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I'naBa mbpBa.
OB TOJIOKEHUA

Pasznen I.
OO0uu paznopendu

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

1. ycnoBusiTa 1 pefa 3a mycKaHe Ha Ma3apa U/WiM IMyCcKaHe B JIeCTBUE HA
MEIUIIMHCKU U3AENHUs;

2. 3a]IbJKEHUSATA Ha IPOU3BOIUTEIIS, HA HETOBUS YII'BJIHOMOILIEH IPEJCTABUTEN U HA
BHOCHTEIISl HA METUIIUHCKU U3JICIIHS,;

3. (u3m. - IB, 6p. 38 o1 2015 1., B cuna ot 26.05.2015 r.) ycrnoBusTa u pesa 3a
ornpezensHe U HaOII0AeHHE Ha HOTU(UIIMPAHUTE OPTaHH;

4. ycnoBusiTa U pelia 3a U3BbPIIBAHE HA KIIMHUYHU U3MUTBAHUS HA MEIUITUHCKH
W3/1eNns;

5. (m3m. - JIB, 6p. 54 ot 2012 1.) ycnoBuATa U peja 3a U3BbPIIBAHE HA THPTrOBUS C
MEIULUHCKYU U3JIETUS;

6. Ha/130pa Ha Ma3apa Ha METUIIUHCKU U3/EIINS;

7. cuctemara 3a yBeJIOMsIBaHE U OLIEHsIBaHE HA MHIIUICHTH/TIOTEHI[UATHN
WHIIUJICHTH, CBbP3aHU C METUITMHCKHU U3/IEITHS.

(2) (U3m. - [IB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015 r.) 3akoHBT MMa 3a Le:

1. ma rapanTHpa MyCKaHETO Ha Mma3apa W/Win B IEUCTBUE HA MEIUIIMHCKU U3/IETH,
KOUTO HE 3acTpallaBaT >KMBOTA U 3JPaBETO HA NALMEHTUTE, HA MEAUIIMHCKUTE CIIEHUATIUCTH
WJIM Ha TPETH JIMIIA, KOTaTo U3AENusATa Ce N3MO0I3BaT M0 MpelHa3HauYeHNe U Ce ChXpaHABar,
pa3npocTpaHsaBaT, UHCTAIUPAT, UMILJIAHTUPAT U MOAAbPKAT B CbOTBETCTBUE C MHCTPYKIIUUTE
Ha TIPOU3BOAUTEIUTE;

2. na ocurypu npunaraHetro Ha Pernament 3a usmbiaHenue (EC) Ne 920/2013 na
Komucusita ot 24 centemBpu 2013 1. 3a onpezensHe u HaOI0JeHIE Ha HOTU(DUIIUPAHUTE
opranu cerinacHo Jupekrusa 90/385/ENO na ChBeTa OTHOCHO aKTUBHUTE UMILUIAHTHPYEMU
MenunuHcku u3nenus u Jupexkrusa 93/42/EVO Ha ChBeTa OTHOCHO METUITMHCKUTE U3JIEITHS

(OB, L 253/8 ot 25 centemBpu 2013 r.), HapruaH Mo-HaTaThK "PerimaMeHT 3a U3MbIHEHUE
(EC) Ne 920/2013".



Ui 2. (1) B 3aBUCUMOCT OT IIpeIHA3HAYEHOTO OT MIPOU3BOIUTEINS ICUCTBUE
MEAUIIMHCKUTE U3/ CE pa3AelisiT Ha:

1. ¥H BUTPO IMATHOCTUYHHU MEIUIIMHCKU U3JIETUS;

2. akTUBHU UMIUIAHTUPYEMHU MEAUIIMHCKH U3/1EITHS;

3. MEIMUIMHCKYU U3/ENHS, Pa3JINYHU OT MOCOYCHUTE B T. 1 1 2.

(2) MeaumuHCKATE U3AENU 1Mo al. 1, T. 1 B 3aBUCMMOCT OT NOTCHIIMAIHUSI PUCK,
CBBP3aH C TAX, CE IPYNUpAT B CIUCHK A, CIUCHK b U u3/ienus 3a caMoTeCTyBaHe U IPYTH
Ipymy, OnpeaesieHy B Hapeaoure mo 4. 18.

(3) MeaumuuckuTe u3aenus mo ai. 1, T. 3 B 3aBUCUMOCT OT MOTEHI[UATHUS PUCK,
CBBP3aH C TAX, ce paznensaT Ha kinacose I, [la, 116 u 11l ceriacHo kacudukanmoHHUTE
IpaBuJja, ONpeiesIeH! B Hapeaoure mo wi. 18.

(4) (U3wm. - JIB, 6p. 110 ot 2008 r., B cruta ot 21.03.2010 r.) Koraro
MIPOU3BOIUTENAT U HOTU(DHUIIMPAHHUST OPTraH, OMPEISIICH M0 Pe/ia Ha TJlaBa YeTBHPTA, UMAT
pa3IMYHU CTAHOBHUILA MPU PUIAraHeTo Ha KJIacU(UKALMOHHUTE MTpaBuiia mo ai. 3,
M3nenautennara arenius no gexkapersara (MAJI) Bzema pemenue. Koraro mpenenu, ue e
He00X0UMO U MIPU HaJM4YUe Ha YCIOBUATA O Wi 6a, T. 1 unu 2, MAJI u3roTBsi MOTUBUPAHO
rckaHe 10 EBpomneiickara koMucus 3a mpearnprueMane Ha HeOOXOAUMUTE MEPKH.

(5) (U3wm. - JIB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) IIpr HEO6GXOIUMOCT OT
MPUBEXKIaHE Ha KJIacU(DUKAIMOHHUTE MPAaBWIIA 1O all. 3 B ChOTBETCTBUE C Pa3BUTHUETO HA
HOBU TEXHOJIOTUU W/WJIK B CHOTBETCTBUE C MH(OpMAIIHs, TOyYeHa M0 Pe/ia Ha TJlaBa ceiMa,
WNAJI u3roTBs MOTUBHPAHO UCKAHE 3a MPEANPUEMAHE HA HEOOXOAUMUTE MEPKH, KOETO CE
npenoctass Ha EBporelickata KoMucHs.

Ui, 3. M3uckBaHuATa KbM MEIUIIMHCKUATE U3/IEIHUs, ONPEICTICHHU 110 TO3H 3aKOH, CEe
npujiararT ¥ 3a:

1. HpI/IHaI[JIe)KHOCTI/I KBbM TE3U U3ACIINUA,

2. U31enusi, KOUTO BKIIFOUBAT KAaTO Hepa3/elHa 4acT BEIIECTBO, KOETO, U3MOI3BAHO
OTJIETTHO, MOXeE J1a OBbJIE ONPECIICHO KAaTO JIEKAPCTBEH MPOIYKT MO CMHUCHJIAa HAa 3aK0OHA 3a
JIEKapCTBEHUTE NIPOAYKTH B XyMaHHATa MEIMILIMHA U YUETO JIEUCTBUE BHPXY OpPraHU3Ma €
CIIOMAaraTeiHO M0 OTHOIIEHUE Ha OCHOBHOTO MPEIHAa3HAYECHUE Ha U3JIEITUETO;

3. u3enus, KOUTO BKJIFOUBAT KAaTO HEPA3/I€THA YaCT BEIIECTBO, MOIYYEHO OT
YOBEIIKa KPBB WJIH TUIa3Ma, KOETO, U3MOJI3BAHO OTACITHO, MOXKE J1a ObJIe ONPEIeTIeHO KaTo
ChCTaBKa HA JIEKAPCTBEH MPOAYKT WJIA KaTO JEKapCTBEH MPOJIYKT [0 CMUCHJIA Ha 3aKOHA 3a
J'[eKapCTBeHI/ITC HpOIIYKTI/I B XYMaHHaTa MCIUIIMHA U YUCTO }lel\/'ICTBI/IC Bpry opraHmMa [
CIIOMAraTeslHO 10 OTHOIIIEHUE Ha OCHOBHOTO IPEIHAa3HAaYECHHUE Ha U3JIEIIUETO;

4. u3nenws, ¢ MOMOIITa Ha KOUTO C€ TIPHJIaraT JISKapCTBEHU MIPOTYKTH.

Y. 4. (1) Koraro nageH npoaykT nomnajia B IpHIIOKHOTO I10JI€ HA TO3H 3aKOH U Ha
HapenOara 1o wi. 7 oT 3aKOHa 32 TEXHUYECKUTE U3UCKBAHUS KbM MPOAYKTUTE, OTHOCHO
JMYHUTE Npeana3sHu cpeacTBa, BbBexAama Jupekrusa 89/686/ENO na ChBera, 3a HEro ce
IpuJiaraT v CbOTBETHUTE OOIIM U3KMCKBaHMs 3a 0€30MacHOCT, OIpe/IeJIieHH B Hapea0aTa.

(2) (B cuma ot 29.12.2009 r., u3m. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.)
Koraro MmeaunuHCcKko n3enue nomnajga U B IpUiIokKHOTO 10JIe Ha Hapeadara o 4i. 7 oT
3aKoHa 3a TEXHUYECKUTE U3UCKBAHMSI KbM MPOIYKTHUTE, BbBexaama upextusa 2006/42/EO
Ha EBponeiickus napnameHT 1 Ha CpBera oT 17 mait 2006 r. OTHOCHO MAIIMHUTE U 3a
n3MeHeHue Ha [{upextusa 95/16/EO, u chliecTByBa pUCK IpH ynorpedara My, 3a HEroO ce
IpuJiaraT v CbOTBETHUTE CHIIIECTBEHU N3UCKBAaHUS 3a 0€30M1aCHOCT, ONpPEIETICHH B HEs, B



CITy4auTe, KOTaToO TE3W U3UCKBAHUS Ca MO-CIeU(PUIHN OT MTOCOUYECHUTE B Hapeadara 1o 1.
18.

(3) (Hosa - 1B, 6p. 84 ot 2012 r., B cruta ot 02.01.2013 r.) Koraro meauiuucko
u3jaenue mo wi. 2, an. 1, . 1 u 3 monajaa B NpuiI0KHOTO MOJIE Ha TJaBa nera "a" oT 3akoHa 3a
3aIlUTa OT BPEIHOTO BB3JCHCTBUE HA XUMUYHUTE BEIIECTBA U CMECH, 32 HETO ce Mpuiarar u
M3HUCKBaHUSTA 32 OTpaHUYaBaHE yroTpedara Ha OMACHU BEIIECTBA, OMPEICICHH ¢ HapeaoaTa
mo ui. 217, an. 1 oT chIIns 3aKOH.

(4) (Hosa - 1B, 6p. 84 ot 2012 r., B cruta ot 02.01.2013 r.) M3uckBanusra Ha ai. 3
ce mpuJiaraT v 3a KaOeu WIM pe3epBHH YacTH 32 PEMOHTA, 3a IIOBTOpHATa yrnoTpeoa, 3a
OCHBPEMEHIBAHETO HA XaPAKTEPUCTUKHUTE WIIH 32 TOBUIIIABAHE KAITAIIUTETa Ha TOBA M3JICIIHe.

Y. 5. (1) To3u 3aKoH HE ce Mpujara 3a:

1. (mom. - IB, 6p. 110 ot 2008 1.) JIekapCTBEHU MPOAYKTH IO CMUCHJIA HA 3aKOHA 32
JICKApCTBEHHUTE TIPOIYKTH B XyMaHHAaTa MeuIMHA. [Iperenkara nanu aajaeH npoayKT Momnaaa
B IIPHJIOKHOTO TOJIC Ha TO3W 3aKOH WIJIH B MPHJIOKHOTO TOJIe Ha 3aKOHA 3a JIKAPCTBECHUTE
MPOAYKTH B XyMaHHaTa MEJIUIIMHA CE U3BBPIIBA Bh3 OCHOBA HA OCHOBHOTO IPEIHA3HAUCHHEC
Ha TIPOIYKTA;

2. MEIMIIMHCKH U3]ICNINs, KOUTO Ca HEepa3JIeiHa YacT OT JICKAPCTBEHH MPOJAYKTH H ca
MpeIHAa3HAYEHU OT TPOU3BOAMTENS 33 SAHOKpATHA yIOTpeOa SAMHCTBEHO B TO3H BT

3. KO3METUYHH MPOYKTH IO CMHUCHIIA Ha 3aKOHA 32 3APaBETO;

4. (mom. - [1B, 6p. 110 ot 2008 r.) opranu, ThKaHU WM KJICTKH OT YOBEIITKH
MPOU3XO0/1, IPEIHA3HAYCHH 33 TPAHCILIAHTAIUS, KAKTO W MPOJAYKTH, BKJIFOUBAIIU W
MOJIYYCeHU OT ThKaHU WM KJIETKH OT YOBEUIKU IIPOU3XO]I IO CMUCHIIA Ha 3aKOHa 32
TPaHCIUIAHTAIIMS HA OPTaHH, ThKaHU M KIIETKH, C U3KIFOYCHUE HAa METUIIMTHCKH U3JICITUS 110
i1 3, T. 3;

5. opranu, ThKaHH WIX KJIETKH OT KUBOTHHCKH NIPOM3XO0/I, TIPETHA3HAYCHH 32
TpaHCIUIAHTAIVS, OCBEH aKO IPH MPOU3BOACTBOTO HA MEIUIIMHCKOTO U3JICTHE € U3IT0I3BaHa
HEXH3HECTIOCOOHA KUBOTUHCKA THKAH WM HEXKU3HECTIOCOOHU MPOTYKTH, MOIYYEeHU OT
KUBOTHHCKA THKaH;

6. KpbB, KPbBHU CHCTABKU OT YOBEUIKU MTPOU3XO]I IO CMUCHIIAa HA 3aKOHA 32 KPHBTA,
KPBBOJIAPSBAHETO U KPHBOIIPEIIMBAHETO, KAKTO M 32 U3JICIHsI, KOUTO B MOMEHTA Ha ITyCKaHe
Ha Ta3apa ChbAbPKAT KPBBHU MPOAYKTH, TJIa3Ma WM KPBBHU KIETKH, C U3KITIOYEHHE Ha
MEIUIMHCKA U3AEIN 10 UiI. 3, T. 3;

7. MEAUIIMHCKY U3AETHS 1O 4. 2, anl. 1, T. 1, KOUTO HE ca MpeqHa3HAYCHH 3a
MMyCKaHe Ha Ia3zapa, U3M0JI3BaT Ce Ha MACTOTO Ha MPOU3BOCTBO M aKO C€ M3IOJI3BAT B 00CKTH
B HEMOCPEACTBEHA OJIM30CT 10 HETO, COOCTBEHOCTTA BbPXY TIX HE Ce MPEXBHPJIS HA APYTO
FOPUIMYECKO JIUTIE.

(2) B cyuaute o an. 1, T. 2 uzgenuero TpsOBa 1a OTTOBaps HA U3MCKBAHUSATA HA
3aKkoHa 3a JICKAPCTBEHHUTE MPOYKTH B XyMaHHaTa MeuInHA. ChIIECTBEHUTE NU3NCKBAHHS,
OTIpe/ieNIeHU 10 pela Ha TO3U 3aKOH, Ce MPUJIaraT caMo MO OTHOIIEHHE Ha XapaKTePUCTUKHUTE,
CBBP3aHU ¢ 0€30MaCHOTO (PYHKITMOHUPAHE HA U3/ICITUETO.

Yn. 6. B uznrbiHeHne Ha MpaBOMOLIUATA CH IO TO3U 3akoH MAJL:

1. (u3m. - IB, 6p. 110 ot 2008 r.) U3BBpIIIBA PETUCTPAIUS NIPU YCIOBUATA U TI0 peJia
Ha TJ1aBa BTOpa;

2. (noBa - /IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) u3naBa paspenieHus 3a
OLICHSBAaHE HAa CbOTBETCTBUETO HA MEULIMHCKUTE U3/IENHNS 10 IJ1aBa YETBBPTA;



3. (mpemumHa T. 2 - JIB, 6p. 38 o1 2015 1., B cuna ot 26.05.2015 1.) u3naBa
paspeleHus 3a MPOBEKAAHE Ha KIMHIUYHU U3MUTBAHUS C MEIUIIMHCKA U3JICIHS,

4. (m3m. - [IB, 6p. 54 ot 2012 r., npeaumnHa 1. 3 - /IB, 6p. 38 o 2015 1., B cmita ot
26.05.2015 r.) u3naBa pa3pelieHus 3a ThProBUs Ha €IpO ¢ MEIUIIMHCKU 31U,

5. (mpenumHa T. 4 - JIB, 6p. 38 oT 2015 1., B cuna ot 26.05.2015 r.) u3BbpmiBa
HA/130p Ha IMyCHATUTE Ha Ta3apa W/WiH B JeHCTBUE MEIUIIMHCKU U3CIH;

6. (u3m. - JIB, Op. 54 o1 2012 1., mpeaumna T. 5 - JIB, O6p. 38 oT 2015 1., B cuita ot
26.05.2015 r.) ochliecTBsIBa KOHTPOJ BbPXY CbXPaHEHUETO, ThPrOBUATA, KIMHUYHUTE
U3MUTBAHUA U OE30M1aCHOCTTA HA MEIULIMHCKUTE U3/IENINS;

7. (mpenumHa 1. 6 - JIB, Op. 38 ot 2015 1., B cuna ot 26.05.2015 r.) mogabpxa
CHCTEMa 3a PETUCTPUPAHE U aHATIN3 Ha ChOOILIEHUS 32 MHIIMJICHTH C MEIUIIMHCKUTE U3/1eITHIs
Y TIpeipreMa ChOTBETHU MEPKH;

8. (mpenumHa T. 7 - JIB, Op. 38 ot 2015 1., B cuna ot 26.05.2015 r., orm. - JIB, Op.
84 or 2018 r., B cuia ot 12.10.2018 1.)

9. (mpenumHa T. 8 - JIB, 6p. 38 ot 2015 1., B cuya ot 26.05.2015 1.) mpenocTas
nHpopmanus B EBpornelickata 6a3a TaHHH BbB Bpb3Ka C IIyCHATHUTE HA Ma3apa u/miu
MyCHATUTE B ACWCTBUE MEAUIIMHCKH U3/IETTHS;

10. (mpenumna 1. 9 - JIB, Op. 38 ot 2015 ., B cuna ot 26.05.2015 r.) yuactBa B
JeHOCTH B 00J1acTTa HA METUIIMHCKUTE U3ENHUsl, CBbP3aHU C paboTaTa Ha MEeXAYHAPOIHU
OpraHu, OpraHU3aluy U JOTOBOPH, 110 KonTo PenyOnuka bwirapus e ctpana, ¢
pEryJIaTopHUTE U KOHTPOJIHUTE OPraHu Ha JPYTH IbPXKABU U C OpraHu3anuuTe, paboTemu B
o0JracTTa Ha peryJanusaTa Ha MeJUIIMHCKA U3CITH;

11. (u3m. - JIB, Op. 110 ot 2008 r., npeaumina 1. 10, mom. - JIB, 6p. 38 oT 2015 1., B
cuna ot 26.05.2015 r.) cp3naBa u moaabpxka peructpure mo wi. 31, an. 2, un. 58, an. 1, wi.
67, am. 1 mun. 81;

12. (mpepumna 1. 11 - /1B, 6p. 38 or 2015 1., B cuna ot 26.05.2015 r.) ocbliecTBsiBa
JIpyTU JeHHOCTH, IPEABUICHU B TO3U 3aKOH.

Y. 6a. (Hos - ZIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) U3mbauuTenHaTa
areHIusl 1o JieKapcTBaTa U3roTBS MOTUBUPAHO UcKaHe o EBponelickata koMucus 3a
npeanprueMane Ha He0OOXOAMMHUTE MEPKH, KOTaTo MPeleH , Je:

1. mpunara"eTo Ha KIacU(pUKAIMOHHUTE MPaBUIIa MO 4. 2, all. 3 U3MCKBA B3EMaHETO
Ha pelIeHue 3a Kiacu(ukanusaTa Ha ONpeIeIeHO0 MEIUITTHCKO U3/IeNTUe WA KaTeropus OT
u3gaenus mo ui. 2, an. 1, 1. 3;

2. TaeHO MEIUIIMHCKO U3JIeJINe WK Tpyma OT U3AeNus 1Mo wi. 2, ai. 1, T. 3,
HE3aBUCHMO OT KJIacU(UKAIIMOHHUTE paBuiIa Mo 4il. 2, ai. 3, Moxe Ja 0b/ie Ki1acu(puupaHo
KaTo JpyT KJIac U3eIus;

3. ChOTBETCTBUETO HA AAJICHO METUIIMHCKO M3/€I1e WIN Ha rpyna OT U3/eNus 10 4.
2,an. 1, 1. 2 wm 3 Tps6Ba na Ob/ie OLEHEHO MPH MPHUJIAraHe caMo Ha €Ha OT MPEIBUICHUTE
B HapeaOuTe o wi. 18 mponenypu;

4. ce Hajara B3eMaHe Ha pPelIeHHEe 3a TOBA, TAJIA OTPEIENIeH MPOIYKT UK IPyTa OT
MPOAYKTH IOMaJ]a B MPUIOKHOTO MOJIE HAa TO3U 3aKOH.

UYn. 7. (1) 3a peructpanus 1 U31aBaHe Ha YJOCTOBEPEHUE 3a PETUCTpaLUs, 32
M3/IaBaHe Ha pa3pelleHus: U YAOCTOBEPEHUS 110 pe/ia Ha TO3H 3aKOH, KaKTO U 3a BIIMCBaHE Ha
MIPOMEHHU B TSX, CE 3aIUIallaT TaKCH B pa3Mep, omnpeesieH B Tapuda, ogqo0peHa ot
MUHHCTEPCKHUS ChBET.



(2) (M3wm. - JIB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015 1.) CpeacrBaTta OT TaKCUTE
mo ain. 1 u ot I‘JIO6I/ITG U UMYIICCTBCHUTC CAHKIWH, HAJIAaraH!U Ha (I)I/ISI/I‘-IGCKI/I " IOPUIUYCCKHA
JIMIIA TIO0 Pela Ha TO3M 3aKOH, C€ BHACAT KaTO MpUXo 1o OromkeTa Ha MAJL.

Paznea I1.
IIyckane Ha ma3apa u/MJM NMyCKaHe B JeiicTBHEe HA MeIUIIMHCKH U31eusl

Y. 8. (1) MenuuuHCKUATE U3/1EIHA Ce IMyCKaT Ha Ma3apa W/WiM ce IMycKar B
JeiCcTBUE, KOraTo OTTOBAPSAT HAa M3UCKBAHMTA HA TO3M 3aKOH M HA aKTOBETE I10 MPUJIaraHeTo
My.

(2) MenuuuHCKUTE U3EIus, ¢ U3KIYEeHNEe Ha U3paboTEeHUTE 10 IOPhUKa, Ce
IycKaT Ha rasapa /WM ce MycKar B AeicTBHe, korato umar HaneceHa "CE" mapkupoBka 1o
qj1. 15, KOSITO y0CTOBEPSIBA, Y€ CHbOTBETCTBUETO HA U3JIENIHUATA ChC ChIIECTBEHUTE
M3HUCKBaHUS € OMJIO OLIEHEHO 110 MPUJIOKUMUTE MIPOLEAYPH 32 OLICHSIBAHE HA CbOTBETCTBUETO.

Y. 9. (1) M3nbenautennust nupektop Ha MAJI u3naBa 3amoBest 3a BpeMEHHO
MpPEyCTaHOBSIBAaHE WJIU 3a 3a0paHa Ha MMyCKAHETO Ha Ma3apa W/Wiv IyCKaHEeTO B ICHCTBUE U 32
M3TEIJIsIHE OT Mazapa Ha MeAUIUHCKU u3aenus ¢ HaneceHa "CE" mapkupoBka 1o ui. 15,
KaKTO M Ha U3JeNUsl, U3paOOTEHU TI0 MOPbUKa, KOUTO MOTAT Jla 3acTpamiaT 31paBeTo U
0€30MMacHOCTTa Ha MAIIUEHTUTE, HA MEAUIIMHCKUTE CIICIUAINCTH I HA TPETH JIUIA, KOTaTo
ca MPaBWJIHO MHCTAJIMPaHH, MOJAbPXKAHU U CE M3IOI3BAT 110 IPeIHa3HAYCHHE.

(2) U3mpaHuTeIHATA areHIMs 10 JeKapcTBaTa He3abaBHO HH(POpMHUpA
EBpomneiickara koMHCHs 32 3aMOBeATa 10 al. 1 U 3a IpEeaNpUEeTUTE MEPKU, KaTO TOCOYBA
MPUYMHUTE 32 HECHOTBETCTBUETO HA U3/ICTHUATA C U3UCKBAHUATA HAa TO3U 3aKOH U HA aKTOBETE
10 IpWJIaraHeTo My, KOUTO MOTaT J1a ce AbJDKAT Ha:

1. HEU3MIbIHEHNE HA CHUIECTBEHUTE N3UCKBAHUS, ONIPEEICHN B HAPEAOUTE IO Y.
18;

2. HENPABWJIHO NpUJIaraHe Ha CTaHAapTuTe no wi. 13, an. 1;

3. HeOCTaThIIM B CTaHAapTUTE o wi. 13, am. 1.

Yn. 10. (1) JIuuero, KoeTo HOCH OTTOBOPHOCT 3a IyCKaHETO Ha Ma3apa W/Wuiu 3a
MMyCKAHETO B JICHCTBUE HA MEIUITMHCKUTE U3/IEIHsI, € IPOU3BOIUTEIIST.

(2) (U3m. - [IB, 6p. 110 ot 2008 r.) KoraTo mpou3BOUTENAT HE € YCTAHOBEH Ha
TEPUTOPUSITA HA TbPKaBa YICHKA UK Ha AbpKaBa OT EBpOIEeicKOTO MKOHOMUYECKO
MPOCTPAHCTBO, TOM MUCMEHO YITBIHOMOIIIABA CBOI MPEACTaBUTEN, HAPUYAH MTO-HATATHK
"yI'bJIHOMOIIEH MpeAcTaBuTeN". 32 MEAUIIMHCKO U3JIEIHNE WIIH U3/I€TUE OT €IUH U ChII]
MojieT, ycHAaTo/u Ha ma3apa Ha OOLIHOCTTa, MPOU3BOAUTENAT YII'BIHOMOIIABA CAMO €IHO
JuIe.

Yn. 11. (1) (Hom. - AB, 6p. 84 ot 2012 ., B cuma ot 02.01.2013 r.) [IpousBoautensr
Ha MEJTUIIMHCKH U3JIENHS € ITHKEH J1a TH MPOEKTHpa, pa3paboTBa, MPOU3BEXkKIa, OMAaKoBa U
€THKETUPA B ChOTBETCTBUE ChC CHIIECTBEHUTE U3UCKBAHMSI, ONIPEICIICHN B HApEIOUTE IO UII.
18 oT TO3M 3aKOH W/WUiK Ha TJIaBa reta "a" u Ha Hapeabara mo wi. 217, an. 1 ot 3akoHa 3a
3alllUTa OT BPEAHOTO BBH3AECHCTBUE HA XUMUYHUTE BEUIECTBA U CMECH, U J1a OCUTYPHU
OIICHSIBAHE HAa CHOTBETCTBUETO MM IO MPHUJIOKUMHUTE 32 TSIX MPOIEAYPH.



(2) (M3wm. - JIB, 6p. 110 ot 2008 r.) OnieHsiBaHETO HA CHOTBETCTBUETO 110 all. 1 ce
W3BBPIIBA OT IPOU3BOAUTEIIS.

(3) (Hosa - 1B, 6p. 110 ot 2008 t., mom. - ZIB, 6p. 84 ot 2012 1., B cuiia ot
02.01.2013 r.) IIpou3BOAUTENAT MOXKE /1a Bb3JI0KM HA YITBJIHOMOIICHHS CH MPEJCTABUTEN Ja
MIPUJIOXKH MTPOLIEYPHUTE I10 OLIEHSIBaHE HA ChOTBETCTBUETO, OIIPE/ICJICHH B HapeIOUTe 1O YII.
18 oT To3u 3aKOH W/WIK Ha rJ1aBa rera "a" u Ha HapenOara mo wi. 211, an. 1 ot 3akonHa 3a
3aIuTa OT BPEIHOTO BB3ACHCTBIE Ha XMMUYHUTE BEIIECTBA U CMECH.

(4) (ITpenumrna an. 3, u3m. - IIB, 6p. 110 ot 2008 1., u3m. - /IB, 6p. 38 or 2015 ., B
cuna ot 26.05.2015 r.) Koraro nmponenypute, onpeaeieHd B HapeaouTe 1mo wi. 18, u3uckpar
HamecaTa Ha HOTU(HUIMPaH OpraH 1o Wi. 63, ai. 4, MPOU3BOAUTEIAT WU YITBITHOMOIICHUST
My NpeACTAaBUTEN B CIydyauTe MO al. 3 Bb3Jiara Ha u30paH OT Hero HOTU(QUIMPAH OPTaH Ja
W3ITBIHY MPIIOKUMHTE 33 BUJIA HA U3ACITUETO MPOIEAYPH B pAMKUTE HA KOMIIETEHTHOCTTA
My.

(5) (dom. - 1B, 6p. 110 ot 2008 r.) B cnyyante Ha IPOU3BOJCTBO HA MEIUIIMHCKH
W3JIeNus 1o 4i. 2, an. 1, T. 3, mpH KOeTo € U3MOoI3BaHa HeKU3HECTIOCOOHA )KUBOTUHCKA ThKaH
WJTH HeXKU3HECTIOCOOHHM MPOIYKTH, MIOTYUYCHH OT )KUBOTHHCKHU THKaHH, IIPE/IN OIICHSIBAHE Ha
CHOTBETCTBUETO UM 1O aj. | MPOU3BOAUTENAT U3BBPIIBA AHATIU3 HA PUCKA U YIIPABJICHHE Ha
pHUCKa IIpU ClIa3BaHE HA M3MCKBAHMITA, ONpeAeIeH! B HapeaOuTe no wi. 18.

(6) (ITlpenumna an. 4, u3m. - JIB, 6p. 110 ot 2008 r.) [Ipon3BOAUTEAT UK HETOBUSAT
YI'BJIHOMOIIEH MPEACTABUTE M HOTHPHUIIMPAHUAT OPTaH 10 aji. 4 CKIIF0YBAT JOTOBOP 3a
YCIIOBUSITA, IPU KOUTO CE MPOBEXK/A OL[EHIBaHE CHbOTBETCTBUETO HA MEIULIMHCKUTE U3ICIIHSL.

Un. 12. (1) (Hom. - AB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r., uzm. - JIB, 6p. 98
ot 2010 1., B cuna ot 01.01.2011 1., u3m. - IIB, 6p. 38 ot 2015 1., B cuita ot 26.05.20151.) B
MHTEPEC Ha 3paBETO HAa HACEJIEHUETO U [0 MOTUBUPAHO UCKAHE HA PETMOHAIHATA 3paBHA
uHcnekuus, Ha HaunoHanHuus neHTsp no oOIeCTBEHO 3paBe U aHAIM3U WK Ha JIe4eOHO
3aBeJICHUE MUHUCTHPHT Ha 3/IPaBEONa3BAaHETO UM OMPABOMOIIEH OT HETO 3aMECTHHUK-
MUHHCTBP IPH MOJOKUTETHO CTAHOBUILE HA U3BbIHUTEIHUS AupekTop Ha MAJI moxe cbe
3aroBe]] 110 U3KIIFOUEHHE J1a Pa3pelI MyCKaHeTo B IEHCTBUE Ha MEJUIIMHCKO HU3/enue, 0e3 1a
ca HaJIMIIe YCJIOBUSATA MO 4Jl. 8.

(2) YcnoBusTa 1 pelbT 3a MMyCKaHe B JA€MCTBHE HA N3NNI 10 all. 1 ce onmpenensr ¢
Hapen0a Ha MUHUCTHPA Ha 3/IpaBEOMa3BaHETO.

Ui 13. (1) (Hom. - AB, Op. 84 oT 2012 r., B cuna ot 02.01.2013 r.) Korato
MEIUIIMHCKUTE U3/ ca MMPOSKTUPAHU U MIPOU3BEICHU B CHOTBETCTBUE C HAIIMOHAIIHU
CTaHJIaPTH, KOUTO BHBEKIAT XapMOHU3UPAHUTE EBPOIICHCKH CTAaHAAPTH, IPUEMa Ce, Y€ TS
OTrOBapsAT Ha CHUIECTBEHUTE U3MCKBAHUS, OMIPE/ICJICHH B HapeAOUTeE 1Mo 4. 18 OT TO3U 3aKOH
W/unv Ha TJ1aBa reta "a" u Ha HapeaOara o wi. 217, an. 1 ot 3akoHa 3a 3a1uTa OT BPEIHOTO
BB3/ICHCTBUE HA XUMHYHHUTE BEIIECTBA U CMECH.

(2) U3m. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) KoraTto MeauimHckuTe
W3Menus mo 4i. 2, an. 1, 1. 2 u 3 ca mpoeKTUpaHu U MIPOU3BEIEHU B CHOTBETCTBUE C
odunuanuaTta Gpapmakones B PenyOnuka bbirapus, onpeaenena B wi. 12 Ha 3akoHa 3a
JIEKapCTBEHHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA, IpUeMa ce, 4e T OTTOBapAT Ha
CBIIIECTBEHUTE U3UCKBAHUS, ONIPeIeNIeHN B Hapeaoure mo wi. 18.

(3) Korato MegumuHCKUTE U3A€TuUs MO Wi. 2, an. 1, T. 1 oT cnuckk A, a ipu
HEO0OXOJIUMOCT - M OT CIIUCHK b, ca MPOSKTUPaHH U IPOU3BEICHU B CHOTBETCTBUE C 00N
TEXHUUYECKU CHEIUPUKAIINH, IPUEMA Ce, Y€ TE OTTOBAPAT Ha CHUIECTBEHUTE N3MCKBAHUS,
ompesieseHu B HapeaouTe o 4. 18.



(4) Korato mpou3BOIUTEISIT HE MOXKE JIa CTTa3u U3MCKBAaHMATA Ha all. 3, TOM mpuema
TEXHUUYECKU PELLEHUs], C KOUTO J1a IOCTUTHE EKBUBAJIIEHTEH PE3yJTar.

(5) Korato ycranoBu, ue cTaHAapTUTE M0 ajl. 1 HE MOKPUBAT HAITBIHO ChHIIECTBEHUTE
M3HCKBaHUS, onpeiesieHn B HapeaouTte mo wi. 18, MAJI u3roTss u chriacyBa opuinaiHa
IbpKaBHA MO3UIINS, KOSTO ce IpeacTaBs Ha EBpomneiickata KoMucusl.

Uin. 14. (1) (Hom. - AB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.) [IpousBoauTtenst
Ha MEIULUHCKH U3JIeIHS ChCTaBsl TEXHUYECKA TOKYMEHTAIIMSI, YUETO ChIIbPKAHUE €
OTIpe/IeNICHO B ChOTBETHUTE Hapea0u 1o wi. 18 oT TO3W 3aKOH W/WiK Ha HapeadaTa 1o il
211, an. 1 ot 3akoHa 3a 3an1UTa OT BPEHOTO BH3ACHCTBHE HA XUMUYHUTE BEIIECTBA U CMECH.

(2) Cnen u3mbaIHEHUE HA TPUIOKUMHUTE MPOLIEYPH 3a OLICHSIBaHE Ha
CHOTBETCTBUETO MPOU3BOJUTEINAT UM HETOBUST YITBIHOMOIIIECH MTPEICTABUTEN ChCTABS
JeKJIapalus 3a CbOTBETCTBUE Ha MEJIULIIMHCKOTO U3JIEIHUE.

(3) IIpou3BOAUTENAT UM HETOBUSAT YII'BJIHOMOILEH MPEACTABUTEN € UThXKEH J1a
ChXpaHsBa TEXHUYECKATa JOKYMEHTAIUS 10 al. | U JeKapaiusara 3a CbOTBETCTBHUE 110 all. 2
Hal-Mallko 5 TOJMHU OT JIaTaTa Ha MPEYCTaHOBSIBAaHE HA MPOU3BOICTBOTO HA METUIIUHCKOTO
W3JIeMe U Jia TY MPEACTaBsl IPU IIOMCKBAaHE 3a IPOBEPKA Ha JiMlaTta o wi. 86, aiu. 2.

Y. 15. (1) "CE" mapkupoBkaTa ¢ rpaduuHO H300paKeHHE ChITIACHO
MIPUJIOKEHUETO, KOSATO CE€ HaHACS BbPXY MEAMIIMHCKOTO U3/EIUe NPEH yCKaHEeTO My Ha
rasapa W/uim IyCKaHeTo My B JeiicTBUe, TpAOBa Ja ce pa3uuTa JECHO U J1a He MOXe Ja ce
3anu4u 0e3 cienu.

(2) "CE" mapkupoBKaTa ce HaHacsl Ha BUIUMO MSICTO BbPXY U3/ETUETO, B
MHCTPYKLMATA 32 yIoTpeda 1 BbpXy HEroBaTa CTEpHIIHA OITAKOBKA, ako nMa TakaBa. Korato e
BB3MOXHO, TSI C€ HaHACS M BbPXY MOTPEOUTEICKATa OMAKOBKA.

(3) "CE" mapkupoBKaTa IMa BUCOYMHA Haii-MaJKo 5 MM, ako ChOTBETHaTa Hapeaoa
o wi. 18 He npensmxna apyro. [Ipun HamansaBane unu yBenuuasase pasmepa Ha "CE"
MapKupOBKaTa MporopuuuTe B rpaduyHaTa Mpexa TpsOBa 1a 0b/1aT cria3eHu.

(4) (U3m. - [IB, 6p. 110 ot 2008 r.) [Jo "CE" mapkupoBkaTa mo ain. 1 ce HaHacs
UJEHTU(DUKAITMOHHUSAT HOMEDP Ha HOTU(DUIIMPAHUS OpPTaH B ciydauTe 1o wi. 11, an. 4, koraro
MIpOLIEypUTE, OMpeIeNIeHH B HapeaouTe mo wi. 18, H3uCKBaT HAHACSHETO MY.

(5) "CE" mapkupoBKaTa U HACHTH(GUKAIMOHHUIT HOMEP 110 aJl. 4 He ce HaHACAT
BBPXY H3IEIUETO CaMO KOraTo pa3MepuTe U opMmaTa Ha U3JIeIHETO He MO3BOISIBAT TOBA.

(6) Besika apyra MapKupOBKa, KOSITO C€ HAHACS BBPXY U3/IEIHETO, BEPXY OIMMaKOBKaTa
My W/WIIM B MHCTPYKIUATA My 3a yIoTpeOa, He TpssOBa Ja MmoABex1a moTpedurTens -
MEIUIIMHCKH CTIEMAINCT UM MalUeHT, OTHOCHO MapKHUpOBKaTa 1o ai. 1 u He TpsOBa 1a
HapylllaBa HeMHaTa BUAMMOCT U YETJIMBOCT.

(7) B cnyuait Ha u3zenusi, KOUTO C€ IyCKaT Ha ma3apa B cTepuiiHa omakoBka, "CE"
MapKUpOBKaTa ce HaHacs KaKTO BbPXY CTEpUIIHATA, TaKa M BbPXY MOTpeOUTeIcKaTa OakoBKa
Ha U3/IEeJINETO.

(8) Ilpu msmocTHO mpepaboTBaHe HAa M3AECTUETO, KOETO MOKE Ja MOBJHsIE Ha
HeroBoTo Oe3omacHo u3noisBane, "CE" mapkupoBkaTa ce HaHACs CJIe] TOBTOPHO OICHSBAHE
Ha U3/IEIUETO CHIIIACHO MPHIOKUMHUTE TIPOLEAYPH, OTIpEIeNIeH! B Hapeaoure mo 4. 18.

(9) (Hom. - 1B, 6p. 84 ot 2012 r., B crura ot 02.01.2013 r.) Koraro MeauiimHCKOTO
W3JIeHe € B MPIJIOKHOTO T0Jie Ha HapeIOuTe 1Mo 4. 7 OT 3aKOHA 32 TEXHHUYECKUTE
M3UCKBaHMS KbM MPOAYKTUTE W/WIIM Ha TJIaBa reta "a" u Ha HapeabOara o wi. 217, an. 1 ot
3akoHa 3a 3allliTa OT BPEAHOTO BB3/ICUCTBHE HA XUMUYHUTE BEIIECTBA U CMECH,
npeaBwxaamy HaHacsHe Ha "CE" MapkupoBKa, MApKMpPOBKaTa yJIOCTOBEPSIBA



CHOTBETCTBUETO Ha U3/IEJIMETO C U3UCKBAHMATA HA BCAKA OT Hapea0UTe, OCBEH aKo B
HapeI0uTe € IPEeIBUIEHO APYTO.

(10) Ha u3nox6u, naHaupu, A€MOHCTPALlUH, IPOMOLIUU, HAYYHH U TEXHUYECKU
KOH(EpEeHIIMH MOTaT Ja Ce MPECTaBAT MEIUIIMHCKU u3nenus 0e3 Hanecena "CE"
MapKUpPOBKa.

(11) B ciywyaute no an. 10 npou3BOAUTENAT HAHACA BbPXY U3ACIIUITA BUAUMO
0003HaYeHHE, KOETO HEJBYCMUCIICHO MOKa3Ba, e Te HE ca MpeJHa3HAYCHHU 3a ITyCKaHe Ha
na3apa u/Wim 3a IycKaHe B JACHUCTBHE.

