JIO
HAIIHOHAJIHOTO CAPYKEHUE HA EKCIIEPTUTE IO OBIIECTBEHU IOPBUKH

Ornocno: lpennoxenne no Hpoexm na 3axon 3a usmenenue u donvianenue Ha 3aKona
3a obuecmeenume nopvuxu (SH/A301), nyGmakysas Ha [Topran 3a o6mecTBeHM KOHCYNTANH Ha
Munucrepcku csper Ha 07.07.2020r. (mepmon Ha obmecrsenara xoucynrtanma ot 07.07 jo
07.08.2020 r.)

YBAXKAEMH KOJ/IETH OT EKCHHEPTHATA OBITHOCT,

Ha ocHopanue un 26 oT 3akoHa 3a HOPMATHBHHTE AKTOBE, BB BPB3Ka ¢ MyOMMKYBaH Ha
[opran 3a obwiecTBeHr KoOHCynTauHH Ha MuHHCcTepcku cbBet na 07.07.2020r. Ipoexm Ha
3HJ3011, B zaxonoycraHoeHEs cpok oT 30 AHH OT MyOMHKYyBaHETO My, NPEICTaBAME CBOETO
CTAHOBHIIIE H IIPaBHM IPEIOKEHHE IO MPOEKTa, KAKTO ClieBa:

CTAHOBHIIE:

Bumno or mMoTHBATE Ha 3aKOHONpPOEKTA 3a W3IMEHEHHE W JONBIHEHHE Ha 3aKoHa 3a
OOIIECTBEHHUTE MOPEYKH, YacT OT IPEIIOKSHHTE IPOMEHH Ca CBHP3aHH ¢ HeOOXOTUMOCTTA OT:
> DBeBexjane Ha  JONLIHUTENHH [PaBHIA, CBBP3aHH C  Opuiarase  Ha
HenTpanusypanara enexTpoHHa miaThopma 3a Be3jarase Ha OOMECTBEHH TIOPBYKH;
> llpeuusHpane M JONBNBAHE HA HAKOH pasmopeAOH ¢ Lem yiIecHIBAHE Ha
[IPUIATaHETO AM.

1) Ilpu amanmza Ha HpOBE/JIEHHTE NPOUCAYPH OT jedeOHUTE 3aBEfEHWS 3a JOCTABKA Ha
ACKApPCTBEHH MPOAYKTH M MENMIMHCKH H3JENHA B PaMKHTE HA IPEJXOIHMTE 3 TOOUHH Ce
Habimo/iaBa hakTa, ye Te3u 1poneypu obH4YaiHO ca ¢ MHOTO Ha Gpoit 060coBenn o3HIHH — GposT
UM cpeano ¢ okoio 300, a npu HAKOH 0T BE3NONHTENHTE goctara u 10 800. IIpu To3H MHOrO BHCOK
Opoii Ha oGocobeHnTe NMO3MLHE M C OTNEHA 3aIBIDKEHHETO 3a Bbinarage B LlenTpanusuparata
agromarusupana uHdopMamonHa cucteMa L, Enexrpornu obwectsenn mopruky® (IIAUC EOIT),
OPH  HACTOANIMTE COMTYepHH OGYHKIHOHAIHOCTH HA CHCTEMATA M CH3JAJEHATa B MOMEHTA
opranuzanHd 3a pabota B Hed, 06eMbT Ha pafoTaTa NP MPOBENAAHETO Ha €/lHA NPOLEeAypa 3a
BB3JlaraHe Ha OOINEeCTBEHAa MOPBYKa CE YBENHYaBa MHOTOKpaTHo. Topa Ge efHa OT TIaBHHUTE
IPUYAHA BCHYKH NeueOHH 3apejieHMs NoOBp3axa Oa cTapTUpar NPOIEAypPHTE 3a JO0CTaBKa Ha
TeKapCTBCHH IPOJYKTH M MEIMHMHCKH M3JEIHS TPEAd /a BJE3e B CHIA 3aTBIDKHTENHOTO
H3TI0NI3BaHe Ha rardopmara. :

