3AKOH 3A MEJULMHCKUTE U3JEJUS

B cuna om 12.06.2007 2.

O6mn. /[B. 6p.46 om 12 1onu 2007e., usm. /[B. 6p.110 om 30 oexemspu 20082., uzm. J{B. op.41 om
2 onu 2009e., usm. /[IB. 6p.82 om 16 okmomepu 2009e., usm. [B. 6p.98 om 14 oexemspu 2010e., usm. /[B.
op.39 om 20 mau 20112., usm. /[B. 6p.60 om 5 ascycm 20112., usm. u oon. /IB. 6p.54 om 17 wau 20122.,
oon. JIB. 6p.84 om 2 noemepu 2012e., usm. /[B. op.14 om 20 ¢ghespyapu 2015e., uzm. u oon. /{B. 6p.38 om 26
mau 20152., usm. /AB. op.14 om 19 ¢pespyapu 20162., usm. /[B. 6p.43 om 7 wnu 2016e., usm. u oon. /IB.
op.84 om 12 oxmomepu 2018e., usm. JIB. op.102 om 11 dexemspu 2018e., usm. JIB. op.105 om 18 dexemspu
2018ez., usm. /[B. 6p.17 om 26 pespyapu 20192., usm. u oon. /[B. 6p.67 om 28 woau 2020e.

Ipoekt: 602-01-78/01.09.2006 r.

I'naBa nbpBa.
OBLIHA ITOJIOKEHUA

Paznean L.
OO0 pasnopendou

Un. 1. (1) To3u 3akoH ypexaa:

1. ycnoBusiTa M pena 3a MyCKaHe HAa Ta3apa W/WIW IMyCKaHe B JIEWCTBHE HA METUIIMHCKH
U3JeNus;

2. 3aIpJDKCHUSITA HA TIPOU3BOIUTENS, HA HETOBHUS YITBIIHOMOIICH MPEJCTaBUTEN U HA BHOCUTEIS
Ha MEIULIUHCKU U3/IEIHS;

3. (u3m. - 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) ycioBusita U pena 3a onpenessHe u
Ha0II0/IcHUE HAa HOTU(PUITUPAHUTE OPTaHH;

4. ycnoBuATa M pelia 3a U3BbPIIBAHE HA KIMHUYHH U3IUTBAHUA HA MEUIIMHCKU U3/1ETIHS;

5. (m3m. - ]IB, 6p. 54 ot 2012 r.) ycnoBusiTa U peaia 3a U3BbPIIBAHE HA THPTOBHS C METUITMHCKHI
U3Jenus;

6. HaJ30pa Ha Ma3apa Ha MEIUIMHCKU U3JIEIIUs;

7. cuctemata 3a yBeJIOMSIBaHE U OIECHSBAHE HA MHIMACHTH/TIOTCHIIUATHU UHIUICHTH, CBbP3aHU
C MEJMIIMHCKU U3IETHSL.

(2) (U3m. - JIB, 6p. 38 ot 2015 1., B cuya ot 26.05.2015 r.) 3akoHBT MMa 3a 1eT:

1. na rapaHTHpa MyCKaHETO Ha Ma3apa W/WIM B JIEHCTBHE HA MEAMLMHCKH H3/EJHs, KOUTO He
3acTpalraBar XKMBOTa M 3[[PaBETO Ha TMAIMEHTHTE, HA MEAMIMHCKUTE CIEIHAINCTH WIM Ha TPETH JIMIA,
KOraTo M3JeNHsATa C€ W3MON3BaT MO IMpeJHa3HAuYeHUE U Ce ChbXPaHABAT, Pa3lpOCTpPaHSIBAT, MWHCTAIUPAT,
UMIUIAHTHPAT U TOAIBPKAT B CHOTBETCTBUE C HMHCTPYKIIMUTE HA TIPOU3BOIUTEIIUTE;

2. na ocurypu npuiaraneto Ha Pernmament 3a n3nbinenne (EC) Ne 920/2013 na Komwucusita ot
24 centemBpu 2013 r. 3a ompenensHe W HAOMIOACHWE HA HOTU(QUIMPAHUTE OPraHU ChITAcHO J{MpeKTHBa
90/385/EVIO na CbBera OTHOCHO AaKTHBHHUTE HWMIUIAHTHUPYEMHM MEIUIMHCKU wu3fenus u Jlupextusa
93/42/EMO na CbBeta oTHOCHO MenunuHckute uznenus (OB, L 253/8 ot 25 cenremspu 2013 r.), Hapuyan
no-HataThk "Permament 3a usnbinaenne (EC) Ne 920/2013".

Un. 2. (1) B 3aBUCUMOCT OT NpeAHA3HAYEHOTO OT MPOU3BOJUTENS JIEHCTBUE MEAUIIMHCKUTE
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U3JIENHSL CE PA3AEIAT Ha:

l. vH BUTPO NTMATHOCTUYHY MEIULIMHCKU U3JIEIUS;

2. aKTUBHU UMILUIAHTUPYEMH MEIULIMHCKU U3JIETIUS;

3. MEAMLIMHCKY U3/IETHS, PAa3JIMYHU OT MOCOYEHUTE B T. 1 U 2.

(2) MenuuHCKUTE U3Aenus 1Mo ai. 1, T. 1 B 3aBUCUMOCT OT MOTEHLIUATHHS PUCK, CBBP3aH C TAX,
ce TpynupaT B CIIUCHK A, cuchbK b 1 u3aenus 3a camMoTecTyBaHe U Ipyryl TPyINH, ONPECIIEHN B HapeaOuTe
o 4. 18.

(3) MenuuuHCcKuTe U3€IUA 110 ail. 1, T. 3 B 3aBUCUMOCT OT OTEHLUAIHMSI PUCK, CBBP3aH C TAX,
ce pasznenat Ha kiacose I, Ila, 116 u III chrioacHo kiacudukaiMOHHUTE MPaBUIIA, ONPECICHH B Hapea0uTe
o 4. 18.

(4) (M3m. - IIB, 6p. 110 ot 2008 r., B cmia ot 21.03.2010 r.) Korato nmpousBOAUTENAT U
HOTU(QHUIMPAHUAT OpraH, ONpPENENIeH IO pela Ha IJlaBa YeTBbPTa, MMAT pPA3IMYHU CTAaHOBHIA MpPU
NpUJIaraHeTo Ha KiIacu(UKAIIMOHHHUTE MpaBuia Mo ai. 3, M3mbiaHuTenHata areHius 1o jgekapcrsara (MAJI)
B3eMa pemreHne. Korato mpernenn, ye € HE0OX0IMMO U IIPH HAJIMYUE Ha YCIOBUATA MO WI. 6a, T. 1 uimum 2,
WAJI u3rotBsi MOTUBHpPAHO UCKaHe 70 EBporelickaTa KOMUCHS 3a IpeApueMane Ha HeOOX0AUMUTE MEPKH.

(5) (M3m. - JIB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) Ilpm HEoOXOoAMMOCT OT
NPUBEX/IaHe Ha KJIaCU(UKAIIMOHHUTE MIPaBUia 1O all. 3 B CbOTBETCTBUE C PA3BUTHUETO HA HOBU TEXHOJOTHH
W/WIM B CHOTBETCTBUE C MH(OpMaIys, mojiyuyeHa 1mo peaa Ha riaBa ceama, VMAJl M3rorBs MOTHBHUPAHO
MCKaHe 3a mpeprueMane Ha He0OX0AUMHUTE MEPKH, KOETO ce IpenocTaBst Ha EBporeiickata KoMHCHS.

Un. 3. M3uckBaHusATa KbM MEIULUHCKUTE U3/AETUS, ONPECIICHU 110 TO3U 3aKOH, C€ MpuiaraT u
3a:

1. mpUHAUIE)KHOCTH KbM TE3H H3ICIIHS;

2. u3aenus, KOUTO BKIIOYBAT KaTO HepaslelHa YacT BEIIECTBO, KOETO, M3MOJI3BAHO OTIENIHO,
MOXe J1a ObJIe ONpPEEeICHO KaTo JEKapCTBEH MPOIYKT [0 CMUCHIA Ha 3aKOHA 3a JIEKAPCTBEHUTE MIPOYKTH B
XyMaHHaTa MEIUIMHA U YUETO JNEHCTBUE BbPXY OpPraHM3Ma € CIIOMarateiHo MO OTHOIIEHHE Ha OCHOBHOTO
MpeIHa3HauYeHUE Ha U3JICITHETO;

3. U3/1eNus, KOUTO BKJIFOYBAT KaTO HEPA3/IeTHA YacT BEIIECTBO, MOJYYSHO OT YOBEIIKA KPBHB HUITH
m1a3Ma, KOeTo, U3MOJI3BAaHO OTAEIHO, MOXe Aa ObJe ONpeleleHO KaTo ChCTaBKa Ha JIEKAPCTBEH MPOAYKT
WJTU KaTO JIEKapCTBEH MPOAYKT MO CMHCHIIA Ha 3aKOHA 3a JICKAPCTBEHUTE MPOIYKTH B XyMaHHATa MEIUIIMHA
U YUETO JICWCTBHE BBHPXY OpPraHM3Ma € CIIOMaraTeNIHO MO OTHOIIEHHE Ha OCHOBHOTO IMpeAHa3HaueHuEe Ha
U3JIEIHNETO;

4. u3nenus, ¢ MOMOUITAa Ha KOUTO Ce MpujlaraT JIeKapCTBEHU MPOAYKTH.

UYn. 4. (1) Koraro naneH npoIykT nomnaja B MPHJIOKHOTO IOJIE Ha TO3U 3aKOH U Ha Hapezabara
0 4. 7 oT 3aKOHa 33 TEXHUYECKUTE U3UCKBAHUSA KbM IIPOJYKTUTE, OTHOCHO JINYHUTE NPEANIA3HU CPEACTBA,
BeBeXxAama [JupekruBa 89/686/EMO Ha ChbBera, 32 HETO Ce MPHJIAraT ¥ ChOTBETHUTE OOIIM U3NCKBAHHS 32
0e30MacHOCT, ONpeieNieHn B Hapeaoara.

(2) (B cuma ot 29.12.2009 r., m3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Korato
MEIUIMHCKO M3JeNe Momaja U B IPUIOKHOTO MoJie HAa Hapeadara mo 4i. 7 oT 3aKOHa 3a TEXHUYECKHUTE
M3MCKBAaHUS KbM MpOAyKTuTe, BbBexjama Jupekrusa 2006/42/EO na EBpomeiickusi mapiaMeHT U Ha
CoBeta ot 17 mait 2006 r. OTHOCHO MaIIMHUTE U 3a u3MeHeHue Ha [[upektuBa 95/16/EO, u cwiiecTByBa
PHUCK TIpH ynoTpedara My, 3a HEro ce MmpuiaraT ¥ CbOTBETHHUTE CHIIECTBEHH M3HCKBAaHUS 32 0€30MacHOCT,
OTIpeJIeNIeH! B Hesl, B CIy4YaWTe, KOraTo T€3M M3MCKBAaHUS ca MO-CNenn(UIHN OT TIOCOYSHHTE B Hapendara
o 4. 18.

(3) (HoBa - 1B, 6p. 84 oT 2012 r., B cuna ot 02.01.2013 r.) KoraTto MeaUIIMHCKO U3/IEHE O Y.
2, an. 1, . 1 u 3 nonaga B mpWJIOKHOTO MOJie Ha IaBa merta "a" oT 3akoHa 3a 3amMTa OT BPEIHOTO
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BB3/ICHCTBHE HA XUMUYHUTE BEIIECTBA M CMECH, 33 HEro Ce€ MpujaraT M W3MCKBAHUATA 32 OIpPaHUYABAHE
yrnoTpebaTa Ha OIaCHH BEIIECTBA, ONPEICIICHH ¢ Hapeaoara mo wi. 211, ait. 1 oT chImms 3aKOH.

(4) (Homa - JIB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.) M3uckBanusTa Ha ain. 3 ce mpuiarar
W 3a kKa0enu WIM PEe3epBHUM YacTH 3a PEMOHTA, 3a IOBTOpHATa yrmoTpeda, 3a OCHBPEMEHSIBAHETO Ha
XapaKTepUCTUKUTE WU 32 MOBUIIABAHE KaMaI[UTeTa Ha TOBA U3JIENHE.

Y. 5. (1) To3u 3akoH HE ce mpuJara 3a:

1. (mom. - B, 6p. 110 ot 2008 r.) nekapcTBEHHM MPOAYKTH IO CMHCHIA Ha 3aKoHa 3a
JEKapCTBEHUTE MPOAYKTH B XyMaHHata MeaunuHa. [IpeneHkata namu JajeH MNpOAyKT Ionajza B
NPUIOKHOTO IOJIe Ha TO3M 3aKOH WIM B HPWIOKHOTO MMOJie Ha 3aKOHA 3a JIGKAPCTBEHUTE MPOJIYKTH B
XyMaHHaTa MeJIMIMHA CE€ N3BbPIIBA Bb3 OCHOBA HA OCHOBHOTO IpE/IHa3HAYEHUE Ha IPOIYKTA;

2. MEIMUMHCKM U3JeNusi, KOMUTO ca HepasJelHa YacT OT JIEKAapCTBEHU MPOJAYKTH M ca
npeJHa3HAuYeHH OT MIPOM3BOIUTENS 32 €THOKPATHA yIIOTpeda eAMHCTBEHO B TO3U BHI;

3. KO3BMETUYHU MPOAYKTH IO CMUCHJIa HA 3aKOHA 32 37]PaBEeTO;

4. (mom. - 1B, Op. 110 or 2008 r.) opranu, ThbKaHU WJIM KJIETKH OT YOBEIIKHU HPOHU3XOJ,
NpeHa3HAYCHH 32 TPAHCIUIAHTAIHS, KAKTO U TPOIYKTH, BKIIFOYBAIIN WM MOTYYSHH OT ThKaHU WU KICTKH
OT YOBEMIKM MPOU3XO0J IO CMHUChJIa Ha 3aKOHA 3a TPAaHCIUIAHTALUS Ha OpraHu, ThKaHU M KIETKH, C
HM3KJIIOYEHNE HA MEIUIIMHCKH U3AEIIH 10 WiI. 3, T. 3;

5. oprasu, TbKaHU WIM KJIETKU OT )KUBOTUHCKHU IPOM3XO0J, IPEJHA3HAUYCHH 3a TPAHCIUIAaHTaIus,
OCBEH aKO IpU MPOU3BOACTBOTO HA MEAULIMHCKOTO M3JIENNE € U3I0J3BaHa HEXU3HECTIOCOOHA KMBOTHUHCKA
THKaH WM HEXXU3HECTIOCOOHU MPOTYKTH, IOTY4YEHHU OT )KUBOTHHCKA ThKAaH;

6. KpbB, KPBbBHU CBHCTAaBKM OT YOBEIIKM MPOM3XOJ IO CMHChJIa Ha 3aKOHa 3a KpPBBTa,
KPBHBOJAPSIBAHETO U KPBBOIPEIMBAHETO, KAKTO M 3a M3ZENus, KOUTO B MOMEHTAa Ha ITyCKaHE Ha Ia3apa
ChIBPKAT KPBBHU MPOAYKTH, IUIa3Ma WM KPbBHHU KJIETKH, C M3KIIOYEHNE Ha METULIMHCKU M3/EIHs 1O YJl.
3, T.3;

7. MEIUMLMHCKM M3Jenus 1o wi. 2, ain. 1, T. 1, KOUTO He ca NpeAHa3HAa4YeHU 3a IyCKaHe Ha
masapa, M3IO0JI3BaT Ce€ Ha MACTOTO Ha MPOU3BOACTBO M aKO CE€ M3MOJ3BAaT B OOEKTH B HEMOCPEACTBEHA
OJIM30CT 10 HETO, COOCTBEHOCTTA BHPXY TAX HE C€ MPEXBBPIISA Ha IPYro IOPUANUYECKO JIUIIE.

(2) B cnyyaute no an. 1, T. 2 uzgenuero TpsAOBa 1a OTroBaps Ha M3UCKBAaHUATA Ha 3aKOHA 3a
JICKaApCTBEHHUTE MPOAYKTH B XyMaHHaTa MeauiuHa. ChIIECTBEHUTE W3MCKBAHUS, ONPENEIICHU M0 pela Ha
TO3M 3aKOH, C€ MpHjiararT camMo [0 OTHOLICHHE Ha XapaKTePUCTHKUTE, CBBP3aHU € O€30MacCHOTO
(bYyHKIMOHHMpaHE Ha U3JIEIHUETO.

Y. 6. B u3nrbiiHeHne Ha MpaBOMOLIUATA CU 110 TO3U 3akoH MAJL:

1. (u3m. - 1B, Op. 110 ot 2008 r.) n3BbpIIBa pETUCTpaLMs IPU YCIOBHATA U 110 pea Ha IJiaBa
BTOPA;

2. (uoBa - /IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) u3maBa pa3pelieHus 3a OleHsIBaHEe Ha
CHOTBETCTBUETO HA MEIULIMHCKUTE U3/IENUS T10 IJ1aBa YeTBBHPTA;

3. (mpemumna 1. 2 - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) u3maBa paspemieHus 3a
MIPOBEXKIaHE Ha KIMHUYHU U3MUTBAHUS C MEIULUHCKU U3JICIHS;

4. (m3wm. - IB, 6p. 54 ot 2012 r., npeaumHa T. 3 - IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015
I.) U3[1aBa pa3pelieHust 3a ThProBus Ha €Ip0O C MEIULIUHCKU U3/IENHNS;

5. (npenumua 1. 4 - JIB, 6p. 38 ot 2015 1., B cuia ot 26.05.2015 r.) u3BbpIIBa HAI30p HA
MyCHATHUTE Ha Ma3apa W/Win B IEHCTBHE MEIUIUHCKH U3JIEIHUS;

6. (m3m. - [IB, Op. 54 ot 2012 r., npenumua 1. 5 - JIB, 6p. 38 oT 2015 r., B cuma ot 26.05.2015
I.) OCBIIECTBSIBA KOHTPOJ BBPXY ChXPAaHEHHUETO, ThPTOBUATA, KIMHHYHUTE U3MUTBAHUS U OE30MMaCHOCTTA Ha
MEIUIIMHCKUTE H3ICITHS;
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7. (mpenummHa T. 6 - JIB, 6p. 38 oT 2015 r., B cuna ot 26.05.2015 r.) mogabpka cucrema 3a
perucTpupaHe U aHajau3 Ha ChOOILIEHUS 32 MHIMICHTH C METUIIMHCKUTE U3JENUs U IpearnpreMa CbOTBETHH
MEpPKH;

8. (mpemgumna T. 7 - 1B, Op. 38 ot 2015 1., B cuna ot 26.05.2015 r., otm. - IB, Op. 84 ot 2018
r., B ciia ot 12.10.2018 1.)

9. (mpenumHa 1. 8 - 1B, 6p. 38 ot 2015 r., B cuita ot 26.05.2015 r.) npenocrass nHpopmans B
EBporeiickara 6a3a 1aHHU BB Bpb3Ka C MyCHATUTE HA Ma3apa W/WIU MyCHATUTE B JIEHCTBUE MEIULIMHCKU
U3JICITHS,

10. (mpenumua 1. 9 - JIB, 6p. 38 ot 2015 r., B cuia ot 26.05.2015 r.) yyacTBa B JICHHOCTH B
o0nacTTa Ha MEIUIMHCKUTE W3JIENHs, CBHP3aHU C paboTaTa Ha MEXAYHApPOIHH OpPraHd, OpPTaHU3AlMU U
JIOTOBOPH, TI0 KouTo Permy0Onuka beirapus € cTpaHa, ¢ peryJaTOpHHTE W KOHTPOJIHUTE OpraHW Ha JIPYTH
IbPKABU U C OpraHU3aIMUTe, padoTely B 001acTTa Ha peryialuara Ha MeIUIUHCKU U3/IEIHS;

11. (m3m. - JIB, 6p. 110 ot 2008 r., npeaumua 1. 10, momn. - JIB, 6p. 38 or 2015 r., B cuma ot
26.05.2015 r.) cp3maBa u moaabpka peructpure mo wi. 31, am. 2, . 58, an. 1, wr. 67, an. 1 wan. 81;

12. (mpemumna 1. 11 - JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 1.) ochbiecTBsiBa Ipyru
JCHHOCTH, MPEJABUICHU B TO3H 3aKOH.

Uin. 6a. (Hos - IB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) M3mbiaHUTENHATA areHITUS 110
JieKapcTBaTa U3rOTBsI MOTUBUPAHO MCKaHe 10 EBpormeiickaTa koMucus 3a npeanprueMaHe Ha HeOOXOAUMUTE
MEpKH, KOTaTO NPELEeHH, Ye:

1. mpunaraHeTo Ha KiIacU(UKAIIMOHHHWTE TMpaBWIa MO 4Wi. 2, ajl. 3 HM3UCKBAa B3EMaHETO Ha
peleHue 3a Kiacu(puKanuaTa Ha ONpeAeeH0 MEIUIIMHCKO M3/eTHe WM KaTeropus OT M3JeNus Mo Wi. 2,
am 1, 1. 3;

2. nazieHo MEIMIMHCKO M3JeIMe WM rpyna OT M3Jenus mo wi. 2, ai. 1, T. 3, He3aBUCUMO OT
KJIacu(pUKAMOHHUTE MpaBHJiIa 1O WI. 2, all. 3, MOke /1a ObJe KiIacu(pUIMpaHo KaTo ApYyT KIac U3/Ieus;

3. CbOTBETCTBUETO HA JJaIEHO MEAULIMHCKO U3/IeJINe WU Ha Ipyla OT U3Jenus 1o 4i. 2, ai. 1, T.
2 nnmu 3 TpA6Ba na ObJe OLEHEHO MpH MpUjlaraHe camMo Ha €lHa OT MPEABUJCHUTE B Hapeaoute mo wi. 18
MpOIIEe Ty pH;

4. ce Hamara B3eMaHe Ha pEIICHUE 3a TOBA, JAJIM OIpeJesIeH MPOAYKT WK Tpyna OT MPOAYKTH
oMa/ia B IPUJI0KHOTO TOJIE HAa TO3U 3aKOH.

Un. 7. (1) 3a peructpanusi 1 U3AaBaHE Ha YAOCTOBEPEHHUE 3a PETUCTpAIlMs, 32 HU3JaBaHE Ha
paspellieHuss U yAOCTOBEpEHHUsl MO pelda Ha TO3M 3aKOH, KaKTO M 3a BIHMCBAaHE Ha NMPOMEHHU B TsX, Ce
3ariamar TakCu B pa3Mmep, orpeneseH B Tapuda, ogoopeHa or MUHUCTEPCKUS ChBET.

(2) (U3m. - JIB, 6p. 38 ot 2015 1., B cuma ot 26.05.2015 1.) CpencrBara OT TakcuTe 1o aji. 1 u oT
rII00UTe U UMYIIIECTBEHUTE CAHKIUH, HaJlaTaHU Ha (PU3MYECKH U FOPUIUYECKH JIUIA TI0 peia Ha TO3U 3aKOH,
ce BHACST KaTo npuxo o oromkera Ha MAJL

Paspneu I1.
IIyckane Ha ma3apa W/WJIM MyCKaHe B AeCTBHE HA MeIMIMHCKH U3/1e/1UsA

Uin. 8. (1) MeaunuHCcKkUTe U3ACIUS CE IMyCKAaT HA Ma3apa W/WIH ce IMycKaT B JCHCTBUE, KOraTo
OTroBapsAT Ha U3UCKBAHUATA HA TO3U 3aKOH U HAa aKTOBETE MO MPUIIAraHeTO My .

(2) MenuIuHCKUTE U3ENUs, C U3KIIIOUEHUE Ha M3Pa0OTEHUTE TI0 MOPHUKA, CE IyCKaT Ha ma3apa
W/WNK ce TyCKaT B AeicTBUe, korato nMat HaHeceHa "CE" mapkupoBka 1o wi. 15, KosATo yaocToBepsiBa, ue
CHOTBETCTBUETO Ha HU3JCIHUATA CBhC CHIIECTBEHUTE H3UCKBAHHUA € OWJIO OLIEHEHO MO MPHIOKUMHUTE
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IIPOLEIypH 3a OLICHABAHE HA CbOTBETCTBUETO.

UYn. 9. (1) UsnenautennusT aupexrop Ha MAJI u3naBa 3amoBen 3a BpeMEHHO MPEYCTaHOBSBAHE
WM 3a 3a0paHa Ha IMyCKAaHETO Ha Taszapa W/WIM MyCKaHETO B JEHCTBHE W 3a M3TEIJIIHE OT Ia3zapa Ha
MeauIuHCKu u3nenust ¢ HaHeceHa "CE" mapkupoBka mo wi. 15, KakTo M Ha u3nenus, u3paboTeHH IO
MOpbUYKa, KOUTO MOTAT Ja 3acTpamaT 3ApaBeTo M O€30MacHOCTTa Ha MAI[MEHTUTE, HAa MEAUIIMHCKUTE
CHEIMATUCTH WM Ha TPETH JIMIA, KOTaTO ca MPaBWJIHO MHCTAJUpPaHU, MOJAbPKAHU U C€ M3MOJ3BAT IO
npeAHa3HauYeHuE.

(2) U3mpnauTeHAaTa areHuus 1o JIeKapcTBaTa He3abaBHO mHbopmupa EBponeiickara koMucHs
3a 3amoBejATa Mo al. 1 W 3a ImpeanpueTuTe MEPKH, KaTo MOCOYBa NMPUYMHUTE 32 HECHhOTBETCTBUETO HA
W3JIeNUATa C U3UCKBAHUATA HAa TO3W 3aKOH M Ha aKTOBETE IO MPUJIAraHETO MY, KOUTO MOTAT Jia C€ IbKAT
Ha!

1. HEM3IIBIHEHNE Ha CHIICCTBCHUTE U3UCKBAHUS, ONIPE/ICIICHN B HApeI0uTe 1o wi. 18;

2. HEMpaBWJIHO MpUJIaraHe Ha cTanaapTuTe mo wi. 13, an. 1;

3. HejpocTaThLU B CTaHAapTUTE 1o wi. 13, an. 1.

UYn. 10. (1) JIumeTro, k0eTo HOCH OTTOBOPHOCT 3a MYyCKaHETO Ha Ma3zapa W/WIH 3a MyCKaHETO B
JICHCTBHUE HA MEIUIIMHCKHUTE U3JICIHSI, € TIPOU3BOIUTEIISAT.

(2) (U3wm. - JIB, 6p. 110 ot 2008 r.) Korato mpou3BOAUTENAT HE € YCTAHOBEH HAa TEPUTOPHITA HA
IbpKaBa YICHKAa WU HA JIbpkKaBa OT EBpPOMEHCKOTO HMKOHOMHYECKO MPOCTPAHCTBO, TOW MHUCMEHO
YI'BJIHOMOIIABAa CBOM MPEJCTABUTEN, HAPUUYAH MO-HATATHK "YITBJIHOMOILIEH MPEACTAaBUTEN". 32 METULIMHCKO
U3JIeNNe WIM U3JIeNHe OT €IMH W CBII MOJEN, MyCcHAaTo/u Ha ma3zapa Ha OOI[HOCTTa, MPOU3BOIUTEINST
YI'BJIHOMOIIaBa CaMO €THO JIHIIE.

Un. 11. (1) (Jom. - B, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.) IIpousBoaurensitT Ha
MEJUIMHCKN W3JeNUsl € JUThKEH Jla TH TPOCKTHpa, pa3paboTBa, MPOM3BEKIA, OMAKOBA U E€TUKETHpA B
CHOTBETCTBHUE ChC CHIECTBEHUTE U3MCKBAHMSI, OMPEICIICHH B HAPEIOUTE 1O Wi. 18 OT TO3M 3aKOH /WK Ha
r1aBa neta "a" W Ha HapembOara mo wi. 21a, am. 1 or 3akoHa 3a 3amUTa OT BPEIHOTO BB3JCHCTBHE HA
XMMHYHUTE BEIIECTBA U CMECHU, M JIa OCUTYPH OIEHSBAaHE Ha CHOTBETCTBUETO UM MO MPHJIOKHUMHUTE 32 TIX
POy PH.

(2) (U3m. - 1B, Op. 110 ot 2008 r.) OnieHssBaHETO Ha CHOTBETCTBUETO 10 ajl. 1 ce M3BBpIIBA OT
MIPOU3BOTUTEIIS.

(3) (Homa - JIB, 6p. 110 ot 2008 r., nom. - JIB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.)
[Tpou3BoaUTENAT MOXKE J1a BB3JIOKU HA YITBIHOMOIICHUS CH MPEACTABUTEN J1a MPHIOXKH MPOLETYyPUTE TIO
OIICHSIBAaHE HAa ChOTBETCTBUETO, ONPEACIICHH B HapeaOuTe mo 4. 18 oT To3u 3aKOH W/WiM Ha TJiaBa neta "a"
1 Ha HapenOata mo wi. 217, an. 1 ot 3akoHa 3a 3amuTa OT BPETHOTO BBH3CHCTBIE HA XUMUYHUTE BEIIECTBA
U CMECH.

(4) (Ilpenumna an. 3, u3m. - JIB, 6p. 110 ot 2008 r., u3m. - JIB, 6p. 38 ot 2015 r., B cuia ot
26.05.2015 r.) Koraro mpoueaypure, ompeieieHd B HapeaOute mo wi. 18, WM3WCKBAT Hamecara Ha
HOTUQUIMPAH OpraH Mo wWi. 63, am. 4, TPOU3BOTUTENAT WIM YITBIHOMOIICHHAT MY MPEICTaBUTEN B
CIly4auTe 1o aj. 3 Bh3Nara Ha u30paH OT Hero HOTH(UIMPAH OpraH Ja U3MBIHU MPUIOKUMHUTE 32 BUJIA HA
W3JICITMETO TPOIICTYPH B PAMKUTE Ha KOMIIETCHTHOCTTA MY .

(5) (Hom. - 1B, 6p. 110 ot 2008 r.) B cnyyanute Ha MPOU3BOJCTBO HA MEIUIIMHCKU U3JEIHS IO
wi. 2, ain. 1, T. 3, Ipu KOETO € M3IMO0JI3BaHa HEeKMU3HECTIOCOOHA KUBOTUHCKA ThKaH WJIM HEXKU3HECITOCOOHU
MPOJYKTH, TOJyYEHH OT >KMBOTHHCKH THKaHH, MPEIU OICHSIBAHE HA CHOTBETCTBUETO WM TO ai. |
MPOU3BOUTENIAT M3BBPIIBA aHAM3 HA PUCKA W yMNpaBIeHHE HA PUCKA MPHU Cla3BaHE HAa WU3HUCKBAHHSITA,
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oIpeJiesieHu B Hapeaoure mo wi. 18.

(6) (TIlpemummna an. 4, wam. - JIB, Op. 110 ot 2008 r.) IIpom3BOaWTENAT WM HETOBHST
YITBJIHOMOIIIEH NPEICTaBUTEN U HOTU(UIMPAHUAT OpraH Ho aj. 4 CKII0YBAT JOTOBOP 32 YCIOBUSATA, MPH
KOHUTO CC IMMPOBEKAA OLCHABAHC CHbOTBETCTBUCTO HA MCIUIITMHCKUTC U3ICIINS.

Un. 12. (1) (Jom. - AB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r., m3m. - IB, 6p. 98 oT 2010 1.,
B cuia ot 01.01.2011 r., u3m. - JIB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) B uaTepec Ha 31paBeTo HA
HACEJICHUETO YU 110 MOTHBHPAHO UCKAaHE Ha pErMOHAIHATa 3/jpaBHA MHCIEKIUsA, Ha HarmoHnaaHus HeHTsp 1o
OOIIECTBEHO 3/paBe M aHAJIM3W WIM Ha Je4eOHO 3aBe/leHHE MHMHUCTBPBT Ha 3/IpaBeoOla3BaHETO WU
OIIPaBOMOLIEH OT HEr0 3aMECTHUK-MUHHUCTBHP NPH MOJOKHUTEITHO CTAHOBMILE HA U3IIBIHUTEIHUS TUPEKTOP
Ha MAJI Moxe cbhe 3amoBe]] MO U3KIIOYEHHE J1a pa3pelin MyCKAHETO B IEMCTBUE HA MEAMIIMHCKO U3JEIHUE,
0e3 /1a ca HaJUIE YCIOBUATA O YL 8.

(2) YcnoBusita 1 peabT 3a MyCKaHe B IEHCTBUE Ha U3AEIuUs 0 all. 1 ce onmpenenar ¢ Hapeada Ha
MUHUCTBpA Ha 3/IpaBEOIa3BaHETO.

Un. 13. (1) (Hom. - IB, Op. 84 ot 2012 r., B cmma ot 02.01.2013 r.) Koraro mMenuuuHCKUTE
W3JIeNUsl ca MPOEKTUPAHU M TMPOU3BEIECHU B CHOTBETCTBUE C HALMOHAIHM CTAHJIAPTH, KOUTO BBBEKAAT
XapMOHU3UPAHUTE EBPOIECHCKU CTAaHIAPTH, MpPHUEMa Ce, Y€ T€ OTroBapsT Ha CHIIECTBEHUTE W3MCKBAHMSI,
ompe/eeH! B Hape0UTe 1o Wi. 18 OT TO3M 3aKOH W/WIK Ha TJiaBa meTa "a" u Ha HapenmOaTa 1mo wi. 211, a.
1 ot 3akoHa 3a 3a1IKTa OT BPEIHOTO BH3CHCTBHE HA XUMUYHHUTE BEIIECTBA U CMECH.

(2) (U3m. - B, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) Korato MeIuImHCKUTE U3ISTHS 10
. 2, an. 1, 7. 2 1 3 ca NMpOEKTUPAHU W TPOU3BEICHU B CHOTBETCTBUE C oduIMamHATa (papMakores B
Penybnuka bwarapus, ompenenena B uin. 12 Ha 3akoHa 3a JIEKapCTBEHHUTE NPOAYKTH B XyMaHHATa
MEIHIIMHA, TPUeMa Ce, Y€ T€ OTTOBAPST Ha CHIIECTBEHUTE U3UCKBAHUS, ONPEICTICHH B Hapea0uTe mo 4. 18.

(3) Koraro MeauimHcKkuTe U3aenus mo wi. 2, ain. 1, T. 1 oT cnuckk A, a mpu HEOOXOAUMOCT - U
0T cIUChK b, ca mpoekTupanu u mpousBeieH! B ChOTBETCTBUE C OOIIM TEXHUUECKH crienupuKaluy, mpueMa
ce, 4e T OTTOBApAT Ha CHINECTBEHUTE U3UCKBAHUS, ONIPEICIICHH B HApeaOuTe 1o 4. 18.

(4) KoraTto mpou3BOIUTENST HE MOXKE Jla CTIa3y M3UCKBAHUATA Ha all. 3, TOM preMa TEXHUIECKH
pelieHusi, C KOMTO J1a IOCTUTHE EKBUBAJICHTEH PE3yJITar.

(5) Koraro ycranoBu, 4ye craHAapTuTe 1O aj. | HE TOKPUBAT HAIBJIHO ChHIIECTBCHUTE
M3HUCKBaHUs, ompeneneHd B Hapeabute mo wi. 18, MAJI usrorBs u chriacyBa odunmamHa Ibp’kaBHA
MTO3ULIMSL, KOSTO Ce IIPeCTaBs Ha EBporelickaTa KOMUCHS.

Yn. 14. (1) (Hom. - JAB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.) IIpousBoaurenst Ha
MEIUIIMHCKN W3JENUs ChCTaBs TEXHUYECKA JOKYMEHTAllUs, YHETO CBhIBPKAHHE € ONpPEIeTICHO B
CHOTBETHUTE Hapeaou mo wi. 18 OT TO3u 3aKOH W/MiU Ha HapenOara mo wi. 211, an. 1 ot 3akoHa 3a 3ammra
OT BPEIHOTO BB3/CHCTBME HA XUMUYHHUTE BEIIECTBA U CMECH.

(2) Cnen wW3MBIIHEHHE HAa NPWIOKHUMHUTE TPOLEIypH 3a OIEHSABAaHE HAa CHOTBETCTBUETO
MPOU3BOJUTENST WM HETOBUAT YITBIHOMOILEH NPEICTaBUTENl ChCTaBsl JIEKJIapalus 3a ChOTBETCTBUE HaA
MEIUIMHCKOTO U3ACIue.

(3) Ilpom3BoaMTENAT WM HETOBUAT YMBIHOMOINEH MPEICTaBUTEN € AIBKEH Ja ChXpaHsSBa
TeXHUYECKaTa JOKyMEHTAIUs 1o ajl. | U JeKimapanusara 3a CbOTBETCTBHE IO all. 2 Hal-MaJKO 5 TOJAUHHA OT
JaTata Ha NPEYCTAaHOBABAHE HA MPOM3BOJCTBOTO HA MEIUIIMHCKOTO HW3JENHe W Ja T NpeicTaBs MHpu
MIOMCKBaHE 3a MPOBEpKa Ha JuIaTa 1o 4i. 86, ai. 2.

Yn. 15. (1) "CE" mapkupoBKaTa ¢ rpa)uqHO n300pa’keHHe ChIIIACHO MPUIIOKEHUETO, KOSTO ce
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HaHacsAd BHPXY MEIMIMHCKOTO HM3/EHE Mpeau MyCKaHeTO My Ha Ias3apa W/HIu IIyCKaHETO My B JeicTBuE,
TpsIOBa J1a ce pa3unTa JECHO U JIa HE MOJKE JIa CE 3aJIu4H 0e3 CIIe/Iu.

(2) "CE" mapkupoBKaTa c€ HaHacsi Ha BHJIUMO MSCTO BBPXY H3JEIMETO, B MHCTPYKLHUATA 3a
ynotpeba ¥ BbpXy HErobara CTEpHJIHA OINAKOBKA, aKO MMa TakaBa. Korato € Bb3MOXHO, TSI c€ HaHacs U
BBPXY MOTPEOUTENICKATA OMTAKOBKA.

(3) "CE" mapkupoBKaTa MMa BUCOYHMHA Hal-MaJIko 5 MM, akO ChOTBETHaTa Hapeada mo wi. 18
He npeaBwkaa apyro. [Ipu HamansBane unu yBenuvaBane pasmepa Ha "CE'" MapkupoBkaTa NponopiuuTe B
rpaduyHaTa Mpexa TpsiOBa 1a ObIaT Clla3eHU.

(4) (Usm. - JIB, Op. 110 ot 2008 r.) Ho "CE" wmapkupoBkara mo ai. | ce HaHacs
UACHTU(DHUKAIIMOHHUAT HOMEp Ha HOTU(UIIMPAHHS OpraH B ciaydyauTe mo wi. 11, an. 4, korato mpoueaypure,
ompe/eseH! B HapeaouTe 1o 4. 18, M3ucKBaT HAaHACSHETO MY.

(5) "CE" mapkupoBkata M UACHTU(DUKALMOHHUSAT HOMEp MO al. 4 HE ce HAaHACAT BBPXY
U3JICITMETO CAMO KOTaTo pazMepuTe U opmMata Ha U3JIEIUETO He MMO3BOJISBAT TOBA.

(6) Besika npyra MapKHpoBKa, KOATO C€ HaHACS BbpPXY U3/EIUETO, BbPXY OMaKOBKaTa My W/WIH
B MHCTPYKIUATA My 3a YImoTpeOa, He TpsOBa Ja MOABEXIa MOTPEOUTENS - MEAUIMHCKHA CTCIMATUCT WIH
MAIUEHT, OTHOCHO MapKUpOBKaTa 1o aji. 1 u He TpsOBa Ja HapylllaBa HeHHATa BUIMMOCT U YETIUBOCT.

(7) B cmyuaii Ha wu3zmenus, KOUTO ce IyCKaT Ha Ma3apa B cTepwiHa onakoBka, "CE"
MapKHpOBKaTa c€ HaHacsi KaKTO BBPXY CTEpUJIHATA, Taka W BBPXY IMOTpeOHTEICKaTa OINaKoBKa Ha
U3JIEIHETO.

(8) Ilpu usnoctHo mnpepabOTBaHE Ha M3JEIHETO, KOETO MOXKE Ja IOBJMAE€ HAa HETOBOTO
6e3onacHo usnon3pane, "CE" MapkupoBkara ce HaHacs Cie OBTOPHO OIEHSBAHE HA M3CIIMETO ChIIIACHO
MPUIOKUMHUTE TIPOIEAYPH, OTIpeieNieHu B Hapeaoure mo 4. 18.

(9) (dom. - /1B, 6p. 84 ot 2012 r., B cria ot 02.01.2013 r.) Korato MeAMIIMHCKOTO M3/EIHE € B
MPHUJIOKHOTO TOJIe Ha HapeaouTe 1o wi. 7 OT 3aKOHa 32 TEXHUYECKUTE M3UCKBAHUS KbM MPOIYKTUTE U/UIH
Ha ryaBa nera "a" um Ha HapenOara mo wi. 2174, an. 1 ot 3akoHa 3a 3aUIUTa OT BPEAHOTO BB3AECHCTBHUE Ha
XMMHUYHHUTE BeIECTBA W CMecH, npeaBwkiaamuy HaHacsiHe Ha "CE" wmapkupoBka, MapKupoBKaTa
YAOCTOBEpsIBA CHOTBETCTBHUETO HA M3JCIMETO C W3MCKBAaHUATA HA BCAKa OT HapeaOuWTe, OCBEH aKo B
HapeI0uTe € IPeIBUICHO APYTO.

