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NPEACEAATEJ/IA HA

KOMMUCHA 110 3/IPABEOIIA3BAHE K'bM 44-TO HAPO/JIHO CbbPAHME
A-P JAHHUEJIA JAPUTKOBA

OTHOCHO: [ly6siuxysaH Ha MHTepHeT cTpaHuuata Ha 44-to Hapoguo |cbbpanue
3aKOHONPOEKT 33 U3MEHEHUEe M JI0M'bJHEHHe HAa 3aKOH 3a KOHTPOJ BBDXY

HAPKOTHYHKMTE BellecTBa W mnpexypcopure, ped. Ne 102-01-4, BHeceH OT
MuHuCcTepCKHU CbBET Ha Peny6inka bbarapus.

YBAXKAEMA Ji-P JAPUTKOBA,
YBAMKAEMHU JAMH U IOCIT0JJA HAPOJAHU NPEACTABUTEJIY,
C wacrositero BOC u3pasasa CTAHOBUILE OTHOCHO HPEACTOSAILO npnemaue Ha I'bPBO

yerene ot Komucus no sapaseonassane 3W/| Ha 3aKOH 338 KOHTPOJ BBPXY Hapxomquu TE
BellecTBa U npekypcopure, ped. Ne 102-01-4.

B®C nojxkpens NpeANOKeHHTe OT BHOCUTEJS HOBH pasnopeadu, KouTo ca
HeoBX0MMH ¢ OTJIe/] IUTICAaTa Ha ype6a Ha 061IeCTBeHUTE OTHOWEHHNS 1 npt‘psemaaue‘ro
Ha ypeabara B CbOTBETCTBHE ¢ Pewenne Ne 704 Ha Munucrepckus cbeT oT 2018 r. Mepkn
3a TpaHcPOopMaLMA HA MO/e/1a Ha aAMMHHCTPATHBHO o6cayxBaHe B Brarapus. |

1. B 8§51 or 3U/ na 3KHBII ce ce3aaBa HOBA ypei6a Ha pejia 3a yHUIOXKABAHE Ha JleKapCTBEeHHU
NPOAYKTH, CbAbPHKaLld HAPKOTUYHU BELIECTBA. Crniopes HOBaTa ajivHes 2 HA tm 97a ot 3UJ
Ha 3KHBIl, anTexuTe ca 3aAb/KeHHM Ja MNpueMar Beve OTHYCHATH Ha Nalued T
JIEKApCTBEHU NPOAYKTH mo 4i97, ans oT 3KHBII. Tazu pasnopejba npojnaopeqn Ha
4n.97a, an.l ot 3/ na 3KHBII, cnope/i KOWTO anTeKdTe MOraT ja BpblAT JleKapCTBeHH
NMPOAYKTH C U3TEK'BJ CPOK HA rOAHOCT W HEYCBOEHH €JMHCTBEHO Ha T'bprosume Ha efpo,
KOMTO Ca AOCTABHJIM KOHKPETHHTE OpOAYKTH. CJIe}IOBaTEJIHO AKO NnNatyeHTbT He e noay4un
JIeKapCTBEHUAT NPOAYKTH OT anTekara, TO He MOXe Bepurara Ha ononaorsopﬂaaue %
Bp'bIIAHE HA THProBela Ha eApo, CbOTBETHO NOAABaHE HA 3asAB/ICHUE OT T"bprobeua Ha eipo
3a YHHUIOKaBaHe Ha JIEKApCTBEHWTE MPOAYKTH MO 4L 978 or 3UA Ha BKHBH 3a fa e
Bb3MOXKHO ANTEKaTa Ja BbpHE NPOAYKTUTE Ha Thprosena Ha eipo, nauneﬂmwe cneasa aa
YOCTOBEPAT C TMpeACTaBAHe Ha (GUHAHCOB OOH, 4e TPOAYKTHTE Ca oanycx—zam oT
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CHOTBETHHSA Thprosel, Ha ApebHo. B npoTHBeH c/lydai 3aKOHBT MOBE/IABA Ha allTeKuTe Ja
npueMaT JEeKapCTBEHH NPOAYKTH, CbABPKAUIM HAPKOTHYHHM BEIIECTBA, KOUTO HAMAT
3aKOHOCHOBPA3EH pej 3a yHHI0KaBaHe (MpeAaBaHe Ha ThProBel Ha e/p0) ¥ NOTeHUHATHO
i€ ce ChbXpaHABAaT A0 NMpeKpaTsBaHe Ha JEeWHOCTTA Ha aNTexaTa B HeHHUTE TIOMeleH s,
Mono6en pe3yaTaT e HeAOMyCTHM, [IOPajH KOETO Npejsiarame B 41.97a, an.2 aa ce JOM'bJIHH,
KAaTO Ce TMpeJBUAHM, Y& MAUMEeHTDHT C/eABa [a BbpHE JIEKapCTBEHU MPOAYKTH, (BABPXALLHN
HAPKOTUMYHY BellecTBa OT anTeKaTa, OT KOATO Ca MOJYYEHH, KaTO yAOCTOBEPH TOBA €
¢unancos 6oH. [Ipeanarame cjiefHaTa HOBA pe/lakuus Ha 41,974, a2 or 3U/ va 3KHBII :