3a Aa wirOCTpHpaMe KasaHOTO IO-rope, Ife pasriefaMe KaxkBo ce Hablio/apa B MOMEHTa
IpW Ch3NaBaHe, NPOBEXJAANE H NPHKIIOYBAHE HA eHa OOIecTBEHA MOpPBYKA 3a JOCTaBKa Ha
JEKAPCTBEHH HOPOAYKTH, KOATO MMa Haupumep 2600 obocobenm nozuuwmu. Tlpu npoextupanus,
pealu3HpaH ¥ TpUiarad B MOMeHTa Hadyud Ha pabota B IJAMC EOTI, npu msroteauero Ha
TMOPBLYKATA BH3HOMKHTEAAT 0POPMA NPOLENYPaTa 0 HIKIFOYHTENHO CNOXKEH H TPYAOCMBK HAYHH.
Beaxa epma ot Tesn 260 000coOeHH MO3MIHMH ce IOArOTBS KATO CAMOCTOSTEIHA OOIIECTBeHa
nopeyka, T.e. u3rorsa ce EEJ{OII, Texaugecko n HeHOBO NpeAIoKeHHE — HIH HHAYe KazaHo, MaKap
BB3JIOXKHTENAT [a CTAPTHpA €AHA OOIIECTBEHA IOPBYKA, B CHCTEMATA TOM PEANHO NOATOTB
JOKyMeHTaluA 3a 260 Opost mopBuKwy.

Hapen ToBa, B Xoza Ha IpoBeX/IaHe HA NPOLEIYPATA KOMHCHATA, ONPE/ENEHA CC 3aTIOBE)
Ha BB3NONkHTENd, 200 meTH TpaOBa 1a BLBEAE 3alOBEATA 3a HA3HAYABAHE HA KOMHCHS, /4
AexpunTHpa 260 0(epTH, BCEKH UIIeH HA KOMHCHATA TPAOBA Ja MOANHMINE PECTIEKTHBHO BLB BCIKA
efiHa oT Te3H 260 0b60coOeHH HO3MIKN JieKnapaius 3a Tumca Ha obcrogresctera no wi. 103, an. 2 or




30T11, aa npukaun / mommuine nporokon Ne 1 3a BeAxa egHa oT Te3d 260 obocoOeHH MOHUMH
mooTaento, Aa wiapard 260 oerH To3m Tlporokonm Ne 1 npu KoHCTarupaHu HECHOTBETCTBHS B
EEJOLL, ma wusmpatm 260 6pos aBTOMATHYHW CHOOIICHWS W Ja JIEKPHITHpA [ICHOBHTE
npeokenns 260 nmeri. [lo cpimuaT HauwH TpsAGBa CHOTBETHO Ja M3TOTBH / npukadd B 260 Opos
ot IIpotoxor Ne2, 260 6pos or [Iporokon Ne3, 260 Opoda moxnanu 1 260 Opos pelieHHs, KaTo 3a
Beaka nosuies pemerneto B LIAMIC EOIT ce usrorss v mpukaya B mwardopMara OTASTHO.

Ilpobnemute obaue He cmupat A0 TYK, ThH KaTo NpeXBHI (PYHKIMOHAIHOCTHTE HA
mnardopmara [AVC EOIT, 3a tesu 260 obocobeHn no3uIHEH e cleaBa Ja ObAaT cKiIodeHn 1 260
Joropopa. ThH KaTo YHacCTHUIIMTE B NPOLEAYPUTE YO OOIUECTBEHH NOPLUYKH 3a JOCTaBKa Ha
JIEKAPCTBEHH MPOAYKTH ca OrpaHMyYeHH Karo Opo# ThProeiH, TO CHOTBETHO O0MYaHAUAT OpoH
JOTOBOPH B ¢[Ha TakaBa OOMIECTBEHA IOPHYKA 3a JOCTABKA HA JIEKAPCTBEHH HPOJYKTH MHOTO
PAIKO HAABHILABA IBaHAHECET.

