3AKOH 3A MEJIUIIMHCKUTE U3JIEJINUS
B cuna om 12.06.2007 2.

O6n. /IB. 6p.46 om 12 FOnu 2007e., uzm. /[B. op.110 om 30 [lexemepu 2008e.,
usm. /AB. 6p.41 om 2 Onu 20092., usm. /IB. 6p.82 om 16 Oxmomepu 2009z., usm. JIB.
op.98 om 14 Jlexemepu 2010e2., usm. /[B. 6p.39 om 20 Maui 201 12., usm. /IB. 6p.60 om 5
Aszycm 201 12., usm. u oon. /[{B. 6p.54 om 17 FOnu 2012e., oon. /IB. 6p.84 om 2 Hoemepu
2012z2., uzm. J[B. 6p.14 om 20 ®espyapu 2015e., usm. u oon. /[B. 6p.38 om 26 Maii
2015¢2., usm. /IB. 6p.14 om 19 @espyapu 20162., usm. /[B. 6p.43 om 7 FOnu 20162., usm.
u oon. /IB. op.84 om 12 Oxkmomepu 2018..

I'naBa nbpBa.
ObIIU ITOJIOKEHU A

Paszgea L.
OO0uwu paznopendon

Ui 1. (1) To3u 3akoH ypexna:

1. ycnoBusTa M pena 3a MyckaHe Ha Maszapa W/WIK MycKaHe B JEHCTBUE HA MEIUIIMHCKU
U3J1EIHS;

2. 3agblDKEHHSITa Ha TPOU3BOJMTENS, HA HETOBHs YIIBIHOMOILNEH TMpEACTaBUTE] U Ha
BHOCHTEJISI HA MEIULIMHCKU U3JIENIHNS;

3. (u3m. - JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) ycrnoBusita U pena 3a onpeaensHe u
HaOJr0IeHNe Ha HOTU(UIIMPAHUTE OPTaHH;

4. ycroBusTa U pe/ia 3a U3BBPIUIBAHE HA KIMHUYHY W3MUTBAHUS Ha MEAUIIMHCKH U3/1ETIHS;

5. (m3m. - 1B, 6p. 54 ot 2012 r.) ycioBusiTa ¥ pela 3a U3BbPIIBAHE HA THPTOBUS C METUIIMHCKHI
U3JeNus;

6. HaJ30pa Ha Ma3apa Ha MEAUIIMHCKY U3/ICIINS,

7. cuctemara 3a YyBEAOMsBaHE M OLEHSBaHE HAa HMHUWACHTU/NOTEHIMATHU WHUUACHTH,
CBBpP3aHU C MEAUIIMHCKH U3/1ETHS.

(2) (U3m. - 1B, 6p. 38 ot 2015 1., B cuima ot 26.05.2015 1.) 3aKOHBT MMa 3a LeT:

1. na rapaHTHpa MYCKAaHETO Ha Ia3apa W/WIM B JIEHCTBUE HA MEIULIMHCKU W3JEIHs, KOUTO HE
3acTpaiiaBar KMBOTa U 3]JpaBETO Ha MAIMEHTUTE, HA METUIIMHCKUTE CIICIUANNCTH WM Ha TPETH JUIIA,
KOraTo M3JeNusiTa ce M3IMO0JI3BaT M0 MpeAHa3HauYeHUE U Ce ChXPaHsBAT, pa3lpOCTPaHsIBaT, HHCTAINUPAT,
UMIUIAaHTHPAT U TOAIbpXKAT B CbOTBETCTBUE C MHCTPYKIIMUTE HA IPOU3BOUTEIIUTE;

2. na ocurypu npuiaraneto Ha Pernament 3a m3nwinenue (EC) Ne 920/2013 na Komucusita ot
24 cenremBpu 2013 r. 32 onpezaensiHe U HaOIr0AeHUE Ha HOTU(GUIIMPAHUTE OpraHu chriaacHo JupekTuBa
90/385/EVIO na CbBeTa OTHOCHO AKTHUBHUTE HMIUIAHTUPYEMH MEIULMHCKU u3nenus u JlupextuBa
93/42/EMO na CbBetra oTHOocHO MeaummHckute m3genus (OB, L 253/8 or 25 cenremBpu 2013 r.),
Hapu4aH nmo-HataThK "Permament 3a manbiaHenue (EC) Ne 920/2013".

Yn. 2. (1) B 3aBucumoct ot MNpeaAHa3sHAYCHOTO OT MPOU3BOAUTECIIA JeHCTBUE MEIUIIMHCKUTE
HU3CJIHA CC pa3aCiIAT Ha:

1. un BUTPO JUATHOCTUYIHHU MCAULIMHCKU U3JCIIHN;

2. aKTUBHHU HMIUTAHTUPYEMU MCIUTTUHCKHU U3 ACIINSA;

3. MCIUIIUHCKHU U3IACIINA, PA3JIMYHN OT IOCOUYCHUTC B T. 1u?2.



(2) MemuuuHCKUTE WM3AENMUs MO al. 1, T. 1 B 3aBUCHMOCT OT MOTEHIIMATHUS PUCK, CBBP3aH C
TSX, C€ TPynupar B COUCHK A, cnuchbk b U U3nenus 3a camoTecTyBaHe W JAPYTU TPYIH, ONPEACICHU B
Hapeaoure mo wi. 18.

(3) MenuuuHckute u3aenus no ain. 1, T. 3 B 3aBUCUMOCT OT MOTEHUUAIHUS PUCK, CBBP3aH C
TAX, ce pazaenar Ha kimacose I, Ila, 116 u Il ceriiacHo kinacupUKAIMOHHUTE IpaBUja, ONMPEICICHH B
HapeaOuTe mo wi. 18.

(4) (U3m. - IB, 6p. 110 ot 2008 r., B cria ot 21.03.2010 r.) Korato mpousBoauTeNsAT U
HOTH(UIMPAHUAT OpraH, OMPECNICH 1O pela Ha riaBa YeTBbPTA, MMAT Pa3IMYHH CTAHOBHINA IPU
MpPUJIaraHeTo Ha KJacM(UKALMOHHUTE IMpaBwia Mo aj. 3, VM3mbJIHWTEeNHaTa areHuus Mo JeKapcTBara
(MAJI) B3ema pemenue. Koraro nperenu, 4ye € He0OXOMMO U Y HAIWYKME Ha YCJIOBUATA 1O 4. 6a, T.
1 mmu 2, UAJI u3rorBs MOTHBHUpPAHO HCKaHe A0 EBpomnelickata KOMHUCHUS 3a MpeArnpueMaHe Ha
HEOOXOAUMUTE MEPKH.

(5) (U3m. - B, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) Ilpum HEoOXOAMMOCT OT
MPUBEXKJAHE Ha KIACH(DHKAIIMOHHUTE MpaBWia 1O all. 3 B CHOTBETCTBUE C PAa3BUTHETO HA HOBH
TEXHOJIOTUU W/WIIM B CHOTBETCTBUE ¢ MH(OpMalUs, MoTyuyeHa Mo peaa Ha riaBa cenma, MAJL usrorss
MOTHUBHUpPAHO HCKaHE 3a TMpealpueMaHe Ha HEOOXOAUMHUTE MEPKH, KOETO C€ TMPEeAOoCTaBs Ha
EBponelickata komucusi.

Y. 3. M3uckBaHuATa KbM MEAMIMHCKUTE M3/EIHS, OTPEICICHHU M0 TO3U 3aKOH, Ce MpujiaraT u
3a:

1. IpUHAATISKHOCTH KBM TE3U H3EIIHS;

2. u3Jenus, KOUTO BKIIOYBAT KaTO HepasJeliHa YacT BEIIECTBO, KOSTO, M3IOJI3BAHO OTIEIHO,
MOXe J1a ObJe ONpeAeseHO KaTo JIEKAPCTBEH MPOAYKT 1O CMHCHJIAa Ha 3aKOHA 3a JICKapCTBEHHTE
MPOAYKTH B XyMaHHATa MEJAMIIMHA M YUETO JICHCTBHE BHPXY OPraHU3Ma € CIIOMaraTelIHO 110 OTHOIICHHE
Ha OCHOBHOTO IpEIHA3HAYCHUE Ha M3CITHETO;

3. U3nenus, KOUTO BKIIFOYBAT KAaTO HEPa3/IelHA 4YacT BEIIECTBO, MOJYYCHO OT YOBEIIKAa KPbB
WIN TIa3Ma, KOETO, M3MOI3BAaHO OTAEITHO, MOXe Ja OBb/Ie ONmpeeNieHO KaTo ChCTaBKa Ha JIEKApPCTBEH
IOPOAYKT WIM KaToO JIEKapCTBEH MPOJYKT IO CMHUCHJIAa Ha 3aKOHA 3a JIEKAPCTBEHUTE MPOAYKTH B
XyMaHHaTa MEIWIIMHA M YHETO MICWCTBHE BBHPXY OpPraHM3Ma € CIOMAarareJHO IO OTHOIIEHHE Ha
OCHOBHOTO MpeJHa3HaYCHNE Ha U3/ICITUETO;

4. n3nenusi, C TOMOIITa HAa KOUTO CE TIPUJIarar JIEKapCTBEHHU MPOIYKTH.

Un. 4. (1) Korato mageH nmpoayKT momajia B MPHIIOKHOTO TOJIE HAa TO3U 3aKOH U Ha Hapeadara
mo wi. 7 oT 3aKoHA 3a TEXHUYECKUTE W3MCKBAHUS KbM MPOJYKTUTE, OTHOCHO JUYHHUTE MpEArna3Hu
cpenctBa, BbBexkaama J(upexktuna 89/686/ENO na ChBera, 3a HEro ce mpujaraT ¥ ChbOTBETHUTE OOIIH
M3UCKBaHMS 32 0€30MaCHOCT, ONPE/IeNIEHN B Hapeaoara.

(2) (B cuna ot 29.12.2009 r., u3m. - /IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Korato
MEIUIIMHCKO M3ENIUE MoMnaja U B MPIJIOKHOTO T0JIe Ha HapeadarTa 1mo wi. 7 oT 3aKoHa 32 TEXHUYECKUTE
M3HCKBAaHUS KbM NpOAyKTHTE, BbBexaama Jupekrusa 2006/42/EO na EBponeiickust mapiaMeHT U Ha
CoBeta ot 17 mait 2006 r. OTHOCHO MaIIMHUTE U 32 U3MeHeHue Ha J{upekTuBa 95/16/EO, u chiecTByBa
pucCKk mpu ymoTpebaTa My, 3a HEro ce MpuwiaraT U CHOTBETHUTE ChHIIECTBEHU H3UCKBAHUS 32
0€301acHOCT, OMpEJeIeHNH B Hes, B CIy4aWTe, KOTAaTO TE3W HW3UCKBAHHS Ca IMO-CICIU(PUIHA OT
MOCOUEHHUTE B HapeadaTa 1mo wi. 18.

(3) (Hosa - JIB, 6p. 84 ot 2012 r., B cruta ot 02.01.2013 r.) Koraro MeauImHCKO U3EIHE 110
. 2, an. 1, 1. 1 u 3 nmonazaa B mpuii0>KHOTO TOJI€ Ha riaBa neta "a" ot 3akoHa 3a 3alluTa OT BPEIHOTO
BB3/ICHCTBME Ha XUMUYHUTE BEIIECTBA M CMECH, 3a HErO Ce MpHIaraT U U3UCKBAHUATA 32 OTpaHUYaBaHE
yrnoTtpebaTa Ha OMACHH BEIECTBA, ONPESICHH ¢ Hapeadara mo wi. 211, an. 1 oT chIIus 3aKoH.



(4) (HoBa - JIB, 6p. 84 or 2012 r., B cuma ot 02.01.2013 r.) M3uckBanusita Ha an. 3 ce
mpuiaraT W 3a Ka0enu WM pe3epBHH YacTH 3a pEMOHTa, 3a TOBTOpHara ymoTrpeba, 3a
OCBHBPEMEHSIBAHETO HA XapaKTEPUCTUKUTE MJIH 32 MOBHINIABAHE Kallal[MTEeTa Ha TOBA H3JICIIHC.

Ui 5. (1) To3u 3akoH HE ce mpujiara 3a:

1. (mom. - JIB, Op. 110 ot 2008 r.) ;mekapcTBEHH MPOAYKTH 1O CMHUChIa Ha 3aKoHa 3a
JICKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeuIMHA. [IperneHkara panu AajJeH NPOAYKT IONaaa B
MIPUJIOKHOTO T10JIe Ha TO3M 3aKOH WJIM B MPUJIOKHOTO MOJIe Ha 3aKOHA 3a JICKAPCTBEHUTE MPOAYKTU B
XyMaHHaTa MEJIUIMHA CE U3BbPLIBA Bb3 OCHOBA HA OCHOBHOTO IIPEIHA3HAYEHUE HA IIPOYKTA;

2. MEIMIMHCKH U3JeNHs, KOUTO ca HepasJielHa 4YacT OT JIEKapCTBEHH MPOAYKTH U ca
npegHa3sHauYeHH OT MPOU3BOUTEIIS 32 €IHOKpATHA yIOTpeda eAMHCTBEHO B TO3U BUJI;

3. KO3BMETUYHH MPOJIYKTH MO CMUCHIIA Ha 3aKOHA 3a 3[PaBETo;

4. (mom. - JIB, 6p. 110 ot 2008 r.) opranu, ThKaHU WIM KJIETKH OT YOBEHIKH MPOU3XOI,
MpeHa3HAYeHU 3a TPaHCIUIAHTAIMs, KaKTO U MPOJYKTH, BKJIIOUBAIIU WU TMOJYyYEHH OT ThKAHU WU
KJIETKH OT YOBEIUIKHM MPOMU3XOJI IO CMHUCHIA HA 3aKOHA 3a TPAHCIUIAHTAIMS HA OPTaHH, ThKAaHHU U KIIETKH,
C U3KIIIOYEHHE Ha MEAUIIMHCKY U3IeHs 1o 4. 3, T. 3;

5. opraHu, ThKaHH WIH KJIETKH OT )KUBOTUHCKH TPOU3XO]I, PETHA3HAYCHH 32 TPAHCIIAHTAIHS,
OCBEH aKO MpH NPOU3BOACTBOTO HA MEAHUIIMHCKOTO W3JIEJHe € U3MOJI3BaHa HEeXU3HECIocoOHa
KUBOTHHCKA THKaH WM HE)KU3HECTIOCOOHU MPOYKTH, MIOIYIE€HHU OT )KUBOTUHCKA THKAH;

6. KpbB, KpPbBHU CHCTaBKM OT YOBEIIKM NPOU3XOJ MO CMHCHIAa Ha 3aKoHAa 3a KpPbBTA,
KPBBOJAPSBAHETO U KPHBOIIPEIMBAHETO, KAKTO U 3a MU3JIENNs, KOUTO B MOMEHTA Ha ITyCKaHE Ha ma3apa
ChIBPKAT KPbBHU MPOAYKTH, IJIa3Ma WK KPbBHH KIETKHU, C U3KIFOUEHHE HA MEIULUHCKUA U3JENus 10
i 3, T. 3;

7. MEAMIMHCKU M3AETHUsS Mo wi. 2, an. 1, T. 1, KOUTO HE ca MpeAHAa3HAuYeHU 3a IyCKaHe Ha
raszapa, M3I0J3BaT C€ Ha MACTOTO Ha IPOU3BOJCTBO M aKO CE€ M3MOJ3BAT B OOEKTHU B HENOCPEICTBEHA
OJIM30CT 10 HETO, COOCTBEHOCTTA BHPXY TAX HE C€ MPEXBBHPIISL Ha IPYro IOPUANUECKO JIULIE.

(2) B cnyuaute no an. 1, T. 2 uzgenuero TpsOBa 1a OTroBapsl Ha U3UCKBAaHUATA Ha 3aKOHA 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeauluHa. ChLIECTBEHUTE M3MCKBAHU, ONPEIEICHH M0 pea
Ha TO3W 3aKOH, CE€ IpujaraT caMo MO OTHOIIEHHWE HAa XapaKTEpPUCTUKHUTE, CBHP3aHU C 0€30MacHOTO
(GyHKIMOHMpaHE Ha U3JIEIHUETO.

Y. 6. B uznbiHeHne Ha MpaBOMOILIUATA CH 110 To3U 3akoH MAJL:

1. (u3m. - IB, Op. 110 ot 2008 r.) u3BBpIIBa perucTpalus Mpyu yCIOBHUITA U 110 peja Ha IaBa
BTOPA;

2. (woBa - IB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015 r.) u31aBa pazpenieHus 3a oleHsBaHe Ha
ChOTBETCTBUETO HA MEIULIMHCKUTE U3JIENHS 10 I1aBa YeTBbPTA;

3. (mpenumHa 1. 2 - 1B, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) nznaa paspeuieHus 3a
MPOBEXKAaHE Ha KJIMHUYHU U3MUTBAHUS C MEIULIMHCKU U3/IENHNS;

4. (u3m. - [IB, 6p. 54 ot 2012 r., npeaumna 1. 3 - JIB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015
I.) U3[1aBa pa3pelieHust 3a ThProBus Ha €Ipo C MEIULIMHCKU U3IENHS;

5. (mpenumHa T. 4 - 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) u3BbpIIBa HAI30p HA
IyCHATUTE Ha Ma3apa /WK B JeCTBIE METUIIMHCKU U3EIHs;

6. (u3m. - 1B, Op. 54 ot 2012 r., npeaumHa T. 5 - JIB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015
I.) OCBILECTBABA KOHTPOJI BbBPXY CBXPAHEHHUETO, TBHPTrOBUATA, KIUHUYHUTE W3MHUTBAHUS U
0€30MacHOCTTa Ha MEAULIMHCKUTE U3/IeITHS;

7. (mpemumHa T. 6 - JIB, O6p. 38 ot 2015 r., B cuia ot 26.05.2015 r.) momappka cucrema 3a
pErUCTpUpaHe U aHAIU3 Ha CHOOIIEHMs 3a MHIMICHTH C MEAMIMHCKUTE H3AETHs M TMpearnpuema



CBHOTBETHU MEPKHU;

8. (mpemumina 1. 7 - JIB, Op. 38 ot 2015 ., B cuna ot 26.05.2015 r., oM. - IB, 6p. 84 ot 2018
r., B cuia ot 12.10.2018 1.)

9. (mpenumnza 1. 8 - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) npenocTass nunpopmanus B
EBpomneiickata 0a3a JaHHM BBB BpB3KAa C IIYCHATUTE Ha Ta3apa W/WIM ITyCHATUTE B JCHCTBUE
MEIUIIMHCKHU H3CIHUS;

10. (mpenumua T. 9 - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) yuacTBa B IEHHOCTH B
o0yacTTa Ha METUITMHCKUTE U3IENHs, CBBP3aHU ¢ padoTaTa Ha MEXIYHAPOIHU OPTaHH, OPTaHU3AINH H
JOTOBOPH, 110 KouTo PeryOnuka bearapus e ctpaHa, ¢ peryjIaTopHUTE U KOHTPOJIHHUTE OPTaHu Ha IPYTH
IBPKABU M C OpraHu3aIuuTe, paboTeny B 001acTTa Ha peryianusITa Ha MEIUIUHCKH U3ICIHS;

11. (u3m. - [IB, 6p. 110 ot 2008 r., npequmna 1. 10, gom. - JAB, 6p. 38 ot 2015 r., B criia ot
26.05.2015 r.) cp3naBa u noaabpxa peructpute mo wi. 31, an. 2, un. 58, an. 1, wi. 67, an. 1 u uin. 81;

12. (mpeaumnua 1. 11 - JIB, O6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) ochiiecTBsiBa Ipyru
JCHHOCTH, MPEJABUICHU B TO3H 3aKOH.

Ui 6a. (Hos - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) M3mbaHUATEIHATA areHIUS 110
JeKapcTBaTa W3TOTBI MOTHBHpPAHO HCKaHe 10 EBpomeiickara KoMmHCHA 3a TpeanpueMaHe Ha
HE00XO0IMMUTE MEPKH, KOraTo MPELeHH, Ye:

1. mpunaranero Ha KiJacH()UKAIMOHHUTE MpaBHja MO Wi. 2, al. 3 M3UCKBAa B3EMaHETO Ha
peleHue 3a KiacupuKaluaTa Ha ONpeAeeH0 MEAUIMHCKO U3/eNIUe WIN KaTeropys OT U3JeNus M0 Yl
2,aim 1, 1. 3;

2. naleHo MEAMLIMHCKO M3JeNIne WU Tpyna OT M3Aeius Mo wi. 2, an. 1, T. 3, He3aBUCUMO OT
KJIacH(pUKAIMOHHUTE MPAaBHJIA 0 WI. 2, all. 3, MOXKe a ObJie KIIaCH(PHUIMPAHO KaTo IPYT KIlac U3JIEIHUs;

3. CbOTBETCTBHMETO HA JIaZICHO MEIULMHCKO U3/€IMe UM Ha Tpyna oT U3/enus no wi. 2, ai. 1,
T. 2 wim 3 TpsiOBa 1a ObJie OIICHEHO MPH MPHUJIAraHe caMo Ha eJlHa OT MPEABHICHUTE B HApeAOUTE M0 UL
18 npouenypu;

4. ce Hajara B3eMaHe Ha peIlleHHe 3a TOBA, NAJIH ONpeesieH MPOAYKT WIH Tpyla OT MPOIYKTH
1ornaja B MPUIOKHOTO MOJIE€ HA TO3U 3aKOH.

Un. 7. (1) 3a peructpamnusi U u3JaBaHe Ha yJOCTOBEPEHHE 3a PETUCTpAIlUs, 32 W3/laBaHE Ha
paspeleHuss ¥ yIOCTOBEPEHHS MO pela Ha TO3M 3aKOH, KAaKTO W 3a BIHCBaHE HAa MPOMEHHU B TAX, CE
3aruIamar Takcu B pa3Mmep, onpezerneH B Tapuda, ogoopeHa or MUHHCTEPCKUS CHBET.

(2) (U3wm. - 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) CpenctBata oT TakcuTe 1o an. 1 u
OT IIO0UTE M UMYIIECTBCHUTE CAHKIIMH, HaJlaraHu Ha (PM3WYECKH W FOPUIUYCCKH JIUIA TT0 peia Ha TO3H
3aKOH, C€ BHACST KaTo Mpuxo[ no oromkera Ha MAJL

Pasnea I1.
IIyckane Ha mazapa u/Win nyckaHe B JeliCTBHe HA MeUIIUHCKHU U3/1eJIUs

UYn. 8. (1) MenunuHckuTe U3/1€Ms ce MyCcKaT Ha Ma3apa W/WJM ce MycKaT B JEHCTBHE, KOTaTo
OTrOBapsAT HAa U3UCKBAHUATA HA TO3W 3aKOH M HAa AKTOBETE IO MPUJIATaHETO MYy.

(2) MenuuuHCKUTE HM3A€IHs, C W3KIIOYeHHE Ha M3pa0OTEeHHWTE MO IMOphYKa, Ce IMyCKaT Ha
nazapa W/WiaM ce MyckaT B JeiicTBue, koraro uMar HaHeceHa "CE" mapkupoBka mo wi. 15, xosito
yJIOCTOBEPsIBA, Y€ CHOTBETCTBHETO HA M3JIEIHATA ChC CHIIECTBEHUTE M3UCKBAHUS € OMJIO OL[EHEHO I10
MIPUJIOKUMHUTE MPOLIEAYPH 32 OLICHSBAHE HA ChOTBETCTBUETO.



UYn. 9. (1) U3nbnautennust aupextop Ha MAJl nznasa 3amoBes 3a BpeMEHHO NPEYCTAHOBSIBAHE
win 3a 3a0paHa Ha IMyCKaHETO Ha Ia3apa W/WiM MYCKAaHETO B JIEHCTBUE W 3a M3TErJIsHE OT Ia3apa Ha
MeIUIMHCKU u3aenus ¢ HaHecena "CE" mapkupoBka mo 4. 15, KakTo ¥ Ha u3nenus, u3paboTeHH 110
MOpBhYKa, KOUTO MOTaT Ja 3acTpaiiar 3[paBeTo W 0e30MacHOCTTa Ha MAIlMEHTHUTE, HA MEAUIIMHCKHUTE
CHELMAJIMCTH WM Ha TPETH JIUIa, KOraTo ca MPaBUIHO MHCTAJIMPAHU, NOJABPKAHU U C€ U3I0J3BAT 110
npeHa3HaYeHHe.

(2) U3mpaHUTETHATA areHIuUs 110 JieKapcTBaTta He3abaBHO nH(MopMupa EBpornelickata koMucus
3a 3amoBeTa Mo aj. 1 W 3a MpeAnpueTuTe MEPKU, KaTo MOCOoYBa MPUYMHUTE 32 HECHOTBETCTBHETO Ha
U3JIENMATa C W3UCKBAaHUATA HA TO3M 3aKOH M HA aKTOBETE IO MPUJIaraHeTo My, KOMTO MoraT Ja ce
IbJIKAT Ha:

1. HeM3I'BJIHEHUE Ha CHIECTBEHUTE U3UCKBAHUS, ONPEICIICHH B HApea0uTe o ui. 18;

2. HEMPABWJIHO TIpWJIaraHe Ha CTaHaapTuTe mo 4i. 13, ai. 1;

3. HeAOoCTaThLM B CTaHAAPTUTE 110 wi. 13, an. 1.

Yn. 10. (1) JIumero, KOETO HOCH OTTOBOPHOCT 3a MYyCKAHETO Ha Ia3apa W/WIK 3a IyCKaHETO B
JCHCTBHC HA MEUIIMHCKUTE U3JICIIHSI, € IPOU3BOIUTEIISAT.

(2) (U3m. - IB, 6p. 110 ot 2008 r.) Korato mpou3BOIuTENAT HE € YCTAHOBEH Ha TEPUTOPUSTA
Ha JbpKaBa WICHKA WIM Ha JAbpXkaBa OT EBpONEHCKOTO MKOHOMHUYECKO IMPOCTPAHCTBO, TOH IMHUCMEHO
yIIBIHOMOIIIAaBa CBOM MpPEICTaBUTEN, HApUYaH TO-HATaThK "yI'BIHOMOIIEH mpeactaButen”. 3a
MEIUIMHCKO HM3AETHe WIM H3JeNHe OT €IWH M ChI MOJEN, IycHaTo/u Ha ma3apa Ha OOImHOCTTa,
MIPOU3BOIUTEIIAT YIIBITHOMOIIIABA CAMO €IHO JIUIIE.

Un. 11. (1) (Jom. - AB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.) [IpousBogutensaT Ha
MEIUIIMHCKH U3JENUs € JUThKEH Jia TU MPOEKTHpa, pa3padoTBa, MPOU3BEXK/IA, OMIAKOBA M €TUKETHPA B
CHOTBETCTBUE ChC CHIIECTBEHUTE U3UCKBAHMUSI, OMIPE/ICIICHN B HApeIOUTE 0 4. 18 OT TO3M 3aKOH W/UTU
Ha TaBa rnera "a" u Ha Hapen6ara o wi. 211, an. 1 ot 3akoHa 3a 3a1UTa OT BPEJHOTO Bb3JIeHCTBHE Ha
XUMUYHUTE BEIIECTBA U CMECH, U JIa OCUTYpPH OIICHSBAHE HAa CHOTBETCTBUETO UM IO MPHIOKUMUTE 32
TAX TPOIEAYPH.

(2) (M3m. - 1B, 6p. 110 ot 2008 r.) OnieHsiBaHETO HAa CHOTBETCTBUETO MO ajl. 1 ce U3BbpIIBa OT
MIPOU3BOIUTENS.

(3) (Homa - 1B, 6p. 110 ot 2008 r., nom. - JIB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 1.)
[Tpou3BOIUTENAT MOXKE Ja BB3JIOKH Ha YITBIHOMOIIECHUS CH TMPEICTaBUTEN Ja MPHUIIOXKH MPOLEAYPHUTE
0 OLICHSIBAaHE HA ChOTBETCTBUETO, OMPEICTICHU B HapeaOuTe 1o 4wi. 18 OT TO3W 3aKOH W/WJIM Ha TjiaBa
nmeta "a" m Ha Hapembarta mo wi. 21x, an. 1 or 3akoHa 3a 3amUTa OT BPEAHOTO BBH3JAEHUCTBHE Ha
XUMUYHUTE BEIIECTBA U CMECH.

(4) (ITpenumna an. 3, uaMm. - JIB, 6p. 110 ot 2008 r., u3m. - /IB, 6p. 38 ot 2015 r., B cuna ot
26.05.2015 r.) Koraro mporenypute, OnpeieiieHH B HapeaOWTe 1Mo 4. 18, M3MCKBaT HaMmecara Ha
HOTH(HIMPAH OpraH mo 4ia. 63, an. 4, TPOU3BOJUTENSAT WIH YIBIHOMOIIEHUSIT MY MPEICTABUTEN B
CIIydauTe TI0 aj. 3 Bb3Jjiara Ha u30paH OT HEro HOTH(UIIMPAH OpraH J1a U3IIBJIHA MPUWIOKHUMHUTE 32 BUA
Ha U3JIEJIUETO MPOLETYyPH B pAMKHUTE HA KOMIIETEHTHOCTTA MY.

(5) (dom. - JIB, 6p. 110 ot 2008 r.) B cmygante Ha mpoOU3BOACTBO HA METUIIMHCKHU U3CIHS IO
1. 2, ar. 1, T. 3, mpu KOETO € H3MONA3BaHAa HEKU3HECIIOCOOHA JKMBOTUHCKA THKaH WIH
HEXU3HECTIOCOOHU TTPOYKTH, TTOJIYYCHH OT )KUBOTUHCKHU ThKaHU, MPEIH OIICHSIBAaHE Ha ChOTBETCTBUETO
UM 10 aji. | TpOM3BOAUTENSAT U3BBPIIBA aHAIM3 HA PUCKA M yIPaBICHHE HA pHUCKa MPU Clla3BaHe Ha
M3HUCKBaHUSATA, ONPEEICHN B HapeaouTe mo ui. 18.

(6) (Ilpequmaa an. 4, wsm. - JIB, Op. 110 or 2008 r.) IIpou3BOOUTENAT UM HETOBUSAT



YI'BJIHOMOIIEH MPEACTaBUTEN U HOTUDUIIMPAHUAT OpPraH 10 all. 4 CKIII0YBaT JOTOBOP 32 YCIOBUSTA, IPH
KOUTO C€ MPOBEK/IA OLICHSIBAHE ChOTBETCTBUETO HA MEAUIIUHCKUTE U3CIIUS.

. 12. (1) (Hom. - [AB, 6p. 41 ot 2009 r., B cruta ot 02.06.2009 r., u3m. - JIB, 6p. 98 ot 2010
r., B cuia ot 01.01.2011 r., usm. - IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) B unrtepec Ha
3paBE€TO HA HACEJNIEHWETO W IO MOTHBUPAHO HCKaHE Ha pervoHajiHaTa 3ApaBHA WHCHEKIUS, Ha
Hanmonanuus neHThp 10 OOIIECTBEHO 37paBe M aHAIM3H WIM Ha JIe4eOHO 3aBEJACHUE MHUHUCTBHPHT Ha
3/IpaBeOIIa3BaHETO UM OMPABOMOIIEH OT HETO 3aMECTHUK-MUHUCTBD MPH MOJIOKHUTEITHO CTAHOBUIIE Ha
M3IBJIHUTENHUS JupekTop Ha MAJL Moxe chC 3amoBel MO H3KIIOYEHHE J1a pa3pelid IMyCKaHETO B
JeficTBHE Ha MEAUIIMHCKO U3Jienue, Oe3 1a ca HaJuIe YCIOBUATA IO 4L 8.

(2) YcnoBusita M penbT 3a MycKaHe B JCHCTBHE Ha M3JeNuUs 1O aj. | ce ompenensr ¢ Hapenda
Ha MUHHUCTBHpA Ha 3/IpaBeoIa3BaHETO.

Un. 13. (1) (Jom. - B, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.) Korato meauiuHckure
U3JIeNHs ca MPOSKTUPAHHU U MPOU3BEACHU B CHOTBETCTBUE C HALIMOHAIIHU CTaHJAPTHU, KOUTO BHBEKAAT
XapMOHM3UPAHUTE €BPOMCHCKU CTAHAAPTH, IIPUEMa Ce, Y€ T€ OTIOBApPST HA CHIIECTBEHUTE U3MCKBAHMUS,
ompe/ielICHU B HapeaouTe 1o Wwi. 18 OT TO3W 3aKOH W/WJIM Ha TJIaBa 1neTa "a" u Ha HapenOaTa 1o wi. 217,
an. 1 ot 3akoHa 3a 3aIKTa OT BPEAHOTO BB3/ICHCTBHE HA XUMUYHUTE BEIIECTBA U CMECH.

(2) (U3m. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Koraro MeauImHCKUTE U3ACIIUS
mo wi. 2, an. 1, T. 2 u 3 ca NpoeKTHpaHH U TPOU3BEACHU B CHOTBETCTBUE ¢ ounmanHaTa papmaxores B
PenyOnuka bwirapus, ompenenena B ui. 12 Ha 3akoHa 3a JEKapCTBEHUTE MPOJYKTH B XyMaHHATa
MEIWIIMHA, TPHEMa Ce, Y€ T¢ OTIOBAPST HA CHIICCTBCHUTE U3UCKBAHUS, ONIPEICIICHA B HAPESIOUTE 10 HJI.
18.

(3) KoraTo meaumuuckute u3aenus mo wi. 2, ain. 1, . 1 oT cnuckk A, a mpu HEOOXOAUMOCT - U
oT cnuchbk b, ca mpoekTupaHu U MPOU3BEICHH B CHOTBETCTBUE C OOIIM TEXHUYECKHU ClenU(UKALINHU,
rpueMa ce, 4e Te OTTOBapsT Ha CHIIECTBEHUTE N3UCKBAHUS, ONIPEIeNieHH B HapeaouTe o wi. 18.

(4) Koraro mpou3BOIMTENAT HE MOXE Ja CMa3d H3MCKBaHUATA Ha aiu. 3, TOW mpuema
TEXHUYECKU PEIICHUS, C KOUTO J1a TOCTUTHE €KBUBAJICHTEH PE3yJITaT.

(5) Koraro ycraHoBHW, ue CTaHAApTUTE MO ajl. | He MOKPHUBAT HAMBIHO CBHIIECTBEHUTE
M3UCKBaHMs, onpeneneHn B Hapenoute mno ui. 18, MAJI u3rores u chriacyBa ouiMaliHa JbpKaBHA
MO3UIIMS, KOSITO ce IpecTaBs Ha EBporeilickaTa KOMUCHS.

Un. 14. (1) (Jom. - JAB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.) IIpousBogutensaT Ha
MEIULMHCKN W3JIeNUs CbCTAaBsl TEXHUYECKAa JIOKYMEHTAllMsl, YMETO ChIbPKAHHE € ONpPENEIECHO B
ChOTBETHUTE HapeaOu mo wi. 18 oT To3u 3aKkoH W/mnu Ha HapeabaTta mo 4ui. 217, an. 1 ot 3akoHa 3a
3alllUTa OT BPEAHOTO Bb3AECHCTBUE HA XUMUYHUTE BEUIECTBA U CMECH.

(2) Cnen wsmbiHEHHE Ha NPUIOKHMHUTE MPOIEIYPH 3a OIECHSIBAHE Ha CHOTBETCTBHUETO
MIPOU3BOJUTENST UM HETOBUAT YII'BIIHOMOIIEH MPEICTABUTEN ChCTaBs JeKJIapalus 3a CbOTBETCTBHE Ha
MEIUIMHCKOTO U3ACIUE.

(3) [IpousBOAUTENSAT WM HETOBUSAT YIBIHOMOIIEH IMPEICTABUTEN € JUThKEH Ja ChXPaHsSBa
TEXHUYECKaTa JOKYMEHTalus Mo all. | ¥ JexiapanusTa 3a CbOTBETCTBHE IO all. 2 Hal-MajKo 5 TOAUHU
OT JlaTaTa Ha MPEyCTAHOBsIBaHE HA MPOU3BOACTBOTO HA MEAUIIMHCKOTO M3/I€TUE U J1a TU MPEJICTABs MPU
MOMCKBAHE 32 MPOBEpPKa Ha JUIarta mno 4wi. 86, ai. 2.

Yn. 15. (1) "CE" mapkupoBkaTa ¢ rpagu4HO n300pa’keHHE ChITIAaCHO MPUII0KEHUETO, KOSTO ce



HaHAcsl BBpPXY MEIULMHCKOTO H3JeiHe Mpenud IYCKaHeTO My Ha Ma3apa W/WIU IyCKaHEeTO MYy B
neiicTBue, TpsOBa J1a ce pa3unTa JIECHO M J]a He MOXKE Ja ce 3aJIn4u Oe3 cienu.

(2) "CE" mapkupoBKaTa Ce HaHAcs Ha BHIUMO MSCTO BBPXY H3ACIHUETO, B HHCTPYKIUATA 32
ynotpe0a U BbpXy HEroBaTa CTEpUIJIHA OIIAKOBKA, aKO MMa TakaBa. Korato € Bb3MOXHO, TS c€ HaHacs U
BBPXY NOTPEeOUTENICKATa OMAKOBKA.

(3) "CE" mapkupoBKaTa uMa BHCOYMHA HAal-MaJIKO 5 MM, akO ChOTBETHATa Hapeaoa mo wi. 18
He mnpenBuwxna apyro. Ilpm HamansBane wunm yBenuuyaBaHe pasmepa Ha "CE" wmapkupoBkara
MPONOPIMHUTE B rpaduuHaTa MpeKa TpsiOBa Aa ObJaT Cria3eHH.

(4) (Mam. - IB, op. 110 ot 2008 r.) o "CE" wmapkupoBkaTta mo ai. | ce HaHacs
UACHTU(PUKAIMOHHUAT HOMEp Ha HOTU(UIMpAHHWs oOpraH B ciaydyaute mo uwi. 11, am. 4, xorato
MPOLEAYPUTE, ONIpeiesieHu B Hapeaourte mo wi. 18, U3uCKBaT HaHACSIHETO MY.

(5) "CE" mapkupoBKaTa ¥ WACHTU(DUKAIMOHHUAT HOMEp MO al. 4 HE ce HaHACAT BBPXY
U3JIEJIMETO caMo KOTraTo pa3MepuTe U (popmara Ha U3EIUETO HE MO3BOJIABAT TOBA.

(6) Besika npyra MapKUpOBKa, KOSTO C€ HaHACS BbPXY M3/IEIHUETO, BbPXY OIMAKOBKATa MY W/WIIH
B MHCTPYKLIUATA My 3a ynoTpe0a, He TpsAOBa Ja MOABEX1a MOTPEOUTENS - MEAUIIMHCKH CIIEIUATNCT WU
MAIMEeHT, OTHOCHO MapKHUpOBKaTa 1o ajl. 1 u He TpsiOBa JAa HapylIaBa HeWHATa BUJUMOCT U YE€TIMBOCT.

(7) B cmywaii Ha wu3menus, KOMTO c€ MyCKaT Ha ma3zapa B cTepwiHa omnakoBka, "CE"
MapKHpOBKaTa Ce HaHACcs KAaKTO BBPXY CTEpUIIHATA, Taka M BBPXY MOTpPeOMTENCKaTa OIMAaKOBKa Ha
U3JIETHETO.

