3AKOH 3a MeIMIIHHCKUTE U31eJIus

O6H., /IB, 6p. 46 ot 12.06.2007 1., B cuna ot 12.06.2007 r., m3m. u morm., 6p. 110 ot
30.12.2008 1., gom., 6p. 41 ot 2.06.2009 r., B cuna ot 2.06.2009 r., u3Mm., 6p. 82 ot 16.10.2009 1., B
cwra 16.10.2009 1., 6p. 98 ot 14.12.2010 1., B cra ot 1.01.2011 1., u3m. u gom., 6p. 39 ot 20.05.2011
r., B cria ot 1.01.2012 r., 6p. 60 ot 5.08.2011 r., B cmta ot 5.08.2011 r., 6p. 54 ot 17.07.2012 .,
nortt., op. 84 or 2.11.2012 r., B cua ot 2.01.2013 r., m3m., 6p. 14 ot 20.02.2015 1., u3Mm. u fo11., Op.
38 01 26.05.2015 1., B cuta ot 26.05.2015 1., u3m., 6p. 14 ot 19.02.2016 1., B cuna ot 19.02.2016 1.,
op. 43 ot 7.06.2016 1., u3m. u mom., 6p. 84 ot 12.10.2018 ., B cuna ot 12.10.2018 ., uzm., 6p. 102
or 11.12.2018 r., B cuma ot 1.01.2020 1., 6p. 105 o1 18.12.2018 ., B cuma ot 1.01.2019 1., 6p. 17 ot
26.02.2019 r., u3m. u non., Op. 67 or 28.07.2020 r., usm., 6p. 41 or 10.05.2024 r., B cuna oT
10.05.2024 .

I'naBa nbpBa
OB NOJIOKEHUSA

Pasznen I
OO01wu paznopeadoun

Y. 1. (1) To3u 3aKoH ypexaa:
1. ycnoBusiTa 1 peqa 3a ImycKaHe Ha Ma3zapa u/Wid MycKaHe B ISHCTBUE Ha MEAUIIMHCKY H3/ICIIHS;
2. 3aAbJDKCHUATA Ha POU3BOIUTEISI, HA HETOBHS YITBITHOMOILICH MPEACTABUTEN U Ha BHOCUTEIS Ha
MEIUIIUHCKH U3]ICIHUS;
3. (u3m. — [IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) ycnoBusaTa u pena 3a onpeneisHe u
HaOJroIeHNe Ha HOTU(HUIIMPAHUTE OPTaHH;
4. ycroBusiTa M pe/ia 3a U3BBPIIBAHE HA KIMHUYHY U3MUTBAHUS HA MEIULIMHCKU U31ETHUS;
5. (m3m. - JIB, Op. 54 ot 2012 r.) ycnoBusTa M pea 3a W3BLPIIBAHE HA THPTOBUS C MEIUIIMHCKU
U3 JIeTHs;
6. Ha/J30pa Ha Ma3apa Ha METUIIUHCKU U3/IENHUS,
7. cuctemara 3a yBeJOMsIBaHE U OLICHSIBAaHE Ha MHUUIACHTHU/TIOTEHIIMAIHN UHIUIECHTH, CBBP3aHU C
MEIUIIMHCKU U3IEHS.
(2) (U3m. — 1B, 6p. 38 ot 2015 1., B cmita ot 26.05.2015 r.) 3akoHBT MMa 3a LEN:
1. ma rapanTupa MycKaHETO Ha TMa3apa W/WIW B JACWCTBUE HAa MEAUIMHCKH HU3JENUs, KOUTO HE
3acTpallaBar KMBOTA M 3[paBETO Ha IMAallMEHTUTE, HA MEIULUHCKUTE CIEIUAINCTU WIH Ha TPETU
JUIa, KOTaTo M3JENUsATa C€ M3IMONI3BaT MO MpeJHa3HAYeHHE U CE€ ChXpaHsIBaT, Pa3MpoCTPaHSBAT,
WHCTAJIMPAT, UMIUIAHTHPAT U TIOJIBPXKAT B CBOTBETCTBUE C MHCTPYKIIUUTE HA TIPOU3BOIUTEIIUTE;
2. na ocurypu npuiaraieto Ha Permament 3a m3nwinenue (EC) Ne 920/2013 na Komucusita ot 24
centemBpu 2013 r. 3a onpezensHe U HAOIIOAEHNE HA HOTU(ULIMPAHUTE OPTraHu ChIilacHo J{upexTuBa
90/385/EVIO Ha ChBeTa OTHOCHO aKTHMBHHUTE UMIUIAHTUPYEMHU MEIUIIMHCKU U31enus U JupekTuna
93/42/EMO na CbBera oTHOCHO MenuuuHckure uzgenus (OB, L 253/8 ot 25 centemspu 2013 r.),
Hapu4aH no-Hatarbk "Permament 3a usnbiaHenue (EC) Ne 920/2013".

Yn. 2. (1) B 3aBuCMMOCT OT TIpeAHA3HAYEHOTO OT TPOU3BOJIUTENS JICUCTBUE
MEAULMHCKUTE U3/IE€THS CE Pa3AeiiT Ha:
1. UH BUTPO IMAarHOCTUYHU METUIIMHCKHU U3IENHs;
2. akKTUBHH UMITIAHTUPYEMU MEIUITMHCKU U3JIEIIUS;
3. MEAMIIMHCKY U3/1ETHS, Pa3JIUYHU OT MOCOYEHHUTE B T. 1 1 2.
(2) MenuuuHckuTe n3nenus no ai. 1, T. 1 B 3aBUCMMOCT OT MOTEHIMAIHUS PUCK, CBBP3aH C TSX, Ce
rpynupaTr B COUCHK A, cnUChbK b W m3nenust 3a camMOTeCTyBaHE W JOPYTH TPYIH, ONpeneseHH B
HapeaOuTe o wi. 18.



(3) MenunuHCKUTE U3EUs 110 al. 1, T. 3 B 3aBUCHMOCT OT TIOTCHIIMAIHHS PUCK, CBBP3aH C TAX, C€
pasgensat Ha kiacose I, Ila, 116 u III cbrimacHo kinacuUKaMOHHUTE NpaBUiIa, ONpPEICICHH B
Hapeabure mo wi. 18.

(4) (M3m. - 1B, 6p. 110 ot 2008 r., B cuima ot 21.03.2010 r.) Koraro npou3BOAMUTENAT U
HOTU(QUIMPAHUAT OpraH, ONpeesIeH 0 pella Ha IJlaBa YeTBbPTa, UMAT Pa3IMYHKU CTAHOBMILA MPU
IpUjIaraHeTo Ha KiIacu(UKaMOHHUTE MpaBuia Mo ai. 3, VI3mbIHUTENHATa areHIys 10 JIeKapcTBaTa
(MAJI) B3ema pemenue. Koraro npernenn, 4ye € HEOOXO0AMMO U IIPH HAJTUYKME HA YCIOBUATA 110 4Jl. 6a,
T. 1 nim 2, MAJI n3rorBs MOTHUBUpPAaHO MCKaHe 10 EBponeiickaTa KOMUCHS 3a IpEeIIpUEMaHEe Ha
HEO0OXOIMMUTE MEPKH.

(5) (U3m. - [IB, 6p. 110 ot 2008 1.) IIp HEOOXOAMMOCT OT MPUBEKIAHE HA KIACH(PUKAITMOHHUTE
mpaBwia Mo aja. 3 B ChbOTBETCTBHE C PAa3BUTUETO HA HOBU TEXHOJIOTMHM W/WJIH B CHOTBETCTBHUE C
uHbopManus, TMoJlydeHa NO peda Ha riaBa ceama, MAJl u3rorBs MOTHBUpPAHO HCKaHE 3a
npearnprueMane Ha HeoOXOAUMHUTE MEPKH, KOEeTO ce mpenocTass Ha EBpomnelickara KoMucusi.

Ya. 3. M3uckBaHusTa KbM MEIUIMHCKUTE W3JCIHS, OMPEACIICHU IO TO3M 3aKOH, CE
npujaraT u 3a:
1. HpI/IHaIIJIe)KHOCTI/I KBbM TE3U U3ACIIUA,
2. u3aenusl, KOMTO BKJIIOYBAT KaTO HEepasAeiiHa YacT BEUIECTBO, KOETO, U3IOJI3BAHO OTJEIHO, MOXKE
na ObJ1e ONPEeIEICHO KaTo JICKAPCTBEH MPOYKT M0 CMUCHIIA Ha 3aKOHA 3a JIGKAPCTBEHUTE MPOIYKTH
B XyMaHHaTa MEJIUILIMHA U YUETO JIEUCTBUE BHPXY OpraHuM3Ma € CIIOMaraTelIHO 10 OTHOILIECHHUE Ha
OCHOBHOTO IIPEJHA3HAYEHNE HA U3/IETUETO;
3. u3genusi, KOMTO BKIIFOYBAT KATO HEpa3JielHa YacT BELIECTBO, MOJYYEHO OT YOBELIKA KPbB WIIU
1a3Ma, KOeTo, M3IOJI3BAaHO OTIEITHO, MOXKE Ja OBbJie ONpeIeleHO KaTo ChCTaBKa HA JICKAPCTBEH
MPOAYKT WJIM KaTO JIEKAPCTBEH MPOJAYKT M0 CMHUCHJIA Ha 3aKOHA 3a JICKAPCTBEHUTE MPOJIYKTU B
XYMaHHaTa MEAUIIMHA WU YUCTO I[CﬁCTBHG Bpry opraHmMa € cioMararteJiIHO IIO OTHOHOICHUEC Ha
OCHOBHOTO IpEIHa3HAYEHUE Ha U3/ICTTUETO;
4. u3nenusi, ¢ MOMOIITA Ha KOUTO CE€ MpUJIaraT JISKapCTBEHHU MPOIYKTH.

Yu. 4. (1) Korato nageH mpoAyKT Momaja B MPUIOKHOTO TOJ€ HA TO3U 3aKOH M Ha
Hapeabara 1o wi. 7 oT 3aKoHa 32 TEXHUYECKUTE U3UCKBAHHS KbM MPOAYKTUTE, OTHOCHO JTUYHHUTE
npeanasHu cpesacTBa, BbBexkAama Jupektua 89/686/EMIO Ha CbBera, 3a Hero ce mnpuiarat u
CHOTBETHUTE OOIITH U3MCKBAHUA 3a O€30MMaCHOCT, ONpe/eIeH! B Hapeaoara.

(2) (B cuma ot 29.12.2009 r. - IB, 6p. 46 ot 2007 1., u3m., 6p. 110 ot 2008 ., B cuna ot 21.03.2010
r.) KoraTo MenmuuuHcko u3zaenue momnaaa u B MPUIOKHOTO T0JIe Ha Hapea0aTa mo wi. 7 oT 3akoHa 3a
TEXHUYECKUTE U3UCKBAHU KbM MPOAYKTUTE, BbBexAama Jupexkrusa 2006/42/EO na EBponeiickus
napiamMeHT U Ha CobBeta oT 17 mait 2006 r. OTHOCHO MalIMHUTE W 3a u3MeHeHue Ha JlupexTuBa
95/16/EO, u cpliecTByBa pUCK MpHU yHoTpedaTa My, 3a HETO Ce MPHUJIaraT ¥ CbOTBETHUTE ChIIECTBEHU
M3UCKBaHUS 3a 0€30IacHOCT, ONpPENENIeHH B Hes, B CIydyaWTe, KOTaTO TE3W M3UCKBAHUS ca TO-
crenu(pUYHU OT MOCOYCHHUTE B HapeadarTa mo ui. 18.

(3) (HoBa - JIB, Op. 84 ot 2012 1., B cuna ot 2.01.2013 r.) Koraro MenuuuHCcKoO U3eIue 1o 4i. 2,
an. 1, . 1 u 3 monaga B mpuIIOKHOTO TOJIE€ Ha TJaBa nera "a" oT 3akoHa 3a 3aluTa OT BPEIHOTO
BB3/ICHCTBME HAa XWMUYHUTE BEIIECTBA M CMECH, 3a HEro ce MpujiaraT M HU3HCKBaHHATA 3a
orpaHMyaBaHe ymorpebaTa Ha OMACHU BEIIECTBA, OMpEIENIeHH ¢ Hapeadara mo ui. 217, amn. 1 ot
CBIIHS 3aKOH.

(4) (Hosa - /1B, 6p. 84 ot 2012 r., B cuna ot 2.01.2013 r.) M3uckBanusTa Ha an. 3 ce mpuiiarar u 3a
kabenmu WM pe3epBHM YacTH 3a PEMOHTA, 3a IMOBTOpHATa ymoTpeda, 3a OCHBPEMEHSIBAHETO Ha
XapaKTEPUCTUKUTE WJIU 32 IOBUIIABAaHE KaMallUTeTa Ha TOBA U3/IEIUE.

Y. S. (1) To3u 3akoH HE ce TIpuIIara 3a:
1. (mom. - 1B, 6p. 110 ot 2008 r.) 1ekapcTBEeHH MPOAYKTH [0 CMUCHJIA HAa 3aKOHA 3a JEKapCTBEHUTE
MPOJAYKTH B XyMaHHAaTa MEIUIIMHA; MpeleHKaTa Jalu AaJleH NPOAYKT Momnaja B MPUIOKHOTO IoJie
Ha TO3M 3aKOH WIM B IPUJIOKHOTO IOJIE€ HAa 3aKOHA 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHaTa
MeIMIIMHA C€ U3BBPIIBA Bb3 OCHOBA HA OCHOBHOTO MpeJHA3HAYEHHUE Ha TIPOAYKTa;



2. MEAMIMHCKH U3JIENNS, KOUTO Ca Hepa3/ieliHa 4acT OT JIEKapCTBEHH MPOIYKTH U ca IMpeJHa3HAYCHH
OT IPOU3BOIUTENS 32 €JHOKpATHA yroTpeda eTMHCTBEHO B TO3H BU/;

3. KO3METHYHH IPOIYKTH 110 CMHCHJIAa Ha 3aKOHA 3a 3/[PaBeTo;

4. (mom. - B, 6p. 110 or 2008 r.) opraHu, TbKaHM WM KJIETKA OT YOBEIIKA HPOHU3XOJ,
IpeJHa3HAuCHM 32 TPAHCIUIAHTAIHS, KaKTO M MPOIYKTH, BKIIOUBAIIY MJIH MTOJTYYEHH OT ThKaHU WIH
KJIETKH OT YOBEIIKH MPOU3XOJl M0 CMUCHJIA HA 3aKOHA 32 TPAHCIUIAHTALMS HA OPTaHU, ThKaHU U
KJIETKH, C U3KJIIOYCHNE HA MEAUIIUHCKY M3/1eNus 110 4. 3, T. 3;

5. opraiu, TbKaHW WJIM KJIETKU OT JKUBOTHHCKHM TPOU3XOJ, NMpeIHA3HAUYEHHU 3a TPaHCIUIAHTALWS,
OCBEH aKO IPH IPOM3BOACTBOTO HAa MEAMIMHCKOTO M3JIENIME € H3IOJI3BaHa HEXHU3HECIIOCOOHA
KMUBOTHHCKA THKaH WM HEKU3HECTIOCOOHU MPOYKTH, MOIYUYE€HHU OT )KUBOTUHCKA ThKAaH;

6. KpBbB, KPBBHM CBCTaBKM OT YOBEIIKM IPOM3XOJA [0 CMHCHJIa Ha 3aKOHAa 3a KpPBBTa,
KPBBOJAPSBAHETO U KPHBONPEIMBAHETO, KAKTO M 3a M3JENUs, KOUTO B MOMEHTAa Ha ITyCKaHe Ha
nasapa ChIbp)KaT KPbBHHU IIPOAYKTH, IUIa3Ma WIM KPBBHH KJIETKH, C U3KIIOUCHUE HA MEAUIMHCKU
H3JIEeU 110 4. 3, T. 3;

7. MEAWIMHCKN M3JENUS 1o Wi. 2, an. 1, T. 1, KOUTO He ca MpeAHa3HAueHHM 3a MTyCKaHe Ha 1a3apa,
M3II0JI3BAT C€ HA MSCTOTO Ha MPOMU3BOJCTBO U aKO CE€ U3IOJI3BAT B OOEKTH B HEITOCPEICTBEHA OJIM30CT
110 HEro, COOCTBEHOCTTA BBPXY TSIX HE CE MPEXBBPIIS HA JPYro IOPUANIECKO JIHIIE.

(2) B cnywaure no an. 1, T. 2 usgenuero TpsAOBa Ja OTroBapsl Ha M3MCKBAaHUATA Ha 3aKoHa 3a
JIEKapCTBEHUTE MPOJIYKTH B XyMaHHaTa MeAuLMHA. ChUIECTBEHUTE M3UCKBAHUS, ONPEAEICHU IO
pena Ha TO3M 3aKOH, CE€ IpujaraT camMoO I0 OTHOUICHWE Ha XapaKTePHCTUKUTE, CBBP3aHU C
0e301acHOTO (PYHKIIMOHUPAHE HA U3ICIIUETO.

Yu1. 6. B nu3nbiaHeHne Ha MpaBOMOIIMSTA CU 110 TO3H 3akoH MAJL:
1. (u3m. - JIB, 6p. 110 ot 2008 r.) ©3BBpILIBA peTUCTPALS IIPU YCIOBHUATA U IO PeJia Ha TJiaBa BTOPa;
2. (moBa — JIB, 0p. 38 or 2015 1., B cmia ot 26.05.2015 r.) u3gaBa pa3penieHus 3a OICHIBAHE HA
CHOTBETCTBUETO HA MEIUIIMHCKHUTE U3JICIHSI 110 TaBa YeTBBbPTA;
3. (mpemumaa T. 2 — JIB, 6p. 38 ot 2015 r., B cuia ot 26.05.2015 r.) u3maBa paspemeHus 3a
MIPOBEXKIaHE HA KJIMHUYHU U3MUTBAHUS C MEIUIIUHCKU U3/IENNS;
4. (u3m. - JIB, 6p. 54 ot 2012 r., npenumHa T. 3, 6p. 38 ot 2015 1., B cmia ot 26.05.2015 r.) u3nasa
paszpelieHus 3a ThproBHs Ha €APO ¢ MEAUIIMHCKU U3CIHs;
5. (npeaumHa 1. 4 — JIB, 6p. 38 o1 2015 1., B cuia ot 26.05.2015 r.) u3BbpiiBa HaA30p Ha IyCHATUTE
Ha Ta3apa W/WiM B IEHCTBUE METUIINHCKU U3]ICIHS;
6. (m3m. - JIB, 6p. 54 ot 2012 r., npeqummna 1. 5, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.)
OCBIIECTBSIBA KOHTPON BBPXY CBXPAHEHUETO, THPrOBUATA, KIMHUYHUTE W3MHUTBAHUS U
0e30IacHOCTTa Ha MEIUITUHCKHUTE U3CIINS;
7. (mpemumua 1. 6 — 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) mogappka cucrema 3a
perucTpupaHe U aHajlu3 Ha ChOOIIEHMS 32 MHIMAECHTU C MEAMLMHCKUTE M3AENus U IpeanpueMa
CHOTBETHU MEPKH;
8. (mpeaumna 1. 7 — JIB, Op. 38 ot 2015 1., B cuna ot 26.05.2015 r., ot™., 6p. 84 ot 2018 1., B cuiia
ot 12.10.2018 .);
9. (mpenumna 1. 8 — 1B, O6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) mpenocraBs uHpopmanus B
EBpormeiickata 6a3a naHHU BBB Bpb3Ka C MyCHATUTE Ha Ma3apa W/WIM MyCHATUTE B JEWUCTBUE
MEIVIIMHCKH H3CITHUS;
10. (mpepumna 1. 9 — JIB, Op. 38 o1 2015 1., B cma ot 26.05.2015 r.) yyactBa B ieliHOCTH B 00s1acTTa
Ha MEIULMHCKUTE H3JeNus, CBbp3aHU ¢ paboTaTa Ha MEXIYHApOJHU OpPraHM, OpraHM3alUHd U
JIOTOBOPH, 10 KouTo PemybOnuka bbarapus e crpaHa, ¢ peryJaTOpHUTE U KOHTPOJIHHUTE OPTaHH Ha
IpyTd IbpXKaBU M C OpraHu3aluuTe, padoTen B o0nacTTa Ha peryjanuara Ha MEIULHUHCKH
W3 JIeTHS;
11. (m3m. - 1B, 6p. 110 ot 2008 r., npeaumna 1. 10, gom., 6p. 38 ot 2015 r., B cuna ot 26.05.2015
I.) Ch37aBa U MOAIbpPKa perucTpute mo wi. 31, an. 2, un. 58, an. 1, un. 67, an. 1 u un. 81;
12. (mpegumna 1. 11 — JIB, 6p. 38 01 2015 1., B cunma o1 26.05.2015 1.) ochliecTBsiBa Apyry AEWHOCTH,
MPEBUICHU B TO3U 3aKOH.



Y. 6a. (Hos - /IB, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) 3mbaHuTeHATA areHIUs
M0 JIeKapCcTBaTa M3rOTBSI MOTHMBHUPAHO HCKaHe N0 EBpomeiickaTa KOMucHS 3a TpeaNpHeMaHe Ha
HEOOXOIMMUTE MEPKH, KOTaTO TMPEICHH, Ye:
1. mpunaraneTo Ha KJIACH(PUKAIIMOHHUTE MPABHJIA IO WI. 2, ajl. 3 U3UCKBA B3EMAHETO Ha PEIICHHE 32
KiacuuKanusaTa Ha ONpeesICHO MEAUIIMHCKO M3/ICTHE WM KATerOPHsl OT W3NS 1Mo Wi. 2, ai. 1,
T. 3;
2. majieHO MEAMIIMHCKO H3JENHe WM Tpyla OT W3AeNus mo wi. 2, ain. 1, T. 3, He3aBUCHMO OT
KJIACU(UKANMOHHUTE TMpaBWIa MO Wi. 2, al. 3, MOXe Ja Oble KIaCHPUIIMPaHO KATO JPYT KIac
U3JICITHS;
3. CbOTBETCTBUETO HA JIAZICHO MEIUIIMHCKO M3/IEINE WM Ha rpyra OT U3JAenus 1o uwi. 2, ai. 1, 1. 2
i 3 TpsiOBa 1a ObJie OIIEHEHO NPU NPUJIaraHe camo Ha €IHa OT NPEABUICHUTE B HApEAOUTE I10 YII.
18 mpouenypu;
4. ce Haylara B3eMaHe Ha pelICHHUE 3a TOBA, TAJIA ONPECIICH IPOIYKT WIIU IPyIia OT IMPOIYKTH Ionaia
B IIPHJIOKHOTO TOJIE Ha TO3U 3aKOH.

Y. 7. (1) 3a perucrpanus 1 u37aBaHe Ha yA0CTOBEPEHUE 3a PErMCTpaLlns, 3a U3/JaBaHe Ha
pa3pelIeHns U yIOCTOBEPEHUS 10 pe/ia Ha TO3H 3aKOH, KAKTO U 32 BIIMCBAaHE HAa MPOMEHU B THX, C€
3aruialar Takcu B pasMmep, onpezesneH B Tapuda, ogoopeHa or MUHHCTEPCKUS ChBET.

(2) (M3m. — 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Cpencrara OoT TakcuTe 1O aji. 1 u oT
rJ100UTe U UMYILIECTBEHUTE CaHKIMH, HaJIJaraH! Ha (PU3MYECKU U FOPUAMYECKH JIMLIA 110 pe/ia Ha TO3U
3aKOH, C€ BHACAT KaTo mpuxoj 1o o0ropxera Ha MAJL.

Paszngea I1
IIyckane Ha ma3apa /WM IyCKaHe B IeliCTBHE HA MEAUIMHCKH U3/1eTHsA

Y. 8. (1) MenuuuHCKHATE U3IENHsI CE IMyCKaT Ha Ma3apa W/WIHA ce MycKaT B JCHCTBHE,
KOTaTo OTrOBapsT Ha U3UCKBAHUATA HA TO3U 3aKOH M HAa aKTOBETE MO MPUIIaraHeTo MY.
(2) MenuuuHCKUTE U3ACNHUS, C U3KIIOYCHUE HAa U3PabOTEHUTE IO MOPbhUKA, Ce MyCKaT Ha Ia3apa
W/WIM ce MyckaT B jelicTBue, korato umar HaHeceHa "CE" mapkupoBka mo wi. 15, xosto
YIOCTOBEPSIBA, Y€ ChOTBETCTBUETO HA U3/EHUATA ChC CHIIECTBEHUTE U3UCKBAHUS € OUIIO OLIEHEHO IO
IIPWJIOKUMHUTE IIPOLEAYPH 3a OLICHSABAHE HA ChOTBETCTBUETO.

Ya. 9. (1) M3nbauurtennust aupexkrop Ha WMAJl u3gaBa 3amoBes 3a BpPEMEHHO
[IPEeyCTaHOBsSIBAaHE WJIM 3a 3a0paHa Ha MyCKaHETO Ha Ma3apa W/WIM IyCKaHeTo B JeicTBHE U 3a
U3TETJISIHE OT Ma3apa Ha MeAMIMHCKH u3zenus ¢ HaHeceHa "CE" mapkupoBka no wi. 15, kakTo 1 Ha
u3aenus, u3paboTeHU MO MOpPbUYKa, KOUTO MOrar Jia 3acTpamar 37paBeTo M 0e30MacHOCTTa Ha
MAalUEHTUTe, Ha MEIUIMHCKUTE CHEUUAJINCTH WMJIM Ha TPEeTHU JIMLA, KOraTo ca IpaBUIIHO
MHCTAJINPaHU, MOAIbPKAHU U CE U3II0JI3BAT 110 MpeAHA3HAUYCHNUE.

(2) M3mpiHuTENTHATA areHIUs 110 JieKapcTBaTa He3abaBHO nH(popMupa EBponelickara komucus 3a
3aroBe/ATa 1o al. 1 U 3a IpeanpueTuTe MEPKHU, KaTo MOCOYBa MPUYMHHUTE 32 HECHOTBETCTBUETO HA
U3JIEeNUITa ¢ U3UCKBAHUATA HA TO3U 3aKOH M HA aKTOBETE IO MPUJIaraHEeTO MYy, KOUTO MOTar Ja ce
IbJDKAT Ha:

1. Heu3MbIHEHNE Ha CHLIECTBEHUTE N3UCKBAHUS, OIIPE/IeJIeHH B Hapea0uTe 1o 4. 18;

2. HENpaBWJIHO NpUJIaraHe Ha cTaHAapTUTe 1o 4ui. 13, an. 1;

3. HeAOCTaThIM B cTaHAapTUTE 10 Wi. 13, am. 1.

Y. 10. (1) JIumero, K0€TO HOCH OTTOBOPHOCT 32 MyCKAHETO Ha Ma3apa WU/WiH 3a MyCKaHeTo
B JICKCTBYE Ha MEIUIIMHCKUTE U3JICIHS, € TPOU3BOTUTEIIAT.
(2) (U3m. - [IB, 6p. 110 ot 2008 r.) Korato mpou3BOIUTENAT HE € YCTAHOBEH Ha TEPUTOPHATA Ha
JTbprKaBa WICHKA WIIM Ha Jbp)KaBa OT EBPONEHCKOTO MKOHOMHUYECKO MPOCTPAHCTBO, TOH MHUCMEHO
yITBITHOMOIIIaBa CBOM MpPENCTaBUTEN, HApUYaH MO-HATaTHhK '"yIIBIHOMOIIEH mpenctaButen’. 3a



MEIUIIMHCKO M3JIEHe WA M3JCIUE OT €IWH W CBII MOJEN, MyCHaTo/u Ha ma3apa Ha OOIIHOCTTa,
MIPOU3BOJUTENST YII'BIIHOMOIIABA CAMO €/IHO JIUIIE.

Ya. 11. (1) (Hom. - B, 6p. 84 ot 2012 r., B cuna ot 2.01.2013 r.) IIpousBoauTenar Ha
MEIULMHCKHI U3ETHS € JUThKEH JIa TH MPOEKTHpa, pa3paboTBa, MPOU3BEXK/IA, ONAKOBA U €TUKETHPA
B ChOTBETCTBHE ChC CHIIECTBEHUTE U3UCKBAHUS, ONPECIICHU B HapeIOuTe 1o 4wi. 18 oT To3u 3aKOH
u/wnM Ha TiaBa nera "a" u Ha Hapenbarta mo wi. 21xa, anm. 1 or 3akoHa 3a 3amuUTa OT BPEAHOTO
BB3/ICHCTBUE HA XUMUYHUTE BEIIECTBA U CMECH, U J1a OCUTYPH OIICHSIBAaHE HA CHOTBETCTBUETO UM IO
MPUIIOKUMHUTE 32 TAX MPOLEAYPH.

(2) (M3m. - B, 6p. 110 ot 2008 r.) OueHsiBaHETO HA CHOTBETCTBHUETO IO aj. 1 ce M3BBPIIBA OT
MIPOU3BOIUTEIIS.

(3) (Hosa - /IB, 6p. 110 ot 2008 r., nom., 6p. 84 ot 2012 1., B cuna ot 2.01.2013 r.) [IpousBogutenst
MOKE /12 BB3JIOKH Ha YI'BIHOMOILEHHS CH MPEICTABUTEN J1a IPUIIOKH MPOLEAYPUTE TIO OIICHSBaHE
Ha CbOTBETCTBHUETO, ONIPEICIICHN B HapeAOuTe o wi. 18 oT To3u 3aKOH W/WiK Ha ri1aBa neta "a" u Ha
HapenOaTa mo wi. 21, an. 1 ot 3akoHa 3a 3a1MTa OT BPEIHOTO BB3ACHCTBIE HA XUMHUYHHUTE BEIIIECTBA
U CMECH.

(4) (Ilpegumna an. 3, u3m. - 1B, 6p. 110 ot 2008 T., 6p. 38 ot 2015 r., B cuna ot 26.05.2015 1.)
Koraro npouenypure, onpezeneHu B Hapendoute mo wi. 18, u3uckBar HamecaTa Ha HOTU(ULKUPAH
opras no wi. 63, an. 4, IpOM3BOAUTENAT UIIN YITBJIHOMOLIEHUAT MY IIPEICTAaBUTEIN B CIIy4anTe 110 aJl.
3 BBp3Nara Ha u30paH OT HEero HOTU(UIIMPAH OpTaH Ja U3MBIHH MPUJIOKUMHUTE 32 BIIa Ha U3/IETHETO
MPOIEypH B PAMKHUTE HAa KOMIETEHTHOCTTA MYy.

(5) (Jom. - IB, 6p. 110 ot 2008 r.) B ciny4anTte Ha MpoU3BOICTBO HA MEAMIIMHCKH U3JIEIHS 10 YIL. 2,
ail. 1, T. 3, mpu KOETO € M3IMOoJI3BaHa HEXKU3HECTIOCOOHA KUBOTHHCKA ThKaH WIIM HEXKU3HECTIOCOOHU
MPOJYKTH, MOJYYCHU OT KUBOTMHCKU THKaHU, MPEAU OIEHSBaHE HAa ChOTBETCTBHETO UM To ai. 1
MPOU3BOJUTENSAT M3BBPIIBA aHAIM3 HAa pUCKAa W YNpPaBICHHE HA pUCKAa TpU Cra3BaHe Ha
W3HUCKBaHUATA, ONPEEICHN B HapeaouTe mo ui. 18.

(6) (Ilpenumna an. 4, uzm. - /1B, 6p. 110 ot 2008 r.) [Ipou3BOAUTENAT UM HETOBUAT YITBIIHOMOILIEH
MPEICTaBUTEN M HOTU(PHUIMPAHUAT OpraH Mo ai. 4 CKII0YBAT JIOTOBOP 32 YCIOBUSATA, IIPH KOUTO CE€
MIPOBEX/IA OIICHSIBAHE CHOTBETCTBUETO HA MEULIMHCKUTE U3/IEITHSI.

Y. 12. (1) (Jom. - IB, 6p. 41 ot 2009 1., B cuna ot 2.06.2009 r., u3m., 6p. 98 ot 2010 1.,
B cuwia ot 1.01.2011 r., 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) B unTepec Ha 3apaBeTo Ha
HACEJICHHETO M M0 MOTHBHMPAHO MCKaHE HA pervoHallHaTa 3/IpaBHAa WMHCHEKIus, Ha Hanuonamuus
HEHTHP 1O OOIIECTBEHO 3[paBe W aHAIW3M WIM Ha Je4eOHO 3aBeleHHe MHHUCTHPBT Ha
3/IpaBEOINa3BaHETO MIIM OIIPABOMOIIIEH OT HEr0 3aMEeCTHUK-MHHUCTBP MPH MOJI0KHUTEITHO CTAHOBUIIIE
Ha M3ITBJIHATENHUS aupekTop Ha MAJI Moske che 3am0Be]] 110 H3KITFOUEHHE Ja Pa3pelin MyCKaHeTo B
NeiicTBUE Ha MeIMIIMHCKO U37enue, 6e3 J1a ca HaJuIe YCIOBHATA 1O 4Jl. 8.
(2) YcnoBusiTa v peabT 3a MycKaHe B JEWCTBUE Ha M3JeNud o al. 1 ce ompenenar ¢ Hapeada Ha
MUHUCTHPA Ha 3/]paBEOIMa3BaHETO.

Y. 13. (1) (Hom. - AB, Op. 84 ot 2012 ., B crita ot 2.01.2013 1.) KoraTto MenuuuHCcKUTEe
W3/1eNisg Cca TPOEKTUPAHM W TPOU3BEAEHU B CHOTBETCTBHUE C HAIMOHAJIHU CTaHAAPTH, KOUTO
BBBEXK/IAT XapMOHU3UPAHUTE €BPOTICMCKU CTaHIapTH, PUEMa Ce, Y€ T€ OTTOBAPST HA CHIIECTBEHUTE
W3HUCKBaHUS, OMpEIETeHN B HapeaOuTe mo 4wi. 18 oT To3M 3akOH W/HWIM Ha TiaBa mera "a" u Ha
Hapeabara mo wi. 217, an. 1 ot 3akoHa 3a 3anuTa OT BPEAHOTO BB3ACHCTBIE HA XUMUYHHUTE BEIIECTBA
U CMECH.
(2) (U3m. - AB, Op. 110 ot 2008 1., B cuza ot 21.03.2010 r.) KoraTto MeauIMHCKUTE U3AETUS IO YL
2,an. 1, T. 2 u 3 ca mpoeKTUpPaHU U MPOU3BEACHU B CHOTBETCTBHE ¢ OUIIMAIHATA (apMaKoIies B
PenyOnuka bwarapusi, onpenenena B 4. 12 Ha 3akoHa 3a JE€KapCTBEHUTE MPOAYKTH B XyMaHHATa
MeIUIINHA, TIPUeMa Ce, 4e T€ OTTOBAPAT Ha CHIIECTBEHUTE M3UCKBAHUS, ONIPE/ICTICHH B Hape0uTe 1o
qn. 18.
(3) Koraro MmequmnuHCcKuTe M3nenus mo 4i. 2, ain. 1, T. 1 oT cnuckk A, a mpu HEOOXOAUMOCT - U OT
CUCBHK b, ca mpoekTupaHu M MPOU3BEIACHU B CHOTBETCTBHE C OOIIM TEXHUYECKU CICIH(PUKAIINH,
mpremMa ce, ue Te OTrOBapsT Ha ChIIECTBEHUTE U3UCKBAHUS, OTIpeieNieH! B Hapeaodure mo wi. 18.



(4) KoraTo mpou3BOAMUTENSAT HE MOXE Ja CIa3W M3WCKBAHUATA HA all. 3, TOW MpHUeMa TeXHUYECKU
pELIeHNs, C KOUTO /1a IOCTUTHE €KBUBAJICHTEH PE3YJTAaT.

(5) Koraro ycranoBu, ye cTaHAapTUTE MO all. 1 HE MOKPUBAT HAII'BJIHO CHIIECTBEHUTE W3UCKBAHUS,
orpeneneHu B Hapenoure mo wi. 18, MAJI u3rorssa u chriacyBa opuIMaIHa JbpKaBHA MO3HLINS,
KOSITO ce IpeJicTaBsl Ha EBpomneiickaTa koMucus.

Y. 14. (1) (Jomn. - [AB, 6p. 84 ot 2012 r., B cuna ot 2.01.2013 r.) IIpousBogutensar Ha
MEIULUHCKU W3/IeIHs CbCTaBs TEXHUYECKA JOKYMEHTAllUs, YHETO ChIbpPXKAHUE € ONPEACICHO B
CHOTBETHUTE HAapenOH 1o 4. 18 OT TO3M 3aKOH W/uiau Ha HapenOara mo wi. 211, an. 1 ot 3akoHa 3a
3alUTa OT BPEJHOTO Bh3AECHCTBUE HA XUMUYHUTE BELLIECTBA U CMECH.

(2) Cnen wu3NBbJIHEHHWE HAa MPWIOKHUMUTE MPOLEAYpPU 32 OLEHABAHE HA CHOTBETCTBHETO
IIPOU3BOIUTEIIAT UM HETOBUAT YII'BJIHOMOILIEH NPEICTaBUTEN ChCTABS ACKJIapalus 3a CbOTBETCTBHE
Ha MEIULIMHCKOTO U3JIETIHE.

(3) Ilpou3BOIMTENAT WIM HETOBMSAT YIBIHOMOILIEH HpPEICTaBUTENl € JANbKEH Ja CbXpaHsBa
TEXHMYECKaTa JOKyMEHTalUMs o ajl. 1| U JexnapanusTa 3a CbOTBETCTBHE IO al. 2 Hal-Majiko 5
TOAMHU OT JaraTa Ha IpPEyCTaHOBABAaHE HA MPOM3BOACTBOTO HAa MEAMLIMHCKOTO U3JENIUE U Ja TU
IIpe/icTaBs U MOMCKBaHE 3a IPOBEPKa Ha JiuuaTa 1o 4ji. 86, ai. 2.

Y. 15. (1) "CE" mapkupoBkata ¢ rpaguuHo H300pa)K€HUE CHIJIACHO MPHIOKEHHUETO,
KOSITO C€ HaHAacs BbPXY MEAMIMHCKOTO M3/ENNe IPear IMyCKaHeTO My Ha Ta3apa W/WIH ITyCKaHETO
My B AielicTBUE, TpAOBa J1a ce pa3uuTa JIECHO U J]a He MOXKe Ja ce 3aJIn4M 0e3 cleu.
(2) "CE" mapkupoBKaTa ce HaHacsl Ha BUMMO MSICTO BbPXY U3JI€IMETO, B MHCTPYKIIHUATA 32 ynoTpeda
U BbpPXY HEroBara CTepHJIHA OIIaKOBKa, aKo MMa TakaBa. Koraro e Bb3MOXKHO, TS c€ HaHacs U BbPXY
noTpeOuTeNCKaTa OMaKOBKa.
(3) "CE" mapkupoBKaTa MMa BUCOYMHA HAW-MalKO 5 MM, akO ChOTBETHaTa Hapeaba mo ui. 18 He
npenswxkaa apyro. Ilpm HamansBane wnu yBennuaBaHe pasmepa Ha "CE" wmapkupoBkara
IIPONOPLMHUTE B rpaduyHaTa Mpeka TpsiOBa Aa ObJaT Cria3eHHu.
(4) (U3m. - [IB, 6p. 110 o1 2008 1.) [0 "CE" MapkupoBkaTa o aji. | ce HaHacs UACHTH(PUKAITMOHHHST
HOMEp Ha HOTU(UIMPAHUs Oprad B ciyyaurte no wi. 11, an. 4, korato npouenypure, ornpeeieHu B
HapenouTe 1o wi. 18, u3ucKkBaT HaHACSHETO MY.
(5) "CE" mapkupoBKaTa 1 UACHTU(PUKAIMOHHUAT HOMEp MO all. 4 HE ce HAHACAT BBPXY M3/AEIHETO
caMo KOrato pa3MepuTe U (popmara Ha U3JeIUETO HE MTO3BOJISIBAT TOBA.
(6) Beska npyra MapkupoOBKa, KOSITO C€ HaHACsA BbPXY U3ZEIUETO, BbPXY OMAKOBKAaTa My W/MJIH B
MHCTPYKLHUATA My 3a yrnoTpeba, He TpsiOBa Jja MOABEX]a MOTPEOUTENS - MEAUIIMHCKHN CTIEUAINCT
WIN TallMeHT, OTHOCHO MapKHUpoOBKaTa 1o au. 1| u He TpAOBa Ja HapyllaBa HeWHaTa BUAUMOCT U
YETIUBOCT.
(7) B cnyuait Ha u3aenus, KOMTO ce IMyCKaT Ha ras3apa B cTepuiiHa onakoBka, "CE" MapkupoBkaTa ce
HaHacs KaKTO BbpPXY CTEpUIIHATA, TaKa U BbPXY NOTpeOUTEICKaTa OIAaKOBKA HA U3/EJINETO.
(8) IIpu 1sutocTHO MpepaboTBaHE HA M3/EIMETO, KOETO MOJKE Jla MOBJIKsAE Ha HETOBOTO 0€30IacHO
u3nons3Bane, "CE" mapkupoBkaTta ce HaHacsi ciiel] IOBTOPHO OIEHSBAaHE Ha M3EIUETO CHITIACHO
MPUIIOKUMHUTE TPOLIEAYPH, OIIpEeNIeH! B HapeaouTe 1o wi. 18.
(9) (Hom. - B, 6p. 84 ot 2012 r., B cuna ot 2.01.2013 r.) Korato MeAUIIMHCKOTO H3JENKE € B
MPUIIOKHOTO TOJIe Ha HapeAOuTe Mo 4i. 7 0T 3aKOHA 32 TEXHUUECKUTE N3UCKBAHUS KbM MPOJTYKTUTE
yu/unv Ha riaBa meta "a" W Ha Hapenmbarta mo wi. 217, an. 1 ot 3akoHa 3a 3amMTa OT BPEIHOTO
BB3/ICHICTBUE Ha XMMUYHHUTE BEIIECTBA M CMecCH, NpeaBkaamy Ha"acsHe Ha "CE" mapkupoBka,
MapKUpOBKaTa yAOCTOBEpsABA CHOTBETCTBHETO Ha M3AEIUETO C HU3MCKBaHHUATAa HAa BCSIKa OT
Hapea0uTe, OCBEH ako B HapeAOuTe € MPeABHIEHO APYTO.
(10) Ha n3nox0u, manaupu, 1eMOHCTpPAIIUH, IPOMOIUH, HAYYHHU U TEXHUYECKH KOH(EpEeHIIMH MOraT
7la ce MpeCTaBAT MEAUIMHCKY n3aenus 0e3 HaHneceHa "CE" mapkupoBka.
(11) B cniydaute no an. 10 mpou3BOIUTENAT HaHACS BHPXY U3ZENUATAa BUIUMO 0003HAUEHUE, KOETO
HE/IBYCMHCJIEHO TOKa3Ba, Ye Te He ca MpeJHa3HaueHH 3a IyCKaHe Ha Ia3zapa W/WIM 3a IycKaHe B
JNIEUCTBUE.