3a pasriejaHara XWIOTE3ara, B KOATO B egHa oOIMecTBeHa NOpPHUKA 3a JOCTABKa Ha
JEKApCTBEHM NpOonyKTH ¢ 260 obocobeHn MO3ULMH, HE CAMO € BE3MOKHO, HO € ¥ MHOTO BEPOSATHO C©
HAKOH OT JOCTaBYMHUTE Aa uMame ciorroderu Hagl 80 gorosopa. Tesn ocobeHOCTH HA BB3ATAHETO
Ha mopruku B 1maathopamta ITAMC EOIl HeMmAyeMo Ine 3aTpyfHST BBIIOKHTCIHTE MO
OTHOLIICHHEC Ha 3aiBIBAHETO HA JEKApCTBEHUTE MNPOAYKTH # 00paboTBaHETO Ha MHOMECTBO
(haxTypH, Thil KATO 32 BCAKO JICKAPCTBO Ie ce H3aBa OTAeNHa dakTypa.

Camo xaro TpuMep B Ta3d HacoKa IIE€ [OCOYHM, Y€ B MOMEHTa B CUYETOBOJCIBO CE€
obpaborBar cpepno Meceuyno mo 300 Opos axTypH 3a IOCTABKAa Ha JIEKAPCTBEHH IIPOJYKTH.
Mpespua daxra, 4e HOBEYETO OT JeUcOHWTE 3aBeACHHS Ca PETHCTPHPAHH MO 3aKOHA 33 JIaHBK
nobaBeHa CTOMHOCT W A0 14-10 4uclio Ha Mecella cllefiBalll H3JaBaHeTo UM ciefiBa ha [ojaaar
oryernu peructpy mo 3JIJIC B HAIL yeenuuapameTo Ha Opost Ha JOTOBOPHTE M IO TO3H HAYMH
Bpost Ha haxTypHTe HIe 3aTpyAHA paboTara U Ha QUPMHUTE TOCTABUUIH M HA JIeUeOHUTE 3aBEACHUA
H B To3u acuext. He Tpabea na ce oManoBaxasa M GakTsT, Y& pPasxoANTE HA BBL3JIOMKUTENRTE IIE
HapacHaT 0T Heu3DeKHO Mo-roleMHa Opoil MnaTeXkHH Hape)KJaHus, Thil KaTo B IOCICAHUTE FOAHHH
mabmonaBaMe €IHA TEHAEHIHA HAa T[OCTOSHHO HApacTBaHe pasMepa Ha TaKCHTE 34
BHTPCIIHOOAHKOBH H MEKAYOaHKOBH IIPEBOH.

JApyr cblllecTBEH MOMEHT, CBBP3aH ¢ H3JIOKEHHTE I[0-TOpPE ChHOOpaKeHHs, Kacae
npHaaraneTo Ha pasnopenbara ra 9. 30, an. 1 or Ilpapunuuka 3a npunarade Ha 3akoHa 3a
obmectrenure nopbuku /TIII301L/, koiito ce mnomsea eZMHCTBEHO 0T MHUHMCTEPCTBO Ha
3[paBeOIa3BaHeTo. AKTYaIHATa Pe/IakIlia Ha HOPMATA € KaKTo CIICABA:

. 30. (1) (Hsm. — [IB, 6p. 29 om 2020 2., 6 cuna om 1.04.2020 2.) Ilpu npoyedypu 3a
CRAOUBAHE HA PAMKOSU CHNOpA3YMeHUs U Gu3idzane Ha obujecmeeny NOPBLYKY 3d OOCMAasKa Ha
AEKAPCMEEHY NPOOYKMI 1O 3aKoHa 3a JeKApCmeeHume npeOYKmiL 8 XYMaHHAMa MeOuyUHa Wit Hd
meduyuHcku usdenus no 3aKond 3G Meouyuickume U30eRUs upe3 eleKmpoHHama niaamgopmd,
nodowprcara om Ilenmpannus opean 3a noxynku 6 cexmop "30paseonazeane”, modice Oa ce
donycre npedcmassane HQ ogepmu 3a eOHa URU noeede Om HoMenxknamypume 6 obocobenume
nO3UYyLL, GKAIOYEHU 8 npedvMema Ha obujecmseHama nopvaxd. Tasu 6b3MOICHOCH €€ NOCOYE 8
obsI6NeHUCMO, € KOCHO CE ONOBECMABA OMKPUBUHEMO HA npoyedypamd.