(8) Ilpu wsutocTHO mNpepabOTBaHE HA U3JIEIUETO, KOETO MOXKE Ja TMOBJIMSIEC Ha HErOBOTO
6e3omacHo u3nomsBane, "CE" mapkupoBkaTa ce HaHacs clie[l TTOBTOPHO OIICHSBaHE HAa W3AEITUETO
CBIVIACHO MPUJIOKUMUTE MPOLIETypH, OIIPENIETICHH B Hape10UTe 1o 1. 18.

(9) (Hom. - 1B, 6p. 84 ot 2012 1., B cmna ot 02.01.2013 r.) Koraro MeaumHCKOTO U3/IeIUe € B
MIPWJIOXKHOTO T0JIE€ Ha HapeaAOuTe Mo wi. 7 OoT 3aKOHA 332 TEXHUYECKUTE M3UCKBAHUS KbM IMPOJIYKTHUTE
W/ Ha TiaBa mera "a" w Ha HapemOata mo wi. 21a, am. 1 oT 3akoHa 3a 3amuUTa OT BPEIHOTO
BB3/ICHCTBME HAa XMMUYHUTE BEIIECTBA M CMecH, NpeaBwxkiamu HaHacsHe Ha "CE" mapkupoBka,
MapKUpPOBKaTa YJAOCTOBEpPsBA CHOTBETCTBHETO HAa U3JIEIMETO C M3MCKBAHMATA HA BCAKA OT HapenOuTe,
OCBEH aKO B HapeJ0UTe € MPeBUICHO APYTO.

(10) Ha u3nox6u, maHavpu, 1eMOHCTpAIH, TPOMOIIMH, HAYYHH U TEXHUYECKU KOH(PEPEHIINU
MOTaT JIa ce MPEJICTaBsIT MEAUITMHCKN u3zienus 0e3 Hanecena "CE" mapkupoBka.

(11) B cnydaute mo an. 10 mpou3BOAUTENSAT HAHACS BBbPXY U3JENHUITa BUIAUMO 00O3HAUCHUE,
KOETO HEJIBYCMUCIIEHO [T0Ka3Ba, Y€ T€ HE ca IpeHa3HAYeHH 3a MyCKaHe Ha Ia3apa W/WIM 3a IyCKaHe B
JICUCTBHE.

Un. 16. (1) TlpomsBomuTensiT Ha MEIUIMHCKU U3JEIUS € JUIBXKEH Ja TOCOYH HMETO,
CeJIVIMIIETO U aipeca CU Ha YIpaBJieHUE BbpPXY U3EIUETO, BbPXY OMAKOBKAaTa My U B MHCTPYKLUATA 32
ynotpeba. MHcTpykiusa 3a ynorpeba He ce M3MCKBa 3a u3aenus mo 4wi. 2, an. 1, 1. 3 ot kiac I u Ila,
KOUTO IO MpeleHKa Ha IMPOM3BOAMTEN MoraT Ja ce H3IMoy3BaT Oe3omacHo 0Oe3 MHCTPYKLUS 3a
ynoTpeoa.

(2) Bppxy onakoBkaTa U B MHCTPYKIMATA 3a ynoTpeOa Ha U3JeNus, KOUTO C€ BHACAT OT TPETU
Ibp)KaBM Ha TEpUTOpHATa Ha EBpONeWcKkus CbhO3 WIM Ha Tepuropusta Ha EBpomneickoro
MKOHOMMUYECKO MPOCTPAHCTBO, C€ IMOCOYBAT JONBJIHUTEIHO MMETO U aJPECHT HA YIIBIHOMOIIECHHUS
MIPeICTaBUTEN U HA BHOCUTEJIS.

(3) Unctpykuumsra 3a ynorpeba TpsiOBa Jja ObJie ChbCTaBeHa U Ha OBJITapCKU €3HUK.

Ui 17. IIpou3BOAUTENAT WM HETOBUAT YIBJIIHOMOIIEH MPEACTABUTEN € JUIBKEH J1a OCUTYpH
0€30MacHOTO WHCTAJMpaHe Ha MEIUIMHCKUTE W3JeNnus Ha Teputopusara Ha PenyOnuka bwarapus,



Koraro crnenudukara UM H3HMCKBA TOBAa CBHIVIACHO HHCTPYKIUATAa 3a yrnoTrpeba, W Ja TapaHTUpa
MOAAPBAKKATA UM.

. 18. (U3m. - JIB, 6p. 82 ot 2009 1., B crita ot 16.10.2009 r., usm. - /IB, 6p. 14 ot 2015 r.)
MUHUCTEPCKUAT CHBET MO MPEIJIOKEHHE HAa MUHUCTBPA Ha 3/paBeOla3BaHETO MU HAa MUHUCTHpA Ha
WKOHOMHKATAa OTpPEeIisi ¢ HapeAOH 3a MEAUITMHCKUTE U3ACIINS 110 WI. 2, aj. 1:

1. ChIIECTBEHUTE N3UCKBAHUS,

2. TpoleaypuTe 3a OlCHSBAaHE HAa CBHOTBETCTBHETO CHC CBHIIECCTBEHUTE HW3MCKBAHHUS W
ChABPKAHUETO HA TEXHUYECKATA JOKYMEHTAIIUS;

3. mpaBuiIaTa 3a KJIacupUKaIKsI Ha MEIUIIMHCKUATE U3IeIus 1Mo 4. 2, an. 1, 1. 3;

4. cnuchlIUTE, ONpEeAeNdlld oOXBaTa Ha TPYNUTE WH BUTPO JIUATHOCTHYHU MEAUIMHCKU
H3IEIINS;

5. W3HUCKBAaHUATA 3a MPOBEXKJAHE HA aHAIM3 HAa PUCKA M 3a YINpaBJICHHWE Ha pHCKa 3a
MEIHUIIMHCKH U3Aeaus mo wi. 11, ain. 5.

Paznen I11.
IlIyckane Ha ma3apa u/Wid MyCKaHe B JielicTBHE HA MeIUIIUHCKH U3/1eJIUsl, U3padoTeHN 1o
NnopbYKa

Un. 19. (1) (U3m. - B, Op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) [IpousBoautenar wiu
HErOBUAT YIBJIHOMOIIIEH IpeICTaBUTEN, Mpeau Ja MyCHEe Ha Maszapa W/Wid B JACHCTBHE MEIUIIMHCKO
U3JIeHe 1Mo Wi. 2, ai. 1, T. 2 wim 3, u3paboTeHO 10 OPhUKA, ChCTABS IOKYMEHTAIHS, KOSTO ChIbPKA:

1. umMeTo U azpeca Ha MPOU3BOTUTEIIS;

2. uACHTU(PUKAIMOHHN JaHHH Ha U3/ICIINETO;

3. nekjapanus, 4e MEIUIMHCKOTO H3JeHe € IMpelHa3HaueHO 3a CHelMalHa yrnoTpeda oT
KOHKPETEH IMalUeHT, YUETO UME CE MTOCOUBA;

4. UMeTO Ha JIeKaps WIIW Ha JIeKaps MO JIEHTAJHa MEAMIIMHA, KOUTO € M3TOTBWII 33/IaHUEeTO 3a
n3pabOTBaHE Ha U3JIETUETO, U HAUMEHOBAHHUETO Ha JICUEOHOTO 3aBEACHUE, KOTAaTO € Bh3MOXKHO;

5. cnenupUYHU XapaKTePUCTUKH Ha MEAUIIMHCKOTO U3/IETTHE ChIIIACHO 33/1aHUETO;

6. IeKIapaIys, 4e U3/eJIMeTO ChOTBETCTBA HA TPUIOKUMHUTE 32 HETO CHIIIECTBCHN M3MCKBAHUS.

(2) (M3m. - 1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) B cnydauTe, Korato u3aenueTo He
OTroBaps Ha HAKOE OT TPHUIOKUMHUTE 3a HErO CHINECTBEHU HM3UCKBAHUS, HECHOTBETCTBHETO CE
000CHOBaBa B JieKJapalusira no ai. 1, T. 6.

(3) (Hon. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) JokymeHTanusra mo ai. 1 ce
ChXpaHsiBa OT MPOU3BOAMTENS WM OT HETOBUS YIBIHOMOIIECH MPEACTaBUTEN 3a CPOK Hal-Maiko 5
TOJIMHY, a B CIYYaWTe Ha UMIUTAHTUPYEMH METUIIUHCKA W3ICIHUs 1Mo Wi. 2, al. 1, T. 3 U Ha u3enus 1o
. 2, an. 1, T. 2 - 3a cpok Hail-manko 15 rogunu.

(4) (HoBa - /1B, 6p. 110 ot 2008 r., B cmia ot 21.03.2010 r.) JlokymeHTamusTa no ai. 1,
MpHUApYX)aBallla u3AenausaTa mo wi. 2, an. 1, T. 2 u uznenusra mo 4i. 2, an. 1, T. 3 ot kiac Ila, 116 u 11, ce
MIPEIOCTaBs Ha KOHKPETHUS TAIMEHT, WICHTU(UITUPAH ¢ UME, aKPOHUM HJTH IIU(PPOB KOJI.

(5) (ITIpeaumna ain. 4, uzm. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) [IpousBogutensr
Ha w37enus mo wi. 2, an. 1, . 2 u 3, u3paboTeHu Mo MOphYKa, MPeAocTaBs MpHu mouckBaHe oT MAJI
CIHUCHK Ha U3JIEHATA, TyCHATH B JCHCTBHUE HA TepuTopusTa Ha Pemybnuka bearapus.

Un. 20. (1) (M3m. - [B, 6p. 110 ot 2008 r.) [Ipom3BoauTensAT CHCTaBsS JAOKyMEHTAIHS,
BKJIIOUBAI]A OINKCAHUE HA MPOCKTHPAHETO, Ha MPOM3BOACTBOTO W HAa JCWCTBUETO HA W3JIEIHETO,



BKJIFOUMTETHO OYaKBaHOTO JAEWCTBHE, KOATO IMO3BOJIBA OLEHSBaHE CHOTBETCTBUETO Ha H3JEIIHUETO C
M3MCKBAHUATA Ha TO3M 3aKOH M Ha Hapeabute mo wi. 18. B mokyMeHTanusTa ce mocousa M aipechT Ha
MIPOU3BOJICTBEHOTO/IIPOU3BOICTBEHUTE MTOMEIIEHUE/TTOMEILICHUSI.

(2) pousBoauTENAT € JUIBKEH Ja MpeArprueMe HeOOXOIUMHUTE MEpKH, 32 J1a OCHTYPH 4pe3
MIPOM3BOJICTBEHUS MPOIlEC ChOTBETCTBUE HA U3ENUATa O Wi. 19 ¢ ToKyMeHTanusATa o ai. 1.

(3) (Hosa - IB, 6p. 110 ot 2008 r.) [Ipon3BOIUTENAT MIPEIOCTaBS JOKYMEHTAIMATA 10 al. 1 3a
MpOBEpKa IpU MOMCKBAHE Ha JiMIlaTa 1o 4wi. 86, ai. 2.

Pazpen IV.
Ilyckane Ha ma3apa Ha CMCTeMH WJIM HA00PH MeIMUMHCKU U3/1eJus

Ui 21. (1) ®usnyecko Wi IOPUIAYECKO JIUIIE, KOSTO KOMIUIEKTYBa MEIUITMHCKHA WU3JCTHUS 110
1. 2, an. 1, 1. 3 ¢ Hanecena "CE" mapkupoBka, pe/u j1a Ty MyCHE Ha Ta3apa KaTo CUCTeMa Wi Habop,
ChCTaBs JCKJIapalus, B KOsATO 3asBsBa, 4e:

1. € KOMIUTEKTYBaJI CUCTEMAaTa WM Habopa B 3aBUCUMOCT OT MPEAHAZHAYCHUETO HA OTICITHUTE
W3JIeHs U OTPAaHUYCHUATA UM 32 YIOoTpeba, onpeesieHu OT TPOU3BOIUTENNTE;

2. € MpOBEPWJI ChBMECTUMOCTTA Ha OTACITHUTE MEIUIIMHCKU U3JIETHUs U € TIPOBEJ ONEePALUUTE
M0 KOMILJIEKTYBaHE B ChOTBETCTBHUE C MHCTPYKIIMUTE HAa IPOU3BOIUTEIUTE;

3. ¢ omakoBaJ cHCTEMaTa WIM Habopa W € MPeIoCTaBwil HeoOxomumaTta WHPOpMAIs Ha
MOTPEOUTENUTE, KOATO BKIIOYBA CHOTBETHUTE HHCTPYKIIUU OT MPOU3BOIUTEIIUTE;

4. neifiHOCTTa MY € OOCKT Ha ChOTBETHH MPOIICTYPH 32 BHTPEIIICH KOHTPOJ U ITPOBEPKA.

(2) Koraro HsKOE€ OT W3MCKBAaHUATA HA al. | HE € M3IBJIHEHO, CUCTEMaTa WM HaOOpBT
MOJIJISKAT HA OIEHSIBAaHE HA ChOTBETCTBHETO ChC CHINECTBCHUTE U3MCKBAHMS, ONIPEIICIICHH B HAPESIOUTE
mo . 18.

Un. 22. (1) dusnuecko UM IOPUIUYECKO JIUIE, KOETO CTEPHIIM3HMpa CUCTEMH WM Habopu
MEIULMHCKN M3Aenus Mo wi. 21 W/WiIM MeIULMHCKY M3Aeausd mo uwi. 2, an. 1, T. 3 ¢ Hanecena "CE"
MapKUpOBKa, MpeAHa3HAYeHU OT MPOM3BOAMTENS Aa ObAaT CTEPHWIM3HpPAaHU Ipeau ynorpeda, 3a Ja r'u
IIyCHE Ha Ta3apa, Tps0Ba Ja OLIEHU CHOTBETCTBHETO UM IO MPOLEIYPH, ONpPENCNIEHN B ChOTBETHATA
HapenOa mo 4. 18.

(2) (Hom. - AB, 6p. 110 ot 2008 r.) IIpunaranero Ha npouenypure no an. 1 u neiictBuara Ha
HOTHU(QUIMPAHUS OpraH ce OrpaHHyaBar JI0 MOCTUTaHE Ha U3MCKBAaHUATA 32 CTEPUIIHOCT JJO MOMEHTA Ha
HapylllaBaHe LeJ0CTTa Ha OIIAKOBKATa HA U3ENIUETO.

(3) JIunero mo an. 1 cheTaBs Aekapaius ChIVIACHO U3UCKBAHUSATA, TIPEABUACHH B ChOTBETHATA
Hapez0a, ye cTepuIn3alMaTa € U3BbpIlieHa B ChOTBETCTBUE C MHCTPYKIIMUTE Ha TPOU3BOAUTEIINTE.

Un. 23. (U3m. - IB, 6p. 110 ot 2008 r.) Jlunara mo un. 21, an. 1 u wi. 22, an. 1 cexpaHsBar
JeKIapaluuTe 32 CPOK 5 TOJUHU U THU MPEIOCTaBAT NPU MOUCKBAHE 3a MPOBEPKa HA JIMIATa MO 4. 86,
an. 2.

Un. 24. CucremuTe Wi HAOOPUTE METUIIMHCKU U3JENUS 10 4. 21, CTEpUIU3UPAHUTE CUCTEMU
WM HAa0OpM W MEIUIMHCKUTE u3nenus mo w@wi. 2, an. 1, T. 3 c¢ Hanecena "CE" wmapxkupoBka,
MpeHa3HauYeHU OT MPOU3BOIUTENA J1a ObJaT CTEPIIIM3UPAHU TIPEeIn yIoTpeda, ce myckar Ha ma3apa 0e3
nornbiaautenHa "CE" MapkupoBKa, NIpUAPYKEHU OT MHCTPYKIIHS 3a ynoTpeda, KOsATO BKIIOYBA, KOTaTo €
HeoOxouMo, HH(OPMALIUATA, TIPEJOCTaBEHA OT MPOU3BOIUTENINTE HA OTACITHUTE U3/ENUs OT CUCTEMaTa



WM Habopa, U3UCKBAHUATA KbM KOSITO ca ONpe/ie]IeHd B ChOTBETHATa Hapeaoa mo 4. 18.

Pa3zgen V.
OueHnsiBaHe Ha /1eliCTBHETO HA UH BUTPO IMATHOCTUYHYU MeIMUMHCKH U3/1eJIUs

Ui 25. (1) Ouenkara Ha ChOTBETCTBUETO HA MH BUTPO JUATHOCTUYHUTE MEIUIIMHCKU HU3CITIUS
ChC CcrenU(pUIHOTO UM TIPETHA3HAYCHHE PU YCIOBUS Ha yIOTpeOa, ONpeaeNicH! OT MPOU3BOIUTEINS, CC
M3BBPIIBA C OIIEHKA Ha JIEHCTBUETO Bh3 OCHOBA Ha!

1. cOopHU naHHU OT Hay4dHATa JUTEpaTypa, OTHACSIIM CE€ JO MPeIHa3HAYCHUETO Ha U3/ICIUETO,
Y KpUTWYEH aHAIN3 Ha TE3U JaHHU, U/WIH

2. pe3yATaTUTE OT U3MUTBAHUATA MIPHU OLICHKA HA JCUCTBUETO WJIK JPYTH MOJIXOSIIN TECTOBE.

(2) Ilpou3BOAMTENAT WM HETOBUAT YITBJIHOMOIICH MPEJICTABUTEN, MPEIU Ja MPEA0CTaBH HUH
BUTPO JMArHOCTUYHM MEIUIIMHCKUA W3JENUs 3a OLEHABaHE Ha JIEWCTBHETO B aKpeIuTHpaHa
naboparopusi, ChCTaBs TOKYMEHTAIIUS, KOSTO ChAbpKa:

1. uneHTH(UKAITMOHHN JaHHH Ha U3/ICIINETO;

2. IUIaH 3a OLEHSBaHE, KOWTO ChIbpiKa LIeNTa, HAyYHUTE, TEXHUYECKUTE WJIM MEAULUHCKUTE
OCHOBaHMs1, 00XBaTa Ha OLICHSBAHETO M OpOs HA U3/CIHATA;

3. COHUCBHK Ha aKpeJUTHpPAHUTE Tab0OpPaTOpUH, KOUTO y4acTBaAT B OLIEHSBAHETO;

4. HavaJHa JaTa U IJIaHUpaHa MPOIBDKUTEITHOCT Ha OIEHABAHETO;

5. pu U3aenus 3a caMOTeCTyBaHe - MICTO U Opoi Ha nuiata 6e3 MeAUIUHCKA KBaTH(pUKaIus,
KOUTO III€ Y4acTBaT B OIICHSBAHETO;

6. Aekiapamnus, Y€ MEIUIMHCKOTO H3JIeHe ChOTBETCTBA Ha MPUIOKHMHUTE ChIICCTBEHU
W3HUCKBaHUS, C M3KIIOYCHIE HA T€3H, KOUTO Ca OOCKT Ha OIICHSBAHE HA JICHCTBUETO U KOUTO Ca H3PUIHO
IIOCOYCHU, U Y€ ca MPEANPHETH BCUYKH MPEANAa3HH MEPKH, HEOOXOAMMH 3a 3alluTa Ha 3/paBeToO U
0€30MMacHOCTTa HAa MEIUIIMHCKHUTE CTIICIIHAIMCTH, HA TIAIIMCHTUTE WIA HA TPETH JIUTIA.

Un. 26. (1) IIpousBoaurensT cbcTaBs TEXHUYECKaTa JOKyMeHTauus mo wi. 14, an. 1 u 5
MpEACTaBs 3a MPOBEPKa MPU MOMCKBAHE Ha JIUIaTa 1Mo 4wi. 86, ai. 2.

(2) IIpousBoauTeNnAT € JUIbXKEH Ja NpeArnpreMe HeoOXOIUMHTE MEpKH, 3a Jla OCUTYpH 4pe3
IIPOM3BOJICTBEHUSI TPOIEC CHOTBETCTBUE HAa MH BHUTPO JUArHOCTMUHUTE MEIUIMHCKU U3JENIUs 3a
OLICHsBaHE Ha JAEUCTBUETO C JOKYMEHTALUATA 1O all. 1.

I'naBa BTOpA.
PEI'ICTPALIUSA HA JIMIA, KOUTO TYCKAT MEANIIUHCKHU U3JAEJINA HA ITAZAPA
BAI'JL. U3M. - /IB, BP. 110 OT 2008 I'.)

Un. 27. (1) (U3m. - [IB, 6p. 110 ot 2008 r., B cma ot 21.03.2010 r.) KoraTto nmpou3BoauTeIsIT
Ha MEIULMUHCKHU U3Jenus 1o wi. 2, ai. 1, T. 3 ot knac [, mpou3BoAUTENIT HA U3AENUs 10 Wi 2, al. 1, T. 2
1 3, n3pab0TEHHU 1O MOPBHUKA, KAKTO U (PU3UIECKOTO WM FOPUIAYECKOTO Jinile mo wi. 21, anm. 1 u . 22,
an. 1 ca peructpupanu 1no THProBcKus 3aKOH, T€ MOJABaT 3asBIEHUE 3a PETUCTpAlUs MO 00paserl 110
m3nbaHUTENHUS aupektop Ha MAJl He mo-kbcHO OT 14 nHM ciien MmycKaHe Ha M3JEIMETO Ha maszapa
W/WM B IEHCTBUE HA TepuTopusta Ha PenmyOnuka bearapus.

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

1. (u3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) enuHeH uaeHTHPUKAITMOHEH KOJI HA
JPYXKECTBOTO;

2. HAUMEHOBAHUE U OMKMCAHKUE HA U3JEIIHUETO;

3. TOKYMEHT 3a IJIaTeHa TaKkca B pa3Mep, onpesereH B Tapudara mo wi. 7, ai. 1.



(3) (U3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Jlumara o an. 1 ca 1asXxHA 1
YBEAOMAT B 14-mHEBEH CpOK M3NbAHUTENHUSA JupekTop Ha MAJI nmpu nmpomsiHa Ha ajgpeca cu Ha
ynpasnenue. [Ipu npomsiHa B uHGopManusTa 1o aji. 2, T. 2 MuaTa 1o aji. 1 moaasar A0 U3INbIHUTEIHUS
nupekrop Ha MAJI 3agBiieHneTo 1o ai. 1, KbM KOETO IpuiiaraT CBbP3aHHUTE C IPOMSIHATA TOKYMEHTH U
JOKYMEHT 3a IUIaTeHa Takca B pa3Mep, onpesesieH B Tapudata mo wi. 7, ai. 1.

(4) (Orm. - 1B, 6p. 110 ot 2008 1., B cmma ot 21.03.2010 1.)

Ui 28. (1) KoraTo nmpousBoauTensaT Ha u3aenus mo wi. 2, ai. 1, T. 1 mycka oT cBoe UMe Ha
nasapa W/ui B JIeHCTBHE Ha TepuTopusTa Ha PermyOnuka beirapus Te3u u3aenust U € perucTpupaH 1mo
Tbproeekus 3aKoH, TOH MoAaBa 3asBJICHHUE 3a PErUCTpaIHs 10 00pa3el] 10 U3IMBJIHUTEIHUS JUPEKTOP Ha
NAIJL

(2) KM 3asBIeHHETO 3a perucTpanus 1o ai. 1 ce mpusarar:

1. (m3m. - IB, 6p. 60 ot 2011 r., B cria ot 05.08.2011 r.) enuHeH uaeHTH)HUKAIIMOHEH KOJ Ha
IpY>KECTBOTO;

2. uHpopManus 3a OOIIUTE TEXHOJOTHYHU W/WIM AaHATUTHYHH XapaKTEPUCTHKH, CBBbpP3aHa C
pPEaKTUBUTE, MPOAYKTUTE OT PEaKTUBHUTE, KATUOPATOPUTE U KOHTPOIHHUTE MaTepUaIH;

3. B cimyyall Ha u3Jenus oT cnucblu A, b 1 n3nenus 3a caMoTecTyBaHe - HAMMEHOBAaHUE, BUJL U
MOJIe]l Ha U3JEIUETO, aHAIUTUYHHU U KOTaToO € HEOOXOAMMO, TMarHOCTUYHU MapaMeTpH MO OTHOUICHHE
Ha CBUICCTBEHUTE HW3HMCKBAHWSA, MOCOYEHH B Hapenowre mo wi. 18, pesynratum OT OIEHKaTra Ha
JEMCTBUETO 1O TJlaBa IbpBa, pazaein V;

4. yHCTpYKUMS 3a ynorpeba Ha OBITapCKH €3UK;

5. IOKyMEHT 3a IJIaTeHa Takca B pa3Mep, omnpesesieH B Tapudara mo wi. 7, an. 1.

(3) (U3m. - B, 6p. 110 ot 2008 r.) [IpousBoauTensT, KOWTO OT CBOE MME IyCKa Ha Ma3apa
W/WiM B IeHCTBUE HA TepuTopusiTa Ha PemyOnuka bbiarapus HOBO UH BUTPO JUArHOCTHUYHO METUIIUHCKO
u3Jielne, KOrato € perucrpupad mno ThproBckus 3akoH, noaasa a0 MAJI gokymenTanusTa mo ai. 2,
KaKTO U yKa3aHHe, 4ye U3/ETUETO € HOBO.

(4) (M3m. - B, Op. 110 ot 2008 r.) 1 BUTPO AMArHOCTUYHO MEIUIIMHCKO U3/ENUe € HOBO, aKO
Ha Ia3apa Ha JbprKaBa WICHKa WIM Ha JbpkaBa 0T EBpoNeiickoTO MKOHOMHYECKO MPOCTPAHCTBO MPE3
MOCJIEHUTE TPU FOJIUHU:

1. TakoBa u3zenaMe He € OWJIO MOCTOSHHO HAJIMYHO 32 aHAIM3MPAHWUTE BELIeCTBA WU JIPYTU
napameTpH, Uiu

2. He e Owia HalIMYHA aHAJIUTHYHATA TEXHOJOTHS, M3MOJ3BaHA 3a JaJCHUTE aHAIU3UpPaHU
BElIeCTBa WU MapaMeTpH.

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

(6) (M3wm. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) 3asBieHHeTO 3a perucTpaIus mno
an. 1 u 3 ce mogasa B 14-gHEeBEH CpPOK OT JaTara Ha MyCKaHe Ha IMa3apa W/WIK MyCKaHe B JIEHCTBUE Ha
u3genusaTa mo wi. 2, ain. 1, 1. 1.

(7) (U3m. - AB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) JIunata mo an. 1 u 3 ca rexHA 12
yBeAOMSAT B 14-1HEBEH CPOK U3NBbJIHUTENHUS qupekTop Ha UAJI npu:

1. mpomsiHa B ajjpeca Ha yIIPaBJICHHUE;

2. 3HAUUTEJIHA IPOMEHU B HHpOpMaIusTa 1o ai. 2, T. 2 u 3;

3. (ot™m. - IB, 6p. 110 ot 2008 ., B cmma ot 21.03.2010 1.)

4. u3TerJIAHe Ha U3/IeJIUETO OT Tasapa.

Un. 29. (M3wm. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 1.) (1) B cnygaute no uin. 10, an.
2, KOraTo YI'bJIHOMOLICHUST MPEACTaBUTEN € peructpupad no TwproBckus 3akoH, nogaBa a0 MAJI
3asBJICHME U MPHUApYXKaBalaTa ro JOKyMEHTAIMs 3a u3jenusTa no wi. 27, ai. 1 w/nam no wi. 28, an. 1



i 3.
(2) YopiHOMOILIEHUAT NpeAcTaBuTenN 1o an. 1 yBenomsisa MAJI pu Besika mpoMsiHa Ha aapeca
CH Ha YIpaBJICHUE.

Ui 30. (U3m. - IB, 6p. 110 ot 2008 r., B cuina ot 21.03.2010 r.) 3a BcUuku u3aenus mo 4i. 2,
an. 1, T. 2 u mo wr. 2, ain. 1, 1. 3 or xuac Ila, 116 wnm IIl, mycHatu B nelicTBHE Ha TEPUTOpPHATA HA
Peny6muka bouarapus, MAJI Moxe na moucka AaHHU, WACHTU(GUIMPAIIU HW3JEIHETO, E€TUKET U
MHCTPYKIUS 32 yroTpeoa.

Y. 30a. (Hos - 1B, 6p. 110 ot 2008 1., u3m. - 1B, 6p. 39 ot 2011 1., B crmma ot 01.01.2012 1.)
(1) (U3m. - [IB, 6p. 43 ot 2016 1.) MU3mbaHuTenHAaTa areHIMs 10 JIeKapCcTBaTa MoyIbpKa Ha UHTEPHET
CTpaHUIaTa CU CIUCHK HA MEAMIIMHCKUTE M3JCINUs, KOUTO MOraTr Ja ObAar 3aruiamalu ChC CPeCcCTBa OT
Oromkera Ha HanmonanHata 37paBHOOCUTYpPUTENIHA Kaca, OT AbP)KaBHHS OIO/DKET, U3BBH 00XBara Ha
3aJIBJDKUTEITHOTO 3/IPAaBHO OCUTYpPSIBAHE, OT IbpXKaBHUS OIO/DKET, upe3 OropKeTa Ha MHUHHCTEPCTBOTO
Ha TpyJa U COLMAalHATa MOJUTHKA, OT OrO/KeTa Ha JiedueOHUTE 3aBeACHMS MO Wi. 5 OoT 3akoHa 3a
JedeOHUTE 3aBECHMS, KAaKTO M ChC CPEIICTBA HA JICUCOHHUTE 3aBEJACHUS C IBP)KABHO /WA OOITUHCKO
yuactue o 4i. 9 u 10 ot 3akoHa 3a jeueOHHUTE 3aBe/ICHUSI.

(2) CiiucbkbT 10 ail. 1 chabpxa:

1. o0y uneHTUUKAIMOHHH JaHHHU U XapaKTePUCTUKU Ha METUIIMHCKOTO U3eIne;

2. cepTH(PUKAIMOHCH U PETUCTPAIIMOHCH CTaTYC HA METUITUHCKOTO U3JICIHC;

3. ThproBcka uH(GOpMaIs, BKIIOUYUTEIHO MPOAaKHA IIeHa 32 MEJAUIIMHCKOTO U3JeNne, KaKTo U
3a MPOU3BOIUTEIISI/ YIIBIHOMOIIEHUS TIPEJCTABUTEN HIIM ThProBella Ha MEIUIIMHCKOTO HU3/CITHUE;

4. crorHocT 1o 4ia. 300, ai. 1.

(3) YcnoBusita u penbT 3a BKIIOUBAHE B CHUCHKA MO ald. 1 W 3a HErOBOTO MOJAbpXKAHE CE
ompeAensaT B Hapen0a Ha MUHHCTEPCKUS CHBET, MpUETa MO MPEAJoKEHHWE Ha MHUHHCThpPAa Ha
3JIpaBeOITa3BaHETO M MHHHUCTHPA HA TPY/Ia U COIMATHATA MTOJIUTHKA.

(4) He ce 3amnamar cbe cpeicTBa mo ai. | MeIuIMHCKH U3IeNHs U3BBH CIIMChKa 1o a. 1.

Y. 306. (Hos - IB, 6p. 39 or 2011 r., B cuia ot 01.01.2012 r.) (1) AbpkaBara €xerogHo
orpeJiesis CTOMHOCTTA, IO KOATO Ce 3aIulaliaT MEIULMHCKUTE W3JIeNHs, BKIIOYEHH B CIHUCHKA MO Y.
30a, ai. 1.

(2) YcnoBusATa U peabT 3a ONpenessHe Ha CTOMHOCTTa Ha MEJUIIMHCKUTE U3Jenus 1o ain. 1 ce
ornpeaensaT B Hapeabara no wi. 30a, an. 3.

Y. 31. (1) (Otm. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.)

(2) (U3m. - [IB, 6p. 110 ot 2008 r., B cruta ot 21.03.2010 r.) U3mbaauTenHaTa areHIus mo
JIeKapcTBaTa BOAM PETUCTHP, KOUTO ChABPKA:

1. HOMep M J1aTa Ha perucTpanus;
. HAUMEHOBaHKE, BUJ U KJIaC HA METUITUTHCKOTO U3JENne;
. AME€ ¥ aJJpeC Ha yMpaBJEHUE HA 3adBUTENA 1O wi. 27, ai. 1, wi. 28, ain. 1 u 3 mw wi. 29, an. 1;
. JlaTa Ha 3aJM4aBaHe Ha MEIUIIMHCKOTO U3JIeNe OT PETUCThPa U OCHOBAHUETO 32 TOBA,
. 3a0€JIeKKH 0 BIIMUCAHUTE OOCTOATEIICTBA.

(3) (U3m. - [IB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) 3mbaHuTENTHATA areHUUs 1O
JIEKapCcTBaTa MPEeA0CTaBs JaHHU 3a PETUCTpalusITa Ha 3AenusaTa no ui. 27, ai. 1, wi. 28, ain. 1 u 3 u no
yi1. 29, an. 1 npu NOUCKBaHe OT PEryJaTOPHU OPraHu HA APYTU IbPKaBU WICHKU WIHA OT PEryIaTOpHH
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OpraHy Ha AbpPKaBU OT EBPONENCKOTO HKOHOMUYECKO MPOCTPAHCTBO U 0T EBporeiickata KOMHUCHS.

I'naBa Tpera.
KJUMHUYHU UBIIUTBAHUSA HA MEJULIUHCKHU U3JEJIUA

Paznea 1.
OO0uwu pasnopendou

Ui 32. (M3m. - IIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Knuan4yHO M3nMTBaHE C
MEIUIIUHCKHU U3Jenus 1o Wwi. 2, ai. 1, T. 2 u 3 ce nmpoBexaa ¢ Led:

1. moTBBpIKAAaBaHE, Ye MPH HOPMAIHU YCJIOBUS Ha YIIOTpeOa WU3JEIMETO U3IIBIHSIBA €THA HIIH
moBede oT (PYHKIUUTE, ONPEIETICHA OT MIPOU3BOIUTEIS,

2. uaeHTUUIpaHe Ha HEXKEIaHU CTPAaHUYHHU eEeKTH ITPU HOPMAITHU YCJIOBUS Ha ymoTpeda Ha
U3JICITHETO;

3. mpeleHKa JOKOJKO HICHTU(DUIMPAHUTE HEXEJaHH CTPAHUYHU CPEKTH ca B PaMKUTE Ha
MIPUEMITUBHS PHUCK, MPEIICHEH CIIPSAMO I10JI3aTa OT MPEABUICHOTO NIPEIHA3HAYCHHUE HA U3/CIIUETO.

UYn. 32a. (Hos - /IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) OueHsBaHeTo Ha KIMHUYHUTE
JAHHU OT U3MUTBAHETO CE€ U3BBPIIBA IPU YCIOBHS, ONIPEIEICHH B Hapen0aTa 1o ui. 48, an. 2.

Ui 33. KnuHUYHO M3MUTBAHE CE€ MPOBEXK/A B JICUCOHW 3aBEJCHHS IO CMHUCHJIA Ha 3aKOHaA 3a
JIEYEOHUTE 3aBEICHUA.

Un. 34. (1) KnuHu4HOTO M3NMUTBaHE ¢ M3JENMATa MO wWi. 32 ce NMpoBeXJa MpU Cla3BaHe Ha
OCHOBHUTE NPUHLMUIIM, KOUTO TapaHTUpaT MpaBara, OE30MaCHOCTTa, 3/PaBETO U YOBEIIKOTO
JOCTOMHCTBO HAa YYaCTHHULIUTE B U3IUTBAHETO, OoNpeaeseHu B JlexnapanusaTta oT XeI3UHKHU 32 €ETUYHUTE
MPUHLIMIIY IIPU [IPOBEXKJaHe Ha KIIMHUYHU U3IUTBAaHUS BBPXY X0pa.

(2) IpaBara, Ge3zomacHOCTTa M 3APaBETO HA YYACTHULWUTE B KIMHUYHOTO M3MMTBaHE cCe
MIOCTaBST HaJl MHTEPECUTE Ha HayKaTa U O0IIECTBOTO.

(3) KnuHUYHOTO M3MMTBaHE ce MNpeArnpUeMa M MPOBEXIa, NMPH yCIOBUE Ye MNPEABHIUMUTE
IIOJI3U 3@ Y4aCTHHKA U 3a OOILECTBOTO ONPaBAaBaT PUCKOBETE.

(4) KnuanuHoTO M3NMTBaHe TPsIOBA Jla ce IUIaHUPa Taka, ye Hey100CTBOTO, O0JIKaTa, CTPaXbT U
JpyTUTE NMPEABUANMHU PUCKOBE BbB BPb3Ka ChC 3a00JISIBAHETO J1a Ca CBEEHU 10 MUHUMYM U IparbT Ha
pUcKa W cTemeHTa Ha ¢u3uyecka OOJIKa Ja ca NpPeABApUTEITHO OMpEeNieHM W Jia MOAJeKaT Ha
MIOCTOSIHEH KOHTPOJI IO BpEME Ha U3MHUTBAHETO.

(5) He ce nomycka mpenocrtaBsHe Ha (PMHAHCOBHM WJIM JAPYIM CTUMYJIM 3a BKJIIOYBAaHE Ha
YYaCTHUIMU B KJIMHUYHOTO M3MUTBAHE OCBEH KOMIIEHCAIMH (Pa3Xo/H 3a MbTHU, THEBHU U JIPYTH).

Un. 35. (Otm. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.)

Ui 36. (1) Uanata nadopmaius OT KIMHAYHO W3MUTBAHE CE 3aMMcBa, 00pad0TBa U ChXpaHsIBa
[0 HAa4YWH, KOWTO OCUTYpsiBa TOYHOTO M JIOKJIaJBaHE, UHTEPIPETUpAHE W MOTBbpXkAaBaHe. JIMuHute
JAHHW Ha YYaCTHUIIMTE B KIWHUYHOTO W3MHUTBAHE CE€ CHXPAHIBAT CHIIACHO 3aKOHA 3a 3alluTa Ha



JIMYHUTE TaHHH.

(2) (U3m. - B, 6p. 84 ot 2018 r., B cmia ot 12.10.2018 r.) JlokymeHTanusaTa mo ai. 1 ce
ChXpaHsBa OT TIJIaBHUSA WJIM KOOPJAMHHpAIIWsA H3ciaenoBaTtesl 3a cpok 20 ToauHM OT jJaTata Ha
MPUKIIIOYBAHE HA KJIMHUYHOTO M3IMUTBAHE M CE€ MPEAOCTaBs MpH MouckBaHe Ha ETmyHaTa koMmucus 3a
KIMHUYHU u3nuTBaHuss mo wi. 103, an. 1 or 3akoHa 3a JIGKAPCTBEHUTE MPOAYKTH B XyMaHHAaTa
Mmenunuaa u ma MAJL

Ui 37. (1) KnuHruHO M3MUTBaHE HA M3ACIHATA 1O WI. 32 ce JOIMyCKa caMO BbpXY JIHUIIE:

. Ha KOeTo € MpeaoCTaBeHa MPEIBAPUTEIIHO MHUCMEHa HWH(GOpMaMs 3a CHIIHOCTTA,
3HAYEHUETO, MOCIEACTBUATA U €BEHTYATHUTE PUCKOBE HAa KIIMHUYHOTO MU3MUTBAHE U B PA3roBOP C JeKap
WIN JIeKap 1O JEHTajHa MeIWIMHA - WIEH Ha W3CJIENOBATEICKHS CKHUI, ca My Pa3sCHEHH IeNuTe,
pHUCKOBETE, Hey100CcTBaTa HAa U3MUTBAHETO U YCIOBUATA, IPU KOUTO 1€ CE MPOBEK/IA;

2. KoeTo € UH(OPMUPAHO 33 MPABOTO CH Jla C€ OTKaKE IO BCSIKO BpEME OT M3MHUTBAHETO, 0e3
TOBA J1a UMa OTPUIIATEITHU MOCIEICTBUS 33 HEro;

3. KOETO € AaJo JIMYHO MMCMEHO HH(POPMHUPAHO ChIIIACHE 33 yYacTHe.

(2) Koraro nuiero e HecrocoOHO Ja M3pa3d MUCMEHO ChIVIachue, TO MOXKE Ja Jajie YCTHO
ChIJIaCHE B MPUCHCTBHETO HA HE3aBHCUM cBHIETEN. CBUIETENAT YAOCTOBEPSIBA MUCMEHO, Y€ JIMIETO €
M3Pa3UIIo JUYHO HHPOPMHUPAHO ChIIIACKE 32 yYacTHE B KIIMHUYHOTO U3IUTBAHE.

