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
2015e2., usm. /[B. op.14 om 19 ®espyapu 2016¢., uzm. /IB. 6p.43 om 7 FOnu 2016e., usm.
u oon. [[B. 6p.84 om 12 Oxmomepu 2018e., usm. /[B. 6p.102 om 11 /lexemspu 2018e.,
usm. J{B. 6p.105 om 18 exemspu 20182., uzm. /IB. op.17 om 26 Deepyapu 20192.

I'naBa mbpBa.
ObIIH TOJIOKEHUA

Pa3gea 1.
OO01u paznopeadoun

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

1. ycrmoBusiTa M pena 3a IyCKaHE HA Maszapa W/WIM MyCKaHEe B JECHCTBUE HA MEIUITMHCKU
U3 JIeTHs;

2. 3agbJDKEHMSITa Ha MPOU3BOJMUTENS, HA HErOBUS YII'BIHOMOILEH IPEACTaBUTEN U Ha
BHOCHTEJISl HA METUIIUHCKU U3JIENHS,;

3. (u3m. - [IB, 6p. 38 ot 2015 r., B cumna ot 26.05.2015 r.) ycnoBusita U pena 3a OnpeaeisHe u
HaOIoIeHre Ha HOTU(DUITUPAHUTE OPTaHu;

4. ycioBusATa M peia 3a U3BbPIIBAaHE HA KIMHUYHH U3ITUTBAHUS HA MEIUIIMHCKU M3/IETIHS;

5. (u3m. - [IB, 6p. 54 ot 2012 r.) ycnoBusATa U pesia 3a U3BbPLIBAHE HA ThPrOBUS C METUIIMHCKU
U3J1ETHS;

6. Ha/130pa Ha Ma3zapa Ha MEAUIIMHCKU U3/eTIHs;

7. cucreMara 3a YyBEJOMSBaHE M OILICHABaHE Ha WHUUACHTU/TIOTEHIMAIHU WHUUACHTH,
CBBP3aHU C MEULIMHCKH U3/IEIHS.

(2) (U3m. - 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) 3aKkOoHBT UMa 3a LIEN:

1. 1a rapaHTHpa MMycKaHETO Ha Ma3apa W/WIM B JIeHCTBHE HAa MEAMLIMHCKU M3/EIHs, KOUTO HE
3acTpalliaBar JKMBOTa U 3JpaBETO Ha MALIMEHTUTE, HA METUIIMHCKUTE CIIEHUAINCTH WM Ha TPETH JIUIIa,
KOTaTo M3JeNUsATa Ce U3IO0JI3BAT 10 MpeHA3HAYEHUE U CE ChXPaHABaT, Pa3IpOCTpaHsABaT, HHCTAINPAT,
MMIUIAaHTHPAT U TOAIBPKAT B CBOTBETCTBUE C MHCTPYKIUUTE HA TIPOU3BOJUTEIINTE;

2. na ocurypu npuiaranetro Ha Pernament 3a usnbianenue (EC) Ne 920/2013 na Komucusta ot
24 cenrremBpu 2013 T. 3a onpenensiHe U HAOIIOACHUE HA HOTU(DHUIIMPAHUTE OPTraHu ChIVIACHO JlupexTuBa
90/385/EMO Ha CbBeTa OTHOCHO AKTMBHUTE MMIUIAHTUPYEMH MEIWIMHCKH u3lenus U Jlupextuna
93/42/E1O na CwBera oTHOCHO MemuimHckuTe usnenus (OB, L 253/8 ot 25 cenremspu 2013 1.),
HapuuaH no-HaTaThk "Permament 3a u3nwanenue (EC) Ne 920/2013".

Un. 2. (1) B 3aBUCHUMOCT OT TpeIHA3HAYEHOTO OT MPOM3BOIUTENS JCUCTBHE MEAUIIUMHCKHUTE
W3/1eNUs ce pa3JesT Ha:

1. ¥H BUTPO AMATHOCTUYHU MEAUITMHCKA U3/ICIINS,

2. aKTUBHU UMILIAHTUPYEMH MEAULIMHCKU WU3/1EINs;



3. MEIMLIIMHCKYU U3JIEIUs, Pa3IMYHUA OT TOCOYEHUTE B T. 1 U 2.

(2) MemunuHCKUTE M3AeNUs Mo al. 1, T. 1 B 3aBUCMMOCT OT MOTCHIIMAIHHS PHUCK, CBBP3aH C
TSAX, C€ TPyNUpaT B COUCHK A, cUChK b U uU3ienus 3a caMoTecTyBaHe W JAPYTU TPYIH, ONPEACIICHU B
Hapeaoure mo wi. 18.

(3) MenuuuHckute u3aenus no ain. 1, T. 3 B 3aBUCUMOCT OT MOTEHUUAJIHUS PUCK, CBBP3aH C
TAX, ce pasaenar Ha kmacose I, Ila, 116 u Il cweriiacHo knacuuUKaIMOHHUTE TpaBUia, OMPEICICHH B
HapenouTe mo 4. 18.

(4) (U3m. - IB, 6p. 110 ot 2008 r., B cruta ot 21.03.2010 r.) Korato mpou3BOAMTENAT U
HOTH(QHUIMPAHUAT OpraH, OMpEJCNieH MO pela Ha IIaBa 4YeTBbpPTA, UMAT PA3UYHU CTAHOBHUIIA TIPH
MpUJIaraHeTo Ha KJIacu(UKAIMOHHUTE IMpaBwia Mo aji. 3, VM3mbJIHWTEeNHaTa areHuus Mo JeKapcTBara
(MAJI) B3ema pemenue. Koraro nperenu, ye € HeOOX0IUMO U MIPHU HAJTMYHE HA YCIOBHATA IO Wi. 6a, T.
1 mmu 2, UAJI u3rorBs MOTHBHpAHO HCKaHe A0 EBponelickara KOMHCHS 3a MpealpueMaHe Ha
HEOOXOAUMUTE MEPKH.

(5) (U3m. - B, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) Ilpum HEoOXOAMMOCT OT
MPUBEXKJAHE Ha KIACH(DHKAIMOHHUTE MpaBWiIa MO al. 3 B CHOTBETCTBHE C PA3BUTHETO HA HOBH
TEXHOJIOTUU W/WIIM B CbOTBETCTBUE ¢ MH(OpMalKs, oJyuyeHa 1Mo peaa Ha riasa ceaqma, MAJl u3rorss
MOTHUBHUpPAHO HCKaHE 3a TNpealpueMaHe Ha HEOOXOAUMHUTE MEPKH, KOETO C€ TMPEeAOoCTaBs Ha
EBponelickata komucusi.

Y. 3. M3uckBaHusITa KBM MCIUIHUHCKUTC U3ACIINA, ONIPEACIICHU 110 TO3W 3aKOH, CC Ipujarat u
3a:

1. MPHUHAIIJIC)KHOCTU KbM TC3U U3JCIINA,

2. u3Jenus, KOUTO BKIIOYBAT KaTO HepasJeliHa YacT BEIIECTBO, KOSTO, M3IOJI3BAHO OTIIEIHO,
MOXE Ja ObJe ONpPEICICHO KaTo JICKAPCTBEH MPOAYKT IO CMHChJIA Ha 3aKOHA 3a JICKAPCTBEHUTE
MPOAYKTH B XyMaHHATa MEJAMIIMHA ¥ YUETO JICHCTBHE BHPXY OpPraHU3Ma € CIIOMaraTelIHO 10 OTHOIICHUE
Ha OCHOBHOTO IPEJHA3HAYCHHUE Ha U3/CITHETO;

3. u3lenus, KOUTO BKIIFOYBAT KATO HEPa3/IelIHAa YacT BEIECTBO, MOJYYCHO OT YOBEIIKAa KPbB
WM TUIa3Ma, KOETO, MU3MOJI3BAHO OT/ACITHO, MOXeE Ja OBl ONMpPECTICHO KaTo ChCTaBKa Ha JICKAPCTBEH
NPOAYKT WM KaTO JIEKapCTBEH MPOAYKT IO CMHUCHJIa Ha 3aKOHA 3a JIEKAPCTBEHUTE MPOJIYKTH B
XyMaHHaTa MEIWIIMHA W YHUCTO HeﬁCTBHe BBpXY OpraHusmMa € CloMararCJiHo IIO0 OTHOIICHWC Ha
OCHOBHOTO TIpEIHa3HAYCHUE HA U3JICITUETO;

4. u3nenus, ¢ IOMOIITa Ha KOWTO C€ TMPHUIIarar JIeKapCTBEHH! POTYKTH.

Un. 4. (1) Korato mageH mpoayKT Mmomajia B MPHJIOKHOTO TOJIE HA TO3U 3aKOH U Ha Hapeadara
Mo wi. 7 oT 3aKoHA 3a TEXHWYECKUTE W3MCKBAHUS KbM MPOJIYKTUTE, OTHOCHO JIMYHUTE MpeNa3Hu
cpenctBa, BpBexkaama Jupexktuna 89/686/ENO na ChBera, 3a HETo ce mpujaraT U ChbOTBETHUTE OOIIH
M3UCKBaHMS 32 0€30MaCHOCT, ONPE/IeNIEHN B Hapeaoara.

(2) (B cuna ot 29.12.2009 1., u3m. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Korato
MEIUIIMHCKO M3ENIUE MoMnaja U B MPIJIOKHOTO T0JIe Ha Hapeadara 1mo wi. 7 oT 3aKoHa 32 TEXHUYECKUTE
M3HCKBAaHUS KbM NPOAYKTHTE, BbBexkAama Jupekrusa 2006/42/EO na EBponeiickus mapiaMeHT U Ha
CoBeta ot 17 mait 2006 r. OTHOCHO MaIIMHUTE U 32 3MeHeHne Ha J{upektuBa 95/16/EO, u chpiecTByBa
pucKk mpu ymorpebaTta My, 3a HEro ce MpuwiaraT U CHOTBETHUTE ChHIIECTBEHU H3UCKBAHUS 3a
0€301acHOCT, OINpEICICHH B HEs, B CIydaWTe, KOTAaTO TEe3W HW3WCKBAHMUS ca MO-Crenu(puIHA OT
MOCOUEHHUTE B HapeadaTa 1mo wi. 18.

(3) (Hosa - JIB, 6p. 84 ot 2012 1., B crma ot 02.01.2013 1.) Koraro MeauImHCKO U3IeTUE 1O
L. 2, an. 1, T. 1 u 3 nonazaa B NpuiioKHOTO TOJI€ Ha riaBa nera "a" oT 3akoHa 3a 3almTa OT BPEIHOTO
BB3/ICHCTBME Ha XUMUYHUTE BEIIECTBA M CMECH, 3a HErO Ce MpHIaraT U U3UCKBAHUATA 32 OTpaHUYaBaHE



ynoTtpebara Ha OIIACHU BEILECTBA, ONPEENIeHH ¢ HapeadaTa mo wi. 211, an. 1 oT chIuus 3aKoH.

(4) (Hosa - JIB, 6p. 84 or 2012 r., B crima ot 02.01.2013 r.) M3uckBanusara Ha an. 3 ce
npujgaraT W 3a KkaOenu WiIM pe3epBHM YacTH 3a pPEMOHTAa, 3a IOBTOpHaTa ymoTpeba, 3a
OCBHBPEMEHSIBAHETO HAa XapaKTEPUCTUKUTE UJIH 3a OBUILIABaHE Kallal[UTeTa Ha TOBA U3/EIIHE.

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

1. (mom. - JIB, Op. 110 ot 2008 r.) ;mekapcTBEHH MPOAYKTH MO CMHUChJIa Ha 3aKoHa 3a
JIEKapCTBEHUTE IMPOAYKTH B XyMaHHaTa MeauuuHa. IlpenieHkara nanu najeH NpPOAYKT Ionajga B
MIPUJIOXKHOTO T10JIe Ha TO3W 3aKOH WJIM B MPUJIOKHOTO MOJIe Ha 3aKOHA 3a JICKAPCTBEHUTE MPOAYKTU B
XyMaHHaTa MEJUIMHA CE U3BbPIIBA Bb3 OCHOBA HA OCHOBHOTO IIPEIHA3HAYEHUE HA IIPOYKTA;

2. MEIMIMHCKH U3JeNHs, KOUTO ca HepasJieidHa 4YacT OT JIEKAPCTBEHU MPOAYKTH U ca
npegHasHauYeHH OT MPOU3BOUTEIIS 32 €IHOKpATHA yIOTpeda eAMHCTBEHO B TO3U BUJI;

3. KO3METUYHHM MPOJIYKTH 110 CMHUCHIIA Ha 3aKOHA 3a 3paBeTo;

4. (mom. - JIB, 6p. 110 ot 2008 r.) opraHu, ThKaHU WIM KJIETKH OT YOBEHIKH IMPOU3XOI,
Mpe/IHa3HaYeHU 3a TPaHCIUIAHTAIUS, KAKTO W MPOAYKTH, BKIIOYBAIIM WA MOJYYE€HU OT THKAHU WIH
KJIETKH OT YOBEILKH IPOU3XO0J 10 CMUCHJIA Ha 3aKOHA 32 TPAHCILJIAHTALMS HA OPraHU, ThKaHU U KJIETKH,
C U3KIIIOYEHHE Ha MEAUIIMHCKY U3IeHs 1o 4. 3, T. 3;

5. opraHu, ThbKaHU WIH KJIETKU OT )KUBOTMHCKH MPOMU3XO0/I, PEAHA3HAUYEHHU 3a TPaHCILJIaHTaLUs,
OCBEH aKO NpH TNPOU3BOACTBOTO HA MEAMIIMHCKOTO H3JIENHE € U3IMO0JI3BaHa HEeXH3HECocoOHa
KUBOTUHCKA ThKaH WJIHM HEXKU3HECIIOCOOHU MTPOJYKTH, IOJyUYEHHU OT KUBOTUHCKA ThKaH;

6. KpbB, KpPbBHU CHCTaBKM OT YOBEIIKM IPOU3XOJ IO CMHCHhIa Ha 3aKOoHAa 3a KPbHBTA,
KPBbBOJIAPSIBAHETO M KPBBOIPEIUBAHETO, KAKTO U 3@ U3/ENUs, KOUTO B MOMEHTA Ha IyCKaHE Ha ma3apa
ChIIbPKAT KPbBHU MPOAYKTH, IJIa3Ma WM KPbBHH KIETKH, C U3KIIOUEHUE HA MEIUIMHCKU U3JENus 10
i 3, T. 3;

7. MEAMIMHCKYU M3AENHsS 1Mo wi. 2, an. 1, T. 1, KOUTO He ca mpeAHA3HAUEHU 3a MyCKaHE Ha
raszapa, M3I0J3BaT C€ Ha MACTOTO Ha IPOU3BOJICTBO M aKO CE€ M3IOJ3BAT B OOEKTU B HEMOCPEICTBEHA
OJIM30CT 10 HETO, COOCTBEHOCTTA BBPXY TAX HE C€ MPEXBbpPJI Ha JPYro IOPUANYECKO JIULIE.

(2) B cnydaute no an. 1, T. 2 uzgenuero TpsOBa a OTroBaps Ha M3MCKBAHMSTA Ha 3aKOHA 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MenuiuHa. ChlIECTBEHUTE M3MCKBAHUS, ONpPENeNIeHH Mo pena
Ha TO3W 3aKOH, CE€ IpujaraT caMo MO OTHOIICHHWE HAa XapaKTEepPUCTUKHUTE, CBbP3aHU C 0€30IacHOTO
(GyHKIIMOHMpaHE Ha U3/IEIHETO.

Y. 6. B u3nbiHeHne Ha MpaBOMOLIUATA CH 110 To3U 3akoH MAJL:

1. (u3m. - IB, Op. 110 ot 2008 r.) U3BBpIIBA pErUCTpaLlUsl IPU YCIOBUATA U MO Peja Ha Ii1aBa
BTOPA;

2. (woBa - IB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015 r.) u31aBa pa3pelieHus 3a oleHsBaHe Ha
CbOTBETCTBUETO HAa MEIUIIMHCKUTE U3JIENHS 110 TJIaBa YeTBbPTA;

3. (mpenumHa 1. 2 - 1B, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) uznaBa paspenieHus 3a
MPOBEXKAaHE Ha KJIMHUYHU U3MUTBAHUS C MEIULIUHCKU U3/IENNS;

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 pa3penieHust 3a ThProBus Ha €IpO C MEIULIMHCKU U3IENHS;

5. (mpenumHa T. 4 - IIB, 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 BBPXY CBXPAaHEHUETO, TBHProBUATA, KIMHUYHUTE W3MUTBAHUA U
0€30IacHOCTTa Ha MEAULIMHCKUTE U3/IeITHS;

7. (mpemummHa T. 6 - JIB, O6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) momappka cucrema 3a



pEeTUCTpHpaHe U aHANU3 HAa CHOOIIEHUS 32 WHIUACHTH C MEIUIMHCKUATE H3JCTUS W MpearnpuemMa
CHOTBETHU MEPKU;

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

9. (mpenumHa 1. 8 - JIB, 6p. 38 or 2015 1., B cuna ot 26.05.2015 r.) npexoctass nunpopmanus B
EBpomneiickata 0a3a JaHHM BBB BpB3Ka C IIyCHATUTE Ha Ta3apa W/WIM IyCHATUTE B JCHCTBUE
MEUIIMHCKH H3CITHS;

10. (mpenumua T. 9 - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) ydyacTtBa B IE€HHOCTH B
o0yacTTa Ha METUITMHCKUTE U3MIEHs, CBhP3aHH ¢ paboTaTa Ha MEXIYHAPOIHU OPTaHH, OPraHU3alNU U
JOTOBOpH, 110 KouTo PeryOnuka bearapus e ctpaHa, ¢ peryjiaTopHUTE U KOHTPOJIHHUTE OPTaHu Ha IPYTU
IBPXKABU M C OpraHu3auuTe, paboTeny B 00JacTTa Ha peryjamnusaTa Ha MEAUIIMHCKH U3/ICTTHS;

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

12. (mpeaumnua 1. 11 - JIB, 6p. 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.) M3mbaHUTEIHATA areHIUS 110
JeKapcTBaTa W3rOTBI MOTHBHpPAHO HCKaHe 10 EBpomeiickara KoMucHs 3a TpeArnpHeMaHe Ha
HE00XOAUMUTE MEPKH, KOTraTo MPELEeHH, Ye:

1. mpunaranero Ha KiacH()UKAMOHHWUTE MpaBHWja MO Wi. 2, all. 3 M3MCKBA B3EMaHETO Ha
peleHue 3a KiacupuKalnuaTa Ha ONpeAeeH0 MEAUIMHCKO U3/eNIUe WIN KaTeropys OT U3JeNus 10 Yl
2,aim 1, 1. 3;

2. 1aJIeHO MEIUIMHCKO U3JeJIUe WM Ipyna OT U3Jenus no wi. 2, ain. 1, T. 3, He3aBUCUMO OT
KJIacH(pMKAIMOHHUTE MPaBHJIA 110 WI. 2, all. 3, MOKe /1a ObJe KIIAaCH(PHUIIMPAHO KaTo IPYT KIIac U3JIEIHUS;

3. CbOTBETCTBHMETO HA JIZICHO MEIULIMHCKO U3/IeIMe UM Ha Tpyla OT U3Jenus 1o wi. 2, ai. 1,
T. 2 wim 3 TpsiOBa 1a ObJie OIICHEHO MPH MPHUJIAraHe caMo Ha e/lHa OT MPEABHICHUTE B HApeAOUTE M0 UL
18 mpouenypu;

4. ce Hajara B3eMaHe Ha peIlIeHHe 3a TOBA, NAJIH OINpeesieH MPOAYKT WIH Tpyla OT MPOIYKTH
1ornaja B MPUIIOKHOTO MOJI€ HA TO3U 3aKOH.

Un. 7. (1) 3a peructpamusi ¥ u3JaBaHe Ha yJOCTOBEPEHHE 3a PETUCTpAIlUs, 32 M3/IaBaHE HA
paspeleHuss U yIOCTOBEPEHHS MO pela Ha TO3W 3aKOH, KAKTO M 3a BIUCBAaHE Ha MPOMEHH B TX, CE
3aruIamar Takcu B pasMmep, onpezernieH B Tapuda, ogoopeHa or MUHHCTEPCKUS CHBET.

(2) (U3wm. - 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) CpencrBata oT TakcuTe 1o an. 1 u
OT IIOOUTE M UMYIIECTBCHUTE CAHKIIUY, HATATaHU Ha (PU3WYECKU W IOPUAMYSCKHU JIUIA TI0 peia Ha TO3U
3aKOH, C€ BHACST KaTo Mpuxo[ no oromkera Ha MAJL

Pasnea I1.
IIyckane Ha mazapa u/Win nycKaHe B JeliCTBHe HA MEeULIMHCKYU U3/1eJIUs

UYn. 8. (1) MenunuHckuTe U3/1eMs ce MyCKaT Ha Mas3apa W/WiIM ce MycKaT B JeicTBUE, KOTaTo
OTrOBapsT HAa U3UCKBAHUATA HA TO3W 3aKOH M HA AKTOBETE IO MPUIIATaHETO MYy.

(2) MenuuuHCKUTE M3AEIHs, C W3KIIOYEHHE Ha M3pabOTEeHHTE MO MOpbhUKa, Ce IMycKaT Ha
nazapa W/WiaM ce ImyckaT B JeiictBue, koraro nMar HaHeceHa "CE" mapkupoBka mo wi. 15, kosito
yIO0CTOBEPsIBA, Y€ CHOTBETCTBUETO HA M3J/IEIHATA ChC CHIIECTBEHUTE M3UCKBAHUS € OMJIO OL[EHEHO I10
MIPUJIOKUMHUTE MTPOLIETYPH 32 OLICHSIBAHE HA CbOTBETCTBUETO.



Y. 9. (1) Usnbnaurennust nupextop Ha MAJI nznaBa 3amoBes 3a BpeMEHHO IPEYyCTaHOBSIBAHE
WK 3a 3a0paHa Ha IyCKAHETO Ha Ia3apa W/WJM IyCKaHEeTO B JEWCTBUE U 3a M3TErJISHE OT Ia3apa Ha
MeIUIMHCKH u3aenus ¢ HaHeceHa "CE" mapkupoBka 1o 4i. 15, KakTo ¥ Ha u3jaenus, nu3paboTeHu 1o
[OpbUKa, KOUTO MOrar Ja 3acTpallaT 3/paBeTo U 0e30IacHOCTTA Ha MAallMEHTHTE, Ha MEIULMHCKUTE
CHELMAIMCTH WM Ha TPETH JHIla, KOraTo ca MPaBUIHO MHCTAJIUPAHHU, NOIAABPKAHU U C€ U3IO0JI3BAT 110
IpeJHa3HauYCHHE.

(2) M3mpaHATETHATA areHIus 10 JieKapcTBara He3abaBHO nH(Mopmupa EBpornelickata koMucus
3a 3amoBejTa 1o ajl. 1 W 3a NpeAnpUeTUTe MEPKHU, KaTO IOCOYBA IMPUYMHUTE 3a HECHOTBETCTBUETO Ha
U3JIENMATa C W3UCKBAaHUATA HA TO3M 3aKOH M HA aKTOBETE IO MPUJIaraHeTo My, KOMTO MoraT Ja ce
IbJDKAT Ha:

1. HeM3MbJIHEHNE HA CHIECTBEHUTE U3UCKBAHMUS, ONPEACIICHH B HapeaOuTe mo 4i. 18;

2. HEMpaBWJIHO MpUJIaraie Ha crangapTuTe mo wi. 13, an. 1;

3. HepOoCTaThLM B CTaHAAPTUTE 110 ui. 13, an. 1.

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

(2) (U3m. - [IB, 6p. 110 ot 2008 r.) Korato mpou3BOIUTENAT HE € YCTAHOBEH HA TEPUTOPHUSATA
Ha JbpKaBa WICHKA WIM Ha JbpXkaBa OT EBpONEHCKOTO MKOHOMHUYECKO IMPOCTPAHCTBO, TOH MHUCMEHO
yIIBIHOMOIIIAaBa CBOM MpEICTaBUTEN, HApWYaH MO-HATaThK "YI'BIHOMOIIEH mpeactaButen”. 3a
MEIUIMHCKO HM3JENHe WIM H3JeNHe OT €IHMH W ChII MOJEN, IyCHaTo/u Ha maszapa Ha OOmrHoCTTa,
MIPOU3BOIUTEIIAT YIIBITHOMOIIIABA CAMO €IHO JIUIIE.

Un. 11. (1) (Jom. - AB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.) IIpousBogutensaT Ha
MEAUIIMHCKH U3JENUs € JUThKEH Ja TU MPOEKTHpa, pa3padoTBa, MPOU3BEXK/IA, OMIAKOBA M €TUKETHPA B
CHOTBETCTBUE CHC CHIIECTBEHUTE U3UCKBAHUSI, OMIPEICTICHN B HApEOUTE 1O 4Wi. 18 OT TO3M 3aKOH W/WUITU
Ha IjaBa rera "a" u Ha Hapen6ara o wi. 211, an. 1 ot 3akoHa 3a 3amuTa OT BPEJHOTO Bb3/IEHCTBHE HA
XUMHUYHUTE BEIIECTBA U CMECH, U JIa OCHUTYPHU OIICHSIBAaHE HA CHOTBETCTBHUETO UM IO MPIJIOKHMHTE 32
TAX TPOIEAYPH.

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

(3) (Hosa - /IB, 6p. 110 ot 2008 r., mom. - /1B, Op. 84 ot 2012 r., B cua ot 02.01.2013 r.)
[Tpou3BoaUTENAT MOXKE J]a BB3JIOKH Ha YITBIHOMOIICHUS CH MPEICTaBUTEN Ja MPHIOKH MPOLETYPUTE
0 OLICHSIBAaHE Ha ChbOTBETCTBUETO, OMPEICTICHU B HapeaOuTe mo wi. 18 OT TO3W 3aKOH W/WJIM Ha TJiaBa
nmeta "a" m Ha Hapenmbarta mo wi. 21x, an. 1 or 3akoHa 3a 3amUTa OT BPEAHOTO BBH3JAEHUCTBUE Ha
XUMHUYHUTE 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, OnpeneieHd B HapeaOWTe Mo 4. 18, W3ucCKBaT Hamecara Ha
HOTH(HIMPAH OpraH mo 4i. 63, an. 4, TPOU3BOJUTENAT WM YIBIHOMOIIECHUSAT MY MPEICTaBUTEN B
CIIyJauTe TI0 aj. 3 Bb3Jjiara Ha u30paH OT Hero HOTH(HUIIMPAH OpraH Jia U3IIBJIHA MPWIOKHUMHUTE 32 BUA
Ha U3/IEJIUETO MPOLIETyPH B PAMKHUTE HA KOMIIETEHTHOCTTA MY.

(5) (dom. - JIB, 6p. 110 ot 2008 r.) B cnydante Ha TPOU3BOACTBO HA MEAUITMHCKH U3ICTHS 110
1. 2, ar. 1, T. 3, mpu KOETO € H3MONA3BaHAa HEKU3HECIIOCOOHA JKMBOTUHCKA THKaH WIH
HEXU3HECTIOCOOHU TTPOIYKTH, TTOJIYYSHH OT )KUBOTUHCKH ThKaHH, TIPEIN OIEHSBAaHE HA ChOTBETCTBUETO
UM 10 aji. | TpOM3BOAUTENST U3BBPIIBA aHAIM3 HA PUCKA M YIPaBICHHE HA PHUCKAa MPH Cla3BaHE Ha
M3HUCKBaHUATA, ONPEEICHN B HapeaouTe mo ui. 18.



(6) (Ilpequmaa an. 4, w3m. - JIB, 6p. 110 or 2008 r.) IIpoM3BOIUTENAT WU HETOBUAT
YI'BJIHOMOIIICH TIPEICTAaBUTENI U HOTU(DUIIMPAHUSAT OPTaH 10 ajl. 4 CKII0YBAT JOTOBOP 3a YCIOBHSATA, TIPH
KOUTO C€ MPOBEXK/IA OLICHSIBAHE ChOTBETCTBUETO HA MEAUIIUHCKUTE U3/CIIUS.

. 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
3IpaBE€TO HA HACEJNEHUETO U 10 MOTHBHPAHO HCKaHE Ha pETMOHAHATa 3/paBHA HMHCIEKIHS, Ha
Hanmonanuust neHThp 10 OOIIECTBEHO 3/jpaBe M aHAIM3HM WJIM Ha JIEYeOHO 3aBEJeHNE MUHUCTHPBHT Ha
3/IpaBeoIIa3BaHETO UM OMPABOMOIIEH OT HETO 3aMECTHUK-MUHUCTBP MPU MOJOKHUTEITHO CTAHOBUIIE Ha
M3IBJIHUTENHUS aupekTop Ha MAJL mMoxe chC 3amoBel MO H3KIIOYEHHE J1a pa3pelid MyCKaHEeTo B
NeiicTBre Ha MEAUIIMHCKO U3Jienue, 0e3 1a ca HaJlMIe YCIOBUITA IO 4. 8.

(2) YcnoBusita M penbT 3a MycKaHe B JCHCTBHE Ha M3JeNuUs 1Mo aj. | ce ompenensr ¢ Hapenda
Ha MUHHUCTBpPA Ha 3][paBeoIia3BaHeTo.

Un. 13. (1) (Jom. - AB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.) Korato meauuHckure
W3JIeNMS ca TMIPOCKTUPAHU M MPOU3BEACHH B CHOTBETCTBUE C HAIIMOHAIHM CTAHJIAPTH, KOUTO BBHBEXKIAT
XapMOHM3UPAHUTE €BPONCHCKU CTAHAAPTH, IIPUEMA Ce, Y€ T€ OTIOBAPST Ha CHIIECTBEHUTE U3UCKBAHUS,
ompe/ielICHU B HapeaouTe 1o Wwi. 18 OT TO3W 3aKOH W/WJIM Ha TJIaBa meTa "a" u Ha HapeaOaTa 1o 4. 217,
an. 1 ot 3akoHa 3a 3alMTa OT BPEAHOTO BB3/IEHCTBUE HA XUMUYHUTE BEIIECTBA U CMECH.

(2) (M3m. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Korato MEIMIIMHCKUTE U3CTUS
mo wi. 2, an. 1, T. 2 1 3 ca NpoeKTHpaHH U IPOU3BEACHU B CHOTBETCTBUE ¢ ounmanHaTa papmaxores B
PenyOnuka bbirapus, ompeneneHa B ui. 12 Ha 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa
MEJUIIMHA, TIPUEMa CE, Y€ T€ OTTOBAPSAT HA CHIIECTBEHUTE U3UCKBAHMSI, ONIPEICIICHA B HAPEIOUTE 1O UI.
18.

(3) KoraTo meaumuuckute u3aenus mo 4wi. 2, ain. 1, . 1 oT cnuchk A, a mpu HEOOXOIUMOCT - U
oT cnuchbk b, ca mpoekTupaHu W MPOU3BEICHH B CHOTBETCTBUE C OOIIM TEXHUYECKHU Clenr(UKAIINU,
rpueMa ce, 4e Te€ OTTOBapST Ha ChIIECTBEHUTE U3MCKBAHUS, ONIPEICTICHN B HapeaouTe 1o 4. 18.

(4) Koraro mpou3BOIMTENAT HE MOXE Ja CMa3d HW3UCKBAaHUATA Ha ain. 3, TOM mpuema
TEXHUYECKU PEIICHUS, C KOUTO J1a TOCTUTHE €KBUBAJICHTEH PE3yJITaT.

(5) Koraro ycraHoBHW, uYe CTaHAApTUTE MO ajd. | He MOKPHBAT HAMBIHO CBHIIECTBEHUTE
M3UCKBaHMs, onpeneneHr B Hapenoute mno ui. 18, MAJI u3rorss u chriacyBa oduiMaliHa JbpKaBHA
MO3UIIMS, KOSITO ce MpeAcTaBs Ha EBporneiickaTta KOMUCHS.

Un. 14. (1) (Jom. - JAB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.) [IpousBogutensT Ha
MEIULMHCKN W3JIeNs CbCTAaBs TEXHUYECKAa JIOKYMEHTAllMsl, YMETO ChIbPKAHHE € ONpPENEJICHO B
ChOTBETHUTE HapeaOu mo wi. 18 oT To3u 3aKkoH W/mnu Ha Hapeabarta mo ui. 217, an. 1 ot 3akoHa 3a
3alllUTa OT BPEAHOTO Bb3ACHCTBUE HA XUMUYHUTE BEUIECTBA U CMECH.

(2) Cnen w3mbIHEHWE HAa TPUIOKAMUTE TPOLEIYpPH 3a OIEHSABAaHE HA CHOTBETCTBUETO
MIPOU3BOJUTENSAT UM HETOBUSAT YII'BITHOMOLIEH MPEICTABUTEN ChCTaBs JEKJIapallus 3a CbOTBETCTBUE HA
MEIUIMHCKOTO U3JCIUE.

(3) [IpousBOAUTENAT WM HETOBUAT YIIBIHOMOIIEH MPEICTAaBUTEN € JUTBXKEH Ja ChXpaHsIBa
TEXHUYECKaTa JOKYMEHTalus Mo all. | ¥ JexiapanusTa 3a CbOTBETCTBHE IO all. 2 Hal-MajKo 5 TOJAUHU
OT JlaTaTa Ha MPEyCTAHOBsIBaHE HA MIPOU3BOJCTBOTO HA MEIUIIMHCKOTO U3/ENIUE U Ja TH MPEACTaBs Mpu
MOMCKBAHE 32 MPOBEPKa Ha JuIarta mno 4wi. 86, ai. 2.



UYn. 15. (1) "CE" mapkupoBkata ¢ rpa@u4HO n300pa’keHHE ChITIACHO MPUIIOKEHUETO, KOSTO ce
HaHAcs BBpPXY MEIMLMHCKOTO H3JeNHe Mpeau MYyCKaHeTO My Ha ma3apa W/WIM MYCKaHETO MYy B
neiicTBue, TpsOBa J1a ce pa3unTa JIECHO M J]a HEe MOXKE Ja ce 3aJIn4u 0e3 cleu.

(2) "CE" mapkupoBKaTa ce HaHacs Ha BHAMMO MSCTO BBPXY H3JEIUETO, B MHCTPYKIUATA 3a
ynotpebda U BbpXy HEroBaTa CTEpUIJIHA OIIAKOBKA, aKo MMa TakaBa. Koraro € Bb3MOXHO, TS c€ HaHacs U
BBPXY NOTPEeOUTENICKATa OMAKOBKA.

(3) "CE" mapkupoBKaTa MMa BUCOYMHA HA-MaJIKO 5 MM, aKO CbOTBETHATa Hapeada mo wi. 18
He mnpenBuwxaa apyro. Ilpm HamansBane wuiam yBenuuyaBaHe pasmepa Ha "CE" wmapkupoBkara
PONOPIMHUTE B rpauyHaTa Mpeka TpsiOBa 1a Ob/IaT Cria3eHHu.

(4) (M3m. - IB, op. 110 ot 2008 r.) o "CE" wmapkupoBkaTta mo ai. | ce HaHacs
UACHTU(DUKAIIMOHHUAT HOMEp Ha HOTUQUIMpAHHWs OpraH B ciaydaute mo uwi. 11, am. 4, xorato
MpOLEAYPUTE, OTIpeiesieHU B Hapeaoute mo wi. 18, U3uCKBaT HaHACSIHETO MY.

(5) "CE" mapkupoBKaTa ¥ WICHTU(DUKAIMOHHUAT HOMEp MO ajl. 4 HE ce HaHACAT BBPXY
U3JIEJIMETO caMo KOraTo pa3MepuTe U (popmara Ha U3EIMETO HE TT03BOJIABAT TOBA.

(6) Besika npyra MapKUpOBKa, KOSTO C€ HaHACS BbPXY M3/IEIHETO, BbPXY OIMAKOBKATa MY W/WIIN
B MHCTPYKLIHATA MY 3a ynoTpeba, He TpsaOBa Jja MoABEXk/1a MOTPEOUTENS - MEAUIIMHCKH CIIEIUATUCT WU
MAIMeHT, OTHOCHO MapKUpOBKaTa 1o ajl. 1 u He TpsiOBa Aa HapymaBa HeWHATAa BUAMMOCT U YETJIUBOCT.

(7) B cmywaii Ha wu3menus, KOMTO c€ MycKaT Ha ma3zapa B cTepwiHa omnakoBka, "CE"
MapKUpOBKaTa C€ HaHacsi KakTO BbpPXY CTEpUIHATA, Taka U BBbPXY IMOTPEOMTENCKAaTa OMAaKOBKa Ha
U3JIETHETO.

(8) Ilpu wmsutocTHO TpepabOTBaHE Ha W3AEITUETO, KOETO MOXKE Ja IMOBJIMSIE Ha HErOBOTO
6e3omacHo u3nomsBane, "CE" mapkupoBkaTa ce HaHacs clie[l TIOBTOPHO OIICHSBaHE HAa W3AEITUETO
CBIJIACHO MPUIIOKUMUTE MPOLIETYpH, OIIPENIETICHH B Hape10uTe 1o ui. 18.

(9) (Hom. - B, 6p. 84 ot 2012 1., B cuma ot 02.01.2013 r.) Koraro MeauImHCKOTO U3/IEIHUE € B
MIPWJIOXKHOTO T0JIE€ Ha HapeaAOuTe Mo wi. 7 OoT 3aKOHA 332 TEXHUYECKUTE M3UCKBAHUS KbM IMPOJTYKTHTE
u/unyd Ha TiaBa mera "a" w Ha Hapembarta mo wi. 21x, am. 1 or 3akoHa 3a 3amuUTa OT BPEIHOTO
BB3/ICHCTBME HAa XMMUYHHUTE BEIIECTBA M CMecH, IpeaBkaamy HaHacsiHe Ha "CE" mapkupoBka,
MapKUpPOBKaTa YAOCTOBEpPSBA CHOTBETCTBHETO HAa U3JIENMETO C M3MCKBAHMATA HA BCSKA OT HapenOuTe,
OCBEH aKO B HapeJ0UTe € MPEeIBUICHO APYTO.

(10) Ha u3nox06u, maHavpu, 1eMOHCTpAIH, TPOMOIIMH, HAYYHH U TEXHUYECKU KOH(PEPEHIINU
MOTaT JIa Ce MPEJICTaBIT MEAUITMHCKN u3ienus 0e3 HaneceHa "CE" mapkupoBka.

(11) B cnydaute mo an. 10 mpou3BOAUTENSAT HAHACS BBPXY M3JEIHATa BUAMUMO OOO3HAUYECHHE,
KOETO HEeJIByCMHCIIEHO [T0Ka3Ba, Y€ T€ HE ca IpeIHa3HaueH! 3a MyCKaHe Ha Ma3apa W/WIM 3a IyCKaHe B
JEUCTBHE.