Y. 16. (1) [Tpou3BoguTeSIT HA MEIUIIMHCKY U3JICTHUS € JUIbXKEH Ja IIOCOYH UMETO,
CeJAIIUILETO U aJIpeca CH Ha YIpaBJIECHUE BbPXY U3JIEITUETO, BbPXY OMAKOBKaTa My U B
UMHCTPYKLHUATA 32 ynoTpeda. MHcTpykius 3a ynotpeda He ce U3MCKBa 3a U3JIeNHsI 110 4Jl. 2, ajl.
1, 1. 3 ot xnac I u Ila, kouTo Mo MpereHKa Ha MPOU3BOAUTEIISI MOTaT J1a C€ U3MOJI3BAT
Oe3omacHO 0e3 MHCTPYKIHS 3a ynoTpeoa.

(2) Bppxy onakoBKkaTa U B UHCTPYKLMSITA 3a ynoTpeOa Ha U3eus, KOUTO CE BHACAT
OT TPETHU AbPKABU HA TEPUTOpUATA Ha EBponeiicKkus Chi03 WM Ha TEPUTOPUSITA HA
EBpomneiickoTo MKOHOMHYECKO MPOCTPAHCTBO, CE TOCOYBAT AOMBIHUTEIHO UMETO U aPEChT
Ha yII'BJIHOMOIIEHUS IPEJICTABUTEIN U HA BHOCUTES.

(3) MuacTpykmnusTa 3a ynorpeda TpsiOBa 1a ObJe ChCTaBEHA M HA OBJITAPCKH E3HK.

Yn. 17. IIpou3BOAUTENAT WIM HETOBUST YITbIHOMOILIEH IPEACTAaBUTEN € JUTbXKEH A
ocurypu 0€30MaCHOTO MHCTAIMPAHE HAa MEAUIIMHCKUTE U3IENNS Ha TEPUTOPHSITA Ha
PenyGnuka bbarapus, koraro crnenudukara UM U3MCKBa TOBA ChIVIACHO HHCTPYKIIMATA 32
ynotpe0ba, ¥ 1a TapaHTHpa MOAIPHKKATA UM.

Yn. 18. (U3m. - [IB, 6p. 82 ot 2009 1., B cuna ot 16.10.2009 r., u3m. - /1B, 6p. 14 ot
2015 r.) MUHHUCTEPCKHUAT CHBET M0 MPEUI0KEHNE Ha MUHUCTbpA Ha 3/IpaBEoINa3BaHETO U Ha
MUHUCThpPa Ha UKOHOMHKATA OTpeiess ¢ HapeI0u 3a MEAUIIMHCKUTE U3JIeNHs 110 4. 2, an. 1:

1. chIECTBEHUTE U3UCKBAHUS;

2. mpouUeAypUTE 3a OLICHSIBAHE Ha ChOTBETCTBUETO ChC CHILIECTBEHUTE U3UCKBAHUS U
CHABPKAHUETO HA TEXHUYECKATa JOKYMEHTAIIUS;

3. mpaBuiaTa 3a KiacupUKaus Ha MEIUIIMHCKUTE U3AeNus o wi. 2, ai. 1, T. 3;

4. cIUCBHIUTE, ONPEACIIANIM 00XBaTa HAa TPYIUTE UH BUTPO TUATHOCTUYHH
MCOULIMHCKU U3ICIIHS;

5. M3UCKBaHMATA 32 MIPOBEXK/IaHE HA aHAJIN3 HAa PUCKa U 3a yIIpaBJIeHUE Ha pUCKa 3a
MCOULIMHCKY M3enus mo ui. 11, am. 5.

Paznean II1.
Ilyckane Ha ma3apa u/Win MyCKaHe B JIeliCTBHE HA MeIUIIUHCKH U3/1eJusl, U3padoTeHn
1o NOpbYKa

Yn. 19. (1) (U3wm. - IB, 6p. 110 ot 2008 1., B cmma ot 21.03.2010 1.)
HpOI/ISBO}II/ITeJ'IHT HJIW HCTOBUAT YIIBJIHOMOIICH NPEACTABUTEL, ITPEAN J1a ITYCHE HaA Masapa
W/WIH B IEHCTBUE MEIUIIMHCKO U3enure 1o Wi. 2, a. 1, T. 2 unu 3, u3paboTeHo Mo MophyKa,
CbCTaBA JOKYMCHTAL M, KOATO ChABbPXKA:

1. uMeTO U asipeca Ha IPOU3BOIUTEIS;



2. uAeHTU(PUKAIMOHHU JaHHU Ha U3/IEIIUETO;

3. aexnapanus, ye MEIULUHCKOTO U3/IEHE € IPEJHA3HAYECHO 3a CIIeUalIHa
ynotpeda OT KOHKPETEeH MalUeHT, YUeTO UME CE MIOCOUBa;

4. UMEeTO Ha JICKaps WU Ha JIeKaps 10 JICHTATHA MEAUIIMHA, KOUTO € U3rOTBUII
3aJlaHUETO 3a 3paboTBaHE HAa U3ACTUETO, 1 HAUMEHOBAHUETO Ha JIeYeOHOTO 3aBeICHHE,
KOTaToO € Bb3MOXKHO;

5. cnenupUYHU XapaKTePUCTUKU Ha METUIIMHCKOTO U3JIeJINe ChIIIACHO 3aJaHHUETO;

6. nexnapanus, 4ye U3JeJIMeTo ChOTBETCTBA Ha MPUJIOKUMUTE 3a HETO ChIIECTBEHU
W3UCKBaHUS.

(2) (U3m. - 1B, 6p. 110 ot 2008 r., B cruta ot 21.03.2010 r.) B cimyuauTte, korato
W3JIeJIMETO HEe OTrOBaps Ha HAKOE OT MPHIJIOKUMHUTE 33 HETO ChUIECTBEHH U3UCKBAHUS,
HECHOTBETCTBUETO C€ OOOCHOBABA B JICKIapalusTa mo ai. 1, T. 6.

(3) (Hom. - 1B, 6p. 110 ot 2008 1., B cuzna ot 21.03.2010 r.) lokymeHTaIMsATa 10 aJl.
1 ce cpxpaHsBa OT IPOU3BOAUTEINS WK OT HETOBHS YITBTHOMOIICH IPEACTABUTEIN 33 CPOK
Hal-MaJiko 5 TOJIMHY, a B CIIy4auTe HA UMIUIAHTUPYEMHU MEIULMHCKA U3JIeHs 10 4. 2, an. 1,
T. 3 ¥ Ha U3AeNUs 1Mo Wi. 2, ain. 1, T. 2 - 3a cpok Hail-mayko 15 roguHm.

(4) (HoBa - 1B, 6p. 110 ot 2008 r., B cuina ot 21.03.2010 r.) lokyMeHTanusTa 1o
an. 1, mpuapy»kaBaiia u3ienusTa 1no 4i. 2, ain. 1, 1. 2 u uznenusTa no 4i. 2, an. 1, 1. 3 ot kiac
IIa, 116 u III, ce mpenocTaBs Ha KOHKPETHUS MALUCHT, UACHTU(GUIIUPAH C UME, aKPOHUM HJIH
U (poB KOJI.

(5) (Ilpenumna an. 4, u3m. - JIB, 6p. 110 or 2008 r., B crta ot 21.03.2010 1.)
[IpouzBoauTensaT HA U3AEUS 1O WI. 2, all. 1, T. 2 1 3, u3paboTeHu 1O MOPBUKA, MPEIOCTaBs
npu nouckBane ot MAJI ciuchk Ha U3enuarTa, MyCHaTH B IEHCTBUE Ha TEPUTOPHSTA HA
Peny6nuka brirapus.

Y. 20. (1) (U3m. - JIB, 6p. 110 ot 2008 r.) [Ipou3BOAUTENAT CHCTABS
JOKYMEHTAITUs1, BKIIFOYBAIIA OIMMCAHNE Ha MPOCKTUPAHETO, HA TIPOM3BOACTBOTO U HA
JEHCTBUETO Ha U3AETUETO, BKIIOYUTEIHO 0YaKBAHOTO JICHCTBUE, KOSITO TIO3BOJISBA
OIICHSIBAaHE CHOTBETCTBHETO HA U3JICIIMETO C M3UCKBAHUATA HA TO3W 3aKOH U HA HAPEIOUTE 110
qi1. 18. B nokymeHTanusTa ce mocouBa U aApechT Ha MPOU3BOJCTBEHOTO/IPOU3BOICTBEHUTE
MMOMeEIIEHHE/ TIOMEIIEHUS.

(2) TIpou3BoAUTENAT € JUTHKEH JIa TPeaIpreMe HEOOXOMMHUTE MEPKH, 3a J1a
OCHTYPH Ype3 IPOU3BOJICTBEHHS MPOIIEC ChOTBETCTBHE HA U3ENINATA TI0 WI. 19 ¢
JOKYMEHTaIusTa 1mo ai. 1.

(3) (Hosa - 1B, 6p. 110 ot 2008 t.) [Ipon3BOAuTENAT NpeIOCTaBs JOKYMEHTAIUATA
o ai. 1 3a mpoBepka npu MOMCKBaHE Ha JIMLATA 110 4. 86, ai. 2.

Pazgen IV.
Ilyckane Ha ma3apa Ha CMCTeMH MJIM HA00OPW MeIMLIMHCKH W31eJInsl

Y. 21. (1) ®usndecko Win IOPUINIECKO JTUIE, KOETO KOMIUIEKTYBA MEAUITUHCKH
n3zenus no 4ui. 2, ain. 1, 1. 3 ¢ Hanecena "CE" MapkupoBka, peau J1a T IyCHE Ha Mas3apa
KaTo cucTeMa WK Habop, ChCTaBs JeKJIapalys, B KOATO 3asBsBa, 4e:

1. e KOMIUIEKTYBaJI cucTeMaTa Wi Habopa B 3aBUCUMOCT OT IpeJAHa3HaYeHUEeTo Ha
OTJIEIIHUTE U3/IENINS U OTPAaHUUYEHUSITa UM 3a yHoTpeOa, orpeiesIeH! OT MPOU3BOAUTEIIHUTE;

2. e IpOBEpUJI CbBMECTUMOCTTA HA OTIAEITHUTE MEIUIIMHCKU U3AEIUS U € IPOBEI
OTepaIUTe M0 KOMIUIEKTYBaHE B ChOTBETCTBHE C MHCTPYKLUUTE Ha MPOU3BOIUTEINTE;



3. e omakoBaJj cucTemMaTa Wik Habopa U € IPeA0CTaBIII HeoOXxoaumaTa HHGopMarus
Ha TIOTPeOUTENNTE, KOSTO BKIIFOUBA CHOTBETHUTE HHCTPYKITUH OT MPOU3BOIUTEIIUTE;

4. nefiHoCcTTa MY € OOEKT Ha ChbOTBETHH MPOLIETypH 3a BHTPELICH KOHTPOJ U
MIPOBEpKa.

(2) Korato Hsikoe OT M3UCKBaHUATA Ha all. | He € U3MBJIHEHO, CUCTEMATa WU
HAa0OPBT MOJICHKAT HA OLEHSBAHE HA ChOTBETCTBUETO ChC CHINECTBEHUTE H3UCKBAHUS,
ompe/ieeH! B HapeaouTe 1o 4. 18.

Ui 22. (1) ®uznuecko Ui IPUINIECKO JIHIE, KOETO CTEPUIN3HUPA CUCTEMHU WU
Ha0OpU MEMIIMHCKHU U3JIENHS 10 Wi. 21 W/vim MeTUIMHCKY U3aeus o wi. 2, ain. 1, T. 3 ¢
Ha"ecena "CE" mapkupoBka, mpeHa3HaueHH OT MIPOU3BOAUTENS 1a ObJAT CTEPUIN3UPAHU
npenu ynorpe0Oa, 3a 1a ' IyCHE Ha ma3apa, Tpsi0Ba J1a OLleHU CbOTBETCTBUETO UM 10
IIPOLIEypH, OIIPENIEIIEHN B ChOTBETHATA Hapea0a mo wi. 18.

(2) (Hom. - AB, 6p. 110 ot 2008 r.) [Ipunaranero Ha mpoueIypHUTe MO al. 1 u
JeWCTBUATA HA HOTH(HUIMPAHUS OPTaH C€ OTPaHUYaBaT JI0 MOCTUTAHE Ha U3UCKBAHUSATA 32
CTEpUJIHOCT JI0 MOMEHTA Ha HapylllaBaHe IIeJI0CTTa Ha OMaKOBKaTa Ha U3JIEJIUETO.

(3) JIumeto mo ain. 1 cberaBs Aeknapanus CbriiacHO U3MCKBAHUATA, IPEIBUICHH B
ChOTBETHATa Hapea0a, ue CTepUIIN3alusITa € U3BbPIICHA B ChOTBETCTBUE C MHCTPYKIIUUTE Ha
IIPOU3BOIUTEIINTE.

Y. 23. (U3m. - JIB, 6p. 110 ot 2008 r.) JInmara mo . 21, an. 1 mwun. 22, an. 1
ChXpaHsBaT JICKJIAPAUUTE 33 CPOK 5 TOJIUHU U TH TPEJOCTABAT IIPH IMOMCKBaHE 3a TIPOBEPKa
Ha jaunara 1o 4i. 86, ai. 2.

Ui 24. Cucremure Wiv HaOOPUTE METUIIMHCKY U3enus 1o wi. 21,
CTEPHIIM3UPAHNTE CUCTEMHU WIIM HAOOPU M MEAULIMHCKUTE U3J1eNus 1o ui. 2, an. 1, 1. 3 ¢
HaHeceHa "CE" mapkupoBka, npeHa3Hau€HU OT IPOU3BOAUTENA Ja ObAAT CTEPUIUZUPAHH
npeau ynorpeba, ce myckar Ha rnaszapa 6e3 gonbiaHurentHa "CE" MapkupoBka, MpUIPYKEHU OT
MHCTPYKLIHUA 32 ynoTpe0a, KOsITO BKJIIOUBA, KOraTo € Heo0Xxoaumo, nHpopmanusra,
MPEJOCTaBeHa OT IPOM3BOIUTENUTE HA OTACTHUTE U3/IeIHs OT cCUcTeMaTa Win Habopa,
M3HMCKBaHUATA KbM KOSTO Ca OMPEJIeNIEHN B ChOTBETHATa Hapeala mo wi. 18.

Pasznea V.
OueHsiBaHe HA 1efiCTBMETO HA MH BUTPO AMATHOCTUYHU MEeAUUMHCKHN U31eJIUs

UYn. 25. (1) Onenkata Ha ChOTBETCTBUETO HA UH BUTPO TUATHOCTUYHHTE
MEJUIIMHCKHU U3JIETHS ChC CIEIM(PUIHOTO UM TIpEAHA3HAYCHUE TIPH YCIOBHS Ha yroTpeoa,
OMpeJIeJIeHU OT MPOU3BOJUTEINS], CE U3BBPIIBA C OLIEHKA Ha IEUCTBUETO Bb3 OCHOBA Ha:

1. cOopHM TaHHU OT Hay4YHaTa JIMTepaTypa, OTHACSIIN CE 10 TPETHA3HAYCHUETO HA
W3JIeTNETO, U KPUTUYCH aHAIIU3 HA TE3U JaHHU, U/UIH

2. pe3yATaTUTE OT U3MHUTBAHUATA TP OLIEHKA Ha JICUCTBUETO WU APYTH TMOIXO SN
TECTOBE.

(2) IIpou3BOAUTENAT UM HETOBHST YITHTHOMOIIEH MTPEJICTABUTEN, TIPEH J1a
MPEeAOCTaBH UH BUTPO JUATHOCTUYHU MEAUIIMHCKU U3/1EIN 3a OLICHSIBAaHE Ha JICCTBUETO B
aKpeauTUpaHa JIabopaTopusi, CbCTaBs JOKYMEHTAIIHS, KOSITO ChIbPKa:

1. uaeHTU(UKAIIMOHHYU TaHHU Ha U3ACITUETO;



2. I1aH 3a OLICHsABAHCE, KOHTO ChAbpiKa 1ejTa, HAYYHUTC, TCXHUYCCKUTC UJIU
MCIUIMHCKHUTC OCHOBAHUA, oOxBara Ha OLCHABAHCTO U 6p051 Ha U3JCIInATA,

3. CITMCHK Ha AKPCAUTUPAHUTE J'Ia60paTOpI/II/I, KOHWTO y4acCTBaT B OLICHABAHCTO,

4. HavayHa AaTa U MJIaHupaHa OPOABILDKUTCIIHOCT Ha OLICHABAHCTO,

5. IIpu U3JACJIHA 3a CAMOTECTYBAHE - MACTO U 6pOI>'I Ha Junarta 0e3 MCECIHUIIMHCKA
KBaJII/I(bI/IKaI_II/ISI, KOHUTO IIC Yy4aCTBAT B OLICHABAHCTO,

6. ACKIapanus, 4€ MEAUIMHCKOTO U3ACTINE CHhOTBETCTBA HA ITPHUIIOXKUMUTE
ChIICCTBCHU M3UCKBaHHUA, C U3K/IIIOYCHHUEC Ha TC3HU, KOUTO Ca 00EKT Ha OLICHsABAHC HA
,Z[eI‘/'ICTBI/IeTO " KOUTO Ca U3PUYHO ITIOCOYCHH, U Y€ Ca MPCANPUCTH BCHUYKU IIPCAIIa3HU MCPKH,
HCOGXOI[I/IMI/I 34 3aliyTa Ha 3IpaBCTO U 0e30macHOCTTa Ha MCIUIIMHCKHUTC CIICHNAJINCTHU, HA
MAIMECHTUTE WK HA TPETH JIMLA.

Ui 26. (1) [Ipon3BoauTensT ChbCTaBsi TEXHUUECKATa JOKYMEHTAIus o wi. 14, amn. 1
U 5l IPEJCTaBs 3a MpOBEpKa MpY MOUCKBaHe Ha JIMIaTa mo wi. 86, ai. 2.

(2) Ilpou3BOAUTENAT € JUIBKEH J1a IPEAIpUEME HEOOXOAUMHUTE MEPKH, 3a J1a
OCUTYpH Ype3 MPOU3BOJICTBEHHS MPOIIEC CHOTBETCTBUE HA HH BUTPO JTUATHOCTUYHUTE
MEIUIIMHCKHU U3/Eus 3a OLICHABaHE Ha JEUCTBUETO C JOKYMEHTAIUATA 1O all. 1.

I'naBa BTOpA.
PETUCTPALUSA HA JIMOA, KOUTO ITYCKAT MEJUIIUHCKHU U3JEJIUA HA
IMA3APA (BAI'JL. U3M. - 1B, BP. 110 OT 2008 I'.)

Ui 27. (1) (U3m. - [IB, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) Koraro
MIPOU3BOIUTENAT HA MEIUIIMHCKU U3JENHs 110 Wi. 2, aj. 1, T. 3 oT kiac [, mpousBoAUTENAT HA
W3JIeus 1Mo 9. 2, ain. 1, 1. 2 u 3, n3paboTeHu 1Mo MOPhUKA, KAKTO U PU3NYECKOTO HIIH
IOPUANYECKOTO JuIe 1o wi. 21, an. 1 u wi. 22, an. 1 ca peructpupanu no TbproBckus 3aKoH,
T€ MOJaBaT 3asgBJICHHUE 3a PETUCTPAIUs 110 00pa3ell 10 U3MBIHUTEIHUS nupekTop Ha AL ne
MO-KbCHO OT 14 JaHU cieq mycKkaHe Ha U3eNMeTo Ha Ta3apa U/Uii B IeUCTBUE Ha
teputopusTa Ha PenyOnnka brarapust.

(2) KbM 3asBieHHETO 32 peructpanus mo ai. 1 ce mpuiarar:

1. (m3m. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) equnen
UICHTU(PHUKAIIMOHEH KOJ Ha JAPYKEeCTBOTO;

2. HaMMEHOBAaHME U ONHCAaHUE Ha U3/EITUETO;

3. IOKyMEHT 3a IUIaTeHa Takca B pa3Mep, omnpeseneH B Tapudara mo . 7, an. 1.

(3) (U3m. - [IB, 6p. 110 ot 2008 r., B cruta ot 21.03.2010 r.) JIunara mo ain. 1 ca
JUTHKHU J1a YBEIOMST B 14-THEBEH CpOK M3MBIHUTETHUS aupektop Ha MAJI mpu mpomMsHa Ha
aapeca cu Ha ynpasienue. [Ipu mpomsiHa B uHbOpMarusiTa mo aji. 2, T. 2 auiara mo ai. 1
noAaBaT 0 U3NbJIHUTENHUS qupekTop Ha MAJI 3adaBnennero no ai. 1, KbM KOETO mpuiarar
CBBpP3aHUTE C IPOMSHATA TIOKYMEHTH U JOKYMEHT 3a IUIaTeHa TaKca B pa3Mep, OIpeIeyIeH B
tapugaTta mo wi. 7, ai. 1.

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

Ui 28. (1) Korato npou3BoauTeNsaT Ha U3AENUs 10 Wi 2, an. 1, T. 1 mycka oT cBoe
VM€ Ha Ma3apa W/WiM B JeiicTBUe Ha Teputopusara Ha PenyOnuka boirapus te3u uznenus u e
peructpupas no TeproBeckust 3aK0H, TOM MoJ1aBa 3asiBIEHUE 3a perucTpanus no oopaser 10
M3IBJIHATENHUA qupektop Ha MAJL

(2) KbM 3asBi1€HHETO 32 perucrpanus 1no ai. 1 ce npuiarar:



1. (m3m. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r.) equnen
UICHTH(HUKAITMOHEH KO/ Ha JIPYKECTBOTO;

2. undopmanus 3a 001UTEe TEXHOJOTUYHH W/WJIN aHAJTUTHYHU XapaKTePUCTUKH,
CBBp3aHa ¢ PEAKTHUBUTE, IPOTYKTUTE OT PEAKTUBUTE, KATHOPATOPUTE U KOHTPOJIHUTE
MaTepuay;

3. B cilydaii Ha u37enus oT cnuchlu A, b u uznenus 3a caMoTecTyBaHe -
HAaUMEHOBAaHME, BUJ U MOJIET Ha U3/IETTUETO, aHATUTUYHU U KOTAaTO € HE0OXOAMMO,
JUArHOCTUYHU MapaMeTPH 1O OTHOILIEHUE Ha ChIIECTBEHUTE U3UCKBAHUS, IOCOUCHHU B
HapenouTe 1o 4i. 18, pe3yaTatu oT oleHKaTa Ha JEHCTBUETO 1O I1aBa II'bpBa, pa3aen V;

4. MHCTPYKIHSI 32 ynoTpeda Ha OBITapCKH €3UK;

5. IOKyMEHT 3a IUIaTeHa Takca B pa3Mep, omnpezelieH B Tapudara mo wi. 7, an. 1.

(3) (U3m. - [IB, 6p. 110 ot 2008 r.) IIponsBoautensit, KOUTO OT CBOE UME MMyCKa Ha
rasapa u/uiu B JelicTBue Ha TepuTopusita Ha Penybnuka beiarapus HOBO UH BUTPO
JUArHOCTUYHO MEAUIIMHCKO U3/IEINE, KOTaToO € PerucTpUpaH 1o ThbproBCKUs 3aKOH, M10J1aBa
10 UAJI nokyMeHTanusTa no aj. 2, KakTo ¥ yKa3aHue, 4ye U3JeIUETO € HOBO.

(4) (U3m. - 1B, 6p. 110 ot 2008 r.) 11 BUTPO JUArHOCTUYHO METULIMHCKO U3/IEIHUE €
HOBO, aKO Ha I1a3apa Ha IbprKaBa YiCHKa WIH Ha Abp)kaBa OT EBpomeiickoTo HKOHOMUYECKO
MIPOCTPAHCTBO MPE3 MOCICIHUTE TPU TOJUHU:

1. TakoBa u3enue He € OMII0 MOCTOSTHHO HAIMYHO 33 aHATM3UPAHUTE BEIIECTBA WU
JIPYTHU TTapamMeTpu, WU

2. He e OuJla HaJIM4YHA aHAIMTUYHATA TEXHOJIOTHS, U3IOI3BaHA 32 TaJICHUTE
aHAJIM3UPaHU BEIECTBA UM TTAaPAMETPH.

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

(6) (U3m. - JIB, 6p. 110 ot 2008 r., B cmita ot 21.03.2010 r.) 3asBienuero 3a
peructpanus o an. 1 u 3 ce nogasa B 14-1HEBEH CpPOK OT JlaTaTa Ha MTyCKaHE Ha Masapa
W/WJM IyCKaHe B JICWCTBUE Ha M3AeNusATa Mo Wi. 2, ai. 1, 1. 1.

(7) (M3m. - JIB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) JInmara mo an. 1 u 3 ca
JUTH)KHHU J1a YBEAOMSIT B 14-THEBEH CPOK M3MIBIHUTEIHUS nupekTop Ha MAJI npu:

1. mpoMsiHa B ajipeca Ha yrpaBIeHHE;

2. 3HAYUTEJIHU IPOMEHU B MHPOpMaIUsTa 1o an. 2, T. 2 u 3;

3. (oM. - IB, Op. 110 ot 2008 1., B cuuta ot 21.03.2010 1.)

4. u3TerIsIHE HAa U3JICJIMETO OT Ia3apa.

Yn. 29. (U3m. - /1B, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 1.) (1) B ciywaute mo
1. 10, ajn. 2, KoraTo yIbJIHOMOIICHHST MTPEICTABUTEN € PETUCTPUPaH 1O ThProBCKHsI 3aKO0H,
nonasa 1o MAJI 3asBieHre U mpuIpyKaBaiiara ro JOKyMEHTAIUs 3a U3eNusTa o 4i. 27,
ai. 1 w/vnu o wit. 28, an. 1 unm 3.

(2) YopaHOMOIIEHUAT TipeacTaBuTen mo an. 1 yBegomsisa MAJI mpu Beska mpomsiHa
Ha aJipeca CH Ha YIpaBJICHHE.

Yn. 30. (M3m. - [IB, 6p. 110 ot 2008 1., B cua ot 21.03.2010 r.) 3a Bcuuku usnenus
mo wi. 2, an. 1, 7. 2 m mo wi. 2, an. 1, 1. 3 ot xnac Ila, 116 wnwm 111, mycHatu B nefictBue Ha
teputopusita Ha PenmyOnuka bonrapus, MAJI Mmoxxe 1a nmoucka JaHHH, UACHTUDUIEpAIIN
W3JICTTNETO, €TUKET U MHCTPYKITUS 32 yIoTpeoda.

UYn. 30a. (Hos - IB, 6p. 110 ot 2008 r., u3m. - [IB, 6p. 39 ot 2011 r., B cuna ot
01.01.2012 r.) (1) (U3m. - JIB, Op. 43 ot 2016 1., u3m. - JIB, 6p. 102 ot 2018 r., B crita ot



01.01.2020 r.) U3mbaHuTEIHATA areHIUs 10 JIeKapcTBaTa MOIIbpka Ha UHTEPHET
CTpaHUIIATa CH CITUCHK HA METUIIMHCKUTE U3/IENNs, KOUTO MOTaT J1a ObJIaT 3aIuIaliaHl ChC
cpezacrTBa ot OrokeTa Ha HarpoHanHaTa 3paBHOOCUTYPUTEINHA Kaca, OT JbPiKaBHUS
OrO/KET, M3BBH 00XBaTa Ha 3abJHKUTEITHOTO 31PaBHO OCUTYPSIBAHE, OT OIOJKETA Ha
JedyeOHUTE 3aBEeICHUS 110 WI. 5 0T 3aKOHa 3a JICUCOHUTE 3aBE/ICHUS, KAKTO U ChC CPECTBA HA
JeuyeOHUTE 3aBeIeHUs ¢ AbPKAaBHO M/WIIM OOIMHCKO yyacTtue 1o wi. 9 u 10 ot 3akona 3a
JeueOHUTE 3aBEIICHMS.

(2) CucbkbT Mo an. 1 chabpxa:

1. o0y MACHTH(PHUKAIIMOHHN TaHHU U XapaKTEPUCTUKHA HA MEUIIMHCKOTO H3/ICIHE;

2. cepTu(UKAIIMOHEH U PETHCTPAIIMOHEH CTaTyC Ha MEIUITMHCKOTO U3/ICINE;

3. ThproBcka uHGopMaIHs, BKIOYUTEIHO MPOJaKHA [IEHA 32 MEAUIIMHCKOTO
U3JIeHe, KaKTO U 32 TIPOU3BOAUTEIS/yITBITHOMOIICHHUS MIPEJICTABUTEN WITU ThPTOBEIa Ha
MEIUIMHCKOTO U3JIEIINE;

4. croitnoct 1o wi. 300, an. 1;

5. (moBa - [IB, 6p. 67 ot 2020 r.) Thprocka uHMoOpMaIus, BKIFOYHTEIIHO TPOJaKHA
IIeHa Ha MEIUITMHCKOTO U3JIeNINe, YIOCTOBEPEHA C IOKYMEHT, IIPEICTABEH MPe]] CbOTBETHOTO
MUTHHYECKO YUPEKICHUE, KAKTO U 33 IPOU3BOIUTEIIS/YITBIIHOMOIICHUS TPEICTABUTE,
BHOCHTEIISI WJIH ThProBeIa Ha MEIUIIMHCKOTO U3JIeIHE, KOTaTO MEJIUIIMHCKOTO HU3/ICTIHE Ce
BHACS OT TPETa JIbPIKaBa,

6. (moBa - /1B, 6p. 67 ot 2020 r.) cTOHHOCTTa, HA KOSITO METULIIMHCKOTO U3JIETTUE €
3aruiareHo ot HarmoHamHara 31paBHOOCUTypUTeNTHA Kaca, MUHUCTEPCTBOTO Ha
3/IpaBeOIa3BaHETO, IEYCOHUTE 3aBEICHHUS 10 WI. 5 OT 3aKOHA 3a JICUSOHUTE 3aBEJICHUS U OT
JIeueOHUTE 3aBENICHUS C AbPKABHO W/WIIM OOIIMHCKO yuacTtre 1o wi. 9 u 10 ot 3akoHa 3a
Te4eOHUTE 3aBEACHHUS.

(3) (Hosa - 1B, 6p. 67 ot 2020 r.) MadopmanmsTa 1o ai. 2, T. 5 1 6 € J0CThITHA
caMo 332 MHCTUTYLUUTE W JTUIaTa, KOUTO 3aIUIaIiaT ChOTBETHOTO MEIUIIMHCKO U3/,
WucTutynmuTe U tMnaTa mo ai. 2, T. 6 HaMaT paBo Jia MPEeJI0CTaBAT NOoJTydYeHaTa
nHbOpMaNKs Ha TPETH JIUTA.

(4) (U3m. - [IB, 6p. 102 ot 2018 1., B cuna ot 01.01.2020 r., mpeaumina ai. 3, u3M. -
B, 6p. 67 oT 2020 r.) YcnoBusTa U pebT 3a BKIIOYBAHE HA MEAUIIMHCKY U3/ B
CHHCHKa Mo al. 1, 3a mpeocTaBsiHe U ChbXpaHsIBaHE HAa WH(OpMAaLIUATA IO aj. 2, KaKTo U 3a
MOJITBPYKAHETO U JIOCTHITA JI0 CITUCHKA TI0 all. 1, ce onpenensT B Hapeada, u3aajieHa ot
MUHUCTHpA Ha 3/]paBEOMa3BaHETO.

(5) (Ilpenumrna an. 4 - /1B, 6p. 67 ot 2020 r.) He ce 3ammamar cbhc cpencraa mo ai. 1
MEIUIIMHCKHU U3AeNUs U3BBH CIUCHKA M0 all. 1.

Ui 306. (Hos - IB, 6p. 39 ot 2011 r., B cuna ot 01.01.2012 r.) (1) AwpxaBara
€XKEroJIHO OMpeJIeNsl CTOMHOCTTA, 10 KOSTO C€ 3aliaar MeAUIIMHCKUTE U3/1eTHs, BKIFOUSHU
B crichbKa 1o 4. 30a, ain. 1.

(2) (U3m. - [IB, 6p. 67 ot 2020 r.) YcrnoBusiTa 1 peAbT 3a ONpeesiHe Ha CTOIHOCTTa
Ha MEJUIIMHCKUTE U3JeNus 1o aj. 1 ce onpenensaT B HapenOaTa mo uwi. 30a, ai. 4.

(3) (Homa - 1B, 6p. 67 ot 2020 r.) C Hapeabara no 4. 30a, aj. 4 ce onpeaensr u
YCIIOBHUATA M PEABT 32 OTPECIITHe Ha CTOHHOCTTA, JIO KOSITO CE 3aruiaiar MOMOITHUTE
CpeICTBa, MPUCTIOCOOIEHUATA U ChOPHKEHUATA 33 XOpaTa C YBPEKAaHUS ChC CPEACTBA IO UII.
23, an. 1, 1. 11 ot 3akoHa 3a 31paBHOTO OCUTYpSIBaHE.

Yn. 31. (1) (Orm. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 1.)
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(2) (U3m. - JIB, 6p. 110 ot 2008 r., B cmuma ot 21.03.2010 r.) M3neaauTenHaTa
areHuus 10 JIeKapcTBaTa BOAU PETUCTHP, KOUTO ChABPXKA:

1. HOMep U J1aTa Ha perucTparus;

2. HaMMEHOBaHME, BUJ] U KJIaC HA METULIUHCKOTO U3/EIINE;

3. UMe U aJpec Ha yIpaBjeHUE Ha 3asBUTENA 1Mo wi. 27, an. 1, wi. 28, an. 1 u 3 u u.
29, an. 1;

4. nata Ha 3aJlMYaBaHe HAa MEAUIIMHCKOTO U3/ENUE OT PerucThpa U OCHOBAHUETO 32
TOBA,

5. 3a0eex Ky Mo BIUCAHUTE OOCTOATEIICTBA.

(3) (U3m. - 1B, 6p. 110 ot 2008 r., B cuuna ot 21.03.2010 r.) MU3nbaauTennara
areHLus o JIeKapcTBaTa MPeI0CTaBs JaHHU 3a PETUCTpaLlMATa Ha U3AenusiTa no ui. 27, an. 1,
wi. 28, an. 1 1 3 u no wi. 29, an. 1 npu nouckBaHe OT peryJaTOPHU OPraHu Ha IpyTru
JbPKABU YJICHKU WIN OT PETyJIaTOPHU OPTaHU Ha Abp>KaBH OT EBpomneiickoTo HKOHOMUYECKO
MPOCTPAHCTBO U OT EBporielickara KOMUCHS.

I'naBa Tpera.
KJUMHUYHU UBIIUTBAHUSA HA MEJAULIUHCKH U3JEJIUS

Pasznen I.
OO0uu paznopendu

Y. 32. (U3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Knuanuno
M3MUTBaHE ¢ MEAUIIMHCKH U3ACNUsS 110 Wi. 2, al. 1, T. 2 u 3 ce mpoBex/aa ¢ 1ed:

1. HOTBBpXK/IaBaHe, Ye IPU HOPMAITHYU YCIIOBHS Ha YIIOTpeOa M31ETHETO U3IThIHSBA
€/THA WJIM TTOBEYE OT (PYHKIIMHUTE, ONPEACIICHU OT IPOU3BOIUTEIIS;

2. uIeHTU(PUIIMPAHE HA HEXKEJIAaHU CTPAaHUYHU e(DEeKTH IIPU HOPMAaJIHH yCIOBUS Ha
ynotpeba Ha U3EIHETO;

3. mpereHKa JOKOJIKO UICHTH(HUIIMPAHUTE HeXKEJIaHU CTPAaHUYHU e(DeKTH ca B
paMKHTE Ha MPUEMIIHBHSI PUCK, TIPEIIEHEH CIIPSMO IT0JI3aTa OT MPEIBUICHOTO
MpeHa3HauYeHUE Ha U3JIEIHUETO.

Uin. 32a. (Hos - JIB, 6p. 110 ot 2008 r., B criia ot 21.03.2010 r.) OuensiBaneTo Ha
KIMHUYHUTE JaHHU OT U3MHUTBAHETO CEe U3BBPIIBA MPHU YCIOBHS, ONPEIEICHN B Hapeaoara o
ui. 48, ai. 2.

UYn. 33. KnuHUYHO U3MUTBAHE Ce MPOBEK/A B JIEUCOHU 3aBE/ICHHUS M0 CMUCHJIA Ha
3akoHa 3a JIeucOHNUTE 3aBEACHNU.

Y. 34. (1) KnuHM4YHOTO M3NUTBAHE C U3AENUATA 10 WI. 32 ce MpoBeXkaa pu
Cria3BaHe Ha OCHOBHUTE MMPUHIIUIH, KOUTO FapaHTHPAT IpaBarta, 0€30MacHOCTTa, 3[JpaBEeTO U
YOBEIIKOTO JOCTOMHCTBO HA YYACTHULIMTE B U3IIUTBAHETO, ONpeAcieHH B Jlekiapanusra ot
XeN3UHKY 32 €TUYHUTE IPUHLIMIIM IPY MPOBEXKAaHE HAa KIMHUYHU U3MUTBAHUS BBPXY X0pa.

(2) IIpaBara, Ge30macHOCTTa U 3APAaBETO HA YYACTHULIUTE B KIMHUYHOTO U3MUTBAHE
ce MOCTaBAT HaJl MHTEPECUTE Ha HayKaTa U OOIIEeCTBOTO.

(3) KnuanuHOTO M3MUTBaHE ce MpeanprueMa 1 MpoBexX/a, Py yCIOBUE Ue
IIPEJBUANMUTE MOJI3U 33 YYACTHUKA U 33 OOIIECTBOTO OIPABaBaT PUCKOBETE.



(4) KnuanuHOTO M3NMTBaHE TPsiOBa /1a ce TIaHupa Taka, ue Hey100CTBOTO, OOJIKaTa,
CTpaxbT U APYTUTE MPEABUINME PUCKOBE BHB BPB3Ka ChC 3a00JIIBAHETO J1a Ca CBEJICHU JI0
MUHHMYM H TIparbT Ha PHCKA U CTENIEHTa Ha (u3nuecka 00JIKa Jia ca MPeBApUTEITHO
OTIpeJIeJICHH U JIa MOIJIekKAT Ha MIOCTOSTHEH KOHTPOJI 110 BpeMe Ha M3IMUTBAHETO.

(5) He ce nonycka npenocraBsiHe Ha ()MHAHCOBH WJIH JAPYTH CTUMYJIH 32 BKIIFOUBaHE
Ha Y4aCTHUIHU B KIMHUYHOTO U3NHUTBAHC OCBCH KOMIICHCAIIUH (pa3x0111/1 34 I'bTHU, JHCBHU U

TPYTH).

Y. 35. (Otw™. - [IB, 6p. 110 ot 2008 r., B cruta ot 21.03.2010 1.)

Ui 36. (1) (U3m. - JIB, 6p. 17 ot 2019 1.) [{sanaTa uadOpMaIus OT KIMHHIHO
M3IUTBAHE CE 3aIMCBa, 00pabOTBa U ChbXpaHABA M0 HAYMH, KOMTO OCUTYpsIBa TOYHOTO M
JIOKJIaJIBaHE, UHTEPIPETUPAHE U OTBbPKAaBaHe. JInuHUTe JaHHU HA YYACTHUIIUTE B
KIIMHUYHOTO M3IHMTBAHE CE ChXPAHSBAT CHITIACHO M3WCKBAHUSATA 32 TSIXHATA 3aIUTA.

(2) (U3m. - [IB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) JlokymeHTanusITa 110 a.
1 ce cpxpaHsiBa OT TJIaBHUS WM KOOPMHUPALIHS U3CIIe1oBaTen 3a cpok 20 roIuHu OT Jarara
Ha MPUKIIIOYBAaHE Ha KIIMHUYHOTO U3MUTBAHE U C€ MPE0CTaBs MpH MOoMcKBaHe Ha ETuuHaTa
KOMUCHS 32 KIIMHUYHU U3nuTBaHus 1o wi. 103, an. 1 ot 3akoHa 3a j1eKapCTBEHUTE NPOAYKTU
B XyMaHHaTa MeaunHa u Ha MAJL

Ui 37. (1) KnuHnyHO M3NMTBaHE HA U3/ENuUATa 1O 4. 32 ce AO0IyCKa caMO BbPXY
JHLe:

1. Ha KOETO e mpenocTaBeHa MPEIBAPUTEIIHO MMCMEHA HH(POPMAITUS 3a CHIIHOCTTA,
3HAYEHHETO, TTOCIE/ICTBHUATA U €BEHTYAIHUTE PUCKOBE Ha KIMHUYHOTO M3MIUTBAHE U B
pas3roBOp C JIeKap WM JIeKap 0 JeHTaTHa MEIUIIHA - WICH Ha U3CIIeIOBATEIICKHS eKHII, Ca
My pa3siCHEHU LIeJTUTe, PUCKOBETE, HEy100CTBaTa Ha U3MUTBAHETO U YCIOBUATA, IPU KOUTO
II€ Ce MPOBEXKIA;

2. K0eTo € HH(POPMHPAHO 32 MPABOTO CH J1a CE OTKaXKe 10 BCSIKO BpEMe OT
M3IUTBAHETO, O€3 TOBA Jla UMa OTPUIIATEITHH ITOCIIEICTBHUS 32 HETO;

3. KO€To € /1aJ10 JINYHO MUCMEHO MHPOPMUPAHO ChITIaCHE 32 yyacTue.

(2) KoraTo nuiiero e HecrmocoOHO J1a U3pa3u MUCMEHO ChIUIacue, TO MOXKe /1a Jajie
YCTHO ChIJIacue B MIPUCHCTBUETO HA HE3aBUCUM cBUeTeN. CBUIETENAT y10CTOBEPSBA
MUCMEHO, Y€ JINIIETO € U3Pa3HII0 JINYHO HHPOPMHUPAHO ChIIIacHe 3a YIaCTHE B KIMHUYHOTO
U3IUTBaHE.

