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]
YBarkaemy rocnoXu n rocnoga,

MpunoxeHo B vanpalam CTAaHOBULLETO Ha AupeKumua ,MogepHnU3auma Ha agMUHUCTpaumMaTa’ oT nocTbnuaaTa
4acTUYHA NpeaBapUTeNnHa OUEHKa Ha Bb3AeNUCTBMETO Ha NPOEKTa Ha flocTaHoBneHUe Ha MUHUCTEPCKUA CbBET 33
U3MEHEeHMe 1 JONb/IHEHME Ha HOPMATVMBHU aKToBE Ha MUHUCTEPCKUA CbBET, Nnoay4yeHa c Bawe nucmo Ne 03-08-92
ot 12 ¢espyapn 2019.

CraHoBuMLeTO cneasa aa 6bae nybauKysaHo Ha MopTtana 3a o6LWecTBEHU KOHCYNTaLMK B TO3M Gopmart npu
o61uecTBeHMTE KOHCYITauui.

CraHoBuiLeTo we By 6b4e nanparteHo v no opuumaneH nert.

3a noseye uHPopMaums MOXKe Aa ce o6pbluate Kbm r-xa Anbena Mabposcka, Ten.: +359 2 940 25 72, aupekuus
,MogaepHusauma Ha agMuHUCTPaumaTa”.

From: Impact Assessment <impact.assessment@mbh.government.bg>
Sent: Tuesday, February 12, 2019 6:00 PM

To: impact assessment <impact.assessment@government.bg>
Subject: FW: CTaHOBMLLE OTHOCHO YacTUYHa NPefBapuTe/IHa OUEHKa Ha Bb3AeWCTBUETO Ha NPOEKTa Ha
MocTaHoBAEHME 32 USMEHEHUE M AONDBAHEHWE HAa HOPMATUBHU aKToBe Ha MUHUCTEPCKUA CbBeT1. UsmeHeHWeTO U
AonbaHeHneTo Ha Hapegbara 3a ycnosuaTa, npasuniarta v peaa 3a peryavpaHe v

From: delovodstvo <delovodstvo@mbh.government.bg>

Sent: Tuesday, February 12, 2019 5:59 PM

To: Impact Assessment <impact.assessment@mbh.government.bg>

Subject: CTaHOBMILLE OTHOCHO YaCTUUYHA NPeABapUTENHA OLEHKA Ha Bb3AeHCTBMETO Ha NpoekTa Ha lNocraHoBneHue
33 USMEHEeHWe U JoNb/HEeHWe Ha HOPMaTUBHM aKToBe Ha MUHUCTepCKUA cbBeTl. UsMeHeHNeTo 1 AONBAHEHNETO Ha
HapegbaTa 3a ycnoBuaTta, npasusiaTa u peAa 3a peryimpase u p...




PENTYBJHUKA BBJIII'APUSA
AAMHUHHHUCTPAIIHUSA HA
MUHUNCTEPCKHSA CBBET

CTAHOBHIIE
Ha JupeKunus ,,MoiepHA3aluns Ha aAMHHHACTpanAsTa”

OTHOCHO: wuyactyyHa mpeABapuTelHa OLCHKA Ha BB3JACHCTBHETO Ha TMPOEKT Ha
[TocTaHOBEHHE HA MUHUCTEPCKHS CHBET 32 U3MEHEHHE U JOMBJIHEHHE HA HOPMAaTHBHU aKTOBE

Ha MMHHCTEPCKHA CBhBET

Ha ocnoBanue 1. 306, an. 3 ot YcTpoitcTBeHUSs MPaBUIHUK H2 MHUHUCTEPCKHS CHBET M Ha
Heropata aiIMMHHCTpaLus, Iupekuus ,MoaepHu3alusd Ha aAMHMHHCTPALMATA” ChbIiacyBa
noctenunata ¢ Bam Ne 03-08-92 ot 12 ¢eBpyapn 2019 r. yacTHYHaA Npe/IBapHUTEIIHA OLIEHKA Ha
BB3JEHCTBHETO Ha mpoekT Ha [locTaHOBNeHME HA MHHHCTEPCKMA CHBET 3a H3MEHEHHE M
JOITBbIHEHHE Ha HOPMAaTHBHH aKTOBE Ha MUHHUCTEPCKHUS CBBET, CHC CIICAHUTE MPENOPHKHU:

I OtHocHo Hapenbara 3a ycioBHsATAa, NpaBHJATa H peda 3a peryjupaHe H
perucrpupaHe Ha eHHTe Ha JIeKaPCTBEHHTE MPOXYKTH

Ipenarame B T. 8.1 1 8.2 1a ce BKIIIOYY KpaTka MHGOpMaLUA OTHOCHO 8AMUHUCTPATHBHATA
TeXeCT 38 QU3MYECKUTE ¥ IOPHUIMYECKUTE JIMLA U JIa CE MOSACHH CH3/]aBa JIM C€ HOB PEryJIaTOpeH
PeXHUM H Kak e 6b/JaT 3aCerHaTH ChILECTBYBAIIM YCIYTH H PEXXHMH.

