IIpoexr

3AKOH 3A UBMEHEHME U JOITbJIHEHUE HA
3AKOHA 3A MEJUIIUHCKUTE U3AEJINUA

(O6n. /IB. 6p. 46 om 2007 2., usm. u oon. /AB. 6p. 110 om 2008 2., op. 41 u 82 om 2009 2., op.

98 om 2010 e., 6p. 39 u 60 om 2011 2., 6p. 54 u 84 om 2012 2., 6p. 14 u 38 om 2015 2., op. 14

u43om2016 2., op. 84,102 u 105 om 2018 2., op. 17 om 2019 2., 6p. 67 om 2020 2. u op. 41
om 2024 2.)

§ 1. Unen 1 ce usamens Taka:

,di1. 1. To3u 3akoH ypexa:

1. mepkure no npunarane Ha Pernmament (EC) 2017/745 na EBponielickust mapjiaMeHT U
Ha CobBeta oT 5 ampun 2017 r. 3a MEAUIIMHCKUTE HU3JENHs, 32 U3MEHEeHUEe Ha JlupekTuBa
2001/83/EQO, Pernament (EO) Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a oTMsHa Ha
qupextur 90/385/EVO u 93/42/EMO nHa Coeeta (OB, L 117/1 ot 5 mait 2017 r.), HapuyaH
no-HataTek ,,Permament (EC) 2017/745“, u Pernament (EC) 2017/746 na EBpomeiickus
napiameHT U Ha CwBera ot 5 ampwin 2017 r. 3a MEIMIMHCKUATE W3JEIUS 332 HHBUTPO
JIMarHocThka u 3a otMsHa Ha J(upektuBa 98/79/EO u Pemenue 2010/227/EC na Komucusra
(OB, L 117 ot 5 maii 2017 r.), HapuuaH mo-HaratwK ,,Pernmament (EC) 2017/746%, u Texnute
WU3MEHEHUS,

2. mpaBUyIaTa ¥ MPOLEAYPHUTE, MPUIOKUMH 32 MEIUIMHCKUTE U3CIUs, JOKOIKOTO HE
ca ypenenu B Pernament (EC) 2017/745;

3. mpaBWIaTa M MPOICAYPUTE, TPUIOKUMHU 332 MEAUIIMHCKUTE H3JCTHS 32 MWHBUTPO
JMarHOCTHKA, JTOKOJKOTO He ca ypenenu B Pernament (EC) 2017/746;

4. ycnoBusATa W pela 3a W3BBPIIBAHEC HA OICHKA HA 3JPAaBHUTE TEXHOJIOTHHM Ha
MEAMIIMHCKUTE U3/IeIHS U Ha MEAUIIMHCKUTE U3JIEHsI 32 HHBUTPO TUATHOCTHKA.

§ 2. Unenose 2-5 ce OTMEHHT.

§ 3. UneH 6 ce u3MeHs Taka:

,»d1. 6. (1) U3nbauuTennata areHus no jekapcrsata (MAJI) e koMreTeHTeH opraH 1o
cvuchia Ha wi. 101 ot Pernament (EC) 2017/745 u na uin. 96 ot Pernament (EC) 2017/746.

(2) MIpaBomorusita Ha MAJI ca onpeneneau B Pernmament (EC) 2017/745, Pernament
(EC) 2017/746 u B TO3M 3aKOH.

§ 4. Unen 6a ce u3MeHs Taka:

,»di. 6a. 3a nenure Ha n3Hoca MAJI u3naBa, mo MckaHe Ha NMPOU3BOAMTENS MM Ha
HETOBHS YITBITHOMOIIEH TMpe/CTaBUTEN, cepTudukar 3a cBobomHa mpoaaxkda mo wi. 60,
naparpadg 1 Ha Permament (EC) 2017/745 u nmo un. 55, nmaparpad 1 na Pernmament (EC)
2017/746.”

§ 5. Buin. 7, an. 1 ce u3mens Taka:

“(1) 3a ouenka Ha JOKyMEHTAIUs 3a perucTpanus, 3a BurcBane B EBponeiickara 6a3a
nanan  3a  Megunuuckute wm3genus (EUDAMED), 3a wu3maBane Ha pasperieHwus,
yJIOCTOBEpEHHs, YBEIOMJICHH, CEpTU(HKATH U 32 IPOMEHH B TAX 110 pesaa Ha Pernmament (EC)
2017/745, Permament (EC) 2017/746 u Ha TO3M 3aKOH, KaKTO W 3a U3BBPIIBAHE HA OIICHKA Ha
3/IpaBHUTE TEXHOJOTMM HAa MEIULMHCKU HM3AETHs M HAa MEIUIIMHCKU W3JeNUs 32 MHBUTPO
JTUArHOCTHKA, U3BBPIIBAHE HA OLEHKA Ha JOKYMEHTAIUs U OLIEHKA Ha MSCTO 3a U3JaBaHE Ha
paspelleHue 3a OLEHSBAaHE Ha CbOTBETCTBUETO MO Wi. 62, 3a MOCieABalla OLEHKa U OJUT Ha
MSICTO Ha HOTU(HIIMpAH OpraH U 3a MPOMSHA, CBbp3aHa C OMNPEIENITHETO Ha HOTU(UIMpAH
OpraH ce 3arJamar TakCH B pa3MepH, ompeieseHu B Tapuda, ogodpeHa or MuHHCTEpCKUS
CBBET.



§ 6. B rimaBa mepBa, pazaen | ,,00mm pasnopendou‘ ce ch3aasa 4wi. 7a:

,din. 7a. (1) Koraro MeOMIIMHCKO H3JEIHe, ChOTBETHO MEIMIIMHCKO HU3JCIHe 3a
WHBUTPO JUATHOCTHKA, CE MPEAOCTaBs Ha Ma3apa, CISAHUTE TOKYMEHTH U WH(OpMAIIHS ca Ha
OBJITAPCKU €3HK:

1. undpopmanusra o I'masa Ill, 1. 23 wa ITpunoxenue | ot Pernament (EC) 2017/745,
crotBeTHO 110 ['naBa IlII, 1. 20 Ha [Ipunoxenue | ot Pernament (EC) 2017/746;

2. EC pexnmapanmsita 3a cporBercTBUEe 1O Wwi. 19 ot Permament (EC) 2017/745,
crorBeTHO EC nmexmapanusra no wi. 17 ot Pernament (EC) 2017/746;

3. uadopmanusta o wi. 18, maparpad 1 or Pernmament (EC) 2017/745;

4. mpenynpexJIeHUETO BBB Bpb3Ka C Oe3omacHoctra mo wi. 89, maparpad 8 ot
Permament (EC) 2017/745, cboTBeTHO 110 wi. 84, maparpad 8 ot Pernament (EC) 2017/746.

(2) TIpu mnoumckBane ot WMAJI mHpOU3BOAUTEIAT WIM HETOBUSA  YIIBIHOMOIIEH
IPEJICTaBUTENl NIPENOCTaBsl TexHUUYeckaTa JokymeHTauus no Ilpunoxenue Il u Il or
Pernament (EC) 2017/745 cvotBetHO [Ipunoxenue Il u 11l ot Pernmament (EC) 2017/746 nnun
OTIpEIeJICH! YacTH OT Hesl Ha OBJITapCKu €3UK.

(3) OpranuTe 3a oreHsIBaHE HA CHOTBETCTBUETO MpeAocTaBaT Ha MAJI 1OKyMEHTHUTE 110
1. 38 ot Pernament (EC) 2017/745, cvotBeTHO nokymentute no wi. 34 ot Pernament (EC)
2017/746 Ha ObIrapCcKH €3HK.

(4) Korato HoTH(HIIMPaH OpraH ¢ yCTaHOBEH Ha TepuTopusTa Ha PenyOinka bbarapus
CJIETHUTE TIOKYMEHTHU C€ U3TOTBAT WM Ca HAIUYHU Ha OBJITAPCKH €3HK:

1. ceprudukarurte, U3aACHA OT HOTUDUITUPAHUS OpraH chritacHo [punoxenus IX, X
u XI ot Pernmament (EC) 2017/745, cvotBetHo [Ipunoxenus IX, X u XI ot Pernament (EC)
2017/746;

2. TeXHUYECKaTa TIOKYMEHTAalUs, JOKIAJAUTe OT OJUTUTE, OL[CHSIBAHETO U MPOBEpKaTa
BBB BpB3Ka ¢ nporenypure no naparpacdu 1-7 u 9-11 na un. 52 ot Pernmament (EC) 2017/745,
CHOTBETHO TEXHHYECKATa JOKYMEHTAIIMS, IOKIaIUTE OT OJIUTUTE, OIICHSIBAHETO U MPOBEpKaTa
BBB BpPB3Ka ¢ mporeaypure no naparpadu 1-10 Ha un. 48 ot Permament (EC) 2017/746.

(5) PesromeTo Ha MyIaHa Ha KIMHUYHOTO M3nHTBaHe 1o [Ipunoxenue XV ot Perimament
(EC) 2017/745, cbOTBETHO pE3IOMETO Ha IUIAHA 3a HW3MUTBAHETO Ha JCHCTBHUETO TIO
[Tpunoxenue XIV ot Pernament (EC) 2017/746 ce u3rotBsT Ha OBITapCKU €3HK.

(6) Bcuuku nokymentu no wi. 39 ot Permament (EC) 2017/745, cboTBeTHO ui. 35 ot
Pernament (EC) 2017/746 ce u3roTBsT Ha OBJITApPCKH €3HK.”

§ 7. B naumenoBanueto Ha pasnen || nakpas ce 1o6GaBs ,,u Ha METUITMHCKU U3AETUS 32
WHBUTPO THArHOCTHKA .

§ 8. Unen 8 ce u3MeHs Taka:

4. 8. (1) MeauuuHCKUTe H3Ieusl, TPUHAIICKHOCTHTE 3a TSIX U rpynara MpoayKTH,
nocouenu B [Ipunoxenne XVI na Pernament (EC) 2017/745, ce myckar Ha ma3apa u/win ce
IycKaT B JCHCTBHE, KOraTo OTroBapsT Ha m3ucksanusta Ha ['maBa Il ot Permament (EC)
2017/745 n Ha TO3U 3aKOH.

(2) MeauuuHCKATE U3AETHS 32 HHBUTPO JMACHOCTUKA Ce MyCKaT Ha masapa W/Wii ce
IycKaT B JEWCTBHE, KOraTo OTroBapsAT Ha u3uckBaHusTa Ha [naBa |l ot Permament (EC)
2017/746 n Ha TO3U 3aKOH.

§ 9. Yiien 9 ce u3meHs Taka:

,»dim. 9. (1) MenunuHckuTe M3JENusi, KOUTO C€ MPOM3BEXJAT M M3MOJI3BaT caMoO B
ne4eOHM 3aBeicHUS, TPSOBA Ja OTrOBapAT HA OOIIUTE M3MCKBAHUS 32 O€30MaCHOCT U ICUCTBUE
no [Ipunoxenue | u Ha ycinoBusTa no wi. 5, maparpad 5 ot Pernmament (EC) 2017/745.

(2) MeauuuHCKUTE W3JETHS 33 WHBUTPO JMArHOCTHKA, KOMTO CE MPOU3BEXKIAT U
U3II0JI3BAaT caMO B JieyeOHU 3aBeJieHHs, TpsOBa Ja OTroBapsT Ha OOIIMTE M3UCKBAHHS 3a



6e3omacHocT u feictue 1o [punoxenue | u Ha yenosusTa o wi. 5, maparpad 5 ot Pernament
(EC) 2017/746.

(3) JleueOnoro 3aBenenue nomaBa B MAJI 3asBieHue 3a perucrpaims, Mo odpaserr,
YTBBPJCH OT U3MBJIHUTENHUS qupekTop Ha MAJL, kbM KoeTo mpuiara:

1. B cnyyauTe 1o azn. 1 ciucek Ha U3AENUATA, KOUTO C€ MPOU3BEXKAAT U YIOTPEOsIBAT, U
JeKIapanusra 1o wi. 5, maparpad 5, 6yksa ,,a° ot Permament (EC) 2017/745;

2. B CIIy4auTe M0 aJl. 2 CIIMCHK Ha U3ENUATA, KOUTO Ce MPOU3BEXKIAT U yNOTpeOsBaT, U
JeKIapanusTa 1mo wi. 5, maparpad 5, 6yksa ,,e* ot Permament (EC) 2017/746.

(4) UsmrbiiHUTENIHATA areHIKS 110 JIGKapCTBAaTa BOJU PETHCTHP Ha JICUCOHUTE 3aBEICHUS
o ai. 3.

§ 10. Ynen 10 ce ormens.

§ 11. Co3pnaBa ce ui. 10a:

,,di1. 10a. (1) JleueOHUTE 3aBeICHUS CHXPAHSABAT M MOIBPXKAT YPE3 SIACKTPOHHHU (MK
JpYyTH) cpeAcTBa YHUKaNHUA uaeHtudukatop Ha uzaenusata (UDI) mo i 2, maparpad 15 ot
Permament (EC) 2017/745, cvotBeTHO 10 Wi 2, maparpad 15 ot Pernmament (EC) 2017/746 3a
BCSIKO U3JIENIHE, KOETO € IOCTAaBEHO B JICUEOHOTO 3aBE/ICHHUE.

(2) JleueOHuTe 3aBefeHUS ca JTBXKHH Ja NPEAOCTaBAT HA IAIMCHT, HA KOWTO €
MMIUTAHTHPAHO MEIULIMHCKO U3/enue, mocoyenara B wi. 18, maparpad 1 ot Permament (EC)
2017/745 undopmanus 1Mo Ha4YMH, KOWTO JaBa Bb3MOXHOCT 3a ObP3 JOCTHIT 10 HEs, 3a€HO C
KapTaTa 3a UMILJIaHTa, Ha KOSTO Ca HAHECEHU JaHHU 32 HeroBaTra CaMOJIUYHOCT.

§ 12. Unen 11 ce u3mens Taxa:
,di. 11. 3abpansBa ce moBTOpHaTa 00pabOTKa W IOCIe[Balla yrIoTpedara Ha
MEIUIIUHCKY U3IENNS 33 €IIHOKpaTHA yIoTpeda Ha TepuTopusita Ha PemyOnuka bearapust.*

§ 13. B uii. 12 ce npaBAT CleAHUTE U3MEHEHUS U JOI'bJIHECHUS !

1. Anunes 1 ce u3meHs Taka:

»(1) ITo MOTHBUpaHO HCKaHEe Ha perMoHaliHaTa 3/IpaBHA MHCHEKIMs, Ha HarmoHanHus
LHEHTHbpP MO OOIIECTBEHO 3/paBe M aHAJIMW3M WM Ha JiedeOHO 3aBeleHHEe, MUHHUCTBPBHT Ha
3/1paBEOIa3BaHETO MM OINPAaBOMOILEH OT HEro 3aMECTHUK-MUHHUCTBD IPHU IOJIOKHUTEIHO
CTAHOBUIIE HA M3NBJIHUATENHUSA AupekTop Ha MAJL, mMoxke cbC 3amoBes MO M3KIIOYECHHE 1A
paspely MyckaHeTo Ha razapa U/uiM B AeUCTBUE Ha MEAMLIMHCKO U3/1€I1e UIX Ha MEAULINHCKO
U3JIeN1e 32 HHBUTPO JUATHOCTHKA, YUSATO yIoTpeda € B MHTEpeC Ha OOLIECTBEHOTO 3/IpaBe Uiu
0€30IacHOCTTa WJIM 3paBeTO Ha MAaIMEeHTUTe, 0e3 Jla ca Hajlulle YCJIOBHATa Mo wWi. 52 ot
Pernament (EC) 2017/745, chotBetHO 10 wi. 48 ot Pernmament (EC) 2017/746.

2. Cp3naBa ce an. la:

,»(1a) M3nbaHuTeHATA areHnus 1o JekapcrBata uHpopmupa EBponeiickata KoMucus
U OCTaHAJIMTE AbP’KAaBU WICHKHU 3a 3amoBejTa mo ai. 1.

§ 14. YUnenose 13-18 ce oTMeHAT.
§ 15. B rmaBa mepBa, pazaenu Il —V ¢ aienose 19 — 26 ce oTMeHT.

§ 16. HameHnoBaHueTO Ha riaBa BTOpa c€ U3MEHS TaKa:

,,PETUCTpALMs Ha JIULA, KOUTO IIyCKAaT MEAULMHCKU U3AEIU U MEJULUHCKU U3JEIINs
3a MHBUTPO AMArHoCTHKa Ha nasapa. OleHKa Ha 3/paBHUTE TEXHOJIOTMH HAa MEIULMHCKUTE
W3JIENHS U MEAULIMHCKUTE U3/1EIHs 32 MHBUTPO TUArHOCTHKA.

§ 17. YUnen 27 ce n3MeHs Takxa:
,d11. 27. (1) KoraTo mpou3BoAUTENAT HA MEAUIIMHCKU U3/I€NUs OT Kiac [ HecTepuiHu u



0c3 wu3MepBalM (PYHKIUHA, KAKTO M (PH3WYSCKOTO WM IOPUIUYECKOTO JIUIE, KOETO
KoMIUiekTyBa wm3fenus mo wi. 22 ot Permament (EC) 2017/745 ca peructpupanu 1o
THProBecKus 3aKOH, T€ TMOJABAT 3asBIICHUE 32 PETUCTPALUsS MO 00pasell 10 U3MbIHHTCITHUS
nupektop Ha MAJI He mo-KbCcHO OT 14 mHU cien myckaHe Ha M3JEIMETO Ha Ia3apa W/WiHk B
JefcTBUE Ha TepuTopusTa Ha PenyOnuka bearapus.

(2) KbM 3asBnenuero mo ai. 1 ce mpumarar:

1. HauMEHOBaHKE U OMHCAHUE HA U3/CIUETO;

2. MHCTPYKLHUSA 3a ynoTpeda, Korato € mpuiIoKUMo;

3. EC pexmapauusa 3a cworBerctBue 1o Ilpunoxenue IV xpm Permament (EC)
2017/745;

4. TOKYMEHT 3a IJIaTeHa TaKca B pa3Mep, omnpeielieH B Tapudarta mo wi. 7, ai. 1, korato
IUTAIAHETO HE € U3BBPUICHO MO €JIEKTPOHEH MbT.

(3) Ilpu npomsina B uHpopMaIusara mo ai. 2, T. 1, 2 u/uau 3 aunara mo ai. 1 mojgasar
110 U3BIHATETHUS qupekTop Ha MAJI 3asBienuero mo an. 1, KbM KOETO IpujiaraT CBbp3aHuTe
C IPOMsIHATA JJOKYMEHTH M JIOKYMEHT 3a IIJIaTeHa Takca B pa3Mep, onpeelieH B Tapudara mo
. 7, an. 1, KoraTo IjamaHeTo He € U3BHPILIEHO M0 eIEKTPOHEH IIbT.

(4) Korato mnpou3BOAMTENAT HA MEIUIMHCKA H3ACIHS 1O ad. | ¢ ompemenui
YOBJIHOMOIICH mpeactaButren mo wi. 2, T. 32 ot Permament (EC) 2017/745, xoiito €
peructpupad o THProBCcKus 3aKOH, 3asABICHUETO M MPHAPYKaBaIlara ro JOKYMEHTAIUs TI0
an. 1,2 u 3 ce mogaBat OT yI'bJIHOMOUIEHUS ITPEACTABUTEN.

§ 18. Uiien 28 ce u3meHs Taka:

Ldi. 28, (1) Koraro mnpou3BOAMTENSAT HA MEAMIIMHCKA HW3JACIUA 32 HUHBUTPO
JTUArHOCTHKA OT Kjac A HECTepWIHM, € PEerucTpupaH mo THProBCKUS 3aKOH, TOHM MojiaBa
3asiBJICHHE 3a PErucTpanus o oopaser 10 U3NbJIHUTENHNA AupekTop Ha IAJI He mo-KbCHO OT
14 oM crmed MycKaHe Ha W3JENHETO Ha Ta3apa W/WiIu B JCHCTBHE HAa TEPUTOPHITA HA
Penybnuka bearapus.

(2) KbM 3asBnenuero no an. 1 ce mpuiarar:

1. HauMEeHOBaHME U ONKCAHUE Ha U3/IETUETO;

2. MHCTPYKLHUSA 32 ynoTpe0a, Korato € NpuiaokuMo;

3. EC pexmapanms 3a cworBercTBHe 1o I[lpunoxenue IV xpm Permament (EC)
2017/746;

4. TOKYMEHT 3a TUIaTeHa Takca B pa3Mep, OlpeieieH B Tapudarta mo wi. 7, ai. 1, korato
IUTAIIAHETO HE € U3BBPIICHO 110 eJIEKTPOHEH IbT.

(3) IIpu mpomsina B uHOpMarusiTa 1o ai. 2, 1. 1, 2 u/unmm 3 nuuero no an. 1 mogasa 1o
U3IBJIHUTETHUS AupekTop Ha MAJI 3asBnenuero no ai. 1, KbM KOETO Mpujiara CBbp3aHuTe ¢
IpOMsIHaTa IOKYMEHTH U JOKYMEHT 3a IJIaTeHa TaKca B pa3Mep, OnpeJielieH B Tapudara 1o 4.
7, an. 1, Koraro IiamaHeTo He € U3BbPILICHO 10 eJIEKTPOHEH IbT.

