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PEIIYBJIMKA BbJII'APUA

MuHHCTEp Ha 3/IpaBeora3BaHeTO

A0

J-P XACAH AJIEMOB -

MNPEACEJATEJI HA KOMUCHSATA

MO TPYA, COHUAJTHATA U JTEMOT'PA®CKATA
IMMOJHUTUKA KbM 43-TO HAPO/JTHO CbbPAHHE
HA PEIIYBJIMKA BbJII'APUS

CTAHOBHIIE

OTHOCHO: npoekT Ha 3aKOH 3a M3MEHEHHE M J0IIb/IHEHNE Ha 3aKOHA 3a BETepaHHTe
ot BoiHHuTE, ¢ Ne 554-01-160 ot 07.10.2015 r. B HC, BHeceH ot H. n. Muxo Muxos u rpyna

HapOJHH NPEIACTAaBHTCIIH

YBAXKAEMM JI-P ATIEMOB,

Ha ocHoBanue wi. 76, an. 2, uspeyenue BTopo oT [IpaBuiHMKa 3a opraHu3auusaTa u
neiinoctta HAa Haponnoto cvOpanue, Bu yBenoMsaBaM clleIHOTO:

MUHUCTEPCTBOTO Ha 3/paBEOla3BaHETO € M3Pa3uo CBOETO CTAHOBUUIE [0
3aKOHONpOEKTa npead pasriexaadero My ot Komucusrta 1o Tpyna, colnuaiHara |
aemorpadckaTta HOJTUTHKA 3a TEPBO ri1acyBaHe. KbM HACTOSIIMS MOMEHT He Ca HAJIUIIE [IPaBHU
U (paKTHYECKH OCHOBAHHS 3a MPOMSIHA B TIO3HIMITa HA MUHHCTEPCTBOTO Ha 3/JpaBEONa3BaHETO
MO MPEANOKEHUATA, KOUTO ca OT KOMIIETEHTHOCTTA Ha BEJIOMCTBOTO, IIOpPalH KOETO H3jaram
chara Ha Bamero BHEMaHHeE: '

1.ITo § 1:

He BB3pa3sBamMe Ha npeioxKeHaTa mpoMsHa.
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211682 7. 1: .

ITonacTosiem, o cuiaara Ha 4wi. 4, T. 1 oT 3akoHa 3a BeTepaHHTe ot roiinuTe (3BB) 1
Ha 4a. 5 ot [lpaBunHuKa 3a npuiarade Ha 3akoHa 3a BerepaHure oT BoiHuTe (IIII13BB),
BETEpAaHUTE WMAT MPABO HA JIEKAPCTBEHH MPOJJIYKTH 332 BCHUKH JCHHOCTH M3BBH 00XBaTta Ha
OCHOBHHS IIaKeT OT 3/paBHH jeHHOCTH, rapantupad ot Owompkera Ha H3OK, kato tesm
JIeKapCTBEHH MPOJAYKTH C€ ONPEAeNAT OT MUHHCTHPA Ha 37]PaBeONa3BaHEeTO ChC CIHCHK.

CnenoBarenHo, OT e/1HA CTpaHa, BETEpaHHTE HMAT MPABO Ha JIEKApPCTBEHHUTE MPOIYKTH,
KOMTO C€ OCHI'YpPSIBAT KaTO 4YacT OT OCHOBHUS I1AKeT HA BCHYKH 3/IpaBHOOCHIYpeHH uua. Ot
Jpyra, Te uMar [IpaBO M Ha JPYIH JIEKapCTBEHU MPOAYKTH 10 CIHCHK, KOMTO Morar ja Objar
HeoOXO0/IMMH TIPH NPUJIAraHeTO Ha BCHYKH OCTAHAIW JIeHHOCTH H3BBH 00XBaTa Ha OCHOBHHSA
MaKer.