(10) Ha uznox0u, naHavpu, AEMOHCTpPALlMU, IPOMOIIMH, HAYYHU U TEXHUUYECKU KOH(DEpeHIINH
MOTarT Jla ce MPEICTaBAT MEAUIIMHCKY nu3aenus 0e3 Hanecena "CE" mapkupoBka.

(11) B cayuaute mo an. 10 mpow3BOAUTENST HAHACA BHPXY HM3ACIUATA BUIAMO OOO3HAYCHHE,
KOETO HEJBYCMHCIEHO IOKa3Ba, Y€ T€ HE ca MpeJHA3HAUYEHHU 3a IyCKaHEe Ha Ia3apa W/WIN 3a MyCKaHe B
JIEUCTBUE.

Yn. 16. (1) [Ipou3BoauTenar Ha MEAULMHCKU U3JIEHS € JUTbKEH J1a TOCOYHU UMETO, CEAATUIIETO
U ajpeca CH Ha YINpaBlieHHE BBPXY H3JEJIMETO, BbPXY OINAKOBKaTa My M B MHCTPYKLHMATA 3a ynorpeoa.
WucTpykuusd 3a ynotpeda He ce U3UCKBa 3a u3Aenus no wi. 2, ai. 1, 1. 3 ot kiac [ u Ila, kouto no npenenka
Ha NMPOU3BOAUTEINS MOTAT Jja ce MU3MOI3BaT 0€30MacHo 6€3 MHCTPYKIMS 3a yoTpeoa.

(2) Bppxy omakoBKkaTa ¥ B MHCTPYKIHMATA 32 ynoTpebda Ha M3/eIHs, KOUTO Ce BHACAT OT TPETH
Ibp>KaBU Ha TepuTOpHsTa Ha EBpomeickus chbro3 WM Ha TepUTOpusiTa Ha EBpONECKOTO MKOHOMHYECKO
IIPOCTPAHCTBO, CE€ MOCOYBAT JOMBIHUTEIHO UMETO U AJAPEChT HA YIBIHOMOUICHUS IMPEJICTaBUTEN M Ha
BHOCHTEJIS.

(3) UuctpyknusTa 3a ynorpeda TpsiOBa na ObAe chCcTaBeHA U HA OBITapCKU €3UK.

Yn. 17. IIpou3BOOUTENAT WIN HETOBUAT YI'BJIHOMOILIEH INPEACTABUTEN € MIBXKEH Ja OCUTYypU
0€30MacHOTO MHCTAJTUpaHe Ha MEIMIMHCKHUTE M3JeNus Ha Tepuropusita Ha Pemybnuka bearapus, korato
crienuQuKaTa UM U3MCKBA TOBA ChITIACHO MHCTPYKLUATA 32 YIIOTpeda, U Ja rapaHTupa MoAJIpbKKaTa uM.
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Y. 18. (U3m. - IB, 6p. 82 ot 2009 1., B cuna ot 16.10.2009 r., uzm. - JIB, 6p. 14 ot 2015 1.)
MUHHUCTEPCKUAT CHhBET MO NPEATOKEHHE Ha MUHUCThpA Ha 3ApaBEONa3BaHETO MU HA MHUHUCTBPA HaA
WKOHOMHKATA OIpeAeIis ¢ HapeaOu 3a MEAUIIMHCKUTE U3ACUs 10 Wi. 2, ai. 1:

1. CBIIIECTBEHUTE U3UCKBAHMA,

2. mpoueAypUTE 3a OILICHSBAaHE HAa CBHOTBETCTBUETO CBC ChHIIECTBEHUTE W3UCKBAHUS U
CBHABPKAHUETO HA TEXHUYECKATA JJOKYMEHTAITHUS;

3. mpaBwiaTa 3a K1acupuKanysa Ha MEIUIIMHCKUTE U3ACTus o wi. 2, ai. 1, T. 3;

4. cruchIUTEe, ONpPEACNAImNd OO0XBaTa HAa TPYNUTE HMH BUTPO JUATHOCTUYHU MEIUIIMHCKHU
H3IEIHS;

5. W3HMCKBaHMATA 3a TPOBEXKJIAHE HA aHAIM3 HA PUCKA W 3a YIpaBlIeHHWE Ha pPHUCKA 3a
MEIMIIMHCKY M3Aeaus 1mo wi. 11, an. 5.

Paszpgeua I11.
Ilyckane Ha ma3apa W/WJIM MyCKaHe B IeliCTBHEe HA MeIMUMHCKH U3/1eJ1us, U3Pa00TeHH MO
NMopb4Ka

Yn. 19. (1) (M3m. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) [IpousBogutenar umu
HETOBUST YITBTHOMOIIECH MPECTaBUTE, IPE/IN J1a ITyCHE Ha Ma3apa W/Wiu B IEHCTBHE MEIUITMTHCKO U3/eTHe
o wi. 2, ai. 1, T. 2 unu 3, u3paboTeHo 1o Nopbuka, ChbCTaBs JOKYMEHTAIUs, KOSITO ChIAbpIKa:

1. umeTo u azpeca Ha MPOU3BOIUTENS;

2. uAeHTU(PUKAIIMOHHU JaHHU Ha U3/IEJIUETO;

3. nexnmapauus, 4e MEIUIMHCKOTO H3JeJIue € IpeJHa3HaueHO 3a ClelualHa yrnoTpeda oT
KOHKPETEH MalUeHT, YUETO UME CE MTOCOYBA;

4. UMeTo Ha JeKapsl WIM Ha JieKaps MO JIEHTaJHa MEIUIMHA, KOMTO € M3TOTBHII 33/IaHHUETO 32
n3paboTBaHE HA U3/ICITUETO, U HAMMEHOBAHUETO Ha JICUeOHOTO 3aBE/ICHUE, KOTATO € Bb3MOXKHO;

5. cnenupUYHN XapaKTePUCTUKH Ha MEAUIIMHCKOTO U3/IETTUE ChIVIACHO 33/1aHUETO;

6. Aexapanus, 4ye U3AeIMeTO ChOTBETCTBA HAa MPUIIOKUMUTE 3a HETO ChIIECTBEHU U3UCKBAHMSL.

(2) (U3m. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) B cnyuaute, Korato u3genuero He
OTroBapsi Ha HAKOE OT MPUIIOKUMHTE 32 HETO ChIECTBEHU N3UCKBAHUS, HECHOTBETCTBUETO C€ 0OOCHOBABA B
JeKnapanusTa 1o ai. 1, T. 6.

(3) (Hdom. - JIB, 6p. 110 ot 2008 1., B cruma ot 21.03.2010 r.) JlokymenTanusara mo aia. 1 ce
ChXpaHsiBa OT IPOU3BOAUTENS UM OT HETOBUS YIIBJIHOMOLIEH IPEACTaBUTEN 3a CPOK Hal-MajKo 5 TOAMHH,
a B CJIy4auTe Ha UMIUIAHTUPYEMHU MEUIIMHCKHU U3eJUs 10 Wi. 2, ai. 1, T. 3 u Ha u3aenus mo wi. 2, ai. 1, T.
2 - 3a cpok Hal-Masko 15 roguHy.

(4) (Hosa - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Jlokymenrauusara mno ai. 1,
mpHUapy’KaBalia u3eiusaTa mo wi. 2, an. 1, 1. 2 u uzgenusara no 4i. 2, an. 1, 7. 3 ot knac Ila, 116 u III, ce
MPEOCTaBs Ha KOHKPETHHSI MAIMEHT, HACHTU(UITUPAH C UME, aKPOHUM MM HU(POB KOJI.

(5) (ITpepumna an. 4, uzm. - JIB, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) [IpousBogutenst
Ha U3Aenus 1o wi. 2, ain. 1, T. 2 u 3, u3paboTeHu mo nopwuka, npeaocrass npu norcksane or MAJI cnucek
Ha U3JIeNNATa, TyCHATH B IEHCTBUE Ha TepuTopusTa Ha PenyOnuka bbarapus.

Un. 20. (1) (M3m. - AB, Op. 110 ot 2008 r.) [Ipow3BoguTensIT CHCTaBsI JOKyMEHTAIIWs,
BKIIIOYBAI[A ONKMCAaHUE HAa MPOSKTHUPAHETO, Ha MPOU3BOJICTBOTO W Ha JIEHCTBHETO Ha W3ICIHUETO,
BKJIIOYMTETHO OYAaKBAHOTO [EHCTBHE, KOSTO TO3BOJISIBA OICHSABAHE CHOTBETCTBUETO HA H3ICIHETO C
M3MCKBaHUATA HAa TO3W 3aKOH W Ha HapemOurte mo wi. 18. B mokyMmeHTamusTa ce 1moco4Ba M ajpechT Ha
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MIPOM3BOJICTBEHOTO/TIPOU3BOICTBEHUTE TIOMEIIEHUE/ TIOMETLICHHSL.

(2) IIpou3BoauTENAT € JUTHKEH J1a MpeanpreMe HeoOXOAMMHUTE MEpKH, 3a Ja OCHTYPH 4Ype3
MIPOM3BOJICTBEHMS MIPOIIEC CHOTBETCTBUE HA U3JeNuUATA 0 Wi. 19 ¢ JoKyMeHTanusTa o ai. 1.

(3) (Hoga - JIB, 6p. 110 ot 2008 r.) [Ipon3BoguTensT mpeaocTaBs JOKyMEHTAIMATA 110 aj. 1 3a
MPOBEPKA IIPU MOUCKBAHE HA JIMIaTa 1o wi. 86, an. 2.

Paznen IV.
IIyckane Ha ma3apa Ha CHCTeMH WJIN HA0OPU MeIUIMHCKHU U3/1eJIusl

UYn. 21. (1) ®usnuecko WK IOPUANYECKO JIHIIE, KOETO KOMIUICKTYBa MEIUIIUHCKU U3JIEIHS 110
1. 2, an. 1, 1. 3 ¢ Hanecena "CE" MapkupoBKka, npeau Ja T'M IMyCHE Ha Ia3apa KaTo CHCTeMa Wih Habop,
ChCTaBsl ISKIapalus, B KOSTO 3asBsBa, ye:

1. € KOMITJIEKTYyBaJI CUCTeMAaTa Wik Habopa B 3aBHCHMOCT OT MPEAHA3HAYCHUETO HA OTACITHUTE
W3JIENHs U OTPaHUUYEHUATA UM 3a yIoTpebda, onpeiesieHu OT IPOU3BOIUTENUTE;

2. € IpOBEPHII ChBMECTHMOCTTA HA OT/ICTHUTE MEAUIIMHCKHU H3/ICTHUS U € POBEIl OMEPAIUHUTE T10
KOMIUICKTYBAaHE B ChOTBETCTBHE C HHCTPYKITUUTE HA TIPOU3BOIUTEITUTE;

3. e omakoBall cucTtemMaTa WM Habopa W € MpeaocTaBui HeoOxonumaTa WH(pOpManus Ha
MOTPEOUTEITUTE, KOSTO BKIIFOUYBA CHOTBETHUTE MHCTPYKITUU OT TIPOU3BOAUTEIIUTE;

4. neftHOCTTa My € OOEKT Ha ChOTBETHH IMPOLIETYPH 3a BHTPEIICH KOHTPOJ U MIPOBEPKA.

(2) Koraro Hsikoe OT HM3UCKBaHUATa Ha ajl. | He € M3MBIHEHO, CUCTEMaTa WM HaOOpBT
MOJIJIEXKAT Ha OLICHSBaHE HA ChOTBETCTBHETO ChC CHUIECTBEHUTE U3MCKBAHUS, ONPEIEICHH B HApeaOUTe 1o
. 18.

Yn. 22. (1) ®usnyecko WM OPUANYECKO JUIEC, KOETO CTEPWIM3HpA CUCTEMH WM HAOOpU
MEIMIIMHCKH Hu3Jeiaus 1Mo wi. 21 u/uin MeIUIMHCKH u3aenaus mo uwi. 2, ad. 1, T. 3 ¢ nanecena "CE"
MapKUpPOBKa, MPEJHA3HAUYCHU OT MPOU3BOIUTEIS J1a ObJIaT CTCPUIIM3UPAHHU MIPEeIn yroTpeOa, 3a Ja T MyCHE
Ha Ta3apa, TpsiOBa 1a OlEHU CHOTBETCTBUETO UM IO MPOLIEAYPH, ONIPESICHNA B ChOTBETHATA Hapea0a Mo ul.
18.

(2) (Hom. - /1B, Op. 110 ot 2008 r.) [Ipunaranero Ha mporexypute mo ai. 1 u aedcTBUsITa Ha
HOTH(HUIIMPAHUS OpPTaH Ce OrpaHWYaBaT 10 MMOCTHTAaHE HA M3WCKBAHUATA 3a CTEPWJIHOCT IO MOMEHTA Ha
HapyllaBaHe [IeJ0CTTa Ha ONTaKOBKATa Ha M3JICITUETO.

(3) JIuuero no an. 1 cheraBs aekiapaiusi CbriiacHO U3MCKBAHUSTA, IPEIBUICHH B ChOTBETHATA
Hapen0a, 4ye CTePHIIN3AIMATA € U3BbPIICHA B CHOTBETCTBUE C MHCTPYKIIMUTE HA MPOU3BOIUTEIIHUTE.

Un. 23. (U3m. - [IB, Op. 110 ot 2008 r.) JIumata o 4n. 21, an. 1 u wi. 22, an. 1 cexpansBar
JCKJIApAlMUTE 32 CPOK 5 TOAMHU M T'H MPEIOCTABSAT IPH MOMCKBAHE 3a MPOBEPKa Ha JIMIaTa 1o wi. 86, ai. 2.

Ui 24. CucremuTe Wiy HAOOPHUTE MEIUITMHCKH U3JICTUs 1O Wi. 21, CTEpUIM3UPAHUTE CUCTEMHU
WM Ha0OpHU UM MEIMIIMHCKUTE U3JENHs 1o wi. 2, ai. 1, T. 3 ¢ nanecena "CE" mapkupoBka, npeHa3HaueHU
OT MPOU3BOJUTENSA Ja ObJIAT CTEPUIIM3HPAHU TMPEAN YIMoTpeda, ce MycKaT Ha maszapa 0e3 MONBJIHHUTETHA
"CE" MapkupoBKa, IpUIPYKEHH OT MHCTPYKIHMS 3a ymoTpeda, KOATO BKIIIOUBA, KOTaTO € HEOOXOAMMO,
nH(popMaIuaTa, NMpeaocTaBeHa OT MPOU3BOAMUTEIIUTE HA OTIACITHUTE W3JIETUs OT CUCTeMara Wiu Habopa,
M3UCKBAaHMATA KbM KOSTO Ca ONPE/CIICHH B ChOTBETHATA Hapea0a mo wi. 18.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 21.04.2023 1.



Pasgen V.
OuensiBaHe HA JeiiCTBMETO HA HH BUTPO IMATHOCTUYHHM MEIMUMHCKH W31

Ui 25. (1) Ouenkara Ha CbOTBETCTBHETO HA MH BUTPO AUATHOCTUYHUTE MEIAUIIMHCKU U3IETUS
ChC CrenuUIHOTO UM TpeJHA3HAYCHHE TPH YCIOBUS Ha ynmoTpeda, ompeaeneHu OT MPOU3BOAUTENS, Ce
M3BBPIIBA C OIIEHKA HA IEHCTBUETO Bh3 OCHOBA Ha!

1. cOOpHU NaHHU OT Hay4HaTa JIUTepaTypa, OTHACSIIU C€ A0 MpPeAHA3HAYCHUETO Ha U3JIEIHETO,
Y KPUTHYCH aHAIIM3 Ha Te3W JaHHU, U/WIH

2. pe3yATaTuTe OT U3MHUTBAHUATA TP OLICHKA Ha JICUCTBUETO UIIU APYTH MOIXO SN TECTOBE.

(2) Ilpou3BoAUTENSAT WIA HETOBHUSAT YIBIHOMOIICH MPEACTABUTEN, MPEAH N1a MPEeIOCTaBH HH
BUTPO TUATHOCTUYHU MEAMIIMHCKU M3JEIHS 3a OICHSBAHE Ha JIEWCTBHETO B aKpeIUTHpaHa JlabopaTopus,
ChCTaBsI TIOKYMEHTAIUs, KOSITO ChIIbpPKa!

1. upeHTU()UKAIIMOHHYN TaHHU Ha U3/ICITUETO;

2. IJIaH 3a OLEHSBaHE, KOWTO ChIbpXKa ILIeNTa, HAyYHUTE, TEXHUYECKUTE WM METUIIUHCKUTE
OCHOBaHUs1, 00XBaTa Ha OLICHSBAHETO U OPOs HA M3/ICTUSATA;

3. CIIMCHK HA aKpeIUTUPAHUTE JTa0OPaTOPUH, KOUTO YIacTBAT B OIICHSIBAHETO;

4. HayallHa JaTa U TUIaHUpaHa MPOIBIDKUTEIHOCT Ha OLICHSBAHETO;

5. mpu W3AENUs 3a CaMOTECTyBaHE - MICTO U Opoii Ha jumara 6e3 MeIUIIMHCKA KBaTH(HUKaIs,
KOUTO W€ y4acTBaT B OIICHIBAHETO;

6. Jekiapainusi, 4e MEAMIIMHCKOTO W3JE/He ChOTBETCTBA HAa MNPUIOXKHUMHUTE ChIIECTBEHU
M3HMCKBaHUS, C U3KIIIOUEHUE HA Te3U, KOUTO ca OOEKT Ha OLEHSBaHE Ha JIEHCTBUETO M KOUTO Ca U3PUYHO
MOCOYCHH, M Y€ ca MPEeANpPUEeTH BCUYKHU IMPEANa3sHH MEPKH, HEOOXOAMMH 3a 3alllhTa Ha 3[paBeTO H
0€30MacHOCTTa Ha MEIUIIMHCKUTE CIICIIUATNCTH, Ha MAIIMEHTUTE WX HA TPETH JIUIIA.

Un. 26. (1) IlpousBoAMTENAT CHCTaBsl TEXHUUYECKaTa JOKYMEHTamus mo ui. 14, an. 1 u =
MpeJICTaBs 3a IPOBEpKa MpH MMOMCKBAHE Ha JuIaTa 1o 4ji. 86, ai. 2.

(2) Ilpou3BOOUTENAT € JUIBKEH Ja MpearnpuemMe HeoOXOAMMHTE MEPKH, 33 Jla OCHTYpU 4pe3
MIPOM3BOICTBEHUS MPOIEC CHOTBETCTBME HA MH BUTPO TUATHOCTHYHUTE MEIUIIMHCKU WU3/ICTHS 3a OIICHSIBAaHE
Ha JCHCTBUETO C IOKYMEHTAlUATA 110 ai. 1.

I'naBa BTOpA.
PETUCTPAIIUA HA JIMIA, KOUTO ITYCKAT MEAUIIUHCKU U3JIEJIUSA HA
ITA3APA (BAI'JL. U3M. - /IB, BP. 110 OT 2008 TI'.)

Yn. 27. (1) (U3wm. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) KoraTo mpousBoguTensar Ha
MEJUIIMHCKHU U3AeNus 1o Wi. 2, an. 1, T. 3 ot kiac I, mpousBoguTenst Ha uzgenus mo wi. 2, ain. 1, 1. 2 u 3,
M3pabOTEHH 10 TIOPBYKA, KAKTO ¥ (U3HYECKOTO WJIU IOPUIUICCKOTO Juie 1mo wi. 21, aim. 1 u . 22, an. 1 ca
peructpupand 1Mo THProBCKUS 3aKOH, TE TMOJABaT 3asBICHHE 3a perucTpamus Mo obpasern o
M3nbJIHUTETHUS nupekTop Ha MAJI He mo-KbCHO OT 14 mHU crlej MyCKaHe Ha W3JIeTTMETO Ha Ta3apa u/Wid B
nelicTBUe Ha TepuTopusTa Ha PenmyOnuka bbiarapust.

(2) KbM 3asB1€HHETO 32 perucTpanus no ai. 1 ce mpuiarar:

1. (u3m. - 1B, Op. 60 ot 2011 r., B cuna ot 05.08.2011 r.) equHeH uaeHTU(PHUKAIIMOHEH KO HA
JPYKECTBOTO;

2. HANMEHOBAHMUE M OTMCAHNUE HA U3/ICITUETO;

3. JOKyMEHT 3a IUIaTeHa Takca B pa3Mep, onpeselieH B Tapudara mo wi. 7, ai. 1.
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(3) (U3m. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Jlunata no an. 1 ca [IbKHU /12
yBEAOMAT B 14-mHEBeH CpoK H3MbIHUTENHHUS aupektop Ha WMAJl npu mpomsHa Ha aapeca cU Ha
ynpasnenue. [Ipu npomsiHa B uHopmanuara mo ai. 2, T. 2 nunaTa no ajia. 1 momaBar J0 M3MBIHUTEIHUS
nupexrop Ha MAJI 3agBieHneTo 1o an. 1, KkbM KOETO Mpujarar CBbP3aHUTE C MPOMsSHATa JOKYMEHTH U

JOKYMEHT 3a TUIaTeHa Takca B pa3Mep, ompejiesicH B Tapudarta mo 4wi. 7, ai. 1.
(4) (Or™m. - IB, 6p. 110 ot 2008 1., B cwura ot 21.03.2010 1.)

Un. 28. (1) Koraro npousBoauTensT Ha U3AenAus 1o 4i. 2, ain. 1, T. 1 mycka oT cBoe MMe Ha
naszapa W/uiu B JAelicTBUe Ha TepuTopusita Ha PenybOnuka buiarapus te3m usgenus U € perucTpupaH Io
TbproBekust 3aKOH, TOM TMoOJaBa 3asBJICHHUE 3a PETHCTpaIysl Mo o0pasel] A0 M3MBIHUTEIHUS AUPEKTOp Ha
NAJL

(2) KbM 3asBieHHETO 32 perucTpanus no ai. 1 ce mpuiarar:

1. (m3m. - 1B, Op. 60 ot 2011 r., B cuma ot 05.08.2011 r.) equHeH uaeHTH()HUKAIIMOHEH KO HA
JpyKeCTBOTO;

2. uadopmanus 3a OOIUTE TEXHOJOTMYHU W/WIM AHATUTHUYHU XapaKTEPUCTHKH, CBBbp3aHa C
pEeaKTUBUTE, MPOTYKTUTE OT pEaKTUBUTE, KATHOPATOPUTE U KOHTPOJIHUTE MaTepUallH;

3. B ciiy4aii Ha u3Aenus OT cnuchbln A, b 1 u3nenus 3a caMmoTecTyBaHe - HAMMEHOBAHHE, BUJI U
MOJIE] Ha U3/EIUETO, aHAIMTUYHU U KOraTo € HE0OXOAMMO, IMarHOCTUYHU MapaMeTpu IO OTHOLIEHHE Ha
CHILIECTBEHUTE M3UCKBAHUs, IOCOUCHU B HapenOuTe Mo 4uj. 18, pe3ynTaTH OT OlleHKaTa Ha JAEUCTBHUETO I10
rJ1aBa IbpBa, pasaen V;

4. MHCTPYKIHS 3a ynoTpeda Ha OBITapCKH €3UK;

5. IOKyMEHT 3a TIaTeHa Takca B pa3Mep, omnpesenieH B Tapudara mo wi. 7, ai. 1.

(3) (M3m. - IB, 6p. 110 ot 2008 r.) [Ipou3BoguTENIT, KOWTO OT CBOE MME ITyCKa Ha Iaszapa
W/WiM B JIeCTBUE Ha TepuTopusaTa Ha PemybOnuka bbarapus HOBO MH BUTPO JUATHOCTHYHO MEIUIIMHCKO
u3J/ieNiue, KOraTo € perucTpupan no Teproeekust 3akoH, nmoaasa A0 MAJI nokyMeHTanusTa mo ai. 2, KakTo U
yKa3aHue, 4e U3JIeIHETO € HOBO.

(4) (M3wm. - ]IB, 6p. 110 ot 2008 1.) "1 BUTPO MMArHOCTUYHO MEAMIIMHCKO U3JIEIHE € HOBO, aKO
Ha Maszapa Ha JbpXKaBa WIEHKAa WM Ha JIbp’kKaBa OT EBpONENHCKOTO MKOHOMHYECKO NMPOCTPAHCTBO Ipe3
MOCJIEIHUTE TPU TOAUHHU:

1. TakoBa m3nenHMe He € OWJIO MOCTOSIHHO HAJIMYHO 32 aHAJIM3MpPAHUTE BEIECTBA WIH JIPYTH
napameTpH, Uiu

2. He e Owia HajdMyYHAa aHAIUTUYHATA TEXHOJOTHUS, M3IOJI3BaHa 3a JAJICHUTE aHAJIU3UpPaHU
BEIIECTBA WU MapaMeTPH.

(5) (Orm. - B, 6p. 110 ot 2008 1., B cmita ot 21.03.2010 1.)

(6) (M3m. - 1B, 6p. 110 ot 2008 ., B cuna ot 21.03.2010 r.) 3asBreHneTo 3a perucTpaius mo
an. 1 u 3 ce momaBa B 14-1IHEBEH CPOK OT JaTaTa Ha MyCKaHE Ha Ma3apa W/WIM MyCKaHe B JIEHCTBUE Ha
u3nenudaTa mo wi. 2, an. 1, T. 1.

(7) (U3m. - [IB, 6p. 110 ot 2008 ., B cmma ot 21.03.2010 r.) JIumara mo an. 1 u 3 ca nmxHA A2
YBEZOMAT B 14-1HEBEH CPOK U3NBIHUTENHUA AupekTop Ha MAJI mpu:

1. mpoMsiHa B ajipeca Ha yrpaBJICHHUE;

2. 3HAUUTENIHU POMEHH B HH(pOpMalusiTa Mo ai. 2, T. 2 u 3;

3. (orm. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 1.)

4. U3TerJIsIHEe Ha U3/ICIUETO OT Masapa.

Ui 29. (U3wm. - JIB, 6p. 110 ot 2008 r., B cruta ot 21.03.2010 r.) (1) B cywante mo wi. 10, ai.
2, KOrato YI'bJIHOMOILEHUAT MNPEACTaBUTEN € perucTpupaH mno Tbvproeckust 3akoH, noxasa ao MAJI
3asiBJICHUE U MPUApY’KaBalaTa ro JOKYMEHTalus 3a u3genusra mo ui. 27, an. 1 w/vumm no uwi. 28, an. 1 winm
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(2) YopaHoMomeHHT nipeAcTaBuTen mo an. 1 yBegomsiea MAJI pu Bcsika mpoMsiHa Ha aapeca
CH Ha YIIpaBJICHUE.

Yn. 30. (U3m. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) 3a Bcuyku u3Aenus Mo 4i. 2,
an. 1, 7.2 mmo un. 2, an. 1, 1. 3 ot knac Ila, [I6 unu 111, mycHaTu B neiictBue Ha TepuTopusaTa Ha PemyOnuka
boearapus, MAJI Mmoxe n1a moucka JaHHU, UACHTUGUIUPAIITN U3ISITHETO, ETUKET U MHCTPYKITUS 32 yIoTpeoa.

Y. 30a. (Hos - [IB, 6p. 110 ot 2008 r., usm. - IB, 6p. 39 ot 2011 r., B cuia ot 01.01.2012 1.)
(1) (M3wm. - [IB, 6p. 43 ot 2016 1., u3m. - JIB, 6p. 102 ot 2018 r., B cuna ot 01.01.2020 r.) M3nbaHuTenHaTA
areHIIMs 10 JICKapCTBaTa MOIbp)Ka HA HMHTEPHET CTPAHMIIATA CH CIIUCHK Ha MEIUIIMHCKUATE U3/CIIUS, KOUTO
Morar Aa ObJaT 3aljallaHd ChC CpeAcTBa OT OromKkeTa Ha HanmoHanHaTta 34paBHOOCUTYpUTENIHA Kaca, OT
IbpKABHUS OFOJKET, U3BBH 00XBaTa Ha 3aIbJDKUTEITHOTO 3APABHO OCUTYpPsIBAHE, OT OIOKETA HA JICUCOHHUTE
3aBe/ieHus Mo 4. 5 oT 3aKoHA 3a JieueOHUTE 3aBEJCHMsI, KAKTO U ChC CPEJICTBA HA JIEUeOHUTE 3aBEJICHUS C
IbP>KaBHO W/WIIM OOMIMHCKO ydacTHe 1o wi. 9 u 10 ot 3akoHa 3a jJeueOHUTE 3aBeICHHS.

(2) CoucbkbT 10 an. 1 chabpika:

1. o0 uaeHTUUKAIMOHHN JaHHU U XapaKTePUCTUKU Ha MEUIIMHCKOTO U3/EIHE;

2. cepTu(UKAITMOHEH M PETUCTPAIIMOHEH CTATyC HAa MEAUIIMHCKOTO U3/CIINE;

3. ThproBcka HHQPOpPMAIHs, BKIFOUYUTEIHO MPOJAKHA IIeHa 32 MEIUIIUHCKOTO H3JeNne, KaKTo U
3a MPOU3BOIUTEIIS/ YIIBIHOMOIIEHUS MPEACTABUTEN WM ThProBella Ha MEIUITUHCKOTO U3/ICINE;

4. crovnoct o 4. 300, ain. 1;

5. (uoBa - /1B, 6p. 67 ot 2020 r.) ThbproBcka UHGOpMaLKs, BKIIOUYUTEIHO MPOJaKHA IIeHA Ha
MEIUIIMHCKOTO W3JeNue, YyAOCTOBEpPeHa C JOKYMEHT, MPEJICTAaBeH TMpeJ ChOTBETHOTO MHUTHHYECKO
yUpEeXKIEHUE, KAKTO U 3a MPOU3BOIUTENS/YII'BIIHOMOIICHHSI MPEACTaBUTEN, BHOCUTENS WM ThProBela Ha
MEJUIIMHCKOTO U3JIETUE, KOTaTO MEAUIIMHCKOTO U3/IEJINE CE€ BHACS OT TpPETa IbprKaBa;

6. (HoBa - JIB, O6p. 67 ot 2020 T.) CTOMHOCTTA, Ha KOSATO MEIUIIMHCKOTO U3JIeJIUE € 3aIJIaTeHO OT
Harmonannara 3apaBHOOCHTYpUTENTHA Kaca, MUHUCTEPCTBOTO Ha 3/IpaBEOIAa3BAHETO, JICUCOHUTE 3aBEACHUS
mo 4. 5 ot 3akoHa 3a JIeUeOHUTE 3aBENICHUS W OT JeUeOHHUTE 3aBEACHUS C IBPKaBHO W/MIW OOUIUHCKO
yuactue o wi. 9 u 10 ot 3akoHa 3a jieueOHUTE 3aBEICHUSI.

(3) (Homa - JIB, 6p. 67 ot 2020 r.) MadopmanmsTa mo an. 2, T. 5 u 6 € JOCTBIIHA caMO 3a
MHCTUTYILMUTE U JINLIATa, KOUTO 3aIljialiaT ChOTBETHOTO METUIIMHCKO u3Aenue. MHcTuTyuuTe u nunata mno
ai. 2, T. 6 HIMAT MPaBO J1a MPEOCTABAT MOJydeHaTa HHPOPMAIIUI Ha TPETH JIHIIA.

(4) (U3m. - ]IB, 6p. 102 ot 2018 1., B crmma ot 01.01.2020 r., mpeauminHa an. 3, usm. - /B, op. 67
or 2020 r.) VYcioBusta U peAbT 3a BKJIIOYBAHE HAa MEIUIMHCKM M3ZEIHUs B COHCbka mo an. 1, 3a
MPEAOCTaBsIHE M ChXpaHsABaHEe Ha WHGOpMAIMATa MO aj. 2, KaKTo W 3a MOJAABPKAHETO W JOCTHIA M0
CIHCHKa 1o ai. 1, ce ompenensT B Hapenda, u3/1aaeHa OT MUHICTHPA Ha 3[IpaBeOIa3BaHEeTo.

(5) (Ilpenumna an. 4 - JIB, 6p. 67 or 2020 r.) He ce 3ammamar cbhc cpeacta mo ai. |
MEIUIMHCKHN U3/1eNUsl U3BBH CIHCHKA 110 all. 1.

Y. 306. (Hos - IB, 6p. 39 ot 2011 1., B cuma ot 01.01.2012 1.) (1) AbpkaBaTa ekeromHo
oTpesenisi CTOMHOCTTA, 10 KOSTO Ce 3arulamlaT MeIUIUHCKUTE U3/IENNs, BKIIFOUEHHU B CIHCHhKa 1Mo 4. 30a, ai.
1.

(2) (M3m. - 1B, Op. 67 ot 2020 r.) YcnoBusita U peabT 3a OMNpeesisHe HAa CTOMHOCTTa Ha
MEJUIIMHCKUTE U3eNHs 1o aj. 1 ce onpenensaT B HapenOaTa no ui. 30a, an. 4.

(3) (Hoga - JIB, 6p. 67 ot 2020 r.) C Hapen6ata no wi. 30a, ai. 4 ce onpenessaT U YCIOBUATA U
peaBT 3a ompeelssHe Ha CTOMHOCTTA, O KOSATO C€ 3alljiallaT MOMOIIHUTE CPECTBA, MPUCTIOCOOICHUITA U
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ChOPBIKEHUATA 3a XopaTa C yBPEXAaHUs CbC cpeacTBa mo wi. 23, an. 1, T. 11 ot 3akoHa 3a 31paBHOTO
OCHUTypsIBaHE.

Y. 31. (1) (Orm. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.)
(2) (U3m. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) U3nbaHUTEeNHATA areHIMS IO
JIeKapcTBaTa BOAM PETUCTHP, KOHUTO ChIBPIKA:
1. HOMep U J1aTa Ha PEeruCTPaIus;
. HAUMEHOBAHME, BUJ] M KJIAC HA METUITTHCKOTO U3JIEINE;
. M€ ¥ aJ[pec Ha yIpaBJjeHUE HA 3adBUTENA 110 wi. 27, an. 1, wi. 28, ain. 1 u 3 u un. 29, an. 1;
. JlaTa Ha 3aJJM4aBaHe HA MEIULIMHCKOTO U3JIEIHE OT PETHCThPa U OCHOBAHUETO 33 TOBA;

[ RV B\

. 3a0€JIeKKH 10 BIMCAHUTE OOCTOSITEICTBA.

(3) (M3m. - B, 6p. 110 ot 2008 r., B crma ot 21.03.2010 r.) M3mbaHuTenHaTa areHIUs IO
JIeKapCcTBaTa MPEOCTaBs JaHHU 32 PETUCTpaAlMATa Ha u3aenusaTa mo wi. 27, an. 1, un. 28, an. 1 u 3 u no uJ.
29, an. 1 mpu MOKMCKBaHE OT PETyJIaTOPHU OpPTaHU HA APYTU AbP’KaBU YICHKU WM OT PETyJIaTOPHU OpPTraHU
Ha JbpKaBU OT EBPOINEHCKOTO NKOHOMUYECKO IIPOCTPAHCTBO U OT EBponeiickara KoMucus.

I'naBa Tpera.
KJIMHNYHU U3IINUTBAHUSA HA ME/IMIMHCKHAU U3JEJIUSA

Paznean I.
OO01mm pasnopendu

Un. 32. (U3m. - 1B, 6p. 110 ot 2008 r., B criia ot 21.03.2010 r.) KnuanyHo u3nuTBaHe ¢
MEIMIIMHCKHU U3eNus 1o uil. 2, ai. 1, T. 2 u 3 ce mpoBexa ¢ 1edi:

1. moTBBpKAABaHE, Y€ MPU HOPMAIHU YCJIOBUS HA YMOTpeda M3ACIUETO M3MBIHSABA €IHA WIIH
moBeYe OT (PYHKITUUTE, ONIPEACIICHH OT IPOU3BOIUTEIIS;

2. uneHTU(UIIMPAHE HA HEXKETaHU CTPAaHUYHU e(eKTU MPU HOPMAITHU yCIIOBHUS Ha yroTpeda Ha
H3JIEIINETO;

3. TmpeleHKa AOKOJKO WUIACHTH(PHUIMPAHUTE HEXKEIaHW CTPAaHUYHH e(eKTH ca B paMKUTE Ha
MIPUEMITBUS PUCK, TIPEIICHEH CIPSIMO IMOJI3aTa OT MPEIBUICHOTO MPeAHA3HAYECHNE HA U3IETTUETO.

Ui 32a. (Hos - /IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) OnieHsiBaHETO HA KIMHUYHHATE
JTAaHHU OT U3MUTBAHETO CE U3BBPIIBA IIPH YCIOBHS, ONPECIICHH B HapeaoaTa mo 4. 48, an. 2.

Yn. 33. KnuHUYHO M3NUTBAaHE ce MPOBEXJA B JICUEOHM 3aBEIEHUs II0 CMUCHJIA Ha 3aKOHA 3a
Je4yeOHUTE 3aBe/ICHUS.

Y. 34. (1) KnuHMYHOTO M3MHUTBAHE C M3JEIMATA MO 4Wi. 32 ce MPOBEXJa MpHU Clla3BaHE Ha
OCHOBHHTE MPUHIIUITY, KOUTO FapaHTHUpAT MpaBaTa, 0€30MacHOCTTA, 3/JpaBETO U YOBEIIKOTO JOCTOMHCTBO Ha
YYaCTHUIIUTE B M3MUTBAHETO, ompeneneHu B Jleknapanusata oT XeN3WHKU 3a €TUYHUTE NMPUHIUIHN MPH
MIPOBEXKIaHE HA KIMHUYHU U3MUTBAHUS BBPXY X0Opa.

(2) IlpaBara, Oe30macHOCTTa U 3APABETO HA YYaCTHUIUTE B KIIMHUYHOTO U3MUTBAHE CE MOCTABST
HaJ UHTEpeCcUTe Ha HayKaTa U 00IeCTBOTO.

(3) KnuHuyHOTO M3NUTBaHE c€ MpENlpHEMa W IPOBEXAA, IPU YCIOBUE Y€ NPEIBUIUMHTE
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MOJI3U 32 YYaCTHHUKA U 33 OOIIECTBOTO ONPABAABAT PUCKOBETE.

(4) KnuangHOTO M3NHMTBaHE TPSAOBA J1a cE TUTAHKMPA TaKa, Y€ HeyA00CTBOTO, O0OJIKaTa, CTPAaXbT U
JIpyTUTe MPEIBUANMH PHCKOBE BHB BPB3Ka ChC 3a00JISIBAHETO Ja Ca CBEACHU J0 MHHMMYM H MparbT Ha
pHICKa M CTereHTa Ha (u3uyecka 0oJka Ja ca IMpeABApUTEITHO ONPENIEICHN U J1a TIOUIekKAT Ha TOCTOSHEH
KOHTPOJI 110 BpEMe Ha U3IMUTBAHETO.

(5) He ce momycka mpenocTaBsHe Ha (UHAHCOBM WJIU JPYTH CTHMYJIH 32 BKJIIOYBAHE Ha
YYaCTHHIIM B KJIMHUYHOTO M3IMUTBaHE OCBEH KOMIICHCAIIUH (Pa3X0/U 3a IIbTHH, JHEBHU U JIPYTH).

Y. 35. (Orm. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.)

Y. 36. (1) (U3m. - B, 6p. 17 ot 2019 r.) Lsanara undopmanusi OT KIMHUYHO U3MUTBAHE CE
3anucBa, o0paboTBa U ChXpaHsIBa MO HAYMH, KOMTO OCUTYpsiBA TOYHOTO M JOKJIAJBaHe, HHTEPIIPETUPAHE U
NOTBBpKAaBaHe. JIMUYHWTE NaHHM HA yYaCTHUIUTE B KJIMHUYHOTO HM3IUTBAHE CE€ CHXPAHSABAT CHITIACHO
M3HUCKBaHUATA 3a TAXHATA 3alllUTa.

(2) (U3m. - 1B, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) JlokymeHTanusra mo an. 1 ce
CBXpaHsBa OT TJIIABHUS MM KOOPIWHHUPAIINS H3cienoBaren 3a cpok 20 TOAWHU OT JaTaTa Ha MPHUKIIIOYBAHE
Ha KIMHUYHOTO W3MHUTBAHE MU C€ TMpPENOCTaBs NpU MOWCKBaHE Ha ETHuHaTa KOMHCHS 3a KIUHUYHU
m3nuTBaHuA 1o wi. 103, an. 1 ot 3akoHa 3a JiekapCTBEHUTE NMPOJIYKTH B XyMaHHaTa MeaunrHa u Ha MAJL

Un. 37. (1) KnuanuHo u3nutBaHe Ha U3AENUsITA 10 Wi. 32 ce JOoIyCcKa caMoO BbpXY JIUIIE:

1. Ha KOeTO € MpeIoCTaBeHa MPeABAPUTEIHO TUCMeHa HH(pOpMaIHs 3a ChIIHOCTTA, 3HAYCHHUETO,
MOCTIE/ICTBUATA U €BEHTYaJTHUTE PUCKOBE HAa KIMHUYHOTO M3MUTBAHE U B PAa3roBOP C JIEKAp I JIeKap IO
JCeHTaJlHA MEIUIMHA - YIeH Ha W3CJIEeI0BaTeNICKUsS €KUIl, ca My pa3sCHEHU LEeJIuTe, PHUCKOBETE,
HeynoOcTBaTa Ha M3MUTBAHETO U YCIOBUATA, IIPU KOUTO I C€ POBEXK/A;

2. KoeTo € MHPOPMHPAHO 32 MPABOTO CH J]a C€ OTKaXEe IO BCSIKO BpeMe OT M3MUTBAHETO, 0e3
TOBA JIa UMa OTPHUIIATEIIHH MOCIEICTBUS 32 HETO;

3. KOeTo € /1aJ10 JINYHO MUCMEHO HHPOPMUPAHO ChITIACHE 32 yYacTHe.

(2) Koraro nuuero e HeCmocoOHO JAa M3pa3u MHCMEHO ChIVIachue, TO MOXE Ja Jaje YCTHO
chIJIacMe B IMPHUCHCTBHETO Ha He3aBUCUM cBHAeTen. CBUAETENAT YyAOCTOBEpsiBA MHCMEHO, Y€ JIMLETO €
M3pa3UIIo JTMYHO HHPOPMHUPAHO CHIIIACHE 33 yUaCTHE B KIIMHUYHOTO M3IHTBAHE.