(4) Korato mpoW3BOOUTENAT HA MEIUIMHCKH HM3JENUS MO ajl. 1 e Ompeesui
VIIBITHOMOIIIEH TpenctaButen mo wi. 2, T. 25 ot Permament (EC) 2017/746, xoiito e
peructpupas o ThProBCKUs 3aKOH, 3asBJIEHUETO U MPUAPYKaBallaTa ro JOKyMEHTAlUs 110
an. 1,2 u 3 ce momasar OT yIbJIHOMOIIEHHUS TPEACTABUTEN.

§ 19. YUiien 29 ce n3mens Taka:

,»dim. 29 (1) Ilpou3BoauTensT Ha MEAMLMHCKU W3JENUs, W3pabOTeHU IO MOPbHUKa,
nonasa B MAJI 3asiBnieHme 3a peructpaiis o oopasell, yrBbpACeH OT U3ITbIHUTEIHUS TUPEKTOP
Ha MAJL, He no-KbCHO OT 14 1HU ciel MycKaHe Ha U3AEIUETO B IEHCTBUE HA TEPUTOPUATA HA
Peny6muka bwirapust, mpuapysxeno ¢ aexnapamnusta o [punoxenue XIII ot Pernmament (EC)
2017/745, cnuchbk Ha M3JENUATAa W JIOKYMEHT 3a IUIaTeHa Takca B pa3Mep, ONpe/eieH B
Tapudara 1o wi. 7, aj. 1, KoraTo Iiamn@aHeTo He € U3BBPLICHO MO €JIeKTPOHEH ITbT.

(2) U3rbiHUTETHATA areHLIUs 110 JIeKapcTBaTa BOAM PETHCThP Ha IPOU3BOAUTENINUTE T10
an. 1 1 Ha mMyCHATHUTE B IECTBHE U3ENHS 110 TOPBUKA.

(3) IIpu nmpomsiHa Ha ajgpeca Ha ympaBiieHHE MPOU3BOAMTENAT MO al. 1 yBemomsiBa



u3nbJaHUTEeNHUs qupekTop Ha MAJI B 14-1HEBEH CPOK OT HACTHIIBAHETO M.

(4) IIpu mpomMsiHa Ha HHGOPMAIIHATA B 3asIBJICHUETO IO al. 1, IPOU3BOAMTEIAT MOaBa
0 u3mbIHUTENHUS aupektop Ha WMAJl 3asBienuwe, KbM KOETO IMpHiara CBbP3aHUTE C
poMsiHaTa IOKYMEHTHU U IOKYMEHT 3a IJIaTeHa TaKca B pa3Mep, oIpe/ielieH B Tapudara mo 4.
7, an. 1, xorato mjialaHeTo He € U3BbPIUICHO M0 EJIEKTPOHEH IThT.

(5) IIpowsBomutensat mo ain. | mpemocTaBs MOKYMEHTamMsTa 1O pasuen 2 OT
[Tpunoxxenue XIII va Pernament (EC) 2017/745 3a mpoBepka npu MOMCKBAHE OT JIUIATa O HJI.
86, ai. 2.

(6) Koraro mnpou3BOAMTENAT HAa MEIUIIMHCKH H3JIEIUsS Mo al. | e ompenenun
YOBJIHOMOIIEH mnpeactaButresn mo wi. 2, T. 32 ot Permament (EC) 2017/745, xoiito e
peructpupan 1o THProBckusi 3aKOH, JOKyMeHTauusara mno ai. 1, 4 m 5 ce mogaBa OT
YI'BJIHOMOIIEHUS MPEICTaBUTEeN.

§ 20. Ynen 30 ce u3meHs Taka:

Ldi. 30. (1) 3a Bcuuku mMeaunuHCcKu u3aenus ot kiac Ila, 116 wmum III, mycHaTu B
nercTBue Ha TepuTopusta Ha PenyOnuka bearapusi, MAJI moke na TOMCKa JaHHH,
UIECHTU(DUIMPALTN U3IETTUETO, €TUKET U MHCTPYKIIMS 32 yIoTpeoa.

(2) 3a BCcHYKH MEAMIIMHCKU W3JETHS 32 HHBUTPO AuarHoctuka ot kiac B, C wmm D,
IyCHATH B JIcHCTBUE Ha TepuTopusaTa Ha Pemy6nuka benrapus, MAJI moxke 1a moucka JaHHH,
UACHTU()UIIMPAIIN U3JIETTUETO, €TUKET U MHCTPYKIIHUS 32 yrnoTpeoda.

(3) Twprosen Ha eapo, KOWTO U3BBPIIBA ACHHOCTH 110 WI. 16, maparpad 2, OykBH ,,a“ U
,0° ot Pernmament (EC) 2017/745, cvorBeTHO 10 ui. 16, maparpad 2, 6yksu ,,a“ u ,,06° or
Permament (EC) 2017/746 yBenomsiBa MAJI 3a HaMepeHHETO CH Ja MPEJOCTaBs Ha IMaszapa
MPEETUKETUPAHO WM TPEONAKOBAHO MEIUIIMHCKO W3JAENUEe WIM HU3JeNHe 3a HHBUTPO
JIMAarHOCTHKA C YBEJAOMJICHHUE IO 00pasell, yTBbP/IeH OT U3MbIHUTEIHUS nupekTop Ha AL, ne
MO-KbCHO OT 28 JHU Mpeay MyCKAaHETO Ha MPEETUKETUPAHOTO WJIM MPEONaKOBAHOTO M3/EIHE
Ha I1a3apa Ha TepuTopusara Ha PernyOnmka bearapus.

(4) KpM yBemoMIICHHETO 110 all. 3 ce mpujara cepTudukar, u3aaacH oT HOTU(UIUPAH
OpraH, ONpEJeNeH 3a TUIA U3JIEeTUs, KOUTO ca OOEKT Ha JEHHOCTHTE, MOCOYECHH B 4i. 16,
naparpad 2, 6yksu ,,a“ u ,,6° or Permament (EC) 2017/745, cvorBeTHO un. 16, maparpad 2,
OykBu ,,a“ u ,,0“ or Permamentr (EC) 2017/746, xoiTo ymocTtoBepsiBa, 4Y€ CHUCTEMara 3a
yIpaBieHHEe Ha KauyeCTBOTO Ha THProBella Ha €ApO OTroBaps Ha M3HUCKBAHHATA MO 4il. 16,
naparpad 3 ot Pernament (EC) 2017/745, cvorBeTHO ui. 16, maparpag 3 ot Pernmament (EC)
2017/746.

(5) B ciiyuante mo an. 3 MAJI Moke 1a OMCKa OT ThProBela Ha epo Jia MPeACTaBH
oOpaszer; UIM MakeT Ha NPEEeTUKETUPAHOTO WM TMPEONaKOBAaHOTO MEAMIIMHCKO H3JeIue,
CHOTBETHO W3JIEJIME€ 32 WHBUTPO JTUATHOCTHUKA, BKIIOUUTEIHO NPEBOJM HAa €THKETa U Ha
MHCTPYKLIUUTE 3a yrnoTpeoda. .

§ 21. B un. 30a ce mpaBsT CIEAHUTE U3MEHEHUS U JOMIBITHEHUS:

1. B an. 1 cnen nymurte ,,MEIMIIMHCKUATE W3AETUSA ce 100aBs ,,d MEIUIIMHCKUTE
W3ENHS 32 UHBUTPO JUArHOCTUKA.

2. B an. 2 ce mpaBAT caeHUTE U3MEHEHHS U IOIIBIHCHUS:

a) HaBCSKBJIE CIe] TyMUTE ,,MEAUIIMHCKOTO M3aenue’ ce m00aBs ,,d MEIUIUHCKOTO
W3JeNMe 32 UHBUTPO JUArHOCTHKA®,

0) cp3maBace T. 7:

,,/ OIICHKA Ha 3J[paBHUTE TEXHOJIOTUH, W3BBbpIeHa 1mo wi. 30T u ui. 301.*

3. B an. 3 gymwure ,,io an. 2, T. 5 1 6 ce 3aMeHAT ¢ ,,110 all. 2, T. 5, 6 U 7, a qymuTe
,,MEIHMIIMHCKO H3ACNHE ce 3aMEHAT C ,,MEAUIMHCKO H3ACIUC/MEIMIIMHCKO H3JCIIHE 3a
WHBUTPO THUATHOCTUKA®.

4. B an. 4 cnex gymuTe ,,MeIULIUHCKH U3JIEHSI ce 100aBsl ,,u MEAUIIMHCKHN U3AETHUS 32
WHBUTPO THArHOCTHKA .

5. B an. 5 cnen gymuTe ,,MeIUIIMHCKA U3ENUS " c€ 100aBsl ,,i MEAUIIMHCKH U3IETUS 32



MHBUTPO AMArHOCTHKA®.

§ 22. B un. 300, am. 1 cimexg aymuTe ,,MCAMIIMHCKHTES HM3Acius”’ ce a00aBs ,H
MEIUIIUHCKUTE U3JICIUS 38 HHBUTPO THArHOCTHKA” .

§ 23. Cp3masar ce wi. 30B — 30x:

»di. 30B. (1) Ounenkara Ha 3/paBHUTE TEXHOJOTUM HA MEAUIMHCKU HW3AEIUA U
MEAMIIMHCKH U3/IENINS 32 UHBUTPO IMarHOCTUKA ChbPrKa KIMHUYHA U 3]JpaBHO-UKOHOMUYECKA
OIICHKA M BKJTFOYBA:

1. ananu3 Ha 31paBHUS IPOOIEM;

2. CpaBHHTEJICH aHAJIN3 HA TepalleBTUIHATa €hUKACHOCT, €EKTUBHOCT U O€301aCHOCT;

3. aHayM3 HA pa3xojHara e(heKTUBHOCT;

4. ananu3 Ha OIOPKETHOTO BH3/CHUCTBHE.

(2) CeBmecTtHaTa KIMHWYHA oleHkKa cbriaacHo Permament (EC) 2021/2282 Ha
EBpomnelickusa napiameHT u Ha CbBera oT 15 nexkemBpu 2021 roauHa OTHOCHO OLIEHKATa Ha
3paBHUTE TEXHOJIOTMH M 3a u3MeHeHue Ha [(upextuBa 2011/24/EC (OB, L 458 or 22
nexemBpu 2021), Hapu4aH mo-HaTaThK ,,Permament Ne 2021/2282%, e gacT oT oueHKaTa Ha
3paBHUTE TeXHOJOTUM o aji. 1, 1. 1 u 2.

(3) MUsrorBenara oleHKa Ha 3JIPAaBHUTE TEXHOJOTMH HAa MEIUIIMHCKH H3JACIUS U
MEAMIIMHCKH U3/IETUs 32 MHBUTPO IUAarHOCTUKA C€ BIUCBA B cuchKa 1o 4i. 30a, an. 1.

Un. 30r. (1) Haunonannara 31paBHOOCHTYpUTENHA Kaca 3aljialla 3a HOBU TPYIU
MEJIUIIMHCKH U3/CTHS U METUIIMHCKU U3EINsI 32 MHBUTPO JUATHOCTHKA, 32 KOUTO 10 MOMEHTA
HE € 3aruiaiania, cjiej KaTo U3BBPIIM OLEHKAa Ha 3JpaBHUTE TEXHOJIOTUU MO PEll U YCIOBHUS,
onpenenenu B Permament Ne 2021/2282 u napenbara mo wi. 30a, ai. 4.

(2) BunmoBere MEIMIIMHCKH W3JEIHSA, 32 KOMUTO C€ M3BBHPIIBA OLICHKA Ha 3JIPaBHUTE
TEXHOJIOTHH 110 aj. 1 ca:

a) MEIMIIMHCKYU u3enus, knacuduiupanu kato kiaac [Ib u xnac I B choTBeTCTBHE C
wieH 51 ot Pernmament (EC) 2017/745

0) MEIUIIMHCKU M3ENus 32 WHBUTPO JIHWArHOCTHKA, Kiacupuuupanu kato kiaac D B
crotBeTcTBUE ¢ WieH 47 ot Pernament (EC) 2017/746.

Un. 30x. (1) 3a MEOUUIMHCKUTE H3ICIUS U MEIUIIMHCKUTE W3JENUs 32 WHBUTPO
JIMarHOCTHKA, KOUTO Ce€ 3aIUlalllaT ChC CPEJCTBA OT JIbpXaBHMUS OIOKET, OT OroJpKeTa Ha
JedyeOHUTe 3aBelCHUs MO 4. 5 oT 3akoHa 3a JieyeOHWTE 3aBeJleHUs U OT OloJ/pKeTa Ha
JeyeOHUTE 3aBe/IeHHs ¢ JbpPKABHO M/MIM OOIIMHCKO Yydactue 1o wi. 9 m 10 ot 3akoHa 3a
nedyeOHUTE 3aBefeHMs, HamuoHanHata 37paBHOOCHUTYpPHUTENHA Kaca M3BBPIIBA OIEHKA Ha
3/[paBHUTE TEXHOJOTHMHM MO pea M YCiloBus, ompeneneHd B Permament Ne 2021/2282 n
HapenoOara o wi. 30a, an.4.

(2) Onenkara Ha 3ApaBHUTE TEXHOJOIMM Ha MEAMIIMHCKUTE U3Aenus mo ain. 1 ce
U3BBpIIBA B CPOK JO JAEBETIECeT JHH, OT IoJaBaHe Ha 3asBieHHe npea Hanwmonamnarta
3/IpaBHOOCUTYpUTEIIHA Kaca.

(3) MuHUCTBPBT Ha 3/paBeONa3BAaHETO E€KEroJHO YTBBbPXKJaBa CHHCHK C BUIOBETE
MEAMIMHCKN M3AENUs M MEIUIUHCKUA H3JENMsS 3a WHBUTPO JAMArHOCTHKA, 3a KOUTO Cce
U3BBPIIBA OIIEHKA Ha 3[JpaBHUTE TEXHOJOTHH 110 ail. 1.

(4) CnuchkbT No an. 3 ce myOIMKyBa Ha UHTEPHET cTpaHHUIaTa Ha MUHUCTEPCTBOTO
Ha 3/IpaBeona3BaHeTo.

(5) VYcnoBusita M penbT 3a BKIIOYBAHE, NMPOMEHM WIM H3KJIOYBAaHE Ha BHUIOBE
MEIUIIUHCKH U3JIeNIHs OT CIIMCHKA 10 all. 3 ce onpenensrT ¢ Hapendara no ui. 30a, an. 4.

Un. 30e. MHUHHCTEPCTBOTO Ha 3/IpaBEONA3BaHETO MOXKE€ MOTHUBHUPAHO Ja TIOUCKa
M3BBPIIBAHE HA OLICHKA HA 3[PaBHUTE TEXHOJOTUHN HA MEIULIIMHCKH u3aenus mo wi. 304, ai. 1,
IIPH YCIIOBUS U TIO P, ONpeieiieHn ¢ Hapeaoara mo wi. 30a, an. 4.



Ui 30x. (1) HannonamHaTa 3 paBHOOCUTYpUTETHA Kaca TpocieasiBa eeKTUBHOCTTA
OT IPWIAraHETO Ha MEIUUMHCKUTE m3aenus nmo wi. 30r, an. 2, Karo Ha BCEKU 3 TOAUHU
MOTBBPIK/IaBa BKIIOYBAHETO B CIIUCHIIUTE HA CHOTBETHUTE MEAUITMHCKH M3JENHS, 3arljIalaHu
ot Ormkera Ha H3OK, cien u3BbpiBaHe Ha OIEHKA, Bb3 OCHOBA Ha JIOKa3aTeJICTBAa 3a
e(hUKacHOCT, TeparneBTUYHA €()EKTUBHOCT, OE30MAaCHOCT M Pa3XoJ0e(EKTHBEH aHalu3 Ha
U3JIeNHSITa ¥ U3BBPIICHA OIIEHKA Ha e(eKTa OT TAXHOTO MPHUIIOKEHUE MPHU YCIOBUS H PEI,
omnpeneneHu B HapeaOara mo 4. 30a, ai. 4.

(2) HattmonanuaTa 3jpaBHOOCUTYpUTEIHA Kaca MOKE MOTHBHMPAHO /1 Bb3Jlara Ha JIMLA,
omnpeneneHu B HapenoaTa o wi. 30a, an. 4, cbOMpaHe Ha JaHHU, 00paboTKa W M3rOTBSHE Ha
aHAIM3M C IIeNl TpOoCie[sBaHe Ha edeKTa OT NpPUIaraHeTo Ha MEIUIUHCKU H3ACIUsS U
MEUITMHCKH U3CIIHS 32 UHBUTPO JTUAarHOCTHKA, MPU YCIIOBUS U pel, ONpeie]ieHH B HapeaoaTa
o wi1. 30a, ai. 4.

§ 24. Unen 31 ce u3MeHs Taka:

»dim. 31. (1) HM3nbaHurenHara areHIUs 110 JIEKapcTBaTa BOJM PETUCTHP Ha
MIPOU3BOIUTEIINTE/yITBTHOMOIICHUTE TIPEICTABUTEIIN U HAa MEIUIIMHCKUTE U3JICIHS 110 WI. 27,
HA MEJIULMHCKU W3JIeHsl 32 UHBUTPO TUATHOCTHKA MO WI. 28 ¥ Ha MEIUIIMHCKUTE H3IENus,
M3pabOTEeHH MO MOPBhUKA MO Wi. 29, KOUTO ChAbPXKA:

1. HOMep U J1aTa Ha PETUCTPALIUS;

2. HAaUMEHOBaHUE, BUJI U KJIaC HA MEAUIIUHCKOTO U3CIINE UM MEIUIIMHCKOTO U3/EIINE
3a MHBUTPO JUArHOCTHKA; HAaWMEHOBaHHE HA MEIHUIIMHCKOTO W3JeiHne, H3pabOoTeHO M0
MOpBHUKa,;

3. UMe ¥ aipec U CeJANIMILE Ha YIIpaBICHUE Ha 3asBUTENS 110 Wwi. 27, an. | unum an. 4 u
mo wi. 28, an. 1 unm an. 4,

4. nara Ha 3aJlM4aBaHe HA MEIUIIUHCKOTO U3/eJINe/METUIITHCKOTO H3/ENUe 328 UHBUTPO
JIMAarHOCTHKA OT PErUCThpa U OCHOBAHHUETO 3a TOBA;

5. 3a0enexKu Mo BIUCAHUTE OOCTOSATENICTBA.

(2) sbaHUTEIHATA arCHIINSA 110 JICKapCTBaTa MPEJI0CTaBs JaHHH 33 PErHCTpaIUITa Ha
u3aenusara no ui. 27, an. 1, un. 28, an. 1 v wi. 29, an. 1 npu nouckBaHe OT peryjaaToOpHU OpraHu
Ha JIPYTU AbPXKABU WICHKH WIIM OT PETyJaTOPHU OpraHu Ha AbpkaBu OT EBpomeiickoTo
MKOHOMHYECKO MPOCTPaHCTBO U 0T EBponeiickara KoMucHs.

§ 25. B nanMmeHOBaHMETO Ha TJIaBa TpeTa Hakpas ce J00aBs ,,d W3NUTBAHUSA Ha
JIEUCTBUETO HA MEIMIIMHCKYU W3JENIHS 34 HHBUTPO JUATHOCTUKA .

§ 26. B rimaBa tpera gymure ,,Paznen | O0mm pasmopendou‘ ce 3aauvasar.

§ 27. Unen 32 ce U3MeHs Taka:

»dim. 32, (1) KiuHu4HO M3NMTBaHe Ha METUIMHCKO M3/eiIMe Ha TEpPUTOpHTAa Ha
Peny0nuka bbarapus ce mpoBexa npu ycinoBusTa u o peaa Ha Permament (EC) Ne 2017/745
Y Ha TO3U 3aKOH.

(2) UznuTBaHe Ha AeiCTBHETO HAa MEAMIIMHCKO M3/ENIUE 3a HHBUTPO JUArHOCTHKA Ha
TeputopusTa Ha PenyOnuka brirapus ce mpoBexa npu yclioBusiTa U 1o pena Ha Pernament
(EC) Ne 2017/746 u na TO3M 3aKO0H."

§ 28. Unen 32a ce oTmeHsl.

§ 29. Unen 33 ce u3MeHs Taka:

,di1. 33. Knmmandao M3MMTBaHE HAa MEAUIMHCKO HM3ACSIHE, CHhOTBETHO H3IHUTBAHE Ha
JIEHCTBUETO Ha METUITMHCKO U3/IENNE 32 MHBUTPO JUArHOCTHKA, Ha TepUTOopusiTa Ha Permybnuka
boearapust Moke 7a ce mpoBeXkaa B Je4eOHM 3aBeICHHs 3a OOJHWYHA ITOMOII, IIEHTPOBE 3a
TICUXUYHO 3/JpaBe, IICHTPOBE 32 KOKHO-BEHEPUUECKH 3a00IIIBaHUS, KOMIUIEKCHA OHKOJIOTHYHU



HOCHTPOBEC, JAWAIM3HU MLCHTPOBC, AUMATHOCTUYHO-KOHCYJITATUBHU HICHTPOBC, MCAULIUHCKHU
LEHTPOBE, ACHTAJIHU LIEHTPOBE U MEJIMKO-IEHTATHU LIEHTPOBE, KAKTO U B MHIAUBUIYAIHU U
I'PYHOBH MPaKTHKU 3a I[bpPBHYHA M CHEHUAIM3HMpaHa MEIUIMHCKA I[IOMOIL, MOIYy4YUIIH
paspenieHue 3a OChIIECTBABAHE HA JIEMHOCT ChOTBETHO YJOCTOBEPEHUE 3a PETrUCTpalus Mo
pena Ha 3aKoHa 3a JICYCOHHUTE 3aBeICHUS.