(3) Camo neecriocobHO nHIlE, KOETO pa3dHpa CHIIHOCTTA, 3HAYEHUETO, MOCIEICTBUITA U
€BEHTYaJHUTE PUCKOBE OT KIMHUYHOTO M3MHUTBAaHE, MOXE J1a 1aje nHGOpMUPAHO chIylacue mo aji. 1, T.
3 u an. 2. UnpopMupaHoTO ChIIIacue 3a y4acThue B KIMHUYHO M3MUTBAHE MOXKE J]a ObJe OTTErJICHO 10
BCSAKO BpeMe 0e3 OTpULIATEIHU MTOCIEACTBHS 32 JIUIETO.

(4) KnuHUYHOTO M3NUTBaHE BBPXY OrPAHUYEHO JIEECIIOCOOHO ITBIHOJIETHO JIMIIE MOXE Jia ce
MPOBEXKAa cliel MOoJy4yaBaHE Ha MUCMEHO WH(OPMUPAHO CBIIACHE OT JUIETO U OT 3aKOHHHS My
npeacraButes. Ha orpaHndeHo 1eecrnocoOHO IMBIHOIETHO JIMIE ce IpeocTaBs nHpopMarusTa mo ai. 1,
T. 1 B CbOTBETCTBHE C HEroBaTa CIIOCOOHOCT 3a pazOupane. M3pu4HOTO My KellaHuE J1a ce OTTETJIH 10
BCSKO BpEeME€ OT KIMHHUYHOTO HM3MHTBAaHE TPsOBa Na ObJe B3€TO MPEIBUA OT HM3CIEIOBATElNs, a TpH
HE00XO0AUMOCT - OT TJIaBHUS U3CIIe1oBaTe.

(5) Undopmupano chriacue 3a HEAEECMOCOOHO ITBIHOJIETHO JUIE MOXE J1a J1aje 3aKOHHUST
MYy MpEACTaBUTET.

(6) B cnydautre mo wi. 162, am. 3 or 3akoHa 3a 31paBeTo MHGOPMHpPAHO ChIIIacHe JaBa
HA3HA4YEHOTO OT ChAA JIMLIE.

Un. 38. (1) KiuHHYHOTO M3NMTBAaHE BBPXY MAJOJETHO JIMIE MOXE Ja C€ NMPOBEXIA Clel
MoJlyyaBaHe Ha MHUCMEHO MH(QOPMHUPAHO ChITIACHE OT 3aKOHHUTE My MpEACTaBUTEIH - OT JBaMara
POIMTENN WU OT HACTOWHUKA Ha JIMIIETO, NP Cla3BaHe W3UCKBaHMATa HA wi. 37, an. 1, 7. 1 m 2 u an. 3.
Koraro egyHMSIT poauTeN € HEU3BECTEH, TOUYNHAI WM € JIMILIEH OT POJUTENICKU IIPaBa, UM HE ca MYy
MIPeI0CTaBeHH TaKUBa IpaBa B CllydauTe Ha pa3BoJl, MUCMEHO HH()OPMHUPAHO ChIIaCcHE JaBa POAUTEIIAT,
KOWTO yNpa)xKHsIBA POJAUTEIICKUTE MpPaBa.

(2) KAMHMYHOTO U3MUTBAaHE BBHPXY HEMBIHOJETHO JIMIE MOXE Ja C€ IPOBEXIA Clel
NoJlyyaBaHe Ha NMUCMEHO MH(POPMHUPAHO CHIVIACHE OT JIUIETO M OT 3aKOHHUTE MY IMPEJICTaBUTEIH - OT
JIBamMaTa pOAUTEIN WM OT MOIMEUYUTEIISI My, ITPU Clla3BaHe M3MCKBaHUATA HAa wi. 37, an. 1, T. 1 u 2 u an.
3. KoraTo equHUAT poaUTENl € HEU3BECTEH, IOYMHAI UJIH € JIMILEH OT POAMTEIICKHU IIpaBa, WIKA HE ca My
MpeIOCTaBeHH TaKWBa IpaBa B Cily4yauTe Ha pa3Boj, NHCMEHO WH(OpPMHpaHO ChIJIacHe JaaBa
HEI'BJIHOJIETHOTO JINLIE U POAUTENSAT, KOUTO YIPaXXHSABA POAUTEICKUTE IPaBa.

(3) Ha manmoneTHOTO MM HEMBIHOJIETHOTO JIUIE Ce MpeAocTaBsi nH(OpMaIUs 3a CHITHOCTTA,
3HAUEHHUETO, IOCJIEICTBUATA, E€BEHTYAJIHUTE PUCKOBE M IOJ3UTE OT KIMHUYHOTO H3MMTBAHE IIO



pazOupaeM 3a HETO HAYMH OT JICKap C MPU3HATA CIICIIHAITHOCT 10 IETCKHU O0JIECTH W JETCKU TICUXOJIOT.
(4) Ceriacuero Ha pOAWTENUTE WIM HACTOMHHMKA TpsiOBa Ja MpeACTaBIisABa MperoaraeMara
BOJISI Ha MAJIOJICTHOTO JIMIIE M MOXE Ja OBAEC OTTEIJIEHO IO BCAKO BpeME NpH IMPOBEXKIAHE Ha
KIIMHUYHOTO M3MHUTBAaHE 03 OTPHUIATEITHU IMOCIICCTBHUS 32 MAIOJIETHOTO JIMIIC W/WJIH 32 TAX.
(5) CpraacueTo Ha HEMBJIHOJICTHOTO JIMIIE M HA POJUTEIUTE WIIM HA TIOTICUUTENST MOXKE J1a ObJie
OTTEIJIEHO TIO0 BCSKO BPEME B TpoIleca Ha MPOBEKIAHE HA KIMHUYHOTO M3MHUTBaHE 0€3 OTPUIIATEITHH
MOCJIEACTBUA 3a TAX.

Un. 39. Pemennero 3a BKIIOYBAHE B KIMHUYHO M3IHMTBAHE HA MAJIOJCTCH, HEIBJIHOJICTCH,
HEJCeCITOCO0EH WIIM OIPAaHUYCHO JeeCIocOOCH IBJIIHOJIETEH MAallMeHT, KOraTo HEe MOXE Jia Ce B3eMe
CHeIHO WH()OPMHUPAHO CHTIACHE OT POIUTEIUTE/POAUTEINS WA CHOTBETHO OT HACTOWHHKA WM OT
MOTICUMTEIIS M KOTaTO HEIMOCPEICTBEHATA IIeJI € CITacsIBaHe Ha )KMBOTA MY, CE B3eMa Hai-MaJIko OT JBamMa
JIEKapH, HE3aBUCHMH OT BB3JIOXKHUTEIISI M OT TJIaBHUS WIIM KOOPAMHHUPAIINS U3CIIEA0BaTEI.

Un. 40. (1) Knuanuno u3nutBane BbpXy OpeMEHHU MOXKE /1a ce MpelrprueMe U MpoBexaa Ipu
CHa3BaHe M3UCKBaHUATA Ha wi. 37 caMO B Clly4auTe, KOraro HsMa JOKa3aHU APYrd ajJTEepHATUBHU
METO/IM 32 U3BBPIIBAHE HA AUATHOCTHKA UITU JICYCHHE U KOTaTO TOBA HE 3acTpalliaBa >KMBOTa U 37PaBETO
Ha OpeMeHHaTa M JKU3HECIIOCOOHOCTTA Ha IJI0/a.

(2) Pemienuero 3a BKJIIOYBAHE B KIMHUYHO HM3MUTBAHE B CilIy4yauTe MO ai. 1 ce B3ema OT
JeKapcKka KOMHCHUS, CBbCTaB€Ha OT CHEIUAJUCTH, HE3aBUCHUMU OT BB3JIOKHUTENS U  OT
TJIAaBHUSA/KOOPANHUPALLUS U3CIIeI0BaTElL.

Y. 41. (1) Ilo BpeMe Ha M3NUTBAHETO YYAaCTHUKBT IPU MOUCKBAHE MOJIydyaBa JON'BIHUTEIHA
uHpopMaLKs 0T HE3aBUCUMO OT Bb3JIOKUTENS JIULIE.

(2) Ilmcmenara wuH@OpManMsi, NpPEAOCTaBSIHA HA YYAaCTHUIUTE B KIMHUYHO U3IHUTBAaHE,
ChJIbPKa JAHHHU 32 KOHTAKT C HE3aBUCUMOTO JIULIE 1O aJl. 1.

Uin. 42. (1) [Ipu npoBexaaHe Ha €HOIIEHTPOBO MJIM MHOTOIIEHTPOBO KJIMHUYHO M3MHUTBAHE HA
TeputopusTa Ha PenyOnuka bbarapus, xorato BB3JIOXKHUTEISAT HE € YCTAHOBEH HAa TEPUTOpUATA Ha
EBpomneickus ¢br03 WM Ha TEPUTOPUATA HA AbpKaBa OT EBpONENCKOTO NKOHOMUYECKO MPOCTPAHCTBO,
TOM YITBJIHOMOIIIaBa CBOW MPEJCTaBUTENl, YCTAHOBEH Ha TepuTopusaTa Ha Penmybnuka bbarapus.

(2) M3m. - B, 6p. 110 or 2008 r., B cuna or 21.03.2010 r.) Ilpu mpoBexnane Ha
MHOTOLIEHTPOBO KJIMHUYHO W3MUTBaHE Ha TeputopusaTa Ha PemyOnuka bearapus u Ha Tepuropusita Ha
Apyra JAbpKaBa WICHKA/AbpKaBU WIEHKH, W/MIM Ha TEPUTOPHUSITa Ha JAbp)KaBa/IbpKaBU OT
EBponeiickoTo MKOHOMMYECKO MpPOCTPAHCTBO, W/WIM Ha TEPUTOpHUATAa Ha TpeTa Jbp)kKaBa, KOraTo
BB3JIOKUTENAT HE € YCTAHOBEH HA TEPUTOpUATA Ha EBPOINENCKHS CBIO3, TOH YIBIHOMOIIABA CBOU
IIPE/ICTABUTEN, YCTAHOBEH HAa TEPUTOpUATAa Ha JbpXKaBa 4WIEHKAa WM JAbpkaBa oT EBporelickoro
MKOHOMMYECKO MPOCTPAHCTBO.

(3) YrbiHOMOIIEHUAT MPECTaBUTEN N0 all. 1 WM 2 HOCH OTTOBOPHOCT 3a MPOBEXKJIAHETO Ha
KIMHUYHOTO W3MHUTBaHE Ha Teputopusta Ha PenyOmuka bbarapus cbriacHo AecTBAIOTO
3aKOHOAATEJICTBO.

(4) (Otm. - 1B, 6p. 110 o1 2008 1., B cuna ot 21.03.2010 1.)

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

(6) (Otm. - 1B, 6p. 110 o1 2008 1., B cuna ot 21.03.2010 1.)

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



Ui 43. (M3m. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) (1) KnuanyHoTO M3MMTBaHE
C€ U3BBbpPIIBA MO/ PHKOBOACTBOTO HA U3CIIEIOBATEN.

(2) KoHTponbT BBpPXYy KIMHUYHOTO M3MUTBAaHE CE€ H3BBHPIIBA OT BB3IOKUTENS WU OT
YO'BJIHOMOULIEHUsI MY IpeacraBuTen mo wi. 42, aj. | wim 2, uam oT Ha3HAYeHO OT HEro JIMLe -
HaOJIroaBarll.

(3) Ilo Bpeme Ha KJIMHMYHOTO M3MUTBAHE JIEKAp, CbOTBETHO JIEKAp IO JACHTAJIHA MEIUIIMHA,
IpocJeisgBa 3ApaBOCIOBHOTO ChCTOSHUE HA YYACTHUKA U IIPU HEOOXOIMMOCT MpeANnprueMa CbOTBETHUTE
MEJUILIUHCKU MEPKHU.

(4) U3uckBaHuATa KbM BB3JIOXKHUTENS, TVIABHUS WIM KOOPIUHHUPAIIUS H3CIEAOBaTEd U KbM
HaO0JII01aBalNs U TEXHUTE 33]IBJDKECHUS MIPH MPOBEKIAHE HAa KIMHUYHOTO M3MHUTBAHE CE OMPEIEIST C
Hapezabara o wi. 48, ai. 2.

Un. 44. (1) Be3noxurensT ¥ TIABHUAT WIM KOOPAMHUPAIIMSIT M3CIEAOBATEN CKIOYBAT
JIOTOBOP 3a 3acTpaxOBKa, IMOKpHUBAaIla OTTOBOPHOCTTa MM 33 MNPUYMHEHHTE NPU WIK MO TOBOA
MIPOBEKIAHETO HA KIMHUIHOTO M3ITUTBAHE HEMMYIIIECTBEHU M IMYIIIECTBCHH BPE/IM HA YYACTHHIIUTE.

(2) (U3m. - /IB, 6p. 84 o1 2018 ., B cuma ot 12.10.2018 r.) BB310XKHTENAT HOCH OTTOBOPHOCT B
Cllydail Ha YBpEeKIaHE Ha 3[[paBeTO WM Ha CMBPT, NPUYUHEHH TPU WM TI0 ITOBOJ MPOBEKIAHETO HA
KIIMHUYHOTO M3MHUTBAaHE, KOraTO M3MHUTBAHETO € MPOBEXKIAHO CHIVIACHO M3UCKBAHUSATA U MPOLEIYPHUTE
Ha on00peHus or EtmuyHata xomucus 3a KIMHUYHM u3nuTBanus mo wi. 103, am. 1 or 3akona 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MEIUIIMHA TIJIaH.

(3) (U3m. - [IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) ['MaBHUAT WM KOOPAMHUPALUSAT
U3CcIeI0BaTel HOCH OTTOBOPHOCT B CIIy4ail Ha yBpEXIaHE Ha 3/IpaBeTO WM Ha CMBPT, IPUYUHEHU NIPU
WIM O TOBOJ TMPOBEXKIAHETO HA KIMHUYHOTO M3MHWTBAHE, KOTaTO HE Ca CIa3eHU HM3UCKBAHUATA W
npoueaypure Ha ono0peHus ot ETuunata koMucus 3a KIMHUYHM W3nuTBanus mo 4wi. 103, am. 1 ot
3aKoHa 3a JICKaPCTBCHHUTE MPOIYKTH B XyMaHHATa MEIUIIMHA TIJIaH.

Pazpen 11.
Paspemenne 3a npoBex1aHe HA KJIMHUYHO U3NUTBAaHE

Un. 45. (1) (U3m. - [IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) KnuauyauTe M3NUTBAHUS
Ha MEIUIIMHCKU U3Aenus mo 4i. 2, ain. 1, 1. 3 ot knac I, Ha UMIIIaHTUPYEMH METUITMHCKU U3ACTUS U
Ha WHBA3WBHU MEIUIIMHCKU M3ENUS 32 IPOIBJDKATENHA yroTpeda 1o wi. 2, ain. 1, T. 3 ot kiac [la wim
116 u Ha uzgenusTa mo ui. 2, an. 1, T. 2, KOUTO ce MPOBEXIAT HA TepuTopusATa Ha PenyOnuka brirapus,
MOTar Ja 3alo4yHaT cjej NMoJly4aBaHe Ha pa3pellieHue OT U3IbIHUTEIHUA qupekTop Ha MAJIL, uznaneno
cien nocthiBane B MMAJI Ha MONMOKUTENHO cTaHOBUIIE OT ETHYHAaTa KOMHUCHS 32 KITMHUYHHA U3MUTBAHUS
o wi. 103, an. 1 ot 3akoHa 3a JeKapCcTBEHUTE NIPOAYKTH B XyMaHHATa MEIUIIMHA.

(2) (U3m. u gom. - /IB, 6p. 84 or 2018 ., B cua ot 12.10.2018 r.) KninHnyanTe M3NMUTBaHUS HA
MEIMIIMHCKN U3JISIHS, Pa3IMdHN OT T€3H 10 ajl. 1, KOUTO Ce MPOBEXKIAT HA TepUTOpHUITa Ha PemyOmka
bearapus, morar nga 3amodHaT ciel yBeIOMsBaHE Ha HM3MBJIHUTENHUS aupektop Ha WMAJI, xorarto
KOMHUCHSTA 10 eTuKa 1o an. 1 e gama Ha MAJI monoKUTEeTHO CTaHOBHIIIE.

(3) Pasmopendute Ha an. 1 u 2 ce mpuiaraT W 3a MEAMIMHCKH u3enus ¢ HaHeceHa "CE"
MapKUpPOBKa, KOTaTO KIMHUYHUTE U3MUTBAHUS CE MMPOBEKIAT C I1EJT CMSHA Ha TPeTHA3HAYCHUETO HM.

Un. 46. (U3m. - [IB, 6p. 84 ot 2018 ., B cuma ot 12.10.2018 1.) BB310KUTENAT WK TITaBHUST



WM KOOPJIUHUPAIIMAT HW3CJIEAOBaTEN IMOJaBa 3asBJICHUE 3a YBEAOMSBAHE WJIM pa3pellaBaHe 3a
MPOBEXK/IAHE HA KIMHUYHO u3nuTBaHe 10 MAJL

Ui 47. (Otm. - [1B, 6p. 84 o1 2018 1., B cruma ot 12.10.2018 1.)

Un. 48. (1) (U3m. u gom. - JIB, 6p. 84 ot 2018 1., B cua ot 12.10.2018 r.) 3a momyuaBaHe Ha
CTaHOBHUIIE OT KOMHUCHUATA 1O Wi. 45, ajn. | riIaBHUAT, ChOTBETHO KOOPAUHUPALIUAT U3CIEI0BaTeN WIN
BB3JIOKUTENIAT, Ipencrass B MAJL:

1. agMUHHCTpAaTUBHA TOKYMEHTALUS;

2. uadopmanus 3a y9acTHUK;

3. JOKyMeHTAIMs 3a IJIaHa Ha U3MUTBAHETO;

4. TOKyMEHTAIHs 32 U3MUTBAHOTO MEIULIMHCKO U3JEIHE;

5. JOKyMeHTalusi 3a TEXHUYECKUTE BB3MOXKHOCTH Ha JIe4eOHOTO 3aBelleHuE U
npodecroHaHaTa KBaTU(PUKAIUS HA U3CIICIOBATCIICKUS CKHIT,

6. U3TOYHUK HA (PMHAHCUpPAHE U JIMUHUCTPATUBHA OPTaHU3AINS HA U3ITUTBAHETO.

(2) CpappkanueTo Ha JOKYMEHTAIMsTa 1O an. 1 ce ompexaens B Hapenbda HA MUHHCTBbpa Ha
3/IpaBeoIa3BaHEeTo.

(3) (U3m. - JIB, Op. 84 ot 2018 1., B cuita ot 12.10.2018 1.) Koraro komucusra mo 4. 45, an. 1
YCTaHOBH, Y€ JOKYMEHTAIusATa Mo ai. | e HembiIHa, TS yBeAOMsBA 3asBUTENs B 14-IHEBEH CPOK U My
7laBa CPOK 3a OTCTpaHsIBaHE HA HEITbJIHOTHTE.

(4) (13m. - ]IB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Komucusita mo wi. 45, an. 1 u3rorss
cranoBuie B 30-IHEBEH CPOK OT MPEACTAaBSHETO HA BaJHMIHA JOKYMEHTAIHs, KOETO NMPEeJOCTaBs Ha
NAIJL

Uin. 49. (Otm. - [1B, 6p. 84 o1 2018 1., B cmuma ot 12.10.2018 1.)

Y. 50. (1) (U3m. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r., gom. - /IB, 6p. 84 ot 2018
r., B cmiia ot 12.10.2018 r.) 3a monyyaBaHe Ha pa3pelieHre 3a MPOBEXKIaHE Ha KIMHUYHO U3MHUTBAHE 110
wi. 45, an. 1 eIHOBpEMEHHO € JOKyMeHTanusTa no ui. 48, an. 1 Be3noxutensat noaasa go MAJI
3asBJICHUE TI0 00pa3ell, NPUIPY>KEHO ChC ClIeIHATA JOKYMEHTAIIHS:

1. uaeHTUQUKAITMOHHN JAaHHU 32 MEAUIIMHCKOTO U3/eNue Ha XapTHUEH U eNIEKTPOHEH HOCUTET,

2. I1aH Ha KIMHUYHOTO M3IIUTBAHE,

3. Opolrypa Ha U3CIeI0BATENS;

4. noxyMeHTalus 3a mojiyuaBaHe Ha HHGOPMHPAHO ChIIIACUE;

5. nexmnapanusi OT MPOU3BOAUTENS Aald CHOTBETHOTO U3/IENNE MOXKeE J1a ObJIe ONPEEIeHO KaTo
u3genue no ui. 3, T. 2, 3 niu 4;

6. nexapaius oT MPOU3BOIUTENS AU MIPH MPOU3BOACTBOTO HA U3EIUETO 1Mo Wi. 2, an. 1, T. 3
€ M3MOJI3BaHa HEeKM3HECTIOCOOHA KMBOTHHCKA ThKAaH WM HEXH3HECIIOCOOHU MPOIYKTH, MOJIYYCHH OT
’KUBOTUHCKH ThKaHH;

7. WMeHaTa Ha WU3CJIEAOBATCIUTE, Ha IJIABHUA MJIM TJIABHUTE W3CICAOBATSIM HIIM Ha
KOOPJIUHUPAIIUS U3CIe0BaTeN, KaKTO U HAMMEHOBAaHUETO U ajjpeca Ha JiedeOHUTE 3aBEICHUS, B KOUTO
Ce TIPOBEXK/1a KIIMHUYHOTO U3MUTBAHE;

8. HauanHa, KpaiiHa nata ¥ rpaduK Ha MPOBEKIAHUTE U3CIICIBAHUS;

9. (ot™. - IB, 6p. 84 oT 2018 1., B cria ot 12.10.2018 1.)

10. nmeknmapanus, 4e MEIUIIMHCKOTO H3AENTUE CHOTBETCTBA HA MPUIIOKUMHUTE CHIIECTBEHU
M3UCKBaHMS, C M3KIIOUEHNE HA TE€3U, KOUTO ca OOEKT Ha KIMHUYHOTO M3MHUTBAHE, M Y€ Ca MPEIBUICHU
BCUYKHU TMPEANa3HU MEPKH, HEOOXOAMMH 32 3allliTa Ha 3/paBeTo W 0e30MacHOCTTa HAa YYACTHHUIIUTE B



M3MUTBAHETO M HA M3CJICIOBATEIICKHS CKHIT;

11. noroBop 3a 3acTpaxoBKa, MOKPUBAII[a OTTOBOPHOCTTA Ha M3CJIECIOBATENS M HA BH3IOKHUTEIS
3a MPUYMHEHUTE UMYIIECTBEHH U HEMMYIIECTBEHH BPEAM HA YUYACTHUIIMTE B M3MHUTBAHETO MPHU WIH IO
MTOBO/T IPOBEXK/IaHE HA KIMHHYHOTO U3ITUTBAHE;

12. IpOEKT Ha JIOTOBOP MEXKAY BB3JIOKHUTENS U JICUCOHOTO 3aBE/ICHHC,

13. moxymeHT 3a IiaTeHa Takca B pa3Mmep, onpezesieH B Tapudara mo wi. 7, ai. 1.

(2) (Ot™m. - 1B, 6p. 110 o1 2008 1., B cuna ot 21.03.2010 1.)

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

(4) (U3m. - ]IB, 6p. 110 ot 2008 r., B cma ot 21.03.2010 r., ot™m. - IB, 6p. 84 ot 2018 1., B
cuna ot 12.10.2018 r.)

(5) (HoBa - JIB, o6p. 110 or 2008 r., B cuma ot 21.03.2010 r.) CwabpkaHuero Ha
JOKyMEHTAIsATa 1Mo aJl. 1 ce ompenens ¢ Hapeabara mo 4. 48, ai. 2.

Ui 51. (1) U3npaHuTeNHATA areHIuUs 10 JieKapcTBaTa OICHsIBa MO1aJieHaTa TOKYMEHTaIUs 10
yi1. 50 B 60-1HEBEH CPOK OT JlaTaTta Ha MOJAaBaHETO M.

(2) (M3m. - IIB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) M3nbaHuTENHATA areHIUs 110
JIeKapcTBaTa MOXKeE J1a MOMCKa TOMbIHUTENHA HH(OpMallus, CBbp3aHa ¢ JOKyMeHTalusaTa no wi. 50, am.
1.

(3) B cayyaute mo an. 2 60-gHEBHHUSAT CPOK CIUpa Ja Tede JO MPEACTaBIHETO Ha MCKaHaTa
JIOKyMEHTAITHSI.

(4) M3nbauutennuar aupexrop Ha MAJL B cpoka 1o an. 1 yBegoMsiBa MUCMEHO BB3JIOKUTENS,
ge:

1. pa3pemiaBa mpoBek1aHETO Ha KITMHUYHOTO U3MUTBAHE, WIIH

2. U3MMTBAHETO HE MOXKE J1a ObJI€ MPOBEACHO, KAaTO ITOCOYBA MOTHUBHTE 32 OTKA3a.

(5) B cnydaure mo an. 4, T. 2 BB3NOXKUTEIIT Moxe B 30-THEBEH CpPOK OT JaTara Ha
yBeIoMIIEHHETO Aa npeactaBu B MAJI 3asBieHue, MPOMEHEHO B ChOTBETCTBUE C U3JI0)KEHUTE MOTHUBH 3a
HeMmpHeMaHe Ha MPOBEXKIAHETO Ha KJIMHUYHOTO U3MUTBAHE.

(6) B 30-nHeBeH cpok OT JataTa Ha MPEACTaBsSHE HAa MPOMEHEHOTO 3asBieHue mo ai. 5 MAJI
yBEAOMSIBA TUCMEHO BB3JIOKHUTEINS, Ye:

1. pa3perniaBa mpoBEXKAAHETO HA KIMHUYHOTO M3MUTBAHE, UITH

2. U3MHUTBAHETO HE MOXeE Ja ObJe MPOBEIEHO, KAaTO ITOCOYBA MOTHBHUTE 32 OTKa3a.

(7) Ilpenuc oT pa3pemIeHHETO 3a MPOBEXKIaHE HAa KIMHUYHOTO H3MHUTBAHE C€ M3Mpalia B
ne4eOHOTO 3aBeIeHHe, TOCOYECHO B 3asiBIeHUeTOo o wi. 50, an. 1.

(8) IIpu HempoumsHacsiHE B CpOKa MO ajl. | BB3IOKHUTEIAT MOXKE Jia 3all0YHE H3CIEIBAHETO
BeJHAra.

Un. 52. (1) Usnbaaurennust aupexktop Ha MAJl MoTuBHpaHO OTKa3Ba HW3JIaBaHETO Ha
paspelleHrne 3a MpOoBEXJaHe Ha KIMHUYHO W3MMTBaHE Ha Tepuropusara Ha PenyOmnuka bbarapus,
KOraro:

1. He ca mpeACTaBEHM TOCTAaTHYHO JOKA3aTEJICTBA 32 OYaKBAaHUTE HAyYHU U MEAUIIMHCKU MOJI3U
OT ynorpe0aTa Ha MEIULIMHCKOTO U3/IEIHE;

2. He ca TpeACTaBeHU YOEAMTENHM JIOKa3zaTeNCcTBa 3a 0€30MacHOCTTa Ha YYaCTHHUILIUTE B
M3MUTBAHETO U/UITU Ha U3CIIEA0BATEICKUS EKHUIL;

3. mpenocraBeHaTa MH(POPMALUsS 3a OLIEHsSBaHE 0E30MaCHOCTTa Ha KJIMHUYHOTO M3IHUTBAHE €
HEJOCTAThYHA;

4. [neHCTBMETO HAa W3AEIUETO HE OTroBapss Ha MPEAHA3HAUYEHUETO, ONPENEIIEHO OT



MIPOU3BOIUTEIS;

5. (noBa - J/IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) HAMa MOJTOKUTEITHO CTAHOBHIIE HA
KOMHCHATA I10 UiI. 45, ai. 1.

(2) Otkazpt Mo an. 1 momieku Ha oOXKalBaHE MO pela Ha AJIMHUHHUCTPATUBHOIPOIECYATHHS
KOJICKC.

(3) (U3m. - 1B, Op. 110 ot 2008 r.) 3nbiHUTENHATA areHIUS 1O JIEKApCTBAaTa YBEIOMSBA
pEeryJiaTOpHUTE OpPraHU Ha JAPYTUTe IbPKaBU WIEHKH, PETyJaTOPHUTE OpraHd Ha IbP)KABUTE OT
EBporeiickoTo NKOHOMHUYECKO IIPOCTPaHCTBO U EBpomneiickaTa KoMucHs 3a OTKa3a 1o al. | u npeacrass
MOTHBHTE 3a TOBA.

Y. 53. (1) Be3noxxurenst Moke 10 BCSIKO BpEME Jia ITpaBu IIPOMEHHU B IJIaHA Ha KIIMHUYHOTO
M3MHUTBaHE, PA3JIMYHU OT CHIECTBEHUTE IIPOMEHHU.

(2) (M3m. - 1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) B cnyyaute mo an. 1 BB3IOKUTEIAT
ChXpaHsBa JIOKYMEHTAIIHUATA, CBbP3aHa C IPOMEHHTE, U 5 peocTtass Ha MAJL.

Ui 54. (1) BB310KUTEIAT MOXKE J1a MPUIIOKU TUIAHUPAHU CHIECTBEHW MPOMEHU B TUTaHA Ha
KIIMHUYHOTO WU3MHUTBAHE.

(2) (M3m. - 1B, 6p. 84 ot 2018 r., B cumma ot 12.10.2018 1.) B cimyyaute mo an. 1 BB3IOKUTEIAT
110/1aBa 3asiBIICHUE, IPUIPYKEHO C TOKYMEHTallUs, CBbp3aHa ¢ mpomeHute, 10 MAJL.

(3) (U3m. - JIB, Op. 84 ot 2018 r., B cmia or 12.10.2018 r.) B cpok no tpu mum MAJI
MIPeIOCTaBs 3asBICHUETO U MpUIpYKaBalllaTa ro JOKyMEHTAIHs Ha KOMUCHUsATA o wi. 45, ai. 1, KosaTo B
15-1HeBeH CpOK OT MOJIy4aBaHETO UM U3TOTBSI CTAHOBHUILE U ro npenoctass Ha MAJL

(4) (U3m. - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B 15-aHeBeH cpok OT jmarara Ha
MoJTy4aBaHe Ha CTAHOBHUIIETO M0 all. 3 UMBIHUTEIHUAT aupekTop Ha MAJL:

1. u31aBa nONMBbIHEHHE KbM Pa3pelIeHUEeTO 3a MPOBEXkKAaHe Ha U3MUTBAHETO, C KOETO 0J00psiBa
IIpOMsIHATa Ha IJIaHa, WK

2. MOTUBUPAHO OTKa3Ba ChIIECTBEHA ITPOMSHA 110 aj. 1.

(5) Otka3bT MO an. 4, T. 2 HE MOJIEKHU HA OOXKATBAHE.

(6) Ako B cpoka o aji. 4 3asgBUTENAT He monydu otka3 oT MAJL, Toit Moxe na mpoBexna
KIIMHAYHOTO M3ITUTBAHE CHIIIACHO IPOMEHEHUS TIIaH.

(7) (Homa - /1B, 6p. 110 ot 2008 r.) B ciydaute no ai. 4, T. 2 Ipyu MHOTOLEHTPOBO U3IUTBaHE
NAIJI yBenomsiBa peryjaaTOpHUTE OPraHU Ha 3aCE€THATUTE JIbP’KAaBU YWIEHKHU WUJIM PETYJaTOPHUTE OpraHU
Ha JIbpkaBuTe 0T EBpOnelckoTo MKOHOMHYECKO IPOCTPAHCTBO, KO Y4acTBAT B U3MUTBAHETO, 3a OTKa3a
Y TIpE/ICTaBsi MOTHBHTE 32 TOBA.

Un. 55. (1) Ilpu BB3HHMKBAHE Ha HOBH OOCTOSITENICTBA, KOWTO MOraT Ja 3acTpariar
0€30MMacHOCTTa Ha YYACTHHIUTE B KIMHHYHOTO W3MUTBAHE I10 BpeMe Ha IMPOBEKIAHETO MY,
BB3NIOKUTEAT U U3CIENOBATENAT MpearpueMar CHEIIHM MEpPKH 3a 3aliTrara UM OT BHE3aIHO
BB3HUKHAJINTE PUCKOBE.

(2) (U3m. - 1B, 6p. 110 ot 2008 1.) B ciydaute o an. 1 BB3IOKHUTEIAT MOXKE JIa:

1. M3BBpIIH MPOMEHH B TUTAHA HA KIIMHHYHOTO M3ITUTBAHE;

2. IpeKpaTy KIMHUYHOTO M3MHUTBAHE MPEI MPEABUICHHUS B MJIaHA HA KIMHUYHOTO MU3MHUTBAHE
CpOK.

(3) (U3wm. - [IB, Op. 110 ot 2008 r., m3m. - JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.)
Bo3noxurensat nezabaBHo nndopmupa MAJI 3a:

1. mpenmpueTuTe MEpKH, MPUIUHUTE 32 HAJIATAHETO UM U TPOMEHUTE B IJIAHA;



2. mpeKpaTsABaHe Ha KJIMHWUYHOTO M3MUTBAHE MPEIU MPEABHICHUS B IUIaHA CPOK U MPEICTaBs
MOTHBHTE 32 TOBA.

(4) (Homa - IB, 6p. 110 ot 2008 r.) B ciyuante o an. 3, 1. 1 MAJI yBenomsiBa peryiaTopHUTE
OpraHH Ha 3aCEeTHATUTE IbPKAaBU WICHKH WU PETYIIATOPHUTE OpraHH Ha JIbpiKaBUTE OT EBporneiickoTo
WKOHOMHYECKO IPOCTPAHCTBO, KOWUTO Yy4acTBaT B M3MHUTBAHETO, 3a NPEANPHETUTE MEPKH H 32
MIPOMEHUTE B TJIaHA M MPEICTaBI MOTHBUTE 32 TOBA.

(5) (Homa - IB, 6p. 110 ot 2008 1.) B cyuaute no an. 3, 1. 2 MAJI yBenomsiBa peryiaTopHUTE
OpraHH Ha JPYTUTE IbPXKABU WICHKH, PETyJIaTOPHUTE OPraHH Ha IbpkKaBUTe OT EBporeickoTo
MKOHOMHYECKO TPOCTPAHCTBO M EBporeiickaTa KOMHCHUS 3a TNPEKICBPEMEHHOTO MpEKpaTsBaHE Ha
KIIMHUYHOTO M3IHUTBAHE U TIPEJICTaBs MOTUBUTE 32 TOBA.

Ui 56. (1) (U3m. - IB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) Bp3noxurenar Ha
KIIMHUYHOTO H3MUTBaHE € JUThXEeH Ja mpepoctaBs Ha WAJl mpu mouckBaHe JOKYMEHTAIMS, KOSITO
ChIbpKa:

1. 00110 oMMcaHuMe Ha U3JCIIMETO U HAa HETOBOTO MPEAHA3HAYCHHUE;

2. TPOEKTAHTCKH 4YEPTEXH, IMPOU3BOJCTBEHW METOAM, BKIIOUUTEIHO IO OTHOUICHHE Ha
CTepHIIM3AIUsAITa, TUarpaMi Ha KOMITOHCHTH U JICTAlIN, HAYMHHA HA CBBP3BaHE U JIPYTH,

3. omucaHue W OOSICHEHHS HA UYEPTEKUTE U AMArpaMHUTe U JIEHCTBHUETO HA METUIIMHCKOTO
1763 (17 (N

4. pe3yaTaTuTe OT aHANM3a HA PUCKA U CIUCHK HA MPUIIOKEHUTE HAMBIHO WIM YaCTUYHO
crapgaptd mo wi. 13, ai. 1 ¥ omucaHue Ha MPUETUTE TEXHUYECKU PEIICHHS 3a OCHUTypsiBaHE Ha
CHOTBETCTBUE ChC CHIIECTBEHUTE U3UCKBAHUS, KOTaTO CTAHIAPTUTE HE Ca IPUIIOKEHHU;

5. pe3ynTatute OT M3MUTBAHMATA, POBEJCHU OT PETYJIaTOPEH OpraH Ha JbpKaBa YICHKA WU
ot EBpomeiickata areHius 1Ho JeKapcTBaTa MpU OILCHSIBAHETO HAa KAauyeCTBOTO M 0€30MacHOCTTa Ha
BEILIECTBOTO MO CMUCHJIA HA WI. 3, T. 2, 3 win 4, KaKTO U MPH OICHSIBAHETO HA I0J3aTa OT HErO0 BbB
Bpb3Ka C IpeJHA3HAYCHUETO HA U3/IETHETO;

6. TIpeANpUETUTE MEPKU 32 HaMaJsiBaHE Ha PHCKa OT WH(EKIMH, BKIIOUEHU B CHCTEMaTa 3a
ylpaBJeHHEe Ha pPUCKA B CIydyauTe Ha W3JeNHe mo 4i. 2, an. 1, T. 3, mpu MPOU3BOACTBOTO Ha KOETO €
M3M0JI3BaHA HEKU3HECTIOCOOHA JKMBOTMHCKA ThKaH WM HEXH3HECIIOCOOHU TPOIYKTH, MOJTYyYEHU OT
KUBOTHHCKH THKaHU;

7. pe3yaTaTUTE OT MPOEKTAHTCKUTE W3YHCICHHUS M TPOBEACHHUTE MPOBEPKH U TEXHUYECKHU
W3MUTBAHUS.

(2) (U3m. - IB, 6p. 110 ot 2008 1., B cusa ot 21.03.2010 r.) BB310XKUTENAT HA KIMHUYHOTO
U3MHUTBAHE € JIBHKEH J1a ChXpaHsABa JOKYMEHTAlMATa 1Mo aji. | 3a cpok 15 roauHu cnej 3aBbpIlIBaHe HA
KIIMHUYHOTO M3IMUTBAHE - 33 U3ACNUATA O Wi. 2, al. 1, T. 2 ¥ 3a UMIUTAaHTUPYEMH U3JIETUS 110 WI. 2, all.
1, T. 3, u 5 TOOAMHY - 3a U3ACHUATA 10 Wi. 2, ain. 1, T. 1.

(3) (U3m. - [IB, 6p. 110 ot 2008 r., B cumna ot 21.03.2010 r.) [Ipon3BoaUTENAT € ITHKEH J1a
OCUTYPH TIPOU3BOJICTBEH MPOIIEC, MPH KOWTO MEAMIIMHCKHUTE W3JEHs, MpeAHA3HAUYCHU 332 KIMHHYHO
M3MHUTBAHE, CE TMPOU3BEKIAT B ChOTBETCTBHE C JOKYMEHTAIUATA 110 ail. 1.

