IIpoexT

3AKOH 3A UBMEHEHMUME U JOII'bJIHEHUE HA
3AKOHA 3A MEJJUIHIUHCKUTE U3JAEJUA

(O6mn. J[B. 6p. 46 om 2007 2., usm. u oon. /[B. op. 110 om 2008 2., 6p. 41 u 82 om 2009 2., op.
98 om 2010 2., 6p. 39 u 60 om 2011 2, 6p. 54 u 84 om 2012 2., op. 14 u 38 om 2015 2., op. 14
u43om2016 2., op. 84,102 u 105 om 2018 2., 6p. 17 om 2019 2. u 6p. 67 om 2020 2.)

§ 1. Unen 1 ce uzmens taka:

»di1. 1. To3u 3aKoH ypexna:

1. mepkure no npunarane Ha Pernmament (EC) 2017/745 na EBponeiickus mapiaMeHT U
Ha CobBeta oT 5 ampun 2017 r. 3a MEAUIIMHCKHUTE HU3JENHs, 32 U3MEHEHUE Ha JlupekTuBa
2001/83/EQ, Pernament (EO) Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a oTMsHa Ha
qupexktuBr 90/385/ENO u 93/42/EMO nHa 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 ampuin 2017 r. 3a MEIMIMHCKUATE W3JEIUS 332 HHBUTPO
JIMarHocTuka u 3a otMsaHa Ha J(upektuBa 98/79/EO u Pemenue 2010/227/EC na Komucusra
(OB, L 117 ot 5 maii 2017 r.), HapuuaH no-HaratsK ,,Pernmament (EC) 2017/746%, u Texuure
W3MEHEHUS,

2. TIpaBWJIaTa U MPOICAYPUTE, IPIIIOKHMH 32 METUITUHCKUATE U3/ICIHs, JOKOJIKOTO HE ca
ypenenu B Pernament (EC) 2017/745;

3. mpaBWiIaTa W MPOILEIYypUTE, MPUIOKHUMH 32 MEIUIUHCKUATE W3CIUS 32 WHBUTPO
JTUArHOCTHKA, IOKOJIKOTO He ca ypenenu B Pernament (EC) 2017/746.%

§ 2. Unenose 2-5 ce OTMEHSIT.

§ 3. Unen 6 ce u3meHs Taka:

»d11. 6. (1) M3nbanuTennata arennus no jgekapcrBata (MMAJI) e koMneTeHTeH opras 1no
cvuchia Ha wi. 101 ot Pernament (EC) 2017/745 u na uin. 96 ot Pernament (EC) 2017/746.

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

§ 4. Unen 6a ce u3MeHs Taka:

»di1. 6a. 3a nenute Ha mM3Hoca MAJI u3nmaBa, 1Mo MCKaHE HA MPOW3BOAUTENS WU Ha
HETrOBUs YIIBIHOMOIIEH MpeAcTaBUTEN, cepTudukar 3a cBoOoaHa mpoaaxbda mo um. 60,
naparpad 1 na Permament (EC) 2017/745 u no un. 55, nmaparpad 1 na Permament (EC)
2017/746.”

§ 5. Bun. 7, an. 1 ce u3mens Taxa:

“(1) 3a oueHka Ha JOKYMEHTAIUs 3a perucTpauus, 3a BiucBaHe B EBponeiickata 0asza
nanau  3a  MeauimHckute wu3genus (EUDAMED), 3a wu3maBaHe Ha  pasperieHws,
YIOCTOBEPEHUS, YBEIOMJICHHS, CEpTH(UKATH U 32 TPOMEHH B TAX, IO Pe/ia Ha TO3H 3aKOH, Ha
Pernmament (EC) 2017/745 u na Pernament (EC) 2017/746, xakTo 1 3a U3BBPIIBaHE HA OI[EHKA
Ha JIOKyMEHTAIMsl W OIlEeHKa Ha MSCTO 3a HM3JaBaHE Ha pa3peIICHHE 3a OICHsSBAaHE Ha
CHOTBETCTBUETO MO WiI. 62, 32 TOCeABAIlla OLIEHKA U OJIUT Ha MSCTO Ha HOTHU(UITUPAH OpPTaH U
3a IPOMsTHA, CBbP3aHa ¢ ONPEACIITHETO Ha HOTU(UIIMPAH OpTraH Ce 3aruianiaT TakCH B pa3MepH,
ompezeneHu B Tapuda, omodpeHa oT MuUHHUCTEPCKUS ChBET.



§ 6. B rmaBa mepBa, pasaen | ,,O0mm pasnopendou ce cb3gana wi. 7a:

,»di1. 7a. (1) Koraro MeAMIIMHCKO U3/Ie/INE, ChOTBETHO MEAMIIMHCKO U3/ICITUE 33 HHBUTPO
JTUArHOCTHKA Ce MPeloCcTaBs Ha Teputopusita Ha Penmybnuka bbiarapus, cneaHuTe 10KyMEHTH
¥ MHpOpMAIHs ca Ha OBITaPCKU €3UK:

1. undopmarusara o Paznen 23 na Ilpunoxkenue | or Permament (EC) 2017/745,
cpoTBeTHO 1o Paznen 20 ua [punoxenue | or Permament (EC) 2017/746;

2. EC nexnapanusra 3a crotBeTcTBUE 110 Wi. 19 ot Pernmament (EC) 2017/745, cbOoTBETHO
EC nexnapanusta mo ui. 17 ot Pernament (EC) 2017/746;

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

4. mpeaynpexaCHIETO BbB Bpb3Ka ¢ Oe3omacHocTTa 1mo wi. 89, maparpad 8 ot Pernmament
(EC) 2017/745, cvorBeTHO 1o wi. 84, maparpad 8 or Pernmament (EC) 2017/746.

(2) ITpu noucksane ot MAJI mpon3BOAUTEINIAT MPEAOCTABS TEXHUYECKATa JIOKYMECHTAIINS
no Ilpunoxenue Il u Il ot Pernament (EC) 2017/745 cvorBetHo Ilpunoxenue Il u Il ot
Permament (EC) 2017/746 wnu onpeeieHn 9acTu OT Hesl Ha OBJITapCcKu €3UK.

(3) Opraunure 3a oleHsIBaHE Ha ChOTBETCTBHETO MpeaocTaBaT Ha AJI jokymeHTHTE 110
1. 38 ot Pernament (EC) 2017/745, cpotBeTHO nokymeHnTute 1o wi. 34 ot Pernament (EC)
2017/746 Ha ObITapCcKH €3HK.

(4) Koraro HOTH(HIIMPAH OpraH € YCTAHOBEH Ha TepuTOpHsTa Ha PenyOnuka boirapus
CJIETHUTE TOKYMEHTHU C€ U3TOTBAT WM Ca HAIUYHU Ha OBJITAPCKH €3HK:

1. ceprudukarute, U3AaACHN OT HOTUGUIIUPAHUS opraH cbhriaacHo [Tpunoxkenus [X, X u
XI ot Pernament (EC) 2017/745, cvotBetHO IIpunoxenus IX, X u XI or Pernament (EC)
2017/746;

2. TeXHUYEcKaTa TIOKyMEHTAaIIUs, TOKIaIUTE OT OJUTHUTE, OL[CHSIBAHETO U MMPOBEPKATA BbB
BpBb3Ka C¢ mpouenypure mno naparpadgu 1-7 u 9-11 ma un. 52 ot Pernament (EC) 2017/745,
CHOTBETHO TEXHHYECKATa JOKYMEHTAIIMS, IOKIaIUTE OT OJIUTUTE, OIICHSIBAHETO U MPOBEpKaTa
BBB BpPB3Ka ¢ mporeaypure no naparpadu 1-10 Ha un. 48 ot Permament (EC) 2017/746.

(5) Pesromero Ha IulaHa Ha KJIMHUYHOTO u3nmuTBaHe 1o [Ipunoxkenne XV ot PernmameHt
(EC) 2017/745, cbOTBETHO PE3IOMETO Ha IUIAHA 3a H3IUTBAHETO Ha JCHCTBHUETO IIO
[Tpunoxenue XIV ot Pernament (EC) 2017/746 ce u3rotBsT Ha OBITApCKU €3UK.

(6) Bcuuku nokymentu 1o 4i. 39 ot Pernament (EC) 2017/745 u un. 35 ot Pernament
(EC) 2017/746 ce u3roTBAT Ha OBATApPCKU €3UK.”

§ 7. B naumenoBanuetro Ha paszen |l Hakpas ce 1o6aBsi ,,u Ha MEAMIIMHCKH U3EIHUS 3a
VHBUTPO THArHOCTHKA ‘.

§ 8. Unen 8 ce n3meHs Taka:

»di. 8. (1) MeauuuHCKUTe U3ETHs, IPUHAIICKHOCTHTE 33 TAX U Ipyrara npoayKTH,
nocouenu B [Ipunoxenne XVI na Pernament (EC) 2017/745, ce myckar Ha ma3apa u/win ce
IycKaT B JCHCTBHE, KOraTo OTroBapsT Ha m3ucksanusta Ha ['nmaBa Il ot Permament (EC)
2017/745 n Ha TO3U 3aKOH.

(2) MenuuuHCKHATEe W3/EIHs 32 MHBUTPO JMArHOCTHKA Ce MyCKaT Ha Ma3zapa W/Wid ce
IycKaT B JICWCTBHE, KOraTo OTroBapsAT Ha u3uckBaHusaTa Ha ['nmaBa Il ot Permament (EC)
2017/746 n Ha TO3M 3aKOH. "

§ 9. Unen 9 ce u3mens taka:

»d1. 9. (1) MeauuuHckuTe u3AeNMsI, KOUTO C€ MPOM3BEXKAAT M M3IOJ3BAT CaMO B
JeyeOHU 3aBe/ieHus, TpAOBa J]a OTTOBAPST Ha OOIIMTE U3UCKBaHMA 32 0€30MaCHOCT U ICHCTBHE
no [Tpunoxenwne | u Ha ycaoBusTa o wi. 5, maparpad 5 ot Permament (EC) 2017/745.

(2) MenmuuuHCKUTE H3IENUS 32 MHBUTPO JUArHOCTHKA, KOMTO C€ IMPOU3BEXIAT U
M3II0NI3BAaT caMO B Jie4yeOHUW 3aBeJeHHs, TpsiOBa Ma OTroBapsT Ha OOIMUTE M3WUCKBAHHS 3a

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



(3) JleuebnoTo 3aBenmenume momaBa B MAJI 3asBiienue 3a perucrpaims, mo obpaselr,
YTBBPJEH OT U3II'BJIHUTENHUS JupekTop Ha MAJL, kbM KoeTo npunara:

1. BcmyyauTe 1o an. 1 couChbK HA U3JIENHATA, KOUTO C€ MPOU3BEXKAAT U YIIOTPEOsIBaT, U
JeKJIapanusra 1o wi. 5, maparpad 5, 6yksa ,,a1° ot Pernament (EC) 2017/745;

2. B CIIy4auTe 10 al. 2 CIUCHK Ha U3/IeTHUATa, KOUTO CE MPOU3BEXKIAT U yIOTpeOsBar, u
JeKIapanusTa 1o wi. 5, maparpad 5, 6yksa ,,e*“ ot Perimament (EC) 2017/746.

(4) V3nbiiHMTENIHATA areHIIMS 0 JISKapCTBaTa BOJAM PETUCThD HA JICUCOHUTE 3aBEACHUS
no an. 3.

§ 10. Yinien 10 ce oTmens.

§ 11. Cp3naBa ce ui. 10a:

,di. 10a. (1) JleueOHMTE 3aBeIcHHS ChXPAHIBAT M MMOJIbPIKAT Upe3 €ICKTPOHHU (MM
JpyrH) cpeacTBa yHUKanHus uneHtuukarop Ha uzgenusra (UDI) mo un. 2, maparpag 15 ot
Pernament (EC) 2017/745 cvoTBeTHO 1O Wi. 2, maparpad 15 ot Pernament (EC) 2017/746 3a
BCSIKO M3JIEJIHE, KOETO € JIOCTaBEHO B JIEYEOHOTO 3aBE/ICHHE.

(2) JleucOuute 3aBeleHUs ca JUIBKHH Ja MPEJOCTaBAT HA MMAIMEHT, Ha KOWUTO €
UMIUTAHTHPAHO MEIUIIMHCKO M3Jenue, mocodenara B wi. 18, maparpad 1 ot Permament (EC)
2017/745 undopmanus Mo Ha4YMH, KOUTO JaBa BB3MOXHOCT 3a ObP3 JOCTHII 0 HEs, 3a€IHO C
KapTaTa 3a HMILUIaHTa, Ha KOSTO Ca HAHECCHU JaHHM 32 HeroBaTa CaMOJIUYHOCT.