§ 30. Unen 34 ce oTMeHsl.
§ 31. Unenose 36 u 37 ce OTMEHSIT.

§ 32. Unen 38 ce u3MeHs Taka:

,»d1. 38. (1) Knuanuno u3nuTBaHe Ha MEIULIMHCKO U3eNIne BbPXY MAJIOJIETHO JIUIIE Ce
MPOBEX A Clie]] ToJydyaBaHe Ha MUCMEHO HHPOPMHUPAHO ChIIIACHE HA IBAMATa POJTUTEIIN WU
Ha HACcTOMHMKA Ha JuieTo. Korato equHusT poauTes € HeU3BeCTeH, MOYMHAI WM € JIMIIEH OT
POIUTEIICKY TIPaBa, HIIK HE ca MY MPEAOCTABEHU TaKMBA ITPaBa B CIy4anuTe Ha Pa3BOJI, TUCMEHO
uH(GOPMUPAHO ChIIIACHE JaBa POAUTENAT, KOUTO YIPaXKHSBA POAUTEICKUTE MPaBa.

(2) KnuHu4HO M3MHMTBAaHE HA MEIUIIMHCKO HW3JCIHE BBPXY HEMBIHOJIECTHO JIMIE CE
MPOBEXAA CIe/ MoTyyaBaHe Ha MUCMEHO MH(GOPMUPAHO ChIJIacHe OT JIMLETO M OT JIBaMara
pOIUTENH WK OT ToneynTens. Korato emuHusT poIuTet € HeM3BECTEH, IIOYHHAI HITH € JIUIICH
OT POJUTENICKU TpaBa, WIM HE ca My MPEIOCTaBeHH TaKUBa IpaBa B CIy4YaWTe Ha pPasBoO],
MUCMEHOTO MH(POPMUPAHO CHITIACHE CE€ JaBa OT HEI'BJIHOJICTHOTO JIUIIC U OT POJIUTEISI, KOUTO
yIpaxxHsBa POAUTEIICKUTE PaBa.

(3) B cityuanTe mo wi. 162, an. 3 oT 3akoHa 3a 37jpaBeTO HHPOPMHUPAHO CHIVIACHE JaBa
Ha3HAYEHOTO OT ChJIA JIUIIe.

§ 33. Unenose 39 — 41 ce oTMEHAT.

§ 34. Unen 42 ce n3MeHs Taka:

Ldim. 42. Tlpm mpoBexJaHe Ha KIMHAYHO W3MWTBAHE W/WIM HAa W3NHUTBAHE Ha
JeiicTBueTo  Ha TepuTopusaTa Ha PenyOnuka bearapusi, Bb3IOKUTENAT onpenens JIULe 3a
KOHTaKT, YCTAHOBEHO Ha TepuTopusaTa Ha PenyOnuka benrapus.

§ 35. Unen 43 ce n3MeHs Taka:

,»di1. 43. (1) KnuauyHo M3nuTBaHe, ChbOTBETHO U3MUTBAHE HA JICHCTBUETO Ce U3BBPILIBA
107 PBKOBOJICTBOTO Ha M3CJIEOBATEN, KOMTO € JIeKap WM JeKap IO JCHTaJHa MeIUINHA, C
IpU3HATA CIIEUATHOCT B ChOTBETHATA 00JIACT.

(2) Becuuku nuia, MpoBeXIAIIM KIMHUYHO HM3MHUTBAHE, CHOTBETHO HW3IUTBAHE Ha
JieiicTBUeTO TpsAOBa ja OTroBapAT Ha M3UCKBaHUATA Ha wi. 62, naparpag 6 ot Pernament (EC)
Ne 2017/745, cvotBeTHO Ha . 58, maparpad 7 ot Pernament (EC) Ne 2017/746.

§ 36. Unen 44 ce n3MeHs Taka:

»d1. 44. BB3710XKUTENAT M HW3CIEIOBATENAT CKIIOYBAT JIOTOBOP 3a 3acTpPaxoBKa,
NOKpHBAIla OTTOBOPHOCTTA MM 3a TNPUYMHEHUTE MpPU WIA IO TOBOJA IPOBEKIAHETO Ha
KJIMHAYHOTO U3MUTBAHE/U3ITUTBAHETO HA IEHCTBUETO HEUMYIIIECTBEHN W UMYIIIECTBEHH BPEIIN
Ha y4aCTHHULIUTE.

§ 37. B rnaBa tpera nymute ,,Paznen II Paspemenue 3a mpoBexjaHe Ha KIMHUYHO
M3IHATBAHE™ CE 3aJIMYaBarT.

§ 38. Unen 45 ce n3MeHs Taka:

,di. 45. (1) KnuHryHO M3NMUTBaHE HA MEAUITMHCKO u3nenue mo wi. 70, maparpad 7,
OykBa ,,a“ ot Pernament (EC) 2017/745 ce npoBexna Ha TepuTopusita Ha Penyonuka bearapus
clen yBeAOMsiBaHe Ha BB3J0kuTens oT MAJL, de 3asBiIeHHETO € PElIOBHO, U € W3MaJCHO



MOJIOKUTENHO cTaHoBUILEe OT ETunara komucus 3a kauHuyHU u3nutBanus (EKKW) no ui.
103, an. 1 oT 3akoHa 3a JIEKApCTBEHUTE MPOJYKTH B XyMaHHATa MEIUIMHA.

(2) KnuHUYHO M3MKMTBAaHE HA MEIUIIMHCKO u3aenue mo wi. 70, maparpad 7, Oyksa ,,0°
ot Permament (EC) 2017/745 ce npoBexna Ha Teputopusita Ha Penyonuka bearapus cien
MoJTydaBaHe Ha pa3pelieHrue OT U3MBIHATETHHS nupekTop Ha ATl u u3ageHo moJ0KUTEITHO
cranoBuuie ot EKKH.

(3) KnuanuyHO W3MMTBaHE HA MEIUIMHCKO w3aenue mo 4i. 74, maparpad 1 ot
Pernament (EC) 2017/745 ce mpoBexkna Ha TepuTopusara Ha PemyOnuka bearapus ciep
yBenoMsiBane Ha MAJL OT BB3JIOKUTEINS MO pefa Ha CHIIHS WICH U U3MIaJICHO TOJIOKUTEITHO
cranoBuuie ot EKKH.

(4) Anunen 1 u 2 ce nmpuaaraT CbOTBETHO U 32 KIIMHUYHO U3IUTBAHE HA MEAMIIMHCKO
uzaenue mo 4i. 74, maparpad 2 ot Pernmament (EC) 2017/745.

(5) 3a orienka Ha TOKyMEHTAIMATA 110 al. 1 — 4 BB3JI0KUTENAT 3aruiania Takca Ha MAJI
u takca Ha EKKU B pasmep, onpenenen cpriaacHo tapudara mo wi. 7, am. 1.

§ 39. Uiten 46 ce u3meHs Taka:

4. 46. (1) M3nuTBane Ha ACHCTBMETO HA MEIMUIIMHCKO HW3JEIHE 3a HUHBHUTPO
JUArHOCTHKA 10 4iI. 66, maparpad 7, 6yksa ,,a“ oT Permament (EC) 2017/746 ce mpoBexaa Ha
teputopusita Ha PemyOnuka bwearapus cinex yBemomsiBane Ha Bb3joxkutens ot MAJL, dge
3asBJICHUETO € PEOBHO U € U3a/IeHO MoyokuTenHo ctaHopuie ot EKKU.

(2) WznutBaHe Ha ACHCTBHUETO HA MEIUIIMHCKO M3/ENNE 32 UHBUTPO AMATHOCTUKA TIO
1. 66, maparpad 7, 6yksa ,,0° or Pernmament (EC) 2017/746 ce mpoBexa Ha TEpUTOPHATA Ha
Peny6nuka bbarapus ciien mojiydaBaHe Ha pa3pelieHre OT U3bJIHUTENHUs aupekTop Ha MAJT
U U37a/IeH0 nojoxuTenHo cranosuine or EKKH.

(3) U3nuTrBaHe Ha AEHWCTBHETO HA MEIUIIMHCKO M3CIHE 32 MHBUTPO JUArHOCTHKA I10
yi1. 70, maparpad 1 ot Pernament (EC) 2017/746 ce npoBexia Ha TepuTopusiTa Ha PenmyOnuka
boearapus cien yBegomsiane Ha MAJL oT BB3JIOKUTENS 110 pelia Ha CHIIUS YWICH U U3/1aJICHO
noJioxkuteaHo cranosuie or EKKMU.

(4). Anuaen 1 m 2 ce mpwiarat ChbOTBETHO M 3a HW3IUTBaHE Ha JCHCTBHETO Ha
MEAMIIMHCKO M3JeTNe 32 MHBUTPO auarHoctuka mo wi. 70, maparpad 2 ot Permament (EC)
2017/746.

(5) 3a olenka Ha TOKyMEHTAIMATA 10 aj. | —4 BB3IOKUTENAT 3amainia Takca Ha MAJI
u takca Ha EKKU B pasmep, onpenenen copriaacHo tapudara mo wi. 7, aim. 1.%.

§ 40. Cw3nnaBa ce HOB wiI. 47:

,»di1. 47. (1) Beznoxkutenar noaasa 1o MAJI 3asBnenune u qokymenrtaius mo wi. 70,
naparpad 1 ot Permament (EC) 2017/745 3a mpoBexgaHe Ha KIMHUYHO H3MUTBAHE HaA
MEAMIIMHCKO U3/IeTINe Ha TepUTOpHsaTa Ha PemyOnuka boiarapus, upes enekTpoHHATa CUCTeMa
1O 4jI. 73 OT CHIUS PETIaMEHT.

(2) B cinyuaute mo an. | BB3IOKUTETSAT MPEACTaBs TOKYMEHT 3a IUIaT€Ha TaKca,
chriacHo Tapudara o wi. 7, an. 1, Koraro IialjaHeTo He € U3BBPIICHO M0 €JIEKTPOHEH ITBT.

(3) WsmbnHuTenHaTa areHmMsA MO  JIEKApCTBaTa OIEHSABA  3asABICHHUETO U
JToKyMeHTanusTa o an. 1 mo pena na Pernmament (EC) 2017/745.

(4) M3nbiHuTEIHATA areHIUs 110 JISKapCTBaTa MPU YCIOBUATA M 110 pena Ha wi. 70 u 71
ot Permament (EC) 2017/745 yBenomsiBa, ue 3asiBIEHUETO € PEIOBHO MIU MIPAaBH OTKA3 MO HJI.
70, maparpad 3, aim. 2 OT ChIIMS PErIaMeHT, ChOTBETHO W3/1aBa paspelieHue 3a KIMHUIHO
M3MUTBAaHE WM OTKa3Ba pa3pelIaBaHeTO MYy.

(5) OtkazpT 1o an. 4 noanexxu Ha oOXkanmBaHe IO  peJa  Ha
AJIMUHHMCTPATHUBHOIIPOLIECYaTHUs KOJEKC.

§ 41. Unen 48 ce n3MeHs Taka:
,di1. 48. (1) Be3noxutensat nonaBa 1o MAJI 3asBieHne U TOKyMEHTAIUS MO WI. 66,
naparpad 1 ot Pernament (EC) 2017/746 3a npoBekaaHe Ha M3NUTBaHE Ha JICHCTBHETO Ha



MEAWIIMHCKO U3/IeTTUE 32 UHBUTPO TUArHOCTUKA Ha TepUTOpHsITa Ha PemyOnuka brirapus, upe3
€JIEKTPOHHATa CUCTEeMa MO 4. 69 OT ChIIUS PETJIAMEHT.

(2) B caoyuante mo an. | BB3IOKHUTEIAT NMPEACTaBs JOKYMEHT 3a IUIaTCHA TaKca,
chriaacHo Tapudara o wi. 7, an. 1, Koraro IianjaHeTo He € U3BBPIICHO MO EJIEKTPOHEH ITBT.

(3) UM3nbpnauTenHata areHIyMs IO JieKapcTBaTa  OICHSABA  3asBICHUETO H
JTOoKyMeHTanusATa 1o ai. 1 mo pexa Ha Pernament (EC) 2017/746.

(4) M3npiHUTEIHATA areHIINS 110 JICKapCTBaTa IPH YCIOBHSTA | 110 peja Ha Wi, 66 u 67
ot Pernament (EC) 2017/746 yBenomsiBa, 4ye 3asBJICHHETO € PEIOBHO WJIU IIPaBU OTKA3 1O YJI.
66, maparpad 3, ai. 2 OT ChIIUS PETIAMEHT, ChOTBETHO M3JlaBa pa3peileHue 3a U3MUTBAHE HA
JeiCTBUE UK OTKa3Ba pa3peliaBaHeTo My.

(5) OtkazpT 1o an. 4 momnexu Ha oOXaimBaHe MO  pela  Ha
AJIMUHUCTPATUBHOIIPOLIECYATHUS KOJICKC.

§ 42. Cp3naBa ce wi. 48a:

1. 48a. M3nuTBaHe Ha AelcTBUETO 1Mo Wi. 58, map. 2, u3p. Bropo ot Permament (EC)
2017/746 ce npoBexaa Ha TepuTopusiTa Ha PemmyOnvka brirapus cies momaaieHo yBeIOMIICHHE
oT BBr3noxkures 10 MAJI u uznaneHo nonoxurenHo cranoBuine ot EKKH.

§ 43. Cn3maBa ce HOB wiL. 49:

,di1. 49. (1) 3a moyrygaBaHe Ha CTaHOBHIIE 0 WiI. 45 BB3m0KUTENAT oaasa 10 EKKU
3asBJIEHUE U JOKyMeHTanusTa o Pasnenu 1, 3, 4.1, 4.3, 4.4. u 4.5 na I'nasa Il ot [Ipunoxenue
XV na Pernament (EC) 2017/745.

(2) KpMm 3asBnenuero mo an. 1 ce mpwiara JOKyMEHT 3a IjlaTeéHa Takca, ChITIACHO
tapudara 1mo wi. 7, aji. 1, Koraro IiaiaHeTo He € U3BBPIICHO 10 EICKTPOHEH IThT.

(3) Ernunata xoMucHus 3a KIMHUYHU W3MUTBAHUS OIICHSABA CTHYHHTE ACIEKTH Ha
KIIMHUYHOTO M3MUTBaHE B CPoK J0 30 JHM OT MojaBaHe Ha 3asBJICHUETO IO al. | W W3/aaBa
MTOJI0KUTEITHO WIIM OTPUIIATEITHO CTAHOBHIIIE.

(4) Ilpu u3ucKBaHe HA JOMBIHUTENHA HH(OPMALIA U JOKYMEHTAIUs, CPOKBT MO ai. 3
cripa Jia Teue.

(5) B cayuyaii, ye BB3NOXUTENAT HE MpeacTaBu B cpok Mo 20 HHM H3MCKaHATa
uH(opMaIus U JOKyMEHTAIs, Tpolielypara ce mpekparTsina.

§ 44. YUnen 50 ce n3meHs Taxa:

,di1. 50. (1) 3a mosryyaBaHe Ha cTaHOBHIIE IO Wi. 46 BB3M0XKUTENAT oaaBa 10 EKKU
3asBJIEHUE U JOKyMeHTanusTa o Paznenu 1, 3, 4.1, 4.3, 4.4. u 4.5 na I'nasa [ ot [Ipunoxenue
X1V na Pernmament (EC) 2017/746.

(2) KbpMm 3asBnenuero mo an. 1 ce mpuiara JOKYMEHT 3a IUIaT€Ha Takca, ChITIACHO
Tapudara o wi.7, ai. 1, KoraTo riam@aHeTo He € U3BBPIICHO MO €IeKTPOHEH MbT.

(3) ETnunara xomucusi 3a KJIMHUYHH HM3MUATBAHHS OIICHSIBA €TUYHUTE ACIEKTH Ha
W3MUTBAaHE HA JICUCTBUETO B CpOK 0 30 JTHU OT MOJaBaHe HA 3asBICHUETO 1O all. 1 u u3/aBa
MTOJIOKUTETHO WU OTPUIIATETHO CTAHOBHIIIE.

(4) Ilpu u3ucKkBaHe HA JOMBIHUTENHA HH(GOPMAIIUS U JOKYMEHTAIIUS, CPOKBT MO al. 3
CIypa Jia Teye.

(5) B cimyuaii, ye BB3TOXKHTENAT HE TPEACTaBH B Cpok 1m0 20 IHM W3HWCKaHATA
uH(pOopMaIUs U JOKYMEHTAIIHsI, IpolieypaTa ce mpeKparsBa. .

§ 45. Cp3naBa ce ui. 50a:

,»d71. 50a. (1) 3a monyyaBaHe Ha CTAaHOBUIIE 3a W3MHUTBAHE Ha JEUCTBUETO MO 4. 58,
nap. 2, usp. Bropo ot Permament (EC) 2017/746 Bp3noxurensat noaasa 1o EKKU 3asBnenue
u nokymentauus o Paznenu 1, 3,4.1,4.4. u 4.5 na I'nasa I ot [Ipunoxenne X1V na Permament
(EC) 2017/746.

(2) KM 3asgBienuero no an. | ce mpuiara JOKYMEHT 3a IUIaT€HA TakKca, ChIIACHO
tapudata 1o wi. 7, aj. 1, KOraro rjam@aHeTo He € U3BbPILEHO MO eJIEKTPOHEH IBT.
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(3) Ernuynara koMucus 3a KIMHUYHHM W3MHUTBAHUS OICHSIBA CTHUYHUTE AaCMEKTH Ha
M3MUTBaHE Ha JEUCTBUETO B CpOK 10 30 IHM OT MoOJIaBaHE Ha 3asBJICHUETO MO all. 1 ¥ u3gaBa
MOJIOKUTETHO UM OTPUILIATETHO CTAHOBHIIIE.

(4) Ilpu u3nckBaHe Ha JONBJIHUTENHA HH(GOPMALIUA U JOKYMEHTAIUs, CPOKBT IO ajl. 3
criypa Jia Teyue.

(5) B cimyuaii, ye BB3IOXKHUTEIAT HE NpPEICTaBH B Cpok g0 20 JHM H3HCKaHAaTa
uH(pOpMaIUs U TOKYMEHTAIHS, TPOIEAYypaTa ce mpeKpaTsiBa.

§ 46. Yiten 51 ce u3MmeHs Taka:

»di1. 51. (1) BB310KUATENAT MOXKE Ja TPHIOKH CBHIIECTBEHU MPOMEHH B KIMHUYHO
M3IUTBaHE, aKo B CPOK /10 38 MHU OT JaraTa Ha rnojaBaHe Ha yBegomsieHue MAJI ne yBegomu
BB3JIOKUTENS 32 U3MIaJIeH O0TKa3 ChIVIacHO wi. 75, maparpad 3, Oyksa ,,a“ ot Permament (EC)
2017/745 n uma u3nageHo noloxkuTenHo ctanoBuiie oT EKKU.

(2) Bp3noxkurensaT moaaBa yBEAOMIICHHE M JIOKYMEHTauus mo 4wi. 75, maparpad 1 ot
Permament (EC) 2017/745 mo WAJL upe3 enekTpoHHaTa cHCTeMa IO Wi. 73 OT ChIIUA
perjaMeHr.

(3) B ciyuaute mo an. 2 BB3IOKUTEIAT MPEACTaBsA JOKYMEHT 3a IUIaTeHA TaKca,
chriaacHo Tapudara mo wi. 7, an. 1, Koraro IianjaHeTo He € U3BBPIICHO M0 EJIEKTPOHEH MBT.

(4) W3mbpianuTenHaTa areHIUs MO JIeKapcTBaTa OICHSABA YBEAOMIIGHUETO W
JIOKyMEHTaIusATa 1o ai. 2 no peaa Ha Pernmament (EC) 2017/745.

(5) 3a monmy4yaBaHe Ha CTAHOBHIIE IO all. 1 BB3JIOKUTEIAT MOAaBa YBEIOMIICHHUETO U
nokymeHnTanusata no an. 2 1o EKKU, npuapyxeHo ¢ JOKYMEHT 3a MjiaTeHa Takca, ChIiIacHO
tapudara 1o wi. 7, aji. 1, Koraro miamaHeTo He € U3BBPIICHO M0 EJIEKTPOHEH IThT.

(6) Etnynara xomucHs 3a KJIMHUYHH W3MHUTBAHUS U3BBPIIBA OILEHKA HAa €TUYHHUTE
aCIMeKTH Ha ChIIECTBEHATa MpoMsiHa B Cpok 10 30 JHU OT Jarara Ha MOJIABAHETO M U M3/1aBa
MOJIOKUTETHO WIIM OTPUIIATEIIHO CTaHOBHIIIE.

