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PEIIYBJUKA BbJTAPUSI
YETUPHAECET H YETBBPTO HAPOJAHO CHhEPAHUE

KOMUCHA 10 3IPABEOIIABBAHETO

NTOKJAJ
3a BTOpO l'JIaCYBaHe

OTHocHO: 3aKOHONPOEKT 32 A0NbLJIHEHHE Ha 3AKOHA 33 3APaBHOTO OCHI'ypsiBaHe, No
154-01-11, suecen or Jlanmena AmacracoBa Japutkosa-Tlposamosa u rpyna HAPOAHH
npeacTapaTeau Ha 3 gespyapu 2021 r., npuer Ha nLPBO riacysane Ha 12 denpyapn 2021 .

- Ipoexm!

3JAKOH
3a JIorbJHEHHe Ha 3aK0HA 32 3/[DABHOTO OCHIYpPABaHE

{(o6n., JIB, 6p. 70 or 1998 r.; usm., 6p. 93 u 153 o1 1998 1., 6p. 62, 65,67,69,110u1 113 o1 1999
r., Gp. 1 u 64 or 2000 r., 6p. 41 or 2001 r., Gp. 1, 54, 74, 107, 112, 119 u 120 o1 2002 r., 6p. 8,
50, 107 u 114 o1 2003 1., 6p. 28, 38, 49, 70, 85 u 111 or 2004 r., 6p. 39, 45, 76, 99, 102, 103 u
105 o1 2005 ., 6p. 17, 18, 30, 33, 34, 59, 80, 95 u 105 o1 2006 r., 6p. 11 oT 2007 r.; Pemenue Ne
3 na KoncturyuuoHHus cba ot 2007 1. —- 6p. 26 o1 2007 r.; u3u., Gp. 31,46,53,59,97,100u 113
o1 2007 r., 6p. 37, 71 n 110 0T 2008 1., 6p. 35,41, 42, 93,99 u 101 o 2009 r., 6p. 19, 26, 43, 49,
58, 59, 62, 96, 97, 98 u 100 o1 2010 r., 6p. 9, 60, 99 u 100 o1 2011 r., 6p. 38, 60, 94, 101 u 102
or 2012 1., 6p. 4, 15,20, 23 u 106 o1 2013 ., 6p. 1, 18, 35, 53, 54 u 107 o1 2014 r., bp. 12, 48,
54,61,72,79,98 1 102 o1 2015 r.; Pewrenre Ne 3 na KoucTuTyUHOHHUA ¢hjt oT 2016 1. — op. 20
o1 2016 r.; u3Mm., 6p. 98 or 2016 r., 6p. 85, 101 » 103 01 2017 1., 6p. 7, 17, 30, 40, 77, 92, 102 u
105 012018 r., 6p. 24,99 u 101 o1 2019 1. u Op. 54, 67 u 103 012020 1)

Hpeonoscenue na u. n. Januena Japumroga:

Haumenosanuemo na saxona 0a ce uzmenu maxa:

.+ JaKon 3a usmenenue U donvaneHue Ha 3aKoNHa 3a 30PAGHOMO ocueypasane "
Komucusita noaxpensg npeaaomieHuero.
KomuicuaTa moaxpenst 10 npHHIHN TEKCTA HA BHOCMTEIS U NPE/LIATA CHEIHATA DeIaKuusg
H HAHMMEHOBAHHETO HA 3aK0HA: ‘

3aKoH 3a H3MeHeHHe U AOHBJAHCHHC HA 3alcona 34 3ApaBHOTO OCHATYPHBAHE

Hpeonoscenue na n. n. danuena Japumxoea:

Ha ce cv30a0e nog § 1: _
w8 1. Bun. 70 ce npassam crednume usmenenus u Jonvanenus:

7553
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1. Cv30asa ce nosa an. 2
»(2) Hpu ocviyecmessane na xonmpona no an, I Cmemuama narama e oornada
no un. 6, an. 5 om 3axona 3a Cremnama nanama uspasasa CMAHoGUIe 1 30 HAYUHA HA NPUAGZAHE
HA MeXanusmume, apanmupaiyy npedsudurocm u yemoiivueocm na 6100axcema na H3OK no wi.
45, an. 31 u 35, u na memooduiume 3g npuiazanemo um.
2. Cvz0asamce anr. 3 u4: '
» (3) Cvemnama nanama usnpaiya 3a ceedenye OoKRA0A NO ail. 2 HA MUHUCHBPA
Ha 30pAsBeona38anemo. '
(4) Bv3z ocnoea na doknada na Cmemnama narama no an. 2 MUHUCHIbPBI HA
30paseonazeaemo Modice O0a omnpasy npedaodcenue 0o nadsopnus cveem na H3O0K sa
uzMenenue wunu OONbIAHEHNE HA MEXAHUSMUME, 2aAPANMUPAY NPeOsUOUMOCT U YCHOLIMUBOCH
na 6rdaicema na H30K no un. 45, an. 31 u 35, u na memodurume 3a npunazanemo uw. “
3. locezamnama an. 2 emaga an. 5.
Komucusta nojikpens npe1ioKeHHETo.
KomucusaTa npeanara 1a ce ch3aane HoB § 1:

§ 1. B wir. 70 ce npaBAT cleHATE HIMECHCHHA H JOMBIHEHUSL!
1. Cp3aaBa ce HOBa aJ1. 2
»(2) IIpn ockmecTasiane Ha KouTpoJa no ai 1 Cmernara najara B JokJana
no 4i. 6, a1 5 ot 3akoHa 3a CmerHaTa Dajata H3passiBa CTAHOBMINE H 32 HAYHHA HA
OPHIATAHE HA MEXAHM3MMTE, IAPAHTHPALIH NPeJBHAUMOCT H YCTOHYHBOCT HA G10JKeTa Ha
H3O0K no 4. 45, ain. 31 u 35, 1 HA METOANKHTE 32 NPHIATAHETO HM.*
2. Ce3gaBar ce an. 3 u 4:
»(3) CMeTHaTa nanaTta H3Mpania 3a CBEJEHHE AOKIJa 1O ajl 2 Ha
MHHHCTEPa Ha 3ipaBeona3BaAHETO, _

(4) Bn3 ocHosa Ha joxnana ma CMeTHAT2 majaTa no aj 2 MUHHCTLPLT Ha
3/(paBeONa3BaHeT0 MOXKE Ja OTHPABH NpesIKeHHe 10 HaazopHus cbBer Ha H30K 3a
H3MEHEHHME W/WJIH JONb/JAHEHHEe HA MeXaHH3MHTE, TAPAHTHPANM [PEIBMAKMOCT H
yeToiunsoct na 6ioxaera na H30K o ua, 45, an. 31 u 35, 4 Ha MeTOANKHTE 32 NPHIIATAHETO
WM.

3. MoceramHara au. 2 ctasa a5,

§ 1. Cr3pnaea ce wi. 70a:

»dI. 70a. (1) KOHTPOIBT M0 NpUnaraHeTo Ha MEXaHW3Ma, TapaHTHpam MPeABHAUMOCT H
ycToiiuuBocT Ha Owomxera Ha H30K no wi. 45, an. 31, ce ochlnecTBIBa OT MUHUCTBpPA Ha
31paBeoNa3BaHeTO Ype3 IIAHOBH M BHE3ANHM MPOBEPKH U NO HOBOJ, MojiaeHy xandu. [nanoen
[POBEPKH C€ U3BBPILBAT HE NO-MANKO OT BEAHBK FOJUIIHO.