§ 12. Ynen 11 ce nu3meHs Taka:
,»d11. 11. 3abpansBa ce moBTOpHAaTa 00pabOTKa U yroTpedara Ha HOBTOPHO 00paboTEeHN
MEIMIIUHCKH U3/IeNNA 33 €IHOKpaTHa yroTpeda Ha TepuTopusita Ha PemmyOnuka boarapus.

§ 13. B . 12 ce mpaBsAT CeAHATE U3MEHEHUS U JOIBIIHCHHUS !

1. Anunes 1 ce u3Mens Taka:

»(1) Ilo MOTHBUpPaHO MCKaHE HA perMOHAIIHATA 3]lpaBHA MHCHEKIMs, Ha HanuoHnamxus
HEHTHP MO OOIIECTBEHO 3/paBe M aHAIM3M WM Ha JiedeOHO 3aBeleHHe, MUHHUCTBPBHT Ha
3/IpaBEOIa3BaHETO WJIM OINPABOMOIIEH OT HET0 3aMECTHUK-MHHHUCTBD MPU TOJIOKHUTEIHO
CTAaHOBUIIE HA M3MBJIHUTENHUSA AupekTop Ha MAJL, Moxke chC 3amoBes MO M3KJIIOYEHHUE J1a
paspely MmycKaHeTo Ha ra3apa u/viiy B ICUCTBUE HA METUIIMHCKO U3/IeTTUE WIH HAa METUIIUHCKO
U3JIeHe 32 HHBUTPO TUATHOCTHKA, YUATO YyIOTpeda € B MHTEpeC Ha OOIIECTBEHOTO 3/IpaBe WU
0e30macHOCTTa WJIM 3paBETO Ha TMAIlMEHTUTE, 0e3 /la ca HaJIMIE YCIOBUATA MO WI. 52 OT
Pernmament (EC) 2017/745, chotBetHO 110 . 48 ot Pernament (EC) 2017/746.¢

2. Cp3maBa ce HOBa ail. 2:

,»(2) 3mbiHuTEIHATA areHIus 1Mo JiekapcTBaTta nHbopmupa EBporneiickaTa KOMUCHS U
OCTaHAJINTE IBP’KaBH YJICHKH 3a 3aroBesra mo aim. 1.

3. loceramnara an. 2 cTaBa ai. 3.

§ 14. YUnenose 13-18 ce oTMeHAT.
§ 15. B rnaBa mepBa, pazaenu Il —V ¢ unenose 19 — 26 ce oTMeHHT.

§ 16. Unen 27 ce u3MeHs Taka:

,»d11. 27. (1) Korato npou3BoauTeISAT HA MEIULMHCKY U3/€Hs OT Kiac | HecTepuinHu U
6e3 u3MepBam (YyHKIUH, KaKTO ¥ (U3MYECKOTO WIM IOPUAMYECKOTO JIMLE, KOETO
KoMIuiekTyBa wm3fenus mo wi. 22 ot Permament (EC) 2017/745 ca peructpupanu 1o
THProBeckus 3aKOH, T€ TMOJaBaT 3asBIIEHUE 32 PETUCTpAlUs MO 00pasell 10 M3MbIHUTEITHUS
nupektop Ha MAJI He mo-KkbCcHO OT 14 mHU cien myckaHe Ha M3EIUETO Ha IMa3apa W/WiHk B
neiicTBUe Ha TepuTopusita Ha PemyOnuka bearapus.

(2) KbMm 3asBienuero no ain. 1 ce mpumarar:



1. HauMEeHOBaHUE U ONKMCAHUE HA U3/IEITUETO;

2. MHCTPYKIUSA 32 yroTpeda, KoraTo € MpHIoKHMO;

3. EC nexmapanus 3a crotBeTcTBUE 110 [Iprnoxxenne IV xem Pernament (EC) 2017/745;

4. TOKyMEHT 3a IJIaTeHa Takca B pa3Mep, onpeeseH B Tapudata mo 4. 7, ai. 1.

(3) Ilpu npomsina B uHpoOpManusaTa 1o air. 2, T. 1, 2 u/uau 3 nunara no aji. 1 momasart 10
U3MBIHATETHUS qupekTop Ha MAJI 3asBneHueTo mo ai. 1, KbM KOETO MpUIaraT CBbP3aHUTE C
poMsiHaTa IOKYMEHTHU U JOKYMEHT 3a IJIaTeHa TaKca B pa3Mep, Ope/ielieH B Tapudara mo 4.
7,am 1.

(4) Koraro ymbIHOMOILIEHUAT MPEACTaBUTEN Ha MPOM3BOAMUTENS HAa MEIUIIMHCKUTE
usnenusi mo an. 1 e peructpupan mo THProBeKusl 3aKOH, TOW MOJaBa A0 HU3MBIHUTEIHUS
nupekTop Ha MAJI 3asBieHneTo u npuapykapaiara ro JoKkyMeHramus mo ai. 1, 2 u 3.

§ 17. YUnen 28 ce u3mMeHs Taka:

1. 28. (1) KoraTo npou3BOIUTENAT Ha MEIUIMHCKH U3/ 32 UHBUTPO IMarHOCTHKA
OT KJIac A HECTEpUJIHHM, € peructpupa no THProBCKUs 3aKOH, TOM MoJaBa 3asBIICHUE 3a
peructpanus mo oopaser 10 u3nbIHUTeIHUs aupekTop Ha MAJI He no-kbcHO OT 14 nHu cien
MycKaHe Ha M3/IEJINeTO Ha MMa3apa u/WiH B AecTBHE HA TepuTopusaTa Ha Peny6nuka boarapus.

(2) KpM 3asBnenuero mo ai. 1 ce mpunarar:

1. HauMEeHOBaHKE U OMKCAHUE HA U3ACTUETO;

2. MTHCTPYKLMS 32 yHoTpeba, KOrato € mpuiIokKuMo;

3. EC nmexnapanus 3a cbotBeTcTBHE 110 [Ipunoxkenue IV kbm Pernament (EC) 2017/746;

4. TOKyMEHT 3a IJIaTeHa Takca B pa3Mep, onpeesieH B Tapudara mo 4. 7, ai. 1.

(3) Ilpu npomsina B uHpoOpManusara mo ai. 2, T. 1, 2 u/uau 3 nunara no an. 1 momasar 1o
U3NbJIHUTETHUS qupekTop Ha MAJI 3asBieHuero mo ai. 1, KbM KOETO MpHiIaraT CBbP3aHUTE C
poMsiHaTa IOKYMEHTH U JOKYMEHT 3a MJIaTeHa TaKca B pa3Mep, Onpe/ielieH B Tapudara mo 4.
7,am 1.

(4) Koraro ymbIHOMOIIEHHUAT MPEACTABUTEN HA MPOU3BOAUTENS HAa MEIULIMHCKUTE
u3zenus no ai. l, e peructpupad no THProBcKHUs 3aKOH, TOW IMOJaBa JO WU3IIBIHUTEIHUS
nupextop Ha MAJI 3asBiaeHneTo U puapyKasamiara ro JOKyMeHTanus no ain. 1,2 n 3.

§ 18. Unen 29 ce oT™meHsl.

§ 19. Cp3naBa ce ui. 29a:

»d1. 29a. (1) IIpou3BoauTENsAT HA MEIULMHCKU W3AENUs, W3padOTEHU IO MOPHUKA,
nonasa B MAJI 3asiBiieHue 3a perucTpanus 1no oopaser, yrBbpeH OT U3IbJIHUTEITHHS TUPEKTOP
Ha AJL, He mo-KbCHO OT 14 HU ciel mycKaHe Ha U3/AEIUEeTO B IeHCTBUE HA TEPUTOPUSATA Ha
Peny6nuka boarapus, npuapysxeno ¢ nexnapanusta no [Ipunoxxenue Xl ot Pernmament (EC)
2017/745, cnuchbk Ha M3AENUATa W JOKYMEHT 3a IUIaT€Ha Takca B pa3Mep, OIpPECNiCH B
tapudarta o wi.7, an. 1.

(2) MU3npnHUTENHATA areHIMs 10 JeKapcTBaTa BOJU PETUCTHP HA MPOU3BOJUTENINUTE 10
asl. 1 1 Ha mycHaTUTe B JIeliCTBHE U3EH 110 MOphYKa.

(3) IIpu npomsiHa Ha ajapeca Ha yNpaBiIeHUE NPOU3BOAUTENAT MO ajd. | yBenomsBa
U3BJIHUTETHUS JupekTop Ha MAJI B 14-1HeBeH CpOK OT HACTBHIIBAHETO M.

(4) IIpu mpomMsiHa Ha MH(GOpPMaLKATA B 3asIBICHUETO MO al. 1, MPOU3BOAUTENAT M0/1aBa
70 U3MBJIHUTENHUS JTupekrop Ha MAJl 3asBieHHe, KbM KOETO IpHJlara CBbpP3aHUTE C
poMsIHaTa JOKYMEHTH U JOKYMEHT 3a IJIaTeHa TaKca B pa3Mep, Onpe/ielieH B Tapudara 1o 4.
7,am 1.

(5) [IpousBoauTenAT MO ait. 1 mpemocTasst JOKyMeHTaIHsTa o pa3aen 2 ot [IpunoxeHue
X1l na Pernament (EC) 2017/745 3a npoBepka npu MoMcKBaHe OT JMIaTa 1o wi. 86, ai. 2.%

§ 20. Ynen 30 ce oT™MeHsl.



§ 21. B un. 30a ce mpaBsAT CIETHUTE U3MEHEHUS U JOTTbJIHCHUS :

1. Ban. 1 cien xymuTe ,,MeIUIMHCKUTE U3JICIUA " cE 100aBs ,,i MCAUIIUHCKUTE U3 CITHS
3a UHBUTPO JUAarHOCTHKA™.

2. B anm. 2 HaBcAKBAC Clel JyMUTE ,MCIUIMHCKOTO H3Jenue” ce a00aBs ,.u
MEUITMHCKOTO U3/ICIUE 32 MHBUTPO TUArHOCTHKA™.

3. B am. 3 pgyvmmre ,MEOUIMHCKO H3JACIHME  C€ 3aMEHAT C ,,MCAUIIUHCKO
W3JIeNMe/MEeTUIIMHCKO U3/CIIUE 32 HHBUTPO JUArHOCTHKA .

4. B an. 4 ciaen nymuTe ,,MEIUIIUMHCKH M3ICIH Ce 100aBs ,,d MCIUIIMHCKH M3JCIIHS 32
WHBUTPO TMArHOCTHKA™.

5. Ban. 5 cnex gymuTe ,,MeAUIIMHCKH U3CIIH ¢ JOOABS ,,d MEIUIIMHCKH H3CITHS
3a UHBUTPO JUArHOCTHKA™.

§ 22. B un. 300 HaBCsIkbaE Clel TYMUTE ,,MEAMIIMHCKUTE H3AeNIus” ce 00aBs ,,u
MEJIUIMHCKUTE U3EIHS 32 MHBUTPO TUATHOCTHKA .

§ 23. Unen 31 ce oTmeHs.

§ 24. B HauMeHOBaHHMETO Ha TJlaBa TpeTa Hakpas ce J00aBs ,,d W3MUTBAHHUS Ha
JeMCTBUETO Ha MEAMLIMHCKY U3/1eIMs 32 UHBUTPO JHUArHOCTHKA®.

§ 25. B rnaBa tpera gymure ,,Pazaen | O0mu paznopendu‘ ce 3aanvaBar.

§ 26. Unen 32 ce u3MeHs Taka:

»di. 32, (1) KnuHWYHO HW3MWTBaHE HAa MEIUIIMHCKO H3JIEJIME Ha TEPUTOpUATAa Ha
Penyonuka Bbiarapus ce mpoBekaa npu ycinoBusra u 1o peaa Ha Pernmament (EC) Ne 2017/745
¥ Ha TO3H 3aKOH.

(2) U3nutBane Ha AEWCTBUETO HA METUIIMHCKO U3JENHE 332 MHBUTPO JIMArHOCTHKA Ha
teputopusTa Ha PenyOnnka beirapus ce nmpoBexia npu yclioBusiTa U 1o pena Ha Pernament
(EC) Ne 2017/746 u Ha TO3M 3aKOH."

§ 27. Unen 32a ce oTMeHs.