§ 47. Unen 52 ce u3MmeHs Taka:

»di1. 52. (1) Bp3noxxutensat Moxe Ja IPUJIOKH ChIIIECTBEHU TPOMEHH B M3MUTBAHE HA
JIEMCTBUETO, aKO B CPOK /10 38 IHM OT JaTaTa Ha nojaBaHe Ha yBegomiienue, MAJI ve yenomu
BB3JIOKUTEISI 332 M3/IaJIeH OTKa3 chriracHo Wwi. 71, maparpad 3, Oyksa ,,a“ ot Permament (EC)
2017/746 n u3npaneHo nonoxkurenHo craHopuine ot EKKU.

(2) Bp3noxuTensaT nojiaBa yBEJJOMIICHHE W JIOKyMeHTauus mo wi. 71, maparpad 1 ot
Pernament (EC) 2017/746 no WAJI upe3 enekTpoHHaTa cuctemMa mo wi. 69 ot chuus
periameHt.

(3) B ciyuaunte mo an. 2 BB3IOKUTEISAT MPEACTaBs MOKYMEHT 3a IUIaT€Ha TaKca,
chriacHo Tapudara o wi. 7, an. 1, Koraro IiajaHeTo He € U3BBPIICHO MO €JIEKTPOHEH ITBT.

(4) W3nbnHuTeNHATa areHnMs 1O JIeKapcTBaTa OLICHSABA YBEAOMIICHHETO U
JTOKyMeHTaIusATa o ai. 2 nmo peaa Ha Pernmament (EC) 2017/746.

(5) 3a monmyuyaBaHe Ha CTAaHOBHIIE IO all. | BB3MOKUTENST MMOJaBa YBEAOMIICHHETO U
nokymenTanusTta no ain. 2 1o EKKU, npuapyxeHo ¢ JOKyMEHT 3a IlaTeHa Takca, ChIIaCHO
Tapudara 1o wi. 7, aj. 1, KoraTo mianaHeTo He € U3BBPIICHO MO EIEKTPOHEH IbT.

(6) ETnunHata koMucHus 3a KIMHWYHU W3MUTBAHWS HM3BBHPIIBA OIEHKA HA €THUYHUTE
aCIIeKTH Ha ChIIECTBEHATA NPOMsHA B Cpok A0 30 IHM OT JaTaTa Ha MOJABAHETO U, U U3/aBa
MOJIOKUTEITHO UM OTPULIATETHO CTAHOBHUILE.

§ 48. Unen 53 ce u3MeHs Taka:

»d1. 53. (1) Ipu ycnoBusita u mo peaa Ha wi. 76 ot Permament (EC) 2017/745
M3NbJIHUTENHUAT AupekTop Ha MAJI cbe 3anoBen:

1. oTHeMa U3aICHOTO pa3pelIeHne 3a KIMHUYHO N3UTBAHE;

2. ciupa WM MPEeKpaTsBa MPOBEXKIAHETO HA KIMHHYHOTO U3MUTBAHE;

3. M3UCKBA J1a CE TPOMEHST OIIPEIEIICH! acTleKTH Ha KIMHUYHOTO U3ITUTBAHE.

(2) IIpu ycnoBusra u o pena Ha wi. 72 ot Permament (EC) 2017/746 u3mbIHUTEHUSAT
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nupektop Ha MAJI cbe 3amoBen:
1. oTHEMA M3IAZICHOTO pa3pelIeHUE 3a U3MUTBAHE Ha JICUCTBUETO;
2. CIIMpa WM MPeKpaTsIBa IPOBEKIAHETO Ha U3IUTBAHETO HA JCHCTBUETO;
3. U3UCKBa J1a C€ IPOMEHSAT OIPEJICIICHHN aCTICKTH Ha U3MUTBAHETO HA JICHCTBHETO.

§ 49. UnenoBe 54 — 60a ce OTMEHSIT.

§ 50. Uiten 61 ce u3meHs Taka:

4. 61. V3nbiaHWTENHATa arcHIUs II0 JICKapcTBaTa € OpraH, OTroBapsil 3a
HOTU(UIIMpaHUTe opranu 1o wi. 35, maparpad 1 ot Permament (EC) 2017/745, cboTBETHO 110
ui. 31, maparpad 1 ot Pernmament (EC) 2017/746.%

§ 51. Unen 62 ce u3meHs Taxa:

,di1. 62. (1) Paspemienue 3a oneHsIBaHE Ha ChOTBETCTBHETO HA MEIUIIMHCKU U3ICITHUS U
Ha MEJIUIIMHCKYU U3/IEIHS 32 UHBUTPO JUATHOCTUKA, BKIIOYUTEIHO OLEHSIBAHE HA KIMHUYHHUTE
JIAaHHU, Cc€ u3JaBa OT W3MbIHUTENHHS aupektop Ha HMAJI mo pema na Pernmament (EC)
2017/745,cvotBeTHO Ha Permament (EC) 2017/746 Ha (Gu3uuecKo WM IOPHIMYECKO JIHIIC,
peructpupano 1no THProBCKUs 3aKOH, Ch3JAJCHO ChC 3aKOH WM C aKT Ha MUHUCTEPCKUS
CHBET.

(2) JIumeto, koeTo KaHIUIATCTBA 3a U3IaBaHe Ha pa3pelieHue o ai. 1 mogasa g0 MAJI
Ha €JIEKTPOHEH HOCHUTEN 3asBJICHHE, B KOETO MOCOYBA M3JIEIUATA U MPOLEAYPUTE, 32 KOUTO
KaHIUAATCTBA, IPUIPYKEHO C TIOKYMEHTALMATA, JOKA3Ballla Cl1a3BaHETO HAa U3UCKBAHUATA HA
[Tpunoxenue VIl va Pernmament (EC) 2017/745, cvotBetHO Ha [Ipunoxkenue VIl na Perinament
(EC) 2017/746 n nokyMeHT 3a IuUlaTe€Ha Takca, ChriacHo Tapudara mo wi. 7, ai. 1, korato
IJIAIIAHETO HE € U3BBPIIEHO 10 €JIEKTPOHEH ITBT.

§ 52. Unenose 62a - 68 ce OTMEHHIT.
§ 53. Unenose 70 — 76a ce OTMEHSIT.

§ 54. Bun. 77, an. 1 HaBCcsKbIE CleA AYMUTE ,,MEAUITUHCKH U3IEHs ce 100aBs ,,1/min
MEIUIMHCKHU U3/JeIHs 32 UHBUTPO TMATHOCTHKA .

§ 55. Cp3naBa ce ui. 77a:

,»d71. 77a. Teproser Ha e1po ¢ MEIULIMHCKU U3JENINS W/WUIN MEIUIMHCKU U3/ENus 3a
MHBUTPO JUArHOCTHKA, HE MOKE J1a ObJie MpUTEXKATEN Ha pa3pelleHne 3a ThProBus Ha IpeOHO
C JIGKapCTBEHU MPOAYKTH, M3JAaJE€HO IO pela Ha 3aKkOoHA 3a JIEKapCTBEHUTE IMPOIYKTH B
XyMaHHaTa MeINLNHA.

§ 56. B un. 78 ce npaBsAT clieIHUTE U3MEHEHUS U JObJIHEHHUS:

1.Bam I:

a) B TeKcTa mpeau T. 1 ciaed DyMUTe ,,METUIIMHCKU W3Ienus’ ce J00aBs ,,H/WIH
MEIUIMHCKH U3/ENUs 34 UHBUTPO IMarHOCTHKA™, @ TYMHUTE ,,KbM KOETO IpHJiaraT ce 3aMeHsT
,,KOETO ChIIbpHkKa™;

0) Touka 2 ce OTMEHS;

B) B T. 3 cien aymurte ,Tapudara mo un. 7, an. 1 ce mocraps 3anetas u ce A00aBs
,,KOTaTo IJIALIAHETO HE € U3BBPILEHO MO €NEKTPOHEH IbT.

2.Ban. 2:

a) B TeKcTa mpeaud T. | ciem AyMuTe ,,MEAMIIMHCKH HU3JIECTUsA ce J00aBsAT W/ WU
MEJIUIIMHCKYU U3JIeNIHS 32 UHBUTPO JUArHOCTHKA®;

0)BT. 1, OykBa ,,a*“ TyMUTe ,,METUIIMHCKUTE M3/CIIHsI, [IOCOYCHH B CITUCHKA 110 ail. 1, T.
2 ce 3aMEHAT C ,,MEIUIIMHCKUTE W3JCTUS W/WIU MEIUIMHCKUTE H3ACIUS 3a WHBUTPO
JIMarHOCTHKa'";
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B) B T. 2 CJICJI JYMUTE ,,MCIUIIMHCKN M3ICIIHA" ce T00ABSAT ,,i/MJIN MEIUIIMHCKU U3 CIIHS
3a UHBUTPO JUArHOCTHKA™.

§ 57. B un. 78a ce npaBsAT CIeIHUTE U3MEHEHUS U JTOTIBJIHCHHUS

1. HaBcskbpae ciieq; IyMUTe ,,MCIUIMHCKU M3ACIUS’ ce q00aBs ,,H/WIIM MCIMIIUHCKH
W3JIeTUS 32 MHBUTPO JUATHOCTHKA .

2. Touka 3 ce oTMeHs.

§ 58. B wi. 79, an. 2 cien IymMuTe ,MEIWLIMHCKHA HM3ACIus”’ ce q00aBs ,,H/WIIH
MEIMIIMHCKH H3/ICJIUs 32 MHBUTPO JTUAarHOCTUKA .

§ 59. B un. 80 ce npaBsAT cieIHUTE U3MEHEHHUS U IOTIBJIHCHHUS .

1. B an. 1 cimen aymure ,,MEIUIIMHCKH HM3ACIHS’ ce J00aBs /WM MEIUIIMHCKU
W3JIeNUs 32 UHBUTPO JMATrHOCTHKA”, a clie]] AyMUTE ,,Tapudara mo wi. 7, an. 1 ce mocrass
3ameras u ce 100aBs ,,KoraTo IUTAlaHeTO HE € U3BBPIICHO MO €JICKTPOHEH ITBT. ;

2. B ai1. 3 nymuTte ,,i/viii ipu TpOMsTHA Ha CITIMCHKa HAa BUOBETE METUIIMHCKHU U3/1CIINS,
C KOMTO ThpPryBaT" c€ 3aJM4yaBar.

§ 60. B un. 80a, an. 1 ciaex aymure ,,MEOUIMHCKH HM3JCius” ce J00aBs ,,H/WIH
MEIUIUHCKH U3IENINS 32 HHBUTPO AMAarHOCTHKA” .

§ 61. B un. 81 ce mpaBsT clieAHUTE U3MEHEHUS U JOITBITHEHUS

1. B texcra npenu T. 1 gymara ,,perucTbp‘ ce 3aMeHs C ,,[TyO0JTuYeH PEerucThp®.

2.B 1. 1 cnex nymure ,,MeIUIIMHCKU U3eNUs” ce 100aBs ,,lu/MIIM METUIIUHCKY U3eNUs
3a UHBUTPO JUArHOCTUKA .

3. B 1. 4 cnex nymure ,,MeIUIIMHCKY U3eNUs” ce 100aBs ,,1u/MIIM METUIIUHCKU U3eNUs
3a UHBUTPO JUArHOCTUKA .

4. Touka 6 ce OTMEHs.

§ 62. B un. 82 ce mpaBsT ClieHUTE U3MEHEHUS U JOITbITHEHUS

1. Anunen 1 u 2 ce OTMEHSIT.

2. Anunen 3 u 4 ce U3MEHAIT TaKa:

,»(3) TBprosiTe Ha €APO C MEAMIIMHCKU H3AEIHsI, ChOTBETHO MEAMIIMHCKU M3IEIHSI 32
WHBHUTPO JTMATHOCTHKA OCUTYPSIBAT M MOJABbPKAT PETUCTHP HA CUTHAIMTE 10 Wi. 14, maparpad
5 ot Pernmament (EC) 2017/745, cvotBeTHO 1o un. 14, maparpad 5 ot Permament (EC)
2017/746.

(4) Jlumata mo am. 3 ca ATBKHU Ja CbXpaHABAT MAPTHIHUTE CEPTHPHUKATH Ha
MEAUIIMHCKUTE U3ENUs U Ha METUIIUHCKY U3/IeTIUS 32 UHBUTPO IUAarHOCTUKA 32 CPOK 5 TOUHU
Y Jia TY NIPEAOCTABAT MPH TOMCKBAHE Ha JIMIIATA 110 HAA30p Ha nasapa.

3. B an. 5 uudpara ,,1 ce 3amens ¢ ,,3%, cien IyMHUTE ,,MEAUIIMHCKUTE U3ICIUI " Ce
n00aBs ,,i METUIIMHCKUTE WU3/CNIUS 32 MHBUTPO TUArHOCTHUKA™, a CJIeNl JYMUTE ,,METUIIUHCKHU
u3zienus‘ ce 100aBs ,,i MEIUIIUHCKY U3/IENHsSI 32 HHBUTPO TUATHOCTHKA'.

§ 63. B w. 83 ce ch3maBa ai. 3 :

»(3) Jlunata o wi1. 77 Morar J1a U3BbPIIBAT THPTOBCKH CACIKH C METUITUHCKU U3ETHs
3a WHBHTPO JWArHOCTHKA TPH Cla3BaHE Ha W3UCKBAHUATA 3a TAXHOTO CHhXpPaHEHUE U
pasnpocTpaHeHue ¢ quuara no ai. 1, T. 1, 2, 4 u 5, 3apaBHu 3aBeaenus o wi. 21, an. 2, 1. 1 u
3 m an. 3 or 3akoHa 3a 37paBeTo, JUIaTa 1no aji. 1, T. 8§, KOUTO MPOBEKIAT MPOLEIYPH 3a
BBb3JIaraHe Ha OOIIECTBEHU MOPBYKH 3a JOCTaBKa HA MEIUIMHCKH H3ENUs 3a WHBUTPO
IUardocThka u nunara mo ai. 1, T. 9 m 10.%;

§ 64. B wi. 83a ce mpaBsAT CICAHUTE JOITBITHCHUS:
1. B an. 1 cnen nymuTe ,,MeIUIIUHCKHU U3AeNus” ce 100aBs ,,u MEIUIIMHCKH U3JIEIHs 32
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WHBHUTPO TUATHOCTHKA
2. B an. 2 cimexg aymuTe ,,MEIUIIMHCKUTE W3AETUSA c€ JO0ABAT ,,i MEIUIUMHCKUTE
W3JIeNUs 34 UHBUTPO JUArHOCTHKA®.

§ 65. B wi. 830 HaBcsakbae Ciel AYMHTE ,,MCIUIMHCKHA U3JCIUA”, ,,MCAUIIUHCKHUTE
U3IEIUA U ,,MEIUIIMHCKOTO U3eJINe/U3HeNHns ce 100aBs ChOTBETHO ,,/MEIUIMHCKH U3EIUS
3a MHBHUTPO JAMArHOCTHKA”, ,,/MEAMIMHCKUTE W3JCIHS 3a HMHBHUTPO JIHArHOCTHKA™ W
»»/METUITUHCKOTO U3CITUE/U3AEIHS 38 HHBUTPO THATHOCTHKA".

§ 66. Uiten 84 ce u3meHs Taka:

,di1. 84. (1) Jluuara o wi. 86, an. 2 U3BHPIIBAT IUIAHWPAHU U BHE3AITHU MPOBEPKU B
MOMEIIEHUSTA 32 ChXPAaHEHHE U THPrOBUS C MEAUIIMHCKH U3ACNUs U MEIUIIUHCKU U3JIEIHs 32
WHBHUTPO JHATHOCTHUKA.

(2) Jlunara mo an. 1 morar ja W3WCKBAT, MPOBEPSBAT M MPABAT KOMHUS HA Iisjiara
JOKYMEHTAIUs, C KOSITO pa3nojaraT ThproBIUTE HA €/IpO, U KOSATO € He0OX0auMa 3a JOKa3BaHe
Ha CHOTBETCTBHUETO Ha JAJCHO HM3JENHe, Ha AOKyMeHTamusaTa mo wi. 25 ot Pernmament (EC)
2017/745, cvotBeTHO 110 4. 22 ot Permament (EC) 2017/746, xakTo u ja B3emMar oOpasuu u
npoOH OT MEAULIMHCKH U3JICHS U METUIIMHCKU U3/ENUs 32 MHBUTPO AMArHOCTUKA.

(3) Koraro mpum mnpoBepkara ce YCTaHOBH, Y€ MEIUIIMHCKOTO W3JEIUE W/WIN
MEAMIMHCKOTO M37eNIMe 32 MHBUTPO AMATHOCTHKA HE OTTOBapsl Ha M3MCKBaHUATA HA 4wi. 14,
naparpad 2 na Pernmament (EC) 2017/745, cvorBeTHO Ha ui. 14, maparpad 2 Ha Permament
(EC) 2017/746, nnu ca ¢ U3TEKBJI CPOK HA TOAHOCT, U3MBIHUTEIHUAT AupekTop Ha MAJI
pasmnopexaa chC 3amoBe]] M33€MBaHE M M3TETIISTHE HA W3JIIMETO OT Ia3apa W/WiIH HETOBOTO
YVHHII[O’KAaBaHE.

(4) Ilpu ycraHoBsBaHe Ha HECHOTBETCTBMsI HA IIOMEIIECHUATA 3a ChXPAHEHUE U
THPrOBUSl C W3MCKBAHUATA, ONPEIECICHU OT IMPOU3BOJIUTENA 32 CHOTBETHOTO MEAMIIMHCKO
u3JleNe WIM MEAUIMHCKO H3JeNIMe 3a MHBUTPO OUArHOCTHKA, JMLarta mo aja. 1 jgaear
MPEUCaHUS U CPOK 32 OTCTPAHSBAHETO UM.

(5) Koraro mpum mpoBepkaTa c€ yCTaHOBH, Y€ B JOKyMEHTAlUsATa MO al. 2 WMa
HEII'bJIHOTH WJIK HETOYHOCTH, JIMLATa 1O aji. | aBaT mpeanucaHusi U CPOK 3a OTCTPAHSIBAHETO
UM.

(6) Koraro HechbOTBETCTBUATA, HEIBIHOTUTE UM HETOYHOCTUTE HE OBJIAT OTCTPAHEHU
B CPOKOBETE I10 aJl. 4 U 5, muuaTa 1o aji. 1 mpeacTaBaT CTaHOBUILE /10 U3IIBJIHUTEIHUS TUPEKTOP
Ha MAJI ¢ npeioxkeHne 3a OTHEMaHE Ha Pa3pelIEHUETO 3a ThProBHs Ha €1po, a 3a JuLaTa 1o
wiI. 78a - 3aJIM4aBaHe OT perucTbpa no wi. 81 u 3aKkpuBaHe Ha MOMEIICHUATA UM 33 ChbXpaHEHUE
Y TProBus. 3a OTHEMAaHE Ha Pa3peIICHUETO 3a THPTOBUS Ha €10, 3a 3aJINYaBaHE OT PETUCTHpa
o wi. 81 1 3akpuBaHe HAa TOMENICHUATA UMTBIHUTEIHUAT nupekTop Ha MAJI u3nasa 3amnose.

(7) 3anoBeaute Ha M3NbIHUTENHUA JupekTop Ha MAJI mo an. 3 m 6 morar na ce
o0xaJBar 1o peaa Ha AJJMUHUCTPATUBHONPOILIECYAIHUS KOJEKC, KaTO 00KalBaHETO HE CIHUpa
M3MBJIHEHUETO UM.

§ 67. B wi. 85 HaBciIkbae ciaea TYMUTE ,,MEAUIIMHCKHA H3ICHHSA~ ce q00aBs ,,H/WIH
MEAUIIMHCKH U3AETUs 32 MHBUTPO TUAarHOCTUKA .

§ 68. B un. 86 ce mpaBAT cleAHUTE U3MEHEHUS U AOMIBIHCHUS:

1. Anunes 1 ce u3MeHs Taka:

,»(1) Han3opbT Ha mazapa ce u3BbpIIBA, 3a J]a CE OCUTYPU ChbOTBETCTBUETO HA ITYCHATUTE
Ha Tazapa /Ui B JeHCTBUE:

1. MequnHCKH u3aenus ¢ u3uckBanusara Ha Permament (EC) 2017/745;

2. METMIIMHCKY U3JICJIHS 32 HHBUTPO JUArHOCTHKA ¢ M3nckBanusaTa Ha Pernament (EC)
2017/746;

3. m3menus 1o T. 1 1 2 ¢ u3MckBaHusaTa Ha ['71aBa mera “a” or 3akoHa 3a 3aIuTa OT
BPEIHOTO BB3/IeHCTBUE Ha XUMUYHHUTE BemiecTBa U cmecu (33BBXBC) u na Hapeabara mo 1.
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211, an. 1 or cbIIus 3aK0H.”.
2. B an. 2 nymuTte ,,MHCIIEKTOPHU U €KCIIEPTHU‘ CE 3aMEHSAT C ,,UTHKHOCTHH JIUIA™.
3. Cp3masa ce ai. 3:
,»(3) Ham3opsT Ha ma3apa ce opraHu3upa 1 OChIIECTBSIBA B ChOTBETCTBHUE ¢ Pa3zen 3 Ha

I'maBa VIl na Permament (EC) 2017/745, cvorBeTHO ¢ Pasnen 3 Ha I'maBa VIl Ha Pernament
(EC) 2017/746.%

§ 69. UntenoBe 87 u 88 ce OTMEHSAT.

