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Hayy4Hu 3aKJ/Il04EeHUA U OCHOBAaHMA 3a NPOMSHA Ha YC/IOBUMATA Ha
pa3peweHuero(sTa) 3a ynorpeba



Hay4Hu 3aknouyeHus

Mpeasua oueHbYHMA fgoknaa Ha PRAC oTtHocHo MAAB 3a metuncanuumnat/nesoMmeHTon/DL-kamdop,
Hay4yHUTe 3aK/Il0YEeHNS ca, KaKTo cneaBa:

Mpn npernega Ha NOCTMAapPKETUHIOBUTE ClydYaun Ha U3rapsiHUa Ha MSACTOTO Ha MPUIOXEHMUe, HAKOU OT
KOWTO CEPMO3HU, Ce YCTAHOBSBA, Ye He MOXe Aa Ce MU3KJIHUM MPUYMHHO-CNIeACTBEHA BPb3Ka Mexay
KoMbuHaumaTa metuncanmumnat/nesomeHTon/DL-kamdpop n cbbutmeto. NMopaam TtoBa PRAC cuuTa, ye
npoaykTtoBaTa MHdopMaums Tpabea Aa ce akTyanm3upa, 3a Aa Ce BK/KYM HexenaHaTa peakuums
,MN3rapsiHMs Ha MSICTOTO Ha NpuoXeHne" B KaTeropums ,,C HEM3BECTHA YeCcToTa", Tbi KaTo OT Ha/IMYHUTE
AaHHU He MOoXxe aa 6bae HanpaBeHa oueHKa Ha yectoTaTa. JInCToBKaTa ce akTyaan3npa CbOTBETHO.

CMDh ce cbrnacsiea ¢ Hay4HuTe 3aknouyeHns Ha PRAC.

OcHOBaHMuA 3a NpOMsHaTa Ha yCJIOBUMSAITAa Ha pa3peweHueTo(sta) 3a ynorpeba

Bb3 OCHOBa Ha Hay4YHUTE 3aK/loUYeHUs 3a metuncanmumnat/nesomeHTton/DL-kamdbop CMDh cunTta, e
CbOTHOLLEHMETO NoN3a/puCK 3a nekapcTBeHus(Te) npoaykT(m), cbabpxall(un)
mMeTuncanuuunat/nesomeHTosn/DL-kamdop, € HeENpOMEHEHO C NpeasIoXKeHUTe NPOMEHU B NMPOAYyKTOBaTa
nHdopmauums.

CMDh pgocturHa po ctaHoBwuLle, Ye pa3pelleHmeTo(aTa) 3a ynotpeba Ha NpoAyKTuTe, nonagalin B
obxBaTa Ha HacTosLwaTa egMHHa oueHka Ha MNMALB, Tpsbea aa 6vae(aTt) nusmeHeHo(un). B cnyvauTe, npu
KOWTO ApPYrY NeKapCTBEHW NPOAYKTU, CbAbpXalLun MeTuncanmumnaTt/nesomenTon/DL-kamdop, ca
noHacrosiwem paspelweHnun 3a ynotpeba B EC nnu ca npeamet Ha 6baelum npoueaypu no paspellaBaHe
3a ynoTtpeba B EC, CMDh npenopbuBa ga 6bae HanpaBeHa CbOTBETHATa NMPOMsiHa B pa3peLleHmsiTa 3a
ynoTtpeba.
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N3MeHeHMA B npoaykTOoBaTa MHdoOpMaumsa Ha nekapcreseH(M) npoaykTt(un),
pa3peweH(M) No HaLUMOHAJIHM nNpoueaypu



U3MmeHeHusa, kouTo Tpsa6Ba Aa 6bAaT BK/IIOUMEHM B CbOTBETHUTE TOUKM Ha NpoayKroBaTa
nHpopMauma (HOBUAT TEKCT € moAaYepTaH n yaebeneH, N3TpUTUAT TEKCT € 3aapackaH)

KpaTka xapakrepucTuka Ha npoAaykra
- Touka 4.8

CnepHaTa HexenaHa lekapcTBeHa peakums TpsibBa Aa ce Aob6aBn B CUCTEMO-0OpraHHms kniac ,,06wm
HapyweHus n edekTr Ha MSACTOTO Ha NPUJIOXEHME" C YecToTa ,Hen3BeCTHa":

NsrapsaHua Ha MACTOTO Ha NpuioXKeHue

JinctoBka
- Touka 4

CnepHaTa HeXenaHa nekapcTBeHa peakumsa Tpsbea ga ce gobasu B ,HexenaHn nekapcrBeHu peakummn®
C yecToTa yHeusBecTHa" (OT HaJIMYHUTE AaHHU HEe MoXe Aa 6bAe HanpaBeHa OLeHKa):

N3rapsaHusa Ha MACTOTO Ha NPUJOKEHUE
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Fpadmk 3a U3NbIHEHUE Ha HACTOSILLOTO CTaHOBMULYEe



Fpacdmk 3a M3NbJIHEHUE HA HACTOSALWOTO CTAaHOBULLE

MpueMaHe Ha cTaHoBULWETO Ha CMDh: aHyapu 2018 r., Ha 3acepanune Ha CMDh

MpenaBaHe Ha NpeBoauTe Ha NpunoxeHusTta kom | 10 MapT 2018 r.
CTQHOBMLLETO HA HALMOHAHUTE KOMMETEHTHY
opraHu:

M3nbAHEHMe Ha CTaHOBULLETO OT AbpXaBuTe 9 main 2018 .

yYneHku (nofaBaHe Ha 3asiBfiIeHMe 3@ NPOMsIHA OT
npuTexaTesis Ha pa3pelleHmeTo 3a ynotpeba):
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