3AKOH 3A MEJMLIMHCKUTE U3JAEJIUSA
B cuna om 12.06.2007 a.

O6n. JIB. 6p.46 om 12 wonu 20072., usm. JB. 6p.110 om 30 oexemspu 2008e.,
usm. [{B. 6p.41 om 2 1onu 2009e., usm. /[B. 6p.82 om 16 okmomapu 20092., usm. /IB. 6p.98
om 14 oexemspu 2010z., usm. [B. 6p.39 om 20 mau 201 12., usm. [{B. 6p.60 om 5 asecycm
20112., usm. u oon. /[B. 6p.54 om 17 wau 20122., oon. /[B. 6p.84 om 2 noemspu 2012e.,
usm. J[B. op.14 om 20 ¢pespyapu 20152., usm. u oon. /IB. 6p.38 om 26 maii 20152., usm.
HB. 6p.14 om 19 pespyapu 2016e2., usm. /IB. 6p.43 om 7 wonu 2016e., usm. u oon. /[B. 6p.84
om 12 oxmomepu 2018e., usm. /IB. 6p.102 om 11 dexemspu 20182., uzm. /IB. 6p.105 om
18 oexemspu 2018e., usm. [{B. 6p.17 om 26 gpespyapu 2019e., usm. u don. /[B. 6p.67 om
28 wonu 2020e., usm. [B. 6p.41 om 10 maii 20242., oon. J[B. op.13 om 3 ¢hespyapu 20262.

ITpoexkt: 602-01-78/01.09.2006 r.

I'naBa mbpBa.
OBIIH MMOJIOKEHUSA

Paszgea I.
OO0 pasnopendu

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

1. ycnoBusATa U pena 3a IycKaHe Ha Ia3apa W/WIM IycKaHe B JieficTBUE Ha
MEAULIMHCKH U3EIus;

2. 3agbJDKCHMATa HAa TNPOU3BOAMTENS, HA HETOBHUSA  YI'BJIHOMOILIEH
MPEJICTAaBUTEN U HA BHOCUTES] HA MEAUIIMHCKHU U3/AEIuUs;

3. (m3m. - [IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) ycioBusita u pena
3a onpeeNsiHe U HaOJI0IeHue Ha HOTU(PUIIMPAHUTE OpraHu;

4. ycnoBusATa M pela 3a U3BBPIIBAHE HAa KIWHUYHM M3IUTBAaHUSA Ha
MEAMLIMHCKH U3/EIus;

5. (mm. - 1B, Op. 54 ot 2012 r.) ycnoBusTa M pela 3a U3BBPIIBAHE HA
THProBUS C METUIIUHCKYU U3EINUS;

6. HaA30pa Ha Ma3apa Ha MEIULMHCKU U3/IENIHNS;

7. cucremara 3a yBEIOMSIBaHE M OIICHSIBAaHE Ha WHIMACHTH/TIOTEHLIMATHU
WHIUACHTH, CBbP3aHH ¢ MEAUIIMHCKY U3/1ETHS.

(2) (M3m. - IIB, 6p. 38 ot 2015 1., B cruta ot 26.05.2015 r.) 3akoHbT UMa 32
eI

1. ma rapaHTHpa MyCKaHETO Ha Ta3apa W/WiIK B JIEUCTBUE HAa MEIAUIIMHCKU
U3JIENNsl, KOUTO HE 3acTpallaBaT KMBOTAa U 3[paBETO HA MAIlMEHTUTE, HA MEAULIUHCKUTE
CHEIMAJIMCTU WIN Ha TPETH JIMIIA, KOTaTo U3JeNIUATa Ce U3MO0J3Bar 10 NpeJHa3HaueHue 1
CE CbXpaHABAT, pa3NpOCTpaHsABAaT, WHCTAJIUpPAT, HMIUIAHTHUpAaT W MOAIBPXKAT B
CHOTBETCTBUE C UHCTPYKIIMHUTE HA IPOU3BOAUTEIIHUTE;

2. na ocurypu npuiaraietro Ha Permament 3a u3nbianenue (EC) Ne 920/2013
Ha Kowmwmcusita or 24 centemBpu 2013 1. 3a ompenensHe u HaAOMOJACHHE Ha
HoTu(uIMpanute opranu ceriacHo Jupexkrtua 90/385/EMO na CpBeTa OTHOCHO
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aKTUBHUTE UMIUIAHTHPpYeMU MeauimHcku m3aenust u JupextuBa 93/42/EMO na CbBeta
otHOocHO MeaunuHckuTe u3aenus (OB, L 253/8 ot 25 cenremBpu 2013 r.), HapuuaH mo-
HataThK "PermamenT 3a uznmbiaHenue (EC) Ne 920/2013";

3. (uoBa - JIB, Op. 13 or 2026 r., B cuna ot 03.02.2026 r.) na ocurypu
npunaranero Ha Permament (EC) 2023/988 na EBponeiickus napiameHT u Ha CbBeTa OT
10 maii 2023 r. oTHOCHO oOmaTa O€30MacHOCT HA MTPOAYKTHUTE, 3a HM3MCHCHHE Ha
Pernament (EC) Ne 1025/2012 na EBporneiickust napiameHnT 1 Ha CbBeta 1 Ha J{lupekTrBa
(EC) 2020/1828 na EBpomneiickus mapiameHT U Ha ChBeTa U 3a OTMsiHA Ha J[upekTuBa
2001/95/EO na Epomnetickus nmapiameHT U Ha CbBeta 1 Ha [{upextuBa 87/357/ENO nHa
CsBeta (OB, L 135/1 or 23 maii 2023 r.), Hapuuan no-HataTbk "Permament (EC)
2023/988".

Ui 2. (1) B 3aBECHMOCT OT IpeIHAa3HAYEHOTO OT MPOM3BOIUTEINS JICHCTBUE
METUIIMHCKUTE U3JENHS CE€ Pa3/IeysT Ha:

1. ¥H BUTPO IUAarHOCTUYHHU METUIIMHCKU U3CIHUS;

2. aKTUBHU UMIUIAHTUPYEMH MEIUIIMHCKU U3/1EIIHS;

3. MEAMIIMHCKY U3/AETUs, PA3JIUYHU OT MOCOYEHHUTE B T. 1 U 2.

(2) MeguunckuTe u3aenus mo ain. 1, . 1 B 3aBUCUMOCT OT MOTEHIIUATHUS
PHCK, CBBpP3aH C TsX, C€ TPynHpaT B CIIUCHK A, cnuchbk b 1 u3nenus 3a camorectyBane u
JpYTHU TPYIH, OTIPEICIICHN B HapeaouTe mo wi. 18.

(3) MenuuuHckuTe uzaenus mno ai. 1, T. 3 B 3aBUCUMOCT OT MOTEHILIUATHU
PUCK, CBBp3aH C TAX, ce pasgenst Ha kmacoe I, Ila, 116 m III cermacHo
KJacu(UKaALMOHHHUTE MIPaBUIIa, ONIpeieJIeHH B HapeaOuTe mo 4. 18.

(4) (U3zm. - OB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) Koraro
MIPOU3BOIUTEINAT U HOTU(DULIMPAHUST OpTaH, ONpeIesIeH MO Pe/la Ha TJaBa YeTBbpPTa, UMaT
pa3IMYH{ CTAHOBUIIA MPU TMPUIAraHETO Ha KJIACH(UKAIMOHHHWTE MpaBWjia Mo ai. 3,
W3nbeaautennata arennus no jgekapersara (MAJI) B3ema pemenue. Koraro nperenu, e e
HEOOXOAMMO W TpH HAJIMYME Ha ycioBusTa mo wi. 6a, T. 1 wiu 2, UAJl usrorss
MOTHBHpAHO HcKaHe N0 EBpomeiickaTa koMmucus 3a MpeArnprueMaHe Ha HEOOXOAMMHTE
MEPKHU.

(5) U3m. - OB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) IIpu
HEO0OXOIMMOCT OT IPUBEXKTAHE HA KITaCH(UKAIIMOHHUTE TIpaBuiIa Mo aj. 3 B CbOTBETCTBUE
C Pa3BUTHETO HA HOBU TEXHOJOTUU W/UIU B CHOTBETCTBUE C MHQPOpPMAIUS, MOJIyUYeHa 110
pena Ha rnaBa ceama, MAJl u3roTBs MOTHBUpAHO HCKaHE 3a TpeArnpueMaHe Ha
HEOOXOIUMHUTE MEPKHU, KOETO ce MpeaocTaBs Ha EBpomneiickaTa KOMUCHS.

Un. 3. M3uckBaHuATa KbM MEIULUHCKUTE W3JEIUS, ONPEIEIECHU 0 TO3U
3aKOH, C€ IpUJIaraT H 3a:

1. mpUHAAIEKHOCTH KbM TE3U U3JEIHS;

2. n3penus, KOWTO BKJIKOYBAT KAaTO HEPAs3AelHa 4YacT BEIIECTBO, KOETO,
U3II0JI3BaHO OTJ/IETHO, MOXKE J]a Ob/Ie ONpPEIETeHO KaTo JEKapCTBEH MPOAYKT MO CMUCHIIA
Ha 3aKOHa 3a JIEKapCTBEHUTE MTPOYKTH B XyMaHHAaTa MEIMIIMHA U YAETO IEUCTBUE BBPXY
OpraHu3Ma e CIIOMaraTeJIHO 110 OTHOLICHUE Ha OCHOBHOTO IPEIHAa3HAYECHNUE HA U3/IEIIUETO;

3. u3aenus, KOUTO BKJIIOYBAT KaTO HEPA3JeaHa 4acT BEMECTBO, IMMOIYYEHO OT
YOBEIIKa KPbB WM IJ1a3Ma, KOETO, U3M0JI3BaHO OT/EITHO, MOXKe /1a Ob/ie Onpe/ieNeHO KaTo
ChCTaBKa Ha JIEKAPCTBEH MPOAYKT WJIM KATO JIEKAPCTBEH IPOAYKT 110 CMHCHIIA HAa 3aKOHA
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34 JICKApPCTBCHUTEC NMPOAYKTHU B XyMaHHaTa MCIUIIMHA U YUETO I[Gf/iCTBHC BbpPXY OpraHusmMa
€ CrioMaraTcCJIHO IO OTHOIICHHWEC Ha OCHOBHOTO MPCAHA3HAUYCHNUEC HA U3ACIIUCTO,
4, nu3aciys, ¢ IOMOIITAa HAa KOUTO CC IMpujiaraT JJICKapCTBCHU IIPOAYKTH.

Ui 4. (1) Koraro gaaeH npoAyKT morajia B MPUI0KHOTO MOJIe Ha TO3U 3aKOH
¥ Ha Hapeabara mo wi. 7 OT 3aKOHA 32 TEXHUYECKHUTE M3UCKBAHUS KbM MPOIYKTHTE,
OTHOCHO JIMYHHTE MPEJa3Hu CpeACcTBa, BbBexaama Jupekrua 89/686/EMO na CohBera,
32 HEro ce MpWiIaraT U ChOTBETHHUTE OOIIM M3MCKBAHUS 3a OE30IMACHOCT, OMPECIICHU B
Hapenbara.

(2) (B cuma ot 29.12.2009 r., usm. - JIB, 6p. 110 ot 2008 r., B cuna ot
21.03.2010 r.) Koraro MeAMIIMHCKO M3/ENIKE MTONaja U B IPUIIOKHOTO T0JIe Ha HapeaoaTa
nmo wi. 7 OoT 3aKkoHa 3a TEXHUYECKUTE HW3MCKBAHUS KbM MPOAYKTUTE, BbBEXKIAIla
Hupextuba 2006/42/EO na EBpornetickust napiameHT 1 Ha ChBera ot 17 mait 2006 r.
OTHOCHO MalIMHUTE W 3a u3MeHeHue Ha [upextuBa 95/16/EO, u chiecTByBa puCK Npu
ynorpebaTta My, 3a HEro ce MpWiaraT U CbOTBETHUTE CHIIECTBEHW H3UCKBAHHS 3a
0€301MacHOCT, OIIPEICIICHH B Hesl, B CIIy4auTe, KOTaTO Te3W N3UCKBAHMSI Ca TO-CIIEITUDUIHH
OT IMMOCOYCHHUTE B HapeabaTa mo 4. 18.

(3) (HoBa - /JIB, 6p. 84 ot 2012 r., B cuma ot 02.01.2013 r.) Koraro
MEAMIIMHCKO W3Jeiue mo ui. 2, an. 1, T. 1 u 3 monaaa B mpuiIOKHOTO MOJIE HA IJIaBa reTa
"a" or 3akoHa 3a 3aIKTa OT BPEAHOTO BB3/ICHCTBUE HA XUMUYHUTE BEIIECTBA U CMECH, 32
HEro ce MpujaraT U W3MCKBaHHATA 3a OrpaHUYaBaHE yroTpedara Ha OMAcHH BEIIECTBa,
omnpeeseHu ¢ HapenoaTa mo wi. 211, an. 1 ot chlus 3aKoH.

(4) (Homa - /1B, 6p. 84 ot 2012 r., B cua ot 02.01.2013 r.) M3uckBanusita Ha
a. 3 ce mpwiiarar v 3a Kabelu Wi pe3epBHU YaCTH 32 PEMOHTA, 32 IOBTOPHATA yIIoTpeoa,
32 OCHBPEMEHSIBAHETO HAa XApAaKTEPUCTUKUTE WM 3a MOBUIIABAHE KalalUTeTa Ha TOBa
u3Jenue.

Un. 5. (1) To3u 3akoH He ce mpuiiara 3a:

1. (mom. - 1B, Op. 110 ot 2008 r.) NEekapcTBEHU MPOAYKTH MO CMHUCHIA Ha
3aKoHa 3a JIEKapCTBEHUTE NMPOAYKTH B XyMaHHaTa MeauiuHa. [Ipenenkara ganu naneH
IPOAYKT MONa/ia B NPUI0KHOTO MOJIe Ha TO3M 3aKOH WJIM B MPUJIOKHOTO T0JIe Ha 3aKoHa
3a JIGKQpCTBEHUTE NPOAYKTH B XyMaHHaTa MEAMIIMHA CE€ WM3BBPILIBA Bb3 OCHOBA Ha
OCHOBHOTO IIPEIHA3HAYCHHUE HA IPOAYKTA;

2. MEAMIMHCKHM W3JeNHs, KOUTO ca Hepas3JellHa 4YacT OT JIEKapCTBEHU
IPOAYKTH U ca MpeJHa3HaueHH OT IPOM3BOIUTENS 3a €AHOKpAaTHA yrnoTpeda eAMHCTBEHO
B TO3H BUT,

3. KO3BMETUYHHM NIPOTYKTH 110 CMHUCHJIa Ha 3aKOHA 3a 3PaBeTo;

4. (mom. - 1B, Op. 110 ot 2008 r.) opranu, ThbKaHU UM KJIETKU OT YOBEIIKH
OPOM3XO/, IMpeIHa3HAueHH 3a TPAHCIUIAHTAlMSA, KAKTO W MPOAYKTH, BKIIOYBAIIM HIIU
MOJIyY€HU OT THhKAaHM WJIM KJIETKH OT YOBEIIKH MPOU3XO0J] MO CMHUCHJIAa Ha 3akoHa 3a
TPaHCIUIAaHTAllMs Ha OPraHu, ThKaHU U KJIETKH, C U3KIIOUEHHE Ha MEAULMHCKU H3/EIHs
mo ui. 3, T. 3;

5. opranu, TbKaHHU WIX KJIETKH OT KUBOTHHCKH MTPOU3XOJ, IPEJHAZHAYCHHU 32
TpaHCIUIAaHTAlUsl, OCBEH aKO TIpU MPOU3BOJACTBOTO HA MEIUIMHCKOTO U3JIENHUE €
U3I0J13BaHa HEKMU3HECIIOCOOHA JKMBOTMHCKA THhKaH WM HEKU3HECIIOCOOHM TNPOJYKTH,
MOJIyYEHU OT KUBOTUHCKA THKaH;
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6. KpBbB, KPHBHU ChCTABKU OT YOBEIIKH IMPOU3XO0J1 IO CMUCHJIA Ha 3aKOHa 3a
KpBBTa, KPHBOAAPABAHETO U KPHBOMPEIUBAHETO, KAKTO U 3a U3JIENUs, KOUTO B MOMEHTA
Ha MyCKaHe Ha Ta3apa ChIbP)KAT KPBBHH MPOJYKTH, IIa3Ma WU KPBBHU KIETKH, C
HU3KJIIOYEHUE HA MEIUIIMHCKH U3AEIIH 0 WI. 3, T. 3;

7. MEIUUMHCKH U3eNUs 10 wi. 2, ail. 1, T. 1, KOUTO HEe ca mMpeaHa3HA4YCHU 3a
MyCKaHe Ha Ma3apa, U3MOJ3BaT Cce Ha MACTOTO Ha MPOU3BOACTBO M aKO CE€ M3IOJI3BAT B
00EKTH B HEMOCPEICTBEHA OJM30CT 10 HETO, COOCTBEHOCTTA BBPXY TAX HE CE MPEXBBPIIL
Ha JPYro IOPUIAYECKO JIHIIE.

(2) B cimyqawnte 1o an. 1, T. 2 u3aenueto TpsiOBa Ja OTroBaps Ha H3UCKBAHUATA
Ha 3aKkoHa 3a JICKAPCTBEHUTE IMPOAYKTH B XyMaHHaTa MeauiuHa. ChIIECTBEHUTE
M3UCKBaHMS, ONPEACIICHN 10 Pella Ha TO3W 3aKOH, C€ MpHUjarar caMo 1o OTHOIIECHUE Ha
XapaKTePUCTUKUTE, CBbP3aHu ¢ 0€30MacHOTO PYHKIIMOHUPAHE HA U3CIUETO.

Y. 6. B u3neiHeHyne Ha MpaBoOMOLIUsATA CH 110 To3u 3akoH MAJL:

1. (u3m. - JIB, 6p. 110 ot 2008 r.) u3BBpIIBA pErUCTpaIysl IPU YCIOBUITA U
0 peJia Ha TIaBa BTOPA;

2. (noBa - IB, 6p. 38 o 2015 1., B cruta ot 26.05.2015 r.) m31aBa pa3pemieHus
3a OIECHSBaHE Ha ChOTBETCTBHETO HA MEAWIIMHCKUTE U3JICTHS 110 TJIaBa YeTBHPTA;

3. (npenumHa 1. 2 - JIB, O6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) n3nasa
paspenieHus 3a MPOBEKIAHE HAa KIIMHUYHU U3IUTBAHUS C MCIUIIMHCKY WU3JICIIHS;

4. (m3m. - IB, 6p. 54 o1 2012 1., npenumnua 1. 3 - /1B, 6p. 38 0T 2015 1., B crma
oT 26.05.2015 r.) u3gasa pa3peiieHust 3a ThproBus Ha €APO C MEAUIIMHCKU U3/ICIINS,

5. (mpemumHa 1. 4 - JIB, 6p. 38 o1 2015 1., B cmma ot 26.05.2015 1.) m3BBpIIBa
HA/30p Ha ITyCHATHUTE HA Ta3apa W/WiM B ICHCTBUE METUITUHCKA U3/ICIIHS,

6. (m3Mm. - JIB, 6p. 54 ot 2012 1., npenumHa 1. 5 - /1B, 6p. 38 01 2015 1., B cruta
oT 26.05.2015 r.) ochlIecTBsIBa KOHTPOJI BbPXY CbXPAHEHUETO, ThPTOBUATA, KIMHUYHUTE
M3MUTBAHUA U 0€30M1aCHOCTTA HA MEIULIMHCKUTE U3/IENHNS,

7. (mpenumHa 1. 6 - /1B, 6p. 38 0T 2015 1., B cuna ot 26.05.2015 1.) moxabpika
CHUCTEMa 3a PETUCTpUpaAHE W aHalU3 Ha CHOOIICHUS 3a WHIMICHTH C MEIUIUHCKHUTE
U3JICNHSI U TIPEIITPHEeMa ChOTBETHA MEPKH;

8. (mpenumHa T. 7 - 1B, 6p. 38 o1 2015 ., B cmma ot 26.05.2015 r., ot™m. - /1B,
op. 84 oT 2018 r., B cuita ot 12.10.2018 1.)

9. (mpegumua 1. 8§ - 1B, 6p. 38 or 2015 r., B cuna ot 26.05.2015 r.)
npenoctaps nHGopmanus B EBporeiickara 6a3a JaHHU BBB BPb3Ka ¢ TyCHATUTE Ha mMa3apa
W/WJIH yCHATUTE B ICUCTBUE MEIUIIMHCKU H3IETUS;

10. (mpenumua T. 9 - JIB, 6p. 38 ot 2015 1., B cuma ot 26.05.2015 r.) yuactBa
B JIeWHOCTH B o0jacTTa Ha MEAWIIMHCKUTE WU3JeNus, CBbp3aHM C paboTaTa Ha
MEXIYHApOJHH OpraHW, OpraHU3alydy W JOTOBOPH, MO KOoWTO PenyOnmka Bwirapus e
CTpaHa, C peryJaTOpHUTE U KOHTPOJIHUTE OPTaHU Ha APYTH AbPKABH U C OPraHU3AIHHTE,
paboTemy B 00J1acTTa HA pETyalKsITa HA MEIUIIMHCKA U3/ICITHUS;

11. (u3m. - 1B, 6p. 110 ot 2008 1., npeaumnHa 1. 10, gom. - /1B, 6p. 38 ot 2015
r., B crta ot 26.05.2015 r.) ch3naBa u nmojrbpxka peructpute mo 4i. 31, an. 2, 4. 58, an.
1, um 67, an. 1 uun. 81;

12. (npegumua 1. 11 - JIB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.)
OCBIIIECTBSIBA IPYTU ACUHOCTH, IPEABUICHU B TO3H 3aKOH.
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Un. 6a. (Hos - IB, Op. 110 or 2008 r., B cuma ot 21.03.2010 r.)
W3nbiHuTeNnHAaTa areHuus 1o JIeKapCcTBaTa W3rOTBS MOTHUBHPAHO MCKaHE [0
EBponeiickara koMucus 3a mpearprueMane Ha HEOOXOAMMHUTE MEPKH, KOraTo MPELCHH, Ye:

1. mpunaranero Ha Kiacu(UKAMOHHUTE MpaBWiIa MO WI. 2, al. 3 M3HCKBA
B3E€MaHETO Ha PEIICHHE 3a KJIacH(PUKAIMITA HA OMPENCICHO MEAMIIMHCKO W3JeIINe WUITN
KaTeropusi OT U3Aenus 1o wi. 2, ai. 1, . 3;

2. 1aJIcHO MEAUIIMHCKO U3JIeJIMe WM Irpyna OT U3Jenus 1o ui. 2, ain. 1, T. 3,
HE3aBHCUMO OT KIAaCH(UKAIMOHHUTE TMpaBWia Mo Wi. 2, ail. 3, Moxe naa Obne
KJIacU(PUITMPAHO KaToO APYT Ki1ac U3CIIHS;

3. CbOTBETCTBUETO HA JIaJICHO MEIUIIMHCKO W3/IeJIME WIIA Ha TPYIIa OT U3JIETHUs
mo wi. 2, an. 1, T. 2 unu 3 TpsiOBa ga ObJE OLIGHEHO NP MpHUJIaraHe camo Ha €IHa OT
MpeBUICHUTE B HapeaouTe mo wi. 18 mpouenypu;

4. ce Haylara B3€MaHE€ Ha peIICHUE 3a TOBA, JaJd OINPEACIICH MPOAYKT HIIH
rpyma oT MPOAYKTH TOIa/ia B MPUIOKHOTO IOJI€ HA TO3H 3aKOH.

Uin. 7. (1) 3a peructpanus ¥ n3/1aBaHe Ha YOCTOBEPEHUE 3a PETUCTpAIlHs, 32
U3J]aBaHE Ha Pa3pelICHHs U YIOCTOBEPECHHUS MO Pela Ha TO3H 3aKOH, KAKTO U 3a BIIMCBaHE
Ha MIPOMEHH B TAX, CE 3aIUIAIIAT TaKCH B pa3Mep, ompenerneH B Tapuda, omoOpeHa ot
MWUHHCTEPCKUS CHBET.

(2) (U3m. - IB, Op. 38 ot 2015 r., B cuia ot 26.05.2015 r.) CpencrBara ot
TaKCUTE MO al. 1 ¥ OT IIOOUTE W UMYILIECTBCHUTE CAaHKIIMHU, HAJIATAaHW HAa (QU3NYECKH U
IOPHINYECKH JIMIA 110 pe/ia Ha TO3M 3aKOH, Ce BHACAT KaTo npuxox no 6romkera Ha MAJL

Pazpgeu 11.
IlyckaHe Ha ma3apa u/Wju NycKaHe B IeiicTBHE HA MeAUUMHCKHU U31eTusl

Yn. 8. (1) MeauuuHcKuTe M3enus ce MycKaT Ha ma3apa W/WiIM ce IMycKaT B
JefiCTBHE, KOraTo OTroBapsAT Ha HW3HUCKBaHMITA Ha TO3M 3aKOH M Ha AaKTOBETE IIO
IIPWJIAraHETO MY.

(2) MeauuuHCKuTE U3€IHS, C U3KIIOYEHHE Ha U3pa0OTEHUTE 110 OPhUKa, Ce
IyCcKaT Ha Ma3apa W/uiu ce MycKaT B JeiicTBue, koraro uMat HaHeceHa "CE" MapkupoBka
no wi. 15, KoATO ynocToBepsiBa, Y€ ChOTBETCTBUETO HA M3JEIUATA ChC CHIIECTBEHUTE
U3MCKBAaHUS € OWJIO OLIEHEHO M0 TPWIOKUMHUTE TMPOLEAYpU 3a OIEHSIBaHE Ha
CbHOTBETCTBUETO.

Un. 9. (1) U3nbaautennust aupexkrop Ha MAJI u3nasa 3amoBes 3a BpeMEHHO
IpeycTaHOBSBAaHE WM 3a 3a0paHa Ha MYCKAHETO Ha Ma3apa W/WId IyCKaHEeTO B JieiicTBUe
Y 3a U3TEIVISTHE OT Ia3apa Ha MeAUIMHCKU n3aenus ¢ HaHeceHa "CE" MapkupoBKa 1o 4.
15, KaKTO ¥ Ha U3/1eNHs, U3PaOOTEHH M0 MOPHUKA, KOUTO MOTaT Jia 3acTpaliar 3paBeTo U
Oe3omacHOCTTa Ha MAanUCHTUTE, HA MCAUIUHCKHUTC CICHUAIMCTH WM HA TPCTHU JIMIIA,
KOIaTo ca MpaBWJIHO MHCTAJIUPAHHU, OAAbPKAHU U CE U3I0J3BAT 0 NPEAHA3HAUEHUE.

(2) MznbpianutenHaTa areHuus IO JeKapcTBara He3a0aBHO UHGOpMUpa
EBpomnelickata KOMUCHS 3a 3alI0BETa MO all. | ¥ 3a NpeANnpueTUTE MEPKH, KaTo Ioco4YBa
IIPUYMHUTE 332 HECHOTBETCTBUETO HA M3JENMITA C M3MCKBAHUATA HA TO3M 3aKOH U Ha
aKTOBETE 110 MPUJIATaHETO MY, KOUTO MOTaT Jia ce IbJKAT Ha:
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1. Heu3bJIHEHUE Ha CHILIECTBEHUTE U3UCKBAHUS, ONIPEIETICHU B HAPEIOUTE O
yi. 18;

2. HEeMpaBWJIHO MpUJIarale Ha crangapTuTe mo wi. 13, an. 1;

3. HeAOoCTaThLIM B CTaHAAPTUTE 110 wi. 13, an. 1.

Y. 10. (1) JIueTo, K0ETO HOCH OTTOBOPHOCT 3a IYCKAaHETO Ha mas3apa u/iiu
3a IYCKAHETO B JIEHCTBUE HA MEIUIIMHCKUTE U3JICIHS, € TIPOU3BOIUTEIIAT.

(2) (M3wm. - JIB, 6p. 110 ot 2008 1.) Koraro mpon3BoAUTENST HE € YCTAHOBEH
Ha TEPUTOPHATA HA JbpPrKaBa WICHKA WM Ha Ibp)kaBa OT EBPOIMEHCKOTO MKOHOMUYECKO
MIPOCTPAHCTBO, TOM MUCMEHO YII'BJIHOMOIIaBa CBOM MPEACTABUTEN, HApUYAH MO-HATAThK
"YI'BIIHOMOIIEH MpeacTaBuTen". 3a MEIUIMHCKO U3JCIUE WIW U3JEIUE OT €UH U ChIIL
MOJIeJI, TyCHATO/M Ha ma3apa Ha OOIIHOCTTA, MPOU3BOAUTEISAT YITBIIHOMOIIABA CaMO EHO
JIHIIE.

Un. 11. (1) (Hom. - IAB, 6p. 84 ot 2012 r., B cmia ot 02.01.2013 r.)
[Tpou3BoaUTENAT Ha MEAUIIMHCKH W3JENUSA € JUThKEH Ja T'M MPOeKTHpa, pa3padoTBa,
MIPOM3BEXK/A, OMAKOBAa M ETUKETHPA B CHOTBETCTBHUE ChC CHIIESCTBCHHTE W3UCKBAHUS,
OTIpeIeNIeH! B HapeIouTe 1Mo Wi. 18 OT TO3M 3aKOH W/WJIM Ha I1aBa reta "a" u Ha HapenOara
o ui. 211, an. 1 ot 3akoHa 3a 3a11yTa OT BpeIHOTO Bb3/ICHCTBUE HA XUMUYHUTE BEIIECTBA
U CMECH, U J]la OCUTYPH OIICHSIBAaHE HAa CHOTBETCTBHUETO WM IO MPUIIOKUMHUTE 3a TIX
MPOLEAYPH.

(2) (U3m. - B, Op. 110 ot 2008 r.) OnieHsiBaHETO HA CHOTBETCTBUETO 110 ajl. 1
Ce U3BBPIIBA OT MPOU3BOIUTEIIS.

(3) (Hosa - B, 6p. 110 ot 2008 r., mom. - JIB, 6p. 84 ot 2012 r., B cuna ot
02.01.2013 r.) [Ipou3BOAUTENAT MOKE /12 BH3JI0KH HA YII'BIHOMOIIEHHUS CHU IPEICTaBUTEI
Jla TIPUITOXKH TIPOIIEAYPHUTE TI0 OLICHSIBAaHE Ha ChOTBETCTBUETO, OMPEICIICHU B HapeI0uTe
no wi. 18 oT To3u 3aKOH W/WiM Ha riaBa nera "a" v Ha Hapeabata mo wi. 217, an. 1 oT
3aKkoHa 3a 3aluTa OT BPEIHOTO BB3/ICHCTBHE HA XUMUYHUTE BEIIECTBA U CMECH.

(4) (ITpeaumna an. 3, uzm. - 1B, 6p. 110 ot 2008 r., u3m. - JIB, 6p. 38 or 2015
r., B cuna ot 26.05.2015 r.) Koraro nporieaypure, onpeaeneHd B HapeaouTe mo wi. 18,
M3HMCKBAT HaMecaTa Ha HOTU(UIUPAH opraH mo wi. 63, an. 4, NPOU3BOIUTENAT WIU
YI'BJIHOMOIICHUST My NpPEICTaBUTEN B ClAy4yauTe MO ai. 3 Bb3jara Ha U30paH OT HEro
HOTU(UIIMPAH OpPTaH Ja M3MBIHU MPUIOKUMHUTE 32 BHAA HA M3JECIUETO MPOLEIypH B
pPaMKHUTE Ha KOMIIETEHTHOCTTA MY.

(5) (Jom. - 1B, 6p. 110 ot 2008 r.) B cnyuaute Ha MPOU3BOACTBO Ha
MEJIUIIMHCKU M3JENHs 10 Wi. 2, ai. 1, T. 3, Mpu KOETo € M3MoJI3BaHa HEXXU3HECITOCOOHA
YKUBOTHHCKA THKaH WM HEXKU3HECTIOCOOHU MPOIYKTH, TOTYUYEHHU OT ’KUBOTUHCKH THKaHH,
MIPEIM OILICHSIBAaHE Ha ChOTBETCTBUETO MM IO ajl. | MPOU3BOIUTENAT U3BHPIIBA aHATN3 Ha
pHCKa M yIpaBlieHUE HA PHUCKA MPH CMa3BaHEe HAa M3MCKBAHUATA, ONIPEEIICHN B HapeaouTe
mo 4. 18.

(6) (IlpenumrHa an. 4, uzm. - JIB, 6p. 110 ot 2008 r.) [Ipon3BoauTensT uiu
HETOBUST YII'BITHOMOIIEH MPEICTABUTEN M HOTU(MDUIIMPAHUST OpraH 1Mo ai. 4 CKI0YBaT
JIOTOBOP 3a YCIOBUATA, MPU KOUTO CE€ MPOBEXKIA OLIEHSIBAHE CBHOTBETCTBUETO Ha
MEIUITUHCKUTE U3CITHS.
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Ui 12. (1) (Hom. - JIB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r., u3m. - /IB,
op. 98 or 2010 r., B cuna ot 01.01.2011 r., uam. - JIB, 6p. 38 or 2015 r., B cuna or
26.05.2015 r.) B uHTepec Ha 3/1paBeTO Ha HACEJIICHHETO W 10 MOTHBHPAHO HMCKaHE Ha
peruoHaliHaTa 37paBHa WHCIEKIUs, Ha HalnnoHaHUS EHTHp MO OOLIECTBEHO 37paBe U
aHAIM3M WJIM Ha JedyeOHO 3aBeJeHHEe MUHUCTBPHT Ha 3PaBEONa3BaHETO WU
ONPABOMOIIEH OT HEro 3aMECTHUK-MUHUCTBD TMpPU TOJOXKUTEITHO CTAaHOBHIIE Ha
M3MBIHUTETHUS Jupekrop Ha MAJL mMoxe chC 3amoBen MO M3KIIOYEHHUE Ja pa3peliu
MyCKaHETO B ICHCTBHE HA MEIUIIMHCKO H3/1eHe, 0e3 Ja ca HajIMIIe YCIOBUsATA 10 4II. 8.

(2) YcnoBusita M penbT 3a MyCKaHe B JCHCTBHE HA M3NEUs Mo ain. 1 ce
OTIpeNeNIAT ¢ Hapea0a Ha MUHUCTbPA Ha 37paBEOIa3BaHETO.

Un. 13. (1) (dom. - B, 6p. 84 or 2012 r., B cuma ot 02.01.2013 r.) Koraro
MEAUIMHCKUTE U3JeINs ca MPOCKTUPAHU U NMPOU3BEACHU B CHOTBETCTBUE C HALIMOHAIHU
CTaH/apTH, KOUTO BBBEXK/IAT XapMOHU3UPAHUTE EBPOIIEHCKU CTaHIapTH, IIpUEMa Ce, Ue Te
OTrOBapAT Ha CHIIECTBEHUTE M3UCKBAHUS, OMPECIICHN B HapeaOuTe mo wi. 18 ot To3u
3aKOH W/WJIM Ha I71aBa rera "a" u Ha HapenOaTa mo wi. 21, an. 1 ot 3akoHa 3a 3amura ot
BPEIHOTO BBH3/ICHCTBUE HA XUMUYHUTE BEIIECTBA U CMECH.

(2) (U3m. - OB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) Koraro
MEAMIMHCKUTE W3AeNUs Mo wi. 2, an. 1, T. 2 u 3 ca mpoeKTUpaHH U MPOU3BEACHU B
CBHOTBETCTBHUE ¢ ounuanaara Gpapmaxornes B Pemybnuka bbiarapus, onpenenena B wi. 12
Ha 3aKoHa 3a JIGKAPCTBEHUTE MPOIYKTH B XyMaHHATa MEAMIIMHA, NpUeMa ce, 4e Te
OTrOBapsIT Ha CHIIECTBEHUTE U3UCKBAHUS, OTIPE/ICIICHN B HapenouTe mo wi. 18.

(3) Koraro MenmuuuHCKUATE M3ASNKS 110 Wwi. 2, ait. 1, T. 1 oT cnuckk A, a npu
HEO0OXOUMOCT - U OT CIIUCHK b, ca npoekTrpanu v Npou3BeCHN B CbOTBETCTBUE C 001U
TEXHUUYECKHU clienu(UKaluy, IprueMa ce, 4e Te OTTOBapAT Ha ChIIECTBEHUTE U3UCKBAHMUS,
ornpezeneHu B Hapeaoure no wi. 18.

(4) Korato mpou3BOIUTENAT HE MOXE J1a ClIa3u U3UCKBAHUATA Ha all. 3, ToH
preMa TEXHUUYECKU PELeHHs], C KOUTO J1a IOCTUTHE EKBUBAJIEHTEH PE3yITar.

(5) Koraro ycraHoBH, 4e cTaHAapTUTe MO ald. | He MOKPHBAT HAI'BIHO
CHILIECTBEHUTE HM3MCKBaHUS, ompenesneHu B Hapenoure mo ui. 18, MAJl usrorBs u
chbIylacyBa o(HIMaNHa Jbp’KaBHA MO3MIMA, KOATO ce mpejacTaBs Ha EBpomelickata
KOMUCHS.

Yn. 14. (1) (Jom. - AB, 6p. 84 ot 2012 r., B cuma ot 02.01.2013 r.)
[Tpon3BoauTENAT HA MEAULIMHCKHA U3JENINS ChCTaBi TEXHUYECKA JOKYMEHTALUs, YUETO
ChJIbp)KaHUE € OINpPENETIeHO B ChOTBETHUTE HapeAOU Mo uwi. 18 OT TO3M 3aKOH W/WIM Ha
HapeabaTta mo wi. 21x, am. 1 or 3akoHa 3a 3amuTa OT BPEJHOTO BB3JEHCTBHE Ha
XUMHUYHUTE BEIIECTBA U CMECH.

(2) Cnen wm3mbyiHEHHE Ha TPWIOKUMHUTE MPOLEAYPU 3a OLEHSABaHE Ha
CHOTBETCTBUETO IPOU3BOIAUTENSAT WM HETOBUST YIIBIHOMOIIEH MPEICTaBUTEN ChCTaBs
JEKJIapanus 3a CbOTBETCTBUE HA MEIULIMHCKOTO U3/IENIHE.

(3) Ilpon3BoaUTENAT UM HETOBUST YI'BJIHOMOIIEH MPEACTABUTEN € JUTbKEH
Jla CbXpaHsBa TEXHUYECKaTa JOKYMEHTALUs 10 all. 1 ¥ JeKIapanusara 3a CbOTBETCTBUE 110
aj. 2 HaW-MaJIKO 5 TOJAWMHM OT JaraTa Ha MPEYCTAaHOBSIBAHE Ha MPOU3BOJCTBOTO HaA
MEAMIMHCKOTO U3/I€IME U J1a TH MPECTaBs IPU MOMCKBAHE 3a IPOBEPKA Ha JIMLaTa 10 Yl
86, ai. 2.
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Un. 15. (1) "CE" wmapkupoBkata ¢ TpaduyHO H300paKEHHE CHIITACHO
MPUIIOKEHUETO, KOSITO C€ HaHacsl BbPXY MEIULIMHCKOTO U3/IEJIHe MPEAU MTyCKaHETO My Ha
naszapa 1/ii IyCKaHeTo My B ICHCTBHE, TPSAOBA J]a ce pa3ymTa JIECHO U J]a He MOXKeE Ja ce
3aJIM4d O€3 Ciemu.

(2) "CE" mapkupoBKaTa c€ HaHacs Ha BUJUMO MSCTO BBPXY H3JEIHETO, B
MHCTPYKIMATA 3a ynoTrpeda M BHPXY HeroBaTa CTepuiIHA ONAKOBKAa, aKO MMa TaKaBa.
Korato e Bb3MOXHO, Ts1 C€ HaHAcs U BbPXY IOTPEOUTEICKATA OMAaKOBKA.

(3) "CE" mapkupoBKaTa UMa BUCOYMHA Hal-MaJKO 5 MM, aKO ChOTBETHATa
HapenOa o ui. 18 He nmpenBmwxaa apyro. [lpu HamansiBaHe WM yBeIMYaBaHE pa3Mepa Ha
"CE" MapkupoBKaTa MponopuunuTe B rpaduyHaTa Mpexxa TpsiOBa 1a ObAaT Cria3eHu.

(4) (U3m. - 1B, 6p. 110 o1 2008 1.) Jo "CE" mapkupoBkaTa 1o ai. 1 ce HaHacs
UACHTU(PUKAIIMOHHUAT HOMEpP Ha HOTU(ULIMpaHUs OopraH B ciay4yauTe mo wi. 11, an. 4,
KOIaTo MpoLEeAypUTe, ONIPEEICHH B Hape0uTe 1o 4i. 18, n3MCcKBaT HAHACSIHETO MY.

(5) "CE" mapkupoBkaTa U HACHTU(OUKALMOHHUAT HOMEp Mo an. 4 He ce
HAHACAT BbPXY WU3JEIMETO CaMO KOraTo pasMepure U (Qopmara Ha H3AEIUETO HE
M03BOJISABAT TOBA.

(6) Bcesika apyra MapKMpOBKa, KOSITO C€ HAaHACS BBPXY H3ACIHUETO, BBPXY
OMAaKOBKaTa My W/WJIM B HMHCTPYKIUSATAa My 3a ymnoTpeba, He TpsOBa 1a MOABEXIA
NOTPEOUTENS - MEAUIIMHCKH CHELHAIUCT WM MallMeHT, OTHOCHO MapKHpOBKaTa 1o ai. 1
U He TpsiOBa Jla HapylllaBa HeHHATa BUAUMOCT U YETIUBOCT.

(7) B ciyuait Ha u3aenus, KOUTO ce€ MyCKaT Ha Ma3apa B CTEpUIIHA OMAKOBKa,
"CE" mapkupoBKaTa ce HaHacsl KaKTO BbPXY CTEpUIIHATA, TaKa U BbPXY MOTpeOHUTENCKATa
OIIAKOBKA Ha U3/EIHUETO.

(8) IIpu usnocTHO HpepaboTBaHE HA U3/IETHETO, KOETO MOXKE J]a TOBIHIE Ha
HeroBoto Oe3omacHo wu3mnons3Bane, "CE" mapkupoBkaTta ce HaHAcs Ciell TMOBTOPHO
OLIEHSIBaHE Ha U3/IETUETO ChIIACHO MPUIOKUMUTE NMPOLEAYPH, ONIPEeNIEeH! B Hape1ouTe
no ui. 18.