§ 70. Unen 89 ce u3meHs Taka:

»di. 89. Jlunara mo wi. 86, an. 2 u3BBPIIBAT MPOBEPKU B IMPOU3BOJCTBEHUTE,
CKJIQJIOBUTE U TBPIOBCKHUTE IMOMEIICHUS Ha UKOHOMHUYECKUTE OIEepaTopu, KAKTO M Ha
JIOCTABUMIIUTE M MOAM3IIBIHUTEIINTE UM, B 00ekTUTe 10 wi. 83, an. 1, T. 2-7 U B 0OCKTHTE,
OCBIIECTBSIBAIIM JICHHOCT C TPOIYKTUTE 110 wi. 1, maparpad 2 Ha Pernament (EC) 2017/745.”

§ 71. Unen 90 ce u3meHs Taka:

,»di1. 90. (1) JIuuara mo wi. 86, an. 2 npoBepsiBat:

1. 3a nanmuuue Ha ,,CE“ mMapkupoBKa B CHOTBETCTBHE C M3HCKBaHMATA Ha Wwi. 20 OT
Permament (EC) 2017/745, chotBeTHO ¢ m3uckBanusaTa Ha Wwi. 18 ot Permament (EC) 2017/746,
CBHOTBETHO C M3UCKBaHuATa Ha wI. 21k ot 33BBXBC;

2. 32 HAIMYKME Ha MHCTPYKLUS 32 yIoTpeda M eTHKET B ChOTBETCTBHE ¢ Pa3men 23 Ha
I'naBa Il ot [Ipunoxenue | ot Pernament (EC) 2017/745, cvorBeTHO ¢ Pa3aen 20 va I'nasa |11
ot [Ipmnoxenne | ot Pernament (EC) 2017/746;

3. EC nekmapamnusara 3a cwoTBercTBHE 1Mo 4Wwi. 19 ot Permament (EC) 2017/745,
cboTBeTHO 1O WI. 17 oT Pernmament (EC) 2017/746, chotBeTHO 110 wi. 21k oT 33BBXBC;

4. rexunueckata qokymenrtanus o 4i. 10 or Pernament (EC) 2017/745, cboTBeTHO 110
yi1. 10 ot Permament (EC) 2017/746, choTBeTHO 110 HapeadaTa mo wi. 211 ot 33BBXBC.

(2) JTumara mo an. 1 morat ga B3eMaT o0pa3iy Wik IpOOH OT U3/EIIHATA 32 U3IUTBAHE.

(3) UsnurBanero mo an. 2 HE MOXE Ja C€ MU3BBPLIBA OT HOTU(QUUUPAHU OPraHU,
y4acTBaJH B OI[EHSIBAHETO HAa CHOTBETCTBUETO HA CHITUTE U3AETHS.

§ 72. Unenose 91-94 ce oTMEHSAT.

§ 73. Unen 95 ce u3mens Taka:

,»d11. 95. (1) B cniyuaute no ui. 94, Oyksa “a” ot Pernament (EC) 2017/745, cboTBETHO
mo 4. 89, Oyksa “a” or Permament (EC) 2017/746, nuuara mo un. 86, an. 2 U3TOTBST
CTaHOBMILE A0 HU3MBJIHUTENHUS aupekTop Ha WAJl ¢ mpemiokeHn MepKH W CpPOK 3a
U3ITbJIHEHHE.

(2) Usnpnautennust aupextop Ha MAJI Bb3 OCHOBa Ha CTAaHOBMILETO 10 aJl. | u3gaBa
3arnoBen 3a:

1. mpeanpuemaHe Ha KOPUTHUPAIIX ICHCTBUS;

2. BpEMEHHO CIHMpaHe MPeIOCTaBIHETO Ha N3IEJIMETO Ha Ma3apa;

3. mpujaraHe Ha cnenM(UYHM HW3MCKBAHUS KbM MPEAOCTABSIHETO HA W3JIENTUETO Ha
nasapa,

4. n3TerisHe WK U33eMBaHe Ha U3JEIHeTo.”

§ 74. Unen 96 ce u3meHs Taka:

,»d71. 96. B cimyyauTte no ui. 94, 0yksa “0” ot Pernament (EC) 2017/745, ch0TBETHO 1O
1. 89, 6ykBa “06” ot Pernmament (EC) 2017/746, nuuiata 1o 4i. 86, ajl. 2 M3roTBAT CTAHOBHIIIE
0 W3OBJIHUTENHUA 1upekTtop Ha MAJL, koWTO u3maBa NpeaNucaHue Ha CHhOTBETHUTE
MKOHOMMYECKHU OTEPATOPH ChC CPOK 32 OTCTPAHsBaHE HA HECHOTBETCTBHETO.

§ 75. Cp3naBa ce ui. 96a:
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,»di1. 96a. (1) KoraTo MKOHOMHYECKH OMEPaTOp HE HW3MBJIHU MEpKuUTe mo wi. 95
CHOTBETHO MPEANMUCAHUETO MO Wi. 96 B MOCOUEHHUS CPOK, U3MIBIHUTETHUAT TUpeKTop HAa MAJI
pa3nopexa ChC 3al0BE:

1. BpeMeHHO criMpaHe MPeJOCTaBIHETO HA U3JIEINETO Ha Ma3apa,

2. 3a0paHa Ha MPEIOCTaBIHETO Ha U3JICJINETO Ha Ma3apa;

3. U3TEIJISIHE WM U33€MBaHe Ha U3/IEIUETO.

(2) YcnoBusita ¥ peIbT 32 BPEMEHHO CIIMpaHe, U3TErIIsIHE, 336MBAaHE U YHUIIIOKABAHE
Ha U3JIENIUATA Ce ONPEESIT ¢ Hapea0da Ha MUHUCTbpA Ha 3/]paBeora3BaHeTo.

§ 76. Cn3naBa ce wi. 960:

1. 9606. (1) M3nbaHuTenHaTa areHIUs 10 JieKapcTBaTa yBeaoMsBa EBporeiickara
KOMUCHS U PETyJIaTOPHUTE OPraHu Ha OCTAHAINUTE JbpPKABU WICHKHU 3a 3aloBe/Ta Mo wi. 96a,
an. 1 upe3 enekrponHata cucrema mo wi. 100 ot Permament 2017/745 wim ¢chbOTBETHO MO 4IL.
95 ot Pernament 2017/746.

(2) WznmbnnurenHaTa areHUMs IO JieKkapcTBaTa yBenomsiBa Harmonannara
3/[paBHOOCUTYpUTEIIHA Kaca 3a 3amoBeAra no wi. 96a, an. 1, kacaema MEAUIIUMHCKU U3ENus,
BKJIFOUCHHM B criuchKa 1mo wi. 30a, am. 1.

§ 77. Unen 97 ce u3meHs Taka:
,di1. 97. 3anmoBeauTe mo wi. 95, an. 2 u wi. 96a, an. 1 moayexaT Ha 0OXKaJIBaHE 110 pea
Ha AJIMHHUCTPATUBHOIPOIIECYATHUA KOAEKC, KaTo 00KajJBaHETO HE CIHUpa H3IMbIHEHUETO

2

HUM.

§ 78. Uiten 98 ce u3meHs Taka:

,di1. 98. (1) Koraro ciien m3nuTBaHETO Ha 0OpasmuTe M MPOOUTE HA U3JEIHATA Ce
YCTaHOBH, Y€ H3JENIMATA HE CbOTBETCTBAT HA OOIIKTE U3UCKBAHUA 32 0€30IaCHOCT U JICWCTBHE
no Ilpunoxenne | Ha Permament (EC) 2017/745 wmm cwvorBetHOo mo I[lpmmoxxenue | Ha
Pernament (EC) 2017/746, pazxoauTe 3a B3eMaHe Ha 00pa3ly WM IPOOH HA U3JICIUATA U 32
W3MHATBAHETO MM Ca 32 CMETKA Ha MPOU3BOAUTENS, HA YIIBIHOMOIIECHUS TIPEICTABUTEI UITH HA
BHOCHTEIIS.

(2) Korato cneq n3nuTBaHETO HA OOpa3IUTE U TPOOUTE HA U3JIETHUSITA CE YCTAHOBH, Y€
U3JIeNHsITa CHOTBETCTBAT Ha OOIIMTE HM3UCKBAHUA 3a 0€30MacHOCT W JeiicTBue mo an. 1,
pasxoaMTe 3a B3eMaHe Ha 00pa3I WM MpoOM Ha M3/ENHATA 32 M3MHUTBAaHE ca 32 CMETKa Ha
NAJL*

§ 79. Unen 99 ce nu3mens Taka:

LA, 99. (1) MuHUCTBPBT Ha 3IpaBeOlNa3BaHETO WJIM OMPABOMOIICH OT HEro
3aMECTHUK- MUHHCTBp, KOraTo € B HMHTEpeC Ha OOIIECTBEHOTO 31paBe, 10 MOTHBHPAHO
IIPEIOKEHUE HA M3NbIHATENHUS aupekTop Ha MAJI Moxe 3a KOHKPETHO M3JeHe Wi 3a
KOHKPETHA KaTeropysl WM TPyIa U3AEIHs 1a Pa3NopeIu ChC 3alOBEI:

1. BpeMeHHO criMpaHe MPeA0CTaBsIHETO Ha M3/IEIMETO Ha 1a3apa,

2. mpuiaraHe Ha Creru(UYHU M3UCKBAHUS KBbM IPENOCTaBSIHETO Ha M3JEIUETO Ha
nasapa;

3. 3a0paHa Ha MPEeTOCTaBIHETO Ha U3IEIINETO;

4. M3TETIITHE WM M33EMBaHE Ha U3/ICITHETO.

(2) B ciiywaute mo an. 1 MAJI u3nmbaHsBa 3a1b/DKeHHETO 10 wi. 98, maparpad 2 ot
Pernmament (EC) 2017/745, cboTBeTHO 110 Wwi. 93, maparpad 2 ot Pernament (EC) 2017/746.”

§ 80. Cw3naBa ce un. 99a:

,din. 99a. (1) M3meinuTenHaTa areHIUs MO JICKApCTBAaTa W3BBHPIIBA MHCICKIUU B
JeyeOHUTE 3aBEJICHHs, KOUTO MpH yciaoBHATa Ha wi. 5, maparpad 5 ot Permament (EC)
2017/745, cvotBeTHO Ha wi. 5, maparpad 5 ot Permament (EC) 2017/746 npowusBexnmar u
U3II0JI3BaT B CHIIUTE JIEYEOHM 3aBEJCHHMS MEAMLMHCKU M3/EIHS ChOTBETHO MEIUIMHCKH
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U3JICIUS 32 HHBUTPO THArHOCTHKA.
(2) JIutata mo wi. 86, an. 2 Morar Ja W3MCKaT OT Je4cOHOTO 3aBeaeHue Mo ai. 1 aa

NpPeJOCTaBH JOMBJIHUTENHA HH(OpMaIus, M3BbH IOcoueHara B wi. 5, maparpad 5 ot

Pernament (EC) 2017/745, cvotrBeTHO B wi. 5, maparpad 5 ot Permament (EC) 2017/746.

(3) Jluata mo an. 2 U3roTBAT MOTHBHPAHO CTAHOBHIIE JIO U3IIBJIHUTCIHUS JUPEKTOP
Ha MAJI ¢ mpenopbKku U CPOKOBE 3a M3IBIHEHHE, KOTaTO KOHCTAaTHpPAT HECHhOTBETCTBUS C
obmuTe m3nckBaHus 3a Oe3omacHocT u aeiictBue 1o llpunoxenue | ot Permament (EC)
2017/745, cwvorBetHo mo IIpunoskenue | or Pernament (EC) 2017/746 niu koraro jie4eOHOTO
3aBEJICHHE HE MPearprueMe HeOOXOJUMHUTE KOPUTHUPAILIH JICHCTBHUS.

(4) Vsnpaautennusat aupextop Ha MAJI u3naBa 3amoBesl 32 BpEMEHHO CIIUPAHE WU
3a0paHa Ha MPOU3BOACTBOTO U yHoTpebara B JICUCOHOTO 3aBEACHHE HAa KOHKPETHOTO
uszesnue/u3aesms.

(5) BamoBenra mo an. 4 momnekd Ha  oOXaiBaHe IO pela Ha
AJIMHHUCTPATHBHOIPOIIECYATHHSI KOJEKC, KaTO 00YKAJIBAHETO HE CITUPA M3ITBIHEHUETO.

81. B wi. 100, anx. 2 ciuen mymure ,,MUHUCTEPCTBOTO HA BBHTPELIHUATE padoOTU® ce
2 29
MIOCTaBs 3areTas u ce 100aBs ,,MUTHHYCCKUTE OpPraHu‘.

§ 82. Unenose 101 — 103 ce oTMeHST.

§ 83. Unen 104 ce u3meHs Taka:

,dn. 104. (1) Jlexapure, IekapuTe MO ICHTATHA MEIUIUHA W APYTH MEAMUIHHCKH
CHEIMAJIMCTH ca AIBKHU He3a0aBHO aa cboOmasat Ha MAJI 3a Bcekr MHIUACHT WK CEPUO3EH
MHIUIEHT B 00ekTHTE 1Mo . 83, an. 1, 1. 2.

(2) MuHHCTEpCTBOTO HA 3[JPAaBEOINa3BAHETO OPraHU3Upa HH(OPMAIIMOHHHA KaMIIAaHUH C
1IeJT MTOOIIPSIBAaHE HA MAalMeHTUTe U notpedurenure Aa cbobuasar Ha MAJI 3a MHUKAECHTH 1O
an. 1.

(3) U3npnHuTeNnHATA areH1ysl 1o JIEKapcTBaTa MoAIbpakKa CUCTEMA 3a PETUCTPUPAHE Ha
BCSIKO CHOOILIEHHE 32 CEPUO3€H MHIMICHT Ha TepuTopusaTa Ha PermyOnuka brirapus, momaaeHo
OT UACHTU(GHUIHUPAHO JTUIIE B TUCMEH BUI.

(4) UsmbiiHUTENHATA areHIMS M0 JISKApCTBaTa MpeI0CTaBs Ha MPOU3BOIUTEINS WM Ha
HErOBHsI YITBJIHOMOIIEH MNpeACTaBUTENl MH(pOpMaIusaTa Mo ajl. 3 B CPOK HAM-KbCHO A0 TpH
paboOTHM IHU clie]] MOJy4YaBaHeTo .

§ 84. Unenose 105 — 113 ce oTMeHST.

§ 85. Unen 114 ce n3mens Taka:

»di. 114, Korato ce ycTaHOBM, 4Ye€ MPOU3BOJUTEIAT Ha  MEIMIIMHCKHU
W3JIeTUS/MEIUIIMHCKYA W3/IeNUs 32 MHBUTPO JMArHOCTHKA HE € W3BBPIINAI KOPUTHPAITUTE
JIEeHCTBUS BBB BpB3Ka C 0€30MacHOCTTa, MOCOYEHU B JAOKIada mo wi. 89, maparpad 5 ot
Pernament (EC) 2017/745, cvotBeTHO TI0 wi. 84, maparpad 5 ot Pernament (EC) 2017/746 B
ompeeieHuss OT HEro CpPOK, M3IMBIHUTENHUAT aupektop Ha HMAJl u3gaBa 3amoBesn 3a
MIpEyCTaHOBSIBAaHE Ha MPEOCTABIHETO Ha TepuTopusTa Ha Penybnuka bbarapus, 3a uzrerisze
WJIM U33€MBaHE Ha U3JIETTUETO, C KOETO CE € CIYYMJI MHUUJIEHTHT.”

§ 86. Unenose 115 u 116 ce oTmeHsT.

§ 87. Unen 117 ce u3mens taka:

oA, 117. JInuaure nannam Ha jumara no wi. 104, am. 1 W Ha MmalMeHTHTE H
noTpeOuTeNnuTe, ChOOLIMIN 3a MHLUMICHTH, ce cbXxpaHsBar or WAJl mpu cna3zBaHe Ha

M3UCKBAHMATA Ha 3aKOHA 3a 3aIiTa Ha JIMYHUTE TaHHNA.”

§ 88. I'maBu ocMa u ocMa ,,a*“ ¢ wienose 118 u 118a ce oTMeHT.
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§ 89. Unen 119 ce uzmens Taka:

,»di1. 119. (1) Koiito mycHe Ha ma3apa W/WjiM MMyCHE B ICHCTBHE MEAMIIMHCKO H3CIHE,
0e3 J1a € OLIEHEHO ChOTBETCTBUETO MY ChIIacHO M3uckBaHusATa Ha Permament (EC) 2017/745,
ce Haka3Ba ¢ robda or 10 000 mo 20 000 nB., a MpH MOBTOPHO H3BBPIIBAHE HA CHIIOTO
HapymeHue - ¢ rioba ot 20 000 xo 40 000 sB.

(2) KoiiTo mycHe Ha ma3apa W/uiy MycHe B IEHCTBHE METUIIMHCKO U3/1EIHE 32 HHBUTPO
JTUArHOCTHKa, 0e3 J1a € OLlEHEHO ChOTBETCTBUETO MY CHITIACHO M3MCKBaHMATA Ha Perimament
(EC) 2017/746, ce nakaszsa c rimoba ot 10 000 mo 20 000 nB., a Ipy MOBTOPHO MU3BBPILBAHE HA
CBIIOTO HapyIieHue - ¢ roda ot 20 000 mo 40 000 nB.*

§ 90. Yiren 120 ce u3meHs Taka:

,di. 120. (1) Koiito cheraBu w/minu u3non3Ba EC geknapaius 3a CbOTBETCTBUE ChC
ChIIbPXKAHUE, KOETO HE CHOTBETCTBA HAa ChIBPKAHUETO, ompexaeicHo B [lpuinoxenue IV Ha
Pernament (EC) 2017/745, ako nesHUETO HE ChCTaBIIsIBA MPECTHIUICHUE, CE HaKa3Ba C Iiaoda
ot 3000 mo 8000 1nB., a Mpu MOBTOPHO M3BBPIIIBAHE HA CHIIOTO HapyiIeHue - ¢ rio6a ot 8000
10 15 000 8.

(2) Koiito cheraBu u/unu usnonssa EC ngeknapaius 3a CbOTBETCTBUE ChC ChIIbPXKAHHUE,
KOETO HE ChOTBETCTBA Ha ChJbpKaHUETO, onpeneseHo B [Ipunoxenue IV na Pernament (EC)
2017/746, ako mesHHETO HE ChCTaBJIsABA IPECTHIUIEHHE, ce Haka3Ba ¢ riioda ot 3000 go 8000
JIB., @ IPU IOBTOPHO U3BBPLIBAHE HA CHILIOTO HapylieHue - ¢ rioda ot 8000 xo 15 000 1B.*

§ 91. Unen 121 ce u3mens Taka:

. 121. (1) Ko#iTo nmycHe Ha ma3apa W/Win IMyCHE B ICHCTBHE MEIUIIMHCKO H3/IEIHE C
mapkupoBka "CE" B Hapymenue Ha m3uckBanusTa Ha Wwi. 20 ot Permament (EC) 2017/745, ce
Haka3Ba ¢ r1oda ot 500 mo 1000 nB., a mpy MOBTOPHO U3BBPIIBAHE HA CHIIOTO HAPYIICHUE - C
rio6a ot 1000 no 2000 nB.*

(2) KoiiTo mycHe Ha ma3apa W/Wid MyCcHE B JICHCTBUE MEAUIIUHCKO U3/ICITHE 32 HHBUTPO
nuarHoctuka ¢ MapkupoBka "CE" B Hapylienue Ha u3nckBaHusATa Ha wi. 18 ot Pernament
(EC) 2017/746, ce nakas3Ba c¢ rinoba ot 500 no 1000 nB., a mpu NOBTOPHO M3BBPIIBAHE HA
CBILOTO HapyIieHue - ¢ rioda ot 1000 xo 2000 nB.“

§ 92. Unen 122 ce n3meHs Taka:

4. 122. (1) Koiiro mycHe Ha na3apa u/uiu MycHe B ICHCTBUE MEIUIIMHCKO U3JICIUE C
mapkupoBka "CE", 6e3 1a e o1leHeHO ChOTBETCTBUETO MY ChIVIACHO MPOILIEAYPHUTE M0 Wi. 52 OT
Pernament (EC) 2017/745, ce nakasBa c¢ rio6a ot 10 000 mo 20 000 7iB., a mpu TOBTOPHO
U3BBPIIBAHE HA CHIOTO HapyiieHue - ¢ riroda ot 20000 mxo 40 000 mB.