Ya. 16. (1) [IpousBoguTensIT Ha MEIUIIMHCKHA HM3ICNHS € JIUTHKEH Ja MOCOYH HMMETO,
CeJAIIMILETO U aJIpeca CU Ha YIPABJIICHHE BbPXY U3/ECIHUETO, BbPXY OMAKOBKATA MY U B UHCTPYKIUATA
3a ynorpeba. MHCTpyKIus 3a ynorpeba He ce M3MCKBa 3a u3aeus mo wi. 2, ai. 1, T. 3 ot kiac [ u Ila,
KOUTO MO MpeleHKa Ha MPOU3BOJUTENS MOTaT Ja ce M3IMO0J3BaT 0e30MacHo 0e3 MHCTPYKIUS 3a
ynotpeoa.

(2) Bepxy omakoBkata ¥ B MHCTPYKLHMATA 3a yNOTpeda Ha W3JENUs, KOUTO C€ BHACAT OT TPETH
IbpXKaBU Ha Tepuropusra Ha EBponeiickusi cbio3 wiM Ha TepuTopusita Ha EBpormeiickoTo
MKOHOMUYECKO MPOCTPAHCTBO, CE€ MOCOUYBAT JOMBJIHUTEIHO UMETO U aApPeChT Ha YIIbIHOMOIIEHUS
MIPE/ICTaBUTEN U HA BHOCUTEJIS.

(3) UuacTpyknusaTa 3a ynorpeda TpsOBa 1a ObJe chcTaBeHA M Ha OBJITAPCKH E3HK.

Ya. 17. IIpou3BoAUTENAT UM HETOBUAT YIBIHOMOLIEH NPEACTAaBUTEN € UIBKEH Ja
ocurypu 0e30MacHOTO WHCTAJMpaHe HAa MEAWLMHCKUTE W3JeNus Ha TepUTOopHusATa Ha PemyOmmka
benrapus, korato crnenudukaTa MM HM3MCKBAa TOBAa ChIJIACHO MHCTPYKLHMATA 3a ymnoTpeda, U na
rapaHTUpa NOAJPBKKATA UM.

Y. 18. (U3wm. - JIB, 6p. 82 ot 2009 1., B cmma ot 16.10.2009 r., 6p. 14 ot 2015 1., 6p. 41
ot 2024 r., B cuia ot 10.05.2024 r.) MUHUCTEPCKUAT CHBET IO MPENJIOKEHHUE HA MUHUCTbpA Ha
3/IpaBEOIa3BaHETO M HAa MHUHHCTHpPA HAa MKOHOMHUKATa M WHIYCTPUSTA OMpeieNs ¢ Hapeadu 3a
MEIUIUHCKATE U3ENU 0 4. 2, aiL. 1:

1. chllecTBEHUTE U3UCKBAHMUS,

2. poueAypuUTe 3a OIICHSBAHE Ha ChOTBETCTBUETO ChC CHIIECTBEHUTE U3UCKBAHUS U ChABPKAHUETO
Ha TeXHUYecKaTa JOKyMEHTaIHs;

3. mpaBujiaTa 3a KJIacCU(PUKALK HA MEIUIIMHCKUATE U3IeTuUs 110 1. 2, ai. 1, T. 3;

4. ciuChIMTE, ONPEACIANIN 00XBaTa HA TPYIUTE UH BUTPO TUATHOCTHYHU MEIULIMHCKH U3/1EIHS;

5. U3UCKBAHUSATA 32 MPOBEXKIAHE HA aHAIM3 HA PHCKA W 3a YIpaBJCHUE HA PHCKA 32 MEAMIIMHCKU
n3genus mo 4i. 11, am. 5.

Pazgen 111
IIyckane Ha ma3apa u/Wjid MyCKaHe B IeliCTBHE HA MeIUIIUHCKH U3/1eJ1Us1, U3Pa0OTEeHH 0
MOPBHYKA

Y. 19. (1) (U3m. - 1B, 6p. 110 ot 2008 1., B crita ot 21.03.2010 r.) [IpousBoauTensT wim
HErOBUAT YITBTHOMOIIICH MPEACTaBUTEN, MPEAH J1a TyCHE Ha Ma3apa U/Win B JeHCTBHE MEIUIIUHCKO
u3aenue no wi. 2, an. 1, 1. 2 wim 3, u3paboTeHO MO MOPHYKA, ChCTaBA JOKYMEHTAIMs, KOSTO
ChIbpKa:
1. uMeTo 1 aapeca Ha MPOU3BOIUTEIIS,
2. UASHTU(PUKAIMOHHU JaHHU Ha U3/IENINETO;
3. Aekmapanus, 4e MeIUIMHCKOTO U3JIENHE € TIPeHA3HAYCHO 3a CIeIHaliHa YIIoTpeda OT KOHKpETeH
MalUeHT, YUETO UME Ce TTOCOYBa;
4. IMETO Ha JIeKaps WIH Ha JIeKaps M0 JSHTAJHA MEIUIIMHA, KOWTO € M3TOTBWJI 3aJaHHETO 32
n3paboTBaHEe Ha U3/IETUETO, 1 HAMMEHOBAHUETO Ha JIeYeOHOTO 3aBeJIeHUE, KOTaTO € Bh3MOXKHO;
5. cuerupUIHA XapaKTePUCTHKN Ha MEIUITMHCKOTO M3JIe]Iie ChIIIACHO 3aJaHHETO;
6. mexmaparus, ue U3eIMeTO ChOTBETCTBA Ha MPUIIOKUMUTE 32 HETO CHIIIECTBEHHU M3HCKBAHUSI.
(2) (M3m. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) B ciayyaute, korato u3eianeTo He
OTroBapsi Ha HSAKOE OT MPUJIOKUMHUTE 32 HEro CHIIECTBEHH H3MCKBaHUS, HECHOTBETCTBHUETO C€
000CHOBaBa B JIeKJIapanusara mo ai. 1, 1. 6.
(3) (dom. - 1B, 6p. 110 o1 2008 1., B cmma ot 21.03.2010 r.) lokymeHTanusTa 1o ani. 1 ce chXpaHsBa
OT MPOU3BOJIUTEIISI HJTH OT HETOBHSI YITBJIHOMOIIEH MIPEICTABUTEIT 32 CPOK Hai-MaJIKO 5 TOJIMHH, a B
Clly4anTe Ha UMIUIAHTUPYEMU MEAUIIMHCKY U3AENus 1o wi. 2, an. 1, T. 3 u Ha u3Aenus mo 4i. 2, aj.
1, T. 2 - 3a cpok Hal-Manko 15 roguHy.



(4) (Hoa - IB, 6p. 110 or 2008 r., B cmma ot 21.03.2010 r.) JlokymeHTanusra mo ani. I,
MpHUAPYXKaBaIla U3EIUsITa 1o WI. 2, an. 1, T. 2 u uzaenusra mo wi. 2, an. 1, T. 3 ot kmac Ila, 116 u 111,
ce MpeA0CTaBsl Ha KOHKPETHHUS MAUEeHT, UACHTU(UIIMPAH C UMe, aKPOHUM WA HU(GPOB KO/I.

(5) (Ilpeaumna an. 4, uzm. - /1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) [IpousBoaurtensar na
u3enus 1mo wi. 2, ain. 1, . 2 u 3, u3paboTeHu 1Mo nmopbyKa, mpeaocTaBs npu moucksane ot MAJI
CIUCHK Ha U3/IeNIUATA, TyCHATH B ICMCTBUE Ha TeputopusTa Ha PenyOnuka boirapus.

Y. 20. (1) (U3m. - JIB, 6p. 110 ot 2008 r.) [Ipon3BOaUTENAT ChCTaBs JOKYMEHTAIIUA,
BKJIFOYBAIA OMHMCAHHE HAa MPOEKTUPAHETO, Ha MPOU3BOJACTBOTO U Ha JCMCTBUETO HA M3ICIUETO,
BKJIFOUMTETHO OYAaKBAHOTO JEHCTBHE, KOATO MO3BOJISBA OLICHABAHE CHOTBETCTBUETO HA U3/IEITHETO C
M3UCKBaHMATA HA TO3U 3aKOH U Ha HapeaouTe mo wi. 18. B qokymeHTamusTa ce nocouna u apechT
Ha TPOU3BOACTBEHOTO/TIPOU3BOICTBEHUTE TIOMELICHIE/ TIOMEIICHHUS.

(2) pousBomuTensAT € UTBXKEH Ja MpeArnpueMe HEOoOXOTUMHUTE MEPKH, 3a Ja OCHTYpH upe3
MIPOM3BOJICTBEHUS MPOIlEC ChOTBETCTBUE HA U3ENuATa Mo Wi. 19 ¢ ToKyMeHTauusTa no ai. 1.

(3) (Hosa - JIB, 6p. 110 ot 2008 r.) IlpousBoaUTENAT NpeIOCTaBs AOKYMEHTAIMATa M0 ai. 1 3a
MpOBEpKa IpU MOMCKBAHE HA JMIlaTa 1o 4j. 86, ai. 2.

Pazgen IV
Ilyckane Ha ma3apa HA CMCTeMH WJIM HA00PH MeIMUMHCKU U3/1eJus

Yur. 21. (1) Ouznyecko 1M IOPUAXIECKO JIHIE, KOSTO KOMIUICKTYBa MEUIIMHCKU U3 ICIHS
o wi. 2, an. 1, 1. 3 ¢ Hanecena "CE" mapkupoBka, Ipeiu J1a TH IyCHE Ha Ia3apa KaTo CUCTeMa WIH
Ha0Op, ChCTaBs JICKJIapalysi, B KOSITO 3asBsBa, 4e:
1. e KOMIIJIEKTYBal cuUcTeMara WM Habopa B 3aBUCHMOCT OT INPEIHA3HAYEHUETO Ha OTIEIHUTE
U3JICNUS ¥ OTPAHUYCHUATA UM 32 YIOTpeOa, ONpeIeTICHH OT IPOM3BOIUTEIINTE,
2. ¢ IMPOBEPHUII CBbBMECTUMOCTTA HAa OTACIHUTC MCIUIMHCKU U3ACIUA U € IPOBCI OIICPAIHUUTE 10
KOMILICKTYBaHE B ChOTBETCTBHE C HHCTPYKIIUUTE HA MPOU3BOAUTEIINTE;
3. e omakoBai cucTeMara Wid Habopa W € TNpeaocTaBWi HeoOxoaumara HHGOpMAIMs Ha
NOTPeOUTENUTE, KOSITO BKIIIOUBA ChOTBETHUTE HHCTPYKIIUU OT IMPOU3BOIUTEIHTE;
4. neiftHoCTTa My € O0EKT Ha ChOTBETHHM IMPOLIEYPH 32 BHTPEIIEH KOHTPOJI U IIPOBEPKA.
(2) Koraro Hsikoe OT U3MCKBaHMATA Ha all. | HE € U3IIBJIHEHO, CUcTeMaTa Wi HaOopbT MOJUIeKaT Ha
OLIEHSIBaHE Ha CHOTBETCTBHETO ChC CHIIECTBEHUTE N3NCKBAHUS, OTIPE/ICIICHN B HapeaouTe mo 4. 18.

Yui. 22. (1) usnydecko WK IOPUAAYECKO JTUIE, KOETO CTEPUIIN3UPA CUCTEMHU WM HabopH
MEIUIMHCKY U3AENUA 10 Wwi. 21 W/uau MeIUIIMHCKH U3Aeaus mo wi. 2, an. 1, T. 3 ¢ Hanecena "CE"
MapKUpOBKa, MpeIHA3HaYeHN OT MPOU3BOIUTENS Aa ObJaT CTEPUIN3UPAHH Mpean yrnorpebda, 3a 1a
I IyCHE Ha IMa3apa, TpsgOBa Ja OIEHU CHOTBETCTBHETO WM IO MPOIEIYypH, OINPEACICHH B
ChOTBETHATa Hapeada mo ui. 18.

(2) (Jom. - JIB, 6p. 110 ot 2008 r.) Ilpunaranero Ha mporenypute mo ai. | u AelcTBUATa Ha
HOTH(HIMPAHUS OPTaH CE OTPAHUYABAT JI0 TOCTUTAaHE HAa U3UCKBAHUATA 32 CTEPUIIHOCT JJO MOMEHTA
Ha HapyIllaBaHe [IeJIOCTTa Ha OMAKOBKAaTa Ha U3JIETHETO.

(3) Jlunero mo an. 1 cberaBs Aekiapaiusi ChIVIACHO M3WMCKBAHUATA, MPEIABUACHU B ChOTBETHATA
Hapen0a, 4ye CTePIIIH3AIHITa € U3BBPIICHA B ChOTBETCTBUE C HHCTPYKIIMUTE HA TIPOU3BOAUTEIIUTE.

Y. 23. (U3wm. - [IB, 6p. 110 ot 2008 r.) JIunata mo wi. 21, an. 1 uun. 22, an. 1 cexpaHssar
JCKJIapaIliuTe 32 CPOK 5 TOJMHU U TH MPEAOCTABAT MPHU MMOMCKBAHE 32 POBEPKa Ha JIUIaTa Mo 9l
86, an. 2.

Yu. 24. Cucremute win HabOpUTe MEIUIMHCKU M3AETHS MO Wi. 21, crepuin3upaHuTe
CUCTeMH U HAOOpH U METUITMHCKUTE U3enus 1o 4. 2, ain. 1, 1. 3 ¢ Hanecena "CE" mapkupoBka,
MpeAHa3HauYeH! OT MPOU3BOUTENS a OBAAT CTEPUIIN3UPAHU TIpEan yrnoTpeda, ce mycKaT Ha ma3apa
6e3 mompaHuTenHa "CE" MapkupoBKka, IpUapyKEHH OT HHCTPYKIHS 33 yIoTpeda, KOsSTO BKIIOUYBA,
KOraTo € Heo0X0auMo, HH(OopMaIuATa, MPeJOoCTaBeHa OT MPOU3BOIUTEIUTE HA OTACITHUTE U3ACIIUS



OT cucreMara ujin Ha60pa, HU3UCKBaHUATA KbM KOATO Ca OIMMPEACIICHU B CbOTBETHATA Hapez[6a 10 4JI.
18.

Pazgen V
OuensiBaHe Ha J1eliCTBHETO HA UH BUTPO IMATHOCTHYHU MeIUIMHCKH H3/1eJIHsI

Y. 25. (1) Ouenkara Ha CbOTBETCTBUETO HA MH BUTPO JUATHOCTUYHUTE METULIMHCKHU
M3JICIHMS ChC CHEIU(PUIHOTO UM IpeIHA3HAYCHHE IPH YCIOBHS Ha yrmoTpebda, ONpeneieHH OT
MIPOU3BOIUTENIS, CE M3BBPIIBA C OIEHKA Ha JICWCTBUETO B3 OCHOBA HA:
1. cOOpHHM JaHHM OT HAay4YHATa JIMTEpPaATypa, OTHACSINU CE JIO NPEIHA3HAYCHUETO Ha W3CIIUETO, U
KPUTUYCH aHAIU3 HA TE3U JaHHH, U/UIH
2. pe3yaTaTUTe OT M3IMUTBAHUATA ITPHU OLICHKA HA JICHCTBUETO MJIU IPYTH TOIXOISAIIA TECTOBE.
(2) [TpoM3BOIUTENSAT WIIM HETOBUST YII'BIHOMOIIEH MPEJACTABUTEN, TIPS Ja MPEIOCTaBH UH BUTPO
JUArHOCTHYHU MEIUIIMHCKU M3CNUs 3a OlCHSABAHE Ha JICHCTBHETO B aKpeJAWTHpaHa JadopaTopus,
ChCTaBsI IOKyMEHTAIIUs, KOSITO ChIABPKA:
1. uaeHTH(GUKAIMOHHN JaHHH Ha U3/ICIINETO;
2. TUIaH 3a OIICHSBAaHE, KOWTO CBHIABpKA IIENITa, HAYYHUTE, TEXHUYCCKUTE WIA MEIUIIUHCKUATE
OCHOBaHHs, 00XBaTa Ha OLICHSIBAHETO M OPOs Ha M3/CIUATA;
3. CHUCBHK Ha aKpeIUTHPAHUTE TaOOPATOPHH, KOUTO yJacCTBAT B OICHSBAHETO,
4. HayaJlHa J1aTa ¥ TUIaHUPAaHA MPOIBIDKUTEIIHOCT Ha OLICHSIBAHETO;
5. Ipy U3/IeTIUS 32 CAMOTECTYBAHE - MSICTO M OpOii Ha uIaTa 6€3 MEAUIIMHCKA KBATU(DUKAIIHSI, KOUTO
IIe y4acTBAT B OLICHSIBAHETO;
6. TeKJIaparus, 9¢ MeIUIIUHCKOTO H3/eIINe ChOTBETCTBA HAa IPUIIOKUMHUTE ChIIIECTBEHN H3UCKBAHUS,
C U3KJIFOUEHHUE Ha Te3H, KOUTO ca OOCKT Ha OIICHABAHE Ha JICHCTBUETO M KOMTO Ca M3PHYHO IIOCOYCHH,
W 4Ye ca MPEeANPUETH BCHYKH MPEINa3sHW MEPKH, HEOOXOIUMHU 3a 3alluTa Ha 3/JpaBeTo u
0€30MMacHOCTTa HAa MEIUIMHCKHUTE CIICIIMAIUCTH, HA TAIIMCHTUTE WK HA TPETH JIUIIA.

Y. 26. (1) [IpousBoauTensiT CbCTaBsi TEXHUUECKATA JOKyMEHTAIus mo wi. 14, an. 1 u s
MPEACTAaBs 3a MPOBEPKa MPU MOUCKBAHE Ha JIUIaTa no 4wi. 86, ai. 2.
(2) IlpousBomuTenaT € IIBKEH Ja MpearnpueMe HEOOXOIMMHUTE MEpPKH, 3a Ja OCUTYPH Upe3
MIPOU3BOJICTBEHHUS MPOLIEC CHOTBETCTBUE HA MUH BUTPO JWArHOCTUYHUTE MEIWLIMHCKU H3JENHS 3a
OIICHSIBAaHE Ha JICHCTBUETO C JIOKYMEHTAIMATA 110 aj. 1.

I'naBa BTOpa
PEITICTPALIIUSA HA JIMLA, KOUTO MYCKAT MEJUIIUHCKH U3JEJIUSA HA
ITA3APA
(3ara. u3m. - /IB, op. 110 ot 2008 r.)

Y. 27. (1) (M3m. - B, 6p. 110 or 2008 r., B cuma ot 21.03.2010 r.) Koraro
MIPOU3BOJUTEINIAT HA MEIUIIMHCKY U31€HS 10 1Jl. 2, an. 1, T. 3 oT ki1ac [, mpou3BOAUTENST Ha U3JENNs
nmo wi. 2, ain. 1, 1. 2 u 3, u3paboTeHN MO MOPHUKA, KAKTO U (PU3NYECKOTO WM IOPUIHMUECKOTO JIULE
mo wi. 21, ain. 1 m un. 22, an. 1 ca peructpupanu mo TeproBCKHsl 3aKOH, T€ MOJABAT 3asIBICHUE 3a
peructpanus 1no obpaser a0 M3NbIHUTENHUs AupekTop Ha WAJl He mo-kbcHO oT 14 nHuU crex
IycKaHe Ha U3JIeJMeTO Ha Ma3apa W/Wid B JeiicTBre Ha TepuTopusara Ha Penmyonuka bearapus.

(2) KM 3asBReHMETO 32 perucrpanus no ai. 1 ce mpuiarar:

1. (m3m. - IIB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) enuHeH uaeHTU(PHUKAITMOHEH KOJ HA
JpY>KECTBOTO;

2. HaMMEHOBaHME U ONMCAHNE Ha U3/EIUETO;

3. IOKyMEHT 3a IJIaTeHa Takca B pa3Mep, olpeJiesieH B Tapudara mo ui. 7, ai. 1.



(3) (U3m. - [IB, 6p. 110 oT 2008 1., B cumma ot 21.03.2010 r.) JIumiata mo ain. 1 ca AyreHU 12 yBETOMSAT
B 14-n1HeBeH cpok M3NbIHUTENHUA nupekTop Ha MAJI npu npoMsHa Ha aapeca cu Ha yIIpaBJICHHUE.
ITpu npomsiHa B nHGOpManuATa 1o ai. 2, T. 2 auuaTa o aj. 1 moxaBaT 10 U3IbIHUTEIHUS IUPEKTOP
Ha WMAJI 3asBienuero mo ai. 1, KkbM KOETO IpujaraT CBbpP3aHUTE C MpOMSHATa AOKYMEHTH U
JOKYMEHT 3a IUIaTeHa Takca B pa3Mep, onpesesieH B Tapudata mo wi. 7, ai. 1.

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

Y. 28. (1) KoraTo mpousBoauTeNAT Ha W3AEJHs TI0 WI. 2, an. 1, T. 1 mycka oT cBoe ume
Ha 1a3apa W/Wid B ICWCTBHE HAa TepUTOpHATa Ha PemyOnnka beirapus Te3u u31enus u € perucTpupan
no TeproBckusi 3akoH, TOW IOJaBa 3asBJICHHE 3a PETUCTpalus 1Mo olOpaszel A0 HU3MbIHUTEIHUS
nupexrop Ha MAJL.
(2) KbM 3asBIeHHETO 32 perucTpanus 1o ai. | ce mpuiarar:
1. (m3m. - IIB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) eauHeH MACHTU(HUKAIIMOHEH KOJA Ha
IpY>KECTBOTO;
2. uHdopmamus 3a OOIIMUTE TEXHOJOTHMYHU W/WIM AHAIMTUYHH XapaKTCPUCTHKHU, CBBbpP3aHA C
pEaKTUBUTE, MPOAYKTUTE OT PEaKTUBUTE, KATUOPATOPUTE U KOHTPOIHUTE MaTepUallH;
3. B ciyuaid Ha u3zienus oT cnucbliv A, b 1 n3ienus 3a camoTecTyBaHe - HAMMEHOBAHUE, BU U MOJIEI
Ha WU3/IETTUETO, aHATUTUYHU U KOTAaTO € HE0OXOIUMO, TMarHOCTUYHH MapaMeTpy MO OTHOILIEHUE Ha
CHIIIECTBEHUTE HW3HMCKBAHMS, TMOCOYEHU B Hapenoute mo ui. 18, pe3ynataTd OT OICHKara Ha
JIEMCTBHETO 1O TJIaBa IbpBa, pasznaen V;
4. yHCTpYKIMS 32 ynorpeda Ha ObIrapCcKu €3uK;
5. JOKYMEHT 3a IIaTeHa TaKkca B pa3Mep, onpesesieH B Tapudara mo wi. 7, ai. 1.
(3) (M3wm. - JIB, 6p. 110 ot 2008 t.) [Ipou3BOIUTENAT, KOWTO OT CBOE MME ITyCKa HA IMa3apa W/ B
neiicTBue Ha TepuTopusaTa Ha PemyOnuka bbiarapus HOBO MH BUTPO AMArHOCTUYHO MEIUIIMHCKO
W3J/ieNiie, KOraTo € peructTpupan no TeproBekus 3akoH, moaasa a0 MAJI nokymenrtanusra mo ai. 2,
KaKTO U yKa3aHHe, 4ye U3AEeTUETO € HOBO.
(4) (U3m. - IB, 6p. 110 ot 2008 r.) 1 BUTPO TUArHOCTHYHO MEAUIIMHCKO W3JIEIHE € HOBO, aKO Ha
nasapa Ha JbprkaBa WieHKa WK Ha JbpKaBa OT EBpONeiickOTO HKOHOMHYECKO MPOCTPAHCTBO Mpe3
MOCJICIHUTE TPHU TOIUHU:
1. TakoBa u3genue He € OWJIO MOCTOSHHO HAIMYHO 32 aHANM3UPAHUTE BEIIEeCTBA WU APYTd
napameTpH, Uiu
2. He e OuJa HAIMYHA aHATTUTUYHATA TEXHOJIOTHS, U3II0JI3BaHa 32 IaJICHUTE aHaJTU3UPaHH BellleCTBa
WJTU TIapaMEeTpH.
(5) (Orm. - 1B, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 1.).
(6) (U3m. - ]IB, 6p. 110 ot 2008 1., B cuiia ot 21.03.2010 r.) 3asBieHneTo 3a perucrparus mo ai. 1
u 3 ce nmojasa B 14-AHEBEH CpPOK OT JaraTa Ha IMyCKaHe Ha Ma3apa W/WiM MyCcKaHe B JelcTBHE Ha
u3genusaTa mo wi. 2, ain. 1, 1. 1.
(7) (U3m. - JIB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) Jlunata mo an. 1 u 3 ca IIbXKHU 12
YBEAOMSAT B 14-1HEBEH CPOK U3NBJIHUTENHUA qupekTop Ha MAJI pu:
1. mpomsiHa B ajgpeca Ha yIpaBJeHHE;
2. 3HAUUTEJIHU IPOMEHU B MHpOpMaIusTa 1o a. 2, T. 2 1 3;
3. (ot™. - IB, 6p. 110 ot 2008 ., B cua ot 21.03.2010 1.);
4. U3TErJIsIHEe Ha U3/CIIUETO OT Ia3apa.

Y. 29. (M3wm. - 1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) (1) B caywyaurte mo un.
10, an. 2, KOraTo ynsJIHOMOLIEHUSAT IPEICTABUTEI € PETUCTPUPAH 10 ThproBCKUs 3aK0H, 10JaBa 10
WAJI 3asBneHue U npuapyskaBaiiara ro JOKyMEHTAIMs 3a U3AeusTa no wi. 27, an. 1 u/nim no ui.
28, am. 1 mm 3.
(2) YrenHoMomeHusT npeacrasuren no ain. 1 ysegomssa MAJI nmpu Beska MpoMsHa Ha apeca CH Ha
yIpaBJICHHE.

Y. 30. (M3m. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) 3a BCHYKU U3AETUS TIO
wr. 2, an. 1, 7. 2 mwmo un. 2, an. 1, 1. 3 ot xnac Ila, 116 unu III, mycHaTu B neiicTBUe Ha TEpUTOPUSITA
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Ha Peny6nuka bwirapusi, MAJI Moxe fa mowcka JaHHU, UASHTUDHUIMPAITN W3IEITUETO, CTUKET U
MHCTPYKILHUSA 32 ynotpeoa.

Y. 30a. (Hos - IB, 6p. 110 ot 2008 r., u3Mm., 6p. 82 ot 2009 r., B cuna ot 16.10.2009 r.,
op. 39 ot 2011 r., B cuma ot 1.01.2012 1.) (1) (M3m. — [IB, 6p. 43 ot 2016 1., 6p. 102 oT 2018 1., B
cuna ot 1.01.2020 r.) U3nbaHUTEIHATA areHIys 10 JIeKapCcTBaTa oI Ibpika Ha MHTEPHET CTPAaHMIIATa
CH CITUCHK HA MEMIIMHCKHUTE U3JICNNs, KOUTO MOTAT J1a ObJaT 3aIjIalllaHu ChC CPEACTBA OT OFOKeTa
Ha Hanwmonamnarta 3apaBHOOCHUTYpUTETHA Kaca, OT AbpKaBHUS OIO/DKET, M3BBH 0OXxBaTa Ha
3aIBJDKUTEITHOTO 3PABHO OCHUTYpsIBaHE, OT OFO/DKETa Ha JICUeOHHUTE 3aBEACHHS 110 Wi. 5 OT 3aKoHa
3a JieyeOHUTE 3aBEJCHHS, KaKTO M ChC CPEACTBAa Ha JIeUeOHUTE 3aBEICHUS C IbPKABHO WU/WIH
oOmmHCKO ydactue mo wi. 9 u 10 ot 3akoHa 3a jJjeueOHNUTE 3aBEICHUS.
(2) CiucbkbT MO a. 1 chabpxa:
1. 0Oy naeHTU(HUKANMOHHY JJAHHU B XapaKTEPUCTHKU HA METUITTHCKOTO U3CINe;
2. cepTU(PHUKAMOHEH U PErUCTPAIIMIOHEH CTaTyC Ha METUIIMHCKOTO U3/IENINE;
3. ThproBcka nHMOpMAIKS, BKIIOUYUTEIHO MPOJaKHA IIeHa 32 METUIIMHCKOTO HM3/IeNUe, KaKTO U 3a
MIPOU3BOIUTEIIS/ YIIBIHOMOUICHHS PEACTaBUTEN WM ThProBela Ha METUIIUHCKOTO U3/IENINE;
4. crornoct 110 4i. 300, ai. 1;
5. (moBa — JIB, 6p. 67 ot 2020 r.) ThproBcka wHGOpPMAIUs, BKIIOYHTEIHO MPOJaXKHA 1IEHAa Ha
MEJIUIIMHCKOTO U3JeNINe, YAOCTOBEpEHA C JIOKYMEHT, MPEJACTaBEH MpeJ]] ChOTBETHOTO MUTHHUYECKO
YUpPEKIEHHE, KAKTO M 32 IPOU3BOJUTENS/YIIBIHOMOIICHHS MPEACTaBUTEN, BHOCUTENS WU
THProBella Ha MEUIIUHCKOTO U3JIeNINe, KOTaTO MEIUIIMHCKOTO U3/IEINE CE BHACS OT TPETa IbPKaBa,;
6. (moBa — JIB, 6p. 67 ot 2020 r.) CTOWHOCTTA, HA KOSATO MEAMIIMHCKOTO M3/CIIUE € 3aIIaTeHO OT
Hanmonannarta 31paBHOOCUTYpHUTENIHA Kaca, MUHHUCTEPCTBOTO Ha 3paBEONa3BaHETO, JCUCOHUTE
3aBelleHus Mo Wi. 5 OoT 3aKoHA 3a JeueOHHUTE 3aBEACHMS M OT JIeUeOHUTE 3aBEICHHS C AbP)KaBHO
1/ o0ImMHCKO ydactre 1o wi. 9 u 10 ot 3akoHa 3a 1e4eOHUTE 3aBEACHHUS.
(3) (Hosa — JIB, 6p. 67 ot 2020 r.) Mudopmamusara mo an. 2, T. 5 u 6 € AOCTBhIIHA caMoO 3a
WHCTUTYIIUUTE W JIUIaTa, KOUTO 3aIlIallaT ChbOTBETHOTO MEIUIIMHCKO u3aenue. HCTUTYIMuTe 1
JUIaTa mno ai. 2, T. 6 HIMar mpaBo Ja NPEAOCTaBAT NodyyeHaTa nH(OopMalys Ha TPETH JIHILIA.
(4) (U3m. — 1B, 6p. 102 oT 2018 1., B cuma ot 1.01.2020 r., mpenumiHa an. 3, u3m., 6p. 67 ot 2020 r.)
YcnoBusATa ¥ pebT 3a BKIIOYBAHE HA MEAUIIMHCKH U3/I€INS B CIIMCHKA 110 all. 1, 3a mpeocTaBsHe U
ChXpaHsBaHE Ha MH(POpPMALMITA TIO al. 2, KAaKTO U 3a MOAbPKAHETO U JOCTHIIA JI0 CIIUCHKA TIO all.
1, ce onpenensaT B Hapeada, U3aieHa OT MUHUCTHPA Ha 3/IpaBEONa3BaHETO.
(5) (IMpepumina an. 4 — JIB, 6p. 67 ot 2020 1.) He ce 3amnamar cbC cpencTsa no ain. | MeauIuHCKA
W3JIeHs U3BBH CIIHUCHKA 1O anl. 1.

Y. 306. (Hos - /1B, 6p. 39 ot 2011 r., B cuna ot 1.01.2012 r.) (1) AbpkaBara exeroaHo
oIpeJiesisl CTOMHOCTTA, A0 KOATO Ce 3aIllallaT MEIUIIMHCKUTE U3/1eI1s, BKJIIOUYEHHU B CIIUCHKA 110 Yl
30a, ai. 1.

(2) (M3m. — IB, 6p. 67 ot 2020 r.) YcnoBuATa W peabT 3a ONpeAeNsHE Ha CTOMHOCTTa Ha
MEITUIIMHCKUTE U3eus 110 aj. 1 ce onpenensaT B Hapeadara mo 4. 30a, ai. 4.

(3) (HoBa— /1B, 6p. 67 ot 2020 r.) C Hapenbara mo ui. 30a, ai1. 4 ce onpeAesnsT U yCIOBHUATA U PEABT
3a ompeJiesiHe Ha CTOMHOCTTA, /10 KOSATO C€ 3aIulaliar MOMOIIHUTE CPEICTBA, IPUCIIOCOOICHUATA U
CBhOPBIKEHUATA 3a XOpaTa C yBPEXKAAHUS CbC CPEACTBA 110 Wi 23, an. 1, T. 11 ot 3akoHa 3a 31paBHOTO
OCHUTYpsIBaHE.

Y. 31. (1) (Ot™m. - IB, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 1.).
(2) (U3m. - IIB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) M3mbaHuTeNHATa areHIUs IO
JIeKapcTBaTa BOAM PETUCTHP, KOUTO ChABPKA:
. HOMEp | JlaTa Ha PETUCTPAIIHS;
. HAUMEHOBaHKE, BUJ] U KJIaC HA METUIIUHCKOTO U3JIEINE;
. AME€ ¥ aJJpeC Ha yMpaBJEHUE HA 3adBUTENA 10 wi. 27, ai. 1, wi. 28, ain. 1 u 3 u um. 29, an. 1;
. JlaTa Ha 3aJr4aBaHe Ha MEIUIIMHCKOTO U3JIeINe OT PETUCThPa U OCHOBAHUETO 32 TOBA,
. 3a0€JIeKKHU 0 BIIMCAHUTE OOCTOATEIICTBA.

N ks wbo—
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(3) (U3m. - IIB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) M3mbaHuTenHATa areHIUs IO
JIeKapcTBaTa IPel0CTaBsl JaHHU 3a perucTpanusaTa Ha u3aenusra no wi. 27, an. 1, wn. 28, an. 1 u3 u
mo wi. 29, an. 1 npu MOUCKBaHE OT PEryJaTOpPHU OPraHd HA JAPYrH IbPKABU UWICHKH WIH OT
pEryJlaTOpHU OpraHM Ha JAbpKaBM OT EBpONENCKOTO MKOHOMHYECKO IIPOCTPAHCTBO U OT
EBporneiickara koMucusi.

I'naBa Tpera
KJUMHUYHU UBIIUTBAHUSA HA MEJULIUHCKHU U3JEJIUA

Pa3zgen 1
OO0uwu pasnopendou

Y. 32. (U3wm. - JIB, 6p. 110 ot 2008 1., B cruta ot 21.03.2010 r.) Knmmanano u3nutBaHe ¢
MEIUILIMHCKHU U3Jeus 1o wi. 2, ait. 1, T. 2 u 3 ce mpoBexk/a C 1e:
1. mOTBBpKIaBaHE, Ue MPH HOPMAJHH YCJIOBUS Ha YIIOTpeOa U3CITUETO U3ITBJIHSABA €THA WU ITOBEUE
0T (QYHKIIUUTE, ONIPEICIICHA OT ITPOU3BOIUTEIS,
2. uACHTU(HIMPAHE HA HEKEITAHW CTPAHMYHHM e(PEKTH MPH HOPMAIHU YCIOBHS Ha yrnotpeba Ha
U3JIEIINETO;
3. mpeueHKa JJOKOJIKO HWIACHTH(QHIIMPAHUTE HEKEIAaHH CTpaHHUYHH e(PEeKTH ca B paMKHTE Ha
MIPUEMITUBHS PHCK, MPEIICHEH CIIPSAMO I10JI3aTa OT MPEABUICHOTO IIPEeIHA3HAYCHHUE HA U3/CIIUETO.

Yu. 32a. (Hos - IB, Op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) OnensiBaHeTO Ha
KIIMHUYHUTE JJAHHU OT U3MUTBAHETO CE€ M3BBPIILIBA IIPH YCIOBHS, ONIPEICTICHU B Hapea0aTa o 4. 48,
an. 2.

Y. 33. KnuHUYHO U3NUTBAHE CE IPOBEXK/IA B JICUEOHH 3aBEJICHUS 110 CMHUCHIIA HA 3aKOHA
3a JIe4eOHUTE 3aBEJICHHUS.

Y. 34. (1) KnuHUYHOTO M3NUTBAHE C U3ACIUSTA IO Wi. 32 ce MIPOBEX/1a MIPH CIIa3BaHE Ha
OCHOBHUTE TMPHUHIUIK, KOUTO TapaHTHpaT IpaBaTa, OE30MAaCHOCTTA, 3JPaBETO U YOBEIIKOTO
JOCTOMHCTBO HAa YYaCTHHMIIUTE B HW3MHUTBAHETO, ompeneneHu B Jlexmapanusta oT XeN3UHKU 3a
CTUYHHUTEC IIPUHIUIIN ITPU ITPOBCKIAHC HA KIMHUYHU U3IIUTBAHHA BHPXY XOpa.

(2) [IpaBata, 6€30MacCHOCTTA U 3/[PAaBETO HA YYACTHUIIUTE B KIIMHUYHOTO U3MUTBAHE CE MOCTABAT HAJ
WHTEPECHTE Ha HAayKaTa M 00IIeCTBOTO.

(3) KnuHr4HOTO M3NMHUTBaHE ce MpearpreMa U MPOBEkK/Ia, MPU YCIOBUE Y€ MPEABUANMUTE MOJI3H 32
YYaCTHHKA U 32 OOIIECTBOTO ONpaB/IaBaT PUCKOBETE.

(4) KnuanyHOTO M3NMMUTBaHE TPsOBaA Ja ce TUIaHWpa Taka, ye HeylIoOCTBOTO, OOJKaTa, CTPaxbT U
APYTUTE NPCABUANMHA PUCKOBE BbB BPB3Ka CbC 3200JISIBAHETO Ja ca CBE€ACHU 1O MUHHUMYM U MparbT
Ha pHCKa M CTeNeHTa Ha u3nyecka O0JKa Ja ca MpelIBapUTEIHO ONMpeAeNieHU U Ja MOAJekKaT Ha
IMOCTOAHECH KOHTPOJI ITO BPEME Ha U3IMUTBAHCTO.