,(2) TbprosunTe Ha ApeGHO, NOJYYHUIH JIHLEH3HUA 10 peAa Ha L. 33, an. 1 mun. 35, an 1, ce
3a/b/DKABAT fAa npheMar 6e3 3samUiallaHe HeYCBOGHM KO/aWdecTBa OT JIeKapCTBEHH
NPOAYKTH, Ch'bPXKAIK HAPKOTAYHY BelLleCTBa, OTIYCHATH OT THAX 32 AOMALIHO Jle4yeHne Ha
duamyecku aMua npu npedcmagsHe Ha JoKA3AmMencmed 3d moed u A2 TH npejasBaT Ha
THProBuUMUTE Ha eApo no w1 978, T. 1. |

B 4n.97a, an6 or 3WJl ma 3KHBII npepnarame CpOKbT 33 MpejaBaHe Ha JIGKapCTBEHH
NPOAYKTH, ChABPKALM HAPKOTUYHH BELIECTBA, 33 yHULLOXKaBaHe Aa obje eeb%m Ha 12
Meceyd, BMECTO TIPEABUEHHUSA CPOK OT 6 Mecela. MoTHBHTE HY Ca CBBP3AHHU C \I’IpaKTPIKaTa
WHBEHTApU3aLUATa Ha HA/JIMYHOCTHTE HAa Tesu NPOAYKTH /Ad ce MSB'prJBa BEAHBH
ropumHo. [locoyeHUTe NPOAYKTH HE Ca ChLUECTBEHA HacT OT CcKJlafoBaTa Hénmﬂoc*r Ha
ANTEKUTE U € HaIMLE AOCTAThYHO NPOCTPAHCTBO 33 3aKOHOCHOOPA3HOTO MM CbXPAaHEHUE,
KOeTo He HaJsiara ja ce nmpejaBaT 3a yHUIlOXaBaHe Ha BCEKH 6 Mecena. Hop,o§eﬂ CpOK lue
Cb3faje TPYAHOCTH 3@ OpraHM3upaHe Ha JEUHOCTUTE U OT T'bProBUUTE HA eAPO. Cuurame,
4e Mpe//I0MeHNeTo HU He 3acTpallasa 6€30CHOCTTA WY NTOCTUIaHeTo Ha uematf Ha 3aK0Ha U

e B CbOTBETCTBUE C PA3BUTUETO HA 06LIECTBEHUTE OTHOLIEHNA B obaacrTa.

BbB Bpb3Ka C U3JO0XKEHOTO, peA/iaraMe B w1.97a, anb uyudpara ,6" Aa ce saMeHu ¢
412"

Karo n3passBaMe yBEPEHOCT, Y€ MPE/IOKEHHATA HH LIE GbaaT NpUeTH U e 6baT
BK/IIOYEHM Npejy NpuUeMaHe Ha 3aKOHONPOEKTa Ha BTOPO qeTeHe, NMpUeMeTe HaliuTe
O34 paBH.

IMpepcenaren Ha YC Ha BOC
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