Yn. 57. (1) (U3m. - JIB, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) B cpok 90 nuu cnen
MPUKITIOYBAHE HA KJIMHUYHOTO M3MHMTBAHE BB3JIOKUTENAT npenctaBd B MAJl okoHuareneH AOKia,
KOWTO ChAbpKa ONMUCAHHWE HAa METOJOJIOTHSTA M OpPraHu3aluATa, KPUTUYHA OLEHKA U CTAaTUCTUYECKU
aHaJM3 Ha MOJYYEHUTE TaHHHU.

(2) HdoxmanbT mo an. 1 ce moamucBa OT BB3JIOKUTENIS W OT BCHUKHM HM3cienoBareau. Koraro
HSIKOW OT M3CJIEIOBATEINTE OTKAXKE J1a TO MOMAIMUIIE, TOW MpHJIara MUCMEHO MOTUBUTE CH.

(3) HoxmansT mo an. 1 oboOmaBa naHHUTE, MONMYYEHH OT BCUYKU JICUEOHH 3aBECHUS U OT



BCUYKH YYaCTHULIU B U3MHUTBAHETO.
(4) JInuHuTe NAHHM HA YYaCTHULIUTE B M3MUTBAHETO, ChABPXKALIM C€ B JOKJIaza mo ai. 1,
TpsiOBa 1a ObIAT KOAUPAHH.

Un. 58. (1) UsnbiaHuTenHaTa areHuus IO JIEKapcTBaTa BOAM PETUCTbpP HA H3JAJCHUTE U
OTHETHUTE pa3pelleHus 3a IPOBEXK/IaHe HAa KIIMHUYHU U3IUTBAHUS.

(2) M3nbyiHuTENTHATA areHIUs 10 JIeKapcTBaTa OpraHu3upa U Ch3J/laBa CUCTEMA 3a PerucTpanus,
aHaIu3 U 0000IIaBaHEe HA HACTHIIWIM MHIMICHTU ¢ MEAULIMHCKU U3JIeNIUs 110 BpeMe Ha IIPOBEXKIAHETO
Ha KIMHUYHUTE U3MATBAHUSL.

(3) IIpouenypara no mpociesBaHe Ha 0€30IIaCHOCTTa HAa MEIULMHCKUTE W3JENUs B X0Ja Ha
KJIMHUYHOTO M3MMUTBAHE CE Olpesiess B HapeaOara o wi. 48, an. 2.

i 59. (1) M3nbenautennuat aupektop Ha MAJI Moke ChC 3amoBell BPEMEHHO Ja CIpe
MPOBEK/IAHETO HA U3IMMUTBAHETO WJIU J1a TO MPEKPATH, KOraTo:

1. U3NKUTBAHETO Ce€ NMPOBEXJA MPU YCIOBUS, PA3JIMYHU OT OINPEACNICHUTE MPU M3JAaBAHE Ha
pa3peneHueTo;

2. e Hanuie nHbopMaIus 3a OopoYaBaHe HaydyHaTa BAIUIHOCT HA U3MUTBAHETO;

3. CBIIECTBYBA PHUCK 32 0€30MACHOCTTA HA YYACTHULIUTE.

(2) llpenu na nmpennpueme aeiictBusTa no an. 1, MAJI nucMeHo yBenomsiBa 3a HaMepeHUsITa
cH:

1. BB370KUTENSA U KOOPAMHUPAIIMS U3CIIEI0BATEN, OTTOBOPEH 32 MPOBEXKAAHE HA U3IUTBAHETO
Ha BCUYKH JICUCOHU 3aBEJICHUS, TN

2. BB3JIOXKHUTENS U TJABHUS W3CIEA0BATEN, OTTOBapsil 3a ChOTBETHOTO JIeUEOHO 3aBEICHHE,
KbJIETO TpsiOBa /1a ce crpe U3MUTBAHETO.

(3) B 7-mHeBeH cpoK OT YBEIOMJICHHETO MO al. 2 BB3JIOKHUTENAT WM TJIABHHUAT WIN
KOOPJIMHUPALIUAT U3CIIE0BATEN] MOXKeE J1a IPEe0CTaBU ucMeHu o0sicHenus 1o MAJL

(4) Anunes 2 He ce mpuiara, ako CBIIECTBYBa HEMOCPEACTBEH PHUCK 3a 3/IpaBeTO U
0€301acHOCTTa Ha YYaCTHUIIUTE B U3IMUTBAHETO.

(5) 3amoBeara mo  am. 1 MOoxke ga Opge  oOxkanBaHa MO  pega  Ha
AJIMUHHUCTPATUBHOIIPOIIECYATHUS KOJEKC, KaTO 00’KaJIBaHETO HE CIUpa HU3IMIbIHEHUETO.

(6) I'maBHUAT WM KOOPAUHHUPAIIUAT H3CIEIOBATENl yBEIOMSIBA YYACTHUIUTE B KIMHHYHOTO
M3IUTBAHE 3a 3a10BeATAa 10 ail. 1.

Yn. 60. (U3m. - [IB, 6p. 110 ot 2008 r.) (1) IIpu npekparsBaHe Ha KIMHUYHOTO M3MHUTBaHE
M3IBJIHATETHUAT aupektop Ha MAJl yBemomsiBa He3a0aBHO PETYIATOPHUTE OPraHd Ha JIbP’KaBHUTE
YICHKU WJIM PETyJIaTOPHUTE OpPraHu Ha AbpiaBUTE OT EBPONENCKOTO HKOHOMHUYECKO MPOCTPAHCTBO U
EBporneiickara koMucHs 3a 3amnoBeara no 4wi. 59, an. 1 u npencraBs MOTUBUTE 3a TOBA.

(2) B cnyuait Ha BpeMEHHO CIIUpaHe HAa KIMHUYHOTO U3MUTBAHE U3MBIHUTEITHUAT JUPEKTOP HA
HNAJI yBenomsiBa He3a0aBHO pETyJIaTOPHUTE OpPraHW Ha 3acerHaTUTe IbpP)KaBU UIEHKH WJIA Ha
IbpKaBUTE OT EBpOMEcKOTO MKOHOMHMYECKO MPOCTPAHCTBO, KOWUTO Y4YacTBAaT B H3MUTBAHETO, 3a
3anmoBe/Ta 1o wi. 59, an. 1 u npeacraBs MOTUBUTE 3a TOBA.

Y. 60a. (Hos - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) M3nbaHuTeNHATA areHIIHS IO
JIeKapcTBaTa U KOMUCHSATA 1O wi. 45, an. 1 oOMeHsAT HHpopMaIus OTHOCHO KIIMHUYHUTE U3MUTBAHUS 110
CIIy’)keOeH TbT.



I'naBa yerBbBpTA.
HOTH®ULITUPAHU OPTAHU

Ui 61. (U3m. - JIB, 6p. 38 ot 2015 1., B cuima ot 26.05.2015 1.) (1) Paspemenue 3a orneHsiBaHe
Ha CHOTBETCTBHUETO HAa MEIUIMHCKH H3/CNIMs, BKIIOUMTEIIHO OLECHSIBAaHE HA KIMHUYHUTE JaHHH, CE
u3/1aBa Ha (PU3UYECKO WM IOPUANUECKO JIMIIE, PETUCTPUPAHO MO ThProBCKUs 3aKOH, OT U3IMTbIHUTEITHUSI
nupexrop Ha MAJL.

(2) MU3nbiHuTENHATA areHIMs 110 JIeKapcTBaTa € ONpeAessil Opral o CMUchia Ha wi. 1, OykBa
"n" ot Permament 3a usneiaaenne (EC) Ne 920/2013.

(3) Jlumero, koeTo KaHAWAATCTBA 3a M3JaBaHe Ha paspelleHHe 3a OlEHsSBaHE Ha
ChOTBETCTBHUETO HA MEIMIIMHCKU u3aenusi, noaasa A0 MAJl Ha enekTpoHEH HOCUTEN 3asiBJICHUE IO
obpasen cbriaacHo npuioxkenue Il Ha Pernmament 3a m3nbiaHenue (EC) Ne 920/2013, B xoeTo mocouBa
U3JIEHSTA U IPOLEAYPHUTE, 32 KOUTO KAaHIUIATCTBA, CHEpUTE HA KOMIIETCHTHOCT U TIOJIpa3elieHUsITa Ha
Te3u cdepu - Ype3 U3I0JI3BaHe Ha KOJOBETe OT MH(OpMAaIOHHATa cucTeMa Ha EBpomneiickaTa KoMuCHs
NANDO (Hotudunupanu u onpeneneHu opraau oT HoB 1Moaxo), U MPHIOKEHUATA KbM 3asBICHUCTO,
nocoueHu B npuioxkenue I Ha Pernmament 3a m3nbinaenue (EC) Ne 920/2013 r.

(4) 3asgBuTeNAT 3aIUIala Takca 3a M3/JaBaHE Ha pa3pelieHue 3a OLICHSIBAHE HAa ChOTBETCTBUETO
Ha MEIULIMHCKU U3JIeJIHs B pa3Mep, Onpe/iesieH B Tapudara mo wi. 7, ai. 1.

Un. 62. (M3wm. - JIB, 6p. 38 ot 2015 1., B cua ot 26.05.2015 r.) (1) OueHsBaHeTo Ha JIUIETO,
KOETO KaHIUIATCTBA 3a pa3pellieHue 3a OLICHSBAaHE HAa CHOTBETCTBHETO HA METUIIMHCKU HM3IENusi, ce
M3BBPIIBA OT €KCIIEPTHA KOMHUCHSA, OMpeeieHa ChC 3aloBe/l Ha M3MbIHUTETHUs AupekTop Ha MAJL
[Tpu HEeoOXOIMMOCT B KOMHUCHSTa MOTAT Ja ObJIaT MPUBICUYCHU BHHIIHU €KCIEPTU, KOUTO MPUTEKABAT
3HAHUS U IPAKTHYECKH OIHT B 00JIACTTAa HA CHOTBETHUTE METUITUMHCKU U3JCITHS.

(2) Koraro numero, koeTo KaHIUAATCTBAa 3a W3/laBaHE Ha paspelleHHue 3a OICHSIBaHE Ha
CHOTBETCTBUETO HAa MEAUIIMHCKM W3JIETHUsS, € TTOCOYMIIO B 3asABJIICHUETO 1Mo Wi. 61, an. 3 MeIuIMHCKU
u3aenus mo wi. 2, an. 1, T. 1, MAJI uzbpiiBa orieHKaTa o pesa Ha 4ui. 62a.

(3) Koraro nunero, koeTo KaHOUAATCTBAa 3a H3/laBaHE Ha paspelleHHE 3a OICHSIBAaHE Ha
ChOTBETCTBUETO HA MEIMLMHCKHU U3JENHs, € MOCOYMIIO B 3asBJEHUETO MO 4i. 61, an. 3 MeaIuIuHCKUTE
m3aenus mo wi. 2, an. 1, 1. 2 unu 3, MAJI u3BbpIiiBa oleHKaTa 1Mo peja Ha Wwi. 62a OT TO3W 3aKOH U Ha
ui1. 3 ot Pernmament 3a usneianenue (EC) Ne 920/2013.

(4) MsnbnHuTENHATA areHlMs 110 JIeKapcTBaTa Mpuiara KpUTEpUUTE 3a OLICHSIBaHE Ha JIHMIIETO
o an. 2 wiu 3 B chOoTBeTCTBUE ¢ MpusioxkeHue [ ot Permament 3a usnwianenne (EC) Ne 920/2013.

Y. 62a. (Hos - 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) (1) EkciepTHata KoMHUCHS 11O
wI. 62, ai1. 1, a KOraTo € NPUJIOKUMO - APATIETHO, KOMUCHSI OT IIPEICTABUTENN HA ONPEENIAIIN OpraHy
Ha JIpYyrd JBE Abp)KaBU WIEHKHM U IpeactaButen Ha EBporelickara koMucus, U3BBPIIBAT MpErjesa Ha
nojajieHaTa JOKyMEHTaIusl.

(2) KoraTo ce yCTaHOBST HE'BJIHOTH U HECHOTBETCTBMSI C U3MCKBAHMTA HA IOKYMEHTALUATA,
U3IBIHUTENHUAT aupekTop Ha MAJI yBenomsiBa MUCMEHO 3asBUTEINS 3a TOBA U ONpPEAEIS ABYMECEUEH
CPOK 3a OTCTpaHsiBaHEeTO UM. J[o oTcTpaHsIBaHE Ha HEMBJIHOTUTE U HECHOTBETCTBUATA CPOKBT 1O 4. 63,
an. | niom 2 cnupa aa tede.

(3) Koraro 3asBuTenaT He OTCTPaHUW HEMBIHOTHUTE M HECHOTBETCTBUSTA B CpOKa IO al. 2,
IIpoLeaypara ce nIpeKpaTsBa.

(4) B 75-nHeBeH cpok OT jaTaTa Ha MOJaBaHe Ha BaJlWJAHA JOKyMEHTanus mo 4i. 61, am 3
KOMUCHSATA U3BBPILBA, CbOTBETHO KOMUCHMTE 10 all. | U3BBPIIBAT IPOBEPKA HA MSACTO 3a YCTAaHOBSIBAHE
KOMIIETEHTHOCTTA Ha 3asiBUTENS U Bb3MOKHOCTTA J1a U3ITBJIHSBA 3asBEHUTE MPOIIeIypH 3a OIICHSIBAaHE Ha
CBHOTBETCTBUETO, BKIIOYUTEIHO IPOBEPKA HA MSACTO HA MOAU3IBJIHUTENS. 32 U3BBPILBAHE HAa ITPOBEPKA
Ha MSCTO Ce 3aIulalia Takca B pa3Mep, onpesesieH B Tapudara mo wi. 7, ai. 1.



(5) Koraro npu mpoBepkaTra Ha MSICTO C€ YCTAaHOBAT HECHOTBETCTBHS MEXAY INpeAcTaBeHaTa
JOKYMEHTAIUsI U U3MCKBAHUATA 32 OLICHSBAHE Ha ChOTBETCTBHUETO, ONPEACICHU B HapeaouTe mo wi. 18,
M3MBIHUTENHUAT nupektop Ha MAJl yBenomsiBa MUCMEHO 3asBUTENS U ONPEEIis JBYMECEUEH CPOK 3a
oTcTpaHsaBaHeTo UM. [0 oTcTpaHsiBaHE Ha HECHOTBETCTBUSTA CPOKBT MO wi. 63, an. 1 unu 2 cnupa na
Teye.

(6) Koraro 3asiBUTENAT HE OTCTPAHH YCTAHOBEHHUTE HECHOTBETCTBHUS B ONPEICICHUS IO al. S5
CPOK, U3MIBIHUTETHUAT qupekTop Ha MAJI ¢ MoTHBUpaHa 3aroBe] 0TKa3Ba U3/aBaHETO Ha pa3pellieHue.

(7) B 45-gHeBeH CpoOK OT MpOBEpKaTa Ha MSCTO KOMHUCHUSTA U3TOTBSI, CbOTBETHO KOMUCHHUTE
M3TOTBAT OKOHYATEJECH OIIEHbYEH JIOKJaJA, KONTO ce 00sBsiBa B 0a3aTa JaHHM Ha MH(OpMalMOHHATA
cucrema NANDO.

. 63. (U3m. - [IB, 6p. 38 ot 2015 1., B crita ot 26.05.2015 1.) (1) B ciywante mo wi. 62, an. 2
B 4-MeceueH CpOK OT MOAaBaHE Ha JOKyMEHTauusAra no wi. 61, an. 3 U3MBIHUTEIHUIT AUPEKTOP Ha
HAJI B3 ocHOBa Ha JOKJIaja 1Mo wi. 62a, an. 7 yBeomsBa 3assBUTEIS, Y€ € 0JI00peH 3a HOTU(HIMpaHe,
WJIU U3]1aBa MOTMBHPAHA 3a1l0BE]l 3a OTKa3.

(2) B ciygante no ui. 62, an. 3 B 6-MecedeH CpoK OT MOJaBaHETO Ha JOKYMEHTAIUATA MO YII.
61, an. 3 usnbnHuTenHUAT Aupektop Ha MAJI Bb3 ocHOBa Ha aokiada mo 4i. 62a, an. 7 yBenomsiBa
3asiBUTEIsS, Y€ € 0JJOOpeH 3a HOTUUIMpPaHe, WK U3/1aBa MOTHBHUpAaHAa 3al0BE]] 33 OTKa3.

(3) B cpok mo Tpu mHU OT yBemomuieHueTo 1o an. | wim 2 MAJI obsBsiBa 010OpeHUTE JTHIA
ype3 cuctemata NANDO.

(4) WnentndukanmoHHUAT HOMEp Ha onxoOpeHuss W HoTuduuupan npex EBpomeiickara
KOMHUCHUSI OpraH 3a OILICHSBaHE Ha CHOTBETCTBUETO, HapH4YaH IO-HATaThK "HOTU(UIUpPaH opran", ce
onpenens ot EBponeiickara KoMucus.

(5) Msnbnuutennuar aupekrop Ha MAJl u3naBa Ha HoTuduuUMpaHus opraH mno aim. 4
paspelnieHue 3a OleHsIBaHe Ha ChOTBETCTBHUETO.

(6) Paszpemnienuero o ain. 5 € ¢ MaKCUMaJeH CPOK Ha BamuAHOCT 5 roaunu. [logHoBsABaHETO Ha
pa3pelieHueTo ce U3BBPIIBA M0 peAa Ha uwi. 62, an. 2 unu 3.

Un. 64. (U3m. - [IB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) (1) Koraro numero, koeto
KaHIMIATCTBa 3a TOJyyaBaHE Ha pa3pelieHre 3a OICHsSBaHE Ha CBHOTBETCTBHETO, NPEICTaBU
cepTu(dUKaT 3a akpeauTalus ChIIIaCHO M3MCKBaHUS, MOCOYEHHM B CHOTBETHATa Hapenba mo 4i. 18, ce
npueMa, 4e TO uMa (YHKIMOHHpAIla CHCTEMa II0 KadeCTBOTO, OTroBapsi Ha KpPUTEPUUTE 3a
HE3aBHCUMOCT, O€3MPUCTPACTHOCT M KOH(PHUACHIIMATHOCT U MPUTEKaBa HE00X0IuMaTa KOMIIETEHTHOCT.

(2) B caywyamte mo ain. 1 numeTo He MpeNCTaBs apyra JOKYMEHTAalMsl, YAOCTOBEpsBalla
CHOTBETCTBUE C KpUTEPHUUTE TIO a. 1.

Y. 65. (M3m. - 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) [Ipouenypute 3a olieHsIBaHE HA
CHOTBETCTBUETO, TOCOYCHH B HapeaOuTe mo wi. 18, Morar Ja ce U3MBJIHIBAT OT HOTU(PHUIIMPAHU OPTaHU
OT JPYTH JbPXKABU YWICHKH.

Un. 66. (MU3wm. - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) Pa3permennero 3a orneHsBaHe
Ha ChOTBETCTBHETO ChIBpPIKA:

1. (u3m. - JIB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015 r.) HauMeHOBaHHE HA OMPEICIISAIIUS
opraH;

2. uMe/HaMMEHOBaHWE, CelalMIle, aJpec Ha YIOpaBJIeHHE U IPEICTaBUTEICTBO Ha
HOTU(QUIMPAHUS OPTaH;

3. MEIUIIMHCKHUTE U3AETHS U IPOLIeIypUTe 32 OLICHSIBaHE Ha ChOTBETCTBUETO UM;

4. nata Ha U3aBaHE Ha Pa3pEUICHUETO;

5. (mam. - 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) naeHTUPUKAIMOHHUS HOMEDP Ha



HOTHU(UIIUPAHUS OPTaH.

Y. 67. (1) (U3m. - IAB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) U3mpnHuTEeNHATA arCHIHS
IO JIEKapCcTBaTa BOAM PETUCTHP, KOUTO ChAbPXKA:

1. maHHuTE MO 4i. 66;

2. naTata Ha OTHEMaHE Ha pa3pelleHUueTo U OCHOBAHUSTA 32 TOBA.

(2) (U3m. - 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) lanuure no an. 1 ce o0saBsBaT Ha
odurmaaHaTa HHTEpHET cTpaHuia Ha MAJL.

Un. 67a. (Hos - [IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 1.) (1) PasmmpsiBane Ha o6xBata
Ha pa3pelIeHreTo U MOJHOBSIBaHEe Ha pa3pelIeHUEeTo 3a pa3lIupsiBaHe Ha 00XBaTa Ha Pa3peIICHUETO 3a
OLICHSIBaHE HAa CbOTBETCTBUETO CE U3BBPILIBAT 110 pesa Ha wi. 62, ai. 2 uiu 3.

(2) U3nbnuutennusat qupektop Ha MAJI cbe 3anoBen u3aaBa JOMBIHEHUE KbM pa3peiieHueTo
mo wi. 63, an. 5.

Ui 68. (1) (U3m. - 1B, 6p. 38 ot 2015 r., B cuita ot 26.05.2015 r.) Hotudumupanusat opran e
JUThKeH na ysenomsBa MAJI npu:

1. (m3m. - 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) npoMeHU B MpaBHUSA CTaTyT U
OpraHu3aIOHHATa CTPYKTYpa;

2. (moBa - JIB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) mpomenu B oO0xBaTa Ha JICMHOCTTA
W3BBH CIy4yauTe 1o Wi. 67a, ain. | 1 IpoMeHHU B MPOLIEAYPHUTE 32 OIICHSIBAHE Ha CHOTBETCTBUETO;

3. (mpemumHa T. 2 - /IB, O6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) mpoMeHHU B cCUCTEMAaTa IO
Ka4eCcTBOTO, PHKOBOJICTBOTO WJIM MEPCOHAJA, KOUTO BIHSAT BHPXY M3ITBIHEHUETO Ha MPOLEAYPUTE 32
OLICHSBAaHE HA CbOTBETCTBUETO;

4. (mpemumua 1. 3 - JIB, 6p. 38 ot 2015 r., B cuma or 26.05.2015 r.) mpomsHa Ha
MOAU3IBIIHUTEIUTE,;

5. (npenumua 1. 4, usm. - JAB, 6p. 38 or 2015 r., B cuna ot 26.05.2015 r.) mpoMeHu B
00CTOSITeNICTBaTa, CBHP3aHU ChC 3aCTPaxOBKaTa.

(2) (U3m. - 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) JIunara no an. 1 nogasat go MAJI
JOKYMEHTAIUsATa, CBbp3aHa ¢ MPOMEHHTE, U 3alliallaTr Takca B pa3Mep, omnpeseneH B Tapudara mo ui. 7,
an. 1.

(3) (M3m. - IB, Op. 38 ot 2015 1., B cuna ot 26.05.2015 r.) B cpok 10 enuH Mecer] OT mojiaBaHe
Ha JIOKYMEHTalMATa MO ajl. 2 eKCIepTHAaTa KOMHCHS Mo 4wi. 62, an. 1 U3roTBs OLEHBYEH AOKIAA 10
u3mbIHUTENHUS aupektop Ha MAJI 3a onoOpsiBaHe Ha MPOMEHHUTE.

(4) (U3m. - ]IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) B cnyuaute, Korato mpOMEHUTE 110
an. 1 HajaraT mpoBepka Ha MSCTO, KOMHCHTA TO 4. 62, an. 1 B JByMeceueH CpPOK OT MoJlaBaHE Ha
JOKYMEHTAIMATa 10 al. 2 W3rOTBS OIEHBYEH [OKIAA 0 W3MBIHUTETHHsS aupekrop Ha MAJl 3a
oJ100psiBaHE Ha TPOMEHMTE.

(5) (M3m. - IB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Bp3 ocHOBa Ha mokiaga mo ai. 3,
CHOTBETHO U MO ai. 4 m3nbIHUTETHHUIT Aupektop Ha MAJL cbc 3amoBen u3gaBa JOMBIHEHHE KbM
paspeneHuero mo wi. 63, ai. 5.

(6) Koraro mpu mpoBepkara Ha JOKyMEHTAIUsATa MO ajl. 2 WM MpPH MPOBEpKaTa Ha MSCTO CE
YCTAHOBSIT MPOITYCKH HJIM HECHOTBETCTBUS C M3MCKBAaHUATA HA HapeaOUTe Mo Wi. 18, KOMUCHSTA TTO UII.
62, an. 1 maBa mpenmucaHUe ChC CPOK 3a OTCTpaHSABaHETO WMM. Jlo M3MbIHEHHE Ha MPEAINHCAHUATA
CPOKOBETE MO aji. 3 wiM 4 crupart J1a TeKart.

(7) (M3m. - IAB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Koraro HoTuduIMpanure opranu
HE W3IBIHAT MPEANUCAHUATA MO an. 6, M3NBJIHUTENHUAT aupektop Ha MAJI c¢bc 3amoBen oTka3Ba
W3/1aBaHETO Ha JOMBIHEHNE KbM Pa3pelIeHHETO.
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(8) (Homa - JIB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) B cnywaute mo un. 62, am. 2
OIICHKAaTa Ha JOKyMEHTAIUsATa MO aj. 2 W MpoBepKaTa Ha MCTO MO al. 4 ce W3BBPIIBAT, KOTaTo €
NPUJIOKKMO, U OT MPEICTABUTEIUTE HA JPYIHTE JIBE IIbPXKABH WICHKM M OT IPEACTABUTEIS Ha
EBpomneiickaTta KOMUCHS, KOUTO ca yU4acTBaJIU B MPOLIEAYpaTa 10 OLEHsIBaHEe Mo Wi. 62a.

Ui 69. (Otm. - [IB, 6p. 38 o 2015 1., B cmuta ot 26.05.2015 1.)

Yn. 70. (1) (U3m. - [IB, 6p. 38 ot 2015 r., B cuia ot 26.05.2015 r.) Hotuduuupanute opranu
ca JurbxHH Ja npencrasat B MAJI rogumien gokinaj 3a AeMHOCTTa CH, KOMTO BKIIIOYBA UH(OpMaLus 3a
U3BBPIICHUTE OICHKH 32 CBOTBETCTBHETO HAa MEIUIMHCKH W3ACTHs, peKjIaMaluu, >XKajadu u
MpearpueTuTe ASHCTBUS M0 pelIaBaHeTo UM B CpoK A0 31 ssHyapH cieaBaiiara rofuHa.

(2) (Or™. - IIB, 6p. 38 oT 2015 1., B cuna ot 26.05.2015 1.)

. 71. (M3m. - [IB, 6p. 38 oT 2015 1., B cruta ot 26.05.2015 r.) (1) Komucum, onpeaenenn cbe
3aroBe]l Ha M3MBIHUTENHUS qupekTop Ha MAJL, nHcnekTupar AedHOCTTa HAa HOTU(UIIUPAHUTE OpPraHH,
BKJIFOUMTETHO HA TEXHUTE MOAU3IIBIHUTENH, Ype3 U3BBPIIBAHE HA MNIAHUPAHU MIPOBEPKHU I10 pea Ha Ul.
5, maparpad 1, 6yksu "a" u "0" ot Permmament 3a usneiaaenne (EC) Ne 920/2013.

(2) Ilpu monmyyaBaHe Ha CUTHAJH, KaJIOU U peKJiaMalliy 3a HeU3II'bJIHEHNUE Ha 3abJKCHHSTA Ha
HOTU(UIPAHUTE OPTaHW WM 32 OTKIOHEHHE OT OOMYaiHWTE WM JOOpUTE MPAKTUKHA KOMHCUUTE TI0
an. | u3BbpUIBAT U3BBHPEIHU MPOBEPKHU HA MACTO.

(3) Koraro mpu mnpoBepKUTE C€ YCTAHOBAT MPOIYCKH B JEHHOCTTAa HAa HOTHU(UIIUPAHUTE
OpraHu, U3MBIHUTETHUAT TupekTop Ha MAJI u3gaBa npeanucanue CbCc CPOK 3a OTCTPAHIABAHETO HM.

(4) U3nbauutennusat nupektop Ha MAJI u3maBa 3amoBen 3a orpaHM4yaBaHe WIM BPEMEHHO
CIHMpaHe Ha JIEHCTBUETO Ha PAa3peUICHUETO 10 OTCTPAHsIBAHE B OMPEIEICHHs CPOK Ha MPOITYCKUTE TIO all.
3.

. 72. (1) (U3m. - ]IB, Op. 38 ot 2015 1., B cruta ot 26.05.2015 1.) U3NBJIHATETHUAT TUPEKTOP
Ha MAJI cbe 3amoBen OTHEMaA pa3pelICHUETO 3a M3BBPIIBAHE OLEHSABAHE HA ChOTBETCTBUETO, KOraToO
MIPH MPOBEPKUTE CE YCTAHOBH, Y€ HOTU(DUIIUPAHUSAT OPTaH:

1. e mpectaHal 1a OTroBaps Ha HAKOE OT yCJIOBHUSATA, TPH KOUTO € U3/I/ICHO Pa3pelICHUETO;

2. He € B CBCTOSIHME Ja MNPOJIBJKM M3MBIHEHUETO Ha TMPOLEAYPUTE 3a OIICHsSBaHE Ha
CHOTBETCTBUETO;

3. He U3MbJIHsBA NPOLETYyPHUTE 3a OLIEHSBaHE HA ChOTBETCTBUETO ChOOPAa3HO M3MCKBAaHMATA HA
CBHOTBETHUTE Hapeaou 1o wi. 18;

4. He e mpeanpuUeN MEPKU 3a OTCTpaHsABaHE Ha MpoIyckure mo 4i. 71, an. 3 B ompexaeneHus
CPOK.

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

Un. 73. (U3m. - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) M3mbaHuTeIHaTa areHIUs 10
JekapcTBaTa yBenomsiBa EBpomnelickata koMHcusi, APYrUTe Obp)KaBU WIEHKH, AbP)KaBUTE - CTPAHU IO
Crnopasymenueto 3a EBpomelickoTo nkoHomMuuecko npoctpanctBo, U Kondenepauusa Ilseitapus 3a
OTHETUTE Pa3pEIICHUs 10 WI. 72 ¥ 332 U3BBPILIECHUTE POMEHH 110 Wwi. 67a, ain. 1 u 4. 68, an. 1.

Un. 74. (1) (U3m. - B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Jlunero, Ha KoeTo e
OTKa3aHO M3JaBaHe Ha pa3peleHue mo ui. 63, ajn. 2, MoXke Jja 1oJ1ajie HOBO 3asBJICHUE 3a pa3pelleHne
HE M0-paHo OT 6 Mecela OT JlaTaTa Ha BPhbYBAHETO Ha 3allOBE/ITA 3a OTKA3.

(2) Hotugunumpan opran, Ha KOWTO € OTHETO Pa3pelIeHUETO Mo Wi. 72, ai. 1 Moxke J1a moaaje
3asBJICHHE 32 HOBO pa3pellieHne He MM0-PaHo OT eHa FOJMHA OT JaTaTa Ha BPhUBAHETO HA 3aMOBEATA 32
OTHEMaHe Ha pa3pelIeHUeTO.



Un. 75. (U3m. - JIB, 6p. 38 or 2015 r., B cuia ot 26.05.2015 r.) OTKa3bT 3a W3AaBaHE Ha
paspeleHre 3a OICHSBaHE Ha CHOTBETCTBUETO, KAKTO WM 3allOBEATA 3a OTHEMaHE Ha Pa3pelICHHETO
MOKe J1a Ob/IaT 00KaIBaHM 1O pelia Ha AJIMUHUCTPATUBHOIIPOLIECYATHHUS KOJICKC.

Yn. 76. (1) (Jom. - AB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Hotudguuupanuar opran
u3llaBa cepTU(UKaT, YAOCTOBEPSBAI CbOTBETCTBUETO ChC CHIECTBEHUTE M3UCKBAHUS, MIPHIOKUMHU 32
U3JIEIMETO, C BAJIMAHOCT, IOCOYEHA B HET'O, HO HE IIOBEYE OT 5 FOJIMHU WIN IIPaBU MOTUBUPAH OTKA3.

(2) (M3m. - B, Op. 110 or 2008 r.) Korato HOTH(UIMpAHUAT OpraH YCTAaHOBHU, Ue
MPOU3BOUTENSIT HE € M3MBJIHWI WM € NpecTaHall Ja HU3MbJHSABA HM3WCKBAHUATA, OMNPEIEICHU B
HapenouTe mo 4i. 18, uinM ca mpoMEeHEeHU YCIIOBUSATA, IPU KOUTO € Ol U3/1afieH cepTU(UKATHT, U KaTo
OTYeTe CTENEeHTa Ha HEChOTBETCTBHE, OTHEMA CEpTU(HUKATA WM BPEMEHHO CITUpPA JACHCTBHETO MY, WU
orpaHMyaBa HEroBUs 00XBAT, JOKATO MPOU3BOAUTENAT IPEAIpUEMe OAXOIAUIN KOPUTHPAIIN 1eHCTBUS
Y OCUTYpH HEOOXOUMOTO CHOTBETCTBHUE.

(3) (U3m. - JIB, 6p. 110 ot 2008 r., u3m. - JIB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.)
Hotudpunupanusr opran nndpopmupa MAJl B ciiyuautre Ha OTKa3 3a M3AaBaHe Ha cepTudukar, Ha
BPEMEHHO TMPEYyCTaHOBSBAHE BAIUJHOCTTa Ha cepTU(dUKaTa, HA OTHEMaHE WM HajaraHe Ha
OTpaHWYEHUE WM HA MOAU(PHUIIMPAHU WIN JOIIBIHCHU CEPTU(UKATH.

(4) (HoBa - JIB, 6p. 38 or 2015 r., B cuma ot 26.05.2015 r.) B cayuaute mo am. 3
HOTH(QUIMPAHUAT OpraH mpemocTaBs mpu mouckBaHe oT HWAJl pombiHHTETHA WHPOpMAIUS H
n3uckanure oT MAJI nokymeHTH.

(5) (M3m. - IAB, 6p. 110 ot 2008 r., nmpeaumina an. 4, u3m. - /IB, 6p. 38 or 2015 ., B cuia ot
26.05.2015 r.) M3mbnHuTenHata areHIus MO JeKapcTBara MHQOPMHUpPA PEryjlaTOpHUTE OpraHd Ha
JOpYTUTE ObpXKaBU YJIEHKU, PETYJATOPHUTE OpPraHd Ha AbpKaBUTE - cTpaHu no Crnopa3yMeHHETO 3a
EBpomneiickoTo mKoHOMHYEcKO mpocTpaHcTBo, U Ha Kondenepanus IlIseiinapus m EBpomeiickara
KOMMCHSI 32 CIIy4auTe 1o aj. 3.

UYn. 76a. (Hos - 1B, 6p. 110 ot 2008 r., u3m. - IIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.)
Hotudunupanure opranu ca JIHKHH Ja MPEAOCTABAT HA HOTH(UIIMPAHU OPTraHU, OMPEIEICHH OT
IpyTd IbpXKaBU UJICHKH, HMH(pOpMamus 3a OTKa3aHUTe cepTU(UKATH, 3a CepTU(UKATUTE, UHUATO
BaJTMTHOCT BPEMEHHO € IPEyCTaHOBEHA, U 32 OTHETUTE CEPTH(HUKATH, a TP TIOUCKBAHE - 32 H3/aICHUTE
CepTHU(PHUKATH.

I'naBsa nera.
THPTOBUS C MEJUIITUHCKHA U3AEJUSA BATJI. U3M. - IB, BP. 60 OT 2011 T'., B CUJIA
OT 05.08.2011T.)

Yn. 77. (U3m. - [IB, 6p. 54 ot 2012 r.) (1) TbproBust Ha eApo ¢ MEAMIIMHCKH W3JEIHS HA
TeputopusaTa Ha Pemybnmuka bbarapuss moraT na u3BBpIIBAT (PU3WYECKH WM IOPUAMYECKU JIWIIA,
PErUCTPUPAaHN KATO THProBUM MO TBProBCKHUS 3aKOH WJIM MO 3aKOHOJATEICTBOTO HAa JApPYyra JbprKaBa
YIEHKa WIM Ha Jpyra AbpxkaBa - cTpaHa no Crnopa3ymeHHero 3a EBpoIelHcKOTO MKOHOMHUYECKO
npoctpancTBo, min Ha Kondenepanus [Beinapus, Ha KOUTO € U3AaICHO pa3pelieHue 3a ThPrOBHs Ha
enpo ¢ MmeauuuHcku usaenusa ot MAJI unm apyr JOKyMEHT, yIOCTOBEpsBalLll IPaBOTO UM JIa ThPryBar C
MEIULINHCKHU U3JEHs, U3aIcH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATA IbP>KaBa.

(2) IpousBoauTenuTte, yCTaHOBEHHM Ha Tepuropusita Ha PemybOnuka bbvarapus, morar na
U3BBPUIBAT THPrOBCKU CAEIKU C IPOU3BEICHUTE OT TSIX U3/eius 0e3 JOKyMeHTa 1o ai. 1.



Yn. 78. (M3m. - 1B, Op. 54 ot 2012 1.) (1) ®u3nyuecku Ui IOPUIUYECKU JHUIA, PETUCTPUPAHU
1o pena Ha THpProBckus 3aKOH MM IO 3aKOHOJATEJICTBOTO HA ApYyra Ibp’KaBa WICHKA WIM Ha Jpyra
nbpxkaBa - crpaHa no CrnopasymeHueTo 3a EBponelckoTo MKOHOMHUYECKO IPOCTPAHCTBO, WIM Ha
Kondenepanus HIBeiinapus, KOUTO UCKAT Ja MOJIyyaT pa3pelieHue 3a ThProBUs Ha €ApO ¢ MEAULIMHCKI
uznenus, nogasat B MAJI 3asBienune no o6pasern, yrBbpACH OT U3IMIBJIHUTENHUS nupekrop Ha MAJL, kbM
KOETO IIpuJIarar:

1. nannu 3a EMK nHa siunara, peructpupaHu no pena Ha ThpProBCKHs 3aKOH, a 3a JIMIATa,
pPETHCTPUpaHU B JApyra Abp)KaBa WICHKA WU B Jpyra JIbpkaBa - cTpaHa 1o Crnopa3yMeHHETO 3a
EBponeiickoTo HMKOHOMHYECKO TpocTpaHcTBo, win Ha Koudenepauus IIBeiimapus - ganHwy,
YIOCTOBEPSBALY THPrOBCKATA UM PEruCTpaLus;

2. CIMCBHK Ha KaTErOpUUTE MEIULIMHCKU U3/ENus ChINIaCHO HOMEHKiIaTtypHa cucrtema bJIC EN
ISO 15225 3a kareropuszanusi Ha MEAUIMHCKUATE HU3JEIUS U HAa ChOTBETHUTE UM IMPOU3BOJUTEIN HA
XapTUEH U MarHUTEH HOCUTET;

3. IOKyMEHT 3a IJIaTeHa Takca B pa3Mep, olpejiesieH ¢ Tapudara no wi. 7, ai. 1.

(2) Koraro pa3nonaraT ¢ moOMeUIeHHsl 32 CbXpaHEHWE Ha MEAUIIMHCKY U3/ETIUs HAa TEPUTOpUsTA
Ha PenyOnuka bearapus, nunara no an. 1 mocoysar B 3asBJICHUETO U ajpeca UM. B To3u ciaydail kbM
JOKyMEHTAIUsATa 1o aJl. | ce mpuarar:

1. nexnapanus, ue:

a) TNOMELIEHUsATa OTrOBapsT Ha YCJIOBUATA 32 ChXPAaHEHHWE HA MEAMLMHCKUTE H3JEIns,
[IOCOYEHH B CIIUCHKA 110 al. 1, T. 2, B 3aBUCUMOCT OT crienupuKaTa UM M yKa3aHUATA Ha IPOU3BOAMUTEINS,
OTIpeJIeJICH! B MHCTPYKIIHATA 32 yrnorpeda, u

0) mpuTexaBaT WIM pas3nojaraT C TPaHCIIOPTHH CPEICTBA, OCUTYpsBALM MPABHIHOTO UM
ChbXpaHEHHE IIPU Pa3POCTPAHEHNE U TPAHCIIOPTHPAHE;

2. IaHHU 3a UMETO, IIOCTOSTHHUSA aJpec U agpeca 3a KOPECIOHACHUUS € JIMLETO, ONPEIEIICHO 3a
PBHKOBOJIUTEIN Ha [MOMEIIEHUATA 32 ChbXPAaHEHUE U ThPrOBUs C MEIUIIMHCKU U3JEUs, KAaKTO U KOMHE Ha
JI0OTOBOpPA, Bb3 OCHOBA HAa KOMTO € Bb3HUKHAJIO IPABOOTHOLIEHUETO MY ChC 3asBUTEIIS.