Un. 16. (1) IlpowsBomuTensiT Ha MEIUIIMHCKU U3JEIUS € JUIBKEH Ja TOCOYH HMMETO,
CeJJVIMIIETO U aJpeca CU Ha YNpaBJieHUE BbPXY U3/EIUETO, BbPXY OMAKOBKaTa My U B MHCTPYKIIMATA 32
ynotpeba. MHcTpykius 3a ynorpeda He ce M3MCKBa 3a m3aenus mo wi. 2, an. 1, 1. 3 ot kiac [ u Ila,
KOUTO IO MpeleHKa Ha MPOM3BOAUTEN MoraT Ja ce H3Moy3BaT Oe30macHo 0Oe3 MHCTPYKLHUS 3a
ynoTpeoa.

(2) Bppxy onakoBkaTa U B MHCTPYKIHTA 3a yIoTpeda Ha U3JIeNus, KOUTO C€ BHACAT OT TPETH
Obp)KaBU Ha TEepUTOpHATa Ha EBponeickus Cbpo03 WIM Ha TepuTropusTta Ha EBponeinckoTo
MKOHOMMUYECKO MPOCTPAHCTBO, C€ IOCOYBAT JONBJIHUTEIHO MMETO U aJPECHT HA YIIBIHOMOIIEHHUS
MIPe/ICTaBUTEN U HA BHOCUTEJIS.

(3) Unctpykuusra 3a ynorpeba TpsiOBa ja ObJie ChbCTaBeHa U Ha OBJATapPCKU €3HK.

Ui 17. IIpou3BOOUTENAT WM HETOBUAT YI'BJIHOMOIIEH IPEACTABUTEN € JUIBKEH J1a OCUTYpH



0€30MacHOTO WHCTAJMpaHe Ha MEIUIMHCKUTE W3JeNnus Ha Teputopusara Ha PemyOnuka Bbwirapus,
Koraro crnenudukata UM H3HCKBAa TOBa CHIVIACHO HHCTPYKLHUATA 3a ynorpeda, W Ja rapaHTupa
MOAPBIKKATA UM.

. 18. (U3m. - JIB, 6p. 82 ot 2009 1., B cuia ot 16.10.2009 r., uzm. - [IB, 6p. 14 ot 2015 r.)
MUHUCTEPCKUAT CHBET MO MPEAJIOKEHHE HA MUHUCTbpPa Ha 3/paBEOIa3BaHETO M HA MUHHUCTBpA Ha
WKOHOMHKATAa OTPEeIIsi ¢ HapeAOH 3a MEAUITMHCKUTE U3ACIIUS 110 WI. 2, aj. 1:

1. ChIIECTBEHUTE N3UCKBAHUS,

2. TpoleaypuTe 3a OlCHSIBAaHE HAa CBHOTBETCTBHETO CbhC CBHIIECCTBEHUTE HW3HCKBAHHUS W
ChABPKAHUETO HA TEXHUYECKATA JOKYMEHTAIIUS;

3. mpaBuiiaTa 3a KJIacHpUKaIKsI Ha MEAUIIMHCKUTE U3 110 Wi. 2, ai. 1, 1. 3;

4. cnuchblIUTe, ONpEAeNdild oOXBaTa Ha TPYNUTE WH BUTPO JAMATHOCTUYHH MEAUIIMHCKU
H3IEIINS;

5. W3HUCKBAaHUATA 3a MPOBEXKJAHE HA aHAIM3 HAa PUCKA M 3a YINpaBJICHHE Ha pHCKa 3a
MEIHIIMHCKH H3Aeaus mo wi. 11, ain. 5.

Paszngea III.
Ilyckane Ha ma3apa u/WiN MycKaHe B JeliCTBHE HA MEeIUIIMHCKHU U31eJIHsl, U3Pad0TEeHH 10
MOPBHYKA

Un. 19. (1) (U3m. - [AB, Op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) [IpousBoautenar wiu
HErOBUAT YIBIHOMOIIEH MpPEICTaBUTEN, Mpeau Aa MyCHE Ha ma3zapa W/WId B JACHCTBUE MEIUIIUHCKO
U3JIeHe 1Mo Wi. 2, ai. 1, T. 2 win 3, u3pabOTeHO 10 MOPhUKA, ChCTABS IOKYMEHTAIHS, KOSTO ChIbPKA:

1. umMeTo U azpeca Ha MPOU3BOTUTEIIS;

2. uACHTU(PUKAIMOHHN JaHHH Ha U3/ICIINETO;

3. neknapanus, 4€ METUIIMHCKOTO HU3JeNHe € MpelHa3HaueHO 3a CreluanHa ymoTpeba ot
KOHKPETEH IMalUeHT, YUETO UME CE MTOCOUBA;

4. UMeTO Ha JIeKaps WX Ha JIeKaps MO JeHTallHAa MEAMIIMHA, KOUTO € M3rOTBUJ 3aJaHHETO 32
n3pabOTBaHE Ha U3JIETUETO, U HAMMEHOBAHHUETO Ha JICUEOHOTO 3aBEJCHUE, KOTAaTO € Bh3MOXKHO;

5. cnenupUYHU XapaKTePUCTUKH Ha MEIUIIMHCKOTO H3JeNne ChIIIACHO 33aHHUETO;

6. IeKIapanus, 4e U3/IeJIMeTO ChOTBETCTBA Ha TPUIIOKUMUTE 32 HETO CHIIICCTBCHH N3UCKBAHUSI.

(2) (M3m. - 1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) B cnydauTe, Korato u3faenueTo He
OTroBaps Ha HAKOE OT NPHIOKHMHUTE 3a HEr0 ChHINECTBEHW H3UCKBAHHS, HECHOTBETCTBUETO CE
000CHOBaBa B JieKJIapalusira mno ai. 1, T. 6.

(3) (Hon. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) JoxymeHnranusra mno ai. 1 ce
ChXpaHsiBa OT MPOU3BOAMTENS WM OT HETOBHUS YIBIHOMOIIECH MPEACTaBUTEN 3a CPOK Hal-Maako 5
TOJIMHY, a B CIYYaWTe Ha UMIUTAHTUPYEMH METUIIUHCKA W3ICNHUs 1Mo Wi. 2, al. 1, T. 3 U Ha u3aenus 1o
. 2, an. 1, T. 2 - 3a cpok Hail-manko 15 rogunu.

(4) (HoBa - JIB, 6p. 110 ot 2008 r., B cuina ot 21.03.2010 r.) JokymeHnTamnusTa mno ai. 1,
MpUApYXKaBaIla U3AenusiTa mo wi. 2, an. 1, T. 2 u uzaenusaTa mo wi. 2, ain. 1, 1. 3 ot kiac Ila, 116 u 11, ce
MIPEIOCTaBs Ha KOHKPETHUS TAIMEeHT, WICHTU(UIIMPAH ¢ UMe, aKPOHUM HITH ITUPPOB KO/,

(5) (ITIpeaumna ain. 4, uzm. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) [TpousBoguTenst
Ha m37enus mo wi. 2, an. 1, 1. 2 u 3, u3paboTeHu Mo MOphYKa, MPeAocTaBs MpHu mouckBane oT MAJI
CIHUCHK Ha U3/IETHATA, TyCHATH B JACCTBHE HA TepuTopusTa Ha Pemybnuka bearapus.

Un. 20. (1) (M3m. - 1B, 6p. 110 ot 2008 r.) [Ipow3BoauTensiT ChCTaBsA JAOKYMEHTAIIHS,



BKJIIOYBAIA ONKMCAHUE Ha MPOEKTHPAHETO, Ha MPOU3BOACTBOTO M HA JCHCTBUETO HAa U3JIEIHUETO,
BKJIIOUMTETHO OYaKBaHOTO JAEWCTBHE, KOSATO MO3BOJISIBA OIEHSBAHE CHOTBETCTBUETO HA H3EIUETO C
M3UCKBAHMATA HA TO3W 3aKOH U Ha HapeaOute mo wi. 18. B mokyMeHTanusTa ce mocoyBa u aJipechT HA
MIPOU3BOJICTBEHOTO/IIPOU3BOCTBEHUTE MTOMEIIEHUE/TTOMEILICHUSI.

(2) pousBoauTENAT € JUIHKEH Ja HpeArnpreMe HeoOXOIUMHUTE MEpKH, 3a J]a OCHTYPH 4pe3
MIPOM3BOJICTBEHUS MPOIEC ChOTBETCTBUE HA U3/ENUATa MO Wi. 19 ¢ ToKyMeHTanusTa o ai. 1.

(3) (Hosa - IB, 6p. 110 ot 2008 t.) [Ipon3BOaUTENAT MIPEAOCTABS JOKYMEHTAIUATA 1Mo ai. 1 3a
MpOBEpKa IpU MOMCKBAHE HA JiMIlaTa mo 4j. 86, ai. 2.

Pazpen IV.
IlIyckane Ha ma3apa HA CHCTEMH WJIM HA00OPH MeIMUMHCKU U3/1eJus

Ui 21. (1) ®usnyecko WK IOPUIAIECKO JIUIE, KOETO KOMIUIEKTYBa MEIUITMHCKH U3CIIUS 10
ui1. 2, an. 1, 1. 3 ¢ Hanecena "CE" mapkupoBka, mpeau 1a TH IyCHE Ha ma3apa KaTo CUCTeMa WiIu Habop,
ChCTaBs JCKJIapalus, B KOsATO 3asBsBa, 4e:

1. € KOMIUIEKTYBaJI CUCTeMAaTa WM Habopa B 3aBUCUMOCT OT MPEAHAZHAYCHUETO HA OTICITHUTE
W3JIeHs U OTPAaHUYCHUATA UM 32 YIoTpeba, onpeaeseHu OT IPOU3BOJUTEIUTE;

2. € MpOBEPWJI ChbBMECTUMOCTTA Ha OTACIHUTE MEIULIMHCKU U3JIETUS U € MPOBEJ ONEPALUUTE
M0 KOMILJIEKTYBaHE B ChOTBETCTBHUE C MHCTPYKIIMUTE HAa IPOU3BOIUTEIIUTE;

3. ¢ omakoBaJ cHCTEMaTa WM Ha0opa W € MPeIoCTaBWI HeoOXxoaumara WHGOpMAaNUs Ha
MOTPEOUTENUTE, KOATO BKIIOYBA CHOTBETHUTE HHCTPYKIIUU OT MPOU3BOIUTEIUTE;

4. neifiHOCTTa MY € OOCKT Ha ChOTBETHH MPOIICYPH 32 BHTPEIICH KOHTPOJ U ITPOBEPKA.

(2) Koraro HsKOE€ OT HM3WUCKBAaHUATA HA al. | HE € M3MBIHEHO, CHUCTEMaTa WM HaOOPBT
MOJIJISKAT HA OIECHSIBAaHE HA ChOTBETCTBHETO ChC CHINECTBCHUTE U3MCKBAHMS, ONIPEIICIICHA B HAPEIOUTE
mo . 18.

Un. 22. (1) ®usnvecko UM IOPUIUYECKO JIUIE, KOETO CTEPHIIM3HMpa CUCTEMH WM Habopu
MEIHMIIUHCKU W3Jeaus 1Mo wi. 21 W/Wiau MEOWIMHCKA u3aenus mo wi. 2, aix. 1, 1. 3 ¢ nanecena "CE"
MapKUpOBKa, MpeAHa3HAuYeHU OT MPOM3BOAMTENS Aa ObJaT CTEPUWIM3HPAaHU Mpeau yrnorpeda, 3a 1a T
IIyCHE Ha Ta3apa, Tps0Ba Ja OLIEHU CHOTBETCTBHETO UM IO MPOLEIAYPH, ONpPECIEHN B ChOTBETHATA
HapenOa mo 4. 18.

(2) (Hom. - AB, 6p. 110 ot 2008 r.) IIpuaranero Ha nmporuexypute no ain. 1 u nedcrBusTa Ha
HOTU(QUIMPAHUS OpraH ce OrpaHHyaBaT 10 NOCTUTaHE Ha M3MCKBAHMSTA 332 CTEPUIIHOCT 10 MOMEHTA Ha
HapyllaBaHe LeJ0CTTa Ha OIIAKOBKATa HA U3/IENIUETO.

(3) JIunero mo an. 1 cbeTaBst Aekapalus ChIrilaCHO U3UCKBAHUATA, TIPEABUICHU B ChOTBETHATA
Hapez0a, ye cTepUIn3alyaTa € U3BbpIleHa B ChOTBETCTBUE C HHCTPYKIIMUTE Ha IPOU3BOIUTEIUTE.

Un. 23. (U3m. - IB, 6p. 110 ot 2008 r.) Jlunara mo un. 21, an. 1 u wi. 22, an. 1 cexpaHsBar
JeKJIapaluuTe 32 CPOK 5 TOJUHU U THU MPEIOCTaBsT MPH MOMCKBaHE 3a MPOBEpPKa Ha JUIaTa Mo Wi. 86,
an. 2.

Y. 24. CuctemuTte wiv HAOOPUTE METUITMHCKU U3JENUS 10 Wi. 21, CTepUIM3UpaHUTE CUCTEMH
WM HAa0OpM W MEIUIMHCKUTE u3nenus mo wi. 2, an. 1, T. 3 c¢ Hanecena "CE" wmapxupoBka,
MpeHa3HauYeH! OT MPOU3BOIUTENS J1a ObJaT CTEPUIIM3UPAHU TIPEeIn yIoTpeda, ce mycKar Ha ma3apa 0e3
nombiaautenHa "CE" MapkupoBKa, IPpUAPYKEHU OT MHCTPYKIMS 3a ynoTpeda, KosATO BKIKOYBA, KOTaTo €



HeoOxouMo, HH(OpMALIUATA, TIPEJOCTABEHA OT MPOU3BOIUTEIINTE HA OTACITHUTE U3/CNUs OT CUCTEMaTa
WM Habopa, U3UCKBAHUATA KbM KOSITO ca OIpe/ie]ieHd B ChOTBETHATa Hapeaoa mo ui. 18.

Pa3zgen V.
OueHsiBaHe Ha /1eliCTBHETO HA UH BUTPO IMATHOCTUYHYU MeIULIMHCKH U3/1eJIusl

Ui 25. (1) Ouenkara Ha ChOTBETCTBUETO HA MH BUTPO JUATHOCTUYHUTE MEIUIIMHCKU WU3CIIHS
ChC crenu(pUIHOTO UM TIpeIHA3HAYCHHUE TIPU YCIIOBHUS Ha yrmoTpeOa, onpeesieHd OT MPOU3BOJIUTEIS, CE
M3BBPIIBA C OIlEHKA Ha JIEHCTBUETO Bh3 OCHOBA Ha!

1. cOopHU naHHU OT Hay4dHATa JUTEpaTypa, OTHACSIIM Ce€ JO0 MPeIHa3HAYCHUETO Ha U3/ICIUETO,
Y KPUTWYEH aHAIW3 Ha TE3U JaHHU, U/WIH

2. pe3yATaTUuTe OT U3MUTBAHUATA MPHU OLICHKA HA JACHUCTBUETO WIIA JPYTH MOJIXOSIIN TECTOBE.

(2) Ilpou3BOAMTENAT WM HETOBUAT YITBIIHOMOIICH NMPEACTaBUTEN, NMPEAN J1a MPEIOCTaBU WH
BUTPO JMArHOCTUYHM MEIUIIMHCKUA W3JENUs 3a OLEHsABaHE Ha JIEWCTBHUETO B aKpeIuTHpaHa
naboparopus, CbCTaBs TOKYMEHTALIUs, KOSTO ChAbPXKA:

1. uneHTH(UKAITMOHHN JaHHH Ha U3/ICIINETO;

2. IUIaH 3a OLEHSIBaHE, KOWTO ChIbpKa LIeNTa, HAYYHUTE, TEXHUYECKUTE WM MEIULMHCKUTE
OCHOBaHMs1, 00XBaTa Ha OLICHSIBAHETO M OpOs HA U3/CIHATA;

3. CHUCBHK Ha aKpeIUTHpPAHUTE TadOPaTOPHUH, KOUTO Y4acTBaT B OLICHABAHETO;

4. HavaJHAa JaTa U IJIaHUpaHa MPOIBDKUTEITHOCT Ha OIEHABAHETO;

5. mpu U3aenus 3a CaMOTeCTyBaHe - MICTO U Opoi Ha nurata 6e3 MeAUIUHCKA KBaTupUKaIus,
KOUTO III€ YJacTBaT B OIICHSBAHETO;

6. Aekiapamnus, Y€ MEIUIMHCKOTO H3JIeJMe ChOTBETCTBA HA MNPUIOKHUMHUTE CBIIECCTBEHU
W3HUCKBaHUS, C M3KIIOYCHHUE HA T€3H, KOUTO ca OOCKT Ha OIICHSIBAHE HA JICHCTBUETO U KOUTO Ca H3PHYHO
IOCOYCHU, U Y€ ca MPEANPHETH BCUYKH MPEANAa3HH MEPKH, HEOOXOAMMH 3a 3alluTa Ha 3/paBeToO U
0€30IMMacHOCTTa HA MEIUIIMHCKHUTE CTIICIIHAIMCTH, Ha TTAIUSHTHTE WM HA TPETH JIHIIA.

Un. 26. (1) IIpousBoaurensT cbCTaBs TEXHHUYECKaTa JOKyMeHTauus mo wi. 14, an. 1 u 5
MPEACTaBs 3a MPOBEPKA MPHU MOMCKBAHE Ha JUIaTa Mo wi. 86, ai. 2.

(2) IIpousBoauTeNAT € JUIbXKEH Ja NpeArnpreMe HeoOXOIUMHTE MEpKH, 3a JJa OCUTYpH 4pe3
IIPOM3BOJICTBEHUSI TPOIEC CHOTBETCTBUE HAa MH BHUTPO JUArHOCTMUHUTE MEIUIMHCKU U3JENIUSA 3a
OLICHsBaHE Ha AEUCTBHUETO C JOKYMEHTALUATA 110 aJl. 1.

I'naBa BTOpA.
PEI'ICTPALIUSA HA JIMIA, KOUTO TYCKAT MEANIIUHCKHU U3JAEJINSA HA ITAZAPA
BAI'JL. U3M. - 1B, BP. 110 OT 2008 I'.)

Y. 27. (1) (U3m. - [IB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) KoraTto nmpou3BoguTesIT
Ha MEIMILMUHCKYU U3JeNus 1o Wwi. 2, an. 1, T. 3 ot kiac I, npou3BOAUTENAT HA U3AENUA 110 Wil. 2, ai. 1, T. 2
1 3, n3pabOTeHHU MO MOPBHUKA, KAKTO U (PU3UIECKOTO WIIA FOPUIUYECKOTO JIuIie 1Mo wi. 21, an. 1 u un. 22,
an. 1 ca peructpupanu no THProBCKUs 3aKOH, T€ MOJaBaT 3asBICHUE 3a PETUCTpalus 1Mo obpaszer 10
m3nbaHUTENHUS aupektop Ha MAJl He mo-kbcHO OT 14 nHM ciien MmycKaHe Ha M3JEIMETO Ha maszapa
W/WH B IEHCTBUE Ha TepuTopusTa Ha PenyOnuka brarapus.

(2) KbM 3asBIeHHETO 3a perucTpanus 1o ai. | ce mpumarar:

1. (u3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) envHeH UASHTH(PUKAIIMOHEH KO HA
JPYXKECTBOTO;

2. HAUMEHOBAHUE U OMHMCAHKUE HA U3JEIIUETO;



3. IOKyMEHT 3a IJIaTeHa TaKca B pa3Mep, onpeiesieH B Tapudarta mo wi. 7, ai. 1.

(3) (U3m. - JIB, Op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) JIumara mo an. 1 ca 1abxHHA 112
yBEAOMAT B 14-mHEBeH CpOK M3NbIHUTENHUA gupektop Ha MAJI nmpu nmpomsiHa Ha ajgpeca cu Ha
ynpasnenue. [Ipu npomsiHa B uHGopManusTa o ai. 2, T. 2 Muata 1no aji. 1 nogasar 10 U3NbJIHUTEIHUS
nupekrop Ha MAJI 3asBieHneTo 1o ai. 1, KbM KOETO IpuiiaraT CBbP3aHUTE C IPOMSAHATA JOKYMEHTH 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 mpousBoauTensaT Ha u3aenus mo wi. 2, ai. 1, T. 1 mycka oT cBoe UMe Ha
nasapa W/uiM B JCHCTBHE Ha TepuTopusiTa Ha PernyOnuka beirapus Te3u u3aenust U € perucTpupaH 1mo
Tbproeekus 3aK0oH, TOH MoJaBa 3asBJICHHUE 3a PErUCTpalys Mo odpasell A0 UMBIHUTEIHUS TUPEKTOP Ha
NAJL

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

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

2. uHpopManus 3a OOIIUTE TEXHOJOTUYHU W/WJIM aHAIUTHYHU XapaKTEPHCTUKH, CBHp3aHa C
PEaKTUBUTE, MPOAYKTUTE OT PEaKTUBUTE, KATUOPATOPUTE U KOHTPOIHUTE MaTepUaH;

3. B cimyvail Ha u3enus oT cnuchlu A, b 1 nznenus 3a caMoTecTyBaHe - HAMMEHOBAaHUE, BUJI U
MOJIe]l Ha U3JENUETO, aHAIUTUYHHN U KOTaTo € HEOOXOAMMO, IMarHOCTUYHH MapaMeTpH MO OTHOIIECHUE
Ha CBUICCTBEHUTE HW3HMCKBAHWSA, MOCOYEHW B Hapenowre mo wi. 18, pesynratu OT OIEHKara Ha
JEMCTBHUETO O TJlaBa IbpBa, paszaen V;

4. yHCTpYKUMS 32 ynorpeda Ha OBITapCKH €3UK;

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

(3) (U3m. - B, 6p. 110 ot 2008 r.) [IpousBoauTensT, KOWTO OT CBOE MME IyCKa Ha Ma3apa
W/Wiu B IeficTBUE Ha TepuTopusiTa Ha Pemybnuka bbarapus HOBO MH BUTPO AUATHOCTUYHO METUIIMTHCKO
u3/eNie, KOrato € peructpupan no TeproBckus 3akoH, nogaBa a0 MAJl gokymeHTtamusita mo ai. 2,
KAaKTO U yKa3aHHE, Y€ U3/AEITUETO € HOBO.

(4) (M3m. - B, Op. 110 ot 2008 r.) U1 BUTpO AMAarHOCTUYHO METUIIMHCKO U3/I€TTUE € HOBO, aKO
Ha Iaszapa Ha JbprKaBa WICHKa WM Ha JbpkaBa 0T EBpoONeiickOTO MKOHOMHYECKO MPOCTPAHCTBO IPE3
MOCJIEAHUTE TPU FOJIUHU:

1. TakoBa m3Aenue He € OWJI0 MOCTOSHHO HAIWYHO 33 aHAIM3HPAHUTE BEIECTBA WU JAPYTH
napameTpH, Uiu

2. He e Owia HalIWYHA aHAJIUTHYHATA TEXHOJOTHS, M3MOJ3BaHA 32 JaJCHUTE aHAIM3UpPaHU
BelIeCTBa WU MapaMeTpH.

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

(6) (M3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) 3asBieHHETO 32 perucTpaus mno
an. 1 u 3 ce mogasa B 14-AHEBEH CPOK OT JaTara Ha MyCKaHe Ha IMa3apa W/WIK MyCcKaHe B JIEHCTBUE Ha
u3genusaTa mo wi. 2, ain. 1, T. 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
yBEIOMSAT B 14-1HEBEH CPOK M3NbIHUATENHUSA qupekTop Ha MAJT pu:

1. mpomsiHa B ajpeca Ha yIIPaBJICHHUE;

2. 3HAUUTEJIHA TPOMEHU B MHpOpMaIusTa 1o ai. 2, T. 2 u 3;

3. (ot™. - 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 cuma ot 21.03.2010 1.) (1) B cnyyaute mo 4. 10, an.
2, KOraTo YI'bJIHOMOLICHUST NPEACTaBUTENl € peructpupad no TwproBckus 3akoH, mogaBa a0 MAJI



3asBIICHHME U MPUAPYXKaBalaTa ro JOKyYMEHTAIM 3a U3enusiTa no wi. 27, ai. 1 w/umm no wi. 28, an. 1
nu 3.

(2) YobnuomoteHusT npeacrasuren no ain. 1 yBegomsisa MAJI mpu Beska npomsiHa Ha ajapeca
CH Ha YIIpaBJICHUE.

Ui 30. (U3m. - JIB, 6p. 110 ot 2008 r., B cuina ot 21.03.2010 r.) 3a BCUuKU u3Aenus mo 4i. 2,
an. 1, 7. 2 u mo wr. 2, ain. 1, 1. 3 ot kuac Ila, 116 wmu III, mycHaTu B AeiicTBUE HA TEpUTOpHUSTA HA
Peny6muka bouarapus, MAJI Moxe na moucka AaHHW, WACHTU(QUIMPAILU HW3JEIHETO, E€TUKET U
MHCTPYKLUS 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. - 1B, 6p. 43 ot 2016 1., u3m. - JIB, O6p. 102 ot 2018 r., B cmia ot 01.01.2020 1.)
M3mpnHuTEeTHATA areHmMsl IO JIeKapcTBaTa MOJIbpXKa Ha HHTEPHET CTpaHWIaTa CH CIHCHK Ha
MEIUIIMHCKUTE W3JeIus, KOUTO MoraT jJa ObJaT 3alllallaHd CbC CpeACcTBa OT OrojpKeTa Ha
Hammonanmunata 3apaBHOOCHTYPUTEIIHA Kaca, OT JIbp)KaBHHS OWOJDKET, W3BBH OOXBaTta Ha
3aIBJKUTEIHOTO 3/IPaBHO OCHUTYpsiIBaHE, OT OroJpKeTa Ha JeueOHUTE 3aBeACHMs M0 4. 5 oT 3aKoHa 3a
JedeOHUTE 3aBECHMS, KAaKTO M ChC CPEIICTBA HA JICUCOHHUTE 3aBEJACHUS C IBP)KABHO H/WIIM OOIIUHCKO
yuactue 1o 4i. 9 u 10 ot 3akoHa 3a ieyeOHUTE 3aBe/ICHUSI.

(2) CiucbkbT 10 all. 1 chabpxa:

1. 0Oy naeHTH(PUKAITMOHHY JTAHHU M XapaKTePUCTUKHA Ha MEIUIIMHCKOTO U3JICITUE;

2. cepTH(PUKAIMOHCH U PETUCTPAIIMOHCH CTaTyC HA METUITUHCKOTO U3JIEIHC;

3. Thproecka HH(pOpMaIKs, BKIIOUYUTETHO MPOAKHA IIEHA 32 MEIUIIMHCKOTO U3/CIINE, KaKTO U
3a MPOU3BOIUTEIS/ YITBIHOMOIIEHUS TIPEJCTABUTEN HIIM ThProBella Ha MEIUIIMHCKOTO U3JICIIHE;

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

(3) (U3m. - B, 6p. 102 ot 2018 r., B cuna ot 01.01.2020 r.) YcnoBusita v peAbT 3a BKIIOYBAHE
B CIIUCHKA MO al. | ¥ 3a HErOBOTO MOJIbPIKAHE CE OMpEIeNaT B Hapenda, u3iajgeHa OT MUHUCThpa Ha
3/IpaBEOIa3BaHETO.

(4) He ce 3amnamar cbe cpelicTBa Mo ai. | MeIuIMHCKH U3IeHs U3BBH CIIMChKa 1o ai. 1.

Y. 306. (Hos - IB, 6p. 39 or 2011 r., B cuia ot 01.01.2012 r.) (1) AbpkaBara €xerogHo
orpejiesil CTOMHOCTTA, IO KOATO Ce 3aIulaliaT MEIUIMHCKUTE W3JIeNINs, BKIIOYEHHU B CHHMCBHKA 10 Il
30a, ai. 1.

(2) YcnoBusATa U peabT 3a ONpeseNssHe Ha CTOMHOCTTAa 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) (M3m. - [IB, 6p. 110 ot 2008 r., B cria ot 21.03.2010 r.) M3npaHuTENHATA areHIUS 110
JIeKapcTBaTa BOAM PETUCTHP, KOUTO ChABPKA:

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

(3) (U3m. - [IB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) U3mbnHuTenHaTa areHus 1o
JIEKapCTBaTa MPEA0CTaBs JaHHU 3a PETUCTpalusiTa Ha 3AenusaTa mno wi. 27, ain. 1, wi. 28, an. 1 u 3 u no
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1. 29, an. 1 npu NoucKBaHe OT PETyJaTOPHU OPraHu Ha APYTU IbP’KaBU WIEHKU WIN OT PErylaTOpHU
OpraHy Ha AbpPKaBU OT EBPONENCKOTO HKOHOMUYECKO MPOCTPAHCTBO M OT EBporeiickaTta KOMHUCHSI.

I'naBa Tpera.
KJIMHUYHU UBIIUTBAHUSA HA MEJULIUHCKHU U3JEJIUA

Paznea 1.
OO0uwu pasnopendoun

Ui 32. (M3m. - 1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Knuan4yHo m3nuTBaHE C
MEJIUIUHCKHU U3Jeus 1o wi. 2, ait. 1, T. 2 u 3 ce mpoBexk/a C 1el:

1. mOTBBpPIKAAaBaHe, Ye MPH HOPMAIHU YCJIOBHUS HA yIOTpeda MU3JSIMETO U3IMBIHIBA €HA WIIH
moBede oT (PYHKIUUTE, ONPEIETICHA OT MPOU3BOIUTEIS,

2. uaeHTUUIpaHEe Ha HEXKEIaHU CTPAaHUYHU eeKTH ITPU HOPMAITHU YCJIOBUS Ha ynoTpeda Ha
U3JIEIINETO;

3. mpeleHKa JOKOJIKO HMICHTU(UIMPAHUTE HEXEIaHH CTPAaHWYHH €(DEeKTH ca B paMKUTE Ha
MIPUEMITUBHS PHCK, MPEIICHEH CIIPSAMO I0JI3aTa OT MPEABUICHOTO NIPEeIHA3HAYCHHUE HA U3/CIIUETO.

Un. 32a. (Hos - [IB, 6p. 110 ot 2008 r., B cuina ot 21.03.2010 r.) OueHsaBaneTo Ha KIMHUYHUTE
JAaHHU OT U3MUTBAHETO CE U3BBPILIBA IIPU YCIOBUS, ONIPENIEICHU B Hapea0aTa 1o 4. 48, an. 2.

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

UYn. 34. (1) KnuHu4HOTO M3NMUTBaHE € M3JeNMATa M0 wi. 32 ce MpoBeXJa MpH CHa3BaHEe Ha
OCHOBHUTE NPHUHLHUIIM, KOUTO TapaHTUpaT IpaBaTa, O€30MaCHOCTTAa, 3APaBETO U YOBELIKOTO
JOCTOMHCTBO HAa YYaCTHULIUTE B U3IUTBAHETO, ONpeaeseHn B JlexnapanusaTta oT Xen3UHKU 32 €ETUYHUTE
MPUHLIMIIN [IPU IPOBEXKJaHe Ha KIIMHUYHU U3NIUTBAHUS BbPXY X0pa.

(2) IpaBara, OGezomacHOCTTa M 3]paBeTO HA YYAaCTHULIMTE B KIMHUYHOTO M3MHUTBAaHE ce
MIOCTaBST HaJl MHTEPECUTE Ha HayKaTa U O0IIECTBOTO.

(3) KnuHMYHOTO M3MMTBaHE ce NpeArnpUeMa M MPOBEXIa, NMPH yCIOBUE Y€ MNPEABHIUMUTE
IIOJI3U 3@ Y4aCTHHKA U 33 OOIIECTBOTO OIPABIABAT PUCKOBETE.

(4) KnuanuHoTo M3nuTBaHe TPsiOBa Ja ce IIaHUpa Taka, 4e HeyJOOCTBOTO, OoNKaTa, CTpaxbT U
JpyTUTE NMPEABUANMHU PUCKOBE BbB BPb3Ka ChC 3a00JISIBAHETO J1a Ca CBEJEHU 10 MUHUMYM U IparbT Ha
pUCcKa W cTemeHTa Ha ¢u3nyecka OOJIKa Ja ca NpPeABapUTENHO ONpeAeieHH M Ja MHoJuiexar Ha
MIOCTOSIHEH KOHTPOJI II0 BpEME Ha U3MHUTBAHETO.

(5) He ce nomycka mpenocrtaBsHe Ha (PMHAHCOBHM WJIM APYrM CTUMYJIHM 3a BKJIIOYBAaHE Ha
YYaCTHUIM B KJIMHUYHOTO U3MUTBAHE OCBEH KOMIIEHCAIMH (Pa3XO/H 3a MbTHU, THEBHU U JIPYTH).

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

Uin. 36. (1) (U3m. - [IB, 6p. 17 ot 2019 r.) lsmata napopManus OT KIMHAYHO H3IKUTBAHE CE
3amucBa, 00paboTBa U ChbXpaHsBa MO HAYMH, KOWTO OCUTYpsIBa TOYHOTO M JIOKJIa/IBaHe, HHTEPIIPETUPAHE



Y MOTBBpK/aBaHe. JINYHUTE JaHHU HA YYACTHULIMTE B KJIMHUYHOTO U3MHUTBAHE CE ChbXPAHSABAT ChITIACHO
M3UCKBAHMATA 3a TAXHATA 3aIlMTA.

(2) (M3m. - B, Op. 84 or 2018 r., B cuia ot 12.10.2018 r.) lokymeHTanusTa mo ai. 1 ce
ChbXpaHsBa OT TIJIaBHUSA WJIM KOOPJAMHHpAIIUs H3ciaeaoBaren 3a cpok 20 ToauHM OT JaraTa Ha
MPUKIIIOUYBAHE HA KJIMHUYHOTO M3MUTBAHE M CE€ MPEAOCTaBs IMpH NMoucKkBaHe Ha ETuynaTta xomucusa 3a
KIMHUYHU u3nuTBaHuss mo wi. 103, an. 1 or 3akoHa 3a JIGKApCTBEHUTE MPOAYKTH B XyMaHHAaTa
Mmenunuaa u ma MAJL

Ui 37. (1) KnuHuuHO M3NMUTBaHE HA M3JSIHATA IO Wi. 32 ce JoMycKa caMo BbPXY JIUIIE:

. HAa KOeTo € MpeJoCTaBeHa MPEIBAPUTEIIHO MHUCMEHa WH(pOpMalMs 3a CHIIHOCTTA,
3HAYEHUETO, MOCIEACTBUATA U €BEHTYATHUTE PUCKOBE HAa KIIMHUYHOTO MU3MUTBAHE U B PA3roBOP C JeKap
WINA JIeKap N0 JEHTalHa MeIWIMHA - WIEH Ha W3CJENOBATEJICKHsS €KUM, ca My pa3sCHEHH IeNuTe,
pUCKOBETEe, Hey100CcTBaTa HAa U3MUTBAHETO U YCIOBUSTA, IPU KOUTO LIE CE MIPOBEKA;

2. KoeTo € UH(OPMHUPAHO 32 MPABOTO CH Jla C€ OTKaKE IO BCSIKO BpEME OT M3MMUTBAHETO, 0e3
TOBA J1a UMa OTPUIIATEITHU MOCIEICTBUS 32 HErO;

3. KOETO € Aajo JIMYHO MUCMEHO HH(POPMHUPAHO ChIIIACHE 33 yYacTHE.

(2) Koraro nuiero € HecrmocoOHO J1a M3pa3u MHCMEHO ChIIache, TO MOXeE Ja Jajae YCTHO
ChIJIaCHE B MPUCHCTBHETO HA HE3aBHCUM cBHIETEN. CBHIETENAT YAOCTOBEPSIBA MUCMEHO, Y€ JIMIETO €
M3Pa3UIIo JUYHO UH(POPMHUPAHO ChIITIACUE 32 yYACTHE B KIIMHUYHOTO U3IUTBAHE.

(3) Camo neecriocobHO nHIlE, KOETO pa3dupa CHIIHOCTTA, 3HAYCHHETO, MOCIEACTBUATA U
€BEHTYaJHUTE PUCKOBE OT KIMHUYHOTO M3MHUTBAaHE, MOXE J1a aje nHGOpMUPAHO chIylacue mo aji. 1, T.
3 u an. 2. UndopmMupaHOTO ChITIACHE 3a yUYacTHE B KIIMHUYHO M3MUTBAHE MOXKE Ja ObJie OTTEIJIEHO IO
BCSKO BpeMe 0e3 OTpULIATEIHU MTOCIEACTBHS 32 JTUIETO.

(4) KnuHUYHOTO M3NUTBAaHE BBPXY OFPAHUYEHO JI€ECIIOCOOHO ITBIHOJIETHO JIMIIE MOXE Jia ce
MPOBEXKIa clie[ MOoJyyaBaHE HAa MUCMEHO WH(OPMHUpAHO ChIVIACHE OT JUIETO U OT 3aKOHHUSA MY
npencraButTen. Ha orpaHudeHo J1eecrocoOHO TBIHOIETHO JIMIIE CE MPeaocTaBst HHpopManusiTa mo ait. 1,
T. 1 B CHOTBETCTBHE C HEroBaTa CIIOCOOHOCT 3a pazOupane. M3puuHOTO My )KeJlaHHE J1a ce OTTErJIH MO
BCSAKO BpEeME OT KIMHHUYHOTO HM3MHTBaHE TPsAOBa na ObJe B3€TO MPEABU] OT W3CIENOBATENS, a NpHU
HE00XO0AUMOCT - OT TJIaBHUS U3CIIe1oBaTe.

(5) Undopmupano chriacue 3a HEACECIOCOOHO IMBIHOJETHO JIMIE MOXE Ja Jaje 3aKOHHUAT
MYy MpeACTaBUTET.

(6) B cnydaute mo wi. 162, am. 3 or 3akoHa 3a 31paBeTo MHGOPMHpPAHO ChIIIacHe JaBa
Ha3HA4YEHOTO OT Ch/1a JIULE.

Un. 38. (1) KiHUYHOTO M3NHUTBAaHE BBPXY MAJIOJIETHO JHUIIE MOXKE Ja CE€ IMPOBEXIa Ciel
MoJlyyaBaHe Ha MHUCMEHO MH()OPMHUPAHO ChIIIACHE OT 3aKOHHUTE My MpEACTaBUTEIH - OT JBaMara
POJMTENN WU OT HACTOWHMKA Ha JIMIETO, MPH Cla3BaHe M3UCKBaHUATa HA Wwi. 37, an. 1, T. 1 1 2 m an. 3.
KoraTo enuHUAT poauTen € HEM3BECTEH, MOYMHAI WIM € JIMIIEH OT POJAUTENICKU MpaBa, UM HE Ca MY
MPEA0CTaBeHN TaKWBa MpaBa B CIy4auTe Ha pa3BOJI, MUCMEHO HHPOPMHPAHO ChIIIacHe JJaBa POJAUTEIIAT,
KOWTO yNpa)xKHsIBA POJUTEIICKUTE MpPaBa.