(9) (Hom. - JIB, 6p. 84 ot 2012 r., B cuma ot 02.01.2013 r.) Koraro
MEAMIIMHCKOTO M3JENUe € B MPHJIOKHOTO IoJie Ha HapeAadurte mo wi. 7 oT 3akoHa 3a
TEXHUUYECKUTE M3UCKBAHUS KbM MPOJIYKTUTE W/UIH Ha riaBa nera "a" u Ha HapenOaTa mo
. 211, an. 1 ot 3akoHa 3a 3anuTa OT BPEAHOTO BH3/ICUCTBUE HA XUMUYHUTE BEIIECTBA U
cMmecH, npenswkaamy HaHacsHe Ha "CE" MapkupoBka, MapKUpOBKaTa yAOCTOBEpSBA
ChOTBETCTBUETO Ha W3JIEIMETO C M3UCKBAHMATA HAa BCSAKA OT HapeaOUTEe, OCBEH aKko B
HapeaOuTe € MpeABHUJICHO APYTO.

(10) Ha wu3nox0u, mnaHaupu, JEMOHCTPAllUM, MPOMOLMM, HAYyYHU W
TEXHUYECKHU KOH(EPEHIIMN MoraT Jia ce MPeACTaBIT MEJUIIMHCKU U3/ienus 0e3 HaHeceHa
"CE" mapkupoBKa.

(11) B ciydaunTe no ain. 10 mponu3BOAUTENAT HAHACS BbPXY U3/EIHUITA BUIUMO
0003Ha4YeHHe, KOETO HEJIBYCMUCIIEHO TOKa3Ba, e T€ He ca MpeJHa3HauYeH!U 3a IyCKaHe Ha
naszapa 1/1iy 3a IycKaHe B ICHCTBHE.

Un. 16. (1) [IpousBoauTensIT Ha METUIIMHCKA U3JENUS € IUTHKEH Jla TT0COYr
MMETO, CeJTAIMILIETO U aJIpeca CH Ha yIpaBJIeHUE BbPXY U3JIEIHETO, BbPXY ONaKOBKAaTa My
U B MHCTPYKIHUATA 32 ynorpeda. MHCTpykius 3a ynotpeba He ce M3MCKBA 3a U3JENUs 110
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yi1. 2, an. 1, 1. 3 or wiac I u Ila, kouTo no npeneHka Ha TPOU3BOJIUTEINA MOTaT Ja ce
U3MON3BAT O6e301acHo 0e3 HHCTPYKIUS 3a yroTpeoda.

(2) Bppxy omakoBkata U B HHCTPYKIIUSTA 32 yIoTpeOa Ha U3Jens, KOUTO ce
BHACST OT TPETH AbP)KaBH HA TEPUTOPHsITA Ha EBporielickust Chi03 MIIM Ha TEPUTOPHUSTA HA
EBpomneinckoTo MKOHOMHUYECKO MPOCTPAHCTBO, CE€ MOCOYBAT JOMBIHUTEIHO HMETO U
aJpechT HA YITBIHOMOIICHUS IIPEICTaBUTEN U HA BHOCUTES.

(3) Uucrpykmusra 3a ynotpeba TpsOBa ga ObJe ChCTaBeHA W Ha OBJITapCKU
€3UK.

Un. 17. IIpon3BOAMTENAT WM HErOBUAT YI'BJIHOMOILEH IPEACTABUTEN €
JUIbXKEH Ja ocurypu O€30IaCHOTO MHCTIMpaHe Ha MEAMLMHCKUTE W3JeNus Ha
teputopusTa Ha PeryOnuka bearapus, koraro cnenudukara uM U3MCKBA TOBA ChITIACHO
MHCTPYKLHUATA 32 YIOTpeda, U J1a rapaHTUpa NOAAPBKKATA UM.

Ui 18. (MU3wm. - JIB, 6p. 82 or 2009 1., B cunia ot 16.10.2009 1., usm. - JIB, Op.
14 ot 2015 ., m3m. - [IB, Op. 41 ot 2024 1., B cuna ot 10.05.2024 r.) MuUHHCTEPCKUAT
ChBET IO TMpPEUIOKEHHWE Ha MHHHCTBhpa Ha 3JpaBEOIa3BaHETO M HAa MHUHHUCTHpPa Ha
WKOHOMHKATA Y WHIYCTPUATA OMPEACIs ¢ HapeaOH 32 MEIUIMHCKUTE W3ACTUS 10 9. 2,
am. 1:

1. CBIIECTBEHUTE H3UCKBAHM,

2. TpoLeaypUTe 3a OIEHSBaHE Ha CHOTBETCTBHETO CbHC ChHIIECTBEHUTE
W3HUCKBAHUS ¥ ChIBPKAHUETO HA TEXHUUYECKATA JIOKYMCHTAIIHS,

3. mpaBuiiaTa 3a KiacupuKamusa Ha MEAUITUHCKATE U3ACINS 110 WI. 2, all. 1, T.
3

4. crUCBHIMTE, ONMpEAeI s 00XBaTa Ha TPyHUTE UH BUTPO TUATHOCTHYHU
MEIUITUHCKHU U3IEIIHS;

5. U3UCKBAaHHUATA 32 MPOBEXJIAHE HA aHAIIM3 Ha PHCKa U 3a yIpaBJCHHE Ha
pHYCKa 3a MEIUIIMHCKH u3Aenus mo wi. 11, an. 5.

Pazgea I11.
IIyckaHe Ha ma3apa W/WiK MyCKaHe B AeiicTBME HA MeAMUUHCKH U31eTHs,
H3pa0OTEHH 110 MOPBbYKA

Y. 19. (1) (U3m. - B, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.)
[Tpou3BOIUTENAT UITM HETOBUST YITHIHOMOIIICH MIPEACTABUTEN, TIPEIH JIa ITyCHE Ha ma3apa
W/WIM B JEHCTBUE MEIUIIMHCKO HM3/Aenue mo wi. 2, an. 1, T. 2 unu 3, u3paboTeHo 1o
MOpBHYKA, CHCTABS TOKYMEHTAIINS, KOSITO ChAbpIKA:

1. uMeTo u aapeca Ha MPOU3BOUTENS;

2. nIeHTU(PUKANMOHHN JaHHU Ha U3]IEITUETO;

3. nexyapanus, ye MEIUIMHCKOTO U3JIeJIue € MpeIHa3HAYeHo 3a CIeluaiHa
ynotrpeba OT KOHKPETEH MaIlueHT, YUeTO HME CE MMOCOYBa;

4. MeTOo Ha JeKaps WK Ha JIeKaps MO0 JeHTalIHa MEIUIIMHA, KOUTO € U3rOTBUII
3aJIaHUETO 3a U3pabOTBaHE Ha M3/EIMETO, U HAMMEHOBAHHUETO Ha JIEYeOHOTO 3aBE/CHUE,
KOTaTo € Bb3MOXHO;
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5. cneuu(UUHU XapaKTEPUCTUKH HA MEAULUHCKOTO H3JIeNHe ChITIACHO
3a/1aHUETO;

6. nexknapaiusi, 4€ M3JEIUETO ChOTBETCTBA HA NPWIOKUMUTE 3a HErO
CBIIECTBEHU U3UCKBAHMUSL.

(2) (U3m. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) B cioyuaure,
KOraTo M3JEJIMeTO HE OTroBaps Ha HIKOE OT MPUIIOKHMHUTE 3a HEro ChIIECTBEHU
M3HMCKBaHUs, HECHOTBETCTBUETO ce 000CHOBABA B JieKIapanusara mo ai. 1, T. 6.

(3) (dom. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) JoxymeHTanusra
1o ain. 1 ce chbxpaHsBa OT MPOU3BOIUTENS UM OT HETOBUS YII'BJIHOMOIIEH IIPEICTABUTEIN
3a CpOK Hal-MajKo 5 TOJIMHHU, a B CIIy4auTe HAa UMIUIAHTUPYEMHU MEAUIIUHCKU U3/1EIUS 110
4. 2, an. 1, T. 3 1 Ha u3Aenus 1o wi. 2, ai. 1, T. 2 - 3a Cpok Hal-Manko 15 roaunu.

(4) (HoBa - 1B, 6p. 110 ot 2008 r., B cria ot 21.03.2010 r.) lokyMeHTausTa
no ajn. 1, npuapyxasaiiia u3ienausTa no wi. 2, ai. 1, T. 2 u u3genusra no 4wi. 2, ain. 1, 1. 3
ot wiac lla, 116 u IIl, ce mpenocTaBs Ha KOHKPETHUS NALUEHT, HACHTUQUIMPAH C UME,
AKPOHUM UJIH LU(PPOB KOI.

(5) (ITIpepumrnHa ain. 4, u3m. - /1B, 6p. 110 ot 2008 r., B cuyma ot 21.03.2010 1.)
[TpousBoauTeNAT Ha U3AEHS 110 Wi. 2, an. 1, T. 2 u 3, u3paboTeHu 10 NophUKa, MPEAOCTaBs
npu noucksaHe ot MAJI ciuchk Ha u3enusrTa, MyCHAaTU B AEWCTBUE HA TEPUTOPUATA HA
PenyOnuka bbarapus.

i 20. (1) (U3m. - B, 6p. 110 ot 2008 r.) IIpon3BOIUTENAT ChCTaBs
JIOKyMEHTAIUs, BKJIIOYBAIA OMHMCAHWE HAa MPOCKTHPAHETO, Ha IMPOM3BOJCTBOTO M HA
JCHCTBUETO HA W3JCIHETO, BKIIOYMTEIHO OYaKBAHOTO JEHCTBHE, KOSTO I03BOJISBA
OIICHSIBAHE CHOTBETCTBUETO HA M3CIUETO C M3UCKBAHUATA HA TO3H 3aKOH U Ha HapeaouTe
no 4. 18. B gdokymeHTramusaTa ~ce  IocoYBa M aApeChT  Ha
MIPOU3BOJICTBEHOTO/TIPONU3BOACTBCHUTE TOMEIIICHUE/TIOMETIICHUS.

(2) [Ipou3BOaUTENAT € ATBKEH J1a pearprueMe HeoOXOIUMHUTE MEPKH, 3a Aa
OCHTYpH Ype3 IPOW3BOJCTBEHUS MPOIEC CHOTBETCTBHE Ha W3JeIHATa Mo Wi 19 ¢
JOKyMEHTaIusTa Mo ai. 1.

(3) (HoBa - B, 6p. 110 ot 2008 r.) Ilpou3BOAMTENAT MPEIOCTABS
JOKYMEHTAIusTa 1Mo ai. | 3a mpoBepka MpH MOMCKBAHE Ha JIUIaTa 1o 4. 86, ai. 2.

Paznen IV.
Ilyckane Ha ma3apa Ha CHCTeMH WM HA0OOPU MeTUIMHCKHU U3/1eJIHsl

Un. 21. (1) Pusnyecko WIM OPUAMYECKO JHIE, KOETO KOMIUIEKTYyBa
MEAMIMHCKHN M3Aenus 1o wi. 2, ai. 1, T. 3 ¢ Ha"eceHa "CE" mapkupoBka, penu aa ru
IIyCHE Ha Ma3apa KaTo cucTeMa MM Habop, ChCTaBs JAEKIIapalys, B KOSTO 3asBsBa, 4e:

. e KOMIUIEKTyBaJl cHUCTeMaTa WIM Habopa B 3aBUCUMOCT OT
IpelHa3HaYeHUEeTO Ha OTJEIHUTE W3JAETUs U OrpaHHuYeHUusiTa UM 3a ynorpeoda,
OIpEAEIIEHU OT IPOU3BOAUTEIIUTE;

2. e TpoBepuSl ChbBMECTUMOCTTAa Ha OTACIHUTE MEIUIIMHCKU U3JIEIHs U €
IPOBEN OINEpallMMTE 110 KOMIUIEKTYBaHE B CBOTBETCTBHE C MHCTPYKIIMUTE Ha
IIPOU3BOIUTEIINTE;
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3. e omakoBal cucTemara WIM Habopa W € HpeAoCTaBMI HeoOXxoaumarta
uHpopManus Ha MOTPEOUTENUTE, KOATO BKJIIOYBA CBHOTBETHHUTE WHCTPYKIMH OT
IPOM3BOIUTEIIUTE;

4. neftHOCTTa My € 00EKT Ha ChOTBETHH IPOIEIypPH 33 BHTPELICH KOHTPOI U
IIPOBEPKA.

(2) Koraro HsKo€ OT M3MCKBaHUATA Ha ajl. | HE € U3IIBIHEHO, CUCTEMATA WIH
HaOOpBT MOJUIEKAT HA OLCHSBAHE HAa ChOTBETCTBUETO ChC CHILECTBEHUTE W3MCKBAHU,
oTpeieNieHu B Hapeaoure mo wi. 18.

Y. 22. (1) ®usnyecko Win IOPUIUUECKO JIMIIE, KOETO CTEPUIIN3UPA CUCTEMU
WM HaOOpU MEIULMHCKU U3JIEHs 10 Wi. 21 W/uiu MeIMUMHCKY U3JIeus 1Mo 4. 2, an. 1,
T. 3 ¢ Hanecena "CE" MapkupoBka, NpeaHa3HAuYE€HU OT MPOU3BOIUTENS Ja Obaar
CTepUWJIM3UpaHU Tpenu ynorpeda, 3a Ja T'M IycHE Ha ma3apa, TpsaOBa Ja OILIEHU
CBHOTBETCTBUETO MM II0 MPOIEAYPH, ONPEACICHA B ChOTBETHATAa Hape0a mo wi. 18.

(2) (Jom. - IB, 6p. 110 ot 2008 r.) [Ipunaranero Ha npouexypuTe mo ai. 1 u
JeicTBUATA HA HOTU(UIIMPAHHSI OPTaH Ce OTPAHUYABAT JI0 TOCTUTaHE HA U3UCKBAHUATA 32
CTEpUIITHOCT 10 MOMEHTA Ha HapyIllaBaHe I1eJIOCTTa Ha OMAaKOBKAaTa Ha U3/IEIIUETO.

(3) Jlupmero mo an. 1 cbcTaBs JnewiapalMsl CbIVIACHO HW3HMCKBaHUSATA,
MpeBUJICHU B CbOTBETHATA Hapen0a, ue CTepUIIN3aIUaTa € U3BbPIICHA B ChOTBETCTBHE C
WHCTPYKIUUTE HA TIPOU3BOJUTEIIHTE.

Yn. 23. (M3m. - 1B, 6p. 110 ot 2008 r.) JInmara mo . 21, an. 1 u wi. 22, an.
1 cbXxpaHsBaT NEKJIAPAIMHUTE 33 CPOK 5 TOAMHM M TH TPENOCTAaBAT NP MOUCKBAHE 32
IIPOBEpKa Ha JuuaTa 1o 4i. 86, ai. 2.

Un. 24. Cucremure wiM HaOOpUTe MEIUUMHCKUA uU3Aenus mo wi. 21,
CTEpWIIN3UPAHUTE CUCTEMH WJIM HAOOpU U MEAMLIMHCKUTE U3/1eus 1Mo . 2, ai. 1, 1. 3 ¢
Hanecena "CE" wMapkupoBka, TmpeaHa3Hauye€HW OT TPOU3BOAMUTENS Ja Obaar
CTepUJIM3UpaHu Tpeau ymorpeba, ce myckar Ha maszapa 0e3 mombianutTenHa "CE"
MapKUpOBKa, MPUAPYKEHH OT HHCTPYKLHS 3a ymnorpeda, KOATO BKIIOYBA, KOraro €
HEeo0X0/1uMo, HH(pOpMAIUATA, IPEAOCTaBeHA OT IPOU3BOIUTEIUTE HA OTACITHUTE U3IeNTUS
OT cHucTeMara Wiu Habopa, U3UCKBaHMUATAa KbM KOATO Ca ONPENECIIEHH B ChOTBETHATa
HapezaOa mo ui. 18.

Pa3zgean V.
OueHsiBaHe HA 1eCTBUETO HA MH BUTPO AMATHOCTUYHHM MeTUIIMHCKHA
u3aeaus

Un. 25. (1) Ouenkara Ha CHOTBETCTBHETO HAa WH BHUTPO JMATHOCTUIHHUTE
MEAUIIMHCKH U3IENNS ChC CIIENU(UIHOTO UM IIpeTHA3HAYCHHE TIPU YCIOBUS Ha ymoTpeoa,
OTIpeNIeNIeH! OT MPOU3BOAMTEINS, CE U3BBPINBA C OI[CHKA Ha JICHCTBHETO Bb3 OCHOBA Ha!

1. cOopHum pmaHHM OT Hay4YHaTa JHTEparypa, OTHACSAMM Ce€ [0
MpeIHA3HAYCHUETO Ha W3/ICITUETO, M KPUTHYCH aHAIN3 Ha TE€3W JTAHHU, W/HITH
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2. pe3yATaTuTe OT W3NMTBAHUATA MPHU OIEHKA Ha JIEHCTBUETO WIIU JIPYTH
MOAXOMSIIN TECTOBE.

(2) [Ipou3BOAUTENAT UM HETOBUST YITBIHOMOILEH MPEICTaBUTEN, MPEAU Aa
MPE0CTaBU UH BUTPO IUArHOCTUYHU MEIMIIMHCKHU U3/IEIHS 32 OLICHSIBaHE Ha JICCTBUETO
B aKpeUTHpaHa J1abopaTopusi, ChCTaBs JOKYMEHTALIMsI, KOATO ChIbpKa:

1. uneHTH(UKAITMOHHN JaHHU HA U3/ICIINETO;

2. TUIaH 3a OLEHSBaHE, KOMTO ChIBpIKA LIEITa, HAYYHUTE, TEXHUUYECKUTE WU
MEIMIIMHCKUTE OCHOBAaHUS, 00XBaTa HA OIICHSIBAHETO M OpOs HA U3JICIIUATA;

3. CIMCBHK HAa aKpPEeIUTUPAHUTE TaOOPATOPUH, KOUTO Y4acTBAT B OLIEHSBAHETO;

4. HauvaJHa JaTa U IJIaHUpaHa NPOAbJLKUTETHOCT Ha OLEHSIBAHETO;

5. npu u3Aenus 3a caMOTeCTyBaHe - MSICTO M Opoit Ha jtuiata 6e3 MeAUIIMHCKa
KBaJTM(DUKAIIHSI, KOUTO M€ YIaCTBAT B OLICHSIBAHETO;

6. gexmapanus, Y€ MEIULHUHCKOTO W3JIeJHe ChOTBETCTBA HAa MPUIIOKUMUTE
CBIIECTBEHU M3UCKBAHUS, C M3KIIOUCHHE HA TE3HM, KOUTO ca OOCKT Ha OIICHSBAaHE Ha
JNEHUCTBUETO U KOMTO Ca M3PUYHO MOCOYEHH, U Y€ ca MPEANPHETH BCUYKU MpeanazHu
MEpKH, HEOOXOJMMH 3a 3alluTa Ha 3ApaBeTO W OE30MacCHOCTTa Ha MEIUIIMHCKUTE
CHEINAIIMCTH, HAa TAIUEHTUTE WK Ha TPETH JIUILIA.

Y. 26. (1) [Ipou3BoauTensiT chCTaBs TEXHUYECKATa JOKYMEHTAIMS 10 Wi. 14,
an. | u g npencrass 3a IpoOBEpKa NpU MMOMCKBaHE Ha JUIaTa 1o wi. 86, ai. 2.

(2) Ilpon3BoaUTENAT € IIBKEH Ja MpeAnprueMe HeoOX0AMMHUTE MEPKH, 3a Ja
OCUTYPH 4Ype3 MPOU3BOJICTBEHHS MPOILIEC CHOTBETCTBHE HAa MH BUTPO JTUATHOCTHYHHTE
MEAMIIMHCKY U3/IeNUs 32 OLICHSABAHE Ha JICWCTBUETO C JOKYMEHTAIUsITA 110 all. 1.

I'naBa BTOpAa.
PETUCTPALIUS HA JIMOA, KOUTO IYCKAT MEAUIIUHCKHA
N3AEJINSA HA ITABAPA (BATJL. U3M. - IB, BP. 110 OT 2008 I'.)

Un. 27. (1) (U3m. - B, 6p. 110 ot 2008 r., B cuuta ot 21.03.2010 r.) Koraro
IIPOU3BOIUTEINAT HA MEJULIMHCKHY U3AEIus 0 Wi. 2, ain. 1, T. 3 ot kiac I, mponssoaurenar
Ha W3eNus mo wi. 2, ai. 1, T. 2 u 3, u3paboTeHu Mo MopbyKa, KAKTO U (PU3NYECKOTO WIIH
IOPUAMYECKOTO Jule 1o wi. 21, an. 1 n . 22, an. 1 ca perucrpupanu no TsproBckus
3aKOH, T€ I10JIaBaT 3asBJICHUE 3a perucrpamus no odpaser 10 U3MBIHUTEIHUS AUPEKTOP
Ha AJI He mo-kbCHO OT 14 AHU cies mycKaHe Ha U3/EINeTo Ha 1a3apa u/Win B eficTBre
Ha TepuTopusTa Ha Penybnuka bearapus.

(2) KbM 3asB1€HHETO 32 perucTpanus mno ai. 1 ce mpuiarar:

1. (m3m. - IB, 6p. 60 ot 2011 r., B cuma or 05.08.2011 r.) emunen
UICHTU(HUKAIIMOHEH KO/ Ha JIPY>KEeCTBOTO;

2. HaMMEHOBaHHE U OMKMCAHNE Ha U3/IEIINETO;

3. IOKyMEHT 3a IJIaTeHa Takca B pa3Mep, ONpeiesieH B Tapudara 1o ui. 7, ai.

(3) (U3m. - B, 6p. 110 ot 2008 1., B cmna ot 21.03.2010 r.) JIunata mo an. 1
ca JUIbXHHU Ja YBEIOMAT B 14-IHEBEH CpoK M3MbIHUTENHUs nupektop Ha WAJL npu
MpoMsiHA Ha ajjpeca cu Ha ymnpasneHue. [Ipu npomsiHa B mHpoOpMalusaTa mo ait. 2, 1. 2
nunaTta mo aj. 1 momaBaT 10 M3MBIHUTENHUS aupekTop Ha MAJI 3asBinenuero mo an. 1,
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KBbM KOETO IPHJIAraT CBbP3aHUTE C MPOMSHATA TIOKYMEHTH U JJOKYMEHT 3a TUIaTeHA TaKca
B pa3Mep, orpeiesieH B Tapudara mo wi. 7, ai. 1.
(4) (Ot™m. - 1B, 6p. 110 o1 2008 1., B cuya ot 21.03.2010 1.)

Ui 28. (1) KoraTo npou3BoauTeIsAT HA U3ANHS 110 WI. 2, ai. 1, T. 1 mycka ot
CBOE MME Ha Ta3apa W/WiM B JCHCTBHE HA TepuTopusta Ha PemybOnuka bbarapus te3m
U3JIeNIUs U € PETUCTPUPAH MO ThProBCKuUs 3aKOH, TOM MOJ1aBa 3asBJIICHUE 33 PETUCTPALIUS
1o oOpaselr 70 U3MBIHATETHUS aupekTop Ha MAJL

(2) KbM 3asBi€eHHETO 32 peructpanus mo aji. 1 ce mpuiarar:

1. (m3m. - IB, 6p. 60 or 2011 r., B cuma or 05.08.2011 r.) emuHeH
UACHTU(PUKAIIMOHEH KO/ Ha JAPY>KECTBOTO;

2. wunbopmamms 3a OOLIUTE TEXHOJOTMYHU W/WIM  AHATUTHYHH
XapaKTepUCTHKH, CBbP3aHa C PEaKTUBUTE, IPOAYKTUTE OT PEaKTUBUTE, KaTuOpaTOpuTe U
KOHTPOJIHUTE MaTepUaly;

3. B ciyyall Ha u3genust oT cnuchblM A, b W u3genus 3a camotecTyBaHe -
HAaNMEHOBAHME, BHJ M MOJEN Ha H3ACIHETO, aHAIUTHYHU M KOTraro € HeoOXO0IUMO,
JUAarHOCTHUYHU MapaMeTpH MO OTHOLIEHUE Ha ChIIECTBEHUTE W3UCKBAHUS, MOCOYEHU B
HapeaOuTe 1o wi. 18, pe3ynraT OT OIleHKaTa Ha JWCTBUETO 110 TJIaBa IbpBa, paszaen V;

4. vHCTPYKLIUA 32 ynoTpeba Ha OBIrapcKu e3uK;

5. IOKyMEHT 3a IJIaTeHa TaKca B pa3Mep, ONpeieNieH B Tapudara 1o 4i. 7, ai.

(3) (U3m. - B, 6p. 110 ot 2008 r.) [Ipon3BoAUTENAT, KOHTO OT CBOE UME
mycka Ha ma3apa W/uiu B JIeliCTBUE Ha TepuTopusta Ha PenmyOnuka bearapus HoBO uH
BUTPO TMAarHOCTUYHO MEAUIIMHCKO U3/I€TIUE, KOTaTO € PErUCTpupaH o ThproBCKus 3aKO0H,
nonasa 10 MAJI nokymeHTanusara o ai. 2, KakTo U yKa3zaHue, 4ye U3eIMeTO € HOBO.

(4) (M3m. - 1B, 6p. 110 ot 2008 r.) UH BUTPO AMArHOCTUYHO METUIIUHCKO
U3JIeNKe € HOBO, aKO Ha Ia3apa Ha JbpKaBa WIEHKA WIM Ha JIbpkKaBa oT EBponeiickoTo
MKOHOMMYECKO MPOCTPAHCTBO MPE3 MOCIEAHNUTE TPU TOAUHHU:

1. TakoBa u3Nenue He € OWJI0 TMOCTOSHHO HAJIWYHO 32 aHAJU3UPAHUTE
BEIIECTBA UJIH JIPYTH MapaMeTpu, WIn

2. He e OumJla HaJTMYHA aHAJUTUYHATA TEXHOJOIHs, U3IMO0I3BaHa 3a JIaJIeHUTe
AHAJIM3MPAHU BEIIECTBA WIH ITapaMeTpH.

(5) (Or™m. - 1B, 6p. 110 ot 2008 1., B cmma ot 21.03.2010 1.)

(6) (U3m. - 1B, 6p. 110 ot 2008 T., B cuna ot 21.03.2010 r.) 3asBnenuero 3a
peructpanus no ain. 1 u 3 ce noxasa B 14-1HEBEH CPOK OT JaTara Ha IyCKAaHE Ha Mas3apa
W/WNY TTyCKaHe B JIHCTBUE HA WU3JenusaTa 1mo ui. 2, ain. 1, 1. 1.

(7) (U3m. - AB, 6p. 110 ot 2008 1., B cunia ot 21.03.2010 r.) Jlunata o an. 1
U 3 ca IIBbKHU J]a YBEAOMSAT B 14-1HEBEH CPOK U3NMBJIHUTENHUA qupekTop Ha MAJI pu:

1. mpoMsiHa B aipeca Ha yIpaBIICHHUE;

2. 3HAUUTEJIHUA TPOMEHU B MHpOpMaIusTa 1o ai. 2, T. 2 u 3;

3. (ot™. - IB, 6p. 110 ot 2008 ., B cmma ot 21.03.2010 1.)

4. u3TerJIgHe Ha U3MIEJIUETO OT Masapa.

Un. 29. (U3m. - IB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) (1) B
ciyyaute 1o ui. 10, ajn. 2, KOraro ymbJIHOMOIIEHHUST MPEACTABUTEN € PErUCTPHpaH 10
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Tobproeekus 3akoH, nojana 10 MAJI 3asBienue u npuapyxasaiiarta ro J0KyMEHTaIHs 3a
u3aenuaTa mo wi. 27, an. 1 u/vmum o ui. 28, an. 1 uou 3.

(2) YopanomomeHuAT nipeactaBuTen mo an. 1 yBegomsia MAJI mpu Besika
MpOMsHA Ha aJipeca CH Ha yIpaBJICHUE.

Uin. 30. (U3m. - [IB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) 3a Bcuuku
u3enus mo wi. 2, ain. 1, T. 2 m o ui. 2, an. 1, 1. 3 ot knac Ila, 116 wm III, mycHatu B
neiictBue Ha Tepurtopusata Ha PenybOnuka bearapus, MAJI moxe na moucka JaHHM,
UACHTU(DUIIMPAIIN U3JIETTUETO, €TUKET U MHCTPYKIIUS 32 yrnoTpeda.

Ui 30a. (Hos - JIB, 6p. 110 ot 2008 1., u3m. - JIB, 6p. 39 ot 2011 r., B cuna
ot 01.01.2012 1.) (1) (U3m. - [IB, Op. 43 ot 2016 ., u3m. - [IB, 6p. 102 ot 2018 ., B crita
ot 01.01.2020 r.) M3nmbaHuTenHATA arcHIUS IO JIEKapCcTBaTa MOJIbp)Ka HAa WHTEPHET
CTpaHHIaTa CU CIIUCHK HA MEIUIIMHCKUTE U3/IeIUsI, KOUTO MOTaT J1a ObJaT 3aIuIallaHu ChC
cpenctBa oT OrokeTa Ha HamuonanHata 3ApaBHOOCHUTYpHUTENTHA Kaca, OT Ibp>KaBHUS
Oro/pKeT, U3BBH 00XBara Ha 3aBJDKUTEIIHOTO 3JIPAaBHO OCHUTYpsIBaHE, OT OIO/DKETa Ha
JedeOHUTE 3aBeICHU 10 WI. 5 0T 3aKoHa 3a JiedeOHUTE 3aBEACHHUS, KAKTO U ChC CPEACTBA
Ha JICYeOHNTE 3aBE/ICHUS C IBPKABHO M/HIIM OOIMHCKO ydacTtre 1o wi. 9 u 10 ot 3akona
3a JIeueOHHTE 3aBe/ICHUSI.

(2) CoucbkbT Mo an. 1 chabpxa:

1. o6muM uAeHTU(PUKAIIMOHHU JaHHU M XapaKTePUCTUKU Ha MEIULHUHCKOTO
U3JIENNE;

2. cepTU(PHUKAIMOHEH U PETUCTPAIIMOHEH CTaTyC Ha METUIIMHCKOTO U3/IEINE;

3. ThproBcka uH(poOpMalus, BKIIOUUTEIHO IPOAaKHA [IeHa 32 MEAUIIMHCKOTO
u3JIeKe, KaKTO U 3a MPOU3BOAUTENS/YIIBIHOMOIIIEHUS MPEACTaBUTEN WU ThProBela Ha
MEUIIMHCKOTO U3JIETTUE;

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

5. (noBa - JIB, 6p. 67 ot 2020 r.) TbproBcka HH(pOpMaIUs, BKIOYUTEIHO
MpOJakHa IIeHa Ha MEAUIIMHCKOTO U3JIeNHe, YAOCTOBEpEHa C TIOKYMEHT, IPECTaBEeH Mpe.l
CHOTBETHOTO MHUTHHUYECKO YUYPEKIEHHUE, KaKTO U 3a MPOU3BOIUTEIS/YITHIHOMOIICHHUS
MPEJICTAaBUTEN, BHOCUTENS WM THProBella Ha MEIUIMHCKOTO W3JeNHe, KOoraTo
METUIIMHCKOTO U3/IEJINE CE BHACS OT TPETa AbPKaBa;

6. (HoBa - JIB, Op. 67 ot 2020 r.) CTOWHOCTTA, Ha KOATO MEAMIIMHCKOTO
u3Jenue e 3araaTeHo ot Harmonannara 31paBHOOCUTypUTETHA Kaca, MUHHUCTEPCTBOTO Ha
3/IpaBEOIa3BaHETO, JCUCOHUTE 3aBEACHUS 110 WI. 5 OT 3aKOHA 3a JIeueOHUTE 3aBeICHUS U
OT JICYEOHUTE 3aBEJICHUS C TbPKABHO W/MJIM OOUTMHCKO ydactue 1o wi. 9 u 10 ot 3akona
3a Te4eOHUTE 3aBEACHHUS.

(3) (Homa - 1B, 6p. 67 ot 2020 r.) UuadopmanmsiTa 1o ai. 2, T. 5 1 6 € JoCThITHA
CaMo 3a WHCTUTYIUUTE M JIUIaTa, KOUTO 3allialiaT ChOTBETHOTO MEAMIIMHCKO U3JENHE.
NucTuTynuuTe n aumara no ain. 2, T. 6 HAMAT OpaBO Ja MPEAOCTaBIT IMOJTydYeHaTa
uH(pOpMaIlvs Ha TPETH JTUIIA.

(4) (U3m. - IB, 6p. 102 ot 2018 1., B cuna ot 01.01.2020 r., npeaumina an. 3,
u3M. - [IB, Op. 67 ot 2020 r.) YcnoBusiTa ¥ peIbT 3a BKIIIOUBAHE HA METUITUTHCKU U3IETHUs
B CITMCHKA 110 aJl. 1, 3a MpeoCcTaBsHE U ChXpaHsaBaHe HA MHPOPMAIIHATA 1O al. 2, KAKTO 1
3a MOAABPIKAHETO U JOCTHIIA JI0 CIIHMCHKA M0 all. 1, ce onmpenensT B Hapeada, u3aaieHa ot
MUHHCTBHpPA Ha 3]paBEOMa3BaHETO.
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(5) (Ilpegumrna ain. 4 - J1B, 6p. 67 ot 2020 r.) He ce 3arumamar cbe cpencra
o aj. | MeIUIIMHCKY U3/IeNHs U3BBH CIIUCHKA 110 all. 1.

Ui. 306. (Hos - 1B, 6p. 39 ot 2011 1., B cuna ot 01.01.2012 1.) (1) AbpkaBaTa
€XKEroJIHO OIpeAeNsi CTOMHOCTTa, 10 KOSTO C€ 3aljiallaT METUIMHCKUTE W3JENus,
BKJIIOYEHH B crichKa o wi. 30a, ai. 1.

(2) (M3m. - [IB, 6p. 67 ot 2020 r.) YcnoBusaTa U peapT 3a ONpeeisiHE Ha
CTOMHOCTTA Ha METUIIMHCKUTE M3JICTHs 1Mo an. 1 ce ompenenst B Hapendara mo wi. 30a,
an. 4.

(3) (Hosa - IB, 6p. 67 ot 2020 1.) C Hapen6ata no 4. 30a, ain. 4 ce onpenensT
U YCIIOBUSATA U PEIBT 32 ONPEEIISIHE Ha CTOMHOCTTA, 10 KOSATO Ce 3aIulalaT MOMOIIHUTE
CpEeICTBA, MIPUCTIOCOOICHUATA U ChOPBKCHUSTA 32 XOpaTa C YBPEKIAHUS ChC CPEJICTBA 110
4. 23, an. 1, 7. 11 or 3akoHa 3a 3JpaBHOTO OCUTYpsIBaHE.

Y. 31. (1) (Otm. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 1.)

(2) (U3m. - 1B, 6p. 110 ot 2008 r., B crmma ot 21.03.2010 r.) U3meinHuTETHATA
areHIys 1o JIEKapcTBaTa BOAM PErHCThP, KOUTO ChABPXKA:

1. HOMep ¥ J1aTa Ha perucTpanus;

2. HaMMEHOBaHHMe, BUJ U KJIaC HAa MEIUIIUHCKOTO U3JIEIIHE;

3. UMe ¥ aJpec Ha ynpaBlieHUE Ha 3asgBUTENS 10 wi. 27, an. 1, wi. 28, an. 1 u
3uun 29, an. 1;

4. nara Ha 3ajlMyaBaHe Ha MEIUIMHCKOTO HW3JEIUE OT pErucrbpa u
OCHOBaHHUETO 32 TOBA;

5. 3a0€JeKKH 1O BITUCAHUTE 00CTOSITEIICTBA.

(3) (M3m. - 1B, 6p. 110 ot 2008 ., B cmna ot 21.03.2010 r.) M3nbiaHuTEIHATA
areHIys 10 JIeKapcTBaTa MPEA0CTaBs JaHHU 3a PErUCTpalMsITa Ha U3JeNusITa 1o ui. 27,
an. 1, wn. 28, an. 1 u 3 uno ui. 29, an. 1 npu NoMcKBaHe OT PETyJIaTOPHU OPTaHU Ha APYTU
Obp)KaBU UWICHKH WJIM OT pErylaTOpHH OpraHM Ha AbpKaBU OT EBporelckoTo
MKOHOMHYECKO MPOCTPAHCTBO U 0T EBponeiickara komucus.

I'naBa Tpera.
KIMHUYHU USIIUTBAHUA HA MEJULUHCKU U3JEJUSA

Paszgea L.
O0wmm pasnopendou

Un. 32. (U3m. - JIB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) Knuauuno
M3MUTBAaHE C MEIUIIMHCKY U3JIeNUs Mo 4. 2, ai. 1, T. 2 u 3 ce mpoBexaa ¢ 1ued:

1. moTBBpKAaBaHe, Y€ MPH HOPMAIHU YCIOBHS Ha ymoTpebda H3IEIHUeTO
W3MBJIHSABA €THA WU TIOBeYE OT QYHKIIMHUTE, ONIPEICTICHU OT MPOU3BOTUTEIS;

2. uneHTH(QUIMpaHE HA HEXKEIAaHU CTPAHUYHU e(EeKTH TPH HOPMATHHU
YCJIOBHS Ha yroTpeOa Ha U3/IeTTUETO;
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3. IMPEUCHKA JOKOJIKO I/I,I[eHTI/I(l)I/IHI/IpaHI/ITe HEXCJIIaHU CTPaHUYHU C(l)eKTI/I Ca B
pPaMKUTEC Ha TMIPUCMIIMBHUA PHUCK, TMPCHCHCH CIHpAMO I10J3aTa OT MIPCABUACHOTO
np€aHasHA4YCHUEC Ha U3ACIIUECTO.

Ui 32a. (Hos - JIB, 6p. 110 ot 2008 1., B crta ot 21.03.2010 r.) OnensiBaneto
HAa KIMHUYHATE JaHHU OT W3MHTBAHETO CE W3BBHPINBA MPU YCIOBUS, ONPEACICHU B
Hapeabara o wi. 48, ai. 2.

Ui 33. KiimHMYHO M3NUTBaHE CE MTPOBEXK 1A B JICUSOHU 3aBEICHHUS 110 CMUCHIIA
Ha 3aKoHa 3a JIeueOHUTE 3aBENCHUS.

Ui 34. (1) KnuHMYHOTO M3NUTBaHE C U3JENUATA IO Wi. 32 ce MPOBEXJ1a U
CIa3BaHe Ha OCHOBHUTE MPHUHIIUIIN, KOUTO TapaHTHpAT MpaBaTa, 6€30MacHOCTTa, 3IPaBETO
¥ YOBEIIKOTO JIOCTOMHCTBO HAa YYaCTHUIIMTE B M3IIUTBAHETO, ONIpeiesieHu B Jlexnapanusra
oT XeN3UHKH 32 €eTUYHUTE IPUHIIUIIY [IPHU MPOBEXKIaHE HA KIMHUYHU U3MUTBAHUS BHPXY
xopa.

(2) IlpaBara, Ge3omacHOCTTa M 3/IPaBETO HA YYACTHUIUTE B KIMHUYHOTO
U3IIUTBAHE CE MMOCTABAT HAJl HHTEPECUTE HA HAyKaTa U OOIIECTBOTO.

(3) KnnuHn4yHOTO M3NMUTBaHE ce MpeanpueMa M MPOBEXAa, MpU YCIOBHE 4e
NPEIBUANMUTE MOJI3U 32 YIaCTHHKA U 32 OOIIECTBOTO ONPABIAaBaT PUCKOBETE.

(4) KnuanuHOTO M3NUTBaHE TpsAOBa Ja ce MIaHupa Taka, 4e HeylI0OCTBOTO,
Oonkara, CTpaxbT M APYTUTE MPEABUINMH PUCKOBE BHB BPB3Ka ChC 3a00JSBAHETO Jla ca
CBEICHH [0 MMHMMYM M MparbT Ha pUCKAa U CTemeHTa Ha ¢usnyecka Oonka aa ca
NpeBapUTEIIHO ONpEeeNieHH M Ja TOAJIEKaT Ha IMOCTOSHEH KOHTPOJI MO0 BpeMe Ha
U3IUTBAHETO.

(5) He ce nomycka mpenocTaBsHe Ha (PMHAHCOBU WJIM JAPYTU CTUMYJHU 3a
BKJIIOYBAHE HA YYAaCTHHULM B KIMHUYHOTO M3MHUTBAHE OCBEH KOMIEHCALMH (pa3xoau 3a
'BTHU, THEBHH U JIPYTH).

Ui 35. (Ot™. - [IB, 6p. 110 ot 2008 1., B crta ot 21.03.2010 1.)

Ui 36. (1) (U3m. - IB, 6p. 17 ot 2019 1.) LsnaTa uadopmariis oT KIMHUIHO
M3MHUTBAHE CE 3aMKCcBa, 00padOTBa U ChXpaHsBa MO0 HAYMH, KOUTO OCUTYpsiBA TOYHOTO ¥
JIOKJIaJiBaHE, UHTEPIPETUPAHEe W TOTBBbpKJIaBaHe. JIMYHUTE NaHHW HA YYaCTHUIIUTE B
KJIMHUYHOTO M3MUTBAHE CE ChbXPAHSABAT ChIVIACHO M3UCKBAHUATA 32 TAXHATA 3alUTA.

(2) (U3m. - 1B, 6p. 84 ot 2018 1., B cruta ot 12.10.2018 1.) lokymeHTamusTa
o aj. 1 ce chXpaHsiBa OT TJIaBHUSI UM KOOPAUHUPAILIUS U3ClieIoBaTeN 3a CpoK 20 roaAuHI
OT JaTaTa Ha MPUKJIIOYBAHE HA KIIMHUYHOTO M3MUTBAHE M CE MIPEJAOCTaBs MPH MTOMCKBaHE
Ha ErnyHata KoMHMCHS 3a KIMHUYHM u3nuTBaHusA no uwi. 103, am. 1 or 3akona 3a
JIEKApCTBEHUTE MPOAYKTH B XyMaHHaTa MeauunHa u Ha MAJL.

