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HAPOJTHO CbBPAHHUE Ak,
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YBAXKAEMH I'OCIIOIUH IPEJACEJATEL,

Ha ocnoBanue un. 85, an. 1 or IlIpaBuimiuka 3a opranusanusta u neiHocTTa Ha Hapomuoro
cbOpanue BHacsMe MpoekT Ha Pemenue 3a BBBEXIaHE Ha €NIEKTPOHEH (HOpMAT HA POTOKOIH
1o . 78, 1. 2 ot 3akona 3a 3/IPaBHOTO OCHUTYpPsIBAHE C MOTHBH KBHM HETO.
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INPOEKT!
PEINIEHMUE 3A BBBEXX/IAHE HA EJIEKTPOHEH ®OPMAT HA ITIPOTOKOJIA
I10 4J1.78, T.2 OT 3AKOH 3A 3IPABHOTO OCUI'YPSABAHE

e Karo oryMra HEOOXODMMOCTTa OT OCHTYpsiIBAHE Ha HOCTBII JO CKBIOCTpyBaila
JeKapCTBEHa Tepanus Ha 3[PaBOOCHIYPEHH IAIMeHTH, CTPaJalld OT XPOHHYHH H
’KABOTO3acTpallaBaIiy 3a00IsBaHHUs,

e Karo crnobpa3sBa pasmopendara wi. 52, an. 1 or Koncrurymus Ha PemyGiumka
bbirapus, ceriiacHO KOATO rpaXkKIaHATE UMAT MIPABO HA JOCTHITHA METUIIMHCKA IIOMOII
OT 00XBaTa Ha 3paBHOTO OCUTypsIBaHE,

e Karo cpobpa3sBa pasnopendara Ha wi.78, 1.2 0T 3aKkoH 3a 37paBHOTO OCHTYPSBAHE,
KOSTO HM3HCKBAa IIPOBEX/JaHE Ha EKCIEPTH3a 3a MPEIIMCBAaHE HA CKBIIOCTPYBAIIH
JIEKapCTBEHHU IPOIYKTH,

e Karo B3ema mpenBHj, 4e IpOBEIEHATa €KCIepTH3a ce OOEKTUBHpA B aKT, HapedeH
IPOTOKOJ, KOMTO c€ ChCTaBsl ¥ IPEAOCTAaBs Ha NMAI[MEHTHTE HA XapTHEH HOCUTEJI, KOETO
Ch3/1aBa a/IMHHACTPAaTHBHA TEXKECT 3a MALUCHTHUTE,

e IlpenBun GaBHaTa mponeaypa MO U3/1aBaHE HAa MPOTOKOJIMTE, KOATO OTHEMA MECELH M
HEeoOXOMMOCTTa OT YCKOpsiBaHE Ha OOMEHa Ha JaHHH MEXAY MpeIIHCBaIlHTe
TepanuaTa MEIUIIMHCKH CIEIUAIUCTH H alTeKH,

e BnB Bpp3Ka ¢ BHeJpeHaTa Ha OCHOBaHUE WI.28T oT 3akoH 3a 3apaBero Harumonanna
37paBHOOMH(OPMAIIMOHHA CHCTEMa U ChINECTBYBaIara HHOOPMAIHOHHA CHCTEMA Ha
Hanponamsata 371paBHOOCHIYPHTENHA Kaca TAlMEHTHTE II0J3BaT €JIEKTPOHHH
NPEeINUACAHAS U EJIEKTPOHHH 3[PaBHOOCHUTYPHTEIHH KHHXKKH, KaTo MPOTOKOJIBT 3a
CKBIIOCTPYBALIO JICYCHHE HE OTrOBaps Ha €JIEKTPOHHHS (OpMaT Ha OCTaHAIIUTE
JIOKYMEHTH,

e C ornen HamansgBaHe HA IPEIIKHTE IIPH W3JaBAHETO HA IIPOTOKOJH, IPEHNATCTBAHE HA
HE3aKOHOCHOOPa3HOTO pa3xo/BaHe Ha cpezcTBa ot Oromkera Ha H30K u o6nexyaBane

Ha JI0CThIIa HA MAllHEHTHTE 10 JIEKapCTBEHA Tepalus, 3alvialiaa oT Oropkera Ha
H30K

HAPOAHOTO CBBPAHHE HA OCHOBAHHME YJL.86, AJLl oT
KOHCTUTYIIMATA HA PEIIYBJIUKA BBJII'APUS,

PEIIIM:

Bb3nara Ha MHHHUCTBD HaA 3JpaBeOla3BaHETO MW Ha yYOOpaBHUTEI Ha HaI_II/IOHaJIHaTa
3[IpAaBHOOCUTYPHUTEIHA Kaca B CPOK OT €IWH MECEH Aa MOATrOTBAT TEXHOJIOTHYHO WU

NpEpPHEMAT IEHCTBHS 110 BHEAPSBAHE HA €IEKTPOHEH (HOpMaT Ha IIPOTOKOI 110 478, T.2 0T
330 3a npeanucBaHe Ha CKBIOCTPYBALIIO JICYEHHUE.