Un. 78a. (HoB - JIB, 6p. 54 ot 2012 r.) Koraro numara no wi. 77 mpuTexaBaT JOKYMEHT,
yIOCTOBEPSBALL IPABOTO UM 32 U3BBHPILIBAHE HA THPTOBHS HA €IpO C MEAULIMHCKHU U3JENHUs, U3AaI€H OT
KOMIIETEHTEH OpraH Ha Jpyra Ibp)KaBa WICHKA WU Ha Jpyra JbpxkaBa - cTpaHa 1no Cropa3yMeHHETO 3a
EBpormeiickoTo mKkoHOMUYEeCKO TpocTpaHcTBO, win Ha Koudenepauus IIBeiinapus, u pasmonarar c
MMOMENICHUsI 32 ChXPAaHEHHE Ha MEIUIIMHCKH M3JeNus Ha TepuTopusra Ha Pemybnuka bbarapus,
npexacrassat B UAJI:

1. hopma 3a yBegoMsiBaHe 10 0Opasell, yITBbPACH OT U3MbIHUTENHUS AupekTop Ha MAJL;

2. KOIKe OT JIOKYMEHTa, YIAOCTOBEpsBalll IPABOTO MM 3a M3BBPILIBAHE HA THPrOBUS Ha €1poO,
MPUAPYKEH C MPEBOJ] Ha OBIATAPCKH €3UK;

3. COUCBHK Ha KaTErOpMUTE MEIULIMHCKU U3JEIMs ChriaacHO HoMeHkaTtypHa cucteMa b/IC EN
ISO 15225 3a xareropusaiius Ha MEIUIMHCKUTE W3NS U HA CHOTBETHUTE MM IPOU3BOJMTENN Ha
XapTHEH U MAaTHUTEH HOCHUTEIT,

4. noKymeHTanusTa o wi. 78, ai. 2.

Un. 79. (U3m. - IB, Op. 54 ot 2012 r.) (1) M3nbaHuTeNHATAa areHIUs MO JieKapcTBaTa
IIpoBEpsIBa JTOKYMEHTanusATa 1o 4ia. 78 u 78a. Ilpn KoHcTaTHpaHe Ha HENBIHOTH B JOKYMEHTALUsATa
NAIJI yBenoMsBa NMCMEHO 3asiBUTEIS U J]aBa CPOK 33 OTCTPAHSIBAHETO UM.

(2) Usnbanutennuar nupektop Ha MAJI B 30-mHeBeH Cpok OT jJaraTa Ha IMOJaBaHE Ha
JOKYMEHTaIMATA 110 4. 78 U31aBa pa3pellieHue 3a ThProBUs Ha €1p0 ¢ MEAULIMHCKY U3/1EIUs Ha JUlaTa



mo wi. 78, an. 1, KkaTo JAaHHUTE 3a MOMEIIEHUATA UM 33 ChbXPAaHEHHWE M THPrOBHUsS U CIHUCHKHT Ha
KaTeropuuTe MEAUIIMHCKU U3/I€NUs Ce BIIMCBAT B perucThpa no uwi. 81.

(3) CpoxsbT 1o an. 2 crupa a Tede OT JaTaTta Ha YBEIOMIICHHETO Mo al. 1 10 oTcTpaHsBaHE Ha
HEI'bJIHOTUTE.

(4) VI3rpiHUTEIHATA areHIIS 110 JIEKapcTBaTa B 7-IHEBEH CPOK OT YBEJAOMJICHHUETO IO 4. 78a
BIIMCBA B PETUCTHpa 1O Wi. 81 JaHHUTE OT YBEIOMIIEHUETO.

Ui 80. (M3m. - JIB, Op. 54 ot 2012 r.) (1) Ilpum npomMsiHa Ha aapeca Ha MOMEIICHUATA 32
CbXpaHEHHWE U THhPIOBUs C MEAUIIMHCKHU U37eNusl Ha TepuTopusaTa Ha PenyOnuka bearapus nunara no
yi1. 78 mopasat B MAJI 3asBneHne 3a mpoMsiHa Ha pa3pelieHrueTo no wi. 79, an. 2, a nuuara mno 4ji. 78a -
yBEOMJIEHHE 3a MNpomsiHaTa. KbM 3asdBIIEHMETO WM YBEAOMJIEHHETO C€ IpuiaraT CBbp3aHaTa C
MpOMsIHATa JTOKYMEHTAllUs U JOKYMEHT 3a IJIaTeHa Takca 3a JIMlaTa 1o 4i. 78 B pa3mep, OIpelesieH ¢
tapucdara mo wr. 7, an. 1.

(2) 3asBneHWMETO WIM YBEIOMJICHMETO 3a MpPOMsSHA ce MoJaBa B 7-IHEBEH CpPOK Cjel
M3BBPIIBAaHE HA CHOTBETHUTE ITPOMEHH.

(3) Jlunara no an. 1 yBemomsiBar MAJI B 7-7HEBeH CpOK ciel M3BBPIIBAHE HA MPOMSHA Ha
NIPaBHUS CTATYC, CEAATMILIETO W/UIIH aJpeca Ha yNpaBlieHHE W/WIN MPH NPOMHA Ha JIMLETO 1Mo WI. 78,
an. 2, T. 2, W/WIu Ipyu NpoMsiHa Ha CIMChKA HA BUIOBETE MEAUIIMHCKH H3AETHs, C KOUTO ThpryBar. KoM
YBEJOMJIEHHETO C€ IpUJlara CBbp3aHaTa C IpoMsHaTa JOKYMEHTAIHsI.

(4) Usnpnautennust aupextop Ha MAJI u3nasa paspernieHue 3a nmpoMsiHa Ha pa3perieHrueTo mno
1. 79, an. 2 B 14-1HEBEH CPOK OT JlaTaTa Ha [10/IaBaHE Ha JIOKyMEHTaluusTa 1o ai. 1.

(5) U3nbnHuTenHaTa areHIMs MO JIeKapcTBaTa BIKMCBAa B perucThpa mo wi. 81 mpomeHure B
oOcrositenicTBara mo an. | u 3 B 7-IHEBEH CPOK OT H3/aBAaHETO HAa Pa3pElICHHETO 3a IPOMSHA,
CHOTBETHO OT YBEJOMJICHUETO 32 MPOMSIHA.

Uin. 80a. (Hos - [IB, 6p. 54 ot 2012 r.) (1) Jlumara no un. 78 u 78a B 10-qHEBEH CPOK clef
IIPEKpaTsABaHe Ha JEWHOCTTA CH, CBBP3aHa C THPrOBHUsS C MEAMLIMHCKH W3EIUS Ha TEPUTOPUSTA HA
PenyOnuka bbarapusi, ca AbKHH 1a YBEJOMST MUCMEHO U3MbJIHUTENHUS Aupektop Ha MAJL

(2) B cnydaute mo an. 1 u3nbaHUTEnHUAT aupektop Ha MAJl cbe 3amoBen mpekparsiBa
NeMCTBUETO HAa U3/a/ICHOTO paspelieHue no ui. 79, an. 2. U3nbeiaHuTenHaTa areHuus 1o JieKapcTBaTa B
7-7IHEBEH CPOK OT M3JaBaHE Ha 3aIlloBeJ]Ta 3a MPeKpaTsIBaHe Ha pPa3pelIeHUueTO BIKMCBA B PErUCTbpa MO
1. 81 naTaTa Ha MpeKpaTsIBaHe HA Pa3pEIICHUETO Ha Thprosena mo 4i. 78.

(3) UsnbpnHuTeNnHATa areHuus MO JieKapcTBaTa BIMCBAa B perucTbpa mo wi. 81 narara Ha
MpeKpaTsBaHe Ha AEWHOCTTA Ha JIMlarta 1o wi. 78a.

Yn. 81. (M3m. - JIB, Op. 54 ot 2012 r.) M3mbiHuTenHaTa areHUMs MO JieKapcTBaTa BOJIU
pEruCThp Ha Juuara no 4wi. 78 u 78a, KOUTO ChAbpPKA:

1. (u3m. - IB, 6p. 54 ot 2012 r.) HOMEp U JaTa Ha Pa3peIICEHUETO 3a THPrOBUS HA €IpO C
MEIHUITMHCKH U3ACSTINS 3a JTUIaTa IIo 4i1. 78;

2. (m3m. - [IB, 6p. 54 ot 2012 r.) ume, cepanuiie U aapec Ha yIpaBieHUE Ha JUIaTa o 4i. 78 u
78a;

3. (u3m. - 1B, 6p. 54 ot 2012 r.) naTa Ha mpeKpaTsBaHe HA Pa3pelIeHUueTo 1o 1wi. 79, ai. 2;

4. (m3m. - JIB, Op. 54 ot 2012 r.) agpec Ha MOMENICHUATA 32 ChXPAHEHUE HA MEIUIIMHCKU
U3J1ETHS;

5. (m3m. - JIB, Op. 54 ot 2012 r.) ume u aapec Ha juImaTa mo @wi. 78, an. 2, 1. 2;

6. (m3m. - JIB, 6p. 54 ot 2012 r.) cnuChbK Ha KaTErOPUUTE MEAMLIMHCKU H3/EIHS, C KOUTO Ce



W3BBPIIBA THPTOBUS;
7. (HoBa - JIB, 6p. 54 ot 2012 r.) IpOMEHH MO BIIUCAHUTE OOCTOSTEIICTBA.

Un. 82. (1) (U3m. - IAB, Op. 54 ot 2012 r.) TweproBunte ¢ MEAMIIMHCKH HW3JIEIHUs, KOUTO
W3BBPIIBAT THProBUA Ha Tepuropusita Ha PenyOnuka bbiarapus, ca ATBKHU Ja THPryBaT camMo C
MEIUIIMHCKHU U3/eNusl, HA KOUTO CPOKBT HA TOAHOCT HE € U3TEKbJI U UMAT:

1.Hanecena "CE" mapkupoBKa B CbOTBETCTBUE C U3UCKBAHUATA Ha 4. 15;

la. (HoBa - [IB, Op. 54 ot 2012 r.) HaHeceH MapTHUICH/CEPUEH HOMEP BBPXY OIAKOBKHUTE,
KOTaTo € MPUIIOKHUMO;

2. (w3m. - 1B, 6p. 110 ot 2008 r., u3m. - JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.)
HaHeCceH MICHTU(UKAIMOHEH HOMEp Ha HOTU(UIMPAHUS OpraH 1mo wi. 63, an. 4, KOrato nporexrypure,
orpezieNieHu B HapeAOuTe Mo wi. 18, U3UCKBAT HAHACSIHETO MY;

3. HaHeCeHM HAUMCHOBAaHME M aJpec Ha yIpaBICHUE Ha MPOU3BOIUTENS W/WIN
yITbJTHOMOIIICHHUS MIPEICTABUTEN U BHOCUTEIIS;

4. MHCTPYKUUS 32 yHnoTpeda, ¢ M3KII0OUEHNE Ha M3/ICHTa, 32 KOUTO TOBA HE € MPEIBUICHO B
3aKOHa.

(2) (M3m. - AB, 6p. 54 ot 2012 r.) JIumara mo an. 1 ca IIBXHU Ja MOABPKAT TOMEIISHUATA 3a
ChXpaHEeHHE Ha METUIIMHCKHU W3JIENIHsI, KOTaTo pasloJiaraT ¢ TAKMBa, B ChOTBETCTBUE C M3MCKBAHUsATA 32
ChbXpaHEHHE 32 CbOTBETHHUS BUJI U3JIEIINE, OTPEACICHN OT IPOU3BOIUTEIIS.

(3) (U3m. - 1B, 6p. 54 ot 2012 r.) ThproBunte Ha €IPO C MEAULIMHCKH U3JENUs OCUTYpPSIBAT U
MOJTbPKAT JOKYMEHTHpaHa CHCTEMa 3a MpocieasBaHe 0e30MacHOCTTa Ha METUIIMHCKUTE H3ICIHS,
MyCHAaTHW Ha Ta3apa, U 3a OJOKUpaHe U U3TETVISIHE OT Ma3apa Ha MEIUIIMHCKUTE H3AeNus, MoKa3alu
HECHOTBETCTBUE C U3UCKBAHUATA 32 OE30MIACHOCT 10 CMUCHJIA Ha TJIaBa CeaMa.

(4) (U3wm. - [IB, Op. 54 ot 2012 r.) KbM mokymeHTanusTa o ai. 3 ce chXpaHsABaT MapTUAHUTE
cepTH(HKATH HAa MEIWIIMHCKUATE U3JENUS 32 CPOK 5 TOIWHU W C€ NPEIOCTAaBAT NPH MOMCKBAHE Ha
JUTEKHOCTHHTE JIMIIA 10 WiI. 86, ai. 2.

(5) (U3m. - [IB, 6p. 54 ot 2012 r.) JIumata no an. 1 ca IIBKHHU Jja ChbXpaHIBAT MEIUIIMHCKUTE
U3JIeNHsl C M3TEKBJ CPOK Ha TOJHOCT, OJOKUPAHUTE W/UIU HM3TETJICHUTE METUIIMHCKU W3JeNus Ha
OTIPENIeJIEHO 3a IeNTa MICTO C TpaHO CHUTHATHO OO0OO3HAueHWe 10 NPEJOCTaBIHETO WM Ha
MIPOU3BOIUTENS UK IO YHUIIIOKABAHETO HM.

Uin. 83. (U3m. - JIB, 6p. 54 ot 2012 1.) (1) JIunara o wi. 77 mMoraT Jia U3BBPIIBAT ThPrOBCKU
CAETKA C MEOUIIMHCKM W3AENus MpU Cla3BaHE HAa U3HUCKBaHHUATA 3a TIXHOTO CBbXpaHEHHE W
Pa3MpOCTPAHEHHE ChC:

1. Ipyru THProBIUM HA €APO MO CMUCHIIA HA TO3H 3aKOH;

2. (m3m. - [IB, Op. 14 ot 2016 r., B cuna ot 19.02.2016 r.) neyeOHM 3aBeeHUs MO 3aKOHA 3a
nedeOHuTe 3aBeCHUS u BETEPUHAPHOMEAUIIMHCKU 3aBeCHUS o 3akoHa 3a
BETEpHHAPHOMEIUITMHCKATA JCHHOCT;

3. 3apaBHM 3aBeqeHud 1o ui. 21, an. 2, 1. 1, 3 u 4 u an. 3 or 3akoHa 3a 37paBeTo;

4. BEeTEpUHAPHOMETUITUHCKUTE alTEeKU;

5. Iporepuu;

6. Wi, KOWTO W3BBPIIBAT JIGWHOCTH TI0 TIPEJAOCTaBsSHE Ha TIOMOIIHHU CPEJCTBA,
MPUCTIOCOONCHUST U CHOPHKEHUS W MEAMIIMHCKH H3JETHS 3a XOpara C YBpPeXKIaHUsS Mo 3aKoHA 3a
WHTETpAIMs Ha XopaTa ¢ yBPEXKIaHHUS;

7. nuna, IpUTeXaBalld ThPTOBCKU OOEKTH, B KOUTO CE€ MpeiaraT OmpeesieHn ChC 3aoBe]] Ha
MUHHCTHpa Ha 37paBEOIa3BaHETO WJIM HAa OMPABOMOIIECH OT HEro 3aMECTHUK-MHUHHCTBD MEIUITUHCKH
W3/1eNus;



8. oOmMHM, OpraHM Ha Jbp)KaBHATa BJIACT W JIbP)KaBHU HMHCTHUTYIIHH, KOWUTO IPOBEKIAT
MIPOLIEAYPH 32 Bb3JIaraHe Ha OOIIECTBEHHU MOPHUYKHU 32 JOCTABKA Ha MEAUIIMHCKY U3/ICTHS;

9. yueOHHM 3aBEICHUS;

10. nuia, KOUTO ca B IpOIleaypa Mo U3rpaxKaane u o0opyaBaHe Ha ObJEIIH JIeUeOHU U 3ApaBHU
3aBEJICHHs, CJIe]l MOJIy9aBaHETO Ha pa3pelieHHe 3a CTPOSXK MO pela Ha 3aKoHa 3a YCTPOWCTBO Ha
TEPUTOPHSITA.

(2) MUHHCTBPBT HA 3paBEONA3BAHETO OMPEACIS ChC 3aI0BE]] MEAUIMHCKUTE W3/CIHsI, KOUTO
Morar Jia ce pojaBar B ThProBCKUTE 00ekTu 1o ai. 1, T. 7.

Ui. 83a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) JleueOHuTE 3aBEemeHus 3a
OOJIHMYHA TOMOII MOTaT Jia U3BBPIIBAT THPTOBCKH CACIKU C METUIIMHCKU U3/IENUS CaMO 32 HY)KJIUTE Ha
CBOMTE MAIUCHTH.

(2) MeauuuHCKUTE U3ENUsl, KOUTO MOTaT fa ObJaT MpeIMeT Ha ThPTrOBCKH CAENKHU 1o al. 1, ce
onpenensaT ¢ HapeaoaTa mo wi. 30a.

Y. 836. (Hos - IB, Op. 54 ot 2012 1.) (1) JIunara no wi. 78 u 78a momappxkat nHGOpMaLus U
ChXpaHsIBaT IOKYMEHTAIUS 3a:

1. 3aKyIIeHO U MPOJACHO KOJWYESCTBO IO BHIOBE MEIUIIMHCKH M3JICIHS, J1aTa Ha IMOKYIIKaTa 1
npojax0aTa, CKJIaJoBa HAJTMYHOCT, MaPTHIEH HOMEP U CPOK Ha TOJTHOCT;

2. IMETO W aJipeca Ha YIpaBJICHUE Ha JIUIaTa, OT KOUTO Ca 3aKyIHJIU M Ha KOWTO ca MPOJaliv
MEAUIIMHCKUTE U3/IEIHS;

3. HOMEp W JlaTa Ha W3JaBaHE Ha JOKYMEHTA, YJOCTOBEpSIBAIIl MPABOTO 32 M3BBLPIIBAHE HA
THProBUS Ha €pO Ha JUIaTa 1o 4i. 77, U JaHHU, UACHTU(ULPAILK OpraHa, U3Jall JOKYMEHTa.

(2) Jlunata mo wi. 83, an. 1, 7.3 -5 u T. 7 - 10 nomawpxar nundopmanus 3a:

1. 3aKymeHo KOJIMYECTBO M0 BUOBE MEAMIIMHCKH U3JIENHs, 1aTa Ha MOKYIIKaTa U mpojaaxoara,
CKJIaJIOBa HAIMYHOCT, TTAPTUICH HOMEP U CPOK Ha TOTHOCT;

2. IMEeTO U ajjpeca Ha YIpaBJICHHWE Ha JIUIETO MO 4Yj. 77, OT KOETO ca 3aKyMUIN MEIUIIUMHCKU
H3JIeNINs, ¥ JaHHUTE 1o ai. 1, T. 3.

(3) JIuuara mo un. 83, an. 1, T. 2 u 6 moaxbpKaT UHGOpPMAIIHS 3a:

1. 3aKynmeHO KOJHMYECTBO IO BHJIOBE MEIUIIMHCKU W3JCNUs, JaTa Ha IOKYIKaTa, CKJIaJIoBa
HAITMYHOCT, TAPTUEH HOMEP U CPOK Ha TOAHOCT;

2. IMETO W ajjpeca Ha YIpaBJICHWE Ha JIUIETO MO Wi. 77, OT KOETO ca 3aKYIWIH METUITUHCKU
W3JIeNNs, U JaHHUTE 0o an. 1, T. 3;

3. nurie, Ha KOETO ca MPEeA0CTaBIIIN/TIPUITOKIIA METUITMHCKOTO U3/IETNe/U3IEITHsI.

Un. 84. (U3m. - [IB, 6p. 54 ot 2012 r.) (1) JnbXkHOCTHHTE NHla TIO 4Wwi. 86, al. 2 U3BBPIIBAT
TUTAHUPAHU ¥ BHE3AITHH MTPOBEPKH B MOMEIICHUSATA 32 ChXPAHEHUE W THPTOBUS C MEIUIIUHCKU M3CIIHSL.

(2) JAnmXKHOCTHUTE JHIa MO al. | Morar Ja W3WCKBaT, MPOBEpsiBAT M MPaBAT KOMHUS Ha
JOKyYMeHTausITa no wi. 82, an. 3 u no wi. 8§36, KakTo U Jja B3eMar 00pa3ly U npolu OT U3AENusiTa pu
ycioBusTa 1o 4i. 93, an. 3.

(3) Korato mpu mnpoBepkaTa ce YCTaHOBM, Y€ MEAMIIMHCKUTE H3JENHUs HE OTroBapsT Ha
M3UCKBaHMUATA Ha wi. 82, an. 1, T. 1, 1a, 2 wnu 3 unum ca ¢ U3TEKBJ CPOK HA TOJTHOCT, U3I'BIHUTEITHUSAT
nupektop Ha MAJI pasnopexnaa cbe 3amoBe OJIOKMpaHE U U3TETIIIHE Ha W3JETUATa OT Ias3apa W/Wiu
TAXHOTO YHUILIO)KAaBaHe.

(4) Ilpu ycraHOBsiIBaHE HECHOTBETCTBMSI Ha IOMELICHHSATa 3a ChXpAaHEHHWE U THPIOBHS C
M3HCKBAHUATA, ONPECNICHH OT MPOU3BOAUTEIIS 32 CbOTBETHOTO U3JIENINE, ATBbKHOCTHUTE JIUIA 10 ail. 1



JaBaT NPEANUCAHUS U CPOK 3a OTCTPAHSIBAHETO UM.

(5) Koraro mpu mnpoBepkara ce ycTaHOBM, Y€ B cCHUCTeMara mo 4ia. 82, an. 3 wiM B
JOKYMEHTAlUATa 1o wi. 830 MMa HEN'bJIHOTH WJIM HETOYHOCTH, JUTBKHOCTHMTE JMIA IO ain. 1 gasar
NPENICAaHUS U CPOK 33 OTCTPAHIBAHETO UM.

(6) Korato HechbOTBETCTBHATA, HENBIHOTUTE WIM HETOUYHOCTUTE HE OBJAT OTCTPAHEHU B
CpOKOBeTEe MO all. 4 ¥ 5, ATBKHOCTHUTE JIMLA MO ajl. | MpeAcTaBAT CTAHOBHIIE JIO W3ITBIHUTEIHUS
aupextop Ha MAJI ¢ npennoxeHne 3a OTHEMaHe Ha pa3pelleHrneTo 3a ThProBys Ha e/1po, a 3a JIHIaTa 110
. 78a - 3agu4aBaHe OT perucTbpa mo wi. 81 M 3aKpuBaHE HA MOMEILEHUATA MM 3a CbXPaHEHUE U
THPrOBHUS.

(7) 3anoBenuTe Ha M3MBIHUTENHUS AUpekTop HAa MAJI 1o an. 3 m 6 moraT ga ce o0kanBaT 1o
pena Ha AZAMUHUCTPATUBHOIPOLIECYATHHSI KOAEKC, KaTo 00KaJIBaHETO HE CIIMPa U3IIbIIHEHUETO UM.

Yn. 85. (Uzm. - B, Op. 54 ot 2012 r.) M3mbiHuTEeNHATA areHIUs 110 JIeKapcTBaTta nHpopMHpa
peryJlaTopHHs. OpraH Ha Jpyrara Jbp)KaBa 4WIEHKAa WIM Ha Jpyrara JbpXaBa - CTpaHa IO
Cnopa3zymenueto 3a EBporeiickoTo HKOHOMHYECKO TpocTpaHcTBO, nin Ha Kondenepanms 1lBetinapus,
u3lan JOKyMEHTa, YJOCTOBEpsBalll IIPAaBOTO 3a M3BBLPIUIBAHE HA THPrOBUSA HAa €ApPO C MEOULMHCKHU
W3/1e1s, 38 YCTAaHOBEHH HAPYILIECHHMS IIPU THPrOBUs HA €APO ¢ MEJULIMHCKY U3/IEIMs HA TEPUTOPUATA Ha
Peny6nuka bwirapus u npegocrasst MH(GopMaius npy MoMcKBaHe 3a Jiuara 1o ui. 78.

I'1aBa miecra.
HAJ/I30P HA TTA3APA

. 86. (1) (Hom. - JIB, Op. 84 ot 2012 1., B cmima ot 02.01.2013 r.) Ham3opsT Ha mazapa ce
W3BBPIIBA, 33 JIa CE& OCHTYPH CHOTBETCTBHETO Ha MEIUIIMHCKUATE W3JCTUs, ITyCHATH HA Ta3zapa W/WiH
MyCHATH B JICWCTBUE, C M3MCKBAHUATA HA 3aKOHA W Ha HapeaOuTe mo wi. 18 oT TO3W 3aKOH W/WIIM Ha
riaBa neta "a" u Ha Hapeabara mo wi. 211, an. 1 oT 3akoHa 3a 3amuTa OT BPEIHOTO BB3ACHCTBHE HA
XUMUYHUTE BEUIECTBA U CMECH.

(2) Ham3opbT Ha mazapa Ha Tepuropusara Ha PenybOnuka bbarapus ce ocwiectBsia ot MAJI

Ype3 UHCIICKTOPHU U CKCIIEPTHU, OIIPCACIICHU CHC 3alIOBECA HAa U3IIBJIHUTCIIHUA JUPCKTOP.

Uin. 87. (1) Hag3opbT Ha mazapa ce u3BbPIIBA UPE3:

1. mpoBepKkHU Ha M3ENUATA, TyCHATH Ha Ma3apa U/ Uiu MyCHATH B JIEHCTBUE;

2. B3eMaHe Ha 00pa3Iy Wi MPOOH OT U3JIETUATA U UIIUTBAHETO UM.

(2) M3nuTBaHeTo Ha MEIUIIMHCKUTE M3JETHUS HE MOXKE J]a Ce M3BBHPIIBA OT HOTU(DUIIMPAHUTE
OpraHu, y4aCTBaJIM B OLICHABAHCTO HAa CbOTBCTCTBUETO HA CHIIUTEC U3ICIIN .

Un. 88. IlpoBepkure Ha MEOUIIMHCKUTE H3AENUsS, MMyCHAaTH Ha Ta3apa W/WIM IMyCHATH B
JEWCTBUE, CE€ U3BBPIIBAT I10:

1. mpeaBapuTENHO YTBBPJEH TOJWIIEH IUIaH 3a HAA30p Ha Mas3apa MO TPynud MEAUIIMHCKU
W3/IeNNS ChOTBETHO OT M3MBJIHUTETHUS qupekTop Ha UAJL,

2. CUTHaNU OT JAPYTrd KOHTPOIHU OPTaHW M MO HACHTUDUIMPAHU TUCMEHH CUTHAIU OT
rpakJaHu.

Yn. 89. (M3m. - IB, Op. 54 ot 2012 r.) Jlunata no ui. 86, an. 2 uU3BBPLIBAT NMPOBEPKU B



obekTuTe 1o 4wi. 83, aim. 1, T. 2 - 7, KaKTO W B MPOU3BOJICTBCHUTE MOMEIICHUS U B IMOMEIICHUATA 32
CbXpaHEHHUE U ThPrOBUs HA MEAULIMHCKU U3JEM 110 4. 78, an. 2 u wi. 78a.

Ui 90. (1) (Ilpepumen Texer Ha 4. 90 - JIB, 6p. 110 ot 2008 r.) Jlumara mo 4n. 86, an. 2
MpOBEpPSIBAT 3a:

1. nannuue Ha "CE" MapkupoBKa M 32 CbOTBETCTBUETO M C M3UCKBAHUATA HA 3aKOHA;

2. (m3m. - /1B, 6p. 110 or 2008 r., u3m. - B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 1.)
UICHTU(PUKAIIMOHEH HOMEp Ha HOTU(UUUpaHUA OpraH mo wi. 63, anx. 4, Korato MNpoLEIypUTe,
orpezesieHu B HapeaOuTe 1o wi. 18, H3UCKBAT HAHACSIHETO MY;

3. HaJIM4KMe Ha MHCTPYKLHA 32 yHoTpeda U ChOTBETCTBUE HA ChIBPKAHUETO M C M3UCKBAHUSTA
Ha HapeaouTe 1o wi. 18, ¢ u3KIoYeHne Ha u3aenusTa no 4i. 2, ain. 1, 1. 3, monanxamu B kiac | u kmac
IIa, ako morar fa ce U3noa3Bar 6e30macHo 0e3 MHCTPYKLHUS 3a yHoTpeoa;

4. (m3m. - JIB, 6p. 110 ot 2008 r.) HaNMMYKe HA E€TUKET U CHOTBETCTBHE HA ChIBPIKAHUETO MY C
M3HUCKBaHUATA HAa Hapenoure 1o wi. 18;

5. HaJIU4We BBPXY MEIUIMHCKOTO HM3JIeJME Ha HAaWMMEHOBAHHE M aJpeC Ha YIMpaBJICHUE Ha
MIPOU3BOIUTENS UM YITBIIHOMOIICHHUSI IPEACTABUTE U BHOCUTEIIS;

6. CPOK Ha TOJHOCT Ha MEJIUIIMHCKOTO U3/IEIINE;

7. (ot™. - IB, 6p. 110 ot 2008 1.)

(2) (Homa - 1B, 6p. 110 ot 2008 r.) JlunaTta mo wi. 86, an. 2 mpoBepsiBaT 3a CIIa3BaHETO Ha
H3UCKBaHeTO Ha wi. 27, an. 1 mw . 28, an. 1 u 6.

Un. 91. (1) Koraro npu mpoBepkaTa junara mo wi. 86, aji. 2 yCTaHOBST, Y€ MEAUIIUHCKHUTE
U3JIeNus ca MyCHAaTH Ha mas3apa w/uiu ca mycHatu B neictBue 6e3 "CE" mapkupoBka WK ¢ MU3TEKBI
CPOK Ha TOJIHOCT, T€ M3rOTBAT CTAHOBUILE /10 M3MbIHUTENHUS aupektop Ha UAJI ¢ npennoxxenue 3a
W3/laBaHe Ha 3amoBe]l 3a OJIOKUpaHe U U3TETIIIHE Ha U3JENIMETO OT masapa.

(2) (M3m. - B, Op. 110 or 2008 r.) Koraro mpu mpoBepkaTa jaunarta mno 4ia. 86, am. 2
YCTaHOBSAT, Y€ MEAMUIMHCKUTE W3JIENHsl ca MyCHATH Ha Ma3apa W/WIM ca MyCHaTH B JelcTBHe 0Oe3
MHCTPYKLHUS 3a ynorpeda u/munu 6e3 eTHUKET WM ChIbP/KaHUETO Ha €THKETa HE € B ChOTBETCTBHE C
M3HUCKBaHUATA HA HapeaOWTe Mo 4wi. 18, W/uiu BbpXy U3JEIUETO HE Ca HAHECEHH HAMMEHOBAaHUETO W
aZipechT Ha yNpaBJeHHE Ha IPOU3BOIUTENIS UM HA YITBIHOMOIIEHHSI My ITPEICTaBUTEN U Ha BHOCUTEIS,
T€ J1aBaT MPEANUCAHUE HA MPOU3BOJIUTENS WM HAa HErOBUS YITBJIIHOMOILEH MPEICTAaBUTEN ChC CPOK 3a
OTCTpaHsIBaHE Ha KOHCTATUPAHOTO HapyIlIEHUE.

(3) KoraTo HapymieHueTo 1o ai. 2 He Ob/ie OTCTPaHEHO B IMOCOYEHHUs CPOK, JIMIATa Mo 4. 86,
aJl1. 2 W3TOTBAT CTAHOBUIIE J0 M3MBJIHHUTENHUsS nupektop Ha MAJl ¢ mpemnokeHue 3a W3aaBaHEe Ha
3amoBe]] 3a OJOKUpaHe U U3TETIISTHE Ha U3/IETINETO OT ma3apa.

(4) (U3m. - IB, 6p. 110 ot 2008 r.) Koraro uzuckanetro Ha wi. 90, ain. 1, T. 2 HE € U3MBIHEHO
WJIM HaHECEHaTa MapKUPOBKA HE CbOTBETCTBA HA U3UCKBaHUATA HA ui. 15, unu uma cemuenue, ye "CE"
MapKHpOBKaTa € HaHECEHa HEMPAaBOMEPHO, JIIAaTa 1o 4i. 86, an. 2 U3UCKBAT OT MPOU3BOJUTENS WIH OT
HErOBUSl YITBJIHOMOIIIEH MPEICTABUTEN, WIIM OT BHOCUTEIS /1a UM MpeJCcTaBu B cpok 10 1HU OT Aarara Ha
YBEJAOMSBAHETO:

1. neknapanus 3a CbOTBETCTBHUE;

2. TeXHUYeCcKaTa JOKyMeHTalus o wi. 14, an. 1.

Yn. 92. (1) Jlumara mo wia. 86, an. 2 M3TOTBAT CTAHOBHILE 0 M3IMBIHUTEIHUS JAUPEKTOP Ha
NAJI, xoiiTo n3gaBa 3amoBe]] 3a OJIOKMpaHe W 3a0paHa Ha Pa3NpPOCTPAHCHHETO Ha M3/EIMETO, aKo B
cpoka mo wi. 91, an. 4 He OBAAT NpPEACTaBEHHU JEKJIapalusATa 3a ChOTBETCTBUE M TEXHUYECKaTa



JIOKYMEHTAIMs, OCBEH B CIy4auTe, KOraTo CPOKBT MO Wi. 14, al. 3 € u3TeKbI.
(2) B 30-gHeBeH cpok OT jAaTaTa Ha BpbUBAHE HaA 3aloBEATa MO al. | MPOU3BOAMUTENSAT,
HErOBUAT YITbJIHOMOIIIEH MPEICTABUTEI WM BHOCUTEIAT € AIBKEH Ja U3TETIIH U3/IeTIUEeTO OT Ma3apa.

Yn. 93. (1) (M3m. - AB, 6p. 110 ot 2008 r., mom. - 1B, Op. 84 ot 2012 r., B cuna ot 02.01.2013
r.) Korato npu npoBepkata Ha TeXxHUUYECKaTa JOKyMeHTauus 1o 4i. 14, an. 1 u Ha gexknapanusra 3a
choTBeTCcTBUE 10 wWiI. 91, am. 4, T. 1 BB3HUMKHAT CHMHCHHS, Y€ H3JCIHMETO HE CHOTBETCTBA Ha
CHIIIECTBEHUTE U3MCKBAHMSI, ONPECIICHH B Hapea0uTe 1Mo Wwi. 18 OT TO3M 3aKOH W/WJIU Ha IJiaBa neta "a"
u Ha Hapenbarta mo wi. 21x, an. 1 or 3akoHa 3a 3amMTa OT BPEJHOTO BB3JACHCTBHE HA XUMHYHHTE
BEIIECTBA U CMECH, JIMLATA 10 Wi. 86, aJl. 2 B3eMaT 00pa3Ly UM IPOOU OT U3EIUETO 3a U3IUTBAHE.

(2) M3nuTBaHeTO Cce M3BBHPIIBA B aKkpeauTHpaHa jadoparopus oT W3MbIHUTENHA areHuus
"brarapcka ciyx0a 3a akpenuTanua" win B 1a0opaTopusl, akpeIUTHpPaHa OT OpraH Ha JbprKaBa YieHKa
WJIM AbpKaBa OT EBpOIEHCKOTO HKOHOMUYECKO IIPOCTPAHCTBO.

(3) (M3m. - JIB, 6p. 82 ot 2009 r., B cuna ot 16.10.2009 r., u3m. - JIB, Op. 14 ot 2015 1.)
VYcnoBusiTa M penbT 3a B3eMaHE Ha OOpaslyd M MPOOHM OT MEIWIMHCKU W3JeNHs 3a HM3MHUTBAaHE Ce
OIpeIeJIAT C Hape0a Ha MUHUCThpPA Ha 3/IpaBeona3BaHETO U MUHUCThPAa HA HKOHOMUKATA.

(4) Ilpm ocnopBaHe Ha pe3ylATaTUTE OT U3BBPILIEHUTE JAOOPATOPHU M3MUTBAHUS
IIPOM3BOIUTEINAT WIN YIBJIHOMOUICHUAT My IpejcTtaBuren npexacraBs B MAJl mucMeHO uCKaHe B
7-THEBEH CPOK OT JlaTaTa Ha I10JIydaBaHE Ha pe3yiTara OT IbPBOHAYAIHOTO M3IUTBAHE 32 U3BBPILBAHE
Ha MOBTOPHO U3MMUTBAHE.

(5) IloBropHOTO M3MUTBaHE IO ald. 4 ce M3BBPLIBA OT €KCHEPTH, KOUTO HE Ca ydyacTBajlH B
I'bPBOHAYAIHOTO U3MUTBAHE.

Un. 94. (1) B cayyaute no un. 93 m3nbiaHuTenHusAT aupekrop Ha MAJl muznasa 3amoBen 3a
BPEMEHHO CIIMPaHEe Ha Pa3lPOCTPAHEHNUETO UK yIoTpedaTa Ha KOHKPETHOTO H3/IENue.

(2) Konne ot 3anoBeATa 1o an. 1 ce BppuBa Ha MPOU3BOAUTENS WM Ha HETOBUS YII'BJIHOMOILEH
MIPEJCTaBUTE, MJIM Ha BHOCUTEIIS.

Uin. 95. Korato nunara mo wi. 86, aj. 2 yCTaHOBST, Y€ HECHOTBETCTBUETO ChC CHIECTBEHHUTE
M3HUCKBaHUS MOXKE /Ia C€ OTCTPaHH, U3TOTBAT CTAHOBUIIE /10 U3MBJIHUTENHUS qupekTop Ha MAJI u naBar
MPeIMCaHue ChC CPOK, ChITIACYBaH C TMPOW3BOAMTENS WM HETOBUS YIIBIHOMOIICH MPEJICTaBUTEN, 32
U3BBpIIBaHE HA HEOOXOJUMUTE KOPUTHPAIX IEHCTBUS WU 3a MBIHO OLICHSIBAHE CHOTBETCTBHETO HA
HU3IEIINETO CHC CHIIECTBEHUTE N3UCKBAHUS.

Un. 96. (1) Korato nmmara mo ui. 86, am. 2 YCTaHOBST, Y€ HECHOTBETCTBHETO CbC
CHILIECTBEHUTE W3HCKBAaHUS HE MOXE Jla C€ OTCTPaHH, T€ M3TOTBAT CTAHOBHINE A0 H3MBJIHUTEIHUS
nupektop Ha MAJL

(2) Uznpaaurennusat aupexrop Ha MAJI Bb3 0CHOBA Ha CTaHOBUINIETO 1O ajl. 1 KM3/1aBa 3amoBen
3a OnmokupaHe M 3abpaHa 3a pa3NpOCTPAHEHUETO WM YHoTpebara Ha M3JEIMETO U pas3lopexsa
U3TETJISIHETO My OT masapa B 30-IHEBEH CpOK OT JaTaTa Ha BPBHUBAHETO M HA MPOU3BOJUTENS WU Ha
YITBJTHOMOIIIEHHS MY NIPEJCTABUTEN U HA BHOCUTEIIS.