(3) Camo aeecniocoOHO NUIIe, KOETO pa3dupa CHITHOCTTA, 3HAYEHUETO,
MOCTIE/ICTBUATA U €BEHTYaJIHUTE PUCKOBE OT KIIMHUYHOTO U3MUTBAHE, MOXKeE Ja J1a/ie
nH(popMupaHo cbriacue mo ai. 1, T. 3 u an. 2. UapopMupaHOTO ChIIacHE 3a yUacTUe B
KJIMHUYHO U3MUTBaHE MOXe Jia ObJie OTTETJIEHO M0 BCIKO BpeMe 0e3 OTpHUIaTeIHU
MOCTIC/ICTBHS 32 JIMIIETO.

(4) KnuHMYHOTO M3MUTBaHE BHPXY OTPAaHUYEHO JIeeCIOCOOHO MIBJIHOIETHO JIUIE
MOJKe J1a c€ IPOBEXKIA CIIel oJTydYaBaHe Ha MUCMEHO HHQOPMHUPAHO ChIIIache OT JIUIETO U OT
3aKOHHHS My TpesicTaBuTen. Ha orpannyeHo 1eecriocoOHO MbJIHOJIETHO JIMIIE CE MPeI0CTaBs
nHpopmanura o ai. 1, T. 1 B CbOTBETCTBUE C HETOBAaTa CIIOCOOHOCT 3a pa3dupaHe.
W3pruHOTO My JKeJIaHUE J]a c€ OTTETIM MO BCAKO BpeMe OT KIIMHUYHOTO U3MUTBaHE TpsiOBa aa
ObJIe B3€TO MPENBU] OT U3CIIEIOBATEINSI, TP HEOOXOAMMOCT - OT TIIABHUS U3CIIEI0BATEIL.

(5) Undopmupano chriacue 3a HeAeeCoCOOHO MBJIHOJIETHO JIUIE MOJKE J1a 1aje
3aKOHHUAT MY IIPENCTaBUTEIL.



(6) B cayuanTe 1o ui. 162, an. 3 oT 3akoHa 3a 3apaBeTO HHPOPMUPAHO CHIIIACHE
JlaBa Ha3HAYEHOTO OT Ch/A JIMLIE.

Y. 38. (1) KnuHUYHOTO M3NUTBAaHE BHPXY MaJIOJIETHO JIUIIE MOXKE J1a CE IMTPOBEXK1a
Clie/ IoJTyyaBaHe Ha MUCMEHO HHPOPMHUPAHO ChITIACHE OT 3aKOHHHUTE MY MPEACTaBUTEINH - OT
JBaMaTa poJUTENH UM OT HACTOMHHMKA Ha JIUIETO, PU ClIa3BaHe U3UCKBaHUATA Ha 4il. 37,
ain. 1, 7. 1 u 2 nan. 3. Korato equHUAT pOANUTEN € HEU3BECTEH, IOYMHAJ WU € JIMIIEH OT
POIIUTENICKH MpaBa, UK HE ca My MPEeI0CTaBEeHHN TaKKMBa IpaBa B CIIy4auTe Ha pa3Bo/l,
MUCMEHO UH(OPMUPAHO CHITIACKE JIaBA POJUTEIAT, KOUTO YIPaKHABA POJUTEICKUTE MIPaBa.

(2) KnuHUYHOTO M3NUTBaHE BbPXY HEMBIHOJIETHO JIHUIIE MOXKE J1a CE MIPOBEXKIA CIe]
MoJIyyaBaHe Ha MMCMEHO HH(POPMUPAHO ChITIACHE OT JIMLETO U OT 3aKOHHUTE MY
MIPEICTaBUTENHN - OT ABaMaTa POJUTENN WIH OT MONEUYUTENS MYy, IPU ClIa3BaHe U3UCKBaHUATA
Hawi 37,an. 1, 1. 1 u 2 u an. 3. Koraro equHUAT poauTeN € HEU3BECTEH, MOYMHAI UITU €
JUIICH OT POJUTENICKH [IpaBa, UM He ca My MPeI0CTaBeHH! TaKMBa MpaBa B CIIy4auTe Ha
pa3BoJl, MUCMEHO MHPOPMUPAHO ChITIACHE JaBa HEMTBIHOIETHOTO JIUIIE U POTUTEIST, KOHTO
yIpaxHsIBa POAUTEIICKUTE MpaBa.

(3) Ha ManoneTHOTO WM HEMI'BJIHOJIETHOTO JIMIE C€ PEAOCTaBs HH(MOPMAIIHS 3a
CBIIIHOCTTA, 3HAYCHHUETO, ITOCIECTBUATA, €BEHTYAIHUTE PUCKOBE U MOJI3UTE OT KIMHUYHOTO
M3MUTBAHE MO pa30MpaeM 3a HEro HauMH OT JIeKap ¢ IpU3HaTa CHEUAIHOCT 110 IETCKU
00J1ecTy WK IETCKU TICHXOJIOT.

(4) Ceriacuero Ha pOAMTENINTE WM HACTOMHMKA TPsiOBa Ja MpeCcTaBisIBa
MpeJroiaraemMara BoJisi Ha MaJIOJIETHOTO JIMIIE U MOKe Ja ObJie OTTEIJICHO 10 BCAKO BpeMe
IIpU MPOBEXKAHE HA KIMHUYHOTO M3MUTBAaHE 0€3 OTPHUIIATEIIHHU ITOCIIEACTBUS 32 MAJIOJIETHOTO
JUIE W/UITH 32 TSIX.

(5) Cprimacuero Ha HEMBIHOJIETHOTO JIMIE U HA POJAUTEIIUTE WU Ha TOTICUUTENS
MO3Ke Ja Ob/Ie OTTETJIEHO 10 BCAKO BpEMeE B Mpolieca Ha MPOBEXkIaHe HA KIMHUYHOTO
U3NUTBAaHE O€3 OTPULATEIHU MTOCIEICTBUS 32 TAX.

Y. 39. PemrenuneTo 3a BKIIOYBAHE B KJIMHUYHO M3IUTBAHE HA MaJIOJICTCH,
HCITBJIHOJICTCH, HGI[CCCHOCO6GH HJIN OTPaHNYCHO I[@CCHOCO6GH II'BJIHOJICTCH NAaIMCHT, KOIraToO
HC MOXC Ja C€ B3EMC CIICIIIHO HHq)OpMHpaHO ChI'1aCuc OT pOI[I/ITCJ'H/ITe/pO)II/ITeHH N
CHOTBETHO OT HACTOMHHUKA MJIX OT IIOIICYUTENS H KOraTo HCIIOCPCACTBCHATA LICII € CITaCsABaHC
Ha )XUBOTa MYy, C€ B3CMa Hali-MajKo OT JiBaMa JICKapu, HE3aBUCHUMU OT BB3JIOKUTCIIA U OT
TJIaBHUA UKW KOOpAWHUPpAIIUA U3CJIICA0BATCII.

Yn. 40. (1) Knuan4HO M3NUTBaHE BHPXY OpEMEHHHU MOXKE J1a Ce MPEeANnpUeMe 1
MPOBEXK/IA MPH CMa3BaHE M3MCKBAHUSTA HA Wi. 37 caMo B ClIydauTe, KOraTo HsIMa JI0Ka3aHu
JPYTU AITEPHATUBHU METOJM 33 U3BBPIIBAHE HA IUATHOCTUKA WJIU JICUEHUE U KOraTO TOBA HE
3acTpalliaBa )KHBOTa U 3paBETO Ha OpeMEHHATa U )KU3HECTIOCOOHOCTTA Ha IJI0/IA.

(2) PemenueTo 3a BKJIIOUBAaHE B KIIMHUYHO U3MUTBAHE B CIlydauTe Mo al. | ce B3ema
OT JIeKapCcKa KOMUCHS, ChCTaBEHA OT CIICIIHAINCTH, HE3aBUCUMHU OT BB3JIOKHUTEINS U OT
TJIABHUS/KOOPAWHUPAILUS U3CIIeI0BATEIL.

Y. 41. (1) ITo BpeMe Ha U3NUTBAHETO YYACTHUKBT MPHU MOMCKBAHE MOJTy4aBa
JOM'BJIHUTENTHA HH(POPMALIKS OT HE3aBUCUMO OT BB3JIOKUTENS JIUIIE.



(2) Iucmenara nndopmarus, MpeaocTaBsiHa Ha YYACTHUIIUTE B KIIMHUYHO
W3MHUTBAHE, ChIbPKA JAHHU 32 KOHTAKT C HE3aBUCUMOTO JIUIIE 1O ail. 1.

Ui 42. (1) ITpu npoBexaaHe Ha €THOLIEHTPOBO WJIM MHOTOLICHTPOBO KIMHUYHO
U3NUTBAHE Ha TepuTopusaTa Ha Penybnuka bearapus, Korato Bb3JI0KUTENAT HE € YCTAHOBEH
Ha TepuTopusTa Ha EBpornelickus chi03 WM Ha TEPUTOPUSTA HA AbpkaBa oT EBpomeiickoTo
MKOHOMMYECKO MPOCTPAHCTBO, TOM yII'bJIHOMOLIaBa CBOW IIPEJICTABUTEI, YCTAHOBEH HA
teputopusTa Ha PenyOnuka brirapus.

(2) (U3m. - 1B, 6p. 110 ot 2008 r., B cruta ot 21.03.2010 r.) Ilpu npoBexaane Ha
MHOTOIICHTPOBO KJIIMHUYHO M3IUTBaHE Ha TepuTopusta Ha PenyOiuka bbiarapus u Ha
TEPUTOPHUSTA HA IPYTa AbPKaBa WICHKA/IbPKaBH WICHKH, U/UJIM HA TEPUTOPUATA HA
IbpaKaBa/AbprkaBu OT EBponeiickoTo HKOHOMUYECKO MTPOCTPAHCTBO, U/UIIUM HA TEPUTOPHITA
Ha TpeTa JAbpKaBa, KOraTo Bb3JIOXKUTENAT HE € YCTAHOBEH Ha TepuTopusiTa Ha EBponelickus
CbhI03, TOW yITBJTHOMOIIIaBa CBOH MPEJCTaBUTEN, YCTAHOBEH Ha TEPUTOPUATA HA IbPKaBa
YWICHKA WIM IbpKaBa OT EBpONENCKOTO NKOHOMHYECKO MTPOCTPAHCTBO.

(3) YbIHOMOIIEGHHUAT IPEACTaBUTEN 1O aji. | uiu 2 HOCH OTTOBOPHOCT 3a
MPOBEKIAHETO HA KIIMHUYHOTO M3MUTBAHE HA TepuTOpusiTa Ha PermyOnuka brarapus
CBIJIACHO JICWCTBAIOTO 3aKOHOIATEJICTBO.

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

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

(6) (Ot™. - IB, 6p. 110 ot 2008 1., B cwura ot 21.03.2010 1.)

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

Ui 43. (U3m. - 1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) (1) Knuauunoto
U3IUTBaHE C€ U3BBPILBA 0] PbKOBOJCTBOTO Ha U3CJIEI0BATEIL.

(2) KoHTponbT BbpXY KIMHUYHOTO U3MUTBAHE CE U3BBPIIBA OT BBH3JIOKUTEINS UIH OT
YI'BJIHOMOUIEHUSI My TIPEJCTAaBUTEN 1O 4il. 42, an. 1 Uiy 2, Wi OT Ha3HAYEHO OT HEero JIUIIE -
HaOroAaBall.

(3) 1o Bpeme Ha KIIMHUYHOTO M3MMUTBAHE JIEKap, CbOTBETHO JieKap MO ACHTaJIHA
MEAUIIMHA, TPOCIIeIBa 3/[paBOCIOBHOTO ChCTOSIHUE HA YYACTHHUKA U IPU HEOOXOAUMOCT
npearnpuemMa CbOTBETHUTE METULIMHCKH MEPKH.

(4) N3uckBaHuaTa KbM BB3JIOKUTENS, TTIABHUS WM KOOPIUHUPALIHS U3CIIE0BaTEN
U KbM HaOIOJaBalMsl U TEXHUTE 33 JbJDKEHUS TP NMPOBEXk/1aHEe Ha KIMHUYHOTO U3MUTBAHE
ce OompeesT ¢ Hapeaobara mo wi. 48, an. 2.

Un. 44. (1) Bp3m0KUTEAT U TTIABHUAT WIH KOOPIUHUPALTUAT U3CIE0BATEI
CKJTIOYBAT JIOTOBOP 32 3aCTPaxOBKa, MOKPUBAIA OTTOBOPHOCTTA UM 32 MMPUYNHEHUTE P WIIN
IO TMOBO/I MPOBEKIAHETO HA KIIMHUYHOTO U3MUTBAHE HEMMYIIIECTBEHU U UMYIIIECTBEHU BPEIU
Ha YYaCTHHIIHTE.

(2) (U3m. - [IB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) Bp3noxxurenst Hocu
OTTOBOPHOCT B CJIyYaid Ha YBpEX/IaHe Ha 37PaBETO WM Ha CMBPT, TPUYWHEHH TIPH WA 110
MOBO/T TPOBEXTAHETO HA KIMHUYHOTO U3MHUTBAHE, KOTaTO U3MUTBAHETO € MPOBEXKIAHO
CBITIACHO M3MCKBAHMSTA U TIPOIEAYPHUTE HA 0J00peHHs OT ETHYHaTa KOMUCHS 332 KIIMHUIHH
m3nuTBanus 1o wi. 103, an. 1 ot 3akoHa 3a JeKkapCcTBEHUTE MPOAYKTH B XyMaHHATa METUIIMHA
IUIaH.

(3) (U3m. - [IB, 6p. 84 ot 2018 1., B cmma ot 12.10.2018 r.) [maBHUAT wiu
KOOPJAMHHUPAILTUAT U3CIICOBATE HOCH OTTOBOPHOCT B CIydail Ha yBPEXKIaHE HA 3/IPABETO WU



Ha CMBPT, MPUYUHEHHU TIPH WK 110 TIOBOJT TPOBEKIAHETO HA KIMHUYHOTO U3IHUTBAHE, KOTAaTO
HE ca CMa3eHH M3MCKBAHUSTA U MPOLICypUTE Ha 0100peHus oT ETndHaTa KoMucHs 3a
KJIMHUYHU W3nUTBaHuA 1o wi. 103, an. 1 ot 3akoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHaTa
MEJHIMHA TUIaH.

Pazpea 11.
Paspenenne 3a npoBe:xx1aHe Ha KJIMHUYHO U3NUTBaHe

Y. 45. (1) (U3m. - JIB, Op. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Knuanunure
M3NUTBAHUA Ha METULIMHCKY U3Jeius 1o wi. 2, ait. 1, T. 3 ot kiac I, Ha ummiantupyemu
MEIUIIMHCKHU U3eNUs U Ha MHBa3UBHU MEIUIIMHCKU U3JIENHS 32 MIPOIBIKUTENHA yIIoTpeOa
mo ui. 2, an. 1, 1. 3 or knac Ila mm 110 n Ha m3genusita mo 4iI. 2, ai. 1, T. 2, KOKUTO ce
MPOBEXKIAT Ha TepuTopusTa Ha PemmyOinka bbarapus, Morar ga 3anmoyHat ciie/l oJry4aBaHe
Ha pa3pelieHue oT u3nbJHuTenHus qupexrop Ha MAJL, uznaneno cinen nocreibade B MAJI
Ha TIOJIOKUTENIHO CcTaHOBUIIEe OT ETnyHaTta kKoMucHs 3a KIMHUYHU U3MUTBAaHUS 10 wi. 103,
ann. 1 or 3akoHa 3a JIEKApCTBEHUTE MPOJYKTU B XyMaHHATa MEAUIIMHA.

(2) (U3Mm. u gom. - JIB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Knmiuanunure
M3NUTBAHUS Ha METUIIMHCKHU U3JEHS, Pa3JIMYHU OT TE€3U 1O ajl. 1, KOUTO Cce MPOBEXAAT HA
TeputopusaTa Ha PenyOmuka bbiarapus, MoraT ia 3aro4Har ciej yBeIOMsIBaHE Ha
n3IbIHUTENHUS aupektop Ha MAJL, koraTto koMucusTa no etuka no ai. 1 e nana Ha MAJI
MIOJIO)KUTETTHO CTAaHOBHIIIE.

(3) Pasnopenoute Ha an. 1 1 2 ce npuarar u 3a MEIUIIMHCKY U3/I€NUs C HAaHEeCeHa
"CE" MapkupoBKa, KOraTo KJIMHUYHUTE U3MUTBAHUS CE MPOBEXKIAT C LI€J CMSHA Ha
MpeAHa3HAYECHUETO UM.

Y. 46. (U3m. - JIB, 6p. 84 ot 2018 1., B cua ot 12.10.2018 r.) Bb3noxkurensat win
TJIABHUAT WM KOOPIUHUPAITUAT H3CIICI0BATEN TI0/]aBa 3asSBICHIE 32 YBEIOMSIBAHE WU
paspelaBaHe 3a MpOBEXIaHe Ha KITMHUYHO u3nuTBaHe 10 MAJL

Un. 47. (Otw™. - [IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 1.)

Y. 48. (1) (U3m. u gom. - JIB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 1.) 3a
MoJTy4yaBaHe Ha CTAHOBUIIE OT KOMHUCHSTA O Wi. 45, aj. 1 TJIaBHUAT, CbOTBETHO
KOOPJIUHUPALTUAT U3CIEI0BATEN WK BB3IOKUTENAT, ipeacTans B AJL:

1. aTMUHHUCTpATUBHA IOKyMEHTAITHUS;

2. uadopmanus 3a y4acTHUK;

3. TOKyMEHTAIUs 3a IJIaHa Ha U3MUTBAHETO;

4. TOKyMEHTalMs 33 U3NUTBAHOTO MEIUIIMHCKO U3JIETUE;

5. TOKyMEHTAIUS 32 TEXHUYECKUTE Bb3MOKHOCTH Ha JICYEOHOTO 3aBE/ICHUE U
npodecroHanHaTa KBaJu(pUKaIus Ha H3CJIeOBATEIICKUS SKHIT,

6. M3TOYHUK Ha (PUHAHCUpPAHE U AIMUHUCTPATHBHA OpraHU3aIisl Ha U3IMUTBAHETO.

(2) CpappkaHueTo Ha JOKYMEHTAIMATA 110 all. 1 ce onmpe/ens B Hapenda Ha
MUHHCTBpA Ha 37IpaBEONa3BaHETO.

(3) (U3m. - ]IB, 6p. 84 ot 2018 1., B cmia ot 12.10.2018 r.) Koraro komucusTa mo
ui. 45, an. 1 ycTaHOBH, 4€ IOKYMEHTAlMATA 1O al. | € HelbJIHA, TS YBEAOMSIBA 3aABUTENS B
14-nHeBeH CpOK U My JjaBa CPOK 3a OTCTpPaHSIBAHE HA HEMIBIHOTHUTE.



(4) (U3wm. - JIB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 1.) Komucusra mo . 45, ai.
1 u3rotBs cranoBuiie B 30-1HEBEH CPOK OT IIPEICTABSIHETO HA BAJIUJIHA JJOKYMEHTAIHS,
KoeTo npenocrans Ha MAJL.

. 49. (Otw™. - [IB, 6p. 84 o1 2018 ., B cuna ot 12.10.2018 1.)

Ui 50. (1) (U3m. - [IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r., mom. - JIB, Op.
84 ot 2018 ., B cuma ot 12.10.2018 r.) 3a momyuaBaHe Ha pa3pelicHUe 3a MPOBEXKIaHE Ha
KJIIMHUYHO U3MUTBaHe Mo wi. 45, an. 1 eAHOBpeMEHHO ¢ JOKyMEHTalusaATa 1o 4. 48, ai. 1
BB3IOKUTENAT oaasa 1o MAJI 3asBneHue no odpasell, NpUAPYKEHO ChC CleqHaTa
JOKYMEHTAITHSI:

1. uaeHTUPUKAIIMOHHU JAHHU 32 MEAUIIMHCKOTO U3/eNIne Ha XapTHUEH U eJIEKTPOHEH
HOCHTET;

2. J1aH Ha KIIMHUYHOTO U3MUTBAHE;

3. Oporrypa Ha U3ClIeI0BATENS;

4. TOKyMeHTallUs 32 MoJlyyaBaHe Ha HHPOPMUPAHO ChIIACUE;

5. mexaparnys OT MPOU3BOAUTEIS AaJM ChOTBETHOTO U3/IENIUE MOXKeE /1a Oble
ONPEACIICHO KaTO U3JeJIHe 1Mo wi. 3, T. 2, 3 unu 4;

6. Aexnapanus OT IPOU3BOAUTENS AU IIPU IPOU3BOCTBOTO HA U3/IEIUETO 10 WiI. 2,
an. 1, T. 3 e U3NMoON3BaHa HEXXU3IHECTIOCOOHA KUBOTUHCKA ThKaH WM HEXXU3HECTIOCOOHU
MIPOYKTH, ITOJIY9CHU OT KUBOTHHCKH THKaHU;

7. UMeHaTa Ha U3CcJeI0BaTeNIUTe, Ha TJIABHUS UJIU TJIABHUTE W3CIIEA0BATEIH WU HA
KOOPJAMHUPALIUS U3CIIeI0BaTeNl, KAKTO U HAMMEHOBAHHUETO U aJipeca Ha JIeueOHUTe
3aBe/IeHHs, B KOUTO CE MPOBEX/Ia KIMHUYHOTO U3IHUTBAHE;

8. HauaHa, KpaiiHa ata u rpaduK Ha MPOBEKIAHUTE U3CIICABAHUS;

9. (orm. - IB, Op. 84 o1 2018 1., B cumnma ot 12.10.2018 1.)

10. nexnapauusi, 4e METUIIMHCKOTO U3/IEJINE CbOTBETCTBA HA MPHIIOKUMUTE
CBHILIECTBEHU M3UCKBAHUS, C U3KIIOUCHHE Ha Te3U, KOUTO ca 00EKT Ha KIMHUYHOTO
W3MHATBAHE, ¥ Y€ ca MPEABUICHN BCUIKH TPEIa3Hu MEPKH, HEOOXOIUMHU 3a 3allUTa Ha
3/IpaBeTo U 06€30MacHOCTTa Ha YYACTHUIIUTE B M3MUTBAHETO U HA U3CIIEOBATEIICKHUS EKHUIL;

11. noroBop 3a 3acTpaxoBKa, HOKpUBaIlla OTTOBOPHOCTTA HA U3CIIEA0BATENS U Ha
BB3IIOKUTENS 32 MPUIMHEHUTE UMYIIECTBEHH U HEUMYIIIECTBEHU BPEIU Ha YUACTHUIIUTE B
W3MHATBAHETO MPH WK TI0 TTOBOJT IPOBEXKTaHE HA KJIMHHYHOTO U3ITUTBAHE;

12. mpoeKT Ha JOTOBOP MEXKIY BB3JIOKUTENS U Ie4eOHOTO 3aBEICHHE;

13. 1OKyMEeHT 3a IuUIaTeHa Takca B pa3Mmep, onpejelieH B Tapudara mo ui. 7, aiu. 1.

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

(3) (U3wm. - [IB, 6p. 110 ot 2008 r., B cruta ot 21.03.2010 r., ot™. - JIB, Op. 84 ot
2018 r., B cuma ot 12.10.2018 1.)

(4) (U3wm. - [IB, 6p. 110 ot 2008 r., B cruta ot 21.03.2010 r., ot™. - JIB, Op. 84 ot
2018 r., B cuma ot 12.10.2018 1.)

(5) (Hosa - 1B, 6p. 110 ot 2008 ., B cusna ot 21.03.2010 r.) ChabpxaHueTO HA
JOKyMEHTaIusATa 1o an. 1 ce onpexens ¢ HapeabaTa mo wi. 48, an. 2.

Un. 51. (1) 3mpaHUTETHATA areHIMs 110 JIEKapCTBaTa OIEHsIBA MMO/1aJieHaTa
JoKyMeHTanus 1o 4. 50 B 60-1HEeBEH CpoOK OT JaTaTa Ha MOJIaBaHETO I.

(2) U3m. - 1B, 6p. 110 o1 2008 1., B cuna ot 21.03.2010 r.) U3nbanuTennara
areHIus Mo JIeKapcTBaTa MOXKe Jia MOUCKa AOMBIHUTENHA HH(OpMAIIKs, CBbp3aHa ¢
JTOKyMeHTarusATa mo 4i. 50, am. 1.



(3) B cayuaunte mo aint. 2 60-THEBHUSAT CPOK CIHPA JIa TE€YE 10 MPEICTABIHETO HA
HCKaHaTa JIOKYMEHTAIIHS.

(4) Uzmpaautennusat aupexktop Ha MAJI B cpoka mo an. 1 yBeaoMsiBa TUCMEHO
BB3JIOKUTENS, Ue:

1. pa3pemiaBa NpoBekIaHETO HAa KIMHUYHOTO U3NUTBAHE, WU

2. U3MUTBAHETO HE MOXKE Ja OBb/Ie MPOBEICHO, KATO IIOCOYBA MOTHBHTE 32 OTKA3a.

(5) B cayuauTe 1o ai. 4, T. 2 BB3JOKUTEIAT MOKe B 30-THEBEH CPOK OT JaTaTa Ha
yBeJIOMJICHHETO JAa npeactaBu B MMAJI 3asBneHue, IpOMEHEHO B ChOTBETCTBUE C U3JIOKEHUTE
MOTHBH 32 HEMpUEMaHe Ha MPOBEXKAAHETO Ha KIMHUYHOTO U3MHUTBAHE.

(6) B 30-nHeBeH cpok OT JlaTtata Ha MPeACTaBsiHE HAa IPOMEHEHOTO 3asIBJICHUE T10 aJl.
5 MAJI yBenomsiBa TUCMEHO BB3JIOKUTEIIA, Ue:

1. pa3zpemaBa mpoOBEX/IaHETO HA KIIMHUYHOTO U3MHUTBAHE, WIH

2. U3NUTBAHETO HE MOXKE Ja Ob/Ie MIPOBEICHO, KATO IIOCOUBA MOTHBHUTE 32 OTKa3a.

(7) Ilpenuc oT pa3penIeHUETO 3a IPOBEXKAAHE HA KIMHUYHOTO U3IIUTBAHE CE
U3Mparia B Je4eOHOTO 3aBeCHHE, TOCOUYEHO B 3asiBlieHHeTO 1o wi. 50, ai. 1.

(8) IIpu HenpousHacsiHE B CpOKa MO ajl. | BB3IOKHUTEISIT MOXKE Ja 3aII04HE
W3CIIeIBAHETO BEAHATA.

Ui 52. (1) U3npaautennusat aupexrop Ha MMAJI MoTuBHpaHO OTKa3Ba U31aBAHETO
Ha pa3pelieHue 3a MPOBeKJaHe Ha KITMHUYHO U3MUTBAHE HA TepUTOpUsITa HA PemyOnuka
bearapus, xkoraro:

1. He ca mpeacTaBeHU AOCTAaThYHO JTOKA3aTEICTBA 32 OUaKBAHUTE HAYYHU U
MEIUIUHCKH TOJI3H OT yIoTpedaTa Ha MEITUIIMHCKOTO U3/ICITUE;

2. He ca MpeAcTaBeHn yOeTUTeNHU JoKa3aTeNICTBa 3a O€30MacHOCTTa Ha
YYaCTHHUIIUTE B U3MUTBAHETO W/WJIM HA M3CIIETOBATEIICKHUS CKHIT;

3. mpenoctaBeHara nHGopMaIus 3a olleHsIBaHe 0€30MaCHOCTTa Ha KITMHUYHOTO
M3IUTBAHE € HEJJOCTAThYHA;

4. NeUCTBUETO HA U3JENMETO HE OTIOBaps Ha MPeJHA3HAYCHUETO, OMPEIEIIEHO OT
TIPOU3BOIUTEIIS;

5. (uoBa - /IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 1.) HsIMa MONOKUTETHO
CTaHOBHIIE Ha KOMHCHUATA 0 Wwi. 45, an. 1.

(2) Otka3sT mo ain. 1 moanexu Ha oOXkaliBaHe IO pesia Ha
AJIMUHUCTPATHBHOIIPOIIECY ATTHHSI KOIEKC.

(3) (U3m. - [IB, 6p. 110 ot 2008 r.) M3nbiHUTENHATA areHIUs 10 JeKapcTBaTa
YBEIOMSIBA PETYJIATOPHUTE OPTraHH Ha IPYTHTE AbP)KaBH WICHKH, PEryJIaTOPHUTE OPTaHU Ha
IbpxKaBUTE OT EBpOMNEiicKkOTO MKOHOMUYECKO MPOCTPAHCTBO U EBpomneiickaTa koMucus 3a
OTKa3a 1o ai. | u mpeicTaBsi MOTHBHTE 3a TOBA.

UYn. 53. (1) Be3noxxurensT Moxe Mo BCIKO BpeMe Jia MpaBy MPOMEHU B TJIaHA Ha
KIIMHUYHOTO M3MHUTBAHE, PA3JIMYHU OT CHIIECTBEHUTE MPOMECHHU.

(2) (U3m. - [IB, 6p. 84 ot 2018 1., B cuia ot 12.10.2018 r.) B cimywaure 1o an. 1
BB3JIOKUATEIAT ChXPaHsABa JOKYMEHTAIUATA, CBhP3aHa C IPOMEHUTE, | s IPEIOCTaBS Ha
NAIJL

Ui 54. (1) Bp310XuTEeIAT MOXKE J]a MPUIIOKH TUIAHUPAHU CHIIECTBEHU IPOMEHHU B
MJ1aHa Ha KJIMHUYHOTO U3MHUTBAHE.



(2) (U3wm. - JIB, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 1.) B cimyuaunte 1o ai. 1
BB3JIOKUTENIAT MO/1aBa 3asIBICHHUE, IPUIPYKEHO C IOKYMEHTAIHS, CBhp3aHa ¢ TPOMEHUTE, JI0
NAJL

(3) (U3wm. - [IB, 6p. 84 ot 2018 1., B cuza ot 12.10.2018 1.) B cpox a0 Tpu nuu MAJI
MIPEIOCTaBs 3asBJICHUETO U MTPHIPY’KaBaIlaTa ro JOKyMEHTAlMsl Ha KOMUCHSATA 110 Wi. 45, aj.
1, xosiTO B 15-AHEBEH CPOK OT MOTYyYaBAHETO UM U3TOTBSI CTAHOBHIIIE U TO MPEAOCTaBs Ha
NAJL

(4) (U3m. - [IB, Op. 84 ot 2018 ., B cuna ot 12.10.2018 r.) B 15-1HEBeH cpok OT
JaTaTta Ha T0Jy4YaBaHe Ha CTAHOBUIIIETO MO all. 3 U3MBJIHUTEITHHUAIT AupekTop Ha MAJT:

1. u3maBa JOMBIHEHNE KbM Pa3pelICHUETO 32 MPOBEXKIaHE HA U3MUTBAHETO, C KOETO
0J100psiBa MPOMSIHATA HA TUTAHA, WK

2. MOTHBHUPAHO OTKa3Ba CHIIECCTBEHA IMPOMSIHA T10 ail. 1.

(5) OTka3wT Mo an. 4, T. 2 He MOJICKH Ha O0XKaIBaHE.

(6) Ako B cpoka 1o ai. 4 3asBUTENAT HEe noyyun oTka3 ot MAJL, Toit moxe na
MPOBEX/a KIMHUYHOTO M3IUTBAHE CHITIACHO MPOMEHEHHUS TUIaH.

(7) (Hosa - 1B, 6p. 110 ot 2008 r.) B cnydaure 1o ain. 4, T. 2 mpu MHOTOLIEHTPOBO
nsnutBaHe MAJI yBeoMsiBa perysiaTopHUTE OpraHU Ha 3aCETHATUTE JbP)KaBU WICHKH HITH
PETYJIATOPHUTE OPTaHH Ha JbPKaBUTE OT EBPONECKOTO HKOHOMUYECKO IPOCTPAHCTBO, aKO
y4acTBaT B M3MUTBAHETO, 3a OTKA3a U MPEJICTaBsl MOTUBHUTE 32 TOBA.

Ui 55. (1) IIpu Bb3HUKBaHE HA HOBU OOCTOSITENICTBA, KOUTO MOTaT J1a 3acTpaluaT
0€30I1aCHOCTTa Ha YYAaCTHULIUTE B KIIMHUYHOTO U3IUTBAHE IO BpeMe Ha IPOBEXIAHETO MY,
BB3JI0KHUTEIAT U U3CIIEAOBATEIAT MPEeIIIpUeMaT CIIEIIHN MEPKH 3a 3aIlUTaTa UM OT BHE3AITHO
Bb3HUKHAJIUTE PUCKOBE.

(2) U3m. - 1B, 6p. 110 ot 2008 r.) B ciiydauTe no an. 1 Bb3JI0KUTEIAT MOXKE J1a:

1. U3BBPILIM IPOMEHH B IUIaHA HA KIMHUYHOTO M3IHUTBAHE;

2. IpeKpaTy KIMHUYHOTO U3NUTBAHE MPEAN PEABUICHHS B IUIaHA HA KITMHUYHOTO
U3IUTBaHE CPOK.

(3) U3m. - 1B, 6p. 110 ot 2008 1., u3m. - 1B, Op. 84 oT 2018 r., B cuna ot
12.10.2018 r.) Bp3noxutensat HezabaBHo nHGpopmupa MAJI 3a:

1. mpeanpueTnTE MEPKH, MPUUMHATE 32 HAJaraHeTO UM M IIPOMEHUTE B TINIAHA,

2. npekpaTtsBaHe Ha KIMHUYHOTO U3MUTBAHE MIPEH MPeIBUICHUS B TJIaHA CPOK U
MPEJICTaBsI MOTUBHUTE 32 TOBA.

(4) (Homa - 1B, 6p. 110 ot 2008 r.) B cyuaure no an. 3, 1. 1 UAJI yBenomsiBa
peryJaTOpHHUTE OpPTraHH Ha 3aCETHATUTE IbPKABH WICHKU WM PETryJIaTOPHUTE OPTaHU Ha
IbpkaBuTe OT EBpomneiickoTo HKOHOMHUYECKO MPOCTPAHCTBO, KOUTO y4acTBaT B U3MUTBAHETO,
3a IPEINPUETUTE MEPKHU U 32 IPOMEHHUTE B IJIaHA U MIPEJICTaBsl MOTHBHTE 32 TOBA.

(5) (Homa - 1B, 6p. 110 ot 2008 r.) B cnyuaute no an. 3, 1. 2 MAJI yBenomsiBa
peryJaTOpHHUTE OpPraHH Ha JIPYTHTE IbPXKaBU WICHKH, PEryJIaTOPHUTE OPTaHU HA JbPIKaBUTE
oT EBpomnelickoTo MKOHOMHUYECKO MPOCTpaHCTBO U EBpomnelickaTa KoMucHs 3a
MPEXIEBPEMEHHOTO MPEKPATIBaHEe HA KIIMHUYHOTO M3MUTBAHE U MTPEICTaBsl MOTHBHTE 32
TOBA.

Y. 56. (1) (U3m. - IB, 6p. 110 ot 2008 r., B cmna ot 21.03.2010 r.) Be3noxutenst
Ha KJIMHUYHOTO U3MUTBaHE € JUThKeH Jaa npenoctass Ha MAJI mpu mouckBaHe JOKyMEHTAIUS,
KOSITO ChIBpXKa:

1. 00110 omucaHue Ha U3AECTUETO U HAa HETOBOTO MpEIHA3HAYCHUE;



2. IPOEKTAHTCKU YePTEXkH, TPOU3BOJICTBEHN METOAM, BKIIFOUUTEIIHO 110 OTHOIIIEHHE
Ha CTepUIIM3AIUATA, JTUarpaMy Ha KOMIIOHCHTH U JICTaiIH, HAYMHHA HA CBBP3BAHE U JPYTH,

3. onucaHue U O0SICHEHHsI Ha YEPTE)KUTE U AUArpaMUTe U IEHCTBUETO Ha
MEIUIIMHCKOTO H3/ICIHUE;

4. pe3ynTaTuTe OT aHAJIM3a HA PUCKA U CIIUCHK Ha MPUIOKEHUTE HAIIBJIHO UITU
YaCTUYHO CTaHAApTH 1o wi. 13, an. 1 u onucanue Ha MPUETUTE TEXHUYECKHU PEIICHUS 3a
OCUTYpsIBaHE Ha ChOTBETCTBHE ChC ChIUIECCTBEHUTE U3UCKBAHUS, KOTaTO CTAaHAAPTUTE HE ca
MIPHUIIOKEHU;

5. pe3yaTaTuTe OT U3MMUTBAHUATA, IPOBEACHH OT PEryJIaTOPEH OpraH Ha JbpKaBa
YJIeHKa WM OT EBporneiickaTa areHIus 1o JieKapcTBaTa Mpy OIICHSIBAHETO Ha KAYeCTBOTO U
0€301acHOCTTa Ha BEIIECTBOTO M0 CMUCHIA Ha Wi 3, T. 2, 3 uiun 4, KaKTO U MPHU OLIEHSBAHETO
Ha 10J13aTa OT HETO BbB BPb3Ka C MPETHAZHAYCHUETO Ha U3/ICIUETO;

6. IpeanpreTUTe MEPKH 3a HaMaJsiBaHE Ha PUCKA OT MH(MEKIIMH, BKIIIOUECHU B
cUCTEMaTa 3a yIpaBJIeHUE Ha pUCKa B CIydauTe Ha U3Jeiue no wi. 2, ai. 1, T. 3, npu
MIPOU3BOJICTBOTO Ha KOETO € U3IMOJI3BaHa HEKU3HECTIOCOOHA JKUBOTUHCKA ThKaH WIH
HEXHU3HECTIOCOOHH MPOYKTH, MTOJIYICHU OT )KUBOTHHCKH THKAHH;

7. pe3yATaTUTE OT MPOCKTAHTCKUTE U3YUCIICHUS U TIPOBEACHUTE TPOBEPKU U
TEXHUYCCKH U3 TBAHMSL.

(2) (M3wm. - JIB, 6p. 110 ot 2008 r., B cruta ot 21.03.2010 r.) Bw3noxkurensar Ha
KIIMHUYHOTO M3MHUTBAHE € JUTHKCH Jla ChbXPaHsBa JOKYMEHTaIusATa 1o ail. 1 3a cpok 15
TOJUHU CIie/] 3aBbPIIBAHE HA KIMHUYHOTO M3MHUTBAHE - 32 U3/eNuaTa Mo wi. 2, an. 1, T. 2 n 3a
MMIUTAHTUPYEMH U3IENHs 10 Wi. 2, al. 1, T. 3, u 5 ronunu - 3a u3genusTa no wi. 2, ain. 1, 1. 1.

(3) (U3wm. - JIB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) IIponsBoauTensr e
JUTBXKEH JIa OCUTYPH POU3BOJICTBEH IPOIIEC, PU KOWUTO MEIUIIUHCKHUTE U3JICIIUS,
MpeHa3HAYeHH 32 KIMHUYHO W3MHUTBAHE, CE MMPOU3BEKIAT B ChOTBETCTBUE C
JTOKyMEHTAIUsATa 1o ai. 1.

UYn. 57. (1) (U3wm. - IB, 6p. 84 o1 2018 1., B cuna ot 12.10.2018 r.) B cpox 90 nuu
CJIe]] IPUKITIOYBAaHE Ha KIIMHUYHOTO M3MUTBAHE BB3JIOKHUTEIAT mpeacTass B MAJI
OKOHYATelleH JOKIa, KOWTO ChAbpIKA ONMHCAHUE HAa METOJIOJIOTUATA M OPTaHU3AIINATA,
KPUTUYHA OIICHKA M CTATUCTHYCCKH aHAIHU3 HA TTOJTyICHUTE JaHHH.

(2) HoxmansT mo ain. 1 ce moAMUCcBa OT BB3TOKUTENS U OT BCUYKU U3CIIEI0BATENH.
Koraro HsKO# OT M3cie1oBaTeIMTe OTKAXKE J1a TO MOJIHUIIE, TOW IMpUIara MMCMEHO MOTHUBUTE
CH.

(3) HoxnansT mo an. 1 o6o011aBa JaHHUTE, MOTYYEHHU OT BCUYKH JICUCOHH 3aBEICHUS
Y OT BCUYKHU yYaCTHUIIM B U3MUTBAHETO.

(4) JInunuTe TAaHHM HA YYACTHULIMTE B U3MUTBAHETO, CHABPKALIY CE B JOKJIAJA 110
an. 1, TpsiOBa 1a OBAAT KOAUPAHHU.

Ui 58. (1) U3npaHuTEnHATa areHIMs 110 JIeKapcTBaTa BOJU PETUCThP Ha
W3/1aJICHUTE U OTHETUTE pa3pellieHus 3a IPOBEXKAAHE HAa KIIMHUYHU U3IIUTBAHUS.