§ 28. Unen 33 ce nu3MeHs Taka:

»di1. 33. KiuHNYHO W3MHMTBaHE HAa MEIWIIMHCKO H3J/IEHE, ChOTBETHO H3MHTBAaHE Ha
JIeMCTBUETO Ha MEAMLIMHCKO U3/1€IHMe 3a MHBUTPO AMArHOCTHKA, Ha TepuTopusiTa Ha PeryOnnka
Brirapust Moke Ja ce TpoBeXAa B Jie4eOHU 3aBeJCHHS 3a OOJHWYHA TIOMOII, IIEHTPOBE 32
NICUXUYHO 3/]paBe, [IEHTPOBE 3a KO’KHO-BEHEPUUECKH 3a00IIBaHNUS, KOMIUIEKCHH OHKOJIOTUYHU
[IEHTPOBE, AHMAJM3HH IIEHTPOBE, TUArHOCTUYHO-KOHCYJITATUBHU IICHTPOBE, MEIUIIMHCKA
LIEHTPOBE, JCHTAIHU LIEHTPOBE U MEJUKO-JCHTAIHU LIEHTPOBE, KAKTO U B WHAMBHUIYATHHU U
TPYIOBU TIPAaKTUKK 32 ITbPBUYHA M CIHEIHATM3UpaHa MEIUIIMHCKA TOMOII, TTOJYYHIIH
paspelIeHne 3a OChIIECTBSIBAHE HA JICHHOCT ChOTBETHO YJOCTOBEPEHME 3a PErucTpalus IO
pena Ha 3aKoHa 3a JICUeOHUTE 3aBEACHUS.

§ 29. Unen 34 ce oTMeHs.
§ 30. Unernose 36 u 37 ce OTMEHHIT.

§ 31. Unen 38 ce n3meHs Taka:

,»di1. 38. (1) KinnHryHO M3nuTBaHe Ha MEIUITMHCKO M3/IENTUE BBPXY MAJIOJIETHO JIUIIE CE
IPOBEXa CIIe]] T0JydaBaHe Ha MUCMEHO HH(POPMHUPAHO ChITIacCHe Ha JIBaMaTa POJUTENN VI
Ha HACTOWHMKA Ha JIUIeTOo. KoraTto eMuHHUAT pouTell € HEM3BECTeH, TIOYNHAI HIIH € JIUIICH OT
POUTEIICKH TIpaBa, WK HE ca My MPEJOCTaBEHH TaKMBa MpaBa B CIIyJanTe Ha Pa3BOJI, TUCMEHO



MH(POPMHPAHO ChIVIACHE JaBa POAUTENT, KOUTO YIpakKHABA POAUTEICKUTE IpaBa.

(2) KiimHMYHO HM3MUTBaHE HAa MEIUIIMHCKO W3JCNME BHPXY HEIBIHOJIETHO JIUIE Ce
IPOBEXJa ciell MoJyyaBaHe Ha MMCMEHO MH(OPMHUPAHO ChIJIacHe OT JIMLETO U OT JBamara
POIMTENH MK OT notieunTelist. Koraro eAMHUSAT poAuTeN € HEM3BECTEH, MOUYNHAI UJIH € JIUIICH
OT POJAMTEIICKU IpaBa, WIK HE ca My IPEJAOCTaBEHM TAaKHBa IpaBa B CIydauTe Ha Pa3BO],
NUCMEHOTO MH(POPMUPAHO CHITIACHE CE J1aBa OT HEMBIHOJIETHOTO JIUIE U OT POJUTENS, KOUTO
yIpa)KHsIBa POJAUTEIICKUTE MpaBa.

(3) B cyuaute mo wi. 162, an. 3 ot 3akoHa 3a 37paBeTo HHGOPMHUPAHO ChIIACHE JaBa
Ha3HA4Y€HOTO OT ChAA Juue.

§ 32. Unenose 39 — 41 ce OTMEHST.

§ 33. Uien 42 ce nu3meHs Taka:

»di1. 42. [lpu npoBexjaHe Ha KIMHUYHO M3MHWTBAaHE Ha TepuTopusta Ha PemyOiuka
bbirapusi, BB3IOXKUTENAT ONpeneNs JIMIE 3a KOHTAKT, YCTAaHOBEHO Ha TEPUTOPHATAa Ha
Penybnuka bearapus.

§ 34. Unen 43 ce u3MeHs Taka:

»di1. 43. (1) KinmHr4HO M3NMUTBaHEe, CbOTBETHO M3IUTBAHE HA JECHCTBUETO CE M3BBHPIIBA
10/l PHKOBOJICTBOTO Ha M3CJIEJIOBATEN, KOMTO € JIeKap WK JeKap IO JeHTaJIHa MEIUIMHA, C
MpHU3HaTa CIEMUATHOCT B ChOTBETHATa 00JIacT.

(2) Beuuku numa, mpoBeXJallld KIMHMUYHO M3IMUTBAaHE, CHOTBETHO M3IUTBAaHE Ha
NeiicTBUETO TpsaOBa Aa OTrOBapsT HA U3MCKBaHUATA Ha wi. 62, maparpad 6 ot Pernament (EC)
Ne 2017/745, cvotBeTHO Ha wi. 58, maparpad 7 ot Pernament (EC) Ne 2017/746.

§ 35. Unen 44 ce n3MeHs Taka:

»H1. 44. BB3M0XUTENAT U HU3CIENOBATENSAT CKIIOYBAT JOrOBOP 3a 3acTpaxoBKa,
MOKpHUBAIla OTTOBOPHOCTTa MM 3a NPUYMHEHHWTE IPH WX IO TOBOJ IPOBEKIAHETO Ha
KJIMHUYHOTO U3MUTBAHE/U3IUTBAHETO Ha JIEHCTBUETO HEUMYIIIECTBEHU U UMYIIIECTBEHH Bpeln
Ha y4acTHHLMTE.

§ 36. B rmaBa tpera mymute ,,Pazmen Il Paspemienue 3a mpoBexgaHe Ha KIHHHYHO
M3NUTBaHE" ce 3ajIuvaBar.

§ 37. Unen 45 ce n3MeHs Taka:

»di1. 45. (1) Knuanuno u3nuTBane Ha MEAUITMHCKO u3zenue mo 4. 70, maparpad 7, 0ykBa
,»a* ot Pernament (EC) 2017/745 ce nmpoBexa Ha TeputopusaTa Ha Penyonuka bonrapus crien
yBeOMsiBaHE Ha BB3NOKUTENST OoT MAJI, ue 3asBiIeHHETO € PENOBHO, M € HU3AAJCHO
MOJIOKUTENHO cTaHoBHIEe oT ETnuHara komucus 3a knuHudHd v3nutBanus (EKKW) mo um.
103, an. 1 oT 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHAaTa MEUIMHA.

(2) Knuanuno u3nuTBaHe Ha MEAUIIMHCKO u3aenue mo wi. 70, maparpad 7, Oyksa ,,0° oT
Pernament (EC) 2017/745 ce mpoBexnaa Ha TepuTopusita Ha PemyOnumka boviarapust cren
MoJTydyaBaHe Ha pa3pelleHne OT U3MBIHUTETHHS nupekTop Ha ATl u u3nageHo noJoKUTEITHO
cranosunie ot EKKN.

(3) KnuanyHo M3nUTBaHE HA METUIIMHCKO U3ieue mo wi. 74, maparpad 1 ot Permament
(EC) 2017/745 ce npoBexnaa Ha TepuTopusta Ha Penybnuka bearapust cinen yBenoMsBaHe Ha
HAJL oT BB3JIOXKHTENS MO pefa Ha ChIIUS WIEH W U3/1aJeHO TMOJOXKUTEIHO CTAaHOBHUIIE OT
EKKMU.

(4) Asnmnen 1 u 2 ce mpuiaraT ChbOTBETHO U 3a KIMHHUYHO M3MUTBAHE HA MEIUIIMHCKO
uzaenue mo 4i. 74, maparpad 2 ot Pernmament (EC) 2017/745.

(5) 3a oreHKka Ha JOKYMEHTaIMsATa 10 all. 1 — 4 BB3IIOKUTENAT 3aruiaiia Takca Ha MAJI
u tTakca Ha EKKU B pasmep, onpenenen cbriaacHo tapudara mo ui. 7, ai. 1.4



§ 38. Witen 46 ce u3MeHs Taka:

,di. 46. (1) HsznurBane Ha JEHCTBHETO HAa MEIUIMHCKO W3JIENHE 33 HHBUTPO
JIMarHOCTHKA 110 wi. 66, maparpad 7, Oyksa ,,a“ ot Permament (EC) 2017/746 ce nmpoBexia Ha
teputopusta Ha PemyOnmka bearapus cien yBemomsiBane Ha Bb3joxkutens ot MAJL, dge
3asBJICHUETO € PEJIOBHO U € U3/1aJICHO TOJ0KUTEIHO cTaHoBuIle oT EKKH.

(2) HsnuTBaHe HA AEWCTBUETO HA MEIUIIMHCKO M3/I€NUE 32 HHBUTPO JIMArHOCTUKA 1O
1. 66, maparpad 7, o6yksa ,,0° ot Pernmament (EC) 2017/746 ce npoBexaa Ha TEpUTOPHSATA Ha
PenyGiiuka beirapus ciien mosydaBaHe Ha pa3pelieHre OT U3ITbIHUTETHUS qupekTop Ha MAJI
Y U37aJ€HO NoJIokuTeNHO ctanoBuile ot EKKH.

(3) UsnurBaHe Ha ACHCTBHETO HA MEIUIIMHCKO U3JCIHE 3a HHBUTPO JTUATHOCTHKA TI0
1. 70, maparpad 1 ot Pernmament (EC) 2017/746 ce npoBexaa Ha TepuTopusTa Ha PeryOinka
bwarapus cnen yBenomsiBane Ha MAJI OT Bb3/I0KHUTENS 110 peia Ha ChINUS YWIEH U U3a/IeHO
MON0KUTENHO cTraHoBuUIEe oT EKKN.

(4). Anuaen 1 w 2 ce mpuiarat ChbOTBETHO M 3a HM3IHTBAHE Ha JCHCTBHUETO Ha
MEIMIIMHCKO HM3JIeTNe 32 MHBUTPO auarHoctuka no wi. 70, maparpad 2 ot Permament (EC)
2017/746.

(5) 3a omeHka Ha TOKyMEHTAIUATA 0 al. 1 — 4 BB3JI0KHATENAT 3aruiama takca Ha MAJI
u takca Ha EKKU B pasmep, onpeneneH cbriacHo Tapudara mo wi. 7, ain. 1.

§ 39. Cn3naBa ce HOB wiI. 47:

»di1. 47. (1) Be3noxutensat nogaBa no MAJI 3asBneHue u qoxkymenrtanus mno wi. 70,
naparpad 1 or Permament (EC) 2017/745 3a mpoBexgaHe Ha KIMHHUYHO HM3MUTBAHE Ha
MEIUIIMHCKO H3JeNINe Ha TepuTopusTa Ha PenmyOnuka beiarapus, upes enekTpoHHaTa cucreMa
10 Wwi. 73 OT ChILUA PETIAMEHT.

(2) Bu3noxurenst npencrass B MAJl 1okyMeHT 3a TuiaTeHa Takca, ChrjlacHO Tapudara
mo wr. 7, an. 1.

(3) MWMBmpanuTenHara areHmUs IO JIGKapCcTBaTa  OICHSABA  3asBICHUETO U
JToKyMeHTanusTa o an. 1 mo pena na Pernmament (EC) 2017/745.

(4) M3npiHMTENHATA areHLIMs 110 JIEKapcTBaTa U3/aBa MpU YCIOBUATA U 110 peJa Ha Y.
70 u 71 ot Permament (EC) 2017/745 paspemienue 3a KIMHUYHO M3MHUTBaHE WJIH OTKas,
CHOTBETHO yBEJIOMJICHHUE, Y€ 3asBJICHUETO € PEJOBHO WM 0TKa3 mo 4. 70, maparpad 3, an. 2
ot Pernmament (EC) 2017/745.

(5) OrkazpT 1m0 an. 4 TomNexd Ha  oOXKalBaHE MO  pena  Ha
AJMUHUCTPATUBHOMPOIIECYATHUS KOJEKC.

§ 40. Unen 48 ce n3meHs Taka:

»d1. 48. (1) Bb3noxurenar nogasa 1o MAJI 3asBneHre u JOKyMEHTanus 1o 4i. 66,
naparpad 1 or Pernmament (EC) 2017/746 3a nmpoBexIaHe Ha M3MUTBaHE Ha JCWCTBUETO HA
METUIIMHCKO M3JIEJIHE 32 UHBUTPO TMAarHOCTHKA Ha TepuTopusiTa Ha Penmybnuka buiarapust, upes
€JIeKTPOHHATa CUCTEMA IO WI. 69 OT ChILUA PETrJIAMEHT.

(2) Bw3noxutensar npeacrass B MAJI nokyMeHT 3a maTeHa Takca, ChIVIacHO Tapugara
mo ui. 7, am. 1.

