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
u43 om2016 2., 6p. 84,102 u 105 om 2018 2., op. 17 om 2019 2., 6p. 67 om 2020 2., 6p. 41
om 2024 2. u6p. 13 u 55 om 2026 2.)

8 1. Yiten 1 ce u3Mens taka:

,»di1. 1. To3u 3akoH ypexa:

1. mepkure no npunarane Ha Pernmament (EC) 2017/745 na EBponielickust mapjiaMeHT U
Ha CobBera oT S5 ampun 2017 r. 3a MEAUIIMHCKHUTE HW3JENHs, 32 U3MEHEHHWE Ha J[upekTuBa
2001/83/EO, Pernament (EO) Ne 178/2002 u Pernmament (EO) Ne 1223/2009 u 3a oTMmsiHa Ha
qupektur 90/385/EVO u 93/42/EMO na Coeera (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 oTMsaHa Ha J(upektuBa 98/79/EO u Pemenune 2010/227/EC na Komucusita
(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 W3BHPIIBAHE HA OICHKA HA 3JPAaBHUTE TEXHOJIOTHHM Ha
MEAUIIMHCKUTE U3/IeTHS U Ha MEAUIIMHCKUTE U3IEHsI 32 HHBUTPO TUATHOCTHKA.

8 2. UneHose 2-5 ce OTMEHST.

8 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.

8 4. UneH 6a ce M3MEHs Taka:

,»di. 6a. 3a nenure Ha n3Hoca MAJI u3naBa, mo MckaHe Ha NMPOU3BOAMTENS MM Ha
HETOBHS YITBITHOMOIIEH TPEICTaBUTEN, cepTudukar 3a cBoOomgHa mpomaxkba mo wi. 60,
naparpadg 1 nHa Permament (EC) 2017/745 u mo un. 55, maparpad 1 na Pernmament (EC)
2017/746.”

8 5. B un. 7 an. 1 ce u3MeHs 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
JIMarHOCTHKA, U3BBPIIBAHE Ha OLIEHKA HA JOKyMEHTAllUsA U OLIEHKA Ha MACTO 3a M3JlaBaHe Ha
paspelIeHre 3a OLEHsIBaHE HAa ChOTBETCTBUETO MO Wi. 62, 3a MocieABalia OleHKa U OJUT Ha
MSCTO Ha HOTU(UIMPAH OpraH U 3a MPOMsHA, CBbpP3aHa C ONpPEAEISIHETO Ha HOTH(ULUpPAH
OpraH ce 3arJamar TakCH B pa3MepH, onpeieieHu B Tapuda, ogodpeHa or MuHHCTEPCKUS
CBBET.



8 6. B riiaBa mepBa, pasaen | ,,O0mwm pasnopenou’ ce ch3mana 4. 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 na [Tpunoxenue | ot Pernament (EC) 2017/745,
crotBeTHO 110 ['nmaBa III, 1. 20 Ha [Ipunoxenue | ot Pernament (EC) 2017/746, ¢ uzkinoueHue
Ha UMETO W ajpeca Ha MPOU3BOAUTEINS WM YI'BIHOMOIICHHUS MPEICTaBUTEN, KOUTO Ce
U3IMKCBAT Ha JIATUHUIIA,

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

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

4. mpenynpexJeHUEeTO BbB Bpb3Ka ¢ Oe3omacHocTTa mo wi. 89, maparpad 8 ot
Permament (EC) 2017/745, cpotBeTHO 110 wi. 84, maparpad 8 ot Pernament (EC) 2017/746.

(2) Tpu mnouckBane ot HWAJl mpOM3BOAMTENAT WIM HETOBHS YIIBIHOMOIICH
IPEJICTaBUTE)l NPEJOCTaBsl TexHUuYeckaTa JokymeHtauus no Ilpunoxenue Il u Il or
Pernament (EC) 2017/745 cvotBetHo IIpunoxxenue Il u Il or Pernament (EC) 2017/746 unu
OTIPEIeJICH! YaCTH OT Hesl Ha OBJITapCKu €3UK.

(3) OpranuTe 3a oreHsIBaHE HA CHOTBETCTBUETO MpeAocTaBAT Ha MAJI 1OKyMEHTHUTE 110
1. 38 ot Pernmament (EC) 2017/745, cvotBeTHO nokymentute o 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 WK Ca HAIUYHU Ha OBJITAPCKH €3HK:

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

2. TeXHUYECKaTa IOKYMEHTAallUs, JOKIAJAUTe OT OJUTUTE, OI[CHSIBAHETO U MPOBEpKaTa
BBB BpB3Ka ¢ nporenypure no naparpadu 1-7 u 9-11 ma un. 52 ot Permament (EC) 2017/745,
CHOTBETHO TEXHHYECKATa JOKYMEHTAIIHS, TIOKIaIUTE OT OJIUTUTE, OIICHSIBAHETO U MPOBEpKaTa
BBB Bpb3Ka ¢ nponeaypute no naparpagpu 1-10 va ui. 48 ot Pernmament (EC) 2017/746.

(5) PesromeTo Ha MyIaHa Ha KIMHUYHOTO M3nHUTBaHe 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.”

8§ 7. B HaumeHoBanuero Ha pasaen || Hakpas ce 100aBs ,,u Ha METUIIMHCKY U3EIHS 32
WHBUTPO TUATHOCTUKA®.

8 8. Unen 8 ce u3MeHs Taka:

,di1. 8. (1) MenuuuHCKUTE U3AETHS, TPUHAUIS)KHOCTHTE 32 TSIX U TPpyIaTa MPOLYyKTH,
nocouenu B [Ipunoxenune XVI na Pernament (EC) 2017/745, ce myckar Ha ma3apa u/ujiu ce
IycKaT B JICWCTBHE, KOraTo OTroBapsAT Ha u3uckBaHusaTa Ha ['nmaBa Il ot Permament (EC)
2017/745 n Ha TO3U 3aKOH.

(2) MenuuuHCKATE U3ACTHS 32 MHBUTPO JMArHOCTUKA Ce MyCKaT Ha masapa W/Wii ce
IycKaT B JEWCTBHE, KOraTo OTroBapsAT Ha u3ucksBaHusTa Ha [nmaBa |l ot Permament (EC)
2017/746 n Ha TO3U 3aKOH.

8 9. Unten 9 ce n3MeHs TaKa:

»di1. 9. (1) MenuuuHCKUTE U3AENUs, KOUTO C€ MPOU3BEXKJIAT U M3IOI3BAT CaMO B
ne4eOHM 3aBeiCHUS, TPSOBA Ja OTrOBapAT Ha OOITUTE M3MCKBAHUS 32 OE30MaCHOCT U ICHCTBUE
no [Ipunoxenue | u Ha yciaoBusTa no wi. 5, naparpad 5 ot Pernmament (EC) 2017/745.



(2) MeauuuHCKHATE W3IETHS 33 MHBUTPO JMAarHOCTHKA, KOMTO CE MPOU3BEXKIAT U
U3IMOJI3BAaT caMO B JiedeOHU 3aBeACHMs, TpAOBa J1a OTroBapsT Ha OOIIMTE W3UCKBAHUS 3a
6e3omacHocT u neiictue o [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 ciuchk Ha U3AENUATA, KOUTO C€ MPOU3BEXKAAT U YIOTPEOsIBAT, U
JeKIapanusra 1o 4wi. 5, maparpad 5, 6yksa ,,a° ot Permament (EC) 2017/745;

2. B CIIy4auTe M0 aJl. 2 CIIMCHK Ha U3ENUATA, KOUTO CEe MPOU3BEXKIAT U yIOTpeOsBaT, U
JeKIapanusTa 1mo 4wi. 5, maparpad 5, 6yksa ,,e* ot Permament (EC) 2017/746.

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

8 10. YUnen 10 ce ormeHs.

§ 11. Cw3masa ce uin. 10a:

,,di1. 10a. (1) JIleueOHUTE 3aBeICHUS CHXPAHSIBAT U MOIBPIKAT UPe3 CIACKTPOHHU (HITH
JPYyTrH) cpeAcTBa yHUKaIHUS uneHtudukarop Ha usgaenusra (UDI) mo wi. 2, maparpad 15 ot
Permament (EC) 2017/745, cvotBeTHO 10 Wi 2, maparpad 15 ot Pernmament (EC) 2017/746 3a
BCSIKO M3JICJIHE, KOETO € JIOCTaBEHO B JICYeOHOTO 3aBEICHHE.

(2) JleueOHuTe 3aBefeHUS ca JTBXKHH Ja NPEJOCTaBAT HA IAIMCHT, HAa KOWTO €
MMIUTAHTHPAHO MEIULIMHCKO U3/enue, mocoyenara B wi. 18, maparpad 1 ot Permament (EC)
2017/745 undopmanus 1Mo Ha4YMH, KOWTO JaBa BH3MOXHOCT 3a Obp3 JOCTHIT 10 HEs, 3a€HO C
KapTara 3a UMIUIaHTa, Ha KOATO Ca HAHECEHH JJAHHU 33 HEroBaTa CaMOJIMYHOCT.

8 12. Ynen 11 ce u3meHs Taka:
,»d11. 11. 3abpansBa ce noBTropHaTta 006paboTKa Ha MEIUIIMHCKU U3/eNNs 32 €THOKpaTHA
ynoTpeba Ha TepuTopusiTa Ha PenmyOauka bbarapus u nocneasamara um ynorpeba.

8§ 13. B ui. 12 ce mpaBAT ClIeIHUTE U3MEHEHUS U JIOTTBJIHEHHUS:

1. Anunes 1 ce u3MeHns Taka:

»(1) ITo MOTHBUpaHO HCKaHEe Ha perMoHaliHaTa 3/IpaBHAa MHCHEKIMs, Ha HarmonanHus
LHEHTHbpP MO OOIIECTBEHO 3/paB€ M aHAJIMW3M WM Ha JiedeOHO 3aBe/leHHEe, MUHHUCTBPBT Ha
3/1paBEOIa3BaHETO MJIM OINPAaBOMOILEH OT HEr0 3aMECTHUK-MUHHUCTBD INPHU IOJIOKHUTEIHO
CTAHOBUIIE HA M3NBJIHUATENHUSA AupekTop Ha MAJL, mMoxke CbC 3amoBes MO M3KIIOYECHHE Ja
paspely MyckaHeTo Ha razapa U/uiM B AeUCTBUE Ha MEAMLIMHCKO U3/1€I1e UIX Ha MEAULIMHCKO
U3JIeN1e 32 HHBUTPO JUATHOCTHKA, YUSATO yIoTpeda € B MHTEpeC Ha OOLIECTBEHOTO 3/IpaBe Uil
0€30acCHOCTTa WM 3paBETO Ha MAIMEHTUTE, 0e3 Jla ca Hajlulle YCIOBHATa Mo Wi. 52 oT
Pernament (EC) 2017/745, cpotBetHO 10 wi. 48 ot Pernament (EC) 2017/746.¢

2. Cp3naBa ce an. la:

,»(1a) M3nbaHuTeHATA areHnus o jJekapcrBata uHpopmupa EBponeiickata koMucus
¥ OCTaHAJMTE AbP’KaBU WICHKH 3a 3amoBejTa mo ai. 1.

8 14. Ynenose 13-18 ce oTMeHST.
8§ 15. B rimaBa mepBa, pazaenu Il -V ¢ uneHose 19 — 26 ce oTMeHSIT.

8 16. HaumeHOBaHKMETO Ha IJ1aBa BTOpa ce€ U3MEHS TaKa:

,»,PETHCTPALMS HA JIMIA, KOUTO MyCKAaT MEIULIMHCKU U3JEIUs U MEAULUUHCKU U3EIINS
3a MHBUTPO JUArHOCTHKa Ha ma3apa. OLeHKa Ha 3[paBHUTE TEXHOJOTMH HAa MEIULIUHCKUTE
U3JIeNUs U MEUIIMHCKUTE U3/ENIHs 32 UHBUTPO IMAarHOCTHKA.



8 17. Unen 27 ce u3MeHs Taka:

,di1. 27. (1) KoraTo mpou3BOAUTENAT HA MEAUITMHCKH U3/ICTUS OT Ki1ac | HecTepriiHu 1
0c3 u3MepBalM (QYHKIUHA, KAaKTO M (PHU3WYSCKOTO MM IOPUIUYCCKOTO JIUIE, KOETO
KoMIUiekTyBa wm3fenuss 1mo wi. 22 ot Permament (EC) 2017/745 ca peructpupanu 1o
THProBecKus 3aKOH, T€ TMOJABAT 3asBIICHUE 32 PETUCTPALUs MO 00pasell 10 WU3MbIHUTCITHUS
nupektop Ha MAJI He mo-KbCcHO OT 14 mHU ciex myckaHe Ha M3JEIUETO Ha Ia3apa W/WiHk B
JefcTBUE Ha TepuTopusTa Ha PenyOnuka bearapus.

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

1. HaMMEeHOBaHUE U ONMHUCAHKUE HA U3JIEIIUETO;

2. MHCTPYKIIHS 3a yIoTpebda, KoraTo € MpuaI0KUMO;

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

4. TOKYMEHT 3a IJIaTeHa TaKca B pa3Mep, omnpeelieH B Tapudarta mo wi. 7, ai. 1, korato
IJIAIIAHETO HE € U3BBPIICHO 10 €JICKTPOHEH ITHT.

(3) Ilpu npomsina B uHpopMalusaTa mo ai. 2, T. 1, 2 u/uau 3 aunara mo ai. 1 mogasar
JI0 U3IBJIHUTENHUS AupekTop Ha MAJI 3asBiieHneTo mo ai. 1, KbM KOETO IpHIaraT CBbp3aHUTE
C IPOMsIHATA JJOKYMEHTH M JIOKYMEHT 3a IJIaTeHA Takca B pa3Mep, onpejieiieH B Tapudara mo
1. 7, ajl. 1, KoraTo IUIaimaHeTo He € U3BBPIICHO 0 SJICKTPOHEH IThT.

(4) Korato mnpou3BOAMTENAT HA MEIUIMHCKA HM3ACIHS 1O ad. | ¢ ompenenui
YOBJIHOMOIICH mpeactaButresn mo wi. 2, T. 32 ot Permament (EC) 2017/745, xoiito €
peructpupan o ThpProBcKus 3aKOH, 3asBJICHUETO U MPHUAPYKaBalllaTa ro JOKYMEHTAILUs 110
an. 1,2 u 3 ce mogaBat OT yI'bJIHOMOUIEHUS ITPEACTABUTEN.

8§ 18. Uiien 28 ce U3MeHs Taka:

Ldi. 28, (1) Koraro mnpou3BOAMTENSAT HA MEAMIIMHCKA HW3JACIUS 32 HUHBUTPO
JTUArHOCTHKA OT KJac A HECTepWIHHM € PErucTpupaH mo THProBCKUs 3aKOH, TOW MojiaBa
3asiBJICHHE 3a perucTpanus no odpasen 10 U3NbIHUTENHUA AupekTop Ha MAJI He mo-KbCHO OT
14 oM crmed MycKaHe Ha W3MENHETO Ha Ta3apa W/MIU B JCHCTBHE HA TEPUTOPHATA HA
Penybnuka bearapus.

(2) KM 3asBienuero no an. 1 ce mpumarar:

1. HauMEeHOBaHME U ONKCAHUE Ha U3/IETTUETO;

2. MHCTPYKLHUS 32 ynotpeba, Korato € npuiaokuMo;

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

4. TOKYMEHT 3a TUIaTeHa TaKkca B pa3Mep, OlpeielieH B Tapudarta mo wi. 7, ai. 1, korato
IUTAIIAaHETO HE € U3BBPIICHO 110 eJEKTPOHEH IbT.

(3) IIpu mpomsina B uHpopmarusiTa o ai. 2, 1. 1, 2 u/unmm 3 nuuero no ain. 1 moxasa 1o
U3MBIHATETHUS qupekTop Ha MAJI 3asBrnenueTo mo an. 1, KbM KOETO MpHiiara CBbP3aHHUTE C
poMsiHaTa JOKYMEHTH U JOKYMEHT 3a IJIaTeHa TaKca B pa3Mep, olpesiesieH B Tapudara mo ui.
7, an. 1, Koraro IuIaaHeTo He € U3BBPIICHO M0 eJIEKTPOHEH IbT.

(4) Korato mpoM3BOIMTENAT HA MEIUIMHCKH H3JIENUS MO ajl. | e Ompeaesu
YIIBITHOMOIIIEH TpenctaButen mo wi. 2, T. 25 ot Permament (EC) 2017/746, xoiito e
peructpupad 1o THProBcKus 3aKOH, 3asABJICHUETO W MPHAPYXKaBaIlara ro JOKyMEHTAIUs 10
an. 1,2 m 3 ce mogasar OT YII'bJIHOMOIIEHUS MPeACTaBUTEN.

8 19. Uinien 29 ce u3MeHs Taka:

»di1. 29. (1) IIpousBoauTeNnaT HA MEAMIIMHCKH W3JAETUs, U3pabOTeHH MO MOPbHUKA,
nonasa B MAJI 3asiBnieHme 3a peructpais 1o oopasell, yTBbpAeH OT U3IIbJIHUTEIHUS TUPEKTOP
Ha MAJL, He no-kbCHO OT 14 qHU cien mycKaHe Ha W3/eNuATa B JEHCTBUE HA TEPUTOPHSITA HA
Peny6iuka bwarapus, mpuapyxeHo c:

1. nexnapanus no [Ipunoxenune XIII ot Permament (EC) 2017/745, ¢ uszkimoueHue Ha
uH(popMalusaTa 1o paszaein 1, 4eTBbPTO U METO THUPE;

2. CIIMCHK Ha U3JICIINATA;



3. IOKYMEHT 3a IJIaTeHa TaKca B pa3Mep, onpeaeseH B Tapudara mo wi. 7, an. 1, koraro
IUTAIAHETO HE € U3BBPIICHO MO €JIEKTPOHEH ITbT.

(2) U3mrpaHuTENHATA areHIUs 110 JIeKapCcTBaTa BOJU PETUCTBP HA MPOU3BOIUTEIIUTE 10
an. | u Ha mycHATUTe B IEHCTBUE U3EUs IO MOPHYUKA.

(3) IIpu npomMsHa Ha ajgpeca Ha YNpaBJICHUE MPOU3BOIUTENAT MO aj. 1 yBegomsiBa
M3bIHUTENHUS upekTop Ha UAJI B 14-1HEBEH CpOK OT HACTHIIBAHETO .

(4) Ilpu mpomMsiHa Ha MHGPOPMAIUATA B 3aSBICHUETO 1O aj. 1, MPOU3BOAUTENAT IMOJaBa
0 M3NBJIHUTENHUSA Jaupektop Ha MAJI 3asBieHue, KbM KOETO MpHiiara CBBbpP3aHUTE C
pOMsIHATA IOKYMEHTH U IOKYMEHT 3a TJIaTeHa TaKca B pa3Mep, OnpeiesicH B Tapudara mo ui.
7, an. 1, Korato mianjaHeTo He € U3BBPIICHO MO EJIEKTPOHEH ITbT.

(5) IlpouwsBomutensar mo ai. | mpegocTaBs AOKYMEHTAIMsATa MO pa3faen 2 oOT
[Tpunoxenue XIII va Permament (EC) 2017/745 3a npoBepka npu MOMCKBaHE OT JIMIIATa IO YJI.
86, axn. 2.

(6) Korato mnpou3BoauTensT Ha MEAULMHCKH U3JeNUs MO al. 1 e Oompeaenui
VITBITHOMOIIIEH TpenctaButen mo w@wi. 2, T. 32 ot Permament (EC) 2017/745, xoiito e
peructpupad mo THpProBckusl 3aKOH, AOKyMeHTanusTa mo ain. 1, 4 u 5 ce mogaBa OT
YI'BJIHOMOIICHUS IPEACTaBUTEIL.

8 20. Ynen 30 ce u3MeHs Taka:

,»di1. 30. (1) 3a Bcuukn meaunuHCcKu u3aenus ot kiac Ila, 116 wmum III, mycHatu B
neiictBue Ha Tepuropuara Ha PemyOnmmka beiarapus, MAJI mMoxke 1a moucka JaHHH,
UACHTU(DHUIMPAIIN U3/IETTHETO, €TUKET U MHCTPYKIUS 32 yroTpeoda.

(2) 3a BcHYKM MEAMIIMHCKH H3ZCIUS 3a MHBUTPO auarHoctuka ot kiac B, C wm D,
IyCHAaTH B JICHCTBUE Ha TepuTopusaTa Ha Pemyonuka benrapus, MAJI moxe 1a moucka JaHHH,
UACHTH(DHUIMPAIIH U3ISTNETO, CTUKET U MHCTPYKIUS 32 yIoTpeoda.

(3) Teproser Ha eApo, KOWTO U3BBPIIBA ASUHOCTH 110 Wi. 16, maparpad 2, OykBH ,,a“ 1
,0° ot Permament (EC) 2017/745, cvorBeTHO 1m0 wi. 16, maparpad 2, 6ykBu ,,a“ u ,,0“ oT
Pernament (EC) 2017/746 yBenomsia MAJI 3a HamepeHHETO CH J1a MPEAOCTaBs Ha mMa3apa
MPEETUKETUPAHO WM TIPEOINAKOBAHO MEAMIIMHCKO W3JeNMe WU HW3JIeTue 3a WHBUTPO
JUArHOCTHKA C YBEJIOMIICHHUE 110 00pa3ell, yTBbPJEH OT U3MbIHUTETHUS qupektop Ha MAJL, He
MO-KBCHO OT 28 JHU Mpeau MyCKaHETO Ha MPEETUKETUPAHOTO WIIM MPEONAKOBAHOTO M3JIEIIHIE
Ha TMa3apa Ha TepuTopusTa Ha Penybnuka bearapus.

(4) KM yBemomiteHHETO 110 ajl. 3 ce mpuiiara cepTuuKat, U3AaAeH OT HOTUDHUIHPaAH
Opras, OMpeJeNieH 3a TUMa WU3AENus, KOUTO ca OOEKT Ha JEHHOCTUTE, MOCOYeHH B 4. 16,
naparpad 2, Oyku ,,a“ u ,,0° ot Permament (EC) 2017/745, cvoTBeTHO un. 16, maparpad 2,
OykBu ,,a“ u ,,0“ or Permament (EC) 2017/746, xolTo ynocTtoBepsiBa, Y€ CHCTEMara 3a
yIpaBJICHHE Ha KAa4eCTBOTO Ha THProBella Ha €ApO OTroBaps Ha M3WUCKBAHUATA MO Wi. 16,
naparpad 3 ot Pernament (EC) 2017/745, chorBeTHO un. 16, maparpad 3 ot Permament (EC)
2017/746.

(5) B cnyuante mo ain. 3 MAJI Moxe &1a morcka OT ThProBella Ha eIpo Jia MPeICTaBH
oOpaser] WM MakeT Ha MPEETHKETUPAHOTO WM IPEOIMaKOBAHOTO MEIMITMHCKO H3JIeTHe,
ChOTBETHO M3JI€JME 33 WHBUTPO JIUATHOCTHUKA, BKIIIOUUTEIIHO NPEBOJM HA €THKETAa U Ha
MHCTPYKLIUUTE 3a yrnoTpeoda. .

8 21. B un. 30a ce mpaBsIT CIeTHUTE U3MEHEHHUS U IOTTBITHCHUSI:

1. B an. 1 cnen nymurte ,,MEIMIIMHCKUATE W3AETUSA‘ ce N00aBs ,,d METUIIMHCKUTE
W3ENHS 32 MHBUTPO JUArHOCTHKA.

2. B an. 2 ce mpaBAT cleAHUTE U3MEHEHUS U JIONTBITHECHUS:

a) HaBCSKBJIE CIIeJ JYMUTE ,,MEAUIIMHCKOTO M3jaenue’ ce q00aBs ,,d MEIUIUHCKOTO
W3ENUE 32 HHBUTPO AUArHOCTUKA®,

0) cp3maBa ce T. 7:

,» /. HATMYME Ha OIIEHKA Ha 3/IpaBHUTE TEXHOJOTHH, U3BbpIIeHa 1o . 30r.*

3. B an. 3 gymure ,,io an. 2, 7. 5 u 6 ce 3aMeHAT C ,,10 al. 2, T. 5, 6 u 7, a nymure



,,MEIMIMHCKO HU3ACNHE ce 3aMEHAT C ,,MEAUIMHCKO H3ACIUC/MEIMIIMHCKO H3JCIHE 3a
MHBUTPO TMArHOCTHKA™.

4. B an. 4 cnex nymMuTe ,,MEIUIIUHCKH U3JIENHS ce JO0aBs ,,i MEIUITMHCKU U3CIUs 32
WHBUTPO JTMArHOCTHKA .

5. B an. 5 cnen gymuTe ,,MEIUIIUHCKA U3JEIHS* C€ 100aBsl ,,i MEAUIIMHCKH U3ICTHUs 32
WHBUTPO TMArHOCTHKA™.

§ 22. B un 300, amr. 1 ciaem aymuTe ,,MEAMLIUHCKUTE H3AeIus” ce A00aBs 1
MEIUIUHCKUTE U3/IEIHS 32 UHBUTPO TUATHOCTHKA .

8 23. Cou3gasar ce ui. 308 u 30r:

»di1. 30B. (1) Omnenkata Ha 3IpaBHUTE TEXHOJOTMM Ha MEIUIIMHCKH H3ACIUS H
MEJIUIIMHCKY U3/1eNUs 32 UHBUTPO IMarHOCTUKA ChIbPKa KIIMHUYHA U 3]IPaBHO-MKOHOMHYECKA
OLIEHKA U BKJIIOYBA:

1. ananu3 Ha 31paBHUS IpodIIEM;

2. CpaBHUTEJICH aHAJIM3 HAa TeparieBTHYHATA €(PUKACHOCT, €PEKTHBHOCT U O€30MacHOCT;

3. aHanu3 Ha pa3xoaHaTa e()eKTUBHOCT;

4. a"Hanu3 Ha OIOHKETHOTO BB3AEHCTBHUE.

(2) CeBmectHata kinmHMYHA oreHka cobrimacHo Permament (EC) 2021/2282 Ha
EBponeiickus napiament u Ha CbBeta oT 15 nexemBpu 2021 rojrHa OTHOCHO OlICHKAaTa Ha
3IpaBHUTE TEXHOJOTUU W 3a u3MeHeHue Ha Jlupektua 2011/24/EC (OB, L 458 ot 22
nexkemBpu 2021), Hapu4aH Mo-HATaTHK ,,Permament Ne 2021/2282%, e yacT OT oleHKaTa Ha
3IpaBHUTE TEXHOJIOTHH O ai. 1, T. 1 u 2.

(3) HaumoHanHusaT CHBET MO LIEHU U peuMOypcUpaHe Ha JIEKapCTBEHUTE MPOAYKTHU €
yied Ha KoopimHanmonHaTa rpyrma 3a olieHKa Ha 3JJpaBHUTE TEXHOJIOTHH ChITIaCHO PermaMent
2021/2282, v e HAIIMOHAIHUAT OpraH MO MpHJaraHe Ha perjaMeHTa, OTHOCHO OIlEHKaTa Ha
3IpaBHUTE TEXHOJOTUM HA MEAUIIMHCKHUTE U3JIEIUS M HA MEIUIMHCKU W3/ENUs 32 UHBUTPO
IUArHOCTHKA, MONAaJalllf B HETOBUA 00XBaT.

(4) MHsrorBenara oOllcHKA Ha 3JpPaBHUTE TEXHOJOTMH HAa MEIUIIMHCKUA W3ACTHS U
MEAWIIMHCKH U3/IETUs 32 MHBUTPO IUAarHOCTUKA C€ BIUCBA B cHChKa 1o 4. 30a, am. 1.

Un. 30r. (1) Haunonannata 31paBHOOCHUTYpUTENHA Kaca 3allialia 3a HOBU TPYIHU
MEAMIMHCKY U3JIEIHS U MEAUIIMHCKH U3/IEIHs 32 MHBUTPO JUArHOCTHUKA, 32 KOUTO 10 MOMEHTA
HE € 3aruiaiania, ciej npeacraBeHa B HanumoHnanHara 3[paBHOOCUTYpHUTENIHA Kaca OlIEHKa Ha
3IpaBHUTE TeXHOJIOTHUHM 110 Wi. 30B O pej U yCIOBUs, ONpeeieHu B Hapeaodara mo wi. 30a, ai.
4.

(2) BugoBere MeAMIIMHCKU M37ENUSA, 32 KOUTO C€ M3BBPILIBA OIEHKA Ha 3/paBHUTE
TEXHOJIOTHH 110 all. | ca:

a) MEAMIIMHCKY U3nenus, kaacupuiupanu kato kiac IIb u xnac Il B choTBeTCcTBHE C
wieH 51 ot Permament (EC) 2017/745;

0) MEIMUIMHCKUA M3JeNus 3a MHBUTPO JMAarHOCTHKa, Kiacupuuupanu kato kiaac D B
crotBeTcTBUE ¢ wieH 47 ot Pernmament (EC) 2017/746.

(3) HanmonanHara 31paBHOOCUTYPHUTEIIHA Kaca peocTaBs Ha HalmoHanHus ChBET 10
LIEHU U peuMOypcHpaHe Ha JIEKapCTBEHHUTE MPOAYKTU OLIEHKAaTa Ha 3[paBHATa TEXHOJOTHS,
OTHAcHIIa ce JJ0 MEAUIIMHCKO H3JieNnue, momnaaamo B ooxsara Ha Pernament (EC) 2021/2282 u
KOSITO € Ouja mpeaMeT Ha CbBMECTHA KJIIMHUYHA OLIEHKA B 7-THEBEH CPOK, CYUTAHO OT Jarara
Ha HEWHOTO mpuKIouBaHe. HamuoHanHata 3ApaBHOOCUTYpUTEIHA Kaca MpPEeNoCTaBs U
nH(pOopMalKs 32 HAUMHA, 110 KOWTO JTIOKJIaIUTe 32 CbBMECTHU KIMHUYHU OLleHKU 1o PermamenT
(EC) 2021/2282 ca Ounu B3eTH 10 BHUMaHUE MPY U3BBPIIBAHETO HA HAIIMOHAIHA OIICHKA HA
3/paBHAaTa TEXHOJIOTHSI.

(4) Koraro 6b/1e u3BbpIlIeHA OLIEHKA HA 3{paBHATa TEXHOJIOT U IIPEIU WA HE3aBUCHMO
OT 3alo4BaHE€ Ha IMpolieca MO M3rOTBAHE HAa ChBMECTHA KIMHHUYHA OIICHKAa WU TpU
aKTyalqM3alus Ha OIeHKa Ha 3/paBHa TeXHOJOorus mo wi. 7, map. 1, 6. B) u r) ot Pernamenr



(EC) 2021/2282, HaunoHnanHata 3paBHOOCUTYPHUTEIHA Kaca MPEJOCTaBs OLIEHKATa Ha Ta3u
3[paBHa TEXHOJIOTUS Ha HanmoHanHMS ChBET MO LIEHH U peMMOYpCHpaHe Ha JIEKapCTBEHHUTE
IPOAYKTU B 7-THEBEH CPOK CJI€Jl HEHHOTO MPUKIIOYBAHE.”.

8§ 24. Ynien 31 ce u3MeHs Taka:

Hdim. 31. (1) WsmbaHuWTenHATa areHmus I10 JIeKapcTBaTa BOJIW PETUCTHP Ha
MIPOU3BOIUTEIIUTE/ YIIBTHOMOIIEHUTE MPEACTABUTENHN M HA MEAUITUHCKUTE M3SITHS 110 1. 27,
Ha MEIMITMHCKH W3JCHS 3a MHBUTPO JUArHOCTHUKA IO WI. 28 M HAa MEAMIIMHCKUTE W3S,
M3pabOTEHH 10 MOPBHUKA MO WI. 29, KOUTO ChAbPXKA:

1. HOMep | /1aTa Ha PETUCTpAIus;

2. HaMMEHOBaHME, BUJ, Kiac U yHuKaneH uaeHtudukarop (UDI) Ha MeaMIIMHCKOTO
u3JieNre, ChOTBETHO HAa MEIUIIMHCKOTO U3/ENIUE 32 MHBUTPO JUArHOCTHKA; HAUMEHOBAHUE Ha
MEIUIIMHCKOTO U3JIeINe, U3paboTEHO 1O MOPHUKA;

3. uMe, aapec W CealuIle Ha yIpaBleHHE, aipec Ha MSCTOTO Ha OCBIIECTBSIBAHE Ha
CTOIaHCKaTa JEHMHOCT Ha 3asgBUTEIs 1o wi. 27, an. 1 mum ain. 4 v o ui. 28, ain. 1 wim an. 4,

4. nara Ha 3aJIMYaBaHe HA MEIUIIMHCKOTO U3/EIINE/METUITUHCKOTO H3/CIUE 32 UHBUTPO
JINAarHOCTHKA OT PETUCThpa U OCHOBAHHUETO 32 TOBA;

5. 3a0€IeKKH 110 BIIMCAHUTE 00CTOSITEIICTBA.

(2) srpiHuTEIHATA areHIINS 110 JIEKapCTBaTa MPEI0CTaBs JaHHHU 3a PErMCTPallnsaTa Ha
u3aenusara mo wi. 27, an. 1, un. 28, an. 1 v wi. 29, an. 1 npu nouckBaHe OT peryjaaTopHU OpraHu
Ha JIPYTH ABPXKAaBU WICHKH WJIM OT PETYJIAaTOPHU OpraHu Ha AbpKaBu OT EBpomeiickoTo
MKOHOMHUYECKO IIPOCTPAHCTBO U OT EBponeinckara KoMucus.

§ 25. B HauMcHOBaHMETO Ha TJaBa TpeTa Hakpas ce 100aBsi ,,d HM3MUTBAHUS Ha
JENCTBUETO HA MEIULIMHCKU U3JENINS 34 UHBUTPO JUArHOCTHKA“,

8 26. B rimaBa tpera gymute ,,Paznen | O6mm pasnopenou’ ce 3amvaBar.

8§ 27. Unen 32 ce U3MeHs Taka:

»d1. 32. (1) KnuHuuHO M3NUTBaHe HAa MEIUIIMHCKO H3JIEIME€ Ha TEpUTOpUATa Ha
Peny6nika Beirapus ce mpoBex/a npH ycioBusita u o pena Ha Pernament (EC) Ne 2017/745
¥ Ha TO3H 3aKOH.

(2) UznuTBaHe Ha AeiCTBUETO HAa MEAMIIMHCKO M3/ENIME 3a MHBUTPO JUATHOCTHKA Ha
TeputopusTa Ha Penybnuka beirapus ce mpoBexa npu yclioBusTa U 1o pena Ha Pernament
(EC) Ne 2017/746 u Ha TO3M 3aKOH."

8 28. Unien 32a ce oTMeHs.

8 29. Unen 33 ce u3MeHs Taka:

,di1. 33. Kimmandao M3MHTBaHE HA MEIWIMHCKO HM37ACIHE, CHOTBETHO HM3IIMTBAaHE Ha
JNENCTBUETO Ha METUITMHCKO U3/IENNE 32 MHBUTPO JUArHOCTHKA, Ha TepUTOpusTa Ha Permybnuka
boparapust Moxke 1a ce mpoBexaa B Je4eOHU 3aBelleHUs 3a OOJHUYHA MOMOII, [IEHTPOBE 3a
TICUXUYHO 3/IpaBe, IIEHTPOBE 32 KOKHO-BEHEPHUIECKH 3a00JIIBaHNS, KOMIUIEKCHH OHKOJIOTUIHHI
LIEHTPOBE, AUAIM3HU LIEHTPOBE, JIMAarHOCTUYHO-KOHCYJITATUBHU LIEHTPOBE, MEIULIMHCKHU
[IEHTPOBE, JACHTAIHH IIEHTPOBE U MEIUKO-/IEHTATHU [IEHTPOBE, KAKTO W B WHIWBUIYATIHU U
TPYNOBU TMPAKTUKKA 3a IbPBUYHA M CHELUUATU3MpaHA MEIUMLMHCKA IOMOIL, MOTYYHIH
pasperieHue 3a OCHIIECTBIBAHE HA JIGWHOCT CHOTBETHO YJOCTOBEPEHUE 3a PETUCTpAIUs IO
pena Ha 3aKoHa 3a JeueOHUTE 3aBeIeHus.

8§ 30. Ynen 34 ce orMeHs.

8 31. Ynenose 36 u 37 ce OTMEHAT.



8 32. Ynen 38 ce u3MeHs TaKa:

,»d1. 38. (1) KnuanvHO M3nuTBaHEe Ha MEIUIIMHCKO U3CIINe BhPXY MAJIOJICTHO JIUIIE Ce
MPOBEXa clie]] oJy4yaBaHe Ha MUCMEHO UH(POPMHUPAHO ChIVIaCHE HA IBaMaTa POJUTENN WU
Ha HACTOMHMKA Ha JuieTo. Korato eIMHUAT poAUTEN € HEU3BECTEH, MOYMHA WU € JIUIICH OT
POJUTENICKH IIPaBa, UK HE ca My NPEJOCTaBEHU TaKUBa IIpaBa B CIy4yauTe Ha pa3Bojl, MUCMEHO
uH(GOPMUPAHO CHIIIACHE JaBa POJAUTENAT, KOUTO YIPAXKHSIBA POAUTEICKUATE TIPaBa.

(2) KiMHUYHO M3MUTBAaHE HA MEIUIIMHCKO H3JEIHE BBHPXY HEMBIHOIETHO JIUIE Ce
MPOBEXAA CIE/ MOTydaBaHe Ha MHUCMEHO MHGOPMUPAHO CHIIACHE OT JIUIIETO W OT JBamara
pOaUTENN WK OT nonednTest. Koraro equHUsT poauTes € HEM3BECTEH, MOYMHA WIH € JIUIICH
OT POJMTEIICKH TpaBa, WIM HE ca My MPEJOCTABEHU TAaKMBa MpaBa B CIydyauTe Ha Pa3Bo],
MUCMEHOTO MH(POPMUPAHO ChIVIACHE CE€ JaBa OT HEM'BJIHOJIETHOTO JIMIIE U OT POJUTENS, KOWTO
YIpaKHSIBA POJUTEICKUATE MPaBa.

(3) B cnygauTe mo wi. 162, an. 3 ot 3akoHa 3a 3paBeTo HHGOPMUPAHO ChITIACHE 1aBa
HAa3HA4€HOTO OT ChAa Jine.

§ 33. Unenose 39 — 41 ce OTMEHST.

8 34. Uinien 42 ce u3MeHs Taka:

»din. 42. Tlpu npoBexJaHe Ha KIMHUYHO H3MUTBAaHE W/WIM Ha M3MMTBAaHE Ha
JeiicTBUeTO  Ha Teputopusita Ha PemyOnuka bbarapus, Bb3JI0XKUTEISAT ONpereNis JIMLE 3a
KOHTAaKT, yCTAHOBEHO Ha Tepuropusita Ha PenyOnuka bbarapus.*

8§ 35. Unen 43 ce u3MeHs TaKa:

,di1. 43, (1) KnuanuHo U3nuTBaHe, ChOTBETHO U3MUTBAHE HA ICUCTBUETO CE U3BBPIIBA
MOJI PHKOBOJICTBOTO Ha M3CIIEJIOBATEN, KOWTO € JIeKap WU JieKap MO JIEHTallHA MEAUIIMHA, C
MpHU3HaTA CIEIUATHOCT B ChOTBETHATA 00JIaCT.

(2) Beuuku nuia, mpoBeXAAlM KIWMHUYHO HM3MUTBaHE, CHOTBETHO HU3IMTBAaHE Ha
JEHCTBUETO TPsIOBa Ja OTrOBapsT Ha U3UCKBaHUATA HA Wi. 62, maparpad 6 ot Perimament (EC)
Ne 2017/745, cvotBetHO Ha ui. 58, maparpad 7 ot Pernament (EC) Ne 2017/746.

8 36. Unen 44 ce nu3MeHs Taka:

»dI1. 44, BB3NOKHUTENAT W HW3CIEN0BATENAT CKJIIOYBAT JOTOBOP 3a 3acTPaxoBKa,
MOKpHBAIlla OTTOBOPHOCTTa MM 3a NPUYMHEHHWTE MPU WU IO IOBOJ MPOBEXKIAHETO Ha
KIIMHUYHOTO U3MMTBAHE/U3IMMUTBAHETO HA JICHCTBUETO HEUMYIIECTBCHH U UMYIIICCTBCHH BPEIH
Ha yYaCTHHUILIUTE.

8§ 37. B rmaBa tpera nymure ,,Paznen Il Paspemenue 3a mpoBexaaHe Ha KIMHHYHO
M3NHATBAHE" CE 3aJIMYaBarT.

8 38. Uiien 45 ce u3MeHs Taka:

,di1. 45, (1) KnuanuHo M3nuTBaHe HAa METUIIMHCKO u3aenue mo wi. 70, maparpad 7,
OykBa ,,a* ot Pernmament (EC) 2017/745 ce npoBexna Ha TepuTopusita Ha PenyOnuka briarapus
cien yBelnoMsBaHE Ha BB3NokuTens or MAJI, e 3asBieHHETO € pPeaoBHO, M € HM3aJICHO
MOJIOKUTENHO cTaHoBHIEe oT ETnuHara komucus 3a knmuHudHd n3nutBanus (EKKU) mo um.
103, an. 1 oT 3akoHa 3a JIEKapCTBEHUTE MIPOIYKTH B XyMaHHATa MEIMIIMHA.

(2) KnuHUYHO M3MUMTBAaHE HA MEIUIIMHCKO u3naenue mo wi. 70, maparpad 7, Oyksa ,,0°
ot Permament (EC) 2017/745 ce npoBexna Ha Teputopusita Ha Penmybnuka bearapus cien
MoJTydyaBaHe Ha pa3pelleHre OT U3MBIHUTEeTHUS nupekTop Ha ATl u u3nageHo noJoKUTEIHO
cranoBuule ot EKKH.

(3) KnuanyHO W3MHMTBaHE HA METUIIMHCKO u3aenue mo wi. 74, maparpad 1 ot
Pernament (EC) 2017/745 ce mpoBexxkna Ha TepuTopusara Ha PemyOnmuka bearapus cnep
yBenpoMsiBane Ha MAJL oT BB3IOKUTENS MO peAa Ha CHINHS WICH U U3IaJICHO TOJOKUTEITHO



cranosuiie ot EKKU.

(4) Anunen 1 u 2 ce nmpuaaraT CbOTBETHO U 3a KIIMHUYHO M3IUTBaHE HA MEIMIIUHCKO
uzjaenue 1o wi. 74, maparpad 2 ot Pernmament (EC) 2017/745.

(5) 3a onieHka Ha JOKyMEHTAIMATA 110 all. 1 — 4 BB3JIOKUTENAT 3ariaimia Takca Ha MAJI
u takca Ha EKKU B pa3mep, onpenenen cpriiacHo Tapudarta mo wi. 7, ai. 1.

8§ 39. Uiien 46 ce U3MeHs TaKa:

4. 46. (1) M3nuTBaHe Ha ACHCTBMETO HA MEIMIIMHCKO H3JEIHE 3a HWHBHUTPO
JIMarHOCTHKA 110 wi. 66, maparpad 7, Oyksa ,,a“ ot Perimament (EC) 2017/746 ce npoBexia Ha
Teputopusta Ha PemyOnmka bearapus cien yBemomsiBane Ha Bb3joxkutens ot MAJIL, dge
3asABJICHUETO € PEJIOBHO U € U3/1aJICHO TOJ0KUTEIHO cTaHoBuIle oT EKKH.

(2) WsnutBaHe HAa ACHCTBHUETO HA MEIMIIMHCKO W3JIEIHE 32 MHBUTPO AMArHOCTHKA IO
1. 66, nmaparpad 7, o6yksa ,,0° ot Pernmament (EC) 2017/746 ce npoBexaa Ha TEpUTOPHSATA Ha
PenyOiinka beirapus ciien mojyyaBaHe Ha pa3pelieHre OT U3ITbIHUTETHUS qupekTop Ha MAJI
Y U3AaJ€HO NoJIokKUTeNHO ctaHoBuile ot EKKH.

(3) U3nuTBane Ha NEWCTBHETO HA MEAUIIMHCKO M3JICIUE 32 MHBUTPO TUATHOCTHUKA TI0
yi1. 70, maparpad 1 ot Pernmament (EC) 2017/746 ce npoBexaa Ha TepuTopusiTa Ha PenyOnrka
boearapus cien yBegomsiBane Ha MAJI oT BB3JIOKHUTENS 10 peia Ha CHIMMSA WICH U U3/1aJICHO
noJjioxkuteHo cranosuiie ot EKKU.

(4). Anuaen 1 m 2 ce mpuiaraT ChbOTBETHO M 3a H3IUTBAHE Ha IEHCTBHETO Ha
MEAHMIIMHCKO HM3JIeTNe 32 MHBUTPO auarHoctuka mo wi. 70, maparpad 2 ot Permament (EC)
2017/746.

(5) 3a orienka Ha TOKyMEHTANMATA 110 al. 1 — 4 BB3JI0KUTENIAT 3aruiania Takca Ha MAJI
u takca Ha EKKU B pasmep, onpenenen cpriacHo Tapudara mo wi. 7, ain. 1.

8 40. Cp3naBa ce HOB uiI. 47:

,»d1. 47. (1) Be3noxurenar noaasa 1o MAJI 3asBnenune u qokymenrtanus no wi. 70,
naparpad 1 ot Permament (EC) 2017/745 3a mpoBexgaHe Ha KIMHHUYHO HM3MUTBAaHE Ha
MEAMIMHCKO HU3/IeTNe Ha TepuTopusiTa Ha PenmyOnrka bbirapus, upe3 enekTpoHHaTa cuctema
10 4iI. 73 OT ChIIUS PErIaMeHT.

(2) B cinyuante mo an. 1 BB3IOKUTEISAT MPEICTaBs TOKYMEHT 3a IUIaTeHa TaKca,
chIyIacHO TapudaTta 1o wi. 7, aj. 1, Koraro 1jiamn@aHeTo He € U3BbPILEHO MO eIEKTPOHEH ITbT.

(3) MW3nbnHuTenHaTa areHOMs IO  JIEKApCTBaTa  OICHSABA  3asABICHUETO U
JToKyMeHTanusTa o an. 1 mo pena na Pernmament (EC) 2017/745.

(4) M3nbnHUTEIHATA areHIUS 10 JISKapCTBaTa MPU YCIOBUATA M IO pena Ha wi. 70 u 71
ot Permament (EC) 2017/745 yBenomsiBa, ue 3asBICHUETO € PEIOBHO WM MIPAaBH OTKa3 MO 4JI.
70, maparpad 3, an. 2 OT CBIIMS PEriiaMeHT, ChOTBETHO W3/1aBa pa3pelieHue 3a KINHUYIHO
U3IUTBAHE WIK OTKa3Ba Pa3perIaBaHeTo My.

(5) OtkazpT 1o an. 4 nmoanexu Ha oOXanmBaHe IO  peJa  Ha
AJIMUHHCTPAaTUBHONPOLIECYATHHS KOAEKC.

8 41. Ynewn 48 ce u3MeHs Taka:

,di1. 48. (1) Be3noxurensat nonaBa 1o MAJI 3asBiieHHe W TOKYMEHTAIUS 10 WI. 66,
naparpad 1 ot Permament (EC) 2017/746 3a mpoBexnaHe Ha W3MUTBAHE HA JIEUCTBUETO HA
MEAMIIMHCKO U3/IeTTUE 32 UTHBUTPO TMATHOCTHKA Ha TepuTopusta Ha Pemybnuka benrapus, upe3
€JIEKTPOHHATa CUCTEeMa Mo 4. 69 OT ChIIUS PETJIAMEHT.

(2) B canyuante mo an. | BB3IOKHUTEIAT NMPEACTaBs JOKYMEHT 3a IUIATCHA TaKca,
ChIJIacHO Tapudarta mo wi. 7, ajt. 1, KoraTo miamn@aHeTo He € U3BHPIICHO MO eIEKTPOHEH BT.

(3) UsmbnHuTenHaTa areHmWs MO  JIeKapcTBaTa  OICHSBA  3asBICHUETO U
JToKyMeHTarusaATa 1o ai. 1 mo pexa va Pernmament (EC) 2017/746.

(4) M3npiHUTEIHATA areHIIUS 110 JICKApCTBAaTAa MPU YCIOBHATA U TI0 peia Ha Wi 66 u 67
ot Pernament (EC) 2017/746 yBenomsBa, 4e 3asBJICHUETO € PEAOBHO WJIM MTPaBU OTKAa3 1O 4JI.
66, maparpac¢ 3, an. 2 OT ChIIKA PETIAMEHT, ChOTBETHO M3/1aBa pa3pelleHue 3a U3MUTBAHE Ha



JeicTBUE MITH OTKa3Ba pa3periaBaHeTo My.
(5) Ortkazpr mnmo anm. 4 momiekd Ha oOxajgBaHe IO  peda  Ha
AJIMUHUCTPAaTUBHONPOLIECYAIHUS KOJEKC.

8 42. Cw3naBa ce 4. 48a:

,,d11. 48a. M3nutBaHe Ha AceiicTBUETO 1o wi. 58, map. 2, u3p. BTopo ot Pernament (EC)
2017/746 ce npoBexaa Ha TepuTopusita Ha PenmyOnmka brarapus cien moaaaeHo yBeJoMICHUE
oT BB30kuTeIs 10 MAJI 1 u3maneno nosoxurenno cragosuiie or EKKIM.“

8 43. Cp3naBa ce HOB wi. 49:

,di1. 49. (1) 3a moyiygaBaHe Ha CTaHOBHIIE 110 Wi. 45 BB310KUTENAT noaaBa 10 EKKU
3asBJICHUE U JJOKyMeHTanusaTa 1o Paznenu 1, 3, 4.1,4.3,4.4. u 4.5 na I'nasa II ot [Tpunoxenue
XV na Pernament (EC) 2017/745.

(2) KpMm 3asBrneHuero mo aji. 1 ce mpuiara JOKYMEHT 3a IIaTe€Ha TaKca, ChIVIACHO
tapudara 1o wi. 7, aji. 1, Koraro miamaHeTo He € U3BBPIICHO M0 EJIEKTPOHEH IThT.

(3) ETnunata xomMucus 3a KJIMHUYHM HM3IHATBAHHUS OIICHSABA E€TUYHUTE ACICKTH Ha
KJIIMHUYHOTO M3MUTBaHE B CPOK J0 30 JHM OT mojaBaHe Ha 3asBJIEHUETO 1O ail. | W u3aaBa
MTOJIOXKUTETHO WU OTPUIIATETHO CTAHOBHIIIC.

(4) Ilpu u3ucKBaHe Ha JOMBIHUTEIIHA HHPOPMAIUS U JOKYMEHTAITUS, CPOKBT 1O al. 3
cripa Jia Teue.

(5) B cnyuaii, ye BB3IOXHUTENIAT HE MPEICTaBH B Cpok 0 20 JHM H3HCKaHATa
uH(pOopMalKs U JOKYMEHTAalUsI, IpoleAypara ce mpekparsna.

8 44. Ynen 50 ce u3MeHs TaKa:

,»di1. 50. (1) 3a momygaBaHe Ha CTAHOBHIIE 10 WI. 46 BB3I0KHTEIAT TToAaBa 10 EKKIU
3asBJI€HUE U TOKyMeHTauusTa no Paznenu 1, 3, 4.1, 4.3, 4.4. u 4.5 na I'nasa [ ot [Ipunoxenue
X1V na Pernament (EC) 2017/746.

(2) KbMm 3asBrneHuero mo aji. 1 ce mpuiara JOKYMEHT 3a IIaTeHa TaKca, ChIVIACHO
tapudara 1o 4i.7, aj. 1, KoraTo IiamaHeTo He € U3BBPIICHO IO eJIEKTPOHEH ITBT.

(3) ETnunata xomMucCHs 3a KJIMHUYHH HM3MHATBAHHS OIICHSIBA ETUYHUTE aCICKTH Ha
W3MHATBAHE HA JIEHCTBUETO B CPOK 0 30 JTHU OT MOJaBaHe HA 3asABICHHUETO MO al. | U u31aBa
MOJIOKUTETHO WJIM OTPUIIATEIIHO CTAHOBUIIIE.

(4) Ilpu n3uckBaHe Ha TOMBJIHUTEIHA HH(GOPMaLUs U JOKYMEHTAIs, CPOKBT 1O al. 3
CIypa Jia Teye.

(5) B cimyuaii, ye BB3TOXKHUTENAT HE TPEICTaBH B Cpok 10 20 IHU HW3HCKaHATA
uH(pOopMaIlns U JOKYMEHTAaIIUs, IPoLeyparTa ce mpeKkpaTsiBa.

8 45. Cp3paBa ce . 50a:

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

(2) Kbm 3asBnennero mo an. | ce mpuiara JOKYMEHT 3a IUTaT€Ha TakKCa, ChIIIACHO
Tapudara 1o wi. 7, aj. 1, KoraTo riamaHeTo He € U3BBPUIECHO MO €JIeKTPOHEH ITbT.

(3) Ernynara koMucus 3a KIMHUYHHM W3MHUTBAHUS OICHSIBA €TUYHUTE AacCleKTH Ha
M3NUTBaHE Ha JEUCTBUETO B CpOK 10 30 THM OT MOJIaBaHE Ha 3asBJICHUETO MO all. 1 ¥ U3gaBa
MOJIOKUTETHO UM OTPULIATETHO CTAHOBHILIE.

(4) Ilpu n3KucKBaHe Ha JONBJIHUTENHA HH(GOPMAaLKA U JOKYMEHTAIUs, CPOKBT MO ajl. 3
criypa Jia Teye.

(5) B cimyuaii, ye BB3TOXHUTENAT HE TPEICTaBH B Cpok 10 20 JHM H3HMCKaHAaTa
uHpOpMaLUs U TOKYMEHTaLus, IpoLeaAypaTa ce mpeKparsBa.

8 46. Ynen 51 ce usMmeHs Taka:
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L. 51. (1) Bb3n0XUTENSAT MOXE Ja NPUJIOXKH ChUIECTBEHU MPOMEHU B KIMHUYHO
M3IUTBaHE, aKo B CPOK /10 38 JHU OT Jarara Ha nojaBaHe Ha yBegomsieHue MAJI e ysenomu
BB3JI0KHUTENS 32 U3aJIeH 0TKa3 ChriiacHo wi. 75, maparpad 3, Oyksa ,,a“ ot Pernament (EC)
2017/745 u nma n3naneso nojaoxureado craHosuie ot EKKU.

(2) Bp31okuTenaT mojaBa yBEAOMIICHHE M JIOKYMEHTalus 1o wi. 75, maparpad 1 ot
Pernament (EC) 2017/745 no UAJI upe3 enekTpoHHaTra cHcTeMa IO Wi. 73 OT ChIIUSA
pEerjlaMeHr.

(3) B caywaute mo an. 2 BB3JIOKUTEIAT MPEACTaBs JIOKYMEHT 3a IUIaTeHa Takca,
chriacHo Tapudara mo wi. 7, ai. 1, KOraro IianjaHeTo He € U3BBPIICHO 10 SJICKTPOHEH ITBT.

(4) UznbpnanutenHaTa areHUus IO JIeKapcTBaTa OIEHSBAa YBEAOMJICHHETO U
JOKyMEeHTaIusTa o ai. 2 mno pena va Permament (EC) 2017/745.

(5) 3a mony4aBaHe Ha CTAHOBHILE MO all. | BB3IOKUTENAT MMOAABa YBEIOMIECHUETO U
nokymeHnTanusara o ain. 2 1o EKKU, npuapyxeHno ¢ TOKyMEHT 3a IJlaTeHa Takca, ChbIIacHO
Tapudara 1o wi. 7, aj. 1, KoraTo riamaHeTo He € U3BBPIICHO MO eJIEeKTPOHEH MbT.

(6) ETnunara koMucHs 3a KIMHUYHU HM3MUATBAHMS HM3BBPIIBA OIICHKA HA CTUYHHTE
ACTEeKTH Ha ChIIECTBEHATa MPOMsHA B cpok 0 30 IHU OT JaTaTa Ha MOJABAaHETO M W W3JaBa
MOJIOKUTETHO WJIM OTPULIATEIIHO CTAHOBUIIE.

8 47. Uinien 52 ce U3MeHs Taka:

,»d71. 52. (1) Bp3noxurenst Moxke Ja MPUIOKHU ChIIECTBEHU IPOMEHH B U3MUTBAHE HA
JIEMCTBUETO, aKO B CPOK 110 38 IHM OT JaTaTa Ha rojaaBaHe Ha yBenomiienue, MAJI He yBenomu
BB3IIOKUTENS 32 U3/AaJIeH OTKa3 chryiacHo wi. 71, maparpad 3, 6ykBa ,,a“ ot Permament (EC)
2017/746 n w3npaneHo noyioxkutenHo craHopwuile ot EKKH.

(2) Bb3noxuTenar mojiaBa yBeIoOMIIGHUE U JOKyMeHTauus o 4i. 71, maparpad 1 ot
Permament (EC) 2017/746 nmo WAJL upe3 enekTpoHHaTa cucTeMa IO Wi. 69 0T chIus
perjaMeHr.

(3) B cinyuaunte mo an. 2 BBIIOKUTEIST MPEICTaBs TOKYMEHT 3a IUIaTeHa TaKca,
chriaacHo Tapudara mo wi. 7, an. 1, Koraro mianjaHeTo He € U3BBPIICHO MO EIEKTPOHEH MBT.

(4) W3nbnHuTenHaTa areHUMs IO JIEKapcTBaTa OLIEHABA YBEAOMJIEHHETO U
JTOKyMeHTanusTa 1o ai. 2 no pena Ha Pernmament (EC) 2017/746.

(5) 3a monyyaBaHe Ha CTAHOBWIIE MO al. | BB3IOKHUTENST 1MOJaBa YBEIOMIICHHETO U
nokymeHnTarusaTta no an. 2 no EKKU, npuapyxeHo ¢ JOKyMEHT 3a IjiaTeHa Takca, ChIIIacHO
tapudara 1mo wi. 7, a. 1, KOrato IuianiaHeTo He € U3BBPIICHO 110 eIEKTPOHEH IIBT.

(6) ETnunHata xoMucHs 3a KIMHAYHU W3MUTBAHUS HM3BBHPIIBA OIEHKA HA €THUYHUTE
ACITIeKTH Ha CHIIECTBEHATa MPOMsHA B cpok 10 30 qHH OT Jarata Ha NMOJABAHETO i, M M3/1aBa
MOJIOKUTETHO WIIM OTPUIIATEIHO CTAHOBHIIIE.

8 48. Uinien 53 ce u3MeHs Taka:

»d1. 53. (1) Ipu ycnoBusita u no peaa Ha wi. 76 ot Permament (EC) 2017/745
U3IBJIHUTETHUAT AupekTop Ha MAJI cbe 3amoBen:

1. oTHEeMa U3aICHOTO pa3pelIeHNe 3a KIMHUYHO N3UTBAHE;

2. criMpa WM MpeKpaTsBa MPOBEXKIAHETO Ha KIMHUYHOTO U3ITUTBAHE;

3. M3UCKBA J1a CE IPOMEHST OIPEIeIeH! aclleKTH Ha KIMHUYHOTO U3ITUTBAHE.

(2) IIpu ycnoBusra u o pena Ha wi. 72 ot Pernmament (EC) 2017/746 u3nbIHUTENHUAT
nupektop Ha MAJI cbe 3amoBen:

1. oTHEeMa U3aICHOTO pa3pelleHUe 3a U3MUTBAHE HA JeIICTBHETO;

2. ciMpa WM IpeKpaTsBa MPOBEXIAHETO Ha N3MIUTBAHETO Ha JICHCTBHUETO;

3. M3UCKBa J1a c€ IPOMEHAT OINPEEIICHH ACTIEKTH HAa U3IUTBAHETO HA JIEHCTBHUETO.

8 49. Unenose 54 — 60a ce OTMEHST.

8 50. Unen 61 ce u3MmeHs Taka:
,din. 61, M3meianuTenHaTa areHIMs IO JieKapcTBaTa € OpraH, OTroBapsml 3a
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HoTuduIMpanute opranu no wi. 35, maparpad 1 or Permament (EC) 2017/745, choTBETHO 1O
ui. 31, maparpad 1 or Pernament (EC) 2017/746.%

8 51. Usnien 62 ce u3MeHs Taka:

,,di1. 62. (1) Pa3pernienue 3a orieHsIBaHE Ha ChOTBETCTBUETO HA MEAMIIMHCKU M3CITHS U
Ha MEIULIUHCKH U3/I€THS 32 UHBUTPO AMATHOCTHKA, BKIIFOUMUTEIHO OLICHSABAHE HA KIMHUYHUTE
JaHHY, ce u3JaBa OT u3NbJHUTENHUS aupektop Ha WMAJI mo pena nHa Pernmament (EC)
2017/745,cvotBetHo Ha Permament (EC) 2017/746 Ha pu3HUYECKO WM IOPHIAYECKO JIHIIE,
peructpupano 1mo THProBCKHS 3aKOH, Ch3JIJCHO ChC 3aKOH WM C aKT Ha MUHUCTEPCKHS
ChBET.

(2) JIuuero, koeTo KaHIUIATCTBA 3a U3/IaBaHe Ha paspelieHue mo ai. 1 nogasa qo MAJI
Ha €JICKTPOHEH HOCHUTEIN 3asBJICHHE, B KOETO MOCOYBA M3JIENHITA U MPOLEIypUTE, 32 KOUTO
KaHUAATCTBA, IPUIPYKEHO C TOKYMEHTAIIMATA, JOKA3BaIlla CIIa3BaHETO HA M3UCKBAHUATA HA
[Tpunoxxenue VIl na Pernament (EC) 2017/745, chorBetHo Ha [Ipunoxenue VI na Pernament
(EC) 2017/746 m nokyMeHT 3a IuUIaTe€Ha Takca, ChrilacHo Tapudara mo wi. 7, ai. 1, koraro
MUTAIAHETO HE € U3BBPIICHO MO €IeKTPOHEH MbT.

8§ 52. UneHose 62a - 68 ce OTMEHSAT.
8 53. Unenose 70 — 76a ce OTMEHST.

§54. Bui. 77, an. 1 HaBCAKB/IE CIIE JYMHTE ,,MEIUIIUHCKH U3AETHS” ce 100aBs ,, /Ui
MEIUIIMHCKHU U3JICHS 32 MHBUTPO TMArHOCTHKA .

8 55. Ce31asa ce ui. 77a:

,di1. 77a. Teprosen Ha eApoO C MEIUIIMHCKU W3IETHUSA W/WIH MEIUIIMHCKA U3JICTUs 32
WHBUTPO JMATHOCTHKA, HE MOXe J1a ObJIe MPUTEKATE HAa pa3pelieHUe 3a ThPTOBUS Ha IPeOHO
C JIeKapCTBEHU MPOAYKTH, M3JAJCHO MO pelda Ha 3aKOHA 3a JIEKAPCTBEHHUTE MPOIYKTH B
XyMaHHaTa MeIuIHHA.

8 56. B ui1. 78 ce mpaBsT CAeIHUTE U3MEHEHHS U JIOTTbIHCHUS:

1.Ban 1:

a) B TeKCTa mpenu T. 1 cied IDymMuTe ,,METUIIMHCKU H3Ienus’ ce J00aBs ,,u/win
MEIUIIMHCKHU U3ENUS 34 UHBUTPO IMarHOCTHKA™, a 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 mocras 3anetas u ce A00aBs
,,KOTaTO IJIALIAHETO HE € U3BBPILEHO MO ENEKTPOHEH BT .

2.Ban. 2:

a) B TeKcTa mpeaud T. | ciem AyMuTe ,,MEAMIIMHCKH HU3JIETUsA ce H00aBsAT W/ WU
MEJIUIIMHCKYU U3JIeNINS 32 UHBUTPO JUArHOCTHKA®;

0) B T. 1, OykBa ,,a*“ TyMUTE ,,METUIIMHCKUTE M3/ICIIHsI, [IOCOYCHH B CITHUCHKA 110 ail. 1, T.
2 ce 3aMEHAT C ,,MEIUIMHCKUTE W3JENIUs W/WIN METUIIMHCKUTE W3JETUs 32 WHBUTPO
JMarHOCTHKA ",

B) B T. 2 CJIe/I JYMUTE ,,MEUIIMHCKU M3ICIHSA* ce T00aBAT ,,i/MJIM METUIIMHCKU U3CIIHS
34 HIHBUTPO JUArHOCTHKA®.

8 57. B ui1. 78a ce mpaBsIT ClIeJHUTE U3MCHEHUS U IOMbITHEHUS

1. HaBcsakbae cnen nyMuTe ,,MEIUIUHCKHA H3AENUs’ ce N00aBs ,,l/WIM METUITUHCKU
W3ENHS 34 UHBUTPO JUArHOCTUKA .

2. Touka 3 ce OTMEHS.

8 58. B un. 79, an. 2 cinen AymuTe ,,MEIUIUHCKU H3ACHs” ce 00aBs ,,l/WIU
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MEIUIIMHCKHU U3/ETHS 32 MHBUTPO IMATHOCTHKA .

8 59. B un. 80 ce mpaBsT CICAHUTE U3MEHEHUS U JOIIBIHCHU:

1. B an. 1 cmen mymure ,,MEIUIIMHCKH H3Aeaus’ ce 100aBs /WM MEIUIIMHCKA
W3JICIUs 32 UHBUTPO JHMArHOCTHKA”, a clie] AyMHTE ,,Tapudara mo wi. 7, an. 1 ce mocraBs
3areras ¥ ce 100aBs ,,KoraTo IJIAIaHETO He € U3BBPIIEHO 10 eJIEKTPOHEH BT,

2. B an. 3 nymure ,,u/vim npy NpoMsiHA Ha CIIMCHKa HA BUJIOBETE MEIUIIMHCKH U3JCITHUS,
C KOMTO ThPryBaT* ce 3aJuyaBar.

8 60. B un. 80a, an. 1 ciaexm aymwre ,,MEIUIMHCKH H3IeIus” ce 100aBs ,,u/WId
MEJIUIIMHCKHU U3/ICTHS 32 MHBUTPO JTMATHOCTHKA .

8 61. B un. 81 ce mpaBsT CICAHUTE U3MEHEHUS U JOIIBIHCHU:

1. B tekcra npenu T. 1 gymara ,,perucTbp’ ce 3aMeHs C ,,ITyOJTUYeH PEerucThp .

2. B 1. 1 cnen mymuTe ,,MEIMIIMHCKY U3ICIUsA” ce J00aBs ,, /UK MEIUIIMHCKH U3CIIHS
3a UHBUTPO JUAarHOCTHKA .

3. B T. 4 cnen nymuTe ,,MEIMIIMHCKY U3CIUsA” ce J00aBs ,, /UK MEIUIIMHCKH U3CIIHS
3a UHBUTPO JUAarHOCTHKA .

4. Touka 6 ce OTMCHS.

8 62. B ui. 82 ce mpaBsT CIACIHUTE H3MCHCHHUS

1.Ban 1:

a) 1. 1 gymure ,un. 15“ ce 3amensar ¢ ,,Permament Ne 2017/745, cbOTBETHO Ha
Pernament Ne 2017/746°;

0) T. 2 gymure ,,110 wi. 63, an. 4 ce 3aauyaBaT, a JyMHUTE ,,HapeaouTe mo @wi. 18 ce
3aMeHArT ¢ ,,Permament Ne 2017/745, cborBeTHO B Permament Ne 2017/746°;

B) T. 4 nymara ,,3akoHa‘ ce 3ameHs ¢ ,,Permament Ne 2017/745, cboTBeTHO B Pernament
Ne 2017/746%.

2. Anmnnen 3,4 1 5 ce U3MEHAT Taka:

,»(3) TepropiyTe HA €APO C MEIUIIMHCKH U3/ICITHSI, ChOTBETHO MEAUITHHCKU U3ICITUS 32
WHBUTPO JIMATHOCTUKA OCUTYPSIBAT ¥ MOIBPKAT PETUCTHP Ha CUTHAIMTE 110 Wi. 14, maparpad
5 ot Permament (EC) 2017/745, cvotBeTHO mo un. 14, maparpad 5 ot Permament (EC)
2017/746.

(4) Jlunata mo anm. 1 ca OABKHU JAa ChXpaHSABAaT MAPTHUAHUTE CepTU(DUKATA HA
MEUIIMHCKUTE H3CITNS U Ha METUITUHCKY H3/ICITHS 32 HHBUTPO TUArHOCTUKA 32 CPOK 5 TOJTUHU
U J1a TH IPEAOCTaBAT MpU MOMCKBAHE Ha JUIIaTa M0 Ha30p Ha ma3apa.

(5) Jlumara mo am. 1 ca IBKHM Ja CBhXpaHABAT MEIUIMHCKUTE U3JETUS WU
MEAUIIMHCKUTE U3/IENUS 32 UHBUTPO AMATHOCTHUKA C U3TEKBI CPOK HA FOJHOCT, OJOKUPAHUTE
W/WJIM M3TETJICHUTE MEJIUIMHCKY W3JICTUS W MEIUIMHCKH W3JICNHSI 32 HHBUTPO JTUATHOCTHKA
Ha OMPEJENICHO 3a IeNTa MICTO C TPaiiHO CUTHAIIHO 0003HAaYeHHE JI0 MPEJOCTaBIHETO UM Ha
MIPOU3BOJUTEIIS MM IO YHUIIO’KABAHETO UM.

8 63. B un. 83 ce cp3maBa ain. 3 :

»(3) Jlunata o wi. 77 Morar /1a U3BbPIIBAT ThPrOBCKU CACIKH C METUIIUHCKU U3eNus
3a WMHBUTPO JIMarHOCTHKA MpPU CHa3BaHE HA M3UCKBAHUATA 3a TIXHOTO CBHXPAHEHHE U
pasnpocTpaHenue ¢ aunara no ain. 1, T. 1, 2, 4 u 5, 3npaBHu 3aBeaeHus mo wi. 21, ain. 2, 7. 1 u
3 u an. 3 or 3akoHa 3a 3/paBeTo, JUIATa Mo aj. 1, T. 8, KOUTO MPOBEXKIAT MPOLEAYPH 3a
BBb3JIaraHe Ha OOIIECTBEHUM MOPBHYKH 3a JOCTaBKAa HA MEAMIIMHCKH H3JEIHS 3a WHBUTPO
JMarHocTHUKa v aunara mo ai. 1, 1.9 u 10.°

8 64. B ui1. 83a ce mpaBsT CIACTHUTE JOMBIHCHHS:
1. B an. 1 cnen gymure ,,MeIUIIMHCKY U3ICTUS C€ 100aBS ,,d MEIUITMHCKH H3EIH 3a
WHBHUTPO IMATHOCTHKA
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2. B anm. 2 cimeng aymwTe ,,MEIUIIMHCKUTE W3ACTUA ce JA00aBAT ,,d MEIUIMHCKUTE
W3JIeTNS 32 UHBUTPO JUArHOCTHKA®.

8 65. B wi. 830 HaBCAKbBAE CICH AYMHTE ,,MEIUIMHCKHA H3ACTHS”, ,,MCIUIIMHCKUTE
M3IENUA" U ,,MEUIIMHCKOTO U3AeJINe/U3aelus ce 100aBsd CbOTBETHO ,,/MEAUIIMHCKYA U3AEIUS
3a HMHBUTPO JHArHOCTHKA”, ,,/MCIAMIMHCKHTE HU3JCIUSA 3a HMHBUTPO JHArHOCTHKA™ W
»»/METUITUHCKOTO W3/ICITNE/U3ACIHS 38 HHBUTPO THATHOCTHKA".

8§ 66. Ysten 84 ce u3MeHs Taka!

,di1. 84. (1) JIumara o wi. 86, an. 2 U3BBPIIBAT IUIAHWPAHU U BHE3AITHU MPOBEPKU B
MOMEIICHUSATA 32 CbXPAHEHUE U THPTOBUS C MEAUIIUMHCKH U3ENIHS U MEIUIIMHCKU U3/IeNUs 3a
WHBUTPO AUATHOCTHKA.

(2) Jlumara mo an. 1 morar jga W3WCKBAT, NMPOBEPSIBAT M IMPABAT KOMHUS Ha IlsuiaTa
JIOKYMEHTAIUs, C KOSITO pa3nosiaraT ThproBIMTE Ha €APO, M KOATO € He0OX0IMMa 3a JOKa3BaHe
Ha CHOTBETCTBHETO Ha JIaJICHO M3Jeiue, Ha JOoKyMeHTamusaTa mo wi. 25 ot Permament (EC)
2017/745, cvotBetHo 1o ui. 22 ot Pernament (EC) 2017/746, xakto u 1a B3eMaT obpasuu 1
mpoOu OT MEAUIIMHCKU U3IETUS U METUIIMHCKHU U3/IEIHS 32 MHBUTPO AMArHOCTHKA.

(3) Koraro mpu mnpoBepkara ce YCTaHOBHU, Y€ MEAMIIMHCKOTO H3JeNue W/Uin
MEIUIIMHCKOTO M3/IEINE 32 MHBUTPO JUArHOCTUKA HE OTTOBaps Ha M3UCKBAHUATA HAa WI. 82,
an. 1, M ca ¢ U3TEeKbJI CPOK HA TOJHOCT, M3MBIHUTENHUAT AupekTop Ha MAJI pasmopexaa
ChC 3aroBe]] OJIOKUPAHE W/WJIM U3TETIISTHE Ha U3JISIETO OT Ta3apa.

(4) Ilpu yctaHoBsBaHE Ha HECHOTBETCTBHUSI HA IOMEIICHUATA 32 ChXPAaHEHUE U
THPTOBUSI C HM3UCKBAHUSATA, OMPEICICHH OT MPOU3BOAMUTENS 32 CHOTBETHOTO MEIMIIMHCKO
u3JleNe WIM MEAWIMHCKO H3JeNUe 3a MHBUTPO OUArHOCTHKA, JMIaTa mo ain. | mgaBar
MIPEAMUCAHUS U CPOK 32 OTCTPAHSBAHETO M.

(5) Koraro mpu mpoBepkaTa ce yCTaHOBH, Y€ B JOKyMEHTAIusTa Mo ai. 2 uMma
HEITBJIHOTH WJIM HETOYHOCTH, JIUIATA 1O aj. | aBaT mpearucanusi U CPOK 3a OTCTPAHIBAHETO
uM.

(6) KoraTo HEChOTBETCTBHSATA, HEMBJIHOTUTE WJIM HETOYHOCTUTE HE OBJAT OTCTPAaHEHU
B CPOKOBETE 110 ajl. 4 ¥ 5, Tuiara no aji. | mpeacTaBsaT CTaHOBUIIE A0 U3IBJIHUTEIIHUS JUPEKTOP
Ha MAJI ¢ npemyioxkeHne 3a OTHEMaHE Ha Pa3pelICHUETO 32 ThProOBUS Ha €1po, a 3a JIIaTa 1o
yi1. 78a - 3aM4aBaHe OT perucTbpa no 4i. 81. 3a oTHeMaHe Ha pa3pelIeHHeTo 3a ThProBUs Ha
€Ipo W 3a 3aJM4aBaHE OT PEerucThpa 1o wi. §1 u3mbaHuTeTHUAT AupekTop Ha MAJI uznasa
3amoBe/.

(7) 3anoBeaute Ha W3NBJIHUTENHUA nupektop Ha MAJI mo an. 3 u 6 morar ma ce
00>anBar Mo pefa Ha AJMUHUCTPATUBHOMPOIIECYATHUS KOJEKC, KaTo 00KaIBaHETO HE CIIMpa
M3I'BJIHEHUETO UM.

8 67. B un. 85 HaBcsKbaE Clel AYMHTE ,,MCIUIIMHCKH H3ACTHs ce A00aBs ,,H/HiIn
MEIUIMHCKHU U3JEIHs 32 UHBUTPO IMATHOCTUKA .

8 68. B u. 86 ce mpaBsIT ClIeTHUTE U3MECHEHHUS U IOTTbJITHCHUS:

1. Anunes 1 ce u3MeHs Taka:

,»(1) Ham3opbT Ha Ma3apa ce u3BbpIIBa, 3a J1a CE OCUTYPH ChOTBETCTBHETO HA ITYCHATHTE
Ha Tazapa u/uiy B JeHCTBUE:

1. mequnnHCcKY n3aenus ¢ n3nckBanusara Ha Permament (EC) 2017/745;

2. MEIUIIMHCKY U3JIEJIHS 32 UHBUTPO JUArHOCTHKA ¢ M3nckBaHusTa Ha Pernament (EC)
2017/746;

3. m3genus o T. 1 1 2 ¢ U3MCKBaHuATa Ha [ 1aBa mera “a” or 3aKoHA 3a 3aIluTa OT
BpPEIHOTO BB3JICHCTBUE HAa XUMHUHUTE BemecTBa u cMecu (33BBXBC) u Ha Hapenbara 1o .
211, an. 1 or cbIIus 3aKoH.”.

2. B an. 2 mymuTte ,,MHCIIEKTOPHU U €KCIIEPTU* CE 3aMEHSAT C ,,/UTHKHOCTHH JIHIA“.

3. Cw3pmaBa ce an. 3:
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,»(3) Ham3opbT Ha masapa ce opraHu3upa U OChIIECTBSIBA B ChOTBETCTBHUE ¢ Pa3ien 3 Ha
I'maBa VIl na Permament (EC) 2017/745, cvorBeTHO ¢ Paznen 3 na ['maBa VIl Ha Pernament
(EC) 2017/746.%

8§ 69. Unenose 87 u 88 ce OTMEHAT.

8 70. Uiien 89 ce u3MeHs Taka:

»di1. 89. Jlumara mo win. 86, an. 2 u3BBPIIBAT MPOBEPKU B IPOU3BOACTBEHHUTE,
CKJIQJIOBUTE U TBPIOBCKUTE IOMELICHUS Ha MKOHOMHUYECKUTE OIIEpaTOpH, KAKTO M Ha
JIOCTaBYUIIUTE U MOAU3IMBIHUTENNTE UM, B oOekTute mo 4i. 83, an. 1, T. 2-7 u B 00eKTHTeE,
OCBIIECTBSIBAILIM JACHHOCT C MPOAYKTUTE 1o wi. 1, maparpad 2 na Pernament (EC) 2017/745.%

8 71. Ynen 90 ce u3MeHs Taka:

,,di1. 90. (1) JTunara o wi. 86, an. 2 mpoBepsBar:

1. 3a nanmuuue Ha ,,CE* mapkupoBKa B CHOTBETCTBHE C M3HCKBaHHATA HAa wi. 20 OT
Pernament (EC) 2017/745, choTBeTHO ¢ n3nckBanusaTa Ha wi. 18 ot Pernmament (EC) 2017/746,
CBHOTBETHO C M3KUCKBaHuATa Ha 4i. 21k ot 33BBXBC;

2. 3a HaNIMYKMe Ha MHCTPYKLHUA 3a yrnoTpebda U eTHKEeT B choTBeTcTBUE ¢ Pazgen 23 Ha
I'masa |1l ot [Tpunoxxenune | ot Pernament (EC) 2017/745, ceotBeTHO ¢ Paznen 20 ua 'masa |11
ot [Ipunoxenue | ot Pernament (EC) 2017/746;

3. EC pneknmapanusara 3a choTBercTBHEe 1o wi. 19 ot Permamentr (EC) 2017/745,
cboTBeTHO 110 4. 17 oT Pernmament (EC) 2017/746, cvorBeTHO 1o 4. 21k ot 33BBXBC,;

4. rexanyeckara gokyMmeHrtanus mo wi. 10 ot Pernmament (EC) 2017/745, cbOTBETHO 110
yi1. 10 ot Pernament (EC) 2017/746, crorBeTHO 10 Hapea6ara mo wi. 211 ot 33BBXBC.

(2) JIunata mo an. 1 Morat ja B3eMat oOpasiy WK IpOoOU OT M3/CTHITA 3a H3IHUTBAHE.
Pasxonute 3a B3eMaHe Ha 00pa3Iy WK MpoOU Ha U3AENHUATA U 32 U3MUTBAHETO MM Ca 32 CMETKa
Ha TIPOU3BOIMTEIIS, HA YITHITHOMOIICHHUS MTPEJICTABUTEN WU HA BHOCUTEIIS.

(3) UsnutBanero mo am. 2 HE MOXe Ja C€ M3BBPIIBA OT HOTU(DUIMPAHU OPTaHU,
y4acTBaJIM B OI[EHSIBAHETO HA CHOTBETCTBUETO HA CHITUTE M3CIHUS.

8 72. Unenose 91-94 ce 0TMEHST.

8§ 73. Uiien 95 ce u3MeHs Taka:

,»d11. 95. (1) B cmyuaute mo ui. 94, 6yksa “a” ot Pernmament (EC) 2017/745, cboTBETHO
mo wi. 89, OykBa “a” ot Permament (EC) 2017/746, numarta mo wi. 86, aji. 2 WU3TOTBST
CTaHOBHMIIIE 10 W3MBJIHUTENHUS aupekTop Ha WMAJl ¢ mpeanmokeHH MepKH U CPOK 3a
U3ITBIIHEHHE.

(2) UznpnautenHusT aupextop Ha MAJI Bb3 OCHOBA Ha CTAaHOBHIIETO M0 all. | u3gaBa
3armoBe] 3a:

1. mpennpuemMane Ha KOPUTUPALIU ICHCTBUS;

2. BpEMEHHO CIHpaHe MPEIOCTAaBIHETO HA U3ICIIUETO Ha T1a3apa;

3. mpuiaraHe Ha cnenu(PUUHU WU3MCKBAaHUS KbM MPEIOCTABIHETO HA W3JIEIHETO Ha
nasapa,

4. GnokupaHe W/UiM U3TerJsHe Ha U3AenueTo.”

8 74. Ynen 96 ce u3MeHs Taka:

,d11. 96. B ciiygante 1o 4. 94, 6yksa “0” ot Permament (EC) 2017/745, cbOTBETHO 110
qi1. 89, 6ykBa “0” ot Pernmament (EC) 2017/746, nuiara mo wi. 86, an. 2 U3roTBAT CTAHOBUIIE
0 W3IOBIHUTEIHHS aupektop Ha WAJL, kolTo wH3gaBa NpeaNHCaHUE HAa CHOTBETHHTE
MKOHOMHYECKHU OTIEPATOPH ChC CPOK 32 OTCTPAHSABAHE HA HECHOTBETCTBHETO.

8 75. Cwp3pmasa ce ui. 96a:
,di1. 96a. (1) KoraTo MKOHOMHYECKH OIEPaTOp HE HW3IMBJIHU MEpPKUTe mo wi. 95
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CBHOTBETHO MPEANUCAHUETO 110 Y. 96 B MOCOUEHUS CPOK, U3IIBIHUTEIHUAT qupekTop Ha MAJI
pas3mnopexia ChC 3al0Be/l:

1. BpeMeHHO criipaHe NPeA0CTaBsIHETO Ha M3/IEHETO Ha 1a3apa,

2. 3a0paHa Ha IPEJOCTAaBIHETO HA U3JIEINETO Ha Ma3apa,

3. OJIOKMpaHe W/WUH U3TETIISTHE Ha U3JICTHETO.

(2) YcnoBusita ¥ pebT 32 BpEMEHHO CIIUpaHe, OJIOKUpaHe U U3TErJsHe, Ha U3/IeNInuaTa
Ce OIpeNeNsT ¢ Hapeada Ha MUHUCThPA Ha 3/]paBeorna3BaHeTo.

8 76. Cw3maBa ce 1. 960:

Ui, 966. (1) MsnpaHuTenHaTa areHIus IO JICKapcTBaTa yBeaoMsBa EBpormeiickara
KOMHUCHSI M PETYJIATOPHUTE OpraHu Ha OCTAHAIUTE IbP>KaBU WICHKH 3a 3amoBeTa 1o wi. 96a,
an. 1 upes enexrponnara cuctema mo 4i. 100 ot Permament 2017/745 wnu ChOTBETHO TIO HJI.
95 ot Pernament 2017/746.

(2) U3nbpnuuTenHata areHmus O JleKapcTBata yBenomsiBa HanwmoHnanHarta
3/IpaBHOOCUTYPHUTEIIHA Kaca 3a 3aroBeaTa no wi. 96a, an. 1, kacaema MEIUIIUMHCKU U3/EHs,
BKJIIOYEHH B crirchKa o wi. 30a, am. 1.

§ 77. Yien 97 ce u3MeHs Taka:
411, 97. 3anmoBeaute mo wi. 95, an. 2 u wi. 96a, an. 1 moanexaT Ha 0OXKaJIBaHe 110 pena
Ha AJIMUHUCTPATHBHOINPOLIECYATHHUS KOJCKC, KaTo 00XaJlBAaHETO HE CIHpa HM3IMbIHCHUETO

2

M.
8 78. Unien 98 ce oTMEHS.

§ 79. Uien 99 ce n3MmeHs Taka:

Ldin. 99. (1) MuHHCTBPBT Ha 3/PaBEONa3BaHETO MM OIMPAaBOMOIIECH OT HEro
3aMECTHHK- MHHHUCTBHP, KOTaTo € B WHTEpec Ha OOIIECTBEHOTO 3/paBe, 10 MOTHBHUPAHO
NpeaoKeHNe Ha M3IIBJIHUTENHUS AupekTop Ha MAJl Moxke 3a KOHKPETHO HM3/eNue WU 3a
KOHKpPETHA KaTeropHs WK TpyIa H3AEIHs 1a pa3nopein CbC 3aroBe/;

1. BpeMeHHO criupaHe MPEAOCTaBIHETO Ha U3/ISITHETO Ha Ma3apa,

2. TipuiiaraHe Ha Crelu(UYHU M3UCKBAHUS KbM IPEIOCTABSIHETO HA M3JCIUETO Ha
nasapa;

3. 3a0paHa Ha MPEJOCTABIHETO HA H3/IENINETO;

4. M3TETIISTHE WM M33EMBaHE Ha U3/IEITHETO.

(2) B ciiywante o an. 1 MAJI u3nmbiHsBa 3ab/bKeHHETO 10 wi. 98, maparpad 2 ot
Pernament (EC) 2017/745, cvotBeTHO 110 4. 93, maparpad 2 ot Pernament (EC) 2017/746.”

8 80. Cw3maBa ce wi. 99a:

,din. 99a. (1) M3meiHuTenHATa areHIUs MO JIKapCTBaTa M3BBPIIBA MHCICKIIUU B
JeyeOHUTE 3aBEJeHHs, KOUTO MpH ycjaoBuATa Ha wi. 5, maparpad 5 ot Permament (EC)
2017/745, cvotBeTHO Ha wi. 5, maparpad 5 ot Permament (EC) 2017/746 npowusBexnat u
U3II0JI3BaT B CHUIUTE JIEYEOHW 3aBEJCHHMS MEAMLMHCKU W3/EIHS ChOTBETHO MEIUIMHCKH
U3/IeNUs 32 UHBUTPO TMAarHOCTHKA.

(2) Jumara no ui. 86, an. 2 MoraT Ja M3MCKAT OT JIEYeOHOTO 3aBeieHue Mo an. 1 jaa
NpEeJOCTaBH JIONMBJIHUTENHA HH(OpMaIUs, M3BbH IOcoueHara B wi. 5, maparpad S ot
Pernament (EC) 2017/745, cvotrBeTHO B . 5, maparpad 5 ot Permament (EC) 2017/746.

(3) JInmara mo ax. 2 U3roTBAT MOTHBHPAHO CTAHOBUILE /10 M3IIBIHUTEIHUS AUPEKTOP
Ha MAJI ¢ npenopbku M CpOKOBE 3a M3MBJIHEHUE, KOTaTO KOHCTATUPAT HECHOTBETCTBHS C
o0mure m3nckBaHus 3a Oe3zomacHocT U neiictBue no Ilpunoxenue | ot Permament (EC)
2017/745, cvorBetHo mo [Ipunokenue | or Pernament (EC) 2017/746 niu korato j1e4eOHOTO
3aBeJICHHE HE MpeanpueMe HeoOXOJMMHUTE KOPUTUPALIH JCHCTBHUS.

(4) Usnenautenuusat mupexktop Ha MAJI u3mgaBa 3amoBej 3a BPEMEHHO CITUPAHE HITH
3a0paHa Ha MPOU3BOACTBOTO U YymHoTpebara B Je4yeOHOTO 3aBeJeHHE Ha KOHKPETHOTO
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u3zenne/u3aemnms.
(5) 3amoBenra mo an. 4 momIexu Ha oOXanBaHe MO  pexa  Ha
AJIMUHUCTPAaTUBHONPOLIECYAIHUS KOJEKC, KaTO 00KajIBaHETO HE CIIMPA U3I'BJIHEHUETO.

8 81. B ui. 100, an. 2 cien aymure ,,MUHHCTEPCTBOTO HAa BBTPEUIHUTE PabOTH™ ce
MOCTaBsI 3areTas u ce 100aBsl ,,MUTHHICCKUTE OpPraHu‘.

8 82. Unenose 101 — 103 ce oTMeHAT.

§ 83. Yiten 104 ce n3MeHs Taka:

,dim. 104. (1) Jlekapute, Jiekapute MO JACHTAJIHA MEAMIMHA W JPYTd MEIUIMHCKU
CIICIMAJIUCTH Cca JUThXKHU He3a0aBHO Aa choOmaBar Ha MAJI 3a Bcekr MHIUIEHT WIIA CEPHO3EH
HHIUOEHT B o0ekTHTe 1Mo wi. 83, ai. 1, 1. 2.

(2) MuHHCTEpPCTBOTO HA 3/IpaBeOIla3BaHETO OpraHU3upa HHHOPMAITMOHHU KaMITAHUH C
€71 TTOOIIPSIBAHE Ha MAIMEHTUTE U ToTpeduTenuTe aa chodasar Ha MAJI 3a uHIIMAEHTH 10
am. 1.

(3) 3nbsiHUTENHATA areHus 110 JIEKapcTBaTa MOAAbPKa CUCTEMA 32 PETUCTPUPAHE Ha
BCSIKO ChOOILIEHUE 32 CEPUO3EH MHIMICHT Ha TepuTopusaTa Ha Penmybnuka briarapus, nonaaeHo
OT MACHTH(HUIUPAHO JUIIC B TUCMEH BH/I.

(4) UsnpaauTenHaTa areHI s 110 JeKapcTBaTa MpeaoCcTaBs Ha MPOU3BOAMTEINS HIH Ha
HETOBHUS YITBTHOMOIICH NPEICTaBUTEN WH(GOPMANUATA O al. 3 B CPOK HAH-KBCHO 1O TpHU
pabOTHU IHU Clie]] MOJTy4YaBaHeTo M.

8 84. Unenose 105 — 113 ce oTMEHAT.

8 85. Unen 114 ce u3meHs Taka:

Ldim. 114, Koratro ce ycTaHOBH, 4Ye TMPOU3BOJUTEIAT HAa  MEAUIIMHCKU
U3JICTHSI/METUIIMHCKA W3JIeNHs 32 MHBUTPO IUATHOCTHKA HE € H3BBPIUIMI KOPUTHPAIIUTE
JeHCTBUSI BB BpB3Ka ¢ 0€30MAaCHOCTTA, MOCOYECHH B JIOKJIana mo 4wi. 89, maparpad 5 ot
Pernament (EC) 2017/745, cvotBeTHO 10 . 84, maparpad 5 ot Pernament (EC) 2017/746 B
OnpeziesieHusT OT HEro CpoK, W3MBJIHUTENHMIT nupektop Ha WMAJl wu3pmaBa 3amoBen 3a
MPEeyCTaHOBSBaHE Ha MPEJOCTaBIHETO Ha TepuTopusiTa Ha PenyOnuka boirapus, 3a u3rernsHe
WJIM U33eMBaHe Ha U3JIETTUETO, C KOETO CE € CIYYMJI MHIUICHTHT.”

8 86. Ynienose 115 u 116 ce OTMEHSAT.

8 87. Unen 117 ce u3meHs Taka:

»di. 117, Jluuaure manHu Ha nunata no 4i. 104, an. 1 w Ha manueHTUTE U
MoTpeOUTenuTe, CHOONIMIM 3a HMHIMACHTH, ce chbxpaHsBarT ot MAJl mpu cna3zBane Ha
M3HMCKBaHUATA HAa 3aKOHA 3a 3alllMTa Ha TUYHUTE JaHHU.”

8 88. I'maBu ocma u ocMma ,,a“ ¢ uneHoBe 118 u 118a ce oTMeHST.

8 89. Unewn 119 ce u3meHs Taka:

,di. 119. (1) Koiito mycHe Ha ma3apa W/Wim MycHe B JCUCTBHE MEIUIIMHCKO U3/IEITUE,
0e3 Ja € OlleHEeHO ChOTBETCTBUETO MY ChITacHO m3uckBaHusTa Ha Permament (EC) 2017/745,
ce HakasBa ¢ rob6a ot 5112,92 no 10225,84 eBpo, a pu MOBTOPHO U3BBPIIBAHE HA CHIIOTO
HapyleHue - ¢ riao6a ot 10225,84 no 20451,68 espo.

(2) KoiiTo mycHe Ha ma3apa u/WiH IycHe B ICUCTBUE MEAUITMHCKO U3/IETHE 32 HHBUTPO
JTUArHOCTHKA, 0e3 Jla € OLIEHEHO ChOTBETCTBHETO MY CHITIACHO M3MCKBaHUATA Ha Permament
(EC) 2017/746, ce naka3Ba c rioba ot 5112,92 1o 10225,84 eBpo, a mpu IOBTOPHO U3BBPIIIBAHE
Ha CBHIOTO HapymIeHue - ¢ rmoda ot 10225,84 no 20451,68 eBpo.*
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§ 90. Ysen 120 ce u3MeHs Taka:

,dir. 120. (1) Koiito cheraBu w/man m3non3Ba EC meknmapaiius 3a CbOTBETCTBUE ChC
ChAbpXKAHUE, KOETO HE ChOTBETCTBA HA ChABPXKAHUETO, omnpenenacHo B [Ipunoxenue IV Ha
Pernament (EC) 2017/745, ako nesHueTO HE ChCTaBJsBA MPECTHILUICHHE, CE HaKa3Ba ¢ IJI00a
ot 1533,88 1o 4090,34 eBpo, a npu MOBTOPHO M3BBLPIIBAHE HA CHIIOTO HApYIICHUE - ¢ TI00a
ot 4090,34 no 7669,38 eBpo.

(2) Koiito creraBu u/unm usnon3sa EC gexnapanus 3a CbOTBETCTBUE ChC ChIIbPKAHUE,
KOETO HE ChOTBETCTBA Ha ChABPIKaHUETO, onpezeseHo B [Ipmioxenue IV na Permament (EC)
2017/746, ako nesTHHMETO HE ChCTaBJIsIBA IIPECTBHIUIEHHE, C€ Haka3Ba ¢ rioda ot 1533,88 mo
4090,34 eBpo, a Mpu MOBTOPHO M3BBPIIBAHE HA CHIOTO HapyIIeHue - ¢ riaobda ot 4090,34 no
7669,38 eBpo.

8 91. Usien 121 ce u3MeHs Taka:

. 121. (1) Ko#iTo nmycHe Ha ma3apa u/Win IyCHE B ICHCTBHE MEIUIIMHCKO H3IEIHE C
mapkupoBka "CE" B Hapymenue Ha m3uckBanusTa Ha wi. 20 ot Permament (EC) 2017/745, ce
Haka3Ba ¢ rioba ot 255,65 mo 511,29 eBpo, a mpu MOBTOPHO M3BBHPIIBAHE Ha CHIIOTO
HapymeHue - ¢ rmoba ot 511,29 no 1022,58 espo.

(2) KoiiTo mycHe Ha ma3apa W/Wid MyCcHE B ICHCTBUE MEAUIIUHCKO U3/ICIHE 32 HHBHUTPO
nuarHoctuka ¢ MapkupoBka "CE" B HapymieHune Ha u3ncKBaHusATa Ha wi. 18 ot Pernmament
(EC) 2017/746, ce nakasBa c riobda ot 255,65 no 511,29 eBpo, a npu MOBTOPHO HU3BBPIIBAHE
Ha CBHIOTO HapyIIeHue - ¢ rioda ot 511,29 no 1022,58 eBpo.*

8 92. Ynen 122 ce u3MeHs Taka:

i 122, (1) Ko#iTo nmycHe Ha ma3apa W/Wid IyCHE B JICHCTBHE MEIUIIMHCKO U3/IEIHE C
MapkupoBka "CE", 6e3 1a € 0lleHeHO ChOTBETCTBUETO MY CHIJIACHO MPOIETYPHUTE MO 9. 52 OT
Pernament (EC) 2017/745, ce Haka3Ba ¢ rioba ot 5112,92 mo 10225,84 eBpo, a mpu MOBTOPHO
W3BBPIIBAHE HA CHITOTO HapylieHue - ¢ riaoda ot 10225,84 no 20451,68 eBpo.

(2) Koiito mycHe Ha ma3zapa W/Uiy MycHe B JEHCTBUE METUITMHCKO U3/IeTHE 32 HHBUTPO
nuarHoctuka c¢ MapkupoBka "CE", 0e3 1a € OLEHEHO CBOTBETCTBUETO MY CBIJIACHO
npoueaypure no 4ia. 48 or Permament (EC) 2017/746, ce naka3pa ¢ rnob6a ot 5112,92 no
10225,84 eBpo, a mpu NOBTOPHO M3BBHPILIBAHE HA CHIIOTO HapyIIeHUE - ¢ r11oda ot 10225,84 no
20451,68 eBpo.*

8 93. Unewn 123 ce u3MeHs Taka:

odim. 123, (1) Koiito mpenctaBd MEIUIIMHCKO H3[EIAE Ha W3JI0KOW, MaHaWUpPH,
JIEMOHCTpAIMU WM CXOAHU MEPONPUATHs B HapylleHue Ha wi. 21, nmaparpa¢ 3 ot Pernament
(EC) 2017/745, ce nakasBa ¢ ri06a ot 255,65 1o 511,29 eBpo, a npu MOBTOPHO M3BBPIIIBAHE
Ha CBHIOTO HapymIeHue - ¢ rmobda ot 511,29 o 1022,58 espo.

(2) Koiito mpencraBu MEIWLMHCKO HM3/EIUE 3a MHBUTPO JAMArHOCTUKA Ha W3JI0XKOWH,
NaHaupH, AEMOHCTPALMU WIM CXOJHU MEPONPUSATHs B HapylleHue Ha wi. 19, maparpad 3 ot
Pernament (EC) 2017/746, ce naka3a c¢ rmo0a ot 255,65 no 511,29 eBpo, a npu mOBTOPHO
U3BBPIIBAHE HA CBHIIOTO HapylleHue - ¢ riaoda ot 511,29 no 1022,58 espo.*

8 94. Unien 124 ce u3MeHs Taka:

,di1. 124. (1) Ko#iTo mycHe Ha ma3apa W/WiM IycHe B ICHCTBHE MEAUIIMHCKO U3/IETHE B
Hapymenue Ha Pasnen 23 na I'masa Il ot [Ipunoxenue 1 na Pernament (EC) 2017/745, ce
Haka3Ba ¢ rioba ot 2556,46 no 5112,92 eBpo, a mpu MOBTOPHO HM3BBPIIBAHE HA CHLIOTO
HapyIlIeHue - ¢ rroda ot 5112,92 mo 10225,84 erpo.

(2) KoiiTo mycHe Ha ma3apa W/Wiu IyCHE B ICHCTBHE MEAUIIUHCKO U3/IETIHE 32 HHBUTPO
nuarHoctuka B HapymieHue Ha Pasaen 20 nva ['masa III ot ITpunoxenue 1 na Permament (EC)
2017/746, ce nakasBa ¢ riobda ot 2556,46 no 5112,92 eBpo, a npu MOBTOPHO U3BBHPIIBAHE HA
CBIIIOTO HapyIIeHue - ¢ Toba ot 5112,92 no 10225,84 epo.
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§ 95. YUnen 125 ce u3MeHs Taka:

,,di1. 125. KoiiTo rmycHe Ha ma3apa u/uiiy IycHe B ACHCTBHUE MEIUITUHCKO U3/IEITNEe 1/ W
MEUIIMHCKO M3JC/IME 32 MHBUTPO JIMArHOCTHKA 0€3 MHCTPYKILHMS 3a yrnoTpeda, ce Hakas3Ba C
rinoba ot 1533,88 no 2556,46 eBpo, a nMpu MOBTOPHO U3BBPIIBAHE HA CHIOTO HAPYIICHUE - C
rio6a ot 2556,46 mo 5112,92 espo.”

8 96. Uiien 126 ce n3MeHs Taka:

,di1. 126. KoiiTo mycHe Ha ma3apa W/Wiv MmycHe B IEHCTBHE CUCTEMHU W/WIIM HAOOPH B
HapylieHue Ha n3uckBanusaTa Ha Pernament (EC) 2017/745, ce maka3Ba ¢ riio6a ot 5112,92 no
7669,38 eBpo, a mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HApYIICHHUE - ¢ TJIoOa oT 7669,38 mo
15338,76 eBpo.*

8 97. Unen 127 ce u3MeHs Taka:

,di1. 127. (1) KoliTo mpou3Be/ie v MycHE B ICHCTBUE METUIIMHCKO U3JICTINE, U3Pa00TCHO
10 TTOPBYKa, B HapyIIeHue Ha n3uckBanusta Ha Pernament (EC) 2017/745 wnu Ha TO3UM 3aKOH,
ce Haka3Ba ¢ rioba ot 5112,92 no 7669,38 eBpo, a mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO
HapyIeHue - ¢ ra06a ot 7669,38 no 15338,76 erpo.

(2) PpkoBoauTen Ha JIe4eOHO WM 3/IPaBHO 3aBEJCHUE, KONUTO JOMYCHE M3MOJI3BAHETO
Ha MEIUIIMHCKO HW3JeNne, U3paboTeHO MO MOpbhYKA, B HAPYIICHHE HA HM3UCKBAHUATA HA
Pernament (EC) 2017/745 unu Ha TO3u1 3aKO0H, Ce HaKa3Ba ¢ 17106a ot 2556,46 1o 5112,92 espo,
a MpU TOBTOPHO M3BBPIIBAHE HA CHIIOTO HapylieHue - ¢ riaoda ot 5112,92 no 10225,84 epo.

8 98. B un. 127a gymute ,,0t 2000 10 6000 1B.“ ce 3amensr ¢ ,,ot 1022,58 no 3067,75
€Bpo.*“.

8 99. Unewn 128 ce u3MeHs Taka:

»d1. 128. KoliTo u3BbpIIBa THProBUs C MEIULUHCKU WU3AETUS W/WIM MEIULUHCKU
U3JIeNHs 32 UHBUTPO TUArHocTuka 6e3 HaneceHa MapkupoBka "CE'", ce Haka3Ba ¢ rmo0a B
pasmep ot 5112,92 no 7669,38 eBpo, a npu NOBTOPHO U3BBPIIBAHE HA CHIIOTO HAPYILIEHUE - C
riob6a ot 7669,38 mo 15338,76 eBpo.

8 100. Ynen 129 ce u3meHs Taka:

»d1. 129. (1) PekoBoauTen Ha Ne4eOHO WM 3[ApaBHO 3aBEACHHE, KOUTO OMYyCHE
M3IOJI3BAHETO HAa MEJUIIMHCKO M3JIENHNE U/WIN MEAUIIMHCKO U3/IEINE 32 MHBUTPO TUArHOCTHKA
0e3 HaHeceHa MapkupoBka "CE", ¢ U3KIIfOUeHHE HA W3JEIUATa, U3pa00OTeHH 0 TOphYKa, Ha
U3JIeNNsITa, KOUTO ca IyCHAaTH B JEWCTBHE NPEIU BIIM3aHETO B CHJa HAa TO3M 3aKOH, Ha
uznenusta no ui. 12, an. 1 u Ha uznenusaTa no 4i. 5, maparpad 5 ot Pernament (EC) 2017/745,
ce Haka3Ba ¢ rioba ot 1022,58 mo 5112,92 eBpo, a nmpu MOBTOPHO M3BBHPUIBAHE HA CHIIOTO
HapyleHue - ¢ riaoba ot 5112,92 no 7669,38 espo.

(2) PproBoguTeN Ha JIe4eOHO WM 3IPABHO 3aBEJICHHUE, KOWTO JOITYCHE M3IMOI3BAHETO
Ha u37enus 0e3 HHCTPYKIIHS 3a yIoTpeda Ui ¢ U3TEKBJI CPOK Ha TOAHOCT, Ce HaKa3Ba C rioda
ot 1022,58 no 5112,92 eBpo, a npu MOBTOPHO M3BBPIIBAHE HA CHIOTO HApYyILICHHE - C 111002
ot 5112,92 no 7669,38 eBpo.

(3) Hakazanuero 1o ai. 1, ChOTBETHO 110 ajl. 2 ce Hajlara ¥ Ha BUHOBHOTO JThYKHOCTHO
JUIE, U3BBPUINIIO HAPYILIEHUETO.

(4) PrroBoaUTEN HA JICYCOHO WJIM 3/IPABHO 3aBEJCHUE, KOWTO 3aKYIH WM TOJIY4d
MEAMIIMHCKO H3JIeHe WM MEIULMHCKO H3JeNiie 3a MHBUTPO JMAarHOCTHKa OT Jinie 0e3
paszpenieHue uiu 6e3 Ipyr JOKyMEHT, YAOCTOBEPSBAILl IPABOTO 3a U3BBPIIBAHE HA THPTOBUS C
MEAMIMHCKN HM3ENUs WIM C MEIUUUHCKUA W3JeNHs 32 MHBUTPO AMATHOCTHUKA, M3AAJEH OT
KOMIIETCHTEH OpTaH Ha IbprKaBa YieHKa WM Ha JpyTa AbpkaBa - crpaHa no Cropa3zyMeHHETO
3a EBpoIelickoTo MKOHOMHUYECKO MpocTpaHcTBO min Ha Kondenepaums IlBeimapus, ce
Haka3Ba ¢ rJ00a B pazmep ot 2556,46 no 5112,92 eBpo, a mpu MOBTOPHO M3BBPILIBAHE HA
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CBIIIOTO HapyIICHHUE - ¢ T7106a oT 5112,92 mo 7669,38 eBpo.*

8 101. Ynen 130 ce usMeHs Taka:
»di1. 130. KoitiTo u3BBpIIBa THProBUs ¢ MEIUIMHCKU H3ACIUS W/WIM MEIUIUHCKU
W3CNHS 32 MHBUTPO JUArHOCTHKA ¢ U3TEKBJ CPOK HA TOJHOCT, C€ HaKa3Ba ¢ rjioda B pazmep

ot 5112,92 no 7669,38 eBpo, a 1Ipu MOBTOPHO M3BBPIIIBAHE HA CHIIIOTO HAPYIIEHUE - C IJI00a
ot 7669,38 no 15338,76 eBpo.*

8 102. Yiien 131 ce u3meHs Taka:

»di1. 131. Teprosen Ha epo, KOWTO HAPYIIM U3UCKBaHUATA HA Wi. 14 ot PermameHnt
(EC) 2017/745 wnu 4. 14 ot Permament (EC) 2017/746, ce Haka3Ba ¢ UMYIIECTBEHA CAHKITUS
B pazmep 2556,46 no 5112,92 eBpo, a npyu NOBTOPHO M3BBHPIIBAHE HA CHIIOTO HAPYIIEHUE - C
rio6a ot 5112,92 mo 10225,84 eBpo.*

8 103. UYnen 132 ce uaMeHs Taka:

1. 132. Twprosen Ha epo, KOWTO HapyllaBa M3MCKBaHUATA Ha 4Wi. 82, C€ HaKa3Ba C
MMYIIECTBEHA CAaHKIUA B pa3mep oT 2556,46 no 5112,92 eBpo, a npu MOBTOPHO U3BBHPIIBAHE
Ha ChIIOTO HApYLIEHUE - ¢ UMylLIecTBeHa caHkius oT 5112,92 no 10225,84 espo.*

§ 104. Ynen 133 ce oTMeEHS.

§ 105. Ynen 134 ce usmens taka:

,di1. 134. KoiiTo HM3BBpIIBA THPrOBUS HA €APO C MEAUIMHCKU H3JICIHHS W/WIH C
MEUITMHCKH U3/IeINs 32 MHBUTPO JUATHOCTHKA, O3 J1a MPUTEKaBa JOKYMEHT, yIOCTOBEPSIBAII]
MPaBOTO MY Jia U3BBPIIIBA Ta3H JIEHHOCT, Ce HaKa3Ba ¢ 1i100a B pasmep oT 5112,92 no 10225,84
€BpO, a IpU OBTOPHO M3BBPIIBAHE HA CHIOTO HapylIieHue - ¢ Toba ot 10225,84 no 20451,68
€Bpo.*

8§ 106. Unen 134a ce n3MeHs Taka:

,»d71. 134a. Teprosen Ha e1po, KOMTO HE U3IBIHU 3abJDKEHUETO 110 WI. 78a, ce HaKa3Ba
C UMYILIECTBEHA caHKIMs B pazMep oT 5112,92 no 10225,84 eBpo, a ipy HOBTOPHO U3BBPIIBAHE
Ha CHILIOTO HApPYILIEHUE - ¢ UMyLIeCTBEHA caHKIus oT 10225,84 no 20451,68 eBpo.*

8 107. B un. 135 gymure ,,3000 51B.* ce 3ameHsr ¢ ,,1533,88 eBpo.*.
8 108. B uin. 136 gymure ,,1000 51B. ce 3amensr ¢ ,,511,29 eBpo.*.
8 109. Unen 137 ce oT™MeHs.

8 110. Ynen 138 ce nu3meHs Taka:

,»d1. 138. (1) KoiiTo u3BbpiIBa ThproBust Ha APEOHO ¢ MEAUIIMHCKU W3JENNS U3BBH
3paBHM 3aBeJeHUs 10 wi. 21, an. 2, 1. 4 1 an. 3 oT 3aKoHa 3a 3PaBETO W/ MU U3BBH OOCKTUTE
mo wi. 83, an. 1, T. 4 - 7, ce Haka3Ba ¢ rioba B pazmep oT 5112,92 no 10225,84 eBpo, a npu
MOBTOPHO M3BBPIIBaHE Ha CHIIOTO HapylIeHue - ¢ rnoda ot 10225,84 no 20451,68 espo.

(2) Koiito u3BBpIIBa THPrOBUS Ha JAPEOHO C MEIUIMHCKH H3CIHS 32 HHBHTPO
JTMAarHOCTHKA W3BBHH 3/paBHU 3aBeeHMs 10 Wi. 21, ain. 3 oT 3akoHa 3a 3IpaBeTO /WX U3BHH
obektute mo wi. 83, an. 1, 1. 4 u 5, ce Haka3Ba ¢ rioba B pazmep ot 5112,92 no 10225,84 erpo,
a TPy MMOBTOPHO U3BBHPIIBAHE HA CHIIOTO HApYIIEHHE - ¢ T7100a ot 10225,84 m0 20451,68 eBpo.

8 111. Ynen 138a ce u3mens Taka:

,»d11. 138a. Teprosen Ha epo WK JULE 1O Wi. 83, KOETO HE U3IIBIHU 3aIbKCHHE 110
qi1. 830, ce HaKa3Ba C UMYIIECTBEHA CaHKIUA B pa3mep oT 511,29 no 1022,58 eBpo, a npu
MOBTOPHO W3BBPILIBAaHE Ha CHUIOTO HApyLIEHHE - ¢ UMyllecTBeHa caHkuug ot 1022,58 no
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2045,17 eBpo.*

8 112. Ysien 139 ce uzmMeHs Taka:

,»di1. 139. KoiiTo mycHe Ha ma3apa W/WiM yCHE B JCHCTBHUE MEIUIIMHCKO U3/IEITUE WITH
MEIMIIMHCKO M3JIEIHE 32 HHBUTPO JUArHOCTUKA Ha Teputopusta Ha PenyOnwka bwirapus B
HapymieHue Ha u3nckBanusaTa Ha Permament (EC) 2017/745, ceorBetHO Ha Permament (EC)
2017/746 wn Ha TO3UW 3aKOH, c€ HaKa3Ba ¢ rioba B pasmep ot 2556,46 no 5112,92 epo, a npu
MMOBTOPHO M3BBPIIBAHE HA CBHIIOTO HapylieHue - ¢ riaobda ot 5112,92 no 10225,84 espo.*

§ 113. Ynen 140 ce u3mens Taka:
,,d11. 140. Koiito Hapymasa pa3nopeadute Ha ui. 27, 28, 29 u 30, ce Haka3Ba ¢ rioba
B pa3mep Ha 1533,88 eBpo.*

8 114. Ynen 141 ce u3MeHs Taka:

Ldim. 141, (1) Koitto pomycHe WM W3BBPIIM HapyIIEHHWE HAa HM3UCKBAHUATA 3a
W3BBPIIBAHE HA KIMHUYHYU W3nHUTBaHUA cbriacHo Permament (EC) 2017/745 unu To3u 3aKO0H,
aKO M3BBPIICHOTO HE CHCTABJIsIBA MPECTHILICHUE, CE HaKa3Ba ¢ riaobda ot 2556,46 mo 5112,92
€BpO, a MPY MOBTOPHO M3BBPIIBAHE HA CHIOTO HApYIIeHHE - ¢ T700a ot 5112,92 no 10225,84
€Bpo.

(2) KoiiTo momycHe WM M3BBPIIM HApyLICHHE HA M3MCKBAHUATA 32 M3BBPIIBAHE Ha
U3NHUTBaHe Ha jeiicTBuero cbhriacHo Permament (EC) 2017/746 wim TO3W 3aKOH, ako
H3BBPIICHOTO HE ChCTABJIsBA MPECTHILUICHHE, CE€ HaKa3Ba ¢ Ti100a ot 2556,46 no 5112,92 epo,
a MpY NOBTOPHO U3BBPIIBAHE HA CHIIOTO HapylleHue - ¢ r106a ot 5112,92 no 10225,84 espo.

(3) Ha MeQuuuHCKH CICIHUANUCT, TOMYCHAA WM U3BBPINAI HApyIIeHUS 1Mo ail. |,
CBHOTBETHO IO all. 2, MOXE Jia C€ HAJIOXKHM M HaKa3aHWE JIMIIaBaHE OT MPaBO Ja YIpaKHSABA
npodecusTa cu 3a Cpok OT 6 Mecera /10 IBe TOJUHHU.

(4) Hakazammero mo ai. 3 ce Hajara OT MHUHHUCTBpPAa Ha 3[paBEONa3BaHETO IO
IIPEUI0KEHUE HA N3IIBIHUTEIHUS nupekTop Ha MTAJL.“

8§ 115. Ynen 142 ce u3meHs Taxa:

,»d1. 142, Hotuduimpan oprad, KoMto He W3NbiaHU 3aabmkeHue no Pernament (EC)
2017/745, no Pernament (EC) 2017/746 unu mo TO3W 3aKOH, c€ Haka3Ba C MMYIIECTBEHA
caakims B pasmep ot 1022,58 no 2556,46 eBpo, a mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO
HapyIIEHHE - C UMYILECTBEHA CaHKIUsA oT 2556,46 no 5112,92 eBpo.*

8 116. Ynenose 143 u 143a ce oTMEHHIT.

§ 117. B un. 144 ngymwure ,,B ChOTBETCTBHE C Pa3loOpen0OHWTE Ha IiiaBa IIecTa™ ce
3aJMJaBar.

8 118. Unen 145 ce u3MeHs Taka:

,»dim. 145, MIkoHOMHYecKH oIeparop, KOWTO HE H3MBIHM CBOE 3aJbJDKEHHE I10
Permament (EC) 2017/745, no Pernament (EC) 2017/746 wnu mo To3u 3aKOH, c€ HaKa3Ba C
UMYIIECTBEHA CaHKIUs OT 2556,46 10 10225,84 eBpo, a Ipr HTOBTOPHO U3BBPIIBAHE HA CHIIOTO
HapyllIeHHe - ¢ uMyIiecTBeHa cankuus ot 10225,84 no 20451,68 espo.*

8 119. Ynen 146 ce oTMmeHs.

8 120. Unen 147 ce u3sMeHs Taka:

»di1. 147. Jlekap, nekap mo AeHTaaHa MEIUIMHA WM MEAUIMHCKN CIEIUATUCT, KOMUTO
HE CHOOIIM 32 MHIIMJICHT WJIHM 32 CEPUO3EH MHITUACHT C MEAUITUHCKO U3/ICITHE WU MEIUIIMHCKO
W3JIeNie 32 MHBUTPO JMArHOCTHKA, c€ Haka3Ba ¢ rioba ot 511,29 mo 1022,58 eBpo, a mpu
MOBTOPHO M3BBPILBAHE HA CHUIOTO HapymeHue - ¢ rioda ot 1022,58 no 2045,17 espo.*
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8 121. Ynen 148 ce nzmens Taxa:
4. 148. KoilTo He M3MbIHU 3amoBej] HAa M3NBJIHUTENHUS AupekTop Ha MAJIL, ce
Haka3Ba ¢ 1y106a ot 5112,92 no 10225,84 eBpo.*

8§ 123. YUnen 149 ce u3Mens Taka:

,di1. 149. Koiito napymu pasnopenoute Ha Pernmament (EC) 2017/745, na Pernament
(EC) 2017/746, na TO31 3aKOH WJIM Ha aKTOBETE IO MPUJIATAHETO MY, H3BbH CIIYJauTe IO Y.
119 - 148, ce nakasBa c rimoba ot 511,29 no 1533,88 eBpo, a npu MOBTOPHO M3BBPILIBAHE HA
CBIIOTO HapyIeHue - ¢ rmoda ot 1533,88 no 2556,46 eBpo.*

§ 124. B un. 150 gymure ,,ot 1000 g0 3000 1B.“ ce usmensr ¢ ,,ot 511,29 no 1533,88
eBpo.*

8 125. B wi. 150a gymure ,,ot 500 10 2000 51B. wiu ¢ umyniectseHa cankius ot 1000
10 5000 1B.“ ce 3aMeHsT ¢ ,,0T 255,65 1o 1022,58 eBpo miu ¢ uMyiecTBeHa cankuus ot 511,29
1o 2556,46 eBpo.*

8 126. B un. 1506 gymure ,,ot 1000 10 5000 7B. nim ¢ umymiecTBeHa cankius ot 3000
1o 10 000 nB.“ ce 3amensr c ,,0ot 511,29 no 2556,46 eBpo miM ¢ UMYLIECTBEHA CAHKLHUS OT
1533,88 no 5112,92 eBpo.*

8 127. B un. 1508 gymute ,,0or 1000 10 5000 s1B. minu ¢ umyiiecTBena cankmus ot 3000
10 10 000 nB.“ ce 3amensr c ,,ot 511,29 no 2556,46 eBpo miaM ¢ UMYILIECTBEHA CAHKLHUS OT
1533,88 no 5112,92 eBpo.*

8 128. B ui. 150r gymure ,,ot 1000 10 5000 1B. vutu ¢ umyiecTBeHa cankius ot 5000
10 30 000 nB.“ ce 3amensr c ,,0T 511,29 no 2556,46 eBpo miaM ¢ UMYIIECTBEHA CAHKLHUS OT
2556,46 no 15338,76 eBpo.

8129. Bun. 152, an. 1 mymure ,,[10 TO3H 3aKOH* c€ 3aJIMYaBaT, a JYMHUTE ,, AHCIIEKTOPH
U eKCIEepTU  ce 3aMEHSIT C ,,AbKHOCTHH JTUA™.

8 130. B A0IbIHUTETHUTE PA3MOPEI0H Ce MPaBAT CIACAHUTE U3MECHEHHS U TOMbIHCHHMS:

1. B 8 1 rouku 1-29, 1. 30-35a u 1. 38 ce OTMEHHT;

2. Cp3naBa ce § la:

,,8 la. 3a menure Ha TO3M 3aKOH.

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

2. TBPTOBIMTE Ha €APO U ThProBIUTE HA JIPEOHO ca TUCTPUOYTOPH IO CMHUCHJIA HA YI.
2, 1. 34 ot Permament (EC) 2017/745 n un. 2, 1. 27 ot Pernament (EC) 2017/746;

3. ,,BB3JIOKHTEN " € CIIOHCOP IO CMHUChIa Ha WI. 2, T. 49 ot Permament (EC) 2017/745
u I 2, T. 57 ot Pernament (EC) 2017/746;

4, “neyeOHO 3aBefeHNE” € 3aBEIEHHUE [0 CMUCHIA Ha YI. 2 OT 3aKOHa 3a JIeueOHuTe
3aBeJieHus.

3. Cp3maBa ce § 106:

,»8 10. HaBcskbne mo3oBaBanusta Ha [lupextuBa 2001/83/EO B Pernmament (EC)
2017/745 u B Pernament (EC) 2017/746 ce cuuTaT 3a ChOTBETHHU 11030BaBaHUs Ha 3aKOHA 3a
JIEKapCTBEHHUTE MPOJAYKTH B XyMaHHATa MEIUIIUHA.

8§ 131. [IpunoxxeHuero KbM 4. 15, an. 1 ce oTMeHs.
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INPEXO/IHHU U 3AK/IIOYUTEJIHU PA3IIOPE/IBHU

8 132. (1) B cpok 10 Tpu Mecela OT BIM3aHe B CHUJIa Ha TO3W 3aKOH, MHHHUCTEPCKUST
CBhBET U3MEHS M JIOMbJIBa Tapudara 1mo wi. 7, ai. 1 oT To3u 3aKoH 1 Hapeadara mo wi. 261a, ai.
5 oT 3aKoHa 3a JIEKAPCTBEHUTE MPOTYKTH B XyMaHHATa MEAUIIMHA.

(2) B cpokx mo Tpu Mecema OT BIM3aHE B CHJIa HA TO3M 3aKOH MHMHHUCTBPBT Ha
3/IpaBEOIa3BaHETO U3MEHS U IOMbIBa Hapeabara mo wi. 30a, air. 4 oT TO3H 3aKOH U HapeaouTe
mo wi. 9, an. 1, . 198 u un. 2176, an. 9 or 3akoHa 3a JIeKapCTBEHUTE MPOIYKTH B XyMaHHATa
MEIUIMHA.

8 133. CruchkbT mo uwi. 30a, an. 1 OT TO3U 3aKOH ce MPHUBEKIA B CHOTBETCTBHE C
n3ucKkBaHuATa Ha § 21, T. 2, OykBa ,,0 B CpOK JIO IIECT Mecela OT MPUEMAHETO Ha HapeaoaTa
no § 132, an. 2, npeyioxkeHue mbpBo.

8 134. M3uckBaHusTa 10 TO3H 3aKOH, KOUTO ce OTHacsAT A0 Eudamed ce npunarar mect
Mecella ciiejl Jatata Ha MmyOlIMKyBaHe Ha ChOOIIEHHETO, MOCOYeHO B wi. 34, maparpad 3 ot
Permament (EC) 2017/745.

8 135. (1) 3aBapenunTe 10 BIM3aHETO B CHJIA HA TO3W 3aKOH JIMIA, KOUTO IIPUTEKABAT
€HOBPEMEHHO pa3pelieHre 3a ThPTOBUS HA €IpO0 ¢ MEIUIIMHCKHU W3JIEIHUSI M pa3pelIeHue 3a
THPrOBUsI HAa JpeOHO C JIEKAPCTBEHHM MPOAYKTH B alTeKa, MPUBEXKIAT JEHMHOCTTA CH B
ChOTBETCTBHE C M3UCKBAHUATA HA WI. 77a OT TO3W 3aKOH M Ha Wi. 222a, ajl. 2 oT 3aKoHa 3a
JIEKApCTBEHUTE MIPOIYKTH B XyMaHHATa MEAUIIMHA B CPOK 710 6 Mecella OT BIIM3aHETO B CHJIa Ha
TO3H 3aKOH.

(2) Koraro B cpoka mo aj. 1 JUIETO HE € MPHUBEIO JEUWHOCTTAa CH B ChHOTBETCTBHUE,
M3OBJIHATENHUAT aupektop Ha MAJl oTHema pa3pelieHneTo, KOeTo € U3JaJeHO C MO-KbCHa
nata. Korato BTOpaTta mo BUJI JEHHOCT € THProBUS Ha JPEOHO C JIEKAPCTBEHH MPOIYKTH,
M3MBIHATETHUAT AupekTop Ha MAJI oTHeMa pa3penieHusaTa, u31aJeHu Ha JIUIETO, 32 BCUYKU
arnTeKH.

(3) UzuckBanusita Ha 4i. 77a OT TO3W 3aKOH M Ha wi. 222a, an. 2 oT 3akoHa 3a
JIEKApCTBEHUTE MPOJIYKTH B XyMaHHATa MEIMIIMHA CE MPUJIarar u 3a MoJaJeHUTE IO BIU3AHETO
B CHJIa HAa TO3M 3aKOH 3asIBJICHUS 32 ThProBUs Ha €ApO ¢ MEIULIMHCKU U3/EINsl, ChOTBETHO 3a
THPTOBUSI HAa IPEOHO € JICKAPCTBEHU MPOAYKTH B amTeKa.

8 136. B 3akoHa 3a JiekapCTBEHUTE MPOAYKTH B XyMaHHaTa MenuimHa (00H., /1B, Op.
31 ot 2007 r.; u3M. u jom., 6p. 19 ot 2007 r.; Pemmenne Ne 5 na KoHCTUTYyLIMOHHUS ChI HA
Peny6nuka bearapus ot 2008 . - 6p. 65 ot 2008 r.; u3Mm. u gor., 6p. 71 ot 2008 r., 6p. 10, 23,
41,88 m 102 oT 2009 1., 6p. 59 1 98 o1 2010 1., 6p. 9, 12, 60 m1 61 o1 2011 1., 6p. 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 ., 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 ., 6p. 62 o1 2022 1., O6p. 84 1 88 o1 2023 1., Op. 16 1 39 0T 2024 1. M
op. 16 u 51 ot 2026 1.)

Ce MPaBAT CIICTHUTE H3MEHCHUS M JIOITbTHCHHS:

1. Bun 9

a) ainuHes 1 ce U3MeHs Taka:

,»(1) Ha KoHKpeTeH MmalueHT MOXe Jia ce Mpuiara JIKapCTBEH MPOAYKT, KOHUTO HE €
pas3peliieH Mo pejia Ha IIaBa TpeTa, 10 CIeIHaIHa MophyiKa Ha JIedeOHO 3aBeICHHE 3a OOJTHUYHA
MoMOII[, Ha JiedeOHO 3aBelAeHHE MO Wi. 5 OoT 3akoHa 3a JieueOHHWTE 3aBEJCHUS KbM
MunucrepctBoTo Ha oTrOpaHara, MMHHUCTEPCTBOTO Ha BBTpPEHIHUTE paboTH U
MUHUCTEPCTBOTO HA TPAHCIIOPTA M CHOOIIEHUATA, KOETO OCHIIECTBsIBA OOJTHUYHA ITOMOIII, Ha
LHEHTHp 3a CHEIIHAa MEAMIIMHCKA MOMOII WJIM Ha KOMIUIEKCEH OHKOJIOTMYEH LEHTBHP INpHU
YCIIOBUS U TIO PEl, ONIPEICIICHH ¢ Hapea0a Ha MUHUCTBpa Ha 3/jpaBeona3BaHeTo.
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0) B an. 2 tymara ,,JICUEHUETO* ce 3aMEHs C ,,JIEKAPCTBEHUS MPOJTYKT.

2.Bun 207, an. 1:

a) ch3/1aBa ce T. 50:

,,)0. CHa0O 1B C JIEKaPCTBEHU MPOIYKTH 32 COOCTBEHUTE UM HYXIH JIeUeOHU 3aBEICHUS
mo wr. 8, ain. 2 1 wi. 10, . 1 m T. 6 or 3aKoHa 3a JICUeOHUTE 3aBEACHUS IPH CIIa3BaHE Ha
yCIIOBHSITAa W peJa 3a CHaOjsABaHE, ChbXpaHEHUE, OTYCTHOCT M KOHTPOJ HA JICKAPCTBEHHUTE
MPOIYKTH, OTIPECIICHU B Hape0a Ha MUHUCTBPa Ha 3/IpaBeoIa3BaHeTo;

0) B T. 15 HaBCsIKBaE AYMUTE ,,T. 5, 5a 1 6 ce 3aMeHsT ¢ ,,T. 5, S5a, 50 u 6.

3. B un. 217 naBcsakwpae gymure ,,qi1. 207, an. 1, 1. 5, 5a u 6 ce 3amensr ¢ ,,a1. 207, an.
1, T.5,5a,50mu 6.

4. B un. 219, an. 1 caeq nymuTe ,,MeIUIIMHCKHU U3JIETUS ce 100aBs ,,d MEIUIIMHCKH
W3JIeTNS 32 MHBUTPO JUATHOCTHKA®.

5. B ui. 222a:

a) JIOCETaIlHUs TEKCT CTaBa ai. 1;

0) ch3maBa ce ai. 2:

»(2) JIune, moaydusio pa3perieHnue 3a ThproBus Ha IpeOHO ¢ JICKapCTBEHU MPOJAYKTH B
anTeka, He MOXKe J1a OB/ MPUTEkKATENT Ha pa3pelieHue 3a ThProBus Ha €ApO C MEAUIIMHCKU
W3JIeIINs, U3/1aJICHO 110 peia Ha 3aKoHa 32 MEIUIIMHCKUTE U3IeIus.

6. B un. 225, an. 3 ciaex QymuTe ,,MEAUIUHCKH M3ACIHA" ce J00aBs ,,d MCIMIIMHCKH
W3JICTUS 32 HHBUTPO JUArHOCTHKA®.

7. B un. 232a nymwure ,,un. 207, an. 1, T. 5a u 6 ce 3amensr ¢ ,,un. 207, an. 1, 1. 5a, 56
u 6%

8. B um. 238, an. 1 gymuTe ,, i MEIULIMHCKH M3ICIHSA CE 3aMCHAT C ,,MCIAMIIMHCKH
W3JICTUS ¥ METUITMHCKH M3/IENHS 32 UHBUTPO TMAarHOCTHKA™,

9. B uir. 259, an. 1 ce cp3maBsa 1. 14:

»14. e unen Ha KoopauHanmoHHaTa Tpyma 3a OLEHKA Ha 3JpaBHUTE TEXHOJOTHUH,
ceriaacHo Permament (EC) 2021/2282 na EBponelickus mapiameHT u Ha CbBera oT 15
nexkeMBpu 2021 ronvHa OTHOCHO OIEHKaTa Ha 3JIpaBHUTE TEXHOJOTHH W 332 M3MEHEHHE Ha
Hupextusa 2011/24/EC (OB, L 458 ot 22 nexemBpu 2021), Hapu4aH no-HaTaThK ,,PermameHT
2021/2282“ u e HaUMOHAJIHMAT OpPraH MO MpUJaraHe Ha perjiaMeHTa Ipu pel U YCIOBHA,
MIOCOYEHHU B HapenOarta o wi. 261a, an. 5.

10. Cn3pnaBa ce HOB wi. 2598B:

,»d1. 2598. Koraro e m3BbpIeHa U IpHeTa ChbBMECTHA KJIMHWYHA OILIEHKA, ChIVIACHO
Pernament 2021/2282, cpokoBete mo 4. 2596, an. 1, 1. 6, 8 u 9 ce HamansBar ¢ efHa Tpera.

11. B un. 262:

a) allHes 3 ce M3MEHs TaKa:

,»(3) B ITo3uTnBHUS JIEKapCTBEH CITUCHK CE BKIIIOYBAT JIEKAPCTBEHHU MIPOTYKTH, Ha KOUTO
MEXIYHAPOJAHOTO HEMATeHTHO HAaWMEHOBAHHME, KBbM KOETO MPHHAICKH JIEKAPCTBEHUST
MIPOIYKT/KOMOWHAIMATA - TIPH KOMOWHUpPAHU JIEKapCTBEHU MPOAYKTH, C HM3KIIOYCHHE Ha
TeHEPUYHHUTE JICKAPCTBEHU MPOIYKTH U JIEKAPCTBEHUTE MPOIYKTH, KOUTO ChIbPKAT aKTUBHO
BEIIIECTBO MJIM aKTHUBHU BEIIECTBA C JOOPE yCTaHOBEHA yImoTpeda B MEIUIIMHCKATA TTPAKTHKA,
ce 3aruiamia oT OOIIECTBEH 3PaBHOOCUTYpHUTENCH (OHI W/WIU C MyOJIMYHU CpPEACTBa MPHU
CHIIUTE TePANIEBTUYHH MTOKA3aHUS MTOHE B 5 OT BCUYKHU JAbPKaBH WICHKH.

0) amunes 10 ce n3mMeHs Taka:

,»,(10) JIekapcTBeHHUTE MPOAYKTH C HOBO MEXTYHAPOTHO HETTATCHTHO HAMMEHOBAHUE, 3a
KOUTO € TIO/aJICHO 3asiBICHHE 3a BKJIOYBaHE B [l03WTHMBHHS JIEKapCTBEH CIHCHK, HE CE
BKJIIOYBAT B CIUCHKA, aKO 3a TSAX HE Ca JOTOBOPEHU OTCTHIKHU 1O ui. 45, an. 10 u an. 21 or
3akoHa 3a 37paBHOTO OcUTypsiBaHe. HammoHamHaTa 31paBHOOCUTYPHUTEIIHA Kaca MPEI0CTaBs
Ha ChBETA €K3EMIUISP OT CKIFOUEHUTE JOTOBOPH 34 OTCTHIIKH.

12. B 4. 2626:

a) aliMHes 3 ce U3MEHs TaKa:

»(3) CpBMecTHaTa KIWHWYHA OIleHKa chriacHo Permament 2021/2282 e wact ot
OIICHKATa Ha 3/IpaBHUTE T€XHOJIOruM 1o ai. 1, 1. 1 u 2.%
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0) cp3maBat . 4 u 5:

»(4) B cboTBeTHOTO mpuiokeHue Ha [103UTHUBHUS JIEKapCTBEH CHHMCHK CE BKIIFOYBAT
JIEKAPCTBEHU MPOJYKTH, TMPUHAJICKANIM KbM HOBO  MEXKJIYHapOJHO HEMATEHTHO
HAaUMEHOBAHUE, 32 KOUTO € U3BbPIICHA OLIEHKA Ha 3[[paBHUTE TEXHOJOTUH 110 pela Ha al. 1, u
3a KOUTO UMa ChbBMECTHA KJIMHUYHA OIICHKA IO aJl. 3 WM IIOHE €/1HA TOJIOKUTEIIHA OLIEHKa Ha
3/IpaBHATa TEXHOJIOTHUS OT AbpKaBHA MHCTUTYIUS Ha BenukoOpuranus, @pannus, ['epmanus
u [IBenus.

(5) Korato B chOTBETHOTO mNpujioxeHHe Ha [IO3UTHBHHS JIEKAPCTBEH CIUCHK CE
BKJIFOYBAT BaKCHHHU, MPUHA]IJICKAIIA KbM HOBO MEXJTYHAPO/IHO HETIATEHTHO HAMMEHOBAHUE, 32
KOUTO € M3BBpIICHA OIICHKA Ha 3JpaBHUTE TEXHOJIOTUU IO peAa Ha ai. 1, He ce M3HUCKBa
MIPEICTABSHETO HA MOJIOKUTETHA OIEHKA Ha 3/[paBHATA TEXHOJIOTHS OT AbprKaBHA MHCTUTYILIHS
o ai. 4.

13. B un. 2628:

a) ajuHes 2 ce U3MEHs Taka:

»(2) HanmoHanmHuAT chBET MO LIEHU U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOIYKTH
U3BBPIIBA aHANU3 Ha chOpaHaTa OT JeueOHHUTE 3aBeneHus uUHpopmanus mo an. 1 u Ha
nonydeHata ot H30K urdopmarnms no ain. 4. MadopmanusTa ce cb0upa u monydasa or CrBera
IIpU YCIIOBUS U 10 PEell, ONpeie]ieH: B Hapea0aTa mo 4. 261a, am. 5.

0) ch3maBar ce an. 4 u 5:

»(4) 3a uenure Ha mpocneasBaHe Ha edekrta ot Tepanusra, H30K mpemocrtaBs Ha
chBeTa MH(MOPMAIIHS 32 JICKAPCTBEHUTE MPOAYKTH 10 Wi. 259, ai. 1, 1. 10. YciioBusta u peasT
3a Mpe0CTaBsiHe HAa HH(OPMAIUATA Ce ONpeeaT B HapeadaTa mo wi. 4wi. 261a, an. 5.

(5) 3a memure Ha mpocieAsBaHe Ha edekTa OT TepanusATa [JIaBHA TUPEKIUS
,»] paXKJIaHCKa pEerucTpamnus ¥ aJIMUHUCTPATUBHO OOCTyXkBaHE“ KbM MUHHUCTEPCTBOTO Ha
PETMOHATHOTO PAa3BUTHE M OJIArOyCTPOHCTBOTO, MpeaocTtaBs Ha ChbBera MHPOpManus, 3a
CMBPTHOCTTA B CTpaHaTa, KaTo BHJa Ha HH(OpMaNMITa U pefa 32 HEHHOTO MPEIOCTaBsIHE Ce
ypexaar B Hapeabara mo wi. uwi. 261a, am. 5.

14. B un. 266a, an. 2, TeKCTHT Ipeau T. | ce U3MeHs Taka:

,»EKETOTHO T10 TPEIJIOKEHNE Ha JIeueOHO 3aBe/IeHHe 3a OOTHIUYHA ITOMOII, Ha JIEYeOHO
3aBe/ieHre 1o Wi. 5 OT 3aKoHa 3a JieueOHUTe 3aBe/leHUss KbM MHHHCTEPCTBOTO Ha OTOpaHara,
MUHHCTEPCTBOTO HA BHTPEITHUTE pa0OTH 1 MUHHUCTEPCTBOTO HA TPAHCIIOPTA U CHOOIICHUSTA,
KOETO OCBHINECTBABA OOJTHHYHA MOMOII, HA HEHTHD 3a CIHEIIHAa MEIUIIMHCKA IMOMOIIl WU Ha
KOMILJIEKCEH OHKOJIOTHYEH IIEHThD M CJIEJ CTAHOBUIIE HAa CHOTBETHHUS €KCIEPTEH CHBET IO
ChOTBETHATa MEAUIMHCKA CIIELMAIHOCT WM MEAUIMHCKA JIEUWHOCT 1o 4i. 6a, an. 1, 1. 1 ot
3aKoHa 3a 3/[paBeTO MUHUCTBPBT Ha 3/IpaBEOIa3BaHETO YTBbPXKAaBa CIIHCHK Ha JIEKapCTBEHNUTE
MPOIYKTH MO all. 1, KOMTO chbpika crieqHarta nadopmanus:

15. Cp3naBa ce wi. 2668:

,»di1. 2668. (1) ITo u3KkimroueHue, Mpu JUICa Ha JIEKAPCTBEHA AITEPHATHBA, HA KOHKPETEH
MAIMEHT ¥ CaMO B MHTEPEC Ha HETOBOTO 3/JpaBe, pa3pellieH 3a yrnoTpeda B cTpaHaTa JIeKapCcTBEH
OPOAYKT MOKE Ja Ce TMpuiara HW3BBH YCIOBUATA HA pPa3pelIeHHeTo 3a ymoTrpeba Ha
JIEKapCTBEHUSI IPOAYKT 3a LEIUTE HA MPOBEXK/IaHE HA MOCTEKCIO3UIMOHHA MTPO(HIaKTHKA 32
MpeloTBpaTsBaHe Ha MH(MEKIIH Ha KOHKPETEH NMallMeHT IPU U3ITbIHeHNE Ha paboTa, CBhp3aHa
C PUCKOBE OT €KCIIO3UIIUS Ha OMOJIOTUYHU areHTH, MPU HaJINYMe Ha HAYYHH JI0Ka3aTesICcTBa 3a
0e30MmacHOCTTa U €(UKACHOCTTA HA TO3U JIEKAPCTBEH MPOIYKT.

(2) Hoctekcno3umronHaTa mpoduiakTuka Mo ain. 1 ce mpuiara Ha KOHKPETEH MalUeHT,
KOraTo IpH OllEHKaTa Ha pUCKa C€ YCTAHOBH, Y€ € HAJIMUEH pealieH PHUCK 3a 3/IpaBeTo My U 4e
TOW HSIMA M3TPaJieH UMYHHUTET KbM CHOTBETHHUs OMOJIOTWYEH areHT mo an. 1. Hamwmuwero u
CTENEeHTa Ha pUCKa OT MH(EKILHUS ce OIEHsBa OT JIeKap ¢ MpHU3HaTa CHEeNHaIHOCT 1Mo npoduia
Ha 3a00JIsIBaHETO.

(3) JlekapcTBeHUAT MPOAYKT 1O ajl. 1 ce MpeAnucBa OT KOMHUCHUS OT TpUMa JIEKapu OT
nedeOHO 3aBeleHHE 3a OOJHMYHA TIOMOIN C TpHU3HATA CHEIUAIHOCT IO mpoduia Ha
3a00JIIBaHETO, KOUTO MOTUBUpAT NPEANUCAHHETO 3a BCEKU KOHKpeTeH mauueHt. [lo
M3KJIIOYEHUE, CaMO B YCJIOBHS Ha CIIELIHOCT, JIGKAPCTBEHUSAT MPOAYKT 1Mo ai. | mMoxke na ce
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Opeanuine OT €IWH JieKap OT JiedeOHO 3aBeleHHME 3a OOJHMYHA IOMOIN, C MpHU3HATa
CHEIHMAIHOCT MO Npodwmia Ha 3a00JsBaHETO, KOWTO MOTHUBUpPA MPEANHUCAHUETO 32 BCEKHU
KOHKPETEH IMalMeHT, KaTO BIIOCJIEACTBUE PEUICHUETO C€ IMOTBBPKAaBa M IOJIUCBA U OT
OCTaHAJINTE YWICHOBE HA KOMUCHUATA.

(4) Iocrexcno3unuroHHaTa NpodUIAKTUKA 1O aJll. 1 ce mpoBeXxaa B Jie4eOHO 3aBeICHUE
3a OOJTHUYHA TOMOII] CJIe]I [T0JIy4aBaHe Ha MUCMEHO MH(POPMUPAHO ChIVIACHE OT MalMeHTa.

(5) Bceku eranm oT mpoBekIaHaTa MOCTEKCIO3UIIMOHHA MpoduiakTuka mo an. 1 ce
MpOCIesBa M JOKYMEHTHPA OT JIEKapUTe OT KOMHUCHATA MO all. 3, KOUTO HOCST OTTOBOPHOCT 32
MPOBEXAAHE HA TIOCTEKCIIO3UIIMOHHATA TPODUIAKTHKA TI0 all. 1.

(6) Komucusita mo ain. 3 yBemomsiBa M3mbiaHuTenHa areHuus ,,MeauIMHCKA Ha30P* U
N AJI 3a mpoBeXJaHETO HA MOCTEKCIIO3UITMOHHATA TIPOPUITAKTHKA 110 al. 1.

(7) YcnoBusita u pebT 3a ojiyuaBane Ha UH(QOPMHUPAHO ChIIache OT MalMeHTa 110 all.
4, poCeIsABaHeTO U JOKYMEHTHPAHETO MO al. 5 W Ha 0e30macHOCTTa M e(hUKACHOCTTa Ha
JIEKapCTBEHUS MPOJIYKT C€ OMPEENAT ¢ Hapeabdara mo wi. 9, an. 1.

(8) B caywamte mo an. 1 JeKapCTBEHUAT NPOAYKT 3a IMOCTEKCIIO3UIIMOHHA
npoduIaKkTUKa ce 3ariamia ot paboroaarens.

16. B § | oT nombiaHMUTENHUTE pa3nopendN ce MpaBsST CICHUTE H3MEHEHUS |
JOMbITHEHHUS:

1. Touka 426 ce oTMeHs.

2. Cn3naBa ce 1. 46a:

,»46a. , IlocTexcno3nnmonHa mpouIakTuka™ e mpujiaraHe Ha JeKapCTBeH MPOJIYKT 3a
MPEeOTBpaTsABaHE Ha JKMBOTO3aCTpaIlaBamlo MHPEKIMO3HO 3a00IIABaHE CIE]l EKCIO3UIUS Ha
OMOJIOTMYHU areHTH.

17. B un. 270, an. 4 cnen ngymure ,,n0 wi. 258, an.1* ce mobGaBs ,, U TUpEKTOpa Ha
crorBeTHaTa P31.“

18. B un. 289, an.5 ce u3MeHs Taka:

»(5) Hapymenusita mo an. 1 - 3 ce ycTaHOBSIBAT C aKTOBE, CbCTABEHU OT JIIIBKHOCTHH
JuLa, ONpEeAeNIeHH OT Mpeiceaaresis Ha cbBeTa mo wi. 258, an. 1 wim gupekTopa Ha
croTrBeTHaTa P3U, a Haka3zaTeTHUTE MOCTAHOBIIEHUS CE M3/1aBaT OT MpeJCceaaTeNsl Ha ChBETa
no wi. 258, an. 1 wim aupekropa Ha ceoTBeTHaTa P3M“.

§ 137. B 3akoHa 3a 3amuTa OT BPEJHOTO Bh3/ICHCTBHE HA XUMHUYHHTE BEIECTBA U CMECH
(o6H., IB, 6p. 10 ot 2000 r.; u3M. u goi., 6p. 91 ot 2002 r., 6p. 86 1 114 ot 2003 1., 6p. 100 M
101 ot 2005 r., 6p. 30, 34 u 95 ot 2006 r., O6p. 82 oT 2007 1., 6p. 110 oT 2008 T., 6p. 63 U 98
ot 2010 1., 6p. 84 o1 2012 1., 6p. 61 0T 2014 1., Op. 102 OT 2015 1., Op. 12 1 58 0T 2017 T., OP.
53 u 98 or 2018 1., 6p. 17 0T 2019 1., 6p. 19 0T 2021 T., Op. 102 OT 2022 1., Op. 102 OT 2023 T,
op. 23 ot 2024 r., 6p. 78 ot 2025 1. u Op. 13 ot 2026 T.) ce MpaBAT CICTHUTEC U3MCHCHUS U
JIOITBJTHCHHS.

1. Bun 3, am I, 1. 1, 6. ,,r caen nymuTe ,,MEAWIIMHCKH HM3ACIUS‘ ce q00aBs ,.u
MEJIUIIMHCKH U3JIeJINS 32 UHBUTPO THUArHOCTHKA .

2. Bun. 2le:

a) B ai. 2, T. 8§ mymute ,,ui. 2, an. 1, T. 1 u 3 oT 3aKkoHa 3a MEIUIIMHCKUTE U3JICTUSA " ce
3aMmeHsT ¢ ,,91. 2, T. 1 ot Permament (EC) 2017/745 na EBponetickust mapiameHT 1 Ha CbBeTa
ot 5 ampun 2017 1. 3a MEAMITMHCKHATE U3Jeaus, 3a n3mMeHenue Ha Jlupektusa 2001/83/EQ,
Pernament (EO) Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a oTMsiHa Ha JUPEKTHBHU
90/385/EVIO u 93/42/EVIO na Coera (OB, L 117/1 ot 5 mait 2017 1.), Hapu4aH mo-HaTaTbK
»Permament (EC) 2017/745%, ¢ u3kimoueHne Ha M3IEIUATA MO al. 3, T. 8, U MEIUIIMHCKHU
U3JIENHsSI 32 HHBUTPO JUArHOCTHKA 1Mo 4iI. 2, T. 2 ot Pernament (EC) 2017/746 na EBpomneiickus
napiaMeHT U Ha CwBera oT S5 ampun 2017 r. 3a MEAUIMHCKUTE HW3ACIHUS 32 HWHBUTPO
JMarHOCTHKA ¥ 3a oTMsHA Ha J{upektuBa 98/79/EO u Pemenune 2010/227/EC na Komucusita
(OB, L 117 ot 5 maii 2017 r.), Hapuuan no-uHaraTbk Permament (EC) 2017/746%.

0) B ai1. 3 T. 8 ce U3MCHS Taka:
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»»8. MEIUIMHCKH u3aenus 1o 4i. 2, T. 1 or Pernmament (EC) 2017/745 n MmequnuHCKH
W3JIeTUS 32 HHBUTPO JUArHOCTHKA 1o wi. 2, T. 2 oT Permament (EC) 2017/746;.

§ 138. B 3akona 3a 3apaBHOTO ocurypsiBane (00H., JIB, 6p. 70 ot 1998 r.; u3m. u o,
op. 93 u 153 ot 1998 1., Op. 62, 65, 67,69, 110 1 113 ot 1999 ., 6p. 1 1 64 oT 2000 1., Op. 41
ot 2001 r., 6p. 1, 54, 74, 107, 112, 119 u 120 ot 2002 r., 6p. 8, 50, 107 1 114 ot 2003 r., Op.
28, 38,49, 70,85 u 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 1., 6p. 11 0T 2007 1.; Pemenue Ne 3 Ha KoHCTUTYIIMOHHUS
cba ot 2007 r. — 6p. 26 ot 2007 .; u3m. u jgom., Op. 31, 46, 53, 59, 97, 100 u 113 ot 2007 r.,
op. 37,71 m 110 ot 2008 r., Op. 35, 41, 42,93, 99 u 101 ot 2009 r., Op. 19, 26, 43, 49, 58, 59,
62, 96, 97, 98 u 100 ot 2010 r., 6p. 9, 60, 99 u 100 ot 2011 r., 6p. 38, 60, 94, 101 u 102 ot
2012 1., 6p. 4, 15, 20, 23 u 106 ot 2013 1., Op. 1, 18, 35, 53, 54 u 107 ot 2014 1., Op. 12, 48,
54,61,72,79,98 u 102 ot 2015 r.; Pemmenne Ne 3 na Koncruryrumonnus cba oT 2016 r. — 0Op.
20 ot 2016 r.; u3m. u gorr., 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 ., 6p. 24, 99 u 101 ot 2019 ., Op. 54, 67 u 103 ot 2020 1., Op. 21
ot 2021 1., 6p. 18,32 1 62 o1 2022 1., Op. 8, 13, 64, 66, 82, 84 u 106 ot 2023 ., 6p. 13, 16, 36,
39 u 85 or 2024 ., 6p. 25,27, 52, 64,97 u 100 ot 2025 1. m Op. 16 u 51 ot 2026 1.) ce mpaBsT
CIIEIHUTE U3MEHEHHUS U JONBIHECHU:

1. Bun. 19, an. 7, T. 4a cnen gxymute ,,MEIMIIMHCKU U3IETHUS" C€ TIOCTaBs 3areTas v ce
00aBs ,,MEUITUHCKH U3/CIINS 32 MHBUTPO JTUArHOCTHUKA.

2. Bum 20, an. 1, 1. 5 cien qymute ,,MeIUITMHCKH U3JICTUS" Ce MTOCTABs 3aIeTas u ce
00aBs ,,MEAUITUHCKH U3/CIIHS 32 MHBUTPO JTUArHOCTHUKA®.

3. B un. 24, 1. 8 cinen aymuTe ,,MEIUITMHCKH H3ACTUA" ce M00aBs ,,d MEIUIIMHCKU
W3JICTINS 32 HHBUTPO JUArHOCTHKA®.

4. B yn. 29, an. 3:

a) B T. 5 cien QyMHUTE ,,METUIIMHCKU HU3JETHSA" ce MOCTaBs 3ameTras U ce 100aBs ,,u
MEJIUIIMHCKYU U3JICNIHS 32 HHBUTPO AUArHOCTUKA®;

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

5. B 4. 45:

a)Bai. l:

aa) B T. 12 cnen nymuTte ,,MEOUIIMHCKU HM3AENUS ce MOCTaBs 3ameras U ce A00aBs
»MEIMIIMHCKHU U3JICIINS 32 HHBUTPO AUArHOCTUKA®;

60) B T. 15 cmex nymwure , AUETUYHH XPaHU 3a CHCIHATHU MEIUIIUHCKU IIENH,
MEIUIIMHCKN M3JEHs" ce TOCTaBs 3armeras u ce J00aBs ,,MeTUIIMHCKU U3JIENHS 32 HUHBUTPO
JIMarHOCTHKA‘";

0) B ai. 3 ciex IymMuTe ,,MEIUIIMHCKU W3JIETUSA ce TMOCTaBs 3ameras W ce J00aBs
»MEJIUIUHCKU U3JIIHS 32 UHBUTPO AMArHOCTUKA®;

B) B ajl. 5 cien AyMuTe ,,MEAMIIMHCKH M3AENus’ ce MOoCTaBs 3ameras U ce 100aBs
»MEJUIUHCKU U3JIEIHS 32 UHBUTPO AUArHOCTUKA®;

r) B al. 9 ciieq mymMHTe ,,MEIUIIMHCKH U3JCIUs, ce T00aBs ,,MeAUIIMHCKH U3ICITHS 32
WHBHUTPO TUArHOCTHKA;

1) B ai. 14, uzpedeHne IbpBO Clel TyMHTE ,,3a METUIIUHCKUTE U3AENus" ce 100aBs ,,u
METUIIMHCKUTE W3JENHs 32 WHBUTPO JMArHOCTUKA®, a CJea TyMUTe ,,ChOTBETHATa Tpyma
MEAUIIMHCKY H3AeNus™ ce 100aBs ,,u MEAUIIMHCKH U3/IeTIHS 32 MHBUTPO TUArHOCTUKA™;

e)Bai 15:

aa) B T. | cien mymuTe ,,MeIUIIMHCKUTE 3T ce 100aBs ,,u MEAUIIMHCKUTE U3JeNHUs
34 UHBUTPO JUArHOCTUKA";

00) B T. 2 ciieqy [yMUTE ,,METUITUTHCKUTE U3ENUS " ce 100aBs ,,i METUIIUHCKUTE U3ACTHUS
3a UHBUTPO JUArHOCTUKA";

X) B al. 16 cien gymuTe ,,IOCTaBKa M 3aIlialaHe Ha MEAUIIMHCKY U3JIEHs ce J00aBs
,»A MEJTUITMHCKH U3JIENHS 32 MHBUTPO JIMATHOCTHKA™;
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3) B an. 17 B Tekcra npeau T. 1 cinea QymMuTe ,,Ha MEAUIIMHCKH M3ACIUS CE MOCTaBs
3areras ¥ ce 100aBs ,,MeIUIIMHCKN U3/ICTHS 32 MHBUTPO JTHArHOCTUKA

1) B aJl. 35 cre {yMUTe ,,MeTUIIUTHCKUTE N3N ¥ ,,METUIIMHCKH U3IeNns " ce 100aBs
CBOTBETHO ,,d MEAUIIMHCKUTE U3JCJINS 32 UHBUTPO JUArHOCTUKA™ U ,,d MEIULIMHCKHA U3ACIIHS
3a UHBUTPO TUATHOCTHUKA™;

K) B a1. 36, T. 1 ciien mymuTe ,,MEeIUIIMHCKUATE U3ACIUS‘ ce 100aBs ,,i MEAUITUHCKHUTE
U3JIeNUs 32 UHBUTPO JUATHOCTUKA®;

1) B ai. 37, U3peueHue BTOPO Cled AYMHTE ,,3a MEAMIIMHCKHA W3JCIUA C€ TOCTaBs
3areras u ce 100aBs ,,MeTUIIMHCKU U3/CNUs 33 UHBUTPO JHATHOCTUKA .

6. B un. 45a, an. 1 cien gymure ,,MEIUIIMHCKH M3ACIHS‘ C€ TIOCTaBs 3ameTas M ce
n00aBs ,,MeIUITMHCKU H3/ICTUs 32 UHBUTPO JUATHOCTUKA .

7. B 1. 51 qymuTe ,,ieKapCTBEHU MPOAYKTH M MEIMIIMHCKUA M3ACIUS CE 3aMEHST C
»JIEKapPCTBEHU MPOIAYKTH, MEIUIMHCKU U3JETUs U MEAUIUHCKU U3JEIUS 3a WHBUTPO
IUarHOCTHUKa .

8. B un. 56, an. 3 cien gymute ,,MEAWIIMHCKUTE M3ICIHUS " C€ MOCTaBsl 3ameTas u ce
00aBs ,,MEIUITUHCKUTE U3/CIIHS 32 MHBUTPO TUarHOCTHKA™.

9. Bui. 68, ain. 9 cien nyMuTe ,,MeAUIIMHCKU U3ICIHSI* CE TIOCTaBs 3aIleTasi v ce J00aBs
»,MEIUITMHCKHU U3JICJIUS 32 UHBUTPO JUArHOCTUKA®.

10. B wi. 72, an. 9 cien nymMuTe ,,MEIUIIMHCKUTE U3JICTHUSA " Ce TIOCTaBs 3areTas u ce
00aBs ,,MEIUITUHCKUTE U3/CIIHS 32 MHBUTPO THarHOCTHKA™.

11. B un. 73:

a) B aJ. 1 HaBCAKBAE cilel AYMUTE ,,MEIUIIUHCKU U3enus,” ce 100aBs ,,MeIUIIUHCKU
W3ENHS 34 UHBUTPO JUArHOCTUKA U CE€ MTOCTaBs 3areTas;

6) B an. 4 cinen aymMuTe ,,JUETUYHU XPaHU 3a CHEIHATHU MEIUIMHCKU IENH,
MEIUIIMHCKHU U3JEHs ce MOCTaBs 3amneras u ce J00aBs ,,MeAUIIMHCKHA U3/ICNNS 32 HHBUTPO
IUarHOCTHKa .

12. B un. 80k HaBCIKBJAEC AYMHUTE ,,JICKAPCTBEHUTE IMPOJYKTH M METUITUHCKUTE
U3JIeNus’ ce 3aMEHAT C ,,JIEKAPCTBEHUTE NPOAYKTH, MEAUIIUHCKUTE U3JEIHUS U MEIUIIUHCKHUTE
W3EJHS 34 HHBUTPO JUArHOCTUKA .

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

14. B § 10 ot JlombaHUTENIHUTE pa3nopeon:

a) B T. 1 gymure ,JIeKapCTBEHU MPOAYKTH M MEIUIIMHCKH HU3JEIUSA C€ 3aMEHAT C
»JIE€KapCTBEHU MPOAYKTH, MEIULMHCKU HW3AETUs M MEIUUMHCKU W3JIEeIUs 3a HHBHUTPO
JTMarHOCTHKA';

0) B T. 8 ciien qymute ,,MeIUIIMHCKO U3Aene™ ¥ ,,MeAUITUHCKO U3/Ienue’’ ce 100aBs ,,1
MEJIUIIMHCKO U3/IETUE 3a MHBUTPO JUArHOCTHKA.

8§ 139. B 3akoHa 3a KpbBTa, KPHBOAAPSIBAHETO U KpbBoOMpeauBaneTo (00H. JIB. Op. 102
ot 2003 r., u3Mm. u jom., JIB. 6p. 70 ot 2004 1., 6p. 30 1 65 ot 2006 T., 6p. 31 0T 2007 1., Op. 41
u 74 ot 2009 1., Op. 59 1 98 ot 2010 r., O6p. 60 ot 2011 1., O6p. 38 1 54 ot 2012 1., Op. 68 OT
2013 ., 6p. 77 1 102 ot 2018 1., Op. 54 ot 2020 r. 1 O6p. 85 oT 2024 T.) CE NMPABAT CICTHUTE
W3MEHEHUS U JOITbIHCHUS

1. B un. 18 HaBcskbpae cien AyMUTE ,,MEIUIIMHCKUTE H3IEHUsA ce m00aBs ,,u
METUITMHCKUTE U3JICITHS 32 HHBUTPO JTHArHOCTHKA™.

2. B un. 24, an. 1, 1. 4 ciaen mymWTe ,,MEIWIMHCKHTE H3JACTUSA ce a00aBs ,1
METUITMHCKUTE U3JICIHS 32 HHBUTPO JTHArHOCTHKA™.

3. B un. 26, 1. 3 cien agymuTe ,,MEIUIMHCKU U3IETUSA ce M00aBs ,,i MEIUIIMHCKA
U3JIENHSI 32 UHBUTPO JTUArHOCTHUKA®.

8 140. B un. 19, an. 1, 1. 6 ot 3akoHa 3a yieucOHMTE 3aBeAcHus (00H., JIB, Op. 62 oT
1999 r.; u3m. u nom., O6p. 88 u 113 ot 1999 r.; momp., 6p. 114 ot 1999 1.; u3m., 6p. 36, 65 u 108
ot 2000 r.; Pemmenne Ne 11 na Koncrurynumonnus cbx ot 2001 r. — 6p. 51 ot 2001 r.; u3m. u
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qo., 6p. 28 u 62 ot 2002 1., 6p. 83, 102 u 114 ot 2003 1., 6p. 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 U 59 ot 2007 1., 6p. 110 OT
2008 r., 6p. 36, 41, 99 u 101 ot 2009 1., 6p. 38, 59, 98 u 100 ot 2010 r., Op. 45 u 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 o 2017 1., O6p. 18, 77, 84,91 1 102 oT 2018 1.,
op. 13,24,42 u 101 ot 2019 1. u 6p. 28, 54, 71, 85, 103 u 110 ot 2020 1., O6p. 11 0T 2021 1. M
op. 8,321 104 or 2022 1., 6p. 8 0T 2023 1., 6p. 39 1 85 01 2024 1. M Op. 74 ot 2025 r.) QYMUTE
,JICKQpPCTBEHU MPOIYKTH M MEIUIIMHCKU HM3JICIHA Ce 3aMEHAT C ,,JIeKAPCTBEHU IPOIYKTH,
MEAWIIMHCKY H3ICTUs U METUIIUHCKY U3/IENHS 32 UHBUTPO JUATHOCTHKA®.

8 141. B ui. 63a ot 3akoHa 3a gppxkaBHaTta cooctBeHoct (O0H. [IB. Op. 44 ot 1996 1.,
u3M. u jori., /IB. 6p.104 ot 1996 r., 6p. 55, 61 u 117 ot 1997 1., 6p. 93 1 124 ot 1998 r., Op.
67 ot 1999 1., 6p. 9, 12,26 u 57 o1 2000 1., Op. 1 1 38 ot 2001T., 6p. 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 1 105 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., 6p. 18 u 87
ot 2010 ., 6p. 19 1 47 oT 2011 1., Op. 45, 82 1 99 ot 2012 1., Op. 27, 65, 66 1 109 or 2013 1.,
op. 40, 98 u 105 ot 2014 1., Op. 52, 60 u 61 ot 2015 r., 6p. 81 0T 2016 1., Op. 13, 58 U 96 oT
2017 r., Op. 21, 64, 77 u 90 ot 2018 1., Op. 25, 44, 60, 61, 79, 94 1 98 oT 2019 1., Op. 28, 34 u
44 ot 2020 r., 6p. 21 ot 2021 1., 6p. 32 1 102 ot 2022 1., O6p. 102 o1 2023 T., Op. 47 1 74 oOT
2025 r. u 6p. 60 ot 2026 1. ) ce MPaBAT CIETHUTE AOIBIHCHHUS:

1. B 1. 1 cnen nymure ,,MeIMIIMHCKH HM3ISIUA Ce TIOCTaBs 3ameras U ce J100aBs
»MEITUIIMHCKHU U3JICIIHS 32 UHBUTPO JTMArHOCTHKA™,

2. B 1. 2 cnex mymute ,,MEAUIMHCKH M3ACIH, ce 100aBs ,,MCAUIIMHCKHA U3ICIUs 3a
WHBUTPO AUArHOCTHKA, .

§ 142. B 3akona 3a 3amura Ha notpedutenure (00H. 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 ., 6p. 15,18 1 97 o1 2010 ., 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., Op. 17, 45 1 100 o1 2019 1., Op.
13 u 52 ot 2020 1., 6p. 20 1 23 o1 2021 1., Op. 20 oT 2022 1., Op. 84 1 102 oT 2023 1., 6p.70 OT
2024 r.u 6p. 13, 16,24, 51, 55 u 58 o1 2026 1.) ce HpaBAT CIACAHUTE U3MEHEHHUS:

1. B un. 46, T. 2 gymuTe ,,JIeKapCTBEHU MPOAYKTH U MEAULUHCKU U3ENNA" CE 3aMEHST
C ,,JIEKAPCTBEHU MPOJYKTH, METUIIMHCKH H3ICNUsS U METUIIMHCKU H3AENUs 32 HHBUTPO
JMarHOCTHKA‘;

2. B un. 1816, T. 8 nymute ,,JieKapCTBEHU NPOAYKTH U METUIIMHCKU H3JETHS ce
3aMEHSIT C ,,JICKAPCTBEHU MPOTYKTH, METUIIMHCKH H3CIUS U METUIIUHCKA H3/ICITUS 32 MHBUTPO
IUarHOCTHKA .

8 143. B 3akoHna 3a JaHbK BbpXY J00aBeHara croitHocT (00H., JIB, Op. 63 ot 2006 r.;
U3M. U Jo11., 6p. 86, 105 u 108 ot 2006 r.; Pemenue Ne 7 na Koncturynuonnus ¢s1 ot 2007 T.
—6p. 37 or 2007 r.; u3Mm. | jgo., Oop. 41, 52, 59, 108 u 113 ot 2007 r., 6p. 106 oT 2008 1., OP.
12,23, 74 195 or 2009 1., 6p. 94 1 100 o1 2010 1., 6p. 19, 771 99 01 2011 T., Op. 54,94 1 103
ot 2012 1., 6p. 23, 30, 68, 98, 101, 104 u 109 ot 2013 ., Op. 1, 105 1 107 ot 2014 1., Op. 41,
79, 94 u 95 ot 2015 1., Op. 58, 60, 74, 88, 95 u 97 ot 2016 1., Op. 85, 92, 96 1 97 oT 2017 1.,
op. 24,651 98 ot 2018 1., O6p. 24, 33, 96, 100, 101 u 102 oT 2019 1., Op. 14, 18, 52, 55,71, 104
u 107 or 2020 1., Op. 17 1. m 111 ot 2021 r., Op. 14, 18, 52, 58, 99 u 102 ot 2022 r., Op. 66,
106, 108 ot 2023 r., 6p. 42, 70 u 79 ot 2024 r. u 6p. 26, 64 u 115 ot 2025 r.) ce mpaBsT
CJIETHUTE U3MEHEHHS:

1. B naumeHnoBanueTo Ha Wi. 360 1 HABCSAKBJE B TEKCTA HA pasnopeadara TyMuTe ,,uH
BUTPO JTUATHOCTUYHU MEIUIIMHCKU M3CTHS CE 3aMEHST C ,,MCIUIIMHCKU U3ICIHsI 332 HHBUTPO
JMarHOCTHKA*;
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2. Bun. 39, 1. 4 nymute ,,KaKTO U aKTUBHO UMILTAHTHPYEMH MEIUITUTHCKU U3CIUs" ce
3aMEHSIT C ,,KaKTO U UMIUIAHTUPYEMH MEUITMHCKH U3ICIIUS, 3aIBUKBAHU OT EHEPTHsl Pa3InyHa
OT TeHEpUpPaHaTa OT YOBEUIKOTO TSJIO 32 Ta3W LEJ WM OT 36MHOTO MPUTETIIIHE

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

§ 144. B ui. 27, an. 4 or 3aKoHa 3a TCXHUYECKUTE M3UCKBAHMS KbM MPOAYKTUTE (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 oT 2013 T.,
6p. 98 or 2014 1., 6p. 14 1 101 ot 2015r., 6p. 12 1 77 0T 2018 1., O6p. 1 OT 2019 1., Op. 54 1 105
ot 2020 1., 6p. 41 o1 2024 1. 1 6p. 13 1 55 o1 2026 1.) CHEN AYMUTE ,,METUITUHCKUTE U3ACTUS "
ce 100aBs ,,i MEJIUIUHCKUTE U3/ICNINS 32 HHBUTPO IMArHOCTUKA™.

§ 145. To3u 3aKOH BJIM3a B CHJIA OT JICHs Ha 00HAPOIBAHETO MY B ,,/IbpikaBeH BECTHHK",
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,
onpenenenu B wi. 113, maparpad 3, 6yksa ,,n” ot Pernament (EC) 2017/746.

2. IMaparpad 23, koiito BiM3a B cuia 6 Mmecema ciea 0OOHApOJBAHETO Ha 3aKOHA B
» I bpKaBeH BECTHUK".
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