(3) Camo neeciocoOHO nHIle, KOETO pa3dupa CHITHOCTTA, 3HAYEHUETO, IOCIEJCTBUATA U
EBEHTYaJIHUTE PUCKOBE OT KIMHMYHOTO M3MHUTBAaHE, MOXE Ja naae nHGopMupaHo ceriacue no ai. 1, T. 3 u
an. 2. upopmMupaHoTo chriacue 3a ydyacTHe B KJIMHHUYHO M3MUTBAHE MOXe Ja ObJe OTTErJIeHO MO BCIKO
BpeMe 0e3 OTpULIATEIHH OCIEICTBHS 3a JHUILETO.

(4) KiMHUYHOTO M3MHMTBAHE BHPXY OIPAHUYEHO JIEECIIOCOOHO IMBIHOJETHO JIULIE MOXE Jia ce
NpOBEXJa CleJ IoJyyaBaHe HAa NHCMEHO HH()OPMUPAHO ChIVIACHE OT JIMLIETO U OT 3aKOHHUS My
npenacraButen. Ha orpannueHo aeecrnoco0HO MBJIHOJIETHO JIMLE Ce€ peaocTaBs nHpopManusTa 1o ai. 1, T.
1 B CHOTBETCTBUE C HEroBaTa CIOCOOHOCT 3a pa3bupaHe. V3puYHOTO My *kKellaHWE J1a ce OTTETJIM MO BCAKO
BpeMe OT KIMHUYHOTO M3MUTBaHE TPsiOBa ja ObJie B3ETO MPEABH OT MU3CIEAO0BATENs, a IPH HEOOXO0AUMOCT -
OT TJIaBHUS U3CIIE0BATEN.

(5) Uudopmupano crriacue 3a HeJEECIIOCOOHO MBIHOJIETHO JIMIIE MOKE Ja J1a/1e 3aKOHHUAT My
MIpeICTaBUTENI.

(6) B caywyautre mo un. 162, an. 3 or 3akoHa 3a 31IpaBeTO HMH(GOPMUPAHO ChITIACHE JaBa
HA3HA4Y€HOTO OT ChJa JIUIIE.

Un. 38. (1) KnMHUYHOTO H3MUTBAHE BBPXY MAIOJIETHO JIMIE MOXKE Ja C€ MPOBEXAa Cle[
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MoJIy4yaBaHe Ha MMCMEHO MH(OPMHUPAHO ChITIACHE OT 3aKOHHUTE MY MPEICTABUTEIH - OT IBaMaTa POJUTEIH
WM OT HACTOMHHUKA HA JMUETO, NPH Cla3BaHe M3UCKBaHUATA HA wi. 37, an. 1, . 1 u 2 u an. 3. Korato
EIMHUAT POJUTEN € HEU3BECTEH, IOYUHAN WM € JIMIIEH OT POAUTENICKU MPaBa, WK HE ca My IPEJOCTaBeHU
TaKWBa MpaBa B CIy4YaWTe Ha pa3Boj, MUCMEHO HH(POPMHUPAHO CHIITIACHE JIaBa POAUTEIAT, KOWTO YIpPaXKHIBA
POIUTEICKUTE IpaBa.

(2) KIuHMYHOTO W3NUTBAaHE BBPXY HEMBIHOJIETHO JIMIE MOXE Ja C€ MpPOBEXIa CIej
[oJIyyaBaHe Ha NMUCMEHO MH(POPMHMPAHO ChIJAcHe OT JIMLETO M OT 3aKOHHUTE MYy IPEICTABUTENH - OT
JBaMaTa POJUTENIN WIN OT MONEYUTENS My, IIPH Clla3BaHe M3UCKBaHUATa HA wi. 37, an. 1, 7. 1 nu 2 u an. 3.
Korato egquHMAT poauTen € HEW3BECTEH, MOYMHAJI WIM € JIMIIEH OT POAMTENCKH IpaBa, MIM HE ca My
NpeJOCTaBeHH TaKWBa IMpaBa B CIy4auTe Ha pa3Boj, NHCMEHO MH(MOPMHUPAHO ChIJIACHE JaBa
HEITBJIHOJIETHOTO JIMIIE ¥ POJTUTEIIAT, KOMTO YIpaXXHSIBa POAUTEICKHUTE TPaBa.

(3) Ha manoneTHOTO WM HEM'bJIHOJETHOTO JIMIE Ce MpeaocTaBs MH(OpMaIus 3a ChIIHOCTTA,
3HAYEHUETO, MOCIIEACTBUATA, EBEHTYAIHUTE PUCKOBE M IMOJI3UTE OT KJIMHUYHOTO M3MHUTBAHE MO pa3zdoupaem
3a HEro Ha4MH OT JIEKap ¢ IPU3HAaTa CIEIUATHOCT M0 IeTCKH 00JIeCTH MU IeTCKH IICUXOJIOT.

(4) Cprinacuero Ha pOJOUTENMTE WM HACTOWHHMKA TpsOBa Ja MpejacTaBisABa IpeArosaraeMara
BOJISI HA MaJIOJIETHOTO JIMIIE U MOXeE J1a Ob/ie OTTErJIEHO MO BCAKO BPEME IPU MPOBEXkAaHE Ha KIMHUYHOTO
U3MUTBaHe 0€3 OTPULIATETHH MOCTEICTBH 3a MAJIOJIETHOTO JIMIIE W/UITH 3a TAX.

(5) CeritacueTo Ha HEMTBIHOJIETHOTO JIMIIC W HA POAUTEIUTE WIH HA TIOMICYUTEIST MOXKE J1a ObIe
OTTErJIEHO IO BCSKO BpeMe B Mpolleca Ha MNPOBEXKJaHE Ha KIMHUYHOTO HM3NHUTBAaHE 0€3 OTpULATEIHH
IIOCJIEACTBHSI 3a TAX.

Un. 39. PemeHueTo 3a BKIIOYBAHE B KIMHUYHO H3IUTBAaHE Ha MaJoJICTCH, HCITBJIIHOJICTCH,
HC}IGGCHOCO6CH HJIN OIrpaHUYCHO I[@CCHOCO6€H ITBJIHOJICTECH ITAlIMCHT, KOTraTO HE MOXKE JJa C€ B3E€MC CIICIIIHO
I/IHq)OpMI/IpaHO ChIJjacuc OT pOI[I/ITCJ'II/ITe/pOI[I/ITeJ'IH WA CHOTBETHO OT HACTOMHMKA WM OT IONEUHUTENS U
KOTraTO HCIIOCPCACTBCHATA LECJI € CHAaCdBaHC Ha KHUBOTa MYy, CC B3CMa Hall-MajJIKO OT JBaMa JICKapHu,
HE3aBUCHUMMU OT BB3JIOKHUTEIIA U OT I'NIaBHUS WK KOOpAMHUPpAIIUA U3CJIICA0BATCII.

Yn. 40. (1) KnuanuHo M3nuTBaHe BHPXYy OpEMEHHHM MOKE Ja ce MpeAnprueMe U MpoBexIa Mpu
CIla3BaHE U3MCKBAHMATA HA Wil. 37 caMo B CIly4auTe, KOraTo HiMa JOKa3aHU JPYrd alITEPHATUBHUA METOIU 3a
U3BBpIIBAHE HAa JUArHOCTMKA WM JIEYEHHWE M KOraTo TOBa HE 3acTpallaBa >KMBOTa M 3/paBeTO Ha
OpeMeHHaTa 1 )KM3HEeCOCOOHOCTTa Ha IO/,

(2) Pemenuero 3a BKJIIOYBAHE B KIMHUYHO W3MUTBAHE B CIydauTe Mo aja. 1 ce B3eMa OT
JeKapcka  KOMHCHSA, CbCTaB€Ha OT  CHELMAIUCTH, HE3aBUCUMH  OT  BB3JIOXKHUTENS U OT
TJIABHUS/KOOPIUHHUPAILUS U3CIIeA0BaTEl.

Yn. 41. (1) Ilo Bpeme Ha M3NUTBAHETO YYACTHUKBT MPH MOUCKBAHE MOJyyaBa JONBIHUTEIHA
nH(popMaLus OT HE3aBUCUMO OT Bb3JI0KUTEIS JIHILIE.

(2) IMucmenara uHdopmarlys, NpeAOCTaBsIHA Ha YUACTHUIIUTE B KIMHUYHO U3MHUTBAHE, ChAbPKA
JJaHHM 3a KOHTAKT C HE3aBUCUMOTO JIMLE 110 all. 1.

Un. 42. (1) IIpu mpoBekaaHe Ha €AHOIEHTPOBO UM MHOTOLIEHTPOBO KIMHUYHO M3MHUTBAaHE HA
teputopusita Ha PemyOnmka bbarapus, Korato BB3JIOKHUTEISIT HE € YCTAHOBEH Ha TEPUTOpUATA Ha
EBpomneiickus ¢b03 WM HA TEPUTOPUATA HA AbpKaBa OT EBPONEHCKOTO HKOHOMHYECKO MPOCTPAHCTBO, TOU
YI'BIIHOMOIIIaBa CBOW MIPEJICTABUTEI, YCTAHOBEH HA TepUTOpUsiTa Ha PemyOnuka beiarapus.

(2) (U3m. - JIB, Op. 110 or 2008 r., B cuma ot 21.03.2010 r.) Ilpm mpoBexmane Ha
MHOTOIICHTPOBO KJIMHHYHO W3MUTBaHE Ha TepuTOopusaTa Ha PemyOnuka beiarapus u Ha TepuTopusra Ha
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Jpyra IbpKaBa WICHKA/IbPKABU WICHKH, W/WIM HA TEPUTOPHITA HA TbpKaBa/IbpkaBu oT EBpomeickoTo
MKOHOMHYECKO TMPOCTPAHCTBO, W/WIM Ha TEPUTOPHUSATA HA TPETa JbPKaBa, KOTaToO BB3JOKHUTEIAT HE €
YCTaHOBEH Ha TEPUTOPHsITA Ha EBpomneiickus chi03, TOH yIbIIHOMOIIaBa CBOM MPEICTaBUTElN, YCTAHOBEH Ha
TEPUTOPHSITA HA JIbP)KaBa WICHKA WU IbpKaBa 0T EBpOIeliCkOTO NKOHOMHYECKO TIPOCTPAHCTRO.

(3) YObIHOMOIIEHHAT MPEACTaBUTEN MO al. | Uiau 2 HOCH OTTOBOPHOCT 3a MPOBEXKIAHETO HA
KIMHUYHOTO W3MHWTBAaHE Ha Tepuropusara Ha PenyOnwka beirapus cbsriacHo — JeHCTBAIIOTO
3aKOHOJIATEJICTBO.

(4) (Or™m. - 1B, 6p. 110 ot 2008 1., B cmuta ot 21.03.2010 1.)

(5) (Otm. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.)

(6) (Ot™m. - 1B, 6p. 110 ot 2008 1., B cmita ot 21.03.2010 1.)

(7) (Otm. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.)

Ui 43. (M3wm. - [IB, 6p. 110 ot 2008 ., B cuna ot 21.03.2010 r.) (1) Knuan4aHOTO M3MMTBaHE Ce
M3BBPIIBA [10/] PHKOBOJICTBOTO Ha U3CIIEA0BaTE.

(2) KoHTposbT BBPXY KIMHMYHOTO H3IUTBAHE CE€ U3BBPIIBA OT BB3JIOKUTENS WIH OT
YI'BJIHOMOUICHHS My TPEICTaBUTEN 1O Wi. 42, an. 1 win 2, i oT Ha3HauY€HO OT HETo JIUIIE - HabJroJaBal.

(3) Ilo BpemMe Ha KJIMHMUYHOTO M3MUTBAHE JIeKap, CbOTBETHO JIeKap IO JIEHTaJHa MEIHIIMHA,
IpocieisiBa 3APaBOCIOBHOTO ChCTOSHUE HA YYaCTHHMKA M MIPU HEOOXOJUMOCT IpeArpueMa ChbOTBETHHUTE
MEIULUHCKU MEPKHU.

(4) W3uckBaHusTa KbM BB3JIOXKHUTENS, TJIaBHUS WIM KOOPIMHUPALIUS HU3CIEN0BATE] U KbM
HaOIroAaBalvsl U TEXHUTE 3aJbJDKCHHMS IPU NPOBEKAAHE HA KIMHUYHOTO HM3IMHUTBAHE CE OINPENENAT C
HapezOaTa o wi. 48, an. 2.

Un. 44. (1) BB3710KUTENAT U TTIABHUAT WIM KOOPAUHUPAIIUAT U3CIEA0BATEN CKIIOUBAT JOTOBOP
3a 3aCcTpaxoBKa, MOKPHUBAIa OTTOBOPHOCTTa MM 32 MPUYMHEHUTE MPHU WM MO TOBOJ NMPOBEKIAHETO HA
KIIMHUYHOTO M3MUTBAHE HEUMYIIECTBEHU U UMYILIECTBEHU BpeIr Ha YYaCTHULIUTE.

(2) (M3m. - [1B, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) BB3110XHTENAT HOCH OTTOBOPHOCT B
Clydail Ha yBpeXJaHe Ha 37paBeTO WIM Ha CMBPT, NPUUYMHEHHU TPH WU IO TIOBOJ MPOBEKIAHETO Ha
KIIMHUYHOTO M3MUTBAHE, KOTaTO M3MUTBAHETO € MPOBEXKAAHO CHITIACHO M3UCKBAHUATA U MPOIEAypUTE Ha
on00penus ot ETnunara koMucus 3a KIMHUYHY M3nuTBaHud 1o wi. 103, an. 1 ot 3akoHa 3a j1ekapCcTBEHUTE
MPOJYKTH B XyMaHHATa MEIUIIMHA TUIaH.

(3) (U3m. - 1B, 6p. 84 ot 2018 1., B cruta ot 12.10.2018 r.) ['MaBHUAT WM KOOPAUHUPAIIUSIT
M3cIeI0BaTeNl HOCH OTTOBOPHOCT B CIIy4ail Ha yBpeK/aHe Ha 3/IpaBeTO WM Ha CMBPT, IPUUUHEHU NP WIH
0 TIOBO/I MPOBEXKIAHETO HA KIMHUYHOTO M3MUTBAHE, KOTaTO HE Ca CMAa3eHU M3UCKBAHUATA M MPOLEAYPHUTE
Ha oxoOpeHusi oT ETwunHara kxomucus 3a KIMHWYHU u3nuTBaHus mo wi. 103, an. 1 or 3akona 3a
JIEKapCTBEHHUTE MPOJAYKTH B XyMaHHATa MEIMUIIMHA TUIaH.

Paznea I1.
Pa3penienue 3a npoBe:kIaHe HA KJIMHUYHO U3NUTBAaHe

UYn. 45. (1) (U3m. - [IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) KnuHn4HMUTE U3MUTBAHUS HA
MEIUIMHCKU m3fenust mo wi. 2, ain. 1, T. 3 ot kiac I, Ha UMMIIaHTHUpYEeMU MEIMIIMHCKUA U3JETUs U Ha
WHBa3UBHHU MEUIIMHCKU U3JENNA 32 MPOIBIDKUTENHA ynoTpeda mo wi. 2, ain. 1, 1. 3 ot knac Ila unu 116 u Ha
W3enusATa o wi. 2, aj. 1, T. 2, KOuTo ce mpoBexaaT Ha Teputopusita Ha PenyOnuka bwirapus, morat aa
3amo4HaT Cjej MOJIydaBaHE Ha pa3pelleHHe OT H3MbJIHUTENHUS aupektop Ha WMAJI, usnmameno cuen
nocteiiBane B MAJI Ha monoxuTenHo ctaHoBHIIE OT ETHyHaTa KOMUCHS 3a KIMHUYHU U3MUTBAHUS 110 YJl.
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103, an. 1 or 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHAaTa MEIUIMHA.

(2) (U3m. n gom. - [IB, Op. 84 ot 2018 1., B cmma ot 12.10.2018 r.) KnuHnyHUTE M3NUTBAHUS HA
MEIUIIMHCKN W3JIENHs], Pa3IdHU OT TE€3W MO ajl. 1, KOMTO ce MPOBEXKIAT Ha TepUTOopHsaTa Ha Pemybnuka
bbiarapus, morar na 3amodHar cliel yBEIOMSBAaHE Ha W3MbIHUATENHHS aupekrop Ha HMAJL, koraro
KOMUCHSITA 1O eTHKa 1o an. 1 e gana Ha MAJI OI0KUTENHO CTaHOBUIIIE.

(3) Pasnopendute Ha an. 1 u 2 ce mpuiaraT ¥ 3a MEIULIMHCKU u3zaenus ¢ HaneceHa "CE"
MapKUpPOBKa, KOraTo KJIMHUYHUTE U3MUTBAHUS CE MPOBEXKIAT C IEJI CMsIHA Ha MPEAHA3HAYEHUETO HM.

Y. 46. (M3wm. - IB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) BB3710XKUTENAT WK TIIABHUAT
WM KOOPAMHUPAIIUAT U3CJIE0BATEN M0/1aBa 3asBICHUE 32 YBEJOMSIBAHE WM pa3pelllaBaHe 3a MPOBEKIAHE
Ha KJIMHUYHO u3nutBane 1o MAJL

Ui 47. (Otm. - IB, 6p. 84 oT 2018 1., B cuma ot 12.10.2018 1.)

Yn. 48. (1) (U3m. u gom. - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) 3a momy4aBane Ha
CTAQHOBUIIE OT KOMHUCHUATA TO Wi. 45, ai. 1 rIaBHUAT, CHOTBETHO KOOPAMHHMPAIIUAT HM3CJICAOBATEN WU
BB3JIOKUTENAT, peactaBs B MAJL:

1. aAMUHHCTpPATHBHA IOKYMCHTAIIUS;

2. undopmarnus 3a y4acTHUK;

3. TOKyMeHTAaIus 3a IJIaHa Ha U3MUTBAHETO;

4. TOKyMEHTalUs 32 U3NUTBAHOTO MEAUIIMHCKO U3JIEIIHE;

5. JOKyMeHTalus 3a TEXHUYECKHTEe BBH3MOXKHOCTH Ha JIe4eOHOTO 3aBeieHHE W
npodecuoHaIHaTa KBATU(UKAIISA Ha U3CIEA0BATCIICKUS SKHUIT,

6. U3TOUHUK Ha (PMHAHCHpPAHE U aIMUHUCTPATUBHA OPraHU3AIIMs Ha U3IIUTBAHETO.

(2) CpabpxkaHueTo Ha JOKYMEHTAlMsATa Mo aj. 1 ce ompenens B Hapenda Ha MUHUCTBpa Ha
3/IpaBeoIa3BaHeTo.

(3) (U3wm. - IB, 6p. 84 ot 2018 r., B cua ot 12.10.2018 r.) Koraro xomucusita mo 4. 45, an. 1
YCTaHOBH, Y€ JIOKYMEHTAIUATA 10 aJl. | € HelbHa, TS YBEJOMsBa 3asBUTENSA B 14-THEBEH CPOK U MY JIaBa
CPOK 3a OTCTpaHsIBaHE Ha HEIIBIHOTHUTE.

(4) (U3m. - 1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) Komucusita o wi. 45, an. 1 u3rorsst
cta"oBuIie B 30-THEBEH CPOK OT MPEICTaBIHETO Ha BalK/IHA JOKyMEHTAIMsI, KoeTo npenocTass Ha MAJL.

Y. 49. (Otm. - 1B, 6p. 84 ot 2018 1., B cruta ot 12.10.2018 1.)

Yn. 50. (1) (U3m. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r., gom. - /IB, 6p. 84 ot 2018
r., B cuia ot 12.10.2018 r.) 3a mosy4yaBaHe Ha pa3pelieHue 3a MPOBEKIaHe Ha KIMHUYHO U3MUTBAHE T10 YII.
45, an. 1 eAHOBPEMEHHO C JOKyMEHTalusATa 1o ui. 48, ain. 1 Be3noxurenar nojnasa 1o MAJI 3asBnenue no
o0paszer, MPUAPYKEHO ChC ClIeHATA JOKYMCHTAITHUS:

1. uaeHTU(UKAIIMOHHYU JaHHU 32 MEAUIIMHCKOTO U3/IeTIUE HAa XapTUEH U €JIEKTPOHEH HOCUTEIT;

2. JIaH Ha KIMHUYHOTO U3MHUTBAHE;

3. Oporurypa Ha U3CIIeIOBATENS;

4. TOKyMEeHTallus 3a MoJly4aBaHe Ha HHPOPMHUPAHO CHIIIACHE;

5. Aexnapanusi OT MPOU3BOIUTEINS ATl ChOTBETHOTO U3JIEIUE MOXE J1a ObJIe ONMPECIICHO KaTo
u3nenye no wi. 3, T. 2, 3 wim 4;

6. eKyiapais OT MPOU3BOUTENS JaJIk MPU MPOU3BOJICTBOTO HA U3/AEJUETO Mo Wi. 2, ai. 1, T. 3
€ U3IO0JI3BaHa HEXXHU3HECHOCOOHA >KMBOTHMHCKA THKAaH WIM HEKHU3HECTIOCOOHU MPOJIYKTH, MOIYYEHH OT
KUBOTHUHCKH THKaHU;
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7. WMeHaTa Ha WU3CJICNOBATEIIUTE, HA TJIABHHUS WM TJABHUTE W3CIEAOBATEIN WU Ha
KOOpJMHHPAIIHs U3CIIe0BaTeN, KAKTO U HAUMEHOBAHHUETO U aJpeca Ha JiedeOHUTE 3aBEJCHHs, B KOUTO Ce
MPOBEXKIa KIMHUIHOTO U3MHUTBAHE,

8. HayayiHa, KpaiiHa JaTta ¥ rpaduk Ha MPOBEKIAHUTE U3CIICBAHNS,

9. (ot™m. - IB, Op. 84 o1 2018 1., B cuma ot 12.10.2018 1.)

10. pexmaparusi, 4e MEIUIIMHCKOTO H3JIEIHE CHOTBETCTBA HAa TMPUIOKUMUTE CHIIECTBEHU
W3HMCKBaHUS, C M3KIIOYEHHE HA Te3U, KOMTO ca OOEKT Ha KIMHMUYHOTO U3MUTBaHE, M Y€ ca MpPEeIBUACHU
BCUYKM TIPEANa3Hd MEpPKH, HEOOXOMUMHU 3a 3allliTa Ha 37paBeTO W OE30MacHOCTTa Ha YYACTHHIINTE B
M3MUTBAHETO U HA U3CJIEIOBATENICKUS €KHIT;

11. moroBop 3a 3acTpaxoBKa, MOKPUBAIla OTTOBOPHOCTTA HAa M3CIIEJOBATENS U HAa BH3JIOKUTENS
32 MPUYMHCHUTE WMYIIECTBEHH W HEUMYIISCTBEHU BPEIM HA YYACTHUIUTE B W3MHUTBAHETO TPU WU TIO
MOBO/I MPOBEXk/IaHEe HAa KIMHUYHOTO U3MUTBAHE;

12. mMpOEKT Ha JOTOBOP MEKY BB3JIOKHUTENS U JICYEOHOTO 3aBEICHIC,

13. 1OKyMEeHT 3a TUTaTeHa Takca B pa3Mep, onpezesieH B Tapudara mo wi. 7, ai. 1.

(2) (Or™m. - IB, 6p. 110 ot 2008 1., B cmita ot 21.03.2010 1.)

(3) (U3m. - JIB, 6p. 110 ot 2008 1., B cruta ot 21.03.2010 r., ot™. - JIB, Op. 84 ot 2018 r., B cuna
ot 12.10.2018 1.)

(4) (U3m. - 1B, 6p. 110 ot 2008 ., B cmna ot 21.03.2010 ., oT™. - /IB, Op. 84 ot 2018 1., B cuna
ot 12.10.2018 r.)

(5) (HoBa - IIB, o6p. 110 or 2008 r., B cuma ot 21.03.2010 r.) CwappxkaHueTro Ha
JTOKyMEHTAIMsATa 1o all. 1 ce ompenens ¢ Hapeabara 1o 4. 48, ai. 2.

Un. 51. (1) U3meaauTenHaTa areHIys 1Mo JieKapcTBaTa OlEHsABA MoJajeHaTa JOKyMEHTAIUs 10
. 50 B 60-1HEBEH CPOK OT AaTaTa Ha MOAABAHETO M.

(2) (U3m. - AB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) M3nbaHuTenHaTa areHIMs IO
JIeKapcTBaTa MOXKE Jla MOMCKa AOMBJIHUTEIHA HH(OpMaLIKs, CBbp3aHa ¢ JOKyMeHTalusTa o 4i. 50, an. 1.

(3) B ciyuaute no an. 2 60-IHEBHUAT CPOK CIMpa Ja Tedye 10 NPEJCTABIHETO HAa HCKaHaTa
JIOKyMEHTAITHSI.

(4) M3nbnautennuat qupektop Ha MAJL B cpoka mo an. 1 yBemomsiBa MUCMEHO BB3IIOKUTENS,
ge:

1. pa3pemraBa IpoBekAaHETO Ha KITMHUYHOTO U3MUTBAHE, WIIN

2. U3MUTBAHETO HE MOXKeE J1a ObJIe MPOBEICHO, KaTO TOCOYBAa MOTUBHUTE 33 OTKAa3a.

(5) B cnyuyamte mo an. 4, T. 2 BB3NOKUTENAT Moke B 30-ITHEBEH CpOK OT Jarata Ha
yBeJoMiIeHneTo na npencrasu B MAJI 3asBneHue, mpoOMEHEHO B ChOTBETCTBUE C W3JIOKEHUTE MOTHUBH 3a
HEeTprueMaHe Ha MTPOBEXKIAHETO HA KIIMHUYHOTO U3IHUTBAHE.

(6) B 30-mHeBeH cpok OT JaTaTa Ha MpeACTaBsSHE Ha MPOMEHEHOTO 3asBiieHue mo an. 5 MAJI
YBEJIOMSIBA MMCMEHO BB3JIOKUTES, Ue:

1. pa3peiraBa IpoOBEkAaHETO Ha KITMHUYHOTO U3NUTBAHE, UIIN

2. U3NUTBAHETO HE MOXKeE J1a ObJIe MPOBEICHO, KaTO TOCOYBA MOTUBUTE 33 OTKAa3a.

(7) Ilpenuc oT paspemieHHeTo 3a MPOBEXKJaHE Ha KIMHUYHOTO H3MHUTBAHE C€ M3Ipalla B
ne4eOHOTO 3aBeJIeHHe, TOCOYCHO B 3asBlIeHueTO o wi. 50, ai. 1.

(8) Ilpu mempomsHacsHEe B CpoOKa MO ajl. | BB3JIOKUTEISAT MOXKE Ja 3aroyHe H3CIEABAHETO
BeJHAra.

Un. 52. (1) Wsmbanutennusat aupektop Ha HMAJlI mMoTHBUpaHO OTKa3Ba HW3/1aBaHETO Ha
paspelneHue 3a IpoBeXkIaHe Ha KIIMHUYHO W3MUTBAaHE HA TepuTopusiTa Ha Pemybnuka brarapus, korarto:
1. He ca mpeacTaBeH! JAOCTATHYHO JIOKA3aTEICTBA 32 OYaKBAHUTE HAYYHU M MEIUITUHCKH TIOJI3U
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OT ynoTtpebaTa Ha MEIUIIMHCKOTO H3/CITHUE;

2. He ca mpelacTaBeHU YOeAMTETHH JO0Ka3aTejcTBa 3a OE30MacHOCTTa Ha YYaCTHHUIIUTE B
W3MHUTBAHETO W/UITU Ha U3CIIEIOBATEIICKHUS EKHUIT;

3. mpenoctaBeHaTa mHMOpMAIUs 3a OICHSIBAaHE OE30MAaCHOCTTA HA KIMHMUYHOTO HM3IUTBAHE €
HEJO0CTaThYHa;

4. JNeWCTBHETO Ha WU3JEIMETO HE OTroBaps Ha MpeAHa3HAYEHUETO, OMPEAeNIEHO OT
MIPOU3BOIUTEIS;

5. (uoBa - JIB, Op. 84 ot 2018 ., B cuna ot 12.10.2018 r.) HIMA MONOKUTEITHO CTAHOBHILE HA
KoMucHSATA 110 4. 45, ai. 1.

(2) Otka3pT Mo an. 1 moasexu Ha oOXxallBaHe MO pela Ha AIMUHUCTPATUBHOMPOIIECYATHUS
KOJIEKC.

(3) (M3m. - 1B, 6p. 110 ot 2008 r.) M3nbpiaHuTenHAaTa areHIMs MO JEKapcTBaTa yBEAOMSBA
peryjJaTOpHUTE OpraHW Ha JPYTUTE IbpPKABU WICHKH, PETyJIaTOPHUTE OpPraHu Ha JIbpPKABUTE OT
EBporneiickoTo MKOHOMHYECKO MPOCTpaHCTBO U EBporieiickata KOMUCHA 3a OTKa3a 1o ain. 1| u mpenacraBs
MOTHBHTE 3a TOBA.

Un. 53. (1) Bw3noxkuTenar Moxke Mo BCAKO BpeMe Ja MpaBu MPOMEHH B IJIaHA HA KIMHUYHOTO
W3MHUTBAHE, PA3]INIHK OT CHIICCTBCHUTE TPOMEHHU.

(2) (U3m. - ]IB, 6p. 84 ot 2018 r., B crima ot 12.10.2018 r.) B cimydanTte mo ain. 1 BB3JIOKUTEIST
ChXpaHsBa JIOKyMEHTAIIUATA, CBbP3aHa C IPOMEHUTE, U 5 mpeaocTass Ha MAJL

Un. 54. (1) BB310kuUTENAT MOXKE Ja TMPUIOKHU TMIAaHUPAHU CHIIECTBEHU MPOMEHH B IJIaHA Ha
KIIMHUYHOTO W3IHTBAHE.

(2) (M3wm. - ]IB, Op. 84 ot 2018 ., B cuna ot 12.10.2018 r.) B ciyvaute mo an. 1 Bb3I0OKUTENAT
10/1aBa 3asiBJICHUE, PUIPYKEHO C IOKYMEHTAIlUs, CBhp3aHa ¢ mpomeHuTe, 10 MAJL.

(3) (U3m. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cpok nmo tpu mau MAJI
MPEIOCTaBs 3asBICHUETO U MPUpPYKaBallaTa ro JOKyMEHTAIHs Ha KOMUCHsATA 0 Wi 45, ai. 1, kosito B 15-
JTHEBEH CPOK OT MOJIy4aBaHETO UM M3TOTBSI CTAaHOBUIIE U TO npeaoctans Ha MAJL.

(4) (U3m. - [IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B 15-gHeBeH cpok oT nataTa Ha
MOJTy4aBaHE Ha CTAHOBHUIIETO IO al. 3 U3MBIHUTEIHUAT aupektop Ha AL

1. u31aBa JOMbIHEHHE KbM Pa3pelIeHUETO 3a MPOBEXKAaHe Ha M3MHUTBAHETO, C KOETO 0J00psBa
MpOMsIHATA Ha IJIaHa, WK

2. MOTUBHPAHO OTKa3Ba ChIIECTBEHA MPOMSHA T10 a. 1.

(5) Otka3bT Mo an. 4, T. 2 He MOJICKH Ha 00XKaJIBaHE.

(6) Ako B cpoka mo ajn. 4 3agBUTENAT He Toiydu oTka3 ot MAJL, Toi Moxe ma mpoBexaa
KIIMHUYHOTO M3MHUTBAHE CHIIIACHO IPOMEHEHHUSI TIJIaH.

(7) (Hosa - 1B, 6p. 110 ot 2008 r.) B cny4aute no an. 4, T. 2 npu MHOTOIICHTPOBO H3MUTBAHE
NAIJI yBenoMsBa peryiaTopHUTE OPTaHU Ha 3aCeTHATUTE IbpPXKaBU YJICHKHU WM PEryJaTOPHUTE OpraHH Ha
IbpKaBUTE OT EBPOMENCKOTO MKOHOMHYECKO MPOCTPAHCTBO, aKO ydYacTBAT B M3MUTBAHETO, 32 OTKa3a W
IpeJicTaBsd MOTUBUTE 3a TOBA.

Un. 55. (1) Ilpu BB3HMKBaHE Ha HOBH OOCTOATEICTBA, KOWTO MOraT Ja 3acTpaliar
0€30MacHOCTTa Ha YYACTHUIIUTE B KIMHHYHOTO U3IUTBAHE [0 BPEME Ha MPOBEKIAAHETO MY, BB3JIOKUTEIIAT U
M3CIIEI0BATEINAT IPEANPUEMAT CIICITHA MEPKHU 32 3alllUTaTa UM OT BHE3AITHO Bb3HUKHAINTE PUCKOBE.

(2) (U3m. - JIB, 6p. 110 ot 2008 r.) B cirygauTe mo ajn. 1 BB3JIOKUTEIST MOXKE Aa:

1. M3BBPILIM IPOMEHH B IUIaHA HA KIIMHUYHOTO MU3IHUTBAHE;
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2. IpeKpaTi KIMHUYHOTO M3MHUTBAHE MPEIU MPEIBUICHUS B IUIaHA HA KIMHUYHOTO M3MUTBAHE
CPOK.

(3) (U3m. - IIB, 6p. 110 ot 2008 r., usm. - [IB, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.)
Bo3noxurensat nezadbaBuo nndopmupa MAJI 3a:

1. mpeAnpueTUTe MEPKH, MPUYMHKUTE 3a HAaJaraHeTO UM U MPOMEHUTE B TIIAHA,

2. mpekpaTsBaHe HAa KIMHWUYHOTO M3MHUTBAHE TIPS MPEIBHUJCHUS B TUIAHA CPOK U TPEACTABS
MOTHBUTE 32 TOBA.

(4) (Homa - /1B, 6p. 110 ot 2008 r.) B ciyuaute no ain. 3, 1. | MAJI yBenomsiBa peryiaTOpHUTE
OpraHu Ha 3aCErHAaTUTE IbPKABH WICHKH WM PETYJIaTOPHUTE OPraHM Ha IbpaBUTe OT EBpomeickoTo
MKOHOMHMYECKO MPOCTPAHCTBO, KOUTO yYacTBAT B U3MUTBAHETO, 32 MPEANPUETUTE MEPKH U 32 IPOMEHUTE B
TUTaHA M TIPEJICTaBsi MOTUBUTE 32 TOBA.

(5) (Homa - /IB, 6p. 110 ot 2008 r.) B cnywaute no an. 3, T. 2 MAJI yBegomMsBa peryaaTOpHUTE
OpraHd Ha JPYTUTE IbPKaBH WICHKH, PETyJaTOPHUTE OpraHd Ha IbpKABUTE OT EBpomeickoTo
MKOHOMHYECKO TPOCTpaHCTBO W EBpomeiickara KOMHUCHS 3a TPEKICBPEMEHHOTO IPEKpaTsSBaHE Ha
KIIMHUYHOTO M3MHUTBAHE U MPEJCTaBs MOTUBUTE 32 TOBA.

Yn. 56. (1) (U3m. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) Bu3noxurenst Ha
KIIMHUYHOTO M3IHUTBAHE € JUTHKEH Aa npeaocTass Ha MAJI pu monckBaHe TOKyMEHTANNSA, KOSITO ChIABPKA:

1. 00110 onrcanue Ha U3AETUETO U HAa HETOBOTO MpEAHAa3HAUCHUE;

2. TPOCKTAHTCKU YEPTEXKH, MPOU3BOACTBCHH METOAM, BKIIOYUTEIHO IO OTHOIIEHUE Ha
CTepUIM3aluaTa, TUarpaMi Ha KOMIIOHEHTH U JIeTallIi, HAYMHU Ha CBBP3BaHE U JPYTH;

3. ommcaHue W OOSCHEHUS Ha YEPTEHKUTEC W JUArPAMHUTE U JEHCTBHETO HA MEIAMIIMHCKOTO
17631 (01 (K

4. pe3ynraTuTe OT aHadM3a Ha PUCKAa M CIHUCHK HA MPUIOKEHUTE HAMBJIHO WU YaCTUYHO
cragmaptd mo wi. 13, am. 1 u omWcaHWe HAa TPUETUTE TEXHUYCCKU PEIICHUS 32 OCHUTypsSBaHE Ha
CHOTBETCTBHUE ChC CHILIECTBEHUTE U3UCKBAHUS, KOTaTO CTAHAAPTUTE HE Ca MPUIIOKEHHU;

5. pe3yaTaTuTe OT U3MHUTBAHUATA, IPOBEACHH OT PEryJIaTOPEH OpraH Ha JbprKaBa YJICHKA WU OT
EBporrefickara areHIus 1o JieKapcTBaTa MPH OIICHSIBAHETO HA Ka4eCTBOTO M OE30MMaCHOCTTA HA BEIIECTBOTO
Mo CMUCHJIA Ha 4wi. 3, T. 2, 3 win 4, KaKTO M TMPHU OLEHSBAHETO HAa TOJ3aTa OT HEro BHB BpPB3Ka C
MpeTHA3HAYCHUETO Ha U3/ICITUETO;

6. mpeanpueTUTe MEPKH 3a HaMmalsBaHE Ha pUCKa OT MH(EKINH, BKIIOYEHH B CHUCTeMara 3a
YIOpaBJIEHUE HA PUCKA B CIy4auTe Ha W3JeNHe Mo wi. 2, aix. 1, T. 3, mpu NpOU3BOACTBOTO Ha KOETO €
U3MOJI3BaHa HEKU3HECIOCOOHA JKUBOTMHCKA THhKAaH WM HEKU3HECIIOCOOHU TMPOIYKTH, MOJYYEHU OT
KUBOTHUHCKH THKaHU;

7. pe3ynTatuTe OT TNMPOCKTAHTCKUTE W3YHCICHHUS W TIPOBEACHHUTE MPOBEPKH W TEXHUYCCKH
W3MUTBAHUS.

(2) (U3m. - 1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) BB3710KUTENAT HA KIMHUYHOTO
U3MHUTBAHE € JUIbXKEH Jla ChbXpaHsABa JOKyMEHTaluuaTa mo ain. 1 3a cpok 15 roguHu cien 3aBbpIIBaHE HA
KJIIMHUYHOTO M3MUTBAHE - 32 U3ACNIUATA 110 WI. 2, all. 1, T. 2 ¥ 32 UMITAHTUPYEMH U3ENHsS 0 4. 2, ai. 1, T.
3, ¥ 5 roguHy - 32 u3AenuATa Mo 4iI. 2, aim. 1, T. 1.

(3) (U3m. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) IIpou3BoaUTENAT € JTBXKEH Aa
OCHTYpPU TIPOU3BOJCTBEH IPOIEC, MPH KOWTO MEIWIMHCKHUTE HW3JENHs, MPEIHA3HAUCHU 32 KIMHUIHO
U3MUTBAHE, Ce MPOU3BEXKIAT B CHOTBETCTBUE C TIOKYMEHTALIUATA 1O all. 1.

Y. 57. (1) (U3m. - IIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cpok 90 auu cien
MPUKITIOYBAHE HA KIMHHUYHOTO M3MHUTBAHE BB3IOKHUTENAT mpencraBs B MAJI okoHUaTeNneH TOKIaJ, KOUTO
ChJIbPKa OMUCAHWE HA METOJOJIOTHITAa M OpTaHHW3aIUsaTa, KPUTHYHA OICHKA M CTATHCTUYCCKU aHAIHW3 Ha
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MOJIyYEHUTE JaHHHU.

(2) HoxmansT mo am. 1 ce moamwWcBa OT BB3JIOXKHUTENS U OT BCHUKH H3cienoBarenu. Korarto
HSKOH OT M3CTIeI0OBATENNTE OTKAXKE Ja I'o MOJAMUIIE, TOM Mpuiiara MMCMEHO MOTUBHUTE CH.

(3) HoxmamsT mo an. 1 oboOmaBa MaHHUTE, MOTYYEHHW OT BCUYKH JICUCOHW 3aBEACHHUS U OT
BCUYKHU YYACTHHIIM B U3MUTBAHETO.

(4) JIlnynuTe NaHHU HAa yYaCTHUIUTE B U3IMUTBAHETO, ChABPIKAIIN C€ B JOKJIaja 1o ai. 1, TpsOBa
na ObAaT KOAUPAHHU.

Un. 58. (1) MBmbnHWTENHAaTa areHIus MO JIEKapcTBaTa BOAM PETHCTHD HA H3AAJCHUTE W
OTHETHUTE pa3pelIeHus 3a MPOBEKIaHe Ha KITMHUYHU U3MUTBAHUS.