(3) U3nbaHuTeNHATA areHIys Mo JeKapcTBaTa YBEOMsIBA PETyIaTOPHUS OpraH Ha JIbpKaBaTa
YJIEHKA, B KOSITO IPOU3BOIUTENST WIN YITBIHOMOIIEHUAT MY NIPEACTABUTEN U BHOCUTEIAT € YCTAaHOBEH,
3a 3amoBeaTa 1o ai. 2.



Un. 97. 3anmoBeaute mo wi. 92, an. 1, wi. 94, wi. 96, an. 2 u un. 99, an. 1 moxe ga ObaaT
o0aJIBAHM TI0 pela Ha AJMHUHUCTPATHBHONPOICCYATHHMS KOJEKC, KaTo ajlbaTa HE CIupa
M3II'BIHECHUETO.

Ui 98. (1) Koraro cien m3nuTBaHeTo mo 4wi. 93 ce ycTaHOBHU, Y€ MEAMIIMHCKUTE U3JCIUS HE
CHOTBETCTBAT HA CHIIECTBEHUTE W3UCKBAHUS, Pa3XOJHWTE 3a B3EMaHEe Ha O0pa3mu WM mpodu 3a
M3MUTBAHE Ca 32 CMETKa Ha MPOU3BOJINUTEIIS, HA YITHIHOMOIICHUSI MPECTABUTEI UJIM HA BHOCHTEJIS.

(2) Koraro cnenm wusnurBaHeTo Mo wWi. 93 ce YCTaHOBH, Y€ MEIUIIMHCKHUTE W3NS
ChOTBETCTBAT Ha CHINECTBCHUTE H3MWCKBAHUS, PA3XOJUTE 3a B3EMaHE Ha 0O0pa3ly WIM NpoOHu 3a
H3IMTBaHE ca 3a cMeTka Ha MMAJL

Ui 99. (1) (U3m. - JIB, 6p. 110 ot 2008 1., mom. - JIB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009
r.) MHHHCTBPBT HA 3]PAaBEONA3BAHETO WJIM OIPABOMOIIEH OT HEro 3aMECTHUK-MHUHHUCTBD, II0
MOTHUBUPAHO TPEIOKCHHE Ha W3NMBJIHUTEIHHs Iupekrop Ha MAJl, korato ToBa € B HMHTEpeC Ha
OOIIECTBEHOTO 3/IpaBe W/WIJIM C€ HaJlara 3a M3ITbJIHCHUE Ha HAIMOHAJHATA 3/JpaBHA MOJIUTHKA, MOXKE ChC
3aIoBe]l BpEMEHHO J1a:

1. 3a0panHu IMycKaHETO Ha TMa3apa W/UiIH ITyCKaHETO B JCHCTBUE, UITH

2. 3a0paHu pa3npOCTPAHCHUETO, HITH

3. orparnuu oOXBaTa Ha JACHCTBHE, WIH

4. HAJIOKU JTOTBIHUTEIIHU M3UCKBAHUS 3a ITyCKAHETO Ha Ia3apa W/WJIM IyCKaHETO B JCHUCTBHUE
Ha JIQJIeH BUJI U3JICIINE WITH TPYyIIa U3/eIusl.

(2) (Hom. - 1IB, 6p. 110 ot 2008 r.) B cnyuaute mo an. 1 MAJI undopmupa EBponeiickara
KOMHCHSI ¥ PETYJIATOPHUTE OPTaHH HA JBP)KABUTE WICHKH W PETYIIATOPHUTE OPTaHU Ha JIbPKABUTE OT
EBporneiickoTo MKOHOMHYECKO MTPOCTPAHCTBO 32 3aI0BE/ITa, MOTHBHTE 32 HEs U MPEANPHUETUTE MEPKH.

Ui 100. (1) Jlunara mo 4. 86, an. 2 ce 3acTpaxoBaT 3a cMeTka Ha Oroketa Ha MAJIL cpemry
37I0TOYKA, KOSTO MOXKE J]a HACTHITU MPHU WX IO MOBOJI U3MIBIHEHHUE HA CITY>KEOHUTE UM 3aIbJIKECHUSI.

(2) (U3m. - IB, 6p. 98 ot 2010 1., B cmma ot 01.01.2011 r.) [Ipu u3BBpIIBaHE HA MTPOBEPKHU
munaTta mo uwi. 86, am. 2 Morar Ja MOMCKaT ChACWCTBHE OT pErHoHaNHATa 3JIpaBHA WHCIEKIHUSA, OT
opranuTe Ha MUHHCTEPCTBOTO Ha BBTPEIIHUTE PA0OTH M OT KOMIIETCHTHHUTE OPraHd Ha MECTHOTO
camMOympaBIlieHUE.

Y. 101. M3neaHuTEenHATa areHuus 1o JieKapcTBaTa MyOIMKyBa Ha CTpaHUIaTa CH B UHTEPHET
uH(popMaIng 3a U3AENUATA, 32 KOUTO UMa u3JajeHa 3anoseq mo wi. 91, an. 1, wi. 92, an. 1, un. 94 u un.
96, an. 2.

Yn. 102. JInnara mo uir. 86, ai. 2 ca JIbXKHH 4a:

1. He pa3mpocTpaHsIBaT 00CTOATENCTBA U (HaKTH, CTAHAIM UM M3BECTHHU IO BpEME Ha WJIH BBHB
BpB3Ka C U3ITBIHCHUE Ha CTY)KEOHUTE UM 3abJDKECHUS;

2. M3MOJI3BAT MOJIYYCHHUTE IOKYMEHTH U WH(OpMAIKs caMo 3a [eJTUTe Ha Ha/130pa Ha masapa;

3. ce JEruTUMHPAT MPU U3BbPIIBAHE HA TPOBEPKUTE.
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I'maBa cexma.
CUCTEMA 3A YBEAOMSBAHE U OUEHSIBAHE HA UHIHUJIEHTU

Ui 103. (1) IIpousBoAUTENAT € IIBKEH Ja Ch3Aaj]e U J1a MO abpkKa TOKYMEHTHpaHa CHCTEMa
3a MpocliesaBaHe OE30MacCHOCTTa Ha IPOU3BEICHUTE OT HETO MEIUIIMHCKH H3CIs, TyCHATH Ha ma3apa
W/WIM TIyCHAaTH B JICHCTBHE HA TEPUTOPHUATA HA JbpPXKABU WICHKH, Ha JbpXKaBu OT EBporelckoTo
MKOHOMHYECKO MPOCTPAHCTBO M HA TPETH AbPKAaBH, M Jia paslojara ¢ MEXaHW3MH 3a MpujaraHe Ha
HEOOXOUMUTE KOPUTHUPAIIH ICHCTBHSI.

(2) Cucremara no an. 1 ce npusiara 3a MEAUIIUHCKH U3CIIUS:

1. c nanecena "CE" mapkupoBka;

2. xouto HsAMar HaHeceHa "CE" mapkupoBka, KOraro HWHUUACHTHT WIM NOTEHIUATHUAT
HMHIMACHT C TAX MO cMuchia Ha wi. 106, an. 1 u 2 Hamarat u3BbpIIBAHE HA KOPUTHpPAIIU JICUCTBUS,
IIPWIOKUMH 32 U3JIENUS MO T. 1.

(3) Cucremata He ce mpwiara 3a HW3JeNUs, NMPEJHA3HAUYCHU 3a KIMHWUYHU W3MUTBAHHSA, U
H3JICIIH 32 OLICHIBAHE HA JICHCTBHUETO.

(4) Cuctemara no an. 1 BKiIOYBa Mpoy4BaHe 0€30MaCHOCTTA HA U3JENHTA MO al. 2, MyCHATH
Ha Ta3apa u/ WK B JSHCTBHUE Upe3:

1. cxOupane, JOKYMEHTHUPAHE U aHATU3 Ha ChOOIIEHUS 32 CHbOUTHS 10 Wi. 105 OT METUIIMHCKU
CHEIUATUCTH, OT MAIMEHTH, OT JIUIA, KOUTO U3BBHPIIBAT WHCTAIUPAHE, MOJAPHKKA WM KaTuOpUpaHe
Ha u3nenusara, u ot MAJI;

2. aHanu3 Ha pe3yATaTUTE OT JOMBIHUTEIHU W3MUTBAHUSA HA M3ICIUITA, W3BBPIICHU OT
MIPOM3BOTUTEIS;

3. chOupaHe U JOKYMEHTHPAHE U aHAJIM3 Ha JaHHU OT HaydyHaTa JIMTeparypa.

Ui 104. (1) (Ilpeaummen Tekct Ha wi. 104, uzm. - JIB, 6p. 110 ot 2008 r., u3Mm. - /IB, Op. 54 oT
2012 r.) Jlekapure, nexkapuTe Mo JEHTaIHA MEIUIIMHA U JAPYTd MEIUIMHCKU CICIHAINUCTU, U JIUIATA,
KOUTO OCBHIIECTBABAT WHCTANHMpaHe, MOAAPHKKA WU KaauOpuUpaHe Ha MEAMIIMHCKUTE H3JAeTus, ca
JIHKHE He3abaBHO na choOmasar Ha MAJI 3a cuOutusa nmo un. 105 B obexture mo wi. 83, an. 1, T. 2
OTHOCHO JIeUeOHHTE 3aBe/IeHHUs M0 3aKOHA 32 IeUeOHUTE 3aBEACHMUS.

(2) (Hosa - JIB, Op. 110 ot 2008 r.) M3nbpaHuTenHaTa areHus Mo JekapcTBaTa MpelocTaBs Ha
MIPOM3BOIUTENS UM HA HETOBUS YIIBJIIHOMOIIEH MpeIcTaBUTeN HHPOopMaIusaTa o ain. 1 B Cpok Tpu JTHU
CJIe]T TTOJTy4aBaHeTo .

Y. 105. (1) IIpousBoautensat yBenomsiBa MAJI 3a Bcsika HEM3MPABHOCT WM BIIOIIABaHE Ha
XapaKTepUCTUKUTE Ha WU3JeHe, IPOU3BEACHO OT HEro, W/WIM Ha JEHCTBHETO MY, KAKTO U 3a HEIIbJIHA
WIM HeTOYHa MH(QOpManus BbPXY €THKETa MM B MHCTPYKLHUATA 32 YNOTpeda, KOETO € MPUYMHMIIO
CMBPT WIM CEPHUO3HO YBpEXKIaHE Ha 3paBeTO WIM OWM MOTIJIO Jla NPUYMHU CMBPT WIM CEPUO3HO
YBPEXKJIAaHE Ha 3ApaBeTO HA MAlMEHT, MEAULUHCKM CIECLHUAIUCT WIA TPETHU JIML@A HAa TEPUTOPUATA HA
PenyOnuka brarapus.

(2) HpomsBogurensat yBenomsiBa MAJl u 3a Bcska TeXHHUYECKA MM MEAMIMHCKA MPUYHHA,
CBBP3aHA C XAPAKTEPUCTUKUTE WIH JEHCTBHETO HA M3JEIHMETO, KOSATO MOPaau NMPUUUHUTE, IOCOYEHHU B
asl. 1, BoaM 10 CUCTEMHO M3TEMIISIHE OT Ma3apa Ha U3/€Ius OT €IMH U ChILIU THII.

Ui 106. (1) IlpousBoautensart nonasa B MAJI mepBoHavaneHn qokiaa mo oopaser B 10-1HeBeH
CpPOK OT TOCTBhIIBaHE Ha HWHQoOpMaIMsa 3a chouthe mo uwi. 105, TpUYUHWIO CMBPT WIH CEPUO3HO
YBpEXKIaHE HA 3PABETO, HAPUIAHO MO-HATATHK UHITUICHT.



(2) IpouzBoautensar nogasa B MAJI mppBoHauasieH aokian mo oopaser B 30-IHEBEH CPOK OT
MOCTHIIBaHE HA MHGpOpMAIHs 3a chOuTHe 1o wi. 105, KoeTo € MOXKemNo Ja MPUINHU CMBPT WU CEPUO3HO
yYBpEXXJaHe Ha 3/paBeTo, MPeJOTBpATEeHH MOpaau OJIAaronpusaTHO OOCTOATEICTBO WM JIEKapcKa HaMeca,
HapU4aHo MO-HATAThK MOTCHIIMAJIICH UHIIUJICHT.

(3) (U3m. - B, Op. 38 ot 2015 r., B cunma ot 26.05.2015 r.) Korato WHIMACHTHT WU
MOTCHIIMATHUAT UHIUACHT 3acsra u3aenus ot kiac lla, 116 wim knac 11, wim wH BUTPO AMATHOCTUYIHH
MEAUIIMHCKH U3JENUs OT CIUCHK A MU COUCHK b, WM u3nenus 3a caMoTecTyBaHE U € Bb3HUKHAI B
TpeTa IbprKaBa, MPOU3BOAUTENAT NojaBa B cpoka no ai. | wiam 2 B MAJI nbpBOHavaneH A0KiIaja B
cllydauTe, Korato HOTU(UIUPAH OpraH mo wi. 63, an. 4 e u3BbPIIWI OI[CHSIBAaHE HA ChOTBETCTBHETO Ha
W3/IeJINETO, C KOETO € CTaHaJl UHIIUJICHTBT.

(4) Koraro MHIMAEGHTHT WIA MOTCHIHMATHUAT UHIMICHT 3acAra u3jenus oT kiac | wnm uH
BUTPO JAMArHOCTUYHU MEIUIMHCKH H3JENHs, KOUTO HE ca OT CnHChbK A W cnuchk b u He ca 3a
CaMOTECTyBaHE, U € Bb3HUKHAJ B TpeTa AbpKaBa, MPOU3BOJUTENSAT MOJaBa B Cpoka o ai. 1 wiu 2 B
WNAJI nbpBOHauajaeH IOKJIAJ B CIydauTe, KOIarO IPOU3BOAMUTEIAT WIM YIBIIHOMOIICHUAT MY
npencraButen e peructpupat B MAJI o pena Ha riaBa BTOpa.

UYn. 107. Koraro MHOMIEHTHT WM NOTEHIMATHHUAT MHIUACHT C€ IBJDKM Ha KOMOWHHpaHa
ynorpeba Ha JIBe WM NOBEYE OTACTHU W3JCIHs W/WIN Ha TIPHHAAIC)KHOCTH, TIPOU3BEACHHU OT Pa3InIHU
IIPOM3BOJIUTENHN, BCEKU pousBoauTen npeacrtass B MAJI ornenen noknan no wi. 106.

Un. 108. [IpousBoautensT yBeaoMsiBa HEMOCPEACTBEHO Clie]] MojlydyaBaHe Ha MHGpoOpMalus 3a
WHIUJICHT WK MOTEHIUAJICH UHIIMJICHT YII'BJIHOMOIIEHUS CH TipeAcTaBuTen o wi. 10, ain. 2, Teprosena
Ha €Ip0 W HOTU(UIMpAHUS OpraH, M3BBPIIMI OILCHSBAaHE HAa CHOTBETCTBHUETO HA H3JICIHUETO ChC
CBIIIECTBEHUTE U3UCKBAHHUSI.

Un. 109. (1) U3nbaHuTenHaTa areHIus 1o JIeKapcTBaTa MOAIbpKa CHCTeMa 3a PETUCTpUpaHe,
aHajau3 ¥ 0000IIIaBaHe Ha MHIUAECHTH U MOTEHIMATHU UHIIUAEHTH C MEIUIIMHCKHA U3AEIIH.

(2) M3nbpnHUTeNHATAa areHIMs IO JieKapcTBaTa MyONMKyBa Ha CTpaHUIATa CU B HMHTEPHET
PBKOBOJICTBATa 3a IMpOCIEsiBaHe Ha O€30MaCHOCTTa HAa MEIUIMHCKUTE W3JeTus, W3IaJCHU OT
EBporeiickara komucus 1 oT EBponerickara areHuus o Jiekapcraara.

Ui 110. (1) U3npiHuTEeTHATA areHIUs 10 JIeKapcTBaTa perucTpupa B cuctemara mo 4i. 109,
asl. 1 1aHHUTE OT MbPBOHAYAIHUS TOKJIAJ HA IIPOU3BOJUTENS U OLIEHSBA MpelocTaBeHaTa HHPOpMaLUs.

(2) U3nbaHuTenHaTa areHuMsl MO JIEKapCcTBaTa OCBHIIECTBSABAa HAI30p BBPXY JCHCTBUATA Ha
IIPOU3BOIUTENS MO NMPOYYBAHETO HAa MHUUACHTA WM MOTEHIMATHHS MHIMICHT U MOXKE Jla M3/1aBa
MpeNNcaHus U yKa3aHHusl.

(3) Ilo Bpeme Ha mMpoyuBaHETO Ha MHIMJEHTA WK NoTeHuuanHus uHuuaeHt MAJI ceaeiictea
Ha TPOU3BOAUTENS, IPU HEOOXOAUMOCT, 3@ OCHILECTBABAHE HA BPB3Ka ChC:

1. HoTHUIMpPaHUs OpTaH, U3BBPIINI OLICHABAHE Ha ChOTBETCTBUETO;

2. peryiaTopHH OpTraHy Ha JIPYT'H 3aCE€rHaTd Ibp’KaBU WICHKHU WIH IbpkaBu oT EBpormeiickoTo
MKOHOMMYECKO MPOCTPAHCTBO;

3. perynaTopHy OpraHH Ha JIbp>KaBU WIEHKH WU AbpKaBH OT EBpOINENCKOTO MKOHOMHYECKO
IIPOCTPAHCTBO 3a JIEKAPCTBEHU MPOJAYKTH B CIy4auTe HAa MHIMIAECHTH WIM MOTEHUUAJIHU MHLUUJEHTH C
H3Oeaus Mo 4iI. 3, T. 2, 3 u 4;

4. npyru Npou3BOAUTENH B cinydaute 1o wi. 107;
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5. TIoJI3BaTeN Ha H3ACIINCTO UK C TPETH JIMIA.

UYn. 111. Koraro B mbpBOHauanHus Jokiaaj 1o wi. 106 ca mocoueHn KOpUrHpamu AeHCTBUS
WIA C€ ChIbp)Ka 3aK/IIOUeHHe, Y€ HHIMJIEHTHT 3acTpaliaBa O€30MacHOCTTa Ha IAlMEHTa, Ha
MEIUIMHCKUS CIELMAIUCT WM Ha TPETHU JIMIA, HO BCE OILIE HE ca ONPEACIICHU KOPUTHPALIUTE
neiicreusi, MAJI n3npama gokian 40 peryJaTOpHUTE OpraHd Ha ABP>KABUTE WICHKU, HA AbPXKABUTE OT
EBponeinckoTo MKOHOMUYECKO IPOCTPAHCTBO U 10 EBponelickata KOMUCHs.

Ui 112. (1) B cpok gm0 Tpu Mecema OT IojaBaHe Ha JokKiaana 1o wi. 106 mpow3BOIUTENST
u3rotes u npejacrass B UAJI okoHvareneH MTokiax o oopasell, yrBbpIeH OT U3IMBIHUTEIHUS IUPEKTOP.

(2) HoxmansbT 1o ajt. 1 MoXke 1a ChabprKa €HO OT CJICTHUTE 3aKITIOUCHUS:

1. He ce Hanara ga ce npeanpueMaT MEPKU;

2. (u3m. - JIB, 6p. 54 ot 2012 r.) TOOBJIHUTEITHO MPOCICAIBAHE HA U3JICIUETO WM MapTHIaTa
W3/IeNns, yCHATH B JIEUCTBHE B OOekTUTE O wi. 83, an. 1, T. 2 OTHOCHO JI€4eOHUTE 3aBEACHHS IO
3axoHa 3a JeueOHUTE 3aBENECHHUS;

3. pasnpocTpaHeHre Ha uHMOpMaIus 0 METUIIMHCKUTE CIICIMAIIUCTA B OOCKTUTE MO T. 2 U B
aNTEKHUTE U JIPOTEPUUTE KAaTO MUCMEHA MPENOPbKa, U3TOTBEHA OT IMPOU3BOIUTEIS;

4. xopurvpaiu JIeUCTBHsI MPU MPOU3BOJCTBOTO HA ObACIA TPOTYKIINS;

5. KopUrupaim IeicTBUS Ha U3AETUETO, IyCHATO B IEHCTBUE B OOEKTUTE IO T. 2;

6. U3TETVISIHE HA W3/CIIMETO WM Ha TIapTUaTa U3/Ieyus, TyCHATH Ha Tla3apa W/ B ICHCTBUE.

Y. 113. (1) B cnydaute mo uin. 112, an. 2, 1. 2 MAJI u3BbpiIBa KOHTPOJI BbPXY ACHCTBUSITA HA
MIPOU3BOIUTENS Ha TepuTopusTa Ha PermyOnuka bearapus.

(2) B cayyaute mo ui. 112, an. 2, 1. 3 MAJI oueHsiBa chAbpKAaHUETO HA MUCMEHATa MPENopbKa
1 00CHK]Ia C IPOU3BOAUTEINS afpecaTUTe Ha MpernopbKaTa U HaYMHA Ha Pa3IpPOCTPAHEHUETO M.

(3) B cayuante o uin. 112, an. 2, 1. 5 UAJI Mmoxe 1a n3BbpILU NPOBEPKA HA MSCTO.

(4) Wznpanutennust aupekrop Ha MAJl usgaBa 3amoBesn 3a OioKMpaHE U U3TEIVISIHE OT
IIPOU3BOJUTENS HA M3ACINETO WIM Ha MapTHAATa U3JEIHs, C KOUTO CE € CIy4nJ MHUUACHTBHT WIH
MOTEHIMATHUAT UHUUCHT, KOraTo Ce YCTAHOBH, Y€ IPOU3BOJUTEIIAT HE €:

1. M3BBPIIMII KOPUTUPALIM IEHCTBUS B IOCOYEHHS OT HETO CPOK B TOKIana mo wi. 112;

2. W3TErNIW W3JAETUEeTO WIM HapTujara W3Jenus OT Iaszapa B MOCOYEHHS] OT HEro CpoK B
nokiaaa mo wi. 112.

(5) YcnoBusita 1 peabT 3a OJIOKUpaHE, U3TETIITHE W/WIM YHUIO)KAaBaHE HA WU3JCIUSTA, KOUTO
HE OTroBapsAT Ha M3UCKBAaHMATa Ha TO3M 3aKOH, C€ ONpeAensT ¢ Hapeada Ha MMHUCTbpa Ha
3/lpaBeoIla3BaHeTo.

Un. 114. (1) UsnenHuTenHaTa areHuus Mo JeKapcTBaTa MyOJMKyBa Ha CTpaHHUIATa CH B
WHTEPHET CIIUCHK Ha U3JIENINTa, BKIOYEHH B 3anoBeATa o wi. 113, an. 4.

(2) Korato u3nenudara mo an. 1 ce mponasat B obekrute mo uwi. 83, an. 2, UAJI yBenomsiBa
obmectBenoctTa upe3 BTA u cpencrBara 3a MacoBO OCBEIOMSIBAHE.

(3) Uznenautennusat aupextop Ha MAJl M3rorBs AoKiax 3a BBb3HUKHAIMS WHIMICHT WIN
MMOTEHIMAJIEH MHIUAECHT B ciiydauTe 1o 4i. 112 u u3npama konue ot Hero A0 EBponeiickara KoMucus u
PETYJIATOPHUTE OPTaHU HA ABP>KABUTE WICHKH.
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Ui 115. (1) Besiko aupextHOo chobmienne 10 MAJI 3a MHIUMACHT WK TOTEHITMAICH HHITUACHT C
MEAUIIMHCKO U3/IeTNe Ha TepuTopusaTa Ha PemyOnuka beiarapus, monaaeHo oT HaeHTUDUITUPAHO JIUIE B
MUCMEH BUJI, CE€ IOKYMEHTHpa B cucTemMara o 4wi. 109.

(2) B cpok mo Tpu OHH OT IOJyyaBaHEe Ha CHOOIICHHE 3a WHIMJIEHTAa WINM TOTCHIHAJICH
uHuaeHT o an. 1 MAJI uadopmupa npousBoauTes, 3a 1a MpeaArnpueMe JICUCTBUATA, TPSABUACHU B
1. 106 - 108 m wi. 112.

Ui 116. M3nbiiHUTETHATA areHITUS 110 JICKapcTBaTa MOXKe J1a ObJIe KOOPAWHUPAII] PETyJIaTOPEH
Opras:

1. B ciayyauTe Ha MHIMACHT WM MOTEHUHUAJIEH WHUUJCHT, Bb3HUKHAJI Ha TEPUTOPHUATA HA
IOBEYE OT €JIHA JbPKaBa YICHKA WU AbpKaBa OT EBPONENCKOTO HKOHOMUYECKO MPOCTPAHCTBO, U

2. KOraTo MHUUJACHTHT WM IMOTEHUUATHUAT HMHIMUACHT € PErucTpUpaH 3a IIbpBU IBT Ha
teputopusiTa Ha PenyOnuka bearapus, wimm

3. KOrato opraHbT, U3BBPIIMII OLEHSBAHE HA CbOTBETCTBUETO HA U3EIIMETO ChC ChILECTBEHUTE
W3UCKBAHMS, € MOJY4YWI pa3pelieHue IO pela Ha IJaBa YEeTBbpPTa, KOraro HWHUHUACHTHT WIIH
MOTEHIIUATHUAT WHIMIASHT € cTtaHan ¢ wu3fgenus ot kiac Ila, [I6 wmmm kmac I, mom uH BUTpO
JTUArHOCTUYHU METUIIMHCKH U3JIEHS OT CIIMCHK A WM CIIMCHK b, Wi n3nenus 3a camoTecTyBaHe, uin

4. xoraTto NpoU3BOJUTENAT WIH YI'BIHOMOILIEHUAT My NpeacTaBuTen € peructpupad B MAJI o
pella Ha TJIaBa BTOpAa, KOraTo MHUMACHTHT WM MOTCHIIMATHUAT UHUUJICHT € CTaHAJl C U3eyus OT Kiac [
WY UH BUTPO AMArHOCTUYHU MEAMIIMHCKU W3JEusl, KOUTO HE ca OT CUChK A U cnuchk b u He ca 3a
CaMOTECTYBaHeE.

Un. 117. JluuHuTe NaHHUW HAa W3TOYHMKA Ha CHOOIIEHHMETO ce chXxpaHsar oT WMAJI mpu
Cla3BaHe M3MCKBAHUATA HA 3aKOHA 3a 3all[1Ta Ha JIMYHUATE TaHHU.

yﬂaBa ocMa.
EBPOIIEMCKA BA3A JJAHHHA

Un. 118. U3neaHuTenHaTta areHIus 1o jekapcrsarta npenocrasd B EBpomnelickara 6a3za gjaHHU
He3a0aBHO ciie]l MOJIy4aBaHeTo ¥ clieiHaTa HH(pOopMalMs B CTaHJapTU3UpaH Gpopmar:

1. (u3m. - [IB, 6p. 110 ot 2008 r.) maHHMN, CBBP3aHU C PETUCTPAIMATA HA TPOU3BOIUTEIIUTE WIH
Ha YI'BJIHOMOILEHUTE NPEACTABUTENH IO Wi. 29 M Ha U3JENuATa IO IJlaBa BTOpa, C MU3KIIOUYEHUE HA
U3JIeUsTa, U3pab0TEeHH 110 OPHUKa;

2. IaHHH, NTOJYYEHHU NPU KIMHUYHUTE U3MUTBAHUSA Ha MEIULMHCKU U3JEIUs 110 Pella Ha IiaBa
TperTa;

3. JaHHU, MOJYYEHHU IpU IpociieAsBaHe 0e30MacHOCTTa Ha MEAULMHCKUTE U3JIeNUs, IyCHATH
Ha Ta3apa W/WiM IyCcHaTH B IEHCTBUE Ha TepuTopusTta Ha Penybnuka buiarapus no riasa ceama;

4. naHHHU, CBBP3aHU C U3JaBaHE, IPOMSHA, JOI'BIHEHUE, BPEMEHHO CIIMpaHE, U3TEIVISIHE WIN
0TKa3 Ha cepTU(PUKATH OT HOTU(UIUPAHUTE OPraHH, ChIVIACHO MPOLEAYpUTE, TOCOYCHH B HapeI0OuTe
o uwi. 18.

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

UYn. 118a. (Hos - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) (1) A71BKHOCTHUTE JIUIIA
JUIaTa, KOUTO TPHJIAraT TO3HM 3aKOH W TOJ3aKOHOBUTE HOPMATHBHU aKTOBE ITO NPHIIATAHETO MY, ca



IU'BKHUA J1a HE paslpocTpaHsBaT WHPOpPMANUs, MOJy4eHa TPU M IO TOBOJ W3IIBJIHCHUE Ha
3a]IBIDKEHUSITA FM.

(2) Paznopenbara Ha ain. 1 He ce mpuIara mpu:

1. oOmeH Ha nHDOpPMALIH MEXKIY JIHKHOCTHH JIUIA, MEKIAY HOTU(DUIIUPAHUA OPTaHU U MEKIY
JUI'HKHOCTHHU JIUIIA ¥ HOTU(QHUIIMPAHUA OPTaHHU;

2. pa3npocTpaHeHue Ha WHOpMalUs, KOSITO LETH J1a OCUTYpu 0€30MacHOCTTa U 3APABETO Ha
Xopara;

3. mpexocTaBsiHe Ha UH(OpPMAIHS B CIIy4auTe HA HAKA3aTEIHO IPOU3BOJICTBO.

(3) He e xondunennunanna napopmanusra:

1. 3a perucrpanmsTa Ha JIMIATa, KOUTO MyCcKaT MEIUIIMHCKHA W3JENUs Ha Ta3apa Mo peaa Ha
rjiaBa BTOpa;

2. KOSITO ce MPENOCTaBsi Ha MOTPEOUTEIUTE OT MPOM3BOAMUTENS, OT HETOBHS YITBIHOMOIICH
MPEJICTaBUTEI WK OT ThProBela Ha epo BbB BPb3Ka C MPEAIPUETHTE MEPKH 110 pejia Ha IJ1aBa CeiMa;

3. chabpIKaIIa ce B U3JAJACHUTE, MOAU(PUIIMPAHUTE, JOMIBIHCHUTE U OTHETUTE CePTU(HUKATH U
B CEPTU(PHUKATHTE, YUATO BATUIHOCT BPEMEHHO € MPEyCTaHOBEHA.

I'1aBa neBera.
AJIMUHUCTPATUBHOHAKA3ATEJIHU PA3SIIOPE/IBA

Un. 119. Koiito mycka Ha mazapa W/wid Mycka B JEHCTBHE METUIIMHCKU H3Aenus, 0e3 na e
OIICHEHO CHOTBETCTBHETO MM CBHIVIACHO M3WCKBAHUATA HA TO3W 3aKOH M HA aKTOBETE IO MPHJIATaHETO
My, ce Haka3Ba ¢ rioda ot 10 000 zo 20 000 mB.

Y. 120. KoiiTo chcTaBy W/MiH U3IIONI3BA ACKIApaNns 32 CbOTBETCTBUE ChC ChABPIKAHUE, KOETO
HE CHOTBETCTBA Ha CHIBP)KAHHETO, ONPEACICHO B HapenouTe mo wi. 1§, ako AesHUEeTo He ChCTaBIIsABA
IpecThIUIeHHE, ce Haka3Ba ¢ riaoba ot 3000 go 8000 xiB.

Un. 121. Koiito mycka Ha maszapa W/WIU MycKa B JIeHcTBUE MenuiuHcku uznenus cbe "CE"
MapKupOBKa B HapyllIeHUE HAa U3UCKBaHUATA Ha Wwil. 15, ce Haka3Ba ¢ ri1o6a ot 500 go 1000 niB.

Un. 122. Koiito mycka Ha maszapa W/WIU IycKa B JIedCTBUE MenuuuHCKd u3nenus cbe "CE"
MapKHpOBKa, 0€3 Ja € OIEHEHO CHOTBETCTBHUETO MM ChC CHIICCTBEHHUTE WM3WCKBAHUA, OMpPEICIICHU B
HapenouTe mo ui. 18, ce Hakazpa c¢ rmoba ot 10 000 mo 20 000 nB.

Un. 123. Jlumata, KOWTO TPEICTABIT MEIWIMHCKK W3JENHS Ha U3JI0KOM, TaHAWUPH,
JIEMOHCTpAIIMH, TPOMOIIUY, HAYYHU W TEXHHUYECKU KOH(EepeHIMU B HapyiieHue Ha wi. 15, am. 11, ce
Hakas3Bar ¢ rio6a ot 500 mo 1000 is.

UYn. 124. Koiito mycka Ha ma3apa W/Win Mycka B IeHCTBHE MEAUIMHCKU U3/IENUs B HApyIIeHHE
Ha pasnopendaTa Ha wi. 16, ce Haka3Ba ¢ r1106a ot 5000 1o 10 000 nB.

Un. 125. Koifto mycka Ha masapa W/WiIM IycKa B JeHCTBHE MEIUIMHCKU H3aeinus 0e3



WHCTPYKITUSA 3a ynotrpeda, ¢ M3KIIOUYCHNE Ha U3JIeTusATa 1Mo wi. 2, ai. 1, T. 3, momamamu B kiac | u kmac
ITa, ako mMorar fa ce U3moa3Bar 6e30macHo 6e3 HHCTPYKIHS 3a ynoTpebda, ce Hakaspa ¢ riobda ot 3000 mo
5000 mnB.

Un. 126. Koiito mycka Ha maszapa W/WIM IycKa B JCHCTBHE CHCTEMH W/WIM HAOOpU WIH
MEJIUIUHCKY M3eIHsI, TPEeIHa3HAUCHH OT MPOU3BOIUTENS J1a ObJAaT CTEPUIIH3UPAHH MPeIu yrnoTpeda, B

HapyIICHUE HA M3UCKBAHMUATA HA TO3M 3aKOH U HA aKTOBETE IO MpUJIaraHeTo My, C€ Haka3Ba ¢ Iioda oT
10 000 go 15 000 nB.

UYn. 127. Ko#iTo mycka Ha maszapa W/Wid B JCHCTBHE MEAWLMHCKO W3JeNue, N3paboTeHO M0
MOpbUKa, B HAPYIICHHE Ha U3UCKBAHUATA HA TO3M 3aKOH, ce Haka3Ba ¢ 1y100a ot 5000 mo 10 000 nB.

Un. 128. KoitTo u3BbpIIBa THProBUs Ha €ApO ¢ MEIUIMHCKUA u3aenus Oe3 Hanecena "CE"
MapKHpOBKa, ce Haka3Ba ¢ rioba B pazmep 10 000 nB.

Y. 129. (1) PpkoBoauTen Ha ne4eOHO WIIM 3JpaBHO 3aBEIECHUE, KOWTO JOIyCKa U3MOI3BaHETO
Ha MEIUIMHCKU u3aenus 6e3 HaHneceHa "CE" MapkupoBKa, ¢ U3KIIOUCHHUE Ha U3JIeNIUATa, U3pabOTEeHH 110
MOpBYUKa, HA U3JIEIMATA, KOUTO ca IIyCHATU B JICHCTBHE MpeaAM BJIM3AHETO B CHJIAa HA TO3M 3aKOH, U Ha
u3gennsaTa mo 4i. 12, an. 1, ce Hakassa ¢ riro6a ot 2000 go 10 000 iB.

(2) CpmoTo HakazaHHE ce Hajara M Ha PbKOBOJUTEN Ha JIEYEOHO WIM 3JIpaBHO 3aBE/ICHUE,
KOITO J0mycKa M3MOJI3BAaHETO Ha M3/enus 0e3 MHCTPYKLUS 3a ynoTpeda WM C HU3TEKbJ CPOK Ha
T'OJTHOCT.

(3) (Homa - IB, Op. 54 ot 2012 r.) PproBOgUTEN Ha JI€4eOHO WIIM 3/IpAaBHO 3aBEJICHHE, KOUTO
KylyBa MEIUIIMHCKU H37eNus OT juua 0e3 paspelieHue wid 0e3 Apyr IOKYMEHT, yJ0CTOBEpsBalll
IIPAaBOTO 3a M3BBPILIBAHE HA THPrOBHUs C MEIULMHCKHA H3JEIHS, U3LAJEH OT KOMIIETEHTEH OpraH Ha
IbpXKaBa 4JIEHKAa WM Ha Jpyra JAbpkaBa - crTpaHa no Cnopasymenuero 3a EBpomeiickoro
MKOHOMHYECKO MPOCTpaHCTBO, K Ha Kondenepanus LlBelinapus, ce Haka3Ba ¢ riioda 10 000 nB.

Un. 130. KoifTo u3BbpIIBAa THProBUs Ha €APO C MEAMIIMHCKU U3JENHS C M3TEKbJ CPOK Ha
TOJHOCT, Ce Haka3Ba ¢ rio6a B pazmep 10 000 nB.

Un. 131. (U3m. - B, Op. 54 ot 2012 r.) Teprosen ¢ MEIUIMHCKN U3JENUs, KONTO HapylliaBa
M3UCKBaHMATA Ha 4il. 82, aJl. 2, ce HaKa3Ba ¢ UMyIlecTBeHa caHkius B pazmep 5000 nB.

Un. 132. (U3wm. - B, Op. 54 ot 2012 r.) Teprosen ¢ MEAUIMHCKN U3/ENUs, KOMTO HapyiiaBa
M3UCKBaHMATA Ha uil. 82, ain. 3, 4 wiu 5, ce Haka3Ba ¢ UMYIIECTBEHA caHKIus B pazmep 1000 nB.

Un. 133. Teproser Ha €ap0O ¢ MEAUIMHCKA U3/IETUSA, KOUTO HapylllaBa U3UCKBAHUATA HA 4. 82,
an. 1, 1. 2, 3 unm 4, ce HaKa3Ba ¢ UMyIllecTBeHa caHkuus B pazmep 5000 niB.



Un. 134. (U3m. - JIB, Op. 54 ot 2012 r.) KoiiTo u3BBpIIBa THPTOBUS HA €IPO C MEAUIIUHCKH
u3nenvsi, 6e3 J1a MpUTEeKaBa JOKYMEHT, YIOCTOBEPSBAI MPAaBOTO MY Jia W3BBPIIBA Ta3H JACHHOCT, CE
Haka3Ba ¢ uMylecTBeHa cankuus B pazmep 10 000 ..

Un. 134a. (Hos - JIB, 6p. 54 ot 2012 r.) Tsprosern Ha eApO ¢ METUITMHCKU U3JICTHS, KOUTO HE
M3ITBJIHYU 3abJKEHUETO MO Wi, 78a, ce Haka3Ba ¢ uMyllecTBeHa caHkuus B pazmep 10 000 nB.

Un. 135. (Hom. - JIB, 6p. 54 ot 2012 r.) Twprosemn Ha eapo, KOWTO HE CMa3Ba pasmnopendara Ha
yi. 80, an. 1 unu 3, ce HaKa3Ba ¢ UMyIlecTBeHa caHKIus B pazmep 3000 nB.

Yn. 136. (U3m. - B, Op. 60 ot 2011 r., B cuia ot 05.08.2011 r., u3m. - /1B, Op. 54 ot 2012 1.)
Twproser Ha enpo, KOWTO He cma3Ba pasmopenbara Ha wi. 80a, an. 1, ce Haka3Ba ¢ UMYIECTBEHA
cankuus B pazmep 1000 niB.