(5) He ce nomycka mpenoctaBsiHe Ha (PMHAHCOBH WIIM JPYTU CTUMYJIU 32 BKIIFOUBAHE HA YYaCTHUIU
B KIMHUYHOTO U3IINTBAHEC OCBCH KOMIICHCAIIUN (pa3xozn/1 3a I'bTHU, JHCBHU U ,upyrI/I)

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

Y. 36. (1) (U3m. — 1B, 6p. 17 ot 2019 r.) lsnata nadopmarus oT KIMHUYHO U3THUTBAHE
ce 3amMcBa, 0o0paboOTBa M ChXpaHsBa [0 HAYMH, KOHTO OCHUTYpsSBAa TOYHOTO M JOKJIAJBAaHE,
WHTEPIpPETHpaHe U MOTBhPKIaBaHe. JINYHNUTE JaHHU HAa YYaCTHUIMTE B KIMHUYHOTO M3MUTBAHE CE
CbXpPaHsABAT ChITIACHO M3MCKBAHMATA 32 TAXHATA 3aIlUTA.

(2) (U3m. — 1B, 6p. 84 o1 2018 1., B cuna ot 12.10.2018 r.) [lokymeHnTanusTa o aji. 1 ce cbxpaHsiBa
OT IJIAaBHUS WM KOOPAMHUPALIHS U3ClieaoBaTeN 3a cpok 20 roIMHK OT JaTata Ha NPUKII0YBAaHE HA
KIMHAYHOTO M3MHUTBAaHE M C€ MPEJOCTaBsl NMpU MOWCKBaHe Ha ETWYHATA KOMHCHS 332 KIMHUYHU
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m3nuTBaHud o wi. 103, an. 1 ot 3akoHa 3a JI€KapCTBEHUTE MPOAYKTH B XyMaHHATa MEAUIMHA U Ha
NAJL

Y. 37. (1) KnuanyHo M3NUTBaHE HA U3JIETUATA 10 Wi, 32 Ce I0MyCKa CaMO BbPXY JIMIIC:
1. Ha KO€TO € MpeAOCTaBeHa MPEIBAPUTEIHO MUCMEHa MH(OpPMAIHs 32 CHIIHOCTTA, 3HAYEHUETO,
MOCIIEACTBUATA U €eBEHTYATHUTE PUCKOBE HA KIIMHUYHOTO U3IUTBAHE U B Pa3roBOP C JIEKap WM JIeKap
10 JICHTAJIHA MEJUIIMHA - YWIEH Ha U3CJIEOBATEIICKUS E€KHUIl, CA MY Pa3sCHEHH IEINTE, PUCKOBETE,
Heyno0cTBaTa Ha U3MUTBAHETO U YCIOBUSATA, IPU KOUTO I C€ IPOBEXK/A;
2. KoeTo € HHPOPMHUPAHO 32 MPABOTO CH J1a CE OTKAXKE M0 BCIKO BpeMe OT M3IMHUTBaHETO, 0e3 ToBa /1a
MMa OTPUIATEIHU MOCIE/ICTBUS 32 HErO;
3. KO€TO € JaJIo JIMYHO MUCMEHO HH(POPMHUPAHO ChIIIACHE 33 yYacTHE.
(2) Korato nuiiero € HecrmocoOHO Ja u3pa3u MUCMEHO ChITIacHe, TO MOKE /1a J]aJie YCTHO ChIUIacue B
MPUCHCTBHETO Ha HE3aBUCHM CBUAETEN. CBUACTEINAT YAOCTOBEPABA MUCMEHO, Y€ JIUIETO € U3PA3HII0
JTUYHO MH(POPMUPAHO CHIIACKE 32 YyUACTUE B KIIMHUYHOTO U3MUTBAHE.
(3) Camo peecriocoOHO nwHIe, KOETO pa3dupa ChHINHOCTTA, 3HAYCHHUETO, MOCIEACTBHITA U
€BEHTYaJIHUTE PUCKOBE OT KIIMHUYHOTO M3MKUTBAHE, MOXKE Ja Jaje HHOPMHUPAHO ChIlacue 1o ai. 1,
T. 3 u an. 2. UndopMupaHOTO CHIIIACHE 32 YUaCTHE B KIIMHUYHO U3IUTBAHE MOXKeE 13 Ob/I€ OTTETIICHO
0 BCSIKO BpeMe 0e3 OTpUIIATEeTHH MOCIECTBUS 3a JIUIIETO.
(4) KiimHUYHOTO W3MUTBaHE BBPXY OTPAHUYCHO JEECIIOCOOHO ITBJIHOJETHO JIMIE MOXE J1a Ce
MPOBEXKA ClIe]] MOJy4aBaHe Ha MUCMEHO MH(POPMHUPAHO ChIIAcHe OT JIULETO U OT 3aKOHHUS MY
npencraButen. Ha orpannyueHo 1eecriocoOHO ITBIHOIETHO JIMIE Ce MPeaocTaBsi HHYOpMAIHsITa 110
an. 1, . 1 B CbOTBETCTBUE C HEroBaTa CIOCOOHOCT 3a pasdupane. M3pHuHOTO My >KelaHHE Ja ce
OTTETJM 1O BCSKO BpeME OT KIMHUYHOTO H3MUTBaHE TPsAOBa Aa ObAEC B3ETO NHPEABHI OT
U3CcIeI0BaTeNsl, a Ipu HeOOXOIMMOCT - OT TJIABHUS U3CJIEI0BATEIL.
(5) Undopmupano ceriacue 3a HEIEECIIOCOOHO ITBIHOJETHO JIUIE MOXKE Ja JajJie 3aKOHHHUAT MY
MIpeICTaBUTEN.
(6) B ciryganTe mo 4. 162, an. 3 ot 3akoHa 3a 3/ipaBeTo MHPOPMHUPAHO ChIIIACHE JaBa HA3HAUYEHOTO
OT ChJ1a JIHIIE.

Y. 38. (1) KnuanyHOTO M3NUTBAaHE BHPXY MAIOJETHO JIMIIE MOXKE J1a CE IPOBEXK 1A CIIe]]
MoJlydyaBaHe Ha MUCMEHO MHPOPMHUPAHO ChIJIacHe OT 3aKOHHHUTE MY IMPEACTABUTENH - OT JBamara
POAUTENN WJIA OT HACTOMHHUKA HA JIMIETO, IPU Cla3BaHe W3UCKBaHUATA HA wi. 37, an. I, . 1u2 u
an. 3. Korato equHUAT poAnUTEN € HEM3BECTEH, MOYMHAI UITU € JIMIIEH OT POAUTEICKU MIPpaBa, WK He
ca My IIpelOCTaBeHM TaKuBa MpaBa B CIy4yauTe Ha pa3Boj, MUCMEHO MHPOPMHUPAHO ChIJIacHe JaBa
POIUTENAT, KOUTO yIpakHsIBa POAUTEICKUTE MPaBa.

(2) KnuHMYHOTO U3NMUTBaHE BbPXY HEMBJIHOJIETHO JIMIIE MOXKE J1a CE MTPOBEXKa CJe/l [0JIydaBaHe Ha
MUCMEHO MH(OPMHUPAHO ChIIACHE OT JIMIETO W OT 3aKOHHUTE MYy MPEACTaBUTENH - OT JBamaTa
POIUTENN WM OT TOTEUUTENIsI My, TIPU Clla3BaHe W3WCKkBaHuATa HAa wi. 37, ai. 1, T. 1 u 2 u an. 3.
Koraro enuHusT poauTesn € HEM3BECTEH, MOYUHAT UITU € JIMIIEH OT POAUTEIICKH MpaBa, UM HE ca My
MIPEIOCTAaBEHH TaKWMBa IpaBa B CIy4auTe Ha pPa3BoJl, MUCMEHO HH(GOPMHUPAHO ChIJIACHE JaBa
HEI'BJIHOJIETHOTO JIUIIE U POJUTENST, KOWTO YIpa)KHsIBA POAUTEIICKUTE MpaBa.

(3) Ha manoneTHOTO WJIM HEI'BJIHOJIETHOTO JIMIIE C€ IpPeNocTaBsi MHQOpMAIMs 3a ChIIHOCTTA,
3HAQUYEHHUETO, TMOCIEACTBUATA, €BEHTYAJIHUTE PHUCKOBE M MOJ3UTE OT KIMHUYHOTO M3MUTBAHE IO
pa3bupaeM 3a HETO HAYMH OT JIeKap C MpU3HATa CHEIUAIHOCT MO JETCKH OOJECTH WM JETCKU
IICUXOJIOT.

(4) Ceriacuero Ha pOAMTEIINTE WU HACTOWHHMKA TPsOBA Jla MPECTABIIsABA MperojiaracMaTa BOJIS
Ha MaJIOJIETHOTO JIUIIE U MOKe J1a ObJie OTTETJICHO MO BCSAKO BpeMe MPH MPOBEXKIaHE HA KITUHUIHOTO
M3MUTBAaHE O€3 OTPHUIATETHU MOCIEICTBUS 32 MAJIOJIETHOTO JIHUIIE U/UJIH 32 TSIX.

(5) Corimacuero Ha HEMBIHOJETHOTO JIMIIE W HA POJUTENINTE WU Ha MOMEYUTETS MOXE Ja Obae
OTTETJIEHO T10 BCAKO BPEME B IIpolieca Ha MPOBEKJaHE Ha KIMHUYHOTO U3MHUTBaHe 0€3 OTpULaTeIHU
MIOCJIEACTBHUS 32 TIX.

Y. 39. PemenneTo 3a BKIIIOYBAHE B KIIMHMYHO M3IMUTBAHE HA MAJIOJIETSH, HEITBIHOJICTCH,
HeJeecrnoco0eH MM OTPAaHUYCHO JIEECTIOCOOEH MBIHOJETeH MAIIMEeHT, KOTaTo He MOXKE Jla Ce B3eMe
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CHEIIHO UH()OPMHUPAHO CHIIACHE OT POAUTEIUTE/POAUTENS WM CHOTBETHO OT HACTOMHHUKA WU OT
MONEYUTEIISI U KOraTO HEMOCPEJICTBEHATA 1IEJ € CllacsaBaHe Ha KUBOTA MY, C€ B3eMa Hail-MaJlKO OT
JIBamMa JIeKapu, HE3aBUCUMHU OT BB3JI0KHUTEIS U OT TJIaBHUS WM KOOPAUHUPAIIHS U3CIEeI0BaTEI.

Y. 40. (1) Kiimanuno n3nuTBaHe BEPXY OPEMEHHH MOXKeE J]a ce IPEANpHEMe U ITPOBEXKIa
IpU CHa3BaHe M3UCKBaHMATa Ha 4wi. 37 caMO B CiIy4auTe, KOTraTo HsMa JAOKa3aHU Jpyru
QJITEpHATUBHU METOJM 3a U3BBPILBAHE HA AUATHOCTUKA WJIU JIEUEHUE U KOTaTO TOBA HE 3acTpallaBa
’KMBOTA U 3[[paBeTO Ha OpeMeHHaTa 1 )KU3HECIIOCOOHOCTTA Ha IJI0JA.
(2) Pemenuero 3a BKIIIOUBAHE B KIMHUYHO M3MHUTBAHE B CIIy4auTe MO aj. 1 ce B3ema OT JieKapcka
KOMHCHS, CbCTaBEHA OT CHELIMAIMCTH, HE3aBUCUMH OT BB3JIOKUTENSA U OT INIABHUS/KOOPAMHHUPAIIUs
U3CIe10BaTeNl.

Ya. 41. (1) Ilo Bpeme Ha H3MUTBAHETO YYAaCTHUKBT TPHU TIOMCKBAHE IIOJydaBa
JOMBTHATETHA HH(DOPMAIIHS OT HE3aBUCHMO OT BB3JIOKUTEISI JTUTIE.
(2) Ilucmenara mHbopMalus, TPEIOCTaBsIHA HAa yYaCTHUIUTE B KIMHUYHO W3MHUTBAHE, ChABPKA
JAaHHU 3a KOHTAKT ¢ HE3aBUCUMOTO JIMLE 110 ai. 1.

Yiua. 42. (1) Ilpu mpoBexaaHe Ha E€IHOIEHTPOBO WJIM MHOTOIIEHTPOBO KIMHHYHO
U3NUTBAHE Ha TepUTOpHsTa Ha PemyOiuka bbiarapus, Korato BB3JIOKUTENAT HE € YCTAaHOBEH Ha
TepuTopusTa Ha EBpONEWCKus ChIO3 WM Ha TEpPUTOpUATAa Ha JbpkaBa oT EBpomneiickoTo
MKOHOMMYECKO IPOCTPAHCTBO, TOM YI'BJIHOMOLIaBA CBOM MPEJCTABUTEN, YCTAHOBEH Ha TEPUTOPUSITA
Ha Peny6nuka boarapus.

(2) (U3m. - 1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) [Ipu npoBexaaHne Ha MHOTOIIEHTPOBO
KIIMHUYHO W3MUTBaHE Ha TepuTopusiTa Ha PeryOnuka bbarapus u Ha TepuTopusiTa Ha Apyra IbpKaBa
YJICHKA/AbPKAaBU WICHKH, W/WIM Ha TEpUTOpHATAa Ha Jbp)KaBa/IbpkKaBu OT EBpomenckoTo
MKOHOMHMYECKO IIPOCTPAHCTBO, H/UIIM HA TEPUTOPUATA HA TPETA IbPHKABA, KOTaTO BBH3IOKHUTEIST HE
€ YCTaHOBEH Ha TEepUTOpHATa Ha EBpONEUCKHs CBIO3, TOW YI'BIHOMOLIABA CBOW IIPEICTAaBUTEIL,
YCTAaHOBEH HAa TEPUTOPHUATA Ha JIbpKaBa WICHKAa WIM IbpkKaBa OT EBpONENHCKOTO MKOHOMHYECKO
IIPOCTPAHCTBO.

(3) YObJIHOMOIIEHUAT MPENCTaBUTEN MO al. | uiau 2 HOCH OTTOBOPHOCT 3a IMPOBEXKIAHETO Ha
KIMHUYHOTO W3MWTBAaHE Ha TepuUTOpHsATa Ha PemyOnuka bbiarapus chriiacHO AeWCTBAIIOTO
3aKOHOJAATEJICTBO.

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

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

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

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

Y. 43. (U3m. - IB, Op. 110 ot 2008 r., B cmia ot 21.03.2010 r.) (1) Kiunnynoro
M3IUTBaHE C€ U3BBPIIBA O] PHKOBOJCTBOTO HA U3CIIEI0BATEIL.
(2) KoHTpoabT BBpPXYy KIMHUYHOTO W3MUTBAHE CE€ U3BBPIIBA OT BB3JIOKHUTENS WIX OT
YI'BJIHOMOIIIEHUST MYy TNpeacTaBuTed 1Mo wi. 42, an. 1 uiaM 2, wiM OT Ha3HAYeHO OT HEero JuIe -
HabJr01aBall.
(3) Ilo Bpeme Ha KIMHHYHOTO H3MUTBAHE JIeKap, ChHOTBETHO JieKap MO JEHTaJlHa MEIHIIMHA,
MpoCIiesiBa  3/IPABOCIIOBHOTO CBCTOSHUE Ha YYacTHMKAa M TIPH HEOOXOTUMOCT MpearpueMa
CHOTBETHUTE MEUIIUHCKU MEPKH.
(4) M3uckBanusita KbM BB3JIOKHUTECIIA, TJIaBHUA WM KOOPAHWHHUPpAIIUA HU3CICAOBATCII U KbM
HaOJI0AaBALIMS U TEXHUTE 3aIbJDKCHUS MTPU MPOBEXKJaHE HA KIMHUYHOTO U3MUTBAHE CE€ ONPEAeIsT
¢ HapenOaTa 1o 4. 48, ai. 2.

Y. 44. (1) Bp310XUTENAT U TIaBHUAT WM KOOPAMHUPAIIUAT U3CIEAO0BATEN CKIFOYBAT
JIOTOBOP 3a 3acTpaxoBKa, MOKPHBAIA OTTOBOPHOCTTA MM 3a MPWYMHCHHTE TPHU WIA TIO0 TOBOJT
MIPOBEKIAHETO HA KITMHUYHOTO U3MUTBAHE HEMMYIIIECTBEHH U IMYIIIECTBEHH BPEIM HA YUaCTHUIUTE.
(2) (U3m. — JIB, 6p. 84 ot 2018 1., B cruta o1 12.10.2018 r.) BB310KUTENAT HOCH OTTOBOPHOCT B
cllydaii Ha YBpEXKJaHe Ha 3/[PaBETO WIH HA CMBPT, IPUUMHEHH MPHU WK TI0 TIOBO/] MPOBEKIAHETO HA
KIIMHUYHOTO W3MMTBaHE, KOraTO W3MUTBAHETO € IPOBEXKIAHO CHIVIACHO W3UCKBAHUATA H
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nporeaypure Ha ogo0peHus ot ETudHaTa KoMUCHs 32 KIMHUYHU W3NUTBaHus 1o wi. 103, an. 1 ot
3aKoHa 3a TEKapCTBEHUTE MPOAYKTH B XyMaHHATA MEIUIIMHA TUIaH.

(3) (U3m. — JIB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) ['MaBHUAT WM KOOPIUHUPAIIHSIT
M3CIIeI0BaTE] HOCHM OTTOBOPHOCT B CIy4yail Ha yBPEXKIaHE Ha 3PaBETO WM HA CMBPT, IPUUUHECHH
IIPYU WJIK TI0 MTOBOJI MTPOBEXKAAHETO HA KIMHUYHOTO MU3MUTBAHE, KOTAaTO HE ca CMa3eH! U3UCKBAHUATA
U Tipolieiypute Ha o100peHust or ETnuHaTa koMucus 3a KIIMHUYHYA W3nuTBanus no wi. 103, an. 1 ot
3aKoHa 3a JIEeKapCTBEHUTE MPOJAYKTH B XyMaHHATa MEIUIIMHA TUIaH.

Pazgen 11
Pa3spemenne 3a npoBexx1aHe HA KJIMHUYHO U3NUTBAHE

Yia. 45. (1) (U3m. — JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Knunnunure
M3NUTBAHUSA HAa MEIUMUMHCKU u3aenus mo ui. 2, an. 1, 1. 3 or wiac Ill, Ha uMmmimantupyemu
MEIUIMHCKH U311 Ha MHBA3UBHU MEAMIIMHCKH U3JIENHS 32 IPOABDKUTEIHA yIoTpeda 1o 4. 2,
an. 1, . 3 or xnac Ila unu 116 m Ha w3genusTa mo wi. 2, an. 1, T. 2, KOUTO C€ MPOBEXKAAT Ha
teputopusaTa Ha PenyOnuka bbarapus, moraTr ga 3amo4Har ciief] MOJiydaBaHe Ha Pa3pelieHHe OT
m3nbJHATENHUA aupektop Ha MAJL, m3maneHo cnex nocrenBaHe B MAJI Ha IOJIOXKUTETHO
craHoBulle oT ETuyHata KoMucCHsA 3a KIMHUYHU u3nuTBaHus mo wi. 103, an. 1 ot 3akonHa 3a
JIEKApCTBEHHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

(2) (U3m. u mon. — 1IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) KnnHu4HUTE M3NUTBAHUS HA
MEIUIUHCKU H3JENHs, Pa3IMyHd OT TE3W MO ald. 1, KOUTO ce€ NMPOBEXKJAT Ha TEPUTOPHATA Ha
PenyOnuka bbarapus, Morar j1a 3arioyHat ciieji yBeAOMsIBaHE Ha U3IIBIHUTEIHUS qupekTop Ha AT,
KOraTo KOMHUCHSTa 10 eTuKa 1o aj. 1 e gana Ha MAJI mosoxuTeTHo cTaHOBUIIIE.

(3) Pasnopen6ute Ha an. 1 u 2 ce npuarat u 3a MeIMUMHCKU u3zaenus ¢ HaneceHa "CE" mapkupoBka,
KOraTo KJIMHUYHUTE U3MUTBAHUSI CE MPOBEXKAAT C LT CMSIHA HA TTPEIHA3HAYCHUETO HM.

Y. 46. (M3m. — JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) Bp3noxurensat uim
TJIABHUAT WM KOOPJIWHHUPANIMAT HW3CIEAOBAaTE II0/JaBa 3asBJIICHUE 32 YBEIOMSBaHE WU
paszpelaBaHe 3a MpoBeXAaHe Ha KITMHUYHO u3nuTBaHe 10 MAJL

Yu1. 47. (Otm. — /1B, 6p. 84 or 2018 ., B cuna ot 12.10.2018 1.).

Y. 48. (1) (U3m. u nom. — /1B, 6p. 84 ot 2018 1., B cua ot 12.10.2018 r.) 3a mony4yaBane
Ha CTAaHOBUIIIE OT KOMUCHSTA 110 WI. 45, aj. | TJIaBHUAT, CbOTBETHO KOOPAHMHHUPAIIUSAT U3CIICIOBATEI
WJIH BB3JIOXKHUTENSAT, npeactass B MAJL:
1. aAMUHUCTPATUBHA JIOKYMCHTAIINS,
2. uaopmanus 3a y4acTHUK;
3. JOKyYMEHTAIH 32 TUTaHA Ha H3ITUTBAHETO;
4. TOKyMEeHTAIus 32 U3MUTBAHOTO MEAUIIMHCKO U3JIENNE;
5. IOKyMEHTAIHs 32 TEXHUYECKUTE BH3MOXHOCTH Ha JIeYeOHOTO 3aBe[cHHE W MpodecroHaHaTa
KBaJIM(DUKAIIHS HAa U3CTIEOBATEICKHUS EKHUIL;
6. U3TOYHUK Ha (PMHAHCUPAHE U aIMUHUCTPATUBHA OPTaHHU3AINSI Ha U3ITHUTBAHETO.
(2) CpabpkaHHeTO Ha JOKyMEHTalusATa Mo ai. 1 ce ompenmens B Hapeada Ha MUHUCTbpa Ha
3JIpaBeOITa3BaHETO.
(3) (M3m. — IB, Op. 84 ot 2018 1., B cuia ot 12.10.2018 r.) Koraro xomucusta no wi. 45, an. 1
YCTaHOBH, Y€ JIOKYMEHTAIHMSTA 0 aJl. | € HeITbJIHA, TS YBEJIOMSBA 3asBUTENS B 14-THEBEH CPOK B My
JlaBa CPOK 3a OTCTPAHSIBAaHE HA HEIIBIHOTHUTE.
(4) (U3m. — 1B, 6p. 84 ot 2018 1., B cuma ot 12.10.2018 r.) Komucusita mo wi. 45, an. 1 u3rorss
ctaroBuile B 30-IHEBEH CPOK OT MPEACTABSIHETO HA BaJHMIHA TOKYMEHTAIUsI, KOETO MPEAOCTaBs Ha
NAIJL

Y. 49. (Otm. — 1B, 6p. 84 o1 2018 ., B cuna ot 12.10.2018 r.).
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Yu. 50. (1) (U3m. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r., mom., 6p. 84 ot 2018
r., Bcuna ot 12.10.2018 r.) 3a nomyuaBaHe Ha pa3pellleHUE 3a IPOBEKIAHE Ha KIIMHUYHO U3IIUTBAHE
1o ui. 45, an. 1 eTHOBpeMEHHO ¢ IOKyMeHTauusTa 1o wi. 48, an. 1 Bp3iaoxuTensat nojaasa g0 MAJI
3asiBJICHUE TI0 00pa3ell, MPUAPYKEHO ChC CIIeTHATA TIOKYMECHTAIIUS
1. uaeHTUPUKAIMOHHU JAHHU 32 MEJUIIMHCKOTO U3/IeJIie Ha XapTUEH U eJIEKTPOHEH HOCHUTET;
2. JIaH Ha KIIMHUYHOTO U3MHUTBAHE;
3. Opolirypa Ha U3CIIeI0BaTENS;
4. TOKyMEHTaIus 3a ToJlydyaBaHe Ha HH(POPMHUPAHO ChITIACHE;
5. Aexnapanusi OT IPOU3BOJUTENS Aalld CbOTBETHOTO H3ZeNMe MOXe Ja Oblie ONpeieseHO KaTo
u3gende no ui. 3, T. 2, 3 wiu 4;
6. nexapaiys OT MPOU3BOIUTEINS Al MPU MPOU3BOACTBOTO HA U3JEIHETO 1Mo wi. 2, ain. 1, 1. 3 e
M3I0JI3BaHa HEXKU3HECTIOCOOHA JKUBOTHHCKA THKAH WM HEXKU3HECTIOCOOHU MPOAYKTH, TIOTYYEHHU OT
KUBOTHUHCKH THKAaHU;
7. UMeHaTa Ha U3CIIe0BATEINTE, Ha TJIABHUS WIIH TJIABHUTE U3CIICA0BATEIH UM HA KOOPIMHUPAIIUS
M3cle0BaTeN, KakTo 1 HAMMEHOBAHUETO U aJipeca Ha JIeYeOHUTE 3aBe/ICHNUs, B KOUTO Ce MPOBExK/Ia
KIIMHUYHOTO U3IHUTBAHE;
8. HauaiHa, KpaiiHa JaTa ¥ rpaduK Ha MPOBEKIAHUTE U3CIICABAHUS;
9. (otm. — JIB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 1.);
10. pmexmaparusi, 4e MEIUIIMHCKOTO U3JEINe CHOTBETCTBA HA MPHIOKHUMUTE ChIIECTBEHU
W3HUCKBaHUS, C U3KIIFOUCHUE Ha TE31, KOUTO ¢a 00CKT Ha KIIMHUYHOTO H3ITUTBAHE, U Y€ Ca IIPEIBUICHU
BCHUYKH Mpena3Hu MepKU, HEOOXOAMMH 32 3alUTa Ha 3[paBeTo U 0€30MacCHOCTTA Ha YUACTHUIIUTE B
W3MHUTBAHETO U HA M3CJICIOBATCIICKUS CKHIT,
11. moroBop 3a 3acTpaxoBKa, MOKpPUBAIla OTTOBOPHOCTTA Ha M3CJIEIOBATENs U HAa BB3JIOKUTENS 32
MPUYMHEHUTE UMYIICCTBCHH U HEMMYIIIECTBEHU BPEIM HA YYACTHUIIMTE B M3MUTBAHETO MPH WU T10
MOBO/JI IPOBEX/IaHE HA KIMHUYHOTO U3MUTBAHE;
12. IpoeKT Ha TIOTOBOP MEXKTY BB3JIOKHTEIS U JICYCOHOTO 3aBE/ICHIC,
13. nokyMmeHT 3a MjaTeHa Takca B pa3Mmep, onpezesneH B Tapudara mo wi. 7, ai. 1.
(2) (Ot™m. - 1B, 6p. 110 o1 2008 r., B cmita ot 21.03.2010 1.).
(3) (U3m. - JIB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r., orm., 6p. 84 ot 2018 r., B cuia ot
12.10.2018 1.).
(4) (M3m. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r., ot™m., 6p. 84 ot 2018 r., B cumna ot
12.10.2018 1.).
(5) (Homa - /IB, 6p. 110 o1 2008 r., B cmma ot 21.03.2010 r.) CbabpkaHUETO HA JOKYMEHTAIUSATA 110
an. 1 ce onpexnens ¢ HapeaOara mo wi. 48, ain. 2.

Yua. S51. (1) UsnpnauTenHaTa areHuMs 1O JieKapcTBaTa OIICHSBA ToOJajeHaTa
nokyMeHTaus no wi. 50 B 60-1HEBEH CPOK OT JaTaTa Ha MOJIaBaHETO M.
(2) (U3m. - JIB, 6p. 110 ot 2008 r., B cuiaa ot 21.03.2010 r.) M3mbiHUTENHATa arcHIUS IO
JIeKapcTBaTa MOKe Jia MOMCKa JOMbIHUTEIHA HH(OpMaLIKs, CBbp3aHa ¢ JOKyMeHTanusTa 1o 4i. 50,
an. 1.
(3) B cnywaute mo an. 2 60-gHEBHUAT CPOK CIHMpa Ja Te4e 0 MPEACTaBSIHETO Ha HCKaHaTa
JOKYMEHTAITHSI.
(4) M3nbnuutennust qupexkrop Ha MAJI B cpoka 1o ait. 1 yBeiomMsiBa TUCMEHO BB3JIOKUTENS, Ye:
1. pa3peiiaBa MpoBekAaHETO Ha KIMHUYHOTO U3MUTBAHE, WIIH
2. U3MUTBAHETO HE MOXKE J]a ObJie MPOBENIEHO, KaTO IIOCOYBA MOTHBHUTE 3a OTKa3a.
(5) B cnyuauTte 1o an. 4, T. 2 Bb3I0KUTENAAT MOke B 30-THEBEH CPOK OT JlaTaTa Ha YBEIOMJIEHUETO
na npencrasu B MAJI 3asBieHne, IpOMEHEHO B ChOTBETCTBUE C U3JIOKEHUTE MOTHBH 3a HEIIPUEMaHe
Ha TPOBEXK/IaHETO Ha KIMHUYHOTO U3MUTBAHE.
(6) B 30-nHeBeH cpok OT Aarara Ha MpEACTaBsHE HAa NMPOMEHEHOTO 3asBieHue no aia. 5 MAJI
yBEIOMSIBa TUCMEHO BB3IIOKUTEINS, Ye:
1. pa3pelraBa NpoBekAaHETO HA KIMHUYHOTO U3NUTBAHE, WIIH
2. M3MUTBAHETO HE MOXKeE Ja ObJie MPOBEJICHO, KaTO IOCOYBA MOTHUBHUTE 3a OTKa3a.
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(7) IIpenuc OT pa3pemIeHUETo 3a MPOBEKIaHEe Ha KIMHUYHOTO M3MUTBAHE CE M3Ipalla B Je4eOHOTO
3aBelieHue, TOCOUEHO B 3asiBICHUETO 1Mo wi. 50, an. 1.
(8) IIpu Henpou3HACsSHE B CPOKA 1O all. | BB3JIOKHUTEIST MOKE J1a 3aTI0YHE U3CIICIBAHETO BEHAra.

Yu. 52. (1) M3nbaaurennust aupexkrop Ha MAJI MOTHBMpaHO OTKa3Ba M3JaBaHETO Ha
paspellieHue 3a MPOBeXJaHe Ha KJIMHUYHO M3MHUTBAaHE HA TepuTopusita Ha Pemybnuka bbiarapus,
KOraro:

1. He ca mpelCcTaBeHU JOCTaThYHO JOKA3aTEeICTBA 32 OYaKBAHUTE HAYYHU M MEJAUIIMHCKH MOJ3U OT
ynorpe0dara Ha MEIULIMHCKOTO U3/IENNE;

2. He ca peACTaBeHU YOeIUTEIHH JOKa3aTeJICTBa 3a 0€30aCHOCTTa HA YYaCTHULIUTE B U3MIUTBAHETO
W/WIIM Ha U3CIIeIOBATEIICKHS SKHUIT;

3. mpenoctaBeHata HHQpOpMAaIUs 3a OLEHsABaHE Oe30MacHOCTTa Ha KIMHUYHOTO M3MHUTBAHE €
HE/I0CTAaThYHA,;

4. neficTBMETO Ha U3EIUETO HE OTrOBaps Ha MpEeAHA3HAYEHUETO, ONPEIEIICHO OT MPOU3BOAUTEIIS;
5. (moBa — [IB, Op. 84 or 2018 r., B cuna ot 12.10.2018 r.) HAMA MOJOKHUTEITHO CTAHOBHIIE HA
KOMHCHATA I10 WiI. 45, ai. 1.

(2) OTtka3zsT o an. 1 moiexxu Ha oOKajaBaHe Mo pefa Ha AJIMUHUCTPATUBHOIIPOIIECYATHUS KOJEKC.
(3) (U3m. - [IB, 6p. 110 or 2008 r.) M3nbaHuTenHaTa areHIus MO JIEKapcTBaTa yBEIOMsBa
PETYJIATOPHUTE OPTaHU Ha JIPYTHTE IbPXKABU UYICHKH, PErYIaTOPHHUTE OPTaHH Ha JBPIKABHTE OT
EBporeiickoTo MKOHOMHYECKO MpocTpaHcTBO M EBpormelickata KOMUCHS 32 OTKasza mo ai. 1 u
MIPEJICTaBs MOTHBHTE 32 TOBA.

Y. 53. (1) BB3IOKUTENAT MOXKE O BCSKO BpeMe Ja MpaBH MPOMEHH B IUIaHA Ha
KIIMHUYHOTO M3IHUTBAHE, PA3JIMYHU OT CHIIECTBEHUTE MPOMCHHU.
(2) (U3m. — [IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cnydaute no an. 1 BB3NMOKHUTENAT
ChXpaHsIBa JJOKYMCHTAIUATA, CBhP3aHA C IPOMEHUTE, U 5 Tipenoctanst Ha MAJL.

Yu1. 54. (1) Bb310XKuUTENAT MOXKE 2 MPUIOKH MJIAHUPAHU CHIECTBEHU MPOMEHH B IIJIaHA
Ha KIMHUYHOTO M3MHUTBAHE.
(2) (U3m. — [IB, Op. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cnydaute no an. 1 BB3NMOKHUTENAT
1oJ1aBa 3asiBIICHUE, TPUIPYKEHO C TOKYMEHTAlus, CBbp3aHa ¢ mpomenute, 10 MAJL
(3) (M3m. — 1B, 6p. 84 ot 2018 r., B cmia ot 12.10.2018 r.) B cpok no tpu auu MAJI npenocrass
3asBJICHUETO W TIPHUApPYKaBaIlaTa To JOKyMEHTallMs Ha KoMucusTa no 4i. 45, an. 1, xosto B 15-
JTHEBEH CPOK OT MOJy4aBaHETO UM M3TOTBs CTAHOBUIIE U TO TipenoctaBst Ha MAJL.
(4) (U3m. — JIB, Op. 84 ot 2018 1., B cuna ot 12.10.2018 r.) B 15-1HeBen cpok or gatata Ha
MOJIy4aBaHe Ha CTAHOBUIIIETO MO al. 3 U3MBIHUTENHUAT AupekTop Ha MAJI:
1. m31aBa MOITBJIIHEHHE KBbM pPa3pelIeHHeTO 3a MPOBEXIaHE Ha W3IUTBAHETO, C KOETO OJ00psBa
MpoMsIHATA Ha IJIaHa, WK
2. MOTHUBHUPAHO OTKa3Ba ChUIECTBEHA MTPOMSHA IO aj. 1.
(5) Otka3sT no ain. 4, T. 2 He MOANEKH Ha 00XKaJIBaHe.
(6) Axo B cpoka 1o aJi. 4 3asBUTEIIAT He moayuu oTtka3 oT MAJI, Toit Moxe 1a mpoBexaa KIMHUYHOTO
W3MHUTBAaHE CHIIACHO MPOMEHEHUS TIIaH.
(7) (Homa - 1B, 6p. 110 ot 2008 1.) B cmygaure no ain. 4, T. 2 mpu MHOTOLIEHTPOBO u3nuTBane MAJI
yBEIOMSIBA PETyIaTOPHUTE OpraHH Ha 3aCETHATUTE IbPKaBU YWICHKU WIH PETyIaTOPHUTE OpraHH Ha
abpkaBuTe 0T EBpONEickOTO HKOHOMUYECKO MPOCTPAHCTBO, aKO YUaCTBAT B U3MTUTBAHETO, 32 OTKA3a
Y TIPEJICTaBsi MOTUBUTE 32 TOBA.

Y. 55. (1) Ilpu BB3HMKBaHE Ha HOBHM OOCTOSTEJICTBA, KOWTO MOraT Ja 3acTparmiar
0e30macHOCTTa Ha YYAaCTHUIMTE B KIMHUYHOTO H3MUTBAaHE MO BpPEME Ha IMPOBEXKIAHETO MY,
BB3JIOKHUTCIIAT U U3CICAOBATCIIAT MpEANpHEMAT CICIIHHM MCPKHU 3a 3aliuTara MM OT BHE3AIMTHO
BB3HUKHAJIUTE PUCKOBE.

(2) (U3m. - IB, 6p. 110 ot 2008 1.) B ciiydaute no an. 1 Bb3IOKUTENIAT MOXKE J1a:
1. M3BBPIIM IPOMEHH B TUIaHA HA KJIMHUYHOTO U3MHUTBAHE;
2. IMPEKpaTu KIMHUYHOTO U3IMMUTBAHC MMPEAN NPCABUACHUA B IJIaHA HA KIMHUYHOTO U3IUTBAHC CPOK.
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(3) (U3m. - AB, 6p. 110 ot 2008 r., 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Bu3noxurensar
He3abaBHO nH(popmupa MAJI 3a:

1. mpennpueTnTe MEPKHU, IPUIMHUTE 32 HAIATaHETO UM M IPOMEHHTE B IUIAHA;

2. mpekparsBaHe Ha KIMHMYHOTO HM3MUTBAaHE NpPEAM NPEIBUACHHUS B IUIAHA CPOK U MPEACTaBs
MOTHBHTE 32 TOBA.

(4) (Hosa - 1B, op. 110 ot 2008 r.) B cnyuaute no an. 3, T. 1 MAJI yBenomsiBa perynaTopHUTe
OpraHM Ha 3aCerHaTHTE AbPXKABU WICHKH WIH PEryJaTOpHUTE OpraHH Ha IbPXKABUTE OT
EBponeiickoTo MKOHOMHYECKO MPOCTPAHCTBO, KOUTO y4acTBAT B M3IUTBAHETO, 3a MPEINPUETUTE
MEpKH M 3a IPOMEHUTE B IIAaHA U MTPEJICTaBsl MOTUBUTE 32 TOBA.

(5) (Hosa - 1B, op. 110 ot 2008 r.) B cnyuaute no an. 3, . 2 MAJI yBenomsiBa peryiaTopHUTE
OpraHM Ha JPYruTe IbpP)KaBU WICHKH, PETYIATOPHHUTE OPraHU Ha JAbpXkaBuTe OoT EBpormeiickoTo
MKOHOMHYECKO MPOCTPAaHCTBO M EBpomeiickara KOMUCHS 3a MPEXAEBPEMEHHOTO MPEKpaTsSBaHEe Ha
KJIMHUYHOTO U3MHUTBAHE U MPEJCTaBs MOTHBUTE 32 TOBA.

Y. 56. (1) (U3m. - IB, Op. 110 ot 2008 1., B cuina ot 21.03.2010 r.) Bb3noxurenst Ha
KIIMHUYHOTO M3MUTBAHE € JUIbXKEeH Aa npenoctaBs Ha MAJI npu mouckBaHe JOKYMEHTAIHs, KOSTO
ChIIbpPIKA!

1. 006110 OMMCaHUE HA U3/ICIMETO U Ha HErOBOTO NPEIHa3HAYCHHE;

2. TPOCKTAHTCKH YEPTEKH, TIPOU3BOJCTBEHH METOJIM, BKIIOYHUTEIHO I10 OTHOIICHHWE Ha
CTepUIIM3aIUATa, TUarpaMu Ha KOMIIOHEHTH U JeTaljIi, HAYMHHU Ha CBHP3BaHE U JIPYTH;

3. omricaHue U OOSICHEHUS Ha YSPTEIKUTE U JUATPAMHUTE U JICUCTBUETO HA MEAWIIMHCKOTO H3JICITHUE;
4. pe3ynTaTUTe OT aHAJIN3a HA PUCKA U CIHUCHK HA MPHUIIOKEHUTE HAITBIIHO WJIM YACTHYHO CTaHIApTU
mo wi. 13, ann. 1 u onrcaHue Ha MPUETUTE TEXHUYSCKU PEIICHHMSI 32 OCUTYPSIBAHE Ha ChOTBETCTBUE
ChC CHIIECTBCHUTE M3UCKBAHUs, KOTaTO CTAaHJIAPTUTE HE ca MPHUIIOKCHH;

5. pe3ynTaTuTe OT M3MHMTBAHUATA, ITPOBEJCHU OT PETyJIATOPEH OpraH Ha Jbp)KaBa WICHKA WJIH OT
EBpomneiickara areHmus 1o JieKapcTBaTa MPH OIECHSBAHETO HAa KAdyeCTBOTO M O€30mMacHOCTTa Ha
BEIIECTBOTO 10 CMUCHJIA HAa WI. 3, T. 2, 3 win 4, KaKTO ¥ IIPH OICHABAHETO Ha I0JI3aTa OT HETO BHB
BpB3Ka C MPeTHa3HAYCHUETO Ha U3JICITUETO;

6. TPEANPUETHTE MEPKH 3a HaMallIBaHC Ha PUCKAa OT MH(EKIUHU, BKIIOYCHH B CHCTEMaTa 3a
yIpaBJeHHE Ha PUCKA B CIIy4auTe Ha U3JENUe Mo Wwi. 2, al. 1, T. 3, mpu MpPOU3BOJCTBOTO HA KOETO €
W3I0JI3BaHa HEXKU3HECIIOCOOHA )KUBOTHHCKA ThKaH WIIM HEXKU3HECTIOCOOHU TIPOTYKTH, TIOTYYSHH OT
’KUBOTUHCKH ThKaHH;

7. pe3ynTaTUTe OT MPOCKTAHTCKUTE W3YHCICHUS W IPOBEICHUTE TPOBEPKU U TEXHHUYECKU
M3IATBAHUS.