(2) I3nbiHUTENIHATA areHIUs 0 JICKapCTBaTa OPraHU3upa U Ch3/1aBa CUCTEMa 3a PEerucTpalvs,
aHayu3 1 0000111aBaHe HA HACTBHIIWIM MHLIUJACHTH C MEIUIIMHCKU H3JENUs M0 BpeMe Ha MPOBEXKIAHETO Ha
KIIMHUYHUTE U3MUTBAHUS.

(3) Ilponenypara mo mpocieasBaHe Ha 0€30MacHOCTTa Ha MEIUIIMHCKUTE M3JCNIHS B XOJa Ha
KJIMHUYHOTO M3IUTBAHE Ce Onpezess B Hapendara mo uwi. 48, an. 2.

Un. 59. (1) Uznenaautennust aupekrop Ha MAJl Moxke cbc 3amoBes BPEMEHHO Jia CIIpe
IIPOBEXKIAHETO HA U3MMTBAHETO WJIM /1a 'O IPEKPATH, KOraTo:

l. M3nNUTBAaHETO c€ MPOBEXKAA MPHU YCIOBUS, PA3NMYHU OT ONpPEACIICHUTE NPHU H3JaBaHE Ha
pa3peleHueTo;

2. e Hanuue uHGopMaIus 3a OIOpOYaBaHe HaydyHaTa BAIUIHOCT HA U3MUTBAHETO;

3. chlIecTBYBa PUCK 3a 0€30MMaCHOCTTa HA YYaCTHUIIHTE.

(2) Ilpeaun na npennpueme aeiictusrta no ai. 1, MAJI nucmeHo yBenomsiBa 3a HAMEPEHHUATA CH:

1. BB3JIOKUTENS U KOOPAUHUPALIUS U3CIEA0BaTEN, OTTOBOPEH 3a MPOBEKAAHE HA U3MUTBAHETO
Ha BCUYKH JIe4eOHHU 3aBEJICHUS, UITU

2. BB3JOXKUTENS U TJIABHUS H3CIEN0BaTelNl, OTrOBapsil 3a ChOTBETHOTO JiedeOHO 3aBe/IeHuE,
KBAETO TPsiOBa J1a ce CIpe U3MUTBAHETO.

(3) B 7-mHEBeH CpOK OT YBEAOMJIGHHETO TO aj. 2 BB3JIOXKHUTEIAT WJIA TJIABHUAT WIH
KOOPJAMHUPAIIMAT U3CIIeA0BATENl MOXKeE Jia IPeI0CcTaBu MucMeHu o0sicHenus 10 MAJL

(4) AnmuHes 2 He ce TMpuiara, ako CBIIECTBYBa HEMOCPEACTBEH PHUCK 3a 3IpaBETO U
0€30MMacHOCTTa Ha YYaCTHUIIUTE B U3MUTBAHETO.

(5) 3anoBexra o azn. 1 Moxe na 6bAe oOkaBaHa MO pefa Ha AIMHHUACTPATUBHOIIPOIIECYaTHUS
KOJIEKC, KaTO 00aJIBAHETO HE CIIUPA U3ITbIHEHHUETO.

(6) I'maBHUAT WM KOOPAMHHUPALIUAT HM3CIEAOBATENl YBEAOMSBA YYaCTHUIUTE B KIMHUYHOTO
M3IIMTBAHE 3a 3aIll0BEaTAa 110 ai. 1.

Un. 60. (U3m. - IB, 6p. 110 ot 2008 r.) (1) Ilpu npekparsiBane Ha KIMHUYHOTO W3IHUTBAHE
M3IBJIIHUTETHUAT AupekTop Ha MAJI yBenomsiBa He3a0aBHO perysaTOpPHUTE OPraHU Ha JbpPXKABUTE YJICHKH
WIM peryjlaTOpHUTE OpraHd Ha JAbpKaBUTE€ OT EBpPONENCKOTO HMKOHOMHUYECKO TPOCTPAHCTBO H
EBporneiickara koMmucHs 3a 3amoBenra no wi. 59, an. 1 u npeacraBs MOTUBUTE 3a TOBA.

(2) B cnyuyaii Ha BpeMEHHO CITUpaHe Ha KIMHUYHOTO M3MUTBAHE U3IIBIHUTEIHUAT AUPEKTOP Ha
NAIJI yBenomsiBa He3a0aBHO peryJaTOPHUTE OpraHU Ha 3aCErHaTUTE AbprKaBU YWIEHKHU WK Ha IbP’KAaBUTE OT
EBponeiickoTo MKOHOMUYECKO ITPOCTPAHCTBO, KOMTO y4acTBaT B U3MUTBAHETO, 3a 3aloBeATa 1o wi. 59, ai.
1 u npencraBsg MOTUBHTE 3a TOBA.

Un. 60a. (Hos - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) M3nbJIHUTEIHATA areHIUs 110
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JeKapcTBaTa U KOMHUCHUATA 1O Wi. 45, an. 1 oOMeHaT uHpopMaIyst OTHOCHO KIMHUYHUTE M3MUTBAHUS IO
CITy>eO€H MbT.

I'naBa yerBBpTA.
HOTUO®ULIUPAHU OPT'AHHA

Un. 61. (U3m. - JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 1.) (1) Pa3pemienue 3a oreHsiBane
HA CHOTBETCTBUETO HAa MEIWULMHCKU W3JIENIHsI, BKIIIOUUTEIHO OLICHSBAHE HA KIMHUYHUTE JIaHHU, CE€ W3JlaBa
Ha (PU3UYECKO WK FOPUINIECKO JIUIIE, PETUCTPUPAHO MO THProBCKUS 3aKOH, OT M3MIBJIHUTEITHUS AUPEKTOP
na MAJL

(2) U3npnHUTETHATA areHIus Mo JIeKapcTBaTa € ONMpeesisill OpraH Mo cMUChia Ha 4. 1, OykBa
"n" ot Permament 3a usneiaaerne (EC) Ne 920/2013.

(3) JIuuero, koeTo KaHAUIATCTBA 32 U3JaBaHE HA pa3pellleHue 3a OLICHSIBAaHE Ha ChOTBETCTBUETO
HAa MEIUIMHCKH u3fenus, nonaBa 10 MAJI Ha eNeKTpOHEH HOCHTEN 3asBICHHE IO 00pasen ChIIacHO
npunoxenne Il Ha Pernmament 3a m3nmbanenwe (EC) Ne 920/2013, B koeTo mocouyBa H3EHUATa H
MPOLEAYPHUTE, 32 KOUTO KaHIUIATCTBA, cpepuTe HA KOMIETEHTHOCT M TMOJpa3AeicHUsITa Ha Te3u chepH -
Yype3 W3MOJ3BaHEe Ha KoAoBeTe OT MHpopmanmoHHaTa cuctemMa Ha EBpomeiickara kommcus NANDO (
Hotuduuupanu u onpeneneHu opranu or HoB moaxon), ¥ MPUIOKEHHUITA KbM 3asBICHHETO, TTOCOUYEHHU B
npuioxkenue 11 Ha Pernmament 3a m3nbiaenue (EC) Ne 920/2013 r.

(4) 3asBUTENAT 3aIUIallla Takca 3a M3JaBaHe HA pa3pellieHue 3a OICHSIBaHEe Ha ChOTBETCTBUETO
Ha MEJIUIIMHCKH U3JIENHsI B pa3Mep, onpe/iesieH B Tapudara mo wi. 7, an. 1.

Y. 62. (U3m. - JIB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) (1) OnensiBanero Ha JHIETO,
KOETO KaHAMAATCTBA 3a pa3pelieHUE 3a OLEHSBAaHE Ha CHOTBETCTBUETO HA MEAMIIMHCKUA H3JEIHs, Ce
M3BBPIIBA OT €KCIIEpTHA KOMHUCHUS, OTNpPECNICHa ChC 3aloBe]] Ha M3nbIHUTEeNHUS aupektop Ha MAJL Tlpu
HEOOXOAMMOCT B KOMHUCHATA MOTaT Jia ObJaT MPUBJICYCHH BHHITHU €KCIIEPTH, KOUTO MPUTES)KABAT 3HAHUS U
MPAKTUYECKH OIMUT B 00JIaCTTa HA CHOTBETHUTE MEIUIIMHCKU U3IETHSI.

(2) Koraro numero, KOeTo KaHIUIATCTBA 3a HW3/aBaHE Ha pa3pelieHHuEe 3a OICHSBAHE Ha
ChOTBETCTBHETO HAa MEAMUIIMHCKW H3JEIHsS, € MOCOYMIO B 3asABICHHETO Mo 4. 61, am. 3 MeIuIMHCKH
u3aenus 1o wi. 2, an. 1, 1. 1, MAJI u3BbpiiBa omeHkara mo peaa Ha 4i. 62a.

(3) Korato nwuiero, KoeTo KaHIMAATCTBA 3a W3JaBaHE HA pa3pellieHUE 3a OlEHSBaHE Ha
CHOTBETCTBHETO HA MEIWIMHCKH HW3JCNHs, € MOCOYMI0 B 3asBJICHUETO MO 4Wwi. 61, am. 3 METUIIMHCKUTE
m3aenus mo 4ui. 2, an. 1, 1. 2 wnm 3, MAJI u3BbpiiBa olleHKaTa Mo peaa Ha 4i. 62a oT TO3W 3aKOH U Ha 4. 3
ot Pernament 3a u3neiinenue (EC) Ne 920/2013.

(4) V3mpaHuTETHATA areHIIMS 110 JIEKapCTBaTa Mpujiara KpUTEpUUTE 3a OlCHsBaHE Ha JIUIIETO 10
an. 2 unm 3 B ChbOTBETCTBUE ¢ npmiiokenue I ot Pernament 3a u3nbinuenue (EC) Ne 920/2013.

UYn. 62a. (Hos - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) (1) ExcneptHaTa KoMucus 1o
. 62, an. 1, a Korato € NpUIoKUMO - apajieIHO, KOMUCHUS OT IIPEICTaBUTENN Ha ONpENEsIIy OpraHu Ha
IpyTu JBE AbpKaBH WIEHKU M TpelacTaBuTesll Ha EBponeiickata KOMHUCHS, W3BBPIIBAT MpeEryie] Ha
nojiaJieHaTa JOKyMEHTaIusl.

(2) Koraro ce yCTaHOBSIT HENBIHOTH U HECHOTBETCTBUS C U3MCKBAHMSITA HAa JOKYMEHTAlUATA,
M3IIBJIHUTETHUAT TupekTop Ha MAJl yBegomsBa MUCMEHO 3asBUTENS 32 TOBa U OIpeJIelis IByMECEUEH CPOK
3a OTCTpaHsiBaHETO WM. J[0 OTCcTpaHsBaHE Ha HEM'BJIHOTUTE U HECHOTBETCTBUATA CPOKBT 1O Wil. 63, an. 1 win
2 cniipa ja Teye.

(3) KoraTto 3asBUTENSAT HE OTCTPAHM HEMBIHOTUTE M HECHOTBETCTBUATA B CpOKa IO ajl. 2,
mpoueaypara ce IpeKparsBa.

(4) B 75-nHeBeH Cpok OT jaTaTa Ha IOJlaBaHe Ha BaJMJHA JOKyMeHTauus mo wi. 61, am 3
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KOMUCHSITA U3BBPIIBA, CHOTBETHO KOMUCHUUTE MO al. | M3BBPIIBAT MPOBEPKA Ha MSCTO 32 YCTAHOBSBAHE
KOMIIETEHTHOCTTa Ha 3asBUTENIA U Bb3MOXKHOCTTA Jla M3MBJHSABA 3asBEHUTE MPOLETypU 3a OLECHSIBAaHE Ha
CHOTBETCTBUETO, BKIFOUUTEIIHO MPOBEPKA HA MICTO HA MOAM3IBIHUTENS. 3a U3BBPIIBAHE HA MPOBEpKA Ha
MSICTO C€ 3aIljala Takca B pa3Mmep, olpejiesicH B Tapudarta mo wi. 7, ai. 1.

(5) Korato mpu mpoBepkaTta Ha MSCTO C€ YCTAHOBSIT HECHOTBETCTBHSI MEXIY MpelcTaBeHaTa
JOKYMEHTAIMsl U M3UCKBAHUSTA 3a OLICHSBAaHE HAa CHOTBETCTBUETO, OMpENEICHU B Hapeaodurte mo 4i. 18,
UBMBIHUTETHUAT aupektop Ha WAJl yBegoMsBa NMUCMEHO 3asBUTENSI U ONpeNeNs ABYMECEYEH CPOK 3a
oTcTpaHsaBaHeTo UM. [lo OTCTpaHsiBaHE Ha HECHOTBETCTBUATA CPOKBT MO wil. 63, an. 1 unm 2 crivpa aa Teue.

(6) Koraro 3asBuTeNnaT He OTCTpaHH YCTaHOBEHUTE HECHOTBETCTBHUS B ONpEAENEHUS IO al. 5
CPOK, U3MIBIHUTETHHT qupekTop Ha MAJI ¢ MOTHBHUpaHa 3amoBe]] OTKa3Ba U3/1aBaHETO HA pa3pellieHuE.

(7) B 45-nHeBeH CpOK OT MpOBEpPKaTa HA MICTO KOMHCHSTA M3TOTBS, CHOTBETHO KOMHCHHUTE
U3TOTBST OKOHYATENIEH OLEHBUEH JOKJIaJl, KOWTO ce 00sBsiBa B 0a3aTa JaHHM Ha WHGOPMalMOHHATA
cucrema NANDO.

Y. 63. (U3m. - JIB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 1.) (1) B cnydaure mo un. 62, ain. 2
B 4-Mece4eH CPOK OT MOJIaBaHe HA JOKyMEHTauusATa mno 4i. 61, ain. 3 uanbiaHuTenHusT nupexkrop na MAJI
Bb3 OCHOBa Ha JIOKJana mo wi. 62a, an. 7 yBeAOMsiBa 3asBHUTENs, Y€ € 0J00peH 3a HoTU(ULUpaHEe, WIN
M3/1aBa MOTUBUPAHA 3aMIOBE]] 32 OTKA3.

(2) B cayuaute mo ui. 62, an. 3 B 6-MeceUeH CpPOK OT MOJAABAHETO HA JOKYMEHTAIUATa O 4Jl.
61, an. 3 w3nbaHUTENHUAT aupekTop Ha MAJI BB3 ocHOBa Ha nokiaaa mo wi. 62a, ai. 7 yBegomsiBa
3asBUTEIIA, Y€ € 0100peH 3a HOTU(UIMPaHe, WK U3aBa MOTHBHPAHA 3aII0BE]] 32 OTKa3.

(3) B cpok 5o Tpu mHM oT yBegomiieHueTo 1o ai. 1 umu 2 MAJI o6sBsiBa oqoOpeHuTE M1 Ype3
cuctemata NANDO.

(4) UnentudukanmoHHUAT HOMEp Ha ofo0peHus 1 HoTuuuupan npea EBponeiickata komucus
OpraH 3a OIICHsBaHE Ha CHOTBETCTBUETO, HapUYaH MO-HATATHK "HOTHU(HIMpaH opraH", ce ompenens OT
EBpomneiickara komucus.

(5) Wsnbaautennuar nupekrop Ha HWMAJl w3maBa Ha HOTHUUUMpaHUsS OpraH mo ain. 4
paspelieHue 3a OleHsIBaHe Ha CbOTBETCTBHUETO.

(6) PazpemenueTo mo an. 5 € ¢ MaKCMMaJeH CPOK Ha BAMIHOCT 5 roawHu. [logHOBsIBaHETO HA
pa3pelIeHnETO e U3BBPILBA 110 peaa Ha wi. 62, an. 2 win 3.

Un. 64. (U3m. - JIB, 6p. 38 or 2015 r., B cuma ot 26.05.2015 1.) (1) Koraro numero, koero
KaHIMATCTBA 3a MOJIy4aBaHEe Ha pa3pelleHHe 3a OLEeHIBaHEe Ha ChOTBETCTBHETO, MPEJICTaBH CEpTH(HKAT 3a
aKpeIUTaIusl ChIIIACHO M3MCKBAHWs, TIOCOYEHH B CHOTBETHATAa HapenOa mo wi. 18, ce mpuema, 4e To Mma
(GYHKIIMOHHpAIIIa CUCTEMA TI0 KA4eCTBOTO, OTTOBApS HA KPUTEPUHUTE 32 HE3aBUCUMOCT, OE3MPUCTPACTHOCT U
KOH(UICHIIMATHOCT U TIPUTEkKaBa HEOOXOIMMAaTa KOMIICTCHTHOCT.

(2) B cnydaute mo am. 1 numeTo He mMpeACTaBs Jpyra JOKyMEHTallWs, yIOCTOBEpsBaIlla
CHOTBETCTBUE C KPUTESPHUHTE T10 ai. 1.

Y. 65. (M3m. - [IB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015 r.) IIpouienypure 3a oreHsBaHe Ha
CHOTBETCTBUETO, IOCOYEHU B HapeaouTe mo uwi. 18, Morar a ce M3MBbJIHABAT OT HOTU(DHUIIUPAHU OPTAHU OT
JOPYTU JbpKABU UICHKH.

Uin. 66. (U3m. - JIB, 6p. 38 oT 2015 1., B cuma ot 26.05.2015 r.) Pa3pemenueTo 3a oneHsiBaHe Ha
CBhOTBETCTBUETO ChIbPIKa:

1. (m3m. - IB, Op. 38 ot 2015 r., B cuia ot 26.05.2015 r.) HauMeHOBaHHWE HA OMPEACIISIIHIS
opras;

2. VMe/HaNMEHOBAaHME, CeNaNWIIe, aJpec Ha YIpaBleHHE | TPEACTABUTEICTBO Ha
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HOTU(UIIPAHHS OPTaH;

3. MEAUIMHCKUTE U3EIHS U IIPOLETYPHUTE 3a OLICHSIBAHE HA ChOTBETCTBUETO UM;

4. nata Ha U3JlaBaHe Ha pa3pelICHUETO;

5. (m3m. - JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) uaeHTUPUKATUOHHUS HOMEp Ha
HOTH(HUIIUPAHHS OPTaH.

Y. 67. (1) (U3m. - JIB, 6p. 38 ot 2015 r., B cuia ot 26.05.2015 r.) M3mbaHUTEIHATA areHITUS
T10 JIEKapCTBaTa BOJIU PETUCTHP, KOUTO ChIbpKA:

1. magHAUTE MO 4II. 66;

2. naTata Ha OTHEMaHE Ha Pa3pelIeHUETO U OCHOBAHUSATA 32 TOBA.

(2) (U3m. - AB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Jannure no an. 1 ce obsBsABaT Ha
ounmannaTa naTepHET cTpanuia Ha MAJL.

Y. 67a. (Hos - /IB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015 1.) (1) PasmmpsBane Ha oOxBaTa Ha
pa3pelieHrueTo M TMOJHOBSBAHE HAa Pa3pelICHHETO 3a paslIpsBaHe Ha 00XBaTa Ha pa3pelICHHETO 3a
OIICHSIBAaHE HAa ChOTBETCTBHETO CE€ U3BBPIIBAT MO pe/ia Ha uil. 62, an. 2 win 3.

(2) M3nbnuutennuar aupekrop Ha MAJI cbe 3anmoBen u3gaBa JAOMBIHEHHE KbM pa3peIIeHUeTo
mo wi. 63, an. 5.

Y. 68. (1) (U3m. - 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Hotudunupanust opras e
JuTb>KeH na yseaomsBa MAJI npu:

1. (m3m. - JIB, 6p. 38 ot 2015 r., B cunma ot 26.05.2015 r.) mpomMeHu B mpaBHHUS CTaTyT U
OpraHM3aIioHHATa CTPYKTYpa;

2. (noBa - JIB, 6p. 38 ot 2015 1., B cunma ot 26.05.2015 r.) mpomeHnu B 06xBaTta Ha JEHHOCTTa
W3BBH CIIy4auTe Mo wi. 67a, ann. 1 u mpoMeHH B MPOIIETypUTE 32 OLICHSBAHE HA CbOTBETCTBUETO;

3. (mpempumHa T. 2 - JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) mpoMeHu B cucremarta Io
KauyecTBOTO, PBHKOBOJICTBOTO WJIM IE€PCOHANA, KOUTO BIUSAAT BHPXY M3MBIHEHHETO HAa MPOIEAypUTE 3a
OIICHSIBAHE HA CHOTBETCTBUETO;

4. (npemummua 1. 3 - B, 6p. 38 ot 2015 r., B cmwma or 26.05.2015 r.) mpomMsiHa Ha
MOAU3ITbITHUTEIUTE;

5. (mpegmmuHa 1. 4, waM. - JIB, Op. 38 or 2015 r., B cuma ot 26.05.2015 1.) mpomeHH B
oOcTosTEeNICTBaTa, CBHP3aHU ChC 3aCTPAXOBKATA.

(2) (U3m. - 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) JIunara no an. 1 nogasat no MAJI
JOKYMEHTAIUsATa, CBbp3aHa ¢ IPOMEHUTE, U 3aIulallaT Takca B pa3mep, onpezesieH B Tapudara mno ui. 7, ai.
1.

(3) (U3m. - ]IB, 6p. 38 ot 2015 1., B cruta ot 26.05.2015 1.) B cpok 10 enuH Mecel] oT mojaBaHe
Ha JOKyMEHTalMsITa MO aj. 2 eKCIepTHaTta KOMHCHS mo ui. 62, ajn. | M3roTBd OIEHBYEH MIOKIaa 0
u3BIHUTENHIS qupekTop Ha MAJI 3a o100psiBaHe Ha IPOMEHUTE.

(4) (M3m. - 1B, Op. 38 ot 2015 1., B cuma ot 26.05.2015 r.) B cimyuaute, korato mpoOMEHHTE 110
an. 1 Hajmarat mpoBepka Ha MSACTO, KOMHUCHATA IO Wi. 62, an. 1 B AByYMecedeH CpOK OT MOJaBaHE Ha
JOKYMEHTAIUATA 110 ajl. 2 U3roTBs OIEHBYUCH JOKJIA] 10 M3bIHUTEHUs aupekTop Ha MAJI 3a ogoOpsiBane
Ha TIPOMEHHTE.

(5) (M3m. - [IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) B3 ocHoBa Ha nokiaja mo ai. 3,
CbOTBETHO U MO aj. 4 W3NBJIHUTENHUAT Aupekrop Ha HMAJl cbhc 3amoBen u3gaBa AOMBJIHEHUE KbM
paspenieHueTo mno wi. 63, ai. S.

(6) Koraro mpu mpoBepkaTa Ha JIOKyMEHTallUATa 1O aj. 2 WIKA MpU MPOBEpKaTa Ha MSICTO Ce
YCTaHOBAT MPOIMYCKH WIIM HEChOTBETCTBUS C M3UCKBAHMATA HA HapeaouTe mo 4wi. 18, komucusra mo ui. 62,
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ann. | n1aBa mpennucaHue cbC CPOK 3a OTCTPAaHABAHETO UM. /|0 U3MbIHEHHNE HA NIPEANINCAHUATA CPOKOBETE 110
an. 3 unu 4 crivpar Ja Tekar.

(7) (U3wm. - B, 6p. 38 ot 2015 r., B cunia ot 26.05.2015 r.) Koraro HoTuduLIMpaHuTe opranu He
M3MBJIHAT TMPEANUCAHUATA 10 al. 6, M3MBJIHUTETHUAT aupekTop Ha MAJI che 3amoBes 0TKa3Ba M3/1aBaHETO
Ha JIOI'BJIHEHUE KbM Pa3pEIICHUETO.

(8) (Homa - 1IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) B caydaure mo un. 62, ai. 2
OLICHKAaTa Ha JIOKyMEHTalusATa MO al. 2 M MIpoBepKaTa Ha MICTO MO an. 4 ce U3BBPIIBAT, KOraTo €
MPUWIOKUMO, W OT TMPEJACTABUTEIUTE Ha JPYyTUTE JBE IbpP>KaBH WIEHKH W OT TMPEACTABUTENS Ha
EBporeiickata KOMUCHS, KOUTO Ca y4acTBAJIM B MPOILIeaypaTa 1o oleHsaBaHe 1o wi. 62a.

. 69. (Otw™. - [IB, 6p. 38 ot 2015 1., B cuma ot 26.05.2015 )

Y. 70. (1) (U3m. - [IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Hotudunupanure opranu ca
UTeXHU 1@ npenactaBsat B MAJl rogumieH nokiaj 3a JEWHOCTTa CH, KOWTO BKIIOYBA WHGpOpMAIus 3a
U3BBPIICHUTE OLIEHKH 32 CbOTBETCTBHUETO HAa MEIULMHCKU W3JIENHs, pEeKIaMaliu, KaJlOu U MPEeANpUETUTE
JEHCTBHUSI 1O pelIaBaHETO UM B CPOK A0 31 ssHyapu cieaBaiiara roauHa.

(2) (Or™m. - 1B, 6p. 38 o1 2015 1., B cuna ot 26.05.2015 r.)

UYn. 71. (U3m. - [IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) (1) Komucuu, onpenenenu cbe
3armoBe]l Ha W3MBJIHUTETHHUS nupekrop Ha WMAJL, mHCcmekTupar neiHOCTTa Ha HOTHU(UIMPAHWTE OPraHH,
BKJIFOUMTEJIHO Ha TEXHUTE MOAU3IBIHUTENH, Ype3 U3BbPIIBAHE Ha IJIAHUPAHU MIPOBEPKU IO peaa Ha 4. S,
naparpad 1, Oykxsu "a" u "6" ot Pernmament 3a uznbinenue (EC) Ne 920/2013.

(2) IIpu nonyyaBaHe HA CUTHAJH, KaJIOM U peKJIaMallui 32 HEU3IbJIHEHUE Ha 3a/bJDKCHHTA Ha
HOTU(UIIMPAHUTE OPTraHHU WM 3a OTKJIOHEHHE OT 0OMYaiHuTe WK 100pHUTe MPAKTHUKH KOMHCHUUTE 1o ai. |
U3BBPIIBAT U3BBHPEIHH IPOBEPKU HA MSACTO.

(3) Koraro npu nmpoBepKUTe € yCTaHOBSAT MPOIYCKU B JEHHOCTTa HA HOTU(UIIMPAHUTE OPTaHH,
M3IBIHUTENHUAT nupekTop Ha MAJI u3gaBa npeanucanye cbC CPOK 3a OTCTPAHIBAHETO UM.

(4) Vzmpaautennusat aupektop Ha WMAJI m3nmaBa 3amoBej 3a OorpaHWYaBaHE WM BPEMEHHO
CIIMpaHE Ha JIEHCTBUETO HA Pa3pelICHUETO 10 OTCTPAHSBAHE B ONPEAEICHUS CPOK Ha MPOIYCKUTE IO aj. 3.

Y. 72. (1) (U3m. - [IB, 6p. 38 ot 2015 1., B cuma ot 26.05.2015 1.) I3UBIHUTETHUAT TUPEKTOP
Ha UAJI cbc 3amoBenl OTHEMaA pa3pelIeHHETO 3a M3BBPIIBAHE OICHSIBAHE HA CHOTBETCTBUETO, KOraTo MpH
MIPOBEPKUTE CE YCTAHOBH, Y€ HOTH(DHUIIMPAHUAT OPraH:

1. e mpecTaHai j1a OTroBaps Ha HAKOE OT YCJIOBUSATA, TIPU KOUTO € U3A3JICHO pa3pelieHHETO;

2. HE € B CBCTOSHHE Jia TPOABDKH U3IIBIHCHUETO HA TMPOIEIypUTE 3a OICHSIBaHE Ha
CHOTBETCTBUETO;

3. HEe M3MBJIHABA MPOLETYPUTE 32 OLICHSBAHE HA CHOTBETCTBHUETO CHOOPA3HO M3WCKBAHUSATA HA
CHOTBETHUTE Hape0u 1o 4. 18;

4. He e mpeampuen MEpPKU 3a OTCTpaHsSBaHE HA MpPOMyckuTe mo wi. 71, an. 3 B ompeseneHus
CPOK.

(2) (OT™m. - 1B, 6p. 38 oT 2015 1., B cruta ot 26.05.2015 1.)

Un. 73. (U3m. - IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) M3nbiHUTENHATA areHIUs TI0
JekapcTBaTa yBenomsBa EBpomelickara KOMHUCHSA, IPYTUTE ABP)KaBH WICHKH, JBPXKABUTE - CTPAaHH IIO
Cnopa3zymenuero 3a EBpomelickoTo uKOHOMHUYEcKO mpocTpaHcTBo, M Kondenepaums IlBedinapus 3a
OTHETHUTE pa3pelieHus Mo Wwi. 72 ¥ 3a U3BBPILEHUTE MPOMEHH 10 wi. 67a, an. 1 u 4. 68, an. 1.

Un. 74. (1) (U3m. - JIB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) Jlumero, Ha KoeTO €
OTKa3aHO M3JlaBaHE Ha paspelieHue 1o 4wi. 63, an. 2, MoXKe Ja 1Mojaje HOBO 3asBJIICHUE 32 pa3pelIcHUE He
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Mo-paHo OT 6 Mecela OT JjaTaTa Ha BPhYBAHETO HA 3allOBEATA 32 OTKA3.

(2) Hotudunupan oprad, Ha KOWTO € OTHETO pa3pelIeHrueTo mo wi. 72, an. 1 Moxe aa momazae
3asiBJICHHE 32 HOBO pa3pelleHre He MO-paHo OT €HAa roJuWHAa OT JaTara Ha BPHbUBAHETO Ha 3aloBEATa 3a
OTHEMaHe Ha Pa3pelIeHUETO.

Un. 75. (U3m. - IB, 6p. 38 ot 2015 1., B cuma ot 26.05.2015 r.) OTka3bT 3a W31aBaHE Ha
paspelleHre 3a OleHsIBaHe Ha ChOTBETCTBUETO, KAKTO M 3allOBE/ITa 32 OTHEMAaHE Ha pa3peIIeHUETO MOXKE J1a
ObJaT 00KaIBaHU MO pelia Ha A IMUHUCTPATUBHOIPOIIECYaTHHSI KOJIEKC.

Yn. 76. (1) (Hon. - B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Hotudunupanuar opraxn
u3aBa cepTH(HKAT, yIOCTOBEPSBAIl CHOTBETCTBHETO CHC CHINECTBEHUTE H3UCKBAHHSA, MPHIOKHMH 32
U3JIEJIUETO, C BAIUHOCT, IOCOUEHA B HETr0, HO HE MOBeYEe OT 5 FOJAMHHU WU MPaBU MOTHBHUPAH OTKa3.

(2) (M3m. - B, 6p. 110 ot 2008 r.) Korato HOTH(HIMpaHHUSIT OpraH YCTAaHOBH, de
IIPOM3BOUTEIAT HE € M3IIBJIHWII WIN € MIpecTaHall Jla U3IbJIHABA N3UCKBAHUATA, ONPECIIEHU B HapeaouTe
o wi. 18, wim ca npoMeHeHH YCIOBUATA, IPU KOUTO € OUJI U3/1aIeH CEPTUPHUKATHT, U KaTO OTYETE CTEIICHTA
Ha HECHOTBETCTBUE, OTHEMA CepTU(UKATA WM BPEMEHHO CITUpa JEHCTBHETO MY, MM OTPaHWYaBa HETOBHS
00XBaT, JIOKaTO NPOM3BOJUTENAT TMpeanpueMe MOAXOIAIM KOPUTHpalld JAEHCTBHS M OCHUTYPH
HEOOXOIMMOTO CHOTBETCTBHE.

(3) (M3m. - IIB, 6p. 110 ot 2008 r., u3m. - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.)
Hotudunupanusrt opran unpopmupa MAJl B cnydanre Ha OTKa3 3a U3/1aBaHe HA cepTU(UKAT, HA BPEMEHHO
IIPEyCTaHOBSIBAHE BAJIUAHOCTTA Ha cepTU(UKaTa, HA OTHEMAHE WJIM HaJlaraHe Ha OTpaHUYEHHE WIIM Ha
MOJUGUIMPAHH WIH JOIBIIHEHU CEPTUPHUKATH.

(4) (HoBa - /JIB, 6p. 38 or 2015 r., B cuma ot 26.05.2015 r.) B cinyuaure mo am. 3
HOTU(UIMPAHUIT OpraH npepocrass npu noucksane ot MAJL nombinuTenHa MHGOpMAIUs U U3UCKAHUTE
ot MAJI noxymeHTH.

(5) (U3m. - JIB, 6p. 110 ot 2008 r., mpeaumna ai. 4, usM. - JAB, 6p. 38 or 2015 r., B cuia ot
26.05.2015 r.) M3nbaauTeNnHATa areHLuUs 10 JIeKapcTBaTa MH(QOPMUpPA PEryJIaTOPHUTE OPraHu Ha JAPYTUTeE
IbpKaBU WICHKH, PETyJaTOPHUTE OpraHU Ha AbpKaBUTe - cTpaHu 1o CropasyMmeHHeTo 3a EBporeiickoTo
MKOHOMHYECKO MPOCTpaHCcTBO, U Ha Kondenepauus LlBeiinapus u EBponeiickara komucus 3a ciiyyaure 1o
ai. 3.

Ui 76a. (Hos - IB, 6p. 110 ot 2008 r., u3m. - [IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.)
Hotuduiupanure opranu ca JTBKHHA Ja MPEIOCTABIT HA HOTH(GUIMPAHH OPTaHU, OMPEICICHH OT JAPYTH
Ibp)KaBU WICHKH, MHPOpPMaLus 3a OTKa3aHUTE cepTU(dUKATH, 3a CEepTUPUKATHTE, YHUATO BAIUIHOCT
BPEMEHHO € TIPEYCTaHOBEHA, U 32 OTHETUTE CepTU(PHUKATH, a TIPU MOUCKBAHE - 32 U3JATACHUTE CEPTUPHUKATH.

I'naBa nmerta.
TBPI'OBUSA C MEJUIIUHCKU U3JAEJINUA (3ATJI. U3M. - IB, BP. 60 OT 2011 1., B
CHJIA OT 05.08.2011T".)

Un. 77. (U3m. - JIB, 6p. 54 ot 2012 1.) (1) TeproBust Ha €ApO C METUIIMHCKH H3JETUS Ha
teputopusita Ha PenyOnuka bearapus Morar ga u3BbpIIBaT (U3MYECKH WU IOPUANYECKH JIUIIA,
PETHCTPHUPAHU KaTO THPTOBIH MO THPrOBCKHS 3aKOH HIIM IO 3aKOHOJIATSJIICTBOTO HA JpyTa IbpKaBa WICHKA
WIN Ha Jpyra JbpkaBa - crpana no Crnopa3zyMmeHueto 3a EBponeiickoTo NKOHOMHUYECKO TPOCTPAHCTBO, WITH
Ha Kondenepanus IlBeiinapusi, Ha KOUTO € M3AAECHO PAa3peUICHUE 32 THPrOBHUS HAa €IpO C MEIAUIUHCKH
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uznenust or MAJI unu npyr 1OKyMEHT, yOCTOBEpSIBAILl [IPAaBOTO MM J1a ThPryBaT C MEIULMHCKU U3JENIHNS,
U3JIaJICH OT KOMIIETEHTEH OPIraH Ha CbOTBETHATA JbpIKaBa.

(2) IlpomsBoaurenure, yCTaHOBEHM Ha TepuTopusra Ha PemyOnuka bwarapus, morar na
U3BBPIIBAT ThPrOBCKU CAEIKU C IPOU3BEACHUTE OT TAX U3Jeins 0e3 JoKyMeHTa 110 ai. 1.

Y. 78. (U3m. - 1B, Op. 54 ot 2012 r.) (1) ®usnuecku win I0pUAUYECKHU JIULA, PETUCTPUPAHU
no pena Ha THProBCKUS 3aKOH WM MO 3aKOHOJATEICTBOTO Ha Jpyra IbpkaBa 4ieHKa WU Ha JApyra
nbpxaBa - cTpaHa no Crnopasymenuero 3a EBponeiickoTo HMKOHOMMYECKO IPOCTPAHCTBO, WM Ha
Kondenepanus IIBeiinapus, KouTo UCKAT Ja MOJy4yaT pa3pellieHue 3a ThProBHsI Ha €IpO C MEAMIHUHCKH
uznenwusi, nogasat B MAJI 3asBienue mo obpasell, yTBbpJAEH OT M3MBJIHUTETHHS AupekTop Ha MAJL, kbpM
KOETO MpuJIarar:

1. nannu 3a EMK Ha numara, peructpupanu mno peaa Ha THpProBcKHs 3aKOH, a 3a JIMIATa,
perucTpupaHu B Jpyra Abp)KaBa 4YJI€HKAa WM B Jpyra AbpkaBa - cTpaHa no Crnopa3yMEHHETO 3a
EBpomneiickoTro ukKoHOMHYECKO TmpocTpaHcTBo, win Ha Koudenepamus IlIBeiimapus - maHHM,
yA0CTOBEPSBAILU ThProBCKaTa UM PErUCTPALIMS;

2. CIUCHK Ha KaTErOPUUTE MEIUIIMHCKHU M3JENHs ChIriacHO HOMeHKaTypHa cuctema BJIC EN
ISO 15225 3a kareropu3zanus Ha MEAULIMHCKUTE U3/1€JUs U HA CbOTBETHUTE UM MPOU3BOJIUTENN HA XapTUEH
Y MarHuTEH HOCHUTEIL,

3. JOKyMEHT 3a IJIaTeHa Takca B pa3Mep, omnpe/elieH ¢ Tapudara mo ui. 7, ai. 1.

(2) Koraro pasnonarar ¢ moMemnieHus 3a ChbXpaHeHHE HAa MEIUIIMHCKU U3/CNIUs HAa TEPUTOPUITA
Ha PemyOnuka bovarapus, nunara mo am. 1 mocouyBar B 3asBICHHETO W aapeca UM. B To3m ciyuait kbM
JOKyMEHTaIusTa 1o aj. 1 ce mpuiarar:

1. nexnapanus, ye:

a) TOMENICHHUSTa OTTOBapsT Ha YCIOBUSATA 3a ChXpaHEHHE Ha METUIIMHCKUTE H3ACus,
MOCOYCHH B CIHCHKA MO all. 1, T. 2, B 3aBUCHMOCT OT CHelU(UKaTa UM U YKa3aHHUAITA HA MIPOU3BOUTEIS,
oIpesieNieH! B MHCTPYKIIMATA 3a ynotpeda, u

0) mpuTexaBaT WU pasloyiaraT ¢ TPAHCIOPTHU CPEACTBA, OCUTYPSBAIIHM MPABIIHOTO UM
ChXpaHEHHE MIPU Pa3MpPOCTPAHEHNE U TPAHCTIOPTHPAHE;

2. JaHHU 32 UMETO, IIOCTOSIHHUSL aJIpec U aJipeca 3a KOPECHOHICHLIUS C JIULIETO, OMPEAEIICHO 3a
PBKOBOJUTEN HA TMOMEIICHUATA 32 ChXPAHEHHE W THPTOBHUS C MEIUIIMHCKH HM3JENHs, KaKTO U KOMHE Ha
JIOTOBOpPA, Bb3 OCHOBA Ha KONTO € BH3HUKHAJIO TPABOOTHOLIEHUETO MY ChC 3asBUTEIIS.

Un. 78a. (Hos - [IB, Op. 54 ot 2012 r.) Koraro numnara mo wi. 77 mpUTeKaBaT JTOKYMEHT,
yAOCTOBEPSBAILl IPABOTO MM 32 U3BBPILIBAHE HA THPrOBUS HAa €IPO C MEAUIMHCKH W3JENUs, U31aJ€H OT
KOMIIETEHTEH OpTaH Ha Jpyra Jbp)kaBa WIEHKa WM Ha Jipyra AbpkaBa - cTpaHa rno CrnopasyMeHHEeTo 3a
EBpormeiickoto mKoHOMUYEecKOo NpocTpaHcTBO, wnn Ha Koudenepanus IlIBeiinapus, u pasmonarat c
MIOMEILEHUS 32 ChXPAaHEHUE Ha METUIIMHCKU U3/eNIUs Ha Teputopusara Ha PenyOnuka bearapus, npeacrapsr
B MAJL:

1. dopma 3a yBenoMsiBaHe 1o 00pasell, yTBBPJACH OT U3MBIHUTENHUS AupekTop Ha MAJL;

2. xomue OT JOKYMEHTa, YAOCTOBEpsBall MPAaBOTO MM 3a W3BbpIIBAaHE HAa THPrOBUS Ha €Ipo,
MPHUIPYIKEH C MPEBOJI HA OBITAPCKU €3UK;

3. COUCBHK Ha KaTeropuuTe MEIMLMHCKU U3JeNUs chrilacHO HoMeHknatypHa cuctema bJIC EN
ISO 15225 3a kareropu3zaiusi Ha MEIULUHCKUTE U3JIEIHSI U HA ChOTBETHUTE UM IIPOU3BOJAUTENHU HA XapTHEH
Y MarHuTEH HOCHUTEIT,

4. noKyMeHTaIusTa 1o wi. 78, ai. 2.

Wzrounuk: [IpaBHo-undopmanmonuu cucremu "Cuena" 21.04.2023 1.