Ilo cunara Ha un. 2, an. 1 or Hapenba Ne 3 or 2012 r. 3a pena 3a nmpeanucease,
OTIIyCKaHEe H KOHTPOJ Ha JIEKapCTBEHH MPOAYKTH M JCHTAJHA [OMOLL HA BETEPAHHTE OT
BoitHuTe (00H., [IB, Op. 67 or 2012 r.) ciea yTBBpXkJaBaHETO MY OT MHHHCTBpPa Ha
3/IpaBeora3BaHeTo, CIIUCHKBT ce NyOIMKyBa Ha HHTEPHET CTpaHuIaTa Ha MuHUCTepeTBOTO HA
3/IpaBeora3BaHeTo.

YTBBp/EHa [1pe3 roMHUTE [IPAKTUKA € CIMCHKBT HA JIeKapCTBEHHTE MPOJIYKTH Ja ce
H3rOTBS OT MHHHCTEPCTBOTO Ha 3IpaBEONa3BaHETO ¢ Y4acTHETO Ha npeacraBute/m Ha Chio3a
Ha BeTepaHHuTe OT BoiiHMTe Ha PenyGnmka bwarapus, MunucrepctBoro Ha orOpanara,
MunncrepctBoto  Ha  ¢uHaHcuTe, HanuwomamHata  3ApaBHOOCHIYpUTENIHA  Kaca,
W3nbaHuTEIHATA areHuus o nekapcrsata M Boennomeauuuncka akaaemus. [1o To3u Haunn
Ce OCHIypsiBa IPO3pavyHOCT U OOEKTHBHOCT HA CITHCHKA.

Cunrame, ye JelicTBamiara ypeaba 3allMTaBa B MakCHMalHa CTEIIEH IpaBaTa Ha
BeTEpaHUTe, Thil KAaTO 4pe3 Cb3/aBaHETO M OMNOBECTSBAHETO HA CIHCBKA CE€ OCHIYPSBAT
NPEeANOCTaBKH 3a NOJUIbPKaHe B HATHYHOCT B alITEYHATA MPEXKa Ha JIEKAPCTBEHUTE MPOAYKTH
C Hai-rojsMa MPUIOKHMOCT NPH Ta3W rpyna NalMeHTH H Ce CBh3JaBaT YCJIOBHA 3a
MEIHIIMHCKUTE CMEIHATHCTH J1a H3ITHCBAT CBHIIUTE MPOIYKTH.

M3BbH TOBa, NpesIoKEHUETO 3a OTMAJaHe Ha CIIHMCHKA Ha JIGKAPCTBEHUTE MPOIYKTH
cnejBa ga Obae oOchAEH M OT I7elHa Touka Ha HeroBus ¢uHaHcOB edekt. [Tonacrosimem
CpeJICTBATA 32 JICKAPCTBEHUTE MPOIYKTH 110 CIIHCHKA C€ OCUTYPSIBAT OT IBPIKABHHS OIOIKET U
ce wum3mIamar or AreHuMsra 3a COLMaTHO noamomaraie upes Hanuownanuara
3/IpaBHOOCHTYpHTEIHA Kaca (4. 5, an. 2 ot [1I13BB). ArenuusTa 3a CONHAIHO TMOATIOMAaraHe
npesexia Ha H30K neobxoaumuTe cpejicTsa 3a 3aruialilaie Ha 3asiBEHMTE CYMH OT allTeKHTe,

ckmounin jgoroBop ¢ H30K, 3a nmpenoctaBeHHM eKapCcTBEHH MPOAYKTH Ha BETEpaHH OT
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BoiHuTe (u1. 2, an. 2 u 3 ot Hapenba Ne 3 3a pena 3a npeanucBane, OTIYCKaHe H KOHTPOJ Ha
JIEKApCTBEHH MPO/IYKTH H JICHTAJIHA [1IOMOLIl HAa BETEPAHUTE OT ﬁoﬁxme).