(2) KiMHMYHOTO W3MUTBaHE BBPXY HEMBIHOJIETHO JIMIIE MOXE Ja C€ TPOBEXIa Clel
MoJIy4aBaHe Ha MUCMEHO WH(OPMHUPAHO ChIIACHE OT JIMIETO M OT 3aKOHHUTE MY MPEICTaBUTENH - OT
JIBaMaTa pOAUTEIN WM OT MOIMEUYUTEIISI My, IIPU Clla3BaHe M3MCKBaHUATA HAa wi. 37, an. 1, T. 1 u 2 u an.
3. KoraTo enuHusT poauTen € HEU3BECTEeH, MOYMHAI UJIH € JIUIIEH OT POAMTEIICKHU MpaBa, WK HE ca MY
MPEAOCTaBeHN TaKWBa TIpaBa B CIydyauTe Ha pas3BoJ, NUCMEHO WH(POPMUPAHO ChIVIACHE JaBa
HEITbJIHOJIETHOTO JIULE U POIUTENST, KOUTO yIpa)KHABa POAUTEIICKUTE IIpaBa.

(3) Ha manmoneTHOTO WM HEMBIHOJETHOTO JIUIE C€ MPEeAocTaBsi HH(OpMAIUs 3a CBHITHOCTTA,



3HAYCHUCTO, IMOCICACTBUATA, CBCHTYAJIHUTC PUCKOBC U TOJ3UTC OT KIMHUYHOTO H3NHUTBAHC II0
pa3zbupaeM 3a HEero HauMH OT JieKap ¢ MpHU3HaTa CIIEHUATHOCT 110 AETCKU OOJIECTH UITU IETCKU MCUXOJIOT.

(4) Ceriiacuero Ha pOAWTENUTE WIM HACTOMHHMKA TPsiOBa Ja MpeACTaBIisABa MperoaragMara
BOJISI HAa MAaJIOJIETHOTO JIMIIE W MOXeE Ja ObJe OTTErJIeHO MO BCAKO BpEME IpHU IPOBEXJAaHE Ha
KIIMHUYHOTO M3MHUTBAaHE 03 OTPHUIATEITHU IMOCIIECTBHUS 32 MAIOJIETHOTO JIMIIC W/WJIH 32 TAX.

(5) CprinacueTo Ha HEM'BJIHOJIETHOTO JIMIIE U HA POAUTENIUTE WM Ha MOMEUUTENs MOXe J1a ObJie
OTTErJICHO TIO0 BCSKO BPEME B IMpoIleca Ha MPOBEKIaHE HA KIMHUYHOTO M3MHUTBAHE 0€3 OTPHUIIATEIIHU
MOCIICACTBHS 32 TSIX.

Un. 39. Pemenuwero 3a BKIIOYBAHE B KIMHUYHO M3IHMTBAHE HA MAaJIOJIETCH, HEI'BIHOJICTCH,
HEJCeCITOCOOCH WIIM OIPAaHUYCHO JCeCIOCcOOCH ITBJIIHOJNIETEH MallMeHT, KOraTo He MOXE Jia Ce B3eMe
CHeIHO WH()OPMHUPAHO CHTIACHE OT POIUTEIUTE/POIUTEINS WA CHOTBETHO OT HACTOWHWKA WM OT
MOTICUMTEIIS ¥ KOTaTO HEIMOCPEICTBEHATA I1eJI € CITacsBaHe Ha )KMBOTA MY, CE B3eMa Hal-MaJIkO OT JBamMa
JIEKapH, He3aBUCHMH OT BB3JIOKHUTEIISI M OT TJIaBHUS WJIM KOOPAMHHUPAIIHS U3CIICA0BATE.

Y. 40. (1) KnuanuHo u3nutBane BbpXy OpeMEHHU MOXKE J1a ce MpeIrpreMe u MpoBexaa mpu
Cria3BaHe M3UCKBaHUATAa Ha wi. 37 caMoO B Cllyd4auTe, KOraro HsMa JIOKa3aHW APYTrH alTepHaTUBHU
METO/IM 32 U3BBPIIBAHE HA AMATHOCTHUKA UITU JIEYCHHE U KOTaToO TOBA HE 3acTpallaBa KUBOTA U 3/IpaBETO
Ha OpeMeHHaTa M JKU3HECIIOCOOHOCTTAa Ha IJI0Ja.

(2) Pemenuero 3a BKJIIOYBAHE B KIMHUYHO HM3MUTBAHE B CiIy4auTe MO ai. 1 ce B3ema OT
JeKapcKa KOMHCHUS, CBbCTaB€Ha OT CHEHUAJINUCTH, HE3aBUCUMHU OT BB3JIOKHUTENS U  OT
TJIAaBHUSA/KOOPANHUPALLUS U3CIIeI0BaTElL.

Y. 41. (1) Ilo BpeMe Ha M3NUTBAHETO YYAaCTHUKBT IPU MOUCKBAHE MOJIydaBa JON'BIHUTEIHA
uHpOpMaLKs OT HE3aBUCUMO OT BB3JIOKUTENS JIUIIE.

(2) Ilmcmenara wuH@OpMalMsi, NPEAOCTaBIHA Ha YYACTHULIUTE B KIMHUYHO W3MHUTBAHE,
ChJIbPKa JAHHU 32 KOHTAKT C HE3aBUCUMOTO JIULIE 1O aJl. 1.

Uin. 42. (1) [Ipu npoBexaaHe Ha €IHOIIEHTPOBO MJIM MHOTOIIEHTPOBO KJIMHUYHO U3MHUTBAHE HA
TeputopusitTa Ha PenyOnuka bbarapus, xoraTo BB3JIOKUTENST HE € YCTAaHOBEH Ha TEPUTOpHUATA Ha
EBpomneickus ¢br03 UM Ha TEPUTOPUATA HA AbpKaBa OT EBPONENCKOTO NKOHOMUYECKO ITPOCTPAHCTBO,
TOM YITBJIHOMOIIIaBa CBOW MPEJCTaBUTENl, YCTAHOBEH Ha TepuTopusaTa Ha Penmybnuka bbarapus.

(2) M3m. - B, 6p. 110 or 2008 r., B cuina or 21.03.2010 r.) Ilpu mpoBexnaHe Ha
MHOTOLIEHTPOBO KJIMHUYHO WM3MUTBaHE Ha TepuTopusTa Ha PemyOnuka bearapus u Ha Tepuropusita Ha
Apyra JAbpKaBa WICHKA/AbpKaBU WIEHKH, W/MIM Ha TEPUTOPHUATa Ha JAbp)KaBa/IbpKaBU OT
EBponeiickoTo MKOHOMMYECKO MpPOCTPAHCTBO, W/WIM HAa TEpUTOpHUATAa Ha TpeTa IbprkaBa, KOraTo
BB3JIOKUTENAT HE € YCTAHOBEH HA TEPUTOpUATA Ha EBPOINENCKHS CBIO3, TOH YIBIHOMOILABA CBOU
IIPEICTABUTEN, YCTAHOBEH HAa TEPUTOpUATAa Ha JbpXKaBa 4WIEHKAa WJINM JAbpkaBa oT EBpormelickoro
MKOHOMMYECKO MPOCTPAHCTBO.

(3) YrbIHOMOIIEHUAT MPECTaBUTEN MO al. 1 WM 2 HOCH OTTOBOPHOCT 32 NMPOBEXAAHETO Ha
KIIMHUYHOTO W3MHUTBaHE Ha TepuUTopusita Ha Penybnuka bbiarapus cbriaacHo AeHCTBaIIOTO
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) (Ot™m. - IB, 6p. 110 o1 2008 ., B crta ot 21.03.2010 1.)



(7) (Ot™. - 1B, 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€ U3BBpPIIBA MO/ PbKOBOACTBOTO HA U3CIIEIOBATEN.

(2) KoHTponbT BBpPXYy KIMHUYHOTO M3IUTBAaHE CE€ M3BBHPIIBA OT BB3IOKUTENS WU OT
YI'BJIHOMOULIEHHUSI MY IIpeacTaBuTen 1mo wi. 42, an. 1 uinm 2, uiav OT Ha3HA4YeHO OT HEro Juue -
HaOJIroaBartl.

(3) Ilo Bpeme Ha KJIMHMUYHOTO M3MUTBAHE JIEKAp, CbOTBETHO JIEKAp IO JACHTAJIHA MEIUIIMHA,
MpocJeisaBa 3ApPaBOCIOBHOTO ChCTOSHUE HA YYACTHUKA U IIPU HEOOXOIMMOCT MpeAnprueMa CbOTBETHUTE
MEJUIIUHCKU MEPKHU.

(4) U3uckBaHuATa KbM BB3JIOKHUTENS, TVIABHUS WIM KOOPIUHHUPAIIUS H3CIEAOBaTed U KbM
HaO0III0/1aBalINs U TEXHUTE 3aBJDKECHUS TIPH MPOBEKIAHE HA KIMHUYHOTO MU3MHUTBAHE CE OMPEICIAT C
Hapezabara o wi. 48, ai. 2.

Un. 44. (1) Bp3noxurensT W TIABHUAT WIM KOOPAWHUPAILUAT H3CIEA0BATEN CKIIOYBAT
JIOTOBOP 3a 3acCTpaxOBKa, IMOKpHUBAaIla OTTOBOPHOCTTA MM 33 NPUYMHEHHTE NpPU WIK MO TOBOA
MIPOBEKIAHETO HA KIIMHUIHOTO M3MUTBAHE HEMMYIIIECTBEHN U UMYIIICCTBCHH BPEIN HA YUACTHUITUTE.

(2) (U3m. - JIB, 6p. 84 o1 2018 ., B cuyta ot 12.10.2018 r.) BB310XKHATEIAT HOCH OTTOBOPHOCT B
Cllydail Ha YBpEeKIaHE Ha 3[[paBeTO WJIM Ha CMBPT, NPUYUHEHH TPU WM TI0 IMOBOJ MPOBEKIAHETO HA
KIIMHUYHOTO M3MHUTBAHE, KOTaTO M3MUTBAHETO € MPOBEXKIAHO CHIVIACHO M3UCKBAHMSTA U MPOLEAYPHUTE
Ha on00peHust or EtnuyHata xomucusa 3a KIMHUYHM u3nuTBanus mo wi. 103, am. 1 or 3akona 3a
JIEKapCTBEHUTE MPOJYKTH B XyMaHHATa MEIUIIMHA TIJIaH.

(3) (U3m. - [IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) ['MaBHUAT WK KOOPAMHUPALIUSAT
M3CcIe0BaTel HOCH OTTOBOPHOCT B CIIy4ail Ha yBpEXKIaHE Ha 3/IpaBeTO WM Ha CMbBPT, IPUUUHEHU MIPH
WIM IO TOBOJ TMPOBEXKIAHETO HA KIMHUYHOTO M3MHWTBAHE, KOTaTO HE Ca CIa3eHU HM3UCKBAHUATA W
npoueaypure Ha onoOpeHus or ETnunHaTa koMHcHs 3a KIMHWYHU M3NUTBaHUS mo wi. 103, am. 1 ot
3aKoHa 3a JIEKapCTBEHHUTE MTPOIYKTH B XyMaHHATA MEIUIIMHA TUTaH.

Pazpea 11.
Paspemenne 3a npoBex1aHe HaA KJIMHUYHO U3NIUTBAHE

Un. 45. (1) (U3m. - [IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) KnuauyauTe M3NUTBAHUS
Ha MEIUIMHCKU U3Jenus mo 4i. 2, an. 1, 7. 3 ot knac IIl, Ha UMIUIaHTUPYEMH METUIIMHCKU U3AETUs U
Ha WHBA3WBHU MEJUIIMHCKU U3CNHUS 33 MPOABJDKUTEIHA yroTpeda mo wi. 2, an. 1, T. 3 ot kiac [la umm
116 u Ha uzgenusTa mo ui. 2, an. 1, T. 2, KOUTO ce MPOBEXKIAT HA TepuTopusiTa Ha Permybnuka briarapus,
MOTaT J]a 3all0YHAT CJIe/ TIoJydyaBaHe Ha pa3pelieHre OT U3IMBIHUTETHUS aupektop Ha MAJL, u3naneHo
cnen nmocTbiBane B MAJI Ha MONOXKUTETHO CTaHOBHINE OT ETHUHaTa KOMUCHS 3a KIIMHUYHU U3ITMTBAHUS
o wi. 103, an. 1 oT 3akoHa 3a JIeKapCTBEHUTE NPOAYKTH B XyMaHHATa MEIHUIIMHA.

(2) (U3m. u pom. - /IB, 6p. 84 oT 2018 r., B cuna ot 12.10.2018 r.) KnuHn4HMUTE U3MUTBAHUS HA
MEIMIIMHCKN U3JISIHS, Pa3IMYHN OT T€3H 10 ajl. 1, KOWTO Ce MPOBEXKIAT HA TepUTOpHUITa Ha PemyOmka
bearapus, morar nga 3amodyHaT clie]] YBEIOMsIBaHE Ha WM3MBJIHUTENHHS aupektop Ha WMAJI, xorarto
KOMHUCHSTA 10 eTuKa 1o an. 1 e gama Ha MAJI MonoKuTeTHO CTaHOBHIIIE.

(3) Pasmopendute Ha an. 1 u 2 ce mpuiaraT W 3a MEAMIMHCKH u3enus ¢ HaHeceHa "CE"
MapKUpPOBKa, KOTaTO KIMHUYHUATE U3MUTBAHUS CE MMPOBEKIAT C IIEJT CMSIHA Ha MIPETHA3HAYCHUETO HM.



Un. 46. (U3m. - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) BB310XKUTENAT WIN TITaBHUSIT
WIH KOOPIWHUPAIIMAT H3CIEAOBATEeNl TOAaBa 3asBICHHE 3a YBEAOMSBaHE WJIM pas3peliaBaHe 3a
IIPOBEXJAaHE HAa KIMHUYHO u3nuTBaHe 1o MAJL

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

Un. 48. (1) (U3m. u gom. - IB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) 3a mosydaBane Ha
CTaHOBHUIIE OT KOMHUCHUATA 1O Wi. 45, ajn. | rIaBHUAT, ChOTBETHO KOOPAUHUPALIUAT U3CIEI0BaTeN WIN
BB3JIOKUTENAT, Ipencrassa B MAJL:

1. agMUHHCTPAaTUBHA TOKYMEHTALUS;

2. uadopmanus 3a y9acTHUK;

3. JOKyMeHTAaIMs 32 IUIaHa Ha U3MUTBAHETO;

4. TOKyMEHTAIHs 32 U3UTBAHOTO MEIULIMHCKO U3EIHE;

5. JOKyMeHTalusi 3a TEXHUYECKUTE BB3MOXKHOCTH Ha JIe4eOHOTO 3aBelleHuE U
npodecroHaiHaTa KBaTU(PUKALUS HA U3CIICTOBATEIICKUS SKHIT,

6. U3TOYHUK Ha (PMHAHCUpPAHE U a[IMUHUCTPATUBHA OPraHU3AIMs HA U3IUTBAHETO.

(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 cruta ot 12.10.2018 r.) Koraro komucusita mo ui. 45, an. 1
YCTaHOBH, Y€ JOKYMEHTAIusATa Mo ai. | e HembiIHa, TS yBelIOMsBa 3asBUTENA B 14-IHEBEH CPOK U MYy
7laBa CPOK 3a OTCTpaHsIBaHE HA HEITbJIHOTHTE.

(4) (A3m. - JIB, 6p. 84 ot 2018 1., B cua ot 12.10.2018 r.) KomucusTa mo wi. 45, an. 1 u3rorss
cranoBuie B 30-IHEBEH CPOK OT NPEACTAaBSHETO Ha BaJMIHA JOKYMEHTAIHs, KOETO MPEIOCTaBs Ha
NAIJL

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

Y. 50. (1) (U3wm. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r., gom. - JIB, 6p. 84 ot 2018
r., B cmita ot 12.10.2018 r.) 3a monyyaBaHe Ha pa3pelieHne 3a MPOBEXKIaHe Ha KIMHUYHO M3MUTBAHE 110
. 45, an. 1 eIHOBpEMEHHO € JOKyMeHTanusTa no ui. 48, an. 1 Be3noxutensar noaasa go MAJI
3asBJICHUE TI0 00pa3ell, MPUIPYKEHO ChC ClIeTHATA JOKYMEHTAIUS:

1. uaeHTUPUKAITMOHHN 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. nexmnaparnusi OT MPOU3BOAUTENS Aalld CHOTBETHOTO M3JIEHe MOXKe Aa ObJe OmpeeleHo KaTo
A3genue no ui. 3, T. 2, 3 niu 4;

6. nexapanus oT MPOU3BOIUTENS JAIH P MPOU3BOACTBOTO HA U3JEIUETO MO Wi. 2, an. 1, T. 3
€ M3MOJI3BaHa HEKM3HECTIOCOOHA KMBOTHHCKA ThKAaH WM HEXH3HECIIOCOOHU MPOIAYKTH, TMOJIYYCHH OT
’KUBOTHUHCKH ThKaHU;

7. WMeHaTa Ha WU3CJIEAOBATCIUTE, Ha IJIABHUA MJIM TJIABHUTE W3CICAOBATSIM MM Ha
KOOPJIUHUPAIITUS U3CIeA0BaTeN, KAKTO U HAMMEHOBAHUETO U ajjpeca Ha JiedeOHUTE 3aBECHUS, B KOUTO
Ce TIPOBEXK/1a KIIMHUYHOTO U3MUTBAHE;

8. HauaiHa, KpaiiHa nata ¥ rpaduK Ha MPOBEKIAHUTE H3CIICIBAHUS;

9. (ot™. - IB, 6p. 84 o1 2018 1., B cria ot 12.10.2018 1.)

10. nmeknmapanus, 4e MEAUIIMHCKOTO H3/ETUE CHOTBETCTBA HA MPUIIOKUMHUTE CHIIECTBEHU
M3UCKBaHMS, C M3KIIOYEHNE HA TE€3U, KOUTO ca OOEKT Ha KIMHUYHOTO M3MHUTBAHE, M Y€ ca MPEIBUICHU



BCUYKHU TMPEAMa3HU MEPKH, HEOOXOAMMH 3a 3allliTa Ha 3/IpaBETO M OE30MacCHOCTTAa Ha YYACTHHIIUTE B
M3MUTBAHETO U HA U3CJIEIOBATENICKUS €KHIT,

11. noroBop 3a 3acTpaxoBKa, MOKPUBAII[a OTTOBOPHOCTTA Ha M3CJICIOBATEINIS M HA BH3IOKHUTEIS
3a MPUYMHEHUTE UMYILECTBEHU U HEUMYIIECTBEHU BPEIU HA YYACTHHUIMTE B U3MUTBAHETO MPU WM IO
MTOBO/JT IPOBEXK/IaHE HA KIIMHHYHOTO U3ITUTBAHE;

12. IpoeKT Ha TOTOBOP MEXY BB3JIOKHUTENS U JIeUeOHOTO 3aBEICHHE;

13. moxymeHT 3a IiaTeHa Takca B pa3Mmep, onpejesieH 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 1.)

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

Ui 51. (1) U3nbaHuTeNHATA areHIus 10 JieKapcTBaTa OICHsIBa M0/1aJieHaTa TOKYMEHTAIUs 110
yj1. 50 B 60-1HEBEH CPOK OT JlaTaTta Ha MOJAABaHETO M.

(2) (M3m. - IIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) M3mpaHuTeNHATA areHIMs 1O
JIeKapcTBaTa MOXKeE J1a MOMCKa TOMbIHUTENHA HH(OpMalus, CBbp3aHa ¢ JOKyMeHTalusaTa no wi. 50, am.
1.

(3) B cayyaute no an. 2 60-gHEBHUSAT CPOK CIMpa Ja Tede A0 MPEJCTaBIHETO Ha MCKaHaTa
JOKYMEHTAITHSI.

(4) M3nbauutennuar aupektop Ha MAJL B cpoka mo an. 1 yBenomsiBa MHUCMEHO BB3JIOKHUTEIS,
ge:

1. pa3pemiaBa MpoBeXk1aHETO Ha KITMHUYHOTO U3MUTBAHE, WIIH

2. U3MMTBAHETO HE MOXKE J1a ObJIe MPOBEACHO, KATO TOCOYBA MOTHUBHTE 32 OTKA3a.

(5) B cnydautre mo am. 4, T. 2 BB3NOXKUTEIIT Moxe B 30-THEBEH CpPOK OT JaTara Ha
yBeIOMJICHHETO 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 jaTtata Ha MPEACTaBsSHE HAa MPOMEHEHOTO 3asBieHue mo air. 5 MAJI
yBEAOMSIBAa MUCMEHO BB3JIOKUTEINS, Ye:

1. pa3pernaBa mpoBEXAAHETO HA KIMHUYHOTO W3MUTBAHE, UITH

2. U3MHUTBAHETO HE MOXe Jja ObJe MPOBEIEHO, KaTO ITOCOYBA MOTHBHUTE 32 OTKa3a.

(7) Ipenuc oT pa3pelmieHUETO 3a MPOBEXKJAAHE HA KIMHUYHOTO M3MUTBAHE C€ M3Ipaiia B
ne4eOHOTO 3aBeJIeHHe, TOCOYSHO B 3asBlIeHueTO 1o wi. 50, ai. 1.

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

Un. 52. (1) Usnbaautennust aupektop Ha MAJI MOTMBHpaHO OTKa3Ba H3/IaBaHETO Ha
paspelleHrne 3a MpOoBEXJaHe Ha KIMHUYHO M3MUTBaHE Ha Teputopusara Ha PenyOnuka bearapus,
KOraro:

1. He ca mpeACTaBeHM TOCTATHYHO JOKA3aTEJICTBA 32 OYaKBAaHUTE HAyYHU U MEAUIIMHCKU MOJI3U
oT ynorpe0aTa Ha MEIULIMHCKOTO U3/IEIHE;

2. He ca TIpeJCTaBeHU YOEIUTEIHM J0Ka3zaTelCTBa 3a 0€30MacHOCTTAa Ha YYAaCTHHUIIUTE B
M3MUTBAHETO U/UITU Ha U3CIIEA0BATEICKUS SKUIT;

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



4. [nelcTBMETO HAa W3AEIUETO HE OTroBapss Ha MPEJHA3HAYEHHETO, OIPENEICHO OT
IIPOU3BOAUTEIS;

5. (noBa - JIB, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) HAMA MOJIOKUTEIHO CTAHOBUIIIE Ha
KOMHCHATA I10 UiI. 45, ai. 1.

(2) Otkazpr mo an. 1 moiexu Ha oOXKaiBaHE MO pela Ha AJIMHUHHCTPATUBHONPOLECYATHUS
KOJIEKC.

(3) (U3m. - 1B, Op. 110 ot 2008 r.) 3mbjiHUTENHATA areHIMS MO JIEKApCTBaTa YBEIOMsBa
peryjJaToOpHUTE OpraHM Ha JPYTUTE Abp)KaBU YJIEHKH, DPEryJIaTOPHUTE OpPraHd Ha JIbP)KaBUTE OT
EBporeiickoTo NKOHOMHUYECKO IIPOCTPaHCTBO U EBpomneiickaTa KoMucHs 3a OTKa3a 1o al. | u npeacrass
MOTHUBUTE 3a TOBA.

Y. 53. (1) Be3noxurenst Moxke 10 BCSIKO BpEME Jia IIPaBU IIPOMEHU B IUIAHA HA KIMHUYHOTO
U3IIUTBAaHE, PA3JIMYHU OT ChIIECTBEHUTE IIPOMEHHU.

(2) (M3m. - 1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) B cnyyaute mo an. 1 BB3IOKUTEIAT
ChbXpaHsBa IOKyMEHTAlUATa, CBbP3aHa C IPOMEHUTE, U g npenoctass Ha MAJL

Ui 54. (1) BB310KUTEIAT MOXKE J1a MPUIIOKU TUIAHUPAHU CHIIECTBEHU NMPOMEHU B IJIAHA HA
KIIMHUYHOTO MU3MHUTBAHE.

(2) (M3m. - 1B, Op. 84 ot 2018 r., B cumma ot 12.10.2018 1.) B cimyyaute mo an. 1 BB3IOKHUTEIAT
10/1aBa 3asiBJIICHUE, IPUIPYKEHO C TOKYMEHTallUs, CBbp3aHa ¢ mpomenute, 10 MAJL.

(3) (U3m. - JIB, Op. 84 ot 2018 r., B cuma ot 12.10.2018 1.) B cpok o tpu muu HMAJI
MIPEIOCTaBs 3asBICHUETO U MpUIpYKaBallaTa ro JOKyMEHTAIHs Ha KOMUCHUsATA o 4. 45, ai. 1, KosaTo B
15-1HeBeH CpOK OT MMOJIy4aBaHETO UM U3TOTBS CTAHOBHUIIE U ro npenocTass Ha MAJL

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

1. u31aBa JONBIIHEHHE KbM Pa3pELICHUETO 3a MPOBEXkIaHEe Ha U3MMTBAHETO, C KOETO 0100psBa
IIpOMsIHATa Ha IJIaHa, WK

2. MOTUBUPAHO OTKa3Ba ChIIECTBEHA ITPOMSHA 110 aj. 1.

(5) OTtka3bT MO an. 4, T. 2 HE MOJIEKHU HA OOXKAITBAHE.

(6) Ako B cpoka 1o ajn. 4 3asgBUTENAT He Modydd oTka3 oT MAJL, Toii Moxe Ja mpoBexIa
KIIMHAYHOTO M3IUTBAHE CHIIIACHO IPOMEHEHUS TIIaH.

(7) (Homa - /1B, 6p. 110 ot 2008 r.) B ciiyuauTte no an. 4, T. 2 1pu MHOTOLIEHTPOBO U3MUTBAaHE
NAIJI yBenomsiBa peryjaaTOpHUTE OPTaHU Ha 3aCE€THATUTE JIbP’KAaBU YWIEHKHU WUJIM PETYJaTOPHUTE OpraHU
Ha JIbpXkaBuTe 0T EBpOnelckoTO NKOHOMHUYECKO POCTPAHCTBO, aKO YYacTBAT B U3MHUTBAHETO, 3a OTKa3a
Y TIpE/ICTaBsi MOTHBHTE 32 TOBA.

Un. 55. (1) Ilpu BB3HMKBAHE Ha HOBH OOCTOSITENICTBA, KOWTO MOraT Ja 3acTpariar
0€30MacHOCTTa Ha YYACTHHUIUTE B KIMHAYHOTO H3MHUTBAaHE I10 BpeME Ha MPOBEKIAHETO MY,
BB3IIOKUTEAT U U3CIENOBATENAT MpearpueMar CHEIIHM MEpPKH 3a 3aluTara UM OT BHE3aIHO
BB3HUKHAJIUTE 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 MIPEIU MPEABUICHUS B IJIaHA HA KIMHUYHOTO M3MHUTBAHE
CPOK.

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



1. mpennpueTuTe MEPKH, MPUIUHUATE 32 HAJIATAHETO UM U MIPOMEHUTE B TUIAHA;

2. mpeKpaTsIBaHe Ha KJIMHUYHOTO M3IUTBAHE MPEIU TPEABHICHHS B IIaHA CPOK U TPEACTaBs
MOTHBHTE 32 TOBA.

(4) (Homa - IB, 6p. 110 ot 2008 1.) B ciyuante no an. 3, 1. 1 MAJI yBenomsiBa peryiaTopHUTE
OpraHH Ha 3aCEeTHATUTE IbPKAaBU YICHKU WU PETYIATOPHHUTE OPTraHu Ha JAbpiKaBHTE OT EBpomelickoTo
WKOHOMHYECKO IPOCTPAHCTBO, KOWUTO Yy4acTBaT B M3MUTBAHETO, 3a TPEANPHETATE MEPKH U 3a
MIPOMEHUTE B TJIaHA U MPEICTaBI MOTHBUTE 32 TOBA.

(5) (Homa - IB, 6p. 110 ot 2008 r.) B ciiyuanTe no ain. 3, 1. 2 MAJI yBegomsiBa peryjaaTOpHHUTE
OpraHM Ha JPYTUTE IbPXKABU WICHKH, PETyJIaTOPHUTE OPraHH Ha IbpkKaBUTe OT EBporeickoTo
WKOHOMHYECKO TPOCTPAHCTBO M EBporeiickaTa KOMHUCHUS 3a IMPEKICBPEMEHHOTO NpPEKpaTsBaHE Ha
KIIMHUYHOTO M3IUTBAHE U TIPEJCTaBs MOTUBUTE 32 TOBA.

Ui 56. (1) (U3m. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) Bw3noxurenar Ha
KIIMHUYHOTO W3MHUTBaHE € JUThKEeH Ja mpenoctaBs Ha MAJl npu mouckBaHe TOKYMEHTAalLUsl, KOSATO
ChIbpKa:

1. 00110 onMcaHuWe Ha U3JCIIMETO U HAa HETOBOTO MPEAHA3HAYCHHUE;

2. TPOEKTAaHTCKH YEPTEXH, MPOU3BOJCTBEHW METOAU, BKIIOYHTEIHO [0 OTHOILIECHUE Ha
CTEpHJIM3AIUATA, JUArpaMy Ha KOMIIOHEHTH U JCTAINM, HAYMHU HA CBBP3BAHE U JPYTH;

3. omMcaHue W OOSICHEHHS HA UYEPTEKUTE U AMArPaMUTE U JIEHCTBUETO HA METUIIMHCKOTO
1763 (17 (N

4. pe3yaTaTuTe OT aHajIM3a HAa PUCKA M CIUCHK HAa MPUIOKEHUTE HAIMBJIHO WM YaCTUYHO
crapfaptd mo wi. 13, an. 1 W omucaHue Ha MPUETUTE TEXHUYECKU PEIICHHUS 3a OCUTypsBaHE Ha
CHOTBETCTBUE ChC CHIIECTBEHUTE U3UCKBAHUS, KOTaTO CTAHIAPTUTE HE Ca PUIIOKEHU;

5. pe3ynTaTute OT M3MUTBAHUATA, MPOBEJCHU OT PETYJIAaTOPEH OpraH Ha JbprKaBa WiICHKa WU
ot EBpormelickaTta areHius 1Mo JieKapcTBaTa MPU OILICHABAHETO HAa KAayeCTBOTO M 0OE30MacHOCTTa Ha
BEILIECTBOTO MO CMUCHJIA HA WI. 3, T. 2, 3 win 4, KaKTO U MPH OICHSIBAHETO Ha I0J3aTa OT HErO0 BbB
BpB3Ka C IpeTHA3HAYCHUETO HA U3/IETHETO;

6. TIpeANpPUETUTE MEPKU 32 HaMaJsiBaHE Ha PHUCKa OT WH(EKIMH, BKIOUEHU B CHCTEMara 3a
yIpaBJeHHEe Ha PUCKA B CIydyauTe Ha U3JeNue mo 4wi. 2, an. 1, T. 3, mpu MpOU3BOACTBOTO Ha KOETO €
M3M0JI3BaHA HEKU3HECTIOCOOHA JKMBOTMHCKA ThKaH WM HEXH3HECIIOCOOHU MPOIYKTH, MOJTYyYEHU OT
KUBOTUHCKH THKaHU;

7. pe3yaTaTUTe OT TMPOEKTAHTCKUTE W3YHCICHHUS M TPOBEACHHUTE TPOBEPKH U TEXHUYECKHU
W3MUTBAHUS.

(2) (U3m. - IB, 6p. 110 ot 2008 1., B cusa ot 21.03.2010 r.) Bb310XKuTENAT Ha KIMHUYHOTO
M3MHUTBAHE € JIBHKEH J1a ChbXpaHsABa JOKYMEHTAIMTa 1Mo al. 1 3a cpok 15 roguHu cieq 3aBbpIIBaHE Ha
KIIMHUYHOTO M3IMUTBAHE - 32 U3ACIUITA TI0 Wi. 2, all. 1, T. 2 ¥ 32 UMIUIAHTUPYEMH U3IETHS 110 WI. 2, all.
1, T. 3, u 5 TOAMHY - 3a U3ACHUATA 110 Wi. 2, ain. 1, T. 1.

(3) (U3m. - 1B, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) [Ipou3BoAUTENAT € ITHKEH J1a
OCUTYPH TIPOU3BOJICTBEH MPOIIeC, MPH KOUTO MEAMIIMHCKHUTE WU3JEHs, MpeAHa3HAUYCHU 32 KIMHUYHO
M3MHUTBAHE, CE MPOU3BEKIAT B ChOTBETCTBHE C JOKYMEHTAIUATA 110 ail. 1.

Yn. 57. (1) (U3m. - JIB, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 1.) B cpok 90 nuu cren
MPUKITIOYBAHE HA KJIMHUYHOTO M3MHMTBAHE BB3JIOKUTENAT npencraBd B MAJl okoHuareneH AoKia,
KOWTO ChIbpKa ONUCAHWE HA METOJOJIOTHSTAa M OpPraHu3alusATa, KPUTUYHA OLEHKA U CTATUCTUYECKU
aHaJv3 Ha MOJYYEHHUTE TaHHHU.

(2) HdoxmanbT mo an. 1 ce moamucBa OT BB3JIOKHUTENS W OT BCHMYKH H3cieaoBarenu. Korato
HSIKOW OT M3CJIEIOBATEINTE OTKAXKE J1a TO MOAIMHUIIIE, TOW IMpHUIara MUCMEHO MOTUBHUTE CH.



(3) HoxmansT mo an. 1 oboOmaBa HaHHUTE, MOTYYCHH OT BCUYKU JICUCOHH 3aBEICHUS U OT
BCUYKH YYACTHHIIM B H3MUTBAHETO.

(4) JIuuHuTe NAHHM HA YYaCTHMLIMTE B U3MUTBAHETO, ChAbpXKAIM CE€ B JOKIaAa mo ai. 1,
TpsiOBa 1a ObIAT KOAUPAHH.

Un. 58. (1) U3nbiaHuTenHaTa areHUus IO JIEKapcTBaTa BOAM PETUCTbpP HA W3JAJCHUTE U
OTHETHUTE Pa3pelICHus 3a MPOBEkKAaHEe Ha KIIMHUYHU M3IIUTBAHUS.

(2) M3nbyiHuTETHATA areHITUs 10 JIeKapcTBaTa OpraHu3upa U Ch3J/1aBa CUCTEMA 3a PerucTpanus,
aHanM3 ¥ 0000IaBaHe HA HACTBHIIMIM MHUIUACHTH C MEJUIMHCKH M3/EIHS 110 BpeMe Ha MPOBEXKIAHETO
Ha KIMHUYHUTE U3MUTBAHUSL.

(3) [pouenypara mo mpocneasBaHe Ha O0E30MaCHOCTTAa HA MEIUIIMHCKUTE M3IEIHS B X042 Ha
KJIMHUYHOTO M3MMTBAHE CE Olpesiens B Hapeaoara no wi. 48, an. 2.

i 59. (1) MBnbenautennust aupekTop Ha MAJI Moke ChC 3amoBell BPEMEHHO Ja CIpe
MPOBEKIAHETO HA UMMTBAHETO WUJIU J]a TO MPEKPaTH, KOraTo:

l. U3NKUTBAHETO Ce MPOBEXJa MPU YCIOBUS, PA3JIMUYHU OT OIPEACIICHUTE NpPHU W3/1aBaHE Ha
pa3pelIeHUETO;

2. e Hanuie nHGOpMaIUs 3a OOpOYaBaHe Hay4YHATa BAIUIHOCT Ha U3IHUTBAHETO;

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

(2) llpenu na nmpennpueme aeiictBusTa no an. 1, MAJI nucmMeHo yBenomsiBa 3a HaMepeHUsITA
CH:

1. BB370KUTENSA U KOOPAMHUPALIMS U3CIIEI0BATEN, OTTOBOPEH 3a MPOBEXKAAHE HA U3MUTBAHETO
Ha BCUYKH JICUCOHU 3aBEJICHUS, WU

2. BB3JIOXKHUTENS U TJABHUS W3CIEA0BaTEN, OTTOBapsIl 3a ChOTBETHOTO JIeUeOHO 3aBEICHHE,
KbJIETO TpsiOBa /1a ce crpe U3MUTBAHETO.

(3) B 7-mHeBeH cpoK OT YBEIOMJICHHETO MO ai. 2 BB3JIOKUTENAT WIW TJIaBHHUAT WIH
KOOPJAMHHUPALTUAT U3CIICOBATEN MOXKE JIa MPE0CTaBU TucMeHu o0sicHenus 10 MAJL

(4) Anunes 2 He ce mpuiara, ako CBIIECTBYBa HEMOCPEACTBEH PHUCK 3a 3/IpaBeTO U
0€30MacHOCTTa Ha YYACTHUIIUTE B U3IUTBAHETO.

(5) 3amoBeara mo - an. 1 MOXke Ja Obae  oOxkanmBaHa MO  peda  Ha
AJIMUHHUCTPATUBHOIIPOIIECYATHUS KOJEKC, KaTO 00KaIBAHETO HE CIIUPA U3IIBIHEHUETO.

(6) I'maBHUAT WM KOOPAUMHHUPAIIUAT H3CIEIOBATENl yBEIOMSIBA YYACTHUIIUTE B KIMHHYHOTO
M3IMTBAHE 3a 3aroBeara no ai. 1.

Yn. 60. (U3m. - [IB, 6p. 110 or 2008 r.) (1) IIpu npekparsBaHe Ha KIMHUYHOTO M3MHUTBAaHE
M3MBJIHATETHUAT aupekTop Ha MAJl yBemomsiBa He3a0aBHO DPETyJNATOPHUTE OpPraHU Ha JIbPIKABUTE
YWICHKU WJIM PETyJIaTOPHUTE OpPraHu Ha AbpiaBUTE OT EBPONENCKOTO HKOHOMHUYECKO MPOCTPAHCTBO U
EBporneiickara koMucus 3a 3amnoBeAra no 4wi. 59, an. 1 u npeacraBs MOTUBUTE 3a TOBA.

(2) B cnyuait Ha BpeMEHHO CIIUpaHe Ha KIMHUYHOTO M3MUTBAHE M3IIBIHUTEITHUST TUPEKTOP HA
HNAJI yBenomsiBa He3a0aBHO pETyJIaTOPHUTE OpPraHW Ha 3acerHaTUTe IbpP)KaBU UIEHKH WJIA Ha
IbpKaBUTE OT EBpOMENCKOTO MKOHOMHYECKO TPOCTPAHCTBO, KOUTO Y4YacTBAT B M3MUTBAHETO, 3a
3amoBe/ITa 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 KOMUCHATA 10 Wwi. 45, an. 1 oOMeHsAT nHpopMals OTHOCHO KIMHUYHUTE U3MUTBAHUS 110



CITy’)keOeH TbT.

I'naBa yerBBpTA.
HOTH®ULIUPAHU OPT'AHU

Ui 61. (U3m. - JIB, 6p. 38 ot 2015 1., B cuia ot 26.05.2015 1.) (1) Paspemienue 3a oneHsiBaHe
Ha CHOTBETCTBHETO HAa MEIAUIIMHCKHU W3/ENIMs, BKIIOUUTEIHO OLEHABAaHE HA KIMHUYHUTE JAHHU, CE
u3/1aBa Ha (PU3UYECKO WM IOPUANYECKO JIUIIE, PETUCTPUPAHO 1O ThProBCcKUs 3aKOH, OT U3IIBIHUTETHHS
nupexrop Ha MAJL.

(2) MU3nbiHuTENHATA areHIMs 110 JIeKapCcTBaTa € ONpeAessil OpraH o CMUChia Ha wi. 1, OykBa
"n" ot Pernament 3a nznbnnenue (EC) Ne 920/2013.