Hokonkoro MCII ca npsxo 3anHTepecoBaHd ot npomeHuTe B Hapenbara, Heo6xoaumo € B
pazzen 10 ga ce BIrouM HHGOPMALKS 110 OTHOIIEHHE Ha odakBaHHTe edexty 3a MCII. Axo Te ca
3acerHaTd B 3HAYWTEJIHA CTeneH, TO TpsabBa jna ObAe U3BBPIICHA OLEHKa W HM3MEPBaHE Ha
IEACTBUTENHOTO BB3AeiicTBUe, chriacHO Touka 4.5 CneuuduyHM BB3JCHCTBHA: OLEHKA Ha
BB31eiicTBHeTo BEpXY MCII oT MeTonykara 3a npeJBapHTe/IHa OLEHKA Ha BB3ACHCTBHETO Ha
HOpMATHBHH aKTOBE U POrpaMH, A0CThNHA Ha IToprana 3a o6mecTBEHH KOHCY/ITALMH.

II OtrnocHo Tapudara 3a TakcuTe, KOHTO ce ChOHpaT No 3aKoHAa 3a JIEKADCTBEHHTE
NPOAYKTH B XyMaHHATa MeAUIMHA

INpennarame pasnen 4 3a Bapuant Ha pjeiictBue ,llpuemaHe Ha M3MEHEHMSATa H
nomeiHenusata B Fapugara” na ce IOMBIHU ¢ KOHKpEeTHa HHGOPMALMA OTHOCHO NIPEABUACHHUTE
[pOMEHH B HOPMAaTHBHUS aKT, CBbP3aHU C BHBEXK/JAHE Ha HOBATA TAKCAa 3a OLEHKA Ha 3JpaBHUTE

TCXHOJIOTHH. CJ'[C}.IBa Ja ¢c€ roCo4YH, 4€ Ta3Hu TaKca Tpﬁ6Ba Ja 6’511’6 onpeneicHa B CbOTBETCTBHE €
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W3MCKBAHHMATA Ha 4wi. 7a oT 3akoHa 3a OrpaHHYaBaHe Ha aJMHHHCTPATUBHOTO pEryjivpaHe H
aMUHUCTPATUBHYS KOHTPOJI BBPXY CTOIIAHCKATa JEHHOCT.

ITo oTHomeHWe Ha pasjendre 5 ¥ 6 npepnarame HHPOPMALMATA Ja Ce€ AOMBJIHH C
KOJIMYECTBEHO M3MEPEHHE Ha OYaKBaHWTE MKOHOMMYECKH IIOJI3M M pasXoly 3a 3aCerHaTHTe
CTpaHH.

II OtHocHO YeTpoiicTBeHus npaBuaHuK Ha HanuoHa/IHHS chbBeT N0 peumOypcupane
Ha JIeKapCTBEHHTe MPOJYKTH H HAa HeroBaTa aJMHHHUCTPALUS

Ipennarame Bapuanta Ha fejicteue ,,JIpremaHe Ha .....” 1a ce IOMBJHH ¢ HHbOPMALHS 3a
NpeaBHAEHUTE HOPMATHBHH IIPOMEHH, KaTO CE OIHILE B KAKBO CE U3pa3siBa pCOPraHU3alUATa Ha
aJMUHMCTpALUATA (HAIp. CH3NABAT JIA CE HOBH JTHKHOCTH, KAK C€ pasnpenensar QyHKUMH U

OTTOBOPHOCTH MEXKAY 3BCHaTa, MPOMEHS JIH CC YUCJICHOCTTA UM H TH)

Caraacso uwi. 17 or Hapen6ara 3a o6xBata ¥ METOL0JIOrHMATa 38 U3BHPIIBAHE HA OLICHKA
Ha BB3/EHCTBMETO, M3BOAMTE M OTHOCHMMara HHQOpMalusa OT H3BbpIIEHaTa YacTHYHA
Tpe/IBAPHTE/IHA OLIEHKA Ha Bb3[IeHCTBUETO Cé BKIIIOUBAT BB GMHAHCOBaTa 06OCHOBKA 10 411. 35,
ar. 1, T. 4 or VYcrpoiicTBeHHs MNpPaBHIHHK Ha MMHHMCTEpPCKHMS CBBET M HAa HEroBaTa
aIMHHHCTPALHS.

Ha ocHoBanue wi. 306, an. 4 or YcTpoiicTBeHHs NpaBHIHMK Ha MHUHHCTEPCKHSA CHBET H
Ha HeroBaTa aJMHUHHCTPALMsA € HeOOXOMMMO OKOHYATENHATA OIIEHKA Ha Bh3JCHCTBHETO Na Obae
cp00pa3eHa ¢ MpenopbKUTE OT CTAHOBHIIETO.

Ha ocHoBanue ui. 85, an. 1 ot YcrpoiicTBeHHs NMpaBHIHHK Ha MUHUCTEPCKUSA CHBET M Ha
HEroBata aJMHHKCTpAllMs € HeOOXOAMMO TOBa CTaHOBHINE Aa Gbae MyGNMKyBaHO 3a€QHO C
npepabOTEHATa OLEHKA Ha BB3JEHCTBHETO M MPOEKTA Ha aKT IPH OOLIECTBEHUTE KOHCY/ITalllH,

TNPOBCKIAHH B U3ITEJIHCHHEC HA 3akoHa 3a HOPMaTHBHHUTE aKTOBC.

JAPEKTOP HA JUPEKIIMAS
»MOJEPHU3ZALIUSL HA AIMUHUCTPAIIMATA” /11

/KPACHUMHP BOJKAHOB/
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