(2) KoiiTo mycHe Ha nma3zapa u/Wiu MycHe B IeHCTBHE METUIIMHCKO U3/1eI1e 32 HHBUTPO
nuarHoctuka c¢ mMapkupoBka "CE", 0e3 1a € OLEHEHO CBhOTBETCTBUETO MY CBIJIACHO
npouenypure no 4i. 48 ot Pernmament (EC) 2017/746, ce Haka3zBa c rnoda ot 10 000 zo 20 000
JIB., a IpH MOBTOPHO U3BBPIIBAHE HA CHIIOTO HapylleHue - ¢ riaoba ot 20000 xo 40 000 nB.*

§ 93. Unen 123 ce u3meHs taka:

LU 123. (1) Koiito mpenctaBud MEIUIIMHCKO H3JEIME Ha W3JI0XKOW, MaHAWpPH,
JIEMOHCTpAIMU WM CXOAHU MEPONPUATHs B HapylleHue Ha wi. 21, nmaparpad 3 ot Pernament
(EC) 2017/745, ce nakaspa ¢ rimoba ot 500 mo 1000 5B., a mMpu MOBTOPHO HM3BBPINBAHE Ha
CBINIOTO HapyIieHue - ¢ ro6a ot 1000 mo 2000 nB.

(2) Koiito mpencraBu MeIWLMHCKO M3JEIUE 3a MHBUTPO JMArHOCTUKA Ha W3JI0XKOWH,
NaHaupH, AEMOHCTPALMHU WM CXOJHU MEPONPUSATHs B HapylleHue Ha wi. 19, maparpad 3 ot
Pernament (EC) 2017/746, ce naka3Ba c riob6a or 500 go 1000 nB., a mpu MOBTOPHO
U3BBPIIBAHE HA CBHIIOTO HapylieHue - ¢ riaoda ot 1000 xo 2000 nB.*

§ 94. Unen 124 ce uzmens taka:
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,,di1. 124, (1) Koiito mycHe Ha ma3apa W/WiK MyCHE B ICHCTBUE MEIUIIMHCKO U3/ICITHE B
Hapymenue Ha Pasnmen 23 na ['maBa Il ot [Ipunoxenue I na Pernmament (EC) 2017/745, ce
Haka3Ba ¢ ri106a ot 5000 xo 10 000 51B., a Mpyu MOBTOPHO MU3BBPIUIBAHE HA CHIIOTO HApyIICHHUE
- ¢ io6a ot 10 000 no 20 000 is.

(2) Koiito mycHe Ha na3apa u/WiH MyCHE B ICHCTBUE MEIUIIMHCKO H3/ICIHE 32 HHBUTPO
nuarHoctrka B HapymeHue Ha Pasgen 20 nva ['maBa III ot ITpunoxenue I na Permament (EC)
2017/746, ce nakasBa ¢ rio6a ot 5000 go 10 000 nB., a Ipu MOBTOPHO U3BBPIIBAHE HA CHIIOTO
HapymeHue - ¢ rioba ot 10 000 xo 20 000 sB.

§ 95. Uiten 125 ce u3mens Taka:

,»di1. 125. KoliTo mycHe Ha rma3apa /Uiy MyCcHe B ICUCTBUE METUIIMHCKO U3]ICITHE 1/ 1IN
MEIUIIUHCKO U3JIeNTUE 32 MHBUTPO JMArHOCTUKA 0€3 MHCTPYKIIHS 3a yIoTpeda, ce Hakas3Ba ¢
rio6a ot 3000 mo 5000 nB., a MpU MOBTOPHO M3BBHPIIBAHE HA CHIIOTO HAPYIIEHUE - € TII00a OT
5000 mo 10 000 nB.”

§ 96. Uiten 126 ce u3meHs Taka:

,,di1. 126. Koiito mycHe Ha maszapa W/WiM MyCHE B JCHCTBHE CUCTEMH W/WIM HAOOPH B
HapylieHue Ha uznuckBanusaTa Ha Permament (EC) 2017/745, ce nakassa c rino6a ot 10 000 no
15 000 71B., a Mpu IOBTOPHO M3BBPIIBAHE HA CHIIOTO HapyIIeHue - ¢ rimoda ot 15 000 go 30
000 nB. “

§ 97. Unen 127 ce usmens taka:

,»dim. 127. Koiito mycHe Ha mas3apa W/Wid MyCHE B JIEHCTBHE METUIIMHCKO H3JIENHE,
n3paboTEeHO N0 OPBUKa, B HapylieHHe Ha u3uckBanuara Ha Permament (EC) 2017/745 nnu Ha
TO31 3aKOH, ce Haka3Ba ¢ ri100a ot 5000 1o 10 000 1B., a Ipu MOBTOPHO U3BBHPIIBAHE HA CHIIIOTO
HapyuieHue - ¢ rioda ot 10 000 xo 20 000 nB.*

§ 98. Unen 128 ce usmens taka:

,»di. 128, Ko#To u3BbpIIBA THPrOBUS C MEIUIUHCKH HM3ICITHS W/WIA MEAUIHUHCKA
U3JIeNHs 32 UHBUTPO TUArHocThka 6e3 HaneceHa MapkupoBka "CE'", ce Haka3Ba ¢ rmo0a B
pasmep ot 10 000 nB. 1o 15 000 nB., @ TpU MOBTOPHO M3BBPIIBAHE HA CHIIOTO HAPYIICHUE - C
rio6a ot 15 000 zo 30 000 nB.“

§ 99. Unen 129 ce usmens taka:

»di. 129, (1) PproBoauTen Ha Je4eOHO WIM 3/IpaBHO 3aBelEHUE, KONTO JOIyCHE
U3I0JI3BaHETO Ha METUIIMHCKO M3/1eIMe W/UITM MEAULIMHCKO U3/IeNTNe 32 MHBUTPO IMAarHOCTHKA
0e3 HaneceHa mapkupoBka "CE", ¢ u3kiItoueHre Ha U3AenusiTa, u3padoTeHu Mo NopbuKa, Ha
U3JIeNuATa, KOUTO ca IyCHaTH B JEHCTBHE NpEAM BIM3aHETO B CHUJa Ha TO3M 3aKOH, Ha
u3nenusara no wi. 12, an. 1 u Ha uznenusita no wi. 5, maparpad 5 ot Pernament (EC) 2017/745,
ce Haka3Ba ¢ r;1106a ot 2000 10 10 000 1B., a TP MOBTOPHO U3BBPIIBAHE HA CHIIOTO HAPYyILIICHHUE
- ¢ rmo6a ot 10 000 mo 15 000 nB.

(2) PproBoauTEN Ha J1e4eOHO MM 3/IpaBHO 3aBEJCHHE, KOWTO JIOMYCHE M3IOJI3BAHETO
Ha u3/1enus 6e3 MHCTPYKIH 3a yoTpeda WK ¢ U3TEKbJ CPOK Ha FOJTHOCT, Ce HaKa3Ba C 1ioda
ot 2000 1o 10 000 51B., a MpU TOBTOPHO M3BBPIIIBAHE Ha CHIIOTO HAPYIICHHE - ¢ TJI00a oT 10
000 1o 15 000 nB.

(3) Hakazanuero 1o aj. 1, CbOTBETHO 110 ajl. 2 ce Hajlara ¥ Ha BHHOBHOTO JUTXXHOCTHO
JM1Ie, U3BBPIIMIIO HAPYILIEHHETO.

(4) PoroBOgUTEN HA JIEYCOHO MM 3/PABHO 3aBEACHUE, KOWTO 3aKyIH HJIH IOJYdH
MEIUIUHCKO HW3JIeNTUe WM MEAMIMHCKO H3JeNIe 3a MHBUTPO JMArHOCTUKA OT Juie 0e3
paspernieHne uim 6e3 Ipyr JOKYMEHT, YAOCTOBEPSBAII] IPABOTO 33 M3BBPIIBAHE HA THPTOBHUS C
MEIUIUHCKN M3JeHS WIM ¢ MEAWLUMHCKH M3/eNUs 32 WHBUTPO JUArHOCTHKA, M3AAACH OT
KOMIIETEHTEH OpTaH Ha IbpKaBa WISHKA WK Ha Jpyra IbpkaBa - cTpaHa 1o CriopasyMeHHeTo
3a EBpomneiickoTo mkoHOMHYecko mpoctpaHcTBo min Ha Kondenepaums [lBeinapus, ce
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Haka3Ba ¢ iob6a B pazmep ot 5 000 nB. 1o 10 000 nB., a Mpy TOBTOPHO U3BBPIIIBAHE HA CHIIOTO
HapymeHue - ¢ rioda ot 10 000 xo 15 000 nB.

§ 100. Ynen 130 ce u3MeHs Taka:

»d71. 130. KoliTo u3BBpIIBa THProBUs ¢ MEIULUHCKU W3JAEIUS W/WIA MEIULUHCKU
U3JIeNHsl 32 MHBUTPO JUArHOCTHUKA C U3TEKBJI CPOK Ha TOJHOCT, Ce HaKa3Ba ¢ 1ioda B pazmep
ot 10 000 5B. 1o 15 000 51B., a TpH MOBTOPHO U3BBHPIIBAHE HA CHIIIOTO HAPYIICHHUE - C TTI00a OT
15 000 mo 30 000 iB.

§ 101. Ynen 131 ce u3MeHs Taka:

,»di1. 131. Teproser; Ha epo UM THProOBEIl Ha APEOHO, KOWTO HAPYIIHU M3UCKBAHUSATA
Ha wi. 14 ot Permament (EC) 2017/745 wnu un. 14 ot Pernament (EC) 2017/746, ce Haka3Ba ¢
uMytiectBeHa caukius B pazmep 5000 nB. 1o 10 000 nB., a Mpu MOBTOPHO U3BBHPIIBAHE HA
CBIIOTO HapyIieHue - ¢ roda ot 10 000 mo 20 000 nB.*

§ 102. Ynen 132 ce u3meHs Taka:

,d11. 132. Twproserr Ha e1po, KOMTO HapylIaBa M3UCKBaHUITA HA Wi. 82, an. 3, 4 unu 5,
Ce Haka3Ba ¢ uMmynlecTBeHa caHkuus B pazmep oT 5000 nB. go 10 000 nB., a Ipyu MOBTOPHO
M3BBPIIBAHE HA CHIIOTO HapyHIeHHE - ¢ uMymiecTBeHa caukius ot 10 000 no 20 000 nB.*

§ 103. Usen 133 ce oTMeHs.

§ 104. Yiten 134 ce u3MeHs Taka:

Ui 134. KoiiTo HM3BBPIIBA THPrOBUS HA €APO C MEAMUIMHCKH HM3IEIHS W/UIH C
MEIUIIMHCKY U3/1€TUs 32 MTHBUTPO JUATHOCTHKA, O€3 J1a MPUTEKaBa JOKYMEHT, yIOCTOBEPSIBAII]
IIPaBOTO MY Jia U3BBPIIIBA Ta3u JICHHOCT, Ce Haka3Ba ¢ Ti1o6a B pazmep ot 10 000 nB. mo 20 000
JIB., a IPH MIOBTOPHO M3BBPIIBAHE HA CHIIOTO HapylIeHue - ¢ rioda ot 20 000 xo 40 000 nB.*

§ 105. Unen 134a ce u3meHs Taka:

,»di1. 134a. Trproser; Ha e1po, KOMTO HEe U3IIBJIHU 33ABDKEHUETO 0 Wwi. 78a, ce Haka3Ba
¢ umyuiectBeHa caukius B pazmep ot 10 000 niB. 1o 20 000 1B., a mpyu MOBTOPHO U3BBPIIBAHE
Ha CBHIIOTO HapyleHue - ¢ umymectseHa caakus ot 20 000 go 40 000 nB.“

§ 106. Ynen 137 ce oTmeHsl.

§ 107. Ynen 138 ce uzmeHns Taka:

»di1. 138. (1) KoiiTo u3BbpIIBa THProBus Ha JPeOHO ¢ MEIUIIMHCKHU M3JEIHS U3BBH
3paBHM 3aBeJeHUs 10 Wwi. 21, an. 2, 1. 4 1 an. 3 oT 3aKoHa 3a 37paBETO W/ MU U3BBH OOCKTUTE
o wi. 83, aim. 1, 1. 4 - 7, ce Haka3Ba ¢ rioba B pasmep ot 10 000 mB. 1o 20 000 nB., a ipn
MOBTOPHO M3BBPIIBAHE HA CBIIOTO HapyueHue - ¢ rmoda ot 20 000 1o 40 000 nB.

(2) Koiito u3BBpIIBa THPrOBUS Ha APEOHO C MEIUIMHCKH H3JCIHS 32 HHBHTPO
JTUArHOCTHKA W3BBH 3[paBHU 3aBeieHUs 1o wi. 21, an. 3 oT 3akoHa 3a 3[IpaBeTO W/WUIN U3BBH
obekTuTe 1o ui. 83, an. 1, 1. 4 u 5, ce Haka3Ba c rioda B pazmep ot 10 000 x1B. 10 20 000 1B.,
a MpY MOBTOPHO U3BBPIIBAHE HA CHILIOTO HapylieHue - ¢ rioda ot 20 000 xo 40 000 nB.*

§ 108. Unen 138a ce n3MeHs Taka:

,d11. 138a. Teproser; Ha epo WK JULE 1O Wi. 83, KOETO HE U3ITBIHU 33IbJDKEHHUE 110
1. 830, ce Haka3Ba C UMyIlIecTBeHa caHKIus B pasmep oT 1000 nB. mo 2000 nB., a mpu
MOBTOPHO M3BBPIIBAHE HAa CHIIOTO HapylIeHHe - ¢ uMmymecTBeHa cankius ot 2000 go 4000

(13

JIB.

§ 109. Unen 139 ce u3meHs Taka:
,di1. 139. Koiito mycHe Ha mas3apa u/uiy IycHe B IeHiCTBUE MEAUIIMHCKO H3JIEITNE WITH
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MEAHMIIMHCKO M3JIeHe 32 HHBUTPO JUArHOCTUKA Ha Teputopusra Ha PenyOnwka bwirapus B
HapymeHrue Ha u3nckBanusaTa Ha Permament (EC) 2017/745, cvorBetHO Ha Permament (EC)
2017/746 unu Ha TO3M 3aKOH, ce Haka3Ba ¢ rioda B pazmep ot 5000 nB. go 10 000 nB., a mpu
MOBTOPHO M3BBPIIBAHE HA CBHIOTO HapyiieHue - ¢ riaobda ot 10 000 xo 20 000 yB.

§ 110. B un. 140 nymwure ,,un. 27, an. 3, wi. 28, an. 7, 4. 29, an. 2 ce 3aMeHAT ¢ ,,4Jl.
27, un. 28, g 29 «.

§ 111. Ynen 141 ce nu3meHns taka:

Ldi. 141, (1) Koitto momycHe Wiau H3BBPIIM HapyIIeHWE HAa HW3MCKBAHUATA 3a
W3BBPILIBAHE HA KIMHUYHYU U3nHTBaHus cbriacHo Pernmament (EC) 2017/745 unu To3u 3aKO0H,
aKO M3BBPIICHOTO HE ChCTABIIsBA MPECTHIUICHUE, ce Haka3Ba ¢ riobda ot 5000 mo 10 000 nB., a
IpY IOBTOPHO M3BBPIIBAHE HA CHIIOTO HapymeHue - ¢ raoba ot 10 000 go 20 000 nB.

(2) KoiiTo momycHe wiM M3BBPIIM HApYyLICHHE HA M3MCKBAHUATA 32 M3BBPIIBAHE Ha
U3NUTBaHe Ha jeiictBuero cbriuacHo Permament (EC) 2017/746 wiu TO3u 3aKOH, akKo
M3BBPIICHOTO HE ChCTABJIsBA MPECTHIUICHHE, ce Haka3Ba ¢ 1i106a ot 5000 10 10 000 nB., a ipu
IIOBTOPHO M3BBpPIIBAHE HA CHLIOTO HapyieHue - ¢ ri1od6a ot 10 000 xo 20 000 xB.

(3) Ha MeQuuuHCKH CIEIMANNCT, MONMYCHAJI WM H3BBPIIWI HapyIICHHs 1Mo ai. 1,
CBHOTBETHO MO aj. 2, MOXeE JIa C€ HAJIOKM W HaKa3aHWE JIMIIABaHE OT IMPaBO Ja yIPaKHIBA
npodecusiTa cu 3a Cpok OT 6 Mecerna J10 IBe TOJUHHU.

(4) Hakazanmero mo ai. 3 ce Hajara OT MHUHHUCTBpPAa Ha 3[paBEONa3BaHETO II0
MpeI0KEHUE Ha U3IbIHUTEIHUS upekTop Ha MAJL.*

§ 112. Unen 142 ce u3MeHs Taka:

,»di1. 142, Hotudummpan opraH, KOWTO He M3IBIHU 3aabbkeHne no Pernament (EC)
2017/745, no Pernament (EC) 2017/746 unu mo TO3u 3aKOH, Ce HakKa3Ba C HMMYIIECTBEHA
cankuus B pazmep ot 2000 1o 5000 1B., a mpyu MOBTOPHO U3BBPIIBAHE HA CHUIOTO HApyLLIEHUE
- ¢ umyiecTtBeHa caukius ot 5000 xo 10 000 nB.*

§ 113. Unenose 143 u 143a ce OTMEHAT.

§ 114. B un. 144 ngymuTte ,,B CHOTBETCTBUE C pa3lopeaOMTE Ha IJlaBa Ilecra’ ce
3aJM4yaBart.

§ 115. YUnen 145 ce u3meHs Taka:

»dim. 145, MIkoHOMHYecKH oIeparop, KOWTO HE H3IBIHM CBOE 3aJbJDKCHHE I10
Pernament (EC) 2017/745, no Pernament (EC) 2017/746 nnu no To3M 3aKOH, c€ Haka3Ba C
umymiectBeHa caHkiuss ot 5000 mo 20 000 nB., a mpu MOBTOPHO H3BBPILBAHE HAa CHILIOTO
HapyIeHne - ¢ umymectseHa cankuus ot 20 000 mo 40 000 miB.*

§ 116. Ynen 146 ce ormeHsl.

§ 117. Unen 147 ce u3aMeHs Taka:

»di1. 147. Jlekap, nekap mo AeHTaaHa MEIUIIMHA WA MEAUIMHCKN CIEUATUCT, KOMUTO
HE CHOOIIM 32 MHIIMJICHT UJTH 32 CEPHO3EH MHIUACHT C MEIUIIMHCKO U3/IENINe UK METUITUTHCKO
u3JIeN1e 32 UHBUTPO JUArHOCTHKA, ce Haka3Ba ¢ rioba ot 1000 xo 2000 nB., a mpu HOBTOPHO
U3BBPIIBAHE Ha CHIIOTO HapylieHue - ¢ riaoda ot 2000 o 4000 nB.*

§ 118. B un. 148 qymure ,,io wi. 113, an. 4* ce 3anuyasar.
§ 119. Unen 149 ce u3mens Taxa:

,d11. 149. Kotito Hapymu pasnopenoute Ha Pernament (EC) 2017/745, na Pernament
(EC) 2017/746, Ha TO3U 3aKOH WJIM Ha aKTOBETE 10 MPUJIATaHETO MY, U3BBH CIIydauTe MO Yl
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119 - 148, ce nakasa c rino6a ot 1000 mo 3000 nB., a pH MOBTOPHO U3BBPIIBAHE HA CHIIOTO
HapymeHue - ¢ rioda ot 3000 go 5000 nB.

§ 120. B wi. 152, an. 1 mgymure ,,IT0 TO3M 3aKOH“ CE 3aIM4aBaT, a JyMHUTE ,,AHCTICKTOPH
U EKCIEepTU" C€ 3aMEHSIT C ,,IIIBKHOCTHH JTUIA™.

§ 121. B nomrbIHUTETHUTE Pa3nopedH ce MPaBAT CICTHUTE U3MEHEHUS U JIOTbIIHCHUSI:

1. B § 1 Touknm 1-29, 1. 30-35a u 1. 38 ce OTMEHSAT;

2. Cp3naBa ce §la:

»91a. 3a menuTe Ha TO3U 3aKOH:

1. ce mpwarar onpenenenusra o wi. 2 ot Pernmament (EC) 2017/745 u mo 4n. 2 ot
Pernament (EC) 2017/746;

2. TBPTOBIIUTE HA €PO U THPrOBIUTE HA APEOHO ca JUCTPUOYTOPH MO CMUCHIIA HA UII.
2, T. 34 ot Pernament (EC) 2017/745 u un. 2, 1. 27 ot Pernmament (EC) 2017/746;

3. ,,BB3IIOKUTEN € CIIOHCOP 0 CMUCHIA Ha 4il. 2, T. 49 ot Pernament (EC) 2017/745
u w1 2, T. 57 ot Pernament (EC) 2017/746;

4. “neyebHO 3aBeicHUE” € 3aBEACHHUE MO CMUCHIA HA WI. 2 OT 3aKOHA 3a JeueOHUTe
3aBeneHus .

3. Cw3naBa ce § 16:

»$ 16. HaBcsakbae mozoBaBanusata Ha JupextuBa 2001/83/EO B Permament (EC)
2017/745 u B Pernament (EC) 2017/746 ce cunTaT 3a ChOTBETHHU MT030BaBaHUs Ha 3aKOHA 3a
JICKApCTBCHUTE MPOJYKTH B XyMaHHATa MEAMIIAHA.

§ 122. Tlpunoxenuero kbM wi. 15, an. 1 ce ormeHs.
INPEXO/JHU U 3AKJIIOYUTEJIHU PA3IIOPEABU

§ 123. (1) B cpok no Tpu mMecelia OT BIU3aHE B CHJIA HA TO3U 3aKOH, MHHHUCTEPCKUST
CHBET U3MEHS U JIONbJIBA Tapudata 1o wi. 7, ai. 1 oT To3u 3aK0H 1 HapenOara mo wi. 261a, an.
5 0T 3aKoHa 3a JeKapCTBEHUTE MPOJIYKTH B XyMaHHATa MEAMIIMHA.

(2) B cpokx n0 Tpu Mecema OT BIM3aHE B CHJIa HAa TO3M 3aKOH MMHHUCTBPBT Ha
3/IpaBeona3BaHeTO U3MEHs U JIONbJIBa HapeabaTa o wi. 30a, an. 4.

§ 124. (1) B cpok 10 1Ba Mecelia OT u3aBaHe Ha Hapeabara mo § 123, ajn. 2 MUHHUCTBPBT
Ha 3/IpaBEOINa3BaHETO YTBBbpPXKJAaBa M NyONWKyBa Ha WHTEPHET CTpaHWIATa Ha
MUHHUCTEPCTBOTO Ha 3/IpaBEOINa3BaHETO MBPBUS CIHUCHK C BUJOBETE MEAUIIMHCKH U3/ICTHS 110
1. 30, an. 3.

(2) 3amoyHanuTe M HEMPUKIIOUWIM TPOIEAYpH 3a 3aKylyBaHe M JOCTaBKa Ha
MEAWIIMHCKH W31V IO Pejia Ha 3aKoHa 3a 0OIIECTBEHUTE MOPHYKH, BKIIFOUECHHU B CITUCHKA 110
yi1. 307, an. 3, KbM MOMEHTA Ha HETOBOTO YTBBPIK/IaBaHE, Ce TOBBPIIBAT MO JOCETALTHUS Pe]l.

§ 125. Vi3uckBaHusTA 110 TO3H 3aKOH, KOMTO ce oTHAcAT 0 Eudamed ce nmpunarar mect
Mecela clief] laTaTta Ha IyOJMKyBaHe Ha ChOOIIEHHETO, MocoYeHo B ui. 34, maparpad 3 ot
Pernament (EC) 2017/745.

§ 126. B 3akona 3a JiekapCTBEHUTE MPOJYKTH B XyMaHHata Meauinaa (00H., /1B, Op.
31 ot 2007 r.; u3m. u jom., Op. 19 ot 2007 r.; Pemenne Ne 5 Ha KOHCTUTYITMOHHUS ChJ HA
Peny6nuka bwarapust ot 2008 r. - 6p. 65 ot 2008 T.; u3Mm. u mom., 6p. 71 ot 2008 1., 6p. 10, 23,
41,88 m 102 oT 2009 1., Op. 59 1 98 o1 2010 1., 6p. 9, 12, 60 m1 61 o1 2011 1., Op. 38, 60 1 102
ot 2012 1., 6p. 15 01 2013 1., 6p. 1 1 18 0T 2014 1.; Pemenne Ne 1 Ha KoHCTUTYITMOHHUS CBH
Ha PenyOmuka bwarapus ot 2015 1. - 6p. 12 ot 2015 r.; u3Mm. u gom., 6p. 48 ot 2015 1., 6p. 43
ot 2016 1., 6p. 85 1 103 o1 2017 1., Op. 84,91 1 102 o1 2018 1., 6p. 17 1 64 0T 2019 1., Op. 17,
52,67, 103, 105 ot 2020 1., 6p. 62 oT 2022 1., Op. 84 1 88 0T 2023 1. M1 Op. 16 1 39 o1 2024 1.)
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Ce MPABST CIECIHUTE U3MEHEHUS U JOMbJIHEHUS:

1. B un. 9 ce mpaBsAT CIIETHUTE U3MEHEHUS:

a) Anunest 1 ce u3MeHs Taka:

»(1) Ha KoHKpeTeH ManueHT MOXeE Jia c€ Mpujara JEeKapCTBEH MPOAYKT, KOUTO HE €
pa3peliieH Mo pelia Ha IiaBa TpeTa, 1o CIelHaiHa MophyIKa Ha JIeueOHO 3aBeICHHE 32 OOTHUYHA
MOMOIIl, Ha JIeYeOHO 3aBeleHHWe MO 4WI. 5 oT 3akoHa 3a JIeYeOHUTE 3aBEICHUS KbM
MunuctepcTBOTO Ha  OTOpaHara, MUHHUCTEpPCTBOTO Ha BBTPEIIHUTE pPabOTH U
MUHHCTEPCTBOTO HA TPAHCIIOPTA U ChOOIICHHUATA, KOSTO OCBIIECTBABA OOJTHUYHA ITOMOII], UITH
Ha KOMIUIEKCEH OHKOJIOTHMYEH IIEHTHP NpPU YCIOBHUS W MO pei, ONpPEIeICHH C Hapemda Ha
MHUHUCTHpPA Ha 3/IpaBeona3BaHeTo.

0) B an. 2 nymara ,,JicdueHHETO" ce 3aMEHS C ,,JICKAPCTBEHUS IIPOTYKT .

2. B un. 219, an. 1 cnenq nymute ,,MeIUIIMHCKU U3ACIHS" ce 100aBs ,,u MEAUITUHCKH
W3JIeNUs 32 UHBUTPO JUArHOCTUKA®.

3. B un. 222a ce npaBAT cleqHUTE U3MEHEHHS U JIOIIbIHEHUS:

a) JIoCeralIHus TeKCT cTaBa ai. 1;

0) cp3maBa ce ai. 2:

,»(2) JInne, moayduiio pa3pelieHne 3a ThproBus Ha JPeOHO ¢ JICKapCTBEHU MPOAYKTH B
arnTeka, He MOXe J1a ObJIe MPUTEkKATENT Ha pa3pelicHUe 3a ThProBus Ha €ApO C MEAMIIMHCKH
W3JIeNUs, U3/1aJICHO 10 pe/ia Ha 3aKoHA 3a MEIUIIMHCKUTE U3/1eus.

4. B un. 225, an. 3 ciaeq nymMuTe ,,MEIUITMHCKH M3ACIUS ce 100aBs ,,d MEIMIIMHCKU
W3JICIIUs 32 MTHBUTPO JMAarHOCTUKA™,

5. B un. 238, an. 1 aymute ,,u MEIULMHCKU HU3JETUA C€ 3aMEHST C ,,MEIUIIMHCKHU
W3JIeNUS U METUIIMHCKH U3/IEIHS 32 MHBUTPO TMArHOCTUKA .

6. B wi1. 258 ce cp3naBa ai. 6:

,»(0) IIpaBoMommsTa Ha TIpeAcenarenss B HEroBO OTCHCTBUE WM KOTaTO IOJI3BA
3aKOHOYCTAaHOBEH OTITYCK, 32 BCEKM KOHKPETEH CiIy4ail ce HM3MBIHSABAT OT OIpeaeeH C
pemenre Ha ChBeTa wieH 1o ai. 3.

7. B un. 259 ce npaBAT cleHUTE AOMbIHEHUS:

a) Ban. 1 cecw3naBar . 14 1 15:

»14. e unen Ha KoopauHalmoHHaTa rpymna 3a OII€HKAa Ha 3[paBHUTE TEXHOJOTHUH,
ceriaacHo Persmament (EC) 2021/2282 na EBpomelickus mapnameHT u Ha CwBera ot 15
nekemBpd 2021 roguHa OTHOCHO OLIEHKaTa Ha 3/PAaBHUTE TEXHOJIOTMM M 3a U3MEHEHHE Ha
Hupextusa 2011/24/EC (OB, L 458 ot 22 nexemBpu 2021), Hapu4aH 10 HATaTHK ,,PerimamMeHT
2021/2282“ u e HAUMOHAIHMAT OpraH IO NpUIaraHe Ha perjamMeHTa MpH pea U yCIOoBuS,
MIOCOYEHHU B HapenOarta o wi. 261a, an. 5.

15. naBa cranoBuile Ha HanmonanHaTa 31paBHOOCUTYPUTENIHA Kaca OTHOCHO OLIEHKaTa
Ha 3JpaBHUTE TEXHOJOTUM HA MEIUIIMHCKH HU3JEIUS M MEAUIUHCKH W3NS 3a WHBHUTPO
JTUArHOCTHKA, U3TOTBEHA 10 pefa Ha HapenOaTa mo 4i. 30a, an. 4 oT 3akoHa 3a MEIULIUHCKUTE
usnenus. [IpenocTaBsHETO Ha CTAHOBUIIE C€ M3BBPIIBA MO PEA U YCJIOBHS, ONPEICICHU B
HapenOara mo wi. 261a, an. 5.

0) Cp3naBa ce ai. 6:

,»(0) B ctanoBumiero no an. 1, 1. 15 CeBeThT MOCOYBA HEMBIHOTH MJIM HEIOCTATHIN B
M3rOTBEHATA OLIEHKAa Ha 3[paBHUTE TEXHOJIOTMM, aKO TaKWBa ca KOHCTaTUPAaHH, KaTO JaBa
CTAHOBHIIE 3a TAXHOTO OTcTpaHsBaHe. Cien OTCTpaHsSBaHE HAa KOHCTATUPAHUTE HEMTbIHOTH
WM HeJAocTaTblid B u3rorBeHata oneHka, H30OK oTHoBO s um3mpamia 3a mpenocTtaBsiHe HA
cranoBuile ot CpBera.

8. B un. 259a, an. 3 nymure ,,H30K, MunucrepctBoTo Ha 3apaBeona3Banero u MAJI
ce 3amensr ¢ ,,H30K u MuHHCTEpPCTBOTO Ha 3/1paBeona3BaHETO .

9. Cp3naBa ce HOB uiI. 2598:

»di1. 2598. Korato € m3BbpIIeHa M NpUETa ChbBMECTHA KJIIMHMYHA OILIEHKA, CBIVIACHO
Permament 2021/2282, cpokoBete mo 4. 2596, an. 1, 1. 6, 8 u 9 ce HamansBar ¢ eHa Tpera.*

10. B 1. 262 ce mpaBsT CIIeTHUTE H3MCHEHHS U JOITBITHCHHUS

a) auHes 3 ce U3MEHs Taka:
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,»B TIO3UTUBHUSA JEKAPCTBEH CIUCHK CE BKIIOUYBAT JIEKAPCTBEHU MPOAYKTH, HA KOUTO
MEXIYHapOJAHOTO HEMAaTeHTHO HAaWMEHOBAHHME, KbM KOETO MPHUHAJICKU JIEKapCTBEHUST
OPOAYKT/KOMOMHAIMATA - MPH KOMOMHUPAHU JIGKAPCTBEHU NPOAYKTH, C HM3KIIOUYEHHE Ha
TeHEPUYHUTE JIEKAPCTBEHU MPOJIYKTH U JIEKAPCTBEHUTE MPOIYKTH, KOUTO ChIbPKAT aKTUBHO
BEIIICCTBO MJIM aKTUBHU BEIIECTBA C JI0OpE YCTaHOBEHA yIoTpeda B MEIUITMHCKATA TTPAKTHKA,
ce 3amuiam@a OT OOIIECTBEH 3JPaBHOOCUTYpHUTENEH (OHI W/WIK ¢ MyOJIMYHU CpPEACTBa NPU
CBHLIMTE TEPANEBTUYHHU [MOKA3AHUS [IOHE B 5 OT BCUUKHU JbP>KaBU YJIEHKH.

0) Anmunes 10 ce u3meHs Taka:

,»,(10) JIekapcTBeHHUTE MPOAYKTH C HOBO MEXTYHAPOIHO HEMTATCHTHO HAMMEHOBAHUE, 3a
KOUTO € MOJAaJeHO 3asBiieHHe 3a BKiIOuBaHe B [lO3UTHMBHUSA JIEKapCTBEH CIUCHK, HE Ce
BKJIFOYBAT B CIUCHKA, aKO 3a TSAX HE Ca JOTOBOPEHU OTCTHIKHU 1O 4i. 45, an. 10 u an. 21 or
3akoHa 3a 3[ApaBHOTO ocurypsiBaHe. HanmonannaTta 3 paBHOOCUTYpUTENIHA Kaca MPeI0CTaBs
Ha ChBETA EK3EMIUIAP OT CKIIIOYEHUTE JOTOBOPH 34 OTCTHIIKU.

11. B 1. 2626 ce cp3maBar ait. 4 u 5 :

»(4) CbBMecTHaTa KIWHUYHA OIleHKa chriiacHo Permament 2021/2282 e dact ot
OIICHKAaTa Ha 3JpaBHUTE TEXHOJOrWM 1o ai. 1, T. 1 u 2.

(5) B cworBeTHOTO mpmiokeHue Ha [1o3UTUBHUS JEKAPCTBEH CHUCHK CE€ BKIIOYBAT
JEKapCTBEHU TMPOAYKTH, NPUHAUICKAIIM KbM HOBO MEXKAYHApOJAHO HEMATEeHTHO
HAaMMEHOBAHME, 32 KOUTO € U3BBPIICHA OLICHKA Ha 3/[PAaBHUTE TEXHOJIOTHH M0 pea Ha all. 1, u
3a KOUTO MMa ChbBMECTHA KJIMHUYHA OIIEHKA MO al. 4 WK MOHE e/IHA TOJI0KUTEIHA OIICHKa Ha
3/lpaBHATa TEXHOJOTUS OT AbpKaBHA MHCTUTYIMA Ha BenukoOputanus, Opannus, ['epmanus
u HIsenys.

12. B 4. 262B ce mpaBsT CISIHUTE U3MEHEHHS U JTOTbIHCHUS:

a) ajuHes 2 ce U3MEHs Taka:

»(2) HanmoHanmHusAT chbBET MO LEHU UM peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOIYKTH
U3BBPIIBA aHANU3 Ha chOpaHaTa OT JeuyeOHHUTE 3aBeneHus uHpopmanug mo an. 1 u Ha
nosyueHata ot H30K nnpopmanus no ain. 4. Madopmanusita ce crOupa v mogydaBa OT ChBETa
IIPU YCIIOBUS U 10 PEll, ONpEeIeieHH B HapenOaTa o wi. 261a, an. 5.

0) cp3maBa ce an. 4:

»(4) 3a uenure Ha mpocneasBaHe Ha edexrta or Tepanusrta, H30K mpemocrtaBs Ha
chBeTa HH(MOpMAIUs 3a JIEKAPCTBEHUTE MPOAYKTH 10 Wi. 259, an. 1, 1. 10. YcnoBusita u pensT
3a mpeJocTaBsiHe Ha MH(OpMaIUsTa ce ONpeAessaT B HapeabdaTa o wi. ui. 261a, am. 5.

13. B . 266a, an. 2, TeKCTHT Tpeau T. | ce u3MeHs Taka:

,»E9KETOJTHO TI0 MPEANIoKeHNe Ha JieueOHO 3aBe/ieHre 3a OOTHUYHA MTOMOIII, Ha JIeueOHO
3aBe/ieHre 1o Wi. 5 OT 3aKOoHa 3a JIeueOHUTE 3aBe/IeHUss KbM MMHHMCTEPCTBOTO Ha OTOpaHara,
MUHHCTEPCTBOTO Ha BBTPEIIHUTE paOOTH U MHUHHUCTEPCTBOTO HAa TPAHCIIOPTA U CHOOIIIEHUSATA,
KOETO OCBIIECTBSIBA OOJHUYHA TOMOII, WM Ha KOMIUIEKCEH OHKOJOTHYEH IEHTHP W Cle[
CTAHOBUIIE Ha CbOTBETHHS €KCIEPTEH CHBET MO ChOTBETHATA MEAUIIMHCKA CIEUATHOCT WM
MeAMIMHCKA JeHHOoCT mo wi. 6a, am. 1, T. 1 or 3akoHa 3a 371paBeTO MHHHCTHPHT Ha
3/IpaBeola3BaHETO YTBBPK/IaBa CIUCHK HA JIEKAPCTBEHUTE MPOIYKTH M0 all. 1, KOUTO ChAbpKa
cienHara uHpopManus:

14. B § 1 oT nombiHUTENHUTE pa3nopendu, T. 426 ce OTMEHS.

§ 127. B 3akona 3a 3a1mTa OT BpeHOTO BB3/ICHCTBUE HA XUMUYHUTE BEIIECTBA U CMECH
(o6mH., JIB, 6p. 10 o1 2000 T.; u3m. u gor., 6p. 91 or 2002 1., 6p. 86 1 114 0T 2003 1., 6p. 100 M
101 ot 2005 r., 6p. 30, 34 u 95 ot 2006 ., O6p. 82 oT 2007 1., 6p. 110 oT 2008 1., 6p. 63 M 98
ot 2010 1., 6p. 84 0T 2012 1., Op. 61 OT 2014 1., Op. 102 OT 2015 T, Op. 12 1 58 0T 2017 T, OP.
53u 98 or 2018 1., 6p. 17 o1 2019 1., 6p. 19 oT 2021 1., 6p. 102 OT 2022 1., Op. 102 0T 2023 T.
u Op. 23 ot 2024 r.) ce MPaBAT CIICAHUTE U3MCHEHHUS U IOMTbIHECHUS

1. Bun 3, am I, 1. 1, 6. ,,r caen nymuTe ,,MEAMIIMHCKH HM3ACIUS‘ ce q00aBs ,.u
MEJIUIIMHCKY U3IeJINS 32 UHBUTPO THUArHOCTHKA .

2. B un. 21e ce npaBsAT ClIeJHUTE U3MEHEHMUS:
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a) B all. 2, T. 8 gymute ,,ui. 2, ai. 1, T. 1 1 3 oT 3aKoHa 3a MEAUITMHCKUTE U3JETUA" Ce
3aMeHsT ¢ ,, 4. 2, T. 1 ot Permament (EC) 2017/745 na EBponetickust mapiameHT 1 Ha CbBeTa
ot 5 ampuia 2017 T. 3a MEAMIIMHCKHTE U3Jeius, 3a u3mMeHenue Ha Jlupektusa 2001/83/EO,
Pernament (EO) Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a oTMsiHAa Ha JTUPEKTHUBH
90/385/EVIO u 93/42/EVIO na Coera (OB, L 117/1 ot 5 maii 2017 1.), Hapu4aH mo-HaTaThK
,Permament (EC) 2017/745%, ¢ u3kimoueHne Ha M3IEIUATa MO al. 3, T. 8, U MEIUIMHCKHU
U3JICNHSI 32 MHBUTPO JUArHOCTHKA 1o Wi. 2, T. 2 ot Pernament (EC) 2017/746 na EBpomneiickus
napiaMeHT U Ha CwBera oT S5 ampun 2017 r. 3a MEAUIMHCKUTE HW3ACIHUS 32 HUHBUTPO
JTUarHocThka u 3a otMsHa Ha J{upektuBa 98/79/EO u Pemenne 2010/227/EC na Komucusira
(OB, L 117 ot 5 maii 2017 1.)*.

0) B ai. 3 T. 8 ce U3MeHs Taka:

»S. METUITMHCKH m3aenus 1o wi. 2, T. 1 ot Pernmament (EC) 2017/745 n MmeaummHCKA
U3JIENHSI 32 HHBUTPO JUArHOCTHKA 110 Wi. 2, T. 2 oT Permament (EC) 2017/746;.

§ 128. B 3akoHa 3a 31paBHOTO ocurypsiBane (00H., /IB, 6p. 70 ot 1998 r.; u3m. u fo11.,
op. 93 u 153 ot 1998 1., 6p. 62, 65, 67,69, 110 1 113 o1 1999 1., 6p. 1 1 64 oT 2000 1., Op. 41
ot 2001 r., Op. 1, 54, 74, 107, 112, 119 u 120 ot 2002 r., 6p. 8, 50, 107 u 114 ot 2003 r., Op.
28, 38,49,70,85u 111 ot 2004 1., 6p. 39, 45, 76, 99, 102, 103 u 105 ot 2005 r., 6p. 17, 18,
30, 33, 34, 59, 80,95 u 105 ot 2006 T., 6p. 11 oT 2007 r.; Pemenue Ne 3 ma KoHcTUTYITHOHHMS
cba ot 2007 r. — 6p. 26 ot 2007 r.; u3M. u mom., Oop. 31, 46, 53, 59, 97, 100 u 113 ot 2007 r.,
op. 37,71 u 110 ot 2008 r., 6p. 35, 41, 42,93, 99 u 101 ot 2009 r., 6p. 19, 26, 43, 49, 58, 59,
62, 96, 97, 98 u 100 ot 2010 r., 6p. 9, 60, 99 1 100 ot 2011 r., 6p. 38, 60, 94, 101 u 102 ot
2012 r., 6p. 4, 15, 20, 23 u 106 ot 2013 ., Op. 1, 18, 35, 53, 54 u 107 ot 2014 r., Op. 12, 48,
54,61,72,79,98 u 102 ot 2015 r.; Pemnenne Ne 3 na Koncruryuonnus cba oT 2016 r. — 6p.
20 ot 2016 r.; u3m. u goi., 6p. 98 ot 2016 1., 6p. 85, 101 1 103 ot 2017 1., Op. 7, 17, 30, 40,
77,92, 102 u 105 ot 2018 1., 6p. 24, 99 u 101 ot 2019 1., Op. 54, 67 u 103 ot 2020 1., Op. 21
ot 2021 r., 6p. 18, 32 m 62 ot 2022 1., Op. 8, 13, 64, 66, 82, 84 u 106 ot 2023 r. m Op. 13, 16,
36 1 39 ot 2024 1.) ce paBAT CICTHUTE U3MEHEHUS U JOITbJIHCHUS:

1. Bun. 19, an. 7, 1. 4a cnen aymute ,,MeIUIIMHCKA U3ACIIUA* CE TIOCTaBs 3areTas v ce
n00aBs ,,MeIUITMHCKU U3AETUs 32 UHBUTPO JUArHOCTUKA .

2. Bum 20, an. 1, T. 5 cien qymuTe ,,MeIUITMHCKU U3JIEIHS* Ce TIOCTaBs 3ameTasi U ce
n00aBs ,,MeIUIIMHCKU M3AETUs 32 MHBUTPO JUArHOCTUKA .

3. B un. 24, 1. 8 cinen gAymuTe ,,MEIUIIUHCKU W3JICIUSA " ce H00aBs ,,d METUITUHCKU
W3JIeNUs 32 UHBUTPO AUArHOCTUKA .

4. B un. 29, an. 3 ce npaBsT CIIETHUTE JOMTBbIHEHUS:

a) B T. 5 cien QyMHUTE ,,METUIIMHCKU W3JEIHS" ce TIOCTaBs 3ameTas u ce n00aBd .|
MEJIUIIMHCKYU U3JICNIHS 32 HHBUTPO AUArHOCTUKA®;

0) B T. 5a cmex IymHTe ,,MEIUIIMHCKU HM3IENUs, ce MOCTaBs 3ameTas U ce J00aBs
»,MEIMIIUHCKYU U3JICJINS 32 UHBUTPO JUArHOCTHKA .

5. B uin. 45 ce npaBsT ciieqHUTE TOMBIHEHUS:

a)Ban. l:

aa) B T. 12 cnen nymuTte ,,MEOUIIMHCKU M3JAETHUSA ce TOCTaBs 3ameras u ce A00aBs
»MEJIUIUHCKU U3JEIHS 32 UHBUTPO AMArHOCTUKA®;

0606) B T. 15 cmenm aymwTe , JUETUYHHW XPaHU 32 CICHHAIHA MEIUIIMHCKHU IICNIH,
MEAWIIMHCKN M3/IETHUS™ ce MOCTaBs 3ameTas U ce A00aBs ,,MeAUIIMHCKN U3/ 32 HHBUTPO
JMarHOCTHKA ",

0) B an. 3 cinen AyMuTe ,,MEAMIIMHCKH HM3AENUS ce TOCTaBs 3ameras U ce A00aBs
»MEIMIIMHCKHU U3JICIINS 32 UHBUTPO AUArHOCTUKA®;

B) B ajl. 5 cien AyMuTe ,,MEAMIIMHCKH HM3AENUsA Ce TMOCTaBs 3ameras U ce J00aBs
»,MEIMIIUHCKHU U3JICNINS 32 UHBUTPO AUArHOCTUKA®;

r) B an. 9 cien qymure ,,MeIUIUHCKHA U3, ce 100aBs ,,MeAUIIMHCKH U3IEIHs 32
WHBUTPO IHArHOCTHKA®;
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1) B ai. 14, uzpedeHne TbpBO CIe TyMHTE ,,3a METUIIUHCKUTE H3ACNUs" ce 100aBs ,,1
MEIUIIMHCKUTE H3ENHs 32 WHBUTPO JMArHOCTUKA®, a CJea TyMUTE ,,ChOTBETHATa Tpyma
MEIUIIMHCKH U3JeHs* ce 100aBs ,,d MEIUIIMHCKU U3/ICIHS 32 UHBUTPO JUArHOCTUKA®;

e)Bai 15:

aa) B T. | cien mymuTe ,,MeIUIIMHCKUTE U3ACTUS " ce 100aBs ,,1 MEAUIIMHCKUTE U3JCIUs
3a UHBUTPO JUArHOCTUKA";

00) B T. 2 ciieq IyMHUTE ,,METUITUHCKUTE U3IEIUS  ce T00aBs ,,i METUIIMHCKUTE U3/ICTTHUS
3a UHBUTPO JUArHOCTUKA";

K) B all. 16 cieq nymuTe ,,JOCTaBKa M 3arJamnaHe Ha MEIUIIMHCKY U3AeNus ce 100aBs
»»A MEJTUITMHCKH M3JIEIIHS 32 UHBUTPO JIMATHOCTHKA™;

3) B an. 17 B Tekcra npeau T. 1 ciaea TymMuTe ,,Ha MEAUIIMHCKH U3ACIUS CE MOCTaBs
3aretas ¥ ce 100aBs ,,MeIUITMHCKH U3/IEIHS 32 HHBUTPO TUarHOCTUKA

1) B aJl. 35 crex IyMUTe ,,MeTUIIUTHCKUTE U3ENU " ¥ ,,MEeIUIIMHCKH U3IeNns " ce 100aBs
CBOTBETHO ,,d MEIUIIMHCKUTE U3/CIIUS 32 HHBUTPO NUArHOCTUKA M ,,d MEIUIIMHCKU U37CITUS
3a UHBUTPO JTUATHOCTHUKA™;

K) B a1. 36, T. 1 cien qymMuTe ,,MeIUIIMHCKUATE U3ACIUS ce 100aBs ,, i MEIUITUHCKHUTE
W3ENHS 32 HHBUTPO AUArHOCTUKA®;

n) B an. 37, u3pedyeHue BTOPO CJel AYMHUTE ,,32 MEIUIMHCKU H3ACNUA™ C€ MOCTaBs
3amneTasi ¥ ce 100aBs ,,MEIUIIMHCKU U3JIeTUs 32 UHBUTPO JUArHOCTUKA®.

6. B un. 45a, an. 1 cien nymurte ,,MeIUIIMHCKH U3JENUS‘ C€ MOCTaBs 3ameras U ce
n00aBs ,,MeAUITMHCKY H3/ICIUs 32 MHBUTPO JMATHOCTHKA™,

7. B un. 51 gymure ,,JieKapcTBEHU MPOIYKTH M METUIIMHCKU U3JEIUS CE 3aMEHST C
»JICKaPCTBEHU TPOIYKTH, MEAUIMHCKH U3JEIUS U MEAUIMHCKA H3ICIUs 32 HHBUTPO
IUarHOCTHUKa .

8. B un. 56, an. 3 cien gymute ,,MEeAWIIMHCKUTE M3ICIUSA " C€ MOCTaBsl 3ameTas u ce
00aBs ,,MEIUITUHCKUTE U3/CIIHS 32 MHBUTPO TUarHOCTHKA™.

9. Bui. 68, ain. 9 cien nyMuTe ,,MeAUIIMHCKU U3JICIHSI* CE TIOCTaBs 3aIleTasi v ce J00aBs
»MEJIUIIMHCKHU U3/ICITHS 32 HHBUTPO JTMATHOCTUKA .

10. B wn. 72, an. 9 ciien nymMuTe ,,MEIUITMHCKUTE U3JICTHUSA " Ce TIOCTABS 3areTas u ce
n00aBs ,,MeAUIIMHCKUTE U3/IeTHUS 32 MHBUTPO TUAarHOCTUKA™.

11. Bun. 73:

a) B al. 1 HaBCAKBAE Clel AYMUTE ,,MEIUIIUHCKU U3eNnus,” ce 100aBs ,,MeIUIINHCKU
W3ENHS 34 HHBUTPO AUArHOCTUKA M C€ MOCTaBs 3areTas;

0) B an. 4 cinen aymMuTe ,,JUETHYHH XPaHU 3a CHEIHATHU MEIUIMHCKU IENH,
METUIIMHCKHN U3JEHs ce MOCTaBs 3ameras u ce J00aBs ,,MEAUIIUHCKHA U3/IeNUs 32 HHBUTPO
IUarHOCTHKA .

12. B wr. 80k HaBCIKBJAEC AYMUTE ,,JICKAPCTBEHUTE IMPOJYKTH M METUIIMHCKUTE
U3JIeNus’ ce 3aMEHAT C ,,JIEKAPCTBEHUTE MPOIYKTH, MEAUIUHCKUTE U3IEIHUS U MEJULIUHCKUTE
W3ENHS 34 HHBUTPO JUArHOCTUKA®.

13. B un. 83, an. 2 cnex AyMUTE ,,MEAUIIMHCKU W3JENHs, ce A00aBs ,,MEIUIIMTHCKU
W3AENHS 32 HHBUTPO AUArHOCTUKA® M CE€ MTOCTaBs 3areTasl.

14. B § 10 ot JlombaHUTENIHUTE pa3nopeion:

a) B T. 1 gymure ,,IeKapCTBEHHU MPOIYKTH M MEAMIIMHCKH H3AENUSA ce 3aMEHAT C
»JIEKapCTBEHU TPOIAYKTH, MEIUIIMHCKH W3ICTUsS W METUIIMHCKH W3JIETUsl 3a WHBHUTPO
IUarHOCTHKA';

0) B T. 8 ciien mymute ,,MeauIMHCKO U3aenue™ u ,,MeIUIIMHCKO u3enue’ ce 100aBs ,,u
MEIUIIMHCKO U3/eNIMe 32 UHBUTPO JUArHOCTUKA®.

§ 129. B 3akona 3a KpbBTa, KpbBOAAPSBAHETO U KpbBompenuBaneto (00H. [IB. 6p. 102
ot 2003 r., m3m. u jgor., [IB. 6p. 70 ot 2004 r., 6p. 30 u 65 ot 2006 1., Op. 31 0T 2007 1., Op. 41
u 74 ot 2009 r., 6p. 59 u 98 ot 2010 r., 6p. 60 ot 2011 1., 6p. 38 1 54 ot 2012 r., O6p. 68 OT
2013 r., 6p. 77 u 102 ot 2018 r., 6p. 54 ot 2020 r. u 6p.85 oT 2024 1.) Ce MPaBsIT CIACTHUTE
WU3MEHCHHUS U TOTbIHCHUS:
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1. B un. 18 HaBcsIkbpae ciex OyMUTE ,,MEOUIMHCKUTE H3ICHUA” ce m00aBs ,,u
MEUITMHCKUTE U3/IENHS 32 MHBUTPO TUArHOCTHKA™,

2. B un 24, an. 1, 1. 4 cien aymuTe ,,MCAMIIMHCKHUTE H3ICIHSA ce 100aBs ,H
MEUITMHCKUTE U3/IEIHS 32 UHBUTPO TUAarHOCTHKA™,

3. B un. 26, T. 3 ciien AyMHTE ,,MCIULIMHCKU H3JCIHA ce q00aBs ,,d MEIUIMHCKU
W3JIeTUS 32 HHBUTPO JTUArHOCTHKA .

§ 130. B un. 19, an. 1, T. 6 ot 3akoHa 3a JeueOHUTE 3aBeneHus (00H., JIB, Op. 62 ot
1999 r.; u3m. u gom., op. 88 u 113 ot 1999 r.; momnp., Op. 114 ot 1999 r.; u3m., 6p. 36, 65 u 108
ot 2000 1.; Pemmenue Ne 11 na Koncrurymmonnus cba ot 2001 1. — 6p. 51 ot 2001 1.; u3m. u
Jor., 6p. 28 u 62 ot 2002 1., 6p. 83, 102 1 114 ot 2003 1., Op. 70 o1 2004 1., Op. 46, 76, 85, 88
u 105 ot 2005 1., 6p. 30, 34, 59, 80 u 105 ot 2006 1., 6p. 31, 53 1 59 ot 2007 r., 6p. 110 OT
2008 r., 6p. 36, 41, 99 u 101 ot 2009 r., Op. 38, 59, 98 u 100 ot 2010 r., 6p. 45 1 60 ot 2011
r., 6p. 54, 60 m 102 ot 2012 1., 6p. 15 1 20 ot 2013 1., 6p. 47 o1 2014 1., Op. 72 1 95 ot 2015
r., op. 81 m98 oT 2016 1., Op. 85, 99, 101 1 103 o1 2017 1., Op. 18, 77, 84,91 1 102 o1 2018 1.,
op. 13,24,42 u 101 ot 2019 1. u 6p. 28, 54, 71, 85, 103 1 110 ot 2020 1., O6p. 11 0T 2021 1. M
op. 8,32 u 104 ot 2022 1., O6p. 8 oT 2023 r. 1 Op. 39 u 85 ot 2024 r.) Aymure ,,ICKAPCTBEHU
OPOAYKTH M MEIUIIMHCKU M3AENUs™ ce 3aMEeHST C ,,JIeKAPCTBEHU IMPOIYKTH, MEAUIIMHCKU
U3JICNHSI 1 MEAWIIMHCKY H3/IeTTUs 32 MHBUTPO TUArHOCTUKA™,

§ 131. B 1. 63a ot 3akoHa 3a gbppkaBHaTa coocrBeHocT (OOH. JIB. 6p. 44 ot 1996 1.,
u3M. " joi., JIB. 6p.104 ot 1996 r., 6p. 55, 61 u 117 ot 1997 r., 6p. 93 u 124 ot 1998 r., Op.
67 ot 1999 1., 6p. 9, 12,26 u 57 o1 2000 1., Op. 1 1 38 ot 2001T., Op. 45 0T 2002 T., Op. 63 OT
2003 r., 6p. 24 1 93 ot 2004 r., 6p.32 ot 2005 r., O6p. 17, 30, 36, 64 u 105 ot 2006 1., Op. 41,
59,92 u 113 or 2007 r., 6p. 52 1 54 o1 2008 1., Op. 10, 17, 19, 33 1 41 or 2009 1., Op. 18 u 87
ot 2010 T., 6p. 19 1 47 oT 2011 1., Op. 45, 82 1 99 ot 2012 1., Op. 27, 65, 66 1 109 oT 2013 1.,
op. 40, 98 u 105 ot 2014 1., Op. 52, 60 u 61 ot 2015 r., 6p. 81 oT 2016 1., Op. 13, 58 U 96 ot
2017 r., Op. 21, 64, 77 u 90 ot 2018 1., 6p. 25, 44, 60, 61, 79, 94 1 98 oT 2019 1., Op. 28, 34 u
44 ot 2020 r., 6p. 21 ot 2021 r., 6p. 32 1 102 ot 2022 r. u 6p. 102 ot 2023 r.) ce npassT
CICOHUTE JIOIIbIHCHHS:

1. B 1. 1 ciex aymure ,,MEAUIIMHCKA HU3JEIUSA c€ TOCTaBsl 3ameTass U ce 100aBs
»METUIIMHCKHU U3JICITHS 32 MHBUTPO JHArHOCTUKA .

2. B 1. 2 cnex qymute ,,MeIUIIMHCKH W3JIEIHS, ce T0OaBs ,,MeIUITMHCKU H3ICIUsS 32
MHBHUTPO IHArHOCTHUKA, .

§ 132. B 3akoHna 3a 3amuta Ha notpedbutenute (06H. JIB. 6p. 99 ot 2005 1., 6p. 30, 51,
53,59, 105 u 108 ot 29 nexemBpu 2006 ., 6p. 31, 41, 59 1 64 ot 2007 1., 6p. 36 1 102 oT 2008
r.,0p. 23,42 u 82 o1 2009 1., 6p. 15,18 1 97 o1 2010 1., 6p. 18 0T 2011 T, Op. 38 U1 56 0T 2012
r.,0p. 15,271 30 071 2013 1., 6p. 61 0T 2014 1., Op. 14, 57,60 1 102 0T 2015 1., Op. 59 M 74 OT
2016 1., 6p. 8,58 u 103 ot 2017 ., 6p. 7, 20 1 37 o1 2018 1., 6p. 17, 45 1 100 o1 2019 1., Op.
13 u 52 ot 2020 1., 6p. 20 1 23 ot 2021 1., Op. 20 o1 2022 1., Op. 84 1 102 0T 2023 T. M 6p.70
o1 2024 1.) ce IpaBsAT CIECAHUTE U3MCHEHHUS:

1. B un. 46, T. 2 tymuTe ,,JICKapCTBEHU MPOJIYKTH U MEAUITUHCKH H3CIHS C& 3aMEHST
C ,JICKaPCTBEHU MPOIYKTH, MEAUITUHCKH H3ACIUS W METUIIMHCKH H3ICIUs 3a HHBUTPO
JIMarHOCTHKa‘";

2. B un. 18106, T. 8 mymuTe ,,JIeKapCTBEHU TPOAYKTH W METUITUHCKH H3JICTHSA" Ce
3aMEHSIT C ,,JIEKAPCTBEHU MPOTYKTH, MEIUIIMHCKH U3/IENUs K MEIULIMHCKU U3ENs 32 UHBUTPO
JTUarHOCTHKa .

§ 133. B 3akona 3a maHbK BBpXY A00aBeHaTa cToitHOCT (00H., [IB, Op. 63 ot 2006 T.;
U3M. U J011., 0p. 86, 105 1 108 ot 2006 r.; Pemenue Ne 7 Ha Koncturyuuonnus ¢ba ot 2007 T.
—6p. 37 ot 2007 r.; u3Mm. u jgorm., 6p. 41, 52, 59, 108 u 113 ot 2007 r., 6p. 106 oT 2008 T., Op.
12,23,74u95 o1 2009 1., 6p. 94 u 100 ot 2010 1., 6p. 19, 77 1 99 o1 2011 1., Op. 54,94 1 103
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ot 2012 r., 6p. 23, 30, 68, 98, 101, 104 u 109 ot 2013 ., O6p. 1, 105 1 107 ot 2014 1., Op. 41,
79, 94 u 95 ot 2015 1., Op. 58, 60, 74, 88, 95 1 97 ot 2016 1., Op. 85, 92, 96 1 97 o1 2017 1.,
op. 24,65 u 98 oT 2018 1., Op. 24, 33, 96, 100, 101 u 102 or 2019 1., Op. 14, 18, 52, 55, 71, 104
u 107 or 2020 1., O6p. 17 1. m 111 ot 2021 r., 6p. 14, 18, 52, 58, 99 u 102 ot 2022 r., 6p. 66,
106, 108 ot 2023 1. u 6p. 42, 70 u 79 ot 2024 1.) ce MpaBsAT CICAHUTE U3MCHCHUS:

1. B nHaumeHnoBaHnueTo Ha Wi. 360 1 HABCAKBJIEC B TEKCTA HA pasnopeadara TyMuTe ,,uH
BUTPO IUATHOCTUYHU METULIMHCKHU U3JEIHS Ce 3aMEHST C ,,MEAUIIMHCKU U3/IeTUs 32 UHBUTPO
JMarHoCTHKa‘;

2. Bun. 39, 1. 4 nymute ,,KaKTO U aKTUBHO UMILTAHTHPYEMH MEIUITUTHCKU U3ICIUS " ce
3aMEHSIT C ,,KaKTO U UMIUIAHTUPYEMH METUITMHCKH U3ICTIUS, 3aIBUKBAHU OT EHEPTHsI Pa3InvyHa
OT TeHEpUpPaHaTa OT YOBEUIKOTO TSJIO 32 Ta3W LEJ WM OT 36MHOTO MPUTETIIIHE

3. B § 1 or gombaHuTETHUTE pa3nopeaou T. 53 ce OTMEHS.

§ 134. B ui. 27, ainn. 4 ot 3akoHa 3a TEXHUYECKUTE U3UCKBAHUS KbM MIPOIYKTUTE (OOH.
JIB. 6p. 86 ot 1999 r., u3m. u gom., JIB. 6p. 63 1 93 ot 2002 r., 6p. 18 1 107 ot 2003 ., Op. 45,
77,88, 95 u 105 ot 2005 ., 6p. 30, 62 1 76 ot 2006 T., 6p. 41 1 86 ot 2007 1., 6p. 74 oT 2009
r., 6p. 80 oT 2010 1., O6p. 38 0T 2011 1., Op. 38, 53, 77 1 84 o1 2012 1., Op. 66 M 68 OoT 2013 T.,
op. 98 or 2014 r., 6p. 14 1 101 ot 2015r., 6p. 12 1 77 0T 2018 1., O6p. 1 0T 2019 1., Op. 54 1 105
or 2020 r. m 6p.41 ot 2024r.) cmen nymwTe ,,MEIUIMHCKHUTE H3ICIUA" ce a00aBs ,u
MEAMIMHCKUTE U3/IeIIHS 32 HHBUTPO TUArHOCTHKA.

§ 135. To3u 3aKkoH BIM3a B CHJIa OT JIeHS Ha 0OHAPOIBaHETO MY B ,,/IbpaBeH BECTHUK",
C M3KITIOYCHHE Ha!

1. [Taparpad 11 mo orHomenue Ha wi. 10a, an. 1, KoiTO BIM3a B cUia:

a) 3a MEIUIIMHCKUTE U3JENIHS ChIIIACHO CPOKOBETE, onpeesieHu B wi. 123, maparpad
3, 6ykBH ,,e” u , k" oT Permament (EC) 2017/745;

0) 3a MCIWIMHCKHTE W3JCIUS 3a WHBHTPO JTUATHOCTHKA CBIJIACHO CPOKOBETE,
onpeneneHu B wi. 113, maparpad 3, 6yksa ,,n” ot Pernmament (EC) 2017/746.

2. IMaparpad 23, koiito BiM3a B cuia 6 Mmecema ciea OOHApOJBAHETO Ha 3aKOHA B
»J/bP’KaBEH BECTHUK"".
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