(3) Jlumero, koeTo KaHAWAATCTBA 3a M3JaBaHE Ha paspelleHHe 3a OlEHsSBaHE Ha
ChOTBETCTBHUETO HA MEIMIIMHCKU u3enus, nmoaaBa a0 MAJl Ha enekTpoHEH HOCUTEN 3asBICHUE IO
obpasen ceriacHo npuioxkenue Il Ha Pernmament 3a m3nbiaHenue (EC) Ne 920/2013, B xoeTo mocouBa
U3JICIHSATA U IPOLIEAYPHUTE, 32 KOUTO KAaHIUIATCTBA, CHEpPUTE HA KOMIIETCHTHOCT U TOJIpa3JielieHUsTa Ha
Te3u cdepu - Upe3 U3IM0JI3BaHe Ha KOJOBETE OT MH(OpMAIIOHHATA cUcTeMa Ha EBpomneiickaTa KoMuCHs
NANDO (Hotudunupanu u onpeaencHu opranu oT HoB moaxo), U MPHIIOKEHUATA KbM 3asBIICHUETO,
nocoueHu B npuioxxkenue I Ha Pernmament 3a m3nbinaenue (EC) Ne 920/2013 r.

(4) 3asgBuTeNAT 3arUIala Takca 3a W3/JaBaHE Ha pa3pelieHUe 3a OLCHSIBAHE HAa ChOTBETCTBUETO
Ha MEIULIMHCKU U3JIeIHs B pa3Mep, ONpeesieH 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 JIUIIETO,
KOETO KaHIUIATCTBA 3a pa3pellieHHE 3a OLEHSBAaHE Ha ChOTBETCTBHETO HA MEIUIIMHCKU H3IENus, ce
M3BBPIIBA OT €KCIIEPTHA KOMHUCHSA, OMpeJeieHa ChC 3aloBe/l Ha M3MbIHUTETHUs AupekTop Ha MAJL
[Tpu HeoOXOIMMOCT B KOMUCHSTA MOTAT Ja ObJIaT MPUBICUYCHU BHHIIHU €KCIEPTU, KOUTO MPUTEKABAT
3HAHUS U IPAKTHYECKH OIHT B 00JIACTTa HA CHOTBETHUTE METUITMHCKHU U3CITHS.

(2) Koraro numero, koeTo KaHIUAATCTBAa 3a W3/laBaHE Ha paspelieHHue 3a OICHSIBaHE Ha
CHOTBETCTBUETO HA MEAUIIMHCKH W3JENHs, € MMOCOYMIIO B 3afBJICHHETO MO Wi. 61, an. 3 MeIUuIMUHCKU
u3aenud o ui. 2, ain. 1, . 1, MUAJI u3pbpuiBa omieHkarta o peaa Ha ui. 62a.

(3) Koraro nuiero, KoeTo KaHAMAATCTBA 3a H3/aBaHE HA pa3pellIeHHE 3a OIICHSBAaHE Ha
ChOTBETCTBUETO HA MEIMLMHCKHU U3JEIMs, € MOCOUYMIIO B 3asBJICHUETO MO Wi. 61, an. 3 MeIUIIMHCKUTE
m3aenus o wi. 2, ain. 1, 1. 2 umm 3, MAJI u3BbpIBa olleHKaTa 1Mo pefa Ha Wi. 62a OT TO3W 3aKOH U Ha
ui1. 3 ot Pernmament 3a uzneianenue (EC) Ne 920/2013.

(4) M3nbnHuTENHATA areHlMsl 110 JIEKapcTBaTa Mpujlara KpUTEpUUTE 3a OLCHSIBAHE Ha JIULETO
o an. 2 wiu 3 B choTBeTCTBUE C MpusiokeHue | ot Permament 3a uznbianenue (EC) Ne 920/2013.

Y. 62a. (Hos - 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) (1) ExkciepTHaTa KoMHUCHS 11O
wI. 62, ai1. 1, a KoraTo € NPUJIOKUMO - APATIEITHO, KOMUCHSI OT MIPEICTABUTENN HA ONPEIENIAIIN OpraHy
Ha JIpYTH JBE Abp)KaBH WIEHKHU M IpejacTaBuTes Ha EBponeiickaTta KOMuUCHUS, U3BbpPUIBAT IpETJie] Ha
nojajeHara JOKyMEHTalusl.

(2) KoraTo ce yCcTaHOBST HE'BJIHOTH U HECHOTBETCTBHS C M3UCKBaHUATA HA JIOKYMEHTALUATA,
U3IBIHUTENHUAT aupekTop Ha MAJI yBenomsiBa MUCMEHO 3asBUTEINS 3a TOBA U ONpPEAEIS ABYMECEUEH
CpPOK 3a OTCTpaHsiBaHEeTO UM. J[o oTcTpaHsBaHE Ha HEMBJIHOTUTE U HECHOTBETCTBUATA CPOKBT 1O 4. 63,
an. 1 niom 2 cnupa aa tede.

(3) Koraro 3asBuTenaT He OTCTPAaHU HEMBIHOTUTE UM HECHOTBETCTBUATA B CpOKa IO aj. 2,
IpoLeaypara ce IpeKpaTsBa.

(4) B 75-nHeBeH cpok OT jaTaTa Ha MOJaBaHE HA BAIHMIHA JOKyMEHTaIus mo 4wi. 61, am. 3
KOMUCHSATA U3BBPILBA, CbOTBETHO KOMUCHMTE 10 all. | U3BBPIIBAT IPOBEPKA HA MACTO 3a YCTAaHOBSIBAHE
KOMIIETEHTHOCTTA Ha 3asiBUTENI U Bb3MOKHOCTTA J1a U3IThJIHSBA 3asBEHUTE MPOIEIypH 3a OLICHSIBAaHE Ha



CHOTBETCTBUETO, BKIIOYUTEIHO MPOBEPKA HA MSCTO HA MOAM3MBIHUTENS. 3a U3BHPIIBAHE HAa MTPOBEPKA
Ha MSCTO C€ 3aIulalia Takca B pa3Mep, onpesesieH B Tapudara mo wi. 7, ai. 1.

(5) Koraro npu mpoBepkara Ha MSICTO CE YCTAHOBAT HECHOTBETCTBHUS MEXAY IpEACTaBEHATa
JOKYMEHTAIUs U MU3MCKBAHUSATA 32 OLIEHSIBaHE HAa ChOTBETCTBUETO, OIIPE/IETICHH B HapeaouTe mo ui. 18,
U3IBJIHATEIHUAT qupekrop Ha MAJI yBenoMsiBa IMCMEHO 3asiBUTENS U ONPEAECIId IBYMECEUEH CPOK 3a
oTCTpaHsBaHETO UM. /[0 OTCTpaHsiBaHEe HAa HECHOTBETCTBHATA CPOKBT IO wi. 63, an. 1 wiu 2 cnupa aa
Teye.

(6) Koraro 3asBUTENST HE OTCTPAHU YCTAHOBEHUTE HECHOTBETCTBHUS B OIpENEleHUs MO al. 5
CPOK, U3IIBJIHUTEIHUAT qupekTop Ha MAJI ¢ MoTHBHpaHa 3a110Be/l 0TKa3Ba U3/1aBaHETO Ha pa3pellieHue.

(7) B 45-gHeBeH cpok OT MpoBepKaTa Ha MSACTO KOMHUCHUSTA M3TOTBS, ChOTBETHO KOMHCHUUTE
M3TOTBAT OKOHYATENIEH OLIEHBYEH JIOKIAJ, KOHTO ce o0sBsiBa B 0a3zaTa JaHHM Ha WH(pOpPMAIMOHHATA
cuctema NANDO.

Uin. 63. (U3m. - [IB, 6p. 38 ot 2015 1., B cuita ot 26.05.2015 1.) (1) B cimywaute no ui. 62, ain. 2
B 4-MeceueH CPOK OT MOJaBaHE Ha JOKYMEHTanusTa 1o wi. 61, an. 3 U3NBJIHUTEIHUAT JIUPEKTOP HA
NAIJI Bb3 ocHOBa Ha JOKJIaaa 1Mo wi. 62a, an. 7 yBeJoMsBa 3asBUTENS, Y€ € 0JOOpEH 3a HoTHU(HIHpaHe,
WM U3/1aBa MOTHBHUPaHa 3all0BE/I 32 OTKa3.

(2) B cnywaute no ui. 62, an. 3 B 6-MecedeH CpOK OT I0JIaBaHETO Ha JOKYMEHTAIUsATa [0 YIl.
61, an. 3 w3nbaHuTenHUAT Aupektop Ha MAJI Bb3 ocHOBa Ha Jokiaaa mo wi. 62a, an. 7 yBemomsiBa
3asBUTEIIA, Y€ € 0100peH 32 HOTU(UIMPaHe, WK M31aBa MOTUBHPAHA 3all0BE]] 32 OTKa3.

(3) B cpok mo tpu nHuU oT yBemomusieHueTo mo an. 1 unu 2 MAJI oGsBsBa ogoOpeHHTe Ul
ype3 cuctemata NANDO.

(4) UnentudukanMOHHUAT HOMEp Ha oAo0OpeHHss W HoTuduumpan mpen Espomeiickara
KOMHCHSI OpraH 3a OIICHSBAaHE HAa CHOTBETCTBUETO, HAPUYaH IO-HATATHK "HOTU(UIUpAH opraH", ce
onpexens ot EBpornelickara komucus.

(5) Wzmbnautennusar aupextop Ha WMAJI w3gaBa Ha HoTUUIMpaHus opraHn mo an. 4
paspelleHue 3a OlleHIBaHE Ha CbOTBETCTBUETO.

(6) PazpemienneTo mo aji. S € ¢ MaKCUMaJIeH CPOK Ha BanuaHOCT 5 roauHu. [TlogHoBsiIBaHeTO HA
pa3pelIeHneTO ce U3BBPILBA 110 peAa Ha wi. 62, an. 2 win 3.

Un. 64. (U3m. - IB, 6p. 38 ot 2015 r., B cumna ot 26.05.2015 r.) (1) Koraro numero, koeto
KaHIUJATCTBA 3a IIOJy4YyaBaHE Ha pa3pelICHHE 3a OLEHABAHE HAa CBOTBETCTBHETO, IPEACTABU
cepTu(UKaT 3a aKpeauTalMs ChIIIaCHO M3MCKBaHUS, IOCOYEHM B ChOTBETHATa Hapenda mo wi. 18, ce
npuemMa, 4e TO uMa (YHKIMOHHMpAIla CHUCTEMa [0 KayecTBOTO, OTroBapsi Ha KpUTEpUUTE 3a
HE3aBUCHUMOCT, O€3MPUCTPACTHOCT M KOH(UICHIIUATHOCT U NMPUTEkKaBa HE0OXO0qMMaTa KOMIIETEHTHOCT.

(2) B cnyyaute mo an. 1 JMIero He TpeACTaBsl Ipyra JOKYMEHTAIMs, YAOCTOBEpsBalla
CBHOTBETCTBUE C KpUTEpHUUTE TTO a. 1.

Yn. 65. (U3m. - IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) [IponenypuTte 3a orieHsBaHe Ha
CHOTBETCTBUETO, TIOCOYEHH B Hapea0uTe 1o wi. 18, Morar Ja ce U3MbJIHIBAT OT HOTU(QHUIMPAHU OPraHU
OT APYTH ObpKaBU YJICHKU.

Un. 66. (M3m. - IB, Op. 38 ot 2015 1., B cruma ot 26.05.2015 r.) Pa3zpemenueTo 3a oreHsBaHe
Ha CbOTBETCTBUETO CHABPKA:

1. (m3Mm. - JIB, Op. 38 ot 2015 r., B cmima ot 26.05.2015 r.) HauMEeHOBaHUE Ha OMPEACIIAIINS
Opras;

2. WMe/HaMMEHOBaHWE, CelajMIle, aJpec Ha YIOpaBlIeHHE W TPEJACTABUTEICTBO Ha
HOTH(HUIMPAHUS OPTaH;

3. MCIUIHUHCKUTE U3ACINA U TPOUCAYPUTE 3a OLICHABAHC HA CbOTBETCTBUETO UM,



4. nata Ha U3JaBaHe Ha Pa3pEUICHUETO;
5. (m3m. - JIB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) uneHTuduKanuoHHUsS HOMEpP Ha
HOTU(UIIPAHUSI OpTaH.

. 67. (1) (U3m. - JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) 3nbiHUTETHATA areHIINAS
IO JIEKapCTBaTa BOAM PETHCTHP, KOUTO ChABPKA:

1. magHMTE O YII. 66;

2. maTata Ha OTHEMaHe Ha Pa3pelIeHUeTO U OCHOBAHUSTA 32 TOBA.

(2) (M3m. - JIB, 6p. 38 ot 2015 1., B cmuta ot 26.05.2015 r.) dannute mo an. 1 ce oOsBsABaT Ha
odunmanHaTa HHTEpHET cTpanuiia Ha MAJL

Ui 67a. (Hos - JIB, 6p. 38 or 2015 1., B cuna ot 26.05.2015 1.) (1) PazmmupsiBane Ha o6xBara
Ha pa3pelIeHreTo U MOJHOBSIBAHE HA Pa3pelICHUETO 3a pa3lIMpsiBaHe Ha 00XBaTa Ha pa3pelIeHUETO 3a
OLICHSIBAHE HAa ChOTBETCTBUETO CE U3BBPIIBAT O peaa Ha uil. 62, an. 2 uinu 3.

(2) U3nbanutennusat nupektop Ha MAJI cbe 3anoBen u3aaBa AONBIHEHUE KbM Pa3peLICHUETO
mo wi. 63, an. 5.

Y. 68. (1) (U3m. - IB, Op. 38 ot 2015 1., B cuia ot 26.05.2015 r.) Hotudumupanust opras e
JuTbKeH Ja ysenomssa UAJI npu:

1. (u3m. - [IB, 6p. 38 or 2015 r., B cuna ot 26.05.2015 r.) mpoMeHH B IpaBHUS CTATyT U
OpraHu3alloHHAaTa CTPYKTYPa;

2. (uoBa - /1B, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) mpomenu B o0XxBara Ha JIEHHOCTTA
U3BBH CIy4yauTe Mo wi. 67a, an. 1 u mpoMeHH B MPOIeIypUTe 32 OLICHABAHE HA CbOTBETCTBUETO;

3. (mpegumHa 1. 2 - IB, Op. 38 ot 2015 1., B cuna ot 26.05.2015 r.) mpoMeHu B cucremara 1o
KauyeCTBOTO, PhKOBOJACTBOTO WJIM MEPCOHANA, KOUTO BIUAAT BbPXY U3IIBIHEHUETO HA MPOILEIypUTE 32
OLICHSIBAaHE HA CbOTBETCTBUETO;

4. (mpemumua 1. 3 - JIB, 6p. 38 or 2015 r., B cuma or 26.05.2015 r.) npomsHa Ha
MIOTU3ITBIIHUTEIIATE;

5. (mpeaumHa 1. 4, usM. - JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) npomeHu B
00CTOSITENICTBAaTa, CBbP3aHU ChC 3aCTPaxoOBKaTa.

(2) (U3wm. - 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) JIunata no an. 1 monasat qo MAJI
JOKYMEHTAIMsATa, CBbp3aHa C MPOMEHHTE, U 3aIljialiaT Takca B pa3Mep, orpesaeseH B Tapudara o 4i. 7,
an. 1.

(3) (U3m. - IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 1.) B cpok 10 enun Mecerr OT rmojgaBaHe
Ha JOKYMEHTalusATa Mo ajl. 2 eKclepTHaTa KOMHCHA 1O 4i. 62, an. 1 M3roTBs OLEHBYEH TOKJIAA 10
U3MbIHUTENHUS aupektop Ha MTAJI 3a onoOpsiBaHe HAa MPOMEHMUTE.

(4) (M3wm. - [IB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015 r.) B cinydaute, Koraro mnpoMeHUTE 1O
an. 1 HajaraT mpoBepka Ha MSCTO, KOMHCHSTA O 4j. 62, an. 1 B JByMeceueH CpPOK OT MOoJaBaHE Ha
JOKYMEHTAIMATa 1O al. 2 W3rOTBSA OLEHBYEH JOKIaa 10 M3NBJIHUTEIHMS aupekrop Ha HMAJL 3a
oJ100psiBaHE Ha MPOMEHUTE.

(5) (U3m. - IB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) Bb3 ocHOBa Ha AoKIaga Mo ai. 3,
ChOTBETHO U MO0 aji. 4 M3NBJIHUTETHUIT Aupektop Ha WMAJL cbc 3amoBex u3naBa JOMBIHEHHE KbM
paspeleHueTo mo wi. 63, ai. 5.

(6) Koraro nmpu npoBepkara Ha JOKyMEHTalUsATa MO ajl. 2 WK MpPH MpPOBEpKaTa Ha MSCTO Ce
YCTaHOBAT MPOMYCKU UM HECHOTBETCTBUS C M3UCKBAHUATA HAa HapeaouTe mo wi. 18, komucusara mo 4.
62, an. 1 pmaBa mpeanuMcaHue ChC CPOK 3a OTCTPAHSIBAHETO WM. J[0 M3MBJIHEHWE HAa MPEANUCAHUATA
CPOKOBETE M0 aJl. 3 WM 4 cupar Ja TeKar.

(7) (U3m. - IAB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) KoraTo HOoTH(ULIMpaHUTE OpraHu
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HE M3OBJHAT NPEANMCAHUATA MO al. 6, U3NBIHUTENHUAT nupekTop Ha MAJl cbe 3amoBen oTkasBa
W3JIaBaHETO Ha JIOITBJITHEHUE KbM Pa3peIICHUETO.

(8) (Homa - IB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) B cnyuaute no un. 62, an. 2
OlLlIECHKaTa Ha JOKYMCHTAIUATa MO ajl. 2 M MpOBEpKaTa Ha MSCTO MO all. 4 ce M3BBPIIBAT, KOTATO €
MNPpUIIOKUMO, WU OT MNPCACTABUTCIIMTC Ha APYrUTC JABC MAbpKaBU YICHKHW M OT MNPCACTABUTCIIA Ha
EBporneiickata KoMHCHS, KOUTO ca YU4acTBAIIM B MPOLIEAYpaTa 10 OICHsIBaHEe 10 WiI. 62a.

Y. 69. (Otwm. - IB, 6p. 38 oT 2015 1., B cuna ot 26.05.2015 1.)

Ui 70. (1) (U3m. - IB, Op. 38 ot 2015 1., B crita ot 26.05.2015 r.) Hotudunupanute opranu
ca JIbKHU Ja npeactasat B MAJI rogumen qoknan 3a AeHOCTTa CH, KOMTO BKIIIOYBA MHpOpMAaLUs 3a
U3BBPIICHUTE OLIEHKH 3a CHOTBETCTBUETO Ha MEIAUIIMHCKU W3JEIHs, peKIaMaluu, >Kaindu Hu
IIPEANPUETUTE ACUCTBUSI 110 PELIABAaHETO UM B CPOK /10 31 stHyapu ciezBaliaTa rojuHa.

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

Un. 71. (U3wm. - JIB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015 r.) (1) Komucuu, onpenenenu che
3aroBe]] Ha U3MbIHUTENHUS aupekTop Ha MAJL, uHcnekTupar JeiHOCTTa Ha HOTH(PHUIIMPAHUTE OPTaHH,
BKJIFOUMTEIHO HA TEXHUTE MOAU3IIBJIHUTENN, YPE3 U3BBPILIBAHE HA IUIAHUPAHU ITPOBEPKHU I10 peJa Ha Ul.
5, maparpad 1, OyxBu "a" u "6" ot Pernmament 3a uznbianenue (EC) Ne 920/2013.

(2) Ilpu monyyaBaHe Ha CUTHAJIM, KaJlIOU U peKJIaMalliy 32 HEU3II'bJIHEHUE Ha 331bJDKCHUSTA Ha
HOTHU(HUIMPAHUTE OPraHU WU 332 OTKJIOHEHHE OT OOWYalHWUTE WU AOOpUTE MPAKTUKU KOMUCHUHUTE MO
al. | n3BbpUIBAT U3BBHPEIHU POBEPKHU HA MACTO.

(3) Korato mpu MNpOBEpKHUTE CE€ YCTAHOBAT MPOMYCKH B JCHHOCTTa HAa HOTH(HUIMpAHUTE
OpraHy, U3IbIHUTENHUAT nupekTop Ha MAJI u3nasa npennucanue cbC CpoK 3a OTCTPAHSABAHETO UM.

(4) U3nbnuutennusat nupektop Ha MAJl u3maBa 3amoBen 3a orpaHM4yaBaHe WIM BPEMEHHO
CIIMpaHE Ha JIEHCTBUETO HA Pa3pELICHUETO 10 OTCTPAHIBAHE B OIIPENEICHUS CPOK Ha MPOITYCKUTE 110 aJl.
3.

Y. 72. (1) (U3m. - [IB, 6p. 38 ot 2015 1., B cruta ot 26.05.2015 r.) U3IBIHUTEHUAT AUPEKTOP
Ha MAJI cpc 3amoBel OTHEMa pa3pellIEHUETO 3a U3BBPILBAHE OLEHSBAHE HA ChOTBETCTBUETO, KOraTo
IIpU MPOBEPKUTE C€ YCTAHOBH, Y€ HOTU(UIUPAHUAT OPTaH:

1. e mpecTanai fa OTroBaps Ha HAKOE OT YCIIOBUSATA, IPH KOUTO € U3/1aI€HO Pa3peLIEHUETO;

2. HE € B CBbCTOSHME Ja MNPOABJKM H3I'BJIHEHUETO Ha MPOLENypUTE 3a OLEHSBaHE Ha
CBbOTBETCTBUETO;

3. He U3MBJIHSABA MPOLIETyPUTE 3a OLICHSABaHE HAa ChOTBETCTBUETO ChOOPA3HO M3MCKBAHMITA Ha
CbOTBETHUTE Hapea0U 1o ui. 18;

4. He e mpeanpuen MEpPKU 3a OTCTpaHsSBaHE Ha MPOIyCKUTe mo wi. 71, ain. 3 B ompeneneHus
CPOK.

(2) (Orm. - 1B, Op. 38 oT 2015 1., B cuna ot 26.05.2015 r.)

Un. 73. (U3m. - B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) U3nbaHuTenHaTa areHIus mo
JekapcTBara yBeqomMsiBa EBporelickata KOMUCHS, JPYTUTE IbpPXKABU WICHKH, IbPKaBUTE - CTPAHU IO
Cnopa3zymenuero 3a EBporeiickoro HKOHOMUYecKo mpocTpaHcTBo, U Kondenepauus LlBeiinapus 3a
OTHETHUTE Pa3peleHus 0 4. 72 ¥ 3a U3BBPIICHUTE IPOMEHHM 10 WI. 67a, an. 1 u ui. 68, ai. 1.

Un. 74. (1) (U3m. - JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Jlumero, Ha KOeTO €
OTKa3aHO M3JlaBaHE Ha pa3pelieHue mo wi. 63, an. 2, MoXke Ja MojaJe HOBO 3asBJICHHE 3a pa3pelieHHe
HE M0-paHo OT 6 Mecela OT JlaTaTa Ha BpbUBAHETO Ha 3allOBeJITa 3a OTKa3.

(2) Hotudumnupan opras, Ha KOMTO € OTHETO pa3pelIeHueTo o wi. 72, an. 1 Moxe aa noaane
3asBJICHHME 32 HOBO pa3pelleHHe He M0-paHo OT €Ha roJIMHa OT JjaTaTa Ha BPhUBAHETO Ha 3aloBe/ATa 3a
OTHEMaHe Ha pa3pelieHueTo.



Yn. 75. (U3m. - IAB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) OTka3bT 3a uU3aBaHE Ha
paspelieHre 3a OLEHSIBaHE Ha CHOTBETCTBHETO, KAKTO M 3allOBEATa 32 OTHEMAaHE Ha pa3peIieHHETO
MoKe J1a Ob1aT 00KaIBaHM MO pela Ha AJMUHUCTPATUBHONIPOLIECYATHUS KOJICKC.

Y. 76. (1) (Hom. - JIB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) Hotudumupanust opran
u3gaBa cepTu(uKar, yaoCTOBEpsBal] ChOTBETCTBUETO ChC CHIIECTBEHUTE M3MCKBAHUSA, PUIOKHUMH 32
U3JIEINETO, C BAJIMAHOCT, IOCOYEHA B HET0, HO HE MIOBeYe OT 5 FOJIMHU WX IPaBU MOTHUBUPAH OTKA3.

(2) (U3m. - B, 6p. 110 or 2008 r.) Koraro HOTH(UIMPAHUAT OpraH YCTaHOBH, Ye
MIPOU3BOJUTENAT HE € M3MBJIHWI WM € MpecTaHaj Ja M3MbJIHSIBAa HM3UCKBAHUATA, OIpPENEICHH B
HapeaOuTe 1o wi. 18, Wi ca MpOMEHEHH YCIIOBHUATA, IPU KOUTO € OWII M3/1aZicH cepTU(UKATHT, U KaTO
OTYeTe CTENEHTa Ha HEChOTBETCTBHE, OTHEMA CepTU(UKATa WM BPEMEHHO CIHpa JIEHCTBUETO MYy, WU
OrpaHUYaBa HETOBHs 00XBAT, TOKATO MPOU3BOJUTEIIAT MPeaprueMe MOAXO AN KOPUTHPAIIX JCHCTBUS
U OCUTYPH HEOOXOAMMOTO ChOTBETCTBHUE.

(3) (U3m. - [IB, 6p. 110 ot 2008 r., m3m. - JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.)
Hotuduuupanust opran undopmupa MAJl B ciydyaute Ha oTKa3 3a W3JaBaHe Ha cepTU(UKAT, HA
BPEMEHHO TIPEYCTAHOBSBAaHE BAIMJHOCTTa Ha cepTH(UKara, HAa OTHEMaHEe WJIM HajaraHe Ha
OTpaHUYEHUE UM Ha MOAU(PHUIIMPAHU WIN AOMBIHEHU CEPTUDUKATH.

(4) (Hoa - B, 6p. 38 ot 2015 r., B cuna or 26.05.2015 r.) B caywyaute mo am. 3
HOTU(QUIMPAHUAT OpraH mpenoctaBs mpu mnouckBaHe oT HWAJI pombiHuTenHa uHbopManus Hu
n3uckanure ot MAJI nokymeHTH.

(5) (M3m. - B, 6p. 110 ot 2008 r., npenumna ai. 4, usm. - JIB, 6p. 38 ot 2015 r., B cuna ot
26.05.2015 r.) M3mpnaHMTEeNHATA areHIMs IO JIeKapcTBata WH(GOPMHUpPA PETYJATOPHUTE OpPTraHu Ha
IpyTUTe ObpXKABU YICHKU, PETyJaTOPHUTE OpPraHd Ha AbpKaBUTE - cTpaHu no Cropa3yMeHHETO 3a
EBporeiickoto mkoHOMHYecKO mpocTtpaHcTBo, U Ha Koudenepamms IlBeiimapuss u EBpomeiickara
KOMHCHS 32 CllydauTe 1o ai. 3.

Uin. 76a. (Hos - JIB, 6p. 110 ot 2008 r., u3m. - [IB, 6p. 38 ot 2015 1., B cuia ot 26.05.2015 r.)
Hotudunupanute opranu ca AIBKHH J1a MPEJOCTaBAT HAa HOTHU(UIIMPAHU OPTraHU, ONpPEAeTeHH OT
ApYTH IbpXKAaBH WICHKH, WHpOpManus 3a OTKa3aHUTE CepTH(HKATH, 32 CepTUPHUKATHTE, YHUSITO
BaJIMTHOCT BPEMEHHO € IPEYCTaHOBEHA, U 32 OTHETUTE cepTU(UKATH, a TPH MTOMCKBAHE - 32 U3/Ia/ICHUTE
cepTu(uKaTu.

I'naBsa nera.
THPT'OBUA C MEJAUIIUHCKHA U3AEJUSA BAT'JI. U3M. - IB, BP. 60 OT 2011 T'., B CUJIA
OT 05.08.2011T.)

Un. 77. (U3m. - [IB, 6p. 54 ot 2012 r.) (1) ThproBust Ha eApo ¢ MEAMIIMHCKH W3JCTHS HA
teputopusita Ha PenyOnuka bbarapus moraT na u3BBpIIBAT (PU3MYECKH WM IOPUAMYECKH JIMIIA,
PETUCTPUPAHU KAaTO THPrOBIM MO THProBCKUS 3aKOH MM IO 3aKOHOJATEJCTBOTO Ha JApyra JbprkaBa
WICHKa WIM Ha JApyra IbpkaBa - cTpaHa no CropazymeHueTo 3a EBpOnenckoTo MKOHOMHYECKO
npoctpaHcTBo, Win Ha Kondenepauus LlBelinapus, Ha KOUTO € U3/1ICHO pa3pelieHue 3a ThpProBUs Ha
eapo ¢ MmeauuuHcku uznenus ot MAJI unu npyr JOKYMEHT, yI0CTOBEpsIBaIll IIPaBOTO UM J1a ThPTyBaT €
MEIULMHCKHU U3AENNs, U34aeH OT KOMIIETEHTEH OpraH Ha CbOTBETHATA IbPKaBa.

(2) IlpousBoauTenute, ycTaHOBEHHM Ha Teputopusta Ha PenyOnuka bbarapus, morar na



HU3BBPIIBAT THPTOBCKU CACIIKU C IIPOU3BCACHUTC OT TAX U3ACIIUA 0e3 JOKYMCHTA I10 aJl. 1.

Ui 78. (U3m. - JIB, 6p. 54 ot 2012 1.) (1) ®U3HYECKH WIH IOPUIUICCKH JIUIA, PETUCTPUPAHU
1o pena Ha THproBCckUs 3aKOH WM IO 3aKOHOJATEICTBOTO Ha Jpyra Jbp’kaBa YiICHKA WJIM Ha JApyra
nbpxaBa - crpaHa no CrnopazymeHuero 3a EBporneidckoTo MKOHOMHUYECKO NHPOCTPAaHCTBO, WM Ha
Kondenepanus HIBeiiapus, KOUTO UCKAT Ja MOJIy4YaT pa3pelieHue 3a ThPrOBUS HA €APO ¢ MEAULIMHCKI
m3aenus, noaasat B MAJI 3asBiaeHue mo o6pasel, yIBbp/eH OT U3IMBIHUTSIHUSA JupekTop Ha MAJL, kbM
KOETO IIpuJiarar:

1. nanuu 3a EMK Ha nunara, peructpupanu mo pefaa Ha ThHProBCKHsS 3aKOH, a 3a JIMIATA,
perucTpupaHu B JApyra JAbp)KaBa WIEHKa WM B JIpyra JIbpkaBa - cTpaHa no Crnopa3yMeHHETO 3a
EBpomneiickoTo uKOHOMHYECKO TpocTpaHcTBO, wWin Ha Koudenepamus IllBeinapus - ngaHHW,
YA0CTOBEPSIBAILIA THPTOBCKATa UM PETUCTpAIIUs;

2. CIIUCBK HA KaTErOPUUTE MEAUIIMHCKH M3JIeNus ChriaacHO HomeHkiatypHa cucreMa b/IC EN
ISO 15225 3a xarteropusanusi Ha MEIUIMHCKUTE U3AEIUS U HAa CHOTBETHUTE UM IPOU3BOAUTEIN HA
XapTUEH U MarHUTEH HOCHUTET;

3. JOKYMEHT 3a IUIaTeHa TaKca B pa3Mep, onpe/ieneH ¢ Tapudara no wi. 7, an. 1.

(2) Koraro pasmnonaraT ¢ moMelIeH sl 3a CbXpaHeHWe Ha MEAUIIMHCKH U3/IeTUs Ha TePUTOPHUSTA
Ha PenyOnuka bbarapus, nunara no an. 1 mocoysaT B 3asBJIEHHMETO U ajpeca UM. B To3u cinyuail kbM
JOKyMEHTAIsTa 1o ai. 1 ce mpuiarar:

1. nexnapanus, ye:

a) TOMEIIEHUSATAa OTTOBapsT Ha YCJIOBUATA 32 ChXPaHEHHE Ha MEAULMUHCKUTE H3ICNus,
MMOCOYCHH B CITUCHKA 11O aj. 1, T. 2, B 3aBHCHUMOCT OT CHCIIM(UKATA KM U YKa3aHUATA Ha MPOU3BOIUTEIS,
oIpezieNieH! B MHCTPYKIIUATA 32 ynoTpebda, u

0) mpuTekaBaT WIM pas3nojaraT C TPAHCIOPTHH CPEICTBA, OCHTYPSBAIIM IPABHIHOTO UM
ChXpaHEeHHE MPH Pa3pPOCTPAHEHUE U TPAHCTIOPTHPAHE;

2. JaHHU 3a UMETO, IOCTOSTHHUS aJpec U aapeca 3a KOPECIOHAECHLUS C JIMLETO, ONPEEIICHO 3a
PBKOBOJUTEN Ha OMEIICHUATA 32 ChbXPAHEHUE U THPrOBUS ¢ MEAUIIMHCKU M3JIENUs, KAKTO U KOIME Ha
JI0OTOBOpPA, Bb3 OCHOBA Ha KOMTO € Bb3HUKHAJIO IPABOOTHOILLIEHUETO MY ChC 3asBUTEISL.

UYn. 78a. (Hos - /IB, Op. 54 ot 2012 r.) Koraro numara mo ui. 77 mpuTexaBar JOKYMEHT,
YIOCTOBEPSBAIL] TPABOTO UM 3a U3BBPILBAHE HA THPTrOBUS HA €IpO C MEAULMHCKU U3JEIHs, U3AaleH OT
KOMIIETEHTEH OpraH Ha Apyra Abp)KaBa 4J€HKa WIM Ha Jpyra JIbpkaBa - cTpaHa no CriopasyMeHHETO 3a
EBpomneiickoTo nkoHOMHUYECKO TpocTpaHcTBO, Wi Ha Koudenepanusa IlBeitapus, u pasmosaraT ¢
MIOMEIICHUsI 3a ChXpPaHEHHWE HA MEIMIMHCKU M3JenMs Ha TepuTopusrta Ha PemybOmuka boarapus,
npeactassaT B UAJI:

1. dopma 3a yBenomsiBaHe 10 00pasell, yTBbPACH OT U3IIBJIHUTENHUS qupekTop Ha MAJL;

2. Komue OT JOKYMEHTa, yI0CTOBEpSBAl IPABOTO UM 3a M3BBPILBAHE HA THPrOBMS Ha €1po,
IPUIPYKEH C IPEBOJI Ha OBJITAPCKU €3HK;

3. COIMCBK Ha KaTErOpuUTE MEIUIMHCKN U3JEIHUs ChIVIACHO HOMeHKIaTypHa cuctema bJIC EN
ISO 15225 3a xareropusanuss Ha MEIUIMHCKUTE U3AEIUS U HAa CHOTBETHUTE UM IPOU3BOAMTEIN HA
XapTUEH U MarHUTEH HOCUTET;

4. noxyMeHTauusTa 1o wi. 78, an. 2.

Un. 79. (U3m. - JIB, 6p. 54 ot 2012 r.) (1) M3mbaauTenHaTa areHIUs IO JIEKapCTBaTa
IIpOBEpsiBa TOKyMEHTaUMsATa 1o wi. 78 u 78a. IIpn KoHCTaTMpaHe Ha HEN'BJIHOTH B JOKYMEHTALMITA
NAJI yBeaoMsiBa TMCMEHO 3asBUTEISI M 1aBA CPOK 32 OTCTPAHSIBAHETO UM.



(2) Uznbnuutennust nupexkrop Ha WAJI B 30-gHeBEeH CpoK OT Jgarara Ha MOJAaBaHE Ha
JNOKYMEHTAIMATA 110 4. 78 U3/1aBa pa3pelleHue 3a ThproBys Ha eIpo ¢ MEAUIIMHCKY U3/IeTUs Ha TUaTa
mo wi. 78, am. 1, KaTo JaHHUTE 3a MOMEIICHHUATA UM 33 ChXPAHCHWE W THPrOBHUSI U CHUCHKHT Ha
KaTeropuuTe MEIUIIMHCKU U3/IENINS C€ BIIUCBAT B pEerucThpa 1o ui. 81.

(3) Cpoksbt 1o ait. 2 crivpa Aa Tede OT JlaraTta Ha YBEJIOMJICHUETO 10 al. 1 0 oTcTpaHsBaHE Ha
HEI'bJIHOTUTE.

(4) 3rpaHuTENHATA areHIIUS 10 JIEKApCTBaTa B 7-IHEBEH CPOK OT YBEAOMJICHUETO 10 4jl. 78a
BIIMCBA B PETUCTHpa MO Wi. 81 JaHHUTE OT yBEIOMIICHUETO.

Un. 80. (U3m. - [AB, Op. 54 ot 2012 r.) (1) Ilpu npomMsHa Ha ajapeca Ha MOMEHICHUATA 3a
CbXpPaHEHHE U THProBHs ¢ MEIMLMHCKH M3JeJIus Ha TepuTopusaTa Ha PenyOnuka bbarapus nunara no
. 78 nonasar B UAJI 3asiBieHue 3a nmpomsiHa Ha pa3petieHueTo no wi. 79, ai. 2, a qunara mno 4i. 78a -
yBelOMJIEHHE 3a NpoMsiHata. KbM 3asgBIEHHETO WM YBEJAOMIIEHHETO C€ IpuiaraT CBbp3aHaTa C
IIpOMsIHATa JIOKYMEHTAlLlUs U JIOKYMEHT 3a IIJJaTeHa Takca 3a JIMLaTa 1o 4i. 78 B pa3mep, OIpPENEIIEH C
tapudara o wi. 7, an. 1.

(2) 3asBneHHMETO WIM YBEIOMJIEHMETO 3a IpOMsHAa C€ I0JaBa B 7-IHEBEH CpPOK Clel
U3BBPIIBAHE HA CbOTBETHUTE IPOMEHH.

(3) JIunara no an. 1 yBemomsiar MMAJI B 7-1HEBEH CpOK ciell M3BBpIIBAaHE HAa MPOMSIHA Ha
IIPaBHUS CTATYC, CEAAIMILETO W/UIIM ajjpeca Ha yNpaBJIeHUE W/WIN MPHU MPOMsIHA Ha JMLETO Mo wi. 78,
all. 2, T. 2, W/WIY TIpU TIPOMSIHA Ha CIIMCHKA HA BUJIOBETE MEIUIIMHCKH H3/IEHS, C KOUTO ThpryBar. Kpm
YBEJIOMJICHHETO C€ MpHJlara CBbp3aHaTa ¢ IpOMsHaTa JJOKyMEHTaLlUs.

(4) Uznpnaurennust nupextop Ha MAJI u3nasa paspenienue 3a NpoMsiHa Ha pa3perieHuero 1o
. 79, an. 2 B 14-1HEBEH CpoOK OT JlaTaTa Ha M0/1aBaHe Ha IOKYMEHTalusTa 1o ai. 1.

(5) UsnbaHuTenHaTa areHIus IO JIEKapcTBaTa BIIMCBAa B perucrbpa mo wi. 81 mpomeHure B
obcrosiTencTBara mo aji. 1 u 3 B 7-IHEBEH CPOK OT M3/IaBAaHETO Ha pa3pelIeHHETO 3a HpPOMsHA,
CbOTBETHO OT YBEJOMJICHUETO 32 IPOMSIHA.

