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1. Ortnyckanero Ha JIEKapCTBEHM NPOAYKTH, MPEANHCAHH [0 pelda Ha EJNEKTPOHHO
IpENUCaHKe CE U3BBPLIBA B allTEKaTa OT MaruCThp (apMaieBT, paboTel] B Hes 10 pela Ha riiaBa
cenma ot Hapeoba Ne 4 om 4 mapm 2009 2. 3a ycnosusima u peda 3a npeOnuceane u OmnycKane Ha
JleKapcmeeHu npoOyKmu.

2. B obxBara Ha eleKTpOHHOTO HpeNUCaHue HEe ce BKIIUBAT MeauiuHcku u3nenus (MW) u
JUETHYHU XpaHU 3a crnenuaiHud MeauiuHcku nend (JIXCMII).

3. B ciiyyauTe Ha U3NIbJIHEHHE Ha €IEKTPOHHU IPEeANNCAHUS, U3IIBIHUTENAT BIUCBA JAHHHTE
3a OTIyCKaHETO B penentypHara kHwxka Ha 30JI no noceraumsus pes.

4. OTnyckaHeTo Ha JIEKApCTBEHH MPOAYKTH 1o pena Ha wi.78, T.2 ot 330 ce u3BbpIIBa IIPH
NpelcTaBsHE Ha MPOTOKOJA Ha XaptueH Hocuten oT 30JI no ocurypsBaHe Ha TEXHHYECKA
Bb3MOXKHOCT 3a OTpa3sBaHe Ha HeoOxoxumara wuHpopmauus B HanuonanHata 31paBHO-
MH(pOpMaIOHHA cUCTeMa choOpa3Ho cpokoete 1o §4 ot [I3P Ha Hapenba Ne 4.

5. 3a Hyxaute Ha uaeHtudumupanero Ha 30JI, MmarucTep dapmaneBThT BbBeXIa EI'H Ha
30J1 B cnenmanu3upanus copryep W AaTara Ha H3AaBaHE HA E€JIEKTPOHHOTO MPEANHCAHHE I
npyru pernamentupany B H3UC naunnu.

6. 32 M3NBIHEHHETO HA €JEKTPOHHOTO INPEANHCAHHE MAarucThp-(papMalEeBTBT Ce
unentuduimpa upes KEIL.

7. He ce momycka oTnycKaHe Ha JEKapCTBEHH MPOMYKTH, aKO MMa €IHOBPEMEHHO H3JaJICHO
eJIeKTPOHHO TIpe/nucanue, ¢ BhBenen HPH u u3zafeHa xapTHEHa pelenTa, ¢ BbBeneH B Hes Ne Ha
pelenTa, reHeprupaH OT MeJUIIMHCKHUS cOdTyep Ha JIeKaps.

8. Ilpy M3MBJIHEHHETO HA €JIEKTPOHHO IPEANHMCAHHE Ha JICKApCTBEH MPOAYKT, 3alljlallaH
HameIHO Wik yactuuHo ot H3OK, anteunust codpryep uma Bb3MoxHOCT upe3 WEB ycnyra na
M3BBPIIM aBTOMarWyHa nposepka B peructpure Ha H30K 3a BaiuIHOCT Ha JIOrOBOp Ha JIeKaps,
M3 €JIEKTPOHHOTO IIpeANKMCcanue, KakTo M B peructbpa Ha HAII 3a 31paBHOOCHTYPHTETHHS
CTaTyC Ha [IallUeHTa.

9. Maructbp-hapMalieBThT H3BBPIIBA NPOBEpPKAa Ha HHTEPHET CTpaHMIATa Ha HAII 3a
HENPEKBCHATH 3JPaBHOOCHTYPHUTEIHHM IIPaBa Ha JIMIATa, 32 KOUTO anTeYHUSAT coTyep mocousa, 4e
ca ¢ IPeKbhCHATH 3PaBHOOCHTYpHTENHH npasa. Otmyckar ce JIII ¢ eleKTpoHHO NpEAnUcaHue caMo
B Cily4ail, due Ce TIPeNOCTAaBH JOKYMEHT - YJOCTOBEPCHHE/CIpaBKa 3a 3allIaTCHH
3/IpaBHOOCHTYPUTENHN BHOCKH/BH3CTAHOBEHH 31PaBHOOCHTYPHUTENIHM MpaBa, H3AJACHO OT HAII,
IPUAPYKEH C KONHE Ha ChOTBETHHS JOKYMEHT.

10. Usnmagenure o 30 ampum 2021 r. pementd W MPOTOKOIM HAa XapTHCH HOCUTEN CE€
H3IIBJIHABAT 110 JOCEralIHUs PeJl 1O U3THYaHE Ha CPOKa Ha TAXHATA BAJIMIHOCT.

11. Usnanenute cnex 01.05.2021r. eneKTpOHHH NPEAIMCAHUS U IPOTOKOIM CE M3IBJIHABAT
o pena Ha riaa ceama or Hapenba Ne 4 or 4 Mapr 2009 r. u aeiicTBamuTe KbM MOMEHTa HA
OTIIyCKaHe Yc106us u ped 3a CKII0Y6aHe HA 002060pU 3G OMNYCKAKe U 3an1aujane Ha 1ekapcmeeni
npodykmu no 4i.262, an.6, m.1 om 3axona 3a nexapcmeenume NpOOYKmMu 6 XyMaHHama Meouyuma,



-

- HA MeOuyuHCKU u30enusl U Ha OUEMUYHU XPaHU 3a CReyuanHu MEOUYUHCKU Yenu, 3aniauanu
HanwaHo unu yacmuyno om H30K.

12. Tlpu u3MBIHEHHE Ha ENEKTPOHHOTO NMPEANHCBAHE HE Ce M3HUCKBA xapTueHa ¢opma Ha
peuentypHa 61aHka. He ce mpuiarar M3MCKBaHHATa OTHOCHO IOIBJIBAHETO H M HE Ce HAJIArar
CaHKIMM M0 CMHCBJIa Ha riasa llecta, paspen III ot Ycnosus u pen, B ciydaute Ha €JIEKTPOHHHU
NIpeaNnUCaHus.

Hacrosmara uHCTpYyKIHs € u3rorsena chBMecTHO ¢ BOC u e ny6nuKyBaHa Ha o(UIHATHATA
crpanuia Ha H3OK, xakro u € noBeneHa 10 3HaHHETO Ha BCHYKM THPIOBUM Ha APeOHO C
TEKapCTBEHM MPOJYKTH, OTIYCKAIlM JIEKapCTBEHH IIPOAYKTH 1o fHorosop ¢ H30K.

Ilpu npomsiHa Ha HOpMaTHBHATA ypenba, Kacaela eeKTPOHHO TIpe/INICBaHe H OTIYCKaHe Ha
JICKapCTBEHUTE MPOYKTH, HACTOSIIIATa HHCTPYKIHS CJIEABA A4 CE H3MEHS U IOMBJIBA.