Cropen Hamnypara myGanuHO mocThlHa HubopMannd, crien 01.04.2020 r. mo Tosn pex ca
OTKPHTH Tporeypd 0T MHHECTEPCTBO Ha 3paBeola3BAHETO, KOUTO C€ NpPOBEKAaT ¢ mo 2
0B0cODEHH MOIUIMK BCSIKA OT TAX. 1e3W OOMECTBENH TOPHUKY ca ¢ YHHKaIHH HoMepa B POII na
AOII, kaxro ciensa:

v' 00080-2020-0004 — obocobena nozunus Nel ¢ 90 wmoMeHknaTypu/mexapcTBEHH
npoaykti/ u 06ocobeHa nosutus Ne2 ¢ 16 HOMEHKIIATYPH/ TEKAPCTBEHH TIPOIYKTH/

v 00080-2020-0009 — oGocobena mnosurms Nel ¢ 78 HomeHknarypu/JIeKapcTBEHH
npoaykTi/ u o6ocoGena mosunus Ne2 ¢ 16 HOMEHKIATYPH/IEKAPCTBEHH HPOLYKTH/

v' 00080-2020-0010 — obocobena nozunusa Nel ¢ 82 HOMeHKIATYpH/IeKapCTBEHH
nponykTw/ u obocobGena nospus Ne2 ¢ 69 HOMEHKIIATYpH/IEKapPCTBEHH IPOLYKTH/




v" 00080-2020-0011 — obocobena mozunust Nel ¢ 79 HOMCHKIATYpH/JeKapCTBEHH
npoxyxTH/ 1 obocobena mozumua N2 ¢ 90 HOMeHKIaTYpH/NEKAPCTBEHR IIPOLYKTH/

v 00080-2020-0012 — oGocobena mozumusi Nel ¢ 39 HOMEHKIATYpPH/IEKAapCTBEHH
npoayxTi/ i oGocobena rmozuimsa Ne2 ¢ 62 HOMEHKIATYPH/NEKAPCTBEHH HPOAYKTH/

Or nanpasenara crpasia 8 | lpoduna Ha xynyeaya Ha MEHHCTEPCTBO Ha 3HPABEOIA3BAHETO €
BUIHO, Ue Te3H obmo 621 nexapcTBEHM TPOAYKTa ca paznpeiencHd B obmo 5 oOmecTBEeHH
noppuki ¢ 06mo 10 obocobenn mozmmuu. OT Te3W NaHHA O€3CHOPHO CTaBa SICHO, 4Ye 22
MHHHCTEPCTBO HA 3APABEONA3BAHETO OOIIECTREHHTE NOPBYUKH 32 JICKAPCTBEHHE IIPOAYKTH, KOHTO ¢4
¢ MHOro oCocobeHs NO3UIHH, CBHIMO ca TPYZOEMKH 3a [OJArOTOBKAa ¥ [IPOBCIKIAHE JOpPH B
enekTpoHHa miargopma. Cnesnsa Oa oTOeNIOKHM, Y€ aHANOMYHH 0Ofxa OCHCTBHATA HA
MUHHCTEPCTBO Ha 3/PABEONA3BAHETO H CPEINAHHTE OT TAX 3aTPYJHEHHS IO OTHOIUCHHE Ha
[TOJI3BAHETO HA HOMEHKIAaTypuTe W npenu npomsimara Ha [[H30I1 ot 01.04.2020 r., BuAHO OT
obIecTrena nmopruka ¢ yaakanesr gzomep B POIT na AOIT 00080-2019-0022,

B nonkimHeHHe Ha rOPHOTO HAMA Kak jia He or0esiena ¥ JPyr WHPOKO H3BECTeH npobnem —
aIMUHHCTPATHBHUAT TE€PCOHAN B 3[paBHHTE 3aBEICHHMs € KpalHO OrpaHHueH pecype,
3aKHOMEPHOCT KOSTO Ba¥HM C 0cobeHa CHia 33 eKcmepTute 1o obmiectseHUTe rophukH. Karo
MOTBBPIICHEE HA TOBA LIE IMOCOYA, Y€ HA MECTa HECTO 3a TAKMBA E€KCHEPTH € OTpejeHa ¢aMo II0
eipa 1aTHa Opoiika, a caMo B €/[MHUYHH CJIyYal B CHOTBETHOTO 3aBEJEHHE HMA Ch3AaJCHO 3BCHO
3a O0IUECTBEHH IOPBYKH.

