHUE (EJEKTPOHHA PEIEIITA) M OTILYCKAHE HA
JEKAPCTBEHM NPOAYKTH, MEAULIMHCKA U3AEJUS U JTUETHYHU XPAHHU 3A
CHEIMAJTHA MEJUITMHCKH UEJIH, 3AILUIAIIAHA HAITBJIHO HJIM YACTHYHO
OT H30K

1 EnextpoHHO npeanucanue (e1eKTpoHHa pelienTa) 3a AuarHosu, smicany B EPK, ce usnasa
OT noroBopauTe napTHbopH Ha H30OK (nexapm, paboteru 8 ITUMIT u CUMIT).

2. ENeXTpOHHO MpellNcaHHe ce W31aBa CaMO 3a aKTHBHM KbM JATATA HA NIPEIITHCAHHETO
munarnosu B EPK u aktuBHM Bpw3ku nHa MKEB ¢ JIEKapCTBEHH NPOMYKTH, METHITHHCKH H3IEIUSI H
XpaHH 34 CIeNHalIHK MEQUIMHCKH 1IeN, 3artamanu ot H30K.

3. Ilpu eneKTpoHHO NMpeamHcanke 32 XPOHHYHO 3a60MABAHE, TAHHUATE 34 OpeATIMCaHHETO HE
ce Bnucsar ot sekaps B EPK u B xaptuenara PK (noxaro s CBINECTBYBA). Upes mpeocTaBeHa ot
H3OK enekTponna yciyra, peanusupaHa B MeIHIHHCKUS copTyep, ce M3BHpIIBA 3aMHTBAHE W
BpBIIAHE Ha HH(OpPMALHS 3a U3JaNCHHUTE H U3ITbJIHEHU peuentu Ha 30JI, kaTo ce mocouBa faTa, OT
KOSTO Zia Ce BBpHE KM MEAUUHHCKHSA COPTYep HCTOpHUEcKa HHPOPMAIMS 3a pelenTHTe.

4. JIocTBNBT OO H3NANEHATE H M3MBIHEHU PEeUenTH Cce OCHUIECTBABA IO IIpPaBHJIATA,
pasnucasy B T. 6, 7 1 8 ot Pasnen II. Ha HacTosmuTe YKa3aHHs;.

5. Upes eneKTpOHHATA ycayra KbM 7eKapeKHst codpTyep ce Bphina HHGOpPMALHS 3a:
- Perucrpaunonen Homep Ha neue6HO 3aBenenwe, U3aANO penernTa;
- YUH na nexap/3aMecTHUK/HAET, U3/1a)l peLelITaTa;




- JlaTa Ha u3/aBaHe Ha pelenTa;

- MKB ko, 3a KoHiTO ce IpeanucBa JeKapCTBEH NPOMAYKT, MEOHIIMHCKO H3IENHe HIIH
XpaHa 3a CIeHaTHH MeIHIHHCKH 1IE/H;

- H30OK xon Ha siekapcTBeH NPOAYKT, MEAMIIMHCKO M3JENME WIM XpaHa 3a CIELHAHA
MEIULIMHCKH 1LICIIH;

- Ilpennucano KONMYECTBO HA JIEKAPCTBEH NPOAYKT, MEJHIIMHCKO M3/ENie MK XpaHa 3a
CIIELIHAIHA MEIHITHHCKH EITH;

- Jlara Ha H3N'BIHEHNUE Ha PELENTa;

- OTnycHaTO KONMHWYECTBO JIEKAPCTBEH IPONYKT, MEIMLMHCKO H3JelHe WIM XpaHa 3a
CIIENHAIHU MEUIIUHCKH LIEH.

6. Tlpu u3nbIHEHHE HA €IEKTPOHHO NPEIIHCAHHE 3a JIEKAPCTBEHH TPOMYKTH, MEIHIHHCKH

H3Jenud U JUETHYHH XPaHH 3a CHEUMaTIHH MEOUIIMHCKHU 1IeNIH, JAHHUTE 3a W3NBIHEHHETO He ce
BITHCBAT OT MarucThp-(papmanesra B EPK.

7. Ypes anteyHus codpTyep ce H3BBPLIBA ABTOMATHYHA POBEPKA 32 akTHBHA EPK 1 aKTHBHH
JAHarHo3u B Hed.

8. Upe3 eNeKTPOHHA yCNyTa, pealn3upaHa B anTeqHus codTyep, ce IpesocTans uHdoOpManua
3a W3/laNeHUTe M u3nbaHeHn penenty Ha 30JI, kato ce mocoyBa faTa, OT KOATO Jia Ce BBPHE KbM
anTeYyHHs COPTyep UCTOpHYecKa HHPOPMAIIHS 34 pellenTHTE.

9. HoctenbsT mo ycmyrute mo T. 7 1 8 ma Pasmen III ce ocwuiecTBama ¢ Keamuduuupan
enexkrponen moanuc (KEIT), uananer Ha Maructsp-bapmanept, paboTens B anrexara 1o JIOTOBOp C
H3OK n gpe3s seBesxnane na H30K koa Ha anTekara (ChriacHo ckmoderus ¢ H30K ZJOTOBOD).

10. HYpes enexTpoHHATa yciryra KbM alTeYHHs CODTYED Ce BPbIa uHdopMaums 3a:

- Perucrpannonen HoMep Ha ne9eOHO 3aBeeHIE, H3AAT0 penenta;

- YUH na nexap/3aMeCTHHK/HAET, U3NAN PelenTaTa;

- Jlata Ha u3naBaHe Ha penenTa;

- MKB xoz, 3a xo#iTo ce mpeamucsa jlekapcTBEH NIPONYKT, MENHIIMHCKO H3/Ie/THe HIIH
XpaHa 3a CelHaTHi MEOUUMHCKH LIETIH;

- H30K kon Ha nexapcTBeH NMpOAYKT, MEOHIIMHCKO H3JEIHE HIIH XpaHa 32 CHEUHAIHH
MCIHUHUHCKH HEJH;

- Ilpeanucano KOMMYECTBO Ha JIEKAPCTBEH IMPOAYKT, MEAHLMHCKO H3IeIHe WK XpaHa 3a
CIICHHaIHHN MENHUIIUHCKH nenu,
- Jara Ha u3nB/IHEeHHe Ha penenTa;

- OTnycHaTto KOMMYECTBO JIEKAPCTBEH MHPOIYKT, MEIHLHMHCKO H3ICIHe M XpaHa 3a
CHENHAaIHH MENULIMHCKH ENH.
11. Marucrbp-apmaneBTsT OTNYCKA JIEKAPCTBEHM NPOAYKTH, MEAMLHHCKHA H3IEIHS H
AUCTHIHM XpaHH 3a CICHHATHH MEIMLHHCKH Lenu caMo 3a guarHosd (MKB-xoxm), xouro ca
aKTHBHHU B €JIEKTPOHHATA PELENITYPHA KHUKKA.