(2) M3m. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Bb3noxurensit Ha KIMHUYHOTO
W3MHUTBAHE € AJIBKEH J1a ChbXpaHsBa JTOKYMEHTalUsATa 1o aj. 1 3a cpok 15 roguHu ciies] 3aBbpIiBaHe
Ha KJIMHAYHOTO M3MUTBAHE - 33 U3JICHSITA 110 WI. 2, . 1, T. 2 ¥ 32 UMIUTAHTHPYEMH U3JICITHSI 10 Y.
2,an. 1, .3, u 5 roguny - 3a u3AeAUATa M0 wi. 2, ain. 1, T. 1.

(3) (U3wm. - [IB, 6p. 110 ot 2008 1., B cruta ot 21.03.2010 r.) [Ipon3BOaUTENAT € ITHKEH J1a OCUTYPU
MPOM3BOJICTBEH TPOIEC, MPH KOWTO MEIUIWHCKUTE H3JENUs, NpeJHAa3HAYeHH 3a KIWMHUYHO
W3MHATBAHE, Ce MPOU3BEXKIAT B CHOTBETCTBUE C JOKYMEHTAITUATA 110 L. 1.

Yu. 57. (1) (U3m. — 1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) B cpok 90 nuu cnen
MIPUKITFOYBAHE HA KIIMHUYHOTO W3IHUTBAHE BBH3IOKHUTEIAT mpenactaBs B MAJl okoHYaTeneH JOKIIa,
KOWTO CHhABPIKA ONMKUCAHUE Ha METOJIOJIOTUATA U OPraHU3AIHITa, KPUTHYHA OI[EHKA M CTATUCTHYECKU
aHaJIN3 Ha TIOJTyUYECHUTE JIAHHHU.

(2) HoxmansT mo ain. 1 ce moamucBa OT BB3JIOKHUTENS U OT BCUUKH U3cienoarenu. Korato HAKOM OT
M3CIIEI0BATEIINTE OTKAXKE JIa IO MOAIHIIE, TOH Ipujiara MMCMEHO MOTHBHTE CH.

(3) Hoknagst mo an. 1 06001maBa 1aHHUTE, TOTYYE€HU OT BCUYKHU JICYEOHU 3aBEACHUS U OT BCUYKHU
YYaCTHHUIN B U3ITUTBAHETO.

(4) JluuauTe NaHHU HA YYACTHUIIMTE B U3MHUTBAHETO, ChBPIKAIIM C€ B JOKJIAAa 1o ai. 1, TpsOBa aa
ObJIaT KOJUpaHH.
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Y. 58. (1) V3mpaHuTeTHATA areHIMs 10 JIEKapCcTBaTa BOJIW PETUCTHP HA U3MIJICHUTE U
OTHCTUTC PA3PCHICHUS 3a IMIPOBCIKAAHC HA KIIMHUYHU U3IMUTBAHUS.
(2) M3nbiHuTENHATA areHuus MO JieKapcTBaTa OpraHU3Upa W Ch3JaBa CHCTEMa 3a perucrpaius,
aHaJIu3 Hu O606IJ_IaBaHe Ha HACTBIWJIXW HWHIOUACHTH C MCAWLUUHCKU H3JCIUA II0 BpPCMC Ha
MIPOBEXKIAHETO HA KIMHUYHUTE U3NIUTBAHUA.
(3) Ilponenypara mo mpociensBaHe Ha O€30MACHOCTTa HAa MEIUIIMHCKHATE W3JEIHUS B XOoJa Ha
KJIIMHUYHOTO M3MMUTBAHE CE OIpeieis B Hapeadara no wi. 48, an. 2.

Ya. 59. (1) M3neaaurennusat nupekrop Ha MAJL Moxe cbhC 3amoBe; BpEMEHHO Jia CIpe
MIPOBEKIAHETO HAa U3MUTBAHETO WU Ja o MPeKpaTu, Koraro:
1. M3NUTBAHETO Ce€ MPOBEXKJA IPU YCIOBUS, PANIMYHU OT ONPEACIICHUTE NpPU H3JaBaHE Ha
pa3pelieHueTo;
2. e HajMIIe UHPOPMALIKS 32 ONIOPOYABAHE HAyYHATA BAUAHOCT HA U3IMMTBAHETO;
3. ChILIECTBYBA PUCK 32 0€30IaCHOCTTA HA YUaCTHUIUTE.
(2) llpenu na npeanpueme aercreusita no ai. 1, MUAJI nucmeno yBenomsiBa 3a HaMEpEHUSITA CH:
1. BB3MOKUTENSI U KOOPAMHUPAIINS U3CIEA0BaTEN, OTTOBOPEH 3a MPOBEXKJAHE HAa UIHUTBAHETO HA
BCUYKH JIEUEOHU 3aBE/ICHUs, WIN
2. BB3JIOXKUTENS U TJIaBHUSI U3CJeI0BaTell, OTTOBAPAIL 32 ChOTBETHOTO JIeYeOHO 3aBe/IeHUE, KbAECTO
Tpsi0OBa J1a ce CIIpe U3IMUTBAHETO.
(3) B 7-nHeBeH cpokK OT YBEJOMIICHHETO 10 aJl. 2 BH3JI0KUTENAT UITH TTIABHUAT WIH KOOPAUHUPAILIUSAT
M3CIIeI0OBaTE MOXKE Jla IIPEIOCTaBU MUCMEHH o0sicHenust 10 MAJL.
(4) AnuHes 2 He ce mpujiara, ako ChIIECTBYBa HEMTOCPEACTBEH PHUCK 3a 3/IPaBETO M OE30MacHOCTTa Ha
YYaCTHULIUTE B U3IUTBAHETO.
(5) 3amoBenTa mo an. 1 moxxe na ObAe oOXkaliBaHa MO peAa Ha AJIMHHHUCTPATUBHOIPOLIECYATHUS
KOJIEKC, KaTO 00KaJIBAaHETO HE CIIMpPa U3IIbJIHEHUETO.
(6) I'maBHUAT WM KOOPAWUHUPALIUAT H3CIEAOBATEN YBEIOMSBA YYAaCTHULUTE B KIMHHYHOTO
M3IMUTBAHE 3a 3a10BeATa 10 ail. 1.

Y. 60. (M3m. - IB, 6p. 110 ot 2008 1.) (1) [Ipu npekpatsiBane Ha KIMHUYHOTO U3ITHTBAHE

M3MBITHUTETHUAT qupekTop Ha MAJl yBenomsiBa He3a0aBHO peryJaTOPHUTE OpraHHW Ha JTbPIKABHTE
YJIEHKH WJIM PETYIaTOPHUTE OPTaHu Ha IbPKaBUTE OT EBPONECKOTO HKOHOMUYECKO MPOCTPAHCTBO
u EBporneiickaTa KOMHCHS 32 3a0Be/Ta 1Mo Wi. 59, an. 1 u npeacTaBs MOTHBUTE 32 TOBA.
(2) B ciiyyaii Ha BpeMeHHO CIpaHe Ha KITMHUYHOTO U3NMUTBaHE U3MTBIHUTETHUAT qupekTop Ha MAJL
yBeJIOMsIBa He3a0aBHO peryJaTOPHUTE OPraHu Ha 3aCETHATUTE IbPIKaBH WICHKH WM Ha TbPIKABUTE
oT EBponeiickoTo HKOHOMHYECKO MPOCTPAHCTBO, KOUTO y4acTBaT B U3MHUTBAHETO, 32 3aMIOBENTA 1O
wi. 59, an. 1 u mpencTaBs MOTHBUTE 32 TOBA.

Yu1. 60a. (Hos — /1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) U3nbaHuTENHATA areHIINS
[0 JIeKapcTBaTa M KomucusiTa no uia. 45, an. 1 oOMmeHAT MHOpManMs OTHOCHO KIMHUYHUTE
M3MUTBaHUSA MO CITY’K€OEH IIbT.

I'naBa yerBbpTa
HOTH®UILIUPAHU OPT'AHU

Yu. 61. (U3m. - [IB, 6p. 60 ot 2011 ., B cuna ot 5.08.2011 ., 6p. 38 ot 2015 ., B cuna ot
26.05.2015 1.) (1) Paspemenue 3a oleHsBaHE Ha CHOTBETCTBHETO HAa MEIUIIMHCKH W3ICIIHS,
BKJIFOYMTEIHO OLIEHSBaHE HAa KIIMHUYHUTE JJAHHH, C€ U3/aBa Ha (HU3UYECKO WU IOPUINYECKO JIUIIE,
perucTpupaHo no THProBCKUs 3aKOH, OT U3IIBIHUTENHMS nupekTop Ha MAJL.

(2) M3mpaHMTENHATA areHIMS 0 JIEKapcTBaTa € ONpeAessIl OpraH o cMUchia Ha wi. 1, Oyksa "n"
ot Pernament 3a u3nwiaenne (EC) Ne 920/2013.

(3) JInnero, K0eTo KaHAMAATCTBA 32 U3/1aBAHE HA Pa3peLECHHUE 3a OLICHSBAHE HA CbOTBETCTBUETO Ha
MEAUIMHCKN u3aenus, nogasa 10 MAJI Ha enexkTpoHEeH HOCUTEN 3asiBI€HHE MO 00pasel ChIIacHO
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npunoxxenue Il ma Pernament 3a m3nwiaaeHue (EC) Ne 920/2013, B koeTo mocouBa M3JAEHUATA H
MPOLIEYPHUTE, 32 KOUTO KaHIUAATCTBA, chepuTe HA KOMIIETEHTHOCT U MOAPA3/ICICHHUITA HA TE3U
cdepu — upe3 U3MoI3BaHe Ha KOJOBETe OT MH(OopManMoHHaTa cucTeMa Ha EBponeiickaTta koMucus
NANDO (Horudunmpanun u ompeneneHn opranu oT HoOB moaxoi), W NPHIOKEHHUATa KbM
3asBJICHUETO, MOocoueHH B npuiioskeHue II Ha Permament 3a uanbianaenue (EC) Ne 920/2013 1.

(4) 3asBUTENAT 3aIUIallla TaKCa 32 U3JaBAaHE Ha pa3pellieHUE 3a OLICHSIBAaHE Ha ChOTBETCTBUETO Ha
MEIUIMHCKHU U3/eNus B pa3Mep, orpeeseH B Tapudara mno wi. 7, ai. 1.

Yia. 62. (U3m. — JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) (1) Ouensisanero Ha
JIUIIETO, KOETO KaHJIMIATCTBA 3a pa3pelicHHe 3a OICHSIBAaHE HAa ChOTBETCTBHETO HAa MEIUITUHCKH
W3JIeNHsI, CE HM3BBPIIBA OT CEKCIEPTHA KOMHCHS, OMpeielieHa ChC 3alOBEl Ha H3IMBIHUTCIHUS
mupektop Ha MAJL Tlpum HEoOXOoaMMOCT B KOMHUCHITAa MOrar Ja ObJaT HPHUBJICUYCHU BHHIIHH
EKCIIePTH, KOUTO MPUTEKABAT 3HAHUSI U IPAKTUIECKH OIMUT B 00JIACTTa HA CHOTBETHUTE MEIUITTHCKI
H3ICITHSL.
(2) Koraro numero, KOeTO KaHAWAATCTBA 3a M3JaBaHE Ha pa3pelieHHEe 3a OLICHSIBaHE Ha
ChOTBETCTBHUETO HA MEAUIIMHCKU U3CIHS, € IIOCOYMIIO B 3asBJICHHETO 1O Wi. 61, ai. 3 MEAUIIMHCKU
u3aenus o wi. 2, ain. 1, . 1, MAJI u3pbpiiBa omieHkara mo peaa Ha 4i. 62a.
(3) Koraro numero, KOeTo KaHAWAATCTBA 3a M3JlaBaHE Ha pa3pelicHHE 3a OICHSIBaHE Ha
CHOTBETCTBHUETO HA MEIUIIUHCKH W3S, € [IOCOUMIIO B 3asBJICHUETO IO Wi. 61, ai. 3 MEAUIIMHCKUTE
u3aenus mo wi. 2, an. 1, 1. 2 unu 3, MAJI u3BbpiiBa orieHKaTa 1o peja Ha wi. 62a oT TO34 3aKOH U
Ha 4. 3 ot Pernmament 3a u3nwiaenue (EC) Ne 920/2013.
(4) VsmpiHMTEIHATA areHIIMS 110 JISKapCTBaTa Mpuiiara KpUTEPUUTE 3a OIISHSBAHE HA JIMIIETO 110 aJl.
2 uiu 3 B choTBETCTBUE C npriioxenue [ ot Pernmament 3a m3nwiiaenue (EC) Ne 920/2013.

Y. 62a. (Hos — JIB, 6p. 38 or 2015 ., B cuya ot 26.05.2015 1.) (1) ExcriepTHara komucust
o wi. 62, ain. 1, a Korato € IPUJIOKUMO — IMapajIeIHO, KOMUCHS OT MPEJCTAaBUTEIN HA OMPEIEIAIIN
OpraHd Ha APYTU JBE Ibp>KaBU WICHKU U IMpeacTtaButen Ha EBpormelickata KOMUCHS, U3BBPUIBAT
TperJie]] Ha MolajieHaTa JOKYMEHTAIIHS.
(2) Korato ce ycTaHOBAT HEMBJIHOTH M HECHOTBETCTBUS C M3HUCKBaHHUATA HA JIOKYMEHTAIIUATA,
VM3OBJIHATETHUAT gupekTop Ha WAJl yBenomsiBa NHUCMEHO 3asgBUTENSI 3a TOBa M OIpPEACIA
JIBYMECEUYEH CPOK 3a OTCTpaHsBaHETO UM. Jlo OTCTpaHsBaHE Ha HEMBJIHOTUTE U HECHOTBETCTBUATA
CPOK®BT 1O Wi. 63, an. 1 wim 2 cnupa 1a Teye.
(3) Koraro 3asBuUTENAT HE OTCTPaHH HEMBIHOTHUTE U HECHOTBETCTBUATA B CpPOKa IO al. 2,
mpoIrieIypara ce nmpeKkparsipa.
(4) B 75-1HeBeH Cpok OT aTaTa Ha MMojjaBaHe Ha BaJuAHA JOKYMEHTAIHs 1Mo 4. 61, an. 3 komucusra
M3BBPINBA, CHOTBETHO KOMHUCHUMTE MO aj. | M3BBpIIBAT MpPOBEpKa Ha MSCTO 3a YCTAaHOBSIBAHE
KOMIIETEHTHOCTTA Ha 3asABUTEIISI U Bb3MOXKHOCTTA J1a U3IBJIHABA 3asBEHUTE MPOLIEYPH 32 OLICHSBAHE
Ha CHOTBETCTBUETO, BKIIOUMTEIHO MPOBEPKAa HAa MSCTO HAa MOJIW3MBIHUTENSA. 3a M3BBPIIBAHE HA
MPOBEpKa Ha MSICTO Ce 3aruialia Takca B pa3Mep, omnpeseneH B Tapudara mo wi. 7, an. 1.
(5) Koraro mpu mpoBepkara Ha MSCTO C€ YCTAHOBAT HECHOTBETCTBHUS MEX]Y IpeCcTaBeHATa
JOKYMEHTAIUS M M3UCKBAHUATA 32 OIICHSIBAHE Ha ChOTBETCTBHUETO, OMPEICTICHH B HAPEAOUTE TI0 UII.
18, u3nbaHuTenHUIT qupektop Ha MAJl yBegoMsiBa MUCMEHO 3asiBUTEINSI U ONPEelis JByMECEUeH
CPOK 32 OTCTpaHsIBaHETO UM. J[0 OTCTpaHsIBaHE HA HECHOTBETCTBUATA CPOKBT IO Wil. 63, an. 1 mwnm 2
criupa Jia Teyve.
(6) Koraro 3asBUTENAT HE OTCTPAHU YCTAHOBEHUTE HECHOTBETCTBUS B OINPENEIEHUS 10 al. 5 CPOK,
M3IBJIHATENHUAT qupekTop Ha MAJI ¢ MoTHBUpaHa 3an0Be]] OTKa3Ba U3aBaHETO HA pa3pelIeHue.
(7) B 45-nHeBeH CpoK OT IMpoBepKaTa Ha MICTO KOMUCHSITA U3TOTBSI, ChOTBETHO KOMHUCHUUTE U3TOTBAT

OKOHYATEJIEH OLIEHBbYEH J0KJIa/, KOMTO ce 00sBsiBa B Oa3aTa JaHHU HAa MH(POpPMAIIMOHHATA CUCTEMA
NANDO.

Y. 63. (U3m. — 1B, 6p. 38 or 2015 1., B cuna ot 26.05.2015 1.) (1) B cimyyaute no ui. 62,
aJl. 2 B 4-MeceueH CpOK OT II0JIaBaHE Ha JOKYMEHTALUATA 110 WI. 61, ai. 3 U3NBJIHUTENHUAT TUPEKTOP
Ha MAJl BB3 ocHOBa Ha JOKJIajga mo wi. 62a, an. 7 yBemoMsBa 3asBUTENs, Y€ € O700peH 3a
HOTU(UIMpaHe, WK U3/1aBa MOTUBUPAHA 3aI0BE]] 32 OTKa3.
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(2) B cmygauTe 1o win. 62, ai. 3 B 6-MecedeH CpOK OT IMOaBaHETO Ha JOKYMEHTAIMSTa 110 9. 61, air.
3 wm3nenHUTENHUAT aupekTop Ha MAJI BB3 ocHOoBa Ha nokiaza mo wi. 62a, an. 7 yBenomsiBa
3asiBUTEIIA, Y€ € 0JJ0OpeH 3a HOTUUIMpaHe, WK U3[JaBa MOTUBHUpaHa 3al0Be]] 33 OTKa3.

(3) B cpok mo Tpu maHU OT yBemomieHueto 1o an. 1 wim 2 MAJI obsBsiBa oqoOpeHHTE THUIA Ype3
cucrtemata NANDO.

(4) UnenTndukanmoHHUAT HOMEp Ha omoOpeHus W HoTH(uuupaH npex EBponeiickata KOMUCHS
OpraH 3a OlLIEHsIBaHE Ha ChbOTBETCTBUETO, HAPHUAH MO-HATAaThK "HOTU(UIMPAH opraH", ce onpeaesns
ot EBponelickara KOMUCHS.

(5) Uznpnautennusar qupexrop Ha MAJI u3gaBa Ha HOTU(GUIIMPAHUS OPTaH 10 al. 4 pa3pelicHue 3a
OLICHSIBaHE HA CbOTBETCTBUETO.

(6) PaspemmenueTo mo aj. 5 € ¢ MakCUMaJIeH CPOK Ha BAIMAHOCT S5 roauHu. [lomHOBsABaHETO Ha
pa3pelieHrueTo ce U3BbPIIBA Mo peaa Ha wi. 62, an. 2 uinu 3.

Y. 64. (U3m. — JIB, 6p. 38 or 2015 1., B cuyta ot 26.05.2015 r.) (1) Koraro nuiiero, koeto
KaHIMJIATCTBAa 3a IOJy4aBaHE Ha pa3pelieHHe 3a OLEHSBAaHE HAa CHOTBETCTBHETO, MPEICTAaBU
cepTH(UKAT 32 aKpEAUTAIUS ChITIACHO M3UCKBAHMUs, IOCOYCHU B ChOTBETHATA Hapen0a 1o 1. 18, ce
npueMa, 4e TO MMa (YHKIMOHHpAIA CHUCTEMa IO KadyeCTBOTO, OTrOBaps Ha KPUTEPUHUTE 3a
HE3aBUCHMOCT, O€3MPHCTPACTHOCT M KOH(PUICHIMAIHOCT M TpPUTEkKaBa HeoOXoJumara
KOMIIETEHTHOCT.

(2) B cinygaute 1o ai. 1 JIMIIETO HE MPECTaBs ApYyra JOKYMEHTAIIMS, Y0CTOBEpsIBaIla CbOTBETCTBUE
C KpUTEpHUUTE 110 ai. 1.

Y. 65. (Usm. — 1B, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) [Ipouenypute 3a
OIICHSBAaHE HA CHOTBETCTBUETO, NIOCOYCHU B HApeIOHWTE MO Wwi. 18, Morar ja ce M3IBJIHSIBAT OT
HOTU(UIMPAHHU OPTaHU OT JAPYTH JbP)KaBU YJICHKH.

Ya. 66. (M3m. — JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) Pa3spemenuero 3a
OLIEHSIBaHE HA ChOTBETCTBHETO ChABPIKA!
1. (m3m. — 1B, Op. 38 oT 2015 1., B cuna ot 26.05.2015 r.) HauMeHOBaHME Ha ONPEAEIISALINSA OPTaH;
2. UMe/HauMEHOBaHMe, CeJalulle, aJpec Ha yIpaBJiIeHUE U MPEACTaBUTEICTBO Ha HOTU(QULMPAHUS
Opras;
3. MEIUIIMHCKUTE U3AEIHS U IPOLeJypUTe 3a OLICHSIBaHE Ha ChbOTBETCTBUETO UM;
4. nata Ha U3/laBaHE Ha pa3pelIeHUETO;
5. (m3m. — JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) uneHTH(PUKALMOHHUS HOMEp Ha
HOTU(QUIIMPAHUS OPTaH.

Yu. 67. (1) (U3m. — JIB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) UsneaHurennata
areHIINs 10 JISKapCTBaTa BOAM PETUCTHP, KOUTO ChIBPIKA:
1. gaHHUTE 10 4. 66;
2. naraTa Ha OTHEMaHE Ha Pa3peHIeHNETO M OCHOBAHUATA 33 TOBA.
(2) (U3m. — B, 6p. 38 ot 2015 ., B cuna ot 26.05.2015 r.) Jannute no an. 1 ce oOsBsiBaT Ha
odunManHaTa UHTEpHET cTpanuua Ha MAJL

Yu. 67a. (Hos — /1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) (1) PasmupsBane Ha
o0XBaTa Ha pa3pelIeHHETO M TMOJHOBSBAHE Ha pa3pelICHHETO 3a pa3lMpsiBaHe Ha o0XBara Ha
pa3peleHneTo 3a OlleHsIBaHe Ha ChOTBETCTBUETO C€ U3BBPIIBAT M0 pea Ha Wil 62, an. 2 wiu 3.

(2) Uznpaautennusat qupektop Ha MAJI cbe 3amoBen u3aBa JOMbIHEHUE KbM Pa3pELICHUETO 10 YJI.
63, am. 5.

Y. 68. (1) (U3m. — IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) Hotudunupanust
opras e JurbxeH jaa ysegomsasa MAJI npu:
1. (m3m. — 1B, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) mpoMeHu B HpaBHHUS CTaTyT U
OpraHu3allioHHaTa CTPYKTYpa;
2. (noBa — JIB, Op. 38 oT 2015 1., B cuna ot 26.05.2015 r.) mpomenu B 06xBaTa Ha IeHHOCTTa U3BBH
ciiyyauTe 1o 4i. 67a, ai. 1 1 mpoMeHH B POLIETypHUTE 32 OLIEHSIBaHE HAa ChOTBETCTBHUETO;
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3. (mpemumHa T. 2 — 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) mpoMeHHn B cucTemara 1o
KauyeCTBOTO, PHKOBOJICTBOTO WJIHM TMEPCOHANA, KOUTO BIHSST BbPXY M3MBIHEHUETO HA TPOICTYPUTE
3a OIICHsIBaHE HAa ChOTBETCTBUETO;

4. (mpegumHa T. 3 — 1B, 6p. 38 o1 2015 1., B cuma ot 26.05.2015 r.) mpomsiHa HA TOAU3IBIHUTEIINUTE;
5. (npemumua 1. 4, wsm. — JIB, Op. 38 or 2015 r., B cuma or 26.05.2015 r.) mpomeHu B
00CTOSITENICTBATA, CBbP3aHH ChC 3aCTPAXOBKATA.

(2) (U3m. — JIB, Op. 38 ot 2015 r., B crita ot 26.05.2015 r.) JIumara no an. 1 momaBat qo MAJI
JOKYMEHTAIMATA, CBbp3aHa C MPOMEHUTE, U 3aIllaliaT Takca B pa3Mep, olpeaesieH B Tapudara 1mo
. 7, ai. 1.

(3) (M3m. — 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) B cpok 10 eauH Mecenr OT 1ojilaBaHe Ha
JOKYMEHTaIusATa o ajl. 2 eKClepTHaTa KoMUcUs 1Mo wi. 62, an. 1 u3roTssi OLIEHBYEH AOKIAJA /10
u3BIHUTENHUS qupektop Ha MAJI 3a ogo0psiBaHe Ha IPOMEHUTE.

(4) (U3m. — [IB, 6p. 38 oT 2015 1., B cuia ot 26.05.2015 r.) B ciygaute, korato mpoMeHuTe 1o ai. 1
HajaraT NpoBEpKa Ha MACTO, KOMHUCHATA IO wi. 62, aji. 1 B JByMeceueH CpOK OT IIOJaBaHE Ha
JOKYMEHTAIMATa M0 ajl. 2 M3roTBA OLIEHBYEH JOKJIAJ 10 U3MbIHUTENHUs aupekrtop Ha MAJI 3a
o100psiBaHEe HAa TPOMEHHTE.

(5) (U3m. — 1IB, Op. 38 ot 2015 r., B cuma ot 26.05.2015 r.) Bp3 ocHOBa Ha AoKiana mo ai. 3,
CBHOTBETHO W MO al. 4 M3MBJIHUTETHUAT qupektop Ha MAJIL cbe 3amoBen M3gaBa JOMBIHEHHE KbM
pasperieHuero mo wi. 63, ai. 5.

(6) Koraro mpu npoBepkara Ha JOKyMEHTalusTa MO ald. 2 WIA IpU NpOBEpKara Ha MACTO cCe
YCTaHOBST MPOIMYCKHU WM HECHOTBETCTBUS C M3UCKBAHMATA HA HapeaOuTe no wi. 18, komucusTa mno
i1, 62, ann. 1 gaBa mpeanucaHue ChC CPOK 3a OTCTPAHSABAHETO UM. Jl0 M3ITBIHEHUE HA TIPEATUCAHUITA
CPOKOBETE 10 aJl. 3 UK 4 cuupar Ja TeKar.

(7) (U3m. — AB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Koraro HOoTH(UIIMpaHUTE OPraHU HE
V3MBIHAT NPEIIUCAHMITA MO aj. 6, W3MBIHUTETHUAT Aupekrop Ha MAJI chc 3amoBen oTka3Ba
M3JJaBaHETO HA JIOITBIHEHUE KbM Pa3pEIICHUETO.

(8) (Hoa — 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) B cnywaute mo uin. 62, an. 2 orneHkaTa
Ha JIOKyMEHTALMsATA 110 aJl. 2 ¥ MPOBEpKaTa Ha MSCTO 10 all. 4 ce U3BBPIIBAT, KOTAaTO € MPUIIOKUMO,
U OT MpEACTaBUTEINTE HA JPYrUTe ABE IbpXKAaBU WICHKH W OT mpencraButens Ha EBpomelickara
KOMHUCHSI, KOUTO Ca y4acTBaJM B MPOIielypaTa 1o OlieHsIBaHe 1o wi. 62a.

Yir. 69. (Otm. — /1B, 6p. 38 oT 2015 1., B cuna ot 26.05.2015 r.).

Ya. 70. (1) (U3m. — [AB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015 r.) Hotudunupanure
Opranu ca ANBXKHH na npenctaBaT B MAJI ronuineH nokjian 3a JEHHOCTTa CH, KOWTO BKIIOYBA
I/IH(l)OpMaU;I/IH 3a U3BBPUICHUTC OLCHKU 34 CbOTBCTCTBUCTO HA MCAUIIMHCKU U3ACIIHUA, pCKIIaMalluu,

KaJIOU U MpeANpUeTUTe JeHCTBUS 10 PEIIaBaHeTO UM B CpOK 10 31 sHyapH cienBaliara rojguHa.
(2) (Or™m. — 1B, 0Op. 38 o1 2015 1., B cuna ot 26.05.2015 r.).

Yur. 71. (U3m. — [IB, 6p. 38 o1 2015 1., B cumma ot 26.05.2015 1.) (1) Komucuu, onpeneneHu
ChC 3aI0BEJl Ha U3MBIHUTEIHUS qupekTop Ha MAJL, nHCnekThpaT JeiiHOCTTa Ha HOTU(UIIMPAHUTE
OpraHH, BKIIOYUTEIHO HA TEXHUTE NOAU3ITBIHUTEIN, YPE3 U3BbPIIBAHE HA INIAHUPAHU IIPOBEPKU 10
pena Ha ui. 5, maparpad 1, 6yksu "a" u "0" ot Pernament 3a usnsianenue (EC) Ne 920/2013.
(2) Ilpu mosyyaBaHe Ha CUTHAJIM, XaJlOM M peKjaMallid 3a HEM3IbJIHEHUE Ha 3abJDKCHUATA Ha
HOTHU(QUIMPAHUTE OPTaHU WJIM 32 OTKJIIOHEHUE OT OOMYalHUTE UK JOOPUTE MPAKTUKH KOMUCHUTE T10
asl. | n3BbpLIBAT U3BBHPEIHU POBEPKHU HA MACTO.
(3) Koraro npu npoBepkHUTe Ce YCTaHOBST MPOIMYCKU B JE€HHOCTTAa Ha HOTU(ULMPAHUTE OPTaHHu,
MU3MBIHUTENHUAT nupekTop Ha MAJI u3gaBa npeanrcannue cbC CPOK 3a OTCTPAHSIBAHETO UM.
(4) Uznpnautennust aupexkrop Ha MAJI n3nasa 3amnoBen 3a orpaHnyaBaHe WM BPEMEHHO CIIMpaHe
HAa JIEHCTBUETO HA Pa3pELIEHUETO A0 OTCTPAHSIBAHE B ONIPENIETICHHS] CPOK HaA IIPOITYCKUTE T10 all. 3.

Ya. 72. (1) (U3m. — B, 6p. 38 ot 2015 1., B cuima ot 26.05.2015 r.) U3nbaauTenHUAST
mupektop Ha MAJl cbc 3amoBes; OTHEMa pa3pelieHHeTO 3a U3BBPIIBAHE OICHSIBAaHE Ha
CbOTBETCTBUECTO, KOT'aTO IMMPH NPOBEPKUTE C€ YCTAHOBH, Y€ HOTI/I(i)I/II_II/IpaHI/IHT opras:

1. e mpecTaHal ga OTroBaps Ha HAKOE OT YCIOBUSATA, IPU KOUTO € U3/1aJICHO Pa3pelIeHUETO;
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2. He € B ChCTOSTHUE J1a MPOABIKY U3ITBIHCHUETO Ha ITPOLICTYPUTE 3 OIICHSIBAaHE Ha ChOTBETCTBUETO;
3. HEe UW3IIBJIHSIBA MPOLEAYPHUTE 32 OIEHSBAaHE HAa CHOTBETCTBHETO CHOOPA3HO M3MCKBAHMITA HA
CHOTBETHUTE HapeI0u 1o ui. 18;

4. He e nmpeAnpuesl MEpKU 3a OTCTpaHsIBaHE HA MPOMYCKUTE 1o wi. 71, an. 3 B onpeaeseHus Cpok.
(2) (Orm. — IB, 6p. 38 oT 2015 1., B crta ot 26.05.2015 1.).

Ya. 73. (U3m. — IB, Op. 38 o1 2015 1., B cuna ot 26.05.2015 r.) U3nbaHuTeHaTa areHIUs
Mo JIeKapcTBaTa yBelOMsiBa EBporielickaTta KOMHUCHS, JAPYTHTE JbP)KaBU WICHKU, JIbPKABUTEC —
ctpanu o CrniopazymeHneTo 3a EBpOneicKoTO MKOHOMHUYECKO MpocTpaHCcTBO, U KoHdeneparus

[IIBeliiapus 3a OTHETUTE pa3zpelIeHuUs MO Wi. 72 1 3a U3BBPIICHUTE TPOMEHH 110 wi. 67a, an. 1 u ui.
68, an. 1.

Ya. 74. (1) (U3m. — JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) JIunero, Ha KOeTO €
OTKa3aHO M3/[aBaHe Ha pa3pelieHue Mo Wi. 63, ail. 2, MoKe Ja 1Mo1aJie HOBO 3asBJIICHUE 32 pa3pelIeHne
HE MM0-paHo OT 6 Mecela OT JlaTaTa Ha BPhbUBAHETO Ha 3allOBEJITa 32 OTKa3.
(2) Hotudwunupan oprad, Ha KOWUTO € OTHETO pa3pelieHueTo mo wi. 72, an. | Moxe ma mopane
3asBJICHHE 32 HOBO Pa3peIlIeHUE HE IMO-PaHo OT €JlHAa FOJIMHA OT JIaTaTa Ha BPhUBAHETO Ha 3aII0BE/TA
3a OTHEMaHEe Ha pa3peuIeHUETo.

Y. 75. (U3m. — JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) OTka3bT 3a U3/1aBaHe Ha
paspelieHre 3a OLEeHsIBaHEe Ha ChOTBETCTBUETO, KAKTO U 3alOBE/ITA 32 OTHEMaHE Ha Pa3pelIeHueTo
MoOKe J1a ObIaT 00KaIBaHM IO pelia Ha AJIMUHUCTPATUBHOIPOLIECYAITHUS KOJICKC.

Y. 76. (1) (dom. — IB, 6p. 38 ot 2015 r., B cmma ot 26.05.2015 r.) Hotudunupaawusrt
opran wu3iaBa cepTH(UKAT, yIOCTOBEPsBAIl CHOTBETCTBUETO CBhC ChHIIECTBEHUTE H3UCKBAHMUS,
MPUJIOKKMMU 33 U3JIETTUETO, ¢ BAIUIAHOCT, TTOCOYEHA B HETO, HO HE MOBEYE OT 5 TOJWHU WJIM MPABH
MOTHBHPAH OTKa3.

(2) (M3m. - B, 6p. 110 ot 2008 r.) Koraro HOTH(UIIMPAHHUST OpraH YCTAHOBH, Y€ TIPOU3BOIUTEIISAT
HE € U3IIBJIHWI WK € MIPEecTaHal /1a U3MbIHABA U3UCKBAHUATA, ONIPEICTICH! B HapeaAOuTe mo uwi. 18,
WJIM Ca POMEHEHH YCIIOBHSITA, IIPU KOUTO € OWJI M3/1aIcH cepTU(PUKATHT, M KATO OTYETE CTEIIEHTA Ha
HECHOTBETCTBUE, OTHEMa cepTu(UKaTa WIM BPEMEHHO CIUpa ACHCTBHETO My, WJIM OTpaHHYaBa
HEroBUsi OOXBAaT, JOKATO IMPOU3BOJUTENAT MPEANpUEeMe MOAXOIANINM KOPUTHPAIIU JCUCTBUS U
OCUTYPH HEOOXOAMMOTO ChOTBETCTBHUE.

(3) (M3m. - [IB, 6p. 110 ot 2008 r., Op. 38 ot 2015 1., B crina ot 26.05.2015 r.) Hotudunupanusr
opran unpopmupa HMAJI B ciydauTe Ha OTKa3 3a HM3/aBaHe Ha cepTU(dUKAT, HA BPEMEHHO
MPEyCTaHOBSIBAHE BAIMIHOCTTA HA cepTU]PUKATa, HA OTHEMAaHE WJIM HajlaraHe Ha OTPaHUYCHUE WIIH
Ha MOJTUGUIIMPAHU U JOTBITHEHH CePTH(PUKATH.

(4) (HoBa — JIB, 6p. 38 ot 2015 1., B cmuta ot 26.05.2015 r.) B cinyyaute mo an. 3 HOTUGUIIUPAHUST
opral mpenocrtaBsa npu nouckBane oT MAJI nombnautenHna nndopmanus u uznckanutre ot MAJI
JIOKYMEHTH.

(5) (M3wm. - IB, 6p. 110 ot 2008 r., npeaumina ain. 4, usm., 6p. 38 ot 2015 r., B cuna ot 26.05.2015
r.) M3mbiHuTenHaTa areHuus 1o JieKkapcTBaTa MH(POPMUpA PETyJaTOPHUTE OPraHH Ha APYTHTE
IbP’KaBU UJIEHKH, PEryJIaTOPHUTE OpraHu Ha JbpKaBUTE — CTpaHu no Cnopa3yMEeHHETO 3a
EBponeiickoTo nkoHomudecko npoctpanctBo, u Ha Kondenepanus Iseinapus u EBponetickara
KOMMCHS 32 CIIy4auTe 1o aj. 3.

Y. 76a. (Hos - JIB, 6p. 110 ot 2008 ., m3Mm., 6p. 38 oT 2015 1., B cruma ot 26.05.2015 1)
Hotudunupanurte opranu ca ATBKHHA Ja MPEAOCTaBAT HA HOTU(DHUIIMPAHU OpTaHU, OMPEIEICHU OT
JIPYTH JbPKaBH WICHKH, WHPOpPMAIMSA 32 OTKa3aHUTE cepTU(HKATH, 32 CePTHPHUKATUTE, UHITO
BaJIMJIHOCT BPEMEHHO € MPEYCTaHOBEHA, M 3a OTHETUTE CEepPTH(HUKATH, a MPHU TMOHCKBAHE — 3a
W3/IaJICHUTE CepTU(UKATH.
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I'naBa nmera
TBHPT'OBUS C MEJIUIIUHCKU U3JEJINUA
(3aru. u3m. - JIB, op. 60 ot 2011 r., B cus1a ot 5.08.2011 r.)

Ya. 77. (U3m. - JIB, Op. 54 ot 2012 r.) (1) ThproBust Ha eApO ¢ METUIIMHCKH U3JIETUS HA
teputopusTa Ha PenyOnuka bbirapus moraT nga u3BbpiiBaT (GU3MUECKU WM IOPUIUYECKH JIHIIA,
pEruCTpUpaHu KaTo ThProBLUM N0 ThproBCKus 3aKOH WK 110 3aKOHOAATEICTBOTO HA Apyra Jbp:KaBa
YICHKa WIM Ha Jpyra JIbpkaBa - crpaHa 1o CropasymMeHHEeTo 3a EBpOnenckoTo MKOHOMHYECKO
npoctpancTBo, wiu Ha Kondenepamus [LIBeiapus, Ha KOUTO € U3AaEHO pa3pelieHUE 3a ThPTOBUS
Ha eApo ¢ MeAuUMHCKU uznenuss or MAJI wnu apyr HOKyMEHT, yJIOCTOBEpsBall IPAaBOTO UM Jia
ThPryBaT ¢ MEIUIIMHCKHU U3JICIINS, U3/1aJICH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATA AbPKABA.

(2) IlponsBoaurenute, yCTAHOBEHU Ha TepuTopusTa Ha PemyOnuka bbiarapus, moraT 1a u3BbpuiBat
TBPTOBCKHU CACIKH C TIPOU3BEICHUTE OT TAX U3JeNns 0e3 JOKYMEeHTa 1Mo ai. 1.