Un. 37. (1) Knuanvao M3nuUTBaHe HA M3ETUATA 1O WI. 32 ce IOMyCcKa caMo
BBPXY JHIIE:
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1. Ha KOeTO € MperoCTaBeHa MpeBApUTENIHO MHUCMEHa HH(pOopMaIUs 3a
CBIHOCTTA, 3HAYEHHETO, IIOCIEJCTBUATA U EBEHTYAJIHWUTE DPHUCKOBE HA KIMHUYHOTO
U3NUTBAaHE W B Pa3roBOp C JIeKap WJIM JieKap IO JCHTalHa MEIUIMHA - WIEeH Ha
U3CIIEIOBATEIICKUS CKHUIl, ca My pa3siCHEHH LeIMTe, PHCKOBETe, HeymoOcTBaTa Ha
U3MUTBAHETO U YCIOBUSATA, IPH KOUTO 1€ CE MPOBEK/IA;

2. KoeTo € MH(POPMHPAHO 32 MPABOTO CH J1a C€ OTKAXKE MO BCAKO BpEME OT
U3MUTBAHETO, O€3 TOBA J]a UMa OTPULIATEIIHU MOCIIEACTBUS 32 HETO;

3. KOeTo € JaJ0 JIMYHO MUCMEHO HH(POPMHUPAHO ChITIACHE 33 y4acTue.

(2) Koraro nuiiero e HecnocoOHO J1a u3pa3u MUCMEHO ChIIache, TO MOXKE Ja
e YCTHO CbIJIaCUE B IMPUCHCTBUETO Ha He3aBUCUM cBujaeren. CBuuerensr
yIIOCTOBEPSIBA MUCMEHO, Ue JIUIETO € U3Pa3UII0 IMYHO HH(DOPMHUPAHO ChIIACKE 32 yHacTHe
B KIIMHUYHOTO W3IHUTBAHE.

(3) Camo pneecrocoOHO JMIIE, KOETO pa30Mpa CHIIHOCTTA, 3HAYCHHETO,
MOCJIEACTBUATA M €BEHTYAJIHUTE PUCKOBE OT KJIMHUYHOTO HU3IUTBAaHE, MOXE Ja JaJe
uH(popMUpaHo cbriiacue 1o an. 1, T. 3 u an. 2. UadopmupaHoTo chriacue 3a yyactue B
KJIMHUYHO HU3MUTBAaHE MOXKE Ja ObJe OTTErJIEHO MO BCAKO BpeMe 0e3 OTpuLaTesIHU
MOCIIEACTBHUSI 32 JTUIETO.

(4) KnuHMYHOTO M3MUTBAaHE BHPXY OTPAHUYCHO JIEECTIOCOOHO ITHIHOJIETHO
JUIE MOXeE J1a ce MPOBEXJIa Clie]] MoJyyaBaHe Ha MUCMEHO MHPOPMUPAHO ChIVIaCHE OT
JMILIETO U OT 3aKOHHMSI My npezcTraBuTes. Ha orpaHndeHo 1eecriocoOHO MbIHONIETHO JIUIE
ce mpenocTassi uHGopmanusaTa o ain. 1, T. 1 B ChbOTBETCTBUE C HErOBaTa CIIOCOOHOCT 3a
pazbupane. V3puyHOTO My XKe€llaHHWE Jja C€ OTTEIJIM IO BCAKO BpeME OT KIMHUYHOTO
U3MUTBaHE TPsOBa Aa ObJE B3€TO MPENBU]l OT U3CIEA0BATENS, @ TPU HEOOXOAUMOCT - OT
[JIaBHUSI U3CII€I0BATE.

(5) Uadopmupano creriacue 3a HEACECIOCOOHO MBIHOJIETHO JIMIIE MOXE Aa
J1a/ie 3aKOHHUAT MY IIPEICTaBUTEN.

(6) B cnyyaute mo un. 162, an. 3 ot 3akoHa 3a 3/1paBeTO MH(POPMHpPAHO
chIJlacHe JaBa Ha3HAYEHOTO OT ChJa JIUIIE.

Un. 38. (1) KnuHUYHOTO M3NMTBaHE BBbPXY MAJIOJETHO JIMIE MOXE Ja Ce
MPOBEXAa Clel MoJdydyaBaHe Ha MHUCMEHO MH()OPMHPAHO CHIIacHe OT 3aKOHHUTE MY
MIPEACTABUTENH - OT JBaMara POJAMTENIM WJIM OT HACTOMHHKA HA JIMIIETO, NMPHU CIa3BaHEe
n3ucKkBaHuATa Ha wi. 37, an. 1, 1. 1 u 2 u an. 3. Koraro eIuHUST pOJUTEN € HEU3BECTEH,
MOYMHAJI WJTK € JIUIICH OT POJAMTENICKH MIpaBa, WK HE ca My MPEIOCTABEHU TaKMWBa MpaBa
B CIIy4yauTe Ha pa3BoOJl, MHUCMEHO HHPOPMHUPAHO ChIJIACHE JaBa POJIUTENSIT, KOWTO
YIpaKHSIBA POJIUTEIICKUTE MpaBa.

(2) KnuHUYHOTO U3MHUTBAHE BHPXY HEMIBJIHOJIETHO JIUIIE MOXKE J1a Ce TPOBEkK A
cJe/ ToJiydaBaHE Ha MUCMEHO WH(OPMUPAHO CHIIIACHE OT JMIETO M OT 3aKOHHUTE MY
MpEACTaBUTENM - OT JBaMaTa pPOJAUTEIM WIM OT MONEYHUTeNs My, NpU CHa3BaHe
n3uckBanuAaTa Ha wi. 37, ain. 1, 1. 1 m 2 u an. 3. Korato eIUuHUAT pOIUTEIN € HEU3BECTEH,
MOYMHAJI UJIM € JIMIIEH OT POAMTENICKU IIpaBa, WK HE ca My NPEIOCTAaBEHU TAKMBA MpaBa
B CIy4auTe Ha Pa3Boj], MMCMEHO HHPOPMHUPAHO CHIVIACHE JaBa HEIBJIHOJIETHOTO JIUIE
POIUTENAT, KOUTO YIPaKHSIBA POJUTEIICKUTE MPaBA.

(3) Ha Mao1eTHOTO MIJIM HEMI'BJIHOJIETHOTO JIMLIE CE MTPEI0CTaBs UHPOpMAaIIHs
3a CBHIIHOCTTA, 3HAYEHUETO, MOCIEJACTBUATA, E€BEHTYaJIHUTE€ PUCKOBE M MOJ3UTE OT
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KJIMHHYHOTO M3MUTBAHE 0 pa3dHupaeM 3a HEr0 HaYMH OT JICKap C MPU3HATA CICIHATHOCT
10 JIETCKH OOJIECTH WIIH JETCKH IICHXOJIOT.

(4) Coriuacuero Ha POIUTEIUTE WM HACTOMHHKA TPsOBa J1a MPEICTaBIIsABA
nperoaraeMaTa BoJisl Ha MaJIoJICTHOTO JIMIIE U MOJKE J1a ObJIC OTTETJICHO 0 BCSIKO BpeMe
Opyd MPOBEXJAaHE Ha KIMHAYHOTO HM3MUTBAaHE O€3 OTPHUUATCIHH IIOCIEACTBHS 3a
MAJIOJIETHOTO JIUIIE W/WIIH 34 TSX.

(5) Cerioacuero Ha HEOBIHOJICTHOTO JIMIE W Ha POJUTECIUTE WIH Ha
HOTICYHTENST MOXKE J1a ObJIe OTTEIVICHO 10 BCSIKO BpEMeE B IMpolieca Ha MPOBEXKIAHE Ha
KJIMHHYHOTO U3IUTBaHE 0€3 OTPUIATEIHH IOCIECTBHS 3a THX.

Y. 39. PemenneTo 3a BKIIOYBAHE B KIWMHWYHO H3IHMTBaHE Ha MAaJIOJIETCH,
HEI'BJIHOJIETEH, HEJEeCOCO0CH WJIM OTPaHHYEHO JCECIOCOOSH ITHIHOJETCH MaIlueHT,
KOraTo HE MOXKE Jla C€ B3eM€ CIEIIHO HHPOPMHUPAHO CHIVIACHE OT POAUTEIIUTE/POTUTENS
WM CHOTBETHO OT HACTOMHHUKA WJIM OT MOIEUYUTENS W KOTaTO HEMOCPE/ICTBEHATa Il €
cracsiBaHE Ha KMBOTa My, C€ B3eMa Hali-Majko OT JBaMa JIeKaph, HE3aBUCHUMHU OT
BB3JIOKUTENS M OT TJIABHUS WJIM KOOPAMHUPAIHS U3CIICIOBATEN.

Ui 40. (1) KiinHn4yHO M3nMTBaHE BbPXY OPEMEHHU MOXE J1a c€ MpeArnpuemMe
U IPOBEXJa MpHU CHa3BaHe M3MCKBaHMATA Ha 4. 37 caMo B CiIydauTe, KOraro Hsma
JIOKa3aHU JIpYT'd aITEpHATUBHU METOJH 3a U3BbPIIBAHE HA JUArHOCTHKA WJIU JICYEHUE U
KOTaTo TOBA HE 3acTpalliaBa XXHBOTa U 3paBeTO Ha OpeMeHHaTa 1 KHU3HECIOCOOHOCTTa Ha
II0/1a.

(2) PemrenuneTo 3a BKJIIOUBAaHE B KIIMHUYHO M3MUTBAHE B CIIy4auTe 110 aj. 1 ce
B3€Ma OT JIEKapCcKa KOMUCHS, CbCTaBEHA OT CHEIUAIMCTH, HE3aBUCUMHU OT BB3JIOKUTENS U
OT IJIaBHUSI/KOOPIMHUPALLUS U3CIIeA0BaTEl.

Y. 41. (1) Ilo BpeMe Ha U3NMUTBAHETO YYACTHUKBT MPH MOMCKBAHE MOTyyaBa
JOITBJIHUTENTHA UHPOPMAIIHSI OT HE3aBUCUMO OT BB3JIOKUTENS JIULIE.

(2) Iucmenara uHGOpMaLUs, NMPEIOCTaBIHA HA YYACTHULUTE B KIMHUYHO
U3MUTBAHE, ChIIbPrKa JaHHU 32 KOHTAKT C HE3aBUCUMOTO JIUIIE 110 all. 1.

Un. 42. (1) Ilpu npoBexnaHe Ha €JHOLIEHTPOBO WJIM MHOTOLIEHTPOBO
KJIMHUYHO M3MUTBaHE Ha TepuTopusTa Ha PenyOiuka bbrirapusi, Korato Bb3JI0KUTEINAT He
€ YCTaHOBEH Ha TepuTOopUsTa Ha EBporneiickus cbhlo3 UM Ha TEPUTOPUSTA HA JbpiKaBa OT
EBpOnenckoT0 NKOHOMHYECKO IIPOCTPAHCTBO, TOM YITBIIHOMOILABA CBOM IIPEJICTaBUTEIL,
YCTaHOBEH Ha TepuTopusaTa Ha PenyOnuka bbirapus.

(2) (U3m. - B, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 1.) I[Tpu mpoBexnane
Ha MHOTOIIEHTPOBO KJIMHUYHO M3MUTBaHe Ha TepuTopusita Ha PemnyOnuka bbarapus u Ha
TEPUTOPHSATA HA JApyra JIbpXKaBa 4WICHKa/IbpKaBU WIEHKU, W/MIM HA TEPUTOPHATA Ha
IbpKaBa/abpxKaBd OT EBpONEHCKOTO HMKOHOMHMYECKO MPOCTPAHCTBO, W/WIM Ha
TEPUTOPUSITA Ha TPETA IbPKaBa, KOraTO BB3JIOXKHUTEIAT HE € YCTAHOBEH HA TEPUTOPUSATA
Ha EBpomnenckus Cbr3, TOW YIBJIHOMOIIABA CBOM IpEACTaBUTEN, YCTAHOBEH Ha
TEPUTOPUSITA Ha Jbp’KaBa WIEHKA WM JbpkaBa OT EBpONENHCKOTO MKOHOMHYECKO
IIPOCTPAHCTBO.
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(3) YbaHOMOIIEHUST TPEICTAaBUTEN MO all. | WM 2 HOCH OTTOBOPHOCT 3a
MPOBEXKIAHETO HAa KIMHUYHOTO M3MHTBAHE Ha Tepuropusra Ha PemyOnmka bviarapus
CBIJIACHO JCWCTBALIOTO 3aKOHOIATEJICTBO.

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

(5) (Ot™. - 1B, 6p. 110 o1 2008 1., B cuna ot 21.03.2010 1.)

(6) (Or™. - 1B, 6p. 110 ot 2008 1., B cmuma ot 21.03.2010 1.)

(7) (Ot™m. - 1B, 6p. 110 o1 2008 1., B cuna ot 21.03.2010 1.)

Un. 43. (U3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) (1)
KnuHu4HOTO M3NKUTBaHE c€ U3BBPILBA 10l PHKOBOACTBOTO HA U3CIIEA0BATEN.

(2) KoHTponbT BBPXY KIMHUYHOTO M3IUTBAHE CE U3BBPILIBA OT BB3JI0KUTEIS
WIH OT YI'BJIHOMOIIEHUS My NpeACTaBUTEN 1O ui. 42, ant. 1 uiu 2, i oT Ha3HAYEHO OT
HEro JIMIIe - Ha0JIroJaBalll.

(3) Ilo Bpeme Ha KJIMHUYHOTO M3IMUTBAHE JIEKap, CHOTBETHO JIEKap IIO
JICHTaJIHa MEAMLIMHA, MPOCIesiBa 3PaBOCIOBHOTO CHhCTOSIHME HA y4YaCTHUKAa U IpHU
HEO00XO0IUMOCT IIPEAIpUEMa CbOTBETHUTE METULIMHCKHA MEPKH.

(4) WM3uckBaHusITa KbM BB3JIOXKHUTENs, IJIABHUS WIM KOOPAMHUPALIMS
u3cie0BaTel U KbM HAOMIOJABaIllMsl M TEXHUTE 3aJbJDKEHUS IPU IPOBEXKIAHE Ha
KJIMHUYHOTO U3IUTBAHE Ce OMpeAEIAT ¢ Hapendara mo ui. 48, ai. 2.

Ui 44. (1) BB310XUTENAT U TJIABHUAT WM KOOPAMHUPAIIUAT U3CIICI0BATEN
CKJIIOYBAT JIOTOBOP 3a 3aCTPaxoOBKa, MOKPUBAIlA OTTOBOPHOCTTA UM 32 IPUUHMHEHUTE TIPH
WIM 10 TIOBOJ NPOBEXKJAHETO HAa KJIWMHUYHOTO W3MUTBAHE HEHMYIIECTBEHU U
MMYIIECTBEHU BPEAN HA YUaCTHUIUTE.

(2) (U3m. - JIB, Op. 84 ot 2018 r., B cruta ot 12.10.2018 r.) Bp3noxurensr
HOCH OTTOBOPHOCT B CJIy4ail Ha YBpPEXIaHE Ha 3/[paBETO WM Ha CMBPT, IPUUUHEHU TIPH
WIM TIO0 TOBOJ MPOBEXKIAHETO HAa KIMHUYHOTO H3MUTBAHE, KOraTo W3MHTBAHETO €
MPOBEXK/IAHO CBITIACHO HW3UCKBAHUATA W Tpolenyputre Ha onoOpenus ot Erwunata
KOMHUCHS 3a KIMHWUYHMU M3nuTBaHus mo wi. 103, an. 1 or 3akoHa 3a JEKapCTBEHUTE
MPOJIYKTH B XyMaHHAaTa MEJHUIIMHA TUIaH.

(3) (M3m. - IB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) I'maBauAT unu
KOOPJIMHUPAITUAT U3CIIE0BATE]l HOCH OTTOBOPHOCT B CITy4ail Ha yBpeXKJIaHe Ha 3/[paBETO
WM HA CMBPT, IPUYMHEHU MPU WK TI0 TIOBO/I MPOBEKIAHETO Ha KIIMHUYHOTO U3MHUTBAHE,
KOTraTo He ca CMa3eHHU U3MCKBAHUITA U MPOIEAYpUTE Ha 0100peHus oT ETnunaTa koMucus
3a KJIMHMYHU u3nutBaHus 1o wi. 103, an. 1 oT 3akoHa 3a JeKapCTBEHUTE MPOAYKTH B
XyMaHHaTa MEJIHUIIMHA TUTaH.

Paszngea 11.
Pa3pemienue 3a npoBe:kIaHe HA KJIMHUYHO U3NUTBAaHe

Un. 45. (1) (U3m. - 1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.)
KnmandanTe M3muTBAaHUS Ha MEIUIIMHCKH M3AeansS mo wi. 2, ain. 1, 1. 3 ot kiac I, Ha
UMIUIAHTUPYEMH MEIUIMHCKU W3/eNMsd U Ha WHBAa3MBHU MEIULMHCKU M3JENHS 3a
MPOIBIDKUTENHA yroTpeba mo wi. 2, an. 1, 1. 3 ot kiac Ila unm 116 u Ha u3genusra mo 4.
2, an. 1, T. 2, KOUTO ce MPOBEXAAT Ha TepuTopusaTa Ha Peny6nuka bbarapus, morat na
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3aMovyHaT Cje/a IMOJy4YyaBaHEe Ha paspelleHHue OT M3IBIHUTSIHHS aupekTop Ha HAJI,
n3JaJicHo clien mocrbiBade B MMAJI Ha MOJIOKHUTEIHO CTAHOBUILE OT ETHYHaTa KOMHCHUS
3a KJIMHUYHU u3nuTBaHus no wi. 103, an. 1 ot 3akoHa 3a JIGKAPCTBEHUTE MPOJIYKTH B
XyMaHHaTa MEIMIIMHA.

(2) (U3m. u mom. - IB, 6p. 84 o1 2018 1., B cuyma ot 12.10.2018 r.) Knmuanunute
M3NUTBAHUS HA MEIULIMHCKU U3JIENHS, PA3IUYHU OT TE3H M0 all. 1, KOUTO ce MPOBEXKAAT
Ha TepuTopusTa Ha PemybOnuka bbiarapus, morat na 3amodHar cliell YBEIOMSBaHE Ha
M3BIHUTENHUS qupekTop Ha MAJI, korato komucusTa 1o eruka 1o aji. 1 e nana na MAJI
MOJIOKUTEITHO CTAHOBHIILIE.

(3) Paznopenbute Ha an. 1 u 2 ce mpuiarat ¥ 3a MEAUIIMHCKU H3JCTHS C
HaHeceHa "CE" MapkupoBKa, KOraTo KIMHUYHUTE U3MUTBAHUS CE MPOBEXKAAT C 11T CMsIHA
Ha MPEeIHA3HAYCHUETO UM.

Uin. 46. (U3m. - 1B, 6p. 84 o1 2018 1., B cruta ot 12.10.2018 1.) Be3noxuTenst
WIN TJIABHMAT WM KOOPIMHUPALLUAT U3CIIENI0BATEIl 110/1aBa 3asBJICHUE 33 YBEIOMSIBaHE
WJIM pa3pelllaBaHe 3a IPOBEKIaHE Ha KIIMHUYHO u3nuTBaHe 1o MAJL

Y. 47. (Otm. - IB, 6p. 84 oT 2018 1., B cuma ot 12.10.2018 1.)

Un. 48. (1) (U3m. u gom. - /1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) 3a
MoJlyyaBaHEe Ha CTAaHOBMINE OT KOMHcHATa Mo wi. 45, an. 1 TJIaBHUAT, CHOTBETHO
KOOPJIMHHUPAIIHAT U3CIICAOBATEN HITU BB3JIOKUTEIAT, peactass B MAJL:

1. aaMUHHUCTpATUBHA TOKYMEHTAIHS;

2. na(opmanms 3a y9acTHUK;

3. JOKyMEHTAIUs 32 TUIaHa Ha U3MUTBAHETO;

4. TOKyMEHTAITUs 332 U3IUTBAHOTO MEIUIIMHCKO U3JICIINE;

5. IOKYMEHTAIIs 32 TEXHUYECKUTE Bb3MOKHOCTHU Ha JIeYeOHOTO 3aBeIeHNE U
npodecuoHaIHaTa KBATU(UKAIIS HA U3CTEA0BATEIICKUS €KHUIT;

6. W3TOYHMK Ha (QUHAHCHpAHE M aJMUHUCTPATUBHA OpTraHM3aIUs Ha
U3MHATBAHETO.

(2) CpabprkanueTo Ha JOKYMEHTAIUsITa 1o an. 1 ce ompezens B Hapeaba Ha
MUHHCTBPA Ha 3/[paBEOIa3BaAHETO.

(3) (U3m. - 1B, 6p. 84 o1 2018 r., B cua ot 12.10.2018 1.) KoraTo xomucusita
mo wi. 45, aim. 1 ycTaHOBHW, Ye JOKyMEHTAaIUsATa Mo ajl. | ¢ HembiaHa, TS yBEIOMSBa
3asBUTENA B 14-IHEBEH CPOK M MY JlaBa CPOK 32 OTCTPaHsBaHE HA HETbJTHOTHUTE.

(4) (U3m. - 1B, 6p. 84 o1 2018 ., B cmuta ot 12.10.2018 r.) Komucusita no ui.
45, an. 1 wmsrorBs crtanoBuie B 30-IHEBEH CpPOK OT MPEACTaBSHETO Ha BalUIHA
JTIOKyMEHTanus, koeto npenocrasst Ha MAJL.

Ui 49. (Otm. - [IB, 6p. 84 o1 2018 1., B cmma ot 12.10.2018 1.)

Y. 50. (1) (U3wm. - [IB, 6p. 110 ot 2008 1., B cmma ot 21.03.2010 1., mom. - /1B,
Op. 84 ot 2018 r., B cunta ot 12.10.2018 1.) 3a mosryuaBaHe Ha pa3peLIeHUe 3a TPOBEXKIaHE
Ha KJIMHUYHO M3MUTBAHE 1Mo Wi. 45, ai. 1 eJHOBPEMEHHO C IOKyMEHTAIUATa MO Wi. 48, ai.
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1 Bp3noxkurenst nogasa 1o MAJI 3asBnenue mo oOpasel, NPUAPYKEHO ChC CleAHATA
JIOKYMEHTAIUS:

1. uaeHTUPUKAIMOHHM JAaHHU 3a MEIUIMHCKOTO H3JeNIue Ha XapTHEeH U
€JIEKTPOHEH HOCUTEIT;

2. JIaH Ha KIIMHUYHOTO U3NHUTBAHE;

3. Oporrypa Ha U3CIEeIOBATEIIS;

4. noKyMeHTalus 3a nojiyyaBaHe Ha UH(QOPMHUPAHO ChITIACHUE;

5. Iexyapanus OT MPOU3BOIUTENS JAIH ChOTBETHOTO M3JIETTUE MOXKE Ja ObJie
ONpeAeJICHO KaTo U3AeNue no ui. 3, T. 2, 3 uiu 4;

6. nexyapanus OT MPOU3BOJIUTENS AAJIA MIPU MPOU3BOACTBOTO HA U3JIEIHETO
mo wi. 2, an. 1, T. 3 e wu3MOJ3BaHa HEXH3HECNOCOOHA J>KMBOTUHCKA THKAaH WIIH
HEXH3HECTIOCOOHU MTPOYKTH, TIOTy4YEHHU OT KUBOTHHCKH THKAHU;

7. IMeHaTa Ha W3CIIeOBATEINTE, HA TJIABHUS WM TJIABHUTE W3CIEA0BATEIH
WJIM Ha KOOPJIMHUPAIIHS U3CIIEI0BATEN, KAKTO U HAMMEHOBAHUETO U aJpeca Ha JIeYeOHUTE
3aBeJIeHUs], B KOUTO CE MPOBEXKIa KIMHUYHOTO U3IUTBAHE;

8. HayayiHa, KpaiiHa JaTa ¥ rpaduK Ha MPOBEKIAHUTE U3CIICIBAHMUS;

9. (ot™. - IB, 6p. 84 o1 2018 1., B crta ot 12.10.2018 1.)

10. nexnmaparusi, 4e MEAUIIMHCKOTO U3/IEINE CHOTBETCTBA HA MPUIOKUMHUTE
CHILIECTBEHU HU3MCKBAHUS, C M3KIIOYCHHE Ha TE3H, KOUTO ca OOEKT Ha KIMHUYHOTO
W3MHUTBAHE, U Y€ ca MPEIBHUJACHH BCUYKHU MPEANa3HUu MEPKH, HEOOXOIUMHU 3a 3aIluTa Ha
3[IpaBETO 1 OE30MACHOCTTA Ha YYaCTHUIIUTE B U3MUTBAHETO U HA H3CIIEIOBATEIICKUS EKHUIL;

11. noroBop 3a 3acTpaxoBKa, MOKPHBAIlla OTTOBOPHOCTTA HA U3CIIEA0BATEIS U
HA BB3JIOKUTENS 3a MNPUYNHEHUTE HMYIIECTBEHH M HEUMYIIECTBEHM BpeIu Ha
YYaCTHUIIUTE B U3MUTBAHETO IPH WIIM IO TIOBO/T TIPOBEXKIaHE HA KIMHUIHOTO M3IMTBAHE;

12. mpoeKT Ha JOTOBOP MEXKIY BB3JIOKHUTENS U Ie4eOHOTO 3aBE/ICHHE;

13. moKyMeHT 3a IJIaTeHa TaKca B pa3Mep, OTpeiesicH B Tapudara mo 4. 7, a.

(2) (Or™m. - 1B, 6p. 110 ot 2008 1., B cuina ot 21.03.2010 1.)

(3) (U3m. - [IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r., oT™. - [IB, Op. 84
ot 2018 1., B cuma ot 12.10.2018 1.)

(4) (U3m. - [IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r., oT™. - [IB, 6p. 84
ot 2018 1., B cuma ot 12.10.2018 1.)

(5) (Hosa - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) CpabpkanueTo
Ha JOKyMEHTaIusATa 1o aj. 1 ce onpenens ¢ HapendaTa mo 4. 48, ai. 2.

Un. 51. (1) U3neaHuTenHaTa areHuys 1o JiekapcTBaTa OIeHsIBa MojajieHara
JokyMeHTanus 1o wi. 50 B 60-1HEBEH CPOK OT JaTaTa Ha MOJJaBaHETO M.

(2) (U3m. - 1B, Op. 110 ot 2008 r., B crita ot 21.03.2010 r.) U3nbaauTenHaTa
areHIys 1o JeKapcTBaTa MOXKE Ja TOMCKa JOMBJIHUTENHA HWH(pOpMalMsi, CBbp3aHa C
JTOKyMeHTarusATa mo 4wi. 50, am. 1.

(3) B cnyyaute no an. 2 60-AHEBHUAT CPOK CIIMpa Ja Te4e O MPEICTABSIHETO
Ha MCKaHaTa JOKyMEHTalUs.

(4) U3npaautenauar qupextop Ha MAJI B cpoka o an. 1 yBeoMsiBa mMCMEHO
BB3JIOKUTENS, Ye:

1. pa3pelraBa IpoOBEXAAHETO HA KIMHUYHOTO U3MIUTBAHE, WIH
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2. M3MUTBAHETO HE MOXe Ja ObJe MPOBEICHO, KaTO MOCOYBa MOTHBHUTE 3a
OTKa3a.

(5) B cayuaute mo ai. 4, T. 2 Bb3JIOKUTEIAT MOXKe B 30-THEBEH CPOK OT J1aTara
Ha yBeaoMieHueTo na mpexacraBu B MAJL 3asBieHue, MpOMEHEHO B CHOTBETCTBHUE C
U3JI0’)KEHUTE MOTUBH 32 HEMPUEMaHe Ha MPOBEXKIAHETO HA KJIMHUYHOTO MU3MUTBAHE.

(6) B 30-nHeBeH cpok OT Jatata Ha MPeICTaBsiHE Ha MPOMEHEHOTO 3asiBJICHUE
no an. 5 MAJI yBenomsiBa MUCMEHO Bb3JI0XKUTENS, Ye:

1. pa3pemiaBa mpoBEXKAAHETO HA KIIMHUYHOTO U3MUTBAHE, WU

2. UBNHUTBAHETO HE MOXe Ja ObJe MPOBEIEHO, KaTo IMOCOYBa MOTHUBHUTE 3a
OTKa3a.

(7) IIpenuc oT pa3pelieHueTo 3a MPOBEXKIaHE Ha KIMHUYHOTO U3IUTBAHE CE€
U3Mpalia B Je4eOHOTO 3aBeICHHE, TIOCOYCHO B 3asBIeHUETO 1o wi. 50, am. 1.

(8) Ilpu HenmpousHacsHe B CpPOKa IO all. | BB3JIOKHUTEISAT MOXKE J1a 3al04YHe
W3CIIEIBAHETO BEHAra.

Un. 52. (1) Usnbanutennuar aupexkrop Ha HMAJI mMoTMBHpaHO OTKa3Ba
U3/IaBaHETO Ha pa3pelleHue 3a MPOBEXKIaHe Ha KIMHUYHO W3MHUTBAHE HA TEPUTOPUATA HA
Penybnuka bearapus, korato:

1. He ca mpeacTaBeHH JOCTATHYHO JOKA3aTEJICTBA 32 OYAKBAHUTE HAYYHH U
MEMIIMHCKH TTOJI3U OT yIoTpedaTa Ha MEAUIIMHCKOTO H3JICITHE;

2. He ca TMpeACTaBeHH YOEIWTEIHM JI0Ka3aTeJcTBa 3a 0Oe30MacHOCTTa Ha
YYaCTHUIIUTE B H3MUTBAHETO ¥/WIIM HA M3CJICIOBATEIICKUS CKHIT,

3. mpenmocraBeHata wuH(oOpMmamus 3a OlEHABaHE O€30MacHOCTTa Ha
KIIMHUYHOTO M3IUTBAHE € HEIOCTAThYHA,

4. neiicTBUETO Ha U3ACIUETO HE OTTOBaps Ha MPeIHa3HAYCHUETO, OIIPEIEICHO
OT MTPOU3BOIUTEIS,

5. (noBa - JIB, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) HAMa MOJOKUTEITHO
CTaHOBHIIE HAa KOMHCHUSATA O 4. 45, aim. 1.

(2) OtkazpT mo an. | momiexu Ha oOkainBaHe TO pena Ha
AIMUHUCTPATUBHOTIPOIIECYATHUS KOJCKC.

(3) (U3m. - 1B, 6p. 110 ot 2008 r.) U3mbaHUTENHATA areHIIKS 110 JIEKapcTBaTa
YBEJIOMSIBA PETYJIATOPHUTE OPTAaHU Ha JAPYTUTE IbPIKABH WICHKH, PETYJIATOPHUTE OPTaHU
Ha IbpKaBUTE OT EBpOneiickoTo MKOHOMUYECKO MpocTpaHCTBO M EBporelickara komucus
3a 0TKa3a 1Mo ajl. | ¥ mpeacTaBsi MOTUBUTE 3a TOBA.

Ui 53. (1) Be3noxxurensT Moxe 1o BCAKO BpeMe Jla IIpaBU IPOMEHH B IJIaHA
Ha KJIMHUYHOTO U3MUTBAHE, PA3JIMYHU OT ChLIECTBEHUTE IPOMEHH.

(2) (U3m. - 1B, 6p. 84 o1 2018 1., B cruta ot 12.10.2018 r.) B cayuyauTe no ain.
1 BB3IOKUTENAT ChbXpaHsIBa JOKYMEHTALUATA, CBbP3aHa ¢ IPOMEHUTE, U g PEAOCTaBs Ha
NAJL

Un. 54. (1) Be3noxurenst Moxke Ja NPUIOKH IUIAHUPAHU ChILIECTBEHU
IIPOMEHU B IUIaHA Ha KIMHUYHOTO U3IUTBAHE.
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(2) (U3wm. - [IB, 6p. 84 o1 2018 1., B cma ot 12.10.2018 r.) B ciywawnTe mo ain.
1 BB3IOKHUTENAT TOJaBa 3asBICHUE, MPHUAPYKEHO C JOKYMEHTAIUs, CBBbp3aHa C
npomenure, 10 UAJL.

(3) (U3m. - IB, 6p. 84 ot 2018 1., B cra ot 12.10.2018 1.) B cpok 110 Tpu 1HI
WAJI npenoctast 3asBIGHUETO U MPUJIpYXKaBalllaTa To JOKYMEHTAIUsl HaA KOMHUCHSTA 110
wi. 45, an. 1, kosTo B 15-1HEBEH CPOK OT IMOJYyYaBAaHETO UM HM3TOTBSI CTAHOBHUIIE U TO
npenoctast Ha MAJIL.

(4) (U3m. - [IB, Op. 84 ot 2018 1., B cuma ot 12.10.2018 1.) B 15-1HEBEH cpok
OT J]aTaTa Ha MOoJyyaBaHEe Ha CTAHOBHILIETO M0 aJl. 3 U3MBIHUTETHUAT nupektop Ha MAJI:

1. u3maBa OMBIHEHNE KbM PAa3pEIICHUETO 3a MPOBEKIAHE HA U3MTUTBAHETO, C
KOETO 0/100psiBa MpOMSHATA Ha IJIaHa, WU

2. MOTHBUPAHO OTKa3Ba CHIIECCTBEHA MPOMSHA 110 aj. 1.

(5) Otka3bT MO an. 4, T. 2 HE MOJICKHU HA OOXKAIBaHE.

(6) Ako B cpoka 1o aii. 4 3asBUTEINIAT HE Moy oTtka3 oT MAJI, Toit moxe na
MPOBEX A KIMHUYHOTO U3MUTBAHE ChITIACHO MPOMEHEHUS TUIaH.

(7) (Hosa - 1B, O6p. 110 ot 2008 r.) B cnywaure mo an. 4, 1. 2 npu
MHOTOIeHTpoBO u3nuTBaHe MAJl yBenomsBa peryiaropHUTE OpraHd Ha 3aCerHaTUTE
IbpXKABU UICHKH WU PETYJIATOPHUTE OpPraHd Ha JIbpXKaBUTe OT EBporeickoTo
MKOHOMHMYECKO IMPOCTPAHCTBO, aKO Yy4acTBaT B HM3MUTBAHETO, 32 OTKa3a M MpPelCTaBs
MOTHBHTE 32 TOBA.

Un. 55. (1) Tlpu BB3HMKBaHE HAa HOBU OOCTOSITEJICTBA, KOMUTO MOTAT Ja
3acTpamaTr Oe30MacHOCTTa Ha YYaCTHUIUTE B KIMHUYHOTO HW3MHUTBAaHE IO BpEeME Ha
MPOBEKIAAHETO MY, BB3JIOKHUTEISAT M HM3CICAOBATEIAT MPEANpPUEMAT CIICITHH MEPKH 32
3alUTaTa UM OT BHE3AITHO BH3HUKHAIUTE PUCKOBE.

(2) (U3m. - 1B, 6p. 110 ot 2008 r.) B cimyyante no azn. 1 Bb3IOKHUTENIAT MOKE
na:

1. U3BBpIIH MPOMEHH B TUTAHA HA KJIMHAYHOTO M3MTUTBAHE;

2. mpekpaTH KIUHUYHOTO M3MHUTBaHE Npeau NPEIBUICHHUS B IJlaHAa Ha
KIIMHUYHOTO WU3IHTBAHE CPOK.

(3) (U3m. - IB, 6p. 110 ot 2008 r., u3m. - JIB, 6p. 84 ot 2018 r., B cuna ot
12.10.2018 r.) Be3noxwutenst nezabauo nabopmupa MAJI 3a:

1. mpeanpueTuTe MEPKU, MPUUMHUTE 32 HAJIATAHETO UM U TIPOMEHUTE B IJIaHA,

2. TIpeKpaTsBaHe Ha KIMHWUYHOTO HM3MUTBAHE MPEAU MPEIBUICHUS B IIaHA
CPOK U TIPEJICTaBs MOTUBHTE 3a TOBA.

(4) (Hosa - 1B, 6p. 110 ot 2008 r.) B cimygaute no ain. 3, t. 1 UAJI yBemomsiBa
perynaTopHUTE OpraHH Ha 3aCETHATUTE AbP>KaBH WICHKU WU PETyIaTOPHUTE OPTaHU Ha
IbPXKABUTE OT EBPOMEHCKOTO WKOHOMHYECKO TIPOCTPAHCTBO, KOWTO YydYacTBaT B
U3MUTBAHETO, 32 MPEANPUETUTE MEPKH U 32 IPOMEHUTE B IJIaHA U MPEACTABSI MOTUBHUTE 32
TOBA.

(5) (Homa - 1B, 6p. 110 ot 2008 r.) B ciyuauTte mo an. 3, 1. 2 MAJI yBenomsiBa
pEryJIaTOpHUTE OpPTaHW Ha JPYTHTE JIbpPKaBH UICHKH, PETYJIaTOPHUTE OpraHd Ha
IbpKaBUTE OT EBpOIelickoTo MKOHOMHYECKO MPOCTPaHCTBO U EBpormelickara KoMUCHS 3a
MIPESKICBPEMEHHOTO MPEKpaTSIBaHe Ha KIIMHAIHOTO M3ITUTBAHE U TPEJCTaBsI MOTUBHTE 32
TOBA.
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. 56. (1) (U3m. - JAB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.)
Bb3noxurenaT Ha KIMHUYHOTO W3NHUTBAHE € JUIbXeH aAa npepoctaBs Ha WAJL npu
MOMCKBAHE IOKYMEHTAIIUs, KOSITO ChAbPKA:

1. 00110 oNMCcaHue HA U3/ICIMETO U Ha HETOBOTO NpeTHA3HAYCHHCE;

2. TPOEKTAHTCKU YEPTEkKHU, MPOU3BOJCTBEHU METOJHU, BKJIIOUUTEIHO I10
OTHOIICHHE HA CTEPWIM3ALMATA, JUarpaMu Ha KOMIIOHEHTH W JCTaiiii, HAa4YWHU Ha
CBBP3BaHE U JIPYTH;

3. ommcaHue W OOSICHEHHWS HA YEPTEXKHUTE U AWArPAMHUTE W JCHCTBHETO HA
MEAMIIMHCKOTO U3/IETIHE;

4. pe3yATaTUTe OT aHATN3a Ha PUCKA U CIIUCHK Ha MIPHIOKEHUTE HAITBJIHO WU
YaCTUYHO CTaHJAPTH 1Mo wi. 13, an. 1 u onucaHue Ha MPUETUTE TEXHUYECKH PELICHHS 3a
OCHTYpsIBaHE Ha CHOTBETCTBUE ChC CHINECTBEHUTE N3UCKBAHUS, KOTAaTO CTAHIAPTUTE HE ca
MPUIIOXKEHU;

5. pe3yiaTaTUTe OT HW3IHUTBAHUATA, NMPOBEICHH OT PETYJIATOPEH OpraH Ha
IbpKaBa 4ieHKa wiu oT EBpormeiickaTa areHuus mo jeKkapcTBara Mmpu OICHSIBAHETO Ha
KayeCTBOTO 1 0€30I1aCHOCTTA Ha BEIISCTBOTO II0 CMHUCHJIA Ha Wi. 3, T. 2, 3 miM 4, KaKTo U
IIPU OLIEHSIBAHETO HAa M0J3aTa OT HEro BbB BPb3Ka C MPEIHA3HAUCHUETO Ha U3/EIINETO;

6. IPEANIPUETHTE MEPKHU 32 HaMaJIsIBAHE HA PUCKA OT HH(EKIUHU, BKIIOUCHH B
cUCTeMara 3a yIpaBJIeHHE Ha pUCKa B CllydauTe Ha u3lenue mo wi. 2, an. 1, 1. 3, npu
MIPOM3BOJICTBOTO HA KOETO € M3IOJI3BaHAa HEXHM3HECIOCOOHA XUBOTHMHCKA THKaH WA
HEXU3HECTIOCOOHU MPOIYKTH, OTyUYEHHU OT KUBOTUHCKH THKaHU;

7. pe3yniTaTuTe OT MPOSKTAHTCKUTE MU3YHUCIICHHS U MPOBEICHUTE MTPOBEPKU H
TEXHUYECKU U3MUTBAHUA.

(2) (U3m. - [IB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) Be3moxurenst
Ha KJIMHUYHOTO M3MUTBAHE € JUThXKEH Jla ChbXpaHsIBa JTOKyMEeHTalnusaTa mo aji. 1 3a cpok 15
TOJIMHU CJIE]] 3aBBPIIBAHE HA KIMHUYHOTO M3MUTBAHE - 32 U3JEIUATA 1O Wi. 2, alt. 1, 1. 2
U 32 UMIUIAHTUPYEMH U3JeNust 10 wi. 2, an. 1, T. 3, U 5 roauHu - 3a U3AeNuATa 1o 4i. 2,
am 1, 1. 1.

(3) (U3m. - [IB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) [IponsBoautenst
€ JUTBKEH Ja OCUTYPH IPOM3BOJICTBEH MPOIEC, MPH KOWTO MEIUIMHCKUATE W3ICIUS,
npelHa3HauYeH 3a KIMHUYHO M3MUTBAaHE, C€ TMPOM3BEXKAAaT B CHOTBETCTBHE C
JIOKyMEHTalusTa 1o ai. 1.

Y. 57. (1) (U3wm. - 1B, 6p. 84 ot 2018 ., B cuta ot 12.10.2018 1.) B cpok 90
JTHU CIIe/l IPUKIIOUYBaHE HAa KIMHUYHOTO M3MUTBAHE BB3JIOKHUTENAT mnpeactaBs B MAJI
OKOHYATEJICH JIOKJIaJ, KOWTO ChABPIKA OMUCAHUE HAa METOJOJIOTUATA M OPTaHU3AIMSITA,
KPUTHYHA OIIEHKA U CTATUCTUYECKU aHAIN3 HA MOJyUYEHUTE JIaHHHU.

(2) HoxmagpT mo an. | ce moamucBa OT BB3JIOXKUTENSI U OT BCHYKH
uscnenoBatenu. Korato HAKOW OT U3CIEI0BATENUTE OTKaXe J1a TO MOIHIIE, TOW puiiara
MMUCMEHO MOTHBHTE CH.

(3) Hoknagst mo an. 1 oboOmaBa qaHHUTE, MOJTYYEHH OT BCHUYKH JIeUeOHU
3aBeJICHUS ¥ OT BCUYKHU YYACTHHIIA B U3IUTBAHETO.

(4) JlvuHuTe MAHHM HA YYAaCTHUIUTE B M3MHUTBAHETO, CHABPIKAIIN CE B
JOKJIaaa 1mo an. 1, TpsOBa na Ob1aT KOJUpaHu.
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Un. 58. (1) 3nbaHuTETHATA areHIUs IO JIeKapCcTBaTa BOJU PETUCTBD HaA
W3/1aJICHUTE U OTHETUTE Pa3pelICHUs 3a MPOBEXKIaHE HA KIMHUYHU U3MUTBAHUS.

(2) U3npaHuTEnHATA areHUUs 110 JIeKapcTBaTa OpraHu3upa U Ch3aBa CucTeMa
3a perucrparysi, aHaims U 00001aBaHe Ha HACTHITIIIA HHIUICHTH C MEAUIIMHCKH U3IEIUS
10 BpeMe Ha MPOBEKJAHETO HA KIMHUYHUTE U3MUTBAHUS.

(3) Mpouenypara mo mpocieAsBaHe HAa OE30MACHOCTTa HAa MEIUITMHCKUTE
U3JIeNHs B X0/1a Ha KIIMHUYHOTO M3MUTBAaHE ce onpezens B Hapeadara mo wi. 48, ai. 2.