[Npu Taxa HIMOKEHHTE MOTHBH, C IeJl yliecHiBame padorara Ha Bw3noxwrennre o
VyacTHUIMTE B [POLCAYPH HO BB3NaraHe Ha oOIMECTBEHH MOPHUKH 3a NOCTABKE HA JICKAPCTBEHU
npoAykTH B Mepuumacky uamenns B mwiatdopmara ITAMC EOIL, npeanarame qa 6bae HanpapeHa
IOAXoAAIa kato (opMa H NpaBHA TEXHHKAa HOPMATHBHA NPOMAHA, BRBEXKAAINA HPaBHJIOTO Ha
1. 30, an. 1 ot III30I, B penakumsta keMm 30.03.2020 r., ¢ KoeTo 3a BCHUKE OOIIECTBEHH
HOPBUKH 33 HOCTaBKa Ha JIEKAPCTBCHM TIPOAYKTH H MEIMIMHCKM H3NCIHMA Ja Ce JOMyCHe
MpecTaBsIHE HA O(EpTH 3a e/[HA WM [OBede OT HOMEHKIATypHTe B 0bocobenute mosummu. [lo
TO3M HauMH Ha JIe4eGHHTE 3aBe/ieHHs LIC C¢ Oafe BE3MOXHOCTTA [Ia HPOBEXKIAT OOIMECTBEHH
HOPBYKH ¢ MATKO Ha 6poil 06ocobeHH MO3HIMHA —~ HE MOBEYE OT 2 A0 3, B KOMTO /la MOTAT Ja ce
BKJTFOYBAT MHOKECTBO HOMEHKIATYPH.,

2) Hapep ¢ ToBa, OTHpaBAME W NpPEUIOKEHHE 3a CL3JABaHE HA HOBO OCHOBaHWE 34
H3MEHEHHE Ha JIOrOBOp 3a OBIICCTReHA TOpBUKa, Hanp. B T. 8 B wir. 116, an. 1 ot 30I1. Cemioto e
06yCIOBEHO OT AMHAMMYHATA MPOMIHA HA LIEHWTE Ha JIEKAPCTBEHHTE NPOAYKTH B [losuTHBEH
nexapereen cmuchK /IIJIC/ Beexn mecell Ha 2-po m 16-T0 wmeno. B Tasw Bpp3Ka crenBa fa ce
IOCOYH, Ye TPH IIOBHINABAHE IEHWTe Ha JiekapcTBeHHTe NpoayktH B IJIC, npexparsasanero Ha
JIOrOBOpa 3a AOCTABKA Ha JIEKAPCTBEHH HPOJYKTH U [IPOBEXAAHETO Ha HOBA Npoueaypa 1to 3011 3a
JOCTABKATA UM OTHEMA MIOTO BpEME, Mpe3 KOETO MAIHEHTHTE 0CTaBaT 0e3 JeYEHHE.

CrhinlecTBEH MOMEHT B CIydad € H Toa, 4e neHure B [IJIC ca gnpikaBHO peryiHpaHd M ce
ompefenaT oT HauoHaIH|AT CHBET HO HEHH B peuMOypcupane Ha TeKapcTBEHATE IIPOAYKTH. Tosa
ce ABsABA FOIBIIHHUTENHA TapaHIiud, Ye TPH TPOMIHATA Ha JOTOBOPH 33 OOLIECTBEHH MOPBYKH 34
JOCTaBKA Ha JIEKaPCTBEHH HPOAYKTH B JIOCTATHYHA CTEICH e € 3aILHTeH MyOIHYHUAT HHTEPEC.

Cpefl MOTHBHTE HH 3& €IHO TAK0OBa HOBO OCHOBAHME 33 IPOMAHA Ha JIOTOROP 3a 0OIEeCTBeHA
FIOPBYKA € H TOBA, Y€ NPEBH] 3aA51009aBaIiaTa Ce TEHACHIHA Ha BIIOIIIABAHE HA 3/[PaBHUA CTATyC
Ha HaceNeHWeTo W Hapactsane Opos Ha OGondute B Pemybimka boniarapus, creapa 1a ce JIBpPKH
cMeTKa 3a Topa, ue 30I1 ocsen, OCHIypsBaLl HPO3PAYHOCT [PH MPOBEXKAAHETO Ha OOLIECTBEHUTE
IOPBUKH, IIPeAH BCHUKO TpsidBa fa Obae i eeXTHBEH, KakTo H Jia cro0pa3sBa peaiHaTa CHTYAIMs
B CTpaHaTa ¥ Jia 1aBa 3aKOHOBA BB3MOIKHOCT JIa OBJE OIA3eHO 3IPEBETO H JKWBOTA HA XOpara IIo
Hal-100pHd BE3MOIKEH HAYHH,