U 79. (U3m. - IB, 6p. 54 ot 2012 1.) (1) (U3m. - [IB, 6p. 67 ot 2020 r.) M3nbiHUTETHATA
areHIus Mo JIeKapCcTBaTa OILEHsABA JOKYMEHTAlUATa MO 4Wi. 78 M MpoBepsABa JTOKyYMEHTalUsITa 1Mo 4j. 78a.
[Ipu xoHCTaTHpaHe Ha HEMBIHOTH B JoKyMeHTanusTa MAJI yBenoMsBa miUCMEHO 3assBUTENS U J]aBa CPOK 3a
OTCTPaHSBAHETO M.

(2) (U3m. - [IB, 6p. 67 ot 2020 r.) U3neaaurennust nupextop Ha MAJI B 30-1HEBEH CpPOK OT
JaTaTa Ha TI0J]aBaHe Ha JOKYMEHTALUATA 10 WiI. 78 W3/1aBa pa3pelieHne 3a ThproBus Ha €Apo ¢ MEIUIIMHCKH
W3JIeNHsl Ha JIMIaTta 1o wi. 78, an. 1 wiu npaBu MOTUBUPAH OTKa3.

(3) CpoksbT 1o an. 2 crnupa Ja Teue OT JaTaTa Ha YBEAOMJICHHUETO M0 all. 1 10 OTCTpaHsBaHE HA
HEI'bJIHOTUTE.

(4) U3mpiHUTETHATA areHIys 10 JIeKapcTBaTa B 7-AHEBEH CPOK OT YBEJOMJICHHETO MO wi. 78a
BITMCBA B PETUCTHPA MO WI. 81 JTaHHUTE OT YBEIOMIICHHETO.

Un. 80. (U3m. - JIB, Op. 54 ot 2012 r.) (1) Ilpu mpomsiHa Ha ajapeca HAa MOMEIICHUSATA 3a
ChbXpaHEHHE U ThPrOBUA C MEAUIIMHCKH U3/IEIHs Ha TepuTopusta Ha PenyOnuka bbiarapus nunara mo ui. 78
nonasar B MAJl 3adBiieHue 3a mpomsiHa Ha paspelleHHEeTo mo 4i. 79, an. 2, a jgunara no wi 78a -
yBeZoMJIeHHE 3a npoMsiHaTa. KbM 3asBIE€HUETO UM YBEAOMIIEHHETO C€ MpHilaraT CBbp3aHaTa ¢ MpoMsiHaTa
JOKyMEHTAIMs ¥ JIOKyMEHT 3a IIaTeHa Takca 3a JIMIaTa 1o 4j. 78 B pa3mep, onpeseseH ¢ Tapudara mno ui.
7, am. 1.

(2) 3asBreHueTo WM YBEAOMJICHHETO 3a MpPOMSHA C€ IMoJaBa B 7-THEBEH CpPOK CIea
M3BBPIIBAHE HA CHOTBETHUTE TPOMEHH.

(3) Jlumata mo an. 1 yBemomsiBar MAJI B 7-gHEBEH CpOK ciiel M3BBPIIBAHE HAa TMPOMSHA Ha
NPaBHUS CTATyC, CENANMIIETO U/WIM ajjpeca Ha YIpaBlieHHe W/WIK IpY IPOMsIHA Ha JIUIETO 1o wi. 78, ai. 2,
T. 2, W/WIH TPU TPOMsSHA HA CHOUCHKA Ha BHJOBETE MEIWIUHCKH H3JAETHs, C KOUTO ThpryBar. Kvm
YBEJIOMJICHHETO C€ MpHiiara CBbp3aHaTa ¢ MpoMsHaTa JOKyMEHTAIIHSL.

(4) (U3m. - OB, 6p. 67 or 2020 r.) M3mbiHUTENHATAa arcHIMS IO JIEKApCTBaTa OIICHSBA
JOKYMEHTAIMsATa KbM 3asBJICHHETO 3a MPOMSHA Ha paspenieHuero mo wi. 79, an. 2. V3NbJIHUTETHUST
mupektop Ha MAJI m3naBa paspelieHue 3a IPOMsSHA Ha Pa3pelieHUeTo Nmo wi. 79, an. 2 uiaM mnpaBu
MOTHMBHpAH 0TKa3 B 14-IHEBEH CPOK OT JlaTaTa Ha M0JlaBaHe Ha IOKyMEHTalusATa 1o ai. 1.

(5) UsnbpnHuTenHaTa areHuus MO JIeKapcTBaTa BIMCBAa B PErucThbpa Mo 4i. §1 mpomMeHuTe B
oOcrosiTenicTBara 1o ai. 1 u 3 B 7-7HEBEH CPOK OT M3AaBAHETO HA Pa3pelICHHETO 3a MPOMSHA, ChOTBETHO OT
YBEJOMJICHHETO 32 IPOMSIHA.

Y. 80a. (Hos - JIB, 6p. 54 ot 2012 1.) (1) JIumara no un. 78 u 78a B 10-q1HEBEH CpOK clien
IIPEKpaTsBaHe Ha JEHHOCTTAa CH, CBbp3aHa C THPrOBHUS C MEIMLUHCKHA HU3JENIHMS Ha TEpUTOpUSATa Ha
Peny6nuka bearapust, ca AbKHU Jja yBEJOMST MMCMEHO U3ITBIHUTENHUS aupekTop Ha MAJL

(2) B cnyuaure mo an. 1 usmbiaHuTenHuAT aupexktop Ha WMAJL cbe 3amoBes mpekpatsBa
NEMCTBUETO Ha M3/1aJI€HOTO pa3pelieHue mo wi. 79, an. 2. M3npaHuTenHaTa areHus 1o jekapcrsara B 7-
JHEBEH CPOK OT M3AaBaHE Ha 3allOBE/TA 3a NPEKpaTsIBaHE HA Pa3pelIEHUETO BIMCBA B PErUCTHpa Mo WiI. 81
JaTaTa Ha MpeKpaTsABaHE Ha pa3pellieHneTo Ha Thpropena mno wi. 78.

(3) Ms3nbaauTenHaTa areHIWs MO JieKapcTBaTa BIHMCBAa B perucThpa mo 4wi. 81 marara Ha
IIPEKpaTsBaHe Ha JAEWHOCTTA Ha JIMLATa 1o 4. 78a.

Un. 81. (U3m. - JIB, Op. 54 ot 2012 r.) M3nbiHuTenHATa areHIMSA IO JIEKapCcTBaTa BOIU
pEerucThbp Ha JIMuarta no wi. 78 u 78a, KONTO ChabpKa:

1. (u3m. - 1B, 6p. 54 or 2012 r.) HOMEp M naTa Ha Pa3pEIICHUETO 3a THPTOBHS HAa €IpPO C
MEIULIMHCKHU U3/IeNH 32 JIUIaTa 1mno wi. 78;
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2. (m3m. - [IB, Op. 54 ot 2012 r.) ume, ceganuiiie U aJipec Ha yNpaBJICHUE HA JIULIATA 110 WI. 78 U
78a;

3. (u3Mm. - 1B, 6p. 54 ot 2012 r.) 1aTa Ha MpeKpaTsBaHe Ha pa3pelIeHueTo mno wi. 79, ai. 2;

4. (m3m. - 1B, Op. 54 ot 2012 r.) agpec Ha MOMENICHUATA 32 ChbXpaHECHHWE HAa MEIUIIMHCKHU
U3JICIHS;

5. (m3m. - IB, Op. 54 ot 2012 r.) uMe u axpec Ha ymnara mo wi. 78, an. 2, 1. 2;

6. (m3m. - JIB, Op. 54 ot 2012 r.) cCIUCHK Ha KAaTETOPHHUTE MEIUITMHCKH U3, C KOUTO CE
U3BBPIIBA THPTOBUS;

7. (voBa - /IB, 6p. 54 ot 2012 r.) npomMeHu 10 BIUCAHUTE 0OCTOSATEIICTRA.

Un. 82. (1) (U3m. - B, 6p. 54 or 2012 r.) TeproBuute ¢ MEIUUUHCKUA HU3JEIUSA, KOUTO
W3BBPIIBAT THPrOBUS Ha TepuTopusTta Ha PemyOnmka bbirapus, ca JIBKHH Ja ThPryBaT caMo C
MEIUIIMHCKY H3/IeIUs, HA KOUTO CPOKBT HA TOAHOCT HE € U3TEKbJI i UMAT:

l.nanecena "CE" mapkupoBKa B CbOTBETCTBHE C M3UCKBaHUATA HA Wi 15;

la. (HoBa - 1B, Op. 54 ot 2012 r.) HaHECeH NapTUCH/CepUEH HOMEP BbPXY OMAaKOBKHTE, KOTaTO
€ TIPUII0KUMO;

2. (mwm. - JIB, 6p. 110 ot 2008 r., u3m. - /IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.)
HaHECEeH HMICHTH(HMKAIMOHEH HOMEP Ha HOTU(HUIMPAHHA OpraH Mo wi. 63, an. 4, KOrato mpoueaypure,
OTIpeJIeJICHU B HapeaouTe 1o wi. 18, N3MCKBAT HAHACSHETO MY;

3. HAaHECCHW HAUMEHOBAHUE U aJIpeC HA YIPaBICHUE HA MPOU3BOJAUTENS W/WIN YITHITHOMOIICHUS
MPEJICTaBUTEN U BHOCUTEJIS,

4. MHCTPYKIMS 32 ymoTpeda, ¢ U3KII0YeHHEe Ha U3JIeTHUATa, 32 KOUTO TOBAa HE € MPEABHUICHO B
3aKOHa.

(2) (M3wm. - JIB, Op. 54 ot 2012 r.) JIunara no an. 1 ca IabXHU Ja TOAABPKAT MOMEIICHUATA 3a
ChXpaHCHHE Ha METUITMHCKU H3JEINUs, KOraTo pas3rojaraT ¢ TaKhBa, B CHOTBETCTBUE C M3UCKBAHHATA 32
ChXpaHEHHE 32 CbOTBETHUS BUJI U3JICITUE, ONIPEICIICHU OT IPOU3BOIUTEIIS.

(3) (U3m. - [IB, Op. 54 ot 2012 r.) ThproBumte Ha AP0 ¢ MEAULIMHCKH U3JEIUS OCUTYPSBAT U
MOJITbpPKAT IOKYMEHTHpaHa CHCTEMa 3a MIPOCIIeIIBaHe OS30IMaCHOCTTa Ha MEAMIIMHCKUTE U3JICIIHS, ITyCHATH
Ha Ta3apa, 1 3a OJIOKMpaHe U U3TETJIsHE OT Ma3apa Ha MEAMIIMHCKHUTE U3/IETHs, TIOKa3aIl HEChOTBETCTBHE C
M3HUCKBaHUATA 32 0€30MaCHOCT TI0 CMHUCHJIA Ha TJIaBa ceaMa.

(4) (M3m. - 1B, Op. 54 ot 2012 r.) KbM mokyMeHTanusaTa mo aji. 3 ce CbXpaHsABaT MapTHIHHUTE
cepru(UKaTH HA MEIUIMHCKUTE W3JCNIUS 32 CPOK 5 TOJAMHH U C€ MPEAOCTABAT MPU TIOUCKBaHE Ha
JUTEKHOCTHHTE JIAIA 110 Wi. 86, aj. 2.

(5) (U3m. - IB, 6p. 54 ot 2012 r.) Jlunara mo an. 1 ca ATBKHU 2 ChbXpaHSIBAT MEIUIIMHCKUTE
W3JIeNHsl C WM3TEKBJI CPOK HA TOJHOCT, OJIOKUPAHWTE W/WIIM M3TETJICHUTC MEAWIIMHCKH W3JCTUS Ha
OTIpE/IETICHO 3a IIeNTa MICTO C TPaHO CHTHATHO 0003HAYEHHE JIO0 MPEAOCTaBSIHETO UM HAa TPOU3BOIUTENS
WM JIO YHUIII0)KABAHETO FIM.

Ui 83. (U3m. - 1B, Op. 54 ot 2012 1.) (1) Jlumara mo wi. 77 Morar Ja U3BbPIIBAT THPTOBCKU
CHCIKHM C MEAWIMHCKA W3JeNHs TPU Cla3BaHe Ha W3MCKBAHMATA 3a TAXHOTO CBXpAaHCHHE U
pasnpocTpaHeHHE ChC:

1. ApyTH THPTOBIH HA €APO IO CMHUCHIIA HAa TO3U 3aKOH;

2. (u3m. - IB, 6p. 14 ot 2016 r., B cuna ot 19.02.2016 r.) neueOHu 3aBefeHHs MO 3aKOHA 3a
Te4eOHUTE 3aBEJCHHSI M BETCPUHAPHOMEIAMIIMHCKY 3aBEJCHHS 10 3aKOHA 3a BETEPUHAPHOMEIUIIMHCKATA
JIEMHOCT;

3. 3npaBHHU 3aBeaeHus o wi. 21, ain. 2, 1. 1, 3 u 4 u an. 3 ot 3akoHa 3a 3/paBeTo;

4. BETepUHAPHOMEIUIIMHCKHATE alTeKH;
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5. Iporepuu;

6. (u3Mm. - IB, 6p. 105 ot 2018 r., B cuna ot 01.01.2019 r.) nuira, KOUTO U3BBPIIBAT JEHHOCTH
M0 TPEJOCTaBSIHE HA IMOMOIIHU CPEJCTBA, NMPHUCIIOCOOIEHHUS M CHOPBKEHUS U MEIUIMHCKU H3JeNUs 3a
Xopara ¢ yBpeXIaHUsI 110 3aKOHa 3a XopaTa ¢ YBPESKIaHHUS;

7. nuia, MPUTEKABAIIN ThPrOBCKH OOCKTH, B KOUTO C€ TpeJiaraT OmNpeieiCHA ChC 3aloBel Ha
MUHHCTBpPa Ha 3ApaBEOINa3BaHETO WM HA OMPABOMOINEH OT HET0 3aMECTHHK-MHUHHUCTBD MEIUIMHCKH
U3JICITHS;

8. OOmWMHM, OpraHW Ha JIbpXKAaBHATA BJIACT U JAbPKABHH HHCTUTYIHUU, KOUTO MPOBEKAAT
MPOIIeTypH 32 Bh3JIaraHe Ha OOIIECTBEHH MOPBUYKH 32 I0CTaBKa HAa MEIWIIMHCKHU H3JICIIHS,;

9. yueOHHM 3aBEICHNUS;

10. muma, KOUTO ca B IIpOLIeypa MO U3rpaKaaHe U 00OpyABaHE HA OBJICIIN JICUSOHU U 37PaBHU
3aBEJICHHs, CJICJ IOJIyYaBaHETO Ha pa3pelICHUE 3a CTPOSXK IO pela Ha 3aKOHa 3a YCTPOMCTBO Ha
TEPUTOPUSTA.

(2) MUHHCTBPBT Ha 3APaBEOIA3BAHETO OIPEEIIS ChC 3allOBE]] METUIIMHCKUTE H3/ICIHS, KOUTO
MorarT Jia ce IpoJiaBaT B ThProBCKUTE 00eKTH 1o ai. 1, 1. 7.

Yn. 83a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) Jleuebuure 3aBeneHUs 3a
OOJHMYHA MMOMOI MOTAT JIa U3BBPIIBAT THPTOBCKH CACIKUA C MECIUIMHCKUA HM3JCIUS CaMO 3a HYXKIWUTE Ha
CBOMTE MAIUCHTH.

(2) MenuuuHCKHATE U3MIeHsl, KOUTO MOTaT Ja OBbAaT MpeJMeT Ha ThPTrOBCKU CACIKH IO al. 1, ce
ompenensaT ¢ HapeadaTa mo wi. 30a.

Ui 836. (Hos - JIB, 6p. 54 ot 2012 1.) (1) JInmara o wi. 78 u 78a moaabpxat uHGOpMALHS U
ChXpaHsBaT JOKyMEHTALIUs 3a:

1. 3aKyTneHo W MPOAaaeHO KOJMYECTBO MO BUIOBE MEIUITMHCKU H3/ETHs, JlaTa Ha TIOKYIKaTa 1
npoakbaTa, CKJ1aI0Ba HATMYHOCT, TAPTHICH HOMEP M CPOK Ha T'OJTHOCT;

2. IMETO W ajjpeca Ha YIPaBJIICHHUE HA JINIATa, OT KOUTO ca 3aKyNMWIH U HAa KOUTO ca MPOaaIn
MEIULIMHCKUTE U3/ICIIHS;

3. HOMEp W JaTa Ha W3/1aBaHE Ha JOKYMEHTa, yJIOCTOBEpsSBalll MPAaBOTO 3a M3BBLPIIBAHE HA
THPTOBUS HA €PO Ha JIUIATa 10 Wi. 77, ¥ JaHHU, UACHTUDUITUPAIIN OpPTaHa, U3l JOKYMEHTA.

(2) JIumara mo wi. 83, an. 1, 1. 3 -5 u . 7 - 10 mogabpxkaT nHGOpMAITHUS 3a:

1. 3aKyImeHO KOJIMYECTBO IO BUIOBE MEIUIIMHCKU U3JENHS, JaTa Ha MOKyIKaTa U mpojaxoara,
CKJIaJI0OBa HAJIMYHOCT, MAPTHJIEH HOMEP U CPOK Ha TOHOCT;

2. UIMETO W aJipeca Ha YIpaBJICHHE Ha JUIETO MO 4. 77, OT KOETO ca 3aKyMHJId MEIUIIMHCKI
W34eNNs, ¥ JTaHAauTe 1o an. 1, 1. 3.

(3) JIunata mo un. 83, an. 1, T. 2 u 6 moaabpxKaT UHPOpPMaLHS 3a:

1. 3aKymeHO KOJIMYECTBO IO BUJAOBE MEIUIIMHCKU H3JCNWs, JaTa Ha IMOKYyNKaTa, CKIIAJoBa
HaJUYHOCT, TAPTHICH HOMEP M CPOK Ha TOJTHOCT;

2. UIMETO M aJIpeca Ha YIpaBJICHHE Ha JUIETO MO Y. 77, OT KOETO ca 3aKyMIJId MEIUIIHHCKI
W3S, ¥ JaHHUTE 1o aj. 1, T. 3;

3. nuiie, Ha KOETO ca MPeI0CTABIIN/TIPUIIOKUIN METUIIMHCKOTO U3IeIHe/U31eTIHSL.

Y. 84. (U3m. - JIB, Op. 54 ot 2012 1.) (1) JnbxHOCTHHUTE Juna 10 Wi. 86, al. 2 WU3BBPIIBAT
TUTAHUPAHU M BHE3AITHU MTPOBEPKH B MMOMEUICHUATA 32 ChXPAHEHUE U THPTOBUS C MEAUIIMHCKH H3ICIHS.

(2) JlobXHOCTHHTE JUIA TO ajd. | Morar Ja HW3WUCKBAT, MPOBEPSBAT M TPaBAT KOMHS Ha
JOKyMEHTausTa mo wi. 82, an. 3 u nmo wi. 830, KakTo M J1a B3eMaT 00pa3ly M MPOOH OT U3IAETUATA MPH
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ycaoBusTa o wi. 93, an. 3.

(3) Korato mpu mnpoBepkaTa ce yCTaHOBH, Y€ MEIUIIMHCKUTE W3AEIUS HE OTroBapsAT Ha
M3UCKBaHUATa HA wi. 82, an. 1, 1. 1, la, 2 unu 3 WM ca ¢ U3TEKBJI CPOK HA TOJHOCT, U3MBJIHUTEITHUAT
mupektop Ha MAJI pasmopexkna cbc 3amoBen OJOKHpaHE M U3TErVIIHE HA U3JENUiTa OT Ma3apa W/win
TAXHOTO YHUIIIOXKAaBaHe.

(4) Ilpu ycrtaHOBsIBaHE HECHOTBETCTBMSI Ha IMOMEIICHMATA 3a CbXPAHEHHWE U THPrOBUS C
M3HUCKBaHUATA, OMPEJEICHH OT MPOM3BOAMTENS 32 CHOTBETHOTO HW3JIEIHE, JUIbKHOCTHUTE JMLa Mo ai. 1
JaBaT MPEANHUCAaHUS U CPOK 32 OTCTPAHIBAHETO UM.

(5) Koratro mpu mnpoBepkara ce yCTaHOBH, Y€ B cCHCTeMara Mo wi. 82, amx. 3 wi B
JOKYMEHTAIMsATa Mo wi. 830 MMa HEMBJIHOTH WM HETOYHOCTH, JIBKHOCTHHTE JHIa mo ai. | maBar
MIPEIIUCAaHUS U CPOK 32 OTCTPAHSBAHETO UM.

(6) Korato HechbOTBETCTBUATA, HEMBIHOTUTE WM HETOYHOCTUTE HE OBAAT OTCTPAHEHH B
CPOKOBETE MO al. 4 U 5, IIBKHOCTHUTE JIMLIA 110 all. | MPEeACTaBAT CTAHOBUILE A0 U3ITBIHUTEIHUS TUPEKTOP
Ha UAJI ¢ npenyioxkeHne 3a OTHEMaHE Ha pa3pelIeHUETO 3a ThPrOBUS Ha €po, a 3a JIMIaTa mo 4j. 78a -
3aJIMYaBaHE OT PETUCTHPA MO Wi. 81 U 3aKpUBaHE HA TOMEIICHUATA UM 33 ChbXPAaHEHUE U ThPrOBHUS.

(7) 3amoBenute Ha W3MbIHUTENHUS aupekTop Ha MAJI o an. 3 u 6 moraT na ce oGxaiBaT 1o
pena Ha AJIMUHHUCTPATUBHOIPOLIECYATTHUS KOJIEKC, KaTO 00>KaTBaHETO HE CIHPA U3IIBIHEHUETO HM.

Y. 85. (U3m. - JIB, Op. 54 ot 2012 r.) M3nbiHUTEIHATA areHITUS 10 JIEKapcTBaTa HHPOpMHpa
pETyJIaTOpHUs OpPTraH Ha Jpyrara Abp)KaBa WICHKA WIHM Ha Jpyrara AbpkaBa - crpaHa mo Cropa3yMeHHeTo
3a EBpomneiickoTo MKOHOMHYECKO TpocTpaHcTBO, uin Ha Kondenepaums llIBeiinapus, u3gan JoKyMeHTa,
yIOCTOBEpSIBaIl] MPABOTO 332 M3BHPIIBAHE HA THPTOBHUS HA €IPO C MEAWIIMHCKH W3/ETHs, 32 YCTAaHOBEHU
HapyIICHHs TTPH THPTOBHUS HA €IpO C MEIUIIMHCKHA W3JCNHsS Ha TepUTOpHsTa Ha PemyOimka beiarapus u
npeaocTaBst HHGOpPMAIKsI TPH MOMCKBAHE 3a JIUIaTa 1o wi. 78.

T'1aBa mecra.
HAJI3OP HA ITA3APA

Yn. 86. (1) (Hom. - IB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.) HagzopsT Ha masapa ce
M3BBPINBA, 32 J]a CE OCUTYPH CHOTBETCTBHETO HA MEIUIIMHCKUTE W3JENHsA, IIyCHAaTH Ha Ia3apa W/WiH
IIyCHATH B JIeHCTBHE, C U3UCKBAaHMATA HA 3aKOHA M Ha HapeaOuTe mo 4i. 18 oT TO3M 3aKOH W/WIIK Ha IJ1aBa
neta "a" u Ha HapenOata mo wi. 211, an. 1 oT 3akoHa 3a 3amKTa OT BPEJHOTO BH3ACHCTBHE HA XUMUYHHUTE
BEIIECTBA U CMECH.

(2) HamzopsT Ha mazapa Ha TepuTopuara Ha PenyOnuka bearapus ce ocwuiectssiBa ot MAJI

Ype€3 MHCIICKTOPH U CKCIICPTHU, OIIPCACIICHN CHC 3allOBE] HA U3ITBJIHUTCIIHUA AUPEKTOP.

Ui 87. (1) Ham3opbT Ha ma3apa ce U3BBPIIIBA Ype3:

1. mpoBepkM Ha U3AENHATA, ITyCHATH HA Ma3apa W/WiIK IyCHATH B ACHCTBHE;

2. B3eMaHe Ha o0pa3Ly Wi IpoOH OT U3AEIUATA U U3IUTBAHETO UM.

(2) M3nnTBaHeTO HA MEIUIMHCKUTE M3JIENUS HE MOXKE Jla Ce M3BBPIIBA OT HOTU(HUINPAHUTE
OpraHy, y4acTBaJi B OLICHSABAHETO Ha ChOTBETCTBHETO HA CHIIUTE M3/AEIHSL.

Un. 88. IlpoBepkuTe Ha MEIWIMHCKUTE W3JENHs, MyCHATH Ha Ma3apa W/WIK IyCHaTH B
JEHCTBUE, CE€ U3BBPLIBAT I10:
1. mpeaBapuTenHO YTBBPJEH TOAUIIEH IUIaH 3a HAA30p Ha Ma3apa Mo Trpynud MEAUIUHCKHU
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U3J1eIUs CbOTBETHO OT M3NbJIHUTENHUA AupekTop Ha MAJL, u
2. CUTHaIM OT JpPYrd KOHTPOJIHM OPraHdu M MO MIAEHTH()ULIUpPAHU NHCMEHH CHUTHAIU OT
IPaKJIaHU.

Un. 89. (U3m. - IB, 6p. 54 ot 2012 r.) Jlunata no un. 86, an. 2 W3BBPIIBAT MPOBEPKH B
obekture mo wi. 83, am. 1, . 2 - 7, KaKTO U B MPOU3BOJCTBEHUTE TMOMEIIECHUS W B TMOMEIICHUATA 32
ChXpaHEHUE U ThProOBUS HA MEAUIIMHCKU U3JEIUS 10 Wi. 78, all. 2 u wi. 78a.

U 90. (1) (Ilpeaumen tekct Ha 4. 90 - JIB, Op. 110 ot 2008 r.) Jlunarta mo 4i. 86, am. 2
MpoBepsIBaT 3a:

1. nanuuue Ha "CE" MapkupoBKa U1 3a CbOTBETCTBHETO M C U3UCKBaHUATA Ha 3aKOHA;

2. (m3m. - JIB, 6p. 110 ot 2008 r., m3m. - JIB, Op. 38 or 2015 r., B cuna ot 26.05.2015 r.)
UACHTH(HUKAIIMOHEH HOMEP Ha HOTU(UIIUPAHUS OpraH 1Mo Wi. 63, aj. 4, KoraTo MpoLeypuTe, ONPEICIICHN B
Hapeabure 1o wi. 18, N3UCKBAT HAHACSIHETO MY,

3. HaIIMYWe Ha WHCTPYKIUS 3a ynoTpeda M ChOTBETCTBUE HA ChIBPKAHUETO M C U3UCKBAHUITA
Ha HapenouTe 1mo 4i. 18, ¢ u3KIIoYeHne Ha u3AenusTa mo wi. 2, ai. 1, T. 3, monagamm B kiac | u kiac Ila,
aKo MOrar Jia ce U3MoI3BaT 6e30macHo 0e3 HHCTPYKIIUSA 3a yHnoTpeda;

4. (m3m. - /IB, 6p. 110 ot 2008 r.) HanMUME HA CTHKET U ChOTBETCTBHE Ha ChIBPKAHUETO MY C
M3HUCKBaHUATA Ha HapeaouTe mo wi. 18;

5. HaNMMUYUEe BBPXY METUIIMHCKOTO H3Je/Me HAa HAWMMCHOBAaHWE W aJpec Ha YIpaBlCHUE Ha
MIPOU3BOIUTENIS WIH YIIBIHOMOUICHHUSI IPEACTaBUTET U BHOCUTEIIS;

6. CPOK Ha TOJAHOCT Ha MEJUIIMHCKOTO H3/IEIHE;

7. (otm. - IB, 6p. 110 ot 2008 1.)

(2) (Hosa - [IB, 6p. 110 ot 2008 r.) JIunara mo 4. 86, an. 2 mpoBepsiBaT 3a Ca3BaHETO HA
HM3KUCKBaHeTO HA wi. 27, ain. 1 mui. 28, an. 1 u 6.

Un. 91. (1) Korato npu mpoBepkarta jaumara mo wi. 86, aja. 2 yCTaHOBST, Y€ MEIUIIMHCKUTE
U3JIeNHsl ca MyCHAaTH Ha Iasapa u/wiu ca mycHatu B feiictBue 0e3 "CE" mapkupoBKa M ¢ U3TEKbI CPOK Ha
TOJIHOCT, T€ U3TOTBAT CTAHOBHUILE 10 MU3MBIHUTEIHUSA aupekTop Ha MAJI ¢ mpeasioxkeHue 3a u3gaBaHe Ha
3aroBe] 3a OJOKMpaHe U U3TETJISTHE Ha U3JIEINETO OT Ia3apa.

(2) (U3m. - 1B, 6p. 110 ot 2008 r.) KoraTo npu npoBepkaTa jumaTa mo 4ji. 86, aji. 2 yCTaHOBST,
4e MEIUIIMHCKUTE W3MENHsl ca IyCHAaTH Ha Ta3apa W/WIM ca MyCHATH B JeWcTBHE 0€3 WHCTPYKIHUS 32
ynotpeba w/uinn 0e3 eTHKET WIM ChIbP)KaHHETO Ha €THKETa HE € B ChOTBETCTBHE C M3MCKBAHMSITA Ha
HapenouTe mo wi. 18, u/unm BepXy U3MIENHETO HE Ca HAHECEHN HAMMEHOBAHUETO U aIpeChT HA YIIPABICHUE
Ha TIPOU3BOAMTEIS WU HA YIIBIHOMOIIEHUS My MPEJICTABUTE] M Ha BHOCUTENS, T€ JaBaT MpEANHCcCaHUe Ha
MPOU3BOAUTENS] WJIM Ha HETOBHUS YIBJIHOMOILEH TMPEACTAaBUTEN CBhC CPOK 3a OTCTpaHsABaHE Ha
KOHCTAaTUPAHOTO HAPYIICHHE.

(3) Koraro napymenuero mo aji. 2 He Ob/ie OTCTpaHEHO B TIOCOYEHUS CPOK, JUIaTa mo 4i. 86,
aj. 2 U3rOTBAT CTAHOBHILIE J0 M3MIBIHUTENHUS qupekTop Ha MAJI ¢ mpeasioxkeHue 3a W3/1aBaHe Ha 3aroBe/l
3a GJIOKMpaHe U W3TEJISIHE Ha U3/IeJINETO OT Ma3apa.

(4) (U3wm. - 1B, 6p. 110 ot 2008 r.) Koraro uzuckBaneto Ha wi. 90, an. 1, T. 2 He € U3MBJIHEHO
WM HaHEeCeHaTa MapKUpPOBKA HE CHOTBETCTBA HA M3MCKBAaHMTA Ha Wi. 15, uiam uma chbmuenue, ye "CE"
MapKUpOBKaTa € HaHECeHa HEMpPaBOMEPHO, JHIATa Mo 4wi. 86, an. 2 M3UCKBAT OT MPOU3BOAUTENS WIH OT
HETOBUSl YIIBJIHOMOIIEH MPEJICTaBUTEI, UM OT BHOCUTENS Ja UM MpeAcTaBu B cpok 10 gHM OT marara Ha
YBEZOMSBAHETO:

1. nexnapanus 3a CbOTBETCTBUE;
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2. TeXHMYECKaTa JOKyMeHTauus 1o ui. 14, an. 1.

Yn. 92. (1) JIunata mo wi. 86, an. 2 MU3rOTBAT CTAHOBUIIE N0 U3IMBJIHUTEIHHUS JUPEKTOP Ha
HAJIL xoiiTo u3aaBa 3amoBe] 3a OJOKUpaHe U 3abpaHa Ha Pa3MPOCTPAHEHUETO HA M3CIIMETO, aKO B CPOKA
mo wi. 91, an. 4 He ObJAT MpeICTaBEeHU NEKIapalusaTa 3a ChOTBETCTBUE U TEXHHUYECKATa JOKyMEHTAIIUs,
OCBEH B CIIy4auTe, KOTaTO CPOKBT 10 Wi. 14, an. 3 € U3TeKbII.

(2) B 30-nHeBeH cpok OT naTaTa Ha BpbUBaHE Ha 3aMOBeATa MO aji. | MPOU3BOAUTENST, HETOBUST
YI'BJIHOMOUIEH MPEACTABUTEN UIIM BHOCUTEIAT € JUIBKEH J1a U3TETIN U3AEJIUETO OT Masapa.

Yn. 93. (1) (U3m. - [IB, 6p. 110 ot 2008 r., gom. - /1B, 6p. 84 ot 2012 r., B cuna ot 02.01.2013
r.) Korato npu mpoBepkaTa Ha TeXHHUYecKaTa JOKyMeHTauus mo ui. 14, an. 1 m Ha gexnapauusra 3a
cboTBeTCTBUE 1O Wi. 91, ai. 4, T. 1 Bb3HUKHAT CbMHEHUS, Y€ U3/IeIMETO HE ChOTBETCTBA HA ChLIECTBEHUTE
M3MCKBaHUS, ONPECIICHH B HapeaouTe 1mo 4wi. 18 oT To3u 3aKOH W/WiK Ha r1aBa neta "a" u Ha HapeadaTa 1o
. 2171, an. 1 ot 3akoHa 3a 3amuTa OT BPEIHOTO BH3/ICHCTBHE HA XUMUYHUTE BEIIECTBA U CMECH, JIMIIaTa 1O
qi1. 86, at. 2 B3eMaT 00pa3y Wik NPoOU OT U3ETUETO 32 U3IUTBAHE.

(2) UsnutBanero ce wu3BbpUIBA B akpeauTuUpaHa JiabopaTopust OT M3mbiaHHWTENHA areHuus
"bearapcka ciyx0a 3a akpeauTanys" Win B 1abopaTtopusi, akpeUTHpaHa OT OpraH Ha JIbpXKaBa YiIeHKa WIN
IbprKaBa 0T EBPONENCKOTO NKOHOMUYECKO IIPOCTPAHCTBO.

(3) (M3m. - B, 6p. 82 ot 2009 1., B cmma ot 16.10.2009 1., u3m. - [IB, Op. 14 ot 2015 1.)
VYcnoBusTa U peAbT 32 B3eMaHe Ha 00pa3ly ¥ MPOOH OT MEAMLIMHCKY M3/IEIHS 32 U3IIUTBAHE C€ OIPEIEIIAT C
Hapen0a Ha MUHHCTBPA Ha 3/[paBEONa3BaHETO U MUHUCTbpPA HA UKOHOMUKATA.

(4) Ilpu ocmnopBaHe Ha pe3yiTaTUTE OT U3BBPLICHUTE JIAOOPATOPHU M3MHUTBAHUS
MIPOU3BOJIUTEINIAT WIN YI'BIHOMOILIEHUSAT My IpejacraBuren npencrass B MAJI nucMeHo nckane B 7-1HEBEH
CPOK OT JaraTa Ha MOJy4aBaHEe Ha pe3yiTara OT I'bPBOHAYAIHOTO MU3MUTBAHE 32 U3BBPIIBAaHE HA IOBTOPHO
U3ITUTBaHE.

(5) IloBTOPHOTO M3MUTBaHE IO ajl. 4 ce M3BBPIIBA OT E€KCIEPTHU, KOMUTO HE Ca y4yacTBaJIM B
I'bPBOHAYAITHOTO U3MUTBAHE.

Yn. 94. (1) B cinyuaure mo wi. 93 usnbaHuTenHusT aupextop Ha MAJI u3naBa 3amoBen 3a
BPEMEHHO CIIMPAHE Ha Pa3lIpOCTPAHEHUETO WK YyIIOTpedaTa Ha KOHKPETHOTO U3JEIHE.

(2) Komnue ot 3anoBeara 1o ai. 1 ce BpbuBa HAa MPOU3BOAMUTEINS MM HA HETOBHSI YII'BJIHOMOILEH
MIPEICTaBUTEIN, WM HA BHOCUTETIS.

Ui 95. Koraro nunara no wi. 86, ajn. 2 yCTaHOBST, Y€ HECHOTBETCTBUETO ChC CHIIECTBEHUTE
M3UCKBAHHUS MOXE JIa C€ OTCTPAHHU, MU3TOTBSIT CTAHOBHIIE M0 M3MBIHUTETHUS nupekrtop Ha MAJI u maBar
MpEeANUCaHUE ChC CPOK, ChIIACyBaH C MPOU3BOJAUTENS WIM HETOBHS YIBJIHOMOILEH MPEICTABUTEN, 3a
M3BBPIIBAHE HA HEOOXOJUMHUTE KOPUTHPAIIM JCUCTBUS WM 3a IIBJIHO OILICHSIBAaHE CHOTBETCTBHETO HA
M3ICIHETO ChC CHIIECTBEHUTE N3UCKBAHUS.

Ui 96. (1) Koraro ynmmara mo wi. 86, aji. 2 yCTaHOBST, Y€ HEChOTBETCTBHETO ChC CHIIICCTBEHUTE
M3HUCKBaHUS HE MOXKE J]a CE OTCTPaHM, T€ U3TOTBAT CTAHOBMILE /10 U3IBJIHUTENHUS JupeKkTop Ha MAJL.

(2) M3nbanutennust qupekrop Ha MAJI Bb3 0OCHOBa Ha CTaHOBUILETO MO all. 1 W3/1aBa 3amoBes
3a OjokupaHe U 3a0paHa 3a Pa3IpOCTPaHEHUETO UM yNoTpedaTa Ha U3ACIUETO U Pa3Nopeskaa U3TETISHETO
My oT ma3zapa B 30-JHEBEH CPOK OT JlaTaTa Ha BPHYBAHETO M HA MPOU3BOJUTENS WU HA YITHIIHOMOILICHUS MY
MIPEJICTAaBUTEN U HAa BHOCUTEIISL.

(3) UsnbiHuTENHATA areHuys 10 JIEKApCTBaTa YBEIOMBA PETyJAaTOPHUS OpPraH Ha JbpiKaBaTa
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YJICHKAa, B KOATO HpOI/I3BOI[I/ITeJI$IT 1501051 yH’bHHOMOH_IeHI/ISIT My HpeI[CTaBI/ITeJI U BHOCUTCIIAT € yCTaHOBeH, 3a
3aIl0BEITA 110 all. 2.

Un. 97. 3anosenute mo wi. 92, am. 1, wi. 94, un. 96, an. 2 u 4. 99, an. 1 moxe ga ObAar
o0>kKaJIBaHM 1O pelia Ha AIMUHUCTPATUBHOINPOLIECYaTHUS KOJIEKC, KaTo jkanbaTa He CIUpa U3IIbIIHEHHETO.

Y. 98. (1) KoraTo ciien u3nuTBaHeTo MO WiI. 93 ce yCTaHOBH, Y€ MEAMIIMHCKUTE M3ICIHS HE
CHOTBETCTBAT HA CHINECTBEHUTE M3UCKBAHUS, PA3XOJIUTE 3a B3eMaHe HAa 00pa3iy WK MpoOH 3a U3MUTBAHE
ca 3a CMeTKa Ha MPOU3BOIUTENS, HA YITBITHOMOIIEHHUS MTPEACTABUTEN WM HA BHOCUTEIIS.

(2) Koraro crieq u3muTBaHETO MO Wi. 93 ce yCTaHOBH, Y€ METUIIUHCKUTE U3JENINUS ChOTBETCTBAT
Ha CBIIECTBEHUTE N3MCKBAHMS, PA3XOAUTE 32 B3eMaHe Ha 00pa3iu win mpodu 3a U3MUTBAHE ca 32 CMETKA Ha
HAJL

Y. 99. (1) (U3m. - [IB, Op. 110 ot 2008 r., nom. - JIB, 6p. 41 ot 2009 1., B cuna ot 02.06.2009
r.) MUHUCTBPBT Ha 3paBEONA3BAHETO WM ONPABOMOIIEH OT HEro 3aMECTHUK-MHHHUCTBP, [0 MOTUBHUPAHO
MpeyIoKEeHNEe Ha U3NbIHUTENHUS qupektop Ha MAJI, xorato ToBa € B MHTEpeC Ha OOLIECTBEHOTO 3/paBe
W/WIIN ce HaJlara 3a U3I'bJIHCHHE Ha HAIlMOHAIHATA 3/{paBHA MOJIUTHKA, MOXKE ChC 3all0BE]] BPEMEHHO J1a:

1. 3a0paHu IMyCKaHETO Ha MMa3apa W/WIH MyCKaHETO B JACHCTBHE, WIH

2. 3a0paHM pa3IpOCTPAHEHUETO, WIH

3. orpannuu 00XBaTa Ha JCUCTBUE, WU

4. HaJIOXKM NOIBJIHUTEIHA U3UCKBAHU 3a ITyCKaHETO Ha Ma3apa W/UiM IyCKaHeTo B JefCTBUE Ha
TaJieH BUJ U3/1eIMe WK TPYIIa U3/AeIHsL.

(2) (Hom. - B, 6p. 110 ot 2008 r.) B cinyuyaure no an. 1 MAJI undopmupa EBponeiickata
KOMHCHS U PEryJIaTOPHUTE OPraHW Ha IbP)KAaBUTE YJICHKH M PEryJaTOpHUTE OpraHM Ha IbpKABUTE OT
EBpomneiickoTo MKOHOMHYECKO IPOCTPAHCTBO 3a 3all0BE/ITa, MOTUBUTE 32 HEsl M IPEIIPUETHTE MEPKH.

Y. 100. (1) JIumara mo 4n. 86, an. 2 ce 3acTpaxoBar 3a cMeTka Ha Oromkera Ha MAJL cpenry
3JIOTTOJTyKa, KOSITO MOXE J[a HACTBITH TPH HMJIH IO MTOBOJ] M3ITBTHEHUE Ha CITY)KEOHNUTE UM 3abIKESHHUS.

