3AKOH 3A MEJIUIIMHCKUTE U3JIEJINUS
B cuna om 12.06.2007 2.

O6n. /IB. 6p.46 om 12 FOnu 2007e., uzm. /[B. op.110 om 30 [lexemepu 2008e.,
usm. /AB. 6p.41 om 2 Onu 20092., usm. /IB. 6p.82 om 16 Oxmomepu 2009z., usm. JIB.
op.98 om 14 Jlexemepu 2010e2., usm. /[B. 6p.39 om 20 Maui 201 12., usm. /IB. 6p.60 om 5
Aszycm 201 12., usm. u oon. /[{B. 6p.54 om 17 FOnu 2012e., oon. /IB. 6p.84 om 2 Hoemepu
2012z2., uzm. J[B. 6p.14 om 20 ®espyapu 2015e., usm. u oon. /[B. 6p.38 om 26 Maii
2015e2., usm. /[B. op.14 om 19 ®espyapu 2016¢., uzm. /IB. 6p.43 om 7 FOnu 2016e., usm.
u oon. [[B. 6p.84 om 12 Oxmomepu 2018e., usm. /[B. 6p.102 om 11 /lexemspu 2018e.,
usm. J[B. 6p.105 om 18 Jlekemspu 2018e., usm. /[B. 6p.17 om 26 Despyapu 20192., uzm.

u oon. /IB. op.67 om 28 IOnu 20202.
[TpoexT: 602-01-78/01.09.2006 T.

I'naBa mbpBa.
ObIIH TOJIOKEHUA

Pa3gea 1.
OO01u paznopeadoun

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

1. ycnoBusTa U pena 3a MyckaHe Ha Maszapa W/WIK MyCKaHe B JEHCTBHE HA MEIUIIMHCKU
U3J1ETHS;

2. 3agblDKEHHSITa Ha TPOU3BOJMTENS, HAa HETOBHs YIIBIHOMOILIEH TMpEACTaBUTE] U Ha
BHOCHTEJISI HA MEIMLIUHCKU U3JIENIHNS;

3. (u3m. - JIB, Op. 38 ot 2015 r., B cuita ot 26.05.2015 r.) ycrnoBusTa U peaa 3a onpenensHe u
HabJt0/IeHre Ha HOTU(QUIIMPAHUTE OPTaHu;

4. ycioBusTa U peia 3a U3BbpIIBAaHE HA KIMHUYHU U3IUTBAHUS HA MEUIIMHCKU U3/EIHS;

5. (m3m. - 1B, 6p. 54 ot 2012 r.) ycioBusiTa ¥ pelia 3a U3BbPIIBAHE HA THPTOBUS C METUIIMHCKHI
U3Jenus;

6. HaJ30pa Ha Ma3apa Ha MEMIIMHCKU U3/IeIINS,

7. cuctemara 3a yBEIOMsBaHE M OLEHSABaHE HAa WHUWIACHTH/NOTEHIMAIHW WHUUACHTH,
CBBpP3aHU C MEAUIIMHCKH U3/1ETHS.

(2) (U3m. - 1B, 6p. 38 ot 2015 1., B cuma ot 26.05.2015 r.) 3aKOHBT MMa 3a LeT:

1. na rapaHTHpa MyCKaHETO Ha Ia3apa W/WIM B JIEHCTBUE HA MEIUIIMHCKU M3/ENIHs, KOUTO HE
3acTpallaBaT KUBOTA U 37PABETO HA MALMEHTUTE, HA MEIUIUHCKUTE CIIEUATUCTH WM HA TPETHU JIUIA,
KOraTo M3JeNusiTa ce M3IO0JI3BaT M0 NMpeAHa3HauUeHUE U Ce ChbXPaHsBAT, pa3lpOCTPaHsIBAT, HHCTAINUPAT,
UMIUIAaHTHPAT U TOAbpPXKAT B CbOTBETCTBUE C HHCTPYKLIUUTE HA IPOU3BOJUTEIHUTE;

2. na ocurypu npuiiaraieto Ha Permament 3a m3nwiaaerue (EC) Ne 920/2013 na Komucusita ot
24 cenrremBpu 2013 r. 32 onpezensHe U HaOIr0AeHUE Ha HOTU(UIIMPAHUTE OpraHu chriaacHo JupexkTuBa
90/385/EVIO na CbBeTa OTHOCHO AaKTHBHUTE HMMIUIAHTHPYEMHM MEIUIMHCKU Hu3aenus u Jlupextusa
93/42/EMO na CbBera oTtHOocHO MemaunuHckute m3nenus (OB, L 253/8 or 25 cenremBpu 2013 r.),
Hapu4aH nmo-HataTwK "Permament 3a uanbaHenue (EC) Ne 920/2013".

Yn. 2. (1) B 3aBucumoct ot MNpeaAHa3sHAYCHOTO OT IMPOU3BOAUTCIIA JIEeNCTBUE MEIUIIMHCKUTE
HU3CJIMA CC pa3aciIAT Ha:



1. UH BUTPO AMArHOCTUYHU MEAUIIMHCKU U3/ICIINS;

2. aKTUBHM UMITJIAHTUPYEMU MEAUIIMHCKU U3IEIHUs;

3. MEIMLIIMHCKYU U3JIEUs, Pa3JIMYHUA OT MOCOYEHUTE B T. 1 U 2.

(2) Menuuunckute u3aenus mo an. 1, . 1 B 3aBUCUMOCT OT MOTEHIUAIHUS PUCK, CBBP3aH C
TAX, C€ TPYNUpaT B COUCHK A, cUChK b U u3genus 3a caMoTecTyBaHe U APYTH TPYINH, ONPEACIICHU B
Hapeaobure mo wi. 18.

(3) MenuuuHckute u3aenus no ain. 1, T. 3 B 3aBUCUMOCT OT MOTEHUUAIHUS PUCK, CBBP3aH C
TAX, ce pasaenar Ha kmacose I, Ila, 116 u Il ceriracHo knacuuUKAIMOHHUTE TIpaBUia, ONPEICICHH B
HapezaOuTte mo wi. 18.

(4) (U3m. - IB, 6p. 110 ot 2008 r., B cria ot 21.03.2010 r.) Korato mpou3BoauUTENAT U
HOTH(UIMPAHUAT OpraH, OMpEJCNIeH MO pela Ha IIaBa YeTBbpPTA, UMAT PA3UYHU CTAHOBHUIIA TIPH
MpPUJIAraHeTo Ha KJIacu