{2) KoHtponsT mo anm. | ce OCBUIECTBABA OT KOMMCHS, Ha3HAuYeHa OT MHHHMCTBPA Ha
3/IpABCONIA3BAHETO, KOATO BKIMOUBA JBaMa MpeACTaBHTENM Ha MwuHHCTepcTBOTO Ha
3/pABeONa3BaHeTo, fBaMa npeicTaBuTesd Ha CMeTHaTa Nanarta, ABaMa IPEACTABUTCIH Ha
Hauuonanuara areHims 3a npuxoauTe 1 igaMa npeacraputens Ha HauunoHansus cbBET MO HEHH
¥ peuMOypcHpaHe Ha NekapcTBeHuTe npojykTH. Ilpefcenaren Ha KOMHCUATA € ©JIMH OT
npeacTasutenure Ha CMeTHara nanara.

(3) Ilpu HeobxomumocT B KOMHCHATA 10 al. 2 MoXe Ja ObAaT NPUBICYCHH BHHUTHHA
EKCHEePTH, KOWTO [IPUTEXARAT HAYUHHM T03HAHWA M DPakTHYeCKd ONMT B obnactra Ha
NeKapCTBEHUTE (IPOAYKTH WM HA iiyOIMuHUTE PHHAHCH. '

(4) Tlpu ochInecTBABAHE HA KOHTPOJHMTE CH (JYHKIIWH W 33 YCTAaHOBABAaHE HAUYWHA HA
NpUIaraHe Ha MEXaHW3Ma 3a NPEeABMINMOCT W ycToiuupocT Ha Owopxera Ha H30K u Ha
METOJMKATA 34 IPHIIAraHETO MY M ChOTBETCTBHETO MM € JEHCTBAILOTO 3aKOHOAATENCTBO OTHOCHO



CTa3pane IpaBara HAa MALWCHTHTE M HA CTONAHCKUTE CyOEKTH B 00NacTTa HA JIeKapCTBEHMTE
NPOAYKTH KOMHCHATA 110 aJ1. 2 UMa TIPaBo Ja M3HCKBA, ChOMpa, IPOBEPABA U [TONYYABA JOCTBII 0:
1. TBProBeKH, (PHHAHCOBM WIH APYTY AOKYMEHTH, KHHKA W HOCHTETH Ha urpopManus;
2. OpUrMHAJIHH MJTH 3aBEPEHHU KOMUA Ha JOKYMEHTH, JAHHH, CBEJEHNUSA, KHIKA, CIPABKH
H JpYrH HOCUTEIH Ha WH(OpMAaLus;
3. 3aBepEHU pa3NeyaTKy HA JJAHHU OT TEXHUYECKH HOCUTENN,
4. aproMaTu3sMpaHn UHQPOPMALMOHHM CHCTEMM, NPOAYKTH HIH ApXMBH, KOraTo
cbOHpaneTo, 00paboTKaTa M CHXPaHABAHETO HA MH(popmauuﬂTa €€ M3BBPLIBA 10 TO3K HAYUH.

(5) Komucuata mo an. 2 M3MCKBAa OT TIPOBEPABAHUTE NMLA NPEJOCTABAHE Ha
DOKYMEHTAUMATA, JAHHUTE ¥ MH(OPMaLUATa [0 aJl. 4 B ONpejiesicH OT HEsl CPOK. :

(6) Hannonainara 31paBHOOCHTYPHTENHA Kaca € JUThAHA 1 OKaXKe TIBIHO ChLIACHCTEHE Ha
KOMHCHSTA IO al. 2 U 12 OCHTYPH MBJIEH U MPSK JOCTHI 10 U3UCKAHKUTE AOKYMEHTALMS, JAHHH |
undopmanus no an. 4, HesaBucumo oT (GopMaTa Ha JOKYMEHTALMATA, [AHHUTE W/HIH
undopmanmsTa. _

(7) YnenoBeTe HA KOMMCHATA MO ail. 2 U CKCIEPTUTE 110 an. 3 ca ATBAHH fa He pasriacapar
undopmaiyd, gaHHHA, GaxTd H OGCTOATENCTRA, CTAHAIM MM HM3BECTHHM HPH WINH 1O IIOBOJ
OCBIICCTBABAHE HA JACHHOCTTa HM, OCBCH KOT'ATO TORA € NPEABHASHO ChC 3aKOH. YneHoBere Ha
KOMMCHATA W CKCMEPTHTE MOJANKCBAT Aeknapauus mo obpaseu, yrBspleH OT MHUHHCTHpA Ha
3/1pABEOTIA3BAHETO.