Ya. 78. (U3m. - JIB, 6p. 110 ot 2008 r., 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r., 6p. 54
ot 2012 r.) (1) ®usnyecku Uinu OPUANYECKH JIMIIA, PETUCTPUPAHU 1O pefa Ha THProBCKUsl 3aKOH
WIM 10 3aKOHOAATEICTBOTO Ha JApyra Abp)KaBa WICHKAa WM Ha JApyra Abp)KaBa - CTpaHa IIo
Crnopazymenuero 3a EBpOmNeNWCKOTO HMKOHOMHUYECKO MpocTpaHcTBO, Wi Ha Kondeneparms
[IIBeiinapus, KOUTO UCKAT Ja MOJIyYaT pa3pelieHue 32 ThbPrOBUs HA €IpO C MEIULMHCKU U3JEIINs,
nonasat B MAJI 3asBieHue no oodpasel, yrBbpJieH OT U3IbIHUTENHUS 1upekTop Ha MAJL, kbM KoeTo
IpuJiarar:

1. mannm 3a EMK Ha smmmara, perucrpupanu 1o pena Ha THproBCKus 3aKOH, a 3a JIMLATA,
PETUCTPUPAHU B JIpyra Jbp)kaBa WICHKAa WM B JApyra Jbpxkasa - cTpaHa 1o Cropa3yMeHHETO 3a
EBpomneiickoTo HMKOHOMHYECKO mpocTtpancTtBo, wiun Ha Koudenepamms IlIBeiinapus - maHHWM,
yIIOCTOBEpSBAIM THPrOBCKAaTa UM pErucTpanus;

2. CIMCHK Ha KaTerOpUUTE METULIMHCKU U3/1eTus cbriaacHo HoMeHkIaTypHa cuctema bJIC EN ISO
15225 3a kareropusauus Ha MEJULMHCKUTE M3ACIUS U HAa CbOTBETHUTE UM IIPOM3BOJUTENIN Ha
XapTUEH U MarHUTEH HOCUTET;

3. IOKyMEHT 3a IJIaTeHa Takca B pa3Mep, orpejiesieH ¢ Tapudara rno wi. 7, ai. 1.

(2) Koraro pasmnosnaraT ¢ MoMeIieHus 3a CbXpaHEeHUEe Ha MEJUIIMHCKU U3/ETUs Ha TEPUTOpUsTa Ha
Peny6nuka bbarapus, nunara rno ajn. 1 mocoyBaT B 3asBIEHHETO U ajapeca UM. B To3u ciyuail kbM
JOKyMEHTauuATa no aj. 1 ce mpuiarar:

1. nexnapanus, ue:

a) IOMEUIEHUATa OTTOBAapAT HA YCJIOBUATA 33 ChbXPAaHEHUE Ha MEIUIIMHCKUTE W3/IEIHs, TOCOYEHU B
cnMchKa mo an. 1, T. 2, B 3aBUCHMMOCT OT crHeuudukarta UM U yKa3aHHMATa Ha MPOM3BOJIUTEIN,
olpesieNieH! B MHCTPYKIIUATA 32 ynoTpeba, u

0) mpuTexaBaT WIM pas3nojaraT C TPAHCIOPTHU CPEACTBA, OCUTYpSBALM MPABUIHOTO UM
ChXpaHEHHE MIPU Pa3lpPOCTPAHEHNE U TPAHCIOPTHPAHE;

2. NaHHM 3a UMETO, TIOCTOSIHHMSI apec U aJpeca 3a KOPECIOHACHLHUS C JIMLETO, ONPENEICHO 3a
PBHKOBOJIUTEN HA MOMEIIEHUATA 32 ChXPaHEHUE U ThPrOBUS C MEUIIUHCKU U3JIEIHs], KAKTO U KOMHE
Ha JIOrOBOPA, Bb3 OCHOBA HA KOMTO € Bb3HUKHAJIO IPABOOTHOLIEHUETO MY ChC 3asIBUTEIIS.

Y. 78a. (Hos - 1B, 6p. 54 ot 2012 r.) Koraro numara no wi. 77 nputekaBar JT0KYMEHT,
yJI0CTOBEpsIBAIll IPAaBOTO UM 32 U3BBPIIBAHE HA THPTOBUS Ha €JIp0O C MEAULIMHCKH W3NS, U3/1a/1eH
OT KOMIIETEHTEH OpraH Ha Jpyra JIbpXkaBa YJieHKa MWJIM Ha Jpyra JbpXaBa - CTpaHa IO
Cnopazymenuero 3a EBpomelckoTO HMKOHOMHYECKO MpocTpaHcTBO, wiu Ha Kondeneparus
[IIBeiiapus, U pa3mnojaraT ¢ MOMELIEHUS 3a ChbXpaHEHUE Ha MEAMIIMHCKH U3/eNUs Ha TEPUTOPUSITA
Ha PenyOnuka bearapus, npeacrassat B MAJL:

1. bopma 3a yBenoMsiBaHe 10 0Opasell, yTBbPACH OT U3IMbIHUTENHUS AupekTop Ha MAJL;
2. Komue OT JOKYMEHTa, YAOCTOBEpSABAI IIPABOTO MM 3a WM3BBPIIBAHE HAa THPrOBUSA Ha €Ipo,
MIPUPYKEH C MPEBOJT HAa OBITapCcKu €3UK;
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3. CIIUCHK HAa KaTErOPUHUTE MEIUIIMHCKHU U3Ieus chriaacHo HoMeHkiarypHa cucrema bJIC EN ISO
15225 3a kareropu3zauus Ha MEIUIUHCKUTE U3JEIUS U HAa CbOTBETHUTE MM IMPOU3BOAUTENIN HA
XapTHEH U MAarHUTEH HOCHUTEIT,

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

Y. 79. (U3m. - [IB, 6p. 54 o1 2012 1.) (1) (M3Mm. — JIB, 6p. 67 ot 2020 r.) U3nbHUTEIHATA
areHIIys 1o JieKapcTBaTa OLEHsIBa JOKYMEHTAIHATA 110 Wi. 78 ¥ MpoBepsiBa TIOKYMEHTALIUATA 110 YJI.
78a. IIpu KOHCTaTUpaHE HAa HEM'BIHOTH B JokyMeHTauusTa MAJl yBenqomsiBa MUCMEHO 3asgBUTENS U
JlaBa CPOK 32 OTCTPAHSBAHETO UM.

(2) (M3m. — IB, 6p. 67 ot 2020 r.) U3mbauutenuusat aupektop Ha MAJI B 30-1HEBEH CpOK OT jarara
Ha 110/1aBaHe Ha JIOKYMEHTAIMATA 10 Y. 78 u3/1aBa pa3pelieHue 3a ThProBUsl Ha €1pO ¢ MEAUIIMHCKU
W3JIeus Ha JIuiara mo wi. 78, an. 1, uin npaBu MOTUBUPAH OTKa3.

(3) CpokbT 1o an. 2 cnupa Ja Tede OT Jarara Ha YBEJOMIIGHHETO MO ail. | 10 OTCTpaHsBaHE HA
HEI'BJIHOTUTE.

(4) V3nbiHuTEeNnNHATA areHIUsl MO JIeKapcTBaTa B 7-JIHEBEH CPOK OT YBEIOMJICHHETO IO Wi. 78a
BIIMCBA B PETUCTHpa MO Wi. 81 JaHHUTE OT yBEIOMIICHUETO.

Y. 80. (dom. - 1B, 6p. 110 ot 2008 r., u3m. u gorr., 6p. 60 ot 2011 r., B crta ot 5.08.2011
I., U3M., 0p. 54 ot 2012 1.) (1) IIpn mpomsiHa Ha agpeca Ha TOMEIICHHATA 3a CbXPaHEHUE M ThPTOBUS
C MEIUIIMHCKHU U3/JeNIMs Ha TepuTopusiTa Ha PenyOnuka bwirapus nuunara no wi. 78 nogasat B MAJI
3asiBJICHUE 3a MMPOMSHA Ha pa3peleHueTo mo wi. 79, an. 2, a nunaTa mno 4wi. 78a - yBeAOMJICHHE 32
npoMsaHara. KbM 3asBieHHETO WM YBEIOMJIEHHETO C€ Ipujarar cBbp3aHara ¢ MpoMsHaTa
JOKYMEHTAIUsS M IOKYMEHT 3a IJIaTeHa Takca 3a JidliaTta 1o 4. 78 B pa3mep, onpeeneH ¢ Tapudara
mo wi. 7, an. 1.
(2) 3asBnEeHUETO WK YBEIOMIICHHETO 3a IIPOMSHA CE€ TI0JIaBa B 7-THEBEH CPOK CJe]l U3BbPIIBaHE HA
CHOTBETHUTE MPOMEHH.
(3) JIuuara no an. 1 yBenomsiBatr UAJI B 7-1HEBEH CpOK ciie/l U3BBPIIBAHE HA MPOMSHA Ha MPaBHUS
CTaTyc, CeNAINIIETO W/WIN a/ipeca Ha yIpaBlieHHE W/UIIH MPH MPOMSHA Ha JIMIETO o wi. 78, aj. 2,
T. 2, W/WIU TIPU MPOMSIHA HA CIIHUCHKA HA BUJIOBETE MEAMIIMHCKH U3JEJHs, C KOUTO ThpryBar. Kem
YBEJOMJIEHHETO C€ IpUJlara CBbp3aHaTa C IpoMsHaTa JOKYMEHTAIHsI.
(4) (Usm. — 1B, 6p. 67 ot 2020 r.) M3mbiHuTenHaTa areHIMsS IO JieKapcTBaTa OICHSIBA
JOKYMEHTAIMATa KbM 3asIBJICHHETO 3a IPOMSIHA Ha pa3pelIeHueTo o ui. 79, an. 2. I3nbJIHUTETHUST
mupexTop Ha MAJI u3aaBa paspeleHue 3a NpoMsiHa Ha pa3pelieHueTo mo 4i. 79, ajn. 2 win npaBu
MOTHMBHpAH O0TKa3 B 14-HEBEH CPOK OT JlaTaTa Ha [0JlIaBaHE Ha IOKyMEHTalusATa o ai. 1.
(5) M3mbanuTenHata areHIMs IO JIEKapcTBaTa BOHMCBA B perucTbpa no wi. 81 mpoMmeHuTe B
oOctosiTencTBaTa 1o aji. 1 u 3 B 7-IHEBEH CPOK OT M3JABAHETO Ha Pa3pelIeHUETO 3a MPOMSHA,
CBHOTBETHO OT YBEIOMJICHHETO 3a IIPOMSHA.

Y. 80a. (Hos - JIB, 6p. 54 ot 2012 1.) (1) JIunara o un. 78 u 78a B 10-1HEBEH CPOK Cien
MpEKpaTsBaHe Ha JEMHOCTTa CH, CBbpP3aHa C ThProOBUS C MEAULIMHCKU U3/ENINS HAa TEPUTOPUATA HA
PenyOnuka bbarapusi, ca AbKHH 1a YBEJOMST MUCMEHO W3MbJIHUTENHUS aupektop Ha MAJL
(2) B cmyuaute no an. 1 uanbaautenHusT aupextop Ha MAJL cbe 3amoBes mpekpatsiBa JeHCTBUETO
Ha U3Ja/ICHOTO pa3pelieHue no wi. 79, an. 2. U3neiaHuTeIHATa areHIysl 110 JIeKapcTBaTa B 7-1HEBEH
CPOK OT M3/IaBaHE Ha 3aloBeJIiTa 3a NMPEKpaTsABaHe Ha pa3pelIeHUETO BIKMCBA B pErUCThbpa mo ui. 81
JaTaTa Ha MpeKpaTsBaHe Ha pa3pelieHneTo Ha Thprosena mo wi. 78.

(3) UznbnnuTenHaTa areHIUs MO JIeKapcTBaTa BIMCBA B peructbpa no uwi. 81 pgarata Ha
IIPEKpaTsABAHE HA IEHHOCTTA Ha JINLATA 10 4. 78a.

Yu. 81. (U3wm. - JIB, 6p. 54 ot 2012 r.) M3neaHUTETHATA areHIys 1O JIeKapcTBaTa BOAU
pPErucThp Ha JIMIaTa Mo Wi. 78 u 78a, KOWUTO ChABpXKA:
1. (u3m. - 1B, 6p. 54 o1 2012 r.) HOMep U 1aTa Ha PAa3PEIICHUETO 32 THPTrOBHS HA €JIPO C MEAULIUHCKU
HU37elIMs 3a JAIaTa 1o Wi. 78;
2. (m3m. - 1B, 6p. 54 ot 2012 r.) nme, ceganuiie 1 aJpec Ha yIpapieHHUEe Ha JIMiaTa 1o wi. 78 u 78a;
3. (u3m. - IB, 6p. 54 ot 2012 1.) 1aTa Ha MpeKpaTsIBaHe HA Pa3pEIICHUETO 1o 4. 79, ai. 2;
4. (m3m. - [IB, 6p. 54 ot 2012 r.) agpec Ha MOMEIIECHUATA 32 ChbXpaHEHUE Ha MEUITMHCKU U3EIHs;
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5. (u3m. - IB, Op. 54 ot 2012 r.) uMe 1 aapec Ha aunaTa mo 4wi. 78, ain. 2, T. 2;

6. (u3Mm. - /IB, 6p. 54 o1 2012 r.) CIUCHK HAa KATETOPUUTE MEAUIIMHCKH U3/ETIHSI, C KOUTO CE U3BBPILBA
THProBUS;

7. (HoBa - JIB, O6p. 54 ot 2012 1.) IpOMEHU 1O BIIUCAHUTE OOCTOSTEIICTBA.

Y. 82. (1) (U3m. - IB, 6p. 54 ot 2012 r.) TeproBunte ¢ MEIUIIMHCKH U3CIHSI, KOUTO
W3BBPIIBAT THPrOBUS Ha TepuTopusita Ha Pemybnuka beiarapus, ca JUIbXHU Ja ThPryBaT caMo C
MEIUIIMHCKHU U3/eIusl, HA KOUTO CPOKBT HA TOAHOCT HE € U3TEKbJI U UMAT:

1. nanecena "CE" MapkupoBKa B CbOTBETCTBHE C U3UCKBAaHUATA HA Wi. 15;

la. (HoBa - JIB, 6p. 54 ot 2012 r.) HaHeceH MapTHUJICH/CEpPUEH HOMEDP BHPXY OMAKOBKUTE, KOTATO €
MIPUIIOKHUMO;

2. (m3m. - JIB, 6p. 110 ot 2008 1., 6p. 38 or 2015 r., B cuma ot 26.05.2015 r.) HaHeceH
UACHTU(UKAIIMOHEH HOMEp Ha HOTU(UIMpaHUs opraH mo 4wi. 63, an. 4, KOrato mpoueaypure,
orpezieNieHu B Hapeadute mo wi. 18, U3UCKBAT HAHACSIHETO MY;

3. HaHECEHW HAMMEHOBAaHWE M JIPEC Ha YIPABIICHWE HA TPOU3BOIUTEIS H/WIN YII'BIIHOMOIICHHS
MIPEJICTAaBUTEN U BHOCHUTEJIS;

4. MTHCTPYKIUS 3a ynoTpeba, ¢ M3KIII0USHUE Ha U3CIUATA, 32 KOUTO TOBA HE € MPEABUICHO B 3aKOHA.
(2) (U3m. - JIB, Op. 54 ot 2012 r.) JIumara mo an. 1 ca IIBKHH Ja MOJUTbpXKAT MOMEIICHHUATA 32
ChXpaHCHHE HA MEIUIIUHCKU U3JICNINS, KOTAaTO Pa3IoJiaraT ¢ TAKMBA B ChOTBETCTBHE C M3UCKBAHUATA
3a ChXpaHEHHE 3a ChOTBETHHSI BUJI U3/IENINE, ONPEACTICHH OT MPOU3BOAUTEIS.

(3) (U3m. - JIB, Op. 54 ot 2012 r.) TeproBunute Ha €APO C MEIUIIMHCKU H3ACIUS OCUTYpPSBAT U
MOAIBPKAT JOKYMEHTHpPaHa CUCTeMa 3a MpocieasBaHe 0€30MacHOCTTa HA MEAUIIMHCKUTE U3/,
MyCHATH Ha Ta3apa, ¥ 3a OJIOKMPAHE W U3TEIIIIHE OT Ma3apa Ha MEJAUIMHCKUTE W3ICIHs, TOKa3alu
HECHOTBETCTBUE C M3UCKBAHUATA 32 OE30MACHOCT [0 CMHCHJIa Ha TJIaBa CeaMa.

(4) (U3m. - B, 6p. 54 ot 2012 r.) KM JoKyMeHTAmusATa MO al. 3 CE ChbXpaHSIBAT MAPTHIHUTE
cepTu(UKaTH HA MEAULIMHCKUTE U3JIENHS 32 CPOK 5 TOAMHU U C€ MPEAOCTaBAT MPH MOMCKBAaHE Ha
IUTBKHOCTHHTE JIMIIA IO Wi. 86, aji. 2.

(5) (U3m. - ]IB, Op. 54 ot 2012 r.) JInmara mo ai1. 1 ca Jurb>KHU J1a CbXpaHsABAT MEIUIIMHCKUTE U31CITHS
C M3TEKBJI CPOK Ha TOJTHOCT, OJOKHUPAHUTE W/HITU U3TETIICHATE MEIUIIMHCKH U3/ICIIHS Ha OIIPEICIICHO
3a [[eNITa MSICTO C TPAHHO CUTHAITHO 0003HAYEHHE 10 MPEAOCTABIHETO UM Ha MIPOU3BOIUTEINS UIIH JI0
VHHIIOKABAHETO MM.

Y. 83. (Hom. - IB, 6p. 41 ot 2009 r., B cuna ot 2.06.2009 ., 6p. 110 ot 2008 r., u3m., 6p.
54 o1 2012 1.) (1) JIunara mo wi. 77 MoraT Jia U3BbPIIBAT THPTOBCKU CACIKU C METUITUHCKH U3ICIIUS
MIpY CHa3BaHE Ha U3MCKBAHUATA 32 TSIXHOTO ChbXPAHEHUE U Pa3IpOCTPAaHEHUE ChC:
1. Ipyru THProBIM HA €APO MO CMUCHIIA HA TO3H 3aKOH;
2. (mam. — 1B, 6p. 14 ot 2016 r., B cuna ot 19.02.2016 r.) neueOHU 3aBefeHHs MO 3aKOHA 3a
neyeOHUTEe  3aBeACHUS M BETEPUHAPHOMEIAMIIMHCKH  3aBeJeHWs 10  3akoHa  3a
BETEpUHAPHOMEIMIIMHCKATA JEIHOCT;
3. 3apaBHM 3aBeqeHus 1o wi. 21, ain. 2, 1. 1, 3 m 4 u an. 3 ot 3akoHa 3a 37paBeTo;
4. BEeTepUHAPHOMEUIIUHCKUTE ANTEKU;
5. nporepuu;
6. (m3m. — JIB, 6p. 105 ot 2018 1., B cuna ot 1.01.2019 r.) nuua, KOUTO U3BBPIIBAT JEHHOCTH TO
MPEAO0CTaBsIHE HA MIOMOIIHU CPEACTBA, TPUCTIOCOOTICHUS U ChOPHKECHHUS U MEIUIIMHCKU H3IEIHS 3a
Xopara ¢ yBpeKJaHuA 10 3aKOHa 3a XopaTa C YBpexIaHUs;
7. nuna, TpUTEKaBaIlll ThPTOBCKM OOEKTH, B KOMUTO C€ MpeJjiaraT OmpeaelieHd ChC 3aloBe]l Ha
MUHHCTBHpPA Ha 3/IpaBEONa3BaHETO WM HA ONPABOMOIIIEH OT HEr0 3aMECTHUK-MUHUCTBP METULIMHCKU
W3/ICTINS,
8. oOIIMHM, OpraHu Ha Abp)KaBHATA BIACT U AbPKaBHU HHCTUTYIIMH, KOUTO MPOBEXKIAT MPOLEAYPH
3a Bb3JIaraHe Ha 0OIIECTBEHU MOPBHYKH 3a IOCTaBKA HA METUIIMHCKU U3JICTIHS;
9. yueOHHM 3aBEICHNUS;
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10. muma, KOWTO ca B MpoIeAypa Mo M3TpaxaaHe W oOopyaBaHe Ha OBIEIIN JeYeOHU W 3PaBHU
3aBelIeHUs, CJIe]] TIOJy4aBaHETO Ha pa3pellieHre 3a CTPOek MO pela Ha 3aKoHa 3a YCTPOWCTBO Ha
TEPUTOPHSATA.

(2) MuHUCTBPBT Ha 34paBEOIIA3BAHETO ONPEEIIS ChC 3alI0BE] MEAULIMHCKUTE U3/1€IUs1, KOUTO MOTaT
Jla ce mpojiaBaT B ThProOBCKUTE 00eKTH 110 ai. 1, T. 7.

Y. 83a. (Hos - /IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) (1) JleueOHUTE 3aBEACHHUS
3a OOJIHMYHA MOMOIIl MOTAaT Jia M3BBPIIBAT THPTOBCKU CIEJIKH C MEIUIIMHCKH H3IIENIHS Camo 3a
HYXJINUTC Ha CBOUTC IMMAIITUCHTU.

(2) MeauuuHCKUTE W3AETHSI, KOUTO MOTaT J1a ObJar MmpeIMeT Ha ThPrOBCKH CICIKH IO ajl. 1, ce
orpenenar ¢ Hapeao6ara mo 4i. 30a.

Ya. 836. (Hos - JIB, Op. 54 ot 2012 r.) (1) Jlumara mo un. 78 m 78a momabpikar
nH(OPMALIUS U ChXPAHSBAT JOKYMEHTAIUS 32:
1. 3aKyneHo W MpOJaJeHO KOJIMYECTBO IO BUIOBE MEAMIIMHCKU HM3JeNus, JAaTa Ha IOKYIKara u
npojax0aTa, CKJIaJoBa HATMYHOCT, MAPTHICH HOMEP U CPOK HA TOJTHOCT;
2. IMETO U ajipeca Ha yIpaBlIeHHWE Ha JUIATa, OT KOUTO Ca 3aKyNWJIM M Ha KOUTO ca MpOAaIu
MEAUIIMHCKUTE H3/ICTIHS;
3. HOMep U J1aTa Ha U3JaBaHe Ha JOKYMEHTa, yJIOCTOBEPsIBAIIl [IPABOTO 32 U3BBPIIBAHE HA ThPTrOBU
Ha eJIpO Ha JINIaTa 1o WI. 77, U JaHHH, UACHTH(DHUIMPAIIHA OpraHa, U3l JOKYMEHTA.
(2) JIumata mo wi. 83, an. 1, .3 - 5u T. 7 - 10 nomabprxat naopmanus 3a:
1. 3aKymeHo KOJMYECTBO IO BUAOBE MEIUIIMHCKU HW3JIENHs, JaTa Ha MOKyIKaTa W mpojaxoara,
CKJIa/I0Ba HAJIMYHOCT, MApTUACH HOMEP U CPOK Ha TOJHOCT;
2. IMETO U aJpeca Ha YIpaBJICHUE Ha JIUIETO 110 WI. 77, OT KOETO ca 3aKYIWIA MEIUIIMHCKH U3CITUs,
M JaHHUTE 110 an. 1, T. 3.
(3) JIunara mo wi. 83, an. 1, 1. 2 u 6 nogabpxKaT HHGOPMALIHS 3a:
1. 3aKyneHO KOJMYECTBO MO BHUIOBE MEAMIIMHCKH HW3JENHs, JaTa Ha MOKYIKara, CKJIaJloBa
HAJTMYHOCT, TAPTUICH HOMEP U CPOK Ha TOAHOCT;
2. IMETO U aJpeca Ha YIpaBJIeHHUe Ha JIMIETO MO Wi. 77, OT KOETO ca 3aKyMUIU MEAUIIMHCKHU U3]IeIHS,
H JaHHuTe 110 an. 1, T. 3;
3. nuIie, Ha KOETO ca MPEeA0CTaBIIN/TIPUIIOKIIN MEIUIIMHCKOTO U3/IeHe/U3Aeusl.

Y. 84. (U3m. - IB, 6p. 54 o1 2012 1.) (1) Jrb)KHOCTHUTE JUTIA 110 4JI. 86, ajl. 2 U3BBPIIBAT
IJJAHUPAHU U BHE3AHU MPOBEPKU B MOMENICHUATA 32 ChbXPAHEHUE U THPrOBUS C MEIULMHCKH
W3/ICIIHUS.

(2) JnpXHOCTHHUTE JMIa MO ai. 1 MoraT Jda H3UCKBAT, MpPOBEpsSBAT M MpPaBAT KOMUA Ha
JOKyMEHTAIusATa 1Mo wi. 82, ai. 3 u mo 4. 830, KakTo U Ja B3eMaT 00pasiy U nMpodu OT U3AEIUsITa
IIPH yCJIOBUsATA MO WiI. 93, an. 3.

(3) Koraro npu npoBepkara ce yCTaHOBH, Y€ MEAUITUHCKHUTE U3JICTUS HE OTTOBAPSIT HAa M3MCKBAHUATA
Ha wi. 82, an. 1, 1. 1, la, 2 wun 3 wnu ca ¢ U3TEKbJ CPOK HA TOJJHOCT, U3ITBIHUTEIHUSIT TUPEKTOP HA
NAJI pasnopexnaa cbCc 3amoBes OJOKHpaHE U M3TETVISIHE HA M3ACNUATA OT TMa3apa W/WIM TIXHOTO
YHUIIIOXKABaHE.

(4) Ilpum ycraHoBsiBaHE HECHOTBETCTBUS Ha IIOMEIIEHUATA 3a CBXPAaHEHUE U THPIOBUS C
M3UCKBAHUATA, OIPEIETIEHU OT IPOU3BOAUTEIS 32 CbOTBETHOTO U3JIETHUE, JUTbKHOCTHUTE JIUIIA 1O aJl.
1 maBart npeanucaHus U CPOK 32 OTCTPAHSIBAHETO UM.

(5) Koraro npu npoBepkaTa ce yCTaHOBH, Y€ B CUCTEMATA MO 4Wi. 82, al. 3 WU B JOKYMEHTAUATA 10
1. 830 ©Ma HEMTBJIHOTH WM HETOYHOCTH, JUTHKHOCTHHUTE JIUIIA TIO all. | JaBaT mpeAmnucaHus U CpoK
3a OTCTPaHSIBAHETO UM.

(6) KoraTo HECHOTBETCTBUSATA, HEMIBIHOTUTE WM HETOYHOCTUTE HE OBJIaT OTCTPAHEHU B CPOKOBETE
1o ai. 4 u 5, ITBKHOCTHUTE JIUIA 1O all. | MPEeACTaBAT CTAHOBUIIE /10 U3ITBIHUTEIHUS TUPEKTOP HA
HNAIJI ¢ npennoxxeHue 3a OTHEMaHE HA Pa3pelIeHUETO 32 ThProBUA HA €1Ipo, a 3a JIMIaTa o wi. 78a -
3aJIMYaBaHE OT PETUCTHPA MO Wi. 81 1 3aKpUBaHE HA MOMENICHUATA UM 33 ChbXPAHEHHE U ThPTOBHUSL.
(7) 3anoBeauTe Ha M3NMBJIHUTETHUA aupekTop Ha MAJI mo an. 3 u 6 morar na ce oOayBat 1o pesa
Ha AJIMUHHUCTPATUBHOIIPOIIECYaTHUS KOJIEKC, KaTO 00’KaIBaHETO HE CIHPA U3ITBIHEHUETO M.
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Yn. 85. (Uzm. - 1B, Op. 54 or 2012 r.) M3mbaauTenHaTa areHIUs IO JIEKapcTBaTa
nH(OpMHpa PETryIaTOPHUS OPTaH Ha JIpyrara AbpikaBa WieHKa WK Ha Jpyrara Ibp:kKaBa - CTpaHa Mo
CrnopazymeHnuero 3a EBpONENWCKOTO HMKOHOMHYECKO MpOoCTpaHCcTBO, Wi Ha Koudeneparus
[IIBennapus, u3nan JOKYMEHTa, YAOCTOBEpSBAIll IIPABOTO 34 U3BBPIIBAHE HA THPIOBHs HA €IPO C
MEIUIIMHCKY U3JICINS, 32 YCTAaHOBCHU HAPYIICHUS IIPH THPTOBUS HA €APO C MEIUIIMHCKH U3/ICITUS Ha

teputopusiTa Ha PeryOnuka beirapus u npenocrasst nH(GoOpMaIus npyu MOUCKBaHE 3a JUIATa 10 4.
78.

T'1aBa mecra
HAJI30P HA TTA3APA

Y. 86. (1) (Hom. - AB, 6p. 84 oT 2012 1., B cra ot 2.01.2013 1.) HagzopsT Ha masapa ce
M3BBPIIBA, 32 J]a C€ OCUTYPU CHOTBETCTBUETO HAa METUIIMHCKUTE M3/ETIHs, IIyCHATH Ha Maszapa u/uim
IIyCHAaTH B JIefiCTBHE, C U3UCKBAHMATA HA 3aKOHA M Ha HapeaOuTe 1o 4i. 18 oT To3u 3aKOH W/UiK Ha
riaBa rera "a" u Ha HapeaOaTa mo wi. 211, an. 1 ot 3akoHa 3a 3ammTa OT BPEAHOTO BB3ACHCTBUE HA
XUMUYHHUTE BEIIECTBA U CMECH.

(2) HamzopbT Ha na3apa Ha TepuTopusita Ha PenyOnuka bearapus ce ocbuiectBsia ot MAJI upes

HHCIICKTOPHU U CKCIICPTHU, OIIPCACIICHU CHC 3allOBC HA U3IIbJIHUTCIHUA TUPCKTOP.

Y. 87. (1) HagzopbT Ha mazapa ce U3BbpIIBA YPE3:
1. mpoBepKH Ha U3JIENUATA, TyCHATH Ha Ta3apa W/UiIH yCHATH B JICHCTBUE;
2. B3eMaHe Ha 00pa3Iy Wi MPOOH OT U3JIETUATA U UIIUTBAHETO UM.
(2) M3niuTBaHETO HA MEIUITUHCKUTE M3CIHSI HE MOXKE J]a CE U3BBPIIBA OT HOTU(DUIIMPAHUTE OPTaHH,
ydacTBajiv B OUCHABAHCTO HA CbOTBCTCTBUECTO HA CHIIUTC U3CIIHA.

Y. 88. IlpoBepkuTe Ha MEAMLMHCKUTE M3/EIMs, IIyCHATH HA Ia3apa W/WIM MyCHAaTH B
JIEWCTBUE, CE€ U3BBPILIBAT I10:
1. npenBapuTeNHO YTBBPACH MOJULICH IUIAH 332 HAJA30p Ha Ia3apa Mo Ipylnd MEIULUHCKU U3IENIns
CBHOTBETHO OT U3I'bJIHUTENHUA JupekTop Ha UAJL, n
2. CUTHAJIM OT APYT'M KOHTPOJIHU OPTraHU U M0 UJIEHTU()ULUPAHU MUCMEHHN CUTHAIM OT TPakJaHH.

Y. 89. (Uzwm. - [IB, Op. 54 ot 2012 r.) Jlunara no ui. 86, an. 2 u3BbpIIBaT IPOBEPKHU B
obekTuTe 1o ui. 83, an. 1, T. 2 - 7, KaKTO U B MPOU3BOJICTBEHUTE IOMEIIIEHUS U B TOMEIIECHUATA 32
CbXpaHEHHE U ThProBUs HAa MEIULIMHCKU WU3JIEIHs 10 4i. 78, an. 2 u wi. 78a.

Y. 90. (1) (ITpenumnen teket Ha wi. 90 - JIB, 6p. 110 ot 2008 r.) JIunara no 4. 86, ai. 2
IIpOBEpsIBaT 3a:
1. Hannuue Ha "CE" MapkupoBKa U 3a CbOTBETCTBHETO i C M3UCKBAaHUATA HA 3aKOHA;
2. (m3m. - JIB, 6p. 110 ot 2008 1., O6p. 38 o1 2015 1., B cuna ot 26.05.2015 r.) uaeHTHUhUKAITMOHEH
HOMEp Ha HOTHU(UIIMPAHUS OpraH Mo 4i. 63, an. 4, KOorato MpoleaypuTe, ONpeIeIeHn B Hapea0uTe
1o wi. 18, U3uCKBaT HaHACSHETO MY;
3. HaNMMYUE HAa WHCTPYKLHUA 3a ynoTpeda M ChOTBETCTBHE HA CHABPKAHUETO W C M3UCKBAHMSTA HA
Hapeabure mo ui. 18, ¢ u3KIIoUYeHne Ha U3IenusITa 1o wi. 2, an. 1, 1. 3, monagamnu B kiac I u kiac
ITa, ako mMorar ga ce u3non3BaT 6e30macHo 6€3 MHCTPYKIIHS 3a yIoTpeoa;
4. (m3m. - IB, Op. 110 ot 2008 r.) HamU4YMe HAa €TUKET U CHOTBETCTBHUE HAa CHIABPKAHUETO MY C
W3HUCKBaHUATA HAa HapeaouTe mo uwi. 18;
5. HanuuMe BBPXY MEIUIMHCKOTO H3JeJHe Ha HAaUMEHOBAHWE M aJ[pec Ha YIpaBlieHUE Ha
MIPOU3BOIUTENS UM YITBITHOMOIICHHUSI PEJACTABUTET U BHOCUTEIIS;
6. CPOK Ha TOAHOCT Ha METUIIMHCKOTO U3/IEIINE;
7. (ot™. - IB, 6p. 110 ot 2008 T.).
(2) (Hosa - JIB, 6p. 110 ot 2008 r.) Jlunata mo wi. 86, an. 2 mpoBepsiBaT 3a CHa3BaHETO Ha
HM3UCKBaHEeTO HA 4. 27, an. 1 mui. 28, an. 1 u 6.
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Y. 91. (1) Koraro mpu nmpoBepkata Jmiara mo 4wi. 86, aji. 2 yCTaHOBST, Y€ MEIUIIMHCKUATE
M3JIeNUs ca MMyCHATH Ha Ma3apa u/wiu ca nmycHatu B aeictaue 6e3 "CE" MapKupoBKa WK ¢ U3TEKbI
CPOK Ha F'OJIHOCT, T€ U3TOTBAT CTAHOBHUIIE /10 U3NBJIHUTENHUA AupekTop Ha MAJI ¢ npeanoxenue 3a
M3/1aBaHe Ha 3al0Be]l 3a OJIOKMpaHe U U3TEIJIIHE Ha U3/EJINETO OT Ma3apa.
(2) (U3m. - ]IB, 6p. 110 ot 2008 r.) Korato npu npoBepkara jguiiata 1o wi. 86, aj. 2 yCTaHOBSIT, Ue
MEIUIMHCKUTE U3ENUsl ca MyCHATH Ha Ta3apa W/WIU ca MyCHATH B JieiicTBUEe 0e3 MHCTPYKLHUS 32
ynotpeba u/unu 6e3 eTUKET Wi ChAbPKAHUETO Ha €TUKETa HE € B ChOTBETCTBUE C U3UCKBAHUATA HA
HapeaOuTe mo wi. 18, u/uinu BbpXy H3JEIUETO HE cCa HAaHECEHW HaMMEHOBAHHETO U aJpechT Ha
yIpaBieHUE Ha TPOU3BOUTEIS U HA YITBJTHOMOIICHUS MY ITPEICTaBUTEN U HA BHOCUTEJIS, T€ 1aBatT
IIPEANIMCAHUE HA IPOU3BOJAUTENS WJIM Ha HETOBHS YIBJIHOMOILEH IPEACTaBUTEN CbhC CPOK 3a
OTCTpaHsIBaHE Ha KOHCTATUPAHOTO HapyIlIeHUE.
(3) Koraro HapymieHueTo mo ai. 2 He Ob/ie OTCTPAHEHO B MOCOYEHUS CPOK, JUIaTa Mo wi. 86, ai. 2
M3TOTBST CTAHOBHUILE JI0 U3MBJIIHUTENHUS AupekTop Ha MAJI ¢ mpeuiokenue 3a n3iaBaHe Ha 3a110Be]l
3a OJIOKMpaHe U U3TETIISIHE Ha U3JIIUETO OT Ta3apa.
(4) (U3m. - ]IB, 6p. 110 ot 2008 r.) Korato u3uckBanero Ha wi. 90, ain. 1, T. 2 He € U3IIBIHEHO WX
HaHECEeHaTa MapKUPOBKA HE CbOTBETCTBA HA M3UCKBaHUATA HA Wwi. 15, uiau uma ceMuenue, uye "CE"
MapKUpPOBKaTa € HaHeCEeHa HeTIPaBOMEPHO, JIMIIATa MO 4. 86, al. 2 U3UCKBAT OT MIPOU3BOIUTEIIS WIN
OT HETOBHUS YIIBJIHOMOIICH MPEICTABUTEN, MJIM OT BHOCUTEISI J1a UM IpeACcTaBu B cpok 10 mHU OT
JaTata Ha YBEOMSIBAHETO:
1. nexytapanus 3a CbOTBETCTBHUE;
2. TeXHUYECKaTa JOKyMeHTauus o ui. 14, an. 1.

Yu1. 92. (1) JInnara no ui. 86, an. 2 U3roTBAT CTAHOBUILE /10 U3IBJIHUTEIIHUS AUPEKTOP HA
N AJIL, xoiiTo n3aaBa 3amnoBes 3a OJOKUpaHe U 3a0paHa Ha Pa3pOCTPAHCHUETO HA U3JCIHETO, aKO B
cpoka mo wi. 91, an. 4 He OBIAT MPEACTABCHH JCKIapalluiTa 3a ChOTBETCTBHE M TECXHHUYECKATA
JOKYMEHTAIIHsI, OCBCH B CIIy4auTe, KOraTO CPOKBT MO Wi. 14, all. 3 € U3TEeKbI.
(2) B 30-nHeBeH Cpok OT JaTaTa Ha BphUYBAHE Ha 3alOBENATA MO al. | MPOU3BOJIUTENAT, HETOBUST
YI'BJIHOMOIIICH TPEJACTABUTEI MIIM BHOCUTEIIAT € JUTBKEH Jla M3TETJIM M3/ICIHETO OT Ma3apa.

Yur. 93. (1) (M3m. - IB, 6p. 110 ot 2008 r., gom., 6p. 84 ot 2012 r., B cuiia ot 2.01.2013
r.) Korato npu npoBepkara Ha TeXHUYeCKaTa JOKyMeHTauus o wi. 14, an. 1 u Ha geknapanusaTa 3a
cbOTBeTCTBUE MO wi. 91, an. 4, T. 1 BB3HUKHAT CHMHEHMsSI, Y€ HU3/JEINETO HE CHOTBETCTBA Ha
ChIIECTBEHUTE N3UCKBAHUS, ONPEICNICHN B HapeA0UTe Mo Wi. 18 0T TO3M 3aKOH /WM Ha IJ1aBa 1eTa
"a" 1 Ha HapenOaTa o wi. 217, an. 1 oT 3akoHa 3a 3a1UTa OT BPEJHOTO Bb3/IEHCTBUE HA XUMUYHUTE
BEIIECTBA U CMECH, JIUIaTa 1o wi. 86, ajl. 2 B3eMaT o0pa3ly WIK MPOOH OT U3ETUETO 3a UIUTBAHE.
(2) WznurtBaHeTo ce WM3BBPLIBA B akpeauTHpaHa jaboparopus oT Mi3nmbiaHuTenHa areHuus
"bearapcka cioyx0a 3a akpenuTtanus" WM B JabopaTopHs, aKpeIUTHpaHa OT OpraH Ha JAbpkKaBa
YWICHKA WIM IbpKaBa 0T EBpONEiNCcKOTO NKOHOMHYECKO MTPOCTPAHCTBO.
(3) (U3wm. - 1IB, 6p. 82 ot 2009 r., B cuna ot 16.10.2009 r., 6p. 14 ot 2015 ., 6p. 41 or 2024 1., B
cwia ot 10.05.2024 r.) YcnoBusita v pebT 3a B3eMaHe Ha 00pa3Ly 1 IpoOU OT METUIIUHCKU U3/1ETUs
3a M3MMTBaHE CE€ OMNpeNeNiT ¢ Hapenbda Ha MUHHMCTBbpPA Ha 3/IpaBeONa3BaHETO M MUHHCTBbpPa Ha
MKOHOMHKATa U MHIIyCTPHATA.
(4) TIpu ocniopBaHe Ha pe3yJiTaTUTE OT W3BBPIIEHUTE JTA0OPATOPHU M3MUTBAHUS MPOU3BOIUTENSAT
WIM YITBITHOMOIICHUAT My IpenctaButeln npeactass B MAJI nucMeHo nckaHe B 7-IHEBEH CPOK OT
JaTaTa Ha MoJy4aBaHe Ha pe3ysTaTa OT MbPBOHAYAIHOTO M3MUTBAHE 33 M3BBPIIBAHE HA TOBTOPHO
U3MUTBAHE.
(5) IloBrOopHOTO M3NMUTBaHE NO ail. 4 ce M3BBPIIBA OT EKCIEPTH, KOMTO HE ca y4yacTBajlu B
I'bPBOHAYAIIHOTO M3IUTBAHE.

Y. 94. (1) B cnyuaute no ui. 93 m3nbaautenHuar aupektop Ha MAJI uznasa 3amoBen 3a
BPEMEHHO CITUpaHe Ha Pa3NpOCTPaHEHUETO WK yIoTpedaTa Ha KOHKPETHOTO U3IETHE.
(2) Konme ot 3amoBeATa mo aji. 1 ce BpbuBa Ha MPOU3BOJUTENS WM HAa HETOBUS YITBIHOMOILECH
MIPEACTABUTEIN, UJIM HA BHOCUTEIS.
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Yn. 95. Korato nunara mo uia. 86, ail. 2 yCTaHOBST, Y€ HECHOTBETCTBUETO ChC
CbIICCTBCHUTC H3UCKBAHHUA MOKC a CC€ OTCTpaHH, H3TOTBAT CTAHOBUILC OO H3II'BJIHUTCIIHUA
mupektop Ha MAJI u gaBaT mpeanucaHue ChbC CPOK, ChrilacyBaH C MPOU3BOIUTENS WIIM HETOBHS
YIOBJIHOMOIICH HNPCACTABUTCII, 3@ U3BBPIIBAHC HaA H€O6XOI[I/IMI/ITC KOopurupamu IICfICTBPISI Ui 3a
ITBJIHO OIICHSBAaHE ChOTBETCTBHETO HA M3/ICINETO ChC CHIECTBCHUTE H3UCKBAHMS.

