Nudpopmanua or M3 BbB Bpb3Ka ¢ Ipoleca
10 U3JIABAHE YU U3II'BJHEHUE HA €JICKTPOHHA
perernra

YBAKAEMMU KOJIEI'H,

B®B BpB3Ka che CTapTUpaIKS MPOLIEC [0 U3/IaBaHe U U3ITbJIHEHUE Ha eJICKTPOHHA pelenTa v BIM3aHeTo B CHJia Ha
u3MmeHeHusTa Ha HAPEJIBA Ne 4 OT 4 MAPT 2009 I'. 3A YCIIOBUATA U PEIA 3A IIPEAIIMCBAHE U OTITYCKAHE
HA JIEKAPCTBEHU IMTPOAYKTMH ot 18.12.2020r. Bu ungopmMupam cieaHoTo:

1. EnextpoHHa penienta J1aBa Bb3MOXHOCT 32 MPEINMCBaHe /PECTIEKTUBHO/ OTITyCKaHe HA BCHYKH pa3peleHH 3a ynorpeda
JIeKapCTBeHH NPOJYKTH B CTPaHATa , KOUTO UMaT oOpa3yBaHa MO 3aKOHOYCTAHOBEHUS peJl LIeHa, KaToO TOBA Ce OTHACS KAaKTO
3a JIEKapCTBEHU NPOLYKTH C PEKUM Ha OTIIyCKaHe ,,I10 JIEKApCKO NpenucaHue”, Taka 1 Ha Bcuuku Bugose OTC npoaykTu
MpejJiaraHy Ha Hamus ¢papMalieBTHUeH nas3ap. M3mucBaT ce KakTo Ha ejekTponHa penenra 6.1. M3-H30K NeS n SA
peumOypcupanu or H30K, Taka 1 Ha eJleKTpOHHa 0s.1a pelieniTa 3a cBO0OOJHA NPoAazkoa.

2. IlpenBun ctatyTa Ha XpaHUTETTHUTE T00aBKHM KaTO MPOIYKTH, KOUTO Ce€ MPOAABAT U B PA3JIMYHK THIIOBE ThPTOBCKH OOEKTH,
KOMTO He ca anTeKu (XpaHUTEIHU Mara3uHy, OSH3MHOCTAHIMM, Mara3uHy 3a JUETUYHHU XPaHU U T.H.), U  3aII0TO 34 TAX KbM
MOMEHTA HsIMAa HHTErPUPAH PerucTbp, KakTo U(aKTa, Ye 32 3aKyIyBaHETO UM HE CE€ M3MCKBA U3PUYHO yKa3zaHHUEe OT
MEJUIIMHCKH CTICIIMAJIACT, Te He BJU3AT B 00cera Ha eJJeKTPOHHATA pelenTa | He ce MPEeANKcBar upes3 Hes. B ciyuvaii ue
MEJUIIMHCKH CIIEIUAJIACT PEly Jia AOITbJIHU TeparusTa Ha MalUeHT C XpaHUTeJHa JoOaBKa B IOITbIHEHHE KbM OCHOBHATA MY
Tepamnus TO TOW CJieJjBa Ja TY U3IHIIe Ha OOMKHOBEHA 0s1JIa XapTHEeHA pelenTa.

3. PexxuMbT Ha IpenMCBaHe 1 OTITyCKaHe HA MEIUIIMHCKH U3/eJIUsl U TUeTUYHU XPaH! 34 CIICIIMaTHA MEAUIIMHCKA TIEJH,
kouto H3OK mnamia B ycinoBusita Ha M3BBHOOJHUYHATA MIOMOIT] KbM HACTOSIIUS MOMEHT Ce 3ara3Ba, Karo Te 1e ObaaT
m3nucBaH Ha xaptueHa 6aanka H30K Ne5 u SA |, KakTO ¥ BCHUKY MPOAYKTH PETUCTPUPAHH KAaTO M3/, KOUTO Ce
Mpo/IaBaT CBOOOJIHO B anTeKUTe (MMa TaKMBa KAk 3a HOC, TabJ1. 32 CMyYeHe | Ip.),  3al[0To 3a TAX KbM MOMEHTa HsMa
HHTEerpupaH perucTsp. KbM MOMEHTa HAMA eTMHEeH PEerucThp U HOMEHKJIaTypa Ha MeJUIIMHCKUTE U3/eNHs, 3aTOBa Te He ca
BKJTIIOUEHHM B eJIeKTpoHHAaTa perienTta BbB Paza 1 Ha m3rpakganero Ha HarmoHanHarta 31paBHO-MH(GOPMAIIMOHHA CUCTEMa .
Korato Objie M3roTBeH perucTbp Ha METUIIMHCKUTE U3EITUs Te 11Ie MOTaT Jia e U3IMUCBAT Ha eJIeKTpoHHa perenTa. [Tpeasun
(paxta, gye cprnacHo ui. 52 or HP/] 2020-2022 r., MeAVIIMHCKUTE U3JENNS U JUETUYHUTE XPaHU 34 CIIELUATHA MEAUIIMHCKH
1IeJIM 32 JIOMAIITHO JIeYeHUe Ha TEPUTOPUATA Ha CTpaHaTa ce MPercBaT Ha OT/IeIHA pellenTypHa OJlaHKa MPH cria3BaHe Ha
ocraHanute u3nckBanusTa B HPJI He chiniecTByBa mpeyka 3a TAXHOTO U3MMCBAHE U OTIyCKaHEe Ha XapTheHa perenTypHa
oanka o H30K.

4. B ciiyyanTe B KOMTO TIPH JIEKapsAT B MOMEHTA Ha TperJie]l HsIMa MHTepHET CBbP3aHOCT 10 HIKaKBa MPUYKHA, € MPeBUICH
pexuM Ha pabota B odpJiaiid cpea . Torasa jnekapsAT NPUHTHPA peLENTUTE, KAKTO MPaBHU Cera U T'M JaBa Ha MalleHTa.
Jlekapckuat coTyep NOMHH, Ye MMa He U3MPaTeHu pelienTy U aBToMaTiyHo ru u3npaiua kbM H3UC, koraTo ce Bb3cTaHOBU
MHTEpHET Bpb3Kara.