MPENTONREHHUE:

I. B un. 24 ce npaBaT cjieJHATE H3MEHEHHS H J0IIb/IHEHHS:

1. CeramHuAT TEKCT cTapa aJj. 1.

2. Cw3naBa ce ana. 2:

»(1) B o0siBieHHeTO, ¢ KOETO Ce OMOBECTSIBA OTKPUBAHETO HA MPOLEAYpPaTa, BH3IOKHTENST
MOXKE [a TPeABHAM BB3MOKHOCT 3a IIpeACTaBiHe Ha O(QEPTH 3a €1HA MM [I0BEYEe OT
HOMEHKJIATYpUTE B 060c00eHHUTE TO3UINK, BKIIOYESHH B MpeaMeTa Ha OOLIeCTBEHaTa MOPBLYKA —
IpH Bh3Marade Ha oOMIECTBEHH MOPBYKH 32 J0CTaBKA Ha JIEKApCTBEHH IIPOAYKTH IO 3aKoHa 3a
JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATA MeIHMIMHA WM Ha MEIUIHHCKH HM3JeNdd II0 3aKoHa 3a
MEIUITMHCKHTE H3eHs."

II. B 3akona 3a o0mecTBeHHTE TMOPBYKH €€ NPABAT CHeIHHTE H3MEHEHHA H
JONbJIHCHHSA:

1. B yi. 116, an. 1 or 3011 ce mob6aBsi HOBa To4Ka 8, ChC CIEAHUA TEKCT:

,,T.8. ca ¢ ipeiMeT HOCTaBKA Ha JIEKAPCTBEHH [TPOIYKTH M CE Halara M3MeHeHHe Ha [ICHaTa B
[IOCOKA YBEJIMYEeHHEe — B CllydyaWTe Ha IIOBHIICHHE Ha LEHATa HA JIEKAPCTBEHUTE TPOAYKTH B
[TosuTusen nexaperen crucbk (T1JIC) u go pasMepa Ha ToBa NOBUILEHHE.

2. B § 2 oT JONBLJHUTEJIHHTE pa3nopeadH ce ¢b31aBa HOBA T. 352, CHC CAEAHUS TEKCT:

“r. 35a. [losutusen nexapcteen cruchk ([1JIC) e cmmenksT ¢ nexaperBa, kouro H30K
samnama mo pema Ha Hapepba Ne 10 or 24.03.2009 r. 3a ycnoBusATa, pefa, MeXaHuzMa H
KpuTepuuTe 3a 3amnamaHe oT HaluoHanHaTa 3/paBHOOCHTYPHTENHA Kaca Ha JIEKAPCTBEHH
IPOIYKTH, MEIWIMHCKA H3JENUsS M Ha [JHETHYHH XPaHH 34 CIEIUAIHH MEOULIHHCKH IIeNH,
JIOTOBapsiHe Ha OTCTBIKH M TIPWIAraHe Ha MEXaHW3MH, TapaHTHPAlld MOPeABHAUMOCT W
ycroitumsocT Ha Gropkera wa H30K (3arm. m3m. - JIB, 6p. 67 ot 2011 r., m3m. u gom., Op. 48 or
2014 r., gom., 6p. 62 ot 2015 r., B crna ot 14.08.2015 r., 6p. 17 ot 2019 1.), B cuna ot 16 romm 2020

L]

T.

HagsBam ce, 4e ¢ HamnpaBeHUTe MPeAIONKEHHS 3a mpomeHH B mpoekra 3a 3M/I30I1 me
MOMOTHA 3a TMPEIU3HPaHe U ONTHMU3HPAHE HA TEKCTOBETE MY.

C yBaxxenue,

< Z
METS AJIEKCAHJIPOBA 2,
Pvrosooumen punancos omoen -
. Komnnexcen onxonozuqen yenmvp — Cmapa 3azopa” EOOL