Un. 80a. (Hos - [IB, Op. 54 ot 2012 r.) (1) Jlumara mo un. 78 u 78a B 10-1HEBEH CpOK clief
IpeKpaTsBaHe Ha JEWHOCTTa CH, CBbp3aHa C THPrOBHS C MEAMIIMHCKH HM3JENIMS Ha TEPUTOPHUATA Ha
Peny6nuka bbirapus, ca 17bKHU J1a YBEAOMST MUCMEHO U3MbIHUTENHUSA aupekTop Ha MAJL.

(2) B cayuaute mo an. 1 wsmbiaHuTenHuAT aupekrop Ha MAJL cbe 3amoBen mpekpatsiBa
JEMCTBUETO HA U3JAaJCHOTO pa3pelieHne no ui. 79, an. 2. M3nenHuTenHaTa areHuus 1o JIEKapcTBaTa B
7-THEBEH CpPOK OT M3JaBaHE Ha 3allOBE/Ta 3a MPEKpaTsABaHE Ha Pa3pellieHUEeTO BIUCBA B PETUCTHpA MO
yi1. 81 garata Ha MpeKpaTsBaHe Ha Pa3pelIeHUeTo Ha Thprosela mo wi. 78.

(3) UsnbiHuTenHaTta areHuus IO JieKapcTBaTa BMNMCBa B perucrbpa mo wi. 81 parara Ha
IpeKpaTsBaHe Ha JCHHOCTTa Ha JuaTa 1o wi. 78a.

Un. 81. (U3m. - JIB, Op. 54 ot 2012 r.) M3meiaHuTEeNHATA areHIUs 1O JIEKapcTBaTa BOJH
pEerucTbp Ha JauIaTa no wi. 78 u 78a, KOUTO ChAbpXKa:

1. (m3m. - IB, 6p. 54 ot 2012 r.) HOMep M JaTa Ha pa3pelIeHUETO 3a ThPrOBHs Ha €Ipo C
MEIULIMHCKHU U3JeHs 32 JIulaTa no 4i. 78;

2. (m3m. - [1B, 6p. 54 ot 2012 r.) nme, cenanuiie u aJipec Ha yrnpaBleHWEe Ha JUIaTa 10 Wwi. 78 u
78a;

3. (u3m. - IB, 6p. 54 ot 2012 1.) 1aTa Ha MpeKpaTsIBaHe HA Pa3peIICHUETOo 1o 4. 79, ai. 2;

4. (mam. - 1B, Op. 54 ot 2012 r.) ampec Ha MOMEIIEHUATA 32 ChbXPAHEHHWE HAa MEIUIIUHCKU
W3/ICTINS,



5. (m3m. - IB, Op. 54 ot 2012 r.) ume u azmpec Ha nuIara mo wi. 78, ain. 2, 1. 2;

6. (u3m. - JIB, Op. 54 ot 2012 r.) criUCchK HA KaTErOPUUTE MEIUIIMHCKU U3MIETHUsS, C KOUTO CE
U3BBPIIBA THPTOBUS;

7. (moBa - /IB, 6p. 54 ot 2012 r.) npoMeHH 10 BIIUCAHUTE OOCTOATEIICTBA.

Yn. 82. (1) (U3m. - IB, 6p. 54 or 2012 r.) ThproBuute C MEAWLMHCKH HU3EIUS, KOUTO
U3BbpUIBAT THPrOBUs Ha TepuTopusara Ha PenmyOmuka bbarapus, ca JUIBXKHH J1a ThPryBaT caMo C
MEIUIIMHCKH U3/EIUsl, HA KOUTO CPOKBT HA TOAHOCT HE € U3TEKbJI M UMAT:

1.nanecena "CE" mapkupoBKa B CbOTBETCTBHE C U3UCKBAHUSATA HA W 15;

la. (moBa - JIB, Op. 54 ot 2012 r.) HaHeceH MapTHAEH/CEPUEH HOMEP BBPXY OMAKOBKHUTE,
KOTaTo € MpUI0KUMO;

2. (m3m. - /1B, 6p. 110 or 2008 r., u3m. - B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 1.)
HaHECeH MACHTU(PHUKAIMOHEH HOMEP Ha HOTHU(UIMPAHUs OpraH mo 4wi. 63, an. 4, Korato mpoueaypure,
orpeseNieHu B HapeaoduTe 1o wi. 18, M3UCKBAT HAHACSIHETO MY;

3. HaHeCeHM HAMMEHOBAaHWME U aJpec Ha YOpaBlIE€HHWE Ha TMPOU3BOIUTEN W/WIU
VITBITHOMOIICHHUS PEJICTABUTE U BHOCUTEIIS;

4. vHCTpYKLHUA 32 yrnoTpeda, ¢ U3KIIUYeHUE Ha U3/IETUATa, 32 KOUTO TOBA HE € MPEIBUICHO B
3aKOHa.

(2) (U3m. - 1B, 6p. 54 ot 2012 r.) JIunaTa no ain. 1 ca JIbXKHH J1a MOJIbpKAT MOMEIICHHITA 32
ChXpaHCHHE HAa METUITMHCKU W3JICIHsI, KOTaTO pasIoyiaraT C TAKUBa, B ChOTBETCTBUE C M3MCKBAHUsATA 32
ChbXpaHEHHE 32 ChOTBETHUS BUJ U3JEINE, ONPENEICHH OT MPOU3BOIUTEINS.

(3) (U3m. - 1B, 6p. 54 ot 2012 r.) ThproBumte Ha €IPO C MEAUIIMHCKH U3JCIUS OCUTYpPSIBAT U
MOAIBPKAT TOKYMEHTHpaHa CHUCTEMa 3a MpocleisBaHe O0e30MacHOCTTa Ha MEAUIIMHCKUTE W3JeiHs,
MyCHAaTH Ha Tas3apa, W 3a OJIOKMpaHe M HM3TETJIAHE OT Ma3apa Ha MEIUIIMHCKUTE H3JCIHS, MOKa3alu
HECHOTBETCTBUE C U3UCKBAHUATA 32 OE30MACHOCT 10 CMHCHJIa Ha TJlaBa CeaMa.

(4) (U3m. - [IB, 6p. 54 ot 2012 r.) KbMm noxkymeHTanusTa mo aji. 3 ce CbXpaHsBaT MapTUIHUTE
cepTuUKaT Ha MEAMIIMHCKUTE HM3JENUS 332 CPOK 5 TOAMHHU U C€ MPEAOCTaBAT MPHU IMOUCKBAHE Ha
IUTEKHOCTHHTE JIMIA 1O WI. 86, ai. 2.

(5) (U3wm. - [IB, 6p. 54 ot 2012 r.) JIunara no an. 1 ca ATBKHU J1a ChXpaHsABAT MEIUIIUHCKUTE
W3JIeHSl ¢ M3TEKBJI CPOK HA TOJHOCT, OJIOKMPAHWTE W/WIU HM3TETICHUTC MEIUIIMHCKUA HW3JICIHs Ha
ONpeAeNieHo0 3a IIeNTa MSICTO C TpailHO CUTHAIHO OO0O3HA4Ye€HHWE [0 TMPEAOCTaBIHETO UM Ha
MIPOU3BOTUTEIIS UJIH JIO YHUIIIO)KABAHETO M.

Un. 83. (U3m. - IB, 6p. 54 ot 2012 r.) (1) JIunara mo un. 77 Morar aa U3BbPIIBAT ThPrOBCKH
CHCTKA C MEIUIIMHCKH W3JCNUs TPU ClIa3BaHE Ha W3UCKBAHMATA 3a TAXHOTO CBhXpaHEHUE U
pasnpocTpaHeHHE ChC:

1. qpyTH THPTOBIM HA €APO IO CMHUCHIIA HA TO3U 3aKOH;

2. (m3m. - ]IB, 6p. 14 ot 2016 r., B cuna ot 19.02.2016 r.) neue6HM 3aBefeHHs MO 3aKOHA 3a
J1euyeOHuTe 3aBEJICHUS Hu BETEPUHAPHOMETULIMHCKHU 3aBeJICHUS o 3akoHa 3a
BETEPHUHAPHOMEIUIIMHCKATA IEHHOCT;

3. 3apaBHHM 3aBeieHuA 1o wi. 21, ain. 2, T. 1, 3 m 4 u ann. 3 ot 3akoHa 3a 3/IpaBeTo;

4. BeTepUHAPHOMEIUIIUHCKUTE alTeKH;

5. Iporepuu;

6. (u3m. - JIB, 6p. 105 ot 2018 ., B cuna ot 01.01.2019 r.) nuna, KOUTO U3BBPIIBAT AEHHOCTH
0 MPEJOCTaBsHE HAa IMOMOITHU CPEACTBA, MPUCIIOCOOTICHHS U ChOPHKEHUS U MEIUIIMHCKHA U3JICITHS 32
XopaTta ¢ yBpeXIaHus 10 3aKOHa 3a XOpaTa ¢ YBPEXKIaHUs;

7. muna, MPUTEXKaBaIIH ThPTOBCKH O0CKTH, B KOUTO CE MpeJijIaraT ONpe/eIICHN ChC 3aIoBe]] Ha



MUHHUCTBpPA Ha 3/IpaBEOIa3BaHETO WJIM Ha ONPAaBOMOIIEH OT HETO 3aMECTHUK-MHHHUCTBD MEIUIMHCKU
U3Jenus;

8. oOumMHM, OpraHM Ha [Jbp)KaBHATA BJIACT U JbP)KaBHU HMHCTHUTYIMH, KOUTO IPOBEXKAAT
IIPOLIElypH 3a Bb3JIaraHe Ha OOIIECTBEHHU OPBUKHU 32 I0CTaBKa HAa MEJULIMHCKU U3/ETI1s;

9. yueOHHM 3aBE/ICHNUS;

10. nuna, KOMTO ca B mpoleypa 1o U3rpakaaHe u 00opyaBaHe Ha ObJeIH Je4eOHU U 3IpaBHU
3aBEJICHHA, CJell MOJIy4aBaHETO Ha pa3pelleHHe 3a CTPOESK 10 pela Ha 3aKoHa 3a yCTPOMCTBO Ha
TEePUTOPUSATA.

(2) MuHUCTBPBT Ha 3/1paBEOIa3BaHETO ONPENENS ChC 3a0BE] MEAULIMHCKUTE U3JIEIHsI, KOUTO
Morar Jia ce pojaBaT B ThpIrOBCKUTE 00eKTH 1o ai. 1, 1. 7.

Un. 83a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 1.) (1) JleueOuute 3aBencHus 3a
OOJIHWYHA TIOMOII[ MOTaT Jia U3BBPIIBAT THPTOBCKH CICIKHA C METUIIMHCKH U3JICITUSI CaMO 32 HYXKIHUTE Ha
CBOMUTC ITIAaITMCHTH.

(2) MenuuuHCKUTE W3NS, KOUTO MOTaT Jia ObJIaT MPEeIMET Ha ThPrOBCKH CICIKH 10 all. 1, ce
orpenaensaT ¢ HapenbaTa 1o ui. 30a.

Ui 836. (Hos - IB, 6p. 54 ot 2012 r.) (1) JIumara mo wi. 78 u 78a moaabprkat nuHGopManus u
ChXpaHsIBaT TOKYMEHTAIIUS 3a:

1. 3aKymneHo U NpoJaZieHo KOJUYECTBO MO0 BUOBE MEAUIIMHCKH U3/IENU, 1aTa Ha MOKYyNKaTa 1
npojaxk0ara, CKJIaJoBa HATMYHOCT, MAPTHICH HOMEP U CPOK HA TOJTHOCT;

2. IMETO W aJipeca Ha YIpaBJICHHWE Ha JUIaTa, OT KOUTO Ca 3aKyMUIU M HA KOWTO ca MpoJaliu
MEIUIIMHCKUTE U3ICITHS;

3. HOMEp M JlaTa Ha U3JaBaHE Ha JOKYMEHTa, YJAOCTOBEpSABAIll MPABOTO 3a M3BBPIIBAHE Ha
THPrOBUS HA €pO Ha JIUIATa 10 Wi. 77, ¥ JaHHU, HACHTU(UIIUPAIIN OpPTaHa, H3al JOKYMEHTA.

(2) JIunarta mo un. 83, an. 1, 1. 3 -5 u 1. 7 - 10 nogabpxkat nHdopmanus 3a:

1. 3aKyIIeHO KOJMYECTBO 110 BHIOBE MEIUITMHCKH M3JICIHS, JaTa Ha TIOKYIIKaTa | Ipoaakoara,
CKJIa/I0Ba HAIMYHOCT, MAPTUACH HOMEP U CPOK Ha TOJTHOCT;

2. IMETO W ajjpeca Ha YIpaBJICHHE Ha JIUIETO IO Wi. 77, OT KOETO ca 3aKyIUIN MEIUITUHCKA
W3enus, 1 JaHHUTe o ai. 1, T. 3.

(3) JIunata mo wi. 83, an. 1, T. 2 u 6 mogabpxKAT HHGOPMAIIHS 3a:

1. 3aKynmeHo KOJHYECTBO IO BHJIOBE MEIUIIMHCKU HM3JENus, JaTa Ha MOKYIKara, CKJIaJoBa
HAJTMYHOCT, TAPTUICH HOMEP U CPOK Ha TOAHOCT;

2. IMETO U ajjpeca Ha YIpaBJICHHWE Ha JIULETO IO 4j. 77, OT KOETO ca 3aKyMUIN MEIUIIUHCKU
A3JENus, U JaHHUTE o ai. 1, T. 3;

3. nuIe, Ha KOETO ca MPEeA0CTaBIIN/ TIPUIIOKIIA MEIUIIMHCKOTO U3/IeTHe/U3Aeusl.

Un. 84. (U3m. - JIB, 6p. 54 ot 2012 r.) (1) JnbxHOCTHUTE NMIA TIO Wi. 86, aj. 2 U3BBPIIBAT
IJIAHUPAHU ¥ BHE3AITHU NPOBEPKHU B MIOMELIECHUATA 33 ChbXPAHEHNUE U ThPrOBUs C MEAULIMHCKU U3IEIHSL.

(2) JnBKHOCTHUTE JMIIa MO al. | MoraT Jga W3WCKBAT, MPOBEPSIBAT U TPABSAT KOMHS HAa
JOKyMEeHTaIusITa o wi. 82, an. 3 u mo wi. 830, KakTo U Jja B3eMar 00pasiy u npoldu OT M3AEIUsATa IPH
ycaoBusTa 1o 4ui. 93, an. 3.

(3) Koratro mpu mpoBepkaTa c€ YCTaHOBHM, Y€ MEAUIMHCKHUTE U3JENUs HE OTroBapsT Ha
W3UCKBaHMATA HA WI. 82, an. 1, T. 1, la, 2 wim 3 wiam ca ¢ U3TEKBJI CPOK HA TOJHOCT, U3IMBIHUTEIHUAT
nupektop Ha MAJIL pasnmopexaa cbe 3amoBe] OJIOKMpaHE M U3TETIIIHE Ha W3JETHUATa OT Ias3apa W/WiH
TSIXHOTO YHUIIIOKABaHE.



(4) Ilpm ycraHOBsIBaHE HECHOTBETCTBMSI Ha IIOMELICHMATA 3a CbXPAHEHUE U THPIOBHS C
M3HUCKBAHUATA, ONPEAETICHN OT IPOU3BOJAUTENS 3a CHOTBETHOTO M3JeINne, JUIbKHOCTHUTE JIMIIa 1o aj. 1
JaBaT MPeANUCaHUs U CPOK 3a OTCTPAHSBAHETO HM.

(5) Koraro mpu mpoBepkaTa ce yCTaHOBH, Y€ B cHCTemMaTa mo 4wi. 82, aix. 3 wid B
JOKyMEHTaIusATa o wi. 830 MMa HEMbJIHOTU WJIA HETOYHOCTH, IIBKHOCTHUTE JHIA 1Mo an. | jmaBat
MIPEIMCaHUs U CPOK 32 OTCTPAHSBAHETO UM.

(6) Korato HECHOTBETCTBHSTA, HEMBIHOTUTE WM HETOYHOCTUTE HE OBJAT OTCTPAHCHH B
CpoKoBeTe Mo ai. 4 u 5, AIBKHOCTHUTE JUIA MO al. | mpeicTaBAT CTaHOBUIIEC 10 M3MBJIHUTEIHUS
nupekrop Ha MAJI ¢ npennokeHue 3a OTHEMaHe Ha pa3pelieHUETO 3a ThPrOBUs Ha €1po, a 3a JIMliara Io
1. 78a - 3anu4aBaHe OT perucrbpa mo wi. 81 u 3akpuBaHE Ha MOMEIICHUATA UM 32 ChbXPaHEHHUE U
THPrOBHSL.

(7) 3anoBenuTe Ha M3NBJIHUTEIHUA AupekTop HAa MAJI mo an. 3 u 6 morar na ce oOXkauBar 1o
pena Ha AIMHUHUCTPATUBHONPOLECYATHUS KOJIEKC, KaTO 00KaJIBAaHETO HE CIIUPA UITBIHEHUETO HM.

Ui 85. (U3m. - JIB, 6p. 54 ot 2012 r.) M3mbanuTenHaTa areHIUs 10 JieKapcTBaTa HHGOpMUpa
pEeryJIaTOpHUST OpraH Ha Jpyrara JIbp)KaBa 4WICHKAa WIM HA Jpyrara IbppXaBa - CTpaHa IO
Cniopa3zymeHueTo 3a EBporelickoTo MKOHOMHUYECKO MPOCTpaHCTBO, uin Ha Kondenepanus [1Iseinapus,
W3/a’l JIOKyMEHTa, YJOCTOBEpSIBAIl IMPABOTO 32 M3BBHPIIBAHE HA THPrOBUS HA €IPO C MEIAMIIMHCKH
U3JIENNs, 32 YCTAHOBCHH HAPYILICHHSI IPH ThPTOBHS HA €IPO C MEIUIIMHCKU U3/ICIUsI HA TEPUTOPHUSAITA HA
PerryOnmka beirapust u ipenocTaBs mHGOpMAIIUS MPU OUCKBAHE 3a JIUIaTa 1Mo 4wi. 78.

T'n1aBa mecra.
HA30P HA ITIA3APA

Y. 86. (1) (Hom. - IB, 6p. 84 or 2012 r., B crma ot 02.01.2013 r.) Hag3zopsT Ha ma3apa ce
U3BBPIIBA, 33 /1a CE€ OCUTYPH CHOTBETCTBHETO Ha MEIUIIMHCKUTE WM3JETUs, MyCHATH Ha Maszapa W/Wuiu
MyCHaTH B JICWCTBUE, C U3MCKBAHUATA HA 3aKOHA M HA HapeAOWTe Mo Wi. 18 OT TO3W 3aKOH W/WJIM Ha
rnasa neta "a" u Ha HapenOaTa mo wi. 21a, an. 1 ot 3akoHa 3a 3ammMTa OT BPEJHOTO BB3CHCTBHE Ha
XUMUYHUTE BEIIECTBA U CMECH.

(2) HagzopbT Ha ma3zapa Ha Teputopusita Ha PenyOnuka bwiarapus ce ocwuiectssiBa ot MAJI

Ype€3 MHCICKTOPH N CKCIIEPTHU, OTIPCACICHN CHC 3alIOBEA HA USITBJIHUTCIIHUA AUPEKTOP.

Un. 87. (1) Hag3opbT Ha mazapa ce u3BbpIIBa Upes:

1. mpoBepKHU Ha U3JIENUATA, TyCHATH Ha Ma3apa W/WIK MyCHATH B JIEHCTBUE;

2. B3eMaHe Ha o0pa3iy WK TPOOH OT U3AENUATA U U3MUTBAHETO HM.

(2) M3nuTBaHeTO HA MEAMIIMHCKUATE M3JENIHS HE MOXKE Ja C€ U3BBHPIIBA OT HOTH(HHUIIMPAHUTE
OpraHu, y4yacTBaJi B OIICHSIBAHETO HA CbOTBETCTBUETO HA CHIIUTE U3ICTUS.

Un. 88. IlpoBepkure Ha MEOUIIMHCKUTE H3AENUs, IyCHaTH Ha TMa3apa W/WiIM IMyCHATH B
NeCcTBHE, C€ U3BBPILIBAT I10:

1. mpenBapuTeNHO YTBbpAEH TOJUIIEH IUIAaH 3a HAJA30p Ha ma3apa MO IpyHd METUIUHCKU
U3JIeHs CbOTBETHO OT M3IIBIHUTENHUS aupekTop Ha MAJL, u

2. CUTHaNU OT JAPYrd KOHTPOJHUW OpPraHW U MO HAECHTU(DHUIMpPAHU MHUCMEHU CHTHAIH OT
IpaXJ1aHu.



Un. 89. (M3m. - JIB, Op. 54 ot 2012 r.) Jlunara mo wi. 86, an. 2 W3BBPIIBAT MPOBEPKH B
obektute mo wi. 83, an. 1, 1. 2 - 7, KAKTO ¥ B MPOU3BOJICTBEHUTE MOMEIICHUS U B MOMEIIECHUATA 32
ChbXpaHEHUE U ThProBUsI HA MEIUIIMHCKH U3J1eusl Mo wi. 78, an. 2 u 4. 78a.

Y. 90. (1) (Ilpequmren tekct Ha wi. 90 - JIB, 6p. 110 ot 2008 r.) Jlunata mo un. 86, an. 2
MpOBEpPSIBAT 3a:

1. Hanuuue Ha "CE" MapkupoBKa U 32 CbOTBETCTBHETO ¥ C U3UCKBAHUATA HA 3aKOHA;

2. (w3m. - [IB, 6p. 110 ot 2008 r., u3m. - JIB, 6p. 38 ot 2015 r., B cuia ot 26.05.2015 r.)
UACHTU(DUKAIIMOHEH HOMEp Ha HOTHU(UIMpaHHA oOpraH mo wi. 63, an. 4, KoraTo MpoLeaypuTe,
orpezieNieHu B HapeAaOuTe Mo wi. 18, U3UCKBAT HAHACSIHETO MY;

3. HaIMYKe HA MHCTPYKIHUSA 3a YynoTpeda U ChOTBETCTBUE HA CHIBPIKAHUETO M C U3UCKBAHHSITA
Ha HapenouTe mo wi. 18, ¢ U3KIIFoUYeHHe Ha U3JenuaTa 1mo 4wi. 2, ain. 1, T. 3, momananm B kiac | u kimac
IIa, ako mMorar aa ce u3moi3BaT 6e30macHo 03 MHCTPYKIIHS 3a yIoTpeoa;

4. (u3m. - JIB, Op. 110 ot 2008 r.) Hanuuue HA €TUKET U CHOTBETCTBHE HA ChIBPKAHUETO MY C
M3UCKBaHMATA HA HapeaouTe mo 4wi. 18;

5. Hanmu4HWe BBPXY MEAUIIMHCKOTO W3JeNNe HAa HAaNMEHOBAaHWE M aJpec Ha YIpaBiCHHE Ha
MIPOU3BOUTEIS HIIA YITHIHOMOIIICHHS TIPEICTABUTEN U BHOCUTEIIS;

6. CPOK Ha TOAHOCT Ha METUIIMHCKOTO U3/IEIINE;

7. (ot™. - IB, 6p. 110 ot 2008 1.)

(2) (Homa - /IB, 6p. 110 ot 2008 r.) JIunara mo un. 86, an. 2 mpoBepsBaT 3a Cla3BaHETO Ha
M3KUCKBaHEeTO HA . 27, ain. 1 mwui. 28, an. 1 u 6.

UYn. 91. (1) Korato npu mpoBepkaTa jaumara mo 4i. 86, aja. 2 yCTaHOBST, Y€ MEAULIUHCKHUTE
W3JIeMs ca MyCHATH Ha Ma3apa u/wim ca mycHatu B neiictBue 0e3 "CE" mapkupoBKa WM ¢ H3TCKBII
CPOK Ha TFOJHOCT, T€ M3rOTBAT CTAaHOBUIIE 10 M3NbIHUTENHUSA nupektop Ha MAJI ¢ npemioxenue 3a
M3/laBaHe Ha 3amoBe]l 3a OJIOKHpaHe U U3TETJIIHE Ha U3JEJINETO OT Ma3apa.

(2) (U3m. - 1B, 6p. 110 ot 2008 r.) Koraro mpu npoBepkara nuuarta mno wi. 86, ai. 2
YCTAaHOBAT, Y€ MEAMIMHCKUTE H3JEIHs ca IyCHATH Ha Ma3apa W/WIM ca IyCHaTH B JedcTBUe 0e3
MHCTPYKIMA 3a ynoTrpeOa u/uiau 0e3 €TMKET WIN ChIbp)KaHUETO Ha €THKEeTa He € B ChOTBETCTBHUE C
M3MCKBaHUATA Ha HapeaouTe mo wi. 18, u/umm BbpXy U3JEIUETO HE ca HAHECEHW HAUMEHOBAaHUETO U
aZipechT Ha yNpaBJICHUE HAa IPOU3BOJUTEIS NI HA YITBIHOMOIIEHHS MY NIPEACTABUTEN U HA BHOCUTEIIS,
T€ JaBaT MpEeANHCcCaHue Ha MPOU3BOIUTEINS WM Ha HETOBHS YII'BIHOMOILEH MPEICTaBUTENl ChC CPOK 3a
OTCTpaHsIBaHE Ha KOHCTaTUPAHOTO HapyIlIEHUE.

(3) Koraro napymenuero no ai. 2 He ObJie OTCTPAHEHO B IMOCOYEHHS CPOK, JIMIIaTa 1o wi. 86,
aJl. 2 M3roTBAT CTAHOBMILE OO W3NBJIHUTENHUA qupektop Ha MAJl ¢ mpennokenue 3a nM3naBaHe Ha
3aroBe]] 3a OJOKUpaHe U U3TETJISTHE Ha U3/IETTUETO OT Na3apa.

(4) (M3wm. - JIB, 6p. 110 ot 2008 r.) Korato u3uckBanero Ha ui. 90, an. 1, T. 2 HE € UBMBIHEHO
WJIM HaHEeCEeHAaTa MapKUPOBKA HE ChOTBETCTBA HA M3UCKBAHUATA HA 4. 15, win uma cbmHenue, ye "CE"
MapKUpOBKaTa € HAHECEHA HEMPABOMEPHO, JIMIATa 10 Wi. 86, aji. 2 N3UCKBAT OT MPOU3BOAUTENS WINA OT
HEroBHUs YITbJIHOMOIIIEH MPEJICTaBUTEN, UM OT BHOCUTEJS /1a UM IpeJcTaB B cpok 10 qHM OT naraTa Ha
YBEIOMSBAHETO:

1. mexyapanus 3a CbOTBETCTBHUE;

2. TeXHMUYECKaTa JOKyMeHTauus 1o ui. 14, an. 1.

Un. 92. (1) Jlunata o wi. 86, an. 2 U3rOTBIT CTAHOBMILE /10 U3MBIHUTEIHUS JAUPEKTOpP HA



NAJI, koiiTo n3naBa 3amoBeja 3a OJIOKMpaHe W 3a0paHa Ha Pa3MpOCTPAHCHUETO Ha H3ICIMETO, aKO B
cpoka mo uwi. 91, am. 4 He ObIaT MpEACTAaBEHH JACKJIapanusaTa 3a ChOTBETCTBHE M TEXHUYECKaTa
JIOKyMEHTAIUs1, OCBEH B CIIy4auTe, KOraTo CPOKBT MO Wi. 14, an. 3 € U3TeKbll.

(2) B 30-gHeBeH cpok OT jdaTata Ha BpbhYBAHE HaA 3aloBeATa MO al. | TPOWU3BOAMUTEIISAT,
HETOBUST YITbJIHOMOIIIECH MPEACTaBUTEN MJIM BHOCUTEIIAT € JUIBXKEH Ja U3TErII U3/IeJIMETO OT nasapa.

Ui 93. (1) (U3m. - JIB, 6p. 110 ot 2008 1., mom. - JIB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013
r.) Korato npu nposepkara Ha TexHUYecKaTa JOKyMeHTauus 1o wi. 14, an. 1 u Ha Aexnapanusra 3a
cboTBeTcTBUE TO wi. 91, am. 4, 1. | BB3HUKHAT CHMHEHHs, Y€ H3ICIMETO HE CHOTBETCTBA Ha
CBIIECTBEHUTE U3MCKBAHUs, ONIPENICIICHU B HapenOouTe mo wi. 18 oT To3u 3aKOH W/uiu Ha riiaBa nera "a"
¥ Ha Hapeabara mo wi. 21a, an. 1 or 3akoHa 3a 3amUTa OT BPEIHOTO BB3JCHCTBHE HA XUMHYHHUTE
BEIIECTBA U CMECH, JIUIaTa 1Mo Wi. 86, ai. 2 B3eMaT 00pa3Iy WU MpoOU OT U3/ICTUETO 33 U3IUTBAHE.

(2) WznuTBaHeTo ce W3BBpIIBA B aKkpeaAuTHpaHa Jadoparopus oT W3mbiaHUTENHA areHuus
"bearapcka cinyx0a 3a akpeauTanusa" Wik B JJa0opaTopusi, akpeIUTHPaHa OT OPraH Ha JIbPiKaBa YICHKA
WK IbpkaBa oT EBporneickoTo HKOHOMHYECKO MPOCTPAHCTBO.

(3) (U3m. - JIB, 6p. 82 ot 2009 r., B cmiia ot 16.10.2009 r., usm. - IB, 6p. 14 ot 2015 r.)
YcnoBuATa M peabT 3a B3eMaHEe Ha oOpa3lu W MPoOM OT MEAMIIMHCKH H3JETHS 32 H3MUTBaHE ce
OTIPE/ICIIAT C Hapea0a Ha MHHHUCTHPA Ha 3]JpaBeONa3BaHeTO U MUHUCThPA HA HKOHOMUKATA.

(4) Ilpm ocnopBaHe Ha pe3yATaTUTe OT M3BBPIICHUTE JAOOPATOPHU H3MUTBAHUS
MIPOM3BOIUTEINIAT WU YITBITHOMOIICHUAT MYy TmpeiacraButen npencrtaBs B MAJl nmucMeHo WckaHe B
7-7THEBEH CPOK OT JlaTaTa Ha IMOJIydaBaHE Ha pe3yiTara OT MbPBOHAYAIHOTO M3MUTBAHE 32 U3BBHPIIBAHE
Ha TIOBTOPHO M3MTUTBAHE.

(5) IloBropHOTO M3MUTBaHE MO ajld. 4 ce WU3BBPIIBA OT EKCHEPTH, KOUTO HE ca ydyacTBajiH B
I'BPBOHAYAITHOTO U3ITUTBAHE.

Un. 94. (1) B cnyuaute no wi. 93 usnbaHuTenHusT aupektop Ha MAJI u3nasa 3amoBen 3a
BPEMEHHO CIIMPAHE Ha Pa3lpPOCTPAHEHUETO WIN yIoTpedaTa Ha KOHKPETHOTO U3/EIHeE.

(2) Komue ot 3anoBenTa 1o ai. 1 ce BpbuBa Ha NPOM3BOUTENS WM HA HETOBUS YITBIHOMOIIECH
MIpEICTaBUTEI, WX HA BHOCUTEJIS.

Ui 95. Korato nuuara no ui. 86, ajn. 2 yCTaHOBST, Y€ HECHOTBETCTBUETO ChC CHIECTBEHUTE
M3UCKBAHMS MOXKE J1a C€ OTCTPAHH, U3TOTBAT CTAHOBUIIE /10 U3MBIHUTETHUS qupekTop Ha MAJI u naBar
MpPEANUCAaHUE ChC CPOK, CHIVIACYBAH C MPOM3BOIUTENS MM HETOBUS YI'BJIHOMOUIEH MPEACTaBUTEN, 32
M3BBPIIBAaHE HA HEOOXOJIMMUTE KOPUTHUPAIIN TEHCTBUS WU 3a IBJIHO OIICHSBAaHE CHOTBETCTBHUETO Ha
HU3JIETUETO ChC CHIIECTBEHUTE N3UCKBAHUS.

Un. 96. (1) Koraro nummata mo wi. 86, ajx. 2 yCTAaHOBSAT, Y€ HECHOTBETCTBHUETO ChHC
CHIIIECTBEHUTE M3UCKBAaHUS HE MOXE Ja C€ OTCTPAaHU, T€ M3TOTBAT CTAHOBHUILE A0 U3IIBIHUTEITHUS
nupexrop Ha MAJL

(2) UznenautennusaT aupextop Ha MAJI Bb3 OCHOBa Ha CTAaHOBUIIIETO MO aj. | M3/1aBa 3amoBe
3a OnokupaHe M 3a0paHa 3a pPa3MpPOCTPAHEHUETO WIM yrHoTpebaTa Ha H3IEIMETO U pasnopexa
M3TETJISIHETO My OT ma3apa B 30-AHEBEH CpPOK OT JaTaTa Ha BPbUYBAHETO M Ha MPOU3BOAMUTEINS WIA HA
YITBJIHOMOIICHUS MY MPEICTaBUTEN U HA BHOCUTEIIS.

(3) U3npnHuTeNnHATA areHIMs MO JeKapcTBaTa YBEIOMsIBa PETYJIaTOPHUS OpraH Ha JIbp)KaBaTa
YJIEHKA, B KOSITO MPOU3BOJIUTEINST WM YITBIHOMOIICHUAT MY IIPEJICTABUTEN U BHOCUTEST € YCTAaHOBEH,



3a 3aOBeATA IO ail. 2.

Yn. 97. 3anoBegute mo 4wi. 92, an. 1, win. 94, gn. 96, an. 2 u wi. 99, an. 1 Moxe ga Obaar
o0XaJlBAHW TIO pena Ha AJIMUHUCTPATUBHONPOICCYATHHSI KOJEKC, KaTo JKalbara He croupa
M3ITBIHEHUETO.

Y. 98. (1) Korato cnen m3nuTBaHeTo 1o 4i. 93 ce ycTaHOBH, Y€ MEAMLIMHCKUTE WU3/EIHS HE
ChOTBETCTBAT Ha CHINECTBCHUTE H3WCKBAHUsS, Pa3XxOJUTE 3a B3EMaHE Ha 00pa3ly WM MNpooHW 3a
M3MUTBAHE Ca 32 CMETKa Ha MPOU3BOJAUTENS, HA YITHIHOMOILICHUSI PECTABUTEI WIM HA BHOCUTEJIS.

(2) Koraro cnem wu3nuTBaHeTo Mo Wi. 93 ce ycTaHOBH, Y€ MEIMIIMHCKUTE W3JCTUs
CHOTBETCTBAT HA CHIIECTBEHUTE H3UCKBAHMS, PA3XOJUTE 3a B3eMaHe Ha oOpa3nmu Wid Tpodu 3a
H3OUTBaHe ca 3a cMeTka Ha AL

Y. 99. (1) (U3m. - IB, 6p. 110 ot 2008 r., nom. - /1B, 6p. 41 ot 2009 r., B cuna ot 02.06.2009
r.) MUHHCTBPBT Ha 3/paBEONAa3BaHETO WJIM OINPABOMOIICH OT HEro 3aMECTHHK-MHHHUCTBD, IO
MOTHBHPAHO TPEAIOKEHHE Ha W3MBJIHUTENHHS nupekrop Ha MAJL, korato ToBa € B HMHTEpeC Ha
OOIIIECTBEHOTO 3/IpaBe W/WJIM CE HaJlara 3a M3ITbJIHCHUE Ha HAllMOHAIHATA 37[paBHA TOJIMTHKA, MOXE ChC
3aroBe]l BpeMEHHO J1a:

1. 3a0paHu IMyCKaHETO Ha Ma3apa W/Wiv MyCKaHEeTO B ICHCTBHE, HITH

2. 3a0paHu pa3npOCTPAHCHUETO, UITH

3. orpannuu o0XBara Ha JACUCTBUE, WIH

4. HATIOXKU JTOTBIHUTEIIHU M3MCKBAHMA 3a ITYCKAHETO Ha Ia3apa W/WJH IyCKAHETO B JICHCTBHE
Ha JIQJICH BUJI U3JICJINE WM TPYyIIa U3JCIusl.

(2) (Hom. - B, 6p. 110 ot 2008 r.) B ciydante mo an. 1 MAJI undopmupa EBporetickara
KOMUCHS ¥ PEryJIaTOPHUTE OPTaHHW Ha AbP)KABUTE WICHKH U PETYIATOPHUTE OpPTaHd Ha JIbP>KaBUTE OT
EBpomneiickoTo MKOHOMHYECKO TPOCTPAHCTBO 32 3aIl0BE/ITa, MOTUBHTE 32 HEsl M IPEITPUETUTE MEPKH.

Y. 100. (1) JIunara mo 4. 86, an. 2 ce 3acTpaxoBar 3a cMeTKa Ha Oromxera Ha MAJI cpenry
3JI0TIOJTYKA, KOSITO MOXKE J]a HACTHITU TP MIIH T10 MTOBO/] M3ITHITHEHUE Ha CITY)KEOHUTE UM 3abIKESHHUS.

(2) U3m. - B, 6p. 98 ot 2010 r., B cuna ot 01.01.2011 r.) IIpn u3BBpIIBaHE HA TPOBEPKU
aunaTta mo 4i. 86, an. 2 Morar Ja MOMCKaT ChACHCTBHE OT peruoHajHaTa 3ApaBHAa MHCIEKIHS, OT
opraHuTe Ha MMHUCTEPCTBOTO Ha BBTPEIIHUTE PabOTH M OT KOMIIETEHTHUTE OpPraHd Ha MECTHOTO
camMOyIpaBJieHUE.

Un. 101. M3neaHUTETHATA areHIUs 1O JIeKapcTBaTa MyOIMKyBa Ha CTpaHUIaTa CH B HHTEPHET
nH(popManus 3a U3ETUATA, 38 KOUTO UMa H3aaeHa 3amoBes mo wi. 91, an. 1, wi. 92, an. 1, un. 94 u .
96, an. 2.

Y. 102. JIunata 1o . 86, an. 2 ca JUIbKHU J1a:

1. He pa3mpocTpaHsBaT 00CTOSTENCTBA U (PAKTH, CTAHAIM UM M3BECTHU MO BpeMe Ha WU BHB
Bmea C UBIIBJIHCHUC HA CJ'Iy>K€6HI/ITe UM 3aABbJIKCHUA,

2. M3MO3BAT NOMYyYEHUTE TOKYMEHTH U HHPOPMAIIUSI caMo 3a IeIUTe Ha HaJ30pa Ha Ta3apa;

3. ce JETUTUMUPAT MIPU U3BBPIIBAHE HA IPOBEPKUTE.
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I'maBa cexma.
CUCTEMA 3A YBEAOMSBAHE U OLUEHSIBAHE HA UHIHUJIEHTU

Ui 103. (1) IIpousBoAMTENAT € IIBXKEH Ja Ch3AaJae U J1a MOAIbpKa JOKYyMEHTHPaHa CHCTEMa
3a MpoclesIBaHe Oe30MaCHOCTTa Ha IPOU3BEICHUTE OT HETO MEIUIIMHCKH U3eIs, TyCHATH Ha ma3apa
W/WIM TIyCHAaTH B JICHCTBUE HA TEPUTOPHUATA HA JbpXKABU WICHKH, Ha JbpXKaBu OT EBporelckoTo
MKOHOMHYECKO MPOCTPAHCTBO M HAa TPETH AbpXKaBH, M Jla paslojara ¢ MEXaHU3MHU 3a MpuUjlaraHe Ha
HEOOXOUMUTE KOPUTHUPAIIH ICHCTBHSI.