Ui 137. KoiiTo u3BBpIIBa THProBUs Ha ApeOHO ¢ MEIUIMHCKU m3zenus O6e3 Hanecena "CE"
MapKUpOBKa UJIU C U3TEKBJI CPOK HA TOAHOCT, c€ HaKa3Ba ¢ 1i106a B pazmep 10 000 ..

Ui 138. (M3m. - [IB, 6p. 54 ot 2012 r.) KoiiTo u3BBpIIBa THPrOBUS HA IPEOHO C MEAUITUHCKH
W3JIeVs U3BBH 3/IpaBHU 3aBeJeHUS 1o Wwi. 21, an. 2, T. 4 u an. 3 ot 3aKoHA 3a 3/IpaBETO W/WJIM U3BHH
obektute mo wi. 83, an. 1, 1. 4 - 7, ce Haka3Ba ¢ riao0a WM UMYIEeCTBeHa caHKIus B pazmep 10 000 iB.

Y. 138a. (Hos - IB, 6p. 54 ot 2012 r.) Teprosen ¢ MEAULIMHCKHA U3JENHsI, KOUTO HapylllaBa
M3MCKBaHUATA Ha Wwi. 830, ce Haka3Ba ¢ UMYILEeCTBeHa caHKIus B pazmep 1000 nB.

Un. 139. (M3m. - IB, 6p. 110 ot 2008 r.) Koiito mycka Ha ma3zapa W/wiu Iycka B JEWCTBHE
MEIMLMHCKU W3JeNnusi Ha Tepuropusita Ha PenyOnuka bbarapus, 6e3 ga ce e perucrpupan B
oTpeJielIeHUs B 3aKOHA CPOK, ce Haka3Ba ¢ 1yi06a B pazmep 5000 iB.

Yn. 140. (U3m. - B, 6p. 110 ot 2008 r., B cuna or 21.03.2010 r.) Koiito HapymaBa
pasnopeadurte Ha wi. 27, an. 3, wi. 28, an. 7, wi. 29, an. 2 u un. 30, ce HaKa3Ba ¢ rio6a B pazmep 3000
JB.

Un. 141. (1) KoiiTo HapymmaBa W3MCKBAaHUATA 32 U3BBPIIBAHE HA KIMHUYHU W3MUTBAHUS, aKO
M3BBPIICHOTO HE CBCTaBJsABa IpecThIUIEHUE, ce HakazBa ¢ rinoda or 5000 mo 10 000 nB., a npu
MTOBTOPHO M3BBpPIIBaHE HA CHIIOTO HapylieHue - ¢ rioda ot 10 000 mo 20 000 aB.

(2) Ha MequuMHCKH CHeNUaNCT, AOMYCHAN WM W3BBPIIMI HapyLIeHHUs Mo ai. 1, Moxe Ja ce
HaJIOXKH M HaKa3aHHe JMIlIaBaHe OT MPaBo Ja YHpaxkHsBa Mpodecusara cu 3a CpoK OoT 6 Mecela /10 JiBe
TOJVHH.

(3) HakazanmeTo mo an. 2 ce Hajara OT MUHHCTBPa Ha 3/IpaBEONa3BaHETO 1O MPEITOKEHUE Ha
U3IIBIHUTENHUS aupekTop Ha MAJL



Uin. 142. Ha nHoTudummpan opraH, KOWTO HE CIa3Ba M3MCKBAHETO Ha WiI. 68, an. 1, ce Hajara
uMyIiecTBeHa caukius B pazmep ot 2000 xo 5000 nB.

Ui 143. Ha nHoTudunupan opraH, KOWTO HE cra3Ba m3uckBaHeTo Ha wi. 70, an. 1, ce Hamara
HMMYIIeCTBEHa CaHKIMs B pazmep 10 5000 nB.

Ui 143a. (Hos - JIB, 6p. 110 ot 2008 r., u3m. - JIB, 6p. 38 oT 2015 1., B cruta ot 26.05.2015 1.)
Ha notudunupan opran, KoiTo He cra3Ba U3UCKBAHETO HA Wi. 76, ain. 3 U 4, ce Hajara UMyIIecTBEHA
cankuus B pazmep 110 5000 nB.

Un. 144. Koiito mpeun Ha nunara mo wi. 86, aj. 2 1a OCHIIECTBABAT CIYXEOHUTE CH
3aIbJDKCHUSI B CHOTBETCTBUE C pa3NopeI0MTE Ha IJ1aBa IIecTa, ce Haka3Ba ¢ riaobda ot 6000 go 10 000
JIB.

Un. 145. Tlpou3BoauTten Ha MEAUIIMHCKH H37ENus, KOWTO Hapylmu pasnopeadarta Ha wi. 103,
ain. 1, ce Haka3Ba ¢ umymectBeHa caukius ot 5000 no 10 000 xiB.

Un. 146. [IpousBoauTen Ha METUITMHCKU U3ENHsI, KOWTO Hapylu pasnopeadara Ha ui. 107, ce
Haka3Ba ¢ uMmyiectseHa cankuus ot 10 000 o 20 000 ns.

Yn. 147. KoiiTo He CHOOIIM 3a HMHIMASHT WIM 3a MOTEHIHAIEH HMHIMIEHT C MEIUIIMHCKO
n3nenue cbriaacuo ui. 104, ce nakassa ¢ rio6a ot 1000 mo 2000 1.

Uin. 148. Koo He n3nbyiHM 3anoBen no wi. 113, an. 4 Ha u3nbaHutenHus aupekrop Ha MAJL,
ce HakasBa c riio06a ot 10 000 mo 20 000 aB.

Un. 149. Koitto Hapymu pa3nopen0ouTe Ha TO3U 3aKOH WJIM Ha aKTOBETE MO MpPUJIAraHeTo My,
M3BBH ciydaute mo uwi. 119 - 148, ce nakasBa c¢ rimoba or 1000 mo 3000 nB., a pW TOBTOPHO
M3BBPILIBAHE Ha CHUIOTO HapyleHue - ¢ riaoda ot 3000 go 5000 nB.

Y. 150. KoiiTo He M3MbIHU pa3nopexane, npeanvcanue uin ykazanue Ha MAJL, ce Haka3zBa
c rno6a ot 1000 mo 3000 nB.

Y. 151. (1) Koraro Hapymenusra mo wi. 119 - 150 ca u3BbpIIeHH OT IOPUIANYCSCKH JTUTA WITH
€AHOJMYHU THPTOBLHU, CE HAJAaraT UMYIIECTBEHU CAaHKUMU. Pa3MephT Ha MMYIIECTBEHATa CAHKLHUS HE
MOXe J1a OBbJe MO-HUCHK OT ABOMHUS pa3Mep Ha MPEABUACHUTE MUHUMAIHHU pa3MepH Ha CbOTBETHHTE
100U 1 He MOXe Ja OBbJIe MO-BUCOK OT JBOMHHS pa3Mep Ha MPEABHICHUTE MaKCUMATHH pa3MepH Ha



CHOTBETHUTE II100H.
(2) Hanmaranero Ha MMYIIECTBEHA CAHKIIMS HE W3KIIOUBA HAJIAraHETO HA TJ100a HA BUHOBHUTE
JUTHKHOCTHHU JIUIA.

Un. 152. (U3m. - B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) (1) Hapymenusita no To3u
3aKOH C€ YCTaHOBSIBAT C aKTOBE, ChCTABEHH OT MHCIEKTOPU U €KCIIEPTH, OMPEENIEHN ChC 3alO0Be] Ha
M3IbJIHATENHUS qupekTop Ha MAJL

(2) HakazaTenHUTE MOCTAHOBJICHUS C€ M3/IaBaT OT M3MBIHUTEIHUS nupektop Ha MAJI wim ot
OMPABOMOIIEHU OT HETO IBXHOCTHU JIUIIA.

Un. 153. CbcTaBsAsHETO HA aKTOBETE, M3JaBaHETO M OOXKAJIBAHETO M M3NBIHEHUETO HA
HaKa3aTeJIHUTE MTOCTAHOBJICHUS C€ U3BBPIIBAT MO pea Ha 3aKoHa 3a aIMUHUCTPATUBHUTE HAPYILICHUS U
HaKa3aHus.

JdonmbiaHuTe/ IHM pa3nopendu

§ 1. ITo cMuchbia Ha TO3H 3aKOH:

1. "AKTUBHO UMILUIAHTHUPYEMO MEIULIMHCKO U3JIere" € aKTUBHO MEIUIIMHCKO U3JIEIUE, KOETO €
npeAHa3HauyeHo Ja ObJe YaCTUYHO WM M3IPUJI0 HMMIUIAHTHPAHO 4Ype3 XHUPYpruyecka WM Upe3
MEIHUIIMHCKA MHTEPBEHIUSI B YOBEIIKOTO TSUIO WM 4Ype3 MEAMIMHCKA MHTEPBEHIMS B €CTCCTBEHHUTE
OTBEPCTHSI HA YOBEUIKOTO TSUIO U Jia OCTAaHE B TSJIOTO CJIE] MHTEPBEHIIUATA.

2. "AKTUBHO MEIUIMHCKO H3/enue" € MeAUIIMHCKO U3/Iene, YMeTo (YHKIIMOHUPAHE 3aBUCH OT
M3TOYHUK Ha EJIEKTpUUYECKAa WM Jpyra €HEeprus, paziiiyHa OT €HEprusita, TeHepupaHa B YOBEIIKOTO
TAJIO, WM OT 3¢MHOTO MPUTETIISHE.

3. "Banmana noxkyMeHTanus" € JOKYMEHTAIHsI, KOATO 0 ChABP)KAHHUE H ITBIHOTA OTrOBaps Ha
M3UCKBaHUATA, MPEIBUJICHU B ONIPeIeNieHa MPOoLielypa M0 TO3U 3aKOH.

4. "Brocuren" e pU3NUECKO UM IOPUIUYECKO JIMIIE, KOETO € YCTAHOBEHO Ha TEPUTOpHsTAa Ha
Ibp’KaBa WICHKAa WA Ha JIbpXKaBa OT EBPONENCKOTO MKOHOMHUYECKO IMPOCTPAHCTBO M KOETO BHACH
MEIUIIMHCKHU U3JIeIHs OT TPETH JbpKaBU Ha Mazapa Ha EBpomeiickus cbio3.

5. "Bb3n0kuTeN HAa KIMHUYHO M3MUTBAHE" € MPOU3BOJUTENST WM HETOBUSAT YI'BJIHOMOUIEH
MPEACTaBUTEN, KOWTO OTroBaps 3a 3allOYBAHETO, YIPABIECHUETO W/WIM (PUHAHCHPAHETO HA €IHO
KIIMHUYHO M3MUTBAHE.

6. "I'maBeH wu3ciemoBaren" € JMIIETO, MOJ YHUETO PBHKOBOICTBO H3CIECIOBATEICKHUAT EKHUII
MPOBEXK/1a KIMHUYHOTO U3MUTBAHE.

7. "Jlobpa KIMHUYHA TMpaKTUKA" € CHBKYMHOCTTa OT MEXAYHAapOAHO IMPU3HATH €THYHU U
Hay4YHHM M3MCKBAHMS 332 KQU€CTBO, KOMTO CE€ CIa3BaT MpHU IJIAHUPAHETO, MPOBEKAAHETO, OTUYMUTAHETO U
JTOKJIa/IBAHETO HA KIIMHUYHU U3MTUTBAHUS.

8. "JIppxaBa uneHka" € AbprKaBa - WieHKa Ha EBponeiickus chro3.

9. "UnenTnduKamoHHN TaHHHA Ha U3/1eTueTo" ca:

a) JaHHU 32 MPOU3BOJUTEIS, MOJIET U THUIIOB HOMEP Ha W3JEIHETO, BKIIOYUTETHO codTyep u
MIPUHAJIC)KHOCTH;

0) mpenHa3HAuYeHO [EHCTBUE, OMPENEICHO OT MPOU3BOJIUTENS, BKIIOUUTEIHO KIUHUYHU
WHJIUKAIMY 1 KOHTPAWHIUKAIIMY TPU yroTpedara 1 uaeHTU(GHUIIMpane Ha TPYIUTE MAIlUEHTH, 32 KOUTO
€ IIpeIHa3HA4YCHO;

B) ONHMCAHWE HA W3JICTUETO - ONMHCAHWE HA MaTepHald, KOUTO BIM3AaT B KOHTAKT C YOBEUIKH
ThKaHU WU TE€YHOCTH, BKJIIOYBA JIM U3JEIHETO JIEKAPCTBEH MPOJIYKT, YOBEUIKU W/MIU KUBOTHHCKH



ThKAaHU WA TEXHU MTPOU3BOIHU, UM OMOJIOTUYHO aKTHBHU BEUIECTBA,

I') MHCTPYKLUHU 332 MHCTAJMPAHE U M3IOJI3BAHE HAa W3JIEIMETO, BKIIOUMUTEIHO aKO Ca HAJINILE
CHelHaIHU YCJIOBUSI 3a ChbXpaHEHHE M M3UCKBaHHUA 3a paboTa - mpeaBapuTelIHa MOJATOTOBKA MpEAH
yrnoTtpeba - cTepuian3alys B CIy4yad Ha MOBTOpHA yrmoTpeda, mpoBepka 3a 0e30macHOCT, MEPKU, KOUTO
TpsOBa J1a ce mpeanpuemMar ciesi ynorpeoa;

1) IPENOpPbUUTENTHO 00yYeHHE U OITUT, HEOOXOIUM 3a yIoTpeda Ha U3/IEIHETO;

€) ONHCaHWEe Ha HEOOXOIUMHUTE MEIUIIMHCKH U XUPYPrHYE€CKH HPOLEAYPH, CHIIPOBOMKIALIN
ynorpebara Ha U3/1EITUETO.

10. "Uznmenme 3a camoTecTyBaHe" € HWH BUTPO JUACHOCTUYHO MEIMIIMHCKO HU3JEIHE,
IpeJHa3HAuYeHO OT MPOU3BOAMTEINS Ja Ce MOJI3Ba OT Jula 0e3 MEAUIMHCKA KBATH(UKALUS B JOMAIIIHA
o0CTaHOBKa.

11. "MHBa3MBHO MEAMIIMHCKO H3JENIMe 3a MPOABIDKUTENHA YNoTpebda' e wu3nenue, KOETo
[SAJIOCTHO WJIM YaCTHYHO NPOHUKBA B YOBEUIKOTO TSUIO MpPE3 €CTECTBEHUTE MY OTBOPU WM TIpe3
MIOBBPXHOCTTA MY M NPOJABHKUTEIHOCTTA HA IIPECTOSI MY B YOBELIKOTO Tsj10 € Haja 30 qHHU.

12. "MH BUTPO JIMArHOCTUYHO MEAMIMHCKO H3Aenue" € MEIMUIIMHCKO H3JeNIhe, KOETO €
pEeaKTuB, IPOAYKT OT PEAaKTUB, KAINOPATOp, KOHTPOJIEH MaTepuas, KUT (Habop), MHCTPYMEHT, anapar,
o0opy/lBaHEe WJIM CHCTEMa, H3IOJI3BAHO CAMOCTOSTETHO WJIM B KOMOWHAIUs, MPEAHA3HAUYEHO OT
IIPOM3BOJIUTEIIS 3@ U3II0JI3BAHE UH BUTPO IIPU U3CIIEIBAHE HA IPOOU OT YOBEIIKOTO TSUIO, BKIIOUYUTEIHO
KPBB U ThKaH, EAMHCTBEHO WJIM TJIABHO C 1€ MOoJlydaBaHe Ha HHpopMaIus 3a:

a) (PM3MOJIOTUYHO WJIM MATOJIOTUYHO ChCTOSIHUE, WITH

0) BpOJCHU aHOMAJIUH, WU

B) ompeensiHe Ha 0€30MacHOCTTa M ChbBMECTUMOCTTA C OTEHIMATHH PEIUTUCHTH, HITH

') KOHTPOJIHpPaHE Ha TePaeBTUYHU JACHCTBUA.

WH BUTPO NMArHOCTMYHU MEAMLMHCKH MU3JEIHUS ca U U3JENUATa 32 CaMOTECTYBaHE, ChIOBETE
3a ChXpaHEHHE Ha MPOOU OT YOBEHIKOTO TSIO, C M3KIIOYEHHE HAa M3JenusaTa 3a olua abopaTopHa
ynorpe0a, OCBEH aKko M3/JEJIMETO 0 OTHOUIEHHE Ha XapaKTEPUCTUKUTE MY € CIIELIUAIHO MpEeAHA3HAUEHO
OT MIPOU3BOUTEINS 32 UH BUTPO AUATHOCTUYHH U3CIICABAHUS.

13. ""UH BUTPO AMArHOCTUYHO MEIMILIMHCKO H3/EIHE 3a OlIEHKa Ha JNEHCTBUETO" € WH BUTPO
JUArHOCTUYHO MEIULMHCKO U3JIEHeE, IPEIHA3HaYeHO OT IPOM3BOJUTENS 3a IIPOBEXKIaHE Ha €JHO WU
MOBEYE H3CIEABaHMS 3a OLIEHKa Ha JEHCTBHETO, MPOBEXKIAHU B JIabopaTopusi 3a MEAMIMHCKHU
U3CIeABaHNs WM B Ipyra MOAXOAIIA Cpella U3BBH MSACTOTO Ha IIPOU3BOJICTBO.

14. "Undopmupano cwriacue" € BOJICU3SIBICHHE Ha JI€ECIIOCOOHO JMIE WM Ha 3aKOHEH
NPEJCTaBUTENl Ha HENEecrocOOHO JIMIE, C KOETO € HM3pa3eHO ChIJlache 3a Y4acTHe B KIMHUYHO
U3MUTBAHE, CJIE] KaTo JMUETO € MOJPOOHO MH(OPMUPAHO 3a CBHIIHOCTTA, 3HAUEHUETO U PUCKOBETE OT
n3nuTBaHeTo. MH(popMupaHOTO chriacue € B MUCMEHa (opMa M ChIbp)Ka MOJIMUC HA JHIETO U JaTa.
[Ipu HEBB3MOXKHOCT Ha JIMIIETO Ja U3pa3u ChIJIACHETO CU B MUCMEHa (popMa HHOOPMHUPAHOTO ChIIacHue
MoKe J1a Ob/ie JaJJIeHO YCTHO B IPUCHCTBUETO HAW-MAJIKO HA €/IUH CBHJIETEI.

15. "KamuOpaTtop ¥ KOHTpOJeH Marepuan" € BEIIeCTBO, MaTepHall WIM HU3JIENHeE,
IIPEIHA3HAYEHO OT MPOU3BOAMUTENS 3a YCTAHOBSIBAHE HA U3MEPBATEIHU CHOTHOLICHMS WIH 3a IIPOBEPKaA
Ha paOOTHUTE XapaKTEPUCTHUKW HA WH BUTPO JUArHOCTUYHO MEJIUIMHCKO W3/EJNE B CHOTBETCTBUE C
IIPEIHA3HAYEHUETO MY.

15a. (woBa - JIB, Op. 110 or 2008 r., B cuna or 21.03.2010 r.) "Knuauunu naHHu" e
uHpopmanusaTa, chOpaHa npu ynorpedaTa Ha U3AEIUETO OTHOCHO O€30IaCHOCTTA M/UITU JIEHCTBUETO MY.
KnuHanynute 1aHHM ce moyry4aBar OT:

a) pe3yaTaTuTe, MOJIyYeHH NpPU NPOBEKIAHETO Ha KIMHUYHO H3MUTBAHE HA H3MUTBAHOTO
MEIUIMHCKO U3/IeIHe, WIH

0) JaHHU OT KJIMHUYHO/KIMHUYHHA W3MUTBAHE/M3MUTBAHUS WIM JaHHU OT JIPYTH MPOYYBAHUS,
nyOJIMKyBaHM B HaydHara JuTepaTypa, BbPXYy NOJ00OHO MEAMIIMHCKO W3JeNue, 3a KOEeTo
€KBUBAJIEHTHOCTTA C U3MMTBAHOTO MU3/I€JIME MOXKE J1a CE JOKaXKe, WIN



B) MyOJIMKYBaHU W/WJIM HEMYyOJWKYBaHU IOKJIAJAW OT JAPYr KIWHWYEH OMHUT Ha W3IMHMTBAHOTO
U3JeNue WM Ha MOJO00HO METUIIMHCKO M3/EeJHe, 32 KOETO EKBHBAJICHTHOCTTA C M3MMTBAHOTO M3JIENIHE
MOJKeE Ja ce JOKaxe.

16. "Koopnunupany wuscienoBaTen" € JIMIETO, KOETO KOOPAMHHpPA H3CIIEeNOBATEIUTE MpHU
MIPOBEXKaHE Ha MHOTOLIEHTPOBO KJIMHUYHO U3IUTBAHE.

17. "Kopurupamu nedctBus" Moratr ja BKJIIOYBAT: W3TEIJIIHE HA M3JIEIMETO, IyCHATO B
JeiicTBHe; M3JaBaHe Ha IMHCMEHA MPEernopbKa, B KOATO CE€ OMHCBAT MEpPKHUTE, KOUTO TpsiOBa na ce
IpeanpuemMar; JOMbIHUTEIHO IPOCIeIsBaHe WK MOAU(HUKAINS Ha U3/IEIHETO, ITyCHATO B IEHCTBUE, C
el noaoOpsABaHe Ha XapaKTEPUCTUKHUTE U JACHCTBHETO MY; IPOMsHA B MPOEKTa, MPOMSIHA HA OTAEIHH
KOMIIOHEHTH Ha U3/IE€JIUETO UM IIPOMSIHA B IIPOM3BOACTBEHNUS MPOIIEC NPU OBIEHIOTO IPOU3BOICTBO HA
MOoJ0OHM W3JeNHsl; U3MEHEHHE Ha ChAbPKAHMETO Ha €TUKEeTa WM Ha MHCTPYKLUMATA 3a ynorpeda u
APYTH.

18. "Kputuuen ananuz" e:

a) KpaTKO OIMCAaHWE Ha MEIUIUHCKOTO U3JeNHe - I[pPeJHA3HAYeHO JEWCTBUE, THII,
XapaKTePUCTHKHY;

0) aHanu3 Ha mo0paHaTa JIMTepaTypa U Ha BCHUYKH HATMYHH JAaHHU;

B) KPUTHYEH aHaJIU3 Ha HUIACHTHU(QHUIMpPAHUTE BpEeOU MpH yrnorpedara Ha H3AETUETO, Ha
CBBpP3aHUTE C TAX PUCKOBE M MOAXOJAIIM MEPKH 3a 0e30HacHOCT 1O OTHOIICHWE Ha TalWeHTH,
MEIHUIIMHCKH MIEPCOHAT U TPETH JIUIIA,

r) METOAM 3a NoJ0Op Ha U3IOJ3BAHUTE JIUTEPATYpHU U3TOUHULIM, TPUIOKEHUTE
CTAaTHUCTUYECKU METOJHU 32 aHaJIM3, METOJUTE 32 OLICHKA, THIA U MPOIBIDKUTEIHOCTTAa Ha TPOYYBAHETO,
XETEepOreHHOCT Ha BKJIIOYEHATa B IPOYYBAHETO MOMYIaIH;

1) KpaifHa OIleHKa Ha Moji3aTa OT ymoTpedara Ha U3AEIUETO CIPSIMO PUCKA, KaTO Ce OTYUTAT
MIOCTU)KEHUSATA HA ChbBPEMEHHATA HayKa U MEAMIIMHCKA IPAKTUKA;

€) 3aK/IoueHHue, B KOETO C€ IO0COoYBa Jajdu ca WU3IMBJIHCHH IeIMTe Ha 3aJaHHeTo,
UACHTU(UKAIMS HA TMPa3sHOTH B OIEHKATa HAa CHOTBETCTBUETO HA W3JCIUETO ChC CHIIECTBEHUTE
M3MCKBAaHUS MO0 OTHOLIEHHME Ha O€30MacHOCT W MpeIHa3HAYeHO KIWHUYHO JCeHCTBHE U, IpH
HEOoOXOMMOCT - apryMeHTalusl 3a NPOBEXJAaHE HAa KIMHUYHU M3MMTBAHMS - LEIM U IJIaH Ha
U3IUTBAHETO.

19. "Jlume, ycTaHOBEHO Ha TEpPUTOpUATA HaA [ObpKaBa WICHKAa WM Ha JIbpKaBa OT
EBponeiickoTo HKOHOMHUYECKO MPOCTPAHCTBO" € MpaBeH CYOEKT, PerHCTpUpaH MO I'PaXXJaHCKOTO HIIU
THPrOBCKOTO 3aKOHOZATEJCTBO HA JIbp’KaBa WIEHKA WIH IbpiaBa OT EBpoOmeicKoTo MKOHOMHUYECKO
NPOCTPAHCTBO WJIM CB3AAJEH IO CUiIaTa HAa HOPMATHBEH aKT, KONTO MMa celaiuile U ajgpec Ha
yIpaBieHUE B IbPKaBa WICHKA UM B IbpkaBa 0T EBpOIelicCKOTO HKOHOMHYECKO MPOCTPAHCTBO.

20. "JInyHO mpeAmnasHoO CPeACTBO" € BCAKO YCTPONCTBO WJIM CPEACTBO, NPEIHA3HAUEHO /1A CEe
U3MO0J3Ba OT JIMIE, 3a Ja Io Ipeana3Ba OoT €Ha WIM MOBeYe BB3MOXKHM OIACHOCTH, 3aIllallBallu
HEroBOTO 3/ipaBe U Oe3onacHocT. KaTo IM4yHM NpeAna3Hu CpeacTBa ce ONpeAessaT ChIIO U:

a) ChbBKYITHOCT OT yCTPOWCTBA WJIN CPEJCTBA, B3aUMHO CBBP3aHHU OT MPOU3BOJIUTENS, C LIEd Ja
npeanasBaT €QHO JIMIE OT €HAa WJIM MHOXECTBO OIACHOCTH, KOMTO MOTaT Ja ce MposBABaT
€THOBPEMEHHO;

0) mpennazHo yCTPOMCTBO MM CPEJCTBO, CBBP3aHO HEAETMMO WM AETUMO C JIMYHO CPEICTBO
0e3 3amuTHa QYHKIMS, U3M0JI3BAHO OT JIMIIETO 32 U3BBPILIBAHE Ha ONpe/IeeHa JeHHOCT;

B) 3aMEHSEMHU CHCTaBHHM YacTU Ha €IHO JIMYHO NPEANa3HO CPEACTBO, KOMTO Ca OCHOBHH 3a
HEroBOTO MPaBWJIHO (YHKIMOHHPAHE U KOWUTO C€ M3IMOJI3BAaT €AMHCTBEHO 3a TOBA JUYHO MPENa3HO
CPEICTBO.

21. (u3m. - JIB, Op. 110 ot 2008 r., B cuia ot 21.03.2010 r.) "MenuuuHcko uznenue" e
MHCTPYMEHT, arnapar, ypel, copTyep, MaTepuai Wik APyro U3zeine, U3M0I3BaH CaMOCTOATEIHO UIIH B
KOMOMHAIMsI, BKIIOYUTENHO cOopTyep, MpelHa3HayeH OT MPOU3BOAUTENS Ja Oble U3MO0JI3BaH
crneun(UYHO 3a JUATHOCTHUYHU W/WIM TepaneBTUYHM eI U HE0OXOIUM 3a MpaBUIIHATA MY YHOTpeoa,



KOWTO HE MOCTHTa OCHOBHOTO CH JCHCTBHE MO MPEJHA3HAYCHUE BHB WM BBPXY YOBEIIKOTO TSIJIO IO
(hapMaKoIOTHYCH, UMYHOJOTHYCH WM METa0OIUTEH MBT, HO MOXE Ja C€ MOoJMoMara MpH CBOETO
JIEHCTBUE OT CPEACTBA C TaKbB €(PEKT, M KOWTO € MpeaHa3HaYeH OT MPOU3BOJUTENIS Ja C€ Ipuiiara mnpu
xopa ¢ 1eit:

a) TUarHOCTHKa, Mpo(HIIaKTHKA, HAOIIOACHHUE, JICUCHUE WM O0JIeKYaBaHe Ha 3a00IsIBaHNS,

0) auarHoctuka, HaOImIOJeHUE, JieueHUe, OOJeKYaBaHE WM KOMIIGHCHPAHE Ha TPaBMH WU
HHBAJIMIHOCT;

B) M3CJIe/IBaHE, 3aMsIHA WJIM KOPEKIUS HAa AHATOMHUYHA YaCT WA (DU3MOJIOTHYEH TIPOIIEC;

') KOHTPOJI BBPXY IpoIieca Ha 3a0peMeHsIBaHe.

22. (mm. - [IB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) "MenuuuHCcKO H3lenue 3a
KJIMHUYHO M3MUTBaHE" € MEIUIIMHCKOTO M3Jeue 1Mo 4. 2, ai. 1, T. 2 u 3, mpelHa3HayeHO Ja ce
M3M0J3Ba OT MEIUUMUHCKU CHEIUATUCT WIA OT APYT CIEHHAIUCT, KOUTO MPUTEKABAT MOIXOJAINA 32
LIEJTUTE Ha M3MUTBAHETO KBaIM(HKAIKSA, MPH MPOBEXKIAHE Ha KIMHUYHM H3MUTBAHUS B JIe4YeOHO
3aBCACHHC 32 IIOCTUIaHE Ha IeiTa 1o 1. 32.

23. (u3m. - JIB, Op. 110 or 2008 r.) "MemuuuHCKO H3ACIHE, U3pA0OTEHO IO TMOphYKa" €
MEIUIIMHCKO H3eNue 1o Wi. 2, ai. 1, T. 2 uinu 3, Mpou3BEACHO O MUCMEHO 3aJlaHue Ha KBATM(UIIMPaH
MEIUIIMHCKU CICIUAINCT WM Ha JIMIE ¢ MOAXOoAfIia NnpodecuoHanHa KBaau(UKaIUsi, C KOETO ce
onpenensaT cneuuIHUTE MPOSKTHU XAPaKTEPUCTHKUA Ha H3JEIHETO U TNpPEIHAa3HAYeHUETO My 3a
ynotpeda OT KOHKPETEH MallMeHT, U 32 KOETO TOM HOCH OTTOBOPHOCT.

CepuiiHO TPOM3BEICHUTE W3ICNHs, aJalNTUPAaHH C 1EJd Ja OTTOBOPSAT Ha cCrheuupuIHU
M3HMCKBAHUS HA MEIUILIMHCKU CIICHUATNCT UK Ha JIpYT 00y4eH MOTpeOuTeN, He ca U3Ieius, u3paboTeHu
0 TOpBHYKa.

24. "MHOTrOLEHTPOBO KJIMHUYHO M3MUTBAHE'" € KIMHUYHO MU3MUTBAHE, KOETO CE€ MPOBEXKIA IO
¢/IMH IJIaH, HO B MOBEYE OT €IMH M3CIICAOBATEIICKU IIEHTHP/IICueOHO 3aBEelIEHUE U OT MOBEYE OT C/IHUH
u3cienoBaren. M3cinenoBaTeicKuTe IEHTPOBE MOTaT Ja ObJaT Pa3loJIOKCHH Ha TEPUTOPHUATA Ha €IHA
JbprKaBa YICHKa, B TOBEYE OT €JHA AbpPKaBa WICHKA WJIM B IbPKABU WICHKHU U B TPETH IbP>KABH.

25. "Habmromasam" e juile, Ha3HAYEHO OT BB3JI0KUTENISI, KOETO HAOJIr0aBa JaIu KIMHUYHOTO
M3MUTBAHE Ha BCEKH €Tam Cce MPOBEXJa, 3alkcBa M JIOKJIAgBa B CHOTBETCTBUE C IUIaHA, CbHC
CTaHJIAPTHUTE OMEpPaTUBHU MpouenypH, ¢ JloOpara KIMHUYHA MPAKTUKA U C MPUIOKHUMHUTE KOHTPOJIHU
A3UCKBaHMUS.

26. "HezaBucumo OT BB3NOXKUTENS Jule" € (U3NYECKO JHIe, KOETO € 3alo3HaTo C
XapaKTEPUCTUKUTE U JIEUCTBHETO HAa MEIUIIMHCKOTO U3JENHe, 00CKT Ha KIMHUYHOTO M3IUTBAHE, U C
METOJIOJIOTHATA Ha MPOBEXKIaHE Ha KIMHUYHO U3MUTBaHE U € (UHAHCOBO HE3aBUCHMO OT BB3IIOKUTEIS.

27. "llmam Ha KIMHWUYHOTO W3MUTBaHE" € JIOKYMEHT, OMHCBall IIeJuTe, Au3aiiHa,
METOJIOJIOTUATA, CTATUCTUYECKUTE METOIM U OpTaHMU3aIMATa Ha €HO KJIMHHUYHO M3MHTBAHE.

28. "llpennaznauenune" e ymorpebara, 3a KOATO € MPETHA3HAUYCHO MEIUIIMHCKOTO H3CIINE
CBIJIACHO MPENOCTABEHUTE OT MPOU3BOJAUTENS JaHHU BBPXY €THUKETa, B MHCTPYKIMITA 3a ymoTpeda
W/WJK B PEKJIAaMHU MaTepHUaIH.

29. "llpuHamyexxHOCT" € u3/AeNnue, KOETO HE € MEAMIIMHCKO H3JeNHe, HO € CHEHUaTIHO
MpeAHa3HauYeHO OT TMPOM3BOAUTENSI MY 3a H3IMOJ3BaHE 3a€JHO C MEIUIIMHCKO H3JeINe, C Iel
MEJIUIIMHCKOTO U3JIETUE /14 C€ U3MOJI3Ba M0 OMPEAETIEHOTO OT MPOU3BOAUTENS MY MPEIHAZHAUYCHHUE.

29a. (woma - JIB, 6p. 39 ot 2011 r., B cuma ot 01.01.2012 r.) "IIpogaxHa 1eHa" e reHara 3a
Opoiika WK 3a OmpeeNieH0 KOTUYEeCTBO, BKJIIOYBAIA JAHBK BBPXY J00aBeHaTa CTOMHOCT M BCHYKH
JOMBJIHATEITHU JaHBIM U TaKCH, Ha KOSITO METUIIMHCKOTO U3JIeTINe CE Tpe/ijiara Ha moTpeOuTers.

30. "IIpousBoauTen" € BCsikO (PU3NIECKO WITH FOPUANYECKO JIUIIE, KOETO:

a) OTroBapsi 3a MPOCKTUPAHETO, MPOW3BOJCTBOTO, OMAKOBAHETO M ETHUKETUPAHETO Ha
MEIULIUHCKO M3JeNKe, MPeau Ja IO MMyCHE Ha Ma3apa OT HETOBO UME WJIM C HETOBa ThProBCKa Mapka,
HE3aBHCHMO JIajii TE€3W OIEpaIliy Ce M3BBPIIBAT OT CAMOTO JIUIIE, UM C€ M3BBPIIBAT 3a HETO OT TPETO
JINIIE;



0) (u3m. - JIB, Op. 110 ot 2008 r.) KOMIUIEKTYBa, OIMaKoBa, 00pabOTBa, HATBIIHO TIPepadOTBa
W/WIM €THKEeTHpa €JHO WJIM MOBeYe IOTOBM MEAMIMHCKU M3AETHS W/WIM € OTTOBOPHO Jla OIpEeIeNd
TAXHOTO MpeAHa3HaYeHUe C LeJ IyCKaHe Ha Ia3apa 3a IIbPBU BT OT HEFOBO HME.

OU3NYECKH WU IOPUINYECKH JIMIA, KOUTO KOMIUIEKTYBAT WM aalTUpaT IyCHAaTH Ha Ia3apa
MEIMLUHCKI M3/€IMsI 32 KOHKPETEH NalMEeHT B ChOTBETCTBHE C TAXHOTO IpEAHA3HAYCHME, HE ca
IIPOU3BOJUTENN IO CMUCHJIA HA TO3H 3aKOH.

31. "Ilyckane B neicTBHE" € €TambT, IPU KOWTO T'OTOBO 3a ymoTpeda Mo INpeaHa3HaueHUe
MEIUIMHCKO M3JEIUE C€ MPEOoCTaBs 3a IbPBU BT B JIbpXKaBa WIEHKa WM B JbpXaBa oOT
EBponeiickoTo MKOHOMHYECKO INPOCTPAHCTBO Ha KpaiHusa norpeOuten. IlyckaHe B JelcTBHE Ha
aKTUBHO MMIUTAHTUPYEMO MEAUILIMHCKO H3/eNUe € MPEJOCTaBsIHETO My Ha KBATH(DUIMpPAH MEAUIIMHCKU
CHELUAIUCT 32 UMIUIAHTHPAHE.

32. "Ilyckane Ha ma3zapa" € MBPBOTO MPEJOCTABSIHE 32 PA3MpPOCTPAHCHUE W/UIH yroTpebda Ha
TepuTopusaTa Ha EBponelickus cbio3 1 Ha TepuTOpUATa Ha EBpONeiickoTo HKOHOMUYECKO MPOCTPAHCTBO
cpelly 3amjam@aHe Wid Oe3IIaTHO Ha HOBO WJIM HAIBJIHO OOHOBEHO MEAMIMHCKO W3JeNue, C
M3KIIIOYEHHE Ha MEIUIMHCKO Hu3Jelue 3a KIMHUYHO H3IUTBAaHE M HAa HH BUTPO JUArHOCTUYHO
MEAUIMHCKO U3JIEIME 3a OL[CHKA Ha JIEHCTBUETO.

33. "Cepuno3Ho yBpexaaHe Ha 34paBeTo" e:

1. xuBOTO3acTpallaBalio CbCTOSHUE WX 3a00JI1BaHe, WK HapaHSBaHE;

2. TpaifHO yBpeXJaHE Ha JKU3HEHa (DYHKIMs WM Ha YOBEUIKU OpraH UM Ha ThKaH;

3. CbCTOSIHME, KOETO Hajara MEIUIIMHCKA MOMOIl WIM XUpypruuyecka Hameca, 3a Ja ce
IPEJOTBPATAT YBPEKAAHUATA 110 T. 2.

34. "CpaoBe 3a ChbXpaHEHHE Ha MPOOM OT HYOBEHIKOTO TsUIO" ca MH BUTPO JUATHOCTUYHU
MEIULMHCKU HU3JIeNUsl, HE3aBUCUMO JajiM Ca BaKyyMEH TUIl WIM HE, CHEIMAIHO MpeJHa3HaueHH OT
IIPOM3BOJUTENIS 32 IbPBOHAYAIHO CHOMPAHE M ChbXpPAaHEHUE Ha MPOOU OT YOBEIIKOTO TSAJIO 33 UH BUTPO
JMArHOCTHUYHU U3CIIE/IBAHUS.

35. "CepuiecTBeHa IpoMsiHA B IUJIaHA HAa KJIMHUYHOTO M3MUTBaHE" € BCSKAa IMPOMsHA B IIaHA
u/unu B MHGOpMausaTa B ChII'bTCTBALIATA TOKYMEHTALMS, KOSITO OBJIHSBA:

a) 6e30macHOCTTa UM pU3NYecKaTa U ICUXUYECKaTa HEMPUKOCHOBEHOCT Ha YYaCTHUIUTE;

0) Hay4yHaTa CTOMHOCT Ha U3MUTBAHETO;

B) IPOBEX/IAHETO UM OPTaHU3alMATa HAa U3MUTBAHETO.