(2) (M3m. - 1B, 6p. 98 ot 2010 r., B cuia ot 01.01.2011 r.) [Ipu u3BbpIIBaHE HA MPOBEPKH
JMIara mo wi. 86, aj. 2 MoraT Jia TIOMCKaT ChICHCTBHAE OT perHoHalTHATa 3/[paBHA MHCIIEKIUS, OT OPTaHNUTE
Ha MUHHUCTEPCTBOTO HA BHTPEIIHUTE paOOTH U OT KOMIETEHTHUTE OPraHU Ha MECTHOTO CaMOYIIpaBJIeHHUE.

Y. 101. M3meaHUTENHATA areHIUs 10 JIeKapcTBaTa MyOIMKyBa Ha CTpaHHIATA CH B HHTEPHET
uH(pOopMaIIUs 3a U3ACNUATA, 32 KOUTO UMa U3MafeHa 3anose mo wi. 91, an. 1, wn. 92, an. 1, un. 94 u un. 96,
an. 2.

Y. 102. JInuata mo 4i. 86, an. 2 ca IIbKHH 1a:

1. He pasmpocTpaHsBaT 0OCTOSATEICTBA M (haKTH, CTAHAJIM UM HM3BECTHH IO BpPEME Ha WIH BHB
Bp’b3Ka C U3IIBJIHCHUC HaA CHY)KGGHI/ITC UM 3aABbJIZKCHHUA,

2. U3M0JI3BAT MOJIYYCHUTE JOKYMEHTH U HH(POPMAIIKI caMo 3a IeJINTe Ha HaJ30pa Ha Ta3apa;

3. ce MeruTUMHUpaT MpPU U3BHPIIBAHE HA MPOBEPKUTE.

I'naBa ceqma.
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CUCTEMA 3A YBEJIOMSABAHE U ONEHSBAHE HA UHIHIUJIEHTHU

Y. 103. (1) [IpousBoauTENAT € JTHXKEH Aa Ch3AaA€ U Ja TOIIbpKa JOKyMEHTHPaHa CUCTeMa 3a
npociesiBaHe 0€30MacHOCTTa Ha MPOU3BEIEHUTE OT HEr0 MEIMIIMHCKH M3/eNHsl, TyCHATH Ha Na3apa U/Wiu
IIyCHATU B JIEMCTBHE HAa TEPUTOPHUATA HA IbP’KAaBU WIEHKH, HA JAbp>KaBU OT EBpomneiickoTo MKOHOMUYECKO
MPOCTPAHCTBO M HA TPETU IbpXKaBH, M Ja paslojiara ¢ MEXaHW3MU 3a MpuiaraHe Ha HEOOXOIUMHTE
KOPUTHPALLHU JCHCTBHUA.

(2) Cucremara o an. 1 ce mpusiara 3a MEIUITUHCKH W3CIIHS:

1. c Hanecena "CE" mMapkupoBka;

2. xouto Hsamar HaHeceHa "CE" mapkupoBka, KOraro WHUUACHTHT WU IOTCHIHMATHUAT
WHIUACHT C TAX MO cMUCHIa Ha 4i. 106, an. 1 u 2 HamaraT W3BBpIIBAHE HA KOPUTHPAIIHU ACUCTBHUSA,
MPWIOKHUMH 32 U3JIENHUS 1O T. 1.

(3) Cucremara He ce npuiiara 3a U3JeNus, IpeJHa3HAYeHH 3a KIMHUYHYU U3MUTBAHUS, U U3EIIUS
3a OLICHABAHE Ha JCHUCTBHUETO.

(4) Cucremara mo an. 1 BKIIOYBa MpOy4YBaHe 0€30MACHOCTTA HA MU3JICTUATA 110 al. 2, TyCHATH HA
nasapa u/ uiM B JeficTBUeE upes:

1. ceOupane, TOKyMEHTHpAHE W aHAJIM3 Ha CHOOMICHUS 32 ChOUTHS O Wi, 105 OT MEIUITMHCKI
CHEIHUATUCTH, OT MAlMEeHTH, OT JIMIAa, KOUTO M3BBPIIBAT MHCTAUpPAHE, MOAJAPHKKA WIH KanuOpupaHe Ha
u3genusaTa, u ot MAJI;

2. aHanM3 Ha pe3yJNTaTUTE OT [OMBIHUTEIHU H3MUTBAHUS HAa W3JAETUATA, WU3BBPUICHH OT
IIPOU3BOIUTEIS;

3. cbOupaHe U JOKYMEHTUPAHE U aHaJlu3 Ha JAHHU OT Hay4HaTa JINTepaTypa.

Ui 104. (1) (Ilpenumien texct Ha wi. 104, uzm. - 1B, 6p. 110 ot 2008 r., u3m. - 1B, 6p. 54 ot
2012 r.) Jlekapute, nekapure 1mo JeHTaTHA MEAULIMHA U IPYTH MEIULIUHCKU CIICIUANINCTH, U JIUIATa, KOUTO
OCBILECTBSIBAT HHCTATUpPaHE, MOJIPHKKA WIM KaauOpHpaHe Ha MEIUIMHCKUTE H3ACTHs, ca JUThXHH
He3a0aBHO na cwoOmasaTr Ha MAJI 3a ceOutug mo uwi. 105 B obOektute mo wi. 83, an. 1, T. 2 OTHOCHO
JeyeOHUTE 3aBe/IeHHs 10 3aKOHa 3a JIeYeOHUTE 3aBEICHUS.

(2) (Homa - /1B, Op. 110 ot 2008 r.) U3nbaHuTenHaTa areHIMs 1o JeKapcTBara npeaocTaBs Ha
MIPOU3BOUTENS WIM HAa HETOBHsS YIIBIHOMOIICH IpPEACTaBUTENl MHpopMausaTa mo aji. 1 B CpoK TpuU AHU
cJie]1 OJTy4yaBaHEeTo .

Yn. 105. (1) IpousBogutenar ysenomsia MAJI 3a Bcska HEM3IPAaBHOCT WJIM BIIOLIABAaHE Ha
XapaKTepUCTUKUTE Ha U3JENINe, MPOU3BEICHO OT HEro, W/Wiu Ha JEHCTBUETO MY, KaKTO M 3a HEIIbJIHA WIH
HETOYHA MH(OpPMalLUs BbPXY €THUKETa WM B MHCTPYKLUATA 332 yHOTpeda, KOETO € MPUYUHUIO CMBPT WM
CEpUO3HO YBPEXKJIaHE Ha 3/paBETO UM OU MOTJIO Ja MPUYMHUA CMBPT WM CEPHUO3HO YBPEKAAHE HA 3]PABETO
Ha MAIMeHT, MEJUIIMHCKU CTICIUAINCT WK TPETH JIMIIa Ha TepuTopusita Ha Penybnuka bearapus.

(2) HpousBoautenar ysenomsiBa MAJl u 3a BCsika TEXHUYECKAa WM MEAUIIMHCKA MPUYMHA,
CBBbp3aHa ¢ XapaKTePUCTUKUTE WU IEUCTBUETO Ha U3JIEIMETO, KOATO MOpaau MPUINHUTE, TIOCOYEHH B all. 1,
BOJM IO CUCTEMHO U3TEIVISHE OT 1a3apa Ha U3/EIus OT €UH U ChILU THII.

UYn. 106. (1) IpousBoaurensat noaasa B MAJI mppBoHauanen qoknan mo obdpasen B 10-m1HeBeH
CPOK OT IOCTHIIBaHE HAa HHQOpMaIH 32 chOuTHE 10 Wi. 105, MPUYUHUIO CMBPT WIH CEPUO3HO YBPEKIaHE
Ha 3/IpaBeTO, HAPUUYAHO MO-HATAThK WHIIUJICHT.

(2) IpousBogurensat nonaBa B MAJI mppBoHavaneH maokiaa mo obpaszer; B 30-IHEBEH CPOK OT
MOCThIIBaHE Ha WH(poOpManms 3a chOuTHe 1Mo Wwi. 105, KoeTo € MOXeno J1a MPUINHU CMBPT WIH CEPUO3HO
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YBpEXJaHE Ha 3[paBETO, MPEIOTBPATCHU IMOPaAU OJarompuATHO OOCTOSTENCTBO WM JIEKapcka Hameca,
HapU4aHO MO-HATAaThK NOTEHIUAJIICH HHIU/ICHT.

(3) (U3m. - [IB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) Koraro WMHIUAECHTHT WIH
MOTEHLUUATHUAT UHUMACHT 3acsira usnenus ot kinac lla, 1[0 mnu ximac I, win uH BUTpO AMAarHOCTUYHU
MEIULMHCKHU M3JENMsI OT CIUCHK A WIN CIMCBHK b, Wim u3nenus 3a caMOTECTyBaHE U € Bb3HUKHAI B TPETa
IbpKaBa, NMPOU3BOAUTENST MojAaBa B cpoka no ain. 1 mim 2 B MAJl mbpBoHavalieH AOKIaa B CIy4yauTe,
KOraTo HOTU(UIMPaH OpraH Mo 4i. 63, an. 4 e U3BbPILWI OLIEHSBAaHE HA ChOTBETCTBHETO HA M3JEIHETO, C
KOETO € CTaHaJl MHIIUJIEHTBT.

(4) Koraro MHIMAEHTHT WIN NOTEHIMATHUAT UHIIMJCHT 3acsAra n3jenus ot kiac | uimm ux BuTpo
JUArHOCTUYHU MEIULIMHCKHU U3JENNs, KOUTO HE ca OT CIMChK A M cnuchbk b U He ca 3a caMoTecTyBaHe, U €
BB3HUKHAJI B TpeTa JbpKaBa, MPOU3BOJIUTENAT MojAaBa B cpoka mo ain. 1 wim 2 B MAJI mppBOHauaneH
JIOKJIaJ] B CIy4YauTe, KOraro NMPOU3BOAUTEIST WIM YIBIHOMOUICHUAT MY IPENCTABUTEN € PErMCTPUPAH B
MNAJI o pena Ha riasa BTopa.

Yn. 107. Koraro WMHIMAEGHTHT WU TOTEHIUATHUAT WHIUACHT C€ ABDKM Ha KOMOMHHpaHA
yroTpeba Ha JBE WM TOBEYE OTACITHHM W3JACIUS W/ Ha TPUHAIICKHOCTH, TPOU3BEICHU OT Pa3IuIHU
MIPOU3BOAUTENH, BCEKU ITpousBoauTen npeacrass B UAJI ornenen goknan mo ui. 106.

Un. 108. [IpousBoauTenar yBenoMsiBa HEMOCPEACTBEHO Cliel] MojlyyaBaHe Ha MH(popMalus 3a
WHLUJICHT WIA MOTEHIIMAJICH UHIHUJICHT YITbJIHOMOILEHUS CU TpejicTaBuTel o wi. 10, an. 2, Teprosena Ha
€1po ¥ HOTU(UIUPAHUS OpPraH, U3BbPIINI OLICHIBAHE Ha ChOTBETCTBUETO HA U3/IEJIUETO ChC CHIIECTBEHUTE
W3UCKBAHMSL.

Yn. 109. (1) U3nbenHuTeNnHATa areHuus Mo JeKapcTBaTa MOJIbp)ka CUCTEMA 3a PErUCTpHpaHe,
aHaJin3 ¥ 000011aBaHe HA MHLIWJEHTH U NOTEHLIUAIHU HHUUJAEHTH ¢ MEAUIIMHCKY U3/IETIHSL.

(2) M3nbanurenHata areHUus IO JeKapcTBaTa MyOJMKYBa Ha CTpaHUIATa CU B HMHTEPHET
PBKOBOJICTBaTa 3a MpocielsBaHe Ha O€30MacHOCTTa Ha MEAMLMHCKUTE W3JEeNUs, U3aJeHH OT
EBponeiickara komucus 1 oT EBporneiickara areHius no Jekapcraara.

Ui 110. (1) U3nenauTenHaTa areHIMsI 1o JIeKapcTBaTa perucTpupa B cucremara no 4i. 109, an.
1 maHHUTE OT MbPBOHAYAIHUSA JOKJIA]] Ha IPOU3BOIUTEINS U OLICHSBA MpeAoCcTaBeHaTa HHOpMaIIHSL.

(2) M3mbaHuTenHaTa areHIMs IO JIeKapCcTBaTa OCBIIECTBSABA HAN30p BBPXY JCHCTBUATA HA
MIPOU3BOAUTENS] IO MPOYYBAHETO HA MHUUJACHTA WM TMOTEHUHWATHUS HWHUUACHT W MOXE Ja U3/1aBa
MpeANnUCcCaHus U yKa3aHusl.

(3) o Bpeme Ha MPOYYBAHETO HA MHIMACHTA WK TOTeHITHaNHNS HHIuACHT MAJI cbnelicTBa Ha
MIPOU3BOIUTENSA, IPU HEOOXOTUMOCT, 32 OCHIIECTBSIBAHE HAa BPH3KA ChC:

1. HoTHdHUIMpaHUI OpraH, U3BLPIIWIT OIICHIBAHE HA ChOTBETCTBUETO;

2. peryjaaToOpHU OpraHu Ha APy 3aCerHaTH JbpKaBU WICHKU WIHM IbpKaBU OT EBponelickoTo
HMKOHOMHUYECKO IPOCTPAHCTBO;

3. peryJiaTopHu OpraHv Ha JbpP’KaBU WICHKU WIHA JAbpXkKaBU OT EBPONEUCKOTO MKOHOMHYECKO
MPOCTPAHCTBO 3a JIEKAPCTBEHU MNPOAYKTH B CIy4yauTe€ HA WHUUJCHTH WIM TOTCHLUMAIHU WHLMJIECHTU C
A3ENUs 1o Uil 3, T. 2,3 u 4;

4. npyru npou3BOJUTENH B citydauTe no wi. 107;

5. MoJI3BaTeNu Ha U3JIEIUETO WU C TPETH JIUIIA.

Y. 111. Korato B mbpBOHauamHus qokiaaa no wi. 106 ca mnocoyeHn Kopurupamm AeicTBUs uin
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ce ChAbpXKa 3aKIIOUYECHHE, Y€ WHIUJCHTHT 3acTpaliaBa Oe30MacHOCTTa Ha MAalMEeHTa, Ha MEIULUHCKUS
CIICLIMAIMCT WM Ha TPETH JIMIA, HO BCE OLIE HE ca OMNpeaeseHu Kopurupamure nerctsus, MAJIl uznpaiia
JOKJaJ1 10 PEeryJaTOPHUTE OpraHu Ha JIbp:KaBUTE YICHKU, HA AbpKaBUTE OT EBpONelcKOTO NKOHOMUYECKO
MPOCTPAHCTBO U 10 EBponerickata KOMUCHS.

Un. 112. (1) B cpok g0 Tpu Mecena OT nojaBaHe Ha Jokjiaaga mo 4wi. 106 mpou3BOAUTENST
u3rots u npenacrassa B UAJI okonuaresneH nqokmnan no odbpaseln, yIBbpAeH OT U3IMIBIHUTEIHUS TUPEKTOP.

(2) HoknaabT mo an. 1 Moxke 1a ChabpKa €IHO OT CIIETHUTE 3aKITIOYCHUS:

1. He ce Hazara Ja ce mpeanpueMaTr MepKH;

2. (m3m. - /1B, Op. 54 ot 2012 r.) ZOIBIHUTENIHO MPOCIEAIBAHE HA M3/EIHETO WIM MapTUaaTa
W3JIeNs, TyCHATH B ICKCTBUE B 00€KTUTE 1O 4. 83, ai. 1, T. 2 OTHOCHO JieueOHUTE 3aBEICHUS 0 3aKOHa 3a
nedeOHUTE 3aBEACHMUS,

3. pa3npocTpaHeHue Ha HHPOPMAIHS 0 MEIUIUHCKUTE CIEIUAINCTH B 00CKTHUTE IO T. 2 U B
anTeKUuTe U JPOrepuuTe KaTo MMCMEHa Mpenopbka, U3roTBEHA OT MPOU3BOAUTEIS;

4. KOpUTHpaIIu JSHCTBYSI PU MPOU3BOACTBOTO HA ObJIEIIA MPOTYKITHS;

5. KOpUTHpAIY ACHCTBUS Ha U3/IEITUETO, ITyCHATO B ICHCTBUE B OOEKTHUTE IO T. 2;

6. U3TErIsHe Ha U3/IETTUETO WK Ha TapTUaTa U3/Iejus, MyCHaTH Ha Tla3apa W/Uiu B IeHCTBUE.

Y. 113. (1) B cmygaute o wi. 112, an. 2, 1. 2 MAJI u3BbpIiBa KOHTPOJI BBPXY JAEHCTBHITA Ha
IIPOM3BOJUTENIS HA TepuTopusiTa Ha Penybnuka beiarapust.

(2) B cnygaute mo wi. 112, an. 2, 1. 3 UAJI oneHsiBa ChabpKAaHUETO HA MHECMEHATa MPEMOpbhKa
1 00CHK/IA C MPOU3BOIUTEINS apecaTUTe Ha MpenopbkaTa U HAYMHA Ha Pa3MpOCTPAHEHHUETO M.

(3) B ciiyvanTe no wi. 112, an. 2, 1. 5 UAJI Mmoke fja U3BBPIIM POBEPKA HA MACTO.

(4) Wsnbnuutennusat nupektop Ha MAJlI m3naBa 3amoBen 3a ONOKUpaHE M U3TETJISIHE OT
[IPOU3BOJUTENS HA M3JAEIUETO WIM Ha NapTHjaTa H3AEIus, ¢ KOUTO CE€ € CIy4YWJ HUHLUUIACHTHT WIH
MOTEHLUATHUAT UHIUICHT, KOTaTO C€ YCTAHOBH, Y€ MIPOU3BOJUTEIAT HE €:

1. MU3BBPIINI KOPUTUPALIHU ACUCTBUS B TOCOUEHHUS OT HETO CPOK B JIOKJIaaa mo wi. 112;

2. M3TErINUI U3AENMEeTO WK MapTHaaTa U3/eNns OT Ma3apa B IOCOUYEHHUs OT HEro CPOK B JJOKIJIaaa
mo ui. 112.

(5) YcmoBusita ¥ pebT 3a OJIOKMPaHE, U3TETIISIHE W/WIIN YHHINOKABAHE HA U3JICIHSITA, KOUTO HE
OTroBapsAT Ha U3UCKBAHUATA HAa TO3U 3aKOH, C€ OMPEENAT ¢ Hapeada Ha MUHUCThPA Ha 3/IpaBeola3BaHeTo.

Un. 114. (1) WsmpaauTenHaTa areHIUs 1O JIeKapcTBaTa NyOJWKyBa Ha CTpaHMIIATA CH B
MHTEPHET CIMCHK HA U3JIEMTA, BKIIOUEHH B 3anoBeara 1o wi. 113, an. 4.

(2) Korarto u3nenusara no ain. 1 ce mpongaBat B obektute mo wi. 83, an. 2, MAJI yBenomsisa
obmmectBeHocTTa upe3 bTA u cpeacrBaTta 3a MacoBO OCBEIOMSIBaHE.

(3) Mnbnuutennuar aupekrop Ha WMAJlL u3rorBs noknaa 3a BB3HUKHAIMS WHIUACHT WIH
MOTEHILIMAaJeH UHIMJEHT B ciayyauTe no wi. 112 u usnpama komnue oT Hero Ao EBpormelickata koMucus u
peryIaTOpHUTE OpPraHH Ha IbPKABUTE WICHKH.

Un. 115. (1) Besko qupextHo chobiienne 1o MAJI 3a MHIMACHT WK MOTEHIIUAJICH UHIHICHT C
MEIUIIMHCKO W3JeNne Ha TeputopusTa Ha PemyOnuka bearapus, momaneHo oT WASHTU(DUIUPAHO JIUIE B
MIMCMEH BUJI, c€ JOKYMEHTHpa B cuctemara mno wi. 109.

(2) B cpok mo Tpu AHM OT TOJy4YaBaHE Ha CHOOLICHHWE 3a WHIMIEHTA WIH IOTEHIHAJICH
uHuaeHT o an. 1 MAJI uadopmupa npousBoauTens, 3a Ja MpeAnpueMe JICUCTBUATA, TPSABUACHH B UII.
106 - 108 m um. 112.
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Ui 116. M3neaauTeIHATA areHITUS 110 JIeKapcTBaTa MOXKe Ja 0bae KOOpIWHUPAI PeTryIaTopeH
Opras:

l. B caydyauTe Ha MHUMIAEHT WJIA MNOTCHUMAJIEH HMHIUICHT, Bb3HHUKHAJ HAa TEPUTOpHUATA Ha
MOBEYE OT €JHA AbprKaBa WICHKA WIH IbpkaBa 0T EBpONeiicKOTO HKOHOMHYECKO MPOCTPAHCTBO, U

2. KOraTo WHIMJACHTHT WM TMOTCHIHUATHUAT WHUUJEHT € PETUCTPUpPAaH 3a MbpPBU BT Ha
TepuTopusTa Ha PenmyOnuka benrapust, ninu

3. KOTraTo OpraHbT, U3BBPIINII OLIEHSIBAaHE HA ChOTBETCTBUETO HA U3JCIIUETO ChC CHIIECTBEHUTE
W3UCKBaHMS, € TOJIyUrJI pa3pellieHue Mo peia Ha rilaBa YeTBbPTA, KOraTo MHIMACHTHT WA MOTEHIUATHUAT
UHIUACHT € cTaHan ¢ m3aenus ot kiac Ila, 116 wnm knac I, uam uH BUTPO AMArHOCTUYHH MEAMIIUMHCKH
W3AENUS OT COUCHK A WM CIIUCHK b, Win u3aenus 3a caMoOTeCTyBaHe, WU

4. KoraTo MpOU3BOAUTENAT WIM YI'BJIHOMOIICHUAT My npeactaBuren € peructpupad B MAJI no
pella Ha riaaBa BTOpa, KOraTo MHUMACHTHT WM MOTEHIHAIHUAT MHIUMACHT € CTaHAl C u3Jenus oT knac [ unum
WH BUTPO JUArHOCTUYHU MEIUIMHCKU W3JEIUs, KOUTO HE ca OT CIUChK A M crnuchk b m He ca 3a
CaMOTECTYBaHe.

Un. 117. (M3m. - [IB, 6p. 17 ot 2019 r.) JIuynute naHHU Ha U3TOYHHKA HA CHOOIICHHETO CE
cexpansBat oT MAJI npu criazBaHe U3MCKBaHUATA 32 3allUTA HA TUYHUTE JTAHHU.

I'naBa ocma.
EBPOIIEMCKA BA3A JAHHH

Un. 118. U3npnHuUTENHATAa areHIus IO JieKapcTBaTa mpenoctass B EBpomneiickara 0a3a naHHU
He3a0aBHO cJie] MOJTy4aBaHEeTo M clieiHaTa HH(OopManus B CTAaHAAPTU3UPaH GopMart:

1. (m3m. - [IB, 6p. 110 ot 2008 r.) 1aHHU, CBBP3aHU C PErHCTPALUATA HA IPOU3BOAUTEINTE WU
Ha YITBIHOMOIICHUTE MNPEACTaBHTENN MO wWi. 29 M Ha M3JeNuATa IO IJIaBa BTOpA, C HM3KIIOYCHHE HA
U3JeNnusATa, U3paboTeH! 110 MOPHYKa;

2. TaHHW, TIOTYYCHU TIPU KIMHUYHUTE U3IUTBAHHUSA HAa MEAMIIMHCKU M3IENUS TI0 pea Ha TiiaBa
Tpera;

3. maHHU, MTOJTyYEHH TIPH MPOCIEaIBaHe 0€30IMacCHOCTTa Ha MEIUIIUHCKUTE U3/IeIUs, ITyCHATH Ha
nasapa W/WiM IyCHATH B JieiicTBUE Ha TepuTopusaTa Ha PenyOnuka beirapus no riaBa ceama;

4. naHHUW, CBBP3aHU C M3JAaBaHE, NPOMSHA, JOMBIHEHUE, BPEMEHHO CHHUpaHe, U3TETJIsIHE WIN
OTKa3 Ha cepTH(UKATH OT HOTH(UIIMPAHNUTE OPTaHH, CHITIACHO MPOILEAYPUTE, TOCOYECHHU B HApeIOHTE T10 UII.
18.

I'1aBa ocma "a".
KOH®UJIEHIUAJHOCT (HOBA - JIB, BP. 110 OT 2008 I'., B CUJIA OT 21.03.2010T".)

UYn. 118a. (Hos - JIB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) (1) AnmKHOCTHUTE THIIA U
JIMIIaTa, KOUTO MpUjIaraT TO3M 3aKOH U TIOA3aKOHOBUTE HOPMATHBHHU aKTOBE MO MPUJIATAaHETO MY, Ca JUIHKHHU
Jla He pa3lpocTpaHsIBaT HHPOPMaLKs, TOJIydeHa P U 10 TOBOJ U3IIBJIHEHUE Ha 3a/IbJKCHUSATA UM.

(2) Pasznopenbara Ha an. 1 He ce mpuiara npu:

1. oOMeH Ha UHPOPMALIUS MEXKIY [UTHKHOCTHHU JIUIA, MEXIY HOTH(QHUIIMPAHUA OPraHU U MEXITy
JUTBKHOCTHH JIUIA 1 HOTU(GHUIMPAHUA OPTaHHU;
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2. pa3npocTpaHeHue Ha MH(OpMALUs, KOSITO LENU Ja OCUTypu Oe30MacHOCTTa M 3APaBETO Ha
Xopara;

3. mpenocTaBsiHe HAa MHGOPMAITUS B CIIydauTe Ha HAKa3aTEIHO MPOU3BOJICTBO.

(3) He e xondunennuamna nHbopmausTa;

1. 3a perucTpanusTa Ha JIMIATa, KOUTO MyCKAT MEIUIIMHCKH W3CIHs Ha Ia3apa Mo peaa Ha
rjlaBa BTOPA;

2. KOATO C€ TMPEIOCTaBsi Ha MOTPEOUTENUTE OT TPOM3BOIUTENS, OT HETOBHS YITBIIHOMOIICH
MIPEJICTAaBUTEN WM OT ThPTOBEIa Ha €JpO BHB BPb3Ka C MPEANPUETUTE MEPKHU IO Pe/ia Ha TaBa CeIMa;

3. chabpKaIia ce B U3aJACHUTE, MOIUPUIIMPAHHUTE, TOITBITHCHUTE H OTHETUTE CepTU(UKATH U B
cepTu(UKaTUTE, YUATO BAIMIHOCT BPEMEHHO € MPEYCTaHOBEHA.

I'naBa aeBera.
AJIMUHUCTPATUBHOHAKA3ATEJIHU PASITIOPEJIBU

Yn. 119. Koiito nmycka Ha maszapa W/WiM Iycka B JIeHCTBHE MEIUIMHCKM u3aenus, 0e3 ma e
OLIEHEHO CHOTBETCTBUETO UM CBITIACHO U3UCKBAHUATA HA TO3U 3aKOH U HAa aKTOBETE I10 MPUJIAraHeTO MY, Ce
Haka3zBa c rio6a ot 10 000 o 20 000 xB.

Ui, 120. KoiiTo chcTaBH W/WIIM U3MOI3Ba ACKIapalysl 332 CbOTBETCTBUE ChC ChABPKAHUE, KOSTO
HE CHOTBETCTBA Ha CHIBPNKAHHUETO, OMPEACICHO B HApeaOHWTe Mo wWi. 18, ako NesHWeTo He ChCTaBIsBa
MpecThIUICHHE, ce Haka3Ba ¢ 11o6a ot 3000 xo 8000 mB.

Un. 121. Ko#ito mycka Ha maszapa W/WId MycKa B JEUCTBUE MeAUIMHCKH u3aenus cbe "CE"
MapKUpOBKa B HapyIlIeHHE HAa M3MCKBaHUATa Ha 4iI. 15, ce Haka3Ba ¢ 1o6a ot 500 go 1000 nB.

Y. 122. Ko#To mycka Ha maszapa W/Wid MyCcKa B JEUCTBUE MeAUITMHCKH m3aenust cbe "CE"
MapKUpoOBKa, 0€3 /1a € OIEHEHO CHOTBETCTBUETO UM ChC ChHINECTBEHUTE W3UCKBAHUS, OMpPEICICHH B
Hapenoure o uwi. 18, ce Haka3ga ¢ riaoba ot 10 000 mo 20 000 nB.

Un. 123, Jlumata, KOUTO TPEACTABAT MEIUIMHCKH W3JETUs Ha W3JIOKOHW, TMMaHAWpH,
JEMOHCTpAIIMK, TTPOMOIIMHM, HAyYHHM M TEXHHUYECKH KOH(epeHIMH B HapylieHwe Ha 4wi. 15, am. 11, ce
Haka3Bar ¢ 1i1o6a ot 500 1o 1000 ..

Yn. 124. KoitTo nmycka Ha ma3apa W/MiH Mycka B JelcTBUE MEAMLMHCKU U3/eNUs B HApyILICHUE
Ha pasnopendaTa Ha wi. 16, ce Haka3Ba ¢ ri106a ot 5000 mo 10 000 nB.

Un. 125. Koiito mycka Ha ma3zapa W/WIM IIyCcKa B JEHCTBHE MEAWIMHCKH H3Aenus 0e3
WHCTPYKITUSA 3a yrnoTpeda, ¢ M3KII0UCHUE Ha U3JIeusITa 1Mo wi. 2, ai. 1, T. 3, momanamnu B kiac [ u kiac Ila,
aKo MOTarT Jia ce M3IMOoJI3BaT 0e30MmacHo 0e3 MHCTPYKIHS 3a yrnoTpeda, ce Haka3Ba ¢ rimobda ot 3000 go 5000
JIB.

Un. 126. KoiiTo mycka Ha masapa W/Wiu IycKa B JEWCTBUE CHUCTEMHU W/WIM HaOOpHU WU
MEIUIMHCKY W3/EIHs, TpeHa3sHaYeHn OT MPOHM3BOAMTENS Ja ObJaT CTEPWIM3HPAHU INpeau ynorpeda, B
HapylIeHHE Ha U3UCKBAHMATA HA TO3U 3aKOH M HA aKTOBETE IO NMPHJIAraHeTo My, ce€ Haka3Ba ¢ rioba ot 10
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000 mo 15 000 uB.

Yn. 127. Koiito mycka Ha ma3apa W/WiId B JACWCTBUE MEIUIMHCKO HU3Zenue, U3paboTeHO IO
NOopbyUKa, B HapYyILIEHNE Ha U3UCKBaHUATA Ha TO3M 3aKOH, ce Haka3Ba ¢ riio6a ot 5000 no 10 000 nB.

U 127a. (Hos - 1B, 6p. 67 ot 2020 r.) Koiito Hapymm pasmopendara Ha wi. 30a, an. 3, ce
Haka3Ba ¢ riioba B pazmep ot 2000 mo 6000 mB.

Un. 128. KoliTo u3BBpIIBA THProBHsI Ha €Ip0O ¢ MEAUIMHCKH u3nenus Oe3 HaHeceHa "CE"
MapKHpOBKa, ce€ Haka3Ba ¢ riioba B pazmep 10 000 B.

Ui 129. (1) PpkoBoguTen Ha Je4eOHO WIIM 3/IpaBHO 3aBE/IEHUE, KOWTO JIOMYyCKa M3IMOJI3BAHETO
Ha MeTUIMHCKHU u3nenus 6e3 HaneceHa "CE" mMapkupoBKa, ¢ M3KIIOUYEHUE Ha M3AENUsATa, U3pabOTEHH IO
MOpbYKa, HA M3JENHATA, KOUTO ca MYCHATH B JCHCTBUE MPEAM BIU3aHETO B CHJIA HA TO3M 3aKOH, U HA
u3gennaTa mo 4i. 12, an. 1, ce vakassa ¢ rimo6a ot 2000 mo 10 000 ns.

(2) CpmioTo HakazaHuWe ce Hajara U Ha PHKOBOAUTEN HA JIeYeOHO WM 3ApaBHO 3aBelCHUE,
KOMTO JIOMyCKa U3IMO0JI3BAaHETO Ha U3/AeNusl 0€3 MHCTPYKIMS 32 YIoTpeda Uil ¢ U3TEKbJ CPOK Ha TOJHOCT.

(3) (HoBa - JIB, 6p. 54 ot 2012 r.) PproBoauTeN Ha JeueOHO WM 3APABHO 3aBEJCHHE, KOWTO
KyIlyBa MEIUIIMHCKU HM3JICTHUs OT JIUIa 0e3 pa3pelieHne wik 0e3 Ipyr TOKYMEHT, YI0CTOBEPSBAIIl TPABOTO
3a U3BBPIIBAHE HA THPTOBUS C METUIIMHCKU U3/ETHs, U3/IaZleH OT KOMIIETEHTEH OpraH Ha Jbp)KaBa 4JieHKa
WJIM Ha JIpyra JIbpkaBa - cTpaHa no Crnopa3zymenuero 3a EBporneickoTo MKOHOMHYECKO MPOCTPAHCTBO, HIIH
Ha Kondenepanus [Belinapus, ce Hakaszsa c riaobda 10 000 miB.

Yn. 130. KoifTo u3BbpiIBa THProBHUsl Ha €IpO C MEIUIIMHCKU H3JEIUS C M3TEKBJI CPOK Ha
TOJTHOCT, ce Haka3Ba ¢ rioba B pazmep 10 000 niB.

Y. 131. (U3m. - [IB, 6p. 54 ot 2012 r.) Teproser ¢ MEAUITMHCKHA H3JCNHs, KOUTO HapyIlaBa
M3UCKBaHMATA Ha 4. 82, all. 2, ce HaKa3Ba ¢ UMylIeCTBEHa caHKIus B pazmep 5000 nB.

Yn. 132. (U3m. - 1B, Op. 54 ot 2012 r.) Thprosen; ¢ MEAUIIMHCKU U3/ENUs, KOWTO HapyllaBa
M3UCKBaHMATA Ha WiI. 82, at. 3, 4 win 5, ce Haka3Ba C UMYIIECTBEHA caHKIus B pazmep 1000 nB.

Ui 133. Teprosen Ha €apo ¢ MEAUIIMHCKU U3JENHs, KOWTO HapylllaBa U3UCKBAHUATA HA 4Il. 82,
an. 1, 1. 2, 3 unu 4, ce HaKa3Ba ¢ UMylIeCTBeHa caHKIMA B pazmep S000 nB.

Un. 134. (U3m. - JIB, Op. 54 ot 2012 r.) KoliTo u3BBpIIBa THPrOBUS HA €IpPO C MEIUIIMHCKU
uzzenus, 0e3 1a NpuTexaBa JOKyMEHT, YA0CTOBEPSBAL IPAaBOTO MY Jla U3BbPILBA Ta3H JIEHHOCT, ce HaKa3Ba
¢ umyIecTBeHa cankius B pazmep 10 000 nB.

Un. 134a. (Hos - /IB, 0p. 54 ot 2012 r.) Teproser Ha eApo ¢ MEIUIIUHCKU U3JENUs, KOUTO HE
W3I'BJIHYU 3aIbJKEHUETO MO 4. 78a, ce HaKa3Ba ¢ UMyIllecTBeHa cankuus B pazmep 10 000 nB.

Ui 135. (Hom. - IB, Op. 54 ot 2012 r.) Twprosern Ha eapo, KOUTO HE cra3Ba pa3nopendara Ha
ui. 80, an. 1 unm 3, ce HaKa3Ba ¢ uMyllecTBeHa cankuus B pazmep 3000 ns.
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Y. 136. (M3wm. - JIB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - JIB, 6p. 54 ot 2012 1.)
Tovprosel Ha eapo, KOWTO He cma3Ba pa3nopendara Ha 4. 80a, an. 1, ce HaKa3Ba C UMYIIIECTBEHA CAHKIIHS B
pazmep 1000 8.

Un. 137. Koiito u3BbpIIBa THProBusi Ha APeOHO C METUIIMHCKHU u3jaenus 0e3 HaHeceHa "CE"
MapKHpPOBKA WM C U3TEKBJI CPOK Ha TOJHOCT, C€ Haka3Ba ¢ 1yio0a B pazmep 10 000 nB.

Ui 138. (U3m. - [IB, 6p. 54 ot 2012 r.) KoiiTo n3BbpIIBa THProBUs Ha IPEOHO C MEIUIIMHCKU
W3JIeNusl U3BBH 3/IpaBHU 3aBefeHus mo wi. 21, am. 2, 1. 4 u an. 3 or 3aKoHA 3a 3[PaBETO W/WIHM WU3BBH
obexTuTe mo wi. 83, an. 1, T. 4 - 7, ce HaKa3Ba ¢ ri00a UM uMyIlecTBeHa cankius B pazmep 10 000 nB.

Ui 138a. (Hos - IB, 6p. 54 ot 2012 r.) Teproseir ¢ MEIUIIMHCKHA WU3JIEHsI, KOWUTO HAPYIIaBa
M3UCKBaHMATA Ha 4. 830, ce Haka3Ba ¢ UMyIIECTBEHA caHKIHs B pazmep 1000 miB.

Yn. 139. (U3m. - JIB, 6p. 110 ot 2008 r.) Ko¥ito mycka Ha masapa W/Wid IMycka B JIEHCTBUE
MEJIULMHCKY U3/eHsl Ha Teputopusita Ha PenyOnuka bbarapus, 6e3 1a ce € perucTpupal B ONpeeseHus B
3aKOHa CPOK, Ce Haka3Ba ¢ rio0a B pazmep 5000 Js.

Un. 140. (U3m. - 1B, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) Koiito HapymaBa
pasnopeadbure Ha wi. 27, an. 3, wi. 28, an. 7, ui. 29, an. 2 u wi. 30, ce Haka3Ba ¢ ri106a B pazmep 3000 nB.

Un. 141. (1) Koitto HapymaBa M3MCKBAaHUSTA 32 W3BBPIIBAHE HA KIMHUYHHU WM3MUTBAHUA, aKO
M3BBPIICHOTO HE ChCTaBIsiBAa MPECTHIUIEHUE, ce Haka3Ba ¢ rioba ot 5000 xo 10 000 n1B., a mpu MOBTOPHO
M3BBPILIBAHE HA CHIIOTO HapylieHue - ¢ raobda ot 10 000 xo 20 000 nB.

(2) Ha MenuuuHCKM crienuaiucT, AOMyCHal WIM U3BBbPUIMI HapyLIeHus mo ai. 1, Moxe na ce
HAJIO)KM M HaKa3aHWE JIMIIaBaHE OT MpaBoO Ja yHpaxkHsABa mpodecusra CH 3a CPOK OoT 6 Mecema J0 JABe
TOJIHH.

(3) Hakazanuero o ai. 2 ce Hajlara OT MUHUCTBpa Ha 3J[paBeONa3BaHETO MO MPEJIOKEHHE Ha
U3MBIHUTENHUS aupekTop Ha MAJL

Un. 142. Ha HOTH(QHUIMpaH OpraH, KOHTO HE Cla3Ba M3UCKBaHETO Ha wi. 68, an. 1, ce Hamara
uMyIiecTBeHa cankuus B pazmep ot 2000 1o 5000 nB.

UYn. 143. Ha "HoTuduuupan oprad, KOUTO He cra3Ba uM3uckBaHeTo Ha wi. 70, an. 1, ce Hamara
MMYyLIECTBEHA caHKIMs B pazmep a0 5000 nB.

Y. 143a. (Hos - JIB, 6p. 110 ot 2008 r., u3m. - /IB, 6p. 38 or 2015 r., B cuna ot 26.05.2015 1.)
Ha Hotuduumpan opran, KOHTO He cna3Ba M3MCKBaHETO Ha wi. 76, an. 3 u 4, ce Hajmara UMyIIeCTBEHA
caHkuug B pazmep 10 5000 JB.

Un. 144. Ko#ito mpeur Ha jumata mo 4wi. 86, aj. 2 Ja OCBIIECTBSABAT CIY)XEOHUTE CHU
3aIbJDKCHUS B ChOTBETCTBHE C PA3MOpeIONTE Ha TJlaBa IecTa, ce Hakaspa ¢ rioba ot 6000 qo 10 000 nB.
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U 145. [IpousBoauTes Ha MEAUIIMHCKY U3/CINS, KOMTO HapyIu pasnopeadara va 4. 103, a.
1, ce Haka3Ba ¢ umymectseHa cakuust ot 5000 o 10 000 ns.

Un. 146. IlpousBoauTen Ha METUIIMHCKU U3JEJHs, KOMTO Hapyu pa3nopendara Ha wi. 107, ce
Haka3Ba ¢ uMmyiectseHa cankuus ot 10 000 xo 20 000 n..

Yn. 147. Koitto He cpOOLIM 3a WHIUACHT WM 33 MOTEHLUAJIECH WHIMICHT C MEIULMHCKO
n3genne chrtacHo 4. 104, ce Hakassa ¢ riio6a ot 1000 go 2000 8.

Ui 148. Koiito He u3nmbiiHU 3anoBen no 4i. 113, an. 4 Ha u3nbaHuTenHUs nupextop Ha MAJL,
ce HakasBa ¢ ri1o0a ot 10 000 xo 20 000 xB.