(2) Cucremara no an. 1 ce mpusara 3a MEIUIIUHCKH U3IETHS:

1. c nanecena "CE" mapkupoBka;

2. xouto HsaMar HaHeceHa "CE" mapkupoBka, KOraro WHUUAEHTHT WIM NOTEHIUATHUAT
HMHIUMACHT C TAX MO cMHUChia Ha wi. 106, ai. 1 U 2 HamaraT u3BBPIIBAHE HA KOPUTHpPAIIU JICUCTBUA,
MIPWIOKUMH 32 U3JIENUS 1O T. 1.

(3) Cucremara He ce mpwiara 3a HW3J€Nds, NMPEIHA3HAYCHH 3a KIMHWUYHHM HW3IUTBAHUS, U
H3JICIIH 32 OLICHIBAHE HA JICHCTBHUETO.

(4) Cuctemara no an. | BKiIrOYBa MpoydBaHe OE30MACHOCTTA HA M3JENIUATA MO al. 2, MyCHATH
Ha Ta3apa u/ Wid B JEHCTBHE Upe3:

1. crOupane, JOKYMEHTHpPAHE U aHATN3 HAa ChOOIIEHUS 32 CHbOUTHS 10 Wi. 105 OT METUIIMHCKU
CHEIUATUCTH, OT MAIllMEHTH, OT JIUIAa, KOUTO W3BBPIIBAT MHCTAIMPAHE, MOJAPHKKA WA KaTHOpupaHe
Ha u3nenusara, u ot MAJI;

2. aHanu3 Ha PE3yATaTUTE OT JOMBIHUTEIHU W3MUTBAHUSA HA M3CIUITA, W3BBPIICHA OT
MIPOM3BOIUTEIS;

3. chOupaHe U JOKYMEHTHUPAHE U aHAJIM3 HA JaHHU OT HaydyHaTa JIMTeparypa.

Un. 104. (1) (Ilpenumen Tekct Ha wi. 104, uzm. - [IB, 6p. 110 ot 2008 1., usm. - 1B, 6p. 54 ot
2012 r.) Jlekapute, nekapute MO JE€HTaJHA MEIUIMHA U JAPYrd MEAMIMHCKH CIELMATUCTH, U JIMIATA,
KOUTO OCBHIIECTBABAT WHCTANHMpaHe, MOAAPHKKA WU KaauOpupaHe Ha MEAMIIMHCKUTE W3JAETus, ca
IUTEKHHA He3a0aBHO ga cpodOiaBat Ha MAJI 3a ce0utusa mo wi. 105 B oOektute mo wi. 83, an. 1, 1. 2
OTHOCHO JIeueOHUTE 3aBe/IeHUs 110 3aKOHA 3a JIeYeOHUTE 3aBEICHHUS.

(2) (Hosa - JIB, Op. 110 ot 2008 r.) M3nbpaHuTenHaTa areHIus Mo JeKapcTBaTa Mpe1ocTaBs Ha
MIPOM3BOIUTENS WM HA HETOBUS YIIBIHOMOIIEH MPEICTaBUTEN HHPOpMAIUATa Mo al. | B CPOK TpU JHH
CJIe]T TTOJTy4aBaHeTo U.

Yn. 105. (1) IIpousBonutensat yBenomsiBa MAJI 3a Bcsika HEM3MPAaBHOCT WIIM BIIOIIABAHE Ha
XapaKTepUCTUKUTE Ha WU3JeHe, IPOU3BEACHO OT HEro, W/WIM Ha JEHCTBHETO MY, KAKTO U 3a HEIIbJIHA
WIA HEeTOYHa MH(OpMaIus BbpXY €THKETa WM B MHCTPYKLHUATA 3a yNoTpeda, KOeTo € MPUUYMHUIO
CMBpPT WJIM CEPHUO3HO YBpEXKIaHe Ha 3[paBeTO WIM OU MOTJO Ja NPUYUHU CMBPT WM CEPUO3HO
YBPEXKJIAaHE Ha 31paBeTO HA MAlUMEHT, MEAULUHCKH CIECLHUAIUCT WIA TPETHU JIMIA HAa TEPUTOPUATA Ha
PenyOnuka bwarapust.

(2) IlpousBogutensat ysenomsia MAJI u 3a Bcska TEXHHYECKA WJIM MEIHMIIMHCKA MPUYUHA,
CBBP3aHa C XAPAKTEPUCTUKUTE WIH JEHCTBUETO HA U3JIEIUETO, KOATO MOpPAau NPUYNHUATE, TOCOYEHHU B
asl. 1, BoaM 10 CUCTEMHO M3TEMIISIHE OT Ma3apa Ha U3/€IuUs OT €IMH U ChILIU THII.

Ui 106. (1) IlpousBoaurensart nonasa B MAJI mppBoHavaneHn qokmnan mo oopaser B 10-1HeBeH



CpPOK OT TOCThIIBaHE Ha WHQopMaIus 3a chouthe mo wi. 105, NPUYUHUIO CMBPT HMIU CEPUO3HO
YBpEXXJaHe Ha 3[[paBeTO, HApUYaHO MO-HATaTbK MHIIUJICHT.

(2) IpousBoautensar noxasa B MMAJI mbpBoHauaneH nokmaj no odpaser B 30-1HEBEH CPOK OT
MOCTBIIBaHE HA MH(OpMaIHs 3a chbOuTHE Mo Wi. 105, KOeTo € MOKeJo Jja MPUYNHHU CMBPT UJIA CEPUO3HO
YBpEXKIaHE Ha 3PaBETO, MPEJOTBPATCHH MOPAIH OJIIATONPHUATHO OOCTOSATEICTBO HIIM JIEKapCKa HaMeca,
HapHUYaHO MM0-HATATHK MOTEHIIMATIECH HHIIUCHT.

(3) (M3m. - B, 6p. 38 or 2015 r., B cuma ot 26.05.2015 r.) Korato MHIUACHTHT WIK
MOTEHITMATHUAT UHIMACHT 3acsra u3aenust ot kiac Ila, 116 wium knac III, uam wH BUTPO MUAarHOCTHYHH
MEJIUILUHCKU W3/IeNUsl OT CMHCHhK A WM CHHCHK b, win u3nenus 3a caMOTeCTyBaHEe M € Bb3HHUKHAI B
TpeTa IbprKaBa, MPOU3BOAUTENAT MojaBa B cpoka mo ain. | unm 2 B MAJI mbpBOHavaneH AOKIaa B
CIIy9anuTe, KoraTo HOTU(HUIIMPAH OPTraH 1Mo wi. 63, an. 4 ¢ U3BbPIIMI OICHIBAHE HA ChOTBETCTBHETO Ha
U3JIEINETO, C KOETO € CTaHall MHIIUICHTbT.

(4) Korato mHUMIAEHTHT WM MOTCHIMAIHUAT UHIUACHT 3acsra uzfenus ot kiac | wiam uuH
BUTPO JUArHOCTHYHU MEAMIIMHCKH H3JENusi, KOUTO HE ca OT CHUChK A M cnuchk b u He ca 3a
CaMOTECTyBaHe, U € Bb3HUKHAJI B TPETa IbpKaBa, IPOU3BOAUTEINAT MOJlaBa B Cpoka 1o ait. 1 miam 2 B
HNAJI mbppBOHayalieH [OKJIAd B CIy4aWTe, KOTaTO MPOU3BOJUTENSAT WU YIBIHOMOIICHUIT MYy
npenacrasuten e peructpupad B MAJI no pena Ha riaBa BTopa.

Ui 107. Koraro MHIUACHTHT WIM IMOTEHIUATHUAT WHIUIACHT C€ IBJDKM Ha KOMOMHHpPaHA
yrnorpeba Ha J[BE WM TIOBEUES OTICITHH M3JCIIUS W/ WU Ha IPUHAICKHOCTH, TPOU3BEICHU OT Pa3JINIHH
MIPOM3BOIUTENH, BCEKH TIpon3BoauTel npeacrass B MAJI ornenen pokian mo 4wi. 106.

Un. 108. IIpousBoauTesT yBenOMsIBa HEIIOCPEICTBEHO CIIE MOTydaBaHe Ha WH(GOpMAIHs 3a
MHIMACHT WM MOTEHIMAICH MHIUACHT YITBIHOMOILCHHUS CH TpecTaBuTen no wi. 10, an. 2, Teproeena
Ha €Ip0 M HOTU(ULMpaHUS OpraH, U3BBPIINUI OIEHSIBAHE HAa CHOTBETCTBHETO HA M3JEIUETO ChC
ChLIECTBEHUTE N3UCKBAHUS.

Ui 109. (1) M3npaHUTENHATA areHIMs 10 JIEKapcTBaTa MOAAbpkKa CHCTEMa 3a PETUCTPUPAHE,
aHaJIM3 ¥ 000011aBaHe Ha MHIUIEHTH U OTEHIIMAIHN UHIUJCHTU C MEAULIMHCKU U3ETHSL.

(2) UsnbnHuTenHAaTa areHuUMs MO JieKapcTBaTa NyONMKyBa Ha CTpaHUIaTa CH B HMHTEPHET
PBKOBOJICTBaTa 3a MpocielsiBaHe Ha O0€30MacHOCTTa Ha MEIUIMHCKUTE W3JAeIHs, W3JaJeHH OT
EBponeiickara komucus u oT EBponeiickara areHuus 1o JiekapcTaara.

UYn. 110. (1) M3nbaHuTENHATA areHIMs MO JeKapcTBaTa perucrpupa B cucremara mno ui. 109,
ann. | JaHHUTE OT MbPBOHAYAIHUSA JJOKJIA] Ha IPOU3BOIUTEINS U OLIEHsIBA MpeAocTaBeHaTa HHpopMarusl.

(2) W3nbaHuTeNHAaTa areHuus IO JIeKapcTBaTa OCHIIECTBSIBA HAJI30p BbpPXY ACHCTBUATA Ha
MIPOM3BOJUTEINS MO MPOYYBAHETO HAa MHIMAEHTAa WM MOTEHIHUAIHUS WHIMIECHT M MOXE Ja H3/1aBa
MIPEANNCAHUSA U YKa3aHHUS.

(3) Tlo Bpeme Ha mMpOydYBaHETO HAa WHIMJICHTA WM MoTeHnuanHus namuaeHt MAJI cpaeiicTBa
Ha MPOU3BOAMUTEINS, IPU HEOOXOIUMOCT, 32 OCBIIECTBSIBAHE HA BPb3Ka ChC:

1. HoTUQUIMpPaHUS OPTraH, U3BBPILINI OLEHSIBaHE HA ChOTBETCTBHUETO;

2. peryiaTopHM OpraHU Ha JIPYT'W 3aCETHATU JIbP’KAaBU WIEHKHU WM IbpKaBu oT EBporneiickoTo
MKOHOMMYECKO MPOCTPAHCTBO;

3. peryJiaTopHU OpraHHu Ha JbP’KaBU WICHKH WIN JbpXkaBu 0T EBpONENCKOTO NKOHOMUYECKO
MIPOCTPAHCTBO 3a JIEKAPCTBEHU MPOJAYKTH B CIy4auTe Ha MHIMIECHTH WIM MOTEHUUAIHU MHUUJCHTH C
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u3genusa mo wi. 3, 1. 2,3 u 4;
4. npyru TpOU3BOAMTENH B Ciiydaute no ui. 107;
5. MON3BaTeNy HA U3JIETUETO WK C TPETH JIUIIA.

Un. 111. Korato B mbpBOHa4YaJIHUS AOKIaA MO 4i. 106 ca MOCOYEHU KOpPUTHpAIIU IEUCTBUS
WIM Ce ChIbpXKAa 3aKIIOYCHHE, Y€ WHIUICHTHT 3acTpamiaBa O€30MacHOCTTa Ha TAlMeHTa, Ha
MEIUIIMHCKHUS CIICIUAIUCT WJIM Ha TPETH JIMIA, HO BCE OIIE HE ca ONpPEAeNieHH KOPUTHPAIINUTE
nevicteust, MAJI usnpaimia qoknag 10 peryjJaTOpHUTE OpraHU Ha JIbPXKABUTE YICHKH, HA IbPKABUTE OT
EBpomneiickoTo HKOHOMHYECKO MPOCTPAHCTBO U 10 EBponelickara KOMHUCHS.

Un. 112. (1) B cpok m0 Tpu Mecena OT mojaaBaHe Ha JAokjaana nmo 4wi. 106 mpou3BOIUTENST
u3rotss u npeacrass B UAJI okoHyareneH 1okiaa mo oopasell, yrBbp/ieH OT U3IbIHUTEIHUS JUPEKTOP.

(2) HoxnansT 1o ain. 1 Moxe /1a ChabprKa €HO OT CJICIHUTE 3aKITIOUCHHUS:

1. He ce Hanara J1a ce mpeanpueMaT MepKH;

2. (m3m. - JIB, Op. 54 ot 2012 r.) IOMBIHUTEIHO MPOCIEASBAHE HA M3ACIHETO WIHM MapTUAATa
U3JIeNusl, MMyCHAaTH B JIeWCTBUE B OOEKTUTE Mo wi. 83, an. 1, T. 2 OTHOCHO Jie4eOHUTE 3aBEACHUS 10
3aKkoHa 3a Je4cOHUTE 3aBEACHHUS;

3. pa3npocTpaneHue Ha HHGOpMAIUs 10 MEIUIIUHCKUTE CIIEIUAINCTU B OOEKTUTE 1O T. 2 U B
anTEeKUTE U IPOrepuUTe KaTo NUCMEHA NPENopPbKa, U3rOTBEHA OT IPOU3BOAUTENS;

4. KopUrHUpau AeCcTBUS MPU MPOU3BOACTBOTO HA ObJEIIa TPOIYKIIHS;

5. KOpUTHpaIy ACUCTBUS HA U3JICIIUETO, ITyCHATO B ICHCTBUE B OOEKTHUTE TIO T. 2;

6. U3TEIUIIHE HA U3/IENIMETO WJIM Ha apTuaaTa u3/eus, yCHaTH Ha ra3apa U/uiu B ICUCTBHE.

Y. 113. (1) B cnyvaute no un. 112, an. 2, 1. 2 MAJI u3BbpiBa KOHTPOJI BbpXY ACHCTBUSTA HA
MIPOM3BOIUTENS Ha TepuTopusTa Ha Pemybnuka beirapus.

(2) B cayyaute no uin. 112, an. 2, 1. 3 MAJI oueHsiBa chAbpKaHUETO HA MMCMEHATA MPENopbKa
1 00CHXK/1a C MPOU3BOAUTEINS aipecaTuTe Ha MpenopbKaTra 1 HaYMHA Ha Pa3lIpOCTPAHEHUETO .

(3) B ciydante no wi. 112, an. 2, T. 5 UAJI Moxe 1a U3BBPILN IPOBEPKA HA MACTO.

(4) Msnbaautennuar aupektop Ha MAJl u3gaBa 3amoBen 3a OJOKMpaHe M H3TETJITHE OT
MIPOU3BOJIUTENST HA W3JCNUETO WIM Ha MapTUAaTa W3JeNus, C KOUTO CE€ € CIYYHJ WHIMICHTHT WIH
MOTEHIMATHUAT UHIIMJCHT, KOTaTO Ce YCTAaHOBH, Y€ MPOU3BOJUTENIAT HE €:

1. M3BBPIINIT KOPUTHPALIH JEHCTBUS B TIOCOYSHHS OT HETO CPOK B JAOKJana mo wi. 112;

2. M3TErNIMI W3JIeJINeTO WM MapTUAaTa M3JeNus OT Mas3apa B IMOCOYEHHs OT HEro CPOK B
JoKiaaa mo . 112.

(5) YcnoBusita u penbT 3a OJ0KHpaHe, U3TETVISIHE W/WIN YHUIIOXKABaHE Ha WM3/EIMITA, KOUTO
HE OTroBapsAT Ha W3UCKBAaHMATA Ha TO3M 3aKOH, C€ ONpEAENsAT ¢ Hapenda Ha MHHHCTBpa Ha
3/IpaBEONa3BaHETO.

Un. 114. (1) V3nbiaHuTenHata areHOMs MO JieKapcTBaTa MyOJIMKyBa Ha CTpaHHUIAaTa CH B
WHTEPHET CIUCHK Ha U3JIETUATA, BKIIFOUEHH B 3amoBeaTa no wi. 113, an. 4.

(2) Koraro m3nenusta mo ain. 1 ce mpomaBatr B oOektute mo wi. 83, an. 2, MAJI yBenomsiBa
obmectBeHocTTa upe3 bTA u cpencrBara 3a MacoBO OCBEIOMSIBaHE.

(3) Nsmbnautennusat aupektop Ha WMAJl m3rorBs mokman 3a BB3HUKHAIMS HHIIMACHT WA
MOTEHIMAJeH MHIUAEHT B ciiyyauTe 1o 4i. 112 u u3npaia konue ot Hero 10 EBpornelickata KoMucus u
peryJaTOpHUTE OPTaHU Ha JbP)KABUTE UJICHKHU.
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UYn. 115. (1) Besiko nupektro chobmienue 10 MAJI 3a MHIUACHT WM MOTEHIIMAJICH MHIUACHT C
MEIMLMHCKO U3JleNue Ha TepuropusaTa Ha Peny6nuka beirapus, nogaieHo oT uAeHTU(GUIUPAHO JIULIE B
IIMCMEH BUJ, CE€ IOKYMEHTHpa B cucreMara 1o wi. 109.

(2) B cpox mo Tpu OHHM OT IOJlydyaBaHE Ha CBHOOIIEHME 3a MHIMAEHTA WIM NOTEHLIHAJICH
uHIMIeHT 1o an. 1 MAJI undopmupa npousBoauTess, 3a Ja MpearnpueMe AeHCTBUATA, TPEIBUICHU B
y1. 106 - 108 u wn. 112.

Un. 116. M3mpaHUTENHATA areHIUs 10 JIEKapcTBaTa MOXe J1a 0bJie KOOPIUHHPAII] PEryIaTopeH
Opras:

1. B ciayyauTe Ha MHIMACHT WIM MOTEHUUAJIEH HHIUMACHT, Bb3HUKHAJ HA TEPUTOPUATA Ha
MOBEYE OT €/IHA IbprKaBa YICHKa WU AbpkaBa OT EBpONeicKOTO MKOHOMUYECKO NPOCTPAHCTBO, U

2. KOraTo WHUUJCHTHT WU TMOTEHIUATHUAT HMHIMACHT € PErucTpupaH 3a MbpPBU IBT Ha
teputopusaTa Ha PenyOnuka bbarapus, nim

3. KOraTo Opra”bT, U3BBPIIWII OI[CHSBAHE HA CbOTBETCTBUETO HA U3/CIIMETO ChC CHIIECTBEHUTE
M3UCKBaHMS, € INOJY4YWJI pa3pelieHHe [0 peda Ha I[JlaBa YEeTBbPTa, KOraro HHIMJACHTHT WIH
MOTCHIIMATHUAT HWHIUICHT € craHan ¢ usnenws ot kiac lla, 116 wmm xmac I, wnm wH BHTpO
JUArHOCTUYHU MEIULMHCKH U3/ENHs OT CIUCHK A UM cuchK b, Win n3nenus 3a camMoTecTyBaHe, Wil

4. KOraTo MPOU3BOIUTENAT WIH YITBIHOMOILIECHUST My MpecTaButen € peructpupan B MAJI no
pela Ha TJilaBa BTOpa, KOraTo MHUMACHTHT WU MOTSHIIMATHUAT UHIIUJCHT € CTaHaJl ¢ u3/1eNusl oT kiac |
WU UH BUTPO AMATHOCTUYHU MEAMIIMHCKU W3JIETHs, KOUTO HE ca OT CUCHK A u criuchk b u He ca 3a
CaMOTECTYBAaHE.

Yn. 117. (U3m. - AB, Op. 17 ot 2019 r.) JInunure naHHU HA U3TOYHUKA HA CHOOILEHUETO CE
cbxpansaBaT oT MAJI npu cna3zBaHe N3MCKBaHUATA 3a 3aIUTA HA JINYHUTE JaHHHU.

ynana ocMa.
EBPOIIEUCKA BA3A JTAHHU

Un. 118. U3nenHuTeNnHaTa areHys 1o JiekapcTBaTa npejgocrass B EBponeiickata 0aza gaHHU
He3a0aBHO cJiej1 [TOJIy4aBaHETOo U ciieiHaTa HH(popMalus B CTaHIapTU3UpaH (Hopmar:

1. (m3m. - 1B, 6p. 110 ot 2008 r.) 1aHHU, CBbP3aHU C PErHUCTPALUATA HA TPOU3BOAUTEIIUTE UIIH
Ha YI'BJIHOMOILEHUTE IMPEACTAaBUTENH MO wWi. 29 M Ha U3JenuaTa 1o IjaBa BTOpa, ¢ U3KIIOYEHHE Ha
U3JeNnusATa, N3paboTEeHH 10 MOPHUKa;

2. IaHHU, MOJYYEHHU MPU KIMHUYHUTE U3MUTBAHUS Ha MEIULIMHCKU U3JENUs 110 pe/ia Ha riaBa
Tpera;

3. IaHHU, MOJIYYeHH MpU IpociensBaHe 0€30MacHOCTTa HAa MEAMIIMHCKUTE U3AENusi, IyCHATH
Ha Ia3apa W/WiM MyCHAaTH B JeWCTBUE Ha TepuTopusaTa Ha Peny6nuka bbirapus no riasa cenma;

4. naHHU, CBBP3aHU C M3JaBaHe, MPOMSHA, JAOMBIHEHHUE, BPEMEHHO CIHpaHe, U3TETJISIHE WIN
OTKa3 Ha cepTU(UKATH OT HOTU(DUIMPAHUTE OPTaHU, CHIVIACHO MPOLEAYpUTE, TOCOYEHU B HapeaouTe
o 4. 18.

I'maBa ocma "a"'.
KOH®OUJAEHIUAJIHOCT (HOBA - IB, BP. 110 OT 2008 I'., B CUJIA OT 21.03.2010T".)



Y. 118a. (Hos - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) (1) ATBKHOCTHUTE JIUIIA
JMIIaTa, KOUTO TPHIJIAraT TO3W 3aKOH M IMOJ3aKOHOBHUTE HOPMATHBHH aKTOBE IO MPHIIATaHETO MY, ca
JU'BKHUA J1a HE paslpocTpaHsBaT HHPOpPMALuUs, MOJydeHa NPU M IO TOBOJ H3IIBIHEHHE Ha
3a]IBJDKCHUSATA HM.

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

1. oOMeH Ha WHpOpPMAIUS MEXKITY JTBKHOCTHH JIMIA, MEKAY HOTUDUIIPAHH OPTaHH U MEXIY
JUIHKHOCTHH JIUIA U HOTU(GHUIMPAHUA OPTaHHU;

2. pa3npocTpaHeHue Ha WHPOPMAIHs, KOSITO IEIH JIa OCUTYpU OE30MacHOCTTa U 3PABETO Ha
Xopara;

3. mpepocTaBsiHe Ha HH(OpPMAIIHS B CIIy4anuTe HA HAKA3aTeIHO MPOU3BOJICTBO.

(3) He e kondpuaennuana napopmanmsra:

1. 3a perucrpanusiTa Ha JIMIATA, KOUTO ITyCKAT MEIUIIMHCKH M3JENUs Ha Tas3apa Mo peia Ha
rjlaBa BTOPA;

2. KOSATO C€ MPEIOCTaBsi Ha MOTPEOUTEIUTE OT MPOU3BOIMTENS, OT HETOBUS YITBJIHOMOIICH
MPEJCTaBUTEI WK OT ThProBela Ha epo BbB BPb3Ka C MPEANPUETUTE MEPKHU TI0 pefia Ha IJ1aBa CeMa;

3. chABpIKAaIIA ce B U3JaJICHUTE, MOAU(DUIIMPAHUTE, TOTBIHCHUTE U OTHETUTE CepTH(UKATU U
B CEpTHU(HUKATHTE, YUATO BATUAHOCT BPEMEHHO € TPEyCTaHOBEHA.

T'n1aBa neBera.
AIMNHUCTPATUBHOHAKA3ATEJIHU PA3IIOPEABUA

UYn. 119. Koiito mycka Ha maszapa W/WIM IycKa B JACWCTBHE MEAMIMHCKM H3/enus, 0e3 aa e
OLIEHEHO CHOTBETCTBUETO MM CBIJIACHO M3MCKBAHUATA HA TO3U 3aKOH M Ha aKTOBETE IO MpPUJIAraHETO
My, ce Haka3Ba ¢ ri100a ot 10 000 o 20 000 xB.

Y. 120. KoiiTo chcTaBu U/MiU U3MO3BA JIEKIapalys 3a ChOTBETCTBUE ChC ChAbPKAHKIE, KOETO
HE CHOTBETCTBA Ha CHIBPIKAHUETO, OMPECICHO B HapeaOuTe Mo 4wi. 18, ako JeSHHETO He ChCTaBIsBA
npecThIUIeHHe, ce Haka3Ba ¢ riaoba ot 3000 go 8000 niB.

Un. 121. Koifto mycka Ha mazapa W/Wid Mycka B AeHCTBUE MeauiuHcku uzaenus che "CE"
MapKHpOBKa B HapyllleHHe Ha U3UCKBaHMATa Ha wi. 15, ce Haka3Ba ¢ riobda ot 500 xo 1000 nB.

Un. 122. Koifto mycka Ha ma3apa W/WiMd Mycka B AeHCTBUE MeauiuHcku uzaenus cbe "CE"
MapKHpOBKa, 0€3 /Ja € OLIEHEHO CHOTBETCTBUETO UM ChC CHIIECTBEHUTE HM3HCKBAHMSA, OINpPENENEeHU B
HapenouTe o 4. 18, ce Hakaza ¢ rimoba ot 10 000 xo 20 000 nB.

Un. 123. Jlumara, KOWUTO TPEICTaBAT MEIUIIMHCKUA W3AETUS Ha W3JI0XKOU, MaHaupH,
JICMOHCTpPAIIMH, MPOMOITUH, HAyYHH W TEXHWUYSCKH KOH(EPEHIIMU B HapymieHue Ha wi. 15, am. 11, ce
Hakas3Bar ¢ ri1o6a ot 500 go 1000 ius.

Ui 124. Koiito mycka Ha ma3zapa u/Win ycKa B ICHCTBUE MEIUIIMHCKU U3/CIIHs B HAPYIICHHE
Ha pasnopenbara Ha wi. 16, ce Haka3Ba ¢ ri00a oT 5000 10 10 000 nB.



Un. 125. Koito mycka Ha maszapa W/WiW TycKa B JACHCTBHE MEIWIMHCKH u3aenus 0e3
MHCTPYKIHUSA 32 ynorpeda, ¢ M3KII0UEHUE Ha U3/1eudTa o wi. 2, an. 1, T. 3, nomagamu B kinac [ u kiac

IIa, ako morat na ce u3noJ3BaT 6e3omacHo 0€3 MHCTPYKIIUS 3a yrnoTpeba, ce Haka3Ba ¢ rioda ot 3000 1o
5000 iB.

Ui 126. Koiito mycka Ha ma3apa W/Wid IMyCKa B JICMCTBHE CHUCTEMU W/WIIM HAOOPH WIH
MEIUIIMHCKHU U3JIENUs, TIPEeIHA3HAYEHHU OT MMPOU3BOUTEIS 1a OBb/IaT CTEPUIIU3UPAHH MPEu yrnoTpeda, B

HapylleHHe Ha U3UCKBAHUATA HA TO3M 3aKOH M Ha aKTOBETE IO NMPWJIAraHeTO My, C€ Haka3Ba C rioda ot
10 000 mo 15 000 ns.

Ui 127. Kolito mycka Ha Taszapa W/WIW B JIEWCTBHE MEAMIIMHCKO HU3JIEIHE, U3PaOOTEHO 10
MOpbHUKa, B HAPYIICHUE Ha U3MCKBAHUATA HA TO3M 3aKOH, ce Haka3Ba ¢ rioda ot 5000 mo 10 000 ns.

Ui 128. KoitTo m3BBpIIBAa THProBUS Ha €ApO ¢ MEIUIMHCKUA m3aenus Oe3 HaHecena "CE"
MapKHPOBKa, ce Haka3Ba ¢ 100a B pazmep 10 000 nB.

Y. 129. (1) PekoBoauTen Ha ne4eOHO WIIM 3paBHO 3aBEACHHE, KOMTO MOMYCKa U3MOI3BAHETO
Ha MeIUIIMHCKH u3aenus 6e3 HaneceHa "CE" MapkupoBKa, C M3KIIIOUEHHUE HA U3/ICNIUATA, U3PA0OTEHH 110
MOpBYKA, HA U3JIEIHATA, KOUTO Ca MyCHATH B JACWCTBHE MpEAU BIU3aHETO B CHJIa HA TO3W 3aKOH, M Ha
n3nenusTa no wi. 12, an. 1, ce Hakassa ¢ rio6a ot 2000 xo 10 000 1.

(2) CpmioTo HakazaHHe ce Hajlara ¥ Ha PHKOBOJUTEN Ha JIEYEOHO WIM 3JIPaBHO 3aBE/ICHUE,
KOWTO JOITyCKa W3IOJI3BAHETO Ha HM3AeNUs 0e3 MHCTPYKIHS 3a YrmoTpeda WU C HM3TEKBJ CPOK Ha
TOJTHOCT.

(3) (Homa - IB, 6p. 54 ot 2012 r.) PpKOBOaMTEN HA JI€4eOHO WM 3PABHO 3aBEJACHHUE, KOUTO
KyIyBa MEIUIIMHCKU H3ZeNus OT juia 0e3 paspelieHue wid 0e3 APYr IOKYMEHT, yJ0CTOBEpsBAaIll
MPABOTO 32 M3BBPIIBAHE HA THPTOBHUS C MEIUIIMHCKU W3JCIHS, W3IaJeH OT KOMIICTCHTEH OpraH Ha
IbpKaBa 4JIEHKAa WM Ha JApyra JbpxkaBa - cTpaHa mno Cnopasymenwero 3a EBpomeiickoTo
MKOHOMMYECKO MpocTpaHCcTBO, Wi Ha Kondenepanus lIselinapus, ce Hakaspa ¢ rimoda 10 000 nB.

Un. 130. KoiiTo u3BBpIIBAa THProBHUS Ha €APO C MEAMIIMHCKU U3JENHS C U3TEKbI CPOK Ha
TOJTHOCT, c€ Haka3Ba ¢ riaoba B pazmep 10 000 mnB.

Un. 131. (M3wm. - IB, 6p. 54 ot 2012 r.) Teprosen ¢ MEAUIIMHCKU W3NS, KOMTO HapyiiaBa
WM3UCKBAaHMATA HA Wi. 82, all. 2, c€ HaKa3Ba ¢ UMylIecTBeHa caHKus B pazmep 5000 nB.

UYn. 132. (U3m. - [IB, Op. 54 ot 2012 r.) Thproser; ¢ MEAUIUHCKN U3JENIUs, KOWTO HapylIaBa
W3UCKBAaHMATA HA Wwi. 82, an. 3, 4 win 5, ce HaKa3Ba ¢ UMYIIECTBEHA CaHKIMs B pazmep 1000 ns.

Y. 133. Teprosen Ha €Apo ¢ MEAUIIMHCKU U3JENINs, KONTO HapyllaBa U3UCKBAHUATA HA 4. 82,
an. 1, 1. 2, 3 unu 4, ce HaKa3Ba C UMYIIECTBEHa caHKIUA B pazmep 5000 nB.



Un. 134. (U3m. - /1B, 6p. 54 ot 2012 r.) KoiiTo M3BBpIIBAa THPrOBUS HA €APO C MEAULIUHCKU
u3genus, 0e3 Ja MpUTeXaBa JOKYMEHT, YAOCTOBEPSBAIl MPAaBOTO MY Ja M3BBPINBA Ta3d AEHHOCT, ce
Haka3Ba ¢ UMyIIecTBeHa caHkius B pazmep 10 000 nB.

Ui 134a. (Hos - [IB, 6p. 54 ot 2012 r.) Thproeer Ha eapo ¢ MEAUIIMHCKA U3/EIHS, KOUTO HE
W3IBJIHU 331bJDKEHUETO 110 Wi. 78a, ce HaKa3Ba ¢ uMyllecTBeHa cankuus B pazmep 10 000 ms.

Ui 135. (Hom. - IB, 6p. 54 ot 2012 r.) Tepro,er Ha enpo, KOMNTO HE clla3Ba pasnopeadara Ha
. 80, an. 1 wnm 3, ce HaKa3Ba ¢ umyilecTBeHa cankuus B pazmep 3000 iB.

. 136. (U3m. - IB, 6p. 60 ot 2011 1., B cua ot 05.08.2011 r., m3m. - /IB, 6p. 54 ot 2012 1.)
Twprosen Ha enpo, KONTO He crmas3Ba pasnopendara Ha ui. 80a, anm. 1, ce Haka3Ba C UMYIIECTBEHA
cankuus B pazmep 1000 nB.

Un. 137. Koiito u3BbpIBa THProBus Ha IpeOHO ¢ MEAMIIMHCKHU u3nenus Oe3 HaneceHa "CE"
MapKHPOBKa WIIA C U3TEKBJI CPOK Ha TOJHOCT, c€ Haka3Ba ¢ 1y1o0a B pazmep 10 000 nB.

UYn. 138. (M3m. - [IB, 6p. 54 ot 2012 r.) KoiiTo n3BbpIIBa THProBUs Ha IPeOHO ¢ MEAUIINHCKU
W3JIeNMs U3BBH 37IpaBHU 3aBeAcHMS 10 wi. 21, an. 2, T. 4 u ain. 3 or 3aKoHa 3a 3/[paBETO W/WJIM U3BBH
obektute 1o wi. 83, ain. 1, 1. 4 - 7, ce HaKka3Ba ¢ rio0a Wik UMYIIECTBeHa caHKIus B pasmep 10 000 miB.

Un. 138a. (Hos - IB, 6p. 54 ot 2012 r.) TsproBen ¢ MEAUIIMHCKH W3IEIHsI, KOUTO HapyllaBa
M3UCKBaHMsATA Ha 4il. 830, ce HaKa3Ba ¢ UMYIIeCTBEHa caHKIus B pazmep 1000 mB.

Yn. 139. (M3m. - 1B, 6p. 110 ot 2008 r.) KoiiTo mycka Ha ma3apa W/Win Mmycka B JeHCTBHE
MEIUIIMHCKU W3JeNusl Ha TepuTopusra Ha PemyOmuka bwarapus, 6e3 ga ce e peructpupal B
OIpeJIesIeHUs B 3aKOHA CPOK, ce Haka3Ba ¢ rioba B pazmep 5000 B.

Un. 140. (M3m. - B, Op. 110 ot 2008 r., B cuma or 21.03.2010 r.) Koiito Hapymasa
pasnopenourte Ha un. 27, an. 3, wi. 28, an. 7, un. 29, an. 2 u uin. 30, ce Haka3Ba c rinobda B pazmep 3000
JIB.

UYn. 141. (1) KoiiTo HapymaBa M3MCKBAaHUATA 32 M3BBPIIBAHE HA KIMHUYHU M3MUTBAHMA, aKO
U3BBPIIEHOTO HE ChCTaBIsiBa MpECThIUIEHHE, ce Haka3Ba ¢ rioda ot 5000 mo 10 000 nB., a mpu
MOBTOPHO M3BBPILBAHE HA CHIIOTO HapyueHue - ¢ riobda ot 10 000 mo 20 000 nB.

(2) Ha MeauuuHCKH crieuaiucT, JONyCHAI WM U3BBPIIMI HapylIeHus o ai. 1, Moxe aa ce
HAJIOKW M HaKazaHue JIMIIaBaHe OT MPaBo Jla YIpaxHsBa MpodecusTa cu 3a CpoK OT 6 Mecela 10 JBe
TOJIUHH.



(3) Hakazanuero 1o an. 2 ce Hajlara OT MMHHCTBhpa Ha 3/1paBEoIa3BaHETO M0 NPEAJIOKEHNE Ha
M3I'BIHUTENHUS 1upekTop Ha MAJL.

Un. 142. Ha Hotudunmpan opra, KOMTO He cra3Ba M3UCKBAaHETO HA Wi. 68, an. 1, ce Hamara
uMmylecTBeHa cankuus B pazmep ot 2000 1o 5000 iB.

Un. 143. Ha HoTHdUIMpan opraH, KOMTO HE cma3Ba M3uUCcKBaHeTo Ha wi. 70, an. 1, ce Hamara
UMYIIEeCTBEHA CaHKIus B pazmep 10 5000 iB.

Uin. 143a. (Hos - JIB, 6p. 110 ot 2008 r., u3m. - IB, 6p. 38 ot 2015 ., B cuiia ot 26.05.2015 1.)
Ha noTudunupan opran, KOWTO He cra3Ba U3UCKBaHETO Ha WiI. 76, ai. 3 u 4, ce HaJlara UMYIIECTBEHA
cankuus B pazmep a0 5000 nB.

Un. 144. Koiito mpeun Ha aumara mo 4i. 86, ain. 2 1a OCBILECTBABAT CIYXEOHUTE CHU
3aIbJDKEHUSI B CHOTBETCTBUE C pa3mope0nTe Ha TJIaBa IIecTa, ce Haka3Ba c rioda ot 6000 xo 10 000
JIB.

Uin. 145. TlpousBoauren Ha MEIUIIMHCKU M3CNINS, KOMTO HapylH pasnopendarta Ha uwi. 103,
an. 1, ce Haka3Ba ¢ umyumectBeHa cankuus ot 5000 go 10 000 nB.

Ui 146. [IpousBoauTen HaA MEIUITMHCKH U3/ENINS, KOWTO HapyH pasmopendara Ha wi. 107, ce
Haka3Ba ¢ umyniectBeHa caikius ot 10 000 go 20 000 nB.

Y. 147. Koiito He cHOOIIM 3a MHUMAEHT WM 3a MOTEHUHMAJECH WHIUAEHT C MEIUIIMHCKO
n3nenre cbriuacHo 4. 104, ce Hakassa ¢ ri1o6a or 1000 o 2000 1B.

Un. 148. KoitTo He u3nbiHu 3anosen 1o wi. 113, an. 4 Ha usnbaHuTenHus qupektop Ha UAJL,
ce HakasBa ¢ riro6a ot 10 000 xo 20 000 mB.

Uin. 149. Koiito Hapymm pa3nopenduTe Ha TO3U 3aKOH WJIM Ha aKTOBETE IO MPUJIAraHeTo MYy,
U3BBbH ciaydaute mo uwi. 119 - 148, ce HakaszBa ¢ rmo6a ot 1000 mo 3000 nB., a mpU MOBTOPHO
M3BBPIIBAHE HA CHITOTO HapyieHue - ¢ raobda ot 3000 o 5000 nB.