BHOCHTEJTH:
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MOTHUBHU
KBbM pellleHHe 32 BbBeKIaHe Ha eJIeKTPOHeH (popMaT Ha MPOTOKOJIH 0 w178, T.2 oT

3akoH 3a 3APAaBHOTO oOCHTrypsiBaHe

W3BbppmBaneTo Ha excmepTHsa mo peaa Ha wi.78, T.2 oT 3akoH 3a 3JApPaBHOTO
OCHTypsiBaHE 3a IPEIHUCBAHE Ha CKBIIOCTPYBAIIX JIEKapCTBEHH MPOAYKTH ce 0OEKTHBHpA B
aKTOBE, HAPEYEHH IPOTOKOJIH, KOUTO ca ONpeieNIeHH KaTo Chabpkanue B IIpunoxenue Ne 8
kbM w124, an.1 ot Hapen6a Ne 4 ot 4 mapt 2009 r. 3a ycioBusTa ¥ pejia 3a NpeAIHCBAHE U
OTIYCKaHEe Ha JIEKapCTBEHH NPOAYKTH. IIpoTokonmTe ce wW3maBar 3a mMpeanmHcBaHe Ha
JIEKapCTBEHH NIPOAYKTH 3a JICYCHUE Ha XPOHUYHH 3a00/IIBaHKS B KOJIMYECTBA 33 HE ITOBEYE OT
365 nuu.

KBM MOMeHTa HMa TeXHHYeCKa TOTOBHOCT OT CTpaHa Ha ,,MHpOpMAarMOHHO
obcmyxBane AJ] KaTto CHCTEMEH HMHTErpaTop W Hoaabpkam HaruoHanHata 34paBHO —
HHGPOPMAIOHHA CHCTEMa 3a BbBEXK/IaHEe Ha eIeKTPOHEH (HOpMaT Ha IPOTOKOJIUTE 3a JICUYCHHUE
Ha XpOHMYHH 3abonsgBaHus. IIpomsHara Ha ¢opmarTa Ha NMPOTOKOJHUTE B €JIEKTPOHEH IIE
00JIeKYH IIalMEHTHTE, KOUTO HsIMa Jia ce Hajara Ja MPeACTaBAT XapTHEHH HOCHTEIH, INE
Ch3JaJie YCIOBHUS 3a HAMAJIBaHE HA IPEUIKHTE B U3aBAHETO HA NMPOTOKOJHUTE H IIE Ch3/a/e
IPEIIOCTaBKH 3a 10 — JOOBpP KOHTPOJ BBPXY Pa3xOJIBAHETO HA CPeNCTBA OT OIODKETa Ha
H30K. EnekTpoHHO MOAXBpIKaHHUAT MPOTOKOJ 1€ MPENSATCTBA Ch3JaBAHETO HA HEHCTUHCKH
JOKYMEHTH, Ype3 KOUTO MOXe J1a Ob/ie HaHECeHa 3HAYUTENIHA Bpe/a 3a MyOIuYHUs 3[paBeH
boHm.

B moznxpena Ha BbBEXIaHETO Ha €IEKTPOHHUS (opMar Ha IPOTOKOIMTE ce 0OABSBAT
NAMEHTHTE H YYaCTHUIMTE B IIpOIIEca 110 JleKapcTBocHaO 1sBaHeTo. [IpoMsHara 61 mo3sosmia
pedopmupane Ha camMus IPOIIEC O 0J0OPABaHE HA TepalUATA M HAMAJIBAHE HAa CPOKOBETE 3a
NAaIIUCHTUTE, KOUTO B MHOI'O CJIy4ad ca NPUHYICHH Ja YakaT ¢ MECEIM 3a Ha3HAYeHHe Ha
CKBIIOCTPYBAIIUTE JIEKAPCTBEHH NPOAYKTH. [I0CI€IHOTO MOCTaBsA B PHCK 3paBeTO M XKUBOTA
Ha TMAlHCHTATE, KOMTO IPEKhCBAT aMOylaTOPHOTO CH JIEKAPCTBEHO JIEYEHHE MOpaIH
3aKbCHEHHE B IIPOLETYPHTE.

BBexnaneTo Ha enekTpoHHa popMa Ha MPOTOKONHTE Cle/IBa 1a Obae IIPYA TapaHIIA{
38 MCIMITHHCKHUTE CICIIHAIIACTH, Y€ HAMA 1a [IOIPXKAT €THOBPEMEHHO M Ha XapTHEH HOCHTE!I
TIOCOYCHHTE NPOTOKOMH H IIOCTHO €JEKTPOHHO MNOMIbPKAaHE Ha HeoOX0omuMara
IpAZpyXkasama HHGOpMauus, KOeTo HsMa ja 3aTpyldHH paboTara Ha IPENHACBALTATE
cnenuamicTd. IlocnenHoTo Ime HANOXM e€BEHTYaNIHH HW3MEHEHHS W JOIBIHEHHS Ha

IO0JI3aKOHOBaTa HOpPMaTHBHA ypez[6a OT CTpaHa Ha MHHHCTBD Ha 3[IpaB€OIIa3BaHETO H



noaroroska Ha Jgorosopuute naptHbopd Ha H3OK — BJIC u B®C no penma Ha 3akoH 3a
3paBHOTO OcUrypsiBaHe. ToBa mpeamnosara KOOpAWHUPAHU YCWINS HA PHKOBOACTBOTO Ha M3

u H3OK 3a nmocturase Ha meira.

BHOCHUTEJIN:
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