(2) 3nbiiHUTENHATA areHus o JeKapcTBaTa OpraHu3upa U Ch3aBa cucTemMa 3a
peructpans, aHaju3 1 000011aBaHe Ha HACTBITMINM MHIUJACHTU C MEAUIIMHCKU U3/1ETHS 10
BpEME Ha MTPOBEKIAHETO Ha KIMHUYHUTE U3MUTBAHMUS.

(3) [Iponetypata o mpociesBaHe Ha 0€30MacCHOCTTa Ha METUIIUHCKUTE U3EIIH B
X0/1a Ha KIIMHUYHOTO M3MHUTBAHE Ce Ompeens B Hapeaoara mo 4. 48, ai. 2.



Y. 59. (1) Usmbaautennusat gupextop Ha MAJI moke cbe 3amoBer BpeMEHHO Ja
CIIpe MPOBEXKIAHETO HA U3MUTBAHETO WM JIa TO MPEKPaATH, KOraTo:

1. u3nKUTBaHETO Cce MPOBEXkAA IIPH YCIOBUS, PA3IMYHU OT ONPEAETICHUTE MIPU
W3/1aBaHe Ha Pa3pelIeHUETO;

2. e Hasuue uHGopMaIus 3a ornopoyaBaHe Hay4YHaTa BaJIMIHOCT Ha U3IHUTBAHETO;

3. CHIIIECTBYBA PUCK 32 0€30IaCHOCTTA HA YYACTHUITUTE.

(2) Ilpenu na npennpueme aeicteusra o ain. 1, MAJI nucmeHo yBenomsiBa 3a
HaMEpEHUATA CHU:

1. BB3IIOKUTENS U KOOPAMHHUPAIIHS U3CJIeI0BATEN, OTTOBOPEH 3a MIPOBEXAaHE HA
M3MHUTBAHETO HA BCUYKU JICUCOHH 3aBEICHUS, WIH

2. BB3JIOKUTEJS U TJIaBHUS U3CIIE0BATEN, OTTOBAPSIIL 32 ChOTBETHOTO JIEYEOHO
3aBelIeHUE, KBICTO TPSAOBA J1a Ce CIIpe U3MUTBAHETO.

(3) B 7-aHeBeH cpokK OT YBEIOMIIEHUETO IO ajl. 2 BB3JIOKUTENAT WIH [JIABHUAT WK
KOOPJAMHUPALIUSAT U3CIIEOBATEN MOXKE Jia MPE0CTaBy MUucMeHu o0sicHenus 10 MAJL

(4) Anunes 2 He ce Mpuiiara, ako ChIleCTBYBa HEIIOCPEICTBEH PUCK 32 3[PaBETO U
0€30MMacHOCTTA HA YYACTHHUIIUTE B U3ITUTBAHETO.

(5) 3amoBenra o ain. 1 Moxe aa Obae oOXxkanBaHa Mo peja Ha
AJIMUHHUCTPATUBHOIIPOIIECYATHUS KOJIEKC, KaTO 00’KaJIBAHETO HE CITUPa U3ITBIHEHUETO.

(6) I'maBHUSAT UM KOOPAWHUPAILIUAT U3CIEI0BATEN YBEIOMSIBA YUYACTHUIIUTE B
KJIMHUYHOTO M3MUTBAHE 3a 3aMoBeTa 1o aj. 1.

Y. 60. (U3m. - JIB, 6p. 110 ot 2008 r.) (1) IIpu npekparsBaHe Ha KIXTHUIHOTO
W3MHATBAHE U3ITBITHATETHUAT nupekTop Ha MAJI yBemomsiBa He3a0aBHO peryIaTOPHUTE
OpraHu Ha JbPKABUTE WICHKU WU PETyJIATOPHUTE OPTraHH Ha JIbpXKaBUTE OT EBpONercKkoTo
MKOHOMHYECKO MPOCTpaHCTBO M EBponeiickara komucus 3a 3amoBeAra mo wi. 59, an. 1 u
MPEJICTaBs MOTUBUTE 32 TOBA.

(2) B ciy4aii Ha BpeMEHHO CIIHpaHe HAa KIMHUYHOTO U3IMUTBAHE U3ITBITHUTCITHUAT
nupektop Ha MAJI yBenomMsiBa He3a0aBHO peryjJaTOPHUTE OpPTraHU Ha 3aCETHATHTE IbpPKABU
YJICHKH WM Ha JbPXKABUTE OT EBPOMEHCKOTO HKOHOMUYECKO MTPOCTPAHCTBO, KOUTO Y4acTBaT
B U3MHUTBAHETO, 32 3aMOBeATa 1O Wi. 59, an. 1 u npencTaBs MOTUBHUTE 3a TOBA.

Y. 60a. (Hos - JIB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) U3mbauuTenHaTa
areHIus Mo JIeKapcTBaTa U KOMUCHSATA M0 4. 45, an. 1 oOMeHaT nHdopmaiys OTHOCHO
KIIMHUYHUTC U3IIUTBAHUA 110 CJ'IY)KC6€H IIBT.

I'naBa yerBBpTA.
HOTH®ULIUPAHU OPTAHHU

Y. 61. (U3m. - IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) (1) Pa3pemienne 3a
OLIEHSIBaHE HA ChOTBETCTBUETO HAa MEIUIIMHCKH U3/IEIUs, BKIIOUUTEIHO OLIEHSIBaHE Ha
KIIMHAYHHUTE JTaHHU, Ce M3/1aBa Ha (PU3MUYECKO WM IOPUIIMYECKO JIUIIE, PETHCTPUPAHO TI0
TBproBckus 3aK0H, OT U3MBIHUTENHUSA AUpeKTop Ha MAJL.

(2) U3mpaHuTETHATA areHIMsl 110 JIEKapCTBaTa € OMPEIEIsI OPTaH 10 CMUCHIA Ha
ui1. 1, 6ykBa "a" ot Permament 3a uzneiaaenue (EC) Ne 920/2013.

(3) JInmero, KOETO KAaHTUIATCTBA 32 U3]aBaHE Ha pa3pelIeHne 3a OlleHsIBaHE Ha
CHOTBETCTBUETO Ha MEIULIMHCKY U3/1enus, nofasa 10 MAJI Ha enekTpoHeH HocHuTen
3asiBiIeHHE TIo0 oOpa3el cbritacHo npusoxenue I na Pernmament 3a uznbinenue (EC) Ne
920/2013, B K0€TO OCOUBA M3AETHUATA U MPOLIEAYPUTE, 38 KOUTO KaHAUIATCTBA, ChEepuTe Ha



KOMIIETEHTHOCT U IOJpa3JelICHUATa Ha Te3U CepH - Upe3 U3I0I3BaHE Ha KOJOBETE OT
nHpopmannonHara cuctema Ha EBponeiickara komucus NANDO (Hotuduuupanu u
ornpejiesieHu opranu oT HoB moixoz), 1 NpUIoKeHUATa KbM 3asiBIICHUETO, IOCOUEHH B
npunoxenue 11 na Pernament 3a uznpanenue (EC) Ne 920/2013 r.

(4) 3asBuTENAT 3aIUIalA TAKCa 3@ U3/1aBaHE Ha pa3pellieHHe 3a OLICHsABaHE Ha
CHOTBETCTBUETO HA MEAMLIMHCKU U3/ENHUS B pa3Mep, onpesielieH B TapudaTa o ui. 7, ai. 1.

Ui 62. (U3m. - [IB, 6p. 38 ot 2015 1., B crita ot 26.05.2015 1.) (1) OuensaBanero Ha
JIMIIETO, KOETO KaH/MIaTCTBA 32 Pa3peIICHUE 3a OLICHSIBAaHE HA ChOTBETCTBUETO HA
MEIUIIMHCKY U3EIUs, CE U3BBPIIBA OT EKCIIEPTHA KOMUCHS, OIIPe/IeJICHa ChC 3al0OBe]l Ha
m3nbJIHATETHUA qupekTop Ha MAJL. Tlpu HE0OX0IMMOCT B KOMHUCHSITA MOTaT Ja ObaaT
MIPUBJICYCHU BHHIIHU €KCIEPTH, KOUTO MPUTEKABAT 3HAHKS U TPAKTUIECCKH OIUT B 00JIacTTa
Ha ChbOTBETHUTE MECAUIIUHCKU HU3CIHS.

(2) Koraro nunero, KOeTo KaHIMIaTCTBA 3a U3JaBaHe Ha Pa3peIlICHHE 3a OLICHSIBaHE
Ha ChOTBETCTBHETO Ha MEAUIIMHCKH U3JEIHUs, € TIOCOYMIIO B 3asBJICHUETO 110 WiI. 61, ai. 3
MEIUIUHCKY U3aenus 1o wi. 2, ait. 1, 1. 1, MAJI u3BbpiiBa oneHkara no peia Ha wi. 62a.

(3) Koraro nuriero, KoeTo KaHIUIaTCTBA 3a M3JaBaHe HA Pa3pEIICHHE 3a OIICHIBAaHE
Ha CbOTBETCTBHUETO HAa MEAUIIMHCKHU U3JIEIHUS, € IIOCOYUIIO B 3asBICHUETO M0 4iI. 61, air. 3
MEIMUIIMHCKUTE U3AENHS 110 Wi. 2, ai. 1, T. 2 unu 3, MAJI u3BbpIiBa OlleHKATa 1O peia Ha 4.
62a oT TO3M 3aK0H 1 Ha Wi. 3 oT Periament 3a usnwiaeHue (EC) Ne 920/2013.

(4) M3mpaHuTeIHATA areHIMs 10 JIEKapCcTBaTa Mpuiiara KpUTepUUTE 3a OIICHIBAaHE Ha
JIMLETO 10 aj. 2 uiu 3 B cboTBETCTBUE C npuiioxkenue | ot Pernament 3a usnsinenue (EC)
Ne 920/2013.

Ui 62a. (Hos - 1B, 6p. 38 o1 2015 r., B cuna ot 26.05.2015 r.) (1) Excnieprnara
KOMUCHSA 10 WI. 62, ait. 1, a Korato € NpuiokUMO - apajeaHo, KOMUCHUS OT IIPEICTaBUTENIN
Ha OIpEe/ENAIIM OpraHu Ha JPpyTH IBE Abp)KaBH WICHKH U IpeacTaBuTen Ha EBponelickara
KOMUCHS, U3BBPIIBAT IIPEMJIE] Ha NT0AAIeHaTa TOKyMEHTALIHS.

(2) KoraTo ce ycTaHOBSIT HETBJIHOTU M HECHOTBETCTBUSI C U3UCKBAHUATA Ha
JOKYMEHTaLUATa, U3IIBIHUTEIHUAT 1upekTop Ha MTAJI yBenomsaBa NUCMEHO 3asABUTENS 3a
TOBA U OIIpeJIeIIs ABYMECEUEH CPOK 3a OTCTPaHABAHETO UM. J[0 OTCTpaHsBaHE Ha
HEI'BJIHOTUTE U HECHOTBETCTBUATA CPOKBT IO Wi. 63, ant. 1 nim 2 civpa aa teye.

(3) KoraTo 3asiBUTENAT HE OTCTPAaHU HEMBJIHOTUTE U HECHOTBETCTBUATA B CPOKa 10
aJl. 2, mpoueaypara ce IpeKparsBa.

(4) B 75-nHeBeH cpok OT JaTaTa Ha MOJaBaHE Ha BaJIMHA JOKyMEHTalus 1o wi. 61,
aJl. 3 KOMUCHSATA U3BBPILBA, CbOTBETHO KOMUCHUUTE 110 aJll. | N3BBbpLIBAT POBEPKA HA MACTO
3a YCTAaHOBSABAHE KOMIIETEHTHOCTTA Ha 3asiBUTENS U Bb3MOKHOCTTA J]a U3IIBJIHSABA 3aIBEHUTE
IIPOLIEyPH 32 OLIEHSBAHE HA CbOTBETCTBUETO, BKIOYUTEIHO ITPOBEPKA HA MACTO Ha
NOJU3IIBJIHUTENS. 3a U3BBPIIBAHE HA IIPOBEPKA HA MACTO CE€ 3aIljalla Takca B pa3Mep,
orpeJiesieH B Tapudara o ui. 7, an. 1.

(5) KoraTo nmpu npoBepkara Ha MsICTO C€ YCTAaHOBSIT HECbOTBETCTBUS MEXKIY
IIpe/icTaBeHaTa JOKyMEHTALMS U U3UCKBaHUATA 3a OLICHSABAHE Ha CbOTBETCTBUETO,
ornpezeneHu B HapeaOuTe no wi. 18, u3nbauuTenHuat aupextop Ha MAJI yBenomsiBa
MIMCMEHO 3asIBUTEIIS U ONIPENENS IBYMECEUEH CPOK 3a OTCTPaHsABaHETO UM. Jlo oTcTpaHsBaHE
Ha HEChOTBETCTBUATA CPOKBT MO wi. 63, an. 1 mnm 2 crimpa 1a teve.

(6) Koraro 3asgBUTENAT HE OTCTPAHU YCTAHOBEHUTE HECHOTBETCTBUS B ONPEICICHHS
0 aJl. 5 CPOK, UBMBJIHUTETHUAT JupekTop Ha MAJI ¢ MoTUBHpaHa 3amoBe/l OTKa3Ba
M3/1aBaHETO Ha Pa3pELICHUE.



(7) B 45-nHeBeH cpoK OT MpoBEpKaTa Ha MACTO KOMUCHUSTA U3TOTBSI, ChOTBETHO
KOMHCHUTE U3TOTBAT OKOHYATEIICH OLIEHBYCH JOKIIAM, KOUTO ce 00sBsIBa B Oa3aTa JaHHU HA
nHpopmanmonHara cuctema NANDO.

Y. 63. (U3m. - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) (1) B cmyganTte nmo
. 62, an. 2 B 4-MecedeH CpoK OT MOJaBaHe Ha JOKYMEHTalusATa o wi. 61, an. 3
M3IBIHUTETHUAT AupekTop Ha MAJI Bb3 oCHOBA Ha J0KiaAa mo 4i. 62a, ain. 7 yBegomsiBa
3asBUTEIIA, Y€ € 0100peH 3a HOTU(UIPAHEe, WK H31aBa MOTUBUPAHA 3alI0BE 32 OTKa3.

(2) B cayuauTe 1o 4. 62, ait. 3 B 6-MeceueH CpoK OT MOAaBaHETO Ha
JOKyMeHTanuaATa 1o 4wi. 61, ain. 3 uanbeiaautennusT nupexkrop Ha MAJI Bb3 ocHOBa Ha
JoKJIaja mo wi. 62a, an. 7 yBeJoMsBa 3asiBUTEINS, Ye € 0100peH 3a HoTU(ULIMpaHe, WK
n3/1aBa MOTHBHMPAHA 3aIl0BE]] 32 OTKA3.

(3) B cpok a0 Tpu aHM OT yBeaomiieHneTo o aji. 1 uau 2 MAJI o6siBsiBa ooOpeHuTe
muna upes3 cucremara NANDO.

(4) UneHnTrdUKAITMOHHUAT HOMEP Ha 0JI00PEHHS M HOTU(DHUITUPAH TIpe
EBponeiickara komucHs oprat 3a OIleHsIBaHE Ha ChOTBETCTBUETO, HAPUUYAH MTO-HATATHK
"HoTu(uIMpaH opran", ce onpeneis oT EBpornelickaTa KOMUCHS.

(5) MBnbanutennusar aupexkrop Ha MAJI n3nasa Ha HoTUdULIMPaHUsI OpraH 1o ai. 4
paspelieHue 3a OlleHABaHE Ha CbOTBETCTBUETO.

(6) Paspemienuero mo aji. 5 € ¢ MaKCUMaJIeH CPOK Ha BATHIHOCT 5 TOJAUHM.
[TonHOBsIBaHETO Ha pa3pelIEHUETO CE U3BBPIIBA MO peaa Ha wi. 62, an. 2 uinu 3.

Ui 64. (U3m. - 1B, 6p. 38 ot 2015 1., B cuia ot 26.05.2015 r.) (1) KoraTo nunero,
KOETO KaH/WAATCTBA 3a M0Jly4aBaHe Ha pa3pelleHHe 3a OIICHABAaHEe Ha ChbOTBETCTBUETO,
MPEJCTaBU CEPTUQUKAT 32 aKPEIUTALNS CHIIIACHO N3UCKBAHUS, IOCOYCHU B ChOTBETHATA
HapenOa no wi. 18, ce npuema, ue To nMa (PyHKIMOHHUPAILA CUCTEMa 10 Ka4eCTBOTO,
OTroBaps Ha KPUTEPUUTE 32 HE3aBUCUMOCT, OE3NPUCTPACTHOCT U KOH(DUICHIIUATHOCT U
MpUTEXKaBa HEOOX0IMMAaTa KOMIIETEHTHOCT.

(2) B ciiyyauTe o an. 1 nuneTo He NpeAcTaBs Ipyra JOKyMEHTallus,
yJIOCTOBEpsIBallla CbOTBETCTBUE C KPUTEPUHTE 1O ail. 1.

Yn. 65. (U3wm. - [IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) I[Iponenypure 3a
OIICHSIBAaHE HAa ChOTBETCTBUETO, TOCOYCHH B HapeaOuTe mo ui. 18, MoraT ja ce U3MbJIHSIBAT OT
HOTHU(HIMPAHU OPTaHU OT APYTU JbPKABU UJICHKH.

Ui 66. (U3m. - [IB, 6p. 38 ot 2015 1., B cuita ot 26.05.2015 r.) Pa3pemenuero 3a
OLIEHSIBaHE HA ChOTBETCTBUETO ChABPIKA!

1. (u3m. - IB, 6p. 38 oT 2015 1., B cuna ot 26.05.2015 r.) HauMeHOBaHHE HA
OTIpeJIeIIALIMS OpTaH;

2. uMe/HauMEeHOBaHUe, CelaINIIe, aIpeC Ha YIIPaBICHHUE U MPEICTABUTEICTBO HA
HOTU(UIPAHUS OPTaH;

3. MCIUIUHCKUTE U3ACINA U TPOLUCAYPUTE 3a OLICHABAHC HA CbOTBCTCTBHUETO UM,

4. nata Ha U3J1aBaHe Ha pa3pelIeHUETO;

5. (u3m. - IB, Op. 38 o1 2015 1., B cuna ot 26.05.2015 r.) uaeHTUPUKATUOHHUS
HOMEp Ha HOTU(HIMPAHUS OpPTaH.



Y. 67. (1) (U3m. - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) 3mbanuTenHaTa
areHIysl 1o JICKapCTBaTa BOJIU PETHCTBP, KOUTO ChIBbpPXKA:

1. nagHHUTE 110 YJI. 66;

2. naraTa Ha OTHEMaHE Ha Pa3peIIeHUEeTO U OCHOBAHHTA 32 TOBA.

(2) (U3wm. - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) JlanauTe mo an. 1 ce
00sBsIBaT Ha opuIIMaNTHaTa UHTEpHET cTpanuna Ha MAJL

Y. 67a. (Hos - [IB, 6p. 38 or 2015 1., B cruta ot 26.05.2015 r.) (1) PasmupsiBane Ha
o0XBaTa Ha Pa3pelICHUETO U MOJHOBSIBAaHE HA Pa3peIICHUETO 3a Pa3IIUPsiBaHE HA 00XBaTa Ha
paspenieHreTo 3a OICHsIBaHe Ha ChOTBETCTBUETO CE M3BBPIIBAT IO peaa Ha 4. 62, al. 2 uiu
3.

(2) Uznbpnuutenuust aupektop Ha MAJI che 3amoBe n3iaBa J0MbIHEHHE KbM
paspeuieHueTo mno wi. 63, an. S.

Ui 68. (1) (U3wm. - [IB, 6p. 38 or 2015 1., B cruta ot 26.05.2015 1.)
Hotudunupanust opran e anbxeH Aa yseaomsasa MAJI npu:

1. (m3m. - 1B, 6p. 38 ot 2015 1., B cuma ot 26.05.2015 1.) mpoMeHu B IpaBHUS
CTaTyT ¥ OpraHU3allMOHHATA CTPYKTYpa;

2. (noBa - /IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) npomenu B o0OXBaTa Ha
JeHOCTTa U3BBH CcllydauTe 1o 4i. 67a, an. | u mpoMeHu B IPOLEAyPUTE 3a OIICHSIBaHE Ha
CHOTBETCTBHUETO,

3. (mpenumHa T. 2 - JIB, O6p. 38 o1 2015 1., B cuna ot 26.05.2015 1.) mpomMeHH B
crcTeMara o Ka4ecTBOTO, PHbKOBOACTBOTO HJIH IEPCOHAJIA, KOUTO BIHUSAT BHPXY
U3MBJIHEHUETO Ha MPOLIEYyPUTE 32 OLIEHsIBaHE HA ChOTBETCTBHUETO;

4. (mpemumHa 1. 3 - /1B, 6p. 38 oT 2015 1., B cruta ot 26.05.2015 r.) mpomsina Ha
MOAU3ITBIIHUTEIUTE;

5. (mpemumHa T. 4, w3Mm. - JIB, 6p. 38 ot 2015 1., B cmma ot 26.05.2015 r.) mpomMeHu B
oOcCTOsITeNICTBaTa, CBHP3aHU ChC 3aCTPaxoOBKaTa.

(2) (U3m. - 1B, 6p. 38 ot 2015 1., B cuia ot 26.05.2015 r.) JIunara no an. 1 nogasat
no UAJI nokymeHTalusaTa, CBbp3aHa ¢ MPOMEHHTE, U 3aIllalaT Takca B pa3Mep, OMpe/iesieH B
Tapudara o ui. 7, an. 1.

(3) (U3m. - [IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) B cpok 10 equH mecelr ot
[10/1aBaHE Ha JIOKYMEHTALMTA 10 ajl. 2 eKCIepTHAaTa KOMHUCHS 10 4il. 62, an. 1 u3rorss
OLIEHBYEH JIOKJIAJl A0 U3MBJIHUTETHUS qupekTop Ha MAJI 3a ogoOpsiBaHe Ha TPOMEHUTE.

(4) (U3m. - 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) B cnyuaure, koraro
MIPOMEHUTE MO al. | HajaraT mpoBepKa Ha MACTO, KOMUCHUATA O WiI. 62, an. 1 B AByMecedeH
CPOK OT ITO/IaBaHe Ha JOKYMEHTAIMATA MO all. 2 U3rOTBS OLEHBYCH JOKIIAJI 10
M3MbIHUTENHUS AupekTop Ha MAJI 3a onoOpsiBaHe Ha MPOMEHHUTE.

(5) (U3wm. - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) Bp3 ocHOBa Ha mokIaaa
1o aj. 3, ChOTBETHO U MO al. 4 U3MBIHUTENHUAT AupekTop Ha MAJI che 3anoBen n3aana
JOITBJIHEHUE KbM pa3peleHneTo o wi. 63, an. 5.

(6) KoraTto mpu npoBepkara Ha TOKyMEHTAIUSATA IO ajl. 2 WK IpU IPOBEepKaTa Ha
MSICTO C€ YCTAHOBSIT MIPOIYCKH WJIM HECHOTBETCTBHS C M3UCKBAHMTA HA HAPEJOUTE 110 UII.
18, xomucusTa 1o wi. 62, an. 1 1aBa mpeanucaHue cbC CPoK 3a OTCTpaHsBaHETO UM. J[o
M3ITBJIHEHHE Ha MPEAITUCAHNATA CPOKOBETE I10 ajl. 3 WiH 4 Criupar J1a TeKar.

(7) (U3m. - [IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) Koraro HoTHUIIMpanuTe
OpraHy HE U3MBJHAT IPEANUCAHUATA 110 al. 6, U3NBIHUTETHUIT AupekTop Ha MAJI cbe
3armoBe;] 0TKa3Ba U3aBaHETO Ha OMBbIHEHHE KbM Pa3pelieHUETo.
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(8) (Hosa - 1B, 6p. 38 ot 2015 r., B cruta ot 26.05.2015 r.) B cimyuaute mo 4. 62,
aJl. 2 oIleHKaTa Ha JJOKYMEHTAIUsTA 110 all. 2 ¥ pOBEpKaTa Ha MSCTO IO all. 4 ce U3BBHPIIBAT,
KOraTo € MPUJIOKUMO, U OT MPEJCTABUTEIUTE HA JPYTUTE ABE IbPKaBU WICHKH U OT
npencraBuTeNs Ha EBporelickata KOMUCHS, KOUTO Ca y4acTBAJIM B MPOLieAypaTa 1mo
OILICHIBAaHE I10 WiI. 62a.

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

Ui 70. (1) (U3m. - [IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.)
Hotudunmpanure opranu ca ambxHU Aa npeactasat B MAJI ronuien qokman 3a 1eHHOCTTa
CH, KOWTO BKJIFOYBA HH(OPMAIIHS 32 U3BBPIICHUTE OIICHKHU 33 CbOTBETCTBUETO HA
MEIUIIMHCKHU U3JIEHs, PeKJIaMaIliH, K0 U MPEANPUETHTE ICHCTBHS 10 PEIIaBaHETO UM B

cpok 110 31 siHyapu cliieqiBaiaTa roJuHa.
(2) (Ot™m. - 1B, 6p. 38 ot 2015 1., B cruta ot 26.05.2015 1.)

Y. 71. (U3m. - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) (1) Komucun,
OIIpe/IeNIEHU ChC 3all0BE Ha M3MIBIHUTENHUS nupekTop Ha MAJI, uHncniekTupar nefiHoCTTa Ha
HOTU(UIMPAHUTE OPTaHU, BKIIFOUUTEIHO Ha TEXHUTE MOIU3IIBIHUTEINH, Ype3 U3BbPIIBAHE HA
TUTAHUPAHU TIPOBEPKH 110 pena Ha wi. 5, maparpad 1, Oyksu "a" u "0" ot Permament 3a
m3nbiaHeHue (EC) Ne 920/2013.

(2) IIpu monmyyaBaHe Ha CUTHAJIM, KaJIOW U pEKIaMalliy 32 HEU3IIbIHEHHE Ha
3abJDKEHUATA Ha HOTU(QULMPAHUTE OPraHy WM 32 OTKJIOHEHUE OT 0OWYaliHUTE WK J00puUTe
MPAKTUKA KOMHUCHUUTE 110 al. | W3BBPIIBAT U3BBHPEIHU MPOBEPKHU HA MSCTO.

(3) Koraro nmpu mpoBepKUTE Ce yCTAaHOBAT IPOITYCKHU B JIEHHOCTTA Ha
HOTU(UIPAHUTE OPTAaHU, U3ITBIHUTETHUAT qupekTop Ha MAJI n3gaBa npeanucanue cbe
CPOK 3a OTCTPaHSIBaHETO UM.

(4) MBnbauauTennusar aupexkrop Ha MAJI n3nasa 3amnoBes 3a orpaHu4yaBaHe WU
BPEMEHHO CIIMpaHe Ha JIEHCTBHETO Ha pa3pelleHHeTo JO OTCTPaHsBAaHE B ONPEAETICHUs CPOK
Ha MPOMYCKUTE IO aj. 3.

. 72. (1) (U3m. - IB, 6p. 38 ot 2015 1., B cunia ot 26.05.2015 r.) U3nbiaHUTETHUST
nupektop Ha MAJI cbe 3amoBe1 OTHEMA Pa3pelIeHUETO 3a U3BBPIIBAHE OICHSIBAHE HA
CHOTBETCTBUETO, KOTATO IPU MIPOBEPKUTE CE€ YCTAHOBH, Y€ HOTH(DHUIIMPAHUST OPraH:

1. e mpecTaHal a OTroBaps Ha HAKOE OT yCIIOBUSTA, IPU KOUTO € U3AaJICHO
pa3pelieHneTo;

2. HE € B ChCTOSIHUE Ja MPOIBJKU U3IIBIHEHUETO Ha TIPOIEAYPHUTE 3a OIICHsIBaHE Ha
CHOTBETCTBHUETO;

3. HE U3MBJIHABA MPOLIEAYPUTE 32 OIIEHsIBaHE HAa ChOTBETCTBHETO CHOOPA3HO
M3UCKBAHUATA HA CHOTBETHUTE HApe0H 1o 4. 18;

4. He e MpeaNpUeT MEPKH 3a OTCTPaHsBaHE Ha MPOIYCKHUTE 1Mo ui. 71, an. 3 B
OTIpe/ICIICHUs CPOK.

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

Yn. 73. (U3m. - [IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) M3nbiHuTenHaTa
areHITs 1o JIeKapcTBarta yBeaomsisa EBponelickara KOMUCHS, IPYTUTE TbPKaBH YJICHKH,
JbpKaBUTE - cTpaHu o CriopazyMeHneTo 3a EBponeiickoTo MKOHOMUYECKO MPOCTPAHCTBO, U
Kondenepanus [IBelinapus 3a OTHETUTE pa3pelieHus! Mo Wi. 72 U 3a U3BBPIICHUTE MPOMEHN
mo ui. 67a, an. 1 m un. 68, an. 1.



Ui 74. (1) (U3wm. - [IB, 6p. 38 ot 2015 1., B crita ot 26.05.2015 r.) JIutero, Ha KoeTo
€ OTKa3aHO U3JaBaHe Ha pa3pelieHue no wi. 63, ajn. 2, Moxe Ja mojajae HOBO 3asiBICHUE 32
paspelnieHue He o-paHo OT 6 Mecella OT JaTaTa Ha BpbUBAHETO Ha 3allOBEJITa 32 OTKA3.

(2) Hotudunupan oprad, Ha KOUTO € OTHETO Pa3pelIeHreTo 1Mo wi. 72, ai. 1 Moxke
J1a TI0J1a]1¢ 3asiBJICHHE 32 HOBO pa3pelIeHre HE O-PaHo OT €/{Ha TOJMHa OT JlaTaTa Ha
BPBUBAHETO HA 3alIOBE/TA 32 OTHEMAaHE Ha Pa3peleHUETO.

Uin. 75. (U3m. - IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) OTKa3bT 32 U3/1aBaHE
Ha pa3pelleHHre 3a OIICHIBaHEe Ha ChOTBETCTBUETO, KAaKTO M 3allOBE/TA 32 OTHEMAHE Ha
paspelieHneTo Moxe aa ObaT 00KaIBaHu 10 pefa Ha AIMUHHCTPATUBHOIIPOLIECYATHHUS
KOJIEKC.

Y. 76. (1) (dom. - AB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.)
Hotudunupanusat opran u3gaba cepTudHUKaT, y10CTOBEPSABAIL CbOTBETCTBUETO ChC
CHILECTBEHUTE U3UCKBAHUS, IPUIIOKUMHU 32 U3/IEIINETO, C BAIMHOCT, IOCOUYEHA B HETO, HO HE
[O0BeYE OT 5 FOJIMHU UM IIPAaBU MOTHUBUPAH OTKA3.

(2) (U3m. - [IB, 6p. 110 ot 2008 r.) Koraro HOTH(QHUIUPAHUAT OpraH YCTAaHOBH, Y€
IIPOU3BOUTEIIAT HE € U3IIBJIHUI UM € IPECTaHal Jia U3ITbJIHABA U3UCKBAHUATA, ONIPEICIICHH
B HapenouTe 1o 4. 18, M ca NpoOMEHEHH YCIIOBUATA, IPU KOUTO € Onil U3aJIeH
CepTU(UKATHT, U KaTO OTYETE CTENIEHTAa HAa HEChOTBETCTBUE, OTHEMA CEPTU(PHUKATA WIIH
BPEMEHHO CIIUPA JEHCTBUETO MY, WIIM OTpaHHyYaBa HErOBUs 00XBAT, JOKATO IIPOU3BOUTEIIAT
npeanpuemMe MoIXOASIN KOPUTUPALIH JeHCTBUS U OCUTYPH HEOOXOAUMOTO ChOTBETCTBHE.

(3) (U3m. - [IB, 6p. 110 ot 2008 r., m3m. - [IB, 6p. 38 oT 2015 1., B cuna ot
26.05.2015 r.) Hotudunupanust opran uadopmupa MAJI B cnyyante Ha oTka3 3a u3aBaHe
Ha cepTu(UKaT, HA BpeMEHHO MPEyCTaHOBSIBAHE BAIMIHOCTTA Ha cepTU(UKaTa, HA OTHEMaHe
WM HaJlaraHe Ha OTpaHUYeHUe UM Ha MOJU(PHUIMPAHU WK JOIBIHEHN CEPTH(PHUKATH.

(4) (Homa - 1B, Op. 38 oT 2015 r., B cuna ot 26.05.2015 r.) B cnyuaute no ain. 3
HOTU(UIIMPAHUAT OpraH NpeaocTaBs mpu noucksane ot MAJI nombianuTenna nHGopmarus u
n3uckanure or MAJI nokymeHTH.

(5) (U3m. - [IB, 6p. 110 ot 2008 r., npeauimna an. 4, uzMm. - /IB, 6p. 38 ot 2015 ., B
cwia ot 26.05.2015 r.) M3menHuTenHaTa areH1us o jekapcrpara nadopmupa
PETyJIaTOPHUTE OPTaHU Ha PYTUTE IbPKAaBU WICHKH, PETYJIATOPHUTE OPraHu Ha IbP’KaBUTE
- crpanu 1o CropazymeHueTo 3a EBporneickoTo MKOHOMHYECKO MPOCTPAHCTBO, U Ha
Kondenepauus HIseitnapus u EBponelickata kKoMucHs 3a Cy4auTe 1o aj. 3.

Uin. 76a. (Hos - JIB, 6p. 110 ot 2008 r., u3m. - JIB, Op. 38 ot 2015 ., B cuna ot
26.05.2015 r.) HotuduuupanuTte opraiu ca JUIbXHHU Ja MPEeJOCTaBAT Ha HOTU(GHUIIMPAHU
OpraHH, ONpeAeNIeHU OT APYTU AbprKaBH WICHKH, HH(OpPMAaIIMS 3a OTKa3aHUTE CepTU(UKATH,
3a cepTU(PHUKATUTE, YUATO BATMAHOCT BPEMEHHO € MPEyCTaHOBEHA, U 32 OTHETUTE
cepTuduKaTH, a Ipy NOUCKBAHE - 32 U3JIAJICHUTE CEPTUDPUKATH.

I'naBsa nera.
THPTOBUSA C MEJIUIIUHCKHU U3AEJIUSA (3AT'JI. U3M. - IB, BP. 60 OT 2011 T'., B
CHJIA OT 05.08.2011T.)



Un. 77. (U3m. - JIB, 6p. 54 ot 2012 1.) (1) ThproBus Ha eApo ¢ MEAUITUHCKHA U3ACIIUS
Ha TepuTopusTa Ha Pemybnuka bearapus morar na u3BspiBat GU3HUECKU WIH FOPUITICCKH
JUIA, PETUCTPUPAHU KAaTO THProBIM 10 ThProBCKUs 3aKOH WJIH 110 3aKOHOJATEJICTBOTO HA
Jpyra JbpaBa WICHKa WIK Ha pyra JAbpkaBa - cTpaHa no CriopasyMeHHeTo 3a
EBpomneiickoTo nKOHOMHYECKO MPOCTpaHcTBO, Wiu Ha Kondeneparus [Beinapus, Ha KOUTO
€ U3/JIaJICHO pa3pelleHre 3a ThPrOBHs Ha €JIpo ¢ MeIUUUHCKU u3nenus ot MAJI unu apyr
JOKYMEHT, YJOCTOBEpSIBAILl TPABOTO UM J]a ThPIyBaT C MEIUIIMHCKY 3NN, U3aICH OT
KOMIIETEHTEH OpPT'aH Ha ChOTBETHATA JAbpiKaBa.

(2) IlpousBoauTenNTE, yCTAaHOBEHU HA TepuTOpusiTa Ha Pemy6nuka bbarapus, morat
Jla U3BBPIIBAT THPTOBCKH CIEIIKH C MPOU3BEACHUTE OT TAX M3JETHs 0e3 TOKyMeHTa 1o ai. 1.

Y. 78. (U3m. - JIB, 6p. 54 ot 2012 1.) (1) ®usnuecku Wiv IOPUIAIECKU JTUIIA,
pEerucTpupanu 1o peaa Ha ThProBCKUs 3aKOH WIIH 10 3aKOHOJIATEIICTBOTO HA JIpyra AbpikaBa
YJIeHKa WJIM Ha Jpyra Jbpxkana - ctpana no Criopazymenuero 3a EBponeiickoto
MKOHOMMYECKO MPOCTpaHCTBO, WK Ha Kondenepanus [IBelinapus, KOUTO UCKAT Ja Moxydar
paspelleHue 3a ThproBUsl Ha PO ¢ MEAUIIMHCKY u3aenus, nogasat B MAJI 3asBnenue no
o0pasel, yTBbPICH OT U3BJIHUTEIHHS qupekTop Ha MAJI, kbM KoeTo npuarar:

1. nannau 3a EMK Ha nuunara, peructpupanu mo peaa Ha ThproBckust 3aKoH, a 3a
JMIIaTa, pETUCTPUPAHU B JIpyTa AbpKaBa WICHKA WIK B Apyra IbpXKaBa - CTpaHa 1o
Cnopazymenueto 3a EBpornelickoTo HKOHOMHYECKO MPOCTPaHCTBO, WK Ha Kondenepanus
[IBeitapus - JaHHU, yIOCTOBEPSBAIIN THPTOBCKATa UM PETUCTPAIIHS;

2. CIUCHK Ha KATETOPUUTE MEIUIIMHCKH U3JIENHsI ChITIACHO HOMEHKJIATypHA CUCTEMA
BJIC EN ISO 15225 3a kateropu3saiiust Ha MEIUIUHCKUTE U3/IETIUS U HA CbOTBETHUTE UM
MIPOM3BOIUTENN HA XapTUEH U MarHUTEH HOCHUTEIT;

3. IOKyMEHT 3a IJIaTeHa Takca B pa3Mep, orpeselieH ¢ Tapudara mo wi. 7, ai. 1.

(2) Korato pa3nonarar ¢ mnoMeIeHus 3a CbXpaHeHne Ha METUIIUHCKY U3/IeNUs Ha
TeputopusiTa Ha PeryOnmka bearapus, munara o an. 1 mocouBaT B 3asBICHHETO U aJipeca
uM. B TO31 cinyuait KbM TIOKyMEHTalusATa 1o aji. | ce mpuiarar:

1. nexnapanus, ye:

a) MOMEIICHUATA OTTOBAPAT HA YCIOBUATA 32 ChbXPaHEHNE HA MEIULIMHCKUTE
W3JIENNsl, TOCOYEHH B CIIMCHKA 110 ajl. 1, T. 2, B 3aBUCUMOCT OT Cliel(HKaTa UM U YKa3aHUATA
Ha MPOU3BOAMTEINSL, OTIPEICIEHU B MHCTPYKIUATA 32 yIIoTpeda, U

0) mpuTeKaBaT WM pas3moiaraT ¢ TPAaHCIIOPTHHU CPENICTBA, OCUTYPSIBAIIN
MIPABUIHOTO UM ChXpaHEHUE MPH pa3npoCTpaHEHUE U TPAHCIOPTUPAHE;

2. TaHHU 32 UMETO, TIOCTOSHHUS aJJpec U aJpeca 3a KOPECIOHACHIINS C JIUIIETO,
OIIpeJIEJIEHO 32 PBKOBOIUTEN HA MOMEIICHUATA 32 CbXPAHEHUE U ThPrOBUS C MEAULIMHCKU
M3JIENNsl, KAKTO M KOITHE Ha JIOTOBOPA, Bh3 OCHOBA HA KOWTO € BH3HUKHAJIO
MIPABOOTHOLIEHUETO MY ChC 3asIBUTEIIS.

Uin. 78a. (Hos - JIB, Op. 54 ot 2012 r.) Koraro numara mo wi. 77 nputexaBat
JOKYMEHT, YOCTOBEPSIBAILl IPABOTO UM 3a U3BBPIIBAHE HA THPrOBUS Ha €IPO C MEIULIMHCKU
W3JIeNMsl, U3/1aJIeH OT KOMIIETEHTEH OpraH Ha Jipyra JIbpkaBa WieHKa WM Ha JpyTa AbpKasa -
cTpaHa o CrniopazymMeHHeTo 3a EBponeiickoTo MKOHOMUYECKO TPOCTPAHCTBO, UIIU Ha
Kondenepanus [Belinapus, u paznonarar ¢ HIOMELIEHHs 3a CbXpaHEeHUEe Ha MEUIIUTHCKU
uznenus Ha Teputopusta Ha PermyOnuka bearapus, npeacrassat B UAJL:

1. popma 3a yBegomsiBaHe 110 oOpa3ell, yTBBPACH OT U3ITBIHUTEIHUS JUPEKTOP Ha
HAJI;



2. XomHe OT JOKYMEHTA, yI0OCTOBEPSIBAIIl TPABOTO UM 32 M3BBPIIBAHE HA THPTOBUS
Ha eJpo, MPHUJIPYKEH C MPEBOJ Ha OBITAPCKU €3UK;

3. CIUCHK HA KaTErOPUUTE MEAUIIMHCKHU W3/ICIHsI ChIIIaCHO HOMEHKIIATYPHA CHCTEMA
BJIC EN ISO 15225 3a kareropu3aiiys Ha MEIULUHCKUTE U3/ICIHUS U HA CbOTBETHUTE UM
MIPOU3BOIUTEININ HA XapPTHEH U MarHUTEH HOCHUTET,

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

Y. 79. (U3m. - JIB, 6p. 54 ot 2012 1.) (1) (M3m™m. - JIB, 6p. 67 ot 2020 1.)
W3nbaHuTenHaTa areHIusl 1o JIeKapcTBaTa OLEHsABa JOKYMEHTALMATA 110 Wi. 78 U MpoBepsiBa
JOKyMeHTanusTa no 4. 78a. [Ipu koHCcTaTUpaHe Ha HEM'BJIHOTH B ToKyMeHTanusta MAJI
YBEIOMSIBAa IUCMEHO 3asIBUTENIS U aBa CPOK 3a OTCTPAHABAHETO UM.