Ui 59. (1) Usnbaautenuusat aupektop Ha MAJI Moxe cbe 3aroBe1 BpeMEHHO
J1a cIipe MPOBEXK/IaHETO Ha U3IIUTBAHETO WJIM JIa TO IMPEKpaTH, KOraro:

1. U3NUTBAHETO ce MPOBEXKIA IPU YCIOBUS, PA3TUYHU OT ONPEICICHUTE MIPU
U3JlaBaHE Ha pa3pelIeHUETo;

2. e Hamuue wuH(OpMalMs 3a ONOpOYaBaHE HAaydyHaTa BAJIUJHOCT Ha
W3MHUTBAHETO;

3. ChILIECTBYBA PUCK 32 0€30MaCHOCTTA HA YUaCTHUIUTE.

(2) llpenu na npennpueme aeiicreusita no an. 1, MAJI nucmeno yBenomsisa 3a
HAMEPEHUATA CH:

1. BB3I0XKUTEISA U KOOPAUHUPAIIMS U3CIIEI0BATEN, OTTOBOPEH 3a IIPOBEXKIaHE
Ha M3MUTBAHETO HA BCUYKH JIeYeOHU 3aBEJICHUS, UITU

2. BB3JOXKUTENS M TJABHUS M3CIENOBATE], OTroBapsll] 3a CHOTBETHOTO
Jede0OHO 3aBe/ieHne, KbAETO TPSAOBA /1a e CIpe U3IMUTBAHETO.

(3) B 7-nHeBeH CPOK OT YBETOMJICHHETO IO aJl. 2 BH3JI0KUTEIIAT UITU TJIaBHUSAT
WM KOOPJAMHUPAIIMST U3CIIEeI0BaTeNl MOXKE J1a MPEA0CTaBU nucMeHu oosicuenust 10 MAJL

(4) Anunes 2 He ce mpuiara, ako ChIIECTBYBa HEMOCPEJICTBEH PHUCK 3a
3/IpaBeTo U 0€30MacHOCTTa Ha YYaCTHUIIUTE B U3MUTBAHETO.

(5) 3Bamosenra mo an. 1 Moxe npa Obae oOajaBaHa IO peaa Ha
AMUHUCTPATUBHOMPOIIECYATHUS KOJEKC, KaTO 00)KaIBAaHETO HE CIIUPA U3IMTbIHEHUETO.

(6) I'maBHUAT WM KOOPIUHUPAIIMST U3CIICIOBATEN YBEAOMSIBA YUYACTHUIIUTE
B KJIMHUYHOTO M3MMTBAHE 3a 3aMl0BEATA 10 ai. 1.

Y. 60. (U3m. - B, 6p. 110 o1 2008 1.) (1) Ilpu npekpaTsiBaHe Ha KIMHUYHOTO
M3MUTBAHE M3NBJIHUTENHUAT aupektop Ha MAJI yBenomsBa He3a0aBHO peryinaTropHHUTE
OpraHd Ha JIbP)KABUTE WIEHKM WU PETyJaTOPHUTE OpPraHM Ha JIbPKABUTE OT
EBponeickoTo NKOHOMHYECKO IPOCTPAHCTBO U EBponelickata KOMUCHS 3a 3all0BEATA 110
1. 59, an. 1 u npeacraBs MOTUBUTE 3a TOBA.

(2) B cnywaii Ha BpeMEHHO CHHpaHE€ HAa KIMHUYHOTO W3MUTBaHE
U3IBJIHUTETHUAT aupekrop Ha MAJl yBenomsiBa He3a0aBHO PEryjaaTOpPHUTE OPraHU Ha
3acerHaTUTE IbpXKaBU WICHKH WIM Ha Abp)KaBUTe OT EBpONelcKoTo MKOHOMHYECKO
IIPOCTPAHCTBO, KOUTO y4acTBaT B U3NMUTBAHETO, 3a 3al10BEATA 10 Wwi. 59, an. 1 u npexncrass
MOTHBHTE 3a TOBA.

Un. 60a. (Ho - JIB, 6p. 84 or 2018 r., B cuma ot 12.10.2018 r1.)
W3nbaHUTENTHATA areHlus MO JIeKapcTBaTa M KoMucusATa mo wi. 45, am. 1 oOMmeHsT
I/IH(i)OpMaHI/ISI OTHOCHO KIIMHUYHUTEC U3IINTBAHUSA I10 CJ'Iy>K€6eH II'BT.
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I'maBa yerBbpTA.
HOTUO®UILIMPAHU OPI'AHHU

Ui 61. (M3m. - 1B, 6p. 38 o1 2015 1., B cmma ot 26.05.2015 1.) (1) Pa3pemenue
3a OLIEHSIBaHE HA ChbOTBETCTBUETO HA MEIUIIMHCKHU U3/IEJINs, BKJIIIOUUTEIHO OLICHSBAHE Ha
KJIMHUYHUTE JIaHHU, C€ U3/1aBa Ha (PU3MUECKO WU IOPUIMYECKO JIUIE, PETUCTPUPAHO MO
THproBckus 3aKOH, OT U3M'BIHUTENHUS TupekTop Ha MAJL

(2) UzmbpnauTenHaTta areHIMs MO JeKapcTBaTa € OINpeAeliAll OpraH I0
cmuchia Ha ui. 1, OykBa "n" ot Pernmament 3a usmbianenue (EC) Ne 920/2013.

(3) JIunero, koeTo KaHAMIATCTBA 3a U3[JaBaHE HA pa3pellieHue 3a OLICHSIBaHEe
Ha ChOTBETCTBUETO Ha MEIMLMHCKU n3zenus, noxasa 10 MAJI Ha enekTpoHEH HOCUTEN
3asBJIeHUE 1o oOpasen chritacHo npwioxeHue I1 Ha Pernmament 3a m3nbinenue (EC) Ne
920/2013, B KOETO IOCOYBA U3/ACTHATA U MPOLEAYPUTE, 32 KOUTO KaHIUAATCTBA, ChepuTe
Ha KOMIIETEHTHOCT U MOpa3/IeleHUsITa Ha Te3H chepu - Upe3 U3MoI3BaHe Ha KOJOBETE OT
uH(popmanmoHHara cucreMa Ha EBpomneiickata komucus NANDO (Horuduuupanu u
ompezeneHu opranu oT HoB moaxox), v MPHIIOKEHUATa KbM 3asBJICHHETO, IOCOUYCHU B
npuioxenne Il na Pernament 3a m3npanenue (EC) Ne 920/2013 r.

(4) 3asBuTensAT 3aIialla Takca 3a U3JaBaHe Ha pa3pelleHue 3a Ol[CHIBaHE Ha

ChOTBETCTBUETO Ha MEJUIIMHCKU U3/ENIUS B pa3Mep, olpesieeH B Tapudara mo wi. 7, al.
1.

Un. 62. (M3m. - 1B, 6p. 38 ot 2015 r., B cuna or 26.05.2015 r.) (1)
OlLeHSIBAaHETO HA JMIETO, KOETO KaHIUAATCTBA 3a pa3pelIeHHe 3a OlCHSIBaHE Ha
CHOTBETCTBUETO Ha MEAMIIMHCKU W3CNIUsI, CE€ H3BBPIIBA OT EKCIEPTHA KOMHCHS,
ompeeseHa ChC 3amoBe]] Ha M3MbIHUTENHU aupektop Ha MAJL. [Ipu HeobxoaumocT B
KOMUCHSITA MOTaT Ja ObJIaT MPUBIICYCHN BHHIIHUA €KCIIEPTH, KOUTO MPUTEKABAT 3HAHUS U
MPAKTUYECKH OMHUT B 00JIACTTa Ha CHOTBETHUTE MEIUIIUHCKU U3JIEIUS.

(2) Koraro nunero, KOeTo KaHIWJATCTBA 3a U3JaBaHE Ha pa3pellieHue 3a
OIICHSIBAHE Ha CHOTBETCTBUETO HA MEIUIIMHCKH U3JEIHS, € MOCOYUIIO B 3asBJICHUETO MO
1. 61, ann. 3 MeAUIIUHCKY KU3aenus 1o wi. 2, ai. 1, T. 1, MAJI u3bpIiBa olieHKaTa 1o pea
Ha 4. 62a.

(3) Koraro nuiiero, KoeTo KaHAMAATCTBA 3a W3/IaBaHE Ha paspelieHue 3a
OIICHSIBAHE Ha CHOTBETCTBUETO HA MEIUIIMHCKH U3JEIHS, € MOCOYUIIO B 3asBJICHUETO MO
1. 61, ant. 3 MEAUIIUHCKUATE U3Aenus 1o Wi. 2, ai. 1, 1. 2 unu 3, MAJI u3BbpiiBa orieHKara
o pena Ha 4ia. 62a OT To3M 3akOH M Ha wi. 3 oT Pernmament 3a usnbianenue (EC) Ne
920/2013.

(4) WznmpnaHuTenHATa areHIUs MO JIeKapcTBaTa Mpuilara KPUTEPHHTE 3a

OLICHSABAHE Ha JIMIIETO 10 al. 2 Wik 3 B ChOTBETCTBUE C MpriiokeHue I ot Permamenr 3a
msneiaHeHue (EC) Ne 920/2013.

Un. 62a. (Hos - [IB, 6p. 38 or 2015 r., B cuma ot 26.05.2015 r.) (1)
ExkcneprHara komucus no 4. 62, aji. 1, a korato € npuiIoKUMO - MapaJIeTHO, KOMUCHUS OT
IIPEACTABUTENN Ha ONPEIEIALIN OpraHu Ha IPYTU BE AbPKaBU YICHKH U IIPEICTABUTEI
Ha EBpormneiickata KOMHCHsI, U3BBPIIBAT MPETJIE] HA TOAAICHATa JOKYMEHTALHS.

(2) Koraro ce ycTaHOBAT HEM'BJIHOTH U HECHOTBETCTBUS C M3MCKBAaHMUATA HA
JOKYMEHTAIUATA, U3ITBIHUTEIHUAT nupekTop Ha MAJ] yBetomMsiBa MUCMEHO 3asiBUTEINS 32
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TOBa M ONpEeNeNs IBYMECEUeH CpPOK 3a OTcTpaHsiBaHeTo WM. Jlo oTcTpaHsiBaHE Ha
HEI'bJIHOTUTE U HECHOTBETCTBUSATA CPOKBT 10 Wi. 63, ant. 1 niu 2 cnupa aa teye.

(3) Koraro 3asBUTENAT HE OTCTPAHU HEMBIHOTHTE U HECHOTBETCTBHSITA B
CpOKa I10 ajl. 2, mpolielypara ce peKparssa.

(4) B 75-gHEeBeH cpok OT JaTaTa Ha IMOJaBaHE HAa BAJIMIHA JOKYMEHTAIUS 110
1. 61, an. 3 KoMUCHATa U3BBPILBA, CHOTBETHO KOMUCUUTE M0 all. | U3BBpIIBAT IIPOBEPKA
HAa MSCTO 3a YCTAaHOBSBAaHE KOMIICTEHTHOCTTa Ha 3asBUTENS U BB3MOXKHOCTTA Jia
U3MbJIHABA 3asBCHUTE MPOLEAYPH 32 OICHSBAHE Ha CHOTBETCTBUETO, BKIIOUYUTEIHO
IIPOBEpPKa Ha MSCTO Ha MOAM3IBIHUTENA. 3a M3BbpIIBAHE Ha IMPOBEpPKa Ha MSCTO Ce
3arJiama Takca B pa3Mep, orpeseneH B Tapudara mo wi. 7, ain. 1.

(5) Koraro npu npoBepkara Ha MSICTO C€ YCTAHOBSIT HECHOTBETCTBUS MEXITY
MpejcTaBeHaTa JOKYMEHTAllUs W M3UCKBAHUATA 32 OLCHSABAaHE Ha CHOTBETCTBUETO,
ompeneiaeHu B Hapeaoburte 1o wi. 18, mambaHuTenHUAT aupektop Ha MAJl yBemomsia
IUCMEHO 3asBUTEISl U OIpeneis JBYMECEUEH CpOK 3a oOTcTpaHsiBaHeTo um. Jlo
OTCTpaHsIBaHE Ha HECHOTBETCTBUATA CPOKBT MO Wi. 63, an. 1 unu 2 criupa Ja teye.

(6) Korato 3asBUTENAT HE OTCTPAaHU YCTAHOBEHUTE HECHOTBETCTBHUS B
oTpezieNieHus Mo all. 5 CPOK, M3MBIHUTENHUAT qupekTop Ha MAJI ¢ MoTHBHpaHa 3amoBe]
OTKa3Ba U3/1aBaHETO Ha Pa3peLICHUE.

(7) B 45-pHeBeH cpok OT mpoBepkaTa Ha MSCTO KOMHUCHUSITA HW3TOTBS,
ChOTBETHO KOMHCHHUTE HM3TOTBAT OKOHYATENICH OIEHBYCH JOKIAJ, KOHTO ce O0sBsBA B
Oa3ara nanHu Ha uHpopmarmonHara cuctema NANDO.

Y. 63. (U3m. - IB, 6p. 38 ot 2015 1., B cumma ot 26.05.2015 1.) (1) B cirywante
no wi. 62, an. 2 B 4-MecedyeH CpoK OT MoJaBaHE HA JOKyMeHTanusATa rno wi. 61, an. 3
M3IBIHUTETHUAT nupekTop Ha MAJI Bb3 ocHOBA Ha JToKiIaa 1o wi. 62a, an. 7 yBenomsiBa
3asBUTEIIA, Y€ € 0100peH 3a HOTU(UIMpaHe, WK U3/1aBa MOTUBUPAHA 3aII0BE] 32 OTKa3.

(2) B cnywaure mo ui. 62, an. 3 B 6-MeceueH CpOK OT IOJAaBaHETO Ha
JOKyMeHTanusaTa 1o wi. 61, an. 3 usnbenautenHusaT aupexkrop Ha MAJI Bb3 ocHOBa Ha
J0KJIaja 1o 4. 62a, an. 7 yBenoMmsiBa 3asBHUTENS, Y€ € 0100peH 3a HOTU(ULUpaHe, WK
M3/1aBa MOTHBHMpAHAa 3aII0BE]l 3 OTKa3.

(3) B cpok mo Tpu nHu oT yBemomuieHueto 1o ai. 1 wim 2 MAJI oGsBsiBa
ono0penuTe nuna ype3 cucremara NANDO.

(4) MnentudukanMoHHUAT HOMEp Ha OJOOpEeHHs] U HOTHUQUIMpAH Mpea
EBpornelickata KOMUCHUSL OpraH 3a OLICHSBAaHE Ha CbOTBETCTBUETO, HAPUYAH I1O-HATATHK
"HoTudUUMpaH opran", ce onpexaens ot EBpornelickara koMucus.

(5) Usnbanutennust nupexkrop Ha MAJI nuznasa Ha HOTU(UIIMPAHKS OpPTaH 10
an. 4 pa3pelieHue 3a OlleHsIBaHe Ha CbOTBETCTBUETO.

(6) Pa3pemenuero no ain. 5 € ¢ MakCUMaJieH CPOK Ha BAIUIHOCT 5 TOIMHM.
[TonHOBsIBaHETO Ha Pa3pELICHUETO Ce U3BBPILIBA IO pesia Ha uil. 62, an. 2 unu 3.

Un. 64. (U3wm. - [IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) (1) Koraro
JMIIETO, KOETO KaHIWAATCTBAa 3a INOJy4YaBaHE Ha pa3pellieHue 3a OICHSIBaHE Ha
CBLOTBCTCTBUCTO, IIPCACTaBU CepTI/I(l)I/IKaT 3a aKpeauranusa CbrilaCHO HW3WCKBaHUA,
NOCOYEHH B ChOTBETHaTa Hapenda mo wi. 18, ce mpuema, ye To UMa (yHKIMOHUpAIA
cucTeMa 10 Ka4eCTBOTO, OTTOBAPS HAa KPUTEPUUTE 32 HE3aBHCUMOCT, OE3NPUCTPACTHOCT U
KOH(HICHIIMATHOCT U MPUTEKaBa HEOOX0[MMaTa KOMIIETEHTHOCT.
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(2) B cayuyaure mo an. 1 numeTo He mpeacTaBd Apyra JAOKyMEHTAIMs,
yI0CTOBEPsIBAIlla ChOTBETCTBUE C KPUTEPUUTE TIO aj. 1.

Ui 65. (U3wm. - JIB, 6p. 38 ot 2015 1., B crita ot 26.05.2015 1.) [Iponiemypure
3a OILICHSBAaHE Ha CHOTBETCTBUETO, MOCOYEHWM B Hapenoute mo 4wi. 18, morar ga ce
U3ITBJIHABAT OT HOTU(UIIUPAHH OPTaHH OT JIPYTH JIbPIKABH WICHKH.

Ui 66. (U3m. - JIB, 6p. 38 ot 2015 1., B cruta ot 26.05.2015 r.) Pa3pemenuero
3a OILIEHSIBAaHE HAa CbOTBETCTBUETO ChIbPIKA:

1. (u3m. - JIB, 6p. 38 ot 2015 r., B cua ot 26.05.2015 r.) HauMeHOBaHUE Ha
OTIpENIeIIAIIMS OPTraH;

2. IMe/HauMEHOBaHKE, CAAIHIIE, AIPEC Ha YIIPABICHUE U MTPEICTABUTEICTBO
Ha HOTH()ULIPAHUS OpTaH;

3. MEIMIIMHCKUTE U3JICIUS U MPOIEIyPUTE 32 OlICHSIBAHE HAa ChOTBETCTBUETO
uMm;

4. nata Ha U3JaBaHE Ha Pa3pEUICHUETO;

5. (m3m. - /1B, 6p. 38 012015 1., B crta ot 26.05.2015 r.) naeHTHDUKATTTOHHS
HOMEp Ha HOTHU(HIIMPAHHUS OPTaH.

Un. 67. (1) (U3m. - [AB, 6p. 38 or 2015 r., B cuma or 26.05.2015 r.)
W3mpiHUTETHATA areHIHs 10 JIEKapCTBaTa BOJIU PErUCThP, KOUTO ChIbpXKA:

1. naHHATE 110 WiI. 66;

2. naraTa Ha OTHEMaHE Ha Pa3pelICHUETO U OCHOBAHMSTA 32 TOBA.

(2) (U3m. - 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) JlanauTe mo an. 1
ce 00sBsIBaT Ha opUIMATHATA HHTEPHET cTpanuua Ha MAJL

Un. 67a. (HoB - 1B, 6p. 38 or 2015 r., B cuma ot 26.05.2015 r.) (1)
PasmmupsiBaHe Ha 00XBaTa Ha pa3pelIeHHETO U IOJHOBSIBAaHE Ha pa3pelIeHUuEeTOo 3a
pasimupsiBaHe Ha 00XBaTa Ha pPAa3pelICHUETO 3a OIEHSIBAaHE Ha CHOTBETCTBUETO C€
W3BBPIIBAT 110 pefa Ha wi. 62, an. 2 win 3.

(2) Usnbanutennuar aupektop Ha MAJI cbec 3amoBen u3gaBa JOMBIHEHHE
KBM Pa3pelIeHueTo no wi. 63, an. 5.

Un. 68. (1) (U3m. - B, Op. 38 ot 2015 r., B cmma ot 26.05.2015 r.)
Hotuduuupanust opras e niubxeH Aa yBeaomsasa MAJI npu:

1. (u3m. - [IB, 6p. 38 o1 2015 1., B cuita ot 26.05.2015 r.) npomeHu B paBHUS
CTaTyT U OpraHu3alliOHHATa CTPYKTYpA;

2. (nosa - /1B, 6p. 38 oT 2015 ., B cuita ot 26.05.2015 r.) npomenu B o6xBaTa
Ha JEMHOCTTa U3BBH CIIydauTe Mo Wi. 67a, ai. 1| 1 IpOMeHHU B IPOLIEAYPUTE 3a OLICHSBaHE
Ha ChOTBETCTBHETO;

3. (mpequmHa T. 2 - /1B, 6p. 38 or 2015 1., B cuita ot 26.05.2015 1.) npomeHu
B CHUCTEMaTa 10 Ka4yeCTBOTO, PBKOBOJCTBOTO WJIHM IIEPCOHANIA, KOWTO BIUSAT BBPXY
U3ITBJIHEHUETO Ha MPOLEAYPUTE 32 OLICHSIBaHE HAa ChOTBETCTBHETO;

4. (mpequmHa 1. 3 - JIB, 6p. 38 o1 2015 1., B crnia ot 26.05.2015 r.) mpomsiHa
Ha MMOANU3ITBIHUTENUTE;
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5. (mpenumHa T. 4, u3Mm. - JIB, O6p. 38 ot 2015 r., B cuna ot 26.05.2015 1.)
MIPOMEHH B OOCTOSITEICTBATa, CBbP3aHU ChC 3aCTPaxOBKaTa.

(2) (U3m. - 1B, 6p. 38 ot 2015 r., B cwina ot 26.05.2015 r.) JIunara mo an. 1
noxaasat A0 MAJI nokymeHTanusara, cCBbp3aHa ¢ IpOMEHUTE, U 3aIUlalliaT Takca B pa3Mep,
ompeneseH B Tapudara mo wi. 7, ai. 1.

(3) (U3wm. - B, Op. 38 ot 2015 r., B cuta ot 26.05.2015 r.) B cpok 1o enun
Mecell OT MojjaBaHe Ha JOKYMEHTAIMsTa MO ajl. 2 eKCIepTHaTa KOMUCHS 1o 4. 62, an. 1
W3TOTBSI OLIGHBYCH JIOKJIAN 0 M3MBIHUTENHUS nupektop Ha MAJI 3a omoOpsiBaHe Ha
IIPOMEHUTE.

(4) (U3wm. - 1B, 6p. 38 or 2015 1., B cmuma ot 26.05.2015 r.) B cimyuauTe, Koraro
MPOMEHHUTE MO ajl. | Hajarar mpoBepKa Ha MSCTO, KOMHUcCHUsATA Mo 4ui. 62, an. 1 B
JIBYMECEUYEH CPOK OT IOJaBaHEe Ha JIOKYMEHTALMATA MO ajl. 2 U3rOTBSl OLIEHBYEH JIOKJIA]
10 W3mbIHUTENHUs Aupektop Ha MAJI 3a onoOpsiBaHe Ha MPOMEHHUTE.

(5) (U3m. - [IB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Bp3 ocHOBa Ha
JOKJIaJa 1o all. 3, CbOTBETHO U 1O al. 4 u3nmbIHUTETHUAT nupektop Ha MAJI cbe 3anmoBen
U3J1aBa JOI'bJIHEHUE KbM pa3pelIeHueTo 1o 4i. 63, an. 5.

(6) Koraro nmpu npoBepkaTa Ha JOKYMEHTAIHATA 10 ajl. 2 WU [IPH IpoBepKaTa
Ha MSICTO CE€ YCTAHOBSAT IMPOIYCKH MM HEChOTBETCTBHSI C U3UCKBAHMATA HA HApEAOUTE TI0
. 18, komucusTa o wi. 62, an. 1 naBa npeanvcaHue ChC CPOK 3a OTCTPAHSIBAHETO UM.
Jlo u3mrbIHEHUE Ha MPEUCAHUATAa CPOKOBETE 110 ajl. 3 uiu 4 crnupar Ja TeKart.

(7) (M3m. - IIB, 6p. 38 or 2015 r., B cuima ot 26.05.2015 r.) Korato
HOTH(HUIIMPAHUTE OPraHW HE H3MBIHAT NPEANHCAHUATA TO Al 6, H3MBIHUTCIHUAT
nupektop Ha MAJI cbe 3amoBes 0TKa3Ba W3/1aBaHETO Ha JAOMBJIHEHHUE KbM Pa3pelIeHUETO.

(8) (Homa - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) B cnyuaure no uit.
62, an. 2 oneHkara Ha JOKyMEHTAlUATa MO al. 2 U MpoBepKaTa Ha MACTO Mo ai. 4 ce
U3BBPIIBAT, KOTATO € MPHJIOKUMO, U OT MPEJACTABUTEIUTE Ha JPYTUTE JBE IBbP’KaBU
YIeHKM W OT TmpejacTaBuTenss Ha EBporelickara KOMHCHSA, KOUTO Ca y4acTBalIH B
npoueaypara o oueHsiBaHe 1o wi. 62a.

. 69. (Otwm. - [IB, 6p. 38 ot 2015 1., B cmita ot 26.05.2015 )

Un. 70. (1) (U3m. - 1B, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.)
Hotudpunupanure opranu ca nabxHu na npeacraBit B MAJI ronumen nokian 3a
JeMHOCTTa CH, KOWTO BKIIIOYBA HH(OpMaIK 32 U3BbPUICHUTE OLIEHKH 32 CbOTBETCTBUETO
Ha MEJUIMHCKY U3/IEIHs, PeKJIaMalliy, KaJIOu U peANpUueTUTe AeMCTBHS IO pelIaBaHETO

UM B CpOK 70 31 siHyapu cienBaliara rojuHa.
(2) (Or™m. - 1B, 6p. 38 oT 2015 1., B cuna ot 26.05.2015 r.)

Un. 71. (U3m. - [IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) (1) Komucun,
ONPEIETIEHN ChC 3aII0BE HA U3NBJIHUTENHNA qupekTop Ha MAJL, uHCniekTupar 1efHoCTTa
Ha HOTU(UIMpPAHUTE OpraHU, BKIIOYUTETHO HAa TEXHUTE NOJU3IBIHUTEIH, Ype3
M3BbpIIBaHE Ha MJIAHUPAHU MPOBEPKH MO pesa Ha wil. 5, maparpad 1, Oyksu "a" u "0" ot
Pernament 3a u3neiaenne (EC) Ne 920/2013.

(2) Ilpu momyvyaBaHe Ha CUTHAJIH, J)KAJIOM U PEKJIaMaIliy 32 HEU3ITbIHEHUE Ha
3aIbJDKCHUATA HA HOTHU(UIUPAHUTE OPraHW WM 3a OTKIOHEHHE OT OOMYalHUTE WU
NOOpUTE MPAKTHKH KOMHUCHHTE TI0 aJl. | M3BBPIIBAT N3BBHPEIHN TPOBEPKH HA MSCTO.
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(3) Koraro mpu mnpoBepkuTe ce€ yCTAaHOBAT HPOIYCKH B JAEHHOCTTa Ha
HOTU(UIMPAHUTE OPTaHU, U3ITBIHUTETHUAT qupekTop Ha MAJI n3naBa npeanucanue cbe
CPOK 3a OTCTPaHsIBaHETO UM.

(4) Usnbauutennuat pupektop Ha MAJI u3nasa 3amoBesn 3a orpaHudaBaHe
WIA BPEMEHHO CIHpaHe Ha JAEHCTBUETO Ha pa3pelieHHEeTO 0 OTCTpaHsBaHE B
OIIpEIENIEHUs CPOK Ha IPOITYCKUTE IO all. 3.

Un. 72. (1) (U3m. - B, 6p. 38 ot 2015 r., B cmma or 26.05.2015 r.)
WM3nbauurennusar qupextop Ha MAJI cbe 3amoBe1 oTHEMA pa3pellieHUeTo 3a U3BbPIIBAHE
OLICHSIBAHE Ha CHOTBETCTBUETO, KOTaTo TIpU TIPOBEPKUTE C€ YCTAHOBH, uUe
HOTU(UIIPAHUST OPTaH:

1. e mpecTaHan 1a OTroBaps Ha HIKOE OT YCIOBHATA, IPU KOUTO € U3JaJICHO
pa3pelIeHneTo;

2. HE € B CBCTOSIHHE Ja TPOJBIDKH HW3IIBIIHEHHETO Ha TPOLEAYPUTE 32
OLICHSIBAaHE HA CHOTBETCTBHUETO;

3. He M3IBJIHSBA MPOIICYPHUTE 32 OLICHSABAHE HA ChOTBETCTBUETO CHOOPA3HO
M3HUCKBAaHMATA HA CbOTBETHUTE HapeaOu 1o wi. 18;

4. He e mpeArpHres MEPKHU 3a OTCTPaHsIBaHE HA MPOMYCKUTE 1Mo wi. 71, an. 3 B
OTIPENIEIICHUS CPOK.

(2) (Or™. - 1B, 6p. 38 oT 2015 1., B cuna ot 26.05.2015 r.)

Un. 73. (U3m. - 1B, 6p. 38 or 2015 r., B cmwia or 26.05.2015 r.)
M3nbiHuTenHaTa areHuus o JiekapcraTta yseqoMsasa EBponeiickara koMucus, 1pyrure
IbpXKaBU YJICHKH, JAbpkaBUTe - cTpaHu no Cnopasymenuero 3a EBpormelickoTo
MKOHOMHMYECKO NpocTpaHcTBO, U Kondpenepauus LlBelinapus 3a oTHETUTE pa3pelieHus
10 Wi. 72 ¥ 3a U3BBPILEHUTE IPOMEHH 110 Wwi. 67a, ant. 1 u ui. 68, axn. 1.

Un. 74. (1) (U3m. - AB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Jlunero,
Ha KOETO € OTKa3aHO M3/1aBaHe Ha paspeleHue mo 4i. 63, ai. 2, Moxe Ja 1mojaae HOBO
3asBJIEHUE 3a pa3pelIeHNe He 0-PaHo OT 6 Mecela OT JaTaTa Ha BpbYBAHETO Ha 3all0BEITA
3a OTKa3.

(2) Hotudunupan oprat, Ha KOMTO € OTHETO pa3pelieHnueTo no wi. 72, ai. 1
MOXe Ja Mo/aJie 3asBJICHHE 3a HOBO pa3pelleHne He MO-PaHo OT €JjHa roJIMHa OT JaTara
Ha BPBYBAHETO HA 3all0BE/ITa 32 OTHEMAHE Ha Pa3pelIeHUETO.

Un. 75. (U3m. - JIB, 6p. 38 ot 2015 1., B cumna ot 26.05.2015 r.) OTKa3bT 32
U3/]aBaHe Ha pa3pellieHHe 3a OLEHSABaHe Ha ChOTBETCTBHETO, KAKTO M 3aloBeATa 3a
OTHEMaHE€ Ha pa3peuleHHeTo MOoXe Ja ObpJaT oOkalnBaHM 1O peJa Ha
AJIMUHHCTPAaTUBHOIPOLIECYATHHSI KOJEKC.

Un. 76. (1) (HJom. - OB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.)
Hotudunupanusr opraH wu3naBa CepTH(HKAT, yIOCTOBEPSBAIl CHOTBETCTBHETO ChHC
CBIIECTBEHUTE M3UCKBAHUS, MIPUIIOKUMH 33 U3JETUETO, C BAJIUAHOCT, IIOCOYEHA B HETO,
HO HE MMOBEYe OT 5 TOAWHU WIIM ITPaBH MOTUBUPAH OTKA3.

(2) (U3m. - B, 6p. 110 o1 2008 r.) Korato HOTH(UIIMPAHUST OpraH YCTaHOBH,
4Ye MPOU3BOJAUTEISAT HE € W3IIBJIHWI WIM € MPeCcTaHajd Ja M3IIbJIHABA W3WCKBAHUATA,
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onpezeNieHu B HapeaOute mo wi. 18, uin ca mpoMeHEHHU YCIOBHSTA, MPU KOUTO € OMII
u3ganeH CcepTU(HUKATBT, M KaTo OTYeTe CTENeHTa Ha HEChOTBETCTBHE, OTHEMA
ceprudukaTa WIM BPEeMEHHO CIUpa JACWCTBUETO MY, WJIM OrpaHMYaBa HErOBUsI 0OXBart,
JIOKATO TMPOU3BOJUTENAT MPEAIPUEME MOAXOISAIIN KOPUTHPAIIUA JACHCTBUS U OCUTYPHU
HEO0OXOJIUMOTO ChOTBETCTBHE.

(3) (U3m. - [IB, 6p. 110 ot 2008 r., u3m. - JIB, 6p. 38 ot 2015 r., B cuna ot
26.05.2015 r.) Hortudumupanust opran mndopmupa MAJI B ciaydante Ha OTKa3 3a
U3/]aBaHe Ha cepTU(UKAT, HA BPEMEHHO MPEyCTAaHOBSABAaHE BAJIMIHOCTTA HAa CEpTU(HKATA,
HA OTHEMaHe WM HajaraHe Ha OrpaHUYeHHE WM Ha MOAU(GUUUPAHU WIA AOMBIHEHU
cepTuUKaTH.

(4) (Hosa - JIB, 6p. 38 ot 2015 r., B cruta ot 26.05.2015 1.) B ciygaunTe mo ain.
3 HOTH(HUUPAHUAT OpraH mpenocraBs npu mnouckBane or HAJl nombnHHTENHA
uHpopmanus u u3uckanute or MAJI nokymeHTH.

(5) (U3m. - 1B, 6p. 110 ot 2008 T., npeaumHa an. 4, u3M. - /1B, 6p. 38 ot 2015
r., B cuna ot 26.05.2015 r.) M3npaHuTenHaTa areHuus IO JieKapcTBata MHQpOpMHUpa
perylaTopHUTE OpPraHW Ha JPYrUTe IbpXKABU UJIEHKH, PEryJaTOPHUTE OpraHu Ha

IbpxkaBuTe - crpaHn 1o CnopasymeHuero 3a EBponenckoTo HMKOHOMHYECKO
npoctpancTBo, 1 Ha Kondenepanus IlIseiinapus u EBporeiickata KOMUCHS 3a CIIy4anTe
1o an. 3.

Ui 76a. (Hos - JIB, Op. 110 ot 2008 1., u3m. - JIB, 6p. 38 ot 2015 r., B cuna
or 26.05.2015 r.) Hotudummpanure opraHu ca UIBKHH Ja TPEJOCTaBAT Ha
HOTU(QUIIMPAHU OPraHd, ONpEeAENeHHU OT IPYTH IbpKaBU WICHKH, HH(popmanus 3a
OTKa3aHUTe cepTUPUKATH, 3a CcepTUHUKATHTE, YHATO BAIHIHOCT BpPEMEHHO €
NPEyCTaHOBEHA, W 3a OTHETUTE cepTU(dUKaTH, a MPH TMOUCKBAHE - 33 HU3JIAJCHHUTE
cepTudukaTu.

I'1aBa mera.
TBPI'OBUSA C MEJUIIUHCKU U3JAEJUS BAT'JI. U3M. - /IB, BP. 60 OT
2011 T., B CHJIA OT 05.08.2011T".)

Un. 77. (U3m. - [IB, 6p. 54 ot 2012 r.) (1) TeproBus Ha eIpo ¢ MEIUITUHCKU
u3Jienus Ha Teputopusara Ha PenyOnuka bbirapus morar 1a u3BbpiiBar GU3N4ecKu WK
IOPUJIMYECKH JIMIA, PETUCTPUPAHH KaTO THProBUM MO THProBCKHMs 3aKOH WM IO
3aKOHOJATEJICTBOTO Ha JApyra JIbp’kaBa 4Yji€HKa WIM Ha Jpyra Abp)kaBa - CTpaHa IO
CnopasymeHnnero 3a EBpOmEeHCKOTO HMKOHOMHYECKO IPOCTPAHCTBO, WM  Ha
Kondenepanus 1lIBeiiniapus, Ha KOUTO € W3/IaIEHO Pa3PEIICHUE 3a THPTOBUS Ha €IpO C
MeauuMHCKU u3nenus or MAJl unm apyr JOKYMEHT, yJIOCTOBEpsiBall MPaBOTO UM Ja
THPryBaT ¢ MEAMIMHCKH H3JENus, M3JaJeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa
TbpKaBa.

(2) [IpousBonuTenure, ycTaHOBEHU Ha TepuTopusita Ha Penmy6nuka bearapus,
Morar J1a U3BbPIUIBAT ThPrOBCKH CACIKU C IPOU3BEAECHUTE OT TSIX M3/eus 06e3 JOKyMEHTa
o ai. 1.

MN3ToYHUK: MpaBHO-MHPOPMALUOHHU cucTemu "Crnena”



Ui 78. (U3m. - JIB, 6p. 54 o1 2012 1.) (1) ®usnyecku Wi OPUIAYECKH JIHIIA,
perucTpupaHu 1o peaa Ha THProBCckHs 3aKOH WM MO 3aKOHOJATEJIICTBOTO Ha Jpyra
J'bprKaBa 4IEHKa WIM Ha JIpyra IbpkaBa - cTpaHa no CropasyMeHHeTo 3a EBponenckoTo
MKOHOMHYECKO MpocTpaHcTBO, win Ha Koudenepauus IlIBeinapus, KouTo HCKaT 1a
MOJIy4yaT pa3pelleHue 3a ThProBHS Ha €IpO C MEIMWLMHCKU u3aenusd, noaasaT B MAJI
3asBIICHHE 1O 0Opasel], YITBbPAEH OT M3IMBJIHUTENHHS nupekrop Ha MAJI, kbM KoeTo
npujiarar:

1. nannu 3a EVIK Ha nuuata, peructpupasu 1o peaa Ha TbproBckus 3aK0OH, a
3a JINLATa, PETUCTPUPAHU B JIpyra IbpKaBa WICHKA WIM B Apyra AbpXaBa - CTpaHa IO
Cnopazymenuero 3a EBpoOnenWckoTo HMKOHOMHYECKO IMPOCTPAHCTBO, WM Ha
Kondenepanus [Belinapus - JaHHH, yIOCTOBEPSBAIIM ThPrOBCKAaTa UM pEruCTpallys;

2. CIIUCBK HA KAaTETOPUUTE MEAMIIMHCKHU U3/EIUsl ChIVIACHO HOMEHKJIAaTypHa
cucrema bJIC EN ISO 15225 3a kareropuszanuss Ha MEAUIMHCKUATE HW3ACIHUS M Ha
CbOTBETHUTE UM NPOU3BOJUTENN HA XaPTUEH U MAarHUTEH HOCUTEN,

3. JOKYMEHT 3a IUIaTeHa Takca B pa3Mep, orpeeseH ¢ Tapudara mo 4i. 7, ai.
1.

(2) Koraro pa3mnonarar ¢ HOMeUIeHHs 32 CbXPaHEHNE Ha METUIIUHCKY U3/1EITHS
Ha Tepuropusara Ha PenyOnuka bbarapus, nuuara no an. 1 mocousar B 3asBJICHUETO U
aapeca uM. B To3u ciiydail kbM JOKyMEHTaLMATA 10 ajl. 1 ce mpuiiarar:

1. nexnapanus, ye:

a) IOMEUICHHTa OTTOBAPAT HA YCIOBUATA 32 ChXPAaHEHUE HA MEIUIIMHCKUTE
U3JIeNusl, TIOCOYCHN B CIMCHKA MO ai. 1, T. 2, B 3aBUCHUMOCT OT cnenudukara um u
yYKa3aHUATA HA TPOU3BOAMUTES, ONIPEICTICHH B UHCTPYKLIUATA 32 yIIoTpeda, u

0) mpuTeXaBaT WM pasloyiaraT ¢ TPAHCIOPTHH CPENICTBA, OCHTYPSBAIIN
MPaBUIIHOTO UM ChXPAHEHUE MPU PA3IMPOCTPAHEHUE U TPAHCIIOPTUPAHE;

2. laHHU 32 UMETO, IOCTOSIHHUS aJIpec U aJjpeca 3a KOPECIIOHACHIIUS C JIULETO,
OIIPEEIIEHO 3a PHKOBOJUTEI HA TOMEILIEHUATA 3a CbXPAHEHUE U ThPIOBHSI C MEULIMHCKH
U3JIeNMsl, KaKTO W KONWE Ha JIOTOBOpa, Bb3 OCHOBA Ha KOWTO € BB3HUKHAJIO
IIPABOOTHOLIEHUETO MY ChC 3asIBUTEIIA.

Yn. 78a. (Hos - /IB, 6p. 54 ot 2012 r.) Koraro nunara no ui. 77 npuTexaBat
JIOKYMEHT, YIOCTOBEpSIBall] MPAaBOTO MM 3a M3BBPIIBAaHE Ha THPrOBUS Ha €IpO C
MEIULMHCKHU U3JENHs, U3/1a/IeH OT KOMIIETEHTEH OpPTaH Ha JApyra JIbp>KaBa 4JeHKa Ui Ha
opyra nbpkaBa - crpaHa no CnopadymeHuero 3a EBponelckoTo HMKOHOMHUYECKO
npoctpanctBo, unu Ha Kondenepauus IlIBeimapusi, u pasmonarar ¢ IMOMEIIECHHUS 3a
ChbXpaHEHHE Ha MEIUIIMHCKUA W3JeNus Ha Teputopusta Ha PenyOnuka bowiarapus,
npeacrassaT B UAJL:

1. dopma 3a yBenomsiBaHe IO o0Opasell, YTBBPAECH OT U3IIBIHUTEIHUS
nupextop Ha MAJT;

2. KomHe OT JIOKyMEHTa, YAOCTOBEpsBalll MPaBOTO UM 3a H3BbPILIBAHE Ha
TBPTOBUS Ha €pO, MPUAPYKEH C MPEBOJ HAa OBITAPCKHU €3UK;

3. COIUCHK Ha KaTeropuuTe MEIULUHCKU W3JIEIHs ChITIACHO HOMEHKJIATypHa
cucreMa BJIC EN ISO 15225 3a kareropusanusi Ha MEIULMHCKUTE W3JeNUs U Ha
CHOTBETHUTE UM ITPOU3BOIUTENN HA XapTHEH U MarHUTEH HOCHUTEIT;

4. noxyMeHTauusTa 1no wi. 78, an. 2.
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. 79. (U3m. - JIB, Op. 54 ot 2012 1.) (1) (U3m. - JIB, 6p. 67 ot 2020 r.)
W3nbaHUTETHATA arcHIMs 10 JIEKapcTBaTa OICHSIBA JOKYMEHTANUATa 1O Wi. 78 U
npoBepsiBa JokyMeHTanusita mno wi. 78a. Ilpu KoHcTaTMpaHe Ha HEMbIHOTH B
nokymeHTarusta MAJI yBemomsiBa MUCMEHO 3asBUTENS U JIaBa CPOK 32 OTCTPAHSIBAHETO
uM.

(2) (U3m. - AB, 6p. 67 ot 2020 r.) U3nbaautenuust aupexktop Ha MAJI B 30-
JTHEBEH CPOK OT JlaTaTa Ha MojaBaHe Ha JOKYMEHTalusATa Mo Wi. 78 u3gaBa pa3peuieHue
32 THPrOBHS Ha €IpO C MEIUIIMHCKU W3ACNUs HA JHIara mo wi. 78, an. 1 wiu mpaBu
MOTHUBHpPAH OTKa3.