(3) UznpaHuTenHaTa areHUus 1o JIeKapcTBaTa OLIEHsBa 3asBJIEHUETO U JJOKYMEHTAIUsATa
mo ait. 1 mo pena Ha Pernmament (EC) 2017/746.

(4) V3mpnHuTenmHATa arceHIMS IO JIEKapcTBaTa M3/laBa pas3pelieHHe 3a KIWHUYHO
M3MUTBAHE WM OTKa3, CbOTBETHO YBEJIOMJICHUE, Y€ 3asBJICHUETO € PEJOBHO WM OTKa3, MpU
yCJIOBHSATA U IO peaa Ha wi. 66 u 67 ot Permament (EC) 2017/746.

(5) Orkazpr 1o am. 4 mommexu Ha  oOXajmBaHE MO  pela  Ha
AJMUHUCTPAaTUBHONPOLIECYATHUS KOJEKC.



§ 41. Cn3naBa ce HOB wi. 49:

,di1. 49. (1) 3a mosryyaBaHe Ha CTaHOBHUILE 10 WI. 45 BB3I0kuTEIAT TogaBa 10 EKKU
3asBJICHUE U JJOKyMeHTanusaATa 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) KM 3asBiaeHuero mo ai. 1 ce mpuiara JTOKYMEHT 3a IUIaT€Ha TaKca, ChITIACHO
tapudara mo wi. 7, an. 1.

(3) Ernunara xomMucHs 3a KIMHUYHU M3MUTBAHUS OICHSIBA CTHYHHUTE ACIEKTH Ha
KIIMHUYHOTO M3MHUTBaHE B CpoK J0 30 IHMU OT MoJaBaHe Ha 3asBJISHHUETO MO al. 1 W m3maBa
MOJIOXKUTETHO UM OTPUIIATETHO CTAHOBHIIIC.

(4) IIpu u3KuckBaHe HA MOMBIHUTENIHA HH(DOPMALIUS U JOKYMEHTAIUs, CPOKBT 1O ajl. 3
cripa Jia Teue.

(5) B cayuail, ye BB3IOXKUTEIAT HE MpEeACTaBM B Cpok 10 20 JHM H3MCKaHATa
nH(popMaIus 1 JOKyMEHTAIs, IIpolielypara ce mpeKparsiBa.

§ 42. Unen 50 ce u3meHs Taka:

,»di1. 50. (1) 3a moryyaBaHe Ha CTaHOBHIIE IO WI. 46 BB3IOKUTEIAT TogaBa 10 EKKU
3asBJICHUE U JOKyMeHTauusTa o Pasnenu 1, 3, 4.1, 4.3, 4.4. u 4.5 na I'naa | ot [Ipunoxenue
X1V na Pernament (EC) 2017/746.

(2) KM 3agBrnenuero mo an. 1 ce mpuiara AOKYMEHT 3a IUIaT€Ha Takca, ChITIACHO
tapudara o wi.7, aiu. 1.

(3) Etnynata xoMucHs 3a KIMHUYHM HW3IUTBAHHUS OICHSABA C€THYHHUTE AaCIICKTH Ha
W3MHATBAHE HA JIEHCTBUETO B CPOK 0 30 JHM OT MOJaBaHE HA 3asBICHUETO IO ajl. | u u3gaBa
MTOJIOXKUTETHO UM OTPUIIATETHO CTAHOBHIIIC.

(4) Ilpu w3uCKBaHE HA MOITBIHUTENIHA HH(OPMAIUS U IOKYMEHTAIINs, CPOKBT 110 al. 3
criipa Jia Teue.

(5) B cnyuyaii, ye BB3JOXKUTENAT HE MNpeACTaBM B Cpok A0 20 AHM HM3UCKaHATa
uH(pOopMalvs U JOKYMEHTAIIUsI, IPoLeayparTa ce mpeKkpaTsiBa.

§ 43. Unen 51 ce u3MeHs Taka:

»d1. 51. (1) Bb310kUTENAT MOXKE Ja MPUIIOKU CHUIECTBEHH NPOMEHH B KIMHHYHO
U3IUTBaHE, aKo B CPOK J10 38 THU OT jJaraTa Ha nojaBaHe Ha yBegomienue MAJI e yBegomu
BB3JIOKUTENS 32 U3MIaJIeH O0TKa3 ChIylacHO wi. 75, maparpad 3, Oyksa ,,a* ot Pernmament (EC)
2017/745 n uma nu3nageHo nonoxxutenHo cranosuiie oT EKKU.

(2) Bp3noxkurtensaT moaaBa yBeAOMIIGHUE W JTOKYMEHTanus mo 4i. 75, maparpad 1 ot
Pernament (EC) 2017/745 no WAJI upe3 enekTpoHHaTa cuUCTeMa MO wWi. 73 OT ChUIMA
periameHt.

(3) Bo3noxutenar npencrass B MAJI nokymeHT 3a miaTeHa Takca, ChbriaacHo Tapudara
mo ui. 7, am. 1.

(4) UznpnanuTenHaTa areHIus IO JieKapcTBaTa OICHSBAa YBEIOMIICHHETO U
JTOKyMeHTaIusATa no ai. 2 nmo peaa Ha Pernmament (EC) 2017/745.

(5) 3a momydaBaHe Ha CTAHOBHUIIE MO ajl. 1 BB3IOKMUTENAT M0JIaBa YBEIOMIIEHUETO U
nokymeHnTanusaTta no an. 2 1o EKKU, npuapyxeHo ¢ JOKyMEHT 3a IjlaTeHa Takca, ChIIIacHO
tapudara mo uwi. 7, an. 1.

(6) ETnunara xoMucHs 3a KIMHWYHH W3MUTBAHWS WM3BBPIIBA OIEHKA HA CTUYHHUTE
aCIeKTH Ha ChIIeCTBEHATa MPOMsHa B ¢pok 10 30 ITHU OT jaTaTa Ha MOJaBaHETO i W M3/aBa
MTOJIOKUTETHO MU OTPULIATEITHO CTAHOBHUIIE.

§ 44. YUnen 52 ce n3MeHs Taka:

1. 52. (1) BB3IOKUTENAT MOXKE J1a MPUIOKHU CHIIECTBEHN MMPOMEHHM B U3MUTBAHE Ha
JIECTBUETO, aKO B CPOK 10 38 THU OT JaTraTa Ha rnojaBaHe Ha yBegomieHue, MAJI e yBegomu
BB3IIOKUTENS 32 U3/1aJIeH 0TKa3 chriiacHo 4i. 71, maparpad 3, OykBa ,,a“ ot Permament (EC)
2017/746 u n3naneHo noiaoxureiaHo craHosuile or EKK.



(2) Bp3noxkurensaT moaaBa yBeAOMIIGHUE W JTOKyMeHTanus mo 4i. 71, maparpad 1 ot
Permament (EC) 2017/746 nmo WAJL upe3 enekTpoHHaTa cucTeMa Mo Wi. 69 OT chIus
perjaMeHr.

(3) Bp3noxkurensr npexacras B MAJI tokyMeHT 3a IuiaTeHa Takca, ChIJIacHO Tapudara
mo wir. 7, an. 1.

(4) W3mbpnanuTenHaTa areHIUs MO JIeKapcTBaTa OICHSABA YBEAOMIIGHUETO W
JIOKyMEHTAIusATa 1o ai. 2 no peaa Ha Permament (EC) 2017/746.

(5) 3a monyyaBaHe Ha CTAaHOBHUIILE MO al. | BB3JIOKUTENAT MOJaBa YBEIOMIICHHUETO U
nokymeHTanusTa o ai. 2 1o EKKH, npuapyxkeHo ¢ JOKyMEHT 3a IUIaTeHa Takca, ChIIacHO
tapudara mo wi. 7, aiu. 1.

(6) Etnynara komucHus 3a KIMHUYHM W3MHUTBAHUS W3BBPIIBA OLEHKA HAa E€TUYHUTE
ACTICKTH Ha ChIIECTBEHATa MPOMsiHA B cpok 10 30 JHU OT JaraTta Ha MOAABAHETO W, U W3/1aBa
MOJIO’KUTETHO WIIM OTPULIATEIHO CTaHOBUIIIE.

§ 45. Uinien 53 ce u3meHs Taka:

,di. 53. (1) Ilpu ycnoBusta u no pena Ha wi. 76 ot Permament (EC) 2017/745
U3IBJIHUTETHUAT AupekTop Ha MAJI che 3amoBen:

1. oTHEMa M3JaICHOTO Pa3pelICHNE 32 KIIMHUIHO U3IUTBAHE;

2. CIIApa WK IPEeKpaTsBa MPOBEKIAHETO Ha KIIMHUYHOTO M3 TBAHE;

3. M3HCKBA J1a Ce TIPOMEHST ONPEICIICHH aCIIeKTH Ha KIIMHUYHOTO U3ITUTBAHE.

(2) Ilpu ycnoBusita u o pena Ha 4wi. 72 ot Pernament (EC) 2017/746 u3nbaHUTETHUST
nupektop Ha MAJI cbe 3amoBen:

1. oTHEMa M3AaICHOTO Pa3peIICHUE 3 U3NUTBAHE HA ICHCTBHETO;

2. CTIpa WK MTPEKPATsBa MPOBESKIAHETO HA H3MUTBAHETO HA JICHCTBUETO;

3. M3UCKBA J1a CE IPOMEHST OIPEJICIICHU aclIeKTH Ha U3MMTBAHETO Ha JICHCTBHETO.

§ 46. Unenose 54 — 60a ce OTMEHSIT.

§ 47. Unen 61 ce n3meHs Taka:

,»di1. 61. M3meaHWTEenHATa areHIuUs 10 JIeKapcTBaTa € OpraH, OTroBapsil 3a
HoTu(UIMpaHuTe opranu no wi. 35, maparpad 1 or Permament (EC) 2017/745, cboTBETHO 1O
ui. 31, maparpad 1 or Pernament (EC) 2017/746.%

§ 48. Unen 62 ce n3MeHs Taka:

1. 62. (1) Paspeiienue 3a OeHsIBaHE Ha ChOTBETCTBHETO HA MEAUIIMHCKH U3/CIIHS U
Ha MEIUIUHCKU U3/ENINs 32 UH BUTPO AMATHOCTUKA, BKIIOUUTEIIHO OLICHSIBAHE HAa KIMHUYHUTE
JaHHU, Ce W3/1aBa OT M3MbIHUTENHUS qupekTop Ha MAJI o pena Ha Pernament (EC) 2017/745
u cborBetHOo Ha Permament (EC) 2017/746 Ha ¢Qu3uyecko WM IOPUAMYECKO JIMIIE,
peructpupaHo 1no THProBckus 3aKOH, CH3JAACHO ChC 3aKOH WM C aKT Ha MUHUCTEPCKUS
ChBET.

(2) JIunero, xoeTo KaHAWAATCTBA 3a U3/IaBaHE Ha paspelieHue no an. 1 mogasa qo MAJI
Ha €JIEKTPOHEH HOCHUTEIN 3asBJICHHE, B KOETO MOCOYBA M3JENMATA U MPOLEAYPUTE, 3a KOUTO
KaHIUAATCTBA, IPUIPYKEHO C TOKYMEHTALMATA, JOKA3Ballla CIIa3BaHETO HA U3UCKBAHUATA Ha
[Tpunoxxenue VIl na Pernmament (EC) 2017/745, chorBeTHO Ha [Ipunoxxenue VI na Pernament
(EC) 2017/746 u nokyMmeHT 3a Iu1aTeHa Takca, CbIiIacHO TapudaTta mo wi. 7, ai. 1.

§ 49. Unenose 62a - 68 ce OTMEHHIT.
§ 50. Unenose 70 — 76a ce OTMEHST.

§ 51. B un. 77, an. 1 HaBCAKBAC ClIEI TyMHUTE ,,MEIUIIMHCKH U3Jeus” ce q00aBs ,,u
MEJIUIIMHCKY U3JIeNINS 32 UHBUTPO JUArHOCTHKA .



§ 52. B ui. 78 ce mpaBsAT CIEAHUTE U3MCHEHUS U JOIBITHCHUS

1. Ban I:

a) B TEKCTa Mpeau T. 1 ciieq AYMUTE ,,MEIUIIMHCKA U31eIus’ ce 100aBs ,,d MCIUIIMHCKA
W3JIeTUS 32 HHBUTPO JUArHOCTHKA,

0) T. 2 ce OTMEHS.

2. B an. 2 HaBcAKbAC caea JyMHUTE ,,MEIUIIMHCKU U3ACUs” ce 100aBs ,,d MEIUIIMHCKU
W3JICIIUs 32 HHBUTPO JIMArHOCTHKA”, a ClIeJl AYMUTE ,,MCIUIIMHCKUTE M3ACIUs" ce 700aBs ,,H1
MEUITMHCKUTE U3/IEIHS 32 UHBUTPO TUArHOCTHKA™,

§ 53. B un. 78a ce npaBAT ClIeIHUTE U3MEHEHUS U JOTbJIHCHHUS .