(8) Komucusara no an. 2 u3roTss IoKiaj 10 MUHUCTBPA Ha 31paBEOTIa3BaleTo B cpok go 14
JHH OT NPUKITIOUBAHETO HA IPOBEPKATA O all. 1, KOHTO chAbpika BCuKH (GakTH H 06CTOATENCTRA,
YCTZHOBEHH N0 BPEME Ha IPOBEPKATA, KAKTO W NPENOPLKA M LPEAIONKEHHMS BBB Bpb3Ka C
IPUJTAraHeTO Ha MEXaHH3Ma, TApaHTHpalll NMPeaBUIUMOCT ¥ YCTOHUYMBOCT Ha 6roaxeta Ha H30K
1o ui. 45, an, 31, ¥ Ha METOAHKATA 3a NPUIAraHeTO My, 32 LIeJIMTE HA JOKIAAa C& W3BBPUIBA U
IOCNEBAINA OLEHKA Ha Bh3JEHCTBHETO HA MPHIATAHETO HA MEXaHM3Ma 33 NPEABHAUMOCT M
yeTohunBocT Ha Owomkera Ha H30K 1 Ha MeToauKkaTa 3a MpHIaraHeTo My, KAKTO M aHaTH3 Ha
CHOTBETCTBHETO MM ¢ AeHCTBAIIOTO 3aKOHOAATENICTBO OTHOCHO CTIa3BaHe NPaBaTa Ha NaLMeHTHTE.
¥ Ha CToMaHcKuTe cyOeKTH B 06/1acTTa Ha IEKapCTBEHUTE MPOAYKTH.

(9) JloxnameT no ai. 8 ce nmyGauKyBa Ha HHTEPHET CTPaHHUIATA HA MUHMCTEPCTBOTO HA
3JpaBEOTA3BAHETO B CPOK A0 TPH JHM OT U3TOTBAHETO MY.

(10) Be3 ocHoBa Ha A0KNaja 110 all. 8 MHHHCTBPBT Ha 3/PABEONAa3BAHETO MOKE A3 OTIPABK
IpeioKeHne A0 Han3opHusa cbieT Ha H30K 3a usMeHeHHe W/ HONbIHEHHE HA MEXAHU3MA,
rapaHTipany NpeasHauMocT U ycroiddnrocT Ha Oromkera #a H30K mo un. 45, an. 31, u Ha
METO/IMKATa 3a NPHIaraHeTo My.*

Hpeonocenue na u. n. Aanuena Japumrosa:

Hapazpagh 1 0a omnadne.
KomucnnTa noakpens npeaiokeHHeETo.
KoMucuaTa He MojKkpens TeKeTa Ha BHOCHTeNs ¥ npeniara § 1 1a 0nje oTXBLPJIEH.

Hpexomm H 3aAKJIIYHTECIHH pa:mopenﬁn
Komucusita noJikpens TeKCTa Ha BHOCHTENS 32 HAHNMEHOBaHHETo Ha NoIpa3sacacHHETO.

§ 2. (1) Ilo uzxmouenue ape3 2021 r. npu o6sBeHO U3BBHPEIHO NONOKEHHE IOPAIH SIHAEMHYHO
pasnpocTpaneHue Ha 3apasid donacctd no wi. 61, an. 1 unu 3 or 3akoHa 3a 3apaBeTo WM APH
o0sABEHa M3BBHPEJHA €NMICMMYHA OOCTaHOBKA [OPAJM EMMJISMHYHO Pa3lpOCTpaHeHHe Ha
3apasHa Gonect no 4i. 61, an. 1 or 3akoHa 3a 37paBeTo, MeXaHU3MBT 1o wi. 45, an. 31 He ce
Opunara 3a JeKapcTBEHHTE NPOJYKTH, MOJyYeHH OT YOBCIUKA Ia3Ma UM OT YOBelIKa KPhLB-



