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[NIPEACEJATEJIA HA
HAPOJJHOTO CbBPAHHME
HA P. BbJITAPHUA

IMPEACEJATEJIA HA
KOMUCHATA T10
3[IPABEOITA3BAHETO

IMPEJICEJIATEJIA HA
KOMHCHATA T10 BIOJDKET U
OUHAHCH

MIPEJICEJIATEJISI HA
KOMMCHUSTA IO BLITIPOCUTE HA
JIELATA, MJTAZTEXXTA U CITIOPTA

[TPEACENATEJIA HA

KOMUCHATA 10 PETUOHAJIHA
MMOJIMTUKA, BJIATOYCTPOMUCTBO U
MECTHO CAMOVIIPABJIEHHE

[MPENCEJATEJIA HA

KOMUCHUSTA 110 HKOHOMHWYECKA
[TOJIMTUKA U TYPU3BM
(YHACTBAILLIA)

[MPEACEJNATEJIA HA
KOMUCHSATA T10 TPY JIA,
COLUMAJIHATA U
JEMOI'PAGCKATA TTOJIMTUKA

[MPEJICEJIATEJLSI HA
KOMUWCHUSITA T10
B3AUMOJIEMCTBUETO C
HEITPABUTEJICTBEHUTE
OPTAHU3ALIMU U )KAJIBUTE HA
PAXJIAHUTE

[TPEJICEJIATEJIS HA
KOMUCUSATA I10 [TPABHU
BBITPOCH
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CTAHOBHUIIE
oT
BbJIF'APCKA THPI'OBCKO - [TPOMUILLIJIEHA I[TAJIATA

OtHOCHO: 3aKOH 3a M3MEHEHHE W JOMbJIHEHHE Ha 3aKkoHa 3a JeyeOHUTE 3aBe/eHHS,
cHrH. Ne 502-01-47

YBaxkaeMu JaMH U rOCIona,

BbB BpB3Ka ¢ ropenocoveHMst 3aKOHOMPOEKT, CJEJ EeKCIEPTHO [pOoydYBaHE Ha
NpeJIOKEHHTE TEKCTOBE M JONHTBAHE [0 CBOMTE WIEHOBe, bbJarapcka TBProBeko —
npomuuuieHa nanara (bTIIII), u3paszara cineaHOTO CBOE CTAHOBHIIIE:

B § 3. Anunes 2 npemnarame TEKCTa Ja ce IOMBIHH C: ,,(2) JleueOHUTE 3aBeneHUs
MpUaraT TEXHOJIOTHH M CHCTEMH 3a oOxBallaHe, chOupaHe 1 00MeH Ha HHbOpMaLKs, KakTo
M 3[paBHO-WH(QOPMALIMOHHH CTaHJapTH. 3IpaBHO-WHOOPMALHOHHHTE CTAHIAPTH Ce
YTBBPXKIABaT ¢ HapeaAOU Ha MUHHCTBLPA Ha 3/IpaBeorna3BaHeTo.”.

Momusu:

Cunrame, 4ye MHpopMauusTa He camo Lie ce cbOMpa, HO W wIe ce oOMeHs Mexay
ne4eOHHTE 3aBEJ€HHS BBB BPb3Ka C €JIEKTPOHHOTO 3]paBeorasBaHe H B3aMMO/ICHCTBHETO
MEXIY OTIENHUTE 3paBHH CTPYKTypH. OcBeH ToBa 100aBSHETO Ha 0OXBamIaHe [OMYyCKa
H3M0/I3BAHETO HAa CHBPEMEHHH TEXHOJOTHH 3a aBTOMATHYHO NPOYHTAHE HA MaHHH, KaTo
OapkonoBe ® paJHOYECTOTHH TaroBe, KOETO € TMpPsSKO CBBbP3aHO C H3MOM3BAHETO Ha
HH(QOPMALMOHHH CHCTEMH M CTENEHHTE Ha AaBTOMATH3allMsg H MMa CBIIECTBEH NPHHOC 3a
HaMaJIsIBAHETO Ha MEJIMUMHCKH IPelIKU. B nmoakpena Ha Ka3aHOTO MO-TOpe € W NpPeABUAECHOTO
8 HALITUOHAJIHA 3IPABHA CTPATEI'MATA 2014-2020, nonutuka 11:

e PasmmpsBaHe W HaArpaxkiaHe Ha MOJIYJIMTE Ha 3ApaBHO-HH(OpPMAlHOHHA CHCTEMA,
upes:
— o00MeH Ha HHQOpPMAaLKs B pealHO BpeMe MeXJ1y 3aeTHTE B cdepara Ha 37paBeona3BaHeTo

Ha €JIEKTPOHHH HalpaB/IeHHs], EIeKTPOHHHU pellenTH, 1adopaToOpHH JaHHH H H3C/IeABAHH;
— BHeIpsBaHe Ha HHQOpMALIMOHHO KOMyHHKauumoHHute TexHonmorud /MUKT/ B

HH(pacTpyKTypaTa Ha 3paBeol1a3BaHeTo

«

B § 63. B npenBHACHOTO U3MeHeHHe Ha 4Il. 45, an. 10 or 3akoHa 3a 3ApaBHOTO
OCHTypsIBaHE, CrOpe] Hac TpAOBa /a ce faje TOYHO Oonpe/ie/ieHHe Ha HOBO MEXAYHaPOIHO
HeNnaTeHTHO HAUMEHOBAHUeE, KaKTO M Jali HMa oTHoueHHe KbM INN ¢ U3TeKb/I NaTeHT, HOBH
3a [O3MTHBEH JleKapceTBeH crucebk (I1JIC), HO npou3BeaeHH OT reHepUYHH KOMIAHHH HITH MTBK
ukcHpaHu 1030BH KOMOMHALMH OT aKTHBHH BELIECTBA ¢ H3TEKBJI MIATEHT.