1. HaBcsixkbae cien AyMuTe ,,MeIUIUHCKH U3Ienus ce 100aBs ,,i MEAUIIMHCKU H3ACIHUs
3a UHBUTPO JUArHOCTHKA .

2. Touka 3 ce oTmeHs.

§ 54. B un. 79, an. 2 cnex nymMure ,,MEAUIIMHCKU U3ACIHSA~ ce N00aBs ,,d MEIUIIMHCKH
W3JICTUS 32 HHBUTPO JUATHOCTHKA .

§ 55. B un. 80 ce mpaBAT CleAHUTE U3MEHEHUS U JOMbIHECHUSA:

1. B an. 1 cien nymute ,,MeIUIMHCKHA U3CIHs c€ H00aBs ,,i MEIUIIMHCKHA U3JICTIHS 32
WHBUTPO IMATHOCTHUKA .

2. B an. 3 qymure ,,u/Wiv ipy IpOMsiHA HA CITUCHKA HA BUJOBETE MEIUIIMHCKH WU3]ICITHS,
C KOUTO ThPryBar' ce 3aj114aBar.

§ 56. B ui. 80a, an. 1 cien qnymuTe ,,MeIUIIMHCKHN W3eus” ce 100aBs ,,d MEIUIIMHCKH
U3JIENHS 38 UHBUTPO JUArHOCTHKA .

§ 57. B un. 81 ce npaBsAT ClIeIHUTE U3MEHEHUS U TOTTbJIHCHUS .

1. B 1. 1 cnen nymute ,,MeIMIUHCKH U3Jenus’ ce 100aBs ,,d MEIUIIMHCKU U3/EIHs 3a
MHBUTPO AMArHOCTHKA .

2. BT.4 cnen nymure ,,MeIMIIMHCKH U31eNus” ce 100aBs ,,u METULIMHCKH U3/IENHUs 3a
MHBUTPO AMArHOCTHKA .

3. Touka 6 ce oTMeHs.

§ 58. B un. 82 ce mpaBAT cCleAHUTE U3MEHEHUS U JOMIBIHECHHUS !

1. Ammneu 1 u 2 ce OTMEHST.

2. Amunen 3 1 4 ce U3MEHAT Taka:

»(3) TeproBunTe Ha €APO C METUIIMHCKH H3ETHS, ChOTBETHO MEIUIIMHCKU U3JICIHS 3a
WHBHUTPO JTMATHOCTHKA OCUTYPSIBAT M MOJABPIKAT PETUCTHP HA CUTHAIMTE 10 Wi. 14, maparpad
5 ot Pernmament (EC) 2017/745, cpvorBeTHO 1o un. 14, maparpad 5 ot Permament (EC)
2017/746.

(4) Jluumara mo am. 3 ca JUIBXKHH Ja ChXpaHsABAT MApPTUIAHUTE CEPTHUPHUKATH Ha
MEAUIIMHCKUTE U3CNUs U Ha METUIIUHCKY U3/IeTIHUS 32 UHBUTPO IUAarHOCTUKA 32 CPOK 5 TOTUHU
Y JIa T IPEAOCTaBAT MPH MOMCKBAHE HA JIMIIATa MO HAA30p Ha ma3apa.‘

3. B an. 5 uudpara ,,1° ce 3amens c ,,3“, cien 1yMuTe ,,MCIUIIMHCKATE H3ICIHA ce
n00aBs ,, i MEAUITMHCKUTE U3JICIIHS 32 MHBUTPO JUATHOCTHKA, a CJIEN JYMUTE ,,MEIUIIHHCKU
u3zIenus ce 100aBs ,, i MeTUIIUHCKY U3JIENUS 32 UHBUTPO JUATHOCTHUKA .

§ 59. B wi. 83 ce mpaBsAT CIICHUTE JOITBITHCHHS:
1. Baiu | HaBcsIKkbae Clie]l AyYMHUTE ,,MCIUIIMHCKN U3JICTUsA” Ce 100aBs ,,d MEIUITUHCKH
W3ENHS 34 UHBUTPO JUArHOCTUKA .
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2. Ban. 2 cnen nymute ,,MeTUIIMHCKUTE U3JICTUA " C€ 100aBs ,,li MEAUITUHCKUTE H3ICITHS
3a UHBUTPO JUATHOCTHKA.

§ 60. B ui. 83a ce mpaBsAT CleAHUTE JOMBIHCHUS:

1. Bamn. 1 cien gymure ,,MeTUIIMHCKU U3J1eTus” c€ 100aBs ,,d MEIUIIMHCKY U3JICTUs 32
WHBHUTPO TUATHOCTHKA”;

2. B an. 2 cmen nymute ,,MEIUIIMHCKUTE M3ACIUA c€ HO0aBIT ,, 4 MEIUIIUHCKUTE
W3JIeNUs 32 UHBUTPO JUArHOCTUKA®.

§ 61. B un. 830 HaBcsAKBJE ClIE[ JTYMHUTE ,,MCAMIIMHCKHA HW3JCIHSA”’, ,,MCIUIIMHCKUTE
M3 ¥ ,,METMIIMHCKOTO U3/Ie/IHe/U31eus ce 100aBsi CbOTBETHO ,,i MEIUIIUHCKH H3/1EIUs
3a MHBUTPO JMArHOCTUKA’, ,,d MEAWIIMHCKUTE H3ACIUS 32 HWHBUTPO IUArHOCTUKA™ U .U
MEAMIIMHCKOTO M3/ICIUe/U3ISIHS 32 HHBUTPO JUArHOCTHKA .

§ 62. Unien 84 ce n3meHs Taka:

i1, 84. (1) Jlunarta o wi. 86, aji. 2 U3BbpUIBAT IJIAHUPAHU M BHE3AITHU MPOBEPKHU B
MOMEIIEHUSTA 332 ChXPAaHEHHE U THPTrOBUS C MEAUIIMHCKH U3ACNUs U METUIIUHCKU U3JIEIHs 32
WHBUTPO JHATHOCTHKA.

(2) Jlumata mo an. 1 Morar aa HM3HMCKBAT, MPOBEPSBAT M MPABAT KOIHS Ha IsUaTa
JOKYMEHTAIHs, C KOSITO pa3nojiaraT ThproBIUTE HA €/IpO, U KOSATO € He0OX0uMa 3a IOKa3BaHe
Ha CHOTBETCTBUETO Ha JAJICHO M3JeNue, Ha JoKyMeHTausaTa no wi. 25 ot Pernament (EC)
2017/745, cvotBeTHO 110 Wi. 22 ot Permament (EC) 2017/746, xakTo u ja B3emMar oOpasuu u
npoOH OT MEIULIMHCKH U3JICHS U METUIIMHCKU U3ENUs 32 MHBUTPO AMArHOCTHKA.

(3) Koraro pu mpoBepkaTa ce yCTaHOBH, Y€ MEAUITMHCKOTO U3/ICIIHE WA MEAUITMHCKOTO
U3JIeMe 32 UHBUTPO TUArHOCTHKA HE OTrOBaps Ha M3UCKBaHMATA Ha 4. 14, maparpad 2 Ha
Permament (EC) 2017/745, cvorBetHO Ha wi. 14, maparpad 2 Ha Permament (EC) 2017/746,
WIM Ca C M3TEKBJ CPOK Ha TOAHOCT, U3MBIHUTENHUAT nupekTop Ha MAJI pasmopexna cbe
3aroBe]l U33eMBaHE M M3TETIISTHE HA M3/IEIMETO OT Ma3apa /WM HETOBOTO YHUIIIO)KAaBaHE.

(4) IIpu ycTaHOBsIBaHE Ha HECHOTBETCTBHUS Ha MOMEIICHUSTA 32 CbXPAaHEHHE U ThPrOBUS
C M3MCKBAHMATA, OTMPEACTICHA OT MPOU3BOJUTENS 32 CHOTBETHOTO MEIUIIMHCKO M3/IEITUE HITH
MEAMIIMHCKO M3JeNUe 3a MHBUTPO AMATHOCTHKA, JINIIATa M0 al. 1 JaBaT MpearnucaHusi U CPOK
3a OTCTPAHSBAHETO HM.

(5) Koraro mipu mpoBepkara ce yCTaHOBH, Y€ B JOKYMEHTAIIUATA 10 ajl. 2 UMa HEMI'bJIHOTH
WJIM HETOYHOCTH, JIMIIATa 10 aji. | 1aBaTt mpeanucaHus U CPOK 3a OTCTPAHSIBAHETO FM.

(6) KoraTo HECHOTBETCTBUSTA, HEIIBIHOTUTE UM HETOUHOCTUTE HE OBAAT OTCTPAHEHU B
CpOKOBeTe 10 ajl. 4 U 5, numara 1o aji. | IpeAcTaBAT CTAaHOBHIIE A0 M3ITBIHUTEIHUS TUPEKTOP
Ha MAJI ¢ mpeyioxeHne 3a OTHEMaHe Ha Pa3peleHueTo 3a ThProBHs Ha €po, a 3a JTUlaTa 1o
wiI. 78a - 3aJIM4aBaHe OT perucThbpa no ui. 81 1 3akpruBaHe Ha MOMELIEHUSITA UM 32 CbXPAHEHUE
U THProBus. 3a OTHEMaHe Ha pa3pelIeHueTo 3a ThPTOBUs Ha €/Ipo, 3a 3aJInYaBaHe OT PETUCTHpa
o wi. 81 1 3akpuBaHe HAa TOMENICHUATA UMTBIHUTEIHUAT nupekTop Ha MAJI u3nasa 3amnose.

(7) 3anoBeauTte Ha M3MBIHUTETHUS AUpeKTOp Ha MAJI 1o an. 3 u 6 Morart na ce o0xanBar
no pena Ha AJIMHHHCTPATHBHOIPOIIECYaTHHSI KOAEKC, KaTo OO0KaJlBaHETO He chupa
M3MBJIHEHUETO UM.

§ 63. B un. 85 HaBcakbAe cienx AYMUTE ,,MEAMIIMHCKH H3JeIUs’ ce J100aBs ,,u
MEJIUIIMHCKY U3JICNIHS 32 UHBUTPO JUArHOCTHKA .

§ 64. B 4. 86 ce npaBsT CICTHATE U3MEHEHUS U JIOIIBJIHCHUS:

1. Anunes 1 ce u3MeHs Taka:

“(1) HamzopbT Ha ma3apa ce U3BbPIIBA, 32 J1a CE OCUTYPU ChOTBETCTBUETO HA ITyCHATUTE
HAa Ta3apa u/uin B JeHCTBHE:

1. memunmHCcKHM n3aenus ¢ n3nckBanusaTa Ha Permament (EC) 2017/745;
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2. MEIMIIMHCKYU WU3JENUs 32 UHBUTPO IMarHOCTHKA ¢ n3nuckBanusaTa Ha Permament (EC)
2017/746;
3. w3zenusTa 1o T. 1 1 2 ¢ u3uckBaHuATa Ha [ maBa mera “a” ot 3aK0oHa 3a 3aIUTa OT
BPEIHOTO BH3/ICHCTBHE HA XUMUYHHUTE BEIIECTBA U CMECH M HA HapexdaTa 1o 4.
217, an. 1 oT chIMsg 3aKOH.”.
2. B an. 2 gymure ,,MHCIIEKTOPU U €KCIEPTU ™ CE€ 3aMEHSIT C ,,JNIHKHOCTHH JTUTA“.
3. Ce3pmaBa ce ai. 3:
“(3) HamzopbT Ha mazapa ce opraHu3upa U OChILIECTBABA B ChOTBETCTBUE ¢ Pazien 3 Ha
I'maBa VIl na Permament (EC) 2017/745, cvorBeTHO ¢ Paznen 3 na ['maBa VIl Ha Pernament
(EC) 2017/746.%

§ 65. Unenose 87 u 88 ce OTMEHHIT.

§ 66. Unen 89 ce n3MeHs Taka:

1. 89. JIunara o wi. 86, aii. 2 u3BbPILIBAT MIPOBEPKHU B TPOU3BOACTBEHUTE, CKIIAIOBUTE
U THPTrOBCKUTE NOMEIICHUS Ha WKOHOMHYECKUTE OIEepaTopd, KaKTO W Ha JOCTABYHIIUTE H
MOJU3IBIHUTENUTE UM, B 00eKTUTe Mo wi. 83, an. 1, T. 2-7 u B 00EKTUTE, OCHILECTBABAIIU
JeHHOCT ¢ mpoayKTuTe 1o wi. 1, maparpad 2 va Pernament (EC) 2017/745.”