Y. 96. (1) Koraro snmnara nmo un. 86, aji. 2 yCTaHOBST, Y€ HECHOTBETCTBUETO ChC
CHILIECTBEHUTE M3UCKBAHUSI HE MOXKE Ja C€ OTCTPAHM, T€ U3TOTBAT CTAHOBUIIE 10 U3ITBIHUTEIHUS
nupexrop Ha MAJL.

(2) UznbaautenHusat nupexktop Ha MAJI Bb3 OCHOBa Ha CTAaHOBHIIETO 1O aj. | W37aBa 3amoBeq 3a
OnmokupaHe M 3abpaHa 3a pa3NpOCTPAHEHUETO WIIM yHmoTpedara Ha H3JENUETO M Paslopexna
M3TETVISIHETO MY OT na3zapa B 30-THEBEH CPOK OT JaTraTa Ha BpbUBAHETO i Ha MPOU3BOIUTEINS UIIH Ha
YI'BJIHOMOUIEHUSI MY IPEJCTABUTEN U HA BHOCUTEIIS.

(3) MsnbanuTenHata areHIUs MO JIEKapcTBaTa yBEAOMSIBA PETyJNaTOPHUS OpraH Ha IbprKaBaTa
YJIEHKA, B KOATO IPOU3BOJIUTENST WIM YI'BJIHOMOIIEHUAT MY IPEACTaBUTE] U BHOCUTEIT €
YCTaHOBEH, 3a 3all0BEATa IO aj. 2.

Y. 97. 3anosegure mo wi. 92, ain. 1, wi. 94, wi. 96, an. 2 u wi. 99, an. 1 Moxe na ObpHaT
o0OKaJBaHM 1O pela Ha AJIMHHUCTPATHBHOIPOIIECYaTHMsI KOJIEKC, Karo ajbara He Crupa
H3ITBIIHEHHUETO.

Y. 98. (1) Korato cien uznutanero mo 4i. 93 ce ycTaHOBH, Y€ MEAUIIMHCKUTE U3ICIHS
HE ChOTBETCTBAT HA CHIIECCTBEHUTE U3MCKBAHMS, PA3XOJAUTE 32 B3eMaHe Ha 00pa3ly Wik npoodu 3a
M3MHUTBAHE Ca 32 CMETKA Ha MIPOU3BOJIUTEINS, HA YITHITHOMOIIECHUS MTPEICTABUTEI WM Ha BHOCUTETIS.
(2) Koraro cnen u3nurBanero no 4i. 93 ce ycraHOBH, Y€ MEIULIMHCKUTE U3JIEIHSI CbOTBETCTBAT Ha
CBIIIECTBEHUTE M3MCKBAaHMs, Pa3XOAWTE 3a B3eMaHE Ha 0Opas3lM WIM MPoOM 3a M3MHMTBAHE ca 3a
cmetka Ha MAJL

Y. 99. (1) (U3wm. - JIB, 6p. 110 ot 2008 r., gom., 6p. 41 ot 2009 1., B cuna ot 2.06.2009
r.) MUHHCTBPBT Ha 3[PaBEONA3BAHETO WM OINPABOMOIICH OT HETO 3aMECTHUK-MHUHHUCTBD, MO
MOTHBHPAHO NPEATI0KEHHE Ha M3MBJIHUTENHUS aupekrop Ha WAJI, xoraro ToBa € B MHTepec Ha
OOIIECTBEHOTO 3/[paBe W/WIIM CE Hajara 3a M3ITbJIHCHNE Ha HAI[MOHAIHATA 3/IpaBHA MOJUTHKA, MOXKE
ChC 3aIl0BE]] BPEMEHHO J1a:
1. 3a0paHu MycKaHETO Ha Ma3apa W/WUiH IIyCKaHEeTO B JCHCTBUE, WU
2. 3a0paHy pa3npOCTPaHEHUETO, UITH
3. orpanuuu 00XBaTa Ha JEHCTBUE, WU
4. HaNOXU JON'BIHUTETHU M3MCKBaHMA 3a IyCKaHETO Ha Iaszapa W/WJM MyCKaHETO B JieHCTBHE Ha
TasieH B U3AEIIHE WK TPYIIa H3/IeIHsL.
(2) (Hom. - AB, 6p. 110 ot 2008 r.) B cmyyaure no an. 1 UAJI unpopmupa Epponelickata koMucus
W pEryJliaTOpHUTE OpraHW Ha IbpP)KaBUTE WICHKH W PETryJaTOPHUTE OpPraHW Ha JBPKABUTE OT
EBponeiickoTo MKOHOMHUYECKO IMPOCTPAHCTBO 3a 3allOBEATa, MOTHBHUTE 3a HEsl U IpEIIpUETHTE
MEpKH.

Yui. 100. (1) JIunara mo un. 86, an. 2 ce 3acTpaxoBaT 3a cMeTka Ha Oromkera Ha MAJI
CpeIlly 3JIOMOJIyKa, KOSITO MOXKE Ja HACTBIM MPU WA TIO0 TIOBOJI M3IIBIHCHUE HA CIYKEOHUTE UM
3a0bIKEHH.
(2) (U3wm. - [IB, 6p. 98 o1 2010 1., B cuma ot 1.01.2011 r.) [Ipu u3BbpIBaHe Ha TPOBEPKH JIMIIATA TIO
yi1. 86, ain. 2 MoraT Ja MOUCKAT ChJICUCTBHE OT pETMOHANIHATA 3[IpaBHA UHCIIEKIIUS, OT OPraHUTE HA
MUHHCTEPCTBOTO Ha BBHTPEIIHUTE PabOTH U OT KOMIIETCHTHHTE OpPraHd Ha MECTHOTO
caMOyIIpaBJICHUE.

Y. 101. U3npaHuTenHaTa areHuus o JeKapcTBaTra MyOJMKyBa Ha CTpaHMIIATa CHU B
WHTEpHET MH(OpMaIIUA 32 U3JENUATa, 32 KOUTO UMa M3/1ajieHa 3amoBed o wi. 91, an. 1, wn. 92, an.
1, 9. 94 u ai1. 96, an. 2.

Y. 102. JIunara o 4. 86, ain. 2 ca JUIbKHH Ja:
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1. He pasnpocTpaHsaBaT 0OCTOATENCTBA U (PaKTH, CTaHAIM UM U3BECTHU 10 BpEME Ha WJIM BbB Bpb3Ka
C U3ITBJIHEHUE Ha CITYKEOHUTE UM 3abJDKCHHUS;

2. M3M03BaT NOJYyYEHUTE JOKYMEHTH U HH(pOpMAIIUI caMo 3a IeJIUTE Ha HaJ30pa Ha ma3apa;

3. ce IeruTUMHPAT NPU U3BBPILIBAHE HA IIPOBEPKUTE.

T'1aBa ceqma
CUCTEMA 3A YBEJAOMSIBAHE U OLIEHSIBAHE HA HHIIMJAEHTHA

Yia. 103. (1) [IpousBoguTensaT € JUTbXKEH Ja Chb3/Aaje U Aa MOJAbpiKa JOKYMEHTHpaHa
cUcTeMa 3a MpoclieAsBaHe Oe30MacHOCTTa Ha MPOU3BEACHUTE OT HEro MEIUIMHCKU W3/eNus,
IyCHATH Ha a3apa W/Uiy MyCHATH B ICWCTBUE HA TEPUTOPUSTA HA IbPKABU YICHKH, HA IHPIKABH OT
EBporeiickoTo NKOHOMHYECKO MPOCTPAHCTBO U HAa TPETH IbPKaBH, U Jla pasnojara ¢ MEXaHU3MH 3a
MpUJIaraHe Ha HEOOXOAMMHUTE KOPUTHUPAILHU JICHCTBUS.

(2) Cucremara o an. 1 ce npuara 3a MEIULUHCKH U3IEITHS:

1. c nanecena "CE" mapkupoBKa,

2. xouto HsaMat HaHeceHa "CE" MapkupoBKa, KOraTo MHIUACHTHT WM MOTEHIMATHUAT UHIIMACHT C
TAX 10 CMUCHJIA HA wil. 106, an. 1 u 2 HanaraT U3BBPILBAHE HA KOPUTUPALIH AEUCTBUS, TPUIIOKUMU
3a U30EMUSI IO T. 1.

(3) Cucremara He ce npujara 3a u3Jenus, NpeaHa3HaueH! 3a KIMHUYHU W3MUTBAHUSA, U U3JCIHS 32
OLICHSIBaHE Ha JICWCTBUETO.

(4) Cuctemara no aii. 1 BKJIIOYBa Mpoy4yBaHe O€30MACHOCTTA HA M3JACNHUATA IO ajl. 2, MyCHATH Ha
nasapa v/ Uiy B IeHCTBHUE Upe3:

1. chOupaHe, TOKyMEHTUPAHE W aHAIU3 Ha ChOOMICHUS 3a chOUTHS 1Mo Wwi. 105 OT MEeTUITMHCKH
CHEIHMATUCTH, OT NAalMeHTH, OT JIMIA, KOWTO U3BBPIIBAT HHCTAIUpAHE, MOAAPHKKA WU
KanuOpupaHe Ha uzaenusara, u ot MAJL;

2. aHanmM3 Ha pE3yIATaTUTEe OT [JONBIHUTEIHH U3MUTBAHUS HA W3AENUATA, U3BBPIICHH OT
MIPOU3BOTUTEIS,

3. chOupaHe U JOKYMEHTUPAHE U aHAlIM3 Ha JaHHU OT Hay4yHaTa JIUTeparypa.

Y. 104. (1) (Ilpeaumen Texet Ha wi. 104, uzm. - JIB, 6p. 110 ot 2008 1., 6p. 54 ot 2012
r.) Jlekapute, nexkapute Mo AeHTATHA MEIWLMHA U JPYTH MEAWIIMHCKH CIEIUANIMCTH, U JIUIATa,
KOUTO OCBIIECTBABAT MHCTAIUPAHE, MOIIPHKKA WM KATMOPUpaHe HA METUIIMHCKUTE U3JEHs, ca
IIHKHE He3a0aBHO na crobmasaT Ha MAJI 3a ceoutus nmo wi. 105 B ob6extute mo wi. 83, am. 1, 1. 2
OTHOCHO JICUeOHUTE 3aBEJICHUS 0 3aKOHA 3a JICUCOHUTE 3aBEJICHUA.
(2) (Hosa - 1B, 6p. 110 ot 2008 r.) M3mbiHUTENHATa arcHIUS MO JIEKApCTBaTa MPEIOCTaBs Ha
MIPOU3BOIUTEISI MJIM HA HETOBUS YII'BITHOMOIIEH MpeACcTaBuTeN HH(pOopMarusiTa 1o ajn. 1 B Cpok Tpu
JTHU CJIe]1 TTOJTy4aBaHeTo il.

Y. 105. (1) [Ipoussogutenst yBeaomsiBa MAJI 3a Bcsika HEU3MPABHOCT WUJIU BJIOIIIaBaHE
Ha XapaKTepUCTHKHUTE Ha M37eJHe, MPOU3BEIEHO OT HEro, W/WiM Ha JEHCTBHETO My, KakTO M 3a
HEeI'bJIHA WJIM HETOYHA MH(pOpMallus BbPXY €THKETa WM B MHCTPYKLHUATA 3a ynorpeda, KOeTo €
INPUYMHUIIO CMBPT WM CEPUO3HO YBPEXKAaHE HA 3][PaBETO WM OM MOIJIO Ja NPUYMHU CMBPT WU
CEPHO3HO YBPEXKJAHE Ha 3PABETO HA MALMEHT, MEIMIMHCKU CIELUAIMCT WM TPETH JIMIA Ha
TeputopusaTa Ha PenyOnuka bearapus.
(2) IlponsBoautensat yBenomsia MAJI u 3a Bcsika TeXHUUECKA WM METUIIMHCKA IPUYHHA, CBbpP3aHa
C XapaKTEpUCTUKUTE WM AEUCTBUETO HA U3/AEIUETO, KOATO MOPaay IPUUNHUTE, IOCOUYEHHU B al. 1,
BOJIY 10 CUCTEMHO U3TEIJISIHE OT Ia3apa Ha U3/eNus OT €IMH U ChIIHU THII.

Yu. 106. (1) [IpousBonurenar nmoaasa B UAJI mepBoHauaneH fokian mo obdpaser B 10-
JTHEBEH CPOK OT TOCThIBaHe Ha WHOpManus 3a chouTHe 1mo uwi. 105, TPUYMHUIO CMBPT WU
CEpPHO3HO YBPEXKIAaHE HA 3APABETO, HAPUYAHO MO-HATATHK UHIUJCHT.
(2) IpousBonutenar nogaBa B MAJI mbpBoHauaneHn nokian mo obpasen B 30-THEBEH CpPOK OT
nocteliBaHe Ha uHpopmanus 3a croutre mo wi. 105, KoeTo e MoXkeno Ja MPUYMHU CMBPT WIIH
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CEepUO3HO YBPEXKIaHE Ha 3ApaBETO, IMPEIOTBPATEHU MOpaad OJAarompUsITHO OOCTOSITEIICTBO WIIU
JIeKapcKa HaMeca, HApUYaHO MO-HATaThK MOTEHIIMATICH UHIIUACHT.

(3) (M3m. — JIB, 6p. 38 o1 2015 1., B cuma ot 26.05.2015 r.) Korato MHIMAGHTHT WM TOTCHIIMATHUST
WHIUACHT 3acsra u3aenus ot kiac la, 116 unu knac 111, wimn uH BUTPO AMATHOCTUYHH MEIUIIUMHCKA
u3JIenusl OT COUCHhK A win cnuchK b, niam uzgenus 3a camoTecTyBaHe M € Bb3HUKHAI B TpeTa
IbprKaBa, IPOU3BOJUTEIAT [10/1aBa B cpoka 1o ail. | wim 2 B UAJI mbpBOHauaieH 10KIaj B CIIy4auTe,
Koraro HOTU(UIUpPaH opraH mo wi. 63, an. 4 ¢ W3BBPLIMI OILICHABAHE HA CHOTBETCTBHETO Ha
W3/IeJINETO, C KOETO € CTaHaJl UHIIUJICHTBT.

(4) Koraro MHIMAEGHTHT WIM MOTCHUUATHUAT UHIMICHT 3acAra U3Jeius oT Kiac | uium uH BUTPO
JUArHOCTUYHU MEIUILMHCKU U3JIeJusi, KOUTO HE ca OT Cchnuchk A u cnucbk b u He ca 3a
CaMOTECTyBaHE, U € Bb3HUKHAJ B TPETA IbprKaBa, IPOU3BOAUTENAT [101aBa B CpoKa 1o ai. 1 wiu 2 B
HNAJI mbpBOHayaneH AOKJIAI B CIy4yauTe, KOTaTO MPOU3BOAMUTENAT WA YI'BIHOMOIIECHUAT MY
npencraButen e peructpupan B MAJI no pena Ha rinaBa BTopa.

Y. 107. Korato MHIMACHTHT WIH MOTCHIIMATHUAT HHIUJACHT C€ IbKH HA KOMOWHUpaHA
yrnoTpeba Ha JBE WJIM IMOBEYE OTACTHHM H3JICTHs W/WIM Ha MPUHAUICKHOCTH, TPOU3BEICHH OT
pa3IMyHU TPOU3BOAMUTEIIN, BCEKH MpousBoauten npeacrass B UAJI otaenen gokinan mo ui. 106.

Yu1. 108. [TpousBoauTenart yBeoMsBa HEIOCPEICTBEHO Clie] oJydyaBaHe Ha nH(opManus
3a MHIMJCHT WU TMOTCHIMAJIICH WHUMISHT YITBIHOMOIIEHUS CU TpeacTaButTen no wi. 10, am. 2,
TBProBella Ha €Ip0 W HOTH(HUIMpaAHUS OpraH, M3BBPIIMI OICHSABAaHE HAa CHOTBETCTBHUETO Ha
HU3JIEUETO ChC CBHIIECTBEHUTE N3UCKBAHUS.

Ya. 109. (1) UsnenHuTenHaTa areHuMs IO JIeKapcTBaTa HOJABp)Ka CHCTeMa 3a
peructpupane, aHajau3 ¥ 0000IIaBaHe HA MHIUACHTH U MOTEHIMAIHU WHIUACHTH C MEIUIIMHCKA
U3JIENHSL.

(2) UzmpnHuTenHATa areHIUSA IO JIeKapcTBaTa NyOJNIMKyBa Ha CTpaHHWIATa CH B HMHTEPHET
PBKOBOJICTBATa 3a MpociesBaHe Ha 0€30MacHOCTTAa HAa MEAMLMHCKUTE HU3JeNus, U3MaJCHU OT
EBponeiickara komucus u oT EBponeiickara areHIus o JIeKapcTBara.

Y. 110. (1) U3nbanuTenHata areHIus 1o JeKapcTBaTta perucTpupa B cucTeMara 1o 4il.
109, an. 1 naHHWMTE OT MbpPBOHAYAIHMS JOKJIAJ HAa MPOU3BOAMTENS U OLIEHSIBA IPEJOCTaBEHATa
uHpopManus.
(2) U3nbaxuTenHaTa areHIMs IO JIeKapcTBaTa OCBIIECTBSIBA HAJA30p BBPXY JeMCTBHUATA Ha
IIPOU3BOJUTEIIA IO NMPOYYBAHETO HA MHIMJEHTA WU MOTEHIUAIHUSA UHIUACHT U MOXE J1a U3J1aBa
MIPEeNNUCaHus U YKa3aHHUsL.
(3) Ilo BpeMe Ha mpoy4YBaHETO HA MHIUAEHTA WM MOTeHuuanHus uHimuaeHT MAJI cpaelicTBa Ha
MIPOU3BOJIUTENISA, TPU HEOOXOIUMOCT, 32 OCBIIECTBSIBAHE HAa BPH3Ka ChC:
1. HoTUUIMpPaHUs OpTaH, U3BBPIINI OLICHIBAHE HA ChbOTBETCTBUETO;
2. peryyiaTopHUd OpraHW Ha JPYIM 3acerHaTH AbP)KaBH WICHKH WIN IbpkaBu OT EBpomneiickoTo
MKOHOMMYECKO MPOCTPAHCTBO;
3. peryiaTopHU OpraHM Ha JbpKaBU YJICHKUM WIM IbpKaBU OT EBpONeNHcKOTO MKOHOMHYECKO
IIPOCTPAHCTBO 34 JIEKAPCTBEHH MPOAYKTH B CIydyauTe Ha MHIMIACHTH WINA NOTCHIIMAIHU UHIIUIECHTU
cusgenusa mo wi. 3,1.2,3u4;
4. npyru Npou3BOAUTENH B cirydauTe o wi. 107;
5. moJy3BaTeNnyu Ha U3/€TUETO WIH C TPETH JINLIA.

Yua. 111. Koraro B mppBoHavyagHus JoKaax mo ui. 106 ca mocoyeHW KOpUTHpaly
JEUCTBUS WIM CE ChABPKA 3aKIIIOUCHHE, Y€ MHIUICHTHT 3acTpaliaBa 0€30IacHOCTTa Ha MalUeHTa,
Ha MEJIMLMHCKHS CIIEHUAINCT WM Ha TPETHU JIMIA, HO BCE OIE HE Ca ONPEIEICHU KOPUTHpaIUuTe
neiicrusi, MAJI nznpaia nqokmnan A0 peryaTOpHUTE OpraHU Ha IbpKaBUTE YICHKH, Ha IbP)KaBUTE
oT EBpoIeiickoTo NKOHOMHUYECKO MMPOCTPAHCTBO U A0 EBpornelickara KoMUCHs.

Y. 112. (1) B cpok o Tpu Mecera oT mojiaBaHe Ha J0KIaaa mo 4i. 106 mpou3BOAUTETSAT
u3rotBs U mpezactas B MAJl okoHuaTeneH MOkiax mo oOpasel, YTBBPJIEH OT HM3MbIHUTEIHUS
TTUPEKTOP.
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(2) HoxmansT 1o ajn. 1 MoXke 1a ChabpiKa €HO OT CICTHUTE 3aKITIOUCHUS:

1. He ce Hanara ja ce npeanpueMar MepKu;

2. (m3m. - JIB, Op. 54 ot 2012 r.) HOIBIHUTENHO MPOCIEAIBAHE HA W3JCIUETO WM IapTUiaTa
W3JIeNHsl, TTyCHATH B JielicTBUE B o0ekTuTe 1mo wi. 83, an. 1, T. 2 OTHOCHO JIe4eOHUTE 3aBEICHUS 110
3aKkoHa 3a JeueOHUTE 3aBEACHHUS;

3. pasmpocTpaHeHHe Ha WH(pOpMAIMS 10 MEAWIIMHCKHUTE CICHUATNCTA B OOCKTUTE 1O T. 2 U B
aNTEKUTE U IPOTEPUHUTE KATO MUCMEHA PEMOPHKa, M3TOTBEHA OT MPOU3BOIUTEIS;

4. KOpUTHpAIX ACHCTBHS TP MPOU3BOJICTBOTO HA OBbJeIa IPOAYKIIHS,

5. KOpUTHpAIX JEHCTBUS Ha U3/EJIMETO, ITyCHATO B ACHCTBHE B OOCKTUTE 110 T. 2;

6. U3TETUISIHE Ha W3/CIIMETO WM Ha IapTUaaTa U3/IeJus, yCHATH Ha Tla3apa W/Uiy B ICHCTBUE.

Y. 113. (1) B cmygaute o wi. 112, an. 2, 1. 2 MAJI u3BBbpIIBa KOHTPOJI BBPXY ICUCTBUATA
Ha MPOU3BOAUTEINS Ha TepuTopusita Ha Penyonuka boarapust.
(2) B cayuaute mo wi. 112, an. 2, 1. 3 MAJI oneHsBa ChIbPKaHUETO HA TUCMEHATa MPEnopbKa 1
00CHXK]Ia C MPOU3BOAUTEIS a[pecaTUTEe Ha MPENOophKaTa U HAYMHA HA PA3MPOCTPAHESHUETO 1.
(3) B cnyuaute o wi. 112, an. 2, T. 5 UAJI Moke 1a U3BBPIIM IPOBEPKA HA MSCTO.
(4) Uznmpnaurennust pupektop Ha MAJl wm3naBa 3amoBen 3a OJIOKMpaHe M U3TETVISIHE OT
MIPOU3BOJIUTENS HA M3ACTUETO WIM Ha MapTUAATa U3JENUs, C KOUTO Ce € CIYyYWI MHIUACHTHT WU
MOTEHIIUATHUAT UHIIUACHT, KOTaTO CE YCTAaHOBH, Y€ MPOU3BOIUTEIIAT HE €:
1. U3BBPIIMII KOPUTHPALLY ACHCTBUS B IOCOUYECHHSI OT HErO CPOK B JOKIaAa o ui. 112;
2. U3TErJIWI U3JIETTMETO WK MapTUAaTa U3eNusl OT Ma3apa B MOCOYCHHS OT HETO CPOK B JIOKJIAJa 1o
. 112.
(5) YcnoBusta u penbT 3a OJOKHMpaHe, U3TETIITHE W/WIW YHUIIO)KABaHE Ha W3JICNHSITA, KOUTO HE
OTrOBapsAT Ha W3HCKBAaHUATA HAa TO3M 3aKOH, CE ONpeNeNnsaT ¢ Hapeaba Ha MHUHHUCTBpa Ha
3/lpaBeoIla3BaHEeTo.

Y. 114. (1) U3nenHuTenHaTa areHIys 1o JiekapcTBaTa yOJIMKyBa Ha CTpaHULATa CH B
MHTEPHET CIMCHK HA U3JIENMITA, BKJIIOUEHH B 3anoBenra no wi. 113, ain. 4.
(2) Korato m3nenusara no ai. 1 ce mpomaBaT B obektutre mo wi. 83, an. 2, MAJI yBemomsiBa
obmecTBenoctTa upe3 BTA u cpepcTBaTa 3a MacOBO OCBEIOMSIBAHE.
(3) UznbanutenHuAar aumpektop Ha WMAJlL u3roTBs 1OKJIaa 3a BB3HUKHAIMS WHIMICHT WU
MOTEHIIMAJIeH MHIUJIEHT B ciay4auTe 1o wi. 112 u u3npaiia konue ot Hero 1o EBponeiickata komucus
U PETYJaTOPHUTE OPraHu Ha JbPKABUTE UICHKHU.

Yua. 115. (1) Beako nupektHo cbobOmenue 1o MAJI 3a MHIMIEHT WM NOTEHLUAJEeH
MHIUJIEHT C MEAMLUHCKO H3JleNue Ha Tepuropusita Ha PemyOnuka bbiarapusi, momajgeHo ot
UJCHTU(QUIMPAHO JIUIIE B TUCMEH BUJ, C€ JOKYMEHTHpa B cuctemara mo 4wi. 109.

(2) B cpok 10 Tpu THU OT MOJTy4aBaHe Ha ChOOIIEHUE 3a MHIIMCHTA UM NOTEHIMAJIeH UHIIUCHT 110
ain. 1 UAJI uadopmupa mpou3BoauTes, 3a Ja MpeanpueMe IeiCcTBUATa, peaBuaeHu B wi. 106 - 108
nur 112

Yna. 116. V3neiaHATETHATa areHOWsS IO JICKapCcTBaTa MOXeE Ja OBbJe KOOPIMHHPAII
peryjaaTopeH OpraH:
1. B cilyqanTe Ha MHITUACHT WK MOTEHIIMAICH HHIINICHT, Bb3HUKHAII HA TEPUTOPHUATA HA TTOBEYE OT
€JHa Ibp>KaBa WICHKa WIH JbpkaBa OT EBponeiickoTo NKOHOMHYECKO MPOCTPAHCTBO, U
2. KOTaTo UHIMJICHTHT WX MOTCHIIMATHHUAT UHIUJICHT € PETUCTPUPAH 32 IbPBH ITbT HA TEPUTOPUSITA
Ha PenyOnuka bearapus, wim
3. KOraTo OpraHbT, U3BBPIIUI OIEHABAHE HA CHOTBETCTBUETO HA W3JCIHETO ChC CHIIECTBEHUTE
M3UCKBaHMS, € MOJYYHJ pas3pelieHue MO pela Ha TJlaBa YeTBbpPTa, KOraro HHIMACHTHT WIIHU
MOTEHITMATHUAT WHIMACHT € cTaHan ¢ usnenus ot kiac Ila, 116 wm kmac III, wim uH BUTpO
JUArHOCTUYHU MEIUIMHCKU U3ENUs OT COUCHK A WM CIUCHK b, Uin u3genus 3a caMoTecTyBaHe,
WIu
4. KoraTo MPOU3BOJUTENAT WIN YITBIHOMOIICHUAT My IipeacTaBuTen € peructpupat B MAJI o pena
Ha TJIaBa BTOpPA, KOTaTO MHUUJCHTHT WM MOTEHUUATHUAT UHIIUAEHT € CTaHaJl ¢ U3JIenus OT Kiac |
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HJIM UH BUTPO AUATHOCTUYHH MCIAULUHCKHN HU3JCIINA, KOUTO HE Ca OT CIIMCHBK A m cnucek b u He ca
3a CaMOTCCTYBAHC.

Ya. 117. (U3m. — [IB, Op. 17 ot 2019 r1.) JInuHuTE 1aHHW HA U3TOYHHKA HA CHOOIIEHUETO
ce cexpansBar o MAJI mpu cna3BaHe M3MCKBAHMSTA 32 3allMTa HA TUYHUTE JTaHHU.

F.}IaBa ocMa
EBPOIIEUCKA BA3A JTAHHUA

Y. 118. M3neaHuTeHATA areHIUs 10 JieKapcTBaTa mpeaoctaBs B EBpormelickara 6aza
JTaHHU He3a0aBHO CIIe]] MOJIy4aBaHeTo i ciieHaTa HHPOpMalns B CTaHAapTH3UpaH Gopmar:
1. (u3m. - JIB, 6p. 110 ot 2008 r.) 1aHHU, CBBP3aHU C PETUCTPALMATA HA MPOU3BOJAUTEIINTE WU HA
VITBTHOMOUIICHUTE MPEJCTABUTENN MO Wi. 29 M Ha W3JAEIHsTa 0 TJaBa BTOpA, ¢ M3KIIOUCHHE Ha
U3JIeHATa, U3pA00TEHH 110 TIOPHUKA,
2. TaHHH, TIOJTYYEHH IPU KIMHUYHUTE U3MUTBAHUS Ha MEAMIIMHCKY M3JICIIHS 110 Pe/ia Ha TJIaBa TPETa;
3. IaHHU, MOJYYCHH TPU TPOCIICsIBaHe 0€30MacHOCTTAa Ha MEIWUIMHCKHUTE W3S, yCHATH Ha
na3apa W/Wiv IyCHATH B JICHCTBHE HAa TepUTOpUsATa Ha PemyOnuka bbarapus mo riasa cenma,
4. MaHHH, CBBP3aHU C U3J]aBaHE, IPOMSHA, JOIMBIHCHUE, BPEMEHHO CITUPAHEe, U3TETJISTHE WM OTKa3
Ha cepTUPUKATH OT HOTH(PHUIMPAHUTE OPTaHU, CHIIIACHO MPOIICYPHUTE, TOCOUYCHH B HAPEIOUTE 110
. 18.

I'maBa ocma "a"
(Homa - IB, op. 110 ot 2008 r., B cus1a ot 21.03.2010 r.)
KOH®UJIEHIIUAJTHOCT

Ya. 118a. (Hos - /IB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) (1) JrbxxHOCTHUTE
JIMIIA ¥ TUIaTa, KOUTO MpUIaraT TO3M 3aKOH U MOJ3aKOHOBUTE HOPMATHBHHU aKTOBE 10 MPUJIATAaHETO
My, ca JIBKHH J]a HE pa3pocTpaHsBaT MHPOpMAIHs, MOTYYeHa MIPH U IO MOBOJ U3MbIHEHUE HA
3a]IBJDKCHUSATA HM.
(2) Paznopenbara Ha an. 1 He ce mpuiara npu:
1. oOMeH Ha mHpOpPMAHS MEXAY JUTHKHOCTHHU JIMIA, MEXAYy HOTHU(DHUIMPAHU OPTaHU U MEXKIY
JUTHKHOCTHHU JIUIA U HOTU(DUITUPAHU OpPTaHH;
2. pasnpocTpaHeHne Ha HHPOPMAIHS, KOSTO IIEJIH J1a OCHTYPH O€30MTaCHOCTTA U 3[PaBETO HA XOPaTa;
3. mpenocTaBsiHe Ha WH(GOpPMAIIUs B CIIy4auTe Ha HAKa3aTEITHO POU3BOICTBO.
(3) He e konpuaennuansa nHpopmanusTa:
1. 3a peructpanusiTa Ha JMIaTa, KOUTO MyCKaT MEIUIIMHCKY M3JeNUs Ha Maszapa 1o peja Ha riaBa
BTOPA,
2. KOATO ce MPEeAOoCTaBs Ha MOTPEOUTENUTE OT MPOU3BOAMTENS, OT HErOBUS YII'BIHOMOILEH
MPEJICTaBUTENl MM OT ThProBela Ha elpo BHB BPH3Ka C MPEIINpPUETHTE MEPKH IO pela Ha TiiaBa
cenMma;
3. chabBpKaIa ce B M3IaACHUTE, MOTUGUIMPAHUTE, JOMBIHEHUTE WU OTHETUTE CEPTUPHUKATH U B
cepTu(UKaTUTe, YUATO BATMIHOCT BPEMEHHO € MPEYCTaHOBEHA.

T'naBa neBera
AIMNHUCTPATUBHOHAKA3ATEJIHA PA3SIIOPEABUA

Y. 119. KoiiTo mycka Ha mazapa u/uiy mycka B IeWCTBUE MEIUIIMHCKY U3/Ieus, 0e3 1a e
OLIEHEHO ChOTBETCTBUETO UM CHIIACHO U3MCKBAHUATA HA TO3U 3aKOH U HA AaKTOBETE IO IPUJIATAHETO
My, ce Haka3Ba ¢ rio6a ot 10 000 1o 20 000 xB.
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Y. 120. KoiiTo chcTaBu W/ WK U3MOJI3BA ACKIapaIys 3a CbOTBETCTBUE ChC ChAbPIKAHUE,
KOETO HE CHOTBETCTBA HAa CHABPIKAHUETO, OMPENEICHO B HapeaOuTe mo wi. 18, ako nesHueTo He
ChCTaBJIsIBA MIPECTHILVICHHE, ce Haka3Ba ¢ 1y100a ot 3000 mo 8000 mB.

Y. 121. Koiito mycka Ha a3apa u/win mycka B IeHCTBHUE MeTUIMHCKHY u3enus cse "CE"
MapKHpOBKa B HapyIlIeHUE HAa U3UCKBaHUATA HA Wi. 15, ce Haka3Ba ¢ 1iio6a ot 500 g0 1000 B.

Y. 122. KoiiTo mycka Ha ma3apa u/wim mycka B IeHCTBHUE MeTUIMHCKHY u3aenus cse "CE"
MapKUpoOBKa, 0e3 /1a € OLIEHEHO ChOTBETCTBUETO UM ChC ChIIECTBEHUTE M3UCKBAHUS, ONPEICICHH B
HapeznOuTte mo 4. 18, ce Haka3Ba ¢ rio6a ot 10 000 10 20 000 nB.

Yn. 123. Jlunara, KOUTO MPEACTABAT MEAWIMHCKH HW3JICTUsS HAa W3JI0KOW, MaHaupH,
JEMOHCTpPAIIMH, TIPOMOIINY, HAYYHH U TEXHUUYECKU KOH(PEPEHIIMU B HapymieHue Ha wi. 15, an. 11, ce
Hakas3Bar ¢ io6a ot 500 mo 1000 iB.

Y. 124. Koiito mycka Ha ma3apa W/WIM MycKa B JEHCTBUE MEIUIIMHCKU W3JICTHS B
HapyllIeHHue Ha pasnopendara Ha wi. 16, ce Haka3Ba ¢ ri106a ot 5000 10 10 000 nB.

Y. 125. Koiito mycka Ha maszapa W/Wid Iycka B JEHCTBHE MEIUIIMHCKH U3Jenus 0e3
MHCTPYKIUSA 32 ynoTpeba, ¢ U3KIII0OUeHUE Ha U3/AeTusaTa o wi. 2, ain. 1, 1. 3, monaxamu B kiac [ u
kiac [la, ako morat z1a ce u3nos3Bat 0e30macHo 6€3 HHCTPYKIIHS 3a ynoTpeda, ce Haka3Ba ¢ ri100a ot
3000 mo 5000 xaB.

Y. 126. KoliTo mycka Ha maszapa W/Wid IycKa B JIEHCTBHE CHCTEMH W/WIH HAO0OpU WK
MEIULMHCKN W3JeNus, INpeJHa3sHaueHH OT IMPOMU3BOJUTENS Ja ObJaT CTEPHIM3UPAHU Ipenu
yrnoTtpeba, B HapylIeHHEe Ha M3MCKBAaHHUATA HA TO3W 3aKOH M HA aKTOBETE IO MPHJIATAHETO MY, Ce
Hakas3Ba ¢ riro6a ot 10 000 mo 15 000 is.

Y. 127. Koiito mycka Ha ma3apa u/uiiy B IEHCTBHE METUIIMHCKO U3/IeIHe, U3paboTeHO 10
MOpHYKa, B HAPYIICHHE Ha U3UCKBAHUATA HAa TO3M 3aKOH, ce Haka3Ba ¢ rioda ot 5000 xo 10 000 niB.

Y. 127a. (Hos — IB, 6p. 67 ot 2020 r.) KoiiTo Hapymm pasnopendata ua wi. 30a, a. 3,
ce Haka3Ba ¢ ri106a B pazmep ot 2000 mo 6000 nB.

Y. 128. Koiito u3BbpIiBa ThproBus Ha €Ipo ¢ MEAUITMHCKH u3aenus 0e3 Hanecena "CE"
MapKHpOBKa, ce Haka3Ba ¢ ri06a B pazmep 10 000 nB.

Yiua. 129. (1) PekoBoauren Ha JjeyeOHO WM 3JpaBHO 3aBElIEHUE, KONTO JIOMyCKa
W3MOI3BaHETO Ha MEOUIMHCKU wu3aenus Oe3 HaneceHa "CE" mapkupoBka, ¢ HM3KIIOYEHHE Ha
W3JIeHsTa, N3pabOTCHH 110 TIOPHUKA, Ha U3JICHATA, KOUTO Ca ITyCHATH B ICHCTBUE MPEIH BIU3aHETO
B CHJIa Ha TO3U 3aKOH, U Ha M3JeusTa 1mo wi. 12, an. 1, ce Haka3Ba c riio6a ot 2000 go 10 000 ns.
(2) CproTo HaKa3zaHHWE Cce Hajlara M Ha PHKOBOJUTEN HA JICUEOHO WIIM 3/IpAaBHO 3aBEJCHHUE, KONTO
JIOTTYCKa M3IOJI3BAHETO Ha U3/IeNusl Oe3 HHCTPYKIIHS 3a YIOoTpeda UilH ¢ U3TEKbJI CPOK HA TOAHOCT.
(3) (Hosa - /IB, 0p. 54 ot 2012 r.) PpKOBOIUTEN HA JIeueOHO UITH 3[IpaBHO 3aBEJCHUE, KOMTO KyIyBa
MEAUIIMHCKHU U3JIeNHsl OT Jiniia 0e3 pa3pelieHne win 0e3 Apyr JOKyMEHT, YAOCTOBEpsBalll MIPaBOTO
3a U3BBHPINBAHE HA THPTOBHUS C MEIUITUMHCKU H3JICIHS, U3IaJICH OT KOMIIETEHTCH OpPTaH Ha JIbpiKaBa
YlieHKa WM Ha Jpyra IbpkaBa - cTpaHa no Cropa3zymeHHeTo 3a EBpomeiickoTo MKOHOMHYECKO
npoctpancTBo, Wik Ha Kondenepauus [IBeiiapus, ce Hakazsa ¢ riioda 10 000 nB.

Y. 130. KoiiTo n3BbpIIBa THProBUs Ha €APO ¢ MEIUIIMHCKHU U3/I€NUS C U3TEKbI CPOK Ha
TOJTHOCT, C€ Haka3Ba ¢ riaoba B pazmep 10 000 miB.

Ya. 131. (U3m. - [IB, 6p. 54 ot 2012 r.) Tsproseny ¢ MEAULIMHCKU H3AETHs, KOUTO
HapyllaBa U3MCKBAHUATA HA 4. 82, aj. 2, ce HaKa3Ba ¢ UMYIlIeCTBEHA caHKIus B pazmep S000 nB.

Yia. 132. (U3m. - 1B, 6p. 54 ot 2012 r.) TwproBenm ¢ MEAMIIMHCKH W3JENUS, KOWUTO
HapylllaBa WU3UCKBaHUATA HAa wi. 82, ail. 3, 4 uiM 5, ce Haka3Ba ¢ UMYIIECTBEHA CAHKIUA B pa3Mep
1000 8.
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Ya. 133. Teprosen Ha €Ipo ¢ MEAULIMHCKHU U3ENHS, KOUTO HapyllaBa U3MCKBAHUATA Ha
. 82, an. 1, 1. 2, 3 unu 4, ce HaKa3Ba ¢ UMyIIeCTBEHa caHKIMs B pazmep S000 miB.

Y. 134. (U3wm. - /IB, 6p. 54 ot 2012 1.) KoiiTo M3BBHpIIIBa THPTrOBUS HA €APO C MEAUIIMHCKU
uzaenus, 0e3 1a mpuTexaBa JJOKYMEHT, YI0CTOBEPSBAL] IPABOTO MY Jla U3BBPIIBA Ta3U JACHHOCT, ce
Haka3Ba ¢ uMyllecTBeHa cankuus B pazmep 10 000 ..