Ui 149. Koiito Hapymm pa3nopea0uTe Ha TO3HM 3aKOH WJIM Ha aKTOBETE MO MPUJIATaHETO MY,
U3BBH ciyyante 1o wi. 119 - 148, ce nakasa ¢ rio6a ot 1000 1o 3000 1B., a mpu MOBTOPHO U3BBPIIBAHE HA
CBILIOTO HapyIieHue - ¢ rioda ot 3000 xo 5000 mnB.

Ui, 150. Koiito He M3II'BJIHK pa3nopexaane, mpeanucanue win ykasanue Ha MAJI, ce Haka3Ba ¢
rio6a ot 1000 mo 3000 xs.

Y. 151. (1) Koraro napymenusita mo 4wi. 119 - 150 ca u3BbpiieHn OT IOPUANYECKH JIMIA WA
€IHOJMYHU THPrOBLHU, C€ HAJIaraT UMYIIECTBEHU CAHKIMU. Pa3MepbT HAa UMyIIIECTBEHATA CAHKIUSI HE MOXKE
Ja 6’BI[€ IIO-HUCBHK OT I[BOI)iHHSI pasMEp Ha NPCABUACHUTC MUHHUMAJIIHU PasSMEPH Ha CHbOTBETHUTC rio0u u He
MOXe Jla ObJie MO-BHCOK OT ABOWHHUSA pa3Mep Ha MPEIBUICHUTE MAKCHUMAallHU pa3MepH Ha ChOTBETHHUTE
rJ100M.

(2) Hanaraneto Ha MMyIlIeCTBEHA CAaHKIIMS HE M3KIIOYBA HAJIAaraHeTO Ha rio0a Ha BUHOBHHTE
JIIBKHOCTHMU JIUIa.

Yn. 152. (U3m. - B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) (1) Hapymenusita mo to3u
3aKOH C€ yCTAaHOBSIBAT C aKTOBE, ChCTABEHH OT HMHCIEKTOPH M EKCIEPTH, OIMpPEIeNICHH ChC 3aroBel Ha
M3I'BIHUTETHUS nupekTop Ha MAJL.

(2) HakazarenHuTe MOCTAaHOBJICHHS C€ M3/1aBaT OT M3MBJIHUTENHUS aupektop Ha UAJI umu ot
OTPaBOMOUIEHH OT HETO JUThKHOCTHU JIUIIA.

Un. 153. ChcTraBgHETO HA aKTOBETS, M3MABAHETO M O0KAJBAHETO M MU3IIBIHEHUETO Ha
HaKa3aTeJIHUTE MOCTAHOBJIEHUS C€ M3BBPIUBAT MO peJa Ha 3aKOHA 32 aJMUHUCTPATUBHUTE HAPYIICHUS U
HaKa3aHus.

JlonbJIHUTETHH pa3nopendu

§ 1. Ilo cMuchna HA TO3W 3aKOH:
1. "AKTUBHO UMIUIAHTUPYEMO MEAMIIMHCKO M3JeNue" € aKTUBHO MEIUIIMHCKO U3/ENIHE, KOETO €
MpeAHa3HaYeHO J1a Ob/Ie YACTUYHO WJIM HM3IJI0 UMIUIAHTUPAHO Ype3 XUPYPruuecka WIh 4pe3 MEIUITUHCKA
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WHTEPBEHILIUS B YOBEHIKOTO TSUIO WM YpEe3 MEAMIIMHCKA MHTEPBEHIIMS B €CTECTBEHUTE OTBEPCTHUS HA
YOBEIIKOTO TSJIO U J1a OCTaHE B TSUJIOTO CJie/l MHTEPBEHIIUATA.

2. "AKTHBHO MEIUIIMHCKO U3Jenue" € MEAUIIMHCKO U3/IeTue, YUeTO (YHKIIMOHUPAHE 3aBUCH OT
M3TOYHUK HA CJICKTpUUYECKa WM JIpPyra €HEeprus, pa3inuHa OT €HEPTrUusTa, reHeprUpaHa B YOBEIIKOTO TSJIO,
WIH OT 3¢MHOTO MPUTETIISHE.

3. "Banugna noxkyMmeHTanus" € JOKyMEHTalMsl, KOSTO M0 ChAbP)KAHUE U IBJIHOTA OTIOBaps Ha
W3HUCKBaHUATA, IPEIBUICHU B OIpeIeieHa Mpoleypa Mo TO3U 3aKOH.

4. "Buocuten" e pu3MUECKO WIHM IOPUANYECKO JIMIE, KOETO € YCTAaHOBEHO Ha TEPUTOpHUSTAa Ha
IbpXKaBa 4YJE€HKAa WM Ha JAbpkaBa OT EBpOneicKoT0 HMKOHOMHYECKO IPOCTPAHCTBO U KOETO BHACA
MEIULIMHCKHU U3JEHs OT TPETH Ibp>KaBU Ha na3zapa Ha EBporneiickus chio3.

5. "Bb370XKuUTeN Ha KIMHUYHO U3MUTBaHE" € MPOU3BOAUTENAT WM HETOBUAT YIbIHOMOIIECH
MPeJICTaBUTEIN, KOMTO OTroBaps 3a 3all0UYBaHETO, YIPABICHUETO W/ (UHAHCUPAHETO HA €IHO KIMHUYHO
M3MUTBAHE.

6. "I'maBeH wu3cnenoBaTen" € JMIETO, MOJ YHETO PHKOBOJCTBO M3CIIEIOBATEICKUIT EKHUIT
MPOBEXKa KIMHUIHOTO U3IUTBAHE.

7. "lobpa KIMHMYHA TMPaKTUKA" € ChBKYNMHOCTTa OT MEXIYHApOJIHO MNpPHU3HATH E€THYHU H
Hay4YHM M3UCKBAHUS 3a KAueCTBO, KOMUTO CE€ CIa3BaT NpPU IJIAHUPAHETO, MPOBEXKJIAHETO, OTYUTAHETO U
JTOKJIa/IBAHETO HA KIIMHUYHU U3TTUTBAHUS.

8. "JIbprkaBa wieHka" € abprkaBa - WieHKa Ha EBponeickus chro3.

9. "MnenTndukanoOHHN JaHHU HA U3JIEINETO" ca:

a) JaHHU 3a MPOU3BOJUTEINS, MOJEN U TUIIOB HOMEP Ha W3JIEIHETO, BKIIOYUTEIHO copTyep U
MIPUHA]JICKHOCTH;

0) mnpeaHa3HAYEHO [EHCTBHUE, OMPENEICHO OT MPOW3BOAUTENS, BKIIOYUTEIHO KIUHUIHU
WHAVKAIUN U KOHTPaWHIUKAIlMU MPH YroTpedaTta M MACHTU(UIIMPAHE HA TPYNUTE MAIUEHTH, 32 KOUTO €
MpeAHa3HAYEHO;

B) OINKCAHUE HA U3JIEJMETO - OMHMCAHHWE Ha MaTepHalid, KOMTO BJIM3aT B KOHTAKT C YOBEIIKH
ThKAaHU WM TEYHOCTH, BKJIFOYBA JIM U3JEIIUETO JICKAPCTBEH MPOAYKT, YOBEIIKH W/WIH )KUBOTUHCKU ThKaHU
WJTU TEXHU MMPOU3BOIHU, WIIM OMOJIOTHYHO aKTUBHU BEIIECTBA;

I') MHCTPYKIMH 32 WHCTAJIMPAHE M HM3MOJ3BAHE HA M3/CTUETO, BKIIOYUTEIHO aKO ca HalWIe
CTCIIMAJTHU YCIIOBHSI 32 CbXPAHCHNE U M3UCKBAHMS 32 padoTa - MpeABaApUTETHA ITOATOTOBKA MPEAH yrnoTpeda
- cTepWJIM3alMs B Cllydad Ha MOBTOpHA ymoTpeba, mpoBepka 3a 0€30MacHOCT, MEPKH, KOUTO TPsiOBa /a ce
npeanpueMar ciell ynorpeoa,

1) IPETIOPHUNUTEITHO 00yUEHHE U OTTUT, HEOOXO0IUM 3a yroTpeda Ha U3IeITHETO;

€) ONMUCaHWe Ha HEOOXOAMMHTE MEIAWIIMHCKH M XUPYPTHYECKH IMPOLETYPH, CHIPOBOXKIAITI
ynotpebara Ha U3/1€ITUETO.

10. "U3penue 3a camoTtecTyBaHe" € WH BUTPO JUArHOCTUYHO MEIUIMHCKO U3JIEIHE,
MpPeIHA3HAYEHO OT MPOW3BOJUTENS Jla Ce IMOJI3Ba OT JuIla 0e3 MEIMIIMHCKA KBaTU(HUKAIUsS B JIOMAIlHA
o0CTaHOBKa.

11. "VHBa3uBHO MEIMIIMHCKO HW3JIETHE 3a MPOIBIDKUTENHA ynoTpeba" e u3lenue, KOoeTo
ISAJ0CTHO WM YAacTHUYHO IPOHMKBA B YOBEIIKOTO TAJO IIpe3 €CTECTBEHHWTE MY OTBOPH WJIHM IIpe3
MOBBPXHOCTTA MY U MPOABIKUTEIHOCTTA HA IPECTOS MY B HOBEIIKOTO Tsj10 € Haj 30 qHu.

12. "WH BUTPO AMArHOCTUYHO MEAMIIMHCKO M3enue" € MEIUIIMHCKO U3/IeNIhe, KOETO € PEaKTHB,
MPOJYKT OT PEaKTUB, KAIUOPAaTOp, KOHTPOJEH MaTepuai, KuT (Habop), MHCTPYMEHT, amapaT, o0opyaBaHe
WM CHUCTEMa, U3MOJI3BAHO CAMOCTOSTENHO WJIM B KOMOWHAIIMS, MPEIHA3HAYEHO OT IMPOU3BOJIUTENS 3a
U3IMOJI3BaHE MH BUTPO MPU HU3CIEABAaHE Ha MPOOM OT YOBELIKOTO TSAJO, BKIIFOUMUTEIHO KPBbB M THKaH,
€IMHCTBEHO WJIM TJIABHO C 11T MTOJTy4aBaHe Ha HHpopMaIus 3a:

a) GU3BHOTOTUYHO WX TTATOJIOTHYHO CHCTOSTHUE, WITH
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0) BpOJ€HU aHOMAJIUU, WU

B) OoIlpe/iesisiHE Ha 0€30MacHOCTTa U ChBMECTUMOCTTA C MOTEHIMATHU PEUUITUEHTH, WIH

') KOHTPOJHMpaHe Ha TeParieBTUYHU ACHCTBHUS.

WH BUTPO TUArHOCTUYHU MEIUIIMHCKU U3/ENINS ca U U3JIETHUsITa 32 CAMOTECTyBaHE, ChJIOBETE 3a
ChXpaHEHHE Ha MPOOHU OT YOBEIIKOTO TSAJIO, C M3KIIIOUEHHE HA U3JeNusTa 3a o0Ia adopaTopHa ynorpeoa,
OCBEH aKO W3JIEJIMETO IO OTHOUICHHWE Ha XapaKTEpUCTHUKUTE My € CHEIUAJHO MpeJHa3HAY€HO OT
MIPOM3BOUTENIS 32 UH BUTPO AUATHOCTUYHH U3CIICIBAHUSI.

13. "Ml BUTpO AMAarHOCTUYHO MEAMIIMHCKO M3JEJIME 3a OLIEHKAa Ha JEMCTBHETO" € MH BUTPO
JUarHOCTUYHO MEAMIIMHCKO H37eiiue, MpeJIHa3HauYeHO OT MPOU3BOAMTENS 3a MPOBEXKIaHE HA €IHO WU
MOBEYE M3CIIEBAHMS 32 OLICHKA Ha JAEHCTBUETO, MPOBEKIAHU B J1a0OpaTOpUs 3a MEAULMHCKHN U3CIIEIBAHHS
WIM B Ipyra MoAXOo/As1Ia cpeia U3BbH MSCTOTO Ha IPOU3BOCTBO.

14. "Undopmupano ceriacue”" € BOJEU3SIBICHUE Ha JICECIIOCOOHO JMIIC WM Ha 3aKOHCH
MPEJICTaBUTENl Ha HEIEECIIOCOOHO JIUIE, C KOSTO € M3Pa3eHO ChIJIACHe 3a YYacTHe B KIMHUYHO M3IHUTBAHE,
clie[l KaTo JIMIETO € MoApoOHO MH(OPMUPAHO 3a CHUIHOCTTA, 3HAYEHHUETO M PUCKOBETE OT M3MUTBAHETO.
Nudopmupanoro chriacue € B nucMeHa GopMa u ChIbpiKa MOANKUC Ha TUIETO U naTta. [Ipu HeBb3MOKHOCT
Ha JIMLIETO J1a U3pa3u ChIVIACUETO CHU B MHCMeHa ¢popMa MHPOPMUPAHOTO ChITIACHE MOXKE J1a ObJe JaaeHO
YCTHO B PUCHCTBUETO HAl-MaNIKO Ha €TUH CBUAETEN.

15. "KanubpaTop 1 KOHTpOJIEH MaTepuai e BEIEeCTBO, MaTepHall MU U3/eIHe, IpeJHa3HAuYeHO
OT TIPOM3BOJUTENSI 3a yCTaHOBSIBAaHE Ha M3MEpPBATEIHH CHOTHOIICHHS WM 3a MPOBEpKa Ha pPabOTHUTE
XapaKTePUCTUKU HAa UH BUTPO TUArHOCTUYHO MEAMIIMHCKO H3/I€JIHE B CHOTBETCTBUE C NPEAHA3HAUYECHUETO
My.

15a. (moBa - IIB, Op. 110 or 2008 r., B cunma ot 21.03.2010 r.) "Knuauunau naHHu" €
uH(popmManusiTa, chOpaHa npu ynorpedara Ha U3AEIUETO OTHOCHO O€30M1aCHOCTTA W/WIN JEUCTBUETO MY.
Knunuunute JaHHU ce OTy4yaBaT OT:

a) pe3yJTaTUTE, INOJY4YeHU IpPH IMPOBEKIAHETO HA KIMHUYHO M3MUTBAHE HA M3IUTBAHOTO
MEIUIMHCKO U3JIeHe, WIH

0) MaHHU OT KIMHUYHO/KIMHUYHU W3MHUTBAHE/M3MUTBAHMS WIM JAHHU OT JAPYTH MPOYYIBAHUS,
myOIMKyBaHU B HayyHaTa JIMUTEpaTypa, BbPXY MOJ00HO MEIUIIMHCKO M3JIENHe, 32 KOETO EKBUBAJIEHTHOCTTA
C U3IUTBAHOTO U3/EIIUE MOXKE J1a CE TOKAXKE, UIH

B) NMyOJWMKYyBaHH W/WJIW HEMyOJUKYBaHW NOKJIAAW OT APYr KIMHUYEH OMUT Ha W3MUTBAHOTO
U3JIeNe UK Ha MOJ00HO METUIIMHCKO U3/eNUe, 32 KOETO EKBUBAJIEHTHOCTTA C U3IUTBAHOTO U3JIEIHE MOXKE
Jia ce JOKaxe.

16. "Koopaunupany uscienoBaTten" € JUIETO, KOETO KOOPAWHHpA H3CIEAOBATEIUTE TpHU
MIPOBEKIAHE HA MHOTOIIEHTPOBO KJIMHUYHO U3ITUTBAHE.

17. "Kopurupamm aelcTBus" Morar ga BKJIIOYBAT: W3TETJSHE Ha W3ACIHUETO, IyCHATO B
JeicTBUE; W3JaBaHEe Ha MHUCMEHA Mpernopbka, B KOSITO CE€ ONUCBAT MEpPKUTE, KOUTO TpsiOBa Ja ce
NpenpueMar; TOMbJIHUTEITHO MPOCIEAIBaHe TN MOTU(PHUKAIHS HAa U3/IEIHETO, ITyCHATO B JICHCTBHE, C LIET
nonoOpsiBaHe Ha XapaKTEPUCTUKUTE U JIEHCTBUETO My; MpPOMsIHA B MPOEKTa, MPOMSIHA Ha OTIEIHU
KOMIIOHEHTH Ha W3JIEJIMETO WM TMPOMSHA B MPOU3BOJCTBEHUS MpoLeC MpU OBACHIOTO MPOU3BOJICTBO Ha
MOI00HU M3JIENHsI; U3MEHEHHE Ha ChIbP’KAaHUETO HA €TUKETa WM Ha MHCTPYKLHUATA 32 yoTpeda 1 IpyrH.

18. "Kputnuen ananus" e:

a) KpaTKO OIKMCaHWE Ha MEIUIMHCKOTO U3JeNue - MpeAHa3HauYeHO JAeWcTBHE, THII,
XapaKTepPUCTHKH;

0) aHanu3 Ha MojOpaHaTa JUTEpaTypa U Ha BCUUKU HATMYHU JAHHU;

B) KpUTHWYEH aHAIM3 Ha HACHTU(UIUpPAHUTE BpEeOu IpU ynorpedara Ha U3JEIHMETO, Ha
CBBP3aHUTE C TAX PUCKOBE U MOJXOAALIN MEPKH 32 O€30MaCHOCT 10 OTHOUICHHE Ha MalUeHTH, MEIUIIUHCKH
MePCOHAN U TPETH JINLIA;
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T') METO/H 32 TIOI00P Ha U3IOJI3BAHUTE JIMTEPATYPHU U3TOYHHIIH, TPUIIOKCHUTE CTATUCTHYECKU
METOJIM 3a aHaJu3, METOJUTE 3a OLICHKA, TUIA U MPOIBDKUTEIIHOCTTa HA MPOYYBAHETO, XETEPOr€HHOCT Ha
BKJIFOUEHATA B MPOYYBAHETO MOMYJIAIINS;

1) KpaiiHa OlleHKa Ha IoJi3aTa OT ynoTrpedara Ha M3JENIMETO CHPSIMO PUCKA, KaTO CE€ OTYMUTAT
MOCTIKEHUATA Ha ChBPEMEHHATA HayKa U MEAMIIMHCKA MPAKTUKA;

€) 3aKJII0YeHHE, B KOETO C€ MT0COYBa Jalli Ca W3ITBJIHEHH LIEJUTE Ha 33/IaHUeTO, UICHTU(UKAIUSL
Ha MPa3HOTH B OLIEHKAaTa Ha ChOTBETCTBUETO HA U3/IEIHETO ChC CHUICCTBEHUTE U3MCKBAHMS MO OTHOIICHHE
Ha O€30MacHOCT W TMpeJHAa3HAYEHO KIMHUYHO JCWCTBUE W, MPU HEOOXOJUMOCT - apryMEHTalus 3a
MIPOBEXKIaHE HA KJIMHUYHU U3MUTBAHUS - L€ U [IJ1aH Ha U3MHUTBAHETO.

19. "JIune, ycTaHOBEHO Ha TEPUTOPHATA HA IbprKaBa WIEHKA UM HA IbpKaBa oT EBpomeiickoTo
WKOHOMHYECKO MPOCTPAHCTBO" € TpaBeH CYOEKT, PErHCTpPHpaH IO TPAXKJTAHCKOTO WIA THPTOBCKOTO
3aKOHOJATEJICTBO Ha IbprKaBa WIEHKA WU Abp)kaBa OT EBpOINEHCKOTO MKOHOMHYECKO MPOCTPAHCTBO WIIH
Ch3/aJICH 10 CUJIaTa Ha HOPMATUBEH aKT, KOWTO MMa CeAaluIlIe U aJpec Ha YIpaBJICHUE B Abp)KaBa WICHKa
WM B IbpKaBa 0T EBpOIeickoTo NKOHOMHYECKO MPOCTPAHCTBO.

20. "JInuHO mpenra3Ho CpeAcTBO" € BCAKO YCTPOMCTBO WIJIM CPEICTBO, IIPEIHA3HAYEHO /1A CE
U3I0JI3Ba OT JIMIIE, 3a Jla ro MpeJa3Ba OT €IHa WU MOBeYe Bb3MOXKHH OIACHOCTH, 3aIUIAIlBaI HETOBOTO
3npaBe u 6e3onacHoCcT. KaTo muuHu mpeana3Hu cpeacTBa ce OMpPeeNaT ChIOo H:

a) CbBKYIHOCT OT yCTPOWCTBA WJIM CPEACTBA, B3aUMHO CBBP3aHU OT MPOU3BOJIUTEINA, C LEJ Ja
MperasBar eHo JIHIIE OT eHa WJIM MHOXKECTBO OMACHOCTH, KOUTO MOTAaT Jia ce MPOsBSIBAT €THOBPEMEHHO;

0) mpennasHo yCTpOWCTBO WIH CPEJICTBO, CBbP3aHO HEJEIMMO WIH JEJIUMO C JIMYHO CPEJICTBO
6e3 3amuTHa (QYHKIUS, U3MOI3BAHO OT JIMIIETO 32 U3BBPILIBAHE HA OMpEeeHa JeHHOCT;

B) 3aMEHS€MH CHCTAaBHM YacTH Ha €IHO JMYHO MPEANa3HO CPEICTBO, KOMTO Ca OCHOBHHU 3a
HETOBOTO TPAaBWIHO (YHKIIMOHMpPAHE M KOUTO C€ M3IOJI3BAT EIWHCTBEHO 3a TOBA JIMYHO TIPEAINA3HO
CPEICTBO.

21. (u3m. - 1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) "Meaunuucko uzaenue" e
MHCTPYMEHT, amapat, ypea, codTyep, MaTepuan WiIH APYro U3Jeiue, U3MOJI3BaH CAaMOCTOSATEIHO WU B
KOMOUWHAIMS, BKIIOYUTEIHO cO(Tyep, MperHa3HaueH OT MPOM3BOIUTENS Aa ObJe M3MOI3BaH CIEUU(UIHO
3a TMarHOCTUYHH W/ TEPAIICBTHYHU IEJIM ¥ HEOOXOMM 3a MpaBWIIHATA MYy yIOTpeOa, KOHTO He IMOCTHTra
OCHOBHOTO CH JEHCTBHE MO MpeJHA3HAYCHHE BHB WJIH BBPXY YOBEIIKOTO TsUIO MO (apMaKOJIOTHUYEH,
MMYHOJIOTHYEH WJIM MEeTaOOJIUTEH MbT, HO MOXE Jla Ce IMOANoMara mpu CBOETO JEHCTBUE OT CPEJICTBA C
TakbB e(DeKT, U KONTO € MmpeHa3HaueH OT MPOU3BOIUTENA J]a c€ MpHiIara rmpH xopa c mel:

a) TMarHOCTHUKA, MPOPIIAKTHKA, HAOIIOICHNE, JICUCHHE WITH O0JIeKuaBaHe Ha 3a00sIBaHS;

0) AMarHocTukKa, HaOIIOJEHWE, JCUYCHHE, OOJIeKYaBaHE WM KOMIICHCHpPAaHE Ha TpPaBMHU WU
WHBaJHIHOCT;

B) M3CJIC/IBaHE, 3aMsHA WIIM KOPEKIIUSI Ha aHATOMHYHA YacT WM (PU3HOJIOTHYEH TIPOIIEC;

') KOHTPOJ BBPXY Ipolieca Ha 3a0peMeHsIBaHe.

22. (mm. - B, 6p. 110 or 2008 r., B cuma ot 21.03.2010 r.) "MenunuHCcKO H3aenHe 3a
KJIMHUYHO U3MUTBaHe" € MEIUIMHCKOTO U3JENHe MO Wi. 2, at. 1, T. 2 u 3, npeJHa3Hau€Ho /1a C€ U3MO0J3Ba OT
MEIUIMHCKN CHEIUAIUCT WIH OT JIPYr CHEIUAIUCT, KOUTO MPUTEKABAT MOAXOMASIIA 3a IeJIUTE Ha
U3NUTBAHETO KBaJU(UKaLUs, NPHU MPOBEXKJIAHE HA KIMHUYHU H3MUTBAHUA B JIeYeOHO 3aBEJIEHUE 3a
MIOCTUTAaHE Ha LIeNTa 1o 4ui. 32.

23. (m3m. - JIB, Op. 110 ot 2008 r.) "MeaumnuHcko u3aenne, U3paboOTEHO MO TMOpbhUKa'" €
MEIHUIMHCKO H3AeNue Mo wi. 2, an. 1, T. 2 unu 3, mpou3BeJeHO MO MUCMEHO 3aJaHhe Ha KBanupuIupaH
MEIUIMHCKH CIEHUANINCT WIM Ha JIMIE ¢ MOIXOAsma NpodecroHadHa KBamu(UKalus, C KOETO ce
OTIpeAEIAT crieun(UIHUTE MPOSKTHU XapaKTEPUCTUKU Ha U3ENIMETO U MpeHa3HauYeHUEeTO My 3a ynorpeda
OT KOHKPETEH IMallMeHT, U 32 KOETO TOW HOCH OTTOBOPHOCT.

CepuifHO TIPOW3BEACHUTE W3JCNIHs, aJanTHpPaHd C IeJ Ja OTrOBOPAT Ha CHeHUPUIHU
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M3HUCKBAHUS HA MEIUITMHCKY CIICIUAINCT UM Ha JpYT 00ydeH MOTpeOHUTeN, He ca U3JIeus, u3paboTeHH 110
MOpBYKa.

24. "MHOrOLIEHTPOBO KIMHUYHO M3MUTBAaHE" € KIMHUYHO U3MUTBAHE, KOETO CE€ MPOBEXAa IO
€IVH IUJIaH, HO B TOBEYE OT €IMH H3CJICIOBATEICKU IEHTHP/JIEYEOHO 3aBE/IEHHE M OT IMOBEYE OT €IuH
uscnenoBaren. M3cnemoBarenckuTe LIEHTPOBE MOrar JAa ObJaT pas3MoJOKEHU Ha TEPUTOpHUSTAa Ha €/IHa
JbprKaBa YJI€HKa, B IOBEYE OT €/IHA JbPKABA WICHKA WM B IbPKABU WICHKHU U B TPETH IbPKABH.

25. "HaOmrogaBai" e juie, Ha3HAYEHO OT BB3JIOKUTENA, KOSTO HAOI0JaBa Jajlk KIMHUYHOTO
M3NUTBAaHE HA BCEKU €Tall C€ MPOBEXK[A, 3allliCBa U JIOKJIAJBa B CbOTBETCTBHE C IUIAHA, ChC CTAaHAAPTHUTE
orepaTHBHHU Npolenypu, ¢ JJoOpara KIMHUYHA IPAKTHKA U C MPHIOKUMHUTE KOHTPOJIHU N3UCKBAHUSL.

26. "He3zaBucumMo OT BB3JIOXKUTENs Juie" € (U3NYECKO JHIe, KOeTO € 3alo3HaTo C
XapaKTEPUCTUKUTE U JCUCTBHETO HA MEIUIIMHCKOTO H3JIeNue, OOCKT Ha KIMHUYHOTO HU3MHUTBAHE, U C
METOJIOJIOTUATA Ha MPOBEXKIaHE HA KIMHUYHO U3MUTBAaHE U € ((UHAHCOBO HE3aBUCHMO OT BB3JIOKUTEIS.

27. "l[lnan Ha KIMHUYHOTO U3NHUTBaHE" € JOKYMEHT, OIKCBAIl IeJNuTe, Au3aiiHa,
METOJIOJIOTUATA, CTATUCTUYECKUTE METO/IM ¥ OPTaHU3alUATa Ha €IHO KIMHUYHO U3MHUTBAHE.

28. "lIlpennasnayenue" e ymoTpedara, 3a KOATO € MpeJHa3HAUYECHO MEAUIUHCKOTO H3JIeNne
CBIJIACHO MPEAOCTABCHUTE OT IPOU3BOAMUTENS TaHHH BHPXY €TUKETa, B HHCTPYKIMITA 33 YIIOTpeOa u/uim B
pEKJIaMHH MaTepHau.

29. "llpunamnexxHoct" € u3AeNue, KOETO HE € MEIULMHCKO HW3JeNiue, HO € CIICIHAIHO
MpeHa3HaYeHO OT MPOM3BOAMUTENS MY 3a H3I0JI3BaHE 3a€HO C MEAUIIMHCKO U3JIeHe, C 11eJd MEIULIUHCKOTO
W3JIeNIue Ja ce U3I0JI3Ba MO OMPEACIICHOTO OT MPOU3BOAUTEII My IIpeIHA3HAUCHHE.

29a. (noBa - JIB, 6p. 39 or 2011 r., B cuia ot 01.01.2012 r.) "llpogakHa 1ieHa" e 1meHara 3a
Opoiika WM 3a OMpeAeNieHO KOJWYECTBO, BKJIIOYBAIA JaHBK BBPXY J00OaBeHaTa CTOWHOCT M BCHUYKH
JOTBJIHATEITHU JAHBIM U TAKCH, Ha KOSITO METUIIMHCKOTO U3JIETUE CE TMpejiara Ha moTpeouTersi.

30. "ITpousBoguten" € BcAko (pU3MUECKO WK IOPUAUYECKO JTUIIE, KOETO:

a) OTroBaps 3a NPOEKTHUPAHETO, NPOU3BOJICTBOTO, OIAKOBAHETO U ETUKETHPAHETO Ha
MEIMIMHCKO H3JeNue, Ipeau Ja I'o MyCHe Ha ma3apa OT HEroBO MME WJIM C HEroBa THPrOBCKa Mapka,
HE3aBUCUMO Jalld TE3U ONEpPALMH CE€ M3BBPIIBAT OT CAMOTO JIMIIE, WM CE€ U3BBHPIIBAT 3a HErO OT TPETO
TUTIE;

6) (u3m. - [IB, 6p. 110 ot 2008 r.) KOMILJIEKTYyBa, OlAakoBa, 00pabOTBa, HAMIBJIHO MpepadboTBa
W/WIM €THUKETHPA €IHO WJIM TIOBEYE TOTOBU MEJIHUIIMHCKH H3/ICIUS U/WIH € OTTOBOPHO Jla ONPEICTH TIXHOTO
MpeHa3HaYeHHe ¢ 1e MyCKaHe Ha Ma3apa 3a MbPBU BT OT HETOBO UME.

®u3NUeCcK! WM IOPUIUYECKU JIMIA, KOUTO KOMIUIEKTYBAT WIM aJalTHpaT IMyCHATH HA ma3apa
MEIUIMHCKN H3JeTUsl 32 KOHKPETEH MAallMeHT B ChOTBETCTBHE C TIXHOTO NpeJHa3HAYeHHe, He ca
MIPOU3BOUTENH 110 CMUCHJA HA TO3H 3aKOH.

31. "Ilyckane B nelicTBue" € eTambT, MPU KOWTO TOTOBO 3a ymoTpeda Mo MpelHa3HaueHHe
MEIUILMHCKO M3JEJINE Ce MPEeIOoCTaBs 3a MIbPBU MBT B JbpiKaBa WICHKA WU B AbpkKaBa oT EBpomeiickoTo
MKOHOMHYECKO MPOCTPAHCTBO HA KpakHus notpeduren. [lyckane B nelicTBHE Ha aKTUBHO MMILIAHTUPYEMO
MEIUIMHCKO U3JIENHE € IPEIOCTaBSIHETO My Ha KBaTU(UIIMPaH MEAUIIMHCKH CIIEHUATHNCT 32 UMIUTAHTUPAHE.

32. "llyckane Ha ma3zapa" € MBPBOTO MPEJOCTaBSIHE 3a Pa3MpOCTpaHEHHE W/WiH ymorpeba Ha
TeputopuaTra Ha EBponelckus Cbio3 M Ha TepuTOopusTa Ha EBpOINECKOTO MKOHOMHYECKO MPOCTPAHCTBO
Cpelly 3alialiaHe Wik Oe3MJIaTHO Ha HOBO WJIM HAITBbJIHO OOHOBEHO MEIUIIMHCKO M3/ETHE, C U3KIIIOUEHUE
Ha MEJUIIMHCKO M3ENINE 3a KIMHUYHO M3MUTBAHE M HA WH BUTPO JUATHOCTUYHO MEAUIIMHCKO H3JIETHe 3a
OLICHKA Ha JeMCTBHUETO.

33. "Cepuo3Ho yBpexaaHe Ha 37paBeTo" e:

1. ’KMBOTO3aCTpallIaBaIIO ChbCTOSHUE WK 3200 sIBaHe, UM HApaHSBaHE;

2. TpaifHO yBpeX/IaHe Ha )KM3HEeHA (DYHKIMS WIM HA YOBEIIKM OPTaH WK HA ThKaH;

3. CBbCTOsSIHHME, KOETO Hajlara MEIWIIMHCKA IIOMOIN WJIM XHPyprudecka Hameca, 3a Ja ce
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NPEJOTBPATAT YBPEKIAHUATA 110 T. 2.

34. "CpaoBe 3a ChXpaHEHHWE Ha MPOOM OT YOBEIIKOTO TSAJIO0" ca WMH BUTPO NUATHOCTHUYHH
MEIULMHCKN M3/IeHs, HEe3aBUCHUMO Jald ca BaKyyMEeH THUI WM HE, CIEHUAHO IpeJHa3HaueHH OT
MIPOM3BOIUTENS 32 ITBPBOHAYAIHO CHOMpaHE M ChXpaHEHHE Ha MPOOM OT YOBEIIKOTO TSUIO 32 MH BUTPO
JIMArHOCTUYHU U3CJIEIBAHUS.

35. "CepluecTBeHa MpoMsiHa B IUIaHA Ha KIMHUYHOTO M3MUTBaHE" € BCsKa IPOMsHA B IJIaHa
u/vunu B uHGopmanusTa B ChIIbTCTBALATA JOKYMEHTAIUS, KOSITO TIOBJIMSBA:

a) 6e30macHOCTTa WK (U3NYECKaTa M MCUXUYEeCKaTa HETPUKOCHOBEHOCT Ha YUYACTHUIIUTE,

0) HayyHaTa CTOMHOCT Ha U3MUTBAHETO;

B) MPOBEXIAHETO WJIM OpraHU3alMATa Ha U3IUTBAHETO.

35a. (noBa - /1B, Op. 38 oT 2015 r., B cuna ot 26.05.2015 r.) "Tpera appkaBa" e Bcsika AbprKaBa,
KOSITO He € wieH Ha EBporelickus cbi03 WM HE € JbpkaBa - cTpaHa o Crnopasymenueto 3a EBporneiickoTo
WKOHOMHYECKO mpocTpaHcTBo, win Kondenepanus LlBeiimapust.

36. (usam. - JIB, 6p. 54 ot 2012 r.) "TwmproBus Ha apeOHO" ca BCHYKH JEHHOCTH TIO
npuao0MBaHe, ChbXpaHsIBaHE U MPoJaxk0a Ha METUIIMHCKH U3/IeNTUsl Ha HACEJICHUETO.

37. (m3m. - ]IB, Op. 54 ot 2012 r.) "TbproBus Ha eapo" ca BCUYKU JIEHHOCTHU MO MPUA0OUBAHE,
CbXpaHsBaHe, CHaO s BaHe, BHOC MM M3HOC Ha MEAMLIMHCKHU M3/AETHs ¢ LeN MpoAaxoda, ¢ U3KII0UEeHHe Ha
CIly4auTe Ha MPEIOCTaBIHE Ha MEIUIIMHCKH U3/IENNs TUPEKTHO Ha HACEJICHUETO.

38. (m3m. - JIB, Op. 110 or 2008 r.) "VmobaHoMorieH mnpeacTaBuTen" € (U3HUECKO WIH
IOPUIMYECKO JIMIIE, YCTAHOBEHO HAa TEPUTOPHUATA HA Jbp)KaBa WIEHKA WM JbpkKaBa OT EBporeickoTo
MKOHOMMYECKO MPOCTPAHCTBO, U3PUYHO YIIBIIHOMOIIEHO OT MPOU3BOAUTENS 1a IEHCTBA OT HEFOBO UME U 32
HEroBa CMeTKa Ipe]l peryJaTOpHUTE OpraHd Ha Jbp)KaBUTE WIEHKH WM PEryJaTOPHUTE OpraHu Ha
obpkaBuTe OT EBpOMEHCKOTO HMKOHOMHYECKO IPOCTPAHCTBO MpPH H3ITBIHCHHWE HAa 3aIb/DKEHUS Ha
MIPOU3BOUTENS IO TO3U 3aKOH.

§ 2. (U3m. - IB, 6p. 110 or 2008 r., B cuma ot 21.03.2010 r.) To3m 3akoH BBBEKIA
pasmopenoure Ha JlupexktuBa 90/385/EMO ma CwBera ot 20 roym 1990 1. oTHOCHO cOiMkaBaHe Ha
3aKOHO/ATEJICTBOTO HA IbPKABUTE WICHKH, CBBP3aHO C aKTUBHUTE UMIUIAHTUPYEMH MEIUIIMHCKU U3JIEIHS,
nociaenHo uzMeHena ¢ Jupexkrusa 2007/47/EO na EBponeiickus napiameHT u Ha CbBeTa OT 5 cenTeMBpH
2007 r. 3a uamenenue Ha JlupexktuBa 90/385/EMO na CbBeTa OTHOCHO cOMKaBaHE HA 3aKOHOATEIICTBOTO
Ha JBPKAaBUTE WIECHKU, CBBP3aHO C AaKTHBHUTE WMIUIAHTUPYEMH MEAWIIMHCKH W3Jenus, Ha JlupexTuBa
93/42/EVO na ChBeTa OTHOCHO MeAUITMHCKHATE mM3aenus U Ha J(upektuBa 98/8/EO oTHOCHO myckaHEeTO Ha
na3apa Ha Ououuam (OB, L 247/21 ot 21 centemBpu 2007 r.), Ha upextuna 93/42/EVO na CbBeta ot 14
oHd 1993 T. OTHOCHO MEIUIIMHCKUTE W3aenus, mocieqHo u3MeHeHa ¢ upekrtuBa 2007/47/EO Ha
EBponeiickus mapnamenT u Ha CbBera, u Ha [upektuBa 98/79/EO Ha EBpomeiickus mapjiaMeHT ¥ Ha
CwBera or 27 okToMBpu 1998 T. OTHOCHO AMATHOCTUYHUTE METUIIMHCKU H3JCNUs in Vitro, MOCIEIHO
m3meneHa ¢ Permament (EO) Ne 1882/2003 na Epomneiickus napiamednT u Ha ChBera oT 29 cenreMBpu
2003 r. 3a amantupane kpM Permenne 1999/468/EO nHa ChBeTa Ha pasmnopeaduTe OTHOCHO KOMHUTETHTE,
KouTo mojnomaraT KoMmucusara nmpu ynpaKHSBaHETO HA M3MBIHUTEIHATE M TIPABOMOIIHUS, OMPEICICHH B
aKTOBETE, KOUTO MOAJIEKAT Ha Mpolleaypara, mocoueHa B ui. 251 ot JloroBopa 3a EBpomneiickaTta 001IHOCT.

§ 3. (1) HaumenoBaHusTa U pPEruCTPAIMOHHUTE HOMEpAa HAa XapPMOHU3HUPAHUTE EBPOIEUCKU
CTaHJIapTH U Ha MOHOTrpaduure Ha EBponelickata ¢apmakories 3a MEIUIIUHCKUATE U3JICIHS Ce ITyOJIUKyBaT B
"Odunuanen BecTHUK" Ha EBporeickus chbio3.

(2) XapMOHHM3UpPAHUTE EBPOIEHCKN CTAHIAPTH C€ BHBEKAAT UACHTUYHO Ype3 MyOJUKyBaHE HA
TEKCTa Ha CTaHJapTa B MPEBOJ] Ha OBJIrapcKu €3UK WM Ype3 MOTBbPKIaBaHe 3a MpHlaraHe Kato ObJarapcku
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CTaHJapT 110 pea Ha 3aKOHA 33 HallMOHAJIHATa CTaHAApTU3aLUs.

(3) HaumeHoBaHMsATa U PErHCTPALlMOHHUTE HOMEpa Ha OBITapCKUTE CTAHAAPTH, BBBEXKIALIU
XapMOHU3UPAHUTE E€BPONEHCKH CTaHIapTH, ce MyOsuKyBaT B oduiuanHus OroseTHH Ha JIbpikaBHaTa
areHuus 3a METPOJIOTHS M TEXHUYECKH HAJ30p, KaTo IpU IMyOJUKYBAHETO 3aJIbJDKUTEIIHO CE I0COYBa
Bpb3KaTa ChC ChOTBETHATa Hapea6a mo ui. 18.

§ 4. (1) C oOmuTe TEXHUYECKU CIEHUPHUKAIMU CE OINPEeNAT HM3UCKBAHUS 3a OLIEHKA U
MIpeolleHKa Ha JEHCTBUETO, IyCKaHETO Ha Ia3apa W/WIN MyCKAaHETO B JIEWCTBUE HA MapTUIH, pedepeHTHH
METOAM U peepEeHTHH MaTepHaly 3a UH BUTPO JUATHOCTUYHU MEJULIMHCKU U3AEIHSL.

(2) OOmmre TexHWYecKHu crermudukanmuu ce nyonaukysar B "OdwunmaneH BecTHUK" Ha
EBporneiickust cb1o3.