[Topaau MOCO4EHOTO NOTBBPIK/IABAME CTAHOBHUINETO CH OTHOCHO HEeO0OXOIMMOCTTa 1a
ObJarT M3rOTBEHH (HUHAHCOBH pa3z4deTH OT AreHUMsTa 3a COUMAIHO [OANOMaraHe H
HanuonanHaTa 3/{paBHOOCHTYpPHTE/IHA Kaca, KOUTO Aa Obaar odchaeHH 0T MHHHCTEPCTBOTO
Ha TpyJa W COIMATHATa MOJMTHKA W MuHHCTEpCTBOTO Ha (uHancure. MHHHCTEPCTBOTO Ha
3/paBeOla3BaHETO HE pasnojara ¢ TakuBa JaHHH M ¢ KOMIETEHTHOCT /ia TH aHAIH3HpA.
HeobGxomuMo e na ObJaT M3HCKAHW M CTAHOBMINA OT MHHMCTBPA Ha TPy/Ja M COLMAlHATA
MOJIHTHKA B OT MHHHCTHpa Ha GMHAHCHTE, ThHl KaTo T€ ca OpPraHH, aHra)KMpaHH ¢ Iporeca rno
OCHIypsiBaHe Ha JEKapCTBEHHTE NMPOAYKTH Ha BETEPaHHTE W C BLBEXKIAHETO HA PeJ 3a TOBA
upe3 u3naBaneto Ha Hapenba Ne 3 (wi. 5, an. 5 or [1I13BB).

KbM nmpoekra € NpHIOKEHO CTAaHOBHILETO HA MHHHCTBpPa Ha (MHAHCHTE, CBHIJIACHO
KoeTo Bb3 ocHoBa Ha ganuu Ha MTCII u ACII 3a 2015 r. Moxe aa ce HalpaBU OCHOBATEIHO
JIOMyCKaHe 3a NOBUIIABAHE HA Pa3Xo/ia 3a JEKAPCTBEHM NPOJYKTH B Pe3yJITaT OT NPHEMAHETO
Ha NpeANoXKeHHeTo. MUHHCTBPBT Ha (GHHAHCHTE HE NpHEMa MPEUIOKEHHETO, 3a KOETO ca
U3J10KEHH peIuila apryMEHTH B CTAHOBHIIIETO.

3. 16§ 2.7 23 3;

3akoHBT 3a BETCPAHHUTE OT BOMHHUTE H 3aKOHBLT 34 31paBHOTO OCHI'YpSABAHE HE
HU3KJIIIOYBAT BETCPAHHUTE OT BOMHHTE OT Kpbra Ha 3aAb/IZKUTEIIHO 3/IpABHOOCUTYPECHUTE JIM1IA.
CJ]&JIOBaTeﬂHO TC CC€ OCHIypsBaT H C€ I[MI0JI3BAT OT MECIHIIHHCKA IIOMOLI B PaMKHTE Ha
3a/IbJDKMTEITHOTO 3/IpaBHO ocHrypsBane. [1o Ta3u npuumHa 3a TAX BaXKH peabT, MO KOHTO ce
NnpeaoCcTasd MEIMIIMHCKAaTa IMmoMOIIL H I10 KOHTO ce OCBhIIECTBABA IIpaBoOTO HA OOCTBII 10 HEA.
EnemenTt Ha TO3H pe€a € HM3MaBaHCTO Ha HaIllpaBJICHHUA 3a NMpEeMHHaBaHE OT €/HO HHBO Ha
MCJHIHHCKA NMOMOILL Ha IpYTO — HAIIPHUMED H3IIpallldHe KbM CIIEHHAJIHCT OT JIMYHHA JICKap HJIH
H3NpaniaHe ¢ HalpaBJICHUE 3a XOCITUTAIU3AllHA B OoJIHHIIA.

MMeHHO 1nopaju Ta3H NpHYMHA CbC 3aKOHA 3a BETEpaHHTE OT BOMHHUTE, Ha BETEpaHHUTE
Ca TMpeJoCTaB€HH IIpaBa Ha MEIHIMHCKA IOMOILIL, HaarpajxjamMd TE3H B pPaMKHTE Ha
3ab/DKHUTCIIHOTO 3ApaBHO OCHIYPABAHE, a@ HE Ca BBBCJ/ICHH MpaBHjia, H3LSAI0 H3KIHOYBALIH
Y4aCTHETO Ha BETECPAHHTE B CHCTEMATa Ha 3aJbKHUTECIHOTO 3JpaBHO OCHIYpsSABaHE H
[MPEJOCTaBAIIH UM pa3IMvY€H pEJl Ha 0e3IiaTHO I0JI3BaHE HA MEJIHIIHHCKA [MOMOIIL, 3a CMETKa
Ha JbpKaBHHSA WM ApyT OIOKeT.