35a. (HoBa - /1B, Op. 38 or 2015 r., B cuna ot 26.05.2015 r.) "Tpera nppxkaBa" e Bcsika
IbpXkKaBa, KOATO He € wieH Ha EBpormelickus cbro3 WM He € AbpkaBa - cTpaHa no Crnopa3yMeHHETo 3a
EBpomneiickoTo nKOHOMHYECKO IpocTpaHcTBO, Win Kondenepanus HIseituapus.

36. (m3m. - JIB, Op. 54 or 2012 r.) "TwsproBus Ha napeOHO" ca BCHUYKU JEHHOCTH IO
npuaoOMBaHe, ChbXpaHsIBaHe U MpoJiak0a Ha MEIUIIMHCKH U3JIeNINsl Ha HACeNICHUETO.

37. (u3m. - 1B, 6p. 54 ot 2012 r.) "T'bproBust Ha eApo" ca BCUYKU IEHHOCTHU IO MPUI00UBaHE,
CbXpaHsiBaHe, CHaO/siBaHe, BHOC WJIM M3HOC HAa MEIUIMHCKH M3JeNus C LeN mpoaax0a, ¢ U3KIYeHne
Ha cllydyauTe Ha NMpeA0CTaBsiHE Ha METUIIMHCKU U3/IeNINs JUPEKTHO Ha HACEIEHHUETO.

38. (u3m. - JIB, 6p. 110 ot 2008 r.) "VYmbiaHoMolleH mnpeacTaBUTen" € (U3HYECKO WIH
IOPUANYECKO JIMIIE, YCTAHOBEHO HAa TEPUTOPHATA HA JIbp’KaBa WiIEHKa WU JAbpxkaBa oT EBporelickoTo
MKOHOMHYECKO MPOCTPAHCTBO, U3PUYHO YIIBIHOMOIIEHO OT MIPOU3BOAUTENS J1a AEWCTBA OT HETOBO UME
U 32 HEroBa CMETKa Ipe]l PerysiaTOpHUTE OpraHu Ha AbP)KaBUTE YWICHKH WM PEryJIaTOpHUTE OpraHu Ha
IbpkaBuTe OoT EBpONEicKOTO MKOHOMMYECKO MPOCTPAHCTBO IMPH HM3MBIHEHHE HA 3aIbJDKCHUS Ha
MIPOM3BOIUTEIS IO TO3U 3aKOH.

§ 2. (M3m. - IB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) To3u 3akoH BBBEKOA
pasnopendbute Ha JupektuBa 90/385/EMMO na CobBeta ot 20 tomu 1990 1. oTHOCHO cOMMIKaBaHe Ha
3aKOHOAATENICTBOTO HA ABP)KABUTE YJEHKU, CBBbP3aHO C AKTUBHUTE HMIUIAHTHPYEMU MEIMIIMHCKH



u3aenus, nmociaeaHo u3Menena ¢ Jlupexkrusa 2007/47/EO na EBponeiickus napiameHnT u Ha CbBeTa oT 5
centemBpu 2007 r. 3a m3meHenue Ha JupextuBa 90/385/EMMO nHa CwbBera OTHOCHO cONMIKaBaHe Ha
3aKOHOJATEJICTBOTO Ha ABP)KABUTE YJICHKH, CBBbP3aHO C AKTUBHUTE HMIUIAHTHUPYEMU MEAMIIMHCKH
m3nenusi, Ha JupexktuBa 93/42/EMO na ChBeTa OTHOCHO MEAMIMHCKHTE W37envs u Ha JlupektuBa
98/8/EO oTHOCHO myckaHeTo Ha masapa Ha Owommmu (OB, L 247/21 ot 21 centemBpu 2007 1.), Ha
HupextuBa 93/42/EMO na CwBeta oT 14 ronu 1993 r. OTHOCHO MEAMIMHCKUTE W3JENHUS, TOCIEIHO
m3menena ¢ JupektuBa 2007/47/EO nHa EBpormeiickus mapiameHT W Ha CbBeTa, U Ha JlupekTuBa
98/79/EO na Epomneiickust mapiamedT 1 Ha ChBera oT 27 okToMBpH 1998 T. OTHOCHO AMATHOCTUYHUTE
MEIUIIMHCKH M3enus in vitro, mocienno u3Menena ¢ Permament (EO) Ne 1882/2003 na EBpomnetickust
napiameHT U Ha CwBera oT 29 cenremBpu 2003 r. 3a amantupane kpM Pemenue 1999/468/EO na
CpBera Ha pasznoperduTe OTHOCHO KOMUTETUTE, KOUTO noanomaraT Komucusra npu ynpaxHsBaHETO Ha
W3IBIHUTEITHUTE ¥ MPABOMOIIHS, ONPEICIICHH B aKTOBETE, KOUTO MOJICKAT HA MPOLEAypara, MocoueHa
B ui. 251 ot JloroBopa 3a EBpomneiickara oOmHOCT.

§ 3. (1) HaumeHoBaHusATa U perucTpaliMOHHUTE HOMEpa Ha XAPMOHM3UPAHUTE EBPOIEHCKU
CTaHJapTH W Ha MoHorpaduute Ha EBpomeiickata ¢dapmakones 3a MEIULIUHCKUTE H3ACIUS Cce
ny6smkyBat B "OdunmaneH BecTHUK" Ha EBponeiickust chro3.

(2) XapMoHH3HUpaHUTE €BPONEHCKH CTaHAAPTH CE€ BBbBEXKAAT UICHTUYHO 4Ype3 MyOIMKyBaHEe Ha
TEKCTa Ha CTaHIApTa B MPEBOJA HAa OBITapCKH €3WK WM 4Ype3 MOTBBP)KAABaHE 3a MpUJaraHe KaTo
OBJArapcky CTaHJApT 10 peia Ha 3aKOHa 3a HAllMOHAJIHATA CTaHAAPTU3ALIUS.

(3) HanmeHoBaHusATa U PETUCTPAIIMOHHUTE HOMEpa Ha OBITrapCKUTE CTAaHAAPTH, BHBEXKIAIIN
XapMOHU3UPAHUTE €BPONEHCKH CTaHIApTH, ce MyOJIMKyBaT B opHUUMaIHUA OrojeTHMH Ha JIbp)kaBHaTa
areHuus 3a METPOJIOTHSI U TEXHUYECKU HaJ30p, KaTo MpHU MyOJMKYBAHETO 3aJbDKUTEIHO CE I0COYBa
Bpb3KaTa CbC ChOTBETHATA Hape0a mo wi. 18.

§ 4. (1) C oOmure TEeXHUYECKH cCHEUPUKAIIMN C€ OINPEACNAT W3MCKBAHUS 3a OICHKA H
NPEOlleHKa Ha JeHCTBMETO, IYCKAaHETO Ha Ma3apa W/WIM IyCKaHeTO B JeicTBUE Ha MNapTUAH,
pedepeHTHN MEeTOIM U peepeHTHH MaTePHAIH 32 UH BUTPO JUATHOCTHYHU MEIUIIMHCKA M3ICIIHSL.

(2) OOmuTe TexHMYECKH crenudukanuu ce nyonaukysBar B "OduuumaneH BecTHHK" Ha
EBponeiickus cpro3.

§ 4a. (Hos - /IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) M3ObIHUTENHUAT AUPEKTOP HA
HNAJI moxe na Bb3ara CBOM IPaBOMOIIHUSA IO TO3M 3aKOH HAa 3aMECTHUK-U3ITBIHUTEIHUSA TUPEKTOP HA
NAIJL

§ 46. (Hos - 1B, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) (1) JAbpkaBHUTE OpraHU MO TO3U
3aKOH OCHUTYpPSIBaT BB3MOXKHOCT 3a IpPEJOCTaBsiHE Ha MH(pOpMalMs U 3a NMpHEMaHEe Ha 3asBJICHUS U
JOKYMEHTH I10 TO3U 3aKOH IO €JIEKTPOHEH MbT MpH yciaoBusATa U mo pena Ha Permament (EC) Ne
910/2014 na Espomneiickus napiameHT W Ha CobBera oT 23 ronu 2014 r. OTHOCHO eNeKTpPOHHATa
UICHTUQUKAIUS U YIOCTOBEPUTEIHUTE YCIYTH IPU €EKTPOHHU TPAHCAKIIMU Ha BBTPEILIHMS Ma3ap U 3a
orMmsiHa Ha upektuBa 1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 r.) 1 Ha 3aKoHa 3a €JIEKTPOHHUS
JOKYMEHT M €JIEKTPOHHUTE YIOCTOBEPUTETHH YCIYTH U 3aKOHA 3a €JIeKTPOHHOTO YIIPaBIIEHUE.

(2) IpenocraBsHeTo Ha HHGpOpPMAIMs M MPUEMAHETO HA 3asBICHUS M JOKYMEHTH IIO
€JIEKTPOHEH MbT C€ W3BBPIIBAT CJI€[ OCUTYpsiBaHE HAa CHOTBETHHUTE TEXHUYECKH W OpPraHU3alMOHHU
YCIIOBUSI, KAKTO U Ha CbOTBETHUTE MPOTPaMHM MTPOTYKTH.

IIpexoanu u 3aKIOYUTETHU pa3nopendn
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§ 5. (1) TeproBuute, MOTYUUIIN pa3pelIeHNE 32 THPTOBUS Ha €PO C JIEKAPCTBA - MEIUITUHCKU
n3nenus, nu3naneHo ciuen 29 nexkemspu 2002 r. no pea Ha OTMEHEHHS 3aKOH 3a JIeKapCcTBaTa U alTeKUTe
B xymaHHaTta meauiuHa (o6H., JIB, Op. 36 ot 1995 r.; Op. 61 or 1996 r. - Pemenne Ne 10 Ha
Koucruryimonnust cb11 ot 1996 r.; uzm., 6p. 38 ot 1998 r., 6p. 30 ot 1999 r., 6p. 10 o1 2000 1., Op. 37
ot 2000 1. - Pemmenue Ne 3 na Koncrurynuonsaus cbx oT 2000 r.; u3Mm., 6p. 59 ot 2000 1., 6p. 78 oT 2000
r. - Pemenne Ne 7 ma Koncrurynuonnus cbn ot 2000 r.; usm., 6p. 41 ot 2001 r., 6p. 107 u 120 ot 2002
r.; momp., op. 2 ot 2003 r.; u3m., 6p. 56, 71 m 112 ot 2003 ., 6p. 70 m 111 ot 2004 r., 6p. 37, 76, 85, 87,
99 u 105 ot 2005 r., 6p. 30, 31, 34, 75 u 105 ot 2006 r.; ot™., IB, Op. 31 ot 2007 1.), MOJIaBaT B CPOK
70 TpU Mecella OT BIIM3aHETO B CHJIa HAa 3aKOHA 3asBJICHHE MO oOpasell 3a CIIy)keOHO BIUCBaHE B
perucTbpa no wi. 81, KbM KOETO Mpujarat JoKymMmeHTuTe mo wi. 78, an. 1, 1. 1 u 2, an. 2, 1.3 u 4, u
JeKJIapanus, 4e He € HaJIuIle IPOMSIHA B ajjpeca Ha MOMEIICHUATA 32 ChXpaHEeHHE U ThPTOBHSL.

(2) B cpok 10 30 1HU OT IT0/1aBaHE HA JOKYMEHTALMATA 110 all. | U3MBIHUTENHUAT AUPEKTOP HA
WAJI u3naBa pa3pelieHue 3a TbproBUs Ha €p0 ¢ MEAUIIMHCKY H3CIHs.

(3) C uznaBane Ha pa3pelICHUETO M0 all. 2 ce MPEeKpaTsABa U3/1aJICHOTO MO pela Ha OTMEHEHHS
3aKoH 3a JIeKapcTBaTa U anTeKUTE B XyMaHHATa MEUIIMHA pa3pellieHue 3a ThProBUs Ha €/Ipo.

§ 6. TeproBuuTe, MOMy4YwIM OE3CPOYHO pa3pelIcHHE 3a THPrOBHS HA €IpO C JICKApPCTBa,
m3naneHo cuen 29 nexkemBpu 2002 r. mo pega Ha OTMEHEHMsS 3aKOH 3a JieKapcTBaTa M anTEKUTE B
XyMaHHaTa MEAUIIMHA, KOUTO ThPryBaT U ¢ MEIUIIMHCKU U3CIINSI, MI0JIaBaT 3asBJICHUE U JIOKYMEHTALIUS
3a paspelicHue 3a ThProBUS Ha €Ip0 ¢ MEAUIIMHCKH M3CIHS IO pela Ha TO3H 3aKOH B Cpok a0 31
nexemBpu 2007 T.

§ 7. TeproBuute, mody4ywin OE3CPOYHO pas3pelieHHe 3a THProBUS HAa €IpO C JIEKapCTBa,
m3naneno npeau 29 nexemBpu 2002 1. 1O pena Ha OTMEHEHHS 3aKOH 3a JieKapcTBaTa M alTEeKUTE B
XyMaHHaTa MeJIUIMHA, KOUTO ThPryBaT ¢ MEAMIIMHCKHU M3ENus, N0J1aBaT 3asBICHUE U JIOKYMEHTALIUS
3a paspelieHre 3a ThPrOBHSA Ha €Ip0 C MEIUIIMHCKH W3NS M0 pela Ha TO3W 3aKOH B Cpok 1o 31
nexemspu 2007 r.

§ 8. 3asgBneHMs 3a M3/1aBaHE Ha pa3pellieHus 3a ThProOBUS Ha €pO ¢ MEAMIIMHCKHU W3JEIHs,
MOJI/IEHU JI0 BJIM3aHETO B CWJIa HAa TO3W 3aKOH, C€ pa3riexIaT M NPUKIIYBAT MPH YCIOBUATA U T10
pena, IpeaABUICHU B HETO.

§ 9. (1) M3nagenute mo pena Ha OTMEHEHHs 3aKOH 3a JIeKapcTBaTa M aNTeKUTE B XyMaHHATa
MEJIMIMHA Pa3pelIeHus 3a ynorpeda Ha MEAULIMHCKU U3JIeNIHs Ce MPEKpaTsBaT OT AaraTa Ha BIM3aHE B
CHUJIa Ha 3aKOHa.

(2) IlpousBoaurenute mno wi. 29, an. 1 u 2 Ha MEIUUMHCKU U3JENHS, HA KOUTO € MPEKPaTeHo
pas3pelIeHrneTo no pena Ha aji. 1, mojaBaT yBeAOMIIEHHE MO 00pasell A0 M3MbIHUTEIHUS JUPEKTOP Ha
HNAJI B cpok 10 TpHu Mecena OT BIM3aHETO B CHJIA HA 3aKOHA.

§ 10. HanmyauTe KONMMYecTBa MEAMIIMHCKU U3JIENINs, KOUTO HAMAT OLIEHEHO ChOTBETCTBUE ChC
ChILECTBEHUTE U3UCKBaHUA 1o pena Ha aupektuBu 90/385/ENO, 93/42/EO u 98/79/EO B cknanose 3a
TBPrOBUSL Ha €]IpO, alTeKHu, APOrepUH, ONTUKHU U APYTH THPrOBCKM OOEKTH, MOTaT Ja ce MpoiaBatr 10
M3YEpIIBAHETO UM, HO HE MO-KBCHO OT €/1Ha FOMHA OT BIIM3aHETO B CHJIA HA 3aKOHA.



§ 11. MenuuuHCKM U3/IEHS Ce Ch3/IaBaT, ChXpaHIBAT U OOHOBSIBAT KAaTO AbPKaBHHU PE3EPBU U
BOGHHOBPEMEHHHU 3allack IPU YCJIOBHATA M IO pela Ha 3akoHa 3a JIbP)KaBHUTE pPE3EPBH U
BOCHHOBPEMEHHHUTE 3aaci U Ha aKTOBETE M0 HErOBOTO IPHJIaraHe.

§ 12. MUHHUCTEPCKUAT ChBET U3BBHPIIBA IPOMEHH B YCTpOCTBEHUTE TTpaBiIHUIM Ha MAJI u Ha
JIbp>kaBHATa areHius 3a METPOJIOTMYEH M TEXHUYECKH HaJI30p B TPHUMECEUEH CpPOK OT JEHS Ha
oOHapoBaHETO Ha 3aKoHa B "J[bp)kaBeH BECTHHK".

§ 13. [log3akOHOBHUTE AKTOBE MO MPUIIATAHETO HA 3aKOHA CE€ U3/1aBaT B 6-MECEUEH CPOK OT JICHS
Ha 0OHapoaBaHeTO My B "JIbp)KaBeH BECTHHUK'.

§ 14. B 3akoHa 3a nuHTErpamus Ha xopara ¢ yBpexaanus (00H., /IB, op. 81 ot 2004 r.; u3m., Op.
28, 88, 94, 103 u 105 ot 2005 1., 6p. 18, 30, 33, 37, 63, 95, 97 u 108 ot 2006 r., 6p. 31 oT 2007 1.) Ce
MIPAaBAT CIACAHUTE U3MEHEHHS U IONIBIIHCHUS:

1. Bun. 8 1.1 ce u3Mens Taka:

"l. peructpupa mnuIa, KOUTO OCBIUIECTBABAT JEWHOCTH 110 NPEIOCTABAHE HA TOMOIIHHU
CpeICTBa, MPUCTIOCOOICHUS U ChbOPBIKEHHS 32 XOpaTa ¢ YBPEXKAaHUS U MEAUIIMHCKU U3ENHsl, TOCOYeHU
B cnuceiure mo wi. 35a, am. 1, W KOHTpOJMpa CMa3BaHETO Ha YTBBPACHUTE KPUTEPUU 3a
MPEIOCTaBSIHETO UM;'".

2. B 15, an. 2 1. 8 ce u3MeHs Taka:

"8. Ha3HAyaBaHE HA MEIUIIMHCKH U3]I€JMs, IOMOIIHU CPEJICTBA U ChOPBKEHUS."

3. Unen 35 ce u3meHs Taka:

"Un. 35. (1) 3a mpenoctaBsiHe Ha TMOMOIIHHU CPEACTBA, MPUCIIOCOOJICHHS U CHOPBKEHHUS U
MEIUIIMHCKH U31eNus 1o Wi. 44, an. 3 AreHiusaTa 3a xopara ¢ YBpexkKJIaHHUsl BOJIA PETUCTHD Ha JIMIIATa,
OCBILECTBSBAIIN T€3U ACHHOCTH.

(2) HeitHOCTHUTE 1O TIPEIOCTABSIHE HA MOMOIIHU CPEJICTBA, MIPUCIIOCOOICHUS U CHOPBKEHUS U
MEIULMHCKN U3JIeJUsl C€ U3BBPIIBAT OT JIUIA, PETUCTPUPAHM KAaTO THPrOBUU IO HAIMOHAIHOTO
3aKOHOJIaTEJICTBO Ha JIbprKaBa WICHKa W TbpikaBa OT EBpONeicKkOT0O MNKOHOMUYECKO MTPOCTPAHCTRO.

(3) 3a BmmcBaHe B perucTbpa Mo ail. | nuaTa MoAaBaT 3asBICHUE 10 W3MBIHUTEIHUS
JTUPEKTOp Ha ATEHIMATAa 3a XOpaTa C YBpPEXKJAaHHs, KaTo Mpujarar U HEOOXOJUMHTE JTOKYMEHTH,
ompejeNeHu B HapeabaTa mo ai. 5.

(4) B cpok 10 enrH Mecell OT JaTara Ha T0/IaBaHe Ha 3asBJICHUETO MO all. 3 W3MbJIHUTEITHUST
JUPEKTOp Ha ATEHIHUATa 3a XOopaTa C YBPEXKIaHMS HM3[aBa yIOCTOBEPEHUs Ha JMIaTa, BIUCAHU B
perucTopa.

(5) MuHHCTBPBT Ha TpyAda U COIMAliHATA TMOJMTHKA W3/1aBa Hapenda 3a M3MCKBaHHUATA 3a
OCBIIIECTBSIBAHE HA JCHHOCTHTE TIO TPEIOCTABIHE HA TIOMOIIHH CpPEICTBA, MPHUCIIOCOOJICHHUS U
ChOPBKEHUS 32 XOpaTa C YBPEXKAAHUSI U MEAUIIMHCKU U3JI€TIUs, IOCOYEHH B CHUCHIIUTE MO Wi. 35a, ai.
"

4. Cp3naBa ce ui. 35a:

"Yn. 35a. (1) MUHUCTBPBT Ha TpyJAa U COLMAIHATA MOJUTHKA CHIVIACYBAHO C MUHHUCTHpa Ha
3/1paBEOIa3BaHETO YTBBPXKAABa €XKETOAHO CIIUCHIIN Ha:

1. MOMOMIHUTE CPECTBA, TPUCTIOCOOICHUS M ChOPHKEHHS 33 XOpaTa C YBPEKIaHUS;

2. MEINIIMHCKUTE U3/ICTIHsI, IPEIHA3HAUCHU 3a X0paTa C YBPEXKIaHUSI.

(2) B cnyuaii Ha chbMHEHHE Jdajddl €IUH MPOAYKT € MEIUIIMHCKO H3Je/ie WM TOMOIIHO
CPEICTBO, MPUCTIOCOOIEHUE MIIH CHOPBKEHHE 32 XOpa C YBPEXKITAHUS, MEKIYBEIOMCTBEHA €KCIIEpTHA



KOMHUCHS, Ch3/IaJIeHa ChC 3aM0Be/l HA MUHHUCTHPA Ha TPYy/Ja U COLIMaIHATa MOJIUTHKA U HA MUHUCTHPA Ha
3/IpaBEOIa3BaHETO, aBa OKOHYATEIHO CTAHOBHUIIIE.

(3) YcnoBusita U penbT 3a paboTa HA KOMHCHSTA MO ajl. 2 Ce ONpPENeNsIT B MpaBUJIHHMKA 3a
IIpUJlaraHe Ha 3akoHa."

5. B un. 44 an. 3 ce n3meHs Taka:

"(3) XopaTta ¢ yBpexAaHHs CbOOpPa3HO CBOMTE MOTPEOHOCTHM MOTraT [a MOJy4yaBaT IeJIEBU
MTOMOIIN ¥ O0JIEKYEHHUS 32 TIOKYIIKa U PEMOHT Ha MOMOIIHU CPEJICTBA, IPUCIIOCOOICHUSI, ChOPBKEHUS U
MEIULMHCKU M3JENns, IOCOYEHN B CIUCBIUTE MO 4. 35a, an. 1, ¢ M3KIIOYEHHE HAa MEAULIMHCKUTE
U3JIeNHs], KOUTO C€ 3aIljlalllaT HaIbJIHO MJIM YacTHYHO OT HanuonanHara 34paBHOOCUTypUTENHA Kaca."

6. B § 1 or gomreaUTEHATA pa3dnopenda T. 7 ce U3MEHsI TaKa:

"7. "I[loMomHM CpeACTBa, MPHUCIIOCOOJICHHS U CHOPBKEHHUS'" ca MOocoOus, MpeIHa3HAYCHH OT
MPOU3BOJUTENS Jla KOMIIGHCHpAT 3aryoeHa WM yBpeleHa (YyHKIMS Ha YOBELIKM OpraH, C el
yBeJIMYaBaHE BBb3MOKHOCTHTE 3a caMOOOCTYy»XBaHe, 3a M3BbpIIBaHE HA TPYyJIOBa U JApyra JIEHHOCT Ha
Xopara ¢ yBpexaanus."

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

pasmopenda B T. 9, OykBa "3" nqymara "nekapctBa' ce 3aMeHs C "NMEKapCTBEHH MPOAYKTU U MEIULUHCKH
n3nenus".

§ 16. 3akoHBT BiM3a B Cuia OT JAEHS Ha oOHapoaBaHeTo My B "JIbp)kaBeH BeCTHHUK', C
M3KIIIOYCHUE Ha pa3nopendara Ha ui. 4, ain. 2, KosTo Biu3a B cuia ot 29 nexemspu 2009 r.

3akonbT € mpuer ot 40-tro HapomHo cwOpanme Ha 29 wmait 2007 T. u e moameyaTtaH ¢
odunmanHus neyar Ha Hapoanoro crOpaHnue.

3akJIIounTeTHU pa3nopenoun
KBM 3AKOHA 3A UIBMEHEHUE U JOIIbJIHEHUE HA 3AKOHA 3A MEJUIIUHCKUTE
N3AEJUSA
(OBH. - IB, BP. 110 OT 2008 T".)

§ 51. MUHHCTEPCKUAT CHBET B CPOK J0 6 Mecela OT BIM3aHETO B CHJIa HA TO3W 3aKOH IpHeMa
HapenoOara mo ui. 30a, an. 2.

§ 52. MUHHCTBPBT Ha 3/IpaBeOIa3BaHETO B CPOK J0 JiBa Mecella OT BJIM3aHETO B CUJIAa Ha TO3U
3aKOH Npuema HapezabaTa mo wi. 32a.

§ 54. Pasmopenbure na § 1, 1. 1, § 2,5,8,10,15,§ 16, 1.3,4u 5, § 17, 18, 20, 21, 22, 23, 24,
25,26,27,31,45,47u § 50, 1. 1, 6ykBu "a", "6", "B" u 1. 2 Biu3ar B cuna ot 21 mapt 2010 r.

Ipexoanu u 3aKJIIOYUTEHN pa3nopendon
KBbM 3AKOHA 3A UIBMEHEHHUE U JOII'bJIHEHUE HA 3AKOHA 3A 3JIPABETO

(OBH. - 1B, BP. 41 OT 2009 I'., B CUJIA OT 02.06.2009 T".)

§ 96. 3akoHBT BIM3a B CHJIa OT JeHSA Ha OOHapojBaHeTo My B "/[bpkaBeH BECTHHK', C
M3KJIIOYEHUE Ha!



1. maparpadu 3, 5, 6 u 9, kourto BiaM3ar B cuja ot 1 sayapu 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 Biam3aT B cuia oT 1 roam 2009 r.;

3. maparpad 21, koiiTo Bnu3a B cuia ot 1 rouu 2010 .

IIpexoanu u 3aKIIOYUTETHU pa3nopeadn
KBbM 3AKOHA 3A UIBMEHEHUE HA 3AKOHA 3A TYPU3MA

(OBH. - 1B, BP. 82 OT 2009 I'., B CWJIA OT 16.10.2009 I".)

§ 59. 3akoHBT BIIM3a B CHJIA OT JIcHS HAa OOHAPOABaHETO MY B "/IbpKaBeH BECTHUK".

IIpexoanu u 3aKIIOYUTEHU pa3nopeadn
KBbM 3AKOHA 3A UIBMEHEHUE U JOIIbJIHEHUE HA 3AKOHA 3A 3JIPABETO

(OBH. - 1B, BP. 98 OT 2010 T'., B CWJIA OT 01.01.2011T".)

§ 121. 3akonbT Biu3a B cwiia oT 1 suyapu 2011 . ¢ u3KkiItoueHue 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, 6yksa "a", 1. 7, 10, 11, 13 u 15,
Ooyksa "a", § 109, 110, 112, 113, § 115, 1. 5,§ 116, T.4u 6,§ 117, 7. 5Su7u § 118, 1. 1, KOuTO BNIM3AT B
cuja OT JeHs Ha OOHApOJIBAaHETO Ha 3aKOHA B "/[bpikaBeH BECTHUK";

2. maparpad 102, 1. 1, 2 u 6, kouro Biamu3ar B cuja ot 1 mapt 2011 r.;

3. maparpadu 22, 1. 1 (otHOCHO Wi. 36, an. 1, uzpeuenue BTopo), § 37, § 48, 1. 2, § 51 u 59,
KouTo Bim3aT B cmiia oT 1 roiam 2011 r.;

4. maparpad 107, 1. 15, 6ykBa "0", koiTo Biu3a B cuia oT 30 centemBpu 2011 r.

3aKJIIYNTETHU pa3nopenou
KBbM 3AKOHA 3A UIBSMEHEHMUE U TJOIIBJIHEHUE HA 3AKOHA 3A MEJUIIUHCKUTE
U3IEJTUS
(OBH. - ]IB, BP. 39 OT 2011 I'., B CWJIA OT 01.01.2012T".)

§ 4. B cpok 10 1Ba Mecela OT BIIM3aHETO B CHJIA HA TO3U 3aKOH MUHUCTEPCKUAT ChBET IPHEMA
HapenOara o wi. 30a, an. 3.
§ 5. 3akoHbT BnM3a B cuna ot 1 suyapu 2012 1.

IIpexoanu u 3aKIIOYUTESTHU pa3nopeadn
KBbM 3AKOHA 3A UBSMEHEHUE U JJOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
HPOAYKTU B XYMAHHATA ME/IMLIUHA

(OBH. - 1B, BP. 60 OT 2011 I'., B C1JIA OT 05.08.2011T".)

§ 84. 3akoHbT BIM3a B cuia OT JieHS Ha OOHapojaBaHeTo My B "JIbpkaBeH BECTHHK'" C
U3KIIoYeHne Ha § 65, koiiro Biu3a B cuna ot 30 centemspu 2011 .

IIpexoaHu U 3aKIOYUTETHU pa3nopeadn



KbM 3AKOHA 3A U3MEHEHUE U JOIbJIHEHUE HA 3AKOHA 3A MEJUIIMHCKUTE
W3JIEJINS

(OBH. - 1B, BP. 54 OT 2012 T.)

§ 28. 3asgBieHusTa 3a W3/1aBaHE HA Pa3peIICHUs WM YAOCTOBEPEHUS 3a ThPrOBUS Ha €IpO C
MEJIUILIUHCKHU U3/IeNus, MOAaJCHH J0 BIM3aHETO B CHJIa HA TO3M 3aKOH, C€ Pa3IekK/IaT MPU YCIOBUITA U
0 pesa, IpeIBUICHU B HETO.

IMpexoanu u 3aKJIIOYUTETHN pa3nopenon
KbM 3AKOHA 3A UISMEHEHHUE U JOITbJTHEHUE HA 3AKOHA 3A 3ALIATA OT
BPEJHOTO Bb3AEUCTBUE HA XUMHWNYHUTE BEHLIECTBA U CMECH

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

§ 13. EnexTpwdueckoTo W eNeKTPOHHOTO O0OOpyaBaHE, KOETO HE IMomajaa B oOxBara Ha
npunokenus Ne 1 u 2 xbM Hapenbara 3a m3uckBaHMsITa 3a IyCKaHE Ha Ia3apa Ha €JIEKTPUUECKO U
€JICKTPOHHO 000py/IBaHE M TPETHPAHE U TPAHCIIOPTUPAHE HA OTIAIBIM OT CICKTPUUECKO U €IEKTPOHHO
obopynane (060H., 1B, 6p. 36 ot 2006 r.; u3m., 6p. 57 ot 2006 1., Op. 53 o1 2008 ., O6p. 5 0T 2009 1. M
op. 29 ot 2011 1.), HO HE CHOTBETCTBA HA M3MCKBAHUsATA Ha TJaBa neta "a" u HapembaTa mo wi. 211, an.
1, Moke 1Ta mpoaABJKU Aa ce mpeaocTaBsa Ha nazapa a0 22 wouu 2019 r., ako ToBa € B CbOTBETCTBHE C §
12, T.1-5.

§ 14. MUHHUCTEPCKHUAT ChBET mMpueMa Hapenbarta mo wi. 21xa, an. 1 B TpuMeceueH CpoK OT
00HapOJIBAaHETO HA TO3M 3aKOH B "JIbp’kaBeH BECTHUK".

§ 15. 3akonsT Bin3a B cuia ot 2 ssuyapu 2013 .

IIpexonnu u 3aKJII0YHUTETHE Pa3nopeaAdH
KBbM 3AKOHA 3A UIBMEHEHUE HA 3AKOHA 3A 3ABPAHA HA XUMHNYECKOTO
OPBXUE U 3A KOHTPOJI HA TOKCHYHUTE XUMHNYECKHU BEIECTBA U TEXHUTE
IMPEKYPCOPHU

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

§ 20. B 3akona 3a megurmHckuTe u3aenus (o6H., B, 6p. 46 ot 2007 r.; uzm., 6p. 110 ot 2008
r., 6p. 41 u 82 ot 2009 1., 6p. 98 oT 2010 1., Op. 39 U 60 oT 2011 1., Op. 54 U 84 oT 2012 1.) HaBCIAKBIE
OyMuTe "MUHUCTbpa Ha HMKOHOMMKATa, €HEpreTukara M Typus3Ma' ce 3aMeHAT ¢ "MUHHUCTbpa Ha
MKOHOMHMKaTa".

3akJII0unTeTHU pa3nopenoun
KBbM 3AKOHA 3A UIBMEHEHMUE U JOITbJIHEHUE HA 3AKOHA 3A MEJUIIMHCKHUTE
N3AEJUA
(OBH. - 1B, BP. 38 OT 2015 I'., B CJIA OT 26.05.2015T".)

§ 32. 3akOHBT BIM3a B CHJIA OT JIeHs Ha 0OHapoaABaHeTo My B "/Ibp)kaBeH BECTHHK'.

IIpexoanu u 3aKIOYUTETHU pa3nopendn
KbM 3AKOHA 3A UIBSMEHEHUE U JOITbJTHEHUE HA 3AKOHA 3A
BETEPUHAPHOMEJIUIINHCKATA JEUHOCT



(OBH. - 1B, BP. 14 OT 2016 I"., B CWJIA OT 19.02.2016T".)

§ 103. 3akoHBT BIW3a B cujla OT JieHS Ha oOHapojBaHeTo My B "JIbpkaBeH BECTHUK', C
u3KIoueHue Ha § 24 - no otHoueHnue Ha wi. 118, an. 2 u 3, kouro Biu3ar B cuna ot 1 ssayapu 2018 r.

IMpexoanu u 3aKJIIOYUTETHN pa3nopenon
KBbM 3AKOHA 3A UBMEHEHUE U IOITbJIHEHUE HA 3AKOHA 3A JTIEKAPCTBEHUTE
MPOAYKTU B XYMAHHATA MEJIUIINHA

(OBH. - 1B, BP. 84 OT 2018 T'., B C1JIA OT 12.10.2018T".)

§ 70. Pa3pemiennre 10 BIM3aHETO B CHJIA HA TO3H 3aKOH KJIMHUYHU U3MUTBAHUS C JICKAPCTBCHH
MPOJYKTH, CHABPXKALIM HAPKOTUYHU BELIECTBA, C€ MPOBEXKJAT B JICUEOHHUTE 3aBElICHUS, 33 KOUTO ca
MOJIYYEHU Pa3pelICHHs 32 MPOBEKJAHE HA ChOTBETHUTE KJIMHUYHU U3MUTBAHUS TI0 JOCETAIIHUS PE/I.

§ 78. 3akoHBT BIM3a B CWJIa OT JIeHS Ha oOHapojBaHero My B "JlbpxkaBeH BeCTHUK" C
m3kmoueHne Ha § 5, § 7-12,8 14 -21,§27-30,8 31, 1. 2,8 32,§39-41,§56,§60u § 66, 1.1 -8,
10, 12, 15 - 17, 19 - 22, xouTo BIM3aT B cujia 6 Mecena ciie MyOIMKyBaHe Ha ChOOIIEHUETO 1m0 WI. 82,
naparpad 3 ot Pernament (EC) Ne 536/2014.

[Ipunoxxenue kpM wi. 15, an. 1
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PesieBanTHH akTOBE OT EBpOMNEiicKoTO 3aKOHOAATEICTBO

z!HpeKTHBI/IZ

JIUPEKTUBA 2007/47/EO HA EBPOIIEMCKMS IIAPJJAMEHT U HA CBBETA or 5
cenrremBpu 2007 roauHa 3a uzMeHeHue Ha J{upextuna 90/385/EMO Ha CbBeTa OTHOCHO CONMKaBaHE Ha
3aKOHOJATEJICTBOTO Ha JIbP’KaBUTE-UJICHKH, CBBP3aHO C AKTUBHUTE HMIUIAHTUPYEMH MEIUIIMHCKH
uznenus, Ha Jupexktuna 93/42/EMO nHa CbBeTa OTHOCHO MEIUIMHCKHUTE W3Jenus U Ha JlupextuBa
98/8/EO 0THOCHO IMyCKaHETO Ha Ma3apa Ha OMouuIu

JINPEKTUBA 2006/42/EO HA EBPOITEVICKU S TIAPJIAMEHT U HA CHBETA ot 17 mait
2006 rogrHa OTHOCHO MAIIMHKUTE U 32 n3MeHeHne Ha JlupextuBa 95/16/EO (mpepaboTeH TeKCT)

JINPEKTUBA 98/79/EO HA EBPOIIEMCKUS TTAPJIAMEHT U HA CBBETA ot 27
okToMBpH 1998 ronnHa OTHOCHO TUAarHOCTUYHUTE MEIUITMHCKHU U3ENHS in Vitro

JINPEKTUBA 95/16/EO HA EBPOITEVICKU S [TAPJIAMEHT U CBBETA ot 29 1onn 1995
rojivHa 3a cONMMmKaBaHe 3aKOHOIaTeNICTBATa Ha IbPIKABUTE-WICHKH OTHOCHO aCaHChOPHTE (0TM.)

JIMPEKTUBA 93/42/ENO HA CBBETA ot 14 1ouu 1993 roguHa OTHOCHO MEIAMIIMHCKHTE
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JIMPEKTHUBA 90/385/EMO HA CBBETA ot 20 roau 1990 roauHa OTHOCHO cOIMaBaHe Ha
3aKOHOJIAaTEJICTBOTO Ha JIbPKABUTE-WICHKH, CBBP3aHO C AKTHBHUTE HMIUIAHTUPYEMH MEIUIIUHCKH
U3 JIeTHs

JIMPEKTUBA 89/686/ENO HA CbBETA ot 21 nekemBpu 1989 ronuaa oTHOCHO cOJIM)KaBaHe
Ha 3aKOHOJATEJICTBATa HAa JbPKABUTE-WICHKH B oOiacTTta Ha nuuyHHTe mpeamasHu cpenctBa (JIIIC)

(orm.)

Perjiamenru:

PEI'JTAMEHT (EC) 2016/425 HA EBPOIIEMICKHMSA TTAPJIAMEHT U HA CBHBETA ot 9
Mmapt 2016 roguHa OTHOCHO JIMYHUTE Mpeana3Hu CpeAcTBa U 3a oTMsHa Ha JupektuBa 89/686/EMO Ha
CeBera

PEI'JIAMEHT 3A U3ITBJIHEHUME (EC) Ne 920/2013 HA KOMUCHUSATA ot 24 centemBpu
2013 roguna 3a ompeaensHe U HaOMIOJEHHE HAa HOTH(HUIMPAHUTE OpraHu cbhriaacHo JlupexTua
90/385/EMO nHa CbBeTa OTHOCHO AKTHBHUTE HMMIUIAHTUPYEMH MEIWIMHCKH u3aenus u JupekruBa
93/42/EMO na CbBeTa OTHOCHO MEIUIIMHCKATE U3IETUS

PEI'JTAMEHT (EO) Ne 1882/2003 HA EBPOIIEMCKUS ITAPJJAMEHT 1 HA CBBETA ot
29 cenremBpu 2003 ronuHa 3a anantupane kpM Pemenne 1999/468/EO Ha CbBeTa Ha pasmopenoute
OTHOCHO KOMHUTETHTE, KOUTO mnoanomaraT Komucusra npu ynpaxHsIBaHETO Ha WU3IBIHUTEIHUTE M
MIPABOMOIIIMS, OMpEeNIeHd B aKTOBETE, KOMTO MOAJEKAT Ha Mpolleaypara, mocoueHa B uieH 251 ot
JHorosopa 3a EBporelickata 00IIHOCT