Y. 134a. (Hos - [IB, 6p. 54 oT 2012 r.) Thproseir Ha €po ¢ MEIUIUHCKA U3CIHUS, KOUTO
HE M3ITBJIHU 3abJLKCHUETO 10 4il. 78a, ce HaKa3Ba ¢ UMyIlecTBeHa caHkuus B pazmep 10 000 nB.

Y. 135. (dom. - IB, 6p. 54 ot 2012 r.) Thprosen Ha epo, KOUTO HE cria3Ba pasnopeadara
Ha wi. 80, an. 1 unu 3, ce Haka3Ba ¢ uMyllecTBeHa caHkius B pazmep 3000 nB.

Y. 136. (Uzm. - IB, 6p. 60 o1 2011 1., B cumna ot 5.08.2011 r., 6p. 54 o1 2012 1.) THprosen
Ha €JIpo, KOWTO He cra3Ba pasmnopendaTta Ha wi. 80a, an. 1, ce HaKa3Ba ¢ MMYIICCTBEHA CAaHKIIUS B
pazmep 1000 nB.

Y. 137. KoiiTo u3BbpIIBa THProBUs Ha APeOHO ¢ METUIIMHCKHU W3Jenus 0e3 HaHeceHa
"CE" mapkupoBKa WIH ¢ U3TEKbJ CPOK Ha FOJIHOCT, CE Haka3Ba ¢ riaoba B pazmep 10 000 mB.

Yn. 138. (M3m. - JIB, 6p. 54 ot 2012 r.) KoiTo M3BBpIIBa THProBUS Ha JAPEOHO C
MEIUIIMHCKHU U3/IEJIHs U3BBH 3/IpaBHU 3aBeIeHUs 110 Wi. 21, an. 2, T. 4 u an. 3 ot 3aKoHa 3a 3/IpaBeTo
W/WM U3BBH 00ekTuTe 1o wi. 83, ain. 1, T. 4 - 7, ce HaKa3Ba ¢ ri100a WM UMYIICCTBEHA CAHKIUS B
pazmep 10 000 nB.

Ya. 138a. (Hos - JIB, Op. 54 ot 2012 r.) TeproBern ¢ MEIUIMHCKU W3JEIHUs, KOUTO
HapylllaBa U3MCKBaHUATA HA WI. 830, ce HaKa3Ba C UMYIEeCTBeHA caHKIus B pazmep 1000 ..

Y. 139. (M3wm. - [IB, 6p. 110 ot 2008 r.) KoiiTo mycka Ha ma3apa u/uiu mycka B JeiicTBHe
MEAWIIMHCKN W37CNUs Ha TepuTopusita Ha Pemybmuka beiarapusi, 6e3 nma ce e perucrpupan B
OIIpeJIeJICHUS B 3aKOHA CPOK, Ce Haka3Ba ¢ riioba B pazmep 5000 iB.

Yu. 140. (U3m. - IB, 6p. 110 ot 2008 r., B cmia ot 21.03.2010 r.) Koiito Hapymasa
pasnopeadure Ha wi. 27, air. 3, 4. 28, an. 7, wi. 29, an. 2 u wi. 30, ce Haka3Ba ¢ r7100a B pazmep 3000
JIB.

Y. 141. (1) KoiiTo HapymaBa H3MCKBaHUATA 32 U3BBPIIBAHE HA KIMHUYHU U3MUTBAHUS,

aKO M3BBPIICHOTO HE CHCTABIISIBA MPECThIUIEHUE, ce Haka3Ba ¢ rioda ot 5000 go 10 000 nB., a pu
MOBTOPHO M3BBPILBAHE HA CHIIOTO HapyueHue - ¢ riobda ot 10 000 go 20 000 nB.
(2) Ha MeauuHCKY creUanucT, A0MyCHAI WM U3BBPIINII HApYILIEHUS 10 all. 1, MOKe J1a ce HalIO0XKH1
Y HaKa3aHue JHIIaBaHe OT MPaBo J1a yIpakHsBa MpodecusiTa CH 3a CpoK OT 6 Mecela J0 JIBE TOAUHHU.
(3) HakazanueTo mo an. 2 ce Hajgara oT MUHUCTbpPa Ha 3JpaBEONa3BaHETO IO NMPEAJIOKEHHUE Ha
U3IIBIHUTENHUS aupekTop Ha MAJL

Yu. 142. Ha Hotuduuupan opraH, KOMTO He cra3Ba M3MCKBAHETO Ha 4i. 68, an. 1, ce
Hajara uMyuiecTBeHa cankuus B pazmep ot 2000 go 5000 ns.

Yu. 143. Ha Hotuduuupan opran, KOMTo He cnas3Ba M3MckBaHeTO Ha 4. 70, an. 1, ce
Hajara UMyllecTBEeHa caHKIus B pazmep a0 5000 nB.

Y. 143a. (Hos - /IB, 6p. 110 ot 2008 r., u3m., 6p. 38 ot 2015 r., B cruta ot 26.05.2015 1)
Ha HoTHdumpan opran, KOWTO He clia3Ba M3UCKBAHETO HA UiI. 76, an. 3 u 4, ce Hajara UMyIIeCTBEHA
cankuus B pazmep 110 5000 nB.

Y. 144. Koiito npeun Ha aunarta mo 4i. 86, ajl. 2 1a OCBIIECTBABAT CIY)KEOHHUTE CU
3aIbJKEHUS B ChOTBETCTBHE C pa3MoOpe0NTE Ha TJ1aBa IecTa, ce Haka3pa ¢ riro6a ot 6000 1o 10 000
JB.

Y. 145. [IpousBoauTen Ha MEIUITMHCKH U3/CNINS, KOWUTO HApYIIH pasmnopeadara Ha il
103, an. 1, ce Haka3Ba ¢ umyniectBeHa cankius ot 5000 xo 10 000 ns.
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Y. 146. [IpousBoauTen Ha MEIUITMHCKH U3CNINS, KOWUTO HApYIIH pasmopendara Ha il
107, ce Haka3Ba ¢ umymiectBeHa cankius ot 10 000 go 20 000 nB.

Y. 147. KoiiTo He cp0O0IIM 32 MHIIUAECHT WIH 34 MIOTEHIIHAIIEH UHIMIEHT C MEIUIIMHCKO
n3nenve cbriaacHo 4i. 104, ce nakassa ¢ riio6a ot 1000 mo 2000 1.

Y. 148. KoitTto He u3nbinu 3anoBen 1o wi. 113, an. 4 Ha U3NBIHUTETHUA TUPEKTOP Ha
HAIJI, ce nakassa ¢ rio6a ot 10 000 go 20 000 iB.

Y. 149. KoiiTo Hapymu pa3nopea0UTe Ha TO3M 3aKOH WJIM Ha aKTOBETE I10 MPHUJIaraHeTo
My, U3BBH ciydaute 1o wi. 119 - 148, ce nakasBa c rio6a ot 1000 no 3000 niB., a mpu NOBTOPHO
M3BBPIIBAHE HA CHITOTO HapymeHue - ¢ riaobda ot 3000 o 5000 nB.

Yui. 150. Koiito He U3NBJIHU pa3lopexaaHe, Npeanucadiue uiam ykazanue Ha MAJL ce
Hakas3Ba ¢ rirob6a ot 1000 mo 3000 is.

Y. 151. (1) Korato Hapymenusra o uwi. 119 - 150 ca u3BbpiieHn OT IOpUINYECKH JTULa
WIA €AHOJIMYHU THProBIM, C€ HajaraT HMMYLIECTBEHU CAHKUMU. Pa3mMepbT Ha HMMyIleCTBEHara
CaHKIIMS HE MOJKe J1a Ob/Ie MO-HUCHK OT IBOMHUS pa3Mep Ha MPeIBUACHUTE MUHUMAIHH pa3MepH Ha
ChOTBETHUTE 100 1 HE MO>Ke J]a Ob/i€ T0-BUCOK OT JIBOMHMS pa3Mep Ha IPEBUIEHUTE MAKCUMAJIHU
pasMepu Ha ChOTBETHUTE TJIOOMU.
(2) Hanmaraneto Ha MMYIIECTBEHA CAHKIMS HE W3KIKOYBA HajJaraHeTO Ha 71002 Ha BUHOBHUTE
JUTbKHOCTHHU JINLA.

Y. 152. (Hom. - JIB, 6p. 110 ot 2008 1., u3m., 6p. 38 ot 2015 1., B cuya ot 26.05.2015 1.)
(1) Hapymienusra 1o To3u 3aKOH C€ YCTaHOBSIBAT C aKTOBE, ChbCTABEHU OT MHCIIEKTOPHU U €KCIEPTH,
OIIPEJICJICHU ChC 3aI0BE]l HA M3ITBJIHUTEIHUS AupekTop Ha MAJL.
(2) HaxkazaTtennute MOCTAaHOBJICHHS C€ W3/1aBaT OT M3MbJIHUTENHUs aupektop Ha WAJl wmm ot
OIIPaBOMOIICHH OT HETO JUThKHOCTHH JIMIIA.

Ya. 153. CpcTaBsIHETO Ha aKTOBETE, M3JaBAaHETO M 00KaJBaHETO W HM3ITBIHEHUETO Ha
HaKa3aTeJIHUTE IIOCTAHOBJICHMUS C€ H3BBLPIIBAT IO pela Ha 3aKkoHA 3a aJIMHUHHUCTPATHBHHTE
HapylICHUs U HaKa3aHUs.

JOITBJHUTEJIHU PA3IIOPE/IBU

§ 1. [lo cMuchna Ha TO3M 3aKOH:
1. "AKTMBHO MMIUIAaHTHUPYEMO MEIULMHCKO M37enaue" € aKTUBHO MEIUIIMHCKO H3JeNue, KOETO €
npeJHa3HaueHo Ja ObJe YaCTUYHO MM M3IUI0 MMIUIAHTHUPAHO 4pe3 XHUPYpruuecka WM upe3
MEAUIIMHCKA MHTEPBEHIUS B YOBEIIKOTO TSJIO WM Ype3 MEIUIIMHCKA NHTEPBEHIINUS B €CTECTBEHUTE
OTBEPCTHS Ha YOBEWIKOTO TAJIO U Ja OCTAHE B TAJIOTO CIIEA UHTEPBEHIUATA.
2. "AKTUBHO MEAMIIMHCKO H3Jeiue" € METUIIMHCKO H3JeNne, YUETO (DYHKIIMOHHpPAHE 3aBUCU OT
M3TOYHMK Ha €JIEKTPUYECKA UIIU ApYyra €HEPrus, pa3jinyHa OT EHEPrusiTa, FTeHEpUpaHa B YOBEIIKOTO
TAJI0, WM OT 36MHOTO MPUTETJISHE.
3. "BanuuHa nokyMeHTanus" € JOKyMEHTalus, KOSATO IO ChAbpXKAaHHE M IBIHOTA OTroBaps Ha
M3HMCKBaHUSATA, IPEIBUICHHU B OIIpe/iesieHa Mpolielypa Mo TO3U 3aKOH.
4. "Buocuten" e (U3NYECKO WIM IOPUAMYECKO JIUIE, KOETO € YCTAaHOBEHO Ha TepUTOpHsTa Ha
IbpKaBa YWICHKa WM Ha JAbpkaBa 0T EBponeickoTo MKOHOMUYECKO MPOCTPAHCTBO U KOETO BHACH
MEIUIMHCKYU U3AENus OT TPETH AbpKaBH Ha Nazapa Ha EBpornelickus cbro3.
5. "BB3nokuTen Ha KIMHWUYHO M3MHUTBaHE" € IPOM3BOJUTENST WM HETOBUAT YI'BJIHOMOIIEH
MPEJCTaBUTEN, KOMTO OTroBapsl 3a 3all0YBAHETO, YIPABICHUETO W/HIM (UHAHCUPAHETO Ha €IHO
KJIMHUYHO U3MUTBAHE.
6. "I'maBen n3cinenosaren” € JIMLETO, O] YUETO PHKOBOJCTBO M3CIEN0BATEICKUAT EKUII IPOBEXKIA
KJIIMHUYHOTO M3MHUTBAHE.
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7. "IloOpa KJIMHWYHA MPAKTHKA" € ChBKYIMHOCTTAa OT MEXIYHApOIHO MPHU3HATH €THYHU W HAYyYHU
M3UCKBAaHMUS 3a KaueCTBO, KOUTO CE€ CHa3BaT MpU IJIAHUPAHETO, MPOBEXKIAHETO, OTUUTAHETO U
JIOKJIAJIBAHETO HA KIIMHUYHU U3ITUTBAHMUSL.

8. "IIbpxaBa uneHka" € AbprKaBa - WieHKa Ha EBponeiickus cbro3.

9. "UneHTrdUKAIMOHHY TaHHUA Ha WU3JeIueTo" ca:

a) JaHHH 33 TIPOU3BOJUTENS, MOJACI M THUIIOB HOMEpP Ha HW3JEIHETO, BKIIOYHUTETHO codryep u
MIPUHAJJIC)KHOCTH;

0) mpeIHa3HAYEHO JCHCTBHE, OMPECIICHO OT MPOU3BOIUTENS, BKIIOYUTEITHO KIMHUIHA UHIUKAIIUU
W KOHTpPaWHIUKAIIMKM TPU yrmoTpedara W HACHTHU(PUIMpPAHE HAa TPYINHUTE IMAIMEHTH, 32 KOUTO €
peAHa3HaAYEHO;

B) OIMCaHUE HA U3JICTUETO - ONMKMCAHNE HA MaTepHaIl, KOUTO BJIM3AaT B KOHTAKT C YOBEIIKH ThKaHU
WM T€YHOCTH, BKJIFOYBA JIM W3/ICITUETO JIEKAPCTBEH MPOAYKT, YOBEIIKH W/WIIH )KUBOTUHCKU THKaHU
WJTU TEXHH NMPOU3BOJIHH, WJIH OMOJIOTUYHO aKTHBHHU BEIIECTBA;

I) MHCTPYKIMU 32 WHCTAJIMPAHE W M3IOJ3BAHE HA M3JEIMETO, BKIIOUUTEIHO aKO Ca HaJuIe
CIEIMaTHU YCJIOBHS 3a ChXpaHEHHWE W M3UCKBAHUS 3a paboTa - MpeaBapUTEIIHA MTOATOTOBKA PN
yrnotpeba - CTepriIn3alus B CIIy9an Ha IOBTOPHA yoTpeda, MpoBepka 3a 6€30MacHOCT, MEPKH, KOUTO
TpsOBa J1a ce mpeanpuemMar ciej ynorpeoa;

1) IPETIOPBUUTEITHO O0yUSHHUE U OITUT, HEOOXO0IMM 3a yrmoTpeda Ha U3JICIHETO;

€) OmHCcaHWe Ha HEOOXOJWMHUTE MEIULUMHCKA U XUPYPTUYECKH TMPOILEIypH, CHIPOBOKIAIN
ynorpebara Ha U3/1EITUETO.

10. "U3nenue 3a caMmoTecTyBaHe'" € MH BUTPO JUArHOCTUYHO MEAUIMHCKO U3JIeTIue, IPEeIHA3HAYEHO
OT NMPOU3BOUTEJIS Ja CE MOJI3Ba OT JiMIla 0€3 MeIUIIMHCKA KBATM(UKALIMS B JOMaITHA 00CTaHOBKa.
11. "MlHBa3uBHO MEAMIIMHCKO U3JENKe 3a MPOABDKUTENHA yroTpeda" e u3jenre, KOeTo IsIOCTHO
WJTM YaCTUYHO MPOHUKBA B YOBEIIKOTO TSJIO MPE3 €CTECTBEHUTE MY OTBOPHU WJTU TIPE3 TOBBPXHOCTTA
MY U MIPOIBIDKUTEIIHOCTTA HA MPECTOSI MY B YOBELIKOTO Tsu10 € Haj 30 mHu.

12. " BUTPO MUMArHOCTMYHO MEAMIIMHCKO H37eNne" € MEIUIIMHCKO H3JIeJNe, KOETO € PEaKTHuB,
MPOJAYKT OT PEaKTHB, KaluOpaTop, KOHTPOJEH Marepual, KUT (Habop), MHCTPYMEHT, amapar,
o0opy/BaHEe WIIM CHUCTEMa, W3IOJI3BAHO CAMOCTOSITETHO WJIM B KOMOWHAIIWS, MPEIHA3HAYEHO OT
MIPOM3BOIUTENSI 32 W3IMOJI3BaHE WH BUTPO TNPHU H3CIEABAHE HA MPOOHM OT YOBEHIKOTO TSJIO,
BKJTFOYUTEITHO KPBB U ThKaH, €UHCTBEHO WM TJIaBHO C I1eJI IToJTydaBaHe Ha nH(opmarus 3a:

a) (U3MONOTUYHO WM MATOJIOTUYHO ChCTOSHUE, UITU

0) BpOJCHU aHOMAJIUU, UITH

B) oIpe/ienisiHe Ha 0€30MacHOCTTa U ChBMECTUMOCTTA C MOTEHIIMATHU PEUUTTUEHTH, WIH

') KOHTPOJIMPAHE HA TePArieBTUYHU JICHUCTBUSI.

WNH BUTPO NUMArHOCTUYHU MEAMIIMHCKUA U3JIEIUS ca W M3JENMATa 32 CAMOTECTYBaHE, ChJIOBETE 3a
ChbXpaHEHHE Ha MPOOM OT YOBEHIKOTO TS0, C M3KIIOUECHHE Ha M3JEIusaTa 3a 00Ia jgabopaTopHa
yrnotpeda, OCBEH ako H3AENUETO IO OTHOIIEHHE Ha XapaKTePUCTHKUTE MYy € CIEIHATHO
MpeAHa3HauYeHO OT MPOU3BOAUTEIS 32 UH BUTPO TUATHOCTUYHU W3CIICIBAHMUS.

13. "UH BUTPO AMArHOCTUYHO MEAMIMHCKO H3JENIHE 3a OLEHKAa Ha JACHCTBUETO" € MH BUTPO
JTUArHOCTUYHO MEAMUIIMHCKO M3JIeNe, MPEeIHA3HAUY€HO OT MPOM3BOIUTENS 32 MPOBEXKIAaHE HA €THO
WM TIOBEYE M3CIIEABAHMS 3a OI[EHKA Ha JEHCTBUETO, MPOBEXKIAHU B TaOOPATOPHS 3a METUIIMHCKU
W3CJIE/IBAHMS WM B JIpyra MOAXO0/IsIIIa Cpeia U3BbH MICTOTO Ha MPOU3BOJICTBO.

14. "Uudopmupano cwriacue" e BOJEH3SBICHHE HA JEECOCOOHO JIMIE WM Ha 3aKOHEH
MPEACTaBUTEN Ha HEACECIIOCOOHO JIMIIE, C KOETO € M3Pa3eHO ChITIaCHe 3a y4acTHe B KIMHUYIHO
W3MHUTBAHE, CIE/ KaTO JIUIETO € MOoAPOoOHO MHGOPMUPAHO 32 CHIIHOCTTA, 3HAUCHUETO U PUCKOBETE
oT u3nuTBaHeTo. MHpopmMupaHoTo chriacue € B mucMeHa (opma U ChIbpXKa MOIIMUC HA JTUIETO U
nata. [Ipu HEBB3MOXKHOCT Ha JIMIIETO J1a U3pa3u ChITIACHETO CU B MUCMeHa (popma HHPOPMHUPAHOTO
ChIIacue MOXKe J1a ObJ/Ie 1aJIeHO YCTHO B MPUCHCTBUETO HAM-MAJIKO HA €TWH CBUJICTE.

15. "KanuOparop u KOHTpOJIeH MaTepuall" € BeIeCTBO, MaTepHall WIN U3JeNue, peHa3HaueHO OT
MIPOM3BOIUTEISI 32 YCTAaHOBSIBAHE HAa M3MEPBATEIIHU CHOTHOIIEHUS WM 3a MPOBEPKA HAa paOOTHHUTE
XapakTEPUCTUKA HA HMH BUTPO JUATHOCTUYHO MEIUILMHCKO W3JEIHEe B CBOTBETCTBUE C
MpeAHa3HAuYEHUETO MY.
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15a. (Hosa - IB, 6p. 110 ot 2008 1., B cma ot 21.03.2010 r.) "Knuanyau nanaun" € nHGopManusTa,
cpOpana npu ynorpebdaTta Ha U3IETHETO OTHOCHO 0€30MaCHOCTTA W/WITH IeHCTBUETO My. KITMHIYHUTE
JIAHHU c€ M0JTy4aBar OT:

a) pe3yaTaTuTe, IOJYYEeHH NPU MPOBSKIAHETO HA KIMHUYHO M3IHMTBAHE HA M3MHUTBAHOTO
MEIULUHCKO U3JIeNIue, WIN

0) JaHHMW OT KJIMHUYHO/KIMHUYHU W3MUTBAHE/W3MUTBAHUS WM JaHHH OT APYrH NPOYYBAHUS,
nyOoJIMKyBaHM B HayyHaTa JIMTEpaTypa, BbPXY IOJOOHO MEIMIMHCKO U3Jelnue, 3a KOETO
€KBUBAJIEHTHOCTTA C U3IUTBAHOTO U3/I€JIUE MOXKE J1a CE JOKaXKe, WIH

B) MyOJMKYBaHU W/WIN HENMYOJIMKYBaHU JOKJIAIU OT IAPpYT KIMHUYEH OIMUT Ha U3MMTBAHOTO U3JIENIHe
WM Ha 0J00HO MEIULIMHCKO U3JIENINE, 3a KOETO EKBUBAJIEGHTHOCTTA C U3IMUTBAHOTO U3/EIUE MOXKE
Ja ce JIOKaxe.

16. "Koopaunupari usciieoBaTten" € JIMIETO, KOETO KOOPIUHUPA U3CIICI0BATEIUTE ITPU MTPOBEXKIAHE
Ha MHOT'OLIEHTPOBO KJIMHUYHO U3IUTBAHE.

17. "Kopurupaiu neictBus" MoraT J1a BKIOYBAT: U3TEIJISIHE HA U3EIUETO, IIyCHATO B JICHCTBUE;
U3/aBaHe Ha MMCMEHa MIPEernopbKa, B KOATO C€ OMUCBAT MEPKUTE, KOMTO TPsOBA Jja ce IMpeAlpreMar;
JIONBJIHUTEITHO TPOCIEAsBaHEe WIM MOAW(DUKALUS Ha H3/AEIHETO, MyCHATO B JEHCTBHE, C el
noo0psiBaHE Ha XapaKTEePUCTUKHUTE U JEHCTBUETO My; IPOMSIHA B MPOEKTA, IPOMSHA Ha OTJEJIHU
KOMITOHEHTH Ha U3JI€JIMETO WU MPOMSIHA B IPOU3BOJICTBEHUS MPOLIEC IPU OBEIIOTO IPOU3BOJCTBO
Ha M0100HU U3/eNNsl; U3MEHEHHE Ha ChIbP)KaHUETO Ha €THUKETA WIM Ha MHCTPYKLMATA 3a ynoTpeOa
U JIPYTH.

18. "Kputuuen ananuz" e:

a) KpaTKO OINKMCaHUE Ha MEJUIIMHCKOTO U3JEINe - IPEAHA3HAUEHO JIEHCTBUE, TUII, XapaKTEPUCTUKH;
0) aHanu3 Ha noaOpaHaTa JIMTepaTypa U Ha BCUUYKHM HAIUMYHU JJAHHU;

B) KPUTHYCH aHAIHM3 HA UICHTH(PUIMPAHUTE BPEIU MPHU yHoTpedara Ha U3/IEINETO, Ha CBBP3aHUTE C
TAX PUCKOBE M NOJXOAALIM MEpPKU 3a 0€30MacHOCT M0 OTHOLICHHWE Ha MAIlMeHTH, MEIULMHCKU
MIEPCOHAI U TPETH JIULIA;

I') METOAM 3a MOAOOp Ha U3IOJ3BAHUTE JUTEPATYPHU HU3TOUHHUIIM, NPUIOKEHUTE CTATUCTUYECKU
METOJM 3a aHajliu3, METOJWUTE 3a OLEHKA, TUIlAa M MPOABIDKUTEIHOCTTa Ha MPOYYBAHETO,
XETEepPOreHHOCT Ha BKIIIOYEHATA B IPOYYBAHETO MOMYIALUs;

1) KpailHa OIleHKa Ha ToJj3aTa OT yrnorpebaTra Ha W3JEIMETO CIPSMO PHCKa, KaTO C€ OTYUTAT
MOCTH)KEHUATA HAa ChBPEMEHHATa HayKa U MEJUIIMHCKA IPAKTUKA;

€) 3aKJII0YEHHE, B KOETO CEe TI0COYBA JIalM ca U3M'bJIHEHU LIEJINTE Ha 33aJJaHUETO, HACHTU(DUKAIIS Ha
NPa3HOTH B OLEHKaTa Ha CHOTBETCTBUETO Ha H3JEIUETO ChC CHINECTBEHUTE H3UCKBAHHS IO
OTHOIIIEHHE Ha O€30MacHOCT M IpeIHa3HAaYeHO KIMHUYHO AEWCTBHE M, NpPU HEOOXOAMMOCT -
apryMeHTalus 3a MPOBEXAaHe Ha KIMHUYHY W3MUTBAHMS - 1IeJTU U TUIaH Ha U3MUTBAHETO.

19. "Jlune, ycTaHOBEHO Ha TEpUTOpUATA Ha JbprKaBa WJIEHKAa WM Ha JbpxkaBa oT EBporneickoTo
MKOHOMHYECKO MPOCTPAHCTBO" € MpaBeH CyOeKT, PErUCTPUPaH M0 TPakAaHCKOTO WM ThPIOBCKOTO
3aKOHOJATEJICTBO Ha IbPrKaBa YWICHKa WIH IbpkaBa oT EBpoIeickoTo NKOHOMHYECKO TPOCTPAHCTBO
WINA Ch3/1aJIeH MO CUJIaTa Ha HOPMATHMBEH aKT, KOMTO MMa ceJalulle M ajpec Ha yIpaBlIeHUE B
IbprKaBa WieHKa WK B AbpkaBa OT EBponeiickoTo HKOHOMHUYECKO ITPOCTPAHCTBO.

20. "JInyHO mpennazHO CPEACTBO' € BCSAKO YCTPOWCTBO WM CPENCTBO, NPEJHA3HAYEHO Ja Ce
U3IO0JI3Ba OT JIMIE, 3a Ja ro MpeAnas3Ba oT €Ha WK MOBeYe Bb3MOXHHU ONACHOCTH, 3aIljIalllBallx
HEroBOTO 3/ipaBe U Oe3onacHocT. KaTo IM4yHM NpeAna3Hu CpeacTBa ce ONpeAessaT ChIIO U:

a) CbBKYNHOCT OT YCTPOMCTBA WJIHM CpPEJCTBAa, B3aUMHO CBBHP3aHH OT MPOU3BOAUTENS, C IIeN Ja
npeanasBaT €IHO JUIE OT €lHAa WJIM MHOXXECTBO OIACHOCTH, KOMTO MOTaT Ja c€ IpOsBABAT
€/THOBPEMEHHO;

0) mpennazHo ycTpOHCTBO MM CPEJCTBO, CBBP3aHO HEAETMMO MJIH JECTUMO C JIMYHO CPeNCTBO Oe3
3alUTHA QYHKIIMS, U3MIOI3BAHO OT JIMIETO 33 U3BBPIIBAHE HA ONpesesieHa IeHHOCT;

B) 3aMEHSEMH ChCTABHU YaCTH Ha €IHO JMYHO MPEANAa3HO CPEICTBO, KOUTO Ca OCHOBHU 32 HETOBOTO
MPaBWJIHO (PYHKIIMOHUPAHE U KOUTO CE U3MOJI3BAT €AMHCTBEHO 32 TOBA JIMYHO MPEANA3HO CPEICTBO.
21. (U3m. - 1B, 6p. 110 o1 2008 r., B cuma ot 21.03.2010 r.) "MeauuuHcko uzzenue" € MHCTPYMEHT,
amapat, ypen, codTyep, MaTepuan WM JPYro HU3JeJHe, HW3MOI3BaH CaMOCTOSITENIHO WU B
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KOMOWHAIMsSI, BKIIOYMATETHO codTyep, MpeaHa3HAdeH OT MPOU3BOAMTENS Ja ObJe H3IMOI3BaH
CHeM(pUIHO 32 TUATHOCTHYHU W/WIIM TEPANeBTUYHH IENM W HEOOXOAUM 3a TpaBHIIHATA MY
ynoTtpeba, KOHTO HE TMOCTUTa OCHOBHOTO CH JACHCTBHE IO TNpEIHAa3HAYCHHE BHB WM BBPXY
YOBEUIKOTO TsUIO MO (hapMaKOJOTHYCH, WMYHOJOTUYCH WM METa0OJIMTEH BT, HO MOXE Ja Ce
rmojArioMara IMpu CBOETO JEHCTBHUE OT CPEACTBA C TaKbB €(PEKT, U KOUTO € MpeIHa3HA4YeH OT
MIPOU3BOIUTEIS /1a C€ TIpUJIara mpu xopa ¢ Led:

a) TMarHOCTHKa, Mpo(HIIaKTHKA, HAOII0CHUE, JICUeHHUE WU o0JIeKuaBaHe Ha 3200 IsIBaHMUS;

0) amarHocTuka, HAOIIOJEHUE, JIeUueHHe, OOJIeKUaBaHE WM KOMIICHCHpPAHE Ha TpPaBMH WU
HHBAJIMIHOCT;

B) M3CJIC/IBaHE, 3aMsIHA WJIM KOPEKIUS HAa aHATOMUYHA YaCT WA (DU3HOJIOTHYEH MPOIIEC;

') KOHTPOJI BBPXY IpoIieca Ha 3a0peMeHsIBaHe.

22. (M3m. - IB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) MeauumHCKO U3AeTUe 32 KIMHUYHO
M3MUTBaHE" € MEIUIIMHCKOTO U3JeNIue 1Mo wil. 2, ait. 1, T. 2 u 3, npeaHa3Ha4YeHo Jja C€ U3I0JI3Ba OT
MEJIUIUHCKU CHEIUATNCT WK OT APYT CHEHUATUCT, KOUTO MPUTEkKABAT MOAXOAAIIA 32 LEeTUTe Ha
M3MUTBAHETO KBATM(UKAIIKS, TPH TPOBEXKIaHE HA KIMHUYHU M3MUTBAHMS B JICUEOHO 3aBEJICHUE 32
IIOCTHTAaHE Ha 1eaTa 1o 4i. 32.

23. (U3m. - JIB, 6p. 110 ot 2008 r.) "MenuuuHCKOo nu3aenre, u3paboTeHo Mo Mopbuka'" € MeTUITMHCKO
u3nenue mo wi. 2, an. 1, T. 2 unm 3, IPOU3BEIEHO IO MHCMEHO 33JaHhe Ha KBATU(QUIIUPAH
MEJIUIIMHCKU CIEIUATNCT WM Ha JIUIE C TOAXO0/AsIIa MpodeCuoHaIHa KBaTu(UKaIUs, ¢ KOETO Ce
OMpeNeNaT CeUU(PUIHUTE MPOCKTHU XaApPaKTEPUCTUKHU HA M3CIIUETO U MPEIHA3HAYCHUETO MY 3a
ynotpeda 0T KOHKPETEH MallieHT, U 32 KOETO TOM HOCH OTTOBOPHOCT.

CepuitHO MPOWM3BEACHUTE W3JCTHS, QJalTUPAHH C T Ja OTTOBOPAT Ha CHeHH()UIHU
W3UCKBAaHUS HAa MEIUIMHCKU CIEUUATMCT WIM Ha Jpyr oOydeH MOTpeOuTeN, HEe ca W3JeNus,
n3pabOTEHH T10 MOPHYIKA.

24. "MHOTOILICHTPOBO KJIMHUYHO U3MUTBaHE" € KIIMHUYHO U3MUTBAHE, KOETO CE MPOBEXkK/a M0 €IUH
IUTaH, HO B MOBEYE OT C€JMH M3CJICIOBATCIICKH IICHTHP/JICUCOHO 3aBEJACHUE M OT IMOBEYE OT CIUH
uscienoBaren. M3cinenoBareackuTe EHTPOBE MOraT Ja ObJarT paslojoKEHW Ha TEPUTOPHATA HA
elHa JbpXKaBa 4ICHKa, B MOBEYE OT €HA JbpKaBa YJCHKA WJIM B IbPXKABU UICHKH U B TPETH
JTbPIKaBH.

25. "HaGmrogaBai" € JIMIle, Ha3HA4YEHO OT BB3JIOKUTEIS, KOETO HaOJIomaBa Jaidyd KIMHUYHOTO
M3MHUTBAaHE Ha BCEKHM €Tall ce MPOBEXJa, 3alucBa M JOKIaJBa B CHOTBETCTBUE C IJIaHA, ChC
CTaHJAPTHUTE OMEpPAaTUBHU TMporeaypu, ¢ JloOpara KIMHMYHA TPAKTUKA W C TPUIOKAMUTE
KOHTPOJIHH U3UCKBaHUS.

26. "He3aBucuUMO OT BB3JIOKUTENS JIHIIE" € (PU3HUECKO JIUIIE, KOETO € 3all03HATO C XapaKTePUCTUKUTE
U JEeHCTBUETO HAa MEIUIIMHCKOTO U3JeNIHe, 00EKT Ha KIMHHUYHOTO U3IUTBAHE, K C METOJIOJIOTHATA Ha
MPOBEXK/IAHE HA KIIMHUYHO U3MHUTBAHE U € (PUHAHCOBO HE3aBUCUMO OT BB3JIOKUTEIIS.

27. "Ilnan Ha KIMHUYHOTO M3MUTBaHE" € JTOKYMEHT, OMUCBAI IENUTE, AU3aiiHa, METOI0JIOTHSITA,
CTATUCTUYECKUTE METOJM M OPTaHU3AIUATA HA €HO KIMHIUYHO U3IUTBAHE.

28. "lIpennaznauenue" e ynorpedara, 3a KOSTO € MpeJHa3HAYeHO MEIUIIMHCKOTO U3JIeHe ChIIacHO
MPEAOCTAaBEHUTE OT MPOU3BOIUTENS JAaHHU BBPXY €THKETA, B MHCTPYKIMATA 3a yNoTpeda u/miu B
pEKIIaMHH MaTepHaly.

29. "IIpuHayieskHOCT" € U3/eNIne, KOETO HE € METUIIMHCKO U3JIeTNE, HO € CIICIIMAITHO MTPeAHa3HAYEHO
OT MPOU3BOJUTEINS MY 32 U3IOI3BAHE 3a€1HO C MEIUIIMHCKO U3/ENINE, C 11e]l MEAUIIMHCKOTO U3/ene
Jla Ce M3I0JI3Ba 10 OMPEEICHOTO OT MPOU3BOIUTENSI My TIpEIHA3HAYCHHE.

29a. (Hoga - /1B, 6p. 39 ot 2011 r., B cuna ot 1.01.2012 r.) "Ilponaxna neHa" e neHara 3a Opoiika
WU 32 OMpPENEeTIeHO KOJIMYECTBO, BKIIIOYBAINA JAaHBK BBPXY J00aBeHATa CTOWHOCT U BCHYKH
JOMBTHATETTHH TaHBIM U TAaKCH, Ha KOATO MEIUIIMHCKOTO U3/IENHE Ce Tpeiara Ha MoTpeouTersl.
30. "TIpousBoauten" € BCAKO (GU3UIECKO HIIA FOPUTUIECKO JIUIIE, KOETO:

a) OTroBapsi 3a MPOEKTUPAHETO, MPOU3BOACTBOTO, OTIAKOBAHETO M €THUKETHPAHETO HA MEAUIIMHCKO
W3/IeNre, IPeIn J1a To IMyCHE Ha Ma3apa OT HETOBO MME MJIM C HETOBa ThPTrOBCKa MapKa, HE3aBUCHUMO
JIaJIM T€3U OIEepalliy CE U3BBPILIBAT OT CAMOTO JIUIIE, UJIM CE€ U3BBPILIBAT 32 HETO OT TPETO JIUIIE;

40



0) (m3m. - IB, 6p. 110 ot 2008 r.) KOMIIEKTYBa, OMakoBa, 00pabOTBa, HATBJIHO MPepadbOTBa U/WIH
€TUKETHpPa eIHO WJIU MTOBEYE TOTOBU MEUIIMHCKU U3/IETHS H/UITH € OTTOBOPHO J1a ONIPEETH TIXHOTO
MpeHa3HauYeHHe C e MyCKaHe Ha Ma3apa 3a MbPBU BT OT HETOBO UME.

OU3nNYeCK WM IOPUIUYECKH JIUIA, KOUTO KOMIUIEKTYBAaT WJIM aJalTupaT IyCHAaTH Ha Ias3apa
MEAUIMHCKU U3JIeNHs 32 KOHKPETeH MalleHT B CbOTBETCTBUE C TAXHOTO NpeqHa3HAUYCHUE, HE ca
IIPOU3BOJUTENIN IO CMUCHJIA HA TO3H 3aKOH.

31. "Ilyckane B paeiicTBue" € eTambT, NMPU KOWTO TOTOBO 3a ymoTpeda MO MpeaHa3HAYCHHE
MEAUIMHCKO HU3/JEJIME CE€ NPENOCTaBsl 3a I'bPBM IBT B JAbp)KaBa WIEHKAa WIM B JIbp)KaBa OT
EBporeiickoTo HKOHOMHYECKO MPOCTPAaHCTBO Ha KpaiHus norpeduten. Ilyckane B jeiicTBue Ha
aKTUBHO MMIUIAHTUPYEMO MEIUIMHCKO HW3/eIHe € TPEAOCTaBIHETO MYy Ha KBaJU(HUIMpaH
MEAUIMHCKH CIIEUAINCT 32 UMILJIAHTHPAHE.

32. "llyckane Ha maszapa" € MBPBOTO MPENOCTABIHE 3a PAa3NMpPOCTpaHEHUE W/WIK yrmoTpeda Ha
TepuTtopusTa Ha EBpomeiickus cbio3 W Ha Tepuropusta Ha EBpomneilckoTo HKOHOMHUYECKO
MPOCTPAHCTBO CpELly 3aIulalllaHe WM Oe3IUIaTHO Ha HOBO WJIM HAI'BIHO OOHOBEHO MEIULIMHCKO
u3lenye, ¢ M3KIIYEHHE Ha METUIMHCKO H3JeiHe 3a KIMHUYHO HM3INUTBAaHE U HAa WUH BUTPO
JUarHOCTUYHO MEIUIIMHCKO M3/I€IHE 3a OLIEHKA Ha JIEHCTBUETO.

33. "Cepuno3Ho yBpexaaHe Ha 3paBeTo” e:

1. xuBOTO3acTpallaBalo ChCTOSHUE WIN 3a00JIIBaHE, WK HapaHIBaHE;

2. TpaifHO yBpexk/JaHe Ha KU3HeHa (DYHKIMS WM HA YOBEIIKU OPTaH WK Ha ThKaH;

3. CbCTOSIHUE, KOETO Hajlara MEAUIIMHCKA IIOMOLL] UJIM XUpYpruiecka HaMmeca, 3a Jja ce IpeoTBPpaTsIT
YBPEKIAHUITA T10 T. 2.

34. "Cpa0oBe 3a ChbXpaHeHUE Ha IPOOU OT YOBEIIKOTO TSI0" ca MH BUTPO TUArHOCTHYHU MEAUITUHCKU
W3JIeNHs], He3aBUCUMO JaJli ca BAKYYMEH THUII WK He, CIICIUATHO MTPEHA3HAYEHU OT TPOU3BOIUTENS
3a MbPBOHAYAIHO ChOMpPaHe U ChXpaHEHUE Ha IPOOU OT YOBEIIKOTO TSJIO 32 MH BUTPO IUATHOCTUIHU
U3CIeABaHMS.

35. "CrpuiecTBeHa MpoMsiHA B TUIaHA HA KIMHUYHOTO M3NHUTBaHE" € BCsAKA NMPOMSHA B TUIaHA W/HITH B
nH(popMaIKATa B ChIIBTCTBAIIATA JOKYMEHTAIMS, KOSATO MOBIHUSBA!

a) 6e30MacHOCTTa WK (PU3NIECKaTa U ICUXUIECKaTa HEMPUKOCHOBEHOCT HAa yYaCTHUITUTE;

0) HayyHaTa CTOMHOCT Ha U3MUTBAHETO;

B) IPOBEX/IAaHETO UM OpPTaHU3alMsITa HAa U3ITUTBAHETO.

35a. (Hosa — /1B, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) "Tpera nbpxkaBa" e Bcsika Jbprkana,
KOSATO He € ujeH Ha EBpomneiickus cbplo3 WM HE € JIbpkaBa — cTpaHa no CHopa3yMeHHMETO 3a
EBpomneiickoTo nKOHOMHYECKO ITpocTpaHcTBO, Win Kondenepauus LBeitapus.