(3) CpoksbT 1o an. 2 cnupa Ja Tede OT JlaTaTta Ha YBEJOMJICHHETO 1o ajl. 1 110
OTCTpaHsBaHE HAa HEMI'bJIHOTHUTE.

(4) WsnbanutenHara areHUMs MO JieKapcTBara B 7-IHEBEH CpPOK OT
YBEJIOMJICHHETO 1O Wi. 78a BIKCBA B pErUCThpa Mo Wwi. §1 JaHHUTE OT YBEAOMIICHHETO.

Un. 80. (M3m. - JIB, Op. 54 ot 2012 r.) (1) Ilpu npomsHa Ha aapeca Ha
MOMEIICHUATA 3a ChbXPAHCHHE W THPIOBHUS ¢ MEAMIIMHCKUA U3JEIUS HA TEPUTOPUATA HA
PenyOnuka bvarapus nmunata mo uwi. 78 momaBat B MAJI 3asBienue 3a mpomsiHa Ha
paspemieHueTo mo wi. 79, an. 2, a nunara mo wi. 78a - yBegoMiieHue 3a nmpomsiHata. Kem
3asBJICHUETO WJIHM YBEOMIIEHHETO Ce MpHJIaraTt CBbp3aHaTa ¢ MpoMsHaTa JOKYMEHTaIUs
Y JIOKYMEHT 3a IJIaTeHa TaKca 3a JiMlara o wi. 78 B pa3mep, onpeseseH ¢ Tapudara mo
yy. 7, am. 1.

(2) 3asBiIeHHETO WM YBEJOMJICHHETO 32 IPOMSIHA CE T10/1aBa B 7-THEBEH CPOK
CJIe/l U3BBPIIBAHE HA CbOTBETHHUTE MPOMEHH.

(3) JIunara no ain. 1 yBegomsasar MAJI B 7-aHEBEH CpPOK clie U3BBPIIBAHE HA
MpOMsIHA HAa TPaBHUS CTATyC, CEAAMIIETO W/MIU ajgpeca Ha YyIpaBieHHE W/WIA MHpU
MpOMsTHA Ha JIUIIETO 1O 4i. 78, a. 2, T. 2, W/Uiu NMpU NMPOMSHA Ha CIIUChKA HA BUIOBETE
MEIUILMHCKHN U3JIEIHs, C KOUTO ThpryBaT. KbM yBEJOMIIEHHETO C€ Mpujara CBbp3aHara C
MpoMsiHATa JTOKYMEHTAIIHS.

(4) (M3m. - IB, Op. 67 ot 2020 r.) M3mbIHUTENHATA ar€HIIKA 10 JIeKapcTBaTa
OIICHSIBA IOKYMEHTAIMATA KbM 3asBJIICHUETO 3a MMPOMSHA Ha pa3pelieHueTo mo ui. 79, ai.
2. Uznpanutennust qupextop Ha MAJI n3nasa paspelieHne 3a mpoMsiHa Ha pa3peieHrueTro
1o 4. 79, an. 2 uiau npaBu MOTUBHUPAH O0TKa3 B 14-IHEBEH CPOK OT JlaTaTa Ha MMojaBaHe Ha
JOKyMEHTaIusTa o ai. 1.

(5) U3nbnHuTENHATA areHIysl 110 JeKapcTBaTa BIIMCBA B pErucThpa mo wi. 81
MpOMEHUTe B oOcTosATencTBaTa Mo an. 1 m 3 B 7-THEBEH CPOK OT M3JaBaHETO Ha
paspelieHrneTo 3a MpoMsiHa, CbOTBETHO OT YBEOMJICHHETO 3a MPOMSIHA.

Ui. 80a. (Hos - [IB, 6p. 54 ot 2012 1.) (1) JInmara o usn. 78 u 78a B 10-nHeBeH
CPOK cJIe[l IpEKpaTsBaHe Ha JEHHOCTTa CH, CBbP3aHa C ThbPTOBUS ¢ MEJULIMHCKU U3JENNS
Ha Teputopusara Ha PenyOnuka bbarapus, ca AIBKHH Ja yBEIOMST HHUCMEHO
M3IIBIHUTENHUS nupekTop Ha MAJL

(2) B cnyuaute no an. 1 usnbiaHuTeHUAT aupektop Ha MAJI cbe 3amoBen
IIpeKpaTsBa AEMCTBUETO HA U3JaJACHOTO pa3pelieHue mo wi. 79, an. 2. MU3nbpnHuTenHaTa
areHIys 1o JIeKapcTBaTa B 7-THEBEH CPOK OT U3J]aBaHE Ha 3allOBEATA 3a MIPeKpaTsIBaHe Ha
pa3peleHnETO BIIMCBA B PETUCTBPa N0 WiI. 81 arara Ha peKpaTsBaHE HAa pa3pelICHUETO
Ha Thproseua no 4i. 78.
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(3) M3mpiiHATETHATA areHITUS 110 JICKapCcTBaTa BIIMCBA B PETUCTHpa 1Mo wi. 81
JlaTaTa Ha IpeKpaTsABaHe Ha JIEHHOCTTa Ha JIMLaTa 1o 4j. 78a.

Un. 81. (U3m. - JIB, Op. 54 ot 2012 r.) V3mbaHuTeNnHaTa areHIUs IO
JIeKapCcTBaTa BOJIM PETUCTHP HA JMLaTa Mo 4wi. 78 u 78a, KOUTO ChAbpIKA:

1. (u3m. - 1B, 6p. 54 ot 2012 r.) HOMEp U AaTa HA pa3pEIICHUETO 32 THPTOBUS
Ha eJIpO ¢ MEIULIMHCKY U3JIeJHs 3a JIMlaTa 1o ui. 78;

2. (m3m. - IB, Op. 54 ot 2012 r.) ume, cenanuiie U agpec Ha yrpaBlieHHE Ha
nmara mo wi. 78 u 78a;

3. (m3m. - /1B, 6p. 54 ot 2012 r.) naTa Ha IpeKpaTsBaHe Ha Pa3pELICHUETO MO
1. 79, an. 2;

4. (m3m. - [IB, 6p. 54 ot 2012 1.) agpec Ha MOMEIIEHUATA 32 ChXPAaHCHUE Ha
MEAULIMHCKH U3/1EIus;

5. (m3m. - JIB, Op. 54 ot 2012 r.) uMe u aapec Ha JumaTa 1mo wi. 78, ai. 2, T. 2;

6. (m3m. - JIB, Op. 54 ot 2012 r.) cnUCBHK Ha KaTETOPUUTE MEIUIIMHCKH
U3JIeINs, C KOUTO C€ U3BBPIIBA ThPTOBHUS;

7. (noBa - /IB, Op. 54 ot 2012 r.) npoMeHH 110 BIIUCAHUTE OOCTOATEIICTBA.

Ui 82. (1) (U3m. - /IB, 6p. 54 ot 2012 r.) TeproBumte ¢ MEAUITUHCKH U3IEITHS,
KOUTO W3BBHPIIBAT THPrOBHS HAa TepUTOpHATa Ha PemyOnuka bwirapws, ca JUTEKHU J1a
THPryBaT caMo ¢ MEUIIUHCKHU U3JIENHsI, HA KOUTO CPOKBT Ha TOJTHOCT HE € U3TEKBJI U UMAT:

1.Hanecena "CE" mapkupoBKa B CbOTBETCTBUE C U3UCKBAaHUATA HA Wil 15;

la. (HoBa - JIB, Op. 54 ot 2012 r.) HaHeceH MapTUACH/CEPUEH HOMEDP BHPXY
OITAKOBKHUTE, KOTATO € TIPUII0KUMO;

2. (m3m. - [IB, 6p. 110 ot 2008 r., m3m. - JIB, Op. 38 ot 2015 1., B cuna ot
26.05.2015 r.) HaHeceH uIeHTU(PUKAIMOHEH HOMEP Ha HOTU(PHUITUPAHHS OpraH 1o 41i. 63,
an. 4, Korato mpoIeaypuTe, ONpeeleHd B HapeaouTe mo uwi. 18, N3uCKBaT HAHACSHETO
My;

3. HaHEeCEeHU HAaMMEHOBaHUE U a/IpeC Ha YIPaBlIeHNE HA TIPOU3BOAUTENS U/ UITU
YITBTHOMOIIICHHUS ITPEICTABUTEN U BHOCUTEIIS;

4. MHCTPYKLHUSA 32 yroTpeda, ¢ M3KII0UEHUE Ha U3/IeNUATa, 32 KOUTO TOBA HE €
NPEIBUICHO B 3aKOHA.

(2) (U3m. - 1B, 6p. 54 ot 2012 r.) JIuniata mo ain. 1 ca 1TbKHU Aa MOATBPKAT
MIOMEIICHUATA 32 ChbXpaHEHHE Ha MEAMIIMHCKU M3JIENUs, KOTaTo pasnojaraT ¢ TaKWBa, B
CHOTBETCTBUE C M3MCKBAHMSTA 32 ChXPaHEHHUE 32 ChOTBETHUS BUJ U3JENNE, ONPEICICHU
OT TIPOM3BOIUTEIIS.

(3) (M3m. - [IB, Op. 54 ot 2012 r.) TpproBuure Ha €APO C MEAUIIMHCKH
U3JIeNUsl  OCUTYpSIBAaT M TOJIBPKAT JOKYMEHTHpaHa CHCTEMa 3a TpOCIe/IsBaHe
0e30MacHOCTTa Ha MEIUIIMHCKUTE W3JeNus, MyCHaTH Ha Taszapa, W 3a OJNOKUpaHe U
U3TETJITHE OT TMa3apa Ha MEAWIWHCKUTE W3MeNUs, ITI0Ka3all HEChOTBETCTBHE C
M3HUCKBaHUATA 32 0€30MaCHOCT IO CMHUCHJIA HA TJIaBa ceaMa.

(4) M3m. - 1B, 6p. 54 ot 2012 r.) KpM pokymeHTamusTa mno ai. 3 ce
ChXpaHSIBaT MAPTUAHUTE CEPTUDUKATH HA METUITMHCKUTE U3ENHUs 32 CPOK S5 TOJIMHU U Ce
IIPEOCTABAT MPU TOMCKBAHE HA JUTBXKHOCTHHATE JIULIA 1O wi. 86, ai. 2.

(5) (U3m. - [IB, 6p. 54 ot 2012 r.) JIunara no an. 1 ca ITbKHU 1a ChbXpaHsIBAT
MEAWIIMHCKUTE M3CIUs C U3TEKBJI CPOK HA TOJHOCT, OJOKHUPAHUTE W/WITH H3TETIICHHUTE
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MCIUIHUHCKU U3ACIIUA Ha OIMPECACIICHO 3a ILEJITa MACTO C TpaﬁHO CHUTHAJIHO 0003HaYeHHE
A0 IpCAOCTAaBAHCTO UM HAa MIPOU3BOAUTECIIA WKW 10 YHUIIOKABAHCTO UM.

Un. 83. (M3m. - [IB, 6p. 54 ot 2012 r.) (1) Jlunara no win. 77 moraT na
U3BBPIIBAT THPTrOBCKHU CIIEIKU C MEAUIIMHCKH U3JIEHs IIPH ClIa3BaHe HAa U3UCKBAHUATA 32
TSAXHOTO ChXPaHEHHUE U Pa3NPOCTPAHCHHUE ChC:

1. qpyru THProBIM HA €APO MO CMHUCHIA HAa TO3U 3aKOH;

2. (m3m. - IB, Op. 14 ot 2016 1., B cruta ot 19.02.2016 r.) neueOHU 3aBeACHUS
1o 3aKoHa 3a Jie4eOHUTE 3aBeICHUS U BETEPUHAPHOMETUIIMHCKY 3aBEJICHHS 110 3aKOHa 3a
BETEPUHAPHOMETUITMHCKATA ICHHOCT;

3. 3apaBHU 3aBeneHus no 4wi. 21, an. 2, 1. 1, 3 u 4 u an. 3 or 3akoHa 3a
3/IpaBeTO;

4. BeTepUHAPHOMEIULIUHCKUTE alTeKu;

5. nporepuu;

6. (m3m. - JIB, 6p. 105 or 2018 r., B cuna ot 01.01.2019 r.) nauna, kouto
U3BBPIIBAT JIEHHOCTH MO MPEAOCTaBSIHE Ha TOMOIIHHU CPEJICTBA, MPUCIIOCOOICHUS U
CHOPBKEHUS U MEIUIIMHCKU W3JIENHsI 32 XopaTa ¢ YBpEeXKJIaHus Mo 3aKoHa 3a Xoparta ¢
YBPEKIAHMS;

7. muua, mpuTeX)aBalll ThProBCKH 00€KTH, B KOUTO C€ MpeuiaraT onpeaeneHu
ChC 3aloBeJ] HA MUHUCTBpPAa HA 3JIPaBEOINA3BAHETO WJIM HA OIMPABOMOIICH OT HETO
3aMECTHUK-MUHUCTBP MEAULIUHCKH U3/IEIHS;

8. oOImmHM, OpraHd Ha AbpP)KaBHATA BIACT U JbPKABHU WHCTUTYIIUH, KOUTO
MPOBEXKAAT MPOIENypyu 3a Bb3JIaraHe Ha OOIIECTBEHU IMOPBHUYKK 3a JIOCTaBKa Ha
MEIMIIMHCKH H3ICIHUs;

9. yueOHM 3aBeICHHUS,

10. nuia, KOUTO ca B MpoLieypa MO U3rpakaaHe U 000opyaBaHe Ha ObJeIN
JedeOHM U 3[paBHU 3aBECHMSI, CJIe]] TOJIy9aBaHETO Ha pa3pelIeHne 3a CTPOeXK M0 peia Ha
3aKoHa 3a yCTPOMCTBO HA TEPUTOPUSATA.

(2) MuHUCTBPBT Ha 3/IpaBEOINAa3BAHETO OMPEIENS ChC 3aM0BE] MEAUIIMHCKUTE
W3JIeNHs, KOUTO MOTaT Jia Ce MPoJiaBaT B TBPrOBCKUTE 00CKTH 110 ai. 1, T. 7.

Y. 83a. (Hos - 1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) JIleueOuute
3aBeJIeHHs 3a OOJHMYHA OMOII MOTaT Jia U3BBPILIBAT ThPrOBCKH CAEIKU C MEAMLIUHCKU
U3JIENTUST CaMO 32 HYXK/IUTE Ha CBOUTE ITAIlUEHTH.

(2) MenuuuHCKUTE U3AEIHsI, KOUTO MOraT Ja ObJaT MpeIMeT Ha ThPrOBCKU
CIeNKH 10 all. 1, ce ompenensT ¢ HapeadaTa mo wi. 30a.

Ui 836. (Hos - JIB, 6p. 54 ot 2012 1.) (1) JIumata o 4. 78 u 78a moaabpxat
uH(pOpMAaIIKs U ChbXPaHSIBAT JOKYMEHTAIUS 3a:

1. 3aKyIeHo ¥ MPO/IaICHO KOJMYECTRBO 0 BHIOBE METUITUHCKY U3CIUs, 1aTa
Ha TMOKYIKaTa U Mpoaaxdara, CKIaI0Ba HATHYHOCT, MAPTUACH HOMEP U CPOK Ha TOJIHOCT;

2. IMETO W aJipeca Ha yIpaBlieHHE Ha JIMIATa, OT KOWTO Ca 3aKyIHJIN U Ha
KOUTO Ca MPOAad MEIUIIUHCKUTE U3/IEIHS,;
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3. HOMep W JaTa Ha W3JaBaHe Ha JOKYMEHTa, YJOCTOBEpSBAIll MPABOTO 32
U3BBPIIBAHE HA THPTrOBUS HA €IpO HA JHUIATa MO Wi. 77, U JaHHU, WACHTU(DUIIUpAIIN
oprasa, U3/l JOKyMEHTa.

(2) JIunara mo wn. 83, an. 1, 1. 3 - 5u 1. 7 - 10 mogabpkar nHdopmanus 3a:

1. 3aKyrneHO KOJIMYECTBO 10 BHIOBE MEUIIMHCKHU U3/IEIUS, 1aTa Ha TIOKYIKaTa
U Iipoiak0arTa, CKIa0Ba HATMYHOCT, TAPTUACH HOMEP U CPOK Ha TOJAHOCT;

2. IMETO ¥ aJipeca Ha YIpaBICHHE HA JINIETO IO WI. 77, OT KOETO Cca 3aKyIUIH
MEJIUIMHCKY U3JeIus, U JaHHUTE 1o aji. 1, T. 3.

(3) JIunara mo wi. 83, an. 1, T. 2 u 6 mogabpxKaT HHGOPMAIIHS 3a:

1. 3aKkynmeHO KOJHMYECTBO IO BHJOBE MEIUIIMHCKU W3JCTHs, Jara Ha
MOKYIIKaTa, CKJIa0Ba HAIMYHOCT, TAPTHICH HOMEP M CPOK Ha TOJTHOCT;

2. UMETO | aJjpeca Ha YIpaBJICHUE Ha JIUIIETO 10 WI. 77, OT KOETO ca 3aKyIUIN
MEIUIIUHCKHY M3JIENHsS, ¥ JAHHUTE 110 aj. 1, T. 3;

3. nwmme, HA KOETO ca MNPEAOCTABWIH/TIPUIOKIWIA MEIUIIMHCKOTO
U3JIeITNe/ U3 ICTHSL.

Ui 84. (U3wm. - /1B, 6p. 54 ot 2012 1.) (1) rbXHOCTHUTE JTMLIA 110 4. 86, aJl.
2 W3BBPIIBAT IUIAHUPAHU W BHE3AIMHHU TPOBEPKH B IOMEIICHUSATA 32 CHXPAHEHUE H
THPrOBUS C METUIIUHCKU U3IEIHUS.

(2) AnpxHOCTHUTE UL IO al. 1 MoraT Jja M3UCKBaT, IPOBEPSBAT U IPABST
KOMUS Ha TIOKyMEHTaluaATa 1o wi. 82, an. 3 u no wi. 836, KakTo U J1a B3eMaT o0pa3iu u
poOH OT U3JENusATa IpU yCIOBUATA 110 4. 93, an. 3.

(3) Koraro mpu mpoBepkara ce YCTaHOBH, Y€ MEIUIIMHCKUTE U3JEIHs HE
OTTOBapsT HAa U3MCKBaHUATA HA uil. 82, an. 1, 1. 1, la, 2 win 3 wim ca ¢ U3TEKBJ CPOK Ha
TOJHOCT, M3M'BJIHUTEIHUAT AupekTop Ha MAJl pasnopexna cbe 3amoBesa ONOKHpaHE U
W3TETJISIHE Ha U3JIETUATA OT Ma3apa U/ Wi TAXHOTO YHUIIIOKABAHE.

(4) Ilpu ycTaHOBsIBaHE HECHOTBETCTBHUS HA MOMEUICHUATA 32 ChbXpAaHEHHE U
THPTOBUSI C M3WUCKBAHUATA, OMPEACIICHH OT MPOU3BOAMTEINS 32 CHOTBETHOTO W3JEIHUE,
JUTHKHOCTHUTE JIMIIA TI0 al. | JaBaT MpeAncanus U CPOK 32 OTCTPAHSBAHETO UM.

(5) Koraro npu mpoBepkaTa ce yCTaHOBH, Y€ B CHCTeMaTa 1o 4ji. 82, aji. 3 wiu
B JJOKYMEHTAIATa Mo Wi. 830 MMa HEMBbJIHOTU WJIM HETOUYHOCTH, JUTHKHOCTHUTE JIUIA TIO
ain. 1 maBaT mpennucaHusi ¥ CPOK 32 OTCTPAHSIBAHETO UM.

(6) Koraro HeChOTBETCTBHUSATA, HEMBIHOTUTE MM HETOYHOCTUTE HE ObIAT
OTCTPAaHEHH B CPOKOBETE€ MO ail. 4 W 5, /JUIB)KHOCTHUTE JHIA MO ajl. | mpeacTaBAT
CTAHOBHUUIE 10 M3MBIHUTENHMS nupekrop Ha MAJl ¢ mpennoxkeHue 3a OTHEMaHe Ha
pa3pelieHrneTo 3a ThproBHs Ha €po, a 3a JUlaTa 1o wi. 78a - 3aJ1M4aBaHe OT PErucTbpa
no wi. 81 u 3aKkpuBaHe Ha MOMEIIEHUATA UM 32 CbXPAHEHHE U ThPTOBUSL.

(7) 3anoBeaute Ha u3NbIHUTENHUSA qupekTop Ha MAJI o an. 3 u 6 morat aa
ce 00kanBaT 1o pea Ha A IMUHUCTPATUBHOIMPOIIECYATHHUS KOIEKC, KaTO 00)KaIBaHETO HE
CIIpa U3IMTbIHEHUETO UM.

Un. 85. (U3m. - JIB, Op. 54 ot 2012 r.) W3nbaHUTENHAaTa areHIus IO
JekapcTBata WHGOpPMUpA PETYNATOpPHUS OpraH Ha Jpyrara Abp)KaBa WICHKa WU Ha
Jpyrara abpkaBa - crpaHa no CrnopazyMeHHeTo 3a EBpOmencKoTO HMKOHOMHYECKO
npoctpancTBo, wiu Ha Kondenepauus [lIBeitnapus, uznan q1oKkyMeHTa, YAOCTOBEPSBAIIL
MPaBOTO 32 M3BBPIIBAHE HA THPTOBHUS HA €IPO C MEIUIIMHCKU W3JEHs, 32 YCTAaHOBEHU
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HapyIICHHs IPH THPTOBUS HA €PO C MEANIIMHCKU U3/IeIHs Ha TepUTOpHsITa Ha PerryOimka
Bwarapus u npenocraBs uHGopManus Ipy MOMCKBAHE 3a JIHIATA 110 Wi. 78.

I'1aBa mecra.
HAJI30P HA ITA3APA

Ui 86. (1) (dom. - AB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.) HagzopsT
Ha Ia3zapa ce W3BBPILBA, 32 Ja C€ OCHUTYPU ChOTBETCTBHETO HA MEIUIIMHCKUTE M3/EIHA,
IIyCHAaTH Ha [1a3apa 1/WM IIyCHATHU B IEHCTBHE, C U3UCKBAHUATA HA 3aKOHA U HAa Hape0uTe
no wi. 18 oT To3u 3aKOH W/MiM Ha riiaBa nera "a" u Ha HapenOara mo wi. 21xa, an. 1 ot
3aKoHa 3a 3alUTa OT BPEJHOTO Bb3JCHCTBUE HA XMMUYHHUTE BEIIECTBA U CMECH.

(2) Ham3opbpr Ha masapa Ha Tepuropusara Ha Penybnuka bbarapus ce
ocbiecTBsiBa oT MAJI ype3 MHCIEKTOpU M EKCHIEPTH, ONpENeNeHU ChC 3alloBe] Ha

HU3II'bJIHUTCIIHUA AUPCKTOP.

Y. 87. (1) Hag3opbT Ha azapa ce u3BbpLIBA UPE3:

1. mpoBepkM Ha U3AENHATA, ITYCHATH HA Ma3apa W/WiIK IIyCHATH B ACHCTBHUE;

2. B3eMaHe Ha 00pa3ny WK IpoOu OT M3AETHITA U U3UTBAHETO HM.

(2) M3nuTBaHeTO HAa METUIMHCKUTE W3/EIHs HE MOXE Jia Ce M3BBPIIBA OT
HOTI/I(l)I/IIII/IpaHI/ITe OopraHv, y4dacTBajii B OLCHABAHCTO HAa CBHOTBCTCTBUCTO HAa CHIIUTC
U3/ICTHA.

Un. 88. IlpoBepkuTe HA METUIIMHCKUTE U3/ENUS, TyCHATH Ha Ma3apa W/Wiu
MyCHATH B AEHUCTBUE, CE U3BBPIIBAT I10:

1. mpeaBapuTENHO YTBBPJEH TOJHUILIEH IJIaH 33 HAJA30p Ha Maszapa 1o rpynu
MEJIUIIMHCKHU U3JIeJIASI CbOTBETHO OT U3MBJIHUTENHUS qupekTop Ha MAJL, u

2. CUTHAIHM OT JAPYTHM KOHTPOJHU OPraHU U MO MACHTU(UIIMPAHU TUCMEHH
CHUTHAJIA OT TPAXKIAHMU.

Un. 89. (M3wm. - IB, 6p. 54 ot 2012 r.) Jlunata no wi. 86, aji. 2 u3BBpIIBAT
MpoBepKHU B oOekTuTe mo 4. 83, an. 1, T. 2 - 7, KakTo U B IPOU3BOJCTBEHUTE MTOMEIIICHUS
U B TIOMEIICHUATA 32 ChbXPaHEHUE ¥ THPTOBUS Ha METUITUHCKU U3JEIHS 110 Wi. 78, all. 2 1
1. 78a.

Un. 90. (1) (ITpeaumien Texct Ha 4. 90 - JIB, 6p. 110 ot 2008 r.) JIunata mo
4. 86, ai. 2 mpoBepsBar 3a:

1. Hanuune Ha "CE" MapKkupoBKa U 3a CbOTBETCTBUETO M C U3UCKBAHMITA HA
3aKOHa;

2. (m3m. - [IB, 6p. 110 ot 2008 r., u3m. - JIB, 6p. 38 ot 2015 r., B cuna ot
26.05.2015 r.) naeHTHPUKATMOHEH HOMEP HAa HOTHU(UIMpPaHUs opraH mo 4wi. 63, an. 4,
KOTaTo MpOIelypuTe, ONpeesieH! B HapeaouTe 1o wi. 18, n3McKBaT HaHACSHETO MY;

3. HaM4Yue Ha MHCTPYKIIHS 32 yrmoTpeda U ChbOTBETCTBUE HA ChIBPYKAHUETO 1
C U3UCKBaHUATA Ha HapeaOuTe 1o ui. 18, ¢ u3KIoYeHne Ha u3AeusTa o wi. 2, ai. 1, T.
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3, nonaganim B kiac [ u kiac Ila, ako morart fa ce u3noy3Bar 6e30macHo 0€3 HHCTPYKITHSI
3a ymotpe0a;

4. (m3m. - JIB, O6p. 110 ot 2008 r.) HanuuMe Ha €TUKET U CHOTBETCTBHEC HA
CHIBPKAHUETO MY C M3UCKBaHHATA Ha HapeaouTe mo 4. 18;

5. HamM4YMe BBPXY MEIUIIMHCKOTO M3JIEJINe Ha HAaUMCHOBAHHE M aJIpec Ha
yIpaBieHUE HA TPOU3BOIUTEINS UM YITBIIHOMOIICHHSI PEJACTABUTE M BHOCUTEIIS;

6. CPOK Ha TOJHOCT Ha MEJUIIMHCKOTO H3IEIHC;

7. (ot™. - 1B, 6p. 110 ot 2008 1.)

(2) (HoBa - [IB, 6p. 110 ot 2008 r.) JIuniata mo wi. 86, ai. 2 mpoBepsBaT 3a
cla3BaHeTO Ha M3MCKBAHETO Ha 4wi. 27, ain. 1 wun. 28, an. 1 u 6.

Ui 91. (1) Korato npu npoBepkata juiara mno wi. 86, aja. 2 yCTaHOBST, 4e
MEIUITMHCKUTE M3JCNHS ca IMyCHATH Ha Ta3apa W/WiM ca mycHaTu B aeiictBue 6e3 "CE"
MapKHUpPOBKA UJTU C U3TEKBJ CPOK HA TOJAHOCT, T€ U3TOTBIT CTAHOBHUIIE /10 U3ITBIHUTEITHHS
nupektop Ha MAJI ¢ npeanoskeHue 3a u3gaBaHe Ha 3amoBe]] 3a OJOKHpaHe U U3TETIIIHE Ha
U3JIEIIMETO OT Ma3apa.

(2) (M3m. - ]IB, 6p. 110 ot 2008 r.) Koraro npu nmpoBepkara juiara mo 4. 86,
aJI. 2 YCTaHOBST, Y€ MEIUIIMHCKUATE M3/IENNs ca IIyCHATH Ha Ta3apa W/WiIK ca IMyCHATH B
neiicTBue 0e3 MHCTPYKILUA 3a ynoTpe0da u/uinn 0e3 eTUKET WK ChIbPKaHUETO Ha eTHKETa
HE € B ChOTBETCTBHE C M3MCKBAHUATA HA HapeOUTeE 1Mo Wi. 18, /uiau BpXy U3AETHETO HE
Cca HAHECEHM HAUMEHOBAHUETO U aapechT Ha YNpaBICHHE HA MPOU3BOAUTENS WM Ha
YIBJIHOMOIIEHUSI MY IPEJICTaBUTE] W Ha BHOCHUTENS, TE€ JaBaT IpEAlMCaHUE Ha
MIPOU3BOIUTENIS WM HA HETOBUS YIIBIHOMOIIEH MPEJCTaBUTEIN ChC CPOK 32 OTCTPAHSIBaHE
Ha KOHCTaTHPAHOTO HApYyLICHHE.

(3) Koraro Hapymenuero no ai. 2 He 0bJie OTCTPAaHEHO B MOCOYEHHUS CPOK,
aunara 1no 4i. 86, ajn. 2 U3rOTBAT CTAHOBHUIIE 0 M3MbIHUTENHUS aupexkTtop Ha MAJI ¢
MpeUIoKEHNe 3a M3/1aBaHe Ha 3amoBe] 3a OJIOKMpaHe M W3TEIVIIHE Ha H3IENUETO OT
nasapa.

(4) (U3m. - 1B, 6p. 110 ot 2008 r.) KoraTo nzuckBaneto Ha ui. 90, an. 1, T. 2
HE € U3I'bJIHEHO WJIM HaHECEHaTa MapKUPOBKa HE ChOTBETCTBA HA M3MCKBaHUATA Ha Wi 15,
WM uma cbMHeHHMe, ue "CE" MmapkupoBKaTa € HaHECEHa HEIPaBOMEPHO, JINLIATA 110 4WI. 86,
all. 2 U3UCKBAT OT MPOU3BOAMUTENS WA OT HETOBUS YITBIHOMOILIEH MTPEICTaBUTEIN, UIH OT
BHOCHTEIIS 1a UM TIpe/IcTaBu B cpok 10 AHM OT aTaTa Ha yBeIOMSBAHETO:

1. mexyapanus 3a CbOTBETCTBHUE;

2. TEXHUYECKATa JOKyMEeHTauus o wi. 14, an. 1.

Ui 92. (1) JlumaTa mo 4. 86, ajn. 2 U3roTBAT CTAHOBUIIE 0 M3IIBIHUTCITHHS
mupektop Ha WMAJL, koilito wu3gaBa 3amoBed 3a OiokupaHe W 3a0paHa Ha
Pa3npOCTPaHEHUETO Ha MU3JIEIHUETO, aKO B CpoKa o wi. 91, an. 4 He ObAAT MpeICTaBeHU
JeKIapanusaTa 3a ChOTBETCTBHE M TEXHHYECKaTa JIOKYMEHTAllMs, OCBEH B CIy4yauTe,
KOIaTo CPOKBT IO 4il. 14, an. 3 € u3TeKsi.

(2) B 30-nHeBeH cpok OT jnaraTa Ha BpbuUBaHE Ha 3amoBenTa mo an. |1
IIPOU3BOJUTEIIAT, HETOBUST YIIBJIHOMOILEH IPEICTAaBUTEN WM BHOCUTENAT € IIBKEH J1a
W3TETIIN U3JEIUETO OT Ma3apa.
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Ui 93. (1) (U3m. - B, 6p. 110 ot 2008 1., nom. - [IB, 6p. 84 ot 2012 r., B
cuna ot 02.01.2013 r.) Koraro npu npoBepkara Ha TEXHUYECKATa JOKYMEHTAIUS 110 YJl.
14, an. 1 u Ha nekIapanuaTa 3a CbOTBETCTBUE MO wi. 91, an. 4, T. | Bb3HUKHAT CbMHEHUS,
4ye U3/CJINETO HE ChOTBETCTBA HAa CHIECTBEHUTE U3MCKBAHUS, ONPECICHH B HapeaOuTe
mo 4wi. 18 oT To3u 3aKOH W/WiM Ha TJaBa mera "a" u Ha HapenoOara mo wi. 217, an. 1 ot
3akoHa 3a 3alUTa OT BPEIHOTO BB3/ICUCTBUE HA XUMUYHHUTE BEILIECTBA U CMECH, JIHUIaTa
no wi. 86, an. 2 B3emMar 00pa3Lu Wi MPoOH OT U3AEIUETO 3a U3IHUTBAHE.

(2) HsznurtBaHeTo ce W3BBPIIBA B aKpeauUTHpaHa jaboparopus OT
M3nbnautenna arenuus "beiarapcka cimyx6a 3a akpeauTanus" WM B J1abopaTopus,
akpeauTUpaHa OT OpraH Ha JbpKaBa 4IEHKa WIM JbpxkaBa oT EBpomneiickoTo
MKOHOMHYECKO MPOCTPAHCTBO.

(3) (M3m. - 1B, 6p. 82 ot 2009 1., B cuna ot 16.10.2009 r., usm. - 1B, 6p. 14
ot 2015 r., u3m. - [IB, 6p. 41 ot 2024 r., B cuna ot 10.05.2024 r.) YcnoBusTa u peabt 3a
B3eMaHE Ha 0o0pa3ly W MPOOH OT MEIUIIMHCKU HM3JCIHUS 3a U3IUTBAHE CE OMPEACIAT C
Hapen0a Ha MUHUCTBpa Ha 3/paBeONa3BaHETO M MHUHUCThPa Ha HUKOHOMHKATa U
WHyCTPHUATA.

(4) Ilpum ocmopBane Ha pe3yaTaTUTE OT U3BBPUICHUTE J1a0OPATOPHU
W3MUTBAHUS IPOU3BOJAUTEIAT WK YITBITHOMOLIEHUST MY TIpeicTaBuTel npeacrans B MAJL
MUCMEHO HCKaHe B 7-IHEBEH CpPOK OT JaTara Ha IOJy4yaBaHE Ha pe3ylirata OT
I'bPBOHAYAITHOTO U3MUTBAHE 32 U3BBPIIBAHE HA TTOBTOPHO M3IIUTBAHE.

(5) [ToBTOPHOTO M3MUTBAHE MO al. 4 ce U3BBPIIBA OT EKCIEPTU, KOUTO HE ca
Y4acTBaJIM B TbPBOHAYAITHOTO U3IHUTBAHE.

Uin. 94. (1) B ciygaunte no wi. 93 uznbaautenHust aupexkrop Ha MAJI uznasa
3aIoBe]l 32 BPDEMEHHO CIIUPAaHEe Ha PAa3MPOCTPAHEHUETO WU yrnoTpedaTa Ha KOHKPETHOTO
u3JIeNue.

(2) Komue ot 3amoBeATa mo an. 1 ce BpbYBa Ha MPOU3BOAUTENS WIM Ha
HETOBUS YITHTHOMOIIICH MTPEICTABUTEI, WJIH Ha BHOCHTEJIS.

Ui. 95. Koraro nuniara 1o wi. 86, aji. 2 yCTaHOBSIT, Y€ HECHOTBETCTBUETO ChC
CHIIIECTBEHUTE M3UCKBAHUA MOXE Ja C€ OTCTPaHH, W3TOTBAT CTAHOBUINE 1O
M3bIHUTENHUS aupektop Ha MAJI u gaBar mpeAanucaHve ChC CpPOK, ChIVIACYBaH C
MPOU3BOIUTENS WM HEroBHUS YIIBIHOMOILIEH TMPEACTaBUTEN, 3a W3BBPIUIBAHE Ha
H€06XOI[I/IMI/ITC KOpI/IFI/IpaHII/I )IGfICTBI/IfI WJIN 34 IIBJIHO OIICHABAHC CBHOTBCTCTBUCTO Ha
U3ACIUETO ChC CHIIECTBEHUTE U3UCKBAHUS.

Un. 96. (1) Koraro numnara mo 4. 86, an. 2 yCTaHOBST, Y€ HECHOTBETCTBUETO
ChC CHIIECTBEHUTE M3UCKBAHUS HE MOXKE Ja C€ OTCTPaHHU, T€ M3TOTBAT CTAHOBUIIE IO
M3IIBIHUTENHUS nupekTop Ha MAJL

(2) Uznbanutennusat aupexkrop Ha MAJI Bb3 0CHOBa Ha CTAaHOBHILETO IO aJl.
1 n3naBa 3amnoBe]] 3a OJ0KMpaHe W 3a0paHa 3a pa3lpPOCTPAHEHHETO WJIM ymoTpedara Ha
U3JIEIIMETO U PA3MOpexJa U3TETISTHETO My OT ma3apa B 30-IHEBEH CpOK OT jJarara Ha
BPBbUBAHETO M HA IPOM3BOAUTENS WIM Ha YIBIHOMOIICHHS MY IpPEICTaBUTEN] U Ha
BHOCHTEJIS.
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(3) UznbanutenHaTa areHuus IO JeKapcTBaTa YBEAOMSIBA PEryIaTOpHHS
OpraH Ha JbpkKaBaTa YJICHKA, B KOSATO TMPOU3BOJUTENAT WM YIbIHOMOILECHUSIT MY
MPEJICTAaBUTEN U BHOCUTENIST € YCTaHOBEH, 3a 3al0BeJITa 1O all. 2.

Y. 97. 3anoBegute mo ui. 92, an. 1, wi. 94, 4i. 96, an. 2 n un. 99, an. 1 moxke
na Ob1aT 00KaIBaHM IO pea Ha A IMUHUCTPATHBHOMIPOIIECYATHHS KOJCKC, KaTo kKaidaTa
HE CIpa U3IIbIHECHUETO.

Un. 98. (1) Korato cienm wu3nuTBaHeTo 1o wi. 93 ce yCTaHOBH, Y€
MEJIUIIMHCKUTE U3JIeTUsl He ChOTBETCTBAT HA CHIIECTBEHUTE M3MCKBAHMS, Pa3XOJIUTE 3a
B3eMaHe Ha 00pasnu WM NMpoOM 3a M3MUTBAHE Ca 3a CMETKAa Ha IPOU3BOAMTEIS, Ha
YI'BJIHOMOIICHUS TIPEICTABUTEII UM HA BHOCUTEIIA.

(2) Koraro cnmen u3muTBaHeTO MO Wi. 93 ce ycTaHOBH, Y€ MEAUIIMHCKUTE
U3JICNHs ChOTBETCTBAT Ha CHIIICCTBCHUTE M3UCKBAHUS, PA3XOUTE 32 B3eMaHe Ha 00pa3iu
WJIM TIpOOM 3a U3NKMTBaHE ca 3a cMeTka Ha MAJL.

Ui 99. (1) (M3m. - IB, 6p. 110 ot 2008 1., mom. - /IB, 6p. 41 ot 2009 r., B
cuna ot 02.06.2009 r.) MUHUCTBPBT Ha 3/PABEOIA3BAHETO WM OMPABOMOIIECH OT HETO
3aMECTHUK-MUHHUCTBD, [0 MOTUBUPAHO MPEAJIOKCHUE HA U3IIBIHUTEIHUS AUPEKTOP Ha
N AJIL xorato ToBa € B UHTEpEC Ha OOIIECTBEHOTO 3paBE W/WJIM CE HaJara 3a N3MbJIHCHNE
Ha Hal[MOHAJIHATA 3/IpaBHA MOJUTHKA, MOXE ChC 3aIl0BE/l BPEMEHHO Ja:

1. 3a0panHu IMycKaHETO Ha TMa3apa W/WUiH ITyCKaHETO B ICHCTBUE, UITH

2. 3a0paHy pa3npOCTPAHCHUETO, HITH

3. orpannuu oOXBaTa Ha JACHCTBHE, WIH

4. HaJoOXu JAOMBJIHUTETHH M3UCKBAaHUS 3a IyCKAaHETO Ha TMas3apa W/WUiu
MyCKaHETO B IEHCTBHE HA JIA/ICH BUJI U3/IEIINE WITH TPYyIIa U3

(2) (Hom. - AB, 6p. 110 ot 2008 r.) B cnyyaure no an. 1 MAJI uadopmupa
EBpomeiickata KOMHCHS W perylaTOPHHTE OpraHd Ha JIbpXKABUTE WICHKH U
perynaTopHUTE OpTraHu Ha IbPKABUTE OT EBPOIEHCKOTO HKOHOMUYECKO TIPOCTPAHCTBO 32
3aroBeiTa, MOTUBHUTE 32 HEsl ¥ IPEIIIPUETHTE MEPKH.

Y. 100. (1) JIunara no ui. 86, an. 2 ce 3acTpaxoBaT 3a CMETKa Ha Oropkera
Ha MAJI cpenty 31mononyka, KOSITO MOKe Jla HACTBIM MPHU WK 110 TIOBOJ U3ITBIHEHUE Ha
CITY)K€OHUTE UM 3a]IBIKCHHS.

(2) (U3m. - B, 6p. 98 ot 2010 1., B cuma ot 01.01.2011 r.) IIpu uzBbpIiiBane
Ha IPOBEPKU JMIATa Mo wi. 86, aj. 2 MoraT Ja MOUCKAT ChAECUCTBHUE OT perMOHAIHATa
3/IpaBHAa WHCMEKIMs, OT OpraHuTe Ha MUHHCTEPCTBOTO Ha BBTPELIHHTE PaOOTH U OT
KOMIIETEHTHUTE OpPTraHi Ha MECTHOTO CaMOYIIPaBJICHUE.

Un. 101. WsmpaHuTenHaTa areHIus IO JIeKapcTBaTa NyOJMKyBa Ha
CTpaHHUIIaTa CU B MHTEPHET MH(POPMAITUS 32 H3ACTUATA, 32 KOUTO MMa U3/a/IeHa 3aMOBe/
mo wr. 91, an. 1, wn. 92, am. 1, 9ir. 94 u uin. 96, am. 2.

Y. 102. JInmata 110 4. 86, an. 2 ca IIBKHH J1a:
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1. He pasmpocTpaHsBaT oOcToATENCTBA U (AKTH, CTAHAIM UM HU3BECTHH IO
BpEME Ha WK BbB BpB3Ka C U3IIBIHCHHUE HA CIIY)KEOHUTE MM 3aIbJKCHUS;

2. W3MOJ3BaT MOJYYEHUTE JAOKYMEHTH M MHQOpMAIMs caMmoO 3a LEeJIUTe Ha
HaJ30pa Ha Iasapa;

3. ce IeruTUMHpAT MPU U3BHPILIBAHE HA IPOBEPKUTE.

I'1aBa mecra "a'".
MEPKMH 110 NIPUJIAT'AHE HA PETJIAMEHT (EC) 2023/988 (HOBA - 1B,
BP. 13 OT 2026 I'., B CIJIA OT 03.02.2026I'.)