(2) (M3wm. - JIB, 6p. 67 ot 2020 r.) U3mbaautennusat aupektop Ha MAJI B 30-qHeBeH
CPOK OT JjaTaTa Ha I10JIaBaHe Ha JOKyMEHTaluATa 110 Wi. 78 u3/jaBa pa3pelieHue 3a ThpProBUs
Ha e/Ipo ¢ MEAMIIMHCKY U3/IeTUs Ha JulaTa 1o 4i. 78, aji. 1 uin npaBu MOTUBHPAH OTKa3.

(3) CpoxsT 1o ai. 2 crnupa Aa Teue OT Jarara Ha yBEAOMIICHUETO 1o al. 1 10
OTCTpaHsIBaHE HA HEMI'BJIHOTHUTE.

(4) V3nbiiHUTENHATA areHLus 110 JIeKapcTBaTa B 7-THEBEH CPOK OT YBEAOMIICHUETO
1o wi. 78a BIUCBA B PETUCTHpa MO Wi. 81 1aHHUTE OT YBEOMIICHUETO.

Uin. 80. (U3m. - IB, 6p. 54 ot 2012 1.) (1) [Ipu npomMsiHa Ha agpeca Ha MOMEIIEHUATA
3a ChXpaHEHHE U ThPTOBHsI ¢ MEIUIIMHCKHU U3/eNus Ha TepuTopusaTa Ha PenyOnuka bbarapus
nuuara no 4. 78 nonxasar B MAJI 3asiBiieHue 3a mpomsiHa Ha pa3peiieHueTo mo 4i. 79, ai. 2,
a uuara 1o 4i. 78a - yperomiieHue 3a npomsinata. KbM 3asiBI€HUETO UITU YBEOMIICHUETO CE
IpujiaraT CBbp3aHaTa ¢ IpoMsiHaTa JOKyMEHTAIMs U JOKYMEHT 3a IUIaTeHa Takca 3a Jilara
o wi. 78 B pa3mep, onpezaeneH ¢ Tapudara mno uwi. 7, ai. 1.

(2) 3asBIEHUETO WM YBEIOMIIEHUETO 3a POMsIHA CE€ 110/1aBa B 7-THEBEH CPOK CJIE]l
M3BBPIIBaHE HA CHOTBETHUTE TPOMEHH.

(3) JIumara mo an. 1 yBegomsiat MUAJI B 7-1HEBEH CPOK Ciie/l U3BBPIIBAHE HA
MPOMSsIHA Ha MPABHUSA CTaTyC, CEJANMILETO U/WUJIH apeca Ha YIPaBJICHUE U/WIH TIPH MPOMSHA
Ha JIMIETO Mo Wi. 78, ai. 2, T. 2, W/Win Npu IPOMsIHA Ha CTIMCHKa HA BUOBETE MEIUIIMTHCKH
W3JIeNusl, ¢ KOUTO ThpryBar. KbM yBeIOMIIEHHETO ce Tpuiiara CBbp3aHaTa ¢ poMsHaTa
JOKYMEHTAITHSI.

(4) (U3m. - [IB, 6p. 67 ot 2020 r.) M3mpaHUTETHATA areHIINS 110 JIeKapcTBaTa
OLICHSBA JOKYMEHTALMATA KbM 3asBJICHUETO 32 IPOMSIHA Ha pa3pelieHneTo no ui. 79, an. 2.
W3npaautennust nupextop Ha MAJI n3nasa pasperienue 3a mpoMsiHa Ha pa3pelieHHeTo Mo
1. 79, an. 2 wiM npaBu MOTUBHUPAH OTKa3 B 14-THEBEH CPOK OT JjaTaTa Ha M0/IaBaHe Ha
JOKYMEHTaIusTa 1mo ai. 1.

(5) M3nbiiHuTENHATA areHus o JeKapcTBaTa BIIMCBA B PETUCTbpa Mo wi. 81
MIPOMEHUTE B 00CTOATENCTBATA MO al. 1 ¥ 3 B 7-THEBEH CPOK OT M3/IaBaHETO Ha
pa3peleHneTo 3a MPOMsIHA, CbOTBETHO OT YBEOMJIEHUETO 33 MIPOMSIHA.

Yn. 80a. (Hos - IB, 6p. 54 ot 2012 r.) (1) JIunara no 4. 78 u 78a B 10-1HEBEH CpOK
clle]] MpeKpaTsBaHe Ha IEHHOCTTa CH, CBbP3aHa C ThProBUS C METUIIMHCKU U3/IeNINs Ha
TepuTopusTa Ha PeryOnuka bearapus, ca AnbKHU 1a YBEIOMSAT MUCMEHO U3IIBIHUTETHUS
nupexrop Ha MAJL

(2) B ciyvauTte no an. 1 u3neiaautennusaT qupexrop Ha MAJI cbe 3anmoBen
MpeKpaTsBa ICMCTBUETO HA U3/IaJICHOTO pa3penieHue no wi. 79, an. 2. Usnbpanurennara



areHIIMs 10 JIeKapcTBaTa B 7-JHEBEH CPOK OT M3/aBaHE Ha 3aIllOBE/Ta 3a MPEKpaTsIBaHe HA
pa3pelieHneTo BIUMCBA B perucTbpa no 4wi. 81 garara Ha nmpekpaTsBaHe Ha pa3pelIeHUEeTo Ha
Thproseua mo 4i. 78.

(3) M3nbiiHuTENHATA areHUus 110 JEKapcTBaTa BIIMCBA B perucTbpa o wi. 81 garara
Ha MpeKpaTsBaHe Ha JEHWHOCTTA Ha JIMIaTa 1o wi. 78a.

. 81. (U3m. - IB, 6p. 54 ot 2012 r.) U3nbiHuTenHATA areHIIUs 10 JIeKapCcTBaTa
BOJIM PETUCTHP Ha JuIaTa 1o wi. 78 u 78a, KOUTO ChbpKa:

1. (m3m. - [IB, 6p. 54 oT 2012 r.) HOMEp U JaTa Ha pa3pElICHUETO 3a ThPTOBUS Ha
€1po ¢ MEAMIIMHCKH U3AETHS 3a JIhlaTta no 4wi. 78;

2. (m3m. - [IB, 6p. 54 ot 2012 r.) ume, cenanuine u aJpec Ha yIpaBIeHUE HA JIUIIATa
mo wi. 78 u 78a;

3. (m3m. - IB, Op. 54 ot 2012 r.) nata Ha mpeKpaTsBaHe HA Pa3pEIICHUETO 1Mo Wi. 79,
ai. 2;

4. (u3m. - /IB, Op. 54 ot 2012 1.) ampec Ha MOMEIIECHUATA 32 CbXPAHCHUE Ha
MEIUIIMHCKH U3IENHUs;

5. (m3m. - IB, Op. 54 ot 2012 r.) uMe u azmpec Ha nmmara mo wi. 78, ai. 2, 1. 2;

6. (u3m. - JIB, Op. 54 ot 2012 1.) CIUCBHK HA KATETOPUUTE MEAUIIMHCKA U3ICIHS, C
KOHUTO C€ U3BBPIIBA ThHPTOBUSI;

7. (voBa - /IB, 6p. 54 ot 2012 r.) mpoMeHH 1O BIIUCAHUTE 0OCTOSATEIICTBA.

Ui 82. (1) (U3m. - [IB, 6p. 54 ot 2012 1.) THproBiiuTe ¢ MEIUITUHCKH U3JICITHS,
KOUTO M3BBPUIBAT THPTrOBUS Ha TepUTOpHATa Ha PenyOminka bbarapus, ca 1bKHU Ja
THPryBaT caMO ¢ MEIUITMHCKHU U3/ENINs, HA KOUTO CPOKHT HA TOJHOCT HE € U3TEKbJI M UMAT:

l.nanecena "CE" MapkupoBKa B CbOTBETCTBHE C M3UCKBAaHUATA Ha WiI. 15;

la. (noBa - /IB, 6p. 54 ot 2012 r.) HaHECeH MapPTH/ICH/CEPHEH HOMEP BBPXY
OTTaKOBKUTE, KOTATO € MPUII0KUMO;

2. (m3Mm. - 1B, 6p. 110 ot 2008 1., u3m. - /IB, 6p. 38 or 2015 r., B cuna ot 26.05.2015
I.) HaHECEeH UACHTU(PUKAIMOHEH HOMEp Ha HOTU(UIIMPAHHUS OpraH 1o 4i. 63, an. 4, korato
MPOLIEYPUTE, OTPEICIICHN B HapeouTe 1o Wwi. 18, M3UCKBAT HAHACSHETO MY,

3. HaHEeCeHU HaMMEHOBAHKE U aJpecC Ha YIpaBlIeHUE HA MPOU3BOIUTENS U/UITU
YI'BJIHOMOIICHWUS IPEACTABUTE U BHOCUTEIIS;

4. UHCTPYKIHMSI 32 ynoTpebda, ¢ M3KII0YEHNE Ha U3IENNUATa, 32 KOUTO TOBA HE €
MIPEJIBHJICHO B 3aKOHA.

(2) (U3m. - [IB, 6p. 54 ot 2012 r.) JIunara no an. 1 ca JIeXHHU 1a TOJABPKAT
MTOMEIIIEHUATA 33 CbXPAHCHNUE Ha MEIUIIMHCKH U3JICIHSI, KOTaTo pas3rojarar ¢ TaKiBa, B
CHOTBETCTBHUE C U3UCKBAHUATA 32 CbXPAHEHUE 32 CHOTBETHUS BUJ H3/EINE, ONPEETICHH OT
TIPOU3BOTUTEIIS.

(3) (U3m. - [IB, 6p. 54 ot 2012 r.) Tpproeuute Ha €apO C MEIAUIIUHCKU U3ICITHS
OCHTYPSIBAT U TIOJUTbPKAT JOKYMEHTHUPAHA CUCTEMA 3a MPOCieIsiBaHe 0€30IacHOCTTa Ha
MEIUIIMHCKUTE U3/IeTHs, TyCHATH Ha Tla3apa, U 3a OJIOKMpaHe U U3TErIIsIHe OT Mazapa Ha
MEUITMHCKUTE H3/IEITUs, ITOKAa3aJId HEChOTBETCTBUE C M3MCKBAHUATA 33 O€30ITaCHOCT 10
CMHCBHIIA Ha IJIaBa ceaMa.

(4) (U3m. - [IB, 6p. 54 ot 2012 r.) KM goKyMeHTanMsITa MO ajl. 3 ce ChXpaHsABaT
MapTUIHUTE CEPTUPUKATH HA METUITUHCKUTE U3AETUS 32 CPOK 5 TOIMHU U C€ TIPEIOCTABST
MpY NMOUCKBAaHE Ha JUThKHOCTHUTE JIUIIA MO 4i. 86, ai. 2.

(5) (U3m. - [IB, 6p. 54 ot 2012 r.) JIumara mo an. 1 ca JurbXHU J1a ChbXpaHIBAT
MEUIIMHCKUTE H3/ICTTUS C U3TEKBJI CPOK HA TOAHOCT, OJIOKHPAHUTE H/HITU H3TCTIICHUTE



MEIUIIMHCKH U3/IEHs Ha OMPECIICHO 32 IIeJITa MSCTO C TPaHO CUTHAIHO 0003HAYCHUE 10
MPEAOCTAaBSIHETO UM HA MPOU3BOIUTEINS WIIH JI0 YHUIIOKABAHETO UM.

Y. 83. (U3m. - JIB, 6p. 54 ot 2012 1.) (1) JInmaTa mo wi. 77 Morar J1a H3BbPIIBAT
THPTOBCKH CHIEJIKU C MEIUIIMHCKU U3JICNHS MIPH CIIa3BaHE HA M3UCKBAHUATA 32 TAXHOTO
ChXpaHEHUE U PA3NPOCTPAHEHHUE ChC:

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

2. (m3m. - 1B, 6p. 14 o1 2016 1., B cunia ot 19.02.2016 r.) 1eueOHM 3aBECHUS 110
3akoHa 3a JIeueOHUTE 3aBEICHUS U BETEpUHAPHOMEINIIMHCKY 3aBEICHUS 110 3aKOHA 32
BETEPUHAPHOMEIUIIMHCKATA JIEHHOCT;

3. 3npaBHM 3aBeqeHus mo wi. 21, an. 2, 1. 1, 3 u 4 u an. 3 ot 3akoHa 3a 37paBeTo;

4. BeTepUHAPHOMEIUIIMHCKUTE alITeKH;

5. Iporepuu;

6. (u3m. - JIB, 6p. 105 ot 2018 1., B cmma ot 01.01.2019 r.) v11a, KOUTO U3BBPIIBAT
JCHOCTH TI0 TPEAOCTABSIHE Ha MIOMOIIHU CPEACTBA, IPUCTIOCOOJICHUS U ChOPBKECHUS U
MEIUIIMHCKHU U3EIUs 3a XOpaTa ¢ YBpexkIaHus Mo 3aK0oHa 3a XopaTa ¢ yBPEKIaHUs;

7. muua, MpUTEKaBaIll ThPrOBCKUA OOEKTH, B KOMTO C€ TpesiaraT OnpeIesieHH ChC
3aroBe]] HAa MUHUCThPA Ha 3/[paBEONa3BaHETO WIIM Ha ONPABOMOIIEH OT HETO 3aMECTHHK-
MUHUCTBP MEAUIIMHCKH U3JICTTHS;

8. OOIIMHU, OPraHU Ha AbP>KaBHATA BJIACT U AbP>KaBHU UHCTUTYLIUU, KOUTO
MPOBEXKIAT MPOLEAYPH 32 Bb3JIaraHe Ha OOIIECTBEHH MOPBHYKH 32 JOCTABKA HA METUITTHCKH
W3JIeTHs;

9. yueOHU 3aBeCHUS;

10. nmuua, KOUTO ca B MpoLieaypa Mo U3rpakaaHe u o0opyABaHe Ha ObJeIIH JeueOHI
Y 37]paBHU 3aBEJICHHsI, CIIE]] TOJTy9aBaHETO Ha pa3pelIeHe 3a CTPOEK 10 pea Ha 3aKoHa 3a
YCTPOMCTBO Ha TEPUTOPHSITA.

(2) MUHHCTBPBT Ha 3paBEONA3BAHETO ONPEEIIs ChC 3all0BE] MEIULIMHCKUTE
W3JIeNHsl, KOUTO MOTaT Jia ce MpoAaBar B ThPrOBCKUTE 00EKTH 1o ai. 1, T. 7.

Ui 83a. (Hos - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) JleueGHuTe
3aBeJIeHNs 32 OOJIHWYHA OMOII MOT'aT 1a U3BBPIIBAT ThPIOBCKU CAEIKH C MEIUIIUHCKI
W3JIENNS CaMo 32 HY)KJUTE Ha CBOUTE TIAIIUEHTH.

(2) MenuuuHCKUTE U3/eNusl, KOUTO Morar Aa ObJaT mpeaMeT Ha ThPrOBCKH CIENIKU
o ai. 1, ce onpenenst ¢ Hapeadara mo 4i. 30a.

UYn. 836. (Hos - /IB, 6p. 54 ot 2012 1.) (1) JIunata mo un. 78 u 78a moaabpxar
nH(OPMANHS U ChXPAHIBAT JOKYMECHTAIIUS 32:

1. 3aKyImeHo U MPOJaJeHO KOIUYECTBO MO BUIOBE METUIIMHCKU U3/IENUs, JaTa Ha
MOKYTIKaTa U Mpojiaxk0aTa, CKJIaJJ0Ba HATMYIHOCT, TAPTHJICH HOMEP U CPOK HA TOJHOCT;

2. IMETO W aJipeca Ha yIpaBlieHUE HA JUIaTa, OT KOUTO Ca 3aKyIWIN U Ha KOUTO ca
MIPOJTIATA MEUIIMHCKUTE U3ICTTHS;

3. HOMep | JlaTa Ha W3/1aBaHe Ha IOKyMEHTa, yI0CTOBEPSBAIll IPaBOTO 3a
M3BBPIIBAHE HA THPTOBYSI HA AP0 HA JIMIATa MO WI. 77, M TaHHU, HICHTUPHUIHPAIITN OpraHa,
M3M1ai TOKyMEHTA.

(2) Jlumara mo wi. 83, an. 1, 1. 3 - 5u 1. 7 - 10 nomappkat undopmarus 3a:

1. 3aKyTeHO KOTUYECTBO 1O BUOBE METUITMHCKY M3/IENUA, AaTa Ha TIOKYIIKaTa U
npogaxoara, CKJIaloBa HATMYHOCT, TAPTUIACH HOMEP U CPOK Ha TOTHOCT;



2. IMETO U aJpeca Ha yIpaBJICHHUE Ha JIMIETO MO 4il. 77, OT KOETO ca 3aKyIHIN
MEIUIMHCKA U3AeInsl, U JaHHUTE 1o aj. 1, T. 3.

(3) JIumara mo wi. 83, an. 1, 1. 2 1 6 mogabpKaT HHGOpPMALIHS 3a:

1. 3aKyIeHO KOJUYECTBO O BUOBE METUIIMHCKU U3/IENINs, AaTa HA TIOKYIIKATa,
CKJIaJI0Ba HAIMYHOCT, TTAPTHJICH HOMEP M CPOK Ha TOJTHOCT;

2. IMETO U aJipeca Ha yIpaBlieHUE HA JUIETO O WI. 77, OT KOETO ca 3aKyIHIN
MEJUIUHCKY M3/ICHS, ¥ JAaHHUTE 110 ail. 1, T. 3;

3. uIe, Ha KOETO ca MPEI0CTABIIIN/TIPHIIOKIIIA MEIUIIMHCKOTO U3ICITHe/ U3 eI

Y. 84. (U3m. - JIB, 6p. 54 ot 2012 1.) (1) nbKHOCTHUTE JIM1IA 10 4. 86, ait. 2
W3BBPIIBAT IJIAHUPAHU U BHE3AITHU MPOBEPKH B IIOMENICHUATA 32 ChXPAHCHHUE U THPTOBHS C
MEIUIIMHCKU U3EIHs.

(2) JnpxxHOCTHHTE IMLIA 11O ajl. 1 Morar Ja U3UCKBAT, IPOBEPSIBAT U MPaBAT KOMUS
Ha JOKyMEHTAIsATa 1o 4wi. 82, ait. 3 u 1o wi. 830, KaKTO U Ja B3eMaTr 00pa3Iy 1 MpooH OT
W3JIeIMsTa [P yCloBUATa 1o wi. 93, an. 3.

(3) Korato mpu npoBepkara ce yCTaHOBH, Y€ METUIIUHCKUTE U3JENUs HE OTTOBaAPST
Ha W3UCKBaHMATA HA 4. 82, ait. 1, T. 1, la, 2 wiu 3 uiM ca ¢ U3TEKBI CPOK HA TOJTHOCT,
M3MBIHUTENHUAT nupektop Ha MAJI pasnopexna cbe 3amoBes OJIOKUpaHe U U3TETIISIHE Ha
W3JICIHATA OT Ma3apa W/WIK TAXHOTO YHHUIIIOKABAHE.

(4) IIpu ycraHoBsiBaHE HECHOTBETCTBUS Ha MOMEIICHUATA 332 ChXpaHEHHE U
THPIrOBHS C U3UCKBAHUSATA, ONPECICHH OT IPOU3BOAMUTEIIS 32 CbOTBETHOTO H3JIENHE,
JUTHKHOCTHUTE JIMIA 10 all. | JaBaT NpeAnrcaHus U CPOK 32 OTCTPAHSIBAHETO UM.

(5) Koraro nipu mpoBepkara ce yCTaHOBH, Y€ B CUCTeMara 1o wi. 82, ai. 3 Wik B
JOKYMEHTaIusTa 1o 4i. 830 nMa HembJIHOTH WJIM HETOYHOCTH, AMBHKHOCTHHUTE JIMIIA IO aj. 1
JaBaT MPEANUCaHUs U CPOK 32 OTCTPAHSABAHETO UM.

(6) KoraTo HechOTBETCTBUATA, HEMMBJIHOTUTE WIIM HETOYHOCTUTE HE ObJIAT
OTCTPAHEHU B CPOKOBETE 10 all. 4 U 5, NIIBKHOCTHUTE JIUIA 110 ajl. |1 MPeACTaBsAT CTAHOBUIIE
110 M3MBIHUTENHUS AupekTop Ha MAJI ¢ mpeioxkeHne 3a OTHEMaHe Ha pa3pelieHneTo 3a
THPTrOBHS Ha €/IpO, a 3a JIMIaTa Mo Wi. 78a - 3aIM4aBaHe OT perucTbpa no ui. 81 u 3akpruBaHe
Ha TIOMEIICHHTAa UM 33 ChXpaHEHHE U ThPTOBHSL.

(7) 3anoBenuTe Ha U3NBJIHUTENHUA qUpekTop Ha MAJI o an. 3 u 6 morat na ce
o0xaJBar mo peaa Ha AJMHUHHCTPATHBHOIIPOLIECYyalTHUSI KOAECKC, KaTo 00alIBaHETO HE CIUpa
W3ITBITHCHUETO FM.

Yn. 85. (Uzm. - B, 6p. 54 ot 2012 r.) I3nbiaHMUTENHATA areHIUs 110 JIEKapcTBaTa
nH(pOpMHpa peryJaTOpHHs OpraH Ha Jpyrara JbpKaBa YWIeHKa WIN Ha JpyraTa IbpKaBa -
cTpaHa o CrniopasyMeHHeTo 3a EBponeiickoTo MKOHOMHUYECKO TPOCTPAHCTBO, MM Ha
Kondenepanus [Beiinapus, u3aan 10KyMeHTa, y10CTOBEPSABAII] IPAaBOTO 33 U3BbPIIBAHE HA
THProBUs Ha €IpO C MEIAULIMHCKU U3/ENINs, 32 YCTAHOBEHU HAPYILIEHUS IIPU ThPrOBHsI HA €APO
C MEIMLIMHCKU U3JIeNusl Ha Teputopusta Ha Penyonuka bearapus u npepoctass nHGopManus
IIpY NTOMCKBAHE 32 JIMLaTa 1o wi. 78.

T'1aBa mecra.
HA/I30P HA TTA3APA

Y. 86. (1) (Hom. - AB, 6p. 84 ot 2012 r., B cuma ot 02.01.2013 r.) HagzopsT Ha
rasapa ce U3BbBpIIBA, 32 JIa CE OCUTYPU CHOTBETCTBUETO Ha MEAUIIMHCKUTE U3/ICTHS, TyCHATH



Ha Ta3apa W/Wiv MyCHaTH B JICKCTBUE, C M3MCKBAHUATA HA 3aKOHA W HAa HapeaouTe mo wi. 18
OT TO3M 3aKOH W/WJIM Ha r71aBa rera "a" u Ha HapenOara mo wi. 211, an. 1 ot 3akona 3a
3aIuTa OT BPEIHOTO BB3CHCTBIE Ha XMMUYHUTE BEIIECTBA U CMECH.

(2) Ham3opsT Ha ma3zapa Ha Teputopusita Ha PeryOnuka bbarapus ce ochliecTBsiBa
ot UAJI upe3 MHCIEKTOPH U €KCIIEPTH, OIPECIICHN ChC 3al0BE]] Ha U3ITbIHUTEIIHUS

JUPEKTOP.

Ui 87. (1) Hag3opbT Ha maszapa ce U3BbPIIBA UPE3:

1. mpoBepKHU Ha W3AENUATA, TyCHATH Ha TIa3apa W/WUJ MyCHATH B JICHCTBUE;

2. B3eMaHe Ha 00pa3y WK IPOOH OT U3AENUATA U U3MUTBAHETO HM.

(2) U3nutBaHeTo Ha MEIUIIMHCKUTE U3JIETUS HE MOXKE JIa CE U3BBPIIBA OT
HOTU(HUIMPAHUTE OPraHu, Y4acTBAJIU B OLIEHSBAHETO Ha CHOTBETCTBUETO HA CHIIUTE
U3JIEIHSL.

Y. 88. [IpoBepkuTe HA MEIULIMHCKUTE U3/IENNS, TyCHATH HA Ma3apa U/WUiM MyCHaTH
B JICICTBHE, CE€ U3BBPILIBAT I10:

1. mpeaBapuTENHO YTBBP/ICH MOJIMILEH IIJIaH 32 HAaA30p Ha Ma3apa 1o rpynu
MEJUIIMHCKHU U3/IEIHsI ChOTBETHO OT M3IIBIHUTENHUS nupektop Ha MAJL u

2. CUTHAJU OT APYTY KOHTPOJIHU OPTaHH U MO UACHTHU(PHUIIMPAHU TUCMEHHU CUTHAIIU
OT IPaKJaHH.

Y. 89. (U3m. - JIB, 6p. 54 ot 2012 1.) JIumaTa no wi. 86, an. 2 U3BbPUIBAT IPOBEPKHU
B oOekTuTe 1o wi. 83, ait. 1, T. 2 - 7, KAaKTO ¥ B IPOU3BOJACTBEHUTE TTOMEILICHUS U B

[TOMEIIEHUATA 38 ChXPAHEHUE M ThPrOBUS Ha MEIUIIUHCKHI U3CIIUS 110 Wi. 78, al. 2 u uiI.
78a.

Yn. 90. (1) (ITpegumien Texcet Ha wi. 90 - /1B, 6p. 110 ot 2008 r.) JIumara no ui. 86,
aJ. 2 mpoBepsBar 3a:

1. nanmnuue Ha "CE" MapkupoBKa U 3a CbOTBETCTBHETO U C U3UCKBAaHUATA HA 3aKOHA;

2. (m3m. - 1B, 6p. 110 ot 2008 1., u3m. - /IB, 6p. 38 or 2015 r., B cuna ot 26.05.2015
I.) uACHTU(PUKAIIMOHEH HOMEp Ha HOTU(QHUIIMPAHUS OpTaH Mo 4wi. 63, ai. 4, Korato
MPOIeTypUTE, ONIPENICIICHU B HapeIOuTe 1Mo Wwi. 18, M3MCKBAT HAaHACSHETO MY;

3. HAIMYUE HAa UHCTPYKIIUA 32 yHoTpeba U ChbOTBETCTBHE HA CHABPIKAHUETO U C
M3UCKBaHUATA HA HapenouTe 1o wi. 18, ¢ u3KIItoueHne Ha u3ienusiTa mo 4i. 2, ai. 1, 1. 3,
nonanamny B kiac I u knac [la, ako Morat aa ce u3nons3BaT 0e30macHo 6€3 HHCTPYKITUS 3a
yroTpe0a;

4. (u3m. - [IB, 6p. 110 ot 2008 r.) HanMuMe Ha €TUKET U CHOTBETCTBUE HA
ChJIBP’KaHUETO MYy C U3UCKBAaHUATA HA Hapen0uTe 1o 4. 18;

5. HaNUYUE BbPXY MEAUIIMHCKOTO U3/IeNTNE HA HANMEHOBAHHE U aJIpec Ha
yIpaBJIeHNE Ha TPOU3BOIUTEIIS MM YITBITHOMOIIEHHSI TPEICTABUTENT U BHOCUTEIIS;

6. CpPOK Ha TOIHOCT Ha MEAMIIMHCKOTO U3/IEIHE;

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

(2) (Homa - 1B, 6p. 110 ot 2008 r.) JInmara mo 4. 86, an. 2 mpoBepsBaT 3a
CIIa3BaHETO HA M3MCKBaHETO Ha wi. 27, aim. 1 mun. 28, aim. 1 u 6.



Y. 91. (1) KoraTo npu mpoBepkaTa Jdiiara 1o wi. 86, aji. 2 yCTaHOBSAT, 4e
MEIULMHCKUTE U3/IeNUs ca IyCHATH Ha Ma3apa W/Wi ca mycHaTH B neiicteue 6e3 "CE"
MapKUPOBKA UK C U3TEKBJI CPOK HA TOAHOCT, T€ U3TOTBST CTAHOBUIIE J0 U3ITBIHUTEITHUS
mupektop Ha MAJI ¢ mpemoxkeHune 3a U3/1aBaHe Ha 3a10Be]] 32 OJIOKMpaHe U U3TETIIsTHE Ha
U3JIeJINETO OT mas3apa.

(2) (U3m. - [IB, 6p. 110 ot 2008 r.) Koraro npu npoBepkara juiara mno wi. 86, ai. 2
YCTaHOBAT, Y€ MEAUIIMHCKUTE U3/IEUs ca MyCHATH Ha Ia3apa W/WUjIH ca IyCHATU B JIEHCTBUE
0e3 MHCTPYKIHS 3a YIoTpeda u/uiu 6e3 eTUKET WIH ChAbPKAHUETO Ha ETUKETA HE € B
CHOTBETCTBHUE C U3UCKBAHUATA HA HapeAOUTE MO Wi. 18, n/uinm BbpXy U3JEIUETO HE ca
HAaHECEHU HaUMEHOBAHUETO U aJIpeChT Ha YIIPABJIEHUE Ha IPOU3BOAUTEINS TN HA
YI'BJIHOMOIIEHHS MY TIPECTaBUTEN U Ha BHOCUTEIA, T€ JIaBaT MpeIHUCcCaHie Ha
IIPOU3BOIUTEIIS UM HAa HETOBUS YITBJIHOMOIIEH IIPEICTaBUTEN ChC CPOK 3a OTCTPaHSIBAaHE HA
KOHCTaTHUPaHOTO HapyIICHHUE.

(3) Koraro napymeHuero 1o aju. 2 He Obie OTCTPaHEHO B TIOCOYCHUS CPOK, JIUIaTa
1o wi. 86, aji. 2 U3rOTBAT CTAHOBUIIIE 10 U3IIBIHUTEIHUS AupekTop Ha MAJI ¢ pemioxenue
3a M3/1aBaHE Ha 3a1o0Be]l 3a OJIOKMpaHE U U3TEIVISIHE Ha U3JEJIUETO OT Ma3apa.

(4) (M3wm. - JIB, 6p. 110 ot 2008 r.) Koraro uzuckBanero Ha 4i. 90, ain. 1, T. 2 He e
M3IBJIHEHO WM HAaHECeHaTa MapKUPOBKA HE ChOTBETCTBA HA M3UCKBAHMUTA HA Wi. 15, unu
nMa ceMHeHue, ye "CE" MapkupoBKaTa € HaHeCeHa HEIPAaBOMEPHO, JINLIATA 110 Wi. 86, ai. 2
M3UCKBAT OT IPOU3BOAMUTENS UM OT HETOBUS YITBIHOMOIIICH MPEJCTABUTEN, HIIA OT
BHOCHTEIIS Ja UM IIpeJIcTaBu B cpok 10 AHM OT aTaTa Ha yBEIOMSBAHETO:

1. nexnapanus 3a CbOTBETCTBUE;

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

Ui 92. (1) JInnaTa no 4. 86, ajn. 2 U3rOTBAT CTAHOBUIIE 0 U3ITBJIHUTEITHUS
nupektop Ha MAJI, koiiTo n3napa 3amnoBej 3a OJ0KupaHe U 3a0paHa Ha pa3pOCTPAHEHUETO
Ha U3J/IeJIMETO, aKO B CpoKa 1o wi. 91, an. 4 He ObJAT MpEICTaBeHH ICKIapalusTa 3a
CHOTBETCTBUE M TEXHUYECKATa JOKYMEHTAIUs, OCBEH B CIIy4auTe, KOTaTO CPOKBT 10 4. 14,
al. 3 € U3TeKbII.

(2) B 30-mHeBeH cpok OT JaTaTta Ha BpbUBaHE Ha 3amoBe/ITa 1Mo ai. |
MIPOU3BOIUTEISIT, HETOBUAT YITBJIHOMOIICH MPEICTABUTEN WJIM BHOCUTEIIAT € JUTHKEH Ja
W3TETJIM U3JIEINETO OT ma3apa.

. 93. (1) (U3m. - IB, 6p. 110 ot 2008 1., nom. - JIB, 6p. 84 ot 2012 1., B cuna ot
02.01.2013 r.) Koraro mpu nmpoBepkara Ha TeXHUYeCKaTa JJOKyMeHTauus no wi. 14, an. 1 u Ha
JeKJIapanusiTa 3a ChOTBETCTBHE 10 Wi. 91, ai. 4, T. 1 Bb3HUKHAT CHbMHEHUS, Y€ U3IEIINETO HEe
ChOTBETCTBA Ha CHIIIECTBEHUTE U3UCKBAHUs, ONIPEIeNICHH B HapeaOuTe 1o wi. 18 oT To3u
3aKOH W/WJIM Ha riaBa neta "a" u Ha HapenOaTa mo wi. 211, an. 1 ot 3akoHa 3a 3amuTa ot
BPEIHOTO Bb3JIeHICTBHE HA XMMUYHHTE BEIIECTBA U CMECH, JIUIaTa 1o 4i. 86, ai. 2 B3emar
oOpa3nu wiv mpoOu OT U3ECIUETO 32 U3MTUTBAHE.

(2) UznuTBaHeTo ce U3BBPIIBA B aKpeIuTHpaHa JadopaTopus ot M3mbiHuTEeTHA
arenuus "bwirapcka ciayx6a 3a akpeauTanus” win B 1adoparopus, akpeAuTHpaHa OT OpraH
Ha JIbpKaBa WIEHKa WU JIbpxKaBa 0T EBponeiickoTo NKOHOMHUYECKO MPOCTPAHCTBO.

(3) (U3wm. - JIB, 6p. 82 ot 2009 1., B cuna ot 16.10.2009 r., u3m. - 1B, 6p. 14 ot 2015
r.) YciaoBusiTa 4 peIbT 3a B3eMaHe Ha 00pa3iy ¥ MpoOU 0T MEIULIMHCKH U3JIeNHUs 32
M3IUTBAHE C€ ONPEACIAT ¢ Hapea0a Ha MUHHUCThPA Ha 3/[paBEONa3BaHETO U MHHHUCTHpA Ha
MKOHOMHKATA.



(4) Ilpu ocriopBaHe Ha pe3yJITATUTE OT U3BBPIICHUTE JTA0OPATOPHHU U3MUTBAHUS
IIPOU3BOJIUTEINAT WIM YIIBIHOMOIIEHUAT My nipeacTaButen npeacrass B MAJI nucmeno
WCKaHEe B 7-THEBEH CPOK OT JiaTaTa Ha IOJIy4aBaHe Ha pe3yJitaTa OT IbPBOHAYATHOTO
HU3MNWUTBAHC 3a U3BBbPIIBAHC HA ITIOBTOPHO U3NIHUTBAHC.

(5) [oBTOpHOTO M3NMTBAHE 110 ajl. 4 ce U3BBPIIBA OT EKCIIEPTH, KOUTO HE ca
ydaCTBaJId B IIbPBOHAYAJIHOTO U3IIUTBAHC.

Ui 94. (1) B cnydaute 1o ui. 93 usnmbaautenHUAT aupektop Ha MAJI u3nasa
3armoBe;] 32 BPEMEHHO CIIUpaHe Ha Pa3mpOCTPAHEHUETO WM yHoTpebara Ha KOHKPETHOTO
u3ziesnme.

(2) Koniue ot 3anoBexTa 1o aji. 1 ce BpbuBa Ha MPOU3BOUTENS WIIM Ha HETOBUS
YI'BJIHOMOLIEH MPEACTaBUTEN, UM HA BHOCUTEIIS.

Ui. 95. Korato nunara mo 4. 86, aji. 2 yCTaHOBST, Y€ HEChOTBETCTBHETO ChC
CBILECTBEHUTE U3UCKBAHUS MOKE 14 C€ OTCTPAHM, U3TOTBAT CTAHOBUILE 10 U3ITBIHUTEIHUS
nupekrop Ha MAJI n naBaT npeanucanye cbC CpoK, ChIiacyBaH C POU3BOJUTENS UIIU
HETOBUSl YI'BJIHOMOILEH MTPEJICTABUTEN, 32 U3BbPLIBAHE HA HEOOXOAMMHUTE KOPUTUPALIH
JEHCTBUS WU 32 IIBJIHO OLICHSIBAHE ChOTBETCTBUETO HA U3/IEIUETO ChC ChIIECTBEHUTE
U3HCKBaHUS.

Ui 96. (1) Korato nunara mo 4. 86, aj. 2 yCTaHOBST, Y€ HEChOTBETCTBUETO ChC
CBLIECTBEHUTE N3UCKBAHUS HE MOJKE J1a CE OTCTPAHU, T€ U3TOTBAT CTAHOBHUILIE 10
M3ITBJIHUTENHUS qupektop Ha MAJL

(2) UznenauTtennust qupexrop Ha MAJI Bb3 0CHOBa Ha CTaHOBUIIETO 110 al. |
M3JaBa 3aroBes 3a OJoKupaHe 1 3a0paHa 3a pa3npoCTPaHEHUETO WM yIoTpedaTa Ha
U3JICNIMETO U Pa3nopeska U3TErITHETO My OT nasapa B 30-1HEeBEH CpPOK OT JjaTara Ha
BPBUBAHETO M HA IPOU3BOJAUTENS WM HA YITBIHOMOILIEHUS MY IIPE/ICTaBUTEN U Ha
BHOCHTEJIS.

(3) MsnbiiHuTENHATA areHUus 10 JIeKapcTBaTa yBeIOMSIBa PEryIaTOpPHUS OpraH Ha
J'bp)KaBaTa WIEHKa, B KOATO MMPOU3BOAUTENAT WM YII'BJIHOMOILEHHUAT My MIPEJICTaBUTEN U
BHOCHTEJISIT € YCTAaHOBEH, 3a 3alloBe/Ta 110 all. 2.

Y. 97. 3anoBeauTte 1mo ui. 92, an. 1, un. 94, an. 96, an. 2 u ui. 99, an. 1 moxe aa
ObJaT 00’kaJBaHU MO pella Ha AIMUHUCTPAaTUBHOMNPOLIECYATHUS KOJIEKC, KaTo XkanbdaTa He
crupa U3IM'bJIHEHUETO.

Ui 98. (1) Korato cnen u3anurBaHeTo 1o wi. 93 ce ycTaHOBH, Y€ MEAUITUHCKUTE
W3JIeJHs He ChOTBETCTBAT Ha CHIIIECTBEHUTE U3MCKBAHMS, PA3X0UTE 32 B3eMaHe Ha 00pa3iu
WJIH TIPOOU 32 U3IMTBAHE Ca 32 CMETKA Ha TIPOU3BOIMUTENS, HA YIIBIIHOMOIICHHS
MIPEICTAaBUTEN U Ha BHOCUTEIIS.

(2) Koraro ciex u3nuTBaHeTo 1o 4wi. 93 ce yCTaHOBH, Y€ METUIIMHCKUATE U3IETTUS
CHOTBETCTBAT HA CHIIECTBEHUTE U3MCKBAHMSI, PA3X0OJUTE 32 B3eMaHe Ha 00pa3iy WK poou
3a U3NMMUTBAHE ca 3a cMeTka Ha AJL



Y. 99. (1) (U3m. - JIB, 6p. 110 ot 2008 r., mgom. - JIB, 6p. 41 ot 2009 r., B cuna ot
02.06.2009 r.) MUHUCTBPBT Ha 3/IpAaBEOINA3BAHETO UM OMPABOMOIIEH OT HETO 3aMECTHHUK-
MUHHCTBD, TI0 MOTHBHPAHO NPEIOKEHIE HA M3ITBIHUTEIHUS AupekTop Ha MAJI, korato
TOBAa € B UHTEPEC Ha OOIIECTBEHOTO 3/IpaBe M/UIIM CE HaJlara 3a U3MbJIHEHHE Ha
HaI[MOHAITHATA 3[[paBHA MOJIMTUKA, MOXKE ChC 3aIllOBE]] BPEMEHHO J1a:

1. 3a0paHu IMyCKaHETO Ha Ma3apa U/WiH IMyCKaHEeTO B JCHCTBHE, WIH

2. 3a0paHu pa3npOCTPAHCHUETO, UITH

3. orpannuu 00XBaTa Ha JACUCTBHE, WIH

4. HAJIOXKU JIOITBJTHUTEITHA U3UCKBAHUS 32 ITyCKAHETO Ha Ia3apa W/WiIH MyCKaHEeTO B
JCHCTBYE HA AaJIeH BU U3/CIUE WU TPYIIa U3ICIHS.

(2) (Hom. - 1B, 6p. 110 ot 2008 1.) B ciyuaute no an. 1 MAJI uadopmupa
EBporeiickata KOMUCHS ¥ PETYJIATOPHUTE OPTaHU HA JHPIKABUTE WICHKH U PETYJIATOPHUTE
OpraHu Ha AbpKaBUTE OT EBPONEHCKOTO NKOHOMHYECKO MTPOCTPAHCTBO 32 3aI0BEATA,
MOTHBUTE 32 HES U IPEIPUETUTE MEPKH.

Y. 100. (1) JInmara o wi. 86, air. 2 ce 3acTpaxoBar 3a cMeTKa Ha Orompkera Ha MAJI
Cpelily 370MOJyKa, KOSTO MOKE Jla HACTBITH MPHU WIIH 110 MTOBOJ U3IIBIHCHUE Ha CITy>)KEOHUTE
UM 33bJDKCHUS.