Cemo Taka B MOMEHTa MOJOOHM HOPMH CbIIECTBYBAaT, HO SBHO He JaBar
HeOOXOIMMHUTE PE3YNTAaTH B 4YACTTa 3a JorosapsHeto. CleloBaTeNHO pe3ynTarsT lie Obie
aJIMHHUCTPATHBHA OTCTBIKA OT 2,5 10 15%. Cnopea Hac. ToBa 1lle 10Be/le 3aCH/IBaHE OTJIMBA
Ha PETHCTPUPAHH JIEKAPCTBEHH MPOAYKTH H HE)KelaHHe 3a HOBH PErMCTPalMM OT CTpaHa Ha
IpUTEkKATE]l HA pa3spellieHHe Ha 3a ynotpeda, ¢bC BCHUKH MOCIEACTBHA 3a TPAXKIAHHTE OT




TOBa. B mpeanaraHuTe TEKCTOBE JIMIICBAT JOPH W HACOKH OTHOCHO MpaBHJIATA 3a OIpeleisHe
Ha KOHKpeTHaTa OTCThIIKA B uanasona 2,5 — 15%.

CuyuraMe, ue HIEsSTa 3a HajaraHe Ha OTCThbIIKA He KOpEeCmoHAMpa ¢ MojJena 3a
LeHooOpas3yBaHe Ha JieKapcTBeHH MpoayKTH Bkmrousanu B [1JIC, a uMeHHO Hali-HHCKa LeHa
oT omnpeneed Opoil eBpONeficKH AbpKaBH, KOHTO € paboTell U Mo KOWTO HMa KOHCEHCYC.
Borpeku TOBa, aKO TaKaBa OTCThIIKA ,,HEMHHYEMO ™ TpsOBa /1a ce BbBee, Ts TpsaOBa Ja e yacT
OT TIpolleca Ha BKJIOYBaHe Ha JiekapcTBeHHTe MpoAyKTH (JIII) B MO3HTHBHHA TeKapCTBEH
cnHchbK. ToBa Ime 3aTpyJHH H JOMBIHHTENIHO LI€ YAB/DKH BPEMETO 3a peajieH NOCTBII Ha
3acerHaTUTE JEKapCTBEHHU MPOAYKTH A0 MAlHCHTHTE.

Ha cneaBamo MscTo npe/jiaraMe HW3MeHeHHe Ha aedunHuuuaTta 3a "Enunen
perucTpalMoHeH Homep'" B JIOMbIHHTEIHHTE pasnopeaOu Ha 3akoH 3a neyebHuTe 3aBeieHus,
KaTo ONpe/Ie/IEHHETO 3a «aeceTUn(pen Ko NpejiaraMe Jia ce 3aMeHHu ¢ yHuuumMpan Ko 3a
HaeHTHOUKAUS HA JeyeGHMTE 3aBeJeHHs, KOHTO € BaiujeH B MEX/IyHapoleH maiad.
Msnon3panara B JeHCTBAIKA 3aKOH JeUHHLUA HAa JeceTuH(peHHs KO e orpaHHyaBala 1
He TpeaBHXKIa OBAEINOTO B3aMMOJeiicTBHE Ha OBJArapcKUTE € MEXKIYHapoAHHM JieyeOHH
3aBeJIeHHs M HeoOXO0IMMaTa B Ta3K Bpb3Ka OMepaTHBHA CbBMECTUMOCT. 3aKOHBT OM Cle/1Baslo
Jla 1aBa paMKara, a He Ja OrpaH|yaBa /10 H30/13BaHeTO Ha KOHKPETHA KOJHPOBKA.

Ha cneasamo MscTOo mnpemjiaramMe, OT CIHCbKAa Ha OOJHHMLMTE, KOHUTO IIE C€
NpUBATH3MpAT fAa ObIAT H3KIIOYEHH TE3H, KOMTO Ce (UHAHCHpAT CBC CPEACTBA OT
EBponefickus CbrO3.

HacrosBame J1a ce 3ama3u B jocera JeHCcTBalllUs 3aKOH, H3HCKBAHETO KbM PbKOBOIHHA
fiepCcoHal 3a NpUTeKaBaHe Ha KBATW(QHUKALHA - ,.3APABEH MEHHDKMBHT .

C ornea ropeus3IOKEHOTO, MOJS [a B3eMeTe MpPEeABHJ HALIMTE MNPENOpbKH MpH
pasriexaaHe Ha 3aKOHa.
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