Un. 102a. (Hos - JAB, 6p. 13 ot 2026 r., B cuna ot 03.02.2026 r.) (1)
W3nbaHuTenHaTa areHIus 1o JekapcTBara IpueMa 1 pasriex/ia xKanou cbriiacHo wi. 33,
naparpad 4 ot Permament (EC) 2023/988 oTHOCHO:

1. 6e3omacHOCTTa HA MPOAYKTH, BKIIOYEHH B CIIUCHKA HA 3aKOHO/IATEIICTBOTO
Ha Cpro3a ceriacHo [lpunoxenne | ma Permament (EC) 2019/1020 na EBpomeiickus
napiameHnT U Ha CbBeta oT 20 toHu 2019 r. 0OTHOCHO Ha30pa Ha a3apa U CbOTBETCTBUETO
Ha mpoaykTuTe M 3a m3MmeHeHwe Ha JupektuBa 2004/42/EO u permamentu (EO) Ne
765/2008 u (EC) Ne 305/2011 (OB, L 169/1 ot 25 ronu 2019 r.), xouto ca OT HeliHaTa
KOMIIETEHTHOCT, M JEMHOCTUTE 3a KOHTPOJ M HAA30p Ha Ias3apa, CBbP3aHU C Te3U
TIIPOIYKTH;

2. ciayyaw, B KOWUTO MNpEAOCTAaBEHUTE CpEeACTBa 3a IpaBHA 3aluTa IpU
M33EMBaHE Ha MPOJAYKT HE OTroBapsAT Ha m3uckBaHusATa Ha wi. 37 ot Pernmament (EC)
2023/988.

(2) HznpnanuTenHaTa areHIUs IO JIEKapcTBaTa yBEIOMSIBA IHUCMEHO
xanbornoarens 3a BCHUKU NPEIIpUeTH AeUCTBUS MO XKanbaTa.

Yn. 1026. (Hos - [IB, 6p. 13 ot 2026 r., B cuna ot 03.02.2026 r.) Ilpu
M33€MBaHE Ha OMACHU MPOAYKTH OT MOTPEOMTENUTE, MHUIMHPAHO OT MKOHOMHUYECKHU
OTIepaTop WM paslopeIeHo OT U3MbJIHUTENHUS qupektop Ha MAJL, notpedurenure umar
MpaBo Ha CPEeJICTBA 3a MpaBHa 3amnuTa cbriaacHo 4wi. 37 ot Permament (EC) 2023/988.

I'naBa ceama.
CUCTEMA 3A YBEJIOMSBAHE U OUEHABAHE HA UHIHIUJIEHTU

Un. 103. (1) [IpousBoauTensT € IIbXKEH Ja Cb3Aade M Ja MOAIbpKa
JOKYMEHTHpaHa CHUCTeMa 3a MpociesBaHe 0e30MacHOCTTa Ha MPOU3BEIEHUTE OT HETO
MEJUIIMHCKH U3JIeNHs, ITyCHATH Ha 1Ma3apa |/WIK IyCHATH B JCHCTBUE HA TEPUTOPUSTA HA
IbP’KaBU WICHKHU, HA JIbpKaBH OT EBpONECKOTO MKOHOMHYECKO MPOCTPAHCTBO M Ha
TPETH IbpKaBU, M Ja paslojara ¢ MEXaHW3MU 3a TpWiaraHe Ha HEO0OXOIUMUTE
KOPUTHPALLU ACHCTBUA.

(2) Cucremara mo an. 1 ce mpusara 3a MEAUITUHCKH H3ICIHS:

1. c Hanecena "CE" mMapkupoBkKa;

2. xouto Hamar HaHeceHa "CE" MapkupoBKa, KOraro WHIHJIECHTHT WIH
MOTEHIMATHUAT MHLIUJEHT C TSIX MO0 cMHUChJIa Ha wi. 106, an. 1 u 2 HanmaraT u3BbpILIBAHE
Ha KOPUTHPAITH ACUCTBUS, IPHIIOKUMH 32 U3JIETUS 10 T. 1.
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(3) Cucremara He ce mpuiara 3a M3JeNus, NpeAHA3HAUYCHU 32 KIMHUYHU
W3MNUTBAHUS, U U3JIETUS 32 OILICHSIBAHE HA JIEUCTBUETO.

(4) Cuctemara no an. 1 BkiItouBa mpoy4yBaHe 0€30MacHOCTTa Ha U3/IEIHATA 1O
al. 2, MyCHATH Ha Ma3apa u/ WK B JCUCTBHE Ype3:

1. chOupane, JOKYMEHTUPAHE U aHAIM3 Ha ChOOIICHUS 3a ChOUTHs 110 4. 105
OT MEJMIIMHCKU CICIHAIMCTH, OT MAI[MEHTH, OT JIMIAa, KOUTO MU3BBPIIBAT UHCTAIMPAHE,
MOIPHKKA WM KaTuOpupaHe Ha uzaenusaTa, u ot MAJI;

2. aHanW3 Ha PE3yATaTUTE OT AOMBIHUTEIHU W3MUTBAHUS HA W3ICIIUATA,
U3BBPIICHU OT IIPOU3BOIUTEIS;

3. chOupaHe U JOKyMEHTHPAHE U aHAJIW3 HA JAaHHHU OT HaydHaTa JIMTeparypa.

Un. 104. (1) (ITpegumen Tekct Ha wi. 104, uzm. - IB, 6p. 110 ot 2008 r., u3m.
- B, 6p. 54 ot 2012 r.) JlekapuTe, JICKapuTe IO ACHTAIHA MEIUIIMHA W JAPYTH
MEJIUIIMHCKHU CIEIHAIUCTU, U JIMIAaTa, KOUTO OCBHIIECTBSIBAT MHCTAJIMPAHE, MOIPHKKA
WIM KaluOpupaHe Ha MEIULMHCKUTE U3JIeNHs, ca JUThKHU He3a0aBHO Ja ChOOIIaBaT Ha
HUAJI 3a ceOutua nmo wi. 105 B obektuTe mo 4wi. 83, an. 1, T. 2 OTHOCHO Je4eOHHUTE
3aBeJleHus 110 3aKOHa 3a JIe4eOHUTE 3aBEACHHUS.

(2) (HoBa - /IB, 6p. 110 ot 2008 r.) U3nbIHUTEIHATA areHIIMSI IO JIEKapCTBATa
MpeIoCcTaBsl Ha TMPOM3BOAMTENS WJIM HAa HETOBHS YI'BJIHOMOILIEH IPEICTaBUTEN
uH(popmanuaTa 1o aji. 1 B CpoK TpH JAHU CIIE]] OTy4aBAHETO M.

Ui 105. (1) IpousBoautensar yBegomsisa MAJI 3a Bcsika HEM3NPaBHOCT WIH
BJIOIIABAHE Ha XapaKTepUCTUKUTE HA U3JeNe, MPOM3BEICHO OT HEro, W/Wih Ha
JNEHCTBUETO My, KaKTO W 3a HEIbJIHA WJIM HETOYHA WH(OPMAIHS BHPXY €TUKETa WU B
MHCTPYKIUATA 32 YHoTpeda, KOETO € MPUUYMHUIIO CMBPT WM CEPUO3HO YBPEkKIAAHE Ha
3/IpaBeTO WM OW MOTIIO JIa IPUYMHU CMBPT WM CEPUO3HO YBpEXKIaHE Ha 3[paBETO Ha
MAIUeHT, MEAUIIMHCKH CIEIUANNCT WIM TPeTH IMlla Ha Tepuropusra Ha PemyOnuka
bearapus.

(2) IIpoumsomgutensar ysemomsiBa MAJI u 3a BcsAka TeXHUYECKAa WIIU
MEIUIIMHCKA MPUYNHA, CBbp3aHa C XapaKTEPUCTHKUTE WIN JIEHCTBHETO Ha W3JENNETO,
KOSITO TIOpaJy MPUUMNHUTE, IOCOYEHH B al. 1, BOJIU JO CUCTEMHO M3TETJIsSHE OT Maszapa Ha
U3JICNHSI OT €TUH M CHIIH THIIL.

Un. 106. (1) IIpousBogutenst nogaBa B MAJI mbpBoHayaneH MOKIaa IO
oOpazer; B 10-gHEBEH CpPOK OT MOCThIIBaHE Ha MH(MOpManus 3a cbOutue mo ui. 105,
NPUYMHIIO CMBPT WM CEPUO3HO YBPEXKJIaHE Ha 3/pPaBETO, HAPUYAHO TO-HATATHK
WHIIAJICHT.

(2) IlponzBoautensat nogasa B MAJI mbpBoHauasneH nokian no oopasern B 30-
JTHEBEH CPOK OT MOCTHIIBaHE HA WH(pOpMaIus 3a crouThe 1o uwi. 105, koeto e Moxerno a
NPUYMHU CMBPT WM CEPHO3HO YBpEXJIaHEe Ha 3ApaBeTo, MPEIOTBPATEHU TOPaan
OJIaronpusATHO 0OCTOSATEIICTBO WIIH JIEKAPCKa HaMeca, HapUYaHO MO-HATAThK OTEHIIUAICH
WHIINA/ICHT.

(3) (U3m. - B, 6p. 38 or 2015 r., B cuma ot 26.05.2015 r.) Koraro
WHIUJIECHTHT WK MOTEHIHATHUAT HHIMACHT 3acsara usaenus ot kiuac Ila, 116 mm kiac 111,
WIA UH BUTPO JAMATHOCTUYHH MEAMIIMHCKU W3JETHS OT COUCHK A WM cnuchk b, mim
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U3JIeNUs 32 CAMOTECTYBAHE U € Bb3HUKHAII B TPETa Jbp>kKaBa, IPOU3BOAUTEIIAT 110/1aBa B
cpoka no ain. | wim 2 B MAJI mppBOHAYaNeH JOKJIAA B CIy4aWTe, KOraro HOTHU(UIUpaH
opras 1o 4i. 63, ai. 4 e U3BBPUIMI OLICHSIBAHE HA CHOTBETCTBUETO HA U3/IEIUETO, C KOETO
€ cTaHaJl MHIUJCHTBT.

(4) Korato MHIMIEHTHT WIN MOTEHUMATHUAT MHIUAEHT 3acsira u3Jenus oT
Kjac | wim uH BUTPO AMArHOCTUYHHM MEIUIIMHCKH U3IETHs, KOUTO HE Ca OT CIHCHK A U
cnuchek b 1 He ca 3a camoTecTyBaHe, U € Bb3HUKHAI B TpeTa AbP:KaBa, IPOU3BOAUTEIIAT
nosasa B cpoka no ai. 1 wim 2 B MAJI nmppBoHavyasieH JOKiax B CIy4auTe, KOratro
IPOM3BOIUTENAT WIN YITBIHOMOILIEHUAT My IipeAcTaButel € peructpupan B MAJI o pena
Ha IJ1aBa BTOPA.

Y. 107. Korato MHIMAEHTHT WM HOTEHIIMATHUAT UHIMICHT CE€ IBJDKU HaA
KOMOWHHpaHa ynorpeba Ha JIBE WM ITOBEYE OTACITHU U3CIINS U/UIN Ha TPUHAJIC)KHOCTH,
MPOU3BEJCHU OT PA3JIMYHU NPOU3BOJUTENIM, BCEKH Mpou3BoauTen mnpencrass B MAJI
otaeneH nokian no wi. 106.

Un. 108. [TpousBoauTenar yBeoMsiBa HEMOCPEACTBEHO CJie/l Mody4yaBaHe Ha
uHpopMansg 3a WHIUACHT WM TOTCHIHAJIEH WHIUICHT VYITBJIHOMOILCHUS CH
npencraButen no wi. 10, an. 2, Thprosena Ha eApo U HOTU(MULMPAHUS OPTaH, U3BBPIIIIT
OIICHSIBAHE HAa ChOTBETCTBUETO HA U3JIEIUETO ChC CHIIIECTBEHUTE N3UCKBAHUS.

Ui 109. (1) M3nbiHuTeNnHaTa areHIus 1o JeKapcTBaTa noJabpka CUCTEMA 3a
perucTpupaHe, aHajiu3 U 0000IIaBaHe HAa MHUMACHTH M NOTEHIMAIHU WHIMUJIEHTH C
MEIULIMHCKHU U3 CIINA.

(2) 3npaHUTENHATA areHIus 1o JieKapcTBaTa MyOJuKyBa Ha CTpaHUIATa CU
B MHTEPHET PBKOBOJCTBATa 3a MpOCIEAsIBaHE Ha O€30IaCHOCTTa Ha MEIUIUHCKHUTE
u3nenusi, u3nangeHu ot EBpomelickara koMucus U OT EBponeiickara areHuus Io
JeKapcTBara.

Un. 110. (1) WsmbnHuTenHaTta areHIUs MO JIEKapcTBaTa pETUCTpUpa B
cucremara o 4i. 109, an. 1 gaHHMTE OT MBPBOHAYAIHUA JOKJIAX HA IIPOU3BOIUTEINS U
OLICHsIBA MpeocTaBeHaTa HH(pOpMaIus.

(2) M3nbaHUTENHATA areHLus IO JIEKapCTBaTa OCHINECTBSIBA HAA30p BBPXY
JeICTBUATA HAa NPOU3BOAMTENS IO IPOYYBAHETO HAa HMHIMIEHTA WIM MOTEHIUAIHUS
MHIUACHT U MOXE J1a N3JaBa NPEAIUCAHNs U yKa3aHUs.

(3) Tlo Bpeme Ha IPOYYBAHETO HA WHIIUJICHTA WJIA TTOTEHIIMATHUS UHIIUICHT
NAJI cpaeiicTBa Ha MPOU3BOAMTEINS, IPU HEOOXOIUMOCT, 32 OCBIIECTBIBAHE HAa Bpb3Ka
ChC:

1. HoTHUIMpPaHKs OpTaH, U3BBPIINI OILICHSABAHE Ha ChOTBETCTBUETO;

2. perynaToOpHHU OpraHH Ha JPYTU 3aCE€rHAaTU IbP’KaBU YICHKU WU TbpPKaBU
oT EBponelickoTo NKOHOMHYECKO IPOCTPAHCTBO;

3. perynaTopHu OpraHM Ha JbpXKaBU YICHKU WIH IbpKaBu oT EBpomnelickoTo
MKOHOMMYECKO IIPOCTPAHCTBO 3a JIEKAPCTBEHU NPOAYKTU B CIIy4auT€ Ha MHIUJEHTH WIN
MMOTSHITUATHHA MHITUACHTH C U3enus mo 9. 3, T. 2, 3 u 4;

4. npyru Npou3BOAUTENH B ciiydaute 1o 4i. 107;
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5. TIoJI3BaTeNM Ha H3ACJIUETO UK C TPETH JIMLA.

Un. 111. Korato B mbppBOHauanHus Jokjaan no wi. 106 ca mocoyeHu
KOPUTHpAILK ACHCTBUS WM CE€ CBhIbpPXKAa 3aKIIOYEHUE, Y€ HWHIHUJCHTHT 3acTpallaBa
0e30MacHOCTTa Ha MallMeHTa, Ha MEJUIIMHCKUS CIIeUAIUCT WM Ha TPETH JIUIA, HO BCE
ollle HE ca ompenaeiaeHu kopurupamure pgectBusi, MAJl wusnpama noknag 1o
peryjlaTOpHUTE OpraHu Ha JbpP)KABUTE UJICHKH, Ha JbpKaBUTE OT EBpomenckoro
MKOHOMUYECKO IIPOCTPAHCTBO U 10 EBpomneiickata KOMUCHS.

Yn. 112. (1) B cpok 1m0 Tpu Mmecena OT NojaBaHe Ha JAoKjiIaaa no wi. 106
MPOU3BOIUTENAT W3roTBs M mpenctaBs B WAJl okoHuaTeneH Aokiaj mo obpasel,
YTBBPIEH OT U3I'BJIHUTEIHUS JUPEKTOP.

(2) HoxnansT mo an. 1 Moxke 1a ChabpakKa €IHO OT CIEAHUTE 3aKIIOUCHUS:

1. He ce Hajara ja ce IpeIIprueMaT MEpKU;

2. (u3m. - 1B, 6p. 54 ot 2012 r.) IOIBJIHATEITHO MPOCIICAIBaHE HA U3ICTUETO
WM TIapTUaTa U3enus, IyCHaT! B ICHCTBHE B OOEKTHTE 1Mo Wi. 83, ain. 1, T. 2 OTHOCHO
JedeOHUTE 3aBeICHU M0 3aKOHa 3a JIeYeOHUTE 3aBECHHS;

3. pasmpocTpaHeHue Ha HMH(OPMAIUSA 0 MEIUIUHCKUTE CHEIHAINCTH B
o0ekTuTe Mo T. 2 U B alTEKUTE U JAPOTEPUHUTE KATO MHCMEHA MpPernopbka, U3rOTBEHA OT
IIPOU3BOIUTEIS;

4. KopUTHpaIu AeHCTBUS MPU MPOU3BOACTBOTO Ha ObJeiia IPOAYKIIHS;

5. KOpUTHpAIIH ISHCTBUS HA U3JICTUETO, TyCHATO B ACHCTBHE B OOEKTUTE TIO
T. 2;

6. U3TErIIHE Ha U3/EJIUETO WIM Ha MapTUAaTa U3Jeius, IyCHaTH Ha na3apa
W/WIM B IEWCTBUE.

Un. 113. (1) B cnyuaute o un. 112, an. 2, 1. 2 MAJI u3BbpIiiBa KOHTPOII BBPXY
JefCTBUATA HAa TPOU3BOIUTENS HA TepuTopusiTa Ha Penybnuka bearapus.

(2) B caywyaure mo un. 112, an. 2, 1. 3 MAJI oueHsiBa ChAbP)KaHUETO HA
NUCMeHaTa Mpernopbka U 0o0CHXKIa C MPOU3BOAUTENS agpecaTUTe Ha IpernopbkaTa U
Ha4MHA HAa Pa3NpOCTPAHEHHUETO U.

(3) B cyuaute mo un. 112, an. 2, . 5 MAJI Mmoxe 1a U3BBPILIU [TPOBEPKA HA
MSICTO.

(4) Uznbnaurennust pupektop Ha MAJI m3naBa 3anoBen 3a OJokupaHe U
U3TENIIHE OT MPOU3BOJIUTEINS HA M3ACIMETO WIM Ha NapTHaTa U3JEIHs, C KOUTO ce €
CIIy4MJ MHIMJIEHTHT WIM NOTCHUUATHMIT HWHIUACHT, KOraTo C€ YCTaHOBH, ue
IIPOU3BOJUTEIIAT HE €:

1. M3BBPIINI KOPUTHPAIIM JEHCTBHS B IOCOYEHHUSI OT HETO CPOK B JIOKJIAJIA 1O
. 112;

2. W3TErIWII U3JIeNUETO WM NapTujaTa U3eiaus OT maszapa B MOCOYEHHUS OT
HEro CPOK B JoKdaaa o wi. 112.

(5) YcnoBusara u penbT 3a OJIOKUpaHE, U3TETISHE W/WIM YHHINOXKAaBaHE Ha
U3JIeNUATa, KOUTO HE OTTOBApAT Ha M3UCKBAHUATA HA TO3H 3aKOH, C€ ONPENENAT ¢ Hapeaoa
Ha MUHHCTBHpPA Ha 3/IpaBeoIa3BaHeTo.
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Un. 114. (1) V3nbaHuTenHaTa arceHIUs IO JieKapcTBaTa NyOJIMKyBa Ha
CTpaHHULIaTa CU B UHTEPHET CIIUCHK Ha U3/ENIUATA, BKIOYEHH B 3aoBeATa 1o ui. 113, ai.
4.

(2) Korato uznenusra no ain. 1 ce mpoaasar B o0ektute mo 4wi. 83, ain. 2, MUAJL
yBeaoMsiBa obmiectBeHocTTa upe3 BT A u cpeacTBara 3a MacoBO OCBEIOMSIBAHE.

(3) Uznbauurennusar gupektop Ha MAJI u3rorBs nokiaja 3a Bb3HUKHAIUS
MHIUACHT WIK MOTEHIIMAJIeH UHLIUJCHT B ciay4yauTe 1o 4i. 112 u u3npaia Komnue oT Hero
1o EBpornielickata KOMUCHS M PEryIaTOPHUTE OpraHU Ha AbPIKABUTE WICHKH.

Un. 115. (1) Besxo mupektHo choOmenue no MAJl 3a WMHIUIEGHT WK
NOTEHLIMAJeH WHIUJIEHT C MEIUIMHCKO H3Je/Me Ha Tepuropusara Ha PemyOnmka
Bearapus, moganeHo OT WACHTH(GHUUIMPAHO JUIE B MUCMEH BUI, C€ JOKyMEHTHpa B
cucremara o ui. 109.

(2) B cpok 10 Tpu AHM OT IOJy4yaBaHE Ha CHOOIIEHHE 332 MHLUJCHTA WIH
noTteHuuaneH uHuuAeHt no ai. 1 MAJl undopmupa npousBoguTens, 3a 1a npeanpueMe
nercTBusTa, npeasuaeHu B wi. 106 - 108 u wi. 112.

Un. 116. M3mbanurenHaTa areHIus IO JieKapcTBaTa MoOXKe Jna Obie
KOOPJMHHPAII] PEryIaTOpPEeH OpraH:

1. B CJIy4auTC¢ Ha HWHIOUIACHT WM MNOTCHIHUAICH HWHIUACHT, Bb3HUKHAJI Ha
TEPUTOPUSITA Ha IOBEYE OT €IHAa JbpXKaBa WIEHKA WU AbpkaBa oT EBpomeickoTo
HKOHOMHUYCCKO NPOCTPAaHCTBO, U

2. KOraro WHUUACHTHT WU MOTEHIMATHUAT UHLUUICHT € PEerucTpupaH 3a
I'BPBU IIBT HA TepUTOpUsITAa HA PenyOnvka bbarapus, wim

3. KOraTto OpraHbpT, U3BBPIIUI OLEHSBaHE Ha ChOTBETCTBUETO HA M3/EIHUETO
ChC CBIIECTBEHUTE M3HUCKBaHMs, € MOJYy4YMJ paspellleHue 10 pela Ha rjaBa YeTBbpTa,
KOTraTo MHUUACHTHT WU MOTSHIIMATHUAT HHIUACHT € cTaHal ¢ uzaenus ot kiac Ila, 116
HJIN KJ1aC III, HJIM UH BUTPO ANATHOCTUYHHU MEAUIIMHCKHA U3JCTIUA OT CIIUCHBK A UIIH CIIUCHK
b, nnu uznenus 3a caMoTecTyBaHe, WK

4. xorarto MPOU3BOAUTCIIAT WX YIOBJIHOMOLWICHUAT MY MNPEACTAaBUTCI €
peructpupan B MAJI o pena Ha riiaBa BTOpa, KOraTo MHIUACHTHT WM MOTEHIUATHUAT
HHIIMJACHT € CTaHa)l ¢ U3aCIusd OT Kjiac I vimu nu BUTPO JUMArHOCTUYHHU MCIUIHUHCKU
W3/1eNus, KOUTO HE ca OT CIUCHK A U cniuchbk b 1 He ca 3a camoTecTyBaHe.

Un. 117. (U3m. - B, 6p. 17 ot 2019 r.) JInuHuTEe NaHHU HA U3TOYHHKA Ha
choOIeHneTo ce cbxpansBar ot MAJI ipu cria3Bane M3MCKBAHUSATA 32 3aIUTA HA TUIHUTE
JTaHHU.

fﬂana ocMma.
EBPOIIENCKA BA3A TAHHHA

Un. 118, HM3npnHuTenHara areHOMs IO JIEKapcTBaTa IPEJOCTaBs B
EBponeiickara 6a3a JaHHM He3a0aBHO Clie/l MOJyYaBaHETO M cliefHaTa WHpopMalus B
CTaHJapTU3UpaH Popmar:
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1. (u3m. - JIB, O6p. 110 ot 2008 r.) maHHU, CBBpP3aHU C PErHCTpalUsTa Ha
NPOU3BOIUTENUTE MIIM HA YITBTHOMOILICHUTE MTPEICTABUTEINH 110 WI. 29 1 Ha U3IETUATA 110
rJIaBa BTOPA, C U3KIIIOUCHHUE HA U3/ICTHATA, U3PA00TECHH TI0 TIOPHYKA;

2. MaHHHU, MOTYYCHH NP KINHUYHUTE U3MHUTBAHUS HA MEIUITUHCKU WU3ICTIHS
0 pe/ia Ha TJIaBa TPeTa;

3. JaHHU, NONYYEHHU NpPU IpociieAsBaHe 0e30MacHOCTTAa Ha MEAULUHCKHUTE
U3JIeNusl, IyCHATH Ha Ia3apa W/Wiv MyCHATH B JICHCTBUE HA TepuUTOpHsITa Ha PermyOnuka
bearapus no riasa cenMa;

4. maHHH, CBBP3aHH C M3JIaBaHEe, IPOMSHA, JIOITbJIHCHNE, BPEMEHHO CITUpPaHE,
U3TETIsIHE WM OTKa3 Ha CepTUPUKATH OT HOTU(UIUpPAHUTE OpPraHH, CHIJIACHO
IpoIeTypUTE, IIOCOYCHH B Hapea0uTe 1o wi. 18.

I'nraBa ocma "a'".
KOHOUNJTEHIIMAJTHOCT (HOBA - JIB, bP. 110 OT 2008 I'., B CHJIA OT
21.03.2010T".)

Yn. 118a. (Hos - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) (1)
JUI'b)XKHOCTHUTE JUIla M JIMIaTa, KOWTO TPWIAraT TO3H 3aKOH M IMOJ3aKOHOBUTE
HOPMAaTUBHU AaKTOBE 10 NPHIAraHeTO My, ca JUITBXHHU Jila HE pPa3mpoCTpaHsIBaAT
UHpOpMaIIYs, MTOJTyYeHa MPH U TI0 TIOBOJI U3ITBJIHEHUE HA 38 IbIDKCHHUSATA FM.

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

1. oOMeH Ha nHpoOpMaIKs MEXTY JUITHKHOCTHH JIMIA, MEXIY HOTH(DHUIIMPAHU
OpTaHH U MEXIY JUTHKHOCTHH JIUIAa © HOTH(PHUIIMPAHU OPTaHU;

2. pasnpocTpaHeHue Ha HH(OpMAaIs, KOSTO LIEJIH JIa OCUTYpH 0€30MacHOCTTa
U 3IpaBETO HA XOPaTa;

3. mpenocTaBsiHe HA MHPOPMAIIHS B CIy4anTe Ha HAKa3aTEIHO MMPOU3BOJICTBO.

(3) He e xondunennnantna naopmanusra:

1. 3a perucTpanusaTa Ha JUIATa, KOUTO IYCKAaT MEIUIIMHCKUA H3JENHs Ha
maszapa 0 pejia Ha TjiaBa BTOpa;

2. KOSITO ce MPEeIoCTaBsl Ha MOTPEOUTENUTE OT MPOU3BOIUTENS, OT HETOBHS
VITBTHOMOIIICH TPEJCTABUTEI MM OT THProBella Ha PO BBB BPH3KA C MPEINPUCTHTE
MEpKHU 0 peJia Ha I1aBa ceaMa;

3. chbpIKaIia ce B U3aJICHATE, MOAU(PUITUPAHNUTE, TOTBTHCHUTE M OTHETUTE
ceprudukaT U B cepTu(UKaTUTe, YUIATO BAIUTHOCT BPEMEHHO € MPEyCTaHOBEHA.

I'1aBa neBera.
AJIMUHUCTPATUBHOHAKA3ATEJIHU PA3ITIOPEJIBU

Un. 119. Koifito mycka Ha ma3apa W/Wiu Mycka B JEHCTBHE MEAUIIMHCKU
u3Jenusi, 0e3 Ja € OLEHEHO ChbOTBETCTBUETO UM ChITIACHO MU3MCKBAHUATA HA TO3H 3aKOH U
Ha aKTOBETE IO MpUJIaraHeTo My, ce Haka3Ba ¢ ri100a ot 10 000 o 20 000 nB.
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Ui 120. KoliTo chCTaBU W/HWIM U3MOJ3BA JCKIApamys 3a CbOTBETCTBHE ChC
ChAbpXKAHUE, KOETO HE ChOTBETCTBA HAa ChABPKAHUETO, OMPEEICHO B HAPEAOUTE O UJI.
18, ako AesTHUETO HE ChCTaBIIsIBA MPECTHIIEHUE, ce Haka3Ba ¢ riob6a ot 3000 mo 8000 nB.

Un. 121. Koiito mycka Ha maszapa W/WiIM MyCKa B JACHCTBHE MEIMIIMHCKH
uznenust cse "CE" mMapkupoBKa B HapyllleHHE Ha M3MCKBaHUATA Ha wi. 15, ce Haka3Ba ¢
ri106a ot 500 mo 1000 is.

Ui, 122. Koiito mycka Ha maszapa W/WiIM MyCKa B JACHCTBHE MEIMIIMHCKH
uznenus cbe "CE" MmapkupoBka, 6€3 J1a € OIICHEHO ChbOTBETCTBUETO UM ChC CHIIICCTBCHHUTE
M3UCKBaHMS, ONIpeiesieHd B HapenouTe mo wi. 18, ce Haka3ga ¢ rioba ot 10 000 xo 20 000
JIB.

Un. 123. Jlunata, KOUTO MpPENCTaBAT MEAULIMHCKU H3JENHSI Ha H3J10KOHU,
HaHaupH, JEMOHCTPALUHU, TIPOMOLIUHY, HAYYHU U TEXHUYECKU KOH(EPEHLINU B HapyIIeHUe
Ha ui. 15, an. 11, ce nakassar ¢ rno6a ot 500 go 1000 iB.

Un. 124. Koito mycka Ha Ia3apa W/WIN ITyCKa B JICHCTBUE MEIUITUHCKA
U3JIeNHsl B HapyIIeHHe Ha pasnopendara Ha 4i. 16, ce Haka3Ba ¢ rioba ot 5000 xo 10 000
JIB.

Un. 125. Kolito mycka Ha Mma3apa W/WIW IyCKa B JICHCTBUE MEIWIIMHCKU
u3enus 0e3 MHCTPYKIHS 3a ynorpeda, ¢ U3KIIIOYCHHUEe Ha W3IeusITa 1o wi. 2, ai. 1, T. 3,
nonajamu B kiac I u kiac Ila, ako morar fa ce u3non3par 6e30macHo 6€3 HHCTPYKIIHS 3a
ymotpeba, ce Haka3Ba ¢ riaoba ot 3000 go 5000 nB..

UYn. 126. Koiito mycka Ha maszapa W/MiM IyCKa B JIEHCTBHE CUCTEMM W/WUIIH
HAaOOpH WM MEIUUMHCKU H3JeNus, NpeJHa3HAueHW OT NpoU3BOAUTENs Ja Obaar
CTepWJIM3UPAHU Tpeu yrnoTpeda, B HapylIeHHe Ha M3MCKBaHMATA HA TO3M 3aKOH M Ha
aKTOBETE I10 IIPHJIATaHETO MY, ce Haka3Ba ¢ Ti106a ot 10 000 go 15 000 nB.

Y. 127. Koiito mycka Ha masapa W/WiM B JAeMCTBHE MEIUIIMHCKO U3JENNE,
u3paboTeHO MO MOPbhUYKA, B HApYyLIEHHE HAa M3UCKBAHUATA HA TO3M 3aKOH, Ce HaKas3Ba C
rio6a ot 5000 1o 10 000 nB.

Ui 127a. (Hos - JIB, 6p. 67 ot 2020 r.) Ko#iTo Hapymmm pa3nopeadaTa Ha HJl.
30a, an. 3, ce Haka3Ba ¢ r1o6a B pazmep ot 2000 o 6000 nB.

Ui 128. KoiiTo u3BbpIBa THProBUs Ha €APO C MEIWIIMHCKU H3Ienus 0e3
HaHeceHa "CE" mapkupoBka, ce Haka3Ba ¢ ri06a B pazmep 10 000 nB.

Un. 129. (1) PekoBoauTen Ha Je4eOHO WM 3JIpaBHO 3aBeJEHHE, KONTO
JIOTTyCKa M3MOJI3BAHETO HAa MEAWIMHCKHM u3nenus 0e3 HaneceHa "CE" mapkupoBka, C
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U3KIIIOUEHHUE Ha U3eNUATa, U3paboTeHH M0 MOphUKa, HA U3/IETUATA, KOUTO Cca IIyCHATH B
JIeMCTBUE MPEA BIM3AaHETO B CHJIA HA TO3W 3aKOH, U Ha u3jenusATa mo wi. 12, an. 1, ce
gakasBa ¢ ri1o0a ot 2000 xo 10 000 xs.

(2) CpioTo HaKa3aHue ce HaJlara U Ha pPbKOBOJIUTEI Ha JIEYEOHO WIIH 3/IpaBHO
3aBeJIeHue, KOWTO JOMyCKa U3MOI3BAHETO Ha U3/ens 03 HHCTPYKLUA 32 yroTpeda Uiu ¢
U3TEKBJI CPOK Ha TOJTHOCT.

(3) (Homa - JIB, 6p. 54 ot 2012 r.) PrkoBoauTen Ha JieueOHO WM 3APaBHO
3aBe/IeHre, KOWTO KyIlyBa MEAMIIMHCKH W3JIEeNHs OT Jinlia 0e3 pa3pelnieHue wim 06e3 apyr
JIOKYMEHT, yIOCTOBEPSBAL] [TPABOTO 32 U3BBPIIBAHE HA THPTrOBUS C MEUIIMHCKYU U3]IEIIHS,
U3MIaJICH OT KOMIIETEHTCH OpPraH Ha JbprKaBa WICHKA WM Ha Jpyra IbpKaBa - CTpaHa 1o
Cnopasymenuero 3a EBpomeickoTo HMKOHOMHYECKO TMPOCTPAHCTBO, WM  Ha
Kondenepanus IIseitnapus, ce Hakaspa ¢ riaoda 10 000 nis.

Un. 130. Koiito u3BbpuIBa THProBUS HA €APO C MEIULIMHCKH H3JENUS C
H3TEKBJI CPOK HA TOJHOCT, c€ Haka3Ba ¢ rioda B pazmep 10 000 JB.

. 131. (U3m. - 1B, Op. 54 ot 2012 r.) Teprosen ¢ MEIUIIMHCKU U3/IEIHS,
KOWTO HapylllaBa U3UCKBAaHUATA HA WI. 82, aj. 2, ce HaKa3Ba C UMYIIECTBEHA CAHKIIUS B
pazmep 5000 nB.

Ui 132. (U3m. - 1B, Op. 54 ot 2012 r.) Teprosen ¢ MEIUIIMHCKU U3/IEIHS,
KOMTO HapyllaBa M3MCKBaHUATA Ha 4. 82, ai. 3, 4 unm 5, ce Haka3Ba C UMYILECTBEHA
cankuus B pazmep 1000 nB.

Un. 133. TwproBen Ha enpo ¢ MEAUUMHCKH H3JeNus, KOWTO HapyllaBa
M3UCKBaHMATa HA WiI. 82, ai. 1, T. 2, 3 unu 4, ce Haka3Ba ¢ UMYIIIECTBEHA CAaHKIIMS B pa3Mep
5000 nB.

Un. 134. (M3m. - 1B, 6p. 54 ot 2012 r.) KoiiTo n3BbpIiIBa THProBUs Ha €ApO C
MEAMIMHCKN H3Jenus, 0e3 Ja mpuTexaBa JOKYMEHT, YJIOCTOBEpsBAlll NMPaBOTO MY Ja
M3BBpIIBA Ta3U JEHHOCT, CE HaKa3Ba C UMYyIlecTBeHa caHKIuA B pazmep 10 000 iB.

Un. 134a. (Hos - IB, 6p. 54 ot 2012 r.) Tsprosen Ha eapo ¢ METUIIUHCKU
W3JIeNNs, KOUTO HE W3MBIHU 3aJbJDKEHHUETO MO Wi. 78a, c€ Haka3Ba C WUMYIIECTBEHa
cankuus B pazmep 10 000 nB.

Un. 135. (Jom. - B, 6p. 54 ot 2012 r.) Tsproser Ha eaApo, KOWTO HE CHa3Ba
pasmopendara Ha wi. 80, an. 1 wim 3, ce HaKa3Ba ¢ UMYyIIEeCTBeHa caHKIus B pazmep 3000
TB.

Un. 136. (U3wm. - [IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - /IB,
0p. 54 ot 2012 r.) Teprosen Ha eapo, KOMTO HE cra3Ba paszmopeadara Ha wi. 80a, ai. 1, ce
HaKa3Ba ¢ UMyIlIecTBEHa caHKIMs B pazmep 1000 nB.
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UYn. 137. KoiiTo u3BbpIIBa THProBUs Ha APEOHO C MEIUIIMHCKH U3enus Oe3
HAHECEHA MapKUPOBKA WIM C U3TEKBJI CPOK HA TOJHOCT, C€ HaKa3Ba ¢ I1100a B pa3M
ecena "CE" e , o e
10 000 nB.

Un. 138. (M3wm. - [IB, 6p. 54 ot 2012 r.) KoiiTo N3BBpIIIBA THPTOBUS HA APEOHO
C MEJIMIIMHCKY U3]IeNIMs U3BbH 3[IpaBHU 3aBe/IeHUs 110 Wi. 21, an. 2, T. 4 u ain. 3 ot 3akoHa
3a 3ApaBeTO W/WIM U3BBH 00eKkTUTE o wi. 83, an. 1, T. 4 - 7, ce HaKa3Ba c riao0a Win
uMmyliecTBeHa cankuus B pazmep 10 000 nB.

Ui 138a. (Hom - IB, Op. 54 ot 2012 r.) Thproser; ¢ MEIUIIMHCKH H3ICIHS,
KOWTO HapyIllaBa M3MCKBaHUITA Ha WI. 830, ce HaKa3Ba C UMYIIECTBEHA CAHKITUS B Pa3Mep
1000 nB.

Un. 139. (U3m. - [IB, 6p. 110 ot 2008 r.) KoiiTo mycka Ha mazapa u/uiy mycka
B JICHCTBUE MEIUITMHCKU M3JICTHs Ha TepuTopusTa Ha PenyOnmka beiarapus, 0e3 nma ce e
pErUCTpHUpaI B ONPENICIICHUs B 3aKOHA CPOK, ce Haka3Ba ¢ riioba B pazmep 5000 1.

Ui 140. (M3m. - JIB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) Kotito
HapyIiasa pasnopeaoure Ha wi. 27, ai. 3, wi. 28, an. 7, ui. 29, an. 2 u ui. 30, ce Haka3Ba
¢ rio6a B pazmep 3000 JB.

Un. 141. (1) Kolito HapymaBa W3MCKBaHUATA 32 U3BBPIIBAHE HA KIMHUYHU
M3MUTBAHNUSA, aKO U3BBPILIECHOTO HE ChCTABIISIBA IPECTHILIEHUE, Ce HaKa3Ba ¢ rioda ot 5000
10 10 000 nB., a mpu MOBTOPHO M3BBPIIBAHE HA CBILOTO HapyuieHue - ¢ riaoda ot 10 000
10 20 000 nB.

(2) Ha MequIMHCKH CTIEUATUCT, JOMYCHAN T U3BBPIIMII HApYILIEHH 10 aJl.
1, Moke J1a ce HaJloXH U HaKa3aHMe JIMIIAaBaHe OT MPaBo Ja YIpaKHsABa npodecusita cu 3a
CpOK OT 6 Mecela 10 JBE€ TOANHH.

(3) HakazanwmeTo mo ai. 2 ce Hajlara OT MUHHCTBpa Ha 3]IpaBEONa3BaHETO MO
IpeUIoKEeHNE Ha U3ITbJIHUTENHUS AupeKkTop Ha MAJL.

Un. 142. Ha HOTHUIIMpaH OopraH, KOMTO HE Cla3Ba M3MCKBAHETO Ha 4il. 68,
an. 1, ce Hanmara umyiecTBeHa cakius B pazmep ot 2000 mo 5000 nis.

Un. 143. Ha nHotuduumpan opraH, KOWTO He cra3Ba U3UCKBaHETO Ha 4i. 70,
an. 1, ce Haymara uMyIecTBeHa cankuus B pasmep 10 5000 is.

Un. 143a. (Hos - JIB, 6p. 110 ot 2008 r., u3m. - /IB, 6p. 38 ot 2015 ., B cuna
oT 26.05.2015 r.) Ha HoTHduIMpan opras, KOMTO He cra3Ba M3UCKBaHETO Ha 4wi. 76, ai. 3
U 4, ce Hajara UMyILEeCTBEHa CaHKIMs B pa3mep 10 5000 iB.
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Un. 144. Koitto npeun Ha jaunara mo 4i. 86, aj. 2 1a OCBIIECTBSIBAT
CITy’)keOHHUTE CH 33IBJDKEHUS B ChOTBETCTBUE C pa3nopeA0nTe Ha TJiaBa IIecTa, Ce HaKa3Ba
¢ m1o6a ot 6000 go 10 000 miB.

Un. 145. IlpousBoauTesl Ha MEIUUMHCKH W3OS, KOWUTO Hapyllu
pasnopendara Ha wi. 103, an. 1, ce Haka3Ba ¢ umymectBeHa cankuus ot 5000 mo 10 000
JIB.

Un. 146. IlpousBoauTesl Ha MEIULUMHCKH W3OS, KOWUTO Hapylu
pasnopendara Ha wi. 107, ce Haka3Ba ¢ umyniectBena cankuus ot 10 000 o 20 000 ns.

Y. 147. Koiito He chOOIIM 3a MHIMACHT WIXA 3a [MOTECHI[MAJIEH UHIUJEHT C
MeIULMHCKO u3Aenue cbriacHo wi. 104, ce HakasBa ¢ rio6a ot 1000 mo 2000 miB.

Y. 148. Kolito He m3mbiaHM 3amoBen 1Mo wi. 113, ain. 4 Ha M3NBIHUTEITHUS
mupextop Ha MAJI, ce Haka3Ba ¢ riio6a ot 10 000 1o 20 000 .

Uin. 149. Koiito Hapymmu pa3nope0uTe Ha TO3U 3aKOH HJIM HAa aKTOBETE IO
MpUJIaraHeTo My, U3BbH ciaydaute o wi. 119 - 148, ce nakaszga ¢ rnoda ot 1000 go 3000
JIB., @ IPU MOBTOPHO U3BBPLIBAHE HA CHIIOTO HapylieHue - ¢ riaoda ot 3000 go 5000 ..

Ui 150. KoliTo He U3NbJIHU pa3NopekIaHe, IpeaIucaHie WM yKa3aHUue Ha
HAJI, ce nakaspa c¢ rimo6a ot 1000 mo 3000 ns.