(2) (U3wm. - [IB, 6p. 98 o1 2010 1., B cuza ot 01.01.2011 r.) [1pu u3BbpIiBane Ha
MIPOBEPKH JIMIIaTa Mo 4wi. 86, all. 2 MoraT Jia IOMCKAT ChACHCTBHE OT pErMOHANIHATA 3[paBHA
WHCIIEKIUS, OT OpraHuTe Ha MUHUCTEPCTBOTO HA BBTPEUTHUTE PAOOTH M OT KOMIIETEHTHHUTE
OpraHH Ha MECTHOTO CaMOYIIpaBJICHHUE.

Ui 101. M3npaHuTenHaTa areH1ys 1o JiekapcTBaTa Iy0JIMKyBa Ha CTpaHUIaTa CU B
UMHTEpHET HHpOpMaLus 3a U3AETHUATA, 32 KOUTO UMa W3/1ajieHa 3anoBe o wi. 91, an. 1, ui.
92, am. 1, 4. 94 u un. 96, axn. 2.

Y. 102. JInmara mo wi. 86, an. 2 ca IIbKHH 1a:

1. He pa3npocTpaHsBaT 0OCTOATENCTBA M (haKTH, CTAHATU UM U3BECTHH 110 BpeMe Ha
WJIHM BBB BPB3Ka C U3MBIHEHHUE HA CITY)KEOHUTE UM 3a]IbJKEHUS;

2. U3MOJI3BAT MOJIYYCHUTE IOKYMEHTH U MH(OpMaIKs caMo 3a [eJTUTEe Ha Ha/i30pa Ha
nasapa;

3. ce IeTUTUMHPAT TIPU U3BBPIIIBAHE HA TPOBEPKUTE.

I'naBa ceama.
CUCTEMA 3A YBEAOMSBAHE U OLIEHSIBAHE HA UHIHIUJIEHTU

Un. 103. (1) [IpousBoauTensT € JIbXKEH Aa Ch3AaA€ U Ja NOAIbPKa JOKYMEHTHpaHa
cUCTeMa 3a MpociiesiBaHe 0€30MacHOCTTa Ha TPOU3BEICHUTE OT HETO MEIUITMHCKU U3IEIH,
MyCHATH HAa Ma3apa W/WJM MyCHATH B IEHCTBUE HA TEPUTOPUSITA HA IHPIKABU YICHKH, HA
TbPKaBH OT EBPOMECKOTO NKOHOMHYECKO MTPOCTPAHCTBO U HA TPETH TIBPKABH, H J1a
pasmoiiara ¢ MeXaHW3MHU 3a MpUlaraHe Ha He0OXOIUMHUTE KOPUTHUPAIITH ICHCTBUSI.

(2) Cucremara o ain. 1 ce mpumara 3a MEAUITUHCKHA U3CIINS:

1. c Hanecena "CE" mapkupoBka;
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2. xouto HaAMaT HaHeceHa "CE" mapkupoBKa, KOraro MHIUACHTHT WU
MOTEHIMATHUAT UHIUACHT C TSIX M0 CMUCHJIA Ha wi. 106, ann. 1 u 2 Hanarat u3BbpIlIBaHE HA
KOPUTHPAIIN ACHCTBUS, TPUIOKUMH 32 U3ACIIHS 10 T. 1.

(3) Cucremara He ce mpuiiara 3a U3eNus, MPeHA3HAUYCHU 38 KIMHUYHU
W3MUTBAHUSA, U U3JICTIUS 32 OIICHSBAHE HA JICHCTBHUETO.

(4) Cucremara no ain. 1 BKJIrouBa mpoy4yBaHe O€30MaCHOCTTA Ha U3/IENIUATA 110 ajl. 2,
IyCHATH Ha Ta3apa 1/ Wi B ICUCTBUE UPE3:

1. chOupaHe, TOKYMEHTHPAHE U aHAJIW3 Ha ChOOIICHHS 32 chOuTHS o wi. 105 ot
MEJUIIMHCKHU CIEITUAIKMCTH, OT MAIMEHTH, OT JIUIA, KOUTO U3BBHPIIBAT HHCTAJIMPAHE,
NOJIPHKKA WK KanuOpupane Ha uzaenusita, u ot MAJI,

2. aHaJIM3 Ha pe3yATaTUTE OT AOIMBIHUTEIHN U3IUTBAHMS Ha U3CIHATA, U3BHPIICHH
OT MPOU3BOJIUTEIIS;

3. chOupaHe U TOKyMEHTHpaHE ¥ aHAJIM3 Ha JIAaHHHW OT HAay4HATa JUTeparypa.

Uin. 104. (1) (Ilpeaumen Texer Ha wi. 104, uzm. - JIB, 6p. 110 ot 2008 r., u3m. - /1B,
op. 54 ot 2012 r.) JlekapuTe, 1eKapuTe Mo JEHTAIHA MEAUIIMHA U APYTU MEAUIIUHCKH
CHEIUATIUCTH, U JIUIIAaTa, KOUTO OCBHIIECTBIBAT HHCTAIMPAHE, TOAJIPHKKA WIH KanuOpupaHe
Ha MEIMIMHCKUTE M3ICIMs, ca JUITbXHU He3a0aBHO 1a choOmaBat Ha MAJI 3a ceOuTHS 110 1L
105 B oO6ekTuTe 1o wi. 83, aj. 1, T. 2 OTHOCHO JIeueOHUTE 3aBEACHHMS 110 3aKOHA 3a JICUCOHUTE
3aBEJICHMSI.

(2) (HoBa - 1B, Op. 110 ot 2008 r.) M3nbaHuTenHATa areHIMs 110 JIeKapcTBaTa
MIPEIOCTaBs HAa MMPOU3BOIUTEINS UM HA HETOBUS YITBITHOMOIIECH MTPEICTaBUTEN
nHpOpMaNKATa 10 ajl. | B CPOK TPU JAHHU CIIEH MOTyYaBAHETO M.

Yn. 105. (1) IIpousBoautensat yBenomssa MAJI 3a Bcsika HEU3MPaBHOCT UITU
BIIOIIABAaHE HA XapaKTCPUCTUKUTE Ha U3JICTUE, POU3BEACHO OT HETO, H/HITU Ha IEHCTBUETO
My, KaKTO U 32 HEM'bJIHA WJIM HETOYHA HH(OpMAIIHsI BbPXY €THKETa WU B HHCTPYKIIUATA 32
ynotpeda, KOeTo € MPUYMHIIO CMBPT UM CEPUO3HO YBPEXKIAAHE HA 3PABETO MIJIK OU MOTJIO
Jla IPUYUHUA CMBPT WM CEPUO3HO YBPEKIaHE Ha 3[paBETO HA MALIMEHT, MEIUIIMHCKU
CHIEIUAJIUCT WJIM TPETH JIUIIA Ha TepuTopusaTa Ha Pemmy6nuka bearapus.

(2) TIpousBoautensaT yBenomsisa MAJI 1 3a Bcsika TEXHUYECKA WIIH METUITMHCKA
MPUYNHA, CBhpP3aHa C XapaKTEPUCTUKHUTE WIIA JIEHCTBUETO HA U3JIETUETO, KOATO TOpaIn
MPUYMHUTE, TOCOYEHH B all. |, BOJM JO CHCTEMHO U3TETJISTHE OT Ma3apa Ha U3/eNIUs OT €IMH U
CBIIM THII.

UYn. 106. (1) ITpousBoaurensat noaasa B MAJI mppBoHauaneH qokiaj o oopaserl B
10-1HEBEH CPOK OT MOCTHIIBaHE Ha HHPOpManus 3a chouTHe 10 Wi. 105, IpUYMHNIO CMBPT
WJIU CEPHO3HO YBPEXKIAHE HA 3JPaBETO, HAPUYAHO NMO-HATATHK MHIUCHT.

(2) TlpousBoautensat nogasa B MAJI mbpBoHauasneH nokian no oopasen B 30-1HeBeH
CPOK OT MOCThIIBaHE Ha HHpopMaIus 3a cbouTre mo wi. 105, KoeTo e MoXkeno 1a IpUIuHU
CMBPT WK CEPUO3HO YBpEXKIaHe Ha 3/paBETO, MPEIOTBPATEHU OPaaAH OIaronpusiTHO
0OCTOSITETICTBO WJIH JIEKapCKa Hameca, HapruaHo MO-HATaThK MOTCHIIUAJICH UHIIUICHT.

(3) (U3wm. - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 .) Korato MHIIMIAGHTHT WK
MOTEHIIMATHUAT UHIUJEHT 3acsira uznenus ot kiac Ila, 116 wnu knac 11, unu un BUTpO
JTUArHOCTUYHU METUIIMHCKH U3JIEHS OT CIIUCHK A WM CTIUCHK b, wim n3nenus 3a
CaMOTECTYBaHE U € Bb3HUKHAJ B TPETa AbpPrKaBa, MPOU3BOJUTEIST 110J]aBa B CPOKa 10 al. |



numu 2 B MAJI mppBOHaYasieH JOKJIaa B CIIy4anTe, KOraTo HOTU(HUIIMpaH opraH 1o 4j. 63, ai.
4 e n3BBPUINII OLIEHABAHE HA CbOTBETCTBUETO HAa U3/EIUETO, C KOETO € CTaHal MHLIUJCHTHT.
(4) KoraTo MHIMACHTHT WM NOTEHIUAIHUAT HHIUACHT 3acAra u3zaenus ot kiac |
WM UH BUTPO AUArHOCTUYHHU MEIULIMHCKU U3JENINs, KOUTO HE ca OT CIUCHK A U ciuchK b u
HE ca 3a caMOTeCTyBaHe, ¥ € Bb3HUKHAJI B TPeTa AbPrKaBa, IPOU3BOJUTEIIAT M10/1aBa B CPOKA
1o ain. 1 wiu 2 B MAJI mbpBOHauasieH JOKIa B CIIy4auTe, KOraTo MPOU3BOAUTENST WU
YI'BJIHOMOIIEHUSAT My IpeficTaBuTen € peructpupan B MAJI o pena Ha riiaBa BTopa.

Y. 107. Korato HHIIMAECHTHT WINM HOTEHIIMATHUAT HHIIUIEHT CE IBIDKA Ha
KOMOWHHpaHa ynoTpeda Ha JIBE WJIM MTOBEYE OTICITHU U3/ICIUs U/UIN Ha PUHAJIC)KHOCTH,
MIPOU3BENICHU OT Pa3JIMYHU ITPOU3BOJUTENH, BCEKU MTpou3BoauTe npeactass B MAJI otnenen
nokiazn no wi. 106.

Ui, 108. [TpousBoauTenar yBe1oMsiBa HEMOCPEICTBEHO CIIe M0JIy4aBaHe Ha
uHbopManys 32 UHIUJACHT WIK NOTEHIUAIEeH MHIUJCHT YIIbJIHOMOIIEHUS CU IPEACTaBUTEN
o wi. 10, ann. 2, Tbproeena Ha e1po U HOTU(ULIMPAHUS OpPTaH, U3BBPILNI OLEHSIBaHE Ha
CbOTBETCTBUETO HA U3IEIIUETO ChC ChIIECTBEHUTE U3UCKBAHUS.

Ui 109. (1) U3mbanuTenHaTa areHuus mo JeKapcTBaTa MmoAabpka cCucTemMa 3a
peructpupane, aHaau3 u 00o0IIaBaHe Ha MHIUACHTU U MOTEHI[HAIHN UHIUJICHTH C
MCAUIIUMHCKHN U3ACIINA.

(2) 3nbiiHUTENHATA areHus 1o JeKapcTBaTa myOIiKyBa Ha CTpaHUIIATa CU B
MHTEPHET PbKOBOJCTBATA 3a MPOCieIgBaHe HAa OE30MMaCHOCTTAa HA MEIULIMHCKUTE U3/IENIHs,
usnaneHu ot EBpomneiickara komucus u ot EBporneiickara areHuus mo geKkapcTpara.

Ui 110. (1) U3mbaauTenHaTa areHuus Mo JeKapcTBaTa perucTpupa B CuCTeMara 1o
. 109, an. 1 naHHWTE OT IBPBOHAYATHUS JOKIJIA HA TPOU3BOAUTEIS U OLICHSBA
npeaocTaBeHaTa HHGOpMaIus.

(2) 3nbiHUTENHATA areHIus 10 JIeKapCcTBaTa OCHIIECTBSIBA HA/I30P BBPXY
JEUCTBUSITA HA IPOU3BOIUTEIS TI0 MPOYYBAHETO HA MHITUACHTA WJIA MTOTEHIIUATHUS UHITUICHT
Y MO>KE J1a U3/1aBa MPEANUCAaHUS U YKa3aHUs.

(3) o Bpeme Ha MPOYYBAHETO HA WHIIMJICHTA WM MOTEHIUATHUS HHIUAESHT UAJI
ChJIeHiCTBA Ha MMPOU3BOAUTEINS, IPH HEOOXOAUMOCT, 32 OCHILIECTBSABAHE HA BPB3Ka ChHC:

1. HoTUUIIMpPaHUs OpPTaH, U3BBPIIUI OLICHSBAHE HA CHOTBETCTBUETO;

2. perynaTopHU OpraHU Ha JAPYTH 3aCETHATU AbP)KaBH YWICHKH WU AbP)KaBU OT
EBporeiickoTo MKOHOMUYECKO MTPOCTPAHCTRO;

3. perynaTopHU OpraHu Ha AbpXKaBU WICHKHU WIHN IbpkKaBu oT EBponelickoTo
MKOHOMHYECKO MTPOCTPAHCTBO 32 JIEKAPCTBEHU MPOAYKTH B CIIyYaWTe HA UHIIUJICHTU WU
MMOTCHUMAIHN HHIUACHTU ¢ M3CNIHs 1o uil. 3, T. 2, 3 u 4;

4. Apyry NPOU3BOAUTENM B ciaydanTe no wi. 107;

5. MON3BaTENM HA U3JIETUETO UITU C TPETH JULIA.

Y. 111. Koraro B mppBOHavanHus qoknaj no wi. 106 ca nocoueHn Kopurupamm
JIeWCTBUS WU CE ChIbPKA 3aKII0YCHUE, Y€ MHIUACHTHT 3acTpaliaBa 6e30MacHOCTTa Ha
MalMEeHTa, HA MEJUIMHCKUS CIENUAINCT WM HA TPETH JIMLA, HO BCE OILE HE Ca ONPEACICHU
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kopurupamure nectsus, MAJI nznpaia nokmian 10 peryjaaTOpHUTE OPraHd Ha AbP/KABUTE
YJIEHKH, HA AbPKABUTE OT EBPONEHCKOTO HKOHOMHUYECKO IPOCTPAHCTBO U 10 EBpomneiickara
KOMHCHS.

Ui 112. (1) B cpok 10 Tpu Mecena oT nojaBaHe Ha JJokiajaa no wi. 106
MIPOU3BOJIUTENAT U3TOTBs U npenctaBsa B MAJI okoHuartesneH 1okian mo oopasel, yIrBbpaeH
OT U3IBJIHUTEIHUS JUPEKTOP.

(2) HoxnansT mo an. 1 Moxke Aa chAbpkKa €THO OT CISAHUTE 3aKIIFOUCHUS:

1. He ce Haznara ja ce IpeanpueMar MEpKH;

2. (u3m. - 1B, 6p. 54 o1 2012 1.) IOMBJIHUATEITHO MPOCIIEAIBaHE HA U3ICTHETO WU
napTUAaTa u3/1eus, IyCHaT! B IeHCTBHE B 00eKTUTE 1o wi. 83, ai. 1, T. 2 OTHOCHO
nedeOHUTE 3aBeICHUS 110 3aKOHA 3a JIeYeOHUTE 3aBEICHUS;

3. pa3npocTpaHeHue Ha HHOOPMALIHS TO MEIUITMHCKUTE CIICIIUATNCTUA B 00EKTUTE
10 T. 2 ¥ B aITEKUTE U JPOrepUUTE KAaTO MUCMEHA MPENOpbKa, U3TOTBEHA OT IPOU3BOIUTEIIS;

4. KOpUTHpAIIX ACHCTBHS MTPH MTPOU3BOICTBOTO HAa OBb/ICIIA TPOLYKIIHS;

5. Kopurupaiy AeicTBUs Ha U3EINETO, TyCHATO B ICHCTBUE B OOCKTUTE IO T. 2;

6. M3TETIISIHE Ha W3/ICNIMETO MIIM Ha MTApTUAATa H3/IeIHs, ITyCHATH Ha ra3apa u/uim B
TIENCTBUE.

Ui 113. (1) B ciywanre no wi. 112, an. 2, 1. 2 MAJI u3BbpiBa KOHTPOJI BEPXY
NeficTBUATA HAa IPOU3BOJUTENS HAa TepuTOopUsaTa Ha Peny6inka bbirapus.

(2) B cimyuaunte no wi. 112, an. 2, 1. 3 UAJI onieHsiBa CbhAbp>KaHUETO HA MMCMEHATa
IpernopbKa U 00CHK/Ia ¢ MPOU3BOJUTENS aJpecaTuTe Ha IpernopbkaTa U HAYMHA Ha
Pa3pOCTPAHEHHUETO M.

(3) B ciyuaute mo wi. 112, an. 2, 1. 5 UAJI Moke 1a U3BBPILIU MPOBEPKA HA MACTO.

(4) UsmenauTennust qupexrop Ha MAJI n3znasa 3amoBen 3a OJ0KUpaHe U U3TETIISIHE
OT IPOU3BOIUTENS HAa U3ACITUETO UM HA MapTHIaTa U3JeNUs, C KOUTO CE € CIYUHI
MHUUACHTHT WIN NOTEHUUATHUIT HHIUACHT, KOTaTo C€ YCTaHOBH, Y€ MPOU3BOAUTENAT HE €:

1. M3BBPUIMI KOPUTUPALIM JEHCTBUS B IOCOYEHHUS OT HETO CPOK B JIOKJIA/a MO0 YJl.
112;

2. U3TETJIWI U3JIeIMETO WK NapTHaTa U3JIeNns OT Ma3apa B IOCOYEHUS OT HETO
CPOK B JoKJana mo ui. 112.

(5) YcnoBusTa u peasT 3a OIOKUpaHe, U3TETIITHE U/UITH YHUILOKaBaHe Ha
W3JIEeMATa, KOUTO HE OTITOBAPAT Ha U3UCKBAHUATA HA TO3U 3aKOH, CE ONPENEINAT ¢ Hapeaoda Ha
MHUHHCTBPA Ha 3/IpaBEONa3BaHETO.

Un. 114. (1) U3mbaauTenHATa areHIus Mo JeKapcTBaTa MyoJnKyBa Ha CTpaHUIIATa
CU B MHTEPHET CHMCHK Ha U3JIEIUATA, BKIIFOUEHHU B 3anoBeATa 1o wi. 113, an. 4.

(2) Koraro uznenusra 1o ai. 1 ce npoaasat B o0exktute mo wi. 83, an. 2, UAJI
yBeaoMsiBa obmiectBeHocTTa upe3 bTA u cpeicTBara 3a MacoBO OCBEIOMSIBAHE.

(3) Usmbauurtennusat aupektop Ha MAJI u3roTest AOKIaM 32 Bb3HUKHAINS HHIUICHT
WJIY TIOTEHIIMAJIEH UHLIUJIEHT B cily4yauTe 1o wi. 112 u u3npaiiia Kornue oT Hero 10
EBpomneiickata KOMHCHS U pETyJIaTOPHUTE OPTaHU HA THPYKABUTE WICHKH.
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Y. 115. (1) Besko nupextHo crobuienne 10 MAJI 3a MHIMACHT WK TOTCHITHAICH
WHIUACHT ¢ MEJIUIIMHCKO U3/IENINe Ha TepuTopusiTa Ha Permybnuka bearapus, moganeHo ot
UICHTU(QUIMPAHO JIUIIE B IUCMEH BUJ, C€ JOKYMEHTHpa B cuctemara mo wi. 109.

(2) B cpok 10 Tpu 1HU OT MoJTydyaBaHe Ha ChOOIICHNE 32 MHIUACHTA UITH
noTeHuuaneH nHuuAeHT 1o ain. 1 MAJI undopmupa npousBoaurens, 3a aa npeamnpueme
nercTBusTa, npeasuaeHu B wi. 106 - 108 u . 112.

Ui, 116. M3meaHUTEIHATA areHIUS 110 JIEKapcTBaTa MoXKe Ja ObJie KOOpIMHUpPAII]
peryjiaTopeH OpraH:

1. B cimydanTe Ha MHIMJICHT WJIM TOTCHIIMAJICH UHIIMICHT, Bb3HUKHAJ Ha
TEPUTOPHUATA HA MTOBEYE OT €JHA JbprKaBa WICHKA WM AbpxkaBa oT EBponeiickoTo
WKOHOMUYECKO MTPOCTPAHCTBO, U

2. KOraTo MHIUACHTHT WU NOTCHIIMAIHUSIT UHIUICHT € PETUCTPUPAH 3a IbPBU BT
Ha TepuTopusaTa Ha PernyOinka bearapus, nim

3. KOraTo OpranbT, U3BBPIIUI OLICHSIBAaHE HA CHOTBETCTBUETO HA U3JCIIUETO ChC
CHILIECTBEHUTE U3UCKBAHUS, € MOy Pa3pelIeHHe M0 peia Ha TllaBa YeTBbPTa, KOraTo
MHIUACHTHT WU MOTCHIMAIHUAT HHIMACHT € cTaHal ¢ usaenus ot kiac Ila, 116 uau kiac 111,
WJIU MH BUTPO JTUArHOCTHUYHU MEIUIIMHCKHU U3JIEIHS OT CIIUCHK A WM CIIMCHK b, vim n3nenus
3a CaMOTECTyBaHe, WU

4. KOoraTo MPOU3BOJUTEISAT WIH YITHITHOMOIICHUAT MY MIPEICTABUTEN € PETUCTPUPAH
B MAJI o pena Ha ryiaBa BTOpa, KOraTo MHIUJAECHTHT I MOTEHIIUATHUAT UHIUEHT € CTaHa
C M3JIeus OT KiIac | Wi MH BUTPO AMArHOCTUYHHU MEIMITMHCKY U3/EIIHs, KOUTO HE ca OT
CIUCHK A U ciuChbK b 1 He ca 3a caMOTeCTyBaHe.

Y. 117. (U3m. - [IB, 6p. 17 ot 2019 r.) JInunuTe 1aHHU Ha U3TOYHHKA Ha
choOIIeHneTo ce chxpansBar oT MAJI npu cria3BaHe M3MCKBAHUSATA 32 3aIIUTA HA JIMYHUTE
JaHHH.

r.ﬂaBa ocMa.
EBPOIIEUCKA BA3A JAHHHA

Uin. 118. M3mpaHuTeIHATa areHus 1Mo JeKapcTBaTa mpeaoctass B EBpornelickaTta
6a3a JaHHU He3a0aBHO CIle]] MOJIy4aBaHEeTOo M ciielHaTa HHpOopMalus B CTaHAAPTU3UPAH
dbopmar:

1. (u3m. - 1B, Op. 110 ot 2008 r.) 1aHHU, CBBP3aHU C PErUCTpaLlUATA HA
MIPOU3BOIUTENNTE WM HA YITBITHOMOIIEHUTE TIPEJACTABUTEIH 110 WI. 29 U HA U3/ICTHATA TI0
rJlaBa BTOpA, C U3KJIIOYEHHE Ha U3JIeNNATa, N3pab0TEeHH 10 MOPBUKa;

2. aHHU, TIOTyYEHH MTPH KIMHUYHUTE U3MUTBAHUS HA MEIUITUHCKH U3IENHs TI0 pea
Ha IJ1aBa TpeTa;

3. maHHM, IOTYYSHH TIPU TpociensiBaHe 0€30MacHOCTTa Ha METUITTHCKHUTE M3CIIHS,
IyCHATH Ha Ma3apa W/WjM IyCHATH B JieiicTBUE Ha TepuTopusara Ha PenyGiuka brirapus mo
rJIaBa ceama;

4. naHHU, CBBP3aHU C M3/1aBaHe, IPOMSHA, JOIIbJIIHEHHE, BpEMEHHO CIIMpaHe,
W3TETJISTHE WM OTKa3 Ha CEPTH(PHUKATH OT HOTU(DHUIIMPAHUTE OPTaHH, CHIITACHO MPOIIETypUTE,
MIOCOYEHH B Hapeaoure 1o uwi. 18.



I'maBa ocma "a"'.
KOHO®OUJIEHIHUAJIHOCT (HOBA - IB, bP. 110 OT 2008 I'., B CUJIA OT 21.03.2010
I.)

Un. 118a. (Hos - IB, 6p. 110 ot 2008 r., B cmia ot 21.03.2010 1.) (1)
JUTBKHOCTHUTE JIMIIA M JIMIIATa, KOUTO TPUJIaraT TO3H 3aKOH M M0JI3aKOHOBUTE HOPMATHBHH
aKTOBE IO MPUJIATAaHETO MY, Ca JUTbXKHHM Jia He pa3lpoCTpaHsaBaT HH(GOpMaLKs, TOITy4YeHa IPU
U TI0 TIOBOJI U3IIBJTHECHHE HA 33IbJDKCHUSATA UM.

(2) Paznopenbara Ha an. 1 He ce mpuiara mpu:

1. oOMeH Ha uHOpPMAITHS MEXKTy JUTHKHOCTHH JIMIA, MEXy HOTU(DUIIUPAHH OpTaHU
U MEXAY JTbKHOCTHH JIMIIA M HOTU()UIIMPAHU OpraHH;

2. pasnpocTpaHeHre Ha HH(OPMAIIHs, KOSTO IIETH JIa OCUTYpH 0€301acHOCTTa U
3JIpaBETO Ha XOpaTa;

3. mpenocTaBsiHe Ha WHGOPMAIIHS B CITyYanuTe Ha HAKA3aTEITHO MPOU3BOCTBO.

(3) He e xonduaennmanHa nHPOpMaIHITA:

1. 3a peructpanusaTa Ha JIMIaTa, KOUTO MyCKAaT MEIUIIMHCKH U3/ICNIUs Ha Ma3apa 1o
pena Ha riaBa BTOpa;

2. KOSITO C€ MPEJOCTaBs Ha MOTPEOUTEIUTE OT IPOU3BOIUTENISA, OT HETOBHUS
YITBITHOMOIIEH MPECTABUTEIN WM OT THPTOBEIA Ha €Jp0 BbB BPB3Ka C MPEAIPUETHTE MEPKU
0 peJia Ha TJIaBa CeMa;

3. chaBpIKamia ce B U31aACHUTE, MOTU(DHUIIMPAHHUTE, TOTBIHEHUTE U OTHETUTE
cepTU(UKATH U B CEPTUDUKATUTE, YAATO BAJTHIHOCT BPEMEHHO € MTPEYyCTaHOBCHA.

T'1aBa neBera.
AIMNHUCTPATUBHOHAKA3ATEJIHU PA3IIOPEABA

Un. 119. KoiiTo mycka Ha ma3apa u/Wim mycKa B IeHiCTBHE MEIUITMHCKH U3IeNus, 0e3
Jla € OLIEHEHO ChOTBETCTBHETO UM ChIVIACHO U3MCKBAHUATA HA TO3U 3aKOH U Ha aKTOBETE 110
IpUJIaraHeTo My, ce Hakas3Ba ¢ rio6a ot 10 000 go 20 000 nB.

Yn. 120. KoiiTo chcTaBy n/miy U3M0J3Ba A€KIapalys 3a CbOTBETCTBHE ChC
ChABpXKAHUE, KOETO HE ChOTBETCTBA HA ChABPKAHUETO, ONPEIEIICHO B Hapeadure mo wi. 18,
aKo JIeSTHUETO He ChCTaBIIsIBA MIPECThIUICHHE, ce Haka3Ba ¢ riaoba ot 3000 go 8000 miB.

Un. 121. Ko#iTo mycka Ha ma3apa u/WiH Imycka B ICMCTBUE MEAUITUHCKH U3CIUS ChC
"CE" MapkupoBKa B HapyIllIeHUE Ha U3UCKBaHUATA Ha wi. 15, ce Haka3Ba ¢ ri06a ot 500 1o
1000 8.

Yn. 122. Koiito mycka Ha ma3apa 1/iiy mycKa B JIeliCTBHE METUIIMHCKH U3/IENUs ChC
"CE" mapkupoBKa, 06€3 /1a € OIleHEHO ChOTBETCTBHETO UM ChC CHIIECTBEHUTE U3UCKBAHMUS,
orpeJiesieHu B Hapenoure 1o wi. 18, ce HakaszBa ¢ rioda ot 10 000 mo 20 000 nB.

Un. 123. Jlumara, KOUTO MPEICTABIT MEAUIIMHCKA U3/ITMS Ha U3JI0KOH, TaHAUPH,
JI€MOHCTpPAIIMH, TPOMOIINH, HAYYHHU ¥ TEXHHYECKU KOH(EPEeHIIMH B HapyIIeHne Ha 4. 15, ai.
11, ce makasBar ¢ ri1o6a ot 500 mo 1000 is.



Ui, 124. KoiiTo mycka Ha ra3apa W/Wid IycKa B IeHCTBHE MEIUIIMHCKY U3/ICTUS B
HapyIleHHe Ha pasnopeadara Ha wi. 16, ce Haka3Ba ¢ r706a ot 5000 1o 10 000 nB.

Y. 125. KoiiTo mycka Ha ra3apa W/Wiv Iycka B ISHCTBHE MEIUIIMHCKY U3IeTus 0e3
MHCTPYKIHA 32 yIIoTpeda, ¢ M3KII0YCHNE Ha U3eNUATa 0 WI. 2, aj. 1, T. 3, momajamy B Kjiac
I u xmac Ila, ako MoraT aa ce u3moJi3BaT 6e30macHo 0e3 HHCTPYKIHS 3a ynoTpeda, ce Haka3Ba
¢ riio6a ot 3000 mo 5000 nB.

Ui, 126. KoiiTo mycka Ha ma3apa W/Wiv Iycka B ISHCTBHE CUCTEMH /WM Ha0OpH
WIA METUIUHCKH U3JIeNUs, IPEIHA3HAYEHU OT MPOU3BOAMTEINS Jja ObIaT CTEPUIIM3HPAHH
npenu ynorpeda, B HApyIllIeHUEe Ha U3UCKBAHUATA HAa TO3U 3aKOH U Ha aKTOBETE 110
IpUJIaraHeTo My, ce Haka3Ba ¢ rio6a ot 10 000 go 15 000 nB.

Un. 127. KoiiTo mycka Ha ma3zapa W/uiu B IeWCTBUE MEAUIIMHCKO U3JIENNE,

M3paboOTEHO IO MOPHUYKA, B HAPYIIICHNE HA M3UCKBAHUATA HA TO3W 3aKOH, CE HaKa3Ba C rioda
ot 5000 mo 10 000 mB.

Y. 127a. (Hos - 1B, 6p. 67 ot 2020 r.) KoiiTo Hapymu paznopendara Ha wi. 30a,
an. 3, ce HakasBa ¢ rio6a B pasmep ot 2000 qo 6000 JB.

Ui, 128. KoiiTo u3BBpIIBa THPrOBUS Ha €IPO C MEIUIIMHCKU U3JIeUs O€3 HaHeceHa
"CE" mapkupoBKa, ce Haka3Ba ¢ rioda B pazmep 10 000 ns.

UYn. 129. (1) PekoBoauTen Ha ne4eOHO WU 3[paBHO 3aBEJCHHE, KOUTO JOIMyCKa
M3MOJI3BaHETO HAa MEIMIIMHCKY n3nienus 0e3 HaneceHa "CE'" mapkupoBka, ¢ U3KIOYEHHUE Ha
u3JenuATa, u3paboTeHH 10 MOPbUKa, Ha U3JENINATA, KOUTO ca MyCHATH B JEUCTBUE MpeIu
BJIM3aHETO B CHJIa HA TO3U 3aKOH, U Ha u3jenusdra no wi. 12, an. 1, ce Haka3Ba ¢ rioda ot
2000 go 10 000 xB.

(2) CpI10TO HaKa3aHME ce Hajlara U Ha pbKOBOJUTEIN Ha JIEYeOHO WK 3/IpaBHO
3aBeJIeHHe, KOWTO JIOMyCcKa U3IOJ3BaHETO Ha U3JieNus 0e3 HHCTPYKIMA 32 yIoTpeda Wi C
M3TEKBJI CPOK Ha TOTHOCT.

(3) (Homa - 1B, 6p. 54 ot 2012 r.) PokoBoauTen Ha 1e4eOHO UITU 37JpaBHO
3aBeJIeHNe, KOWTO KyIyBa MEIUIIMHCKH U3/IENUs OT JIMIa 0e3 pa3pemeHne win 6e3 Ipyr
JOKYMEHT, YJOCTOBEpsIBAILl IIPABOTO 3a U3BBPILIBAHE HAa THPTOBUS C MEIUIIMHCKH U3ENN,
W3JIaJIeH OT KOMITETEeHTEH OpraH Ha JbprKaBa WICHKa WM Ha JpyTra JIbpKaBa - CTpaHa Mo
Cnopa3zymenueTo 3a EBporeiickoTo NKOHOMUYECKO NMPOCTPaHCTBO, WK Ha Kondeneparus
HIBelinapusi, ce Haka3Ba ¢ riio6a 10 000 nB.

Ui 130. KoiiTo u3BbpIIBa THProBUs HA €1PO C MEAUIIMHCKU U3AETHUS C U3TEKBI
CPOK Ha TOJHOCT, c€ Haka3Ba ¢ T7100a B pazmep 10 000 nB.



Y. 131. (U3m. - [IB, 6p. 54 ot 2012 r.) Teprosern ¢ METUIIMHCKN U3ICTHUsI, KOUTO
HapylllaBa U3MCKBaHUATA HA WI. 82, al. 2, ce HaKa3Ba C UMYIIECTBEHA caHKIus B pazmep 5000
JIB.

Uin. 132, (U3wm. - [IB, Op. 54 ot 2012 1.) Tbproser; ¢ MEAUIIMHCKH U3/EIIHS, KOUTO
HapyllaBa U3UCKBaHUATA HA 4il. 82, an. 3, 4 unu 5, ce Haka3Ba C UMYIIECTBEHA CaHKIUS B
pazmep 1000 nB.

Uin. 133. Teprosen Ha e1po ¢ MEIULIMHCKHN U3I€THsI, KOUTO HapyIlllaBa U3UCKBAaHUSITA
Ha wi. 82, an. 1, 1. 2, 3 unu 4, ce HakKa3Ba ¢ UMyIIecTBeHa caHkuus B pazmep 5000 is.

Ui 134. (M3wm. - [IB, 6p. 54 ot 2012 r.) KoiiTo u3BbpIIIBa THPrOBHS Ha €IPO C
MEJUIIMHCKHU U3JIeus, 0€3 a MpUTeX)aBa JOKyMEHT, YIOCTOBEPSIBAII IPABOTO MY J1a
M3BBPILIBA Ta3U ACHHOCT, C€ HaKa3Ba ¢ UMylllecTBeHa caHkuus B pazmep 10 000 nB.

Uin. 134a. (Hos - 1B, 6p. 54 ot 2012 r.) Teproseir Ha epo ¢ MEIUITUHCKH U3/IEIHS,
KONTO HE U3ITBJIHYU 3aIBJDKCHUETO 0 WI. 782, ce HaKa3Ba ¢ MMYIIIECTBCHA CAHKIIUS B pa3Mep
10 000 ns.

Y. 135. (Jom. - IB, 6p. 54 ot 2012 r.) Teprosen Ha eapo, KOWTO HE Cria3Ba
pasnopendara Ha wi. 80, an. 1 wim 3, ce HakKa3Ba ¢ UMyIIecTBeHa cankuus B pazmep 3000 JB.

Yn. 136. (M3m. - IB, 6p. 60 ot 2011 r., B cuma ot 05.08.2011 r., u3m. - JIB, 6p. 54 ot
2012 r.) Teprosen Ha eipo, KOUTO He cra3Ba pasnopendaTa Ha wi. 80a, ain. 1, ce Haka3Ba C
nMyIecTBeHa cankius B pazmep 1000 siB.

Ui, 137. KoiiTo n3BbpIIBa ThProBus Ha IpeOHO C METUIIMHCKU U3/enus 0e3

HaHeceHa "CE" MapkupoBKa UM ¢ U3TEKbJ CPOK Ha TOAHOCT, Ce HaKa3Ba ¢ 1;106a B pazmep 10
000 ns.

Yn. 138. (M3m. - [IB, Op. 54 ot 2012 r.) KoiiTo u3BbpIIBa THProBust Ha ApeOHO ¢
MEIUIIMHCKHU U3/IeHs U3BBH 3paBHU 3aBe/ieHus 1o wi. 21, an. 2, T. 4 u an. 3 oT 3akoHa 3a
3/IpaBeTO U/WJIM U3BBH 00eKkTHTe 1Mo wi. 83, an. 1, T. 4 - 7, ce HaKa3Ba ¢ 17100a UIN
uMyniecTBeHa caukius B pazmep 10 000 nB.

Yn. 138a. (Hos - IB, 6p. 54 ot 2012 1.) Thproser; ¢ MEAULUHCKU U3/1€THS, KOUTO
HapyIllaBa M3MCKBaHUATA HA WI. 830, ce HaKa3Ba C UMyIIecTBeHa cankuus B pazmep 1000 niB.



Y. 139. (M3m. - [IB, 6p. 110 ot 2008 r.) KoiiTo mycka Ha mazapa u/uiv mycka B
JeiicTBUE MEUIIMHCKY U3ETHs Ha TepuTopusara Ha PenyOinka bwirapus, 6e3 na ce e
perucTpupai B ONpe/ieiCHNs B 3aKOHA CPOK, ce Haka3Ba ¢ riioba B pazmep 5000 JB.

Ui 140. (U3m. - 1B, 6p. 110 ot 2008 1., B cuita ot 21.03.2010 r.) KoiiTo HapymaBa
pasnopeadure Ha wi. 27, an. 3, wi. 28, ain. 7, wi. 29, an. 2 u wi. 30, ce Haka3Ba ¢ 171002 B
pazmep 3000 nB.

Y. 141. (1) KoitTo HapyiaBa H3MCKBAaHUATA 32 U3BBPIIBAHE HA KIMHUYHU
M3MUTBaHMA, aKO U3BBPIICHOTO HE ChCTABIIsBA MPECThILIEHHUE, ce HaKa3Ba ¢ ri106a ot 5000 1o
10 000 nB., a Mpy MOBTOPHO MU3BBPIIBAHE HA CHIOTO HapymieHue - ¢ riaobda ot 10 000 mo 20
000 nB.

(2) Ha MeauIuHCKu cienuaiiucT, JOMyCHAN WK U3BbPIIMII HApyIIeHU 1o aj. 1,
MOJKE J1a C€ HAJIOKU M HaKa3aHHWe JIMIIaBaHe OT MPaBo Ja yIpaKHsIBa mpodecusita cu 3a CpoK
oT 6 Mecela /10 1B TOJIUHHU.

(3) Hakazanuero 1o aj. 2 ce Hajara OT MUHUCTbBpa Ha 3/]paBeoNa3BaHETO 110
MpeIIoKEHUE Ha U3IMTBIHUTETHUS aupekTop Ha MAJL

Un. 142. Ha HOTH(HIMpPaH OpraH, KOWTO HE Cclla3Ba M3MCKBAaHETO Ha Wi. 68, ai. 1, ce
Hajara UMyuiecTBeHa cankuus B pazmep ot 2000 go 5000 .

Un. 143. Ha HOTH(HUIMpaH OpraH, KOWTO HE clla3Ba M3MCKBaHeTo Ha wi. 70, am. 1, ce
Hajara UMyLIecTBeHa caHKus B pazmep a0 5000 ..

Uin. 143a. (Hos - 1B, 6p. 110 ot 2008 1., u3m. - [IB, 6p. 38 ot 2015 r., B cunia ot
26.05.2015 r.) Ha HoTHUIIMpaH opraH, KOMTO HE clla3Ba H3UCKBaHETO Ha wil. 76, an. 3 u 4, ce
Hajara UMymiecTBeHa caHKIus B pazmep a0 5000 nB.

Y. 144. Koiito npeun Ha nuuata 1o wi. 86, ai. 2 a OChIIECTBABAT CIYKEOHUTE CU
3aIbJKEHUSI B ChOTBETCTBUE C pa3MOpeIOMTE Ha TJ1aBa IIecTa, ce Haka3pa ¢ riaobda ot 6000 o
10 000 nB.

Ui, 145. IlpousBoauTeNl HA MEUITMHCKH U3JIENHS, KOUTO HApYIIX pa3nopendara Ha
ui. 103, an. 1, ce Haka3Ba ¢ umyniectBeHa cankius ot 5000 go 10 000 nB.

U 146. IlponsBoanuTen HA MEAUITMHCKH H3ENHI, KOMTO HAPYIIX pa3nopendaTa Ha
1. 107, ce Haka3Ba ¢ umyiectseHa caukius ot 10 000 go 20 000 nB.

Y. 147. Koitto He chOO0IM 3a MHIIMAECHT WM 3a HOTEHIINAICH UHITHUIEHT C
MEIMIIMHCKO u3nenue chriaacHo wi. 104, ce HakaszBa ¢ rioda ot 1000 mo 2000 ns.



Ui, 148. KoiiTo He u3nbjiHu 3aroBes 110 4i. 113, an. 4 Ha U3NBJIHUTENHUS JUPEKTOP
Ha MAJI, ce nakasBa c riio6a ot 10 000 go 20 000 iB.