UMYHOTJIO0YIMHM, BKIIOUEHH B [TO3UTHBHUSA JIEKapCTBEH CNUMCHK MO wi. 262, an. 6, T. 1 1 2 or
3aKOHa 3a JIEKapCTBEHUTE LPO/iyKTH B XyMaHHaTa MeJULMHA, 3atuamany ot H30K:
|. HAMBTHO MM YAaCTHYHO 33 JOMANIHO JICUSHHE HA TEPUTOPHATA HA CTPAHATA,
2. B GonHMYHATA MEIMLMHCKA MTOMOLl, M3BBH CTOWHOCTTA HA OKA3BAHUTE MCIHIMHCKH
YCJIYTH. ‘
(2) Pasnopenbara Ha a11. 1 ce npumara 1o OTMAHATA HA M3RBHPESHOTO NOJI0KEHUE, CHOTBETHO
Ha U3BBHPEARATA eNUIeMUYHA 00CTaHOBKA.

Ipeonoucenue na n. n. Januera Japumxosa:

B § 2 0a ce nanpaeam creonume usmMenenus u OONbAHEHUA.
1. Jla ce cv30ade nosa an. 2:
. (2) Pazxooume na H30K 3a nexapcmeenume npodyxmu no an. 1 nao onpedenenume

yenesu cpedcmeq 8 3axona za bodxcema na Hayuonannama 3opaenoocuzypumenua xaca sa 2021
2., KAMo ce omyuma u 0envm na pe3epea npu pewuerue Ha HaosopHus ceeem na H30K no un. 15,
an. 1, m. 7, He nodnescam HA @BICIMAHOGABAHE OM WPUMIEIICAMETUME HA PAPCUIEHUS 34
ynompeba/mexuume YNbIHOMOUEHU HPEOCMAGUMERY Ha AEKAPCTECHUME NPOOYKINY, 30 KOUHO
mexanuzmom no ui. 43, an. 31 ce npunaza.

2. Hocezawmama an. 2 oa cmane ar. 3 u 6 ues Oymume ,,Pa3nopec)6ama Ha an I ce
npunaza " 0a ce zamenam ¢ ,, Paznopedbume na an. 1 u 2 ce npunazam ",
KomucudaTa noakpens npeiio:KeHHero. _
KomucnsTa HogKkpens o NPUHIOHD TEKCTR HA BHOCHTENSN H_IIPE/LIATA CJICIHATA peAaKups

Ha §2:

§ 2. (1) Mo m3kmrouenne npe3 2021 r. npy 06ABeHO HIBLHPEAHO NOJI0KEHHE OPATH
eMUIeMHYHO PA3UPOCTPAHCHHE HA 3apa3HH Gojectd mo Wi 61, aa. 1 wim 3 or 3akona 3a
JIPABETO HJH NpH o0SBeHA M3BLHPE/JHA enHAeMHYHA 00CTAHOBKA MOPAgH eNHICMHYHO
pasnpocrpanesue Ha 3apasHa 6osecT mo 4. 61, a1 1 or 3akona 3a 3paBeTo, MEXaHU3MBT
no wi. 45, ajx. 31 we ce npuara 3a JJeKapCTBEHHTE MPOIYKTH, MOJYHeHH OT YOBEIIKA 111a3Ma
HJM OT YOBEIIKA KPLB-HMYHOII00Y/IMHN, BKIIOYCHM B [J03MTHBHESA JIEKAPCTBEH CHHCBLK
o 4, 262, anm. 6, T. 1 n 2 ot 3axona 3a iekapcrBeHHTE NPOAYKTH B XyMAHHATA MEIHIHHE,
samaamann ot H30K:

1. HA'LJHO HJH YACTHMHO 33 JOMAINHO JleYeHHe Ha TEePHTOPUSTA HA

CTpAHATA; _
2. B GOJHHYHATA MEQHIMHCKA HOMOIL H3BBLH CTOHHOCTTA HA OKa3BaHHTe
MEXHLMHCKH YCIYTH.