36. (U3m. - IB, 6p. 54 ot 2012 r.) "T'bproBust Ha 1peOHO" ca BCUYKU JAEWHOCTH MO MpPHUI00MBAHE,
ChbXpaHsBaHE U NMpojiax0a Ha MEIUIIUHCKH U3/IeNIHs Ha HaCelIEHUETO.

37. (U3m. - B, 6p. 54 ot 2012 r.) "T'sproBus Ha eapo" ca BCHUKU JEHHOCTU MO NMpPHUI0OMBAHE,
CbXpaHsiBaHe, CHa0/sBaHE, BHOC MM HM3HOC HAa MEAMLIMHCKM HU3JeNus ¢ Led mnpojaxoda, c
M3KJIIOUYEHUE Ha CITy4yauTe Ha IPEIOCTaBsIHE Ha MEAUIIMHCKY U3/1€TUs IUPEKTHO Ha HACEJIEHUETO.
38. (U3m. - IB, 6p. 110 ot 2008 r.) "YbHOMOILIEH NpeacTaBuTeN" € (PU3NUECKO WIH IOPUINIECKO
JUIe, YCTAaHOBEHO Ha TEPUTOPHATa Ha Jbp)KaBa WIEHKa WIM JAbpkaBa oT EBpormeiickoTo
MKOHOMMYECKO MTPOCTPAHCTBO, U3PUYHO YII'BIIHOMOILIEHO OT MPOU3BOAMTENS Ja JEHCTBA OT HETOBO
MMeE U 3a HeroBa CMETKa IpeJ PEryJaTOpPHUTE OPTaHU Ha JbP)KaBUTE WIEHKU WM PETyJIaTOPHUTE
OpraHd Ha JbpXkaBUTE€ OT EBpONENHCKOTO MKOHOMHYECKO IPOCTPAHCTBO MNPH H3IBIHEHHE Ha
3aJIbJKEHUS Ha IPOU3BOIUTEINS 110 TO3H 3aKOH.

§ 2. (U3m. - IB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) To3u 3akoH BBBEKIA
pasnopeadurte Ha upextua 90/385/EMO na CobBeta ot 20 romu 1990 r. oTHOCHO cOMMKaBaHe Ha
3aKOHOJATEJICTBOTO Ha JbPXKABUTE WICHKH, CBbP3aHO C aKTMBHUTE MUMILIAHTUPYEMH MEAULIUHCKU
u3nenus, nocaenno uaMmenena ¢ Jupextusa 2007/47/EO na EBponelickust mapiament u Ha CbBeTa
ot 5 centemBpu 2007 1. 3a u3menenue Ha Jlupexrusa 90/385/ENO na CbhBeTa OTHOCHO cONIMKaBaHe
Ha 3aKOHOJATEJICTBOTO Ha IbP>KaBUTE YWICHKH, CBBP3aHO C aKTUBHUTE UMIUIAHTUPYEMHU METULIUHCKU
uznenusi, Ha upextusa 93/42/EVIO Ha CpBeTa OTHOCHO MEAMLIMHCKUTE M3AETHS U Ha JlupekTua
98/8/EO otHOCHO myckaHeTo Ha mazapa Ha ououuaun (OB, L 247/21 ot 21 centemBpu 2007 r.), Ha
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HupextuBa 93/42/EV1O Ha CwBeta ot 14 roHM 1993 T. OTHOCHO MEIUIIMHCKUTE WU3EIHUS, TTOCIEIHO
n3meHena ¢ /lupextuBa 2007/47/EO na EBponeiickust mapnament u Ha CbBera, 1 Ha JupekTuBa
98/79/EO na Epponeiickus mnapiameHT U Ha CbBera oT 27 okTtoMBpH 1998 1. OTHOCHO
JTUArHOCTHYHUTE MEIUIIMHCKUA W3Jenus in Vvitro, mocieqHo u3MmeneHa c¢ Permament (EO) Ne
1882/2003 na EBponeiickus napiament 1 Ha ChBeta oT 29 centemBpu 2003 r. 32 aganTupaHe KbM
Pemenne 1999/468/EO na CobBera Ha pa3nopeadUTE OTHOCHO KOMHUTETHTE, KOWTO IOAIIOMArar
Komucusita npu ynpakHsBaHETO Ha HM3MBJIHUTEIHUTE W MPABOMOIIMS, ONPEICICHU B aKTOBETE,
KOHUTO MOAJISKAT Ha MpoIieypara, mocoyena B wi. 251 ot [loroBopa 3a EBpomneiickaTa 0OIIHOCT.

§ 3. (1) HanmeHoBaHMsITa U PETUCTPAIIMOHHUTE HOMEPa Ha XapMOHU3HPAHUTE €BPOITCHCKHI
cTaHfapTH W Ha MoHorpaduute Ha EBpomeiickara dapmakones 3a MEIUIMHCKHTE H3ACTHS CE
nyonukysat B "OduimaneH BecTHUK" Ha EBpomneiickus cbio3.

(2) XapMmoHM3UpaHUTE €BPONEHCKH CTAaHJIAPTH C€ BBHBEXKIAT MJICHTUYHO uype3 MyOJIMKyBaHE Ha
TEKCTa Ha CTaHAapTa B MPEBOJ Ha OBITapCKU €3UK WIM 4Ype3 MOTBBPKIAaBaHE 3a IMpHIIaraHe KaTo
OBArapCcKu CTaHIAPT 1O peia Ha 3aKOHA 32 HALIMOHAJIHATA CTaHAAPTH3AIIMS.

(3) HaumeHnoBanusiTa M perucTpaliOHHUTE HOMEpa Ha OBIrapCKUTE CTaHIAPTH, BBHBEXKAAIIU
XapMOHHU3UPAHUTE EBPOTICHCKYU CTAaHIAPTH, Ce MyOIUKyBaT B opurmanHus OroaeTHH Ha J[bpikaBHATA
areHIrs 32 METPOJIOTUS U TEXHUYECKH HAJ30p, KaTo MPpH MyOIUKYBAHETO 3aBIIKUTEIHO CE TOCOYBA
Bpb3KaTa CbC ChOTBETHATA Hapea0a mo ui. 18.

§ 4. (1) C o0mure TEXHUYECKHU CleUU(UKALMH CE ONpPENesAT U3UCKBAHUS 32 OLICHKA U
MPEOIIeHKAa Ha JCHCTBHETO, MyCKAHETO Ha Ta3apa /WM IYCKAaHeTO B JCHCTBHE Ha MapTHIH,
pedepeHTHH MEeTOIM U peepeHTHU MaTepHalIi 3a UH BUTPO JUATHOCTUYHU MEJUIIMHCKU U3CIIHSL.
(2) O6muTe TEXHUYECKH crienuuKanyn ce myonukysar B "OdunnaneHn BecTHuK" Ha EBponeiickus
ChI03.

§ 4a. (Hos — /1B, 6p. 38 ot 2015 r., B cmia ot 26.05.2015 r.) U30BIHUTETHUAT AUPEKTOP
Ha MAJl moxe Ja Bb3jara CBOM IPaBOMOILIMS IO TO3M 3aKOH Ha 3aMECTHMK-U3IbIHUTEIHUS
nupexrop Ha MAJL

§ 46. (Hos — /1B, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) (1) AbpkaBHUTE OpraHu MO
TO3H 3aKOH OCHUTYPSIBAT BB3MOXHOCT 32 IPEIOCTaBsIHEe HAa MH(POPMANKSA U 32 TpHUEeMaHe Ha 3asBICHUS
Y JJOKYMEHTH T10 TO3M 3aKOH I10 €JIeKTPOHEH I'bT NMpH ycioBusATa U 1o peaa Ha Pernament (EC) Ne
910/2014 na EBponeiickus napiameHT U Ha CbBera oT 23 tonu 2014 r. OTHOCHO €JIEKTpPOHHATA
UACHTU(UKAIUS U YIOCTOBEPUTEIHUTE YCIYTH MPH EICKTPOHHH TPAHCAKIIMU HA BHTPEIIHUS Mazap
u 3a otmsiHa Ha JupektuBa 1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 r.) u Ha 3akoHa 3a
€JIEKTPOHHUS JIOKYMEHT M €JEKTPOHHUTE YAOCTOBEPHUTEIHM YCIYTH M 3aKOHA 3a €JIEKTPOHHOTO
yIIpaBJICHUE.
(2) IlpenocTapsiHeTo Ha HHGOPMALIKS U IPUEMAHETO Ha 3asBJICHUS U IOKYMEHTH IO €JIEKTPOHEH BT
Ce U3BBPIIBAT CJIE]] OCUTYPsIBAHE HA CHOTBETHUTE TEXHUYECKH U OPTAaHU3AIMOHHHN YCIIOBHS, KAKTO U
Ha ChOTBETHUTE MPOTPAMHU MPOYKTH.

IMPEXO/IHHU U 3AK/IIOYUTEJIHU PA3SITIOPE/IBHU

§ 5. (1) TwproBuure, MOTYYWSIN pa3pellieHUE 3a THPrOBUS HA €IpO C JIEKapCTBa -
MEIULMHCKU u3enus, uznagaeHo ciuen 29 nexkemBpu 2002 r. mo pena Ha OTMEHEHHUs 3aKOH 3a
JIeKapCcTBaTa M alTeKUTE B XyMaHHaTa MeauiinHaa (o6H., /1B, 6p. 36 ot 1995 r.; 6p. 61 ot 1996 . -
Pemenne Ne 10 na Koncturymmonnus c¢ba oT 1996 r.; u3m., 6p. 38 ot 1998 1., 6p. 30 ot 1999 1., 6p.
10 ot 2000 r., 6p. 37 o1 2000 1. - Pemenne Ne 3 na Koncrurymuonnus c¢wa ot 2000 r.; u3Mm., 6p. 59
ot 2000 r., 6p. 78 ot 2000 r. - Pemmienne Ne 7 na Koncrutymonnus cp ot 2000 r.; usm., 6p. 41 ot
2001 r., 6p. 107 u 120 ot 2002 r.; momp., Op. 2 ot 2003 r.; u3m., 6p. 56, 71 u 112 ot 2003 1., 6p. 70
u 111 or 2004 r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75 1 105 ot 2006 T.; OTM.,
1B, 6p. 31 oT 2007 r.), mogaBaT B CpOK A0 TPU Mecela OT BIM3aHETO B CHUJIa HA 3aKOHA 3asiBJICHHE TI0
oOpa3zerr 3a ciiy’)keOHO BIIUCBaHE B PEeTUCTHpa Mo Wi. §1, KbM KOETO mpuiaraT JOKYMEHTHUTE MO HJl.
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78,an. 1, . 1 u 2, an. 2, 1.3 u4,u qexkiapanus, 4e He € HAIMUIIE TPOMSIHA B aJipeca Ha MOMEICHUTa
3a CbXpaHEHUE U ThProBUSl.

(2) B cpox 10 30 nHM OT o1aBaHe HA JOKYMEHTAIUATA 110 aJl. | M3MBIHUTEIHHUAT TupekTop Ha MAJI
W3/1aBa pa3pelleHre 3a ThPrOBUs Ha €IPO C MEIUIIMHCKU U3JIETHSI.

(3) C uznaBane Ha pa3penIeHUETO IM0 al. 2 ce MPeKpaTsABa U3AaICHOTO 10 pe/ia Ha OTMEHEHHS 3aKOH
3a JIeKapCcTBaTa U allTeKUTE B XyMaHHATa MEJIMIIMHA pa3pelIeHue 32 ThProBUs Ha eIpo.

§ 6. ToproBuute, NOJYYMIN OE3CPOYHO pa3pelIeHHE 32 ThPrOBHs Ha €pO C JIEKapCTBa,
u3nanero ciuen 29 nekemBpu 2002 r. mo peaa Ha OTMEHEHMs 3aKOH 3a JIeKapcTBaTa M anTEKUTE B
XyMaHHaTa MEJWLIMHA, KOUTO TbPryBaT W C MEAMIMHCKU H3JeNus, MO0JaBaT 3asBIIEHUE U
JOKYMEHTAIUS 3a pa3pelieHue 3a ThProBUs Ha €IpO ¢ MEIUIIMHCKH U3JIEIHS 110 pea Ha TO3U 3aKOH
B cpok 110 31 nexemBpu 2007 1.

§ 7. TeproBuute, noayyuian 0€3CPOYHO pa3pelIeHUE 32 ThProBUs Ha €ApOo C JIEKapCTBa,
u3nazaeHo npenu 29 nexkemBpu 2002 r. Mo pena Ha OTMEHEHHS 3aKOH 3a JICKapCTBaTa U alTEeKUTE B
XyMaHHaTa MEIUIIMHA, KOUTO ThPryBaT C MEIWLUMHCKU W3JEIus, T[0JaBaT 3asBICHUE W
JOKYMEHTAITUS 32 pa3pellieHre 3a ThPTOBH Ha €IPO ¢ MEIUIIMHCKY U3JICTHUs 10 peia Ha TO3U 3aKOH
B cpok 110 31 nexemBpu 2007 r.

§ 8. 3agBienus 3a HU3aaBaHC Ha PaspClICHUs 3a TbproBUsa Ha €ApO C MCAULIMHCKU U3CIIUA,
nmoaaACHU 0 BJIM3aHCTO B CHUJIa HA TO3M 3aKOH, CC pa3rjICKAaT U MPUKJIIOYBAT IIPH YCIOBUATA U 110
pcaa, NpCaABUIACHH B HETO.

§ 9. (1) Uznanenute mo pemaa Ha OTMEHEHUs 3aKOH 3a JICKAPCTBAaTa U AaNTEKUTE B
XyMaHHaTa MeJUIIHA pa3pelleHus 3a ynorpeda Ha MeIUIIMHCKY U3/IeNUs Ce MIPEKpaTsaBar oT Jarara
Ha BJIM3aHE B CUJIA HA 3aKOHA.

(2) IIpousBogutrenute 1o wi. 29, an. 1 u 2 Ha MEAMIIMHCKHA H3JCNIHI, HA KOUTO € IMPEKpPaTeHO
paspeleHueTo o peaa Ha al. 1, mojaBar yBeJOMIIEHUE 110 00pasell A0 U3IbJIHUTEIHUS AUPEKTOP
Ha MAJI B cpok 10 TpH Mecelia OT BIM3aHETO B CHJIa Ha 3aKOHA.

§ 10. HannuHuTe KOMTMYeCTBa MEIUIIMHCKH U3JIEIHSI, KOUTO HIMAT OIICHEHO ChOTBETCTBUC
ChC CBIIECTBCHHUTE W3UCKBaHMA 1o pena Ha aupektuBu 90/385/EMO, 93/42/EO u 98/79/EO B
CKJIQJIOBE 3a THPTOBHS Ha €/IPO, alITEKH, IPOTEPUH, ONITUKH U JIPYTU THPTOBCKH OOCKTH, MOTAT J1a Ce
MpoJaBaT 10 U3YEPIBAHETO UM, HO HE TO-KBCHO OT €{HA TO/IMHA OT BIIM3aHETO B CHJIa HA 3aKOHA.

§ 11. MeaunuHCKu M37€IMs CE€ Cb3/1aBaT, ChbXPaHABAT U OOHOBSIBAT KATO IbpPXKABHU
pe3epBU U BOEHHOBPEMEHHU 3aIlacy IPYU YCIOBUTA U IO PEa Ha 3aKOHA 3a AbP>KABHUTE PE3EPBU U
BOCHHOBPEMEHHHUTE 3allaCh ¥ Ha aKTOBETE 110 HETOBOTO ITPUJIATraHe.

§ 12. MUHHCTEPCKUAT ChBET U3BBHPILBA IPOMEHU B YCTPONCTBEHUTE NIpaBuiaHUIM Ha TAJT
1 Ha JIbpKaBHATA areHIMs 3a METPOJIOTUYEH U TEXHUUECKH HaJI30p B TPUMECEUEH CPOK OT JIEHS Ha
00Hapo/IBaHETO Ha 3aKOHa B "/bpKaBeH BECTHHK".

§ 13. Iloa3akOHOBUTE aKTOBE O MPHJIAraHETO HA 3aKOHA C€ U3JaBaT B 6-MECEUeH CPOK OT
JieHs Ha 0OHapojBaHeTo My B "/[bpaaBeH BeCTHUK'.

§ 14. B 3akona 3a uHTETpaIiys Ha Xxopata ¢ yBpexaanus (06H., 1B, 6p. 81 ot 2004 r.; uzm.,
op. 28, 88, 94, 103 u 105 ot 2005 r., 6p. 18, 30, 33, 37, 63, 95, 97 u 108 ot 2006 r., O6p. 31 oT 2007
T.) C€ TIPaBSAT CICAHUTE N3MEHECHUSI U IOTIBJIHCHHS:
1. Bum 8 1.1 ce u3MeHs Taka:
"1. peructpupa JMna, KOUTO OCBUIECTBABAT JEHHOCTH IO MPEIOCTaBSIHE HA MOMOIIHU CPEICTBA,
MPUCTIOCOOJICHHS] U CHOPBKEHHS 32 XopaTa C YBPEXKIaHUS M MEIUIIMHCKU W3JeTHs, TOCOYCHH B
cnuchluTe 1o 4i. 35a, an. |, U KOHTpoJaupa CHa3BaHETO Ha YTBBPACHUTE KPUTECPUU 3a
MPEAOCTABSIHETO UM;".
2. Bun. 15, an. 2 1. 8 ce u3MeHs Taka:
"8. Ha3HauaBaHe HA MEIULIMHCKHU U3/IENHs, TOMOIIHU CPEJICTBA U ChOPBKEHUS. "
3. Unen 35 ce u3MeHs Taka:
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"Un. 35. (1) 3a mpemocTtaBsHE Ha IOMOIIHH CPEJICTBA, MPHUCIOCOOJICHHS W CHOPBHKCHHS |
MEAULMHCKU M3Aenus 1no 4i. 44, an. 3 AreHuusara 3a Xopara C yBPEKJaHHUS BOJIU PErHCTHD Ha
JIMIIATa, OCHLIECTBABALIM T€3U AEHHOCTH.

(2) [JeitHocTuTe MO NPENOCTAaBIHE HA MOMOILHU CPEICTBA, MPHUCIOCOOJIEHUS U ChOPBHKEHUA U
MEIULMHCKI M3JeNIHs Ce M3BBPIUBAT OT JIUIA, PETMCTPUPAHM KATO THPrOBLY 10 HALMOHAIHOTO
3aKOHOJATEJCTBO Ha JbpiKaBa WICHKAa WIM JIbpXkaBa OT EBpPONeckOT0O HMKOHOMHUYECKO
IIPOCTPAHCTBO.

(3) 3a BoucBaHe B perucTbpa o al. 1 jMuara 1nojaasar 3asBICHUE 10 U3IIBJIHUTEIHUS JUPEKTOP Ha
AreHuusTa 3a X0paTa ¢ YBpPEeKAaHUs, KaTo MpujaraT 1 HeoOX0AUMUTE JOKYMEHTH, ONpPE/IEICHU B
HapenOara 1o ai. 5.

(4) B cpok 1o eauH Mecell OT AaraTa Ha IOJAaBaHE Ha 3asBJICHHETO MO aj. 3 U3MbIHUTEIHUAT
IUPEKTOp Ha ATEHLHMATA 32 XOpaTa C YBPEXKIaHUS M37aBa yIOCTOBEPEHUS Ha JIMIIATa, BIMCAHU B
perucrepa.

(5) MuHuUCTBpBT Ha Tpyda U COIMAJHATA TMOJUTHKA H3/1aBa Hapenada 3a HM3UCKBAHUATA 3a
OCBILECTBSIBAHE Ha JIEHHOCTUTE IO IPEJOCTaBsSIHE HA IOMOIIHHM CPEICTBA, NPUCHOCOOIECHUS U
ChOPBHKEHUS 33 XOpaTa ¢ YBPSXKIAHUA U MEAULIMHCKU U3AEIHs, TOCOYEHU B CIUCHIUTE 10 1Wi. 35a,
an 1."

4. Cp3paBa ce ui. 35a:

"Yn. 35a. (1) MuHUCTBPBT Ha TpyJda U COLMANHATa IMOJUTHKA ChIJACyBaHO C MHUHHCTBpa Ha
3/IpaBEOIa3BaHETO YTBBPKIaBa €KETOTHO CIUCHIH Ha:

1. HOMOIIIHUTE CPECTBA, IPUCIIOCOOJICHUS U ChbOPBKEHNUS 32 XOpaTa C YBPEKIaHUS;

2. MEIUIIUHCKUTE U3CIH, TPeTHA3HAUYCHH 33 XOpaTa C yBPEKIaHHS.

(2) B ciydait Ha cbMHEHHUE JaJId €IMH MPOJYKT € MEAMLIUHCKO W3/eJINe UM MTOMOIIHO CPEICTBO,
MPUCIIOCOOJICHNE WIIH CHOPBKEHHE 32 X0pa C YBPEKIaHUS, MEXTyBEJOMCTBEHA €KCIIEPTHA KOMHUCHS,
Ch3/1aJIcHa ChC 3alOBe]l Ha MMHUCTBbpPA HA TPyAa U COLUAIHATA IMOJIMTUKA M Ha MUHHCTbpa Ha
3/IpaBeOIa3BaHETO, 1aBa OKOHYATEITHO CTAHOBHUIIIE.

(3) YcnoBusTa 1 perbT 32 paboTa Ha KOMUCHSATA 110 all. 2 Ce ONpeNeNT B IPaBUIHMKA 32 IIpUJIaraHe
Ha 3aKoHa."

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

"(3) Xopara ¢ yBpexaaHus ChoOpa3HO CBOMTE MOTPEOHOCTH MOTAT Jia MOy4YaBar 1eJIeBU MTOMOIIU U
o0JieKueHMs 3a TMOKyNKa M PEMOHT Ha IOMOIIHU CPEJCTBA, MPUCHOCOOIEHUS, CHOPBKEHUS U
MEIUIMHCKHU U3/IeNNsl, TOCOYEHH B CHUCHIUTE 10 WI. 35a, anl. 1, ¢ U3KIIFOYeHNEe Ha METUITUHCKHUTE
U3JeNusl, KOUTO €€ 3aIulalliaT HalbJIHO WJIM YacTMYHO OT HamuoHaiHaTa 31paBHOOCUTYpUTENIHA
Kaca."

6. B § 1 ot nonbaHUTENHATA pasnopenda T. 7 ce U3MEHs Taka:

"7. "lloMomHM cpencTBa, MPUCIOCOOJIEHHUS U ChOPBXKEHHUS" ca MOocoOWs, MpeIHa3HAYeHH OT
MPOU3BOIUTENS Jla KOMIIEHCUpPAT 3ary0eHa Miu yBpeAeHa (DyHKIMS Ha YOBEIIKM OpraH, C el
yBeIIM4aBaHe Bb3MOKHOCTHTE 32 CaMOOOCTy)KBaHe, 32 U3BBPIIBAHE HA TPY0BA U IpyTa JICHHOCT HA
Xopara ¢ yBpexaaHus."

§ 15. B 3akona 3a 3apaBeto (06H., /1B, 6p. 70 ot 2004 r.; u3m., 6p. 46, 76, 85, 88,94 u 103
ot 2005 r., 6p. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 r., 6p. 31 or 2007 1.) B § 1 oT

JOMBbJIHATETHATA pa3nopenda B T. 9, OykBa "3" mymarta "nmekapctBa" ce 3aMmeHs ¢ '"JeKapCTBEHU
MPOIYKTH U MEAUIIMHCKY U3aenus'.

§ 16. 3akoHBT BIW3a B CHJIa OT JICHS Ha OOHapojBaHeTO My B "JIbp)KaBeH BECTHUK', C
M3KIIIOYEHHE Ha pa3nopendara Ha 4. 4, an. 2, KosTo Biu3a B cuia oT 29 aexemspu 2009 r.

3akonbT e npuetr oT 40-ro Haponno cwhOpanue Ha 29 mait 2007 r. U e mojamedaraH c
ounmannus neyatr Ha HapoaHoTo ceOpanue.

3AKJIIOYNUTEJIHU PA3ITIOPEIBA
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KBbM 3aKOHA 3a U3MEHEHUE U JOII'bJIHCHUC
Ha 3aKkoHa 3a MCIUIMHCKHUTC U3 ACTIHUA

(IB, 6p. 110 ot 2008 1.)

§ 51. MuHUCTEPCKUAT CbBET B CPOK 10 6 Mecela OT BIM3aHETO B CHJIa HAa TO3M 3aKOH
npuemMa Hapeabara mo 4wi. 30a, ai. 2.

§ 52. MUHHCTBPBT Ha 3/1paBEOIa3BAaHETO B CPOK JI0 J1Ba MECELA OT BIM3aHETO B CUJIA HA
TO3H 3aKOH IIpueMa Hapejdara 1o ui. 32a.

§ 54. Pasnopenoure na § 1, 1.1, § 2,5, 8,10, 15,§ 16,1.3,4mu 5, § 17, 18, 20, 21, 22, 23,
24,25,26,27,31,45,47u § 50, 1. 1, OykBu "a", "6", "B" u T. 2 Bnu3ar B cuia ot 21 mapt 2010 1.

SAKJIIOYUTEJIHN PA3ITOPEIBA
KbM 3aKOHA 3a U3MEHEHUE U JIOI'bJIHEHUE

Ha 3aKOHa 332 MEJMIIMHCKHUTE WU3JICITHS
(IB, 6p. 39 ot 2011 r., B cuna ot 1.01.2012 1.)

§ 4. B cpok 10 nBa Mecena OT BIM3aHETO B CHJIAa Ha TO3U 3aKOH MUHHCTEPCKHST CHBET
npuema Hapenoata no ui. 30a, an. 3.

[MPEXOAHU N 3AKJIFOYUTEJIHU PA3IIOPEABU
KbM 3aKOHA 32 U3MEHEHHUE U IOIIbJIHEHUE

Ha 3aKOHA 3a MEIUIIMHCKATE U3IEITHS
(/IB, 6p. 54 ot 2012 1.)

§ 28. 3asBneHusATa 32 U3aBaHE HA Pa3pEIICHUs WM YIOCTOBEPEHUS 32 ThPTrOBUS HA €IPO
C MEIUIMHCKU H3JIeNUs, MOJAJACHU JI0 BJIM3aHETO B CHJIAa HAa TO3HM 3aKOH, CE pPasMIekIaT IpH
YCIIOBUSATA U 110 pelia, NPEABUJICHHA B HETO.

[MPEXOAHU N 3AKJIFOYUTEJIHU PA3IIOPEABU
KBbM 3aKOHA 3a U3MEHEHHUE U JIOI'bJIHEHUE HAa 3aKOHA 3a 3alluTa

OT BPETHOTO BB3/CHCTBHE HA XUMUYHHUTE BEIIECTBA K CMECH
(B, 6p. 84 o 2012 1., B cuna ot 2.01.2013 1.)

§ 12. Pasnopenbata Ha uin. 21e, an. 1 He ce npuiara 3a:
. MEJTUIIMHCKY U3JIENHs, ITyCHATH Ha nazapa npeau 22 o 2014 r.;
. IpuOOpH 3a KOHTPOJ U yIpaBleHHUe, yCHATH Ha na3apa npeau 22 roim 2014 r.;
. UH BUTPO TMArHOCTUYHHU MEIUIIMHCKU U3JIETUs, TyCHATH Ha ma3apa npeau 22 onu 2016 r.;
. IPOMMIIUIEHH NPHOOPH 3a KOHTPOJI U YIpaBJieHUe, TyCHATH Ha na3apa npeau 22 romu 2017 r.;
5. kabenu WM pe3epBHUM 4YaCTH 3a PEMOHTAa, NOBTOpPHAaTa YHOTpeda, OCHbBPEMEHSBAHETO Ha
(GYHKIMOHATHUTE XapaKTEPUCTUKU WM TIOBUIIIABAHETO Ha KaraluTeTa Ha:
a) eJIEKTPUUYECKO U EJIEKTPOHHO 000py/IBaHe, MycHATO Ha ma3apa npeau 1 romm 2006 1.5
0) MEAMIIMHCKY U3/ENus, ITyCHATH Ha na3apa npeau 22 ronu 2014 1.5
B) IpubOpH 3a KOHTPOJI U yIIpaBJIeHHE, ITyCHATH Ha na3zapa npeau 22 ronu 2014 r.;
') UH BUTPO AMArHOCTUYHU MEAMIIMHCKU U3/1eus, TyCHaTH Ha na3apa npeau 22 omnu 2016 r.;
1) IPOMUIIUIEHN TPUOOPH 32 KOHTPOJI U yIpaBjieHHe, TyCHATH Ha na3apa npenu 22 romu 2017 r.;
€) eJIEKTPUUECKO U EJIEKTPOHHO 00Opy/BaHe, 32 KOETO € IOJI3BaHO MPAaBOTO Ha OCBOOOXKAAaBaHE U
KOETO € OMJI0 IyCHATO Ha Ma3apa Npeu U3THYaHEeTO Ha CPoKa Ha 0CBOOOKIaBaHETO, TOKOJIKOTO TOBA
ce OTHAcCs J1I0 ChOTBETHOTO OCBOOOXK/1aBaHE;
6. TOBTOPHO M3IOJI3BaHU PE3€pPBHU YacTH, Bb3cTaHOBeHH OoT EEO, mycHaT Ha nasapa npeau 1 1omam
2006 r. 1 U3MOJI3BaHU B 000OpYy/ABaHe, MMyCHATO Ha mazapa npeau 1 o 2016 r., npu ycioBue ue
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MOBTOPHATA yroTpeda ce OCHIIECTBSIBAa B KOHTPOJIMPYEMa 3aTBOPEHA CHCTEMa 3a BPBIIaHE MEXKITY
CTONAHCKH CYOEKTH U MOTPEOUTENAT € yBEJOMEH 3a Ta3M MOBTOPHA YNOTpeOa Ha YacTH.

§ 13. EnexkTpu4eckoTo M €JIeKTPOHHOTO 00OpyABaHE, KOETO He Momajaa B o0xBaTa Ha
npuioxkenus Ne 1 u 2 xpM Hapenbata 3a n3nckBaHUsITa 32 MyCKaHE HA Ma3apa Ha €JIEKTPUYECKO U
€JIEKTPOHHO OOOpYy/IBaHE U TpETHUpaHEe M TPAHCHOPTHpPaHE Ha OTHAABIU OT EJIIEKTPUYECKO U
eJIeKTpOHHO obopynBane (00H., 1B, 6p. 36 ot 2006 r.; u3m., 6p. 57 ot 2006 r., 6p. 53 oT 2008 1., Op.
5012009 1.1 6p. 29 oT 2011 1.), HO HE CHOTBETCTBA HA M3MCKBAHMATA Ha IJ1aBa rneta "a" u Hapenbara
o wi. 211, an. 1, Moxe J1a IpOIBJDKU Jla ce TIpeocTaBs Ha mazapa 10 22 woiu 2019 ., ako ToBa € B

croTBercTBUE ¢ § 12, T. 1 - 5.

§ 14. MuHUCTEpCKUAT ChBET IIpueMa Hapendara mo wi. 211, an. 1 B TppMece4eH CpoK OT
00OHapOoBaHETO HA TO3M 3aKOH B "J[bp)kaBeH BECTHHUK".

[MPEXOJHU U 3AKJIFOYUTEJIHU PA3IIOPEIBU
KbM 3aKOHa 32 U3MEHEeHHE Ha 3aKoHa 3a 3a0paHa Ha XUMHYECKOTO OPBHKUE
Y 33 KOHTPOJI HA TOKCUYHUTE XMMUYCCKH BEIIECTBA H TEXHUTE MPEKYPCOPU
(IB, 6p. 14 ot 2015 1.)

§ 20. B 3akona 3a meaunuHcKuTe n3nenus (00H., JIB, 6p. 46 ot 2007 r.; u3am., 6p. 110 ot
2008 r., Oop. 41 u 82 ot 2009 r., 6p. 98 or 2010 1., 6p. 39 u 60 ot 2011 1., Op. 54 1 84 oT 2012 1.)
HaBCAKbBJE AyMUTe "MHHHCTbpa Ha HMKOHOMHUKATa, €HEpreThkara M Typu3Ma' ce 3aMeHST C
"MUHUCTBpPA HA UKOHOMUKATA".

[MPEXOAHU U 3AKJIFOYUTEJIHU PA3ITIOPEBA
KbM 3akoHa 3a Oropkera Ha HanmonannaTa 3apaBHoOcUrypuTeaHa kaca 3a 2019 r.
(/IB, 6p. 102 ot 2018 r., B cruta ot 1.01.2019 1.)

§ 43. 3akonbT BiM3a B cuia ot 1 ssHyapu 2019 r., ¢ u3kitoueHue Ha:

1. maparpad 29, T. 13, 6ykBa "6", 1. 14 u 15, § 30 u § 42, T. 2, KOMTO BIAU3aT B CHJIA OT JCHS Ha
oOHapo/IBaHETO Ha 3aKOHAa B "J[bprkaBeH BECTHUK";

2. maparpad 28, 1. 6 — 12 uT. 14 — 19, § 35, T. 3, c U3KIIOYEeHHE HA WII. 7a, an. 4 u un. 7B, an. 4, T. 5
no6,1.8—-22urt. 36-40,§41,1.2—-8, 1.9, 6ykBu "a" u "B" u T. 10, xouTo BiM3aT B cuia ot 1
anpun 2019 r.;

3. maparpad 29, 1. 5, OykBa "a" oTHOCHO AymwuTe "M upe3 OropkeTa Ha MUHHCTEPCTBOTO Ha
3/IpaBeola3BaHETO 3a 3aliallaHe Ha MEAUIMHCKUTE U3JeNus, T[OMOIIHUTE CPEACTBa,
MPUCTIOCOOJICHUSATA U CHOPBHKEHHUATA 3a XOpaTa ¢ yBpexaanusa', T. 9, Oyksa "a" OTHOCHO TyMHUTE
"KaKTO ¥ MEAMIIMHCKH U3[ENHs, TTOMOIIHU CPEACTBA, MPUCIIOCOONICHUSI U ChOPBKEHUS 3a XOparta C
yBpexxaanus", T. 9, 6yksa "r" OTHOCHO AyMuTe "W MOMOIIHUTE CPEACTBA, MPHUCIOCOOIEHUSITA U
CHOPBKEHUSTA 32 XopaTa ¢ YBpeXIaHUsA" U OTHOCHO AyMHUTE "KaKTO M C JIMIIATa, OCHIIECTBIBAIIN
JNEHHOCTH TI0O TIPEJOCTAaBIHE M PEMOHT Ha MEIUIIMHCKH W3JeNus, TOMOIIHU CpPEJICTBa,
MIPUCTIOCOOJICHHS U ChOPBIKEHUS 32 X0pa C YBPESKIaHUS, PETUCTPUPAHU KAaTO THPTOBIM U BIHCAHU B
perucTbpa Ha JIMIAaTa, OCBHIIECTBABAINM JEHHOCTH IO TPEIOCTaBSIHE W PEMOHT Ha TIOMOIIHU
CpeICTBa, MPUCIIOCOOICHUS, ChOPBKEHUS M MEIUIIMHCKH U3/IETIHS 32 Xopara ¢ yBpexaanus" u T. 9,
OykBa "n" otHOocHO an. 15, T. 3 u an. 16 OTHOCHO AymMHTE "KAaKTO W C JIUIATa, OCHIIECTBSIBAIIN
JEHHOCTU 1O MPEAOCTaBsSIHE U PEMOHT Ha MOMOIIHU CPEACTBA, MPUCIIOCOOTICHUS, ChOPHKEHUS U
MEIUIIMHCKH U3JICITHS 32 X0pa ¢ YBPEKIaHUs, PETUCTPUPAHN KATO THPTOBIU M BIIUCAHU B PETUCTHPA
Ha JIMIIaTa, OCBHINECTBSABAIIM JCWHOCTH IO TPEJOCTaBIHE W PEMOHT Ha IOMOIIHU CPEACTBa,
MIPUCTIOCOOJICHUS, CbOPBKEHUS 1 MEAUITMHCKH U3ISITUS 33 XOpaTa ¢ yBPEKIaHUS — 3a 3aIulallaHe Ha
MEAWIIMHCKH W3NS, TOMOIIHU CPEICTBA, MPHUCIOCOOIEHUS W CBOPHKEHUS 3a Xopa C
yBpexxaanus'", T. 25, 6yksa "a" —an. 1, T. 13 oTHOCHO ymuTe "MMOMOILIHY CPEICTBA, IPUCIIOCOOIECHUS
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1 ChOPBKEHHS 3a XopaTa ¢ yBpexmanus" u T. 25, OykBa "0" OTHOCHO aj. 4 OTHOCHO IymuTe "M
JIM1aTa, OCHIIECTBSABAILU ACHHOCTH IO MPEJOCTABIHE U PEMOHT Ha MEAUIIMHCKH U3/1€TUs1, TOMOILIHU
CpeICTBa, MPUCIIOCOOICHUS U ChbOPBKEHUS 32 XOpa ¢ YBPEKIaHHs, pErUCTPUPAaHU KaTO ThPTrOBLU U
BIIMCAaHU B PETHCThbpa Ha JMIATa, OCBHUISCTBABAIIM JACWHOCTH MO MPEAOCTAaBSIHE UM PEMOHT Ha
MOMOIIHU CpPEJCTBA, NPUCIOCOOJICHUS, CHOPBHKEHHUS M MEIULMHCKU H3JeNusi 3a Xopara ¢
yBpexaaHus" ¥ "M OMOIIHU CPEACTBA, IPUCTIOCOOJICHHS U ChbOPBKEHUS 32 X0paTa ¢ yBpexaaHus'",
§ 36 u § 37 orHOCHO 4. 14, an. 8, T. 2, OykBa "0", kouTo BiM3ar B cuia ot 1 ssayapu 2020 r.

I[MPEXOIHU 1 3AKJIFOUWUTEJIHU PA3ITOPE /1B
KbM 3aKOHa 3a M3MEHEHHE U JIOMbJIHEHHE Ha 3aKOoHa 3a JEKapCTBEHUTE MPOJYKTH B XyMaHHaTa
MEeJIUIIUHA
(IB, 6p. 67 ot 2020 1.)
§ 78. (1) IlogzakoHOBUTE HOPMATUBHH aKTOBE I10 MPUJIATAaHETO HA TO3H 3aKOH, 3aKOHA 3a 37PaBHOTO
OCHUTrypsiBaHe, 3aKOHa 3a MEAUIIMHCKUTE U3/eIMs U Ha 3aKOHa 3a XopaTa ¢ YBPEXKIaHHs Ce IpUeMar,
CHOTBETHO M3/1aBaT U MPHUBEXKJIAT B ChOTBETCTBUE, B CPOK JIO TPU Mecella OT BIM3aHETO B CHJIa Ha
TO3U 3aKOH.
(2) o mpuemaHeTO, ChOTBETHO M3/1aBaHETO, U MPUBEKIAHETO B CHOTBETCTBHE HA MOJI3aKOHOBUTE
HOpPMAaTHBHU aKTOBE MO ai. | ce mpuiaraT [EHCTBAIIMTE MOJ3aKOHOBH HOPMATHMBHHU AaKTOBE,
JOKOJIKOTO HE MPOTUBOPEYAT HA ChOTBETHHSI 3aKOH.

[MPEXOAHU N 3AKJIFOYUTEJIHU PA3IIOPEABU
KBbM 3aKOHA 3a U3MEHEHUE U IOI'BJIHEHUE Ha
3aKoHa 3a €KCIIOPTHUSI KOHTPOJI Ha IPOAYKTH,
CBbp3aHU ¢ 0TOpaHaTa, U Ha U3ACIUs U

TEXHOJIOTHH C JIBOWHA ynoTpeda
(/IB, 6p. 41 ot 2024 r., B cuna ot 10.05.2024 1.)

§ 39. B 3akona 3a meaunuHckute uznenus (06H., 1B, Op. 46 ot 2007 r.; u3m., 6p. 110 ot
2008 1., 6p. 41 u 82 ot 2009 r., 6p. 98 0T 2010 I, O6p. 39 1 60 0T 2011 T., Op. 54 U1 84 0T 2012 1., OP.
14 u 38 or 2015 1., 6p. 14 1 43 ot 2016 1., Op. 84, 102 1 105 ot 2018 1., Op. 17 0T 2019 1. U Op. 67
ot 2020 r.) HaBCAKbJAE AYMUTE "MUHUCTbpa Ha MKOHOMHKara' c€ 3aMEHAT C "MHUHHUCTBbpa Ha
MKOHOMMKATa U UHIyCTpHsTa".

Ipunoxenne
KbpM wiI. 15, ai. 1
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