Uit 149. KoiiTo Hapymmu pa3nope0ouTe Ha TO3H 3aKOH WJIM Ha aKTOBETE 10
MpUJIaraHeTo My, U3BBH cirydauTe mo wi. 119 - 148, ce Hakaspa ¢ rio6a ot 1000 go 3000 is.,
a MpH MOBTOPHO M3BBPIIBAHE HA CHUIOTO HapyIeHue - ¢ rioda ot 3000 mo 5000 nB.

Uin. 150. KoiiTo HE M3NBJIHKU pa3nopexaaHe, npeanucaHue uin ykazanue na MAJL,
ce HakasBa ¢ ri1o6a ot 1000 mo 3000 nB.

Y. 151. (1) Koraro Hapymenusara mmo wi. 119 - 150 ca u3BbpIieHn OT FOPUIUYECKH
JIMIa WK €IHOJINYHU ThProBLY, CE€ HalaraT UMYIIECTBEHU CaHKUMU. Pa3MepbT Ha
MMYIIIECTBEHATa CAHKIIM HE MOXKeE Ja Ob/Ie MO-HUCHK OT IBOMHUS pa3Mep Ha MpEeABUACHUTE
MUHHMAaJHH pa3MepH Ha CbOTBETHUTE III0OW M HE MOXKE Ja ObJIe TO-BIUCOK OT JBOHHHUS
pas3Mep Ha MpeBUICHUTE MAaKCUMAaIIHU pa3Mepu Ha ChOTBETHHUTE TIIOOU.

(2) Hanaranero Ha uMyIlleCTBEHA CaHKIMS HE U3KJII0YBA HAJaraHeTo Ha ri1o0a Ha
BUHOBHUTE JITHKHOCTHH JIUIIA.

Ui 152. (U3wm. - 1B, 6p. 38 o1 2015 1., B cuna ot 26.05.2015 r.) (1) Hapymenusita
110 TO3U 3aKOH CE€ YCTaHOBSIBAT C aKTOBE, CbCTABEHU OT MHCIIEKTOPHU U €KCIIEPTH, OIIPEIEICHH
ChC 3aII0BE]] HA U3ITBIHUTENHUS AupeKkTop Ha AL

(2) HakazaTenHuTe MOCTAaHOBJICHMS CE€ U3/1aBaT OT U3IIBIHUTEIIHUS IUPEKTOP Ha
MNAJI iy 0T onpaBOMOILIEHU OT HETO JUIbKHOCTHH JIULA.

. 153. CrcraBgHeTo Ha AKTOBCTC, U3/1aBAHCTO U 00’KaJIBAaHETO U M3I'BIHCHUETO Ha
HAaKa3aTCIIHUTEC NOCTAHOBJICHUA CC U3BBPIIBAT 110 p€aa Ha 3akoHa 3a AIMUHHUCTPATUBHUTEC
HapYUICHUA U HaKa3aHUs.

JonbIHUTEIHN pa3nopendu

§ 1. ITo cMuchIa Ha TO3M 3aKOH:

1. "AKTUBHO UMIIJIAHTUPYEMO MEIULIUHCKO U3/eNne" € aKTUBHO MEIUIIMHCKO
u3Jiere, KOeTo € MpeIHa3HaYeHo Aa 0b/Ie YaCTUYHO WIIH U3ISUI0 UMILTAHTHPAHO upe3
XUPYprudecka Wil ype3 MeAUIIMHCKA HHTEPBEHIIUS B YOBEIIKOTO TSJI0 UITH Ype3 MEIUIIMHCKA
WHTEPBEHIIMS B €CTECTBEHUTE OTBEPCTHS HA YOBEIIKOTO TSUJIO U Ja OCTAaHE B TSAJIOTO CJE
WHTEPBEHIIHATA.

2. "AKTUBHO MEIUIIMHCKO U3/ieNue" € MEAUIIMHCKO U3/IeNne, YUeTO PYHKIIMOHUPAHE
3aBUCH OT M3TOYHHUK Ha €JIEKTPUUECKA MW JpyTra CHeprusl, pa3IudHa OT CHEPTUATa,
TeHEpHpaHa B YOBEIIKOTO TSJIO, MJIA OT 3€MHOTO MPUTETJISTHE.

3. "BanuagHa qokyMeHTausa" € JOKyMEHTaIus, KOSITO MO ChIbPKAHUE U TBJIHOTA
OTroBapsi Ha U3MCKBAHUSTA, IPEABUICHHU B ONpe/IeieHa NpoLeypa MO TO3HM 3aKOH.

4. "BrocuTten" € puznuecko WM IOPUINIECKO JTUIE, KOETO € YCTAHOBEHO Ha
TEPUTOPHUATA HA JbpPrKaBa YWICHKA WU Ha AbpkaBa oT EBponeiickoTo MKOHOMHYECKO



MIPOCTPAHCTBO M KOETO BHACS METUIIMHCKU U3/IENINS OT TPETH IbpKaBHU Ha Mazapa Ha
EBponeiickus cpro3.

5. "BB3J10KUTEN HA KIMHUYHO U3MUTBaHE" € MPOU3BOJUTENAT UIIK HETOBUAT
YITBTHOMOIUICH TPEACTaBUTEN, KOUTO OTTOBAps 3a 3aII0YBAHETO, YIPABICHUETO U/HITH
(MHAHCUPAHETO Ha €HO KJIMHUYHO U3MHUTBAHE.

6. "I'maBeH u3cienoBaren” € JUIETO, MO YUETO PHKOBOJICTBO U3CIIEOBATEIICKHUSAT
€KHUIT IPOBEX1a KIMHUYHOTO U3IUTBAHE.

7. "loOpa KIMHUYHA MPAKTUKA" € ChbBKYITHOCTTa OT MEX/yHAapPOAHO MPU3HATH
€THUYHU U HayYHH U3MCKBAHUS 3a Ka4eCTBO, KOMTO CE CI1a3BaT MPH IJIAHUPAHETO,
IIPOBEXKIAHETO, OTYMTAHETO U JOKJIAJBAHETO HA KIMHUYHU U3IUTBAHUS.

8. "JIbprkaBa wieHKa" e abpkaBa - WieHKa Ha EBponeickus Chro3.

9. "UnenTnduKannoOHHN JaHHU HA U3JIeTHETO" ca:

a) JaHHU 32 IPOM3BOAUTENS], MOZEINl U TUIIOB HOMEP Ha U3/ETUETO, BKIIOUYUTEIIHO
copTyep U MPUHAICKHOCTH;

0) mpeHa3HAYEHO JEICTBHE, OMPEIEICHO OT MPOU3BOAUTENS, BKIIOUUTEIHO
KIMHUYHA WHIUKAIUU ¥ KOHTPAWHIMKAIUY TIPH yrioTpedaTa u uaeHTUPHUIPaHEe Ha TPYITUTE
MAIMEHTH, 32 KOUTO € MPeIHA3HAYCHO;

B) OIMCAHUE HA U3/IETUETO - ONIMCAHNE Ha MaTepUal, KOUTO BIU3aT B KOHTAKT C
YOBEIIKU ThKaHU WM TEYHOCTH, BKJIFOUBA JIM U3/ETUETO JIEKAPCTBEH MPOIAYKT, YOBELIKH
W/WJ¥ )KUBOTHHCKYU ThKAHH WJIM TEXHH IMPOU3BOJIHU, HJIM OMOJIOTMYHO AKTHBHY BEIIIECTBA;

') MHCTPYKIIMU 32 UHCTAJIMPaHe U U3IMOJI3BAHE HA U3/IETIHETO, BKIOYUTEITHO aKo ca
HaJIMIIE CIIEUAIHU YCIOBHS 3a CbXPAHEHUE U U3UCKBaHUA 3a paboTa - [peiBapuTesIHa
MOATOTOBKA MpeIn ynoTpeda - CTepUIn3allvs B CIy4ad Ha IOBTOpHA ynoTpeba, mpoBepka 3a
0e30macHOCT, MEpKH, KOUTO TpsiOBa J1a ce mpeanpuemMar ciel] ynorpeoa;

1) IPENOPHUUTEITHO O0yUEHUE U OITUT, He0OXO0IUM 32 yroTpeda Ha U3/IEeIHETO;

€) onucaHue Ha He0OXOJUMHUTE METULIMHCKU U XUPYPTrUYeCcKy NpOoLEeaypH,
CBIIPOBOKIAIMU yIIOTpedaTa Ha U3ICITHETO.

10. "U3nenue 3a camoTecTyBaHe" € UH BUTPO IMArHOCTUYHO MEIULIMHCKO U3JEIue,
MpeHa3HauYeHO OT MPOU3BOIUTEINS JIa CE MOJI3BA OT Jinia Oe3 MeIUIIMHCKA KBaTU(DUKAIIHS B
moMariga o0CTaHOBKA.

11. "MlHBa3uBHO MEAMIIMHCKO M3JIEHE 3a MPOIABIDKUTENHA yroTpeba" e uznenue,
KOETO LSJIOCTHO UJIM YaCTUYHO IPOHUKBA B YOBELIKOTO TSJIO IPE3 €CTECTBEHUTE My OTBOPU
WJIH TIPE3 MOBBPXHOCTTA MY U MPOIBIDKUTEIIHOCTTA HA TIPECTOSI My B YOBEIIKOTO TSUIO € HaJl
30 mHU.

12. "MIH BUTPO AMArHOCTUYHO MEAUIIMHCKO U3JENNE" € MEIULIMHCKO U3EIINE, KOETO
€ peaKkTuB, IPOAYKT OT peaKkTUB, KaIMOpaTOp, KOHTPOJIEH MaTepHal, KuT (Habop),
WHCTPYMEHT, anapar, 000opy/ABaHe WM CUCTEMa, U3MOI3BAHO CAMOCTOSATETHO WM B
KOMOMHAIMSI, TPeIHa3HAYEHO OT MMPOU3BOIUTEIS 3a U3MOI3BaHE UH BUTPO MPHU U3CIIEIBAHE
Ha TIPOOH OT YOBEMIKOTO TS0, BKIIFOUUTEIHO KPBB U ThKaH, €IMHCTBEHO WJIH TJIaBHO C IIel
noJtyyaBaHe Ha uH(opmarus 3a:

a) pU3NOTOTUYHO WITH MATOJIOTUYHO CHCTOSHUE, UITU

0) BpOJIcHU aHOMAJIUU, UITH

B) onpeessiHe Ha 0€30MacHOCTTa U ChbBMECTUMOCTTA € TIOTEHIIMATHN PELUITUEHTH,
WIn

T') KOHTPOJUpPaHe Ha TeParieBTHYHU JCHCTBHUS.

WH BUTpO IMarHOCTUYHU MEAUIIMHCKHU U3ENHUs ca U U3JIeHsITa 3a CaMOTECTyBaHe,
CBHJIOBETE 32 ChXpPaHEHUE Ha IPOOU OT YOBEIIKOTO TSUI0, C U3KIIOUEHUE Ha U3/IEIHTa 32
o0mra tabopatopHa ynorpeda, OCBEH aKo U3/CIUETO M0 OTHOIICHUE Ha XapaKTEPUCTUKHUTE MY
€ CHEeUATHO NMPeAHA3HAYEHO OT MPOU3BOAUTEIS 32 UH BUTPO JUATHOCTUYHU U3CIIECBAHUS.



13. "MH BUTpO IMArHOCTUYHO MEIMIIMHCKO M3/IETUE 3a OLICHKA Ha JICMCTBUETO" € UH
BUTPO TMATHOCTUYHO MEIUIIMHCKO U3JIeNIHe, IPEIHA3HAYEHO OT IPOU3BOAUTEINA 32
IIPOBEX/aHE Ha €THO WM IIOBEYE U3CIIEeIBAaHM 3a OLIEHKA Ha JIeHCTBUETO, IPOBEXkKAAHU B
nabopaTopus 3a MEAUIMHCKHN U3CIIeIBaHUS WU B JIpyTa MOAXO/ISIIA CPeaa U3BbH MICTOTO Ha
IIPOU3BOJICTBO.

14. "Uudopmupano ceriaacue” € BOJCH3SBICHUE HA AEECIIOCOOHO JIMIIE MK Ha
3aKOHEH IIPEJICTABUTEN Ha HEJEECIIOCOOHO JIMIIE, C KOETO € U3Pa3eHO ChIVIACUE 3a y4acTHE B
KIIMHUYHO U3MUTBAHE, CIIe/ KaTo JIUIETO € OoIPOOHO HH(MOPMUPAHO 32 CHIIHOCTTA,
3HA4YEHUEeTO U PUCKOBETE OT U3NHUTBaHeTO. IHopMupaHoTo chriacue € B nucMeHa ¢popma u
ChIbpKa MOJIIHIC HA JIMIETO U JaTa. [I[py HEBB3MOXKHOCT Ha JIMIIETO J]a U3pa3u ChITIACHETO CH
B IIMCMeHa (popMa HHPOPMHUPAHOTO ChIVIACKUE MOXKE 1a ObJI€ Ja/IEHO YCTHO B IPUCHCTBUETO
Haif-MaJKo Ha €JMH CBUACTEIL.

15. "Kanubparop u KOHTpOJIeH MaTepuai’ € BEeleCTBO, MaTepHall UiIU U3JIEIHE,
IpeJHa3sHaueHO OT MPOU3BOIUTENS 32 YCTAHOBSIBAaHE HA M3MEPBATEITHN ChOTHOILICHUS WK 32
IIPOBEpKa Ha paOOTHUTE XapaKTEPUCTUKU HA UH BUTPO AUArHOCTUYHO METULIMHCKO U3/EI1E B
CHOTBETCTBHUE C IPEIHAZHAUYCHHETO MY.

15a. (HoBa - IB, O6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) "Knunnyau ganaun" e
nHpopmanuaTa, crOpana npu yrnorpedara Ha U3AEITUETO OTHOCHO 0€30IIaCHOCTTA H/HITH
neiictBueTo My. KilmHU4HUTE TaHHU Ce MoJTyyaBat OT:

a) pe3yJATaTuTe, NOJYUYCHN IPY MPOBEKIAAHETO HA KIIMHUYHO U3MUTBAHE HA
U3MUTBAHOTO MEULIMHCKO U3JIeNUe, WIN

0) JaHHU OT KJIMHUYHO/KIMHUYHYU M3MUTBAHE/U3NUTBAHUS WM TaHHH OT JPyTH
IpoyyBaHMsl, NyOIMKyBaHHU B HayyHaTa JINTEPATypa, BbPXY MOJO0OHO METUIIMHCKO U3/EIHe,
32 KOETO €KBHBAJICHTHOCTTA C M3MUTBAHOTO M3/IEIIUE MOXKE /1a CE€ TOKaXKE, UITH

B) MyOJIMKYBaHU W/UIU HENMYOIMKYBaHHU JOKJIQAU OT APYT KJIMHUYEH ONHUT Ha
M3MUTBAHOTO U3JIeNNE WK Ha MO00HO MEAUIIMHCKO U3JIENNE, 32 KOETO €KBUBAJIICHTHOCTTA C
U3IIUTBAHOTO U3JIENINE MOJKE J1a CE JJOKaXKe.

16. "Koopaunupar uscieoBaren’” € JIMLETO, KOETO KOOPAUHUPA U3CIIE0BATEINTE
IIPU IPOBEXJaHE HA MHOTOLIEHTPOBO KIIMHUYHO U3ITUTBAHE.

17. "Kopurupaiuu aeiictBus’ Morat Ja BKJIIOYBAT: U3TETJISHE Ha U3/IETHETO,
IIyCHATO B JIEHCTBHE; N3JaBaHE Ha MMCMEHA IPENopbKa, B KOSITO CE€ ONMUCBAT MEPKUTE, KOUTO
TpsiOBa J1a ce mpeanpruemMar; JOITbIHUTEITHO IPOCIIe/IIBaHe TN MOAN(HUKALINS Ha U3]IENETO,
IIyCHATO B JIEHCTBHE, C L€ Mo100psIBaHe Ha XapaKTePUCTUKUTE U IEHCTBUETO MY; TPOMSHA B
MPOEKTa, MPOMSHA Ha OT/ICITHA KOMIIOHEHTH Ha U3/IEINETO WM IIPOMSHA B IIPOU3BOICTBEHUS
nporec npu ObJE0TO MPOU3BOACTBO HA MOJO0HN U3/ENUs; U3MEHEHUE Ha ChbP)KaHUETO
Ha €TUKEeTa WM Ha HHCTPYKIUATA 33 yIIoTpeda U IPYTH.

18. "Kputnuen ananus" e:

a) KpaTKo OMHCaHNe HAa MEIUIIMHCKOTO M3/IEJIHE - MPeTHA3HAUYEHO JIeCTBUE, THII,
XapaKTepUCTHKH;

0) aHanu3 Ha noaOpaHarTa JMuTepaTypa U Ha BCUUKU HAJIMYHU JTAHHU;

B) KpUTHYEH aHAJIN3 HAa UIEHTHU(QULIMPAHNUTE BpeaU NpU yroTpedaTa Ha U3/1EIHETO,
Ha CBBP3aHMTE C TAX PUCKOBE M MOAXOSIIN MEPKHU 3a 0€30IaCHOCT IO OTHOIIICHHE Ha
MAIMEeHTH, MEAULIMHCKY TTePCOHAI M TPETH JIUIIA;

') METO/IM 33 TIOJJ00p Ha U3TIOJI3BAHUTE JIUTEPATYPHU U3TOYHUIIH, TPHIIOKECHUTE
CTaTUCTMYECKH METOJIH 3a aHAJIN3, METO/IUTE 32 OIICHKA, THIIAa U MPOJbIDKUTEIIHOCTTA Ha
MIPOYYBAHETO, XETEPOT€HHOCT Ha BKIIIOYCHATA B TPOYYBAHETO MOITYJIAIINS;

1) KpaifHa olleHKa Ha Ioji3aTa oT ynorpebara Ha U3/IeJIMeTO CIPSIMO pUCKa, KaTo ce
OTYHTAT MOCTHKCHHUATA Ha ChBPEMEHHATA HayKa M MEIUIIMHCKA TTPAKTHKA,

€) 3aKJII0YEHHE, B KOETO Ce IT0COYBA JaJM ca U3IBIHEHHU IeJIUTe Ha 33/1aHUETO,
UACHTU(UKAIMS HA TIPA3HOTH B OI[EHKAaTa Ha ChOTBETCTBUETO HA M3/ICITHETO ChC



CHILIECTBEHUTE U3UCKBAHHUS IO OTHOLIECHNE HAa O€30MaCHOCT U MpeIHa3HAYEHO KIMHUYHO
JEHCTBHE U, IPU HEOOXOUMOCT - apryMEHTAIIHS 32 MPOBEXKIaHE HA KIIMHUYIHYU U3 TBAHUS -
L[EJIH U TUTaH Ha U3MUTBAHETO.

19. "Jluue, ycTaHOBEHO Ha TEPUTOPHUATA HA JbpPrKaBa WICHKA WM Ha IbprKaBa OT
EBporeiickoTo HKOHOMHYECKO MPOCTPAHCTBO" € MpaBeH CyOeKT, perUCTPUpPaH 1o
IPa)XTaHCKOTO WU THPTOBCKOTO 3aKOHOATEIICTBO Ha JbprKaBa WICHKA WITU IbP)KaBa OT
EBporeiickoTo HKOHOMHYECKO MPOCTPAHCTBO WJIM Ch3/1aJIeH 110 CHJIaTa Ha HOPMAaTUBEH aKT,
KOWTO MMa Ce/IajuIle U aIpeC Ha yIpaBleHUE B IbPKaBa WICHKA WIH B IbPiKaBa OT
EBporieiickoTo HKOHOMHYECKO MPOCTPAHCTBO.

20. "JInuHo mperna3Ho cpeACTBO" € BCAKO YCTPOUCTBO UITU CPENICTBO,
MpeIHa3HauYeHo J]a C€ U3IO0JI3Ba OT JIMIIE, 3a Jia 0 MPeAna3Ba OT €IHa WK [T0BEYE Bb3MOXKHHI
OITACHOCTH, 3aIlIAIIBAIX HETOBOTO 3/JpaBe U Oe3omacHoCT. Karo MnyHu npeanasHu cpeicTna
Ce OMpPEENST ChIIO U:

a) CBbBKYITHOCT OT YCTPOMCTBA HIIM CPEJCTBA, B3AUMHO CBBP3aHU OT IIPOU3BOAUTEIIS,
C LIeJI /1a IIpe/ira3BaT eHO JIUIIE OT e/IHa WJIK MHOKECTBO OMACHOCTH, KOMTO MOTaT Jia ce
MIPOSIBSIBAT €THOBPEMEHHO;

0) mperna3Ho yCTpOUCTBO WU CPEJCTBO, CBBP3aHO HEASTUMO UITH IETUMO C JINYHO
CpencTBO 0e3 3amuTHa (PYHKIIHSI, U3II0I3BAHO OT JIMIETO 32 U3BBPIIIBAHE HA ONpeciieHa
JIEMHOCT;

B) 3aMEHSIEMH ChCTAaBHU YaCTH HA €THO JIMIHO MPEIIa3HO CPEACTBO, KOUTO Ca
OCHOBHHU 32 HETOBOTO IPAaBUIHO (PYHKIIMOHUPAHE U KOUTO CE U3IMOJI3BAT €IMHCTBEHO 32 TOBA
JUYHO TIPEIa3HO CPEJICTBO.

21. (m3m. - JIB, 6p. 110 ot 2008 r., B cmima ot 21.03.2010 r.) "Meauuuncko uzaenue"
€ MHCTPYMEHT, arapar, ypel, codTyep, MaTepuall Wik IPyro U3JIeue, NU3M0JI3BaH
CaMOCTOSITEITHO UM B KOMOWHAIUS, BKIIOYUTEITHO COPTyep, MpeIHa3HAYEH OT
MIPOU3BOIUTEINS Ja ObJIC M3MOI3BaH CICIU(PUIHO 3a JUATHOCTUIHH W/UITU TePATICBTHYIHU
LeIH U HeoOXO0IUM 3a MpaBUIHATA MYy YIIOTpeOa, KOWTO He OCTUTa OCHOBHOTO CHU JeHCTBHE
IO MpeAHAa3HAYCHUE BHB WM BHPXY YOBEIIKOTO TSUIO IO ()apMaKOJIOTHICH, UMYHOJIOTHYCH
WM METa0OJTUTEH BT, HO MOXE J1a CE MOJIoMara mpu CBOETO JIEUCTBUE OT CPEJCTBA C TAKHB
eeKT, ¥ KOWTO € MPeJHA3HAUEH OT IPOU3BOIUTEIIS Ja Ce TpUjIara mpu xopa ¢ medi:

a) TMarHOCTHKa, MpoQIIaKTHKa, HA0MIOIeHUE, JISYSHHE UTH O0JIeKYaBaHe Ha
3a00/IIBaHHUS;

0) TuarHocTHka, HaOrIeHNe, IedeHne, o0JIeKYaBaHe UM KOMIICHCUpaHe Ha
TPaBMU WJIK UHBAIHTHOCT;

B) M3CJIe/IBaHe, 3aMsHA MIJIM KOPEKIM Ha aHATOMUYHA YacT WK (U3HOIOTHYEH
poIIec;

') KOHTPOJ BbPXY Ipolieca Ha 3a0peMeHsBaHe.

22. (m3m. - JIB, 6p. 110 ot 2008 r., B cuima ot 21.03.2010 r.) "Menuuuncko uzzaenue
3a KJIMHUYHO M3MUTBaHE" € MEIMIIMHCKOTO U3JeNue 1o wi. 2, an. 1, T. 2 u 3, npeiHa3HaueHO
Jla C€ U3IO0JI3Ba OT MEAWIIMHCKY CIICIUATICT WM OT IPYT CICIIHATUCT, KOUTO MPUTEIKABAT
MOAXO/IAIIA 32 [ETUTE Ha U3MUTBAHETO KBATH(HUKAIUS, TIPU IPOBEXkKIaHe HA KIMHUYHU
M3MUTBAHUA B JIEYEOHO 3aBeCHUE 3a TOCTUTAHE Ha I1eJITa 1o 1. 32.

23. (m3m. - JIB, 6p. 110 ot 2008 r.) "MeaunuHcko uznenue, u3padboTeHo Mo
MOphYKa" € METUIIMHCKO U3JEIUE 1O WI. 2, an. 1, T. 2 win 3, IpOU3BEAEHO MO MTUCMEHO
3a/laHue Ha KBATH(PHUIIMPAH METUIIMHCKY CIIEIHATMCT WM Ha JIUIE C MOAXOASIIA
npodecronanHa KBanupuKalus, ¢ KOETO Ce ONPEeNaT ceupuIHUTE TPOEKTHU
XapaKTePUCTHKHU Ha U3JICTHETO U MpeAHa3HAYeHUETO My 3a YIoTpeda OT KOHKPETeH MaIlleHT,
1 332 KOETO TOW HOCH OTTOBOPHOCT.



CepuifHO TPOU3BECHUTE U3ICTHS, AIANTHPAHHU C 1€ J1a OTTOBOPSAT Ha CeIUUIHA
M3UCKBaHUS HA MEAUIIMHCKU CIICIMAIIMCT UM Ha IPYT 00y4YeH NoTpeOuTeN, He ca U3/Ieusl,
M3pabOTEHH TI0 MOPbHUKa.

24. "MHOTroIeHTPOBO KJIMHUYHO U3MUTBAHE" € KIMHUYHO U3MTUTBAHE, KOETO CE
MPOBEK/IA 110 €AMH TUIaH, HO B TIOBEYE OT CAMH M3CJIEA0BATEIICKH IICHTHP/ICYeOHO 3aBEACHUE
U OT MOBeYe OT eIUH u3cienoBaren. M3cienoBarenckure eHTpPOBE Morar jia Obaat
Pa3MoJI0KEHH Ha TEPUTOPHUATA HA €JHA IbprKaBa WICHKA, B TIOBEYE OT €/IHA IbprKaBa WICHKA
WJIU B JbPKABU YICHKU U B TPETH IbPIKaBH.

25. "HaOmrogaBai" e Juile, Ha3HAYEHO OT BB3JIOKUTENIS, KOETO HAOII0aBa Jajln
KJIMHUYHOTO U3MUTBAHE HA BCEKU €Tall Ce MPOBEXkK/a, 3alMCBa U JOKJIAABa B ChOTBETCTBUE C
IJIaHa, ChC CTAHJIAPTHUTE ONEPATUBHM MPONEAYpH, ¢ JloOpara KIIMHUYHA MPAKTHKA U C
MPUIOKUMUTE KOHTPOJIHU U3UCKBAHUSI.

26. "He3aBUCHUMO OT BB3JIOKHUTEINS JUIE" € PU3NIECKO JIUIIE, KOSTO € 3al03HaTo ¢
XapaKTePUCTHKUTE U JEHCTBUETO HA METUITMHCKOTO U3/IeNNe, OOEKT Ha KIMHUYHOTO
M3MUTBAHE, U C METOJIOJIOTHATA HA TIPOBEXKIaHE HA KIIMHUYHO M3IUTBAaHE U € ((PMHAHCOBO
HE3aBHCUMO OT BB3JIOKHUTEII.

27. "Ilnan Ha KIMHUYHOTO U3MUTBAaHE" € JOKYMEHT, OIIMCBALLl LEIUTE, Tu3aiiHa,
METOOJIOTUSTA, CTATUCTUYECKUTE METOIM U OpraHU3alMITa Ha €IHO KIMHUYHO U3ITUTBAHE.

28. "[Ipennaznauenue"” e ynorpedara, 3a KOATO € MPEeIHA3HAUCHO METUIIMTHCKOTO
W3J/IeNIie ChITIACHO MPEIOCTAaBEHUTE OT MPOU3BOIUTENS JaHHU BHPXY €THKETA, B
WHCTPYKILHUATA 32 yoTpeda 1/iiv B peKIaMHU MaTepUaH.

29. "llpunaanexHocT" € u3enue, KOeTo He € MEUIIMHCKO U3/IeIUe, HO € CIICIIMATHO
MpeIHa3HAuYeHO OT MPOU3BOIUTENS My 3a U3IOJI3BAHE 3a€IHO C MEAUIIMHCKO U3/IeHe, C el
MEIUIIMHCKOTO U3JIeTUE /1a C€ U3MO0JI3Ba M0 OMPEACIIEHOTO OT IPOU3BOAUTEIS MY
npeaHa3HauYeHue.

29a. (noBa - 1B, 0p. 39 o1 2011 r., B cuna ot 01.01.2012 r.) "IIponakna nexa" e
1eHaTa 3a Opolika UiTi 3a OIpe/ie]IeHO KOJIMYeCTBO, BKIIIOUBAIIA TaHBK BHPXY J00aBeHaTa
CTOMHOCT Y BCUYKH JIOITBJIHUTEIIHY JAHBIM U TAKCH, HA KOSTO MEIUIIMHCKOTO H3JICIIHE CE
mpesara Ha moTpeOuTeNs.

30. "TIpousBoauten" € BCSIKO (U3MIECKO WM FOPUIUIECKO JIUIIE, KOETO:

a) OTroBaps 3a MPOEKTUPAHETO, TPOU3BOJICTBOTO, OMTAKOBAHETO U €TUKETHUPAHETO Ha
MEJUIIMHCKO U3JeNIie, IPEeIN J1a TO MyCHE Ha ma3apa OT HErOBO UME UJTM C HETOBa ThPTOBCKa
MapKa, He3aBUCHUMO JaJId T€3H Olepaliy C€ U3BbPIUIBAT OT CAMOTO JIUIIE, WU CE U3BBPIIBAT
3a HETO OT TPETO JIUIIE;

0) (m3Mm. - 1B, 6p. 110 ot 2008 r.) KOMIUIEKTYBa, O1MakoBa, 00paboTBa, HAMBIHO
npepaboTBa W/UIK €TUKETUPA €HO UM TTOBEYE TOTOBU MEIUITMHCKU U3AETUS U/ WU €
OTTOBOPHO J]a ONPEIENH TAXHOTO NMPEJHA3HAUCHHUE C e TyCKaHe Ha ma3apa 3a I'bpBU BT OT
HETOBO UME.

DuU3NYECKU WIH IPUIAYECKH JIMLA, KOUTO KOMIUIEKTYBAT WM aJlaliTUpaT MyCHATH
Ha Ta3zapa MEeIUIIMHCKHU U3/IETHs 32 KOHKPETEH MallMeHT B CbOTBETCTBHUE C TAXHOTO
NpeAHa3HauYeHue, He ca MPOU3BOIUTEIN IO CMHUCHIIA HA TO3U 3aKOH.

31. "Ilyckane B aeiicTBue" € eTambT, IPU KOUTO TOTOBO 3a yrnoTpeda 1mo
npeAHa3HauYeHue MEIUIIMHCKO U3/IeNIie C€ IPEI0CTaBs 3a MbPBU BT B IbPKaBa YJICHKA WU
B JIbpaBa OoT EBponeiickoTo MKOHOMUYECKO MPOCTPAHCTBO HA KPalHUSI TOTPEOUTEN.
[lyckane B nelicTBHE Ha aKTUBHO UMILIAHTUPYEMO MEIUIIMHCKO U3/ENINE € TPETOCTABSIHETO
My Ha KBATU(DHUITUPAH MEIUIIMHCKHU CIIEIIUATUCT 33 UMILJITAHTUPAHE.

32. "[lyckaHe Ha ma3apa" € MbPBOTO NPEIOCTABSIHE 32 PA3NPOCTPaHEHUE W/UIH
ynotpeba Ha TepuTopusita Ha EBporelickust cbi03 1 Ha TepuTopusita Ha EBpomnelickoro
MKOHOMHYECKO MPOCTPAHCTBO CPEIIly 3aruialaHe Uiy 0e3MIaTHO Ha HOBO WJIM HAI'bJIHO



O0OHOBEHO MEAMLIMHCKO U3/JENINe, C U3KIIUYEHUE Ha MEIUIIMHCKO U3/eI1e 32 KIMHUIHO
M3MUTBAHE U HA UH BUTPO AUArHOCTUYHO METUIIMHCKO M3/IEIHE 32 OLIEHKA Ha JCHCTBUETO.

33. "Cepuo3Ho yBpeKaaHE Ha 3paBeTo" €:

1. ’KMBOTO3aCTpaIIaBaIO ChbCTOSHUE WU 3a00JI1BaHe, WM HAapaHsIBaHE;

2. TpaliHO yBpeXJaHe Ha KU3HeHa (DyHKIMSI WM Ha YOBEUIKU OpraH WM Ha ThKaH;

3. chCTOSIHUE, KOETO Hajlara MEJUIIMHCKA TOMOIIl MJIM XUPypriuuecKa HaMmeca, 3a 1a
ce MIPeJOTBPATAT YBPEKJAHUATA 10 T. 2.

34. "CpaoBe 3a ChbXpaHEHUE Ha MMPOOHU OT YOBEIIKOTO TSUI0" ca MH BUTPO
JUArHOCTUYHU MEJUIIMHCKU U3/EIIHs, He3aBUCUMO JIalld ca BaKYyMEH THII WIH He,
CTELUAIHO MpeIHA3HAYEHHU OT MPOU3BOAMNTEINS 32 IBPBOHAYAHO ChOMpPaHE U ChXpaHEHHE Ha
IpOOU OT YOBEIIKOTO TSUIO 3a UH BUTPO AUATHOCTHUYHU U3CIIEIBAHUS.

35. "CepuiecTBeHa IPOMSIHA B IJIaHA HAa KIIMHUYHOTO M3MUTBaHE" € BCsAKa POMSIHA B
IUIaHA W/MIM B HH(GOpMALMATA B ChIIBTCTBAIATA JOKYMEHTALIUA, KOATO MTOBJIUABA!

a) 6e3omacHOCTTa WK (PU3NYECKaTa U MCUXUYEeCKaTa HETPUKOCHOBEHOCT Ha
YYaCTHMILIUTE;

0) HayyHaTa CTOMHOCT Ha U3IUTBAHETO;

B) NIPOBEX/IAHETO WJIM OpraHU3alMsITa Ha N3UTBAHETO.

35a. (voBa - IB, 6p. 38 ot 2015 r., B cruta ot 26.05.2015 r.) "Tpera nppxasa €
BCSIKA AbPrKaBa, KOSATO HE € WieH Ha EBporneiickus chlo3 UM He € Jbp)kKaBa - CTpaHa 110
Crnopasymenueto 3a EBpornelickoTo HKOHOMUYECKO IIPOCTpaHcTBO, uiu Kondenepanus
[Iseiapus.

36. (m3m. - [IB, 6p. 54 ot 2012 r.) "T'pproBust Ha ApeOHO" ca BCUYKHU EHHOCTH IO
npuaoOMBaHe, ChbXpaHsIBaHe U Mpoak0a Ha MEIUIIMHCKH U3/IeJIMs Ha HACeJICHUETO.

37. (m3m. - [IB, 6p. 54 ot 2012 r.) "T'pproBus Ha eapo" ca BCHUKH JCHHOCTH IO
npugoOMBaHe, CbXpaHsiBaHe, CHa0AsIBaHEe, BHOC MJIM U3HOC Ha MEIULIMHCKH U3JIEJIUs C Led
npoaaxo0a, ¢ M3KIIIOYCHHUE Ha CITy4anuTe Ha MPEAOCTaBsIHE HAa MEAUIIMHCKY H3AEIHs TUPEKTHO
Ha HACEJIEHUETO.

38. (u3m. - JIB, 6p. 110 ot 2008 r.) "YIBIHOMOIICH NPeACTaBUTEN" € PUNIECKO
WIN IOPUJINYECKO JIUIIE, YCTAHOBEHO Ha TEPUTOPUSATA HA IbprKaBa WIEHKA WIN AbpKaBa OT
EBpomneiickoTo MKOHOMHYECKO TPOCTPAHCTBO, U3PHUYHO YITHITHOMOIICHO OT MMPOWU3BOIUTEIS
Jla IeficTBa OT HETOBO M€ U 3a HEroBa CMETKa MpeJ PeryJaTOPHUTE OPraHH Ha JIbpKaBUTE
YJICHKHU WU PETYJIATOPHUTE OPTaHH Ha JbPKaBUTE OT EBPONEicKOTO MKOHOMHYECKO
IIPOCTPAHCTBO MPH U3ITBIHEHUE Ha 33bJKEHHS Ha IIPOU3BOJUTEIS 110 TO3U 3aKOH.

§ 2. (U3m. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.) To3u 3aK0H BbBEKAA
pasnopenoure Ha dupextusa 90/385/EMO Ha CobBeta oT 20 romu 1990 r. oTHOCHO
cOnmmKaBaHe Ha 3aKOHO/ATEJICTBOTO HA JbPKABUTE YICHKH, CBbP3aHO C aKTUBHUTE
UMIUIAaHTUPYEMHU METULIMHCKU U3JIeNus, mociaenHo n3MeHeHa ¢ Jlupexkrusa 2007/47/EO Ha
EBpomneiickust mapinameHT 1 Ha CbBerta oT 5 centeMBpu 2007 1. 3a u3MeHeHue Ha JlupexTuna
90/385/EVO na CbBeTa OTHOCHO CONIMKaBaHE HA 3aKOHOAATEIICTBOTO HA IbPKABUTE UICHKH,
CBBP3aHO C aKTUBHUTE UMIJIAHTUPYEMH METULUHCKHU u3aenusd, Ha Jupextusa 93/42/ENO na
CbBeTa OTHOCHO MEIUIIMHCKUTE U3/ienus U Ha J{upektuna 98/8/EOQ oTHOCHO MyCcKaHETO Ha
nazapa Ha 6uouuu (OB, L 247/21 ot 21 cenremBpu 2007 r.), Ha lupextusa 93/42/ENO Ha
CoBera ot 14 1oHu 1993 1. OTHOCHO MEIUIIMHCKUTE U3/1EHS, IOCIETHO U3MEHEHA C
HupextuBa 2007/47/EO na EBponetickus napiameHnT u Ha CbBeTa, 1 Ha JlupexTrBa
98/79/EO na Eponeiickus napiament U Ha CbBeTa oT 27 okToMBpHu 1998 1. 0OTHOCHO
JTUArHOCTUYHUTE METUITMHCKH U3JENH in vitro, mocieano n3meHeHa ¢ Permament (EO) Ne
1882/2003 na EBponelickus napnameHT u Ha ChBeTa oT 29 cenremBpu 2003 r. 3a agantupane
kbM Pemenne 1999/468/EO na CpBeTa Ha pa3nopeI0MTE OTHOCHO KOMUTETUTE, KOUTO



noanomarat Komucusita mpu ynpakHsIBaHETO Ha U3MBIHUTEIHUTE Y TPABOMOIIIHS,
OTMpeJIeJICHU B aKTOBETE, KOUTO MOJIJIKAT Ha MpolleayparTa, mocouena B uwi. 251 ot Jlorosopa
3a EBpomneiickara 0OIIHOCT.

§ 3. (1) HaumeHoBaHusATa ¥ perucTpaliMOHHUTE HOMEpA Ha XapMOHU3UPAHUTE
eBpOINENCKH CTaHJapTH U Ha MOHorpaduute Ha EBponeiickara ¢papmakomnes 3a
MEIUIIMHCKUTE U3/1eTus ce myonukysat B "OdunmaneH BecTHUK" Ha EBponeiickus chio3.

(2) XapMOHM3MpPAHUTE EBPONEHCKU CTAHJAPTH CE BbBEXKAAT UIEHTHUYHO Ype3
nyOIMKyBaHe Ha TEKCTa Ha CTaHJIApTa B MPEBOJ] Ha OBITapCKU €3UK WK Ype3
MOTBBPKAABAHE 3a PUJIaraHe KaTo OBJIrapcKu CTaHAapT 10 pesia Ha 3aKoHa 3a
HallMOHAJHATa CTaHAAPTU3aLU.

(3) HaumeHoBaHMsITa M pErUCTPALIMOHHUTE HOMEpPA Ha OBJITrapcKUTe CTAHJApPTH,
BBBEXK/AIIN XapPMOHU3UPAHUTE €BPONCHCKH CTaHJAPTH, C€ IMMyOIMKYBaT B OQUIIHATHUS
OrosieTHH Ha /IbprkaBHaTa areHLys 32 METPOJIOTHs U TEXHUUYECKH HaJ30p, KaTo MpH
myOJIMKYBaHETO 33IbJDKUTEITHO Ce IT0OCOYBA BPb3KaTa ChC CHhOTBETHATA Hapeada 1o 4. 18.

§ 4. (1) C oOurure TEXHHYECKH CrieU(UKAIIIN CE ONPEACIIAT U3UCKBAHUS 32 OIICHKA
Y TIPEOIICHKA Ha JICHCTBUETO, ITYCKAHETO HA Ma3apa W/WIM IyCKAaHEeTO B JICUCTBUE HA IMMAPTH/IH,
pedepeHTHH MeTOIU M peePEHTHHU MaTePUAIM 3a HH BUTPO JUATHOCTHYHU MEIUIIMHCKH
H3CIHSL.

(2) O6muTe TexHuuecku cnenudukanuu ce myonukysar B "OduinaneH BeCTHUK" Ha
EBponeiickus cpro3.