Y. 150. KoiiTo HE M3MBIHM pa3nopexaaHe, Mpeanucanue nim ykazanue Ha MAJL, ce HakaszBa
¢ rio6a ot 1000 1o 3000 nB.

Un. 151. (1) Korato napymenusara mo wi. 119 - 150 ca u3BbpIiieHn oT IOPUAUYECKH JTUIA UITH
€IHOJMYHU THPTOBIIH, C€ HAJaraT UMYIIIECTBEHU CAaHKIMH. Pa3MepbhT Ha MMyIIECTBEHATa CAaHKIIMS HE



MOJXe Jia ObJIe TIO-HUCHK OT JBOWHUS pa3Mep Ha MPEABUICHUTE MHHUMAIHU pa3MEpPH Ha ChOTBETHHUTE
r100u ¥ He MOKe Ja ObJie MO-BUCOK OT JABOMHHS pa3Mep Ha MPEABHICHUTE MaKCHMAlIHH pa3MepH Ha
CHOTBETHUTE ITI00MU.

(2) Hamaranero Ha MMYIIECTBCHA CAHKIMS HE W3KJIIOYBA HAJAaraHEeTO Ha riio0a Ha BUHOBHHTE
JUTBKHOCTHH JIUIA.

Ui 152. (U3m. - IB, 6p. 38 ot 2015 r., B cuia ot 26.05.2015 r.) (1) Hapymenusita mo to3u
3aKOH C€ YCTAHOBSBAT C aKTOBE, ChCTABEHU OT MHCIIEKTOPU M EKCIEPTH, ONPENEICHU ChC 3aroBe]] Ha
M3I'BIHUTENHUS aupekTop Ha AL

(2) HakazaTenHUTE MOCTAHOBJIEHUS C€ M3/IaBAT OT M3M'BIHUTENIHUS nupektop Ha MAJI wnm ot
ONPABOMOIIEHH OT HETO JITbKHOCTHHU JIMIIA.

Yn. 153. CbCTaBsSIHETO Ha AaKTOBETE, M3JaBaHETO M OOKAJIBAHETO M W3NBIHEHHETO HA
HaKa3aTeITHUTE MOCTAaHOBIIEHUS Ce U3BBPIIBAT MO pelia Ha 3aKoHa 3a aIMUHUCTPATUBHUTE HAPYIICHUS U
HaKa3aHWsl.

JlonbJIHUTEIHN pa3nopendu

§ 1. Ilo cmuchlIa Ha TO3HU 3aKOH:

1. "AKTUBHO UMILIAHTUPYEMO MEAULIMHCKO U3JIeNNE" € aKTUBHO MEAUIIMHCKO U3JIE€IHE, KOETO €
MpelHa3HauYeHo Ja ObJe YaCTUYHO WM H3IPUIO0 UMIUIAHTUPAHO 4Ype3 XUpyprudyecka HIH dYpes3
MEIUIIMHCKA WHTEPBEHIMSA B YOBEIIKOTO TSJIO MJIM YpE3 MEIUIIMHCKA MHTEPBEHIMS B €CTECTBEHUTE
OTBEPCTHS Ha YOBEIIKOTO TAJIO U Ja OCTaHE B TSAJIOTO CIie] UHTEPBEHIIUATA.

2. "AKTUBHO MEIUIIMHCKO U3/eie" € MeAUIIMHCKO H3eNue, YueTo (QYHKIMOHUPAHE 3aBUCH OT
M3TOYHUK Ha €JIEKTpUYECKAa WM Jpyra €Heprus, pa3inyHa OT €HEprusita, reHepupaHa B YOBEIIKOTO
TSJTO, WJIA OT 3€MHOTO MPUTETJISTHE.

3. "Banuana gokymeHTanus" € JOKyMEHTalus, KOSITO IO ChAbpPKAHUE U IIBJIHOTA OTrOBaps Ha
M3UCKBAHUATA, IPEJIBUICHU B OIIPEIeNIeHa MPOIleaypa 10 TO3U 3aKOH.

4. "Buocurten" e GU3NYECKO WU IOPUINYECKO JIHMIIEe, KOETO € YCTAHOBEHO Ha TePUTOPHATA Ha
bp’KaBa WICHKA WA Ha JIbp)kaBa OT EBpPOMNENCKOTO MKOHOMHYECKO MPOCTPAHCTBO M KOETO BHACH
MEIULIUHCKHU U3JeIHs OT TPETH AbPKABU Ha Ma3zapa Ha EBponeiickus cbhro3.

5. "Bb3noxuTen Ha KIMHUYHO M3NUTBaHe" € MPOU3BOJIUTENAT WM HETOBUAT YI'BJIHOMOIIEH
MIPEJICTAaBUTEN, KOWTO OTroBaps 3a 3allOYBAHETO, YIPaBICHUETO W/WiIM (UHAHCHPAHETO HA €IIHO
KJIMHUYHO U3IUTBAHE.

6. "I'maBeH u3cinenoBaren" € JMIETO, MOJA YUETO PBKOBOJCTBO H3CIEAOBATEIICKUAT EKHUII
MPOBEXK/1a KIIMHUYHOTO U3MUTBAHE.

7. "JloOpa KIMHUYHA MpaKTUKA" € CHBKYMHOCTTa OT MEXAYHApOAHO MPHU3HATH €THYHU U
Hay4YHH M3MCKBaHUS 3a Ka4eCTBO, KOUTO CE€ CIa3BaT MpH IJIAHUPAHETO, MPOBEKITAHETO, OTYUTAHETO U
JIOKJIa/IBAHETO HA KIMHUYHU U3MUTBAHUS.

8. "IIbpkaBa wieHka" € abprkaBa - WieHKka Ha EBponencKus Chro3.

9. "UnenTudukannoHHN TaHHU Ha U3/1eTueTo" ca:

a) JTaHHW 3a MPOM3BOJUTEINSI, MOJIETT U THUIIOB HOMEP Ha W3JIEITUETO, BKIIOUYUTEITHO copTyep u
MIPUHAJICKHOCTH;

0) mpemHa3HAYCHO JCHCTBUE, OMPEAENIEHO OT TMPOW3BOJAUTENS, BKIIOYUTEIIHO KIMHUYHU
WHVKAIMN U KOHTPaHIUKAIIUK TIpU yrnoTpedara u uaeHTu(UIMpaHe Ha TPYMHUTE MAlUeHTH, 32 KOUTO
€ MpeHa3HAuEHO;



B) OMHUCAHWE HA M3JCTUETO - ONMHUCAHWE HAa MATePUAIH, KOWTO BIIM3AaT B KOHTAaKT C YOBEUIKU
ThKAaHU WUJIM TEYHOCTH, BKIIOYBA JIM U3JIEIHMETO JEKAapCTBEH MPOAYKT, YOBEIIKHU H/WIN >KUBOTHHCKHU
ThKAaHU WA TEXHH MTPOU3BOHU, MM OMOJIOTUYHO aKTUBHU BEIIECTBA,

I') MHCTPYKLUHMHU 332 MHCTAJMPaHE W U3I0JI3BaHE Ha U3/EIHUETO, BKIIOUMTEIHO aKO ca HaJUIIEe
CHEIMAIHN YCIIOBUS 32 ChXpaHEHWE W HM3UCKBAHMS 3a paboTa - MpeaBapUTEIHA TMOJITOTOBKA MPEAH
ynotpeba - cTrepuin3alys B cllyyad Ha MOBTOpHA yrnoTpeda, mpoBepka 3a 0e30MacHOCT, MEPKH, KOUTO
TpsiOBa /1a ce mpeanpuemMar cies ynorpeoa;

1) MPETIOPBbUNTETHO 00yUEHHE U OTTUT, HEOOXO0IUM 3a ynoTpeda Ha U3/IEeIHETO;

€) OmucaHue Ha HEOOXOJUMHUTE MEIUIMHCKH U XHUPYPrUYE€CKH MPOLEAYPH, CHIPOBONKIAIIN
ynotpebara Ha U3AETUETO.

10. "W3penue 3a camorecTyBaHe" € HMH BHUTPO JMAarHOCTUYHO MEAULIMHCKO U3JEINE,
MpeIHa3HauYeHO OT MPOU3BOJIUTENIA Ja C€ MOJ3Ba OT JiHla 6e3 MeIUIMHCKA KBalu(UKalus B JOMalllHa
00CTaHOBKaA.

11. "MHBa3MBHO MEAMIIMHCKO H3JEJME 3a MPOABIDKUTENHA YIMoTpeba" e u3menue, KOETo
LSJIOCTHO WJIM YaCTHMYHO IMPOHUKBA B UYOBEHIKOTO TSJIO MPE3 €CTECTBEHUTE MY OTBOPH WM IIPE3
MOBBPXHOCTTA MY M MPOABIKUTEIHOCTTA HAa IPECTOSI MY B YOBEIIKOTO TsJ10 € Haja 30 qHH.

12. "UH BUTPO NMArHOCTUYHO MEIMLMHCKO HU3Jenue" € MEIULUHCKO H3JeNne, KOETO €
pPEaKTUB, MPOAYKT OT PEaKTHUB, KAIUOPATOp, KOHTPOJIEH MaTepual, KUT (Habop), HHCTPYMEHT, arnapar,
o0opy/lBaHEe WJIH CHCTEMa, H3IOJI3BAHO CAMOCTOSTETHO WJIM B KOMOWHAIMS, IPEIHA3HAYCHO OT
MIPOM3BOIUTENS 32 U3IOJI3BAaHE MH BUTPO MPH U3CIEBAHE HA TPOOH OT YOBEIIKOTO TSUIO, BKIIOUUTEIHO
KPbB U ThKaH, €AWHCTBEHO WJIM TJIABHO C IIeJI MToJTy4aBaHe Ha nHdopmaus 3a:

a) (pU3MONOTUYHO WM MATOJIOTUYHO CHCTOSTHUE, WITH

0) BpOJICHU aHOMAJIHH, WJIH

B) oIpejiensiHe Ha 0€301acCHOCTTa U ChBMECTUMOCTTA C MOTEHIIMAIHN PEUUITUEHTH, UITH

') KOHTPOJIMPAHE HA TeParieBTUYHU JACHCTBUS.

WH BUTPO TUArHOCTHYHU MEAMIIMHCKH M3JENUS ca M M3AENUsATa 32 CaMOTECTyBaHe, ChIOBETE
3a ChbXpaHEHHE Ha MPOOM OT YOBEHIKOTO TSJIO, C M3KIIOYEHHE Ha HM3JAETHsITa 3a o0ma JabopaTtopHa
ynoTtpeda, OCBeH aKo M3AETUETO MO OTHOIICHHE Ha XapaKTEPUCTUKUTE MY € CIIeIUaIHO MpeAHa3HAuYEHO
OT MPOU3BOIUTENS 32 UH BUTPO TUATHOCTHYHU WU3CIICIBAHMUS.

13. " BUTPO OMAarHOCTMYHO MEAMIIMHCKO H3JENINE 32 OLIEHKa Ha JIEWCTBHETO" € UH BUTPO
JTUArHOCTUYHO MEIMIIMHCKO M3JEIHe, MPEeJHA3HAUY€HO OT MPOU3BOAUTEINS 3a MPOBEXKIAHE HA €THO WU
MOBEYe H3CIEABAHMS 32 OlLIEHKA Ha JEeWCTBHETO, MPOBEXKIAaHH B JIaOOpaTopus 3a MEAUIUHCKU
W3CJIEJIBAHMS WM B JIpyra MOAXO/IIA cpeia U3BbH MICTOTO Ha MPOU3BOJICTBO.

14. "Undopmupano cwriacue" € BOJICU3SIBICHHE HA JEECIOCOOHO IHUIlE WM Ha 3aKOHEH
MIPE/ICTaBUTENl HA HEIEEeCHOCOOHO JIMIE, C KOETO € HM3pa3eHO ChIJIacHMe 3a y4dacTue B KIMHUYHO
W3MHUTBAHE, CJe] KaTo JTUIETO € MOAPOOHO WH(GOPMHUPAHO 33 CHIIHOCTTA, 3HAYEHUETO U PUCKOBETE OT
m3nuTBanero. MudopmupaHoTo chriiacue € B mucMeHa ¢opMa M ChAbpXkKa MOAMKUC Ha JUIETO U JaTta.
[Tpu HEBB3MOXKHOCT Ha JIMIIETO Ja U3pa3u ChIIAaCHEeTO CH B MUCMeHa ¢popMa HHOOPMHUPAHOTO ChIacHe
MOXe J1a Ob/I€ 1aJIeHO YCTHO B IPUCHCTBUETO HAM-MAJIKO HA €1H CBUIECTEN.

15. "Kanubpatop ¥ KOHTpoJieH MaTepuan" € BEeLIeCTBO, MaTepual WM U3Jelue,
MpeAHa3HAYEHO OT MPOU3BOIUTENS 32 YCTAHOBSIBAHE HA M3MEPBATEITHU CHOTHOIICHHS WJTH 3a MPOBEPKA
Ha pa0OTHUTE XapaKTEPUCTHUKU HA WH BUTPO TUATHOCTHYHO MEIUIIMHCKO U3JIENHE B CHOTBETCTBUE C
MpeAHa3HAYEHUETO MY.

15a. (moBa - JIB, 6p. 110 or 2008 r., B cunma ot 21.03.2010 r.) "Knuauunu naHHu" €
uH(popmanuara, ckopaHa npu ynorpedara Ha U3AETUETO OTHOCHO O€30MaCHOCTTA /WU IEHCTBUETO MY.
KnunuyanTe JaHHM ce ToTy4yaBaT OT:

a) pe3yJITaTuTe, MOJYyYEeHU MPU MPOBEKIAHETO HA KIMHUYHO H3IMUTBAHE HA HW3MUTBAHOTO
MEIULUHCKO U3JENNE, NN

0) JaHHU OT KJIMHWYHO/KIIMHUYIHHM W3MUTBAHE/M3MUTBAHUS WIH JJAaHHU OT JIPYTH MPOYYBAHUS,



nyOIWKyBaHM B HaydHara JUTepaTypa, BBPXY NOJ00HO MEAWIIMHCKO W3JAENue, 3a KOETO
E€KBHBAJICHTHOCTTA C M3IIUTBAHOTO U3JIENIME MOXKE J1a Ce JOKaXe, WIIH

B) MyOJMKYBaHW W/WJIM HENMyOJHMKYBaHHW OKJIAAW OT JAPYr KIMHWYEH OMHUT HA W3MUTBAHOTO
H3JeJINe UM Ha ITOJO00HO MEIUIIMHCKO M3EIUe, 32 KOETO €KBHBAJIEHTHOCTTA C U3IUTBAHOTO M3JEIIHE
MOJXKE Ja C€ JIOKaxe.

16. "Koopnunupani uscienoBaTen" € JMILETO, KOETO KOOPJAWHHUpPA H3CIECAOBATEIUTE IMPU
MPOBEK/IaHE HA MHOTOLICHTPOBO KJIMHUYHO U3ITUTBAHE.

17. "Kopurupamy aeucTBusa" Morat Ja BKJIIOYBAT: W3TEIVITHE HA HW3ACJIMETO, IYCHATO B
JCCTBYE, W3JaBaHEe Ha IMHUCMEHA TPENOpbhKa, B KOSATO CE OMHCBAT MEPKHUTE, KOUTO TpsiOBa na ce
MpeAnpUeMar; TOMBJIIHUTEITHO MPOCIIeIsIBaHe NI MOIU(UKAIMS Ha U3ACIIUETO, ITyCHATO B JACHCTBUE, C
e MOA00pSBaHE HA XaPAaKTEPUCTUKHUTE U JACHCTBHETO MY; IPOMSHA B MIPOEKTa, MPOMSIHA HA OTACITHH
KOMITOHCHTH Ha U3JICJTMETO WM IPOMSIHA B MPOU3BOJICTBEHHSI ITPOIIEC TIPHU OBICIIOTO MPOU3BOJICTBO Ha
MOJOOHM W3/IETHs; U3MEHEHUE Ha ChIBPKAHMETO HA €TUKETa WM Ha MHCTPYKIMSITA 3a ynorpeda u
ApYyTH.

18. "Kputnuen ananus" e:

a) KpaTKO ONHCaHWE Ha MEIUIMHCKOTO WU3JeIue - IPEeJAHA3HAYCHO [ICHCTBHE, THII,
XapaKTEPUCTHUKU;

0) aHaynM3 Ha mojAOpaHarTa JIMuTepaTypa U Ha BCHUKU HAJIMYHU JIaHHU;

B) KPUTHYCH aHAIU3 Ha HWIACHTHQUIMPAHUTE BPEOU MpPH yrmoTpedara HAa H3ACIUETO, Ha
CBBP3aHHUTE C TAX PHUCKOBE W MOAXOASAIIM MEpPKH 3a O€30MacHOCT IO OTHOIICHHWE Ha MaIlUeHTH,
MEIUIIMHCKHU TIEPCOHAT U TPETH JIUIIA;

r) MeToAu 3a Noa0Op Ha U3IMOJ3BAHUTE JIMTEPATYpHU HW3TOUYHHIM, MPUIIOKEHUTE
CTATUCTUYECKM METOJIM 3a aHaJIN3, METOJUTE 3a OIICHKA, TUIA U MPOIBDKATETHOCTTa HA MPOYYBAHETO,
XETepOreHHOCT Ha BKJIIOYEHATa B IPOYUYBAHETO MOMYJIaIHs;

1) KpaiiHa OIleHKa Ha IoJi3aTa OT ynoTpebdara Ha M3JEIHETO CIPSAMO PUCKA, KATO CE OTUUTAT
MOCTIKEHUSITA HA ChBPEMEHHATa HayKa U MEAMIIMHCKA MPAKTUKA;

€) 3akKiloueHHe, B KOETO C€ I0COYBa Jalld Ca W3IBJIHEHW IEIUTe Ha 3aJaHHETO,
UICHTU(UKAIUS Ha TPa3HOTH B OIEHKaTa Ha CHOTBETCTBUETO HA M3JEIHUETO CBhC ChHIIECTBEHUTE
M3UCKBAHHUS 110 OTHOIIEHWE Ha O€30MacHOCT ¥ TPEJAHA3HAYCHO KIMHUYHO JIEUCTBHE U, TIPH
HEOOXOMMOCT - apryMeHTalusl 3a MPOBEXJAaHEe HAa KIMHWUYHU M3MHUTBAaHMUS - LEIM W IJIaH Ha
H3IUTBAHETO.

19. "Jlume, ycTaHOBEHO Ha TEPUTOpPUATA HA JbpKaBa 4WIEHKAa WIM Ha Jbp)KaBa OT
EBpomeiickoTo HKOHOMHUYECKO MPOCTPAHCTBO" € MpaBeH CYyOeKT, PETUCTPUPaAH IO TPAXKIAHCKOTO WIIH
THPrOBCKOTO 3aKOHOAATEJICTBO HA Jbp)KaBa WIEHKAa WM JIbpkKaBa OT EBpONEMcKOTO MKOHOMHYECKO
MPOCTPAHCTBO WJIM CH3AAZACH IO CHUJIaTa HAa HOPMATHBEH aKT, KOWTO MMa CeJaJMIle M aapec Ha
YIPABICHHUE B Ibp>KaBa WICHKA WIH B IbpkKaBa OT EBponeickoTo MKOHOMUYECKO MPOCTPAHCTBO.

20. "JImyHO mpeara3Ho CPeCTBO" € BCSIKO YCTPOMCTBO WJIM CPENICTBO, MPETHA3HAUEHO 1A Ce
M3M0J3Ba OT JIMIIE, 3a Ja ro Mpeana3Ba OT €IHAa WU MOBeYe BB3MOKHHU ONACHOCTH, 3allIalllBalld
HErOBOTO 3/ipaBe U Oe3omacHOCT. KaTo TuyHM mpeanasHu cpeicTBa ce OnpeaesisiT ChIIo U:

a) ChBKYITHOCT OT yCTPOWCTBA WJIM CPEICTBA, B3aMMHO CBBP3aHH OT MPOU3BOIUTENS, C LIed Ja
MpeArna3Bar €IHO JHUIEe OT €IHAa WIM MHOXECTBO OINAacHOCTH, KOMTO MOraT Ja Ce€ TNpOsBsBaT
€HOBPEMEHHO;

0) mpeAmna3Ho YCTPOUCTBO MIIM CPEJCTBO, CBHP3aHO HEJAETMMO WJIH JIETUMO C JIMYHO CPEJICTBO
0e3 3ammTHa (QYHKIUS, H3MOI3BaHO OT JIMIIETO 32 U3BBPIIBAHE HA OMpPE/IeeHa JeHHOCT;

B) 3aMEHSIEMH CHCTABHHM YaCTH HA €JIHO JIMYHO MPEANa3HO CPEJICTBO, KOUTO Ca OCHOBHH 3a
HEroBOTO MPaBWJIHO (YHKIIMOHHMPAHE U KOWUTO C€ U3MOJ3BAaT €AMHCTBEHO 3a TOBAa JUYHO MPEINa3HO
CPEIICTBO.

21. (u3m. - JIB, Op. 110 ot 2008 r., B cuma ot 21.03.2010 r.) "Menununcko uznenue" e
WHCTPYMEHT, arapart, ypea, codTyep, MaTeprall Wiu APYro H3JEINe, U3MOJI3BaH CaMOCTOSATEITHO WA B



KOMOMHAIMSI, BKJIIOUUTENTHO co(Tyep, MNpeAHa3HAaYeH OT MPOU3BOAUTENs Ja ObJe H3MOJI3BaH
cnenu@uIHo 3a AMArHOCTUYHU W/WJIM TePArleBTUYHU 1€ M HEOOXOIUM 3a MpaBUJIHATA MY yrHoTpeoa,
KOWTO HE MOCTUTa OCHOBHOTO CH JCWCTBHE IO MPEJHA3HAYCHHE BHB WM BHPXY YOBEHIKOTO TSUIO IO
(dbapMaKoIOTHYeH, UMYHOJIOTHYEH WM METa0OJUTEH MbT, HO MOXE Ja ce MoJAloMara MpH CBOETO
JICHCTBHE OT CPENICTBA C TaKbB €(PEKT, U KOMTO € MpeIHa3HAYCH OT MPOU3BOIUTEIIS J1a Ce MpUiiara mpu
Xopa ¢ 1edi:

a) TUarHOCTHKA, MPOIIAKTHKA, HAOIIOICHNE, ICYCHHE WJIH 00JIeKUuaBaHe Ha 3a00IsIBaHUS;

0) AuarHoctuka, HaOmOJeHHe, JieueHue, oOJeKyaBaHe WM KOMIIGHCHpAaHE Ha TPaBMH WIIU
WHBAJIMIHOCT;

B) M3CJe/IBaHe, 3aMsHA WM KOPEKIUs Ha aHATOMHYHA YacT WK (PU3HOJIOTHYEH MPOLIEC;

') KOHTPOJ BBPXY MpoIieca Ha 3a0peMeHsIBaHe.

22. (m3Mm. - JIB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) "MeauuHCKO H3IENHE 3a
KJIIMHUYHO M3MUTBaHE" € MEAMIIMHCKOTO HW3Jenue mo 4wi. 2, an. 1, 1. 2 u 3, mpeaHa3HayeHo Ja ce
U3IOJ3Ba OT MEAMIIMHCKH CIEUUATNCT WM OT JIPYT CIEUUaTNCT, KOUTO MPUTEkKaBaT MOJAXOIsIa 3a
[EIUTe Ha M3MHUTBAHETO KBATH(HUKAIMSA, MPU MPOBSKIAHE HA KIWHUYHUA HM3MUTBAHUS B JIEYeOHO
3aBe/ieHuE 3a TIOCTUTAaHEe Ha I[eJiTa 1o Wi 32.

23. (u3m. - JIB, Op. 110 ot 2008 r.) "MemuuuHCKO H3jAelue, U3pabOTEHO MO MOopbhuka' e
MEAHUIIMHCKO U3AeNue Mo Wwi. 2, an. 1, T. 2 uiau 3, mpou3BeACHO MO MHUCMEHO 33aJJaHue Ha KBaJu PUIPAH
MEIHWIIMHCKH CICIHATNCT WIM Ha JIMIE C MOAXOMANa MpodecroHaTHa KBaIM(HUKAIMI, ¢ KOETO Ce
OTpeAENAT cneuu(PUUHUTE MPOEKTHU XAPAKTEPUCTUKH Ha H3ACIUETO M IPEeAHA3HAUEHUETO My 3a
ynoTtpeda OT KOHKPETEH MaI[UeHT, U 32 KOETO TOH HOCH OTTOBOPHOCT.

CepuiiHO mNpoU3BEACHUTE W3JAEIHS, aJalTUPAaHU C LeT Ja OTrOBOPIT Ha crneuupuuHu
M3UCKBAHUS HA MEIUIMHCKH CIICIIUAIMCT WM Ha IPYT O0ydeH MOTpeOnTeN, HEe ca U3Ieius, n3paboTeHn
0 MOpbhYKa.

24. "MHOTOIEHTPOBO KJIMHUYHO M3MUTBaHE" € KIIMHUYHO M3MHUTBAHE, KOETO CE MPOBEXKIA IO
€IMH IIJIaH, HO B MOBEYE OT €IMH M3CIEIOBATEICKU IEHTHP/IeueOHO 3aBe/ieHue U OT MOBEYe OT €IUH
uscienoBaren. M3cnegoBaTesickuTe EHTPOBE MOraT Ja ObJaT pa3loSIOKEHH Ha TEPUTOPHUSATA HA €IHA
IbpKaBa YWICHKA, B TOBEYE OT €/1HA Abp)KaBa YWICHKA WU B AbP)KaBH WICHKH U B TPETU JbPKaBU.

25. "HabGmrogaBamn" e juie, Ha3HAUYEHO OT BB3JIOKHUTEINS, KOETO HAOII0AaBa Jajld KIMHUYHOTO
U3MHUTBAHE HA BCEKU €Tall ce IMPOBEXJa, 3alKucBa W JOKIAJABa B CHOTBETCTBUE C IIJIaHA, CBC
CTaHJIAPTHHUTE OIEPATHBHU IporeaypH, ¢ JloOpara KIMHHYHA MPAKTAKA U C MPHIOKHUMHUTE KOHTPOITHH
W3HCKBaHUS.

26. "HezaBucumo oOT BB3JIOKUTENS Jule" € (QU3MUECKO JHIE, KOETO € 3aMo3HaTo C
XapaKTePUCTUKUTE W JIEHCTBUETO HAa MEIAUIIMHCKOTO H3JeTHe, 00EKT Ha KIMHUYHOTO U3MUTBAHE, U C
METOJIOJIOTHSATA Ha TIPOBEXK/IaHE HA KIIMHUYHO U3IHUTBAHE U ¢ (HHAHCOBO HE3aBUCHMO OT BB3JIOKHUTEIIS.

27. "llmamn Ha KIMHMYHOTO W3NUTBaHE"' € JIOKYMEHT, ONHCBall LeJIuTe, Au3aiiHa,
METOJIOJIOTHUSATA, CTATUCTUICCKUTE METOIA U OPTAHHU3AIMSITA HA €THO KJIMHHYHO U3ITUTBAHE.

28. "lIpennazHaueHue" e ymorpebara, 3a KOATO € IMpeIHa3HAY€HO MEIUIMHCKOTO H3JeiHe
CBIJIACHO TPEIOCTABCHUTE OT IMPOU3BOJUTENS JaHHU BBPXY €THUKETa, B MHCTPYKIHSTA 3a yrmorpeda
W/WIH B pEeKJIAMHHU MaTepHaly.

29. "llpunaginexHOCT" € u3[Ienue, KOETO HE € MEAUIMHCKO H3JEIUEe, HO € CIEIHaTHO
MpelHa3HAuYeHO OT TMPOU3BOJAUTENSI MYy 3a H3I0JI3BaHE 3a€JIHO C METUIIMHCKO H3JeNnue, C el
MEIUITMHCKOTO U3JIETTNE /1a C€ U3TIO0JI3BA TI0 OMPEACICHOTO OT MPOU3BOAUTENS MY MPETHASHAUYCHHE.

29a. (noBa - JIB, 6p. 39 ot 2011 r., B cuma ot 01.01.2012 r.) "IIponaxkna 1eHa" e neHara 3a
Opoilika WJIM 3a OMNpPEACNICHO KOJIMYECTBO, BKJIIOYBAIA JaHBK BBHPXY J00aBeHaTa CTOWHOCT U BCUYKH
JOMBTHATETTHH IAaHBIN U TAKCH, Ha KOATO MEIUIIMHCKOTO U3/IENHE Ce Tpeiara Ha MOTpeOuTersl.

30. "TIpousBoauten" € BCAKO (GU3UIECKO HIIA FOPUTUIECKO JIUIIE, KOETO:

a) OTroBapsi 3a MPOEKTUPAHETO, IMPOU3BOACTBOTO, OMAKOBAHETO W ETUKETUPAHETO Ha
MEIUIIMHCKO HM3JeNHe, MPeIu Ja TO MyCHEe Ha Ia3apa OT HETOBO MME WJIM C HETOBa THPrOBCKa MapkKa,



HE3aBHCHUMO JJaJIM TE3U ONEPALMU CE U3BBPIIBAT OT CAMOTO JIMIIE, MJIM CE€ U3BBPILIBAT 33 HETO OT TPETO
JUIIE;

0) (u3m. - JIB, 6p. 110 ot 2008 r.) KOMILIEKTYyBa, OMAaKOBa, 00pabOTBa, HAITBIHO MPEpadOTBa
W/WIM eTUKEeTHpa €IHO WIM MOBeYe TOTOBU MEIUIIMHCKU HW3JENUS W/UIM € OTTOBOPHO Ja OIpeleiu
TAXHOTO MpeJHa3HAUYECHUE C 11eJ1 IIyCKAHE Ha Ma3apa 3a IbPBU BT OT HETOBO MME.

OuU3nYecKH WU IOPUINIECKH JIMIA, KOUTO KOMILJIEKTYBAT WM alaliTUpaT MyCHATH Ha mas3apa
MEAULMHCKU M3/ENNs 3a KOHKPETEH IAlMEHT B CHOTBETCTBUE C TIAXHOTO IpPEIHA3HAUEHUE, HE ca
MIPOU3BOIUTENN IO CMUCHJIA HA TO3H 3aKOH.

31. "Ilyckane B aelicTBHE" € eTambT, MPU KOHUTO TOTOBO 3a ymoTpeda Mo MpeaHa3HaueHue
MEAMIIMHCKO H3JEeNUEe Ce MpeIocTaBsd 3a IbPBH MbT B JIbpKaBa WICHKAa HWJIM B JbpKaBa OT
EBponeiickoTo MKOHOMHYECKO IPOCTPAHCTBO Ha KpaiHus mnorpeOuten. Ilyckane B nelcTBHE Ha
aKTUBHO MMIUIAHTUPYEMO MEIUIIMHCKO U3JIEIHNE € MPEIOCTaBsIHETO My Ha KBaTU(UIIUPAH MEIULUHCKA
CHELMAIIUCT 33 UMILUIAHTUPAHE.

32. "Ilyckane Ha masapa" € MbPBOTO IMPEAOCTaBsIHE 3a PA3MPOCTPAHECHHUE W/WIHM yrmoTpeda Ha
TEpUTOpPHUsTA HA EBPOINIEHCKUS ChIO3 U HA TEPUTOPUATA HA EBPONEMCKOTO MKOHOMUYECKO IIPOCTPAHCTBO
cpeuly 3alJjamiaHe Wid Oe3IUIaTHO Ha HOBO WJIM HAMbJIHO OOHOBEHO MEIUIIMHCKO W3JETHue, C
U3KJIIOYEHWE Ha MEIULMHCKO U3JeJHME 3a KIMHUYHO HU3MUTBAHE M HA HH BUTPO JUATHOCTHYHO
MEAMIIMHCKO U3JIeHE 3a OI[CHKA Ha JIEHCTBUETO.

33. "Cepuo3Ho yBpexaaHe Ha 37paBeTo” €:

1. ’KMBOTO3aCTpalIaBaIlO0 ChbCTOSHUE WK 3a00JsIBaHE, UM HApaHsBaHE;

2. TpaifHO yBpeX/laHe Ha JKU3HEeHA (PYHKLUS WK HAa YOBELIKM OpPIraH WM HA ThKaH;

3. CbCTOsSIHME, KOETO Hajara MeIUIIMHCKA MOMOII WIM XHpyprudyecka Hameca, 3a Ja ce
MIPEOTBPATAT YBPEKAAHUSITA 110 T. 2.

34. "CpaoBe 3a chbXpaHEHHE HAa MPOOM OT YOBEHIKOTO TsUIO" ca MH BUTPO JUATHOCTHYHU
MEAUIMHCKU H3JIENMsI, HE3aBUCUMO Jajld ca BaKyyMEH THUIl WM HE, CIEUUAIHO IpeIHa3HAuYeHU OT
MIPOM3BOIUTENS 32 MbPBOHAUAIHO ChOMpPAHE U ChXpaHEHHE Ha MPOOU OT YOBEIIKOTO TAJIO 32 UH BUTPO
JMarHOCTUYHU U3CJIE/IBaHUS.

35. "CobuiecTBeHa NpoMsAHA B IJIaHA HA KJIMHUYHOTO M3MUTBaHe" € BCsAKa MPOMSHA B IJIaHA
u/unu B UHQOpMalMsITa B ChIIBTCTBAIIATA JOKYMEHTALUS, KOSITO MOBJINSBA:

a) 6e30MacHOCTTa WK (pU3NYecKaTa U MCUXUYeCKaTa HEMPUKOCHOBEHOCT HA yYaCTHUIUTE;

0) HayyHaTa CTOMHOCT Ha U3UTBAHETO;

B) NMPOBEXIAHETO WJIM OpraHu3alMaTa Ha N3IUTBAHETO.

35a. (uoBa - JIB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) "Tpera nbppkaBa" e Bcsaka
IbpKaBa, KOSATO HE € WieH Ha EBporelickus cbro3 WM HE € Abp)KaBa - cTpaHa 1o Crnopa3yMeHHETO 3a
EBpornelickoTo nKoHOMHYECKO NpocTpaHcTBO, Wi Kondenepauus Llseitapusi.

36. (m3m. - JIB, Op. 54 ot 2012 r.) "TeproBus Ha apeOHO" ca BCHYKHM JEHHOCTH IO
puoOuBaHe, ChbXpaHsIBaHe U MpoJax0a Ha METUIIMHCKU U3/IENINS HAa HACEJIEHUETO.

37. (u3m. - 1B, Op. 54 ot 2012 r.) "T'bproBus Ha eipo" ca BCHYKHU ASHHOCTH IO NMpHI00MBaHe,
ChXpaHsBaHe, CHa0AsiBaHe, BHOC MJIM U3HOC HAa MEJAMIIMHCKHM M3JETUs C Le] Mpoaaxoa, ¢ U3KIIOYCHHE
HAa ClIydanuTe Ha NPEA0CTaBsAHE HA MEULIMHCKU U3/IENINs JUPEKTHO Ha HACEIIECHUETO.

38. (m3m. - JIB, Op. 110 ot 2008 r.) "YmbaHomomieH mpenactaButen” € (U3NYECKO WU
IOPUANYECKO JIMIIE, YCTAHOBEHO HAa TEPUTOPHATA HA IbprKaBa WIEHKAa WIN JbpxkaBa oT EBponelckoTro
MKOHOMMYECKO MPOCTPAHCTBO, U3PUYHO YII'BIIHOMOIIEHO OT MPOU3BOAUTEINS /1a IEUCTBA OT HETOBO M€
U 3a HErOBa CMETKA IPE]] PEryJIaTOPHUTE OpraHK Ha IbP/KaBUTE WICHKH WIN PETYJIATOPHUTE OPraHU Ha
ObpxKaBUTe OT EBpONEcKOTO MKOHOMHYECKO MPOCTPAHCTBO NPU H3I'BJIHEHHWE Ha 3aJb/DKCHUS Ha
IIPOU3BOJIUTEIIS 1O TO3U 3aKOH.

§ 2. U3m. - 1B, Op. 110 or 2008 r., B cuma ot 21.03.2010 r.) To3m 3akoH BBBEKIA



pasnopenoure Ha dupektuBa 90/385/EMO nHa CwBera ot 20 ronmm 1990 r. oTHOCHO cOmmkaBaHe Ha
3aKOHOAATEJICTBOTO HA ABP)KABUTE YJICHKH, CBbP3aHO C AKTUBHUTE HMIUIAHTUPYEMH MEIULIUHCKU
uznenus, nocueaHo uMeHena ¢ Iupexrusa 2007/47/EO na EBponelickus napiaameHT u Ha CbBerta OT 5
centemBpu 2007 r. 3a m3menenune Ha [lupextuBa 90/385/EMO Ha CbBeTa OTHOCHO CONMIKaBaHE Ha
3aKOHO/IATEJICTBOTO HA JbPXKABUTE WICHKH, CBBP3aHO C AKTUBHUTE HMMILUIAHTUPYEMH MEIAUIIMHCKU
m3nenus, Ha [upextuBa 93/42/EMNO nHa ChbBeTa OTHOCHO MEIUIIMHCKUTE M3Aelus W Ha JlupexTuBa
98/8/EO oTtHOCHO myckaHeTo Ha masapa Ha Owouumu (OB, L 247/21 ot 21 cenremBpu 2007 1.), Ha
HupextuBa 93/42/EVIO Ha CbBeta oT 14 tonu 1993 1. OTHOCHO MEAMIIMHCKHUTE H3ACIHS, MOCIEIHO
u3menena c¢ JupexrtuBa 2007/47/EO nHa EBpomeilickusi mapiameHT U Ha ChbBeta, U Ha JlupekTuBa
98/79/EO na EBpormetickus mapiaameHT 1 Ha CbBeTa oT 27 OKTOMBpH 1998 I'. OTHOCHO TMarHOCTUYHHTE
MEIUIIMHCKU H3/IeNus in vitro, mocienHo usmeneHna ¢ Permament (EO) Ne 1882/2003 na Eponelickus
napiameHT U Ha CbBera ot 29 cenremBpu 2003 1. 3a amantupane kbM Pemenne 1999/468/EO Ha
CwBera Ha pa3nope0nuTe OTHOCHO KOMHTETUTE, KOUTO Mo arioMaratr KoMucusTa npu yrnpaxHsIBaHETO Ha
U3IBIHUTEITHUTE M PABOMOLUIMS, ONPE/IeJIeHH B aKTOBETE, KOUTO MOAJIEKAT Ha MPoLeAypara, IocOYeHa
B wiI. 251 ot [loroBopa 3a EBpomneiickaTa 0OIIHOCT.

§ 3. (1) HaumeHoBaHMATAa U PErMCTPALIMOHHUTE HOMEpPAa Ha XapMOHHU3UPAHUTE €BPOIEHCKU
CTaHJapTH U Ha MoHorpapuute Ha EBpomeilickara ¢apmakornes 3a MEIUIMHCKUTE H3AEIUS Ce
nyonukysat B "Odunuanen BectHUk" Ha EBponeiickus cbio3.