Hpennoxceﬂnem 3a Oe3ruaTHo IpeaoCTaBsAHE Ha IIbJIHHSA obeM HEO6XOIIHM8 Ha
BCTCpaHHUTC MCIHIHHCKA TIIOMOLI M3BBbH 3aJdb/DKHTCIIHOTO 3JIpaBHO OCHIYpABaHC H 3a
o0JieK4yaBaHe Ha pe€aa 3a J10CThIIa UM 10 IIe‘iCGHPlTE 34BC/ICHHA YPE3 BbBCIK/IAHE HA NTpaBH.Ia 3a
ITpHEM 4PpE3 IIPEAUMCTBO U Ha JOCTBII 10 BCHYKH neyeOHu 3aBCACHHA, 0Oe3 3HaueHHe OT TEXHHUA
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CTATyT M CTPYKTYPa, O-CKOPO e T00IMKaBa 10 TOBA HA CHIUTE A3 ObJIC PEIOCTABEH H3LIIO
pasHueH pell 0T YCTAHOBEHHS B PAMKHTE Ha 3aIbIKHTETHOTO 31paBHO ocurypssane. [Topaam
TOBa €BEHTYATHOTO BBL3NpHEMaHe Ha TaKoBa NPEIIOKEHHE cileBa Ja ObJe BHUMATEIIHO
00CBIeHO, THhH KaTo Il ce H3ACKBAT MPOMEHH H B IpyTH HOPMaTHBHHU aKTOBE, B TOBA YHCIIO B
3aKoHa 3a 3paBHOTO OCHUTypsBaHe. B Ta3u Bpb3ka 11e Ob/e HATOKUTEIHO H3BBPIIBAHETO HA
aHAITM3 M CHIIOCTABKA HA €BEHTYAJTHOTO BHBEXIaHE Ha 00CHKIAHUTE IIPaBa 110 OTHOLICHHE Ha
BETEPAHHTE M IpaBaTa M CTATyTa HA OCTAHAIUTE IPYIH 3aIb/LKUTETHO 3APaBHOOCHTYPEHH
Juua.

[TonacTosiiemM aucnaHcepHaTa AEHHOCT B CTpaHATa € OpraHu3upaHa B 3aBHCUMOCT OT
3a00J19BaHUATA, KOUTO Ce HYKIaAT OT Takasa (w1 30, an. 3 ot 3akoHa 3a 31paBeto). Criopen
MHHHCTEPCTBOTO HA 3/IpaBeONa3BaHeTO Ka4yeCcTBOTO ,,BeTepaH OT BOMHUTE™ HE € MPH3HAK, 10
KOHTO cle/iBa Ja ce NPOBeXk/1a JUCIIaHCepU3allks.

[To cunara na wi. 30, an. 1 or 3akoHa 3a 31paBeTo, NPOYUIAKTUIHATE TIPETVIEAH Ce
IPOBEKJIAT ¢ 11€71 ONa3BaHe 3/[paBeTO HAa BCHUKM PAXJaHH B CTpaHara, [1opaJy KOETO He ca
HaJIAIlE OCHOBAHUS 32 BHBEIK/IAHETO HA PA3/IMYEH [10IX0]1 3a IPOBEKIAHE Ha IPOQUIAKTHYHH
npernead (HapeyeHH B 3aKOHOMPOEKTA ,,peTyJSAPHH) B 3aBHCHMOCT OT CHeHH(HKHUTE Ha
OTJIEJIHU TPYITH OT HACEJICHHETO.