§ 4a. (Hom - IB, 6p. 38 ot 2015 1., B crua ot 26.05.2015 r.) U30bIHUTETHUAT TUPEKTOP HA
HNAJI moxe na Bb3j1ara CBOM MPAaBOMOUIUS MO TO3U 3aKOH HAa 3aMECTHUK-U3ITBIHUTEIHUS JUPEKTOpP HA
NAIJL

§ 46. (Hos - IB, 6p. 84 ot 2018 r., B cmia ot 12.10.2018 r.) (1) IbpkaBHUTE OpPTaHU 1O TO3U
3aKOH OCHIypsIBaT BB3MOXKHOCT 3a IPEAOCTaBsHE Ha HHGpOpMalMs U 3a NPUEMaHEe Ha 3asBICHUS U
JOKYMEHTH I10 TO3H 3aKOH IO €JIEKTPOHEH IbT MpH ycioBuATa u 1o pena Ha Permament (EC) Ne 910/2014
Ha EBponelickust napaameHT U Ha CobBeta oT 23 101 2014 r. OTHOCHO €JIEKTpPOHHATa MJEHTU(UKALUSI U
YIOCTOBEPUTEIIHUTE YCIYTU IIPU €JIEKTPOHHU TPAHCAKIIMM HA BHTPEIIHNUSA [1a3ap U 32 OTMsAHA Ha J[upekTuBa
1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 1.) 1 Ha 3aKoHa 3a €JIEKTPOHHUS JOKYMEHT U €JICKTPOHHUTE
YIOCTOBEPUTENIHHU YCIIYTH U 3aKOHA 32 €JIEKTPOHHOTO YIIPABICHHUE.

(2) TpenmocraBsHeTo Ha wuHGOpPMAIUS M TPUEMAHETO HA 3asBICHUS H JOKYMEHTH IIO
CJIEKTPOHEH BT C€ M3BBPIIBAT CJIEJ, OCUTYpPSBAaHE HA CHOTBETHUTE TEXHHYECKM U OpraHU3allMOHHU
yCIJIOBUSI, KAKTO U HA CbOTBETHUTE NPOTPAMHHM ITPOTYKTH.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu

§ 5. (1) TeproBuuTe, MOMYyUUIIN pa3pellieHre 3a ThPTOBUS Ha €IpO C JIEKapCTBa - MEAUIIUHCKH
u3nenus, uzgaaeHo cien 29 nexemBpu 2002 1. 0 pea Ha OTMEHEHHS 3aKOH 3a JieKapcTBaTa U alnTEKUTE B
XxyMaHHaTa MeaunuHa (o6H., B, Op. 36 or 1995 r.; 6p. 61 or 1996 r. - Pemenne Ne 10 Ha
Koncturynmonnus cbx ot 1996 r.; uzm., op. 38 ot 1998 r., 6p. 30 ot 1999 r., 6p. 10 oT 2000 r., 6p. 37 ot
2000 r. - Pemmenne Ne 3 na Koncruryrmumonsaus ¢ba ot 2000 r.; u3Mm., 6p. 59 ot 2000 r., 6p. 78 ot 2000 T. -
Pemenne Ne 7 va Koncrutyuuonuus cpa ot 2000 1.5 u3m., 6p. 41 ot 2001 1., 6p. 107 u 120 ot 2002 1.;
monp., op. 2 ot 2003 r.; u3m., 6p. 56, 71 u 112 ot 2003 r., 6p. 70 m 111 ot 2004 1., 6p. 37, 76, 85, 87,99 n
105 ot 2005 1., 6p. 30, 31, 34, 75 u 105 ot 2006 r.; ot™m., IB, 6p. 31 ot 2007 r.), mogaBaT B CPOK IO TpU
Mecera OT BIM3aHETO B CHJIa HAa 3aKOHA 3asBIICHUE MO0 o0pasell 3a CiIykeOHO BIMCBAHE B PETUCTHPA IO UII.
81, KbM KOETO mpmjiarat JOKyMeHTHUTe 1o wi. 78, an. 1, T. 1 u 2, an. 2, T. 3 u 4, u Aekapanus, 4e He €
HAJIMIIE TPOMSIHA B a/Ipeca Ha IMOMEIICHUATA 32 ChXPAHCHHUE U ThPTOBUSI.

(2) B cpok g0 30 M OT Mo1aBaHe HA JOKYMEHTAIUATA 110 ajl. | M3IMBIHUTETHUAT TUPEKTOP HA
NAJI u3naBa pa3pelieHue 3a TbproBus Ha €Ipo ¢ MEAUIIMHCKH U3/ICTIHS.

(3) C uzmaBaHe Ha pa3pelIEHUETO MO ajl. 2 ce MPeKpaTsBa U3aJeHOTO MO peJa Ha OTMEHECHHS
3aKoH 3a IeKapcTBaTa U aNTeKUTe B XyMaHHATa MEIUIIMHA pa3pelIeHHe 3a ThProBUs Ha eapo.

§ 6. TeproBumre, moay4yusau OE3CPOUHO pa3pellieHHe 3a THPrOBUS Ha €IpO C JIeKapCcTBa,
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uznaaexo ciuen 29 nexkemspu 2002 r. no pea Ha OTMEHEHHS 3aKOH 3a JIEKapCTBaTa U allTEeKUTE B XyMaHHATa
MeJIUIMHA, KOUTO ThPryBaT U C MEAMIUHCKN U3/EJHS, TI01aBaT 3asBICHNE U JOKYMEHTALUS 3a pa3pelieHue
3a THPTrOBUS Ha €/Ip0 C MEJUIIMHCKU U3ETH 10 pesia Ha TO3H 3aKoH B cpok 110 31 nekemBpu 2007 1.

§ 7. TwproBuute, momyuymwnu OE3CPOYHO pa3pelleHHe 3a THProOBUS Ha €IpO C JICKapCTBa,
maageHo npeau 29 pexemBpu 2002 r. mo pena Ha OTMEHEHHMsS 3aKOH 3a JIEKapCTBAaTa M AlTEKUTE B
XyMaHHaTa MEIULMHA, KOUTO ThPryBaT C MEAUIMHCKHU W3JENUs, MOJaBaT 3aiBJICHUE W JIOKYMEHTAlLUs 3a
paspelnieHue 3a ThProBusl Ha €Ip0 ¢ MEAMIIMHCKU U3JIETUs TI0 pe/ia Ha TO3H 3aKOH B CpOK 10 31 nexkeMBpH
2007 r.

§ 8. 3agBneHUs 3a HU3J1aBAHC Ha PA3pPCIICHHA 3a ThProBusa Ha €ApO C MCOAULMHCKU HU3IACIINA,
nmogaJaCHu N0 BJIM3AaHCTO B CUJIAa HA TO3U 3aKOH, CC Pa3rjIiCKAAaT U NPHUKIIIOYBAT IIPU YCJIOBUATA U 110 pCla,
MNpeaABUACHU B HET'O.

§ 9. (1) Uznanenute no peaa Ha OTMEHEHHUs 3aKOH 3a JIeKapcTBaTa M aNTeKUTE B XyMaHHATa
MEJUIIMHA pa3pelieHus 3a ynorpedba Ha MEAUIIMHCKY U3ENIHsI CE IPEKpaTsIBaT OT JAaTaTa Ha BIM3aHE B CHJIA
Ha 3aKOHa.

(2) [IpouzBogurenure no 4wi. 29, an. 1 1 2 Ha MEIULMHCKHU U3JIEIUs, HA KOUTO € MPEKPaTEeHO
paspenieHueTo mo peaa Ha aji. 1, moxaBar yBeAOMIICHHE O 00pa3ell 10 U3MBJIHATEHUS aupekTop Ha MAJI
B CPOK JO TPH MECENa OT BJIM3aHETO B CUJIA HA 3aKOHA.

§ 10. HanmmyHuTe KOJIMYECTBA MEIUIIMHCKH M3/ENUs, KOUTO HAMAT OLEHEHO ChOTBETCTBHE ChC
ChILIECTBEHUTE U3KUCKBaHMs no pena Ha gupektuBu 90/385/EWO, 93/42/EO u 98/79/EO B ckiajoBe 3a
THPTOBHS HAa €/pO, aNTeKH, APOTEPUH, ONTUKU M JPYTH THPrOBCKM OOEKTH, MOraT Ja ce MpojaBaT 0o
U34EpIIBAaHETO UM, HO HE O-KBbCHO OT €JHA TO/IMHA OT BJIM3AHETO B CUJIA HA 3aKOHA.

§ 11. MeaumuHCKY U3IETHUS Ce Ch3AaBaT, ChXpaHIBAT U OOHOBSBAT KaTO JBP)KaBHH PE3EPBU U
BOCHHOBPEMEHHM 3amacd NpU YCIOBUATA W MO peaa Ha 3akoHAa 3a JIbpPKABHUTE pe3epBU U
BOCHHOBPEMEHHUTE 3aIlaCy U HAa aKTOBETE 10 HETOBOTO IIpUJIaraHe.

§ 12. MUHUCTEPCKUST ChBET U3BBPLIBA IPOMEHU B YCTpOCTBEHUTE NpaBuiHUIM Ha TAJI 1 Ha
JIbp)kaBHaTa areHuuss 3a METPOJIOTMYEH M TEXHUYECKHM Haa30p B TPUMECEYEH CPOK OT JIeHS Ha
0o0Hapo/IBaHETO HA 3aKOHA B "JIbpKaBeH BECTHHK'.

§ 13. IToa3akoHOBUTE aKTOBE IO MPHJIATAaHETO HA 3aKOHA CE M3/aBaT B 6-MECEUEH CPOK OT JICHS
Ha 0OHapoaBaHETO MYy B "JIbpKaBeH BECTHUK'.

§ 14. B 3akoHa 3a nHTerpamnus Ha xopara ¢ yBpexaanus (06H., /IB, op. 81 ot 2004 r.; uzm., Op.
28, 88, 94, 103 u 105 ot 2005 r., 6p. 18, 30, 33, 37, 63, 95, 97 u 108 ot 2006 1., 6p. 31 ot 2007 1.) ce
MPaBSAT CIEAHUTE U3MEHEHUS U TOIbJIHEHUS:

1. Bun. 8 1.1 ce uamens taka:

"1. peructpupa JuIa, KOUTO OCHIIECTBIBAT JIEHHOCTH IO MPEAOCTaBSIHE HA TIOMOIIHH CPEJICTBA,
MPUCTIOCOOJICHHS M ChOPBKEHUS 32 XOpaTa ¢ YBPEXKAaHUs U MEIULIMHCKU U3ENHsl, TOCOYCHH B CIIUCHIUTE
o 4j. 35a, ann. 1, 1 KOHTpoOJIMpa CIIA3BaHETO HA YTBHPACHUTE KPUTEPUH 3a MPETOCTABIHETO UM;'".
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2. Bun 15, an. 2 T. 8 ce u3MeHs Taka:

"8. Ha3HaAYaBaHe HAa MEJIULIMHCKH U3/, IOMOIIHU CPEJICTBA U ChOPHKEHUS."

3. Unen 35 ce u3mMeHs Taka:

"Un. 35. (1) 3a mpemocTaBsHEe Ha TOMOIIHH CPEICTBA, MPHUCIOCOOJIEHUS U CHOPBKEHUSA U
MEIUIMHCKU u3enus mo wi. 44, an. 3 AreHIusTa 3a XopaTra C yBpPEeKIaHUS BOJU PETHCTBHpP Ha NUIATa,
OCBIIECTBIBALIHN TE€3U AEHHOCTH.

(2) HeitHocTHTE MO MpenOCTaBsHE HAa MOMOIIHH CPEACTBA, MPUCIOCOOIECHUS U ChOPHKEHUS U
MEIWIMHCKN W3JIeTUS C€ U3BBPIIBAT OT JIMIA, PETUCTPUPAHH KATO TBHPrOBIU [0 HAIMOHAIHOTO
3aKOHOJATEJICTBO Ha JAbPrKaBa WICHKA UM IbpkaBa oT EBponelickoTo HKOHOMHYECKO POCTPAHCTBO.

(3) 3a BmcBaHe B perucThpa Mo ai. | Jauiara moaaBar 3asiBICHUE O U3MBIHUTEIHUS TUPEKTOP
Ha AreHIusATa 3a XopaTa C YBpPEXKIaHUs, KaTo MpujaraT ¥ HEOOXOJUMHUTE JOKYMEHTH, OINpEIeNieHH B
Hapexabara 1o ai. 5.

(4) B cpok mo enuH Mecell OT JgaTaTa Ha MOJIaBaHe Ha 3asBJICHUETO MO all. 3 U3IIBIHUTEIHUSIT
TUPEKTOp Ha ATEHIIUATA 33 XOpaTa ¢ YBPeXJAaHUs U3/laBa yIOCTOBEPEHU Ha JIMIIaTa, BIUCAHU B PETHCTHPA.

(5) MuHHCTBPBT Ha TpyJda M COLMATHATA IMOJMTHKA W3/aBa Hapeada 3a M3UCKBAHUATA 3a
OCBIIECTBSIBAHE HA JEHHOCTHUTE IO MPEJOCTABSHE HA MMOMOIIHHA CPEICTBA, MIPUCTIOCOOICHUS U CHOPBKEHUS
3a XopaTa ¢ yBpeKIaHUs U MEAUIIMHCKH U3/IETHs, TOCOYEHH B CIIUCHIUTE 1Mo 1. 35a, an. 1."

4. Cp3pnaBa ce wi. 35a:

"Un. 35a. (1) MUHHCTBPBT Ha TPyJa M COIlMaHaTa IMOJUTHKA CHIJIACYyBaHO ¢ MUHHUCTHpPA Ha
3/IpaBEOIa3BaHETO YTBBPKAABa €KETOAHO CIIUCHIHU Ha:

1. MOMOIIHHUTE CPeNICTBA, MPUCITIOCOOJICHHUS U ChOPBKEHHS 32 XOpaTa C YBPEKIaHUS;

2. MEUIMHCKUTE U3/IeTIHS, IPEHA3HAUCHH 3a XOpaTa C YBPEKIaHUS.

(2) B caywail Ha cbMHEHHE JaIM €IUH NPOAYKT € MEAUIMHCKO H3JENINe€ WU IOMOIIHO
CPEICTBO, MPUCIOCOOIECHUE WIM CHOPBKEHHE 3a XOpa C YBPEKIAHHs, MEXIYyBEIOMCTBEHa EKCIEpTHA
KOMHCHSI, Ch3/IaJiIeHa ChC 3alloBe]l HA MUHUCTHpPA HA TPyJa U COLMAJIHATA MOJUTHKA MU HA MUHHCTHpA Ha
3/IpaBeoIa3BaHEeTO, 1aBa OKOHYATEIIHO CTAHOBUIIIE.

(3) YcnoBusita M penbT 3a paboTa Ha KOMHCHATA MO al. 2 c€ ONpeNeNiT B MPaBUIHHKA 3a
IIpUJIAraHe Ha 3aKoHa."

5. B un. 44 an. 3 ce u3meHs Taka:

"(3) Xopara c yBpexaaHHUs CbOOpa3HO CBOMTE MOTPEOHOCTM MOraT Ja MOJIy4yaBaT ILEJIEBU
MOMOIIN U OOJIEKYEHHUs 3a TOKYINKAa W PEMOHT Ha MOMOIIHU CPEACTBA, MPUCIOCOOTICHUS, ChbOPBKEHUS U
MEJUIIMHCKHU U3JIeIHs, TOCOYEHHU B CIIUCHIMTE MO Wi. 35a, all. 1, ¢ MU3KIIIOUEHHE HAa MEAUIIUHCKUTE U3EIHs,
KOMTO C€ 3aIljIalllaT HaITbJIHO WM YacTUYHO OT HannoHanHuara 3paBHOOCUTYypHUTENIHA Kaca."

6. B § 1 ot nombaHUTENHATA pasnopenda T. 7 ce U3MEHS Taka:

"7. "TlomomtHU CpeAcTBa, MPHUCTIOCOONICHHUS W CHOPBKEHHUA" ca MocoOws, MpeIHa3HAYeHH OT
MIPOM3BOIUTENS J1a KOMIIEHCHPAT 3ary0eHa Wi yBpeaeHa (PyHKIHS Ha YOBEIIKU OpraH, C IeJl yBeJTM4aBaHe
BB3MOXXHOCTUTE 3a CaMOOOCITy)KBaHE, 3a H3BBPIIBAaHE HA TPyJAOBa W Jpyra JCHWHOCT Ha Xopara ¢
yBpexk1aHus."

§ 15. B 3akona 3a 3npaBero (00H., JIB, 6p. 70 ot 2004 r.; u3m., 6p. 46, 76, 85, 88, 94 u 103 ot
2005 r., op. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 r., 6p. 31 or 2007 r.) B § 1 OT AOBIHUTETHATA

pasmopenda B T. 9, OykBa "3" mymara "nmekapcTBa" ce 3aMeHs ¢ "NEKapCTBEHH MPOAYKTH U METUITHHCKH
n3genus'.

§ 16. 3akoHbT BAM3a B cuia OT JeHS Ha OOHapojaBaHeTo My B "J[bpkKaBeH BECTHHK', ¢
M3KJIIOUEHUE Ha pa3nopendaTa Ha 4. 4, ai. 2, KosATo Bim3a B cuia oT 29 nexkemBpu 2009 1.
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3akoubpT € mpuer ot 40-to Hapomno cwbpanme nHa 29 mait 2007 1. W e moameyaTaH C
odunmanuus neuat Ha HaponHnoto crOpanue.

3aK/Il04uTeHU pa3nopeadu
KBM 3AKOHA 3A UBMEHEHUME U JOITbJIHEHUE HA 3AKOHA 3A
MEIUIIUHCKUTE U3JAEJIUA

(OBH. - IB, BP. 110 OT 2008 T".)

§ 51. MuHUCTEPCKUAT CHBET B CPOK /10 6 Mecela OT BIM3aHETO B CHJIa HA TO3M 3aKOH IpHeMa
Hapezabara o wi. 30a, ai. 2.

§ 52. MUHHCTBPBT HaA 3/IpaBEOINA3BAaHETO B CPOK A0 JBa MECELA OT BIM3AHETO B CHJIA HA TO3U
3aKOH MpHUeMa Hapeaoara mo wi. 32a.

§ 54. Paznopenoure va § 1, 1. 1,§ 2, 5,8, 10, 15,§ 16, 1. 3,4u 5, § 17, 18, 20, 21, 22, 23, 24,
25,26,27,31,45,47 u § 50, T. 1, 6yxBu "a", "6", "B" u 1. 2 Bnu3ar B cuna ot 21 mapt 2010 .

IIpexoanu u 3aKII0OUNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3[IPABETO

(OBH. - IB, BP. 41 OT 2009 I'., B CWJIA OT 02.06.2009 I".)

§ 96. 3akoHBT BIM3a B CWiIa OT JcHS Ha OOHaponaBaHeTo My B "J[bpkaBeH BECTHHK', C
U3KJIIOUEHHUE Ha:

1. maparpadu 3, 5, 6 u 9, xouro Bnu3at B cuia ot 1 suyapu 2009 r.;

2. maparpadu 26, 36, 38, 39, 40, 41, 42, 43, 44, 65, 66, 69, 70, 73, 77, 78, 79, 80, 81, 82, 83, 88,
89 u 90, xouto Bimmu3atT B cuna oT 1 romm 2009 r.;

3. maparpad 21, koiiro Bnu3a B cuiia ot 1 torn 2010 1.

IIpexoanu n 3aKJII0YUTETHA pa3nopeadou
KBM 3AKOHA 3A UBMEHEHUE HA 3AKOHA 3A TYPU3MA

(OBH. - 1B, BP. 82 OT 2009 I'"., B CUJIA OT 16.10.2009 T".)

§ 59. 3akoHBT BNM3a B cUJIa OT JeHs HAa oOHapoaBaHeTO My B "J[bpkaBeH BECTHHK".

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A 3/IPABETO

(OBH. - 1B, BP. 98 OT 2010 T"., B CWJIA OT 01.01.2011 T".)
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§ 121. 3akonsbT Biu3a B cuia oT 1 aayapu 2011 r. ¢ u3kiItouyeHue Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35,42, 44, § 56, 1. 1 u 2, § 65, 68, 70, 76, 80, 81, 90,
92,96,§102,1.3,4,5,7u8,§ 105, 1.1,3u5,§ 107, 1.1, 2, 3, 4, 6, 6ykBa "a", 1. 7, 10, 11, 13 u 15, 6ykBa
"a", § 109, 110, 112, 113, § 115, 1.5, § 116, 7.4 6,§ 117, 7. 517 u § 118, 1. 1, kouTo BIM3aT B CUJIA OT
JIeHs] Ha 0OHapOIBaHETO Ha 3aKoHA B "/IbpkaBeH BECTHHK";

2. maparpad 102, 1. 1, 2 u 6, kouTto Bim3aT B cuia ot 1 mapt 2011 r.;

3. maparpadu 22, 1. 1 (otHOCHO ui. 36, an. 1, uzpedenue BTopo), § 37, § 48, 1. 2, § 51 u 59,
KOUTO BIm3aT B cuiia oT 1 roam 2011 r.;

4. maparpad 107, 1. 15, 6ykBa "0", xoiito Bim3a B cuna ot 30 centemBpu 2011 1.

3aKJII0YUTEeHU pa3nopeadu
KBM 3AKOHA 3A UBMEHEHUME U JOITbJIHEHUE HA 3AKOHA 3A
MEIUIIUHCKUTE U3JAEJIUA

(OBH. - IB, BP.39 OT 2011 I'., B CMJIA OT 01.01.2012T".)

§ 4. B cpok 10 1Ba Mecela OT BIM3aHETO B CHJIA HA TO3M 3aKOH MUHHUCTEPCKHST ChBET IpuemMa
HapenoOara o wi. 30a, an. 3.

§ 5. 3akoHbT BnM3a B cuia ot 1 suyapu 2012 1.

IIpexonnu u 3aKI0OUNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJUIIUHA

(OBH. - IB, BP. 60 OT 2011 I'., B CWJIA OT 05.08.2011T".)

§ 84. 3akoHbBT BiIM3a B cuia OT JieHS Ha oOHapoaBaHETO My B "JlbpkKaBeH BECTHUK'" ¢
M3KIIIOYeHHUE Ha § 65, koilTo Biu3a B cuia ot 30 centemBpu 2011 1.

IIpexoanu u 3akII0YUTETHU pa3nopendu
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
MEJUIIUHCKUTE U3JIEJIUA

(OBH. - IB, BP. 54 OT 2012 T.)

§ 28. 3asBneHusATa 3a M3AaBaHE Ha pa3pellieHUs] WM YIOCTOBEPEHHUS 3a THPIrOBUS Ha €Ipo C
MEJUIIMHCKHU U3/IeIHs, TI0JIaJICHU /10 BIIM3aHETO B CHJIA HA TO3M 3aKOH, C€ Pa3riekaaT MPH yCIOBUSITA U 110
pena, MpeaBUICHN B HETO.

IIpexonnu n 3aKJIIOYUTEHU pa3nopeadu
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KBM 3AKOHA 3A UBMEHEHHUE U TJOITBJIHEHUE HA 3AKOHA 3A 3AIIIUTA OT
BPEJHOTO Bb3JIEHCTBUE HA XUMUYHUTE BEIIIECTBA U CMECHU

(OBH. - 1B, BP. 84 OT 2012 T'., B CWJIA OT 02.01.2013 T".)

§ 13. EnexTpuueckoTo M €INEeKTPOHHOTO OOOpyJBaHE, KOETO HE IMomaja B oOXBaTa Ha
npuwiokeHus Ne 1 u 2 xbM Hapenbara 3a u3MCKBaHUATA 3a IMyCKaHE Ha Ma3apa Ha EJIEKTPUYECKO U
€JIIEKTPOHHO O0OpYy/IBaHE W TPETHPAHE M TPAHCIIOPTUPAHE HA OTMAIBIH OT EICKTPUUYECKO U EJIIEKTPOHHO
ob6opynsane (06H., JIB, 6p. 36 ot 2006 1.; u3M., 6p. 57 ot 2006 1., O6p. 53 oT 2008 1., Op. 5 0T 2009 T. UM Op.
29 ot 2011 r.), HO HE CHOTBETCTBA HAa M3MCKBAHUATA Ha IJ1aBa nera "a" u HapenOara mo wi. 211, an. 1, Mmoxe
Jla IPOJIBJIKY J1a e TpeocTaBs Ha na3apa 1o 22 ronu 2019 r., ako ToBa € B chorBeTcTBHE € § 12, T. 1 - 5.

§ 14. MuUHHCTEpCKUAT CHBET MpHeMa Hapendbara mo wi. 21x, an. 1 B TpuMeceueH CPOK OT
00HapOJBaHETO Ha TO3U 3aKOH B "JIbp>kaBeH BECTHUK".

§ 15. 3akonsT BiM3a B cuia ot 2 ssHyapu 2013 r.

IIpexoanu u 3aKIIOUYNTETHH pa3nopeaoun
KbM 3AKOHA 3A UIBMEHEHUWE HA 3AKOHA 3A 3ABPAHA HA XUMHWYECKOTO
OPBHXUE U 3A KOHTPOJI HA TOKCUYHUTE XUMHNYECKHU BEILIECTBA U
TEXHUTE NIPEKYPCOPHU

(OBH. - 1B, BP. 14 OT 2015 T.)

§ 20. B 3akona 3a mequnuHCcKuTe M3aenus (00H., [IB, 6p. 46 ot 2007 r.; u3m., 6p. 110 ot 2008
r., 6p. 41 u 82 ot 2009 r., 6p. 98 ot 2010 ., 6p. 39 U 60 ot 2011 1., 6p. 54 1 84 or 2012 r.) HaBCAKBIE
OyMHUTe "MUHHCTbpa Ha HKOHOMMKAaTa, €HEpreTukara M Typu3zMa"' ce€ 3aMeHAT C "MUHUCTbpa Ha
MKOHOMHKaTa".

3ak/II0uYNTeTHE pa3nopenou
KBbM 3AKOHA 3A UIBMEHEHHUE U JTOITBJIHEHUE HA 3AKOHA 3A
MEJAUIUWHCKUTE U3JIEJIAS

(OBH. - 1B, BP. 38 OT 2015 T"., B CWJIA OT 26.05.2015T".)

§ 32. 3akoHBT BIM3a B CWJIa OT JeHs HAa oOHapoaBaHeTO My B "J[bpkaBeH BECTHHK'".

IIpexonnu u 3aKIIOUNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
BETEPUHAPHOMEJUIIMHCKATA JEMHOCT

(OBH. - IB, BP. 14 OT 2016 I'., B CWJIA OT 19.02.2016 T".)

§ 103. 3akonbT BAM3a B Cwia OT JeHS Ha OOHapoaBaHeTo My B "JIbp)kaBeH BECTHHK', ¢
M3KJIIOYeHUE Ha § 24 - 1o oTHomIeHue Ha wi. 118, an. 2 u 3, kouto Biau3at B cuia ot 1 sayapu 2018 r.
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IIpexoanu u 3aKI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A
JIJEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA MEAUIINHA

(OBH. - 1B, BP. 84 OT 2018 I'., B CWJIA OT 12.10.2018 I".)

§ 70. Pa3pemieHuTe 10 BIM3aHETO B CHJIA HA TO3M 3aKOH KIMHWYHU M3MUTBAHUSA C JIEKApPCTBEHU
IPOAYKTH, ChIbp)KalllM HAPKOTUYHM BEILIECTBA, C€ IPOBEXKJIAT B JICUEOHUTE 3aBEJCHUSA, 32 KOUTO cCa
II0JIyY€HHU Pa3peLIeHMs 3a IPOBEXKIAHE HA CbOTBETHUTE KJIMHUYHU U3IIUTBAHUSA 110 JOCETalllHUsA PELl.

§ 78. 3akoHBT BiIM3a B cWia OT JieHAd Ha oOHapoaBaHETO My B "JlbpkaBeH BeCTHHUK' ¢
m3kmodeHne Ha § 5, § 7-12,8§ 14-21,8§27-30,8§ 31, 1.2, §32,8§39-41,§56,§ 60u § 66, 1. 1 -8, 10,
12, 15 - 17, 19 - 22, xouro BiAM3aT B cwia 6 Mecena cliell MyOJMKyBaHEe Ha CHOOMICHHETO MO 4. 82,
naparpad 3 ot Pernament (EC) Ne 536/2014.

IIpexoanu u 3aKkI0OUYNTETHH pa3nopeaoun
KBbM 3AKOHA 3A BIOJXKXETA HA HAIIMOHAJIHATA 3IPABHOOCHUI'YPUTEJIHA
KACA 3A 2019T.

(OBH. - IB, BP. 102 OT 2018 I'., B CMJIA OT 01.01.2019T".)

§ 43. 3akonbT BiM3a B cuia ot 1 ssHyapu 2019 r., ¢ n3KkiIto4eHue Ha:

1. maparpad 29, 1. 13, 6yksa "6", 1. 14 u 15, § 30 u § 42, T. 2, KOUTO BAM3AT B CHJIA OT JICHS Ha
o0HapoJIBaHETO Ha 3aKoHa B "/IbpkKaBeH BECTHUK';

2. maparpad 28, 1.6 - 12 uT. 14 - 19, § 35, 1. 3, ¢ u3KIIOYEHHUE HA Ujl. 7a, ai. 4 ¥ 4i. 7B, ai. 4, T.
5u6,1.8-22urt.36-40,§41,1.2-8, 1.9, 0ykBu "a" u "B" u 1. 10, kouTo BAM3aT B cuia OoT 1 ampun
2019 r.;

3. maparpad 29, 1. 5, 6ykBa "a" oTHOCHO AymwuTe "M upe3 Orokera HAa MHHHCTEPCTBOTO Ha
3/IpaBeoOIa3BaHeTO 3a 3aIulallaHe Ha MEIUIIMHCKUTE W3ACIHs, IOMOIHUTE CPEICTBA, MPUCIIOCOOICHUATA U

CHOPBKEHUSTA 32 XopaTa ¢ yBpexaanus'", T. 9, Oyksa "a" OTHOCHO AyMHTE "KaKTO W MEIUIIMHCKH U3CIIUS,

MIOMOIIIHU CPE/ICTBA, MPHUCIIOCOOIEHHUS U ChOPBKEHUS 3a Xopara ¢ yBpexxaaHus", T. 9, Oyksa "r'" oTHOCHO
OyMuTe "W TMOMOUIHHUTE CpEICTBa, IPUCIOCOOJICEHUATA U CHOPBKEHMSITA 3a XopaTa C yBpeXKIaHus"' U
OTHOCHO AyMHUTE "KakTO M C JIMLATa, OCBILNECTBABAILM JEHHOCTH IO IIPEIOCTABSIHE M PEMOHT Ha
MEIULIMHCKN H3AETHs, TMOMOIIHUA CPEJCTBA, MPHCIIOCOONEHUS M CHOPHKEHHUS 32 XOpa C YBPEXIaHUs,
PETHCTPUPAaHU KaTO THPIOBUM M BIIMCAaHW B PETHCTbPA Ha JMUIATA, OCBIIECTBSBAIUMA JACHWHOCTH IIO
NPEOCTaBsiHE U PEMOHT Ha IMOMOIIIHU CPEJCTBA, MPUCIIOCOOTICHHUS, ChOPBKEHUS U MEIUIIUHCKH U3/1eIHS 3a
xopara ¢ yBpexaanusa" u T. 9, 6yksa "n" otHocHo ain. 15, T. 3 u an. 16 oTHOCHO AymuTe "KaKTo U € JUIaTa,
OCBILECTBSIBAILM JAEHHOCTH IO TPEAOCTaBSIHE M PEMOHT Ha IOMOIIHU CpEACTBA, MPHUCIOCOOJICHMUS,
ChOPBKEHUS U MEAMIIMHCKM M3JENUS 32 X0pa C YBPEXKAAHUS, PETUCTPUPAHU KAaTO THPrOBLUY U BIIMCAaHU B
pEruCTBhpa HA JIMLATA, OCBIIECTBABAINM JEHHOCTH IO MPENOCTABSHE W PEMOHT HAa IIOMOLIHM CpPEICTBA,
NPUCTIOCOOJICHUS, CHOPHKEHUSI W MEIUIMHCKH H3JENUs 3a XopaTa ¢ YBPEeXKIAaHUS - 3a 3alulalllaHe Ha
MEJUIIMHCKH U3IeTHUsI, TIOMOIIHUA CPEJICTBA, MPUCITOCOOICHUS U ChOPBKEHHUS 3a Xopa ¢ yBpexaanus'", 1. 25,
Oyksa "a" - ain. 1, T. 13 oTHOCHO yMHUTE "MOMOIIHU CPEACTBA, MIPUCIIOCOOIEHUS U ChOPBKEHHS 3a XopaTa ¢
yBpexaanus" u T. 25, Oyksa "0" OTHOCHO asi. 4 OTHOCHO AyMHUTE "H JIMIIaTa, OCHIIECTBABALIN JEHHOCTH IO
IPEJOCTaBsIHE U PEMOHT Ha MEMLIMHCKU U3/eusl, IOMOIIHU CPEJICTBA, IPUCIIOCOOICHHS U ChOPBKEHUS 3a

XO0pa € YBpCKIaHUusd, pCruCTpUpaHu KaTO THProBUMW WM BIIMCAHW B PCTHUCTbpPA HA JiKMIATa, OCHIICCTBABAIA
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JNCHHOCTH 10 TPEIOCTaBsHE W PEMOHT Ha TIOMOIIHU CPEACTBA, IMPHUCIOCOOJIEHUS, CHOPHKEHUS H
MEIUIIMHCKH U3JIeTUs 3a XopaTa ¢ YBpeXAaHus" U "M TIOMOITHU CPEACTBA, TPUCTIOCOOICHHS U ChOPBKEHUS
3a xopata ¢ yBpexaanus", § 36 u § 37 orHocHo un. 14, an. §, 1. 2, 6yksa "0", KouTO BIM3aT B cuia oT 1
saayapu 2020 r.

IIpexoanu n 3aKJII0YUTETHE pa3nopeadou
KBbM 3AKOHA 3A XOPATA C YBPE/XKJIAHUSA

(OBH. - 1B, BP. 105 OT 2018 I'., B CWJIA OT 01.01.2019T".)

§ 28. 3akonsT Biu3a B cuiia oT 1 ssayapu 2019 r., ¢ u3KItoueHue Ha:

1. unen 73, an. 3 u § 16 u 18, xouto Biu3at B cuia ot 1 suyapu 2020 r.;

2. maparpad 7, an. 6, KosTO BIIM3a B CWJIa OT J€HS Ha OOHApOJBaHETO Ha 3akoHa B "J[bpikaBeH
BECTHHK";

3. maparpadu 12 u 13, kouto Bim3ar B cuna ot 1 ssHyapu 2021 r.

Ipexoanu n 3aKII0YUTETHE pa3nopeadon
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTHU B XYMAHHATA MEJIUIIUHA

(OBH. - 1B, BP. 67 OT 2020 T".)

§ 78. (1) Tlog3akoHOBUTE HOPMATHUBHHU AKTOBE IO MPUJIATAHETO HA TO3W 3aKOH, 3aKOHa 3a
3[paBHOTO OCHUTYpsIBaHE, 3aKOHA 32 MEIULMHCKUTE M3JENHMs M Ha 3aKOHA 3a XOopaTa C YBPEXJAaHHS ce
IIpUeMaT, CbOTBETHO M3JaBaT U NPHUBEXKIAT B ChOTBETCTBUE, B CPOK J0 TPU MECELa OT BIM3aHETO B CHJIA Ha
TO3H 3aKOH.

(2) Mo mnpuemaHeTo, CBOTBETHO U3JaBAHETO, U MPUBEKAAHETO B CBHOTBETCTBHE Ha
M10/I3aKOHOBHTE HOPMATUBHU aKTOBE MO aj. 1 ce mpuiarat AefcTBaluTe N0J3aKOHOBH HOPMAaTUBHH aKTOBE,
JIOKOJIKOTO HE MPOTUBOPEYAT HA CbOTBETHMSI 3aKOH.

[Tpunoxenue kpM ui. 15, an. 1
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PeneBanTHM akTOBE OT EBpONENCKOTO 3aKOHOAATEICTBO

AHQGKTHBH:
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JIMPEKTUBA 2007/47/EO HA EBPOITEMCKHS TAPJIAMEHT U HA CBBETA ot 5
cenremBpu 2007 roauna 3a uameHenue Ha /lupextuBa 90/385/EMO Ha CbBeTa OTHOCHO cOyMKaBaHE Ha
3aKOHOJIaTEJICTBOTO Ha IBbP>KABUTE-UJICHKU, CBHP3aHO C aKTUBHUTE UMIUIAHTUPYEMHU MEIUIIMHCKU U3CIIUS,
Ha [{upextuBa 93/42/EMO Ha CbBeTa OTHOCHO MeIUIIMHCKUTE u3aenus u Ha JupektuBa 98/8/EO oTHOCHO
MMyCKAaHETO Ha ma3apa Ha ououuu (0TM. )

JIUPEKTHBA 2006/42/EO HA EBPOITEMCKHUS ITAPJIAMEHT U HA CBHBETA ot 17 maii
2006 roguHa OTHOCHO MAaIIMHUTE U 3a u3MeHeHue Ha Jlupextusa 95/16/EO (nmpepaboTeH TeKCT)

JIMPEKTUBA 98/79/EO HA EBPOIIEMCKUS TIAPJIAMEHT W HA CBBETA or 27
okTOMBpH 1998 roarHa OTHOCHO TUATHOCTHYHUTE MEIUIIMHCKU U3ENUA in Vitro (0TM.)

JAUPEKTUBA 93/42/ENO HA CBBETA ot 14 rorm 1993 rogmHa OTHOCHO METUIIMHCKHTE
uzaenus (0TM.)

JUPEKTHBA 90/385/EMMO HA CBBETA ot 20 romu 1990 roguHa OTHOCHO COJIMKaBaHE Ha
3aKOHOJATEJICTBOTO Ha AbP)KABUTE-WICHKH, CBBP3aHO C aKTUBHUTE UMIUIAHTUPYEMHU MEIULIMHCKU U3ENUS
(ot™m.)

JAUPEKTHUBA 89/686/EVIO HA CBBETA ot 21 nexemBpu 1989 roamHa 0THOCHO cOJmkaBaHe
Ha 3aKOHOJIaTEJICTBATa Ha IbP>KaBUTE-UJICHKU B 001acTTa Ha MuuHuTe npeanasuu cpeactna (JIIIC) (otm.)

PeraamenTn:

PETJIAMEHT (EC) 2020/561 HA EBPOITEMCKHS ITAPJJAMEHT U HA CBHBETA or 23
anpun 2020 ronuHa 3a usmeHenne Ha Pernmament (EC) 2017/745 3a MeAMIIMHCKHUTE U3AETUS IO OTHOIIICHUE
HAa JIaTUTE Ha MpWIaraHe Ha HAKOU OT HETOBUTE pas3nopeion

PETJIAMEHT (EC) 2017/746 HA EBPOIIEMCKHS IIAPJJAMEHT U HA CBBETA or 5
anput 2017 1. 32 MEIUIIMHCKHUTE U3/ETUS 32 HH BUTPO IMArHOCTHKA U 3a oTMsiHa Ha J{upexTtuBa 98/79/EO n
Pemenue 2010/227/EC na Komucusita

PEI'JIAMEHT (EC) 2017/745 HA EBPOIIEMCKUS TTAPJIAMEHT U HA CBBETA or 5
ampwit 2017 1. 3a meguuHCcKuTe M3Aenus, 3a usMeHenue Ha Jupexktusa 2001/83/EO, Pernmament (EO) Neo
178/2002 u Permament (EO) Ne 1223/2009 u 3a otmsHa Ha aupektuBu 90/385/EMO u 93/42/EMO Ha
CpBeta

PETJIAMEHT (EC) 2016/425 HA EBPOIIEMCKUS TTAPJJAMEHT M HA CBHBETA ot 9
Mmapt 2016 roguHa OTHOCHO JMYHUTE MPEINa3HH CpeAcTBa U 3a oTMsHa Ha [upektuBa 89/686/EMO Ha
CeBera

PEIJIAMEHT (EC) Ne 910/2014 HA EBPOIIEMCKIS ITAPJIAMEHT U HA CBBETA or 23
tonu 2014 roariHa OTHOCHO €JEKTPOHHATA UACHTU(DUKAIMS U YAOCTOBEPUTEITHUTE YCIYTH IIPU €JIEKTPOHHU
TpaHCAKLMH Ha BBTPEIIHU Ma3ap U 3a oTMsiHa Ha J{upextusa 1999/93/EO

PEI'JIAMEHT 3A U3ITBJIHEHUE (EC) Ne 920/2013 HA KOMUCHUATA ot 24 centemBpu
2013 romuHa 3a ompenensHe M HaOMIOJEHHME Ha HOTU(UIMPAHUTE OpraHd CbhbIIAcCHO JIMpeKTHBa
90/385/EMO na CbBera OTHOCHO AKTUBHUTE HUMIUIAHTHPYEMH MEIUIMHCKU u3Aenus u JupexruBa
93/42/ENO Ha CpBeTa OTHOCHO MEIUIIMHCKUTE U3IEINS

PEIJIAMEHT (EO) Ne 1882/2003 HA EBPOITEMCKMS ITAPJJAMEHT U HA CBHBETA or
29 centemBpu 2003 roauna 3a agantupaHe kbM Pemenune 1999/468/EO na CbBera Ha pasmnopendoure
OTHOCHO KOMHTETUTE, KOuTO nojnomarar Komucusita npu ynpakHSIBAaHETO HA W3IbIHUTEIHUTE M
IIPAaBOMOIIIMSI, OIPENEIEHH B aKTOBETE, KOMTO MOJUIekaT Ha IpolLedypara, rmocoueHa B ujeH 251 or
JloroBopa 3a EBporielickaTa 0OIIHOCT
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