(2) XapMOHHU3MpPAaHUTE €BPOIEHCKH CTAaHIAPTHU CE€ BBBEXKAT UJIEHTUYHO upe3 MyOInKyBaHe Ha
TEKCTa Ha CTaHJapTa B IPEBOJA Ha OBIArapckM €3UK HWJIM 4Ype3 MOTBBbpXKJAaBaHE 3a MpUiIaraHe KaTo
OBJTapcKy CTaHAAPT IO pesia Ha 3aKOHA 3a HAI[MOHATHATA CTAHAAPTU3AIMA.

(3) HaumeHoBaHusATa U PErUCTPALIMOHHUTE HOMEpa Ha OBJIrapckuTe CTaHAApTH, BbBEXKJIAIIU
XapMOHU3UPAHUTE EBPONECHCKH CTaHIApTH, ce MyOnMKyBaT B oduuuanHus OronetnH Ha J[bpikaBHaTa
areHIys 3a METPOJIOTHsl M TEXHUUYECKU Ha/A30p, KaTo IpU MyOIMKYBAHETO 3aJbJDKUTEIHO C€ IOCOoYBa
Bpb3KaTa CbC ChOTBETHATA Hapea0a mo ui. 18.

§ 4. (1) C obmure TeXHUUYECKH cleUU(UKAIMKA Ce ONPEAeNsAT W3MCKBAHUS 3a OLEHKA H
NpeolleHKa Ha JAEWCTBHETO, IMYyCKAaHETO Ha Ia3apa W/WIM IyCKaHETO B JEWCTBHE HA NapTUIH,
pedepeHTHH MeToIu U peepeHTHHU MaTepUay 3a UH BUTPO JUATHOCTHYHU MEIULIUHCKH WU3/IEIHSL.

(2) OOmmuTe TexHUYECKH crnenudukanuu ce nyonukyBar B "Odwuimanen BecTHUK" Ha
EBpomneiickus cbro3.

§ 4a. (Hos - IB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) U30bAHUTETHUAT TUPEKTOP Ha
NAJI moxe na Bb3/1ara CBOM IMPaBOMOIIHUS 110 TO3U 3aKOH HAa 3aMECTHUK-U3ITBIHUTEIIHUS TUPEKTOP Ha
NAIJL

§ 46. (Hos - 1B, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 1.) (1) Ibp>kaBHUTE OpraHU MO TO3H
3aKOH OCHTYpPSIBAT BB3MOXKHOCT 3a MpPEIOCTaBsHE Ha WH(OpMAIMs M 3a MpHEeMaHe Ha 3asABJICHUS U
JOKYMEHTH IO TO3M 3aKOH IO €JIEKTPOHEH MbT MpU ycioBusta U no pena Ha Permament (EC) Ne
910/2014 na Espomelickus mapnameHT u Ha CbBeta oT 23 tonmu 2014 1. OTHOCHO e€NEKTpOHHATa
UACHTUDUKAIMS U YIOCTOBEPUTEIIHUTE YCIYTH NIPU €IEKTPOHHU TPAHCAKIIMK HA BBTPEIIHUS Ma3ap U 3a
orMsaHa Ha upektusa 1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 r.) u Ha 3aKkoHa 3a €JIEKTPOHHUS
JOKYMEHT U €JIEKTPOHHUTE YIOCTOBEPUTEIIHU YCIYTU U 3aKOHA 32 eIEKTPOHHOTO YIpaBIICHHE.

(2) IpenocraBsHeTo Ha WH(OpPMAIMA W TPHUEMAHETO HA 3asABJICHHS W JOKYMEHTH IO
€JIEKTPOHEH ITBT CE€ M3BBPILBAT ClIeJ OCUTYpsiBaHE Ha CHOTBETHUTE TEXHUYECKH M OPraHU3allMOHHU
YCIIOBHSI, KaKTO U HA CHOTBETHHUTE TIPOTPAMHU MPOIYKTH.
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IIpexoaHu u 3aKIIOYHUTESTHU pa3nopeadn

§ 5. (1) TeproBuuTe, NOTYYHIN pa3pelIeHHE 32 THPTOBUS HA €IPO C JIEKapCTBa - MEIUIIMHCKU
u3aenus, uznajaeHo ciuen 29 nexkemspu 2002 r. mo peaa Ha OTMEHEHHS 3aKOH 3a JICKapCTBaTa U allTEKUTE
B xymaHHaTta meauiuHa (o6H., JIB, Op. 36 ot 1995 r.; Op. 61 or 1996 r. - Pemenne Ne 10 Ha
Koucrurynmonnust ¢ oT 1996 r.; uzm., 6p. 38 ot 1998 r., 6p. 30 ot 1999 1., 6p. 10 o1 2000 1., Op. 37
ot 2000 1. - Pemmenue Ne 3 na Koncrurynuonnus cba oT 2000 r.; u3M., 6p. 59 ot 2000 1., 6p. 78 oT 2000
r. - Pemenne Ne 7 va Koncruryuunonnus cbn ot 2000 r.; usm., 6p. 41 ot 2001 r., 6p. 107 u 120 ot 2002
r.; momp., 6p. 2 ot 2003 r.; u3m., 6p. 56, 71 m 112 ot 2003 1., 6p. 70 m 111 ot 2004 1., 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.), MO/IaBaT B CPOK
70 TpU Mecella OT BJIM3aHETO B CHJIa HAa 3aKOHA 3asBJICHHE MO oOpasel] 3a CIy)KeOHO BIUCBaHE B
perucTbpa no wi. 81, KbM KOETO Mpuiarar JoKyMeHtute mo wi. 78, an. 1, . 1 u 2, an. 2, 7.3 u 4, u
JeKJIapanus, 4e He € HaJIuIle IPOMSIHA B ajjpeca Ha MOMEIICHUATA 32 ChXPaHEHHE U ThPTOBHSL.

(2) B cpok 10 30 1HU OT ITo1aBaHe HA JOKYMEHTALMATA 110 all. | U3MBIHUTEIHUAT AUPEKTOP HA
NAJI u3naBa pa3peiieHue 3a TbproBUs Ha €ApO ¢ MEAUIIMHCKU U3eIus.

(3) C uznaBane Ha pa3pelIEHUETO MO all. 2 ce MPEeKpaTsABa U3/1aICHOTO MO pela Ha OTMEHECHHS
3aKoH 3a JIeKapcTBaTa U anTeKUTE B XyMaHHATa MEAUIIMHA Pa3pellieHue 3a ThPrOBUs Ha eJpo.

§ 6. TeproBuuTe, moay4dwin OE3CPOYHO pa3pelicHHE 3a THProOBHS Ha €IpO C JIEKApCTBA,
m3naneHo cuen 29 nexkemBpu 2002 r. mo pega Ha OTMEHEHMsS 3aKOH 3a JieKapcTBaTa M anTEKUTE B
XyMaHHaTa MEAUIIMHA, KOUTO ThPryBaT U C MEIUIIMHCKU W3/, MTOJaBaT 3asiBJICHUE U JOKYMEHTAIUs
3a paspelicHue 3a ThProBUS Ha €IpO ¢ MEIUIIMHCKH HM3CNHS IO pela Ha TO3HM 3aKOH B Cpok a0 31
nexemBpu 2007 T.

§ 7. TeproBuute, moay4ymwin OE3CPOYHO pas3pelieHHe 3a THhProBUS HA €IpO C JIEKapCTBa,
m3naneno npenu 29 nexemBpu 2002 1. O pena HA OTMEHEHHS 3aKOH 3a JieKapcTBaTa U alTeKUTE B
XyMaHHaTa MeJIUIIMHA, KOUTO ThPryBaT ¢ MEAUIIMHCKU M3JENus, M0/IaBaT 3asBICHUE U JIOKYMEHTAILIUS
3a paspelieHre 3a ThPrOBHSA Ha €Ip0 C MEIUIIMHCKH W3JeNus M0 pela Ha TO3W 3aKOH B Cpok 10 31
nexemspu 2007 r.

§ 8. 3asBieHMs 3a M3/1aBaHE Ha pa3pellieHus 3a ThProBUS Ha €ApO ¢ MEAMIMHCKU H37Aeus,
MOJI/ICHU JI0 BJIM3aHETO B CWJIa HAa TO3U 3aKOH, C€ pas3riexIaT M NPUKIIYBAT MPH YCIOBUATA U T10
pena, IpeaABUIAECHU B HETO.

§ 9. (1) M3nagenute mo pena Ha OTMEHEHMs 3aKOH 3a JieKapcTBaTa U alTEeKUTE B XyMaHHAaTa
MEMLMHA Pa3pelIeHus 3a ynorpeda Ha MEIUIIMHCKH M3/EIHs Ce IPEeKpaTsBaT OT JaTaTa Ha BIU3aHE B
CUJia Ha 3aKOHa.

(2) IlpousBoaurenute mo wi. 29, an. 1 u 2 Ha MEIUUUHCKU U3JENHS, HA KOUTO € MPEKPaTeHo
pas3pelIeHrneTo mo pena Ha aji. 1, mojaBaT yBeAOMIIEHHE 1O 0Opasell A0 M3MbIHUTEIHUS AUPEKTOp Ha
HNAJI B cpok 10 TpHu Mecena OT BIM3aHETO B CHJIA HA 3aKOHA.

§ 10. HannyauTe KOJUYECTBA MEIMIIMHCKA U3JICIHS, KOUTO HSIMAT OIEHEHO ChOTBETCTBUE ChC
CBIIECTBEHUTE M3UCKBaHUs 1Mo pena Ha aupektusu 90/385/ENO, 93/42/EO u 98/79/EO B ckianoBe 3a
THPrOBUS HA €IpO, alTeKH, JPOTePUH, ONTUKU U IPYTH THPTOBCKU OOEKTH, MOTaT Jla ce MpoaaBaT 0



HU3YCPIIBAHCTO UM, HO HC TO-KbCHO OT €/ITHA I'OJJMHA OT BJIM3aHCTO B CUJIAa HA 3aKOHA.

§ 11. MenunuHCKH U3IETUs Ce Ch3/1aBaT, ChbXpaHsABAT U OOHOBSBAT KAaTO JbP)KaBHU PE3CPBU U
BOGHHOBPEMEHHHU 3alacu IMpU YCJIOBUATa W MO pela Ha 3akoHA 3a JIbPKABHUTE pE3CPBU U
BOCHHOBPEMEHHHUTE 3arlack ¥ Ha aKTOBETE 10 HETOBOTO IIPHJIaraHe.

§ 12. MuHHCTEPCKUAT ChBET U3BBpIIBA IPOMEHHU B yCTpoiicTBeHUTe npaBuiiHuLM Ha MAJI u Ha
JIbp>kaBHaTa areHUus 3a METPOJOrMYeH W TEXHMYECKH HaA30p B TPUMECEUEH CPOK OT JIeHs Ha
00HapOoJIBaHETO HA 3aKOHA B "JbpKaBeH BECTHHK".

§ 13. Iloa3akoHOBUTE AKTOBE MO MPUIJIATAHETO HA 3aKOHA CE M3aBaT B 6-MECEUEH CPOK OT JICHS
Ha oOHapojBaHeTo My B "/IbpkaBeH BECTHHK'.

§ 14. B 3akoHa 3a uHTerpamus Ha xopara ¢ yBpexaanus (06H., [IB, 6p. 81 ot 2004 r.; uzm., 6p.
28, 88, 94, 103 u 105 ot 2005 r., 6p. 18, 30, 33, 37, 63, 95, 97 u 108 ot 2006 r., 6p. 31 or 2007 r.) Ce
MIPaBSAT CICAHUTE U3MEHEHUS U IOMBJIHEHUS:

1. Bun. 8 1.1 ce usmens Taxa:

"l. peructpupa JMIa, KOUTO OCBIUIECTBSIBAT JIEWHOCTH IO MPEAOCTaBSHE HAa IOMOIIHU
CpEICTBAa, IPUCIIOCOOJIEHUS U ChbOPBKEHUS 3a XOpaTa C YBPEXKAAHNU U MEAUIIMHCKU U3/Eus, IOCOUEHU
B couchbuuTe Mo wi. 35a, an. 1, ¥ KOHTpoiMpa CIa3BaHETO Ha YTBBPACHUTE KPUTEPUH 3a
IIPEIOCTABSIHETO UM;".

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

"8. Ha3HAyaBaHEe HA MEIUIIMHCKHU U3JIEJHSs, IOMOIIHU CPEJICTBA U ChOPBKEHHUS. "

3. Unen 35 ce u3MeHs Taka:

"Un. 35. (1) 3a mpemocTtaBsiHe Ha TIOMOIIHU CPEJCTBA, MPHUCTIOCOOJICHUS] U CHOPBHKEHUS U
MEIUIIMHCKHU u3enus mo 4. 44, an. 3 AreHuusara 3a XxopaTa ¢ yBpeKIaHUsI BOJU PETUCTHD Ha JIMIIATA,
OCBILECTBABAIIN TE3U ACHHOCTH.

(2) JeltHocTHTe TIO MIPEIOCTaBsHE HA MOMOIIHU CPEACTBA, MIPUCIIOCOOICHHS] U ChOPHKEHUS U
MEIWIIMHCKN W3JCNUs Ce W3BBPIIBAT OT JIMIA, PETUCTPHPAHU KATO THPrOBIM IO HAIMOHATHOTO
3aKOHOAATEJICTBO Ha AbPrKaBa WICHKA UM AbpkaBa oT EBponelckoTo HKOHOMHYECKO MPOCTPAHCTBO.

(3) 3a BmnmcBaHe B peructhbpa Mo ai. | JuIata mojaaBaT 3asBIEHUE 10 W3MBIHUTEITHUS
IUPEKTOp Ha ATreHIusATa 3a XopaTa C YBpeXIaHHWs, KaTo Npuiarar U HEOoOXOIUMHUTE JOKYMEHTH,
olpezeNieHu B HapeadaTa 1o ai. 5.

(4) B cpok 1o enuH Mecell OT JaTara Ha MOJIaBaHe Ha 3asiBICHUETO MO ajl. 3 U3MbIHUTETHUST
JUPEKTOp Ha ATreHLHMsATa 3a XopaTa C yBpeXKJaHHs H3/laBa yJOCTOBEpPEHHs Ha JMIlaTa, BIUCAaHU B
perucTupa.

(5) MuHuCTBPBT Ha TpyJda W COIMAIHATA TOJUTHKA W3/1aBa Hapenda 3a M3WCKBAaHUATA 3a
OCBIIECTBSIBAHE Ha JACHHOCTUTE MO MPEAOCTaBSIHE HA TIOMOIIHU CPEICTBA, NPUCIIOCOONCHUS H
ChOPBKEHUS 32 XOpaTa C YBPEXAaHUS U MEIUIIMHCKU W3JIEIHs], TOCOYeHU B COUCHLIMTE MO wi. 35a, a.
1"

4. Cu3gaBa ce wi1. 35a:

"Un. 35a. (1) MUHUCTBPBT Ha Tpy/Aa U COLMAIHATA MOJUTHKA CHITIACYBAaHO C MUHHUCTBHPA Ha
3/IpaBeoIa3BaHETO YTBBPK/1aBa €XKEr0/IHO CIMCHLH Ha!

1. MOMOUTHUTE CpPeICTBA, MPUCTIOCOOICHUS U ChOPBIKEHUS 3a XOpaTa C YBPEXKIaHUS;

2. MEIUIIMHCKUTE U3/ETHs, IPeAHa3HAuYEHH 3a XOpaTa C YBPEXKIaHUS.



(2) B cnyuail Ha CbMHEHHME JAadu €AUH NPOAYKT € MEIULMHCKO HU3JEIHE WU IMOMOIIHO
CPEICTBO, MPUCIOCOOIEHUE WM ChOPBKEHHE 3a XOpa C YBPEKIaHMS, MEKIYBEIOMCTBEHAa €KCIEPTHA
KOMHUCHS, Ch3/a/IeHa ChC 3alI0BE/l HA MUHUCTBPA Ha TPyZAa U COLMAIHATA [IOJINTUKA U HA MMHUCTBPA Ha
3/IpaBeoIla3BaHeTo, 1aBa OKOHYATEITHO CTAHOBHUIIIE.

(3) YcnoBusitTa 1 penbT 3a paboTa HA KOMHCHSTA IO ajl. 2 Ce ONPENENSIT B MPaBUIHHKA 3a
NpujiaraHe Ha 3akoHa."

5. B uin. 44 an. 3 ce u3Mens Takxa:

"(3) Xopata ¢ yBpexaaHus ChOOpPa3HO CBOUTE MOTPEOHOCTH MOraT Ja IOJIy4aBaT IEJIEeBU
MIOMOIIM M OOJICKYEHHS 32 TIOKYIKAa ¥ PEMOHT Ha MIOMOIIHH CPEJICTBA, IPUCIIOCOOICHHS, CHOPBKECHUS U
MEIUIIMHCKH HM3eNns, TOCOYeHU B CIUCHIMUTE MO 4. 35a, an. 1, ¢ U3KIIOYEHHE HAa MEAMIIMHCKHUTE
U3JIEIMs1, KOUTO C€ 3aIljalliaT HallbJIHO WM YacTUYHO oT HannoHnanHara 31paBHOOCUTypUTENIHA Kaca."

6. B § 1 ot gombaHuTEIHATA pa3nopenda T. 7 ce U3MEHs Taka:

"7. "lloMOIIHM CPEACTBA, NMPUCIOCOOJEHUS U ChOPBHKEHUA" ca MOCOOMs, MpeIHa3HAUEHU OT
MIPOM3BOJUTENS J1a KOMIIGHCHUpAT 3ary0eHa WM YyBpeleHa (YHKIMS Ha 4YOBEHIKM OpraH, C el
yBeJIM4aBaHE BB3MOXKHOCTUTE 3a CaMOOOCIy>KBaHE, 32 M3BBPIIBAHE HA TPYJOBa M Apyra ACHHOCT Ha
xopara ¢ yBpexxaaHus."

§ 15. B 3akona 3a 3apaBeto (00H., [IB, 6p. 70 ot 2004 r.; u3m., Op. 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 1.) B § 1 OT HONIBIHUTETHATA
pasmopenda B T. 9, OykBa "3" mymara "nmekapctBa' ce 3aMeHs ¢ "JIEKapCTBEHU MPOIYKTH U MEAUIIMHCKU

n3nenus'.

§ 16. 3akoHbT BIM3a B CWJIa OT J€HS Ha OOHapojBaHeTo My B "/[bpkaBeH BECTHHK', C
M3KJIIOYEHWE Ha pa3nopendaTa Ha 4. 4, ai. 2, KOsATO Biu3a B cuia ot 29 nekemspu 2009 r.

3akonbT € mpuer ot 40-tro HapomHo cwOpanue Ha 29 wmait 2007 r. M e mojmeyaTraH c
odunmanHus neyat Ha Hapoanoro crOpanue.

3aKJIIYUTETHU pa3nopenou
KBbM 3AKOHA 3A UIBMEHEHUE U JTOII'BJIHEHUE HA 3AKOHA 3A ME/IMIMHCKUTE
U3EJTUS
(OBH. - ]IB, BP. 110 OT 2008 T".)

§ 51. MuHHMCTEpCKHST ChBET B CPOK 70 6 Mecella OT BIM3aHETO B CHJIa HA TO3M 3aKOH Ipuema
HapenOara o uwi. 30a, an. 2.

§ 52. MUHHMCTBPBT Ha 3][paBEOINa3BaHETO B CPOK JO JBA MECella OT BIM3AaHETO B CHUJIa Ha TO3M
3aKOH IpHeMa HapenbaTa 1o 4i. 32a.

§ 54. Pasmopenoure Ha § 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, T. 1, 6yxBu "a", "6", "B" u T. 2 Bnu3at B cuna ot 21 mapt 2010 1.

IIpexoanu u 3akIIOYUTESHU pa3nopeadn
KbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3JIPABETO

(OBH. - 1B, BP. 41 OT 2009 I'., B CJIA OT 02.06.2009 I'.)



§ 96. 3akoHBT BIM3a B CWiIa OT JCHA Ha OOHapojaBaHeTO My B "JIbp>kaBeH BEeCTHHK', C
U3KIIIOYEHHE Ha:

1. maparpadu 3, 5, 6 u 9, xouro Bnu3at B cuia 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, xourto Biam3aT B cuiia ot 1 roau 2009 r.;

3. maparpad 21, koiTo Bnu3a B cuia ot 1 roru 2010 T.

IIpexoanu u 3aKIOYUTETHU pa3nopendon
KbM 3AKOHA 3A UBMEHEHUE HA 3AKOHA 3A TYPU3MA

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

§ 59. 3akoHBT BIM3a B CHJIa OT JcHs HAa 0OHapoaBaHETO My B "J[bpikaBeH BECTHUK'.

IIpexoaHu U 3aK/IIOYHUTESHH pa3nopeadn
KbM 3AKOHA 3A UBMEHEHUE U JOIIbJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 98 OT 2010 T"., B CWJIA OT 01.01.2011T".)

§ 121. 3akonsT Biamsa B cuina ot 1 anyapu 2011 r. ¢ uzkiroueHue 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, 6,0ykBa "a", 1. 7, 10, 11, 13 u 15,
Oyksa "a", § 109, 110, 112, 113, § 115, 1. 5,§ 116, T.4u 6,§ 117, 7. 5u7u § 118, 1. 1, kouro BIM3ar B
CuJa OT JcHs Ha 0OHApOJIBaHETO Ha 3aKoHa B "/[bpikaBeH BECTHUK";

2. maparpad 102, 1. 1, 2 u 6, xouro Bnu3at B cuna ot 1 mapt 2011 r;

3. maparpacdu 22, 1. 1 (oTHOCHO WiI. 36, an. 1, uzpedenue Bropo), § 37, § 48, 1. 2, § 51 u 59,
KouTO BiM3aT B cuiia oT 1 roam 2011 r.;

4. maparpad 107, 1. 15, 6ykBa "6", xoifTo Bnu3a B cuia ot 30 centemspu 2011 r.

3aki04uTeTHE pa3nopendun
KBbM 3AKOHA 3A UIBMEHEHHUE U JOIIbJIHEHUE HA 3AKOHA 3A MEJUIIMHCKHUTE
N3JEJUA
(OBH. - 1B, BP.39 OT 2011 I'., B CUJIA OT 01.01.2012T".)

§ 4. B cpok 110 1Ba Mecela OT BIM3aHETO B CHJIa HA TO3U 3aKOH MUHUCTEPCKHUAT ChBET MpHUeMa
HapenoOara mo ui. 30a, an. 3.
§ 5. 3akoHbT BiM3a B cuia ot 1 auyapu 2012 1.

IMpexoanu u 3aKJIOYUTESHN pa3nopendon
KBM 3AKOHA 3A UBSMEHEHUE U TOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
HNPOAYKTHU B XYMAHHATA MEJIUIINHA

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

§ 84. 3akoHbT BIM3a B CWJa OT JIeHs Ha OOHapojBaHeTO My B "JIbp’kaBeH BECTHHUK' C
M3KJII0UeHne Ha § 65, koito Biu3a B cwiia oT 30 centemspu 2011 r.



IIpexoanu u 3akIIOYUTESTHU pa3nopeadn
KBbM 3AKOHA 3A UIBMEHEHUE U JOII'bJIHEHUE HA 3AKOHA 3A MEJUIIUHCKHUTE
N3AEJIUA

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

§ 28. 3asgBieHusTa 3a M3/1aBaHE Ha pa3pellleHUs WM YIOCTOBEPEHHS 3a ThPrOBUS HA €IIpO C
MEIULUHCKHU W3/IeNus, MOAaJCHH 0 BIM3aHETO B CHJIA HA TO3W 3aKOH, C€ PasriIekaT MpU YCIOBUATA U
0 pesa, IpeIBUICHU B HETO.

IIpexoanu u 3aKIOYUTETHU pa3nopeadon
KbM 3AKOHA 3A UISMEHEHUE U JOITbJTHEHUE HA 3AKOHA 3A 3ALIUTA OT
BPEJHOTO BBb3AEUCTBUE HA XUMHWYHUTE BEHLIECTBA U CMECH

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

§ 13. EnexTpudueckoTo ¥ eIeKTPOHHOTO O0OOpyaBaHE, KOETO HE Iomajaa B oOxBara Ha
npuinokenus Ne 1 u 2 xbM Hapenbara 3a m3nuckBaHMsTa 3a MyCKaHE HA Maszapa Ha €JIEKTPUUYECKO U
€JIEKTPOHHO 000pY/ABaHE U TPETUPAHE U TPAHCIIOPTUPAHE HA OTIATBIM OT €JIEKTPUUECKO U €JIEKTPOHHO
obopynane (06H., 1B, 6p. 36 ot 2006 r.; u3m., 6p. 57 ot 2006 1., 6p. 53 o1 2008 ., O6p. 5 0T 2009 1. M
op. 29 ot 2011 r.), HO HEe CHOTBETCTBA HAa M3MCKBaHMATA Ha TJaBa rera "a" u HapenOara mo wi. 217, ai.
1, Moke 1a mpoaABbJKU Aa ce mpeAaocTaBs Ha nazapa 10 22 wouu 2019 r., ako ToBa € B CbOTBETCTBUE C §
12, T.1-5.

§ 14. MHUHHUCTEPCKHUAT ChBET MpueMa Hapenmbarta mo wi. 21a, am. 1 B TpuMecedeH CpPOK OT
00HapOJIBaHETO HA TO3M 3aKOH B "JIbp’kaBeH BECTHUK".

§ 15. 3akonsT Biu3a B cuna ot 2 ssHyapu 2013 r.

IIpexonnu u 3aKJII0YHTETHH Pa3nopeaAdH
KBbM 3AKOHA 3A UIBMEHEHUE HA 3AKOHA 3A 3ABPAHA HA XUMHNYECKOTO
OPBXUE U 3A KOHTPOJI HA TOKCUYHUTE XUMHNYECKHU BEHIECTBA U TEXHUTE
IMPEKYPCOPHU

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

§ 20. B 3akona 3a megurmHckuTe u3naenus (o6H., JIB, 6p. 46 ot 2007 r.; u3m., 6p. 110 ot 2008
r., op. 41 u 82 ot 2009 1., 6p. 98 oT 2010 1., Op. 39 U 60 oT 2011 1., Op. 54 U 84 oT 2012 T.) HABCIAKBIE

OyMuTe "MUHUCTbpa Ha HMKOHOMMKATa, €HEpreTMkara M Typus3Ma' ce 3aMeHAT ¢ "MUHHUCTbpa Ha
MKOHOMHKaTa".

3akJIl0uNTeTHU pa3nopenoun
KBbM 3AKOHA 3A UIBMEHEHHUE 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 3aKJII0YUTETHH pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHHUE U JOIIbJHEHUE HA 3AKOHA 3A



BETEPUHAPHOMEIUIIMHCKATA JJEMHOCT

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

§ 103. 3akoHBT BIM3a B cujia OT JieHS Ha oOHaponBaHeTo My B "JIbpkaBeH BECTHHK', C
u3KIoueHue Ha § 24 - no otHoueHnue Ha wi. 118, an. 2 u 3, kouro Biu3ar B cuna ot 1 ssayapu 2018 r.

IIpexonnu u 3aKIOYUTESTHU pa3nopeadn
KBbM 3AKOHA 3A UBSMEHEHUE U JOITbJJHEHHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MPOAYKTU B XYMAHHATA MEJIUIIUHA

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

§ 70. Pa3zpemennre 10 BIM3aHETO B CHJIA HA TO3H 3aKOH KJIMHUYHU U3MHUTBAHUS C JICKAPCTBCHH
MPOJYKTH, CHhABPKALIM HAPKOTUYHU BELIECTBA, C€ MPOBEXJAT B JIeUeOHUTE 3aBElEHUS, 32 KOUTO ca
MOJIYYEHHU Pa3pelICHHs 3a MPOBEKIaHE HA ChOTBETHUTE KIIMHUYHU U3IUTBAHUS IO OCCTAITHUS PEJl.

§ 78. 3akoHBT BIM3a B CWJIa OT JIeHS Ha OOHapojBaHeTo My B "JlbpxkaBeH BeCTHUK" C
m3KkroueHne Ha § 5, § 7-12,8 14 -21,§27-30,8 31, 1. 2,8 32,8 39-41,§56,§60u § 66, 1.1 -8,
10, 12, 15 - 17, 19 - 22, xouTo BIM3aT B cujia 6 Mecena ciie MyOoIMKyBaHe Ha ChOOIIEHUETO 1m0 WI. 82,
naparpad 3 ot Pernament (EC) Ne 536/2014.

IMpexoanu u 3aKII0OYUTETHHA pa3nopeon
KBbM 3AKOHA 3A BIOJ’KETA HA HAIITMOHAJIHATA 3JIPABHOOCHUI'YPUTEJIHA KACA
3A2019T.

(OBH. - 1B, BP. 102 OT 2018 I'., B C1JIA OT 01.01.2019T".)

§ 43. 3akonbT Biu3a B cuita oT 1 ssHyapu 2019 r., ¢ n3kinodeHue Ha:

1. maparpad 29, 1. 13, 6yxBa "6", T. 14 u 15, § 30 u § 42, 1. 2, KOUTO BAM3AT B CHJIA OT JCHS Ha
00HapoJIBaHETO HA 3aKOHa B "J[bpkaBeH BECTHHK";

2. maparpad 28, 1. 6 - 12 u 1. 14 - 19, § 35, T. 3, ¢ U3KItOUEHNE HA Y. 7a, all. 4 u 4. 7B, an. 4,
T.5u6,T.8-22uT. 36-40,§ 41, 1.2 -8, 1. 9, 6ykBu "a" u "B" u 1. 10, KOUTO BIU3AT B cujia oT 1
anpun 2019 r;

3. maparpad 29, 1. 5, 6ykBa "a" oTHOCHO aAymHTe "M upe3 OrojkeTa Ha MHUHHUCTEpCTBOTO Ha
3/paBeola3BaHETO  3a  3aljlalllaHe Ha  MEIUMLUUHCKUTE  M3JeNus, [OMOUIHUTE  CpE/ICTBa,
NPUCIIOCOOIEHUATA U CHOPBKEHUATA 3a XOopaTa ¢ yBpexxkaanus", T. 9, Oyksa "a" 0THOCHO 1ymuTe "KaKTO
U MEIMLIMHCKM W3JENHs, TOMOIIHU CpPEICTBA, INPUCHOCOOJEHUS U CHOPBKEHHMS 3a Xopara C
yBpexaanus', T. 9, OykBa "I" OTHOCHO aymMuTe "M TOMOIIHHMTE CpEACTBA, NPUCHOCOOJIECHUATA U
ChOPBKEHUSATA 32 XOpaTa C YBpPEeXIaHUs' M OTHOCHO AyMHUTE "KaKTO U C JIUIATa, OCHIIECTBSIBAIIU
JEMHOCTH IO MPEAOCTaBsIHE M PEMOHT HAa MEAMLIMHCKU W3NS, TOMOIIHHU CPEACTBa, MPUCIOCOOTICHHUS
U ChOPBKEHHS 3a XOpa C YBPEXKIaHUS, PETHCTPUpPAHU KaTO THPTOBLUU M BIHCAHU B PETUCTbpa Ha
JUIaTa, OCBHIIECTBABAIM JEWHOCTM IO IIPEJOCTaBsIHE M PEMOHT Ha IIOMOIIHU CpPEJCTBA,
MPUCTIOCOOJIEHHS], CHOPBKEHUS U MEAMIIMHCKYM W3JIeNHsl 3a Xopara ¢ yBpexaanus" u 1. 9, Oyksa "n"
OTHOCHO ain. 15, T. 3 m an. 16 oTHOCHO IymHTe "KakTO M C JIMLATa, OCBILECTBABAILU ACHHOCTH IO
MIPEeIOCTaBsIHE M PEMOHT Ha IOMOIIHHU CPEJCTBA, MPUCHOCOOJEHUS, CHOPHKEHUS U MEAUIHUHCKU
U3JIEeNMs 3a XOpa C YBpPEXKJIaHUs, PETMCTPUPAHM KAaTO THPrOBLM M BIMCAHM B PETUCTBbpPA Ha JIMLATA,
OCBIIECTBSIBAIM JEHHOCTH IO MPEJOCTaBIHE W PEMOHT Ha IOMOIIHU CPENICTBA, MPUCIIOCOOJIECHMUS,
CbOPBKEHUS U MEIUIMHCKM H3JEIMs 3a XopaTa C yBPEXAAaHMs - 3a 3aIulalllaHe Ha MEAMLHMHCKH
U3JIeusl, TIOMOIIHU CPEJICTBA, MPUCIIOCOOICHHSI U ChOPBKEHHS 3a Xopa ¢ yBpexaanuda", T. 25, OykBa



"a" - an. 1, T. 13 oTHOCHO AyMuUTe "TOMOIIHH CPEICTBA, NIPUCHOCOOTICHUS U CHOPBKEHHS 3a XOpara ¢
yBpexaanus" u T. 25, 6ykBa "0" OTHOCHO ai. 4 OTHOCHO AyMHUTE "W JIMIaTa, OCHIIECTBABAIIM ACHHOCTH
M0 TPEJOCTAaBIHE M PEMOHT HAa MEIUIIMHCKU W3JENHs, TOMOIIHU CPEJCTBA, NPHUCIOCOOICHUS H
ChOPBKEHUS 3a X0pa C YBPEKJIAHUS, PETUCTPUPAHH KaTO THPTOBIM M BIMCAHU B PETUCTHpa Ha JIMIIATA,
OCBIIECTBSIBAIIA JICHHOCTH IO TPEJOCTAaBIHE W PEMOHT HA TOMOIIHHM CPEJICTBA, MPHCIIOCOOICHUS,
ChOPBKEHUS W MEIUIMHCKH M3JEIUs 3a Xopara ¢ yBpekmaHus' W "W TIOMOIIHHM CpEJICTBA,
MpUCTIOCOOJICHHS M ChOPBKEHUS 3a xopaTa ¢ yBpexnanus', § 36 u § 37 orHocHo un. 14, an. §, 1. 2,
OykBa "0", kouTo BiIM3aT B cwiia ot 1 suyapu 2020 r.

IIpexoanu u 3aKIOYUTETHU pa3nopeadn
KBbM 3AKOHA 3A XOPATA C YBPEXJIAHUSA

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

§ 28. 3akonsT Bim3a B cuita oT 1 ssHyapu 2019 r., ¢ u3kintodeHue Ha:

1. unen 73, an. 3 u § 16 u 18, xouto Bim3at B cuia ot 1 ssayapu 2020 r.;

2. maparpad 7, an. 6, KOsTO BiIM3a B cUjia OT JeHs Ha 0OHapoJBaHETO Ha 3akoHa B "/[bpkaBeH
BECTHUK";

3. maparpadu 12 u 13, xouto Biu3at B cuna ot 1 suyapu 2021 r.

[Ipunoxxenue kpM wi. 15, an. 1

PesieBanTHH akTOBE OT EBpONEiicKoTO 3aKOHOAATEICTBO

2 !H[!CKTI/[BI/IZ

JIMPEKTUBA 2007/47/EO HA EBPOIIEMCKMS ITAPJJAMEHT U HA CBBETA or 5
cenrremBpu 2007 roauHa 3a uaMeHenue Ha Jlupexrusa 90/385/ENO na CbBera OTHOCHO cOJIMKaBaHEe Ha
3aKOHOAATEJICTBOTO Ha JIbP’KaBUTE-UJICHKH, CBBP3aHO C AKTUBHUTE HUMIUIAHTUPYEMHU MEAMIIMHCKH
uznenus, Ha Jupexktuna 93/42/EMO nHa CbBeTa OTHOCHO MEIUIMHCKHUTE W3Jenus U Ha JlupextuBa



98/8/EO 0THOCHO IMyCKaHETO Ha Ma3apa Ha OMOLUIN

JIMPEKTUBA 2006/42/EO HA EBPOIIEMCKUSI [TAPJIAMEHT U HA CBBETA ot 17 maii
2006 roguHa OTHOCHO MAIIMHUTE | 32 m3MeHeHne Ha Jlupextusa 95/16/EO (nmpepaboTeH TeKCT)

JIUPEKTUBA 98/79/EO HA EBPOIIEMCKHS TTAPJIAMEHT W HA CBBETA ot 27
okToMBpH 1998 roarHAa OTHOCHO TUATHOCTHYHUTE MEIUIIMHCKU U3IEIHS in Vitro

JIUPEKTUBA 95/16/EO HA EBPOIIEMCKUS ITAPJIAMEHT U CBBETA ot 29 rouu 1995
rojiMHa 3a COMMKaBaHe 3aKOHOIATEJICTBAaTa HA AbPIKABUTC-WICHKHA OTHOCHO aCaHChOPUTE (oTm.)

JIMPEKTHUBA 93/42/EMO HA CBBETA ot 14 ronu 1993 roauHa OTHOCHO MEOUIIMHCKHTE
M3ICIUS

JIMPEKTHUBA 90/385/EMMO HA CBBETA ot 20 romm 1990 roguHa OTHOCHO cOMKaBaHe Ha
3aKOHOJATEJICTBOTO HA JIbP)KABUTE-UJICHKH, CBBP3aHO C AKTUBHUTE HWMIUIAHTUPYEMHU MEIUIIMHCKH
W3NS

JUPEKTHBA 89/686/ENO HA CbBETA ot 21 nexemBpu 1989 roanaa 0THOCHO cOMKaBaHe
Ha 3aKOHOJATeJICTBaTa Ha JbP)KaBUTE-WICHKH B oOjacTTa Ha JuuHMTE TpennasHu cpeactsa (JIIIC)

(orse)

PerjaamenTu:

PEI'JTAMEHT (EC) 2016/425 HA EBPOIIEMCKHS IIAPJIAMEHT U HA CBHBETA ot 9
MapT 2016 roarHa OTHOCHO JIMYHUTE MPE/Ia3HU CPEACTBA U 32 oTMsHA Ha JlupektuBa 89/686/EMO Ha
CpBera

PEI'JIAMEHT 3A U3ITBJIHEHUE (EC) Ne 920/2013 HA KOMUCHSATA ot 24 centemBpu
2013 romuHa 3a ompexaensHe W HaONIONEHWE HAa HOTH(HUIMPAHUTE OpraHW CchriaacHo [lupexTuBa
90/385/EMIO na CbBeTa OTHOCHO AaKTHBHHUTE HUMIUIAHTHPYEMH MEIUIMHCKU H3aenus u JlupexTua
93/42/ENO na ChBeTa OTHOCHO MEIUIIMHCKUTE U3ICITHS

PEI'JTAMEHT (EO) Ne 1882/2003 HA EBPOIIEMCKUS ITAPJIAMEHT 1 HA CBBETA ot
29 centemBpu 2003 romuHa 3a amantupaHe kpM Pemenne 1999/468/EO na ChBera Ha pasnopenoute
OTHOCHO KOMHUTETHTE, KOUTO moamnomarat Kommcusta mpu yrnpakHSIBAaHETO Ha H3MBJIHUTEITHUTE M
[IPaBOMOIIIMSI, ONPEENIEHN B aKTOBETE, KOUTO MOAJIEKAT Ha Ipoleaypara, mocoueHa B wieH 251 ot
JoroBopa 3a EBponeiickara o61mHocT