§ 4a. (Hos - /IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) U3nbJIHUTETHUAT
nupekTop Ha MAJI moxke aa Bb3j1ara CBOM MpaBOMOLIMS 110 TO3H 3aKOH HA 3aMECTHHUK-
U3IIBIHUTENHUS aupekTop Ha MAJL

§ 46. (Hos - /1B, Op. 84 oT 2018 ., B cuna ot 12.10.2018 r.) (1) AbpkaBHUTE OpraHu
10 TO3U 3aKOH OCHUTYpPsIBaT Bb3MOXKHOCT 3a MPEJOCTaBsIHE HAa MHPOpPMAIIHS U 3a IpUEMaHe Ha
3asBJICHUS U JIOKYMEHTH I10 TO3H 3aKOH IO eJIEKTPOHEH ITBT IPH YCIOBUATA U 110 pesia Ha
Pernament (EC) Ne 910/2014 na EBponeiickus napiamenT u Ha ChBeta ot 23 ronm 2014 1.
OTHOCHO €JIeKTPOHHATa WACHTU(UKAIMS U YTOCTOBEPUTETHUTE YCIyTH IIPU €JIEKTPOHHU
TpaHCAKIMU HAa BhTPELIHUS Na3ap U 3a oTMsiHa Ha upektusa 1999/93/EO (OB, L 257/73 ot
28 aBryct 2014 r.) u Ha 3aKOHa 3a €JIEKTPOHHUS JTOKYMEHT U €IeKTPOHHUTE
YAOCTOBEPUTENHU YCIYTU U 3aKOHA 32 €JIEKTPOHHOTO YIIPaBIICHUE.

(2) IpenocraBsiHeTO Ha UHPOPMALIKS U IPUEMAHETO HA 3asBJICHUS U JTOKYMEHTH 110
€JIEKTPOHEH ITbT CE U3BBPIIBAT CJIE/I OCUTYpsSBAHE HA CbOTBETHUTE TEXHUYECKU U
OpraHU3aIIOHHH YCIIOBHS, KAKTO U Ha ChOTBETHUTE MPOTPaMHH NMPOTYKTH.

IIpexoanu u 3ak/II0YHUTEHU pa3nopeadn

§ 5. (1) TeproBumTe, MOTYYHITH pa3pelieHne 3a THPTOBUSI Ha €JIPO C JIEKapCTBa -
MEJIULUHCKYU u3aenus, uzaaaeHo cuen 29 nexkemspu 2002 r. mo pea Ha OTMEHEHHs 3aKOH 3a
JIeKapCcTBaTa U alTeKUTEe B XyMaHHaTa MeaunuHaa (00H., JIB, 6p. 36 ot 1995 1.; 6p. 61 ot 1996
r. - Pemmenue Ne 10 na Koncrurynmonnus cba ot 1996 r.; u3m., 6p. 38 ot 1998 ., 6p. 30 ot
1999 r., 6p. 10 ot 2000 1., 6p. 37 0T 2000 T. - Pemenue Ne 3 Ha KoHCTUTYITHOHHUS CHJT OT
2000 r.; u3m., 6p. 59 ot 2000 1., 6p. 78 oT 2000 1. - Pemenune Ne 7 Ha KOHCTUTYITMOHHUS Ch
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ot 2000 r.; u3m., 6p. 41 ot 2001 r., 6p. 107 1 120 ot 2002 r.; momp., 6p. 2 ot 2003 T.; U3M.,
op. 56,71 u 112 o7 2003 1., 6p. 70 m 111 ot 2004 ., 6p. 37, 76, 85, 87,99 u 105 ot 2005 1.,
op. 30, 31, 34, 75 u 105 ot 2006 r.; oT™m., JIB, 6p. 31 ot 2007 r.), mogaBat B CPOK 10 TPH
Mecela OT BIM3aHEeTO B CHJIA HA 3aKOHA 3asBIICHHE 110 00paselr 3a cyKeOHO BITMCBaHE B
perucrbpa 1o wi. 81, KbM KOETO Mpuiiarat JOKyMeHTuTe 1o wi. 78, ain. 1, 7. 1 u 2, an. 2, 1. 3
1 4, 1 IeKJIapaiys, 4ye He € HAJIMIIe IPOMSIHA B a/ipeca Ha IOMEIIEHUATA 33 CbXPAHCHUE U
THPTrOBHS.

(2) B cpok 10 30 quu OT mojaBaHe HA JOKYMEHTAIUATA MO al. | U3IIBJIHUTEITHUAT
nupextop Ha MAJI n3maBa paspeiieHre 3a ThProBHs Ha €IpO ¢ MEIUIIMHCKH U3ICTTHS.

(3) C uznaBaHe Ha pa3peILICHUETO 1O all. 2 ce MpeKpaTsABa U3AaJACHOTO MO peia Ha
OTMEHEHUS 3aKOH 3a JICKapCTBaTa U aNTEKUTE B XyMaHHATa MEAUIIMHA Pa3peIICHHE 3a
THPrOBUS HA €PO.

§ 6. TeproBuuTe, MOTYUHIN O€3CPOYHO pa3pelieHre 3a THPTOBH HA €1IPO C
JeKapceTBa, u3aaneHo ciuen 29 nekemspu 2002 1. 10 pena Ha OTMEHEHHUs 3aKOH 3a
JIeKapcTBaTa U alTeKUTEe B XyMaHHATa MEIUIIMHA, KOUTO ThPryBaT U C METUIIUHCKU U3IENus,
MoJaBaT 3asBJICHUE U JIOKYMEHTAIIUS 32 Pa3peIlIeHNUE 3a ThProOBHUS Ha €IPO C MEIUIIMHCKU
M3JeIMs 110 peia Ha TO3U 3aKOH B cpok A0 31 aexkemBpu 2007 r.

§ 7. TeproBumTe, MoaydusIn 6€3CPOYHO pa3pelieHre 3a ThPrOBHsI Ha €1IpO C
JiekapcTBa, u3naaeHo npeau 29 nekemspu 2002 r. o peaa Ha OTMEHEHHMS 3aKOH 3a
JIeKapCTBATa U allTeKUTE B XyMaHHATa MEUIIMHA, KOUTO ThPryBaT C MEIUIIMHCKU U3JIETIHUS,
MI0/1aBaT 3asBJICHUE U IOKyMEHTAIIUA 32 pa3pellieHre 3a ThProBHsl Ha €pO ¢ MEAUIIMHCKU
W3/IeNUA 10 pejia Ha TO3W 3aK0H B Cpok 110 31 pexemBpu 2007 r.

§ 8. 3agBienus 3a N3J1aBaAHC Ha pa3pCHICHUA 3a ThbProBUA Ha €APO ¢ MCAUTTUHCKU
HU3CIMA, NIOAAACHHU 10 BJIM3aHETO B CHUJIA HA TO3U 3aKOH, CC pasrjieKaaT v IMpUuKIroYBaT Ipu
yCJioBUATa U 110 peaa, MpeABUJCHU B HETO.

§ 9. (1) U3napenuTte mo peaa Ha OTMEHEHUS 3aKOH 3a JIeKapCcTBaTa U alTeKUuTe B
XyMaHHaTa MeJIMIIMHA pa3pelieHus 3a ynoTpeda Ha MEAUIIMHCKH U3/IeTIHS Ce MIPEKpaTsIBaT OT
JlaTaTa Ha BJIM3aHE B CUJIA HA 3aKOHA.

(2) TlpousBoautenuTe mo ui. 29, an. 1 U 2 Ha MEAUIIMHCKY U3/IETHUS, HA KOUTO €
MIPEKPATEHO pa3pelIeHNeTo Mo peaa Ha al. 1, moaasar yBeOMIIEHHE 110 00pasell 10
M3IbJIHATENHUA qupekTop Ha MAJI B cpok 10 TpH Mecela OT BIM3aHETO B CUJIa HA 3aKOHA.

§ 10. HamyanTe KOMTMYECTBA MEAUIIMHCKHU H3/IETHsI, KOUTO HAMAT OIEHEHO
CHOTBETCTBHUE ChC CHIIECTBEHUTE U3UCKBAHU 110 pena Ha aupektusu 90/385/EMO, 93/42/EO
u 98/79/EO B ckianoBe 3a TbproBUs Ha €1po, alTeKH, IPOTEPUU, OTITUKH U APYTU ThPrOBCKU
00EKTH, MOTaT J]a ce MpOoJIaBaT 0 U3YEPIIBAHETO UM, HO HE MO-KbCHO OT €/IHA T'OJIMHA OT
BJIM33aHETO B CHJIA HA 3aKOHA.



§ 11. MeauuHCKH U3eNHsl Ce Ch3/1aBaT, ChbXPaHsIBaT U OOHOBSIBAT KaTO AbPKAaBHU
pe3epBH U BOGHHOBPEMEHHH 3alacy IpU YCIOBUATA U 10 pe/ia Ha 3aKOHA 32 IbP>KaBHUTE
pe3epBH U BOCHHOBPEMEHHHTE 3alacH M Ha aKTOBETE T10 HETOBOTO IIPHUJIaraHe.

§ 12. MUHHCTEPCKUAT ChBET U3BBPIIBA IPOMEHU B YCTPOMCTBEHUTE IPABUIIHUIY HA
WAJI n Ha [IppkaBHAaTa areHus 3a METPOJIOTUYEH U TEXHUYECKH HAA30p B TPUMECEUEH CPOK
OT JIeHs Ha 0OHApOIBaHETO Ha 3aKoHa B "J|bpikaBeH BECTHUK'.

§ 13. Iloa3akOHOBUTE aKTOBE IO MPUJIAraHETO HA 3aKOHA C€ U3/aBaT B 6-mMeceyeH
CpPOK OT JieHsl Ha 0OHapo1BaHETO My B "JIbpikaBeH BECTHUK".

§ 14. B 3akoHa 3a uHTETpaIys Ha XxopaTa ¢ yBpexxaanus (06H., JIB, 6p. 81 ot 2004
r.; U3M., Op. 28, 88, 94, 103 u 105 ot 2005 r., 6p. 18, 30, 33, 37, 63, 95,97 u 108 ot 2006 .,
op. 31 or 2007 r.) ce mpaBAT CIACAHUTE U3MCHECHUSI U IOTTBJIHCHHUS:

1. Bun. 8 1.1 ce uamens taka:

"1. peructpupa Jidiia, KOUTO OCHIIECTBSIBAT IEHHOCTHU MO MPEJAOCTaBSHE HA
TTOMOIITHY CPEICTBA, IPUCIIOCOOICHHS U ChOPHIKECHUS 332 XOpaTa C YBPEKIaHUS U
MEIUIIMHCKHU U3AeNusl, TOCOUYEHHU B CIIUCHLUTE MO Wi. 352, ai. 1, 1 KOHTpoIMpa Cra3BaHEeTo
Ha YTBBPACHUTE KPUTEPUU 32 IIPEJOCTABIHETO UM;'".

2. Bum. 15, an. 2 1. 8 ce n3MeHs Taka:

"8. Ha3HAyaBaHEe HA MEIUIIMHCKHU U3JIEIHSs, TOMOIIHU CPEJICTBA U ChOPBKEHHUS. "

3. Unen 35 ce u3MeHs Taka:

"Un. 35. (1) 3a mpemocTaBsiHe HAa TTIOMOIITHHU CPEICTBA, IPUCIIOCOOICHUS U
CHOPBKEHUS U MEIUIIMHCKY U3JENUs 110 Wi. 44, ann. 3 AreHnusTa 3a XopaTa ¢ yBpexIaHUs
BOJIM PETUCTHP HA JIMIIATa, OCHIIECTBABAIIMN T€3U ACHHOCTH.

(2) HeltHocTHTE TIO TIPEIOCTAaBsIHE HA TOMOIIHH CPE/ICTBA, PUCIIOCOOICHUS U
CHOPBKEHUS U METUITMHCKH U3JENHSI C€ U3BBPIIBAT OT JIUIA, PETUCTPUPAHUA KATO THPTOBIH
110 HAIIMOHAJIHOTO 3aKOHOAATEJICTBO Ha AbprKaBa WICHKA WU AbpxkaBa oT EBponeiickoro
WKOHOMUYECKO MTPOCTPAHCTRO.

(3) 3a BuCBaHe B perucThpa mno ai. 1 Jauiara mojaasar 3asBleHUE 10
V3IBJIIHUTEITHUS TUPEKTOP Ha ATEHIMATA 32 XOpaTa ¢ yBPEKIaHUsl, KaTo Mpujarar u
HE0OXOUMUTE IOKYMEHTH, OTpeieNieH! B HapeabdaTa mo ai. 5.

(4) B cpoxk 10 enuH Mecel] OT AaTara Ha 1ojjaBaHe Ha 3asBJIEHUETO 110 ajl. 3
M3IBJIHATEIHUAT JUPEKTOP Ha ATEHIMATA 3a XOpaTa ¢ yBPEKIaHUs U3aBa yI0CTOBEPEHUS
Ha JIMIaTa, BIUCAHU B PETUCTHPA.

(5) MuHHCTBPBT Ha TPyJa U COI[MAIHATA TOJUTHKA U3/1aBa Hapenoa 3a
M3UCKBAHUATA 32 OCHIIECTBSIBAHE HA JCHHOCTHUTE 1O MPEAOCTABSIHE HA TTOMOIIHU CPEJICTBA,
MPUCTIOCOOJICHHS U ChOPBKEHHUS 32 XopaTa ¢ YBPeKIaHUS U MEAUIIMHCKH H3AENusl, TOCOUYEeHU
B CIIMCBIMTE IO WiI. 35a, an. 1."

4. Cp3naBa ce ui. 35a:

"Un. 35a. (1) MUHHCTBHPBT Ha TPy/la U COLMAIHATA TIOJUTHKA CHITIACYBAHO C
MUHHCTBpA Ha 3[IpaBEONa3BaHETO YTBBPK/1aBa €KEr0JHO CIIUCHIU Ha:

1. MOMONIHHUTE CPEJCTBA, MPUCTIOCOOICHHS M ChOPBKEHHUSI 33 XOpaTa C YBpeKIaHUS;

2. MEIMLIMHCKUTE U3JIeHs, IPEeIHa3HAueHH 3a XOpaTa ¢ YBPEXKIaHUS.

(2) B ciyuaii Ha chbMHEHHUE JAIH €IUH MPOAYKT € METUITMHCKO U3/CNINe UITH
MTOMOIITHO CPEJICTBO, MPUCTIOCOOTICHIE UITH ChOPBKEHHE 32 X0pa C YBPEKIaHUS,
MEXyBEIOMCTBEHA €KCIIEPTHA KOMUCHSI, Ch3/1aJIeHa ChC 3all0Be]] HA MUHUCTHPA HAa TPyAa U



collMajHaTa MOJIMTUKA U HAa MUHHUCTHPA Ha 3[JpaBeONa3BaHETO, JaBa OKOHYATEIHO
CTaHOBHIIIE.

(3) YcnoBusTa 1 penbT 3a paboTa Ha KOMHUCHATA 110 aj. 2 ce OMPEIeIiAT B
IIpaBWJIHMKA 3a MpUJIaraHe Ha 3aKoHa."

5. B uin. 44 an. 3 ce u3MeHs Taka:

"(3) Xopara ¢ yBpexkaaHus CbOOpa3HO CBOUTE TOTPEOHOCTH MOTAT Ja IMOTy4YaBar
L[EJIEBH TIOMOIIM ¥ O0JIEKUYEHUS 32 MTOKYNKA U PEMOHT Ha TIOMOIIIHU CPEJICTBA,
MPUCTIOCOOICHMS, ChOPHKEHUS U MEUIIMHCKH U3JICIHSI, [IOCOYCHH B CIIUCHITUTE IO 9. 35a,
an. 1, ¢ u3KIIoYeHNE Ha MEAUIIMHCKUTE U3/I€JIHS, KOUTO C€ 3aIljIallaT Hal'bJIHO UM YaCTUYHO
ot Hammonanuara 31paBHOOCUTYpHUTENIHA Kaca."

6. B § 1 or gombaHuTeHATA pasnopeada T. 7 ce U3MEHs Taka:

"7. "TloMOIIHH CpeICTBA, IPUCIIOCOOICHUS U ChOPBKEHUs" ca Tocoows,
MpeHa3HauYeH! OT MPOU3BOAMUTENS 1a KOMIIEHCUPAT 3ary0eHa Wi yBpeaeHa (pyHKuus Ha
YOBEIIKH OpraH, ¢ el yBeINYaBaHE B3MOKHOCTHTE 32 CaMOOOCITy)KBaHE, 32 U3BBPIIBAHE HA
TpyJ0Ba U Jpyra IeHHOCT Ha XOpaTa ¢ yBpexaaHus."

§ 15. B 3akona 3a 3apaseto (00H., JIB, 6p. 70 ot 2004 1.; u3m., Op. 46, 76, 85, 88, 94
u 103 ot 2005 1., 6p. 18, 30, 34, 59, 71, 75, 81,95 u 102 ot 2006 1., 6p. 31 0T 2007 T.) B § 1

OT JIOI'BJIHUTENTHATA pa3nopenda B T. 9, Oyksa "3" mymara "nekapcta' ce 3aMeHs C
"1IeKapCcTBEHU MPOAYKTH U MEAULIMHCKU n3aenus’.

§ 16. 3akoHBT BIIM3a B CUJIa OT JIeHs HAa 0OHapoABaHETO My B "/IbpkaBeH BECTHUK",
C U3KJIFOUYCHHE Ha paznopeadara Ha 4. 4, all. 2, KosTo Biu3a B cuiia oT 29 nexkemBpu 2009 1.

3akonsbT € npuet oT 40-to Hapoano ce0panue Ha 29 mait 2007 r. 1 e monevaras ¢
odunmanaus nedat Ha HaponHnoto crOpanue.

3aKJII0YNTEeTHN pa3nopendu
KBbM 3AKOHA 3A UIBMEHEHHUE U JOITbJHEHUE HA 3AKOHA 3A
MEANUUHCKUTE U3AEJUA

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

§ 51. MUHHCTEPCKHUAT CHBET B CPOK JI0 6 Mecella OT BIM3aHETO B CHJIA HA TO3H 3aKOH
npuema Hapen6ata no 4i. 30a, an. 2.

§ 52. MUHHCTBPBT Ha 3APaBEONA3BaHETO B CPOK [0 J1BA MECEIa OT BIM3aHETO B CUIIA
Ha TO3U 3aKOH IIpueMa Hapendara 1o ui. 32a.

§ 54. Paznopenoure na § 1, 1. 1,§ 2, 5,8,10,15,§ 16, 1.3,4u 5,§ 17, 18, 20, 21,
22,23,24,25,26,27,31,45,47 u § 50, T. 1, 6ykBu "a", "6", "B" u T. 2 Bnu3ar B cuia ot 21
Mmapt 2010 .



IIpexoanu u 3aKJIIOYUTETHN pa3nopendon
KbM 3AKOHA 3A UBMEHEHUE U JOI'bJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 41 OT 2009 I"., B CWJIA OT 02.06.2009 T".)

§ 96. 3aKoHBT BiIM3a B CUJIA OT JieHs Ha 0OHapoaBaHETO MYy B "JIbp)KaBeH BECTHHUK',

C U3KJIIOYEHHE Ha!
1. maparpadu 3, 5, 6 u 9, kourto BiaM3at B cuia ot 1 ssayapu 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, xonto Biau3aT B cuaa ot 1 romm 2009 r.;
3. maparpad 21, xoiiTo Bnu3a B cwia ot 1 rorm 2010 .

IMpexoanu u 3aKJIIOYUTETHH pa3nopenon
KbM 3AKOHA 3A UBMEHEHUE HA 3AKOHA 3A TYPU3MA

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

§ 59. 3akoHBT BIIKM3a B cUJIa OT JIeHs HAa OOHapoABaHeToO My B "JbpikaBeH BeCTHUK'.

IMpexoanu u 3aKIIOYUTETHH pa3nopenon
KBbM 3AKOHA 3A USMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A 3IPABETO

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

§ 121. 3axonbT Bau3a B cuiia ot 1 siuyapu 2011 r. ¢ uzkitoueHue Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35,42,44,§ 56, 7. 1 u 2, § 65, 68, 70, 76,
80, 81, 90, 92,96, § 102, 1.3,4,5,7u8,§ 105,1.1,3u 5,§ 107, 1. 1, 2, 3,4, 6, OykBa "a", T.
7,10, 11,13 u 15, 6yksa "a", § 109, 110, 112, 113, § 115, 1. 5,§ 116, 1.4u6,§ 117, 1.5u 7
u § 118, 1. 1, KOUTO BIM3aT B CUJIa OT JieHsI Ha 0OHApOABaHETO HA 3aKOHA B "J[bpikaBeH

BECTHHK";
2. maparpad 102, T. 1, 2 u 6, xouro Biu3at B cuia ot 1 maprt 2011 r.;

3. maparpacdu 22, 1. 1 (oTHOCHO 4. 36, an. 1, uzpeuenue Bropo), § 37, § 48, 1.2, §

51 u 59, xouto Biu3at B cwia oT 1 romm 2011 1.;
4. maparpag 107, 1. 15, 6ykBa "0", koifro Biu3a B cuna ot 30 centemBpu 2011 r.

3akJII0unTeTHN pa3nopenadoun
KBbM 3AKOHA 3A UBMEHEHUE U JJOITBJIHEHUE HA 3AKOHA 3A
MEJUIIWHCKUTE U3JEJIUA
(OBH. - IB, BP. 39 OT 2011 T., B CWUJIA OT 01.01.2012T".)

§ 4. B cpok 110 1Ba Mecena OT BJIM3aHETO B CHJIA HA TO3U 3aKOH MHUHHMCTEPCKUAT
ChBET Npuema Hapendara o wi. 30a, an. 3.

§ 5. 3akoHbT BiAM3a B cuia ot 1 suyapu 2012 r.



IIpexoanu u 3aKJIIOYUTETHH pa3nopenon
KBbM 3AKOHA 3A UIBSMEHEHHUE U JOIIbJHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIUIIUHA

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

§ 84. 3akoHBT BiM3a B CUJIa OT JieHsI Ha 0OHapoaABaHETO MY B "J[bpKaBeH BECTHHK' C
M3KIII0YeHue Ha § 65, koilTo Biu3a B cuia ot 30 centemBpu 2011 1.

IIpexoanu u 3aKJIIOYUTETHH Pa3NoOpeadH
KBbM 3AKOHA 3A UIBMEHEHUE U JOII'BJIHEHUE HA 3AKOHA 3A
MEJUIIWUHCKUTE U3JEJIUA

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

§ 28. 3asgBieHuATA 3a N31aBaAHC Ha Pa3pCHICHUA WK YAOCTOBCPCHUS 3a ThPIr'OBUSA Ha
CSaApo ¢ MCAUIMHCKHU U3ACIINA, TOAAJCHN 10 BJIIM3aHCTO B CHJIA HA TO3U 3aKOH, CC€ pa3rjicKaar
IIpH yCJIOBUsATA U 11O pe€aa, IpEABUIACHU B HETO.

IMpexoanu u 3aKIIOYUTETHH Pa3nopeIon
KBbM 3AKOHA 3A I/I3MEEIEHI/IE N JOITBJTHEHUE HA 3AKOHA 3A 3AIIIUTA
OT BPEJHOTO BB3JJEUCTBUE HA XUMHNYHUTE BEIHLIECTBA U CMECH

(OBH. - 1B, BP. 84 OT 2012 T"., B CWJIA OT 02.01.2013T.)

§ 13. EnekTpuueckoTo 1 eeKTPOHHOTO 000py/IBaHe, KOETO HE MoMajaa B 00XBaTa Ha
npuioxxkenus Ne 1 u 2 xeM Hapenbara 3a nu3nckBaHusiTa 3a MyckaHe Ha Iasapa Ha
€JIEKTPUUYECKO U €JIEKTPOHHO 000pyABaHE U TPETUPAHE U TPAHCIOPTUPAHE Ha OTMABIH OT
EJIEKTPUIECKO U eNIeKTPOHHO o0opyaBane (00H., JIB, 6p. 36 ot 2006 r.; u3m., 6p. 57 ot 2006
r., 6p. 53 o1 2008 1., 6p. 5 0T 2009 1. M1 Op. 29 0T 2011 T.), HO HE CHOTBETCTBA HA

nan

M3MCKBaHUATA Ha I1aBa neta "a" u HapenOara mo wi. 217, an. 1, Moxe J1a IpOABIIKY J1a ce
npenocTass Ha nmasapa 1o 22 ronu 2019 r., ako ToBa € B choTBeTCcTBHE € § 12, T. 1 - 5.

§ 14. MuHMCTEPCKHUAT ChBET pUeMa HapeadaTa mo wi. 211, an. 1 B TpuMeceueH
CPOK OT 0OHApOJIBAHETO HA TO3M 3aKOH B "JIbpxaBeH BECTHUK'".

§ 15. 3akonsT BIM3a B cuna ot 2 sHyapu 2013 1.

IIpexoanu u 3aKIIOYUTESTHU pa3nopeadn
KbM 3AKOHA 3A UBSMEHEHUE HA 3AKOHA 3A 3ABPAHA HA
XUMHNYECKOTO OPBKXUE U 3A KOHTPOJI HA TOKCUHYHUTE XUMHNYECKH
BEIHIECTBA U TEXHUTE INPEKYPCOPU



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

§ 20. B 3akona 3a meaunuHCcKUTe M3aenus (o6H., JIB, 6p. 46 ot 2007 r.; u3m., Op.
110 ot 2008 1., 6p. 41 1 82 ot 2009 1., 6p. 98 0T 2010 1., 6p. 39 1 60 OT 2011 T., Op. 54 U 84
ot 2012 r.) HaBCAKBAC TyMUTE "MUHUCTHhPA HAa NKOHOMHUKATa, CHEpreTUKaTa u Typusma' ce
3aMEHAT ¢ "MUHUCTBhpPA HA UKOHOMUKATa".

3aKJII0uNTEeTHN pa3nopeadoun
KBbM 3AKOHA 3A USMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
MEJULUHCKUTE U3JEJIMS

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

§ 32. 3akoHBT BIM3a B CUJIA OT JeHs Ha 0OHapoaABaHETO MYy B "JIbpaBeH BECTHHK".

IMpexoanu u 3aKIIOYUTETHH Pa3nopenon
KBbM 3AKOHA 3A UBSMEHEHUE N I[OH'I)JIHEHI/IUE HA 3AKOHA 3A
BETEPUHAPHOMEJIUIIMHCKATA JEUHOCT

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

§ 103. 3akoHbT BIM3a B CHJIA OT JeHs Ha 0OHapoBaHeTO My B "JIbpikaBeH BECTHUK'",
¢ U3KIItoUeHUE Ha § 24 - mo oTHOomIeHUe Ha wi. 118, an. 2 u 3, KouTo BiIM3aT B cuja oT 1
sHyapu 2018 r.

IIpexoanu u 3aKIIOYUTETHU pa3nopeadn
KBM 3AKOHA 3A UIBMEHEHHUE U JOIIbJHEHHUE HA 3AKOHA 3A
JEKAPCTBEHUTE NPOAYKTU B XYMAHHATA MEJIULIUHA

(OBH. - 1B, BP. 84 OT 2018 I"., B CMJIA OT 12.10.2018 T".)

§ 70. PaSPCI_HeHI/ITe A0 BJIM3aHCTO B CHUJIda HA TO3U 3aKOH KIIMHWYHH U3IIUTBAHUA C
JICKApCTBCHU MMPOAYKTH, ChbAbpPiKAIU HAPKOTUYIHHN BEIICCTBA, CC IIPOBCKIAT B JIeueOHUTE
3aBCACHUS, 3a KOUTO Ca MOJYUCHU PA3PCIICHUS 34 IPOBCIKAAHEC HAa CbOTBETHUTC KIIMHUYHU
HU3NUTBAHUSA 11O JOCECTalllHUA PCA.

§ 78. 3aKoHBT BIM3a B CUJIA OT JICHS Ha 0OHapoABaHeTO My B "/IbpkaBeH BECTHUK" C
n3kmouenne Ha § 5,§ 7-12,§ 14-21,§27-30,§ 31, 1.2, § 32,§ 39-41, § 56, § 60 u § 66,
T. 1-8, 10,12, 15 - 17, 19 - 22, kouTo BIM3aT B cuja 6 Mecela ciej myoauKyBaHe Ha
croOmennero mo wi. 82, maparpad 3 or Pernmament (EC) Ne 536/2014.

IMpexoanu u 3aKJIIOYUTETHN pa3nopendon
KBbM 3AKOHA 3A BIOJKETA HA HAITMOHAJIHATA
3APABHOOCHUI'YPUTEJIHA KACA 3A 2019T.



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

§ 43. 3akonbT BiK3a B cuiia ot 1 ssuyapu 2019 1., ¢ U3KIIIOYeHUE HA:

1. maparpad 29, T. 13, 6yksa "06", T. 14 u 15, § 30 u § 42, 1. 2, KOUTO BIU3AT B CHJIA
OT JIeHs Ha 0OHApOBaHETO Ha 3akoHA B "JIbp)KaBeH BECTHUK';

2. maparpad 28, T. 6 - 12 uT. 14 - 19, § 35, 1. 3, c u3KIIIOUEHUE HA WI. 74, L. 4 U 4L
7B,an. 4, T.5u6,1.8-22uT.36-40,§41,1.2-8, 1.9, 0ykBu "a" u "B" u 1. 10, KOUTO
BiM3arT B cwia ot 1 ampun 2019 1.5

3. maparpad 29, 1. 5, OykBa "a" oTHOCHO HymMuTe "M Upe3 Oro/KeTa Ha
MuUHHCTEPCTBOTO HA 3PAaBEOIa3BAHETO 32 3aIUIalaHe HAa MEAUIIMHCKUTE U3/1CIIns,
TTOMOIITHUTE CPEJCTBA, IPUCIIOCOOJICHHATA M ChOPBKECHHATA 3a XopaTa ¢ yBpexaaHus'", T. 9,

nyn

OykBa "a" OTHOCHO AyMHTE "KaKTO M MEAMIIMHCKU U3/EJHsI, TOMOIIHU CPE/ICTBA,
MIPUCIIOCOOJICHUS U ChOPHKECHUS 3a XopaTa ¢ yBpexkaanus', 1. 9, Oyksa "r"' OTHOCHO TyMUTE
"M IOMOIITHUTE CPEACTBA, MPUCIIOCOOJICHUATA U ChOPHKEHUATA 32 XOpaTa ¢ yBpEXKIaHUA" U
OTHOCHO JyMHUTE "KaKTO U C JIMIIaTa, OCHIIECTBSABAIIM IEHHOCTH MO MPEAOCTABIHE U PEMOHT
Ha MEIULMHCKU U3JIEJMs, IOMOIIHYU CPEACTBA, MPUCIIOCOOTIEHUS U ChOPBKEHUS 3a X0pa ¢
YBPEXKIAHUsI, PETUCTPUPAHU KaTO THPrOBIM U BIIMUCAHU B PETUCTHpA HA JIUIATa,
OCBUIECTBSIBAIIN JEHHOCTHU IO IPEIOCTABSIHE U PEMOHT Ha IIOMOIIHU CPE/CTBA,
MPHUCTIOCOOJICHMS], ChOPBHKEHUS U MEAUIIMHCKH U3JIEJIHs 32 XOpaTa ¢ yBpexkaaHus" u T. 9,
OykBa "n" oTHOCHO a. 15, 1. 3 1 aj. 16 OTHOCHO qyMHTE "KaKTO M C JIMIIATa, OCHIIECTBIBAIIU
JEHHOCTH MO MPEIOCTaBsIHE U PEMOHT Ha MOMOIIHU CPEACTBA, MPUCIIOCOOICHHUS,
CbOPBIKEHUS U MEIULIMHCKY U3JIENHNS 3a XOpa C YBPEKIaHUs, PETUCTPUPAHU KaTO ThbPrOBLU U
BIIMCAaHU B PETUCTHpa Ha JIHUIIATa, OCHIIECTBSIBAIIN JCHHOCTH MO MPEIOCTaBSIHE U PEMOHT Ha
IIOMOLIHH CPEACTBA, IPUCIIOCOOICHUS, ChOPBKEHUS U MEIULIMHCKY U3/IENINS 3a XopaTa ¢
YBPEXKIAHUS - 32 3alljIalllaHe Ha MEIUIIUHCKU U3]IENHsI, TIOMOIIHHU CPEACTBA, IPUCTIOCOOICHUS
Y ChOPBKEHUS 3a X0pa ¢ yBpexaanus'", T. 25, Oyksa "a" - an. 1, T. 13 oTHOCHO AymMuTe
"[MOMOIIHYU CPEACTBA, MPUCIIOCOOTICHHS U ChOPBKEHUS 3a XopaTa ¢ yBpexaanus" u 1. 25,
OykBa "0" OTHOCHO aj1. 4 OTHOCHO JIyMUTE "M JIUIaTa, OCHIIECTBABAIIN ICHHOCTH 10
IIPEOCTaBsIHE U PEMOHT Ha MEAMLIMHCKHU M3/1€JIMsl, TOMOIIHH CPEJICTBA, MPUCIOCOOTICHUS U
CHhOPBIKEHUS 32 XOpa C YBPEXKAAHUS, PETUCTPUPAHU KAaTO ThPrOBIM U BIIUCAHU B PETHCTHPA
Ha JINLATa, OCBILECTBABAILN ACHHOCTH 10 IPEJOCTAaBIHE U PEMOHT Ha ITIOMOIIHH CPE/ICTBA,
MPUCTIOCOOIEHUS], ChOPBHKEHNS U MEAULIMHCKY U3JIENIHS 32 XOpaTa ¢ yBpexxaaHus" u "u
MIOMOIIIHU CPE/ICTBA, IPUCIIOCOOICHNS U ChOPBHKEHU 3a Xoparta ¢ yBpexaanus'", § 36 u § 37
OTHOCHO WiI. 14, an. 8, 1. 2, OykBa "0", kouto Biau3ar B cujia ot 1 ssuyapu 2020 1.

IIpexoanu U 3aKIIOYUTESTHU pa3nopeadn
KbM 3AKOHA 3A XOPATA C YBPEXJIAHUSA
IIpexoanu U 3aKIIOYUTESTHU pa3nopeadn

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

§ 28. 3akonbT BiK3a B cwiia oT 1 ssuyapu 2019 1., ¢ U3KIII0YeHUE Ha:

1. unen 73, an. 3 u § 16 u 18, xouto BiM3at B cuia ot 1 sayapu 2020 r.;

2. maparpad 7, an. 6, KOsITO BIU3a B CHJIa OT JIeHS Ha 0OHApOJIBAHETO HA 3aKOHA B
"JIbpaBeH BECTHUK";

3. maparpadwu 12 u 13, kouto Bru3ar B cwiia ot 1 ssuyapu 2021 T.



IIpexoanu u 3aKJIIOYUTETHN pa3nopendon
KBbM 3AKOHA 3A UIBMEHEHUE U JOII'bJJHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIUIIUHA
IIpexoanu u 3aKIIOYUTETHU pa3nopeadn

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

§ 78. (1) [TogzakoHOBHTE HOPMATUBHU aKTOBE I10 MIPUJIAraHETO Ha TO3M 3aKOH,
3aKoHa 3a 3/IpaBHOTO OCUTYpsIBaHE, 3aKOHA 33 MEIULIMHCKUTE U3/IEIMs U Ha 3aKOHA 3a
Xoparta ¢ yBpexIaHUs ce IPUeMaT, CbOTBETHO M3/1aBaT U MPUBEKAAT B ChOTBETCTBUE, B CPOK
710 TPU MECeLa OT BIIM3aHETO B CUJIA HA TO3H 3aKOH.

(2) o nmpuemanero, CbOTBETHO U3/IaBaHETO, U MPUBEKIAHETO B CHOTBETCTBUE HA
[10/13aKOHOBUTE HOPMATUBHU aKTOBE 110 aJl. 1 ce mpuiarat AelCTBaLIUTE [10A3aKOHOBU
HOPMAaTUBHU aKTOBE, TOKOJIKOTO HE MPOTUBOPEYAT HA CbOTBETHUS 3aKOH.

[Tpunoxenue kpM ui. 15, an. 1

LITILY I TTR ]
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PeneBaHTHHM aKTOBE OT EBpOHeﬁCKOTO 3aKOHOAATCICTBO

Z!I/IECKTI/IBI/I:

JIUPEKTUBA 2007/47/EO HA EBPOITIEMCKUS ITAPJIAMEHT U HA ChBETA
ot 5 centemBpu 2007 ronuHa 3a u3mMenenue Ha J{upextusa 90/385/EMO na CbBeTa OTHOCHO
cOnmmKaBaHe Ha 3aKOHO/IATEJICTBOTO HA JbpKaBUTE-UWICHKH, CBbP3aHO C aKTUBHUTE
UMIUIAaHTUPYEMHU METUIIMHCKU u3zenus, Ha Jupektusa 93/42/EMO Ha CbBeTa OTHOCHO
MeAuIHCKUTe u3aenus u Ha Jlupexktusa 98/8/EO oTHOCHO MycKaHETO Ha na3zapa Ha OMOLUIU

JIUPEKTUBA 2006/42/EO HA EBPOITEMICKU S ITAPJIAMEHT U HA CbBETA
ot 17 mait 2006 roHa OTHOCHO MAaITMHUTE U 32 u3MeHeHue Ha Jlupektuna 95/16/EO
(mpepaboTeH TEKCT)

JIUPEKTUBA 98/79/EO HA EBPOIIEMCKHS ITAPJIAMEHT 1 HA CHBETA or
27 oktomBpu 1998 romuHa OTHOCHO THATHOCTUYHUTE METUIIMHCKH U3ISIHS in Vitro (0TM.)

JIUPEKTUBA 95/16/EO HA EBPOITIEMCKHS ITAPJJAMEHT 1 ChBETA ot 29
1oHU 1995 roauna 3a cOnmkaBaHe 3aKOHOJATEICTBAaTa Ha JbP)KaBUTE-UIEHKH OTHOCHO
acancbopute (0TM.)

JINPEKTHBA 93/42/EV1IO HA CBBETA ot 14 roru 1993 roauaa 0oTHOCHO
MEIUIIMHCKUTE M3/1eNus (0TM.)

JNPEKTHUBA 90/385/EMO HA CBbBETA ot 20 1omau 1990 ronuHa 0THOCHO
cOnmmkaBaHe Ha 3aKOHO/ATEJICTBOTO HA JbpKaBUTE-WICHKH, CBbP3aHO C aKTUBHUTE
UMIUTAHTUPYEMH MEIUIIMHCKU H3eNus (OTM.)



JUPEKTHUBA 89/686/ENO HA CBbBETA ot 21 nexemBpu 1989 rogmaa oTHOCHO
cOnmmKaBaHe Ha 3aKOHO/IATEJICTBATA HA IbP)KABUTE-WICHKH B 00JIACTTa HA JTMYHUTE
npeanasau cpeacraa (JIIC) (orm.)

Peraamenru:

PEI'JIAMEHT (EC) 2020/561 HA EBPOITEMCKU S TTAPJIAMEHT U HA
CBBETA ot 23 anpun 2020 roguna 3a usmenenue Ha Pernament (EC) 2017/745 3a
MEIUIIMHCKUTE U3/IEIUS M0 OTHOIICHNE Ha IaTUTE Ha MpUJIaraHe Ha HIKOU OT HETOBUTE
pasnopenou

PEI'JIAMEHT (EC) 2017/746 HA EBPOIIEMCKU S TTAPJIAMEHT 1 HA
CBBETA ot 5 anpui 2017 1. 3a MEUIIMHCKUTE U3AEIUS 32 UH BUTPO TMArHOCTHKA U 32
ormsHa Ha J[upekTuna 98/79/EO u Pemenune 2010/227/EC na Komucusra

PEI'JIAMEHT (EC) 2017/745 HA EBPOIIEMICKMS ITIAPJIAMEHT 1 HA
CBbBETA ot 5 anpun 2017 r. 3a MEIULIMHCKUTE U3/€NIHs, 32 U3MEHEHUE Ha [{upekTuBa
2001/83/EO, Pernament (EO) Ne 178/2002 u Pernmament (EO) Ne 1223/2009 u 3a oTMsiHa Ha
mupextuBu 90/385/ENO u 93/42/ENO na CpBera

PEI'JIAMEHT (EC) 2016/425 HA EBPOIIEMICKMS ITIAPJIAMEHT 1 HA
CBbBETA ot 9 mapt 2016 roauHa 0OTHOCHO JIMUHUTE TIPEANA3HU CPEACTBA U 32 OTMsIHA Ha
Hupextusa 89/686/EMO na CpBera

PEI'JTAMEHT 3A U3ITBJIHEHUE (EC) Ne 920/2013 HA KOMUCHUATA ot 24
cenrremBpu 2013 roxuHa 3a onpeaessiHe U HAOIIOIeHHE HA HOTH(PUIIMPAHUTE OpTaHu
coriacHo Jupextusa 90/385/ENO na CbBeTa OTHOCHO aKTUBHHUTE UMILIAHTHPYEMH
MeauiuHcky m3aenus u Jupextusa 93/42/ENO Ha ChBeTa OTHOCHO METUITUHCKUTE U3ICITHUS

PEI'JIAMEHT (EO) Ne 1882/2003 HA EBPOITEMCKU S ITAPJTAMEHT U HA
CBBETA ot 29 cenremBpu 2003 roguna 3a agantupane kpM Pemenue 1999/468/EO na
CwBera Ha pa3nopenduTe OTHOCHO KOMUTETUTE, KOUTO noAmnomMarat Komucusita npu
YIPaXHSIBAHETO HA U3ITBIHUTEIHUTE M IPABOMOIIINS, ONIPEICIICHU B aKTOBETE, KOUTO
MOJJIeXKAT Ha TMpolleaypara, mocoueHa B uieH 251 ot JloroBopa 3a EBpomneiickaTta oOmHOCT