Ot cTpaHa Ha MHWHHCTEPCTBOTO HA 3paBeONa3BaHETO CpeICTBAaTa 3a MEeIMIIMHCKA
MIOMOII[ M3BBH 33BDKATENTHOTO 37PaBHO OCHTYPSBAHE, B TOBA YHCIO U 3a MPHIOKHMHUTE
KOHCYMAaTHBH Ha BETEPAHUTE CE OTIIyCKAT Ha JieueOHUTE 3aBe/IeHUs KaTo cyOCHIus 110 pela Ha
METOJMKA 3a CyOCHIupaHe Ha Je4eOHHTE 3aBeJICHHs 32 ChOTBETHATA T'0JIMHA, YTBBPK/IaBaHa
eKeroJIHO OT MHHUCTHPA Ha 3/ipaBeona3BaneTo (wi. Sa, an. 2 u 3 ot [1II13BB).

4.To§2. 1.4

CunTame NPeATOKEHHETO 3a 11e1ech00pazHo 0T MeAUIIMHCKA cTpaHa. ChriacHo wi. 6,
ain. 2 ot IIII3BB, cpexcrrara 3a XpaHara, HOLYBKUTE U JIEYEHUETO CE€ OCUTYPSIBAT €XKEroHO
OT IEHTpaJIHUSA OIOKET Mo OropkeTHTe Ha MUHHCTEPCTBOTO Ha 0TOpaHaTa, MHHHCTEPCTBOTO
Ha BhTperHuTe paboTH, MUHACTEPCTBOTO HA TPaHCNOPTa, HH(MOPMAIIMOHHUTE TEXHOJIOTHH H
choOmeHudaTa, MUHHCTEPCTBOTO Ha 3]paBeona3BaHeTo, HalMOHAIHWUSA OCHIypHTENeH
HHCTHTYT U OOIIMHHUTE, KbM KOHTO Ca CHOTBETHHUTE CAaHATOPHYMH. 3aTOBA NMOTBBPIKIaBaMe
CTAHOBHILETO CH, Y€ B Cllyuyasi OTHOIIEHHUE [0 TOBA IpeIOkKeHHe € HeoOX0MMo J1a B3emar
BCHYKH TIOCOYEHH BEIOMCTBA. B Ta3u Bpb3Ka MPHIOKEHOTO KbM 3aKOHONPOEKTa CTAHOBHIIE
Ha MuHHCTepcTBOTO Ha (pUHAHCHTE, KOeTO Mo cuiara Ha 4. 6, ai. 3 ot [1[13BB npenocrass

CpelcTBaTa Mo CbOTBETHUTE 6}OI[}KCTH, 6&3HpaH0 Ha Cl)I/IHaHCOBPITC pa3deTH, € OTPHLATEITHO.
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Ot cTpana Ha MUHHCTEPCTBO Ha 3/IpaBEONA3BAHETO CPEJICTBATA 3 OT/IMX H JICYEHHE Ha
BETEPAHHUTE C€ OTIYCKAT Ha Je4eOHUTE 3aBEICHHA KaTo cy6cuims 10 pejla Ha METO/MKATa 3a
cyOcuaupane Ha je4eOHHTE 3aBe/IeHHs 3a ChOTBETHATA FOMHA, IOCOYEHA B T. 3 MO-TOPE.

5.0 §2.1.7:

CernacHo un. 28, an. 1 or 3akoHa 3a je4eOHUTE 3aBECHHSA, XOCHHCHT € JieyeOHO
3aBe/IeHHe, KOraTo B HEro MeIHIMHCKH M JIPYTH CIeNHATHCTH OCBHIIECTBABAT NATIHATHBHH
TPUKH 3a TepMHHaIHO Oonnu nauueHTH. Creasa jga ObJe B3€TO 1107 BHUMaHHe
00CTOATEICTBOTO, Y€ KBM HACTOSIIHS MOMEHT B CTpaHata He (YHKIIHOHHPAT AbPKABHH
nedyeOHU 3aBeICHHS - XOCIHCH (C U3LSJIO IbPXKABHO MK ¢ HajA 50 Ha CTO JAbPIKABHO y4acTHE B
KanuTasna), nopaau Koeto moaodHa paznopeada He 61 MMaa NPUIOKEHHE 110 OTHOLICHHE Ha

CHCTEMaTa Ha 3/IpaBeorna3BaHeTO.

C yBaxkeHnmue,

ETO
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