Un. 150a. (Hoe - B, Op. 13 ot 2026 r.,, B cuma ot 03.02.2026 r1.)
HNxoHoMMUeCKH onepaTop, KOUTO HE U3MBIHM 3aAb/DKEHUTa cu 1o 4wi. 19 ot Permament

(EC) 2023/988, ce nakaspa c rmoba ot 500 mo 2000 5B. UIu ¢ UMYIIECTBEHA CAHKIIHUS OT
1000 mo 5000 nB.

Un. 1506. (HoB - [B, 6p. 13 or 2026 r., B cuna ot 03.02.2026 r1.)
HNxoHOMMUECKH OmepaTop, KOMTO HE U3MBJIHU 3aAb/DKeHUATa ¢ 1o wi. 20, 35, 36 wnu 37
ot Pernament (EC) 2023/988, ce nakasBa c riio6a ot 1000 1o 5000 1B. miiu ¢ UMyIIeCTBEHA
cauknust ot 3000 mo 10 000 us.

Un. 1508. (Hos - IB, 6p. 13 ot 2026 r., B cuna ot 03.02.2026 r.) locTaBuuk
Ha OHJIaMH MSCTO 3a ThPrOBHsI, KOWTO HE U3IBJIHU 33AbDKEHUATA CH 110 Wwi. 22, 35 nmu 36
ot Pernament (EC) 2023/988, ce nakassa ¢ ro6a ot 1000 1o 5000 nB. miiv ¢ UMyIIeCTBEHA
cagkust ot 3000 mo 10 000 nB.

Y. 150r. (Hos - [IB, 6p. 13 ot 2026 r., B cuna ot 03.02.2026 r.) Koiito He
H3IIBJIHA PA3NOPECIKIAAHE NN 3aAbJDKUTCIIHO NPEANTUCAHUEC HAa U3IMTBJIHUTCIHUA TUPEKTOP
Ha AJI v Ha onmpaBOMOIIIEHU OT HETO JJIBKHOCTHU JIMIIA 32 IPeANpHeMaHe Ha MEPKU
3a ocurypsiBane 6e3onacHoctTa Ha mpoaykTute mo Permament (EC) 2023/988, ce HakasBa
¢ rmo6a ot 1000 go 5000 nB. unm ¢ umymecTBeHa cankius ot 5000 go 30 000 xB.
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Un. 151. (1) Korato napymenusara mo wi. 119 - 150 ca u3BbpiieHH OT
IOPUAMYECKH JIMLA WIM €IHOJIMYHU TBHProBLM, CE HajaraT MMYLIECTBEHH CAHKIIHU.
Pa3mepbT Ha UMyIIeCTBEHATA CAHKIIMS HE MOXe Ja ObJie MO-HUCHK OT JBOMHUS pa3Mep Ha
NpEeBUICHUTE MUHUMAIHU pa3MepH Ha ChOTBETHUTE IJI0OU M HE MOJKeE J1a Ob/1€ TI0-BUCOK
OT JIBOIHMSI pa3Mep Ha MPeIBUICHUTE MAKCUMAIIHU Pa3MepU Ha CbOTBETHUTE IJIOOH.

(2) HanmaraneTo Ha IMYIIIECTBEHA CAHKIMS HE M3KIIIOYBA HaJlaraHETO Ha 1i1006a
HA BUHOBHMTE JUTHKHOCTHH JIUIA.

. 152. (M3m. - 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) (1)
Hapymenusita mo To3u 3aKOH C€ YCTaHOBSBAT C aKTOBE, CHCTABEHH OT WHCIICKTOPH U
€KCIIepPTH, OTPEICNIEHU ChC 3aM0BE]] Ha U3ITBIHUTETHUS AupekTop Ha MAJL

(2) HakazarenHuTe MOCTAaHOBJICHUS C€ M3/1aBaT OT U3IIBIHUTEIHUS JUPEKTOP
Ha MAJI wim oT OnpaBOMOILIEHH OT HETO JThKHOCTHH JIUIIA.

Un. 153. CbcTaBsHETO Ha aKTOBETE, H3JABAaHETO H OOKAIBAHETO U
M3MBJIHEHUETO HA HAKAa3aTEJIHUTE MOCTAHOBJICHUS CE€ M3BBHPIIBAT IO pefa Ha 3aKoHa 3a
aJIMUHHCTPATUBHUTE HAPYIICHUS U HAKa3aHMUS.

JdonmbaHuTeIHM pa3nopenou

§ 1. ITo cMuchia Ha TO3M 3aKOH:

1. "AKTUBHO UMILIAHTUPYEMO MEIUIIMHCKO U37enue" € aKTUBHO MEAUIIMHCKO
U3JIeNue, KOETO € MpeAHa3HaYeHo Ja Ob/ie YaCTUYHO WIHM HM3IBUI0 MMILIAHTUPAHO 4Ype3
XUpPYpruyecka WM 4Ype3 MEIUIMHCKA HHTEPBEHIMs B YOBEIIKOTO TSUIO WM 4pe3
MEAMIMHCKA UHTEPBEHIUS B €CTECTBEHUTE OTBEPCTHSI HA YOBEIIKOTO TSUIO U J1a OCTaHE B
TAJIOTO CIIE] UHTEPBEHIMATA.

2. "AKTHBHO MEIWUIIMHCKO H3JeaHe" € MEIUIIMHCKO W3AeIne, YHETO
(GyHKIIMOHMpaHEe 3aBUCU OT U3TOUHHUK Ha €JIeKTpUYEeCKa WIN Jpyra eHeprus, pa3jinyHa OT
€HEeprusTa, FeHepupaHa B YOBELIKOTO TSJIO, WIIM OT 36MHOTO IPUTETIISHE.

3. "Banugna noxymeHTauusa" € JOKYMEHTalus, KOATO MO ChIbp)KaHUE U
I'BJIHOTA OTrOBapsl Ha M3HUCKBaHMATA, MPENBHUJECHU B ONPENENIEHA MpoLeaypa IO TO3U
3aKOH.

4. "BHocuten" e pU3NYECKO WIN IOPUANYECKO JIMIIE, KOETO € YCTAaHOBEHO Ha
TEPUTOPUSTA HA JIbp’KaBa WIEHKA WM Ha JbpkaBa OT EBpoOneickoTo MKOHOMHYECKO
IIPOCTPAHCTBO M KOETO BHACA MEOUIMHCKU M3AEIUSA OT TPETU ABP)KAaBM Ha Iazapa Ha
EBponeiickus cpro3.

5. "BBp310knTeN HAa KIMHUYHO U3NHUTBAHE" € MPOU3BOAUTENAT WIA HETOBUAT
YI'BJTHOMOIIIEH MPEACTaBUTEN, KOWTO OTroBaps 3a 3all04YBAaHETO, YNPaBICHUETO /WM
(uHaHCHUPAaHETO Ha €HO KIMHUYHO U3MUTBAHE.

6. '"I'maBen wu3cnemoBaTen' € JIMUETO, IMOJ YHUETO PBKOBOJACTBO
M3CIIEI0BATENCKUAT EKUII IPOBEXKA KIMHUYHOTO U3ITUTBAHE.

7. "1o6pa KIMHUYHA MTPaKTUKa" € ChbBKYITHOCTTA OT MEXIYHAPOIHO MPU3HATH
€TUYHM M Hay4YHU HU3UCKBAHMs 3a KAuyecTBO, KOUTO CE€ Cla3BaT IPH IJIAaHUPAHETO,
MPOBEXAAHETO, OTYUTAHETO U AOKJIAIBAHETO HA KIMHUYHU U3UTBAHUS.

8. "JIppxaBa uneHKa" € AbprKaBa - WieHKa Ha EBponeiickus chro3.
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9. "UneHTndUKAIMOHHY TaHHU Ha WU3JeIueTo" ca:

a) JaHHU 3a MPOU3BOJUTENS, MOJE] M THUIIOB HOMEpP Ha U3JIEIUETO,
BKJIFOUUTEIIHO cOPTyep U MPUHAICKHOCTH;

0) mpeaHa3HAYCHO JCHCTBHE, OMPEACICHO OT MPOU3BOIUTEINSI, BKIIOUYUTEITHO
KJIMHUYHA WHAUKAIMM U KOHTPaMHAMKAIMU TpU yrnoTpebaTa W HAeHTU(UIMpaHE Ha
rpyIuUTE MalUEeHTH, 32 KOUTO € IPeIHA3HAYCHO;

B) OMKCAaHHWE HA U3JEIHUETO - ONMUCAHHE Ha MaTepuaad, KOUTO BJIHM3aT B
KOHTAKT C YOBEIIKU ThKAHHU WJIM TEYHOCTH, BKIIFOUBA JIM U3JEIIUETO JICKAPCTBEH MPOJIYKT,
YOBEIKH U/UITU )KUBOTUHCKU ThKaHU WM TEXHH NMPOU3BOJHU, WIA OMOJOTUYHO aKTUBHU
BEIIECTBA,

I') MHCTPYKLHMHU 32 UHCTAJUPAHE U U3MOJ3BaHE HA U3EIUETO, BKIIOYUTEIHO
aK0 ca HAJIWIE CHEIHalHA YCIOBHS 3a ChXpaHEHHE W W3UCKBaHW 3a paboTa -
npeBapuTesiHa MOJArOTOBKA IMpenu yrnorpeda - cTepuiu3alus B cilydal Ha MOBTOpPHA
yrmorpeba, mpoBepka 3a 0€30MacHOCT, MEPKH, KOUTO TPsOBa Ja ce MpeIrpueMar Cliel
yrnotpeoba;

1) TpPENopbYUTEIHO OOy4YeHHE M OIMUT, HeoOXOoauM 3a ymnorpeda Ha
U3JICINETO;

€) OnmMcaHue Ha HEOOXOJUMHTE MEIUIMHCKH M XUPYPIHUYECKU MPOLEIYpH,
CBHIIPOBOKIAIIN yIIOTpeOdaTa Ha U3JIETHETO.

10. "U3nenue 3a camorecTyBaHe" € MH BUTPO JUArHOCTUYHO MEIULIMHCKO
u3Jlenue, MpeAHa3HaueHO OT MPOU3BOJMUTEINS Ja C€ IMOJ3Ba OT JMla 0e3 MEIUIIMHCKA
KBTI (UKAIKSA B JJOMAIlIHa 0OCTAaHOBKA.

11. "MHBa3WBHO MEIUIIMHCKO M3JENUE 3a MPOIbIDKUTENIHA ymoTpeba" e
U3JIeNne, KOETO ISTIOCTHO WJIM YaCTUYHO MPOHUKBA B YOBEIIKOTO TSJIO MIPE3 €CTECTBEHUTE
My OTBOPH WM Mpe3 MOBBPXHOCTTA MY MU MHPOIBIDKUTEIHOCTTA Ha MpPEecTos My B
YOBEMIKOTO Ts10 € Hax 30 qHu.

12. "1H BUTPO AMArHOCTUYHO MEIULIMHCKO U3/eNue" € MEAUIIMHCKO U3/EINE,
KOETO € PEaKTHUB, IPOAYKT OT pEaKTUB, KAINOPaToOp, KOHTPOJIEH MaTepuall, KUT (Habop),
WHCTPYMEHT, amapar, oO0OpyJIBaHE WJIM CHCTEMa, W3MOJ3BAHO CAMOCTOSTETHO WU B
KOMOUWHAIMS, TpeJHa3HaYeHO OT MPOU3BOAMUTENS 3a W3IMOJ3BAaHE HH BHUTPO TIPH
U3CIIeIBaHE Ha IPOOH OT YOBEIIKOTO TSJIO, BKIFOUUTENHO KPBB U ThKaH, eAMHCTBEHO MU
TJIABHO C 1IeJT TIoJIy4aBaHe Ha HHpOpMaIus 3a:

a) (U3MONOTUYHO WM TTATOJIOTUYHO CHCTOSTHUE, WITH

0) BpOJCHU aHOMAJIUH, UITH

B) ompejensHe Ha 0€30MacHOCTTa M ChBMECTHUMOCTTa C MOTEHIIHMATHU
PEUUNUEeHTH, UITH

') KOHTPOJIHMpPaHEe Ha TePaneBTUYHU JACHCTBUA.

NH BUTpPO [IWMAarHOCTMYHM MEIUIIMHCKH W3JCNIUs ca W U3JeTusiTa 3a
CaMOTEeCTyBaHe, ChJIOBETE 32 ChXpaHEHHE Ha MPOOU OT YOBEHIKOTO TSUIO, C U3KIIOYCHHE
Ha U3enusITa 3a 001Ia JaboparopHa yrnoTpeda, OCBEH aKo M3/IETUETO MO OTHOIICHHUE Ha
XapaKTEPUCTUKUTE MY € CIELHAIHO MPEJHAa3HAY€HO OT MPOU3BOJAUTENS 32 MUH BUTPO
JTUAarHOCTUYHU WU3CJIC/IBAHMS.

13. "MH BUTpO AMArHOCTUYHO MEAMIIMHCKO H3JENIME€ 3a OLEHKa Ha
JIEUCTBUETO" € WH BUTPO AMArHOCTUYHO MEIUIUHCKO HW3AENNE, MPEAHA3HAYEHO OT
MPOU3BOJUTENSI 3a MPOBEXKJAHE HA €IHO WM TOBEYE H3CIEABAaHUS 32 OIEHKA Ha
JIEHCTBUETO, MPOBEKIAHN B JIAOOPATOPHS 3a MEIUIIMHCKU W3CJICIBaHUS WU B Jpyra
MOAXOAAIIA Cpeia U3BbH MSCTOTO Ha MPOU3BOJICTBO.
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14. "Undopmupano cbriacue" € BOJCU3SIBICHUE HA JIEeCIIOCOOHO JIMIIE WIIN
HAa 3aKOHEH MPEACTaBHTE] HAa HEJCeCIOCOOHO JIUIE, ¢ KOETO € M3pa3eHO ChIJlacue 3a
yyacTue B KIMHUYHO M3MIHUTBaHE, CJeJ KaTo JUIETO € MoApoOHO MHGOPMHUPAHO 3a
CBIIHOCTTA, 3HAYEHUETO M PHCKOBETE OT M3MUTBaHETO. MH(MOpMUPAHOTO Chriacue € B
nucMeHa (popma U ChIbprKa MOJIUC HA JIUIETO U Aata. [Ipu HeBb3MOKHOCT Ha JHIIETO J1a
u3pas3u ChIVIACHETO CH B MucMeHa (Gopma MHDOPMHPAHOTO ChIVIacCHE MOXE Ja Oble
JaJICHO YCTHO B MMPUCHCTBUETO HAW-MAJIKO Ha €NH CBUJIETEIL.

15. "KamubpaTtop ¥ KOHTpOJIGH MaTepuan"' € BEIIeCTBO, MaTepuasl WU
u3Jienye, MNpeJHa3HAYeHO OT TMPOU3BOJAUTENSI 3a YCTAHOBSIBAHE HAa W3MEPBATEIIHU
ChOTHOIIICHUS WM 3a IMPOBEpKa HAa PAOOTHHUTE XaPAaKTEPUCTHKU HA HWH BHUTPO
JUArHOCTHUYHO MEIUIIMHCKO U3/IeNTUE B ChOTBETCTBHE C MIPEIHA3HAYCHUETO MY.

15a. (moBa - /IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) "Knuaunuau
maHHu" e wuHdopmanuara, chOpaHa mnpu ynoTpebaTa Ha H3ACIUETO OTHOCHO
0e30MacHOCTTa U/HUH IeHCTBUETO My. KITMHUYHNATE JaHHH Ce TIOJydJaBaT OT:

a) pe3yiTaruTe, MOJyYeHU MPU MPOBEXKIAHETO HA KIMHUYHO M3MHUTBAHE HA
M3MUTBAHOTO MEJIUIIUHCKO U3/CIINUE, UITH

0) JaHHM OT KIMHUYHO/KIMHUYHU HM3MUTBAHE/M3MUTBAHUS WIA JaHHU OT
JIPYTH TIPOYYBaHUs, MyOJIMKYBAaHU B HAyYyHATa JIUTEPATypa, BHPXY MOJA00HO MEAUITUHCKO
U3JIeNKe, 32 KOETO EKBUBAJIEHTHOCTTA C U3MUTBAHOTO U3EIINE MOXKE J1a C€ IOKaXKe, TN

B) MyOJIMKyBaHH ¥W/WIIA HEMyOIMKYBaHH JOKJIAJH OT APYT KIMHUYCH OITUT HA
U3MUTBAHOTO M3JENHMe WJIM Ha TMOJOOHO MEAMIIMHCKO U3JeNHe, 3a KOEeTO
€KBUBAJICHTHOCTTA C U3MUTBAHOTO U3/CIINE MOXKE J1a CE JOKaXKeE.

16. "Koopaunupaimi wu3ciaenoBaren" € JIMIETO, KOETO KOOPJIUHHUpPA
W3CIIEIOBATEINTE MPU MTPOBEXKIaHE HA MHOTOLICHTPOBO KJIMHUYHO U3ITUTBAHE.

17. "Kopurupamu aeicTBusa’ Morar ja BKJIHOYBAT: U3TEIISIHE HA U3JIEIUETO,
MyCHATO B JEHCTBUE; U3[]JaBaHE HA NMCMEHA MPENOPHKA, B KOSITO CE OMUCBAT MEPKUTE,
KOUTO TpsAOBa J1a ce mpearnpreMar; AOMbIHUTEIHO MpOoceasiBaHe Wik Moaudukamus Ha
W3JIeNTNETO, yCHATO B ICKCTBUE, C 1€ TOA00PsIBaHE HA XapaKTEPUCTUKHUTE U JICUCTBUETO
My; IPOMSIHA B POEKTA, TPOMSHA Ha OT/ICTTHH KOMIIOHEHTH Ha U3JIETUETO WU IPOMSIHA B
MPOU3BOJICTBEHUS TIpolleC TpH OBACIIOTO TMPOM3BOJACTBO HAa TOJAOOHU H3JEIHS;
M3MEHEHHE Ha ChbPKAHUETO Ha €TUKETa WM Ha MHCTPYKIUATA 32 ynoTpeda U ApyTH.

18. "Kputnuen ananus" e:

a) KpaTKo OMHCaHWE Ha METUIIMHCKOTO U3JENUe - MpeIHa3HaueHO JeHCTBYE,
THII, XapaKTEPUCTUKH;

0) aHanu3 Ha Moj0paHaTa IUuTeparypa U Ha BCHUKH HAJTMYHU JaHHH,

B) KPUTHYEH aHAIW3 Ha WACHTU(QHUIMPAHUTE BpeIW NpH yrmoTrpedata Ha
U3JIEINEeTO, HA CBBP3aHUTE C TSAX PHUCKOBE U MOAXOMAAIIM MEpPKU 3a 0e30MacHOCT MO
OTHOIIIEHUE Ha TAIMEHTH, MEAUIIMHCKH TIEPCOHAT U TPETH JIUIIA,

) METoAM 3a TOoa0Op Ha U3MON3BAHUTE JIUTEPATYPHH W3TOYHUIIH,
MPUWIOKEHUTE CTAaTUCTHYECKH METOAM 3a aHaju3, METOJIWTE 3a OIleHKa, TUMa W
MPOIBIDKUTETHOCTTa HAa MPOYYBAHETO, XETEPOTEHHOCT HAa BKIIOYEHATa B MPOYYBAHETO
MO yJIaIls,

1) KpaiiHa OIIEHKa Ha MoJi3aTa OT ynorpebara Ha M3ENUETO CIPSIMO PHUCKA,
KaTo C€ OTYMTAT MOCTIKCHHATA HA CbBPEeMEHHATa HayKa M MEIUIIMHCKA MTPAKTHKA;

€) 3aKIIF0YEHHE, B KOETO Ce IIOCOYBA JJAJIH Ca U3ITBJIHEHU LIEJIUTE Ha 3JaHUETO,
uaeHTU(UKAIMS Ha TPA3HOTH B OIGHKaTa Ha CHOTBETCTBHETO HA H3JEIHETO ChC
CBHIIECTBEHUTE U3MCKBAHUS MO OTHOIIIEHUE HA OE30MaCHOCT U MPeIHA3HAYCHO KIMHUYIHO
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NeiicTBUE M, NMPU HEOOXOAMMOCT - apryMEHTalusi 3a MPOBEXIaHE Ha KIMHUYHU
M3MUTBAHUSA - LIEJIH U [JIaH HA U3MUTBAHETO.

19. "JIuue, ycTaHOBEHO HA TEPUTOPHUATA HA IbpPKABa YJICHKA WM Ha JbprKaBa
oT EBponeickoTo MKOHOMHMYECKO MPOCTPAHCTBO'" € MpaBeH CYOEKT, perucTpupaH Io
IPaXXAAHCKOTO WJIM ThPrOBCKOTO 3aKOHOAATENICTBO HA AbprKaBa WICHKA WU IbpiKaBa OT
EBpomneiickoTo MKOHOMHYECKO MPOCTPAHCTBO WM Ch3JaJCH MO CHJIaTa HAa HOPMATHUBEH
aKT, KOWTO MMa CeJaIUIIE U aJpec Ha yNpaBJieHHUE B Abp)KaBa WiICHKA WIH B AbP)KaBa OT
EBporieiickoTo NKOHOMUYECKO ITPOCTPAHCTBO.

20. "JIuyHO mpeamasHO CPEICTBO" € BCSIKO YCTPOMCTBO WM CPEACTBO,
MpeHa3HAYEHO Jla Ce M3MO0JI3Ba OT JIMIIE, 3a Ja T'o Mpejra3Ba OT €JHa WU TOBEeYe
BB3MOKHHM OIIACHOCTH, 3aIUIalllBallldi HEroBOTO 3jApaBe U Oe3zomacHocT. Karo nuunu
MIpeAna3Hu CPEeICTBA CE OMPEACIIAT ChIIO U:

a) CBBKYIIHOCT OT YCTpPOICTBa WJIM CpEACTBA, B3aUMHO CBBP3aHU OT
MIPOU3BOJUTEISI, C e Ja MPe/Ia3BaT €IHO JIMIE OT €IHa WJIM MHO>KECTBO OMAaCHOCTH,
KOUTO MOTAaT Jia e MPOsBABAT €AHOBPEMEHHO;

0) mpeana3Ho yCTPOMCTBO MITU CPEICTBO, CBBP3aHO HEICTMMO HITH JCITUMO C
JUYHO CpeACTBO 0e3 3amMTHA (DYHKIHMS, M3MOJI3BAHO OT JIMIIETO 32 M3BBPIIBAHE Ha
omnpezaeneHa JeHHOCT;

B) 3aMEHSEMH ChCTAaBHU YACTH Ha €IHO JIMYHO MPEa3zHo CPEJICTBO, KOUTO ca
OCHOBHH 32 HETOBOTO MPABWIIHO (PYHKIIMOHUPAHE U KOUTO C€ M3IOJI3BAT SAMHCTBEHO 3a
TOBA JINYHO MPEJINa3HO CPEICTBO.

21. (m3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) "Menuuuncko
uznenue" € HMHCTPYMEHT, amapar, ypen, codTyep, MaTepuan WIH APYro H3Jeiue,
U3I0JI3BaH CAMOCTOSTEITHO HITM B KOMOWHAIIHS, BKIIOYUTEIHO coPTyep, MpeaHa3HAYeH OT
MIPOU3BOIUTENS a ObJe U3MONI3BaH CHIEHU(PUIHO 32 TUATHOCTHUYHU W/WUJIH TepaneBTUYHU
e W HEOOXOAWM 3a IMpaBWJIHATA MY YyIOTpeOda, KOWTO HE MOCTHTa OCHOBHOTO CHU
NEeNCTBUE MO MpeJHa3HAYeHHE BHB WM BBPXY YOBEIHIKOTO TsUIO MO (hapMaKOJIOTHUYEH,
MMYHOJIOTMYEH WJIM METAa0OJIUTEH ITbT, HO MOXKE J1a Ce MOJAINoMara 1mpu CBOETO JACHCTBUE
OT CpPEJICTBA C TaKbB €(PEeKT, U KOWTO € MpeAHa3HAuYeH OT MPOU3BOAUTENS Ja Ce Mpuiara
P XOpa ¢ Le:

a) TMarHOCTHKa, MpoduIaKkTHKa, HAOII0eHHe, JeUeHHe WK 00JieKyaBaHe Ha
3a00/11BaHHUS;

0) IuarHocTHka, HaOIIeHNe, JIeYeHHe, 00JIeKYaBaHe MM KOMIIEHCUPaHe Ha
TpaBMHU UM UHBAJUIHOCT;

B) M3ClIe[IBaHE, 3aMsHA WJIM KOPEKIMS Ha aHAaTOMHYHAa YacT WU
(bu3noNornyYeH Nporec;

') KOHTPOJ BbPXY MpoIieca Ha 3a0peMeHsIBaHe.

22. (u3m. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) "MenuuuHcko
H3JIeNINE 3a KIMHUYHO M3NUTBaHE" € MEIMIIMHCKOTO M3JeiMe 1o wi. 2, ain. 1, T. 2 u 3,
MpeHA3HAYEHO /1a C€ M3MO0JI3Ba OT MEAMIIMHCKU CIEIHUAIMCT WM OT JIPYT CHEIUaJIUCT,
KOUTO TIPUTEXKABAT TMOJXOJAIIA 32 I[EIUTe Ha H3MUTBAHETO KBaMM(HUKAIMSA, TIpU
MPOBEXK/IaHE HA KIIMHUYHU M3MUTBAHMS B JICUEOHO 3aBEICHHUE 32 TIOCTHTAaHE Ha IeTa 10
1. 32.

23. (m3m. - [IB, 6p. 110 ot 2008 r.) "MeauuuHcKo u3aenue, n3padoTeHo Mo
MOopbhUKa" € MEAUIMHCKO U3JeIHe 1Mo wi. 2, ain. 1, T. 2 unau 3, mpou3BeIEHO 10 MUCMEHO
3alaHle Ha KBATH(PHUITUPAH MEAUIIMHCKHA CHECIUAINCT WIM Ha JIMIE C TOAXOJAIIa
npodecuoHanHa KBamU(pUKALKA, C KOETO C€ OMNpPEeNeNarT CHenupUIHUTE MPOSKTHU
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XapaKTePUCTUKH Ha HM3JICIUETO W NPEeIHAa3HAYCHHUETO MY 3a YIoTpeba OT KOHKpETeH
MAalKEHT, U 32 KOETO TOM HOCHU OTTOBOPHOCT.

CepuiiHO TPOM3BEACHHUTE H3JCIUs, agalNTHpPaHU C IEJI Ja OTTOBOPST Ha
crenupUIHA U3UCKBAHUS HA METUITMHCKY CIICIIHATTUCT WK Ha IPYT 00y4YeH MOTpeOuTeN,
HE ca U3JIeusl, U3pa00TEeHHU 10 TOPHYKA.

24. "MHOro1eHTPOBO KJIMHUYHO U3MUTBaHE" € KIMHUYHO U3MHUTBAHE, KOETO
Ce MPOBEXJa MO €AWH IUIaH, HO B MOBEYE OT €AWH M3CJICIOBATEICKH LIEHTHP/ICYEOHO
3aBeJICHUE U OT MOBEYE OT €IMH u3ciienoBaren. M3cienoBareackure HeHTpoBe Morar Ja
OB/IaT pa3MoJIOKEHU HAa TEPUTOPHUATA HA €/THA IbpKaBa WICHKA, B TIOBEYE OT €/IHA Ibp)KaBa
YJICHKA WIH B IbPKaBU WICHKH U B TPETU IbPKABH.

25. "HabOmrogaBamr" e yuile, Ha3HAYEHO OT BB3JIOKHUTEA, KOETO HaOIIomaBa
Jany KJIMHAYHOTO M3MUTBAHE HAa BCEKM €Tall C€ MPOBEXJ]a, 3alucBa MU JIOKJIAJIBa B
CBOTBETCTBHE C IIJIaHA, ChbC CTAHJIAPTHUTE ONEPATUBHU NpoleypH, ¢ JloOpaTa KIMHUYIHA
MpaKkTUKa U C MPUIIOKUMUTE KOHTPOJIHU U3UCKBAHUSI.

26. "He3zaBUCUMO OT BB3JOXKHUTENA Julle" € (PU3MUECKO JHIE, KOETO €
3alI03HATO C XAPAKTEPUCTUKHUTE U JCUCTBHETO HA MEAMIIMHCKOTO HW3JeNue, OOCKT Ha
KIIMHUYHOTO U3MHUTBAHE, U C METOJIOJIOTHATA Ha MPOBEXAaHE Ha KIMHUYHO U3ITUTBAHE U €
(hMHAHCOBO HE3aBUCUMO OT BB3JIOKHUTEIISL.

27. "llnan Ha KIMHUYHOTO H3MOMUTBaHE" € JIOKYMEHT, ONMCBAall LEIUTE,
J3aitHa, METOAO0JOTUSTA, CTATUCTUYCCKUTE METOIM U OpTraHU3AIUATA HA €THO KIIMHUYHO
H3IHUTBAHE.

28. '"llpennasnauenune" e ymorpebara, 3a KOSITO € TNPEIHA3HAYCHO
MEAMIIMHCKOTO H3JENMe ChIVIACHO MPEJOCTABEHUTE OT IMPOU3BOJUTENS JIaHHU BBHPXY
€THKeTa, B MHCTPYKIUATA 32 yoTpeOa 1/Mii B PEKIAMHU MaTEPUAIIH.

29. "llpunamyiesxxHocT" € u3AeNne, KOETO HE € MEAUIIMHCKO HU3JeNIhe, HO €
CIIELMATTHO TIPEAHA3HAYEHO OT MIPOU3BOAUTEINS MY 3a U3MOJI3BAHE 3a€HO C MEIUIIMHCKO
u3enue, ¢ Uel MEIUMUUHCKOTO W3JeNHe Jla C€ H3MO0J3Ba IO OINPEAEeNIeHOTO OT
MIPOU3BOUTEIISI MY TIPEIHA3HAUCHHE.

29a. (woBa - IB, 6p. 39 ot 2011 1., B cunma ot 01.01.2012 r.) "[Iponaxna nena"
€ IeHaTta 3a OpoWka WM 3a OMNPEIEICHO KOJMYECTBO, BKIIOUBAIA JaHBK BBPXY
Jo0aBeHaTa CTOMHOCT U BCUYKH JIOIIBIHUTEIIHH JaHBIH U TAKCH, Ha KOATO MEAUIIMHCKOTO
U3JIeNe ce Tpeyiara Ha moTpeouTersi.

30. "[IpousBoauren" e BCIKO (PU3NYECKO MU FOPUANYECKO JIULE, KOETO:

a) oOTroBaps 3a MPOEKTHPAHETO, MPOU3BOACTBOTO, OMAKOBAHETO U
€TUKETHUPAHETO HAa MEAUIIMHCKO U3JIEINe, MPEau Ja ro MyCHE Ha Ia3apa OT HErOBO UMeE
WM C HEroBa THProBCKa MapKa, HE3aBUCHUMO JalM TE3HW OIEpalliyd CE€ M3BBPIIBAT OT
CaMOTO JIUILIE, WM CE U3BBPILBAT 32 HETO OT TPETO JIULIE;

6) (u3m. - JIB, 6p. 110 or 2008 r.) KOMIUIEKTyBa, OIMakKoBa, 0OpabOTBa,
HAI'BJIHO MPEPadOTBa W/UIU €TUKETHPA €IHO WM MOBeUe TOTOBH METUITMHCKU W3NS
W/AITM € OTTOBOPHO Jia OMpEIeNd TIAXHOTO MpeTHA3HAUYCHHUE C IIeJT TyCKaHe Ha Ima3apa 3a
I'bPBU BT OT HETOBO UME.

dusznuecku WM IOPUANYECKH JUIA, KOUTO KOMIUIEKTYBAT WJIM aJarnTUpaT
MyCHaTH Ha Ma3apa MEIWLMHCKU M3JeNHs 32 KOHKPETEH MallUeHT B ChOTBETCTBHUE C
TAXHOTO MpeIHA3HAuYEHNE, HE Ca TMPOU3BOIUTEIN IO CMUCHJIA HAa TO3U 3aKOH.

31. "Ilyckane B feiicTBue" € eTambT, MPU KOMTO TrOTOBO 3a ymorpeba 1o
npeHa3HauYeHuEe MEIUIIMHCKO M3ENINE Ce MPEOCTaBs 3a MbPBH BT B IbprKaBa YIeHKA
WIH B IbpKaBa 0T EBpONEiicKOTO MKOHOMUYECKO MPOCTPAHCTBO HA KpaHUS MOTPEOUTEN.
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[Iyckane B JeiicTBHe Ha AaKTUBHO HMIUIAHTUPYEMO MEIUIMHCKO U3JENUE €
IPEOCTaBsIHETO MY Ha KBATM(PHUIMPAH MEIUIIMHCKH CIEIMAIHCT 332 UMILIAHTHPAHE.

32. "IlyckaHe Ha ma3apa" € IbpBOTO MPEAOCTABIHE 32 PA3MPOCTPAHEHUE U/HITH
yrnorpeba Ha Tepuropusara Ha EBpomneiickus chio3 U Ha TepuTopusra Ha EBpomneickoTo
MKOHOMMYECKO MPOCTPAHCTBO CpELLy 3alljiallaHe Wik Oe3IUIaTHO Ha HOBO HJIM HAITbIHO
OOHOBEHO MEIUIIMHCKO WU3JEIHUE, C U3KII0UYEHNE HA MEIULIMHCKO U3ENINE 32 KIMHUYHO
M3MUTBAHE U HA UH BUTPO JUArHOCTUYHO MEAMIIMHCKO U3elne 3a OIICHKa Ha JIEHCTBUETO.

33. "Cepuo3Ho yBpexaaHe Ha 37paBeTo” €:

1. xuBOTO3acTpallIaBaio ChCTOSHUE WX 3a00JIIBaHe, U1K HapaHSBAHE;

2. TpaifHO yBpeXJaHe Ha KH3HEHA (QYHKIUS WM Ha YOBEIIKHA OpraH WX Ha
ThKaH;

3. CbCTOSIHKE, KOETO Hajlara MEIUIIMHCKA [TOMOL] WJIK XUPypruyecKka Hameca,
3a J]a ce MPeOTBPATAT YBPEKAAHUATA 110 T. 2.

34. "CpaoBe 3a ChbXpaHEHHE Ha MPOOM OT YOBEHIKOTO TsUIO" ca WH BUTPO
TUArHOCTHYHU MEIUIIMHCKU W3JIeHs, HE3aBUCUMO Jajl ca BaKyyMeH THI WIH HE,
CHEHATHO MPEJHA3HAYCHH OT IPOU3BOIUTENS 32 ITbPBOHAYAIHO CHOMpPAaHE U ChXpaHEHUE
Ha MPoOU OT YOBEIIKOTO TSAJIO 32 UH BUTPO AMATHOCTUYHH U3CIICBAHUS.

35. "CepluecTBeHa NMpoMsiHA B TUIaHA HA KJIMHUYHOTO HM3MHUTBaHEe" € BCsKa
npoMsiHa B IJlaHa W/WIKM B HH(OpManusTa B CHI'BTCTBAIIATa JOKYMEHTAlUs, KOSTO
HOBJINSABA:

a) 6e3omacHOCTTa WM (pU3MUecKaTa U MCUXUYecKaTa HEMPUKOCHOBEHOCT Ha
YYaCTHULUTE;

0) HayyHaTa CTOMHOCT Ha U3MUTBAHETO;

B) IIPOBEX/IAHETO UJIM OPraHU3alUATa HA U3MUTBAHETO.

35a. (HoBa - /IB, 6p. 38 oT 2015 r., B cuyta ot 26.05.2015 r.) "Tpera apprxaBa"
€ BCSIKA IbprKaBa, KOSITO HE € 4iieH Ha EBpomnelickus chbio3 WM HE € JbpiKaBa - CTpaHa 1o
Crniopazymenueto 3a EBponeiickoTo HKOHOMHYECKO MpocTpaHcTBo, win KoHdeneparus
[IIBeriapus.

36. (u3m. - /1B, 6p. 54 o1 2012 r.) "T'bproBus Ha IpeOHO" ca BCUUKU IEHHOCTH
10 NMpuA00KMBaHe, ChXpaHsIBaHE U MPo1ax0a Ha MEIULIMHCKU U3/IEIHs Ha HACeJIEHUETO.

37. (u3m. - 1B, Op. 54 ot 2012 r.) "T'sproBust Ha eApo" ca BCUUKU JEHHOCTH
1o NpuAoOMBaHe, ChXpaHsiBaHe, CHa0siBaHe, BHOC WM U3HOC HAa MEAUIIMHCKY U3/ENus C
1es npojaaxo0a, ¢ M3KIIOYEHNE Ha CIyd4auTe Ha NPeOoCTaBsiHE HAa MEIUIIMHCKU M3JeNus
JUPEKTHO Ha HACEJIEHHUETO.

38. (m3m. - 1B, 6p. 110 ot 2008 r.) "YmbiHOMOIIEH THpeacTaBuTen" e
(bU3NYECKO WU IOPUUYECKO JINLIE, YCTAHOBEHO HAa TEPUTOPHUSTA Ha IbPKaBa YJICHKA WU
IbpkaBa 0T EBponeiickoTo HKOHOMHYECKO MPOCTPAHCTBO, U3PUYHO YII'BIHOMOILEHO OT
MIPOU3BOJUTENS Ja JIEHCTBAa OT HErOBO MME€ M 3a HEroBa CMETKa IMpe]] peryjlaTopHHUTE
OpraHM Ha [IbPKAaBUTE UIEHKM WU PETyJaTOPHUTE OpraHd Ha JIbpPKABUTE OT
EBpomneickoTo MKOHOMHYECKO MNPOCTPAHCTBO MPU M3MBIHEHHE Ha 3aJbDKEHUS Ha
IIPOU3BOJUTENS IO TO3U 3aKOH.

§ la. (HoB - JIB, 6p. 13 ot 2026 1., B cuna ot 03.02.2026 r.) 3a uenute Ha
riaBa mecta "a" ce mpuiarar onpenenenusTa rno wi. 3 u 4 ot Pernament (EC) 2023/988.

§ 2. (U3m. - IB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) To3u 3akoH
BbBeXJa pasnopenoure Ha upextua 90/385/EMO nHa CwBera ot 20 romu 1990 r.
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OTHOCHO CcOJIMKaBaHe Ha 3aKOHOJATEJICTBOTO HAa IbP)KAaBUTE UJICHKH, CBBP3aHO C
AKTUBHUTE WMIUIAHTUPYEMH MEAMIIMHCKU M3ENHs, MOCIeIHO H3MEHeHa ¢ JlupekTuBa
2007/47/EO na Esponeiickust mapinameHT W Ha CbBera oT 5 cenremBpu 2007 T. 3a
u3menenne Ha JupextuBa 90/385/EMMO nHa CpBeta OTHOCHO cONMkKaBaHe Ha
3aKOHOJATEJICTBOTO HAa ABP)KABUTE YICHKH, CBBP3aHO C AKTUBHUTE HMIUIAHTUPYEMHU
MeaunuHCcKu m3aenus, Ha JupektuBa 93/42/EMO nHa ChBeTa OTHOCHO MEIAMIIMHCKHTE
n3nenus u Ha JlupektuBa 98/8/EO oTHOCHO myckaHeTo Ha maszapa Ha owonuau (OB, L
247/21 ot 21 centemBpu 2007 1.), Ha AupextuBa 93/42/ENO na CoBeta ot 14 roan 1993
I'. OTHOCHO MEIUIIMHCKUTE W3JeNus, rmociaeano u3menena ¢ Jupexkrusa 2007/47/EO nHa
EBponeiickus mapnament u Ha CwbBera, u Ha [lupextuBa 98/79/EO na EBpomeiickus
napiaMmeHnT 1 Ha CbBera oT 27 OKTOMBpHU 1998 r. OTHOCHO JUAarHOCTUYHUTE MEAUIMHCKH
u3zenus in vitro, nocienHo uaMmenena ¢ Permament (EO) Ne 1882/2003 na EBponeiickus
napiaMeHT U Ha CobBera oT 29 centemBpu 2003 r. 3a ajgantupaHe KbM Perienue
1999/468/EO na CbBera Ha pa3nopeadUTe OTHOCHO KOMHUTETHTE, KOWTO IOJIIOMAarat
Komucusita npu ynpakHSBaHETO Ha M3MBIHUTEIHUTE M MPABOMOIIMS, ONpPEACTICHH B
aKTOBETE, KOMTO MOJJIeKAaT Ha Mpoleaypara, mnocouena B wi. 251 ot JloroBopa 3a
EBporneiickara oOIIHOCT.

§ 3. (1) HaumeHnoBaHusATa U pErUCTPALlMOHHUTE HOMEPA HA XapMOHU3UPAHUTE
eBpONecKH CTaHIapTd M Ha MoHorpapuure Ha EBpomneiickara Qapmaxomnes 3a
MEIUIUHCKUTE U3enus ce myonukysar B "Odununanen BecTHuK" Ha EBponelickust cbio3.

(2) XapMOHM3UpPAHUTE EBPOICHCKH CTaHAAPTH C€ BbBEXAT UIEHTUYHO Ype3
nyOlIMKyBaHe Ha TEKCTa Ha CTaHJapTa B IPEBOJ Ha OBJIrapCcku €3UK MU upe3
HNOTBBpPKAAaBaHE 3a IpuUJaraHe KaTo OBJrapcKu CTaHIapT IO peda Ha 3akoHa 3a
Hal[MOHAJHATa CTaHAAPTU3ALIUA.

(3) HaumeHoBaHMATa M pETUCTPAllMOHHUTE HOMEpa Ha OBJITapcKUTe
CTaH/apTH, BBBEXKJIAIIM XapMOHHM3UPAHWTE €BPONEWCKH CTaHAApTH, ce MyOnMKyBaT B
opunumanHus OroNeTHH Ha JbpXaBHAaTa areHIMs 3a METPOJIOTUS U TEXHUYECKH HaJI30p,
KaTo Mpu MyOJIMKYBAHETO 3aAbKUTEIHO C€ MOCOUBA Bpb3KaTa ChbC ChOTBETHATA Hapeada
o ui. 18.

§ 4. (1) C obmuTe TeXHUYECKHU CrieU(UKALINN CE OMPEesIT N3MCKBAHUS 32
OIIEHKAa W TIPEOIIeHKa Ha JIEHCTBHETO, ITyCKAHETO Ha Ma3apa W/WIM MyCKaHEeTO B JCHCTBUE
Ha MapTHIH, peepeHTHH METOIU U peepeHTHN MaTepUaIM 3a UH BUTPO JUATHOCTUYHU
MEIUITUHCKH U3]IEIHS.