(2) Pazxogure na H3O0K 3a gexapcTBennTe npoaykra mo ajin. 1 mnajg
onpefeieHHTe LejeBd cpeacTtBa B 3akoHa 3a  Owomkera Ha Hanwuonannara
3JPABHOOCHIYPHTEIHA Kaca 3a 2021 r., KaTo ce 0TYHTA M Ie/IBT Ha PE3CPRA NIPU PELICHHE
Ha vHag3opHus ceBeT Ha H30K mo wn. 15, an. 1, T. 7, He NOANEKAT HA Bh3CTAHOBABAHE OT
npUTEKATEIATE HA PA3PelleHHMs 32 yNOTPe6a/TEXHUTE YITbL/IHOMOIIEHN NpeIcTABHTEIH Ha
JIEKAPCTBEHHTE IIPOJIYKTH, 32 KOHTO MEXAHU3MBT 1O Wi, 43, ax 31 ce npuaara.

(3) Paznopendnre na an. 1 n 2 ce npriaarar Jo OTMSHATA HA H3BRLHPEAHOTO
N0JIOMKEHHE, CHOTBETHO HA M3BLHPE/IHATA CIHCMHYHA 00CTaAHOBKA,

§ 3. B 3akona 3a 3apapeto (00H., [IB, 6p. 70 ot 2004 r., u3m. u pom., 6p. 46, 76, 85, 88, 94 u 103
ot 2005 r., 6p. 18, 30, 34, 59, 71, 75, 80, 81, 95 1 102 ot 2006 1., 6p. 31, 41, 46, 53, 59, 82 n 95
ot 2007 r., 6p. 13, 102 u 110 ot 2008 ., 6p. 36, 41, 74, 82, 93, 99 n 101 ot 2009 1., 6p. 41, 42,
50, 59, 62,98 u 100 ot 2010 r., Op. 8, 9, 45 u 60 ot 2011 r., 6p. 38, 40, 54, 60, 82, 101 u 102 ot
2012 r., 6p. 15, 30, 66, 68,99, 104 u 106 o7 2013 1., Gp. 1,98 u 107 or 2014 1., 6p. 9, 72, 80 u



102 or 2015 r., 6p. 17,27, 98 1 103 or 2016 1., 6p. 58, 85 w1 102 o1 2017 ., 6p. 18,77,91,98 u
102 072018 1, 6p. 24, 58, 99 u 101 o1 2019 1., 6p. 23, 28, 34, 44, 67, 103, 105 u 110 o7 2020 1.)
B 4wl 28r, an. 4 cnex AyMHTE , IPEABHACHO B ce iobasd ,,Hapeadara no an. 6 Wid B Apyre.

KoMmucraTa noakpens reKcra Ha BHOCHTEAd 3a § 3.

§ 4. MUHHCTBPBT Ha 3/PaBEOIa3BAHETO HA3ZHAYARA IBPBATA IUIAHOBA NpoBepKa no wi, 70a, af. 1
B CPOK JIO JBa MECELa OT BIIW3AHETO B CHJIA Ha TO3H 34KOH.

Lipednoycenue na n. n. danuena Japumiosa:

Tlapazpaghy 4 0a omnaowe.

Komucusita noikpens npeioxeHuero. . ‘
Komucusta He HOAKPENs TEKCTA HA BHOCHTEd | npeasara § 4 na 6bae oTXBLDJIeH.

§ 5. 3akoHbT BM3a B CHJIA OT JieHs Ha OOHAPOJBAHETO MY B ,,JILPKABEH BECTHUK.
KomucraTa nojkpens TekcTa Ha BHocHTenAs 3a § 5, kotiTo cTapa § 4.

MNPEACEAATEJ HA o
KOMHCHS IO 3IPABEOIIASBAHETO:/

A-P JAHHEJIA ,ZIAPI/ITKOBA{{ )