§ 67. Unen 90 ce n3MeHs Taka:

,,di1. 90. (1) JIunara o wi. 86, an. 2 mpoBepsiBar:

1. 3a namuuune Ha CE MapkupoBKa B CHOTBETCTBHME C M3MCKBaHMATa Ha 4wi. 20 OT
Pernmament (EC) 2017/745, choTBeTHO ¢ M3uckBanusTa Ha wi. 18 ot Pernmament (EC) 2017/746;

2. 3a HaJMM4ME HA MHCTPYKIHS 3a ynoTpeda W eTHKEeT B choTBeTCTBHE ¢ Pazmen 23 Ha
I'naBa Il ot [Ipunoxenue | ot Pernament (EC) 2017/745, cvorBeTHO ¢ Pa3nen 20 va I'nasa |1
ot [Ipmnoxenne | ot Pernament (EC) 2017/746;

3. EC pexnapamusta 3a cborBercTBue 1o wi. 19 ot Permament (EC) 2017/745,
cboTBeTHO 1O WiI. 17 oT Pernmament (EC) 2017/746;

4. texnuueckara gokyMmeHTarus o wi. 10 ot Pernmament (EC) 2017/745, cboTBETHO 1O
yi1. 10 ot Pernmament (EC) 2017/746.

(2) JTumara mo an. 1 morat 1a B3eMat 00pasiiy WK IPOOH OT U3JETHATA 33 H3IUTBAHE.

(3) UsznutBaHeTo mo an. 2 HE MOXE Ja C€ W3BbPUIBA OT HOTHU(UIMPAHU OpraHH,
y4acTBaJH B OI[EHSIBAHETO HAa CHOTBETCTBUETO HA CHITUTE U3AETHS.

§ 68. Unenose 91-94 ce oTMEHAT.

§ 69. Unen 95 ce nu3meHs Taka:

,»d11. 95. (1) B cnyuaute no uin. 94, 6yksa “a” ot Pernament (EC) 2017/745 u no ui. 89,
OykBa “a” ot Permament (EC) 2017/746, nuuata no un. 86, an. 2 U3TOTBAT CTAHOBHILE IO
U3IbIHUTENHUS nupekTop Ha MAJI ¢ npeanokeHn MEpKH U CPOK 3a U3I'bJIHEHUE.

(2) U3nbauutennust aupekrop Ha MAJI Bb3 OCHOBa Ha CTaHOBHUIIETO MO all. 1 M31aBa
3arnoBe/ 3a:

1. mpeanpuemMane Ha KOPUTHPAILU IEHCTBHS;

2. BpEMEHHO CIIUpPaHEe MPEIOCTaBsIHETO Ha U3/IETTMETO Ha Ma3apa;

3. mpuiaraHe Ha cHelu(pUYHM HM3MCKBAHUSA KBbM MPEJOCTaBIHETO HAa W3JCIUETO Ha
nasapa,

4. U3TETJIsIHE UM U33€MBAHE HA U3/ENINETO.”

§ 70. Unen 96 ce nu3meHs Taka:

»d11. 96. B cimyyaute no uin. 94, 6yksa “0” ot Pernament (EC) 2017/745, choTBETHO 1O
1. 89, 6ykBa “0” ot Pernmament (EC) 2017/746, nuuara 1o 4i. 86, aji. 2 U3roTBAT CTAHOBHUIIE
0 W3OBJIHUTENHUA 1upekTtop Ha MAJL, koWTo u3maBa NpeanucaHue Ha ChOTBETHUTE
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UKOHOMHYECKH OTMEPATOPH ChC CPOK 332 OTCTPAHSIBAaHE Ha HECHOTBETCTBHETO.

§ 71. Cp3naBa ce ui. 96a:

Ldi1. 96a. (1) Korato MKOHOMHYECKH OIEpaTOp HE M3MBIHU MEpKuTe 1o wi. 95
CHOTBETHO MPEANMUCAHUETO MO Wi. 96 B MOCOUEHHUS CPOK, U3IIBIHUTEIHUAT TUpeKTop Ha MAJI
pasnopex/ia ChC 3arnoBe/l:

1. BpeMeHHO criMpaHe NPeJOCTaBIHETO Ha U3JIEINETO Ha Ma3apa,

2. 3a0paHa Ha MPEJOCTAaBIHETO HA U3JICINETO Ha Mma3apa,

3. W3TErJIsIHE WM U33€MBaHe Ha U3/EIHUETO.

(2) YcnoBusTa u pebT 3a BPEMEHHO CIIUpaHe, U3TETIIsIHE, U33€MBaHE U YHUII[O)KaBaHE
Ha U3JIENIUATA Ce ONPEESIT ¢ Hapea0da Ha MUHUCTbpA Ha 3/]paBeora3BaHeTo.

§ 72. Cp3naBa ce ui. 960:

1. 960. 3nbiiHUTENTHATA areHIMs 110 JIeKapcTBaTa yBenomssa EBponeiickara komucust
U pETyJaTOPHUTE OPTaHM Ha OCTAHAIIUTE AbPKaBU WICHKH 3a 3aroBeATa 1Mo wi. 96a, ain. 1 upes
enekTpoHHara cucrtema no wi. 100 ot Permament 2017/745 wim choTBeTHO MO Wi. 95 oT
Pernament 2017/746.%

§ 73. Unien 97 ce u3MeHs Taka:
1. 97. 3anoBeauTe 1o wi. 95, an. 2 u wi. 96a, an. 1 nmojuiexkar Ha oOxajBaHe 1O pejia
Ha AJIMUHUCTPATUBHOIPOLIECYATHUsI KOJEKC, KaTo 00XajBaHETO HE CIHpa H3IbIHCHUETO

2

HUM.

§ 74. Unen 98 ce u3meHs Taka:

»di. 98. (1) Korato ciex m3anmuTBaHETO HA OOpa3IUTE W MPOOMTE HA M3JCIHATA Ce
YCTaHOBH, Y€ H3JCIIMATA HE ChOTBETCTBAT HA OOIINUTE M3UCKBAHUS 332 0€30IIaCHOCT U JICHCTBHE
no IIpunoxenune | Ha Permament (EC) 2017/745 wnu cwvorBetHOo mo [lpunoxxenue | Ha
Permament (EC) 2017/746, pa3xoauTe 3a B3eMaHe Ha 00pa3ly WM MPOOH Ha M3JETHUsITa U 32
U3MHUTBAHETO MM Ca 32 CMETKa Ha MPOU3BOAUTENS, HA YII'BIHOMOIIEHUS TIPEICTAaBUTEIN UITH Ha
BHOCHTEJIS.

(2) Koraro cnex uanuTBaHeTo Ha 0Opa3luTe U MpoOUTe HA U3JENUsITA CE YCTAHOBH, Ye
U3JIeNUsATa ChOTBETCTBAT HA OOIIMTE M3WCKBaHMS 3a 0€30MacHOCT W JeicTBhue 1o an. 1,
pa3xouTe 3a B3eMaHe Ha 00pasly WM MpoOW Ha M3AENUsATA 3a U3IMTBAHE ca 3a CMETKa Ha
NAJL

§ 75. Unen 99 ce uzmens Taka:

“Un. 99. (1) MUHHCTBPBT Ha 3paBEONa3BaHETO WM OIPABOMOIICH OT HETO 3aMECTHHK-
MUHHCTBD, KOTaTO € B MHTEPEC Ha OOIIECTBEHOTO 37[paBe, M0 MOTHBHPAHO MPEIJIOKECHNAE HA
U3BJIHUTETHHS AupekTop Ha MAJI MOke 32 KOHKPETHO W3/IeNINe WK 32 KOHKPETHA KaTeropus
WM TPpyTia M3/IEIHsSI 1a pa3nopein ChC 3aroBe/;

1. BpeMeHHO criupaHe NPeAOCTaBsIHETO HA U3/IETMETO Ha Ma3apa,

2. TIpUJIaraHe Ha CHeHU(UYHN HM3MCKBAHHUA KBM TIPEIOCTABSIHETO Ha M3ACITHETO Ha
nasapa,

3. 3abpaHa Ha TPEIOCTABSIHETO HA H3/ICIIHETO;

4. w3TerisHe WK U33eMBaHe Ha U3JIEIUETO.

(2) B cayyaute mo an. 1 MAJI usnmeiHsBa 3aamkeHueTo mo wi. 98, maparpad 2 ot
Pernmament (EC) 2017/745, cboTBeTHO 110 Wwi. 93, maparpad 2 ot Pernament (EC) 2017/746.”

§ 76. Cwp3nmaBa ce ui. 99a:

»di1. 99a. (1) M3nmbnHuTeNHATA areHIUs MO JIeKapCcTBaTa W3BBPIIBA WHCIEKIUH B
JeyeOHUTE 3aBEJICHHs, KOUTO MpH yciaoBHATa Ha wi. 5, maparpad 5 ot Permament (EC)
2017/745, cvotBeTHO Ha wi. 5, maparpad 5 ot Permament (EC) 2017/746 npowusBexnmat u
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U3I0JI3BAT B CHIINTE JICYCOHH 3aBEJICHUS MEIUIIUHCKH U3 ]IEIIHS.

(2) Jlumara mo wi. 86, aj. 2 morar Ja U3UCKAaT OT JICYeOHOTO 3aBeJcHHE MO al. 1 Ja
NpeJOCTaBH JIOMBJIHUTENIHA WH(OpMaIUs, M3BBH IOocoueHara B wi. 5, maparpad 5 ot
Permament (EC) 2017/745, cboTBeTHO B wi. 5, maparpad 5 or Pernament (EC) 2017/746.

(3) JIumara mo ai. 2 U3roTBAT MOTHBUPAHO CTAHOBHIIIE 10 U3IIBIHUTEIHIS AUPEKTOP HA
W AJI ¢ npenopbKH ¥ CPOKOBE 3a U3IIBJIHEHHE, KOTATO KOHCTATUPAT HECHOTBETCTBHS C OOIIUTE
M3UCKBaHMs 3a Oe3omacHocT U neicteue no Ilpunoxenue | or Permament (EC) 2017/745,
chotBeTHO 10 IIpunoxenue | ot Permament (EC) 2017/746 nnu xorato jae4eOHOTO 3aBEACHUE
HE MpeanpreMe HeOOXOUMHUTE KOPUTUPAIIH JICHCTBUSI.

(4) Usnpauutennuat aupekrop Ha MAJI u3gaBa 3amoBej 3a BPEMEHHO CIHMpaHE WA
3a0paHa Ha MPOU3BOJCTBOTO W yIOTpedara B JIe4eOHOTO 3aBEJCHWE Ha KOHKPETHOTO
uzenue/u3aesnus.

(5) 3amoBeara mo an. 4 TOMIGKM Ha  oOXajgBaHe O  pema  Ha
AJIMHHHCTPATHBHOIIPOIIECYATHHSI KOJCKC, KATO 00YKaJIBAHETO HE CITUPA M3ITbIHCHUETO.

§ 77. B un. 100, an. 2 cnen mymwure ,,MUHUCTEPCTBOTO HAa BBTPEIIHUTE PadOTH® ce
[IOCTaBs 3ameras u ce 100aBs ,,MUTHHYECKUTE OPraHu .

§ 78. Unenose 101 — 103 ce oT™MeHST.

§ 79. Unen 104 ce u3meHs Taka:

,dn. 104, (1) Jlexapure, jekapuTe MO JCHTAaJIHA MEAUIMHA WU JPYTH MEIULIUHCKU
CIEIHAJIMCTH ca JIBKHU He3a0aBHO Aa cboO1asar Ha MAJI 3a Bcekr HHUMACHT WA CEPUO3EH
MHIUIEHT B 00ekTHTE 1Mo . 83, ai. 1, 1. 2.

(2) MuHHCTEpCTBOTO Ha 37paBEOIa3BaHETO OPraHU3Mpa MHPOPMALMOHHN KaMIIaHUU C
1IeJT MTOOIIPSIBAaHE HA MAalMeHTUTe U notpedurenure aa cbobuasar Ha MAJI 3a MHIUAECHTH 1O
an. 1.

(3) M3nbaHuTenHATA areHuus o JIeKapcTBaTa MoIbpika CUCTEMA 3a PErucTpUpaHe Ha
BCSIKO CHOOIIIEHHE 32 CEPUO3€H MHIMICHT Ha TepuTopusaTa Ha PermyOnuka brirapust, momaaeHo
OT UACHTU(PHUIHUPAHO JTUIIE B TUCMEH BU/I.