(2) OOmmre TexHuuecku cnenudukanuu ce myodnaukysar B "Oduuuanexn
BecTHUK'" Ha EBpormelickust cbio3.

§ 4a. (Hos - /IB, 6p. 38 o1 2015 1., B cuna ot 26.05.2015 1.) U3nbJIHUTETHUST
nupekTop Ha MAJI Moxe na Bb3j1ara CBOM MPABOMOIIMS MO TO3M 3aKOH HAa 3aMECTHHUK-
W3NbJIHATENHUSA qupekTop Ha MAJL

§ 46. (Hos - /1B, 6p. 84 ot 2018 r., B cuia ot 12.10.2018 r.) (1) AbpxaBHUTE
OpraHu IO TO3U 3aKOH OCUTYPSBAT BB3MOXHOCT 3a MpPEJOCTaBsiHe HA MH(OpMAIHS U 3a
npreMaHe Ha 3asBJIICHUS H JOKYMEHTH IO TO3H 3aKOH TI0 €JIeKTPOHEH IThT MPH YCIOBHATA
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u o peaa Ha Permament (EC) Ne 910/2014 na EBponeiickus napiameHT u Ha ChBeTa OT
23 tonmu 2014 r. OTHOCHO €NIeKTPOHHATa UACHTH(PHUKAINSA U YAOCTOBEPUTEIHUTE YCIYyTH
IOpU EJIeKTPOHHM TPAHCAKLUMU Ha BBTPEIIHUS Ma3ap M 3a OTMsHa Ha JlupektuBa
1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 r.) n Ha 3aKOHa 3a EJIEKTPOHHUS TOKYMEHT
U €JICKTPOHHUTE YIOCTOBEPUTENIHU YCIIYTH M 3aKOHA 32 €JIEKTPOHHOTO YIIPABIICHUE.

(2) IIpenocraBsHero Ha HH(OPMAIUs W NPHUEMAHETO HA 3asABJICHUS H
JOKYMEHTU M0 €JIEKTPOHEH IbT CE M3BBPLIBAT CIJEJ OCUTI'YpsSBaHE HA CBHOTBETHHUTE
TEXHUYECKH M OPraHU3alMOHHH YCIOBHUS, KAKTO ¥ HA CbOTBETHUTE ITPOrPaMHU IPOILYKTH.

IIpexoanu u 3aK/JII0YUTETHU pa3nopeadu

§ 5. (1) TeproBuuTe, HOJYYUIIN pa3pelieHre 3a ThPrOBUS Ha €pO C JICKapCTBa
- MEAMIIMHCKY U3eNus, u3anaeHo ciuen 29 aexkemspu 2002 r. o pesia Ha OTMEHEHHUsI 3aKOH
3a JIeKapcTBaTa M anTeKuTe B XyMaHHaTa MeaunuHa (o6H., JIB, 6p. 36 ot 1995 r.; 6p. 61
oT 1996 r. - Pemenue Ne 10 na Konctutynuonnus cb1 ot 1996 r.; uzm., 6p. 38 ot 1998 r.,
op. 30 or 1999 r., 6p. 10 ot 2000 1., 6p. 37 or 2000 1. - Pemenue Ne 3 Ha
Koncturymmmonnus cpa ot 2000 1.5 u3Mm., 6p. 59 ot 2000 1., 6p. 78 oT 2000 T. - Pemenue
Ne 7 na Koncruryumonnus csa oT 2000 r.; u3m., 6p. 41 ot 2001 r., 6p. 107 1 120 ot 2002
r.; motmp., op. 2 ot 2003 r.; u3m., 6p. 56, 71 u 112 ot 2003 r., 6p. 70 1 111 ot 2004 1., Op.
37,76, 85, 87,99 u 105 ot 2005 r., 6p. 30, 31, 34, 75 u 105 ot 2006 r.; oT™m., /IB, Op. 31
ot 2007 r.), moJaBaT B CPOK /10 TPU MECELIAa OT BJIM3AHETO B CUJIa HA 3aKOHA 3asBJICHUE 110
oOpa3zerr 3a ciy>ke0HO BIIMCBAHE B PETUCTbpa MO Wwi. 81, KbM KOETO MpHJiaraT J0KyMEHTHUTE
mo un. 78, an. 1, 1. 1 u 2, an. 2, 1. 3 u 4, u nexyapaius, 4e He € HaJIHUIlEe MPOMsIHA B ajipeca
Ha TIOMENICHUSTA 32 ChXPaHEHUE U ThProBUSL.

(2) B cpox mo 30 nHuM OT mojaBaHe Ha JOKyMEHTauuara no ai. |
M3MBIHUTETHUAT aupektop Ha MAJl uznmaBa paspelneHuwe 3a THPrOBUS Ha €Ipo C
MEAWIIMHCKHU H3CITHS.

(3) C uznaBane Ha pa3pelieHrueTo o all. 2 ce MpeKpaTsBa u31aJeHoTo Mo peaa
Ha OTMEHEHUs 3aKOH 3a JICKapCTBaTa U alTeKUTEe B XyMaHHATA MEAWIIMHA Pa3pelieHue 3a
THPTOBHS Ha €pO.

§ 6. TvproBuuTe, MOTYyYHIN 0€3CPOYHO pa3pEIICHHE 3a THPTOBUS Ha €APO C
neKapcTBa, usnaneHo ciuen 29 gexemspu 2002 r. mo pema Ha OTMEHEHUs 3aKOH 3a
JeKapcTBaTa M anTeKUTe B XyMaHHaTa MEAMIIMHA, KOMTO ThPryBaT U C MEIULUHCKU
W3JIENNs, TI0JaBaT 3asBJICHUE U JOKYMEHTALlMs 3a pa3pelleHue 3a ThProBHUs Ha €1po ¢
METUIIMHCKH U3JIENHS TI0 Pe/ia Ha TO3M 3aKOH B cpok 10 31 nexemBpu 2007 1.

§ 7. TeproBuuTe, NOTYyYMIH OE3CPOUYHO pa3pelieHre 3a ThProBUs Ha eApo C
JeKapcTBa, usganeHo npeau 29 nexemspu 2002 r. mo pega Ha OTMEHEHHs 3aKOH 3a
JeKapcTBaTa M anTeKUTe B XyMaHHaTa MEIUIMHA, KOUTO THPryBaT C MEIUIUHCKU
W3JIENNs, TI0JaBaT 3asBJICHUE U JIOKYMEHTALMs 32 pa3pellieHue 3a ThPrOBHs Ha €4po C
MEJIUIIMHCKY U3JIeNIHS 0 pella Ha TO3M 3aKOH B cpok 110 31 nexemBpu 2007 1.
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§ 8. 3agBneHus 3a HW3AaBaHEe Ha pa3pelleHUs 3a THProBUS HA €Ipo C
MEAMLMHCKHU W3/€IMs, OJAJEHH IO BIM3AaHETO B CHUJIAa HA TO3M 3aKOH, C€ pas3riexjaaT 1
MPUKIIIOYBAT MIPH YCIOBUSATA U 110 pea, MPEABUICHU B HETO.

§ 9. (1) Usnanenute o peaa Ha OTMEHEHUS 3aKOH 32 JICKAPCTBATa U alITEKUTE
B XyMaHHaTa MEAWIIMHA paspelnieHus 3a ynoTpeba Ha METUIIMHCKH HW3JEIUs Ce
MIpEKpaTsABAT OT JaTaTa Ha BJIM3aHE B CUJIa HA 3aKOHA.

(2) IlpousBoauTtenute 1o wi. 29, ain. 1 1 2 Ha MEAUITUHCKH U3/1EIHs, HA KOUTO
€ MPEKPATeHO pa3pelIeHUueTo Mo peAa Ha al. 1, mojaBar yBeAOMIIEHHE MO oOpasel] 10
W3MBJIHUATETHUS JupekTop Ha MAJI B cpok 10 TpU Mecelia OT BIIM3aHETO B CHJIA HA 3aKOHA.

§ 10. HanmuauTte KoIW4ecTBa MEAUIIMHCKH H3ACIHS, KOUTO HSIMAT OLICHEHO
ChOTBETCTBUE ChC CHINECTBEHUTE HW3HCKBaHUS o pena Ha aupektuBu 90/385/ENO,
93/42/EO u 98/79/EO B ckiagoBe 3a ThProBUsS HA €IpO, alTE€KH, APOTEPUU, ONTHKU U
JIPYTH ThPTOBCKH OOCKTH, MOTAT JIa C€ TIPOAaBaT A0 U3YEPIIBAHETO UM, HO HE TIO-KBbCHO OT
€/IHa TOJIMHA OT BJIM3aHETO B CHJIa HA 3aKOHA.

§ 11. MeaunuHcKku W3aenusi C€ Ch3/aBaT, ChbXpaHSABAT M OOHOBSIBAT KaTO
JI'bP’KaBHU PE3EPBU U BOCHHOBPEMEHHHM 3allacy IPU YCIOBUSTA U IO pela Ha 3aKoHa 3a
IbP)KAaBHUTE PE3EPBU M BOCHHOBPEMEHHUTE 3allaCi U Ha aKTOBETE€ 110 HEroBOTO
MpuaraHe.

§ 12. MuHHCTEPCKUAT CBBET H3BBPIIBA MPOMEHU B YCTPONWCTBEHUTE
npaswiHUIY Ha MAJI u Ha [Ibp:kaBHATA areHIUs 3a METPOJIOTMYEH U TEXHUYECKH HAA30D
B TPUMECEUYEH CPOK OT JIeHS Ha 00HAapOBAaHETO Ha 3aKOoHa B "J[bp)kaBeH BeCTHHUK'.

§ 13. Ilom3akoHOBUTE aKTOBE MO MPHUJIATAHETO HAa 3aKOHA C€ W3/IaBaT B 6-
MeCceUeH CPOK OT JIeHs1 Ha 0OHapoaABaHeTO My B "/[bpKaBeH BECTHUK'.

§ 14. B 3akoHa 3a uHTerpaius Ha xopata ¢ yBpexjaanus (o0H., /1B, 6p. 81 ot
2004 r.; uzm., 6p. 28, 88, 94, 103 u 105 ot 2005 1., 6p. 18, 30, 33, 37, 63,95, 97 u 108 ot
2006 1., 6p. 31 oT 2007 T.) Ce mpaBAT CIESAHUTE U3MEHEHUS U JOMBIHECHUS:

1. B 8 1. 1 ce n3MeHs Taka:

"1. peructpupa auia, KOUTO OCHIIECTBIBAT AEHHOCTH MO MPEAOCTaBSIHE Ha
MOMOIIIHA CPEJCTBA, MPHUCIOCOOTICHUS W CHOPBKEHHUS 3a XOopaTa C YBPEXKIAHUA U
MEIUIMHCKU W3JIeJusl, TOCOYEHU B COHMCHLUMTE MO 4i. 35a, an. 1, u KOHTpoJupa
CIMa3BaHETO HAa YTBHPACHUTE KPUTEPUH 32 MPEIOCTABIHETO UM;".

2. Bun. 15, an. 2 1. 8 ce M3MeHs Taka:

"8. Ha3HauaBaHE€ Ha MEAWUMHCKA W3JEIus, IOMOIIHH CpEACTBA U
ChOpPBKEHUs."

3. Unen 35 ce n3MeHS Taka:
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"Un. 35. (1) 3a mpegocraBsiHe Ha MOMOIIHU CPEIICTBA, MPUCIOCOOICHUS U
ChOPBKEHUS U MEAULIMHCKY M31enus 10 Wwi. 44, an. 3 AreHuusiTa 3a Xopara ¢ yBpex1aHus
BOJIM PETUCTBP HA JIULATA, OCHIIECTBSABALIN T€3H JICHHOCTH.

(2) HefinocTuTe 1O MPEIOCTaBIHE HA IIOMOIIHU CPEICTBA, IPUCIIOCOOTICHUS U
ChOPBKEHUS U MEIUIUHCKU H3JENUs Ce H3BBPUIBAT OT JIMIA, PETHCTPUPAHU KaTO
THProBIM 110 HAIIMOHAJHOTO 3aKOHOAATEJCTBO Ha JbpKaBa WICHKA WIM JbpXkaBa OT
EBporneiickoTo MKOHOMHYECKO MPOCTPAHCTBO.

(3) 3a BnucBaHe B perucrbpa Mo ain. | Jumarta MmojaBar 3asBICHHUE [0
U3IIBJIHUTEITHUS JUPEKTOp Ha ATEHLHUATA 3a XopaTa ¢ yBPEXKIaHHs, KaTo Mpuiarat u
HEOOXOUMUTE IOKYMEHTH, OTIPEACIICH! B HapeabaTa mo ai. 5.

(4) B cpok mo eauH Mecel] OT JaTaTra Ha MOJaBaHe Ha 3asBJICHHUETO IO ail. 3
M3MBJIHATETHUAT JUPEKTOp Ha ATeHIMATa 3a XopaTa C YBpeXIaHUs U3J/iaBa
YIOCTOBEpPEHUS Ha JTUIaTa, BIIUCAHU B PETUCTHPA.

(5) MuHHCTBPBT Ha TpyAa M cOLMalHaTa IOJMUTHKA M3AaBa Hapeada 3a
M3HMCKBAaHUATA 3a OCBHIUIECTBSBAHE Ha JCMHOCTUTE IO MPEIOCTaBSIHE Ha TIOMOIIHU
CPEJICTBA, MPHUCIOCOOJIEHUSI U ChOPBKEHHUS 3a XOpaTa C YBPEXKIaHWS U MEIULUHCKU
H3JIeNHs, TOCOUYEHH B CHUMCHIMTE 1Mo wi. 35a, aim. 1."

4. Cp3naBa ce ui. 35a:

"Un. 35a. (1) MUHHCTBHPBT Ha TPYZAA U COLMATHATA MOJIUTUKA CHIIIACYBAHO C
MUHUCTbBpA Ha 3/IpaBEONa3BaHETO YTBbPIK/IaBa €KETOAHO CIUCHIIN Ha!

1. moMomHHMTE CpeACcTBa, MPHUCHOCOOIEHUS U CHOPHKEHHUS 3a Xopara C
YBPEXKIaHHUS;

2. MEIUIIMHCKUTE U3/AETHs, IPeAHa3HAUYCHHU 3a XOpaTa C yBPEkKAaHUS.

(2) B cnydaii Ha CbMHEHHE JAIH €UH MPOAYKT € MEIUIIMHCKO U3JeNue Win
MOMOIIIHO CPEJICTBO, MPHUCHOCOONIEHHE WM CBhOPHKEHHE 3a XOpa C YBPEXKIaHUSA,
MEX/1yBEIOMCTBEHA EKCIIEpTHA KOMUCHS, Ch3/]a/IeHa ChC 3all0BE]] HA MUHUCTBPA Ha Tpyia
U COllMalHAaTa TOJUTHKAa MU Ha MHUHHCTHpPA Ha 3paBeoONa3BaHETO, JaBa OKOHYATEIHO
CTaHOBHIIIE.

(3) YcnoBusita 1 peabT 3a paboTa Ha KOMHUCHSTA MO ajll. 2 Ce ONpEAeNsT B
IpaBWJIHMKA 3a MIpUJIaraHe Ha 3aKoHa."

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

"(3) Xopara ¢ yBpexmaHus ChOOpa3HO CBOMTE MOTPEOHOCTH MOTaT [a
MOJTy4aBarT IEJIeBH MOMOIIU U 00JeKYSHHs 3a TIOKYIIKa U PEMOHT Ha TIOMOIIHU CPE/ICTBRA,
MPUCTIOCOOJICHUS, CbOPHKEHHS U MEIUIIMHCKU W3JIeTUs, TTOCOYEHU B CIUCHIIUTE IO YJl.
35a, an. 1, ¢ U3KIIIOUEHHE HA MEIULIMHCKUTE U3ENNsI, KOUTO C€ 3aIljialiaT Hall'bIHO WIH
yacTU4YHO OT Harmonannara 3apaBHOOCUTYpUTEIHA Kaca."

6. B § 1 ot gompnHUTENHATA pa3nopeada T. 7 ce U3MEHs Taka:

"7. "IloMomHu cpencTBa, MPUCTIOCOOJICHUS M CHOPBHKEHHS' ca Mmocoowus,
npeIHa3HaYeHH OT MMPOU3BOIUTEINS Ja KOMIIEHCUPAT 3ary0eHa Uil yBpeIeHa (QyHKIIHS Ha
YOBEILKH OPraH, ¢ 11eJ1 yBeJInyaBaHe Bb3MOXKHOCTHUTE 32 CaMOOOCITy )KBaHe, 3a U3BbPIIIBaHE
Ha TPYJIOBa M JIpyra JIEHHOCT Ha Xoparta ¢ yBpexaanus."

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

r.) B § 1 oT nomenHuTENHATA pasnopenda B T. 9, Oyksa "3" gymara "nexapcrtBa’ ce 3aMeHs
¢ "meKapCTBEHH NPOAYKTH U MEAUIIMHCKA U3/1enns .
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§ 16. 3akoHBT BIIM3a B cWja OT JeHsS Ha OOHapojBaHeTo My B "JIbpkaBeH
BECTHHK'", C M3KJIIIOYEHHE Ha pasnopendaTa Ha wi. 4, an. 2, KOATO BIU3a B cuia oT 29
nexkemBpu 2009 r.

3akoubT € mpuer oT 40-to Hapoano cwOpanme Ha 29 mait 2007 1. u e
noaneyaran ¢ opurnmanaus neyat Ha HapogHoro ce0panue.

3aK/II0YNTEeHE pa3nopenoun
KbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
MEJAUIOUAHCKUTE U3JEJIUSA

(OBH. - 1B, BP. 110 OT 2008 I".)

§ 51. MHUHHCTEPCKHUAT ChBET B CPOK JI0 6 Mecella OT BIM3aHETO B CUJIa HA TO3U
3aKOH Mpuema Hapeaoara mo wi. 30a, an. 2.

§ 52. MUHUCTBPBT Ha 3[JPaBEOINa3BaHETO B CPOK JIO JIBA MECEIa OT BIU3aHETO
B CWJIa Ha TO3W 3aKOH IMpHeMa HapeadaTa 1mo 4i. 32a.

§ 54. Pasnopenoure na § 1, 1. 1, § 2, 5,8, 10, 15,§ 16, 1. 3,4u 5, § 17, 18,
20, 21, 22, 23, 24, 25, 26, 27, 31, 45,47 u § 50, 1. 1, OykBu "a", "0", "B" u T. 2 BIM3aT B
cuna ot 21 mapt 2010 r.

IIpexoanu u 3aKIIOUYUTETHHA pa3nopeadoun
KBbM 3AKOHA 3A UBMEHEHMUE U JOITbJIHEHUE HA 3AKOHA 3A
3APABETO

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

§ 96. 3akoHBT BIM3a B CWJIa OT JIeHS Ha oOHapoaBaHeTo MYy B "JIbpkaBeH
BECTHHK'", C U3KIIIOUEHHUE HA:

1. maparpadu 3, 5, 6 u 9, xouto BiaM3at B cuia ot 1 suyapu 2009 r.;

2. maparpadu 26, 36, 38, 39, 40, 41, 42, 43, 44, 65, 66, 69, 70, 73,77, 78, 79,
80, 81, 82, 83, 88, 89 u 90, kouto BiaM3aT B cuiia ot 1 roau 2009 r.;

3. maparpad 21, xoiito Bnu3a B cuia ot 1 rouu 2010 .

IIpexoaHu u 3aK/IIOYUTETHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE HA 3AKOHA 3A TYPU3MA

(OBH. - 1B, BP. 82 OT 2009 I'., B CWJIA OT 16.10.2009 I".)
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§ 59. 3akoHBT BIIM3a B cCWja OT JeHsS Ha OOHapojBaHeTo My B "JIbpkaBeH
BECTHHK".

IIpexoanu u 3aK/JII0YUTETHU pa3nopeadu
KbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
3APABETO

(OBH. - 1B, BP. 98 OT 2010 T"., B CWJIA OT 01.01.2011T".)

§ 121. 3akonbT Biu3a B cuia ot 1 aayapu 2011 r. ¢ u3kiItouyeHue Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35,42, 44, § 56, 1. 1 m 2, § 65, 68,
70, 76, 80, 81, 90, 92, 96, § 102, 1.3,4,5,7u 8, § 105, 1.1,3us5, §107,1. 1,2, 3, 4,6,
oyksa "a", 1. 7,10, 11, 13 u 15, 6ykBa "a", § 109, 110, 112, 113, § 115, 1.5, § 116, 1. 4 n
6,8 117, 1.5u7u § 118, 1. 1, KOUTO BIM3AT B CHJIA OT JICHS Ha OOHAPOIBAHETO HA 3aKOHA
B "/IbpkaBeH BECTHUK";

2. maparpad 102, 1. 1, 2 u 6, kourto Biam3ar B cuia ot 1 mapt 2011 r.;

3. maparpacu 22, 1. 1 (oTHOCHO ui. 36, ai. 1, u3peuenue BTopo), § 37, § 48, T.
2,8 51 u 59, kouto Biu3ar B cuia ot 1 ronu 2011 r.;

4. maparpad 107, 1. 15, 6yksa "0", koiito Biu3a B cmiia ot 30 cenremBpu 2011
T.

3aK/JII0YNTeIHU pa3nopendu
KBbM 3AKOHA 3A UIBMEHEHMUE U JOITbJIHEHUE HA 3AKOHA 3A
MEJUIUAHCKUTE U3JIEJIUA

(OBH. - 1B, BP. 39 OT 2011 I'., B CWJIA OT 01.01.2012T".)

§ 4. B cpok nmo aBa Mecena OT BJIM3aHETO B CHJa Ha TO3M 3aKOH
MuHucTepcKUsT ChbBET NpuemMa Hapeadara no wi. 30a, an. 3.

§ 5. 3akoHbT BiM3a B cuina ot 1 sHyapu 2012 1.

IIpexoanu u 3aKIIOUYUTETHHA pa3nopeadoun
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE ITPOAYKTU B XYMAHHATA ME/IMIITUHA

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

§ 84. 3akoHBT BIM3a B CHJIa OT JIeHS Ha oOHapoaBaHeTo My B "J[bpikaBeH
BECTHHUK' ¢ M3KJII0O4YEeHUE Ha § 65, koiito Bim3a B cuina ot 30 cenremBpu 2011 r.
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IIpexoanu u 3aK/JII0YUTETHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOIIBJIHEHUE HA 3AKOHA 3A
MEJIUIIUHCKUTE U3JAEJIUA

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

§ 28. 3adBieHusATa 3a W3/1aBaHE HA pa3pelleHUs] WIM YIOCTOBEPEHHUS 3a
THPTOBHS HA €APO C MEAULIMHCKH H3JIEIUS, TI0O1aICHH J0 BIIM3aHETO B CHJIA HA TO3U 3aKOH,
Cce pa3riexaar nIpy yCIoBUsATA U TIO pela, MPEIBUICHU B HETO.

IIpexoanu n 3aKII0OYUTETHN pa3nopenoun
KbM 3AKOHA 3A UIBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A
3AIIATA OT BPEJHOTO Bb3JIEVMCTBUE HA XUMHWYHUTE
BEIHIECTBA U CMECH

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

§ 13. EnexTpu4eckoTo M €JICKTPOHHOTO 00OpyJBaHE, KOETO HE Momaja B
oOxBata Ha npuiiokeHust Ne 1 u 2 xpM Hapenbara 3a n3nuckBanusTa 3a yckaHe Ha na3zapa
Ha CJICKTPUYECKO W CIIEKTPOHHO O0OpyaBaHE M TPETUPAHE W TPAHCIOPTUPAHE Ha
OTIIAIBITH OT SIIEKTPUIECKO U EICKTPOHHO 00opyaBane (00H., [IB, 6p. 36 ot 2006 r.; u3M.,
op. 57 ot 2006 ., 6p. 53 0T 2008 T., 6p. 5 0T 2009 . M1 6p. 29 0T 2011 I.), HO HE CHOTBETCTBA

nan

Ha M3MCKBAaHUATA Ha T1aBa neta "a" u Hapeabara o wi. 211, an. 1, Moxke 1a MpOIBIKH J1a
ce mmpenocTaBs Ha naszapa 110 22 tonu 2019 r., ako ToBa e B choTBeTcTBUE € § 12, T. 1 - 5.

§ 14. MunucTepckusAT CcbBeT mpuema Hapeabata mo wi 21xa, am. 1 B
TPUMECEUEH CPOK OT 0OHAPOABAHETO Ha TO3M 3aKOH B "/Ibp)kaBeH BECTHHUK'.

§ 15. 3akonsT Bim3a B cuia ot 2 ssHyapu 2013 .

IIpexoanu u 3aKIIOUYUTETHA pa3nopeadoun
KBbM 3AKOHA 3A UIBMEHEHUE HA 3AKOHA 3A 3ABPAHA HA
XUMHUYECKOTO OPBKUE U 3A KOHTPOJI HA TOKCUYHUTE
XUMHUYECKHU BEHIECTBA U TEXHUTE NIPEKYPCOPH

(OBH. - IB, BP. 14 OT 2015T".)
§ 20. B 3akona 3a MeguimHCcKuTe u3aenus (06H., B, 6p. 46 ot 2007 r.; u3m.,
op. 110 ot 2008 t., Op. 41 1 82 ot 2009 r., 6p. 98 oT 2010 1., Op. 39 M 60 ot 2011 1., Op.

54 u 84 or 2012 r.) HaBcAKbAE AyMHUTE "MHHHCTHpPAa HA UKOHOMHMKATa, €HEpreTuKara u
Typusma' ce 3aMeHST ¢ "MUHUCThPa HA UKOHOMHKATA".
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3aK/JII0YUTeIHU pa3nopendu
KBbM 3AKOHA 3A U3MEHEHUE U JOI'BJIHEHME HA 3AKOHA 3A
MEJIMLUHCKUATE U3AEJIMS

(OBH. - 1B, BP. 38 OT 2015 I'., B CWJIA OT 26.05.2015T.)

§ 32. 3akOHBT BIM3a B CHJIa OT JIeHS Ha oOHapoaBaHeTo My B "JlbpikaBeH
BECTHUK".

IIpexoanu n 3aKII0OYUTETHE pa3nopeaon
KbM 3AKOHA 3A UIBMEHEHHUE U TOITbJIHEHUE HA 3AKOHA 3A
BETEPUHAPHOME/JINLUHCKATA JEUHOCT

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

§ 103. 3akoHbT BNU3a B cUja OT JIeHS Ha oOHaponBaHeTo My B "/[bpkaBeH
BECTHHUK", C M3KIIIOUYeHUE Ha § 24 - Mo oTHOmeHne Ha wi. 118, an. 2 u 3, KOUTO BIM3aT B
cuna ot 1 ssuyapu 2018 r.

IIpexonHu u 3aK/JIOYUTETHH pa3nopeadu
KbM 3AKOHA 3A UIBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INPOAYKTU B XYMAHHATA MEJIULITUHA

(OBH. - 1B, BP. 84 OT 2018 I'., B CWJIA OT 12.10.2018 I".)

§ 70. Pa3pemeHHTe J0 BJIHM3aHCTO B CHJIa Ha TO3M 3aKOH KIMHHYHH
HU3NHUTBAHUA C JICKAPCTBCHU NPOAYKTHU, CbAbPKAIIU HAPKOTUIHH BEIICCTBA, CC IIPOBCKIAT
B JICUcOHHUTE 3aBCJACHUA, 3a KOHUTO Ca MNOJYYCHH pa3pCHICHUS 3a IPOBCKIAAHC Ha
CHOTBCTHHUTC KIIMHUYHU U3TIUTBAHUA 110 JOCCTAIHUA PCI.

§ 78. 3akoHBT BIM3a B CHJIa OT JIeHS Ha oOHapoaBaHeTO MYy B "JIbpkaBeH
BECTHUK" ¢ M3kitoueHne Ha § 5,§ 7-12,§ 14 -21,§27-30,§ 31, 1.2, § 32, § 39 -41,§
56,§60wu § 66, 1. 1-8,10,12, 15 - 17, 19 - 22, kouTo BIU3aT B cuja 6 Mecena Cie/
nyOnuKyBaHe Ha choOIeHueTo 1o wi. 82, maparpad 3 ot Pernmament (EC) Ne 536/2014.

IIpexoaHu u 3aK/JIOYUTEHH pa3nopeadu
KbM 3AKOHA 3A BIO/I’KETA HA HAIUOHAJIHATA
3APABHOOCUTI'YPUTEJIHA KACA 3A 2019T.

(OBH. - 1B, BP. 102 OT 2018 I'., B CHMJIA OT 01.01.2019T".)
§ 43. 3akonbT Bin3a B cuia oT 1 ssHyapu 2019 r., ¢ u3kinodeHue Ha:

1. maparpad 29, 1. 13, 6ykBa "0", 1. 14 u 15, § 30 u § 42, T. 2, KOUTO BIU3AT B
CHUJIa OT JieHsl Ha 0OHApPOIBaHETO Ha 3akoHa B "/[bprkaBeH BECTHHK",
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2. maparpad 28, T.6 - 12 u 1. 14 - 19, § 35, T. 3, ¢ U3KIIIOUCHHE HA 4JI. 74, all.
4uun 78B,an.4,7.5u6,1.8-22uT.36-40,§41,1.2-8, 1.9, 6ykBu "a" 1 "B" 1 T. 10,
KOMTO BJM3aT B cwia ot 1 anpuin 2019 r.;

3. maparpad 29, 1. 5, OykBa "a" oTHOCHO nymuTe "H Ype3 OroKeTa Ha
MuHHUCTEpCTBOTO Ha 37paBeola3BaHETO 3a 3aIUlalllaHe Ha MEIUIUHCKUTE W3JENUs,
MIOMOIITHUTE CPEJICTBA, MPUCTIOCOOJICHUATA M CHOPHIKEHUATA 33 XOpaTa C YBPSKIaHUS ", T.

nyn

9, OykBa "a" OTHOCHO IOyMHUTE "KAKTO M MEIUIMHCKHM W3/EIMsl, IOMOLIHU CpE/CTBa,
npucnocoOIeHns U ChOPHKEHHS 3a Xopara ¢ yBpexxaanusa', T. 9, OykBa "r" OTHOCHO
OymMuTe "M IOMOIIHHUTE CPEACTBA, MPUCIOCOOJIEHHUATA U CHhOPBKEHUATA 3a XOpara ¢
yYBpEXKIaHUs" U OTHOCHO IYMHUTE "KakTO M C JuLaTa, OCBIIECTBABAILU JIEHHOCTU IO
IPEJOCTaBsIHE U PEMOHT Ha MEUIIMHCKU U3/EJHsl, IOMOIIHH CPEACTBA, IPUCIIOCOOIICHUS
U ChOPBXKEHHUS 3a XOpa C YBPEXKIaHMs, PETUCTPUPAHU KaTO THPrOBLM U BIMCAHU B
perucTppa Ha JUIaTa, OCHILECTBSBAIM JEHHOCTH IO IMPEJOCTaBIHE U PEMOHT Ha
IIOMOIIHH CPEACTBA, MPUCIOCOOIEHHS, ChOPBKEHUS U MEIULIMHCKU U3JIEIMs 3a XOpaTta ¢
yBpexxaanus" u T. 9, Oyksa "a" orHocHo an. 15, T. 3 u an. 16 oTHOCHO JyMuTe "KaKTo U ¢
JMILaTa, OCHIIECTBSIBAILN JAEHHOCTH IO MPEJIOCTaBIHE U PEMOHT Ha IIOMOIIHU CPE/CTBa,
OPUCHOCOOJICHUS, CHOPBHKEHUS U MEIUIMHCKM M3JeNUs 3a Xopa C YBPEXKAaHus,
perucTpupaHyd KaTo ThPrOBLUM U BIMCAaHM B pPErucTbpa Ha JIMIATA, OCHLIECTBSIBAIIU
JNEMHOCTH MO MpeloCTaBIHE M PEMOHT Ha IOMOIIHM CpEACTBA, IPHUCIOCOOIEHMUS,
CbOPBKEHUS W MEAMIMHCKM M3JEIUs 3a XopaTa ¢ yBpeXIaHMs - 3a 3aIUlalllaHe Ha
MEIUIUHCKN U3/€IMs, TOMOIIHU CPEACTBA, IPUCIOCOOJIEHUS U ChOPBHKEHUS 3a X0pa C
yBpexaanus", T. 25, 6ykea "a" - anm. 1, T. 13 OoTHOCHO AyMuTe "TIOMOIIHHU CPEACTBA,
MPUCTIOCOOJICHUS U CHOPBHIKEHUS 3 XOpaTa ¢ yBpexaanus" u 1. 25, Oyksa "0" OTHOCHO ai.
4 OTHOCHO AyMUTE "W NMIIATa, OCHIIECTBSIBAIIN JEHHOCTHU O NPEAOCTaBsSIHE U PEMOHT Ha
MEMIUHCKN U3/€Ms, TOMOIIHU CPEACTBA, IPUCIOCOOIEHUS U ChOPBHKEHUS 3a X0pa ¢
YBpEXKIaHUs, PETUCTPUpPAHM KaTo THPrOBLUM M BIMCAHW B pErucTbpa Ha JuULAaTa,
OCBUIECTBSBAIIM JEWHOCTH IO NPEJOCTAaBSIHE M PEMOHT Ha IIOMOIIHU CpEACTBA,
MPUCTIOCOOJIEHMSI, ChOPBKEHUS U MEIMLMHCKU U3JIENNs 3a XopaTa ¢ yBpexxaaHus" u "u
MIOMOIIIHYU CPeJICTBA, MPUCIOCOOTIEHUS U ChOPBKEHMS 3a XopaTa ¢ yBpexxaanus", § 36 u §
37 orHocHO wi. 14, an. 8, 1. 2, OykBa "0", kouto Biau3ar B cuiia ot 1 siuyapu 2020 1.

IIpexoanu n 3aKIIOUYUTETHHA pa3nopeaou
KBbM 3AKOHA 3A XOPATA C YBPEXKJIAHUSA

(OBH. - 1B, BP. 105 OT 2018 I'., B CHJIA OT 01.01.2019T".)

§ 28. 3akonbT Bin3a B cuia oT 1 ssHyapu 2019 1., ¢ U3KIIOYEHHE Ha!

1. unen 73, an. 3 u § 16 u 18, kouto Bau3at B cuia ot 1 ssayapu 2020 r.;

2. maparpag 7, ai. 6, KOSITO BIM3a B CHJIa OT JIeHd Ha 00HApO/IBaHETO Ha 3aKOHA
B "J[bpKaBeH BECTHHK";

3. maparpadu 12 u 13, xouro Bnu3at B cuna ot 1 suyapu 2021 r.
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IIpexonnu u 3aK/JII0YUTEHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOIIBJIHEHUE HA 3AKOHA 3A
JIEKAPCTBEHUTE INIPOAYKTU B XYMAHHATA MEJUIIUHA

(OBH. - JIB, BP. 67 OT 2020 T")

§ 78. (1) Ilog3axoHOBUTE HOPMATHUBHU AKTOBE I10 MPUJIATAHETO HA TO3U 3aKOH,
3akoHa 3a 3[paBHOTO OCHTypsBaHe, 3aKOHA 3a MEAMIIMHCKHUTE WU3JeTus U Ha 3aKoHa 3a
Xopara ¢ yBpexJaHUs ce MpueMar, CbOTBETHO U3/1aBaT U MPUBEXKIAT B CHOTBETCTBUE, B
CPOK JI0 TP Mecella OT BJIM3aHETO B CHJIA HA TO3H 3aKOH.

(2) o mpuemaneTo, CbOTBETHO U3/IABAHETO, U MPUBEKIAHETO B ChOTBETCTBUE
HAa MO0J3aKOHOBUTE HOPMAaTUBHU aKTOBE 110 all. 1 ce mpuiaraT 1eHCTBAIIUTE OI3aKOHOBU
HOPMAaTUBHU aKTOBE, TOKOJIKOTO HE MPOTHUBOPEYAT HA ChbOTBETHHS 3aKOH.

3aKJII0YUTEeIHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUME U JOITBJIHEHUE HA 3AKOHA 3A
EKCIIOPTHHUA KOHTPOJI HA ITPOAYKTH, CBbP3AHMU C
OTEPAHATA, M HA U3JIEJIUSI 1 TEXHOJIOTWH C IBOMHA
YIHOTPEBA

(OBH. - 1B, BP. 41 OT 2024 I"., B CWJIA OT 10.05.2024 T".)

§ 39. B 3akona 3a meauiuuckute uzaenus (o6H., B, 6p. 46 ot 2007 r.; u3m.,
op. 110 ot 2008 r., 6p. 41 1 82 ot 2009 1., 6p. 98 o1 2010 1., 6p. 39 M 60 oT 2011 T., OPp.
54 n 84 ot 2012 1., 6p. 14 1 38 oT 2015 1., O6p. 14 1 43 o1 2016 1., Op. 84, 102 u 105 oT
2018 r., 6p. 17 ot 2019 r. u 6p. 67 ot 2020 r.) HaBCIKbAE AYMHUTE "MMHUCTbpa Ha
MKOHOMHKATa" ce 3aMEHST C "MUHHUCThpPA HAa MKOHOMHUKATa U UHIyCTpUsTa'".

§ 76. 3akoHBT BIM3a B CWJIa OT JIeHS Ha oOHapoaBaHeTO MYy B "JIbpkaBeH
BECTHHK".

IIpexoaHu ¥ 3aKJIIYUTETHH pa3nopeadou
KBM 3AKOHA 3A UBMEHEHUE U JOIIBJIHEHUE HA 3AKOHA 3A
3AIIUTA HA TIOTPEBUTEJIUTE

(OBH. - 1B, BP. 13 OT 2026 I"., B CWJIA OT 03.02.2026 I".)

§ 39. To3u 3aKkoH BiM3a B CUjIa OT JIeHs Ha 0OHapo/BaHEeTO My B "JIbpkaBeH
BECTHHK" ¢ M3KJIIOUEHHE Ha § 2, KOWTO BJIM3a B CHJIA €/IHA TOJMHA cJie]l 0OHApOIBAHETO Ha
3aKoHa B "JbppikaBeH BECTHUK'.

[Ipunoxenne kpMm 4. 15, am. 1
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PesieBanTHH akTOBe 0T EBpOIEiicKOTO 3aKOHO1ATEICTBO

EI/I[!QKTHBI/I:

JIMPEKTHBA 2006/42/EO HA EBPOIIEVMICKMS TTAPJJAMEHT U HA
CBBETA ot 17 maii 2006 ronruHa OTHOCHO MalIMHUTE W 32 U3MEHEHHE Ha J{upekTuBa
95/16/EO (mmpepaboTeH TEKCT)

PerjaamenTu:

PETJIAMEHT (EC) 2023/988 HA EBPOIIEMCKUS ITAPJIAMEHT U HA
CBBETA ot 10 mait 2023 roauHa oTHOCHO oOmiata 0€30MacHOCT Ha MPOAYKTHTE, 3a
n3meHenue Ha Pernmament (EC) 1025/2012 na EBponetickust mapiaMeHT 1 Ha ChBeTa U Ha
Hupextusa (EC) 2020/1828 na EBpomnelickus napiameHT 1 Ha ChBeTa M 3a OTMsIHA Ha
HupextuBa 2001/95/EO na EBpomnelickus mapiameHT u Ha CbBeta M Ha JlupexTuBa
87/357/EMO na CpBeta

PETJIAMEHT (EC) 2020/561 HA EBPOIIEMCKUS TAPJIAMEHT U HA
CBBETA ot 23 anpun 2020 roauna 3a usmenenne Ha Permament (EC) 2017/745 3a
MEAMIMHCKUTE U3JEJNS 110 OTHOIIECHUE HA JATUTE Ha MpUJIaraHe Ha HIKOM OT HETOBUTE
pasnopendou

PETJIAMEHT (EC) 2017/746 HA EBPOIIEMCKUS TIAPJIAMEHT U HA
CBHBETA ot 5 anmpun 2017 1. 32 MEIUIIMHCKUTE U3ACINS 32 MH BUTPO JMATHOCTHKA U 32
ormsiHa Ha J{upektua 98/79/EO u Pemenune 2010/227/EC na Komucusra

PEI'JIAMEHT (EC) 2017/745 HA EBPOIIEMCKUS TAPJJAMEHT U HA
CBbBETA ot 5 anpui 2017 r. 3a MEIULMHCKUATE U3ENNs, 32 U3MEHEHUE Ha J[MpekTuBa
2001/83/EQO, Pernament (EO) Ne 178/2002 u Pernament (EO) Ne 1223/2009 u 3a oT™MsiHa
Ha nupektuBu 90/385/EVO u 93/42/ENO na CnBeta

PEI'JIAMEHT (EC) 2016/425 HA EBPOIIEMCKUS TTAPJIAMEHT U HA
CBBETA ot 9 mapt 2016 roguHa OTHOCHO JINYHUTE NIPEANIA3HN CPEACTBA U 3a OTMsIHA Ha
Hupextusa 89/686/ENO na CnBeta

PETJIAMEHT (EC) Ne 910/2014 HA EBPOITEMICKUS TIAPJIAMEHT U
HA CBBETA ot 23 romnu 2014 roguHa OTHOCHO €JIEKTpPOHHAaTa WJEHTHU(UKALUs U
YIIOCTOBEPUTEIIHUTE YCIYTU MpPH E€JIEKTPOHHM TPAaHCAKLMM Ha BBTPEIIHUA Ia3ap U 3a
orMsiHa Ha J{upektusa 1999/93/EO
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PEI'JIAMEHT 3A U3ITBJIHEHUE (EC) Ne 920/2013 HA KOMUCHUSATA ot
24 centemBpu 2013 roauna 3a onpenensHe U HAOIIOICHHE Ha HOTH(QHUIMPAHUTE OPTaHU
cerimacHo [upexktuBa 90/385/EMMO na CbBeTa OTHOCHO aKTUBHHUTE HMMIUIAHTHUPYEMH
meaunuHckH m3aenuss u JupextuBa 93/42/EMMO nHa ChbBeTa OTHOCHO MEIMIIMHCKHTE
U3JIeIHs

PEI'JTAMEHT (EO) Ne 1882/2003 HA EBPOITEMCKUS [TAPJIAMEHT U
HA CBBETA or 29 centemBpu 2003 roauna 3a agantupane koM Pemenue 1999/468/EO
Ha CbBeTa Ha pa3nopeAdUTe OTHOCHO KOMHUTETHUTE, KOMTO noanomarat Komucusra npu
VIPaXHSIBAaHETO HAa M3MBIHUTEIHUTE M MPABOMOILHUSA, OMPEJCICHN B aKTOBETE, KOUTO
MOJIJIeXKAT Ha MpoleaypaTa, mocoueHa B wieH 251 ot JforoBopa 3a EBpornelickata 001HOCT
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