(4) V3npiaHMTENTHATA areHIMUS M0 JIeKapcTBaTa MPEJOCTaBs Ha MPOU3BOJUTEINS WM Ha
HETOBHsI YITBJIHOMOIIEH MNpeACTaBUTENl MH(OpMalusaTa Mo ajl. 3 B CPOK HaM-KbCHO A0 TpH
paboOTHM IHU clie]] MOJy4YaBaHeTo .

§ 80. Unenose 105 — 113 ce oT™MeHSAT.

§ 81. Unen 114 ce n3mens Taka:

»di1. 114. Koraro ce ycTtaHOBH, Y€ MPOU3BOAUTENIAT HA MEAULUHCKU HU3JENUS HE €
W3BBHPIIIII KOPUTUPAIINTE IEHCTBUS BBB Bpb3Ka ¢ 0€301MacHOCTTA, TOCOYSHH B TOKJIAA 110 UL
89, maparpad 5 ot Pernmament (EC) 2017/745, crorBeTHO 10 4. 84, maparpad 5 ot Pernament
(EC) 2017/746 B ompeneneHusi OT HETO CPOK, U3MBIHUTETHUAT qupekrop Ha MAJI u3nasa
3aroBe]] 3a IPeyCcTaHOBSBAHE Ha ITPEIOCTaBAHETO Ha TepuTopusiTa Ha Penmybnuka bearapus, 3a
U3TETJISTHE WM U33€MBaHe Ha U3/INTUETO, C KOETO C€ € CIYYMII MHIUJCHTBT.”

§ 82. Unenose 115 u 116 ce oTMeHHT.

§ 83. Unen 117 ce uzmens taka:

LJUin. 117, Jlmyanre mapan Ha junara mo wi. 104, an. 1 ¥ Ha manueHTHTe M
noTpeduTenuTe, CHLOOUIMIN 32 HWHIMIEHTH, ce cbhbxpaHsBar oT MAJl mpu cna3BaHe Ha
M3UCKBAHMATA Ha 3aKOHA 3a 3aIiTa Ha JIMYHUTE TaHHNA.”
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§ 84. 'maBu ocma u ocma ,,a* ¢ wienose 118 u 118a ce oTMeHsIT.

§ 85. Uinen 119 ce uzmens Taka:

»dim. 119. (1) Koiito mycHe Ha ma3apa W/WiH IMyCHE B JACHCTBUE MEAMIIMHCKO U3JCIHUE,
0e3 J1a € OLIEHeHO ChOTBETCTBUETO MY ChIlacHO nM3uckBaHusaTa Ha Permament (EC) 2017/745,
ce Haka3Ba ¢ r1o6a ot 10 000 mo 20 000 ns.

(2) Koiito mycHe Ha ma3apa W/WiId IyCHE B ACHCTBUE MEIUIIMHCKO U3JICTUE 32 HHBUTPO

JIMarHOCTHKA, 0€3 J1a € OICHEHO ChOTBETCTBHETO MY CHIVIACHO M3MCKBAHUATA Ha PerimameHT
(EC) 2017/746, ce nakasBa ¢ riaoba ot 10 000 g0 20 000 n1B.*

§ 86. Uinen 120 ce u3meHs Taka:

»dim. 120. (1) Koiito cheraBu u/mian usnon3Ba EC nekmapainus 3a ChbOTBETCTBHE ChC
ChAbpKAHUE, KOETO HE ChOTBETCTBA HA ChABPMNKAHUETO, omnpeneneHo B Ilpunoxenue IV Ha
Pernament (EC) 2017/745, ako nesHHUETO HE ChCTaBIIsIBA MPECTHIUIEHUE, CE HaKa3Ba ¢ rioda
ot 3000 mo 8000 aB.

(2) Koiito creraBu n/mnm m3nonsBa EC gexnapamnus 3a ChbOTBETCTBHE ChC ChAbPIKAaHUE,
KOETO He ChOTBETCTBA Ha ChIAbpKaHUETO, onpeneneHo B [Ipunoxenue IV Ha Pernament (EC)
2017/746, axo messHUETO HE ChCTaBJIsIBA MPECTHIUICHUE, Ce Haka3Ba ¢ rioda ot 3000 g0 8000

(13

JIB.

§ 87. Unen 121 ce u3mens taka:

»dim. 121. (1) KoiiTo mycHe Ha ma3apa /WM IMyCHE B ICHCTBHE MEAMIIMHCKO H3CIHE C
mapkupoBka "CE" B HapymeHnue Ha u3uckBanuara Ha 4wi. 20 ot Pernament (EC) 2017/745, ce
Haka3Ba ¢ rioba ot 500 go 1000 nB.

(2) Koiito mycHe Ha masapa W/WiM IMyCHE B ACHCTBUE MEIUIIMHCKO U3/ICITUE 32 HHBUTPO
nuarHoctuka ¢ MapkupoBka "CE" B HapyiieHune Ha u3McKBaHusATa Ha wi. 18 ot Pernmament
(EC) 2017/746, ce nakassa c riob6a ot 500 qo 1000 nB.*

§ 88. Unen 122 ce uzmens taka:

,»di1. 122, (1) Koiito mycHe Ha ma3zapa W/Wiy MyCcHE B JCHCTBHE MEIUIIUHCKO H3JICIHUE C
mapkupoBka "CE", 6e3 1a e o1ieHeHO ChOTBETCTBUETO MY CBHIIACHO MPOLIETYPUTE MO Ui. 52 OT
Pernament (EC) 2017/745, ce nHakasBa c rio6a ot 10 000 go 20 000 nB.

(2) KoiiTo mycHe Ha mazapa W/WiM MyCHE B IEHCTBHE MEIUIIMHCKO U3/EINe 32 HHBUTPO
nuarHoctuka c¢ mapkupoBka "CE", 0e3 1a € OLIEHEHO CBOTBETCTBUETO MY CBIJIACHO
npouenypure no 4i. 48 ot Pernmament (EC) 2017/746, ce Haka3zBa c rnoda ot 10 000 zo 20 000

(13

JIB.

§ 89. Unen 123 ce u3MeHs Taka:

Ldim. 123, (1) Koiito mpeicrtaBd MEAMIIMHCKO H3JCIUEe Ha W3JI0XKOH, MaHaupH,
JEMOHCTpALMK WM CXOAHHU MEpOIpPUATHUS B HapyleHue Ha wi. 21, naparpad 3 ot Pernament
(EC) 2017/745, ce nakasga c riio6a ot 500 10 1000 8.

(2) KoiiTo mpeacraBu MEIMIMHCKO W3J€IME 32 MHBUTPO JMArHOCTHKAa Ha HM3JI0XKOWH,
NaHaupH, AEMOHCTPALMU WM CXOJHU MEPONPUATHs B HapylleHue Ha wi. 19, maparpad 3 ot
Pernament (EC) 2017/746, ce naka3Ba c riob6a ot 500 no 1000 nB.*

§ 90. Unen 124 ce u3MeHs Taka:

,»di1. 124, (1) Koiito mycHe Ha ma3apa W/WiM IyCHE B JCWCTBHE MEIUIIMHCKO M3/IEITUE B
Hapymenue Ha Pasnen 23 na I'masa Il ot Ilpunoxenue 1 na Pernament (EC) 2017/745, ce
Haka3zBa c ri1o6a ot 5000 mo 10 000 .

(2) Koiito mycHe Ha ma3apa W/WiH IMyCHE B ACHCTBUE MEIUIIMHCKO U3/ICITUE 32 HHBUTPO
nuarHoctuka B HapymeHue Ha Pasaen 20 na I'masa III ot [Tpunoxenue I na Pernmament (EC)
2017/746, ce nakassa ¢ ritoo6a ot 5000 go 10 000 nB.*

15



§ 91. Unen 125 ce u3meHs Taka:

,»di1. 125. KoiiTo mycHe Ha ma3apa u/WiH IycHe B JSHCTBUE MEIUIIMHCKO M3/EIIHE W/HIIN
MEIMIIMHCKO W3JIEHE 32 HHBUTPO JUATHOCTHKA 03 MHCTPYKIUS 3a yrnmoTpeda, ce Haka3Ba C
ri106a ot 3000 mo 5000 iB.

§ 92. Unen 126 ce u3MeHs Taka:

,»di1. 126. Kolito mycHe Ha ma3apa W/WIH IIyCHE B JICHCTBHE CHCTEMH WM HaOOpH B
HapymeHrue Ha n3uckBanusta Ha Permament (EC) 2017/745, ce Hakaspa ¢ ri106a ot 10 000 mo
15 000 nB.*

§ 93. Unen 127 ce u3MeHs Taka:

»di1. 127. Koiito mycHe Ha ma3apa W/WJW IyCHE B JICHCTBHE MEIUIIMHCKO H3JIEIIHE,
u3paboTeHo 1o MOphUKa, B HapylIeHue Ha n3nckBanusaTa Ha Pernament (EC) 2017/745 wnu Ha
TO3H 3aKO0H, ce Haka3Ba ¢ riaoba ot 5000 mo 10 000 nB.*

§ 94. Unen 128 ce u3meHs Taka:

1. 128. KoiiTo n3BbpIlIBa THPrOBUS C MEAUIIMHCKH U31CITHS UIH METUIIMHCKH U3/1EITNS
3a UHBUTPO AMarHoctuka 6e3 Hanecena mapkupoBka "CE", ce HakasBa ¢ rmoba B pasmep 10
000 nB.*

§ 95. Uiten 129 ce n3MeHs Taka:

»dim. 129, (1) PeroBoauTen Ha JIeueOHO WIIM 3PaBHO 3aBEJCHHE, KOHTO JIOMYCHE
M3MOJ3BAaHETO HA MEAUIIMHCKO U3/EINE WM MEAUIIMHCKO M3/EINE 32 MHBUTPO JUArHOCTUKA
0e3 Hanecena mapkupoBka "CE", ¢ u3kitoueHne Ha U3AenusaTa, u3paboTeHu Mo MopbUKa, Ha
W3JIeNUATa, KOUTO Ca IyCHaTH B JICMCTBUE MpEIW BIM3aHETO B CHJIa HA TO3M 3aKOH, HA
uznenusta no 4i. 12, an. 1 u Ha uznenusta no 4i. 5, naparpad 5 ot Pernament (EC) 2017/745,
ce Haka3ga ¢ rioba ot 2000 go 10 000 1B.

(2) PpkoBouTEN Ha TIe4eOHO WIIH 3/IpaBHO 3aBe/IeHNE, KOMTO JIOMYCHE U3MOI3BAHETO HA
u3zienust 0e3 MHCTPYKLUS 3a ynoTpeOda WK ¢ U3TEKbJI CPOK Ha FOJIHOCT, CE€ HaKa3Ba C ri1oda oT
2000 mo 10 000 aB.

(3) HakazanueTo mo ai. 1, ChOTBETHO IO ajl. 2 ¢e Hajlara ¥ Ha BHHOBHOTO JUThKHOCTHO
JIUIIE, U3BBPIINIO HAPYIIEHUETO.

(4) PvroBomuTen Ha JIe4eOHO WIIM 3/IPABHO 3aBEICHHUE, KOMTO 3aKyld WM TOIYYH
MEAMIIMHCKO HW3JIeNHe WM MEIUIMHCKO H3JelMe 3a WHBUTPO AMATHOCTHKA OT nuie 0e3
paspenienue win 0e3 Ipyr JOKYMEHT, yI0CTOBEPSBAIIl IPABOTO 33 U3BBHPIIBAHE HA THPTOBUS C
MEAWIMHCKN H3ENUsl WM C MEIWIWHCKUA W3JeNHs 32 MHBUTPO JAMATHOCTHKA, M3AAJEH OT
KOMIIETEHTEH OpraH Ha IbpkaBa YieHKa WM Ha Jpyra IbpikaBa - cTpaHa 1no CropazyMeHUueTo
3a EBpomneiickoTo mKoHOMHYecko mpocTpaHcTBo unu Ha Kondenepauwms IlIBeiinapus, ce
Hakas3Ba ¢ 1y106a B pazmep ot 5 000 miB. 1o 10 000 iB.*

§ 96. Unen 130 ce u3meHs Taka:
,»d11. 130. KoiiTo u3BbpIIBa THProOBUS C MEAULIMHCKH U3ENNS UM METULIMHCKY U3/1ETHS
32 UHBUTPO JUArHOCTHKA C U3TEKBJI CPOK HAa TOAHOCT, C€ Haka3Ba ¢ rioba B pazmep 10 000 nB.*

§ 97. Unen 131 ce u3mens taka:

»di1. 131. Teproser Ha e1po WM THProBel Ha ApeOHO, KOMTO HapyIld NU3UCKBAHUATA HA
1. 14 ot Pernament (EC) 2017/745 unu un. 14 ot Pernament (EC) 2017/746, ce Haka3Ba ¢
MMYILIECTBEHA caHKIMs B pazmep 5000 niB.*

§ 98. B un. 132 gymurte ,,c METUITUHCKY U3ENUS" C€ 3aMEHST C ,,Ha €ApO°.
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§ 99. Unen 133 ce oTMmeHs.

§ 100. B un. 134 crmen mymute ,,MEIUIIMHCKU M3ACIUS ce M00aBs ,,d C MEIUIIMHCKH
U3JICNHSI 32 HHBUTPO JTUATHOCTHKA .

§ 101. B un. 134a nymure ,,c MEAUIIMHCKY U3/ICTHUS CE 3a]TUYABAT.
§ 102. Ynen 137 ce oTMeHsl.

§ 103. YUnen 138a ce n3MeHs Taka:
1. 138a. Thproeen Ha eApO WM JIUIIE MO Wi. 83, KOETO HE M3IBJIHU 3aIbIKEHUE T10
1. 830, ce HaKa3Ba ¢ UMyIllecTBeHa cankuus B pazmep 1000 iB.*

§ 104. YUnen 139 ce uzmeHs Taka:

,»di1. 139. KoliTo mycHe Ha ma3apa W/WiId MyCcHE B JCHCTBHE MEAUITMHCKO U3JIEITUE HIIN
MEMIIMHCKO M3JICINE 3a MHBUTPO JUArHOCTUKA Ha TepuTopusTa Ha PenmyOnwka bwirapus B
HapylieHue Ha u3uckBanusta Ha Permament (EC) 2017/745, cvorBetHo Ha Pernament (EC)
2017/746 nnu Ha TO3M 3aKOH, ce HaKa3Ba c riiobda B pazmep 5000 nB.*

§ 105. YUnen 140 ce oTMeHsl.

§ 106. Ynen 141 ce nu3meHs Taka:

»di1. 141. (1) Ko#to nmomycHe WM U3BBPIIM HapylIeHHE Ha HW3MCKBaHUATA 3a
U3BBPIIBAHE HA KIIMHUYHY M3nUTBaHUs chriaacHo Permament (EC) 2017/745 wim T0o3u 3aK0H,
aKO M3BBPIICHOTO HE ChCTABIIsIBA MPECTHIUICHUE, ce Haka3Ba ¢ rioba ot 5000 mo 10 000 nB., a
IIPU TIOBTOPHO M3BBPUIBAHE HA CHILIOTO HapylieHue - ¢ rioda ot 10 000 go 20 000 B.

(2) Koiito momycHe WM W3BBPUIM HApPYIIEHHWE HAa W3WMCKBAHHITA 3a M3BBHPILIBAHE Ha
U3NHUTBaHe Ha jeiicTBuero cbrinacHo Permament (EC) 2017/746 wim TO3u 3aKOH, ako
U3BBPIICHOTO HE ChCTaBJIsIBA IPECTHIUICHHE, ce Haka3Ba ¢ rio6a oT 5000 1o 10 000 n1B., a mpu
MOBTOPHO M3BBpPIIBaHE HA CHIIOTO HapyiieHue - ¢ riioda ot 10 000 mo 20 000 nB.

(3) Ha MemuuuHCKH CHEHHANKCT, JOMYCHAT WM U3BBPIIMI HapyIieHHs mo ai. 1,
CHOTBETHO MO aJl. 2, MOXE Jia C€ HAJIOXKM M HaKa3aHME JIMIIaBaHe OT MPaBO Ja YIpaKHABa
npodecusaTa cH 3a CpoK OT 6 Mecela /10 J1Be TOIUHHU.

(4) Haxazanmero mo an. 3 ce Hajara OT MHUHHCTbpa Ha 3/paBeONa3BaHETO IO
IIPEJUI0KEHUE HAa U3IIBIHUTEIHUS nupekTop Ha MTAJL.“

§ 107. Unen 142 ce nu3mens Taka:

,»d11. 142. Hotudunupan opras, KoWTto He M3MbIHU 3aabipkeHue no Permament (EC)
2017/745, no Pernament (EC) 2017/746 unu mo TO3u 3aKOH, Ce HaKa3Ba C HMMYIIECTBEHA
cankius B pazmep ot 2000 no 5000 nB.*

§ 108. Unenone 143 u 143a ce oTMEHSAT.

§ 109. B un. 144 nmymwure ,,B CHOTBETCTBHE C pa3lopepOUTEe Ha TjaBa IIecra’ ce
3aJMyaBart.

§ 110. Ynen 145 ce uzmeHs Taka:

,»d11. 145. UkoHOMUYECKH OTlepaTop, KOMTO HE U3ITBIHU CBOE 3a/IbKEHNUE 1o PernameHT
(EC) 2017/745, no Pernmament (EC) 2017/746 unu mo To3M 3aK0OH, c€ HaKa3Ba C UMYIIECTBEHA
cagkmust ot 5000 mo 20 000 nB.*

§ 111. Ynen 146 ce oTmeHs.
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§ 112. YUnen 147 ce u3MeHs Taka:

1. 147. Jlekap, nekap 1o JeHTaJIHa MEIUIIMHA VI MEIUIIUHCKHU CIIEUATIACT, KOWTO HE
CHOOIIM 32 UHIIMJICHT WJIM 33 CEPUO3EH MHIUACHT C MEIMIIMHCKO U3/IeHE, C€ HaKa3Ba ¢ riioda
ot 1000 mo 2000 aB.

§ 113. B un. 148 gymwute ,,nio wi. 113, an. 4* ce 3anuvaBar.

§ 114. Ynen 149 ce uzmeHs Taka:

,»di1. 149. Koiito napymu pasnopendute Ha Permament (EC) 2017/745, na Pernament
(EC) 2017/746, na TO31M 3aKOH WJIU HAa aKTOBETE MO MPHUJIAraHETO MY, U3BBH CIy4auTe IO YJl.
119 - 148, ce Hakassa c 11106a ot 1000 10 3000 11B., @ IpHU MOBTOPHO M3BBHPIIBAHE HA CHIIOTO
HapymeHue - ¢ rioda ot 3000 go 5000 nB.

§ 115. B un. 152, an. 1 gymure ,,110 TO3M 3aKOH' c€ 3ajIM4aBaT, a JyMHUTE ,,AHCIIEKTOPH
Y €KCIIEPTU * C€ 3aMEHST C ,,JUIbKHOCTHU JIULa™.

§ 116. B tOombIHUTEIHUTE PA3IOPEI0N CE IPABAT CISAHUTE U3MECHEHUS U JIOIbIIHCHUS:
1. B§ 1, 1. 1-29, 1. 30-35a u 1. 38 ce oTMEHST.
2. Cp3paBa ce §la:
,»,91a. 3a menuTe Ha TO3M 3aKOH:
1. ce npunarar onpenenenusta no wi. 2 or Permament (EC) 2017/745 u mo wi. 2 ot
Pernament (EC) 2017/746;
2. THPTOBIIMTE HA €PO U ThPrOBIMTE HA JPEOHO ca TUCTPUOYTOPHU IO CMUCHIIA HA UIL.
2, 7. 34 ot Pernament (EC) 2017/745 u un. 2, 1. 27 ot Pernament (EC) 2017/746;
3. ,,BB3JIOKHTEN € CIIOHCOp MO CMHUCHIA Ha wi. 2, T. 49 ot Pernament (EC) 2017/745
u 4. 2, 1. 57 ot Pernament (EC) 2017/746;
4. “medeOHO 3aBeieHUE” € 3aBE/ICHUE 10 CMUCHIA Ha WI. 2 OT 3aKOoHa 3a JIeYeOHHUTe
3aBefeHus
3. Cws3nasace § 16:
»S 16. HaBcakbne moszoBaBanusita Ha JupextuBa 2001/83/EO B Permament (EC)
2017/745 u B Pernament (EC) 2017/746 ce cuutaT 3a ChOTBETHHU I030BaBaHUs Ha 3aKOHa 3a
JIeKapCTBEHHUTE MPOAYKTH B XyMaHHATa MEIUIINHA.

§ 117. Ilpunoxenuero kbM wi. 15, ann. 1 ce oTMeHsl.
MNPEXO/HU U 3AKJIIOYUTEJIHU PA3IIOPEABU

§ 118. (1) 3akoHBT BIM3a B CHJIA OT JIeHs Ha OOHAPOBAHETO MY B ,,/[bpiKaBeH BECTHUK
C M3KJIFOYEHHE Ha!
1. ITaparpad 2 no oTHOUIEHHE HA 4. 2, KOWTO BIIM3a B CMJIa HA M0-KbCHATA OT JAATUTE,
nocoueHu B wi. 113, maparpad 2 u maparpad 3, 6yksa ,,e* ot Pernament (EC) 2017/746.
2. Ilaparpad 11 no orHomenue Ha wi. 10a, an. 1, kolTo BIM3a B cuia:
a) 3a MEIUIIMHCKHUTE U3JIeTHUs ChIIIaCHO CPOKOBETE, OmpeeieHu B wi. 123, maparpad
3, 6ykBH ,,e” u , k" oT Permament (EC) 2017/745;
0) 3a MEAMIMHCKUTE H3JeNns 3a WHBUTPO TUATHOCTHKA CBIJIACHO CPOKOBETE,
onpexaenenu B ui. 113, maparpad 3, 6yksa ,,1i” ot Permament (EC) 2017/746.
3. ITaparpad 15 mo orHomrenne Ha wi. 25 u 26, § 40, § 42, § 44, u § 45 1o oTHOMmIEHUE
Ha 4. 53, ajl. 2, KOUTO BAM3aT B cuiia Ha 26 maii 2022 r. B ciryyaii, ye Eudamed ue e HambiHO
¢dbyHKIIMOHATHA KbM 26 Mait 2022 1., Te3u naparpadu BIU3aT B CHJIa HA 1aTaTa, CbOTBETCTBAIIA
Ha IIeCT Mecella Clle]] JaTata Ha MMyOJuKyBaHe Ha ChbOOLIEHUETO, TOCOYeHO B Wi. 34, maparpad
3 ot Pernament (EC) 2017/745.
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4. TTaparpad 20, xoiiTo BaM3a B cuiia 18 Mecemna cien mo-KbCHaTa OT JIaTUTE, TOCOYEHU
B wi. 123, maparpad 3, Oyksa ,,r*° ot Perstament (EC) 2017/745.

5. IMaparpad 23, § 84 no ornomenue Ha wi. 118 u § 105, kouto Bau3ar B cuita 18 mecena
ClIe]] To-KbCHATa OT JaTute, nmocovyeHu B wi. 113, maparpad. 2 u maparpag 3, 6yksa ,.e“ or
Pernament (EC) 2017/746.

6. [Maparpacdu 17, 18, 24 u § 116, 1. 1 o otHomenue Ha § 1, 1. 10, 1. 12, 1. 13 u 1. 15 oT
JOTBJIHUTEITHUTE Pa3ope10n, KOUTO BIM3aT B cuila Ha 26 maii 2022 T.

7. IMaparpacdwu 25, 27, 36, 39, 41, 43, 45 no otHomenue Ha wi. 53, an. 1, § 46, 72, 80, 81,
82 u § 116, 1. 1 mo oTtHomieHue Ha § 1, T. 6, 16 u 24 OT TOMBJIHUTEITHUTE PA3NOPEIOH, KOUTO
BIIM3aT B CHJIA HA JlaTaTa, ChOTBETCTBAIIlA HA IIECT MEcela CJel Aararta Ha ImyOJMKyBaHe Ha
CHOOIIEHNETO, TOCOYEHO B wi. 34, maparpad 3 ot Permament (EC) 2017/745.

(2) 3a MeaMIMHCKY W3/EHS 32 HHBUTPO JAMArHOCTHKA 3aKOHBT C€ MpHIara ot 26 maii
2022 .

§ 119. (1) 3a cpoka Ha mpuiarane Ha 4i. 118 ChbIeCTBEHHTE M3MCKBAHMS, TOCOUYCHHU B
HapeaoduTe 1mo wi. 18, ChOTBETHO MPOIEAYPUTE, IOCOUCHU B HapeaOuTe mo 4wi. 18, ce cunrar
3a 001K u3MCKBaHMS 3a Oe3omacHOCT u neictBue no [Ipunoxenue | or Permament (EC)
2017/746, crotBetHO npouenypute 1o [pmioxenne IX, X u XI ot Pernament (EC) 2017/746.

(2) 3a cpoka Ha mpunarade Ha wi. 106 uzgenusra mo wi. 2, air. 1, T. 1 1 an. 2 ot 3aKoHa
CC CUMTAT 32 CHOTBETHUTE MEIUITMHCKU M3JICNIMs 32 HHBUTPO AWArHOCTHKA 1o [Ipmmokenue

VIl ot Pernmament (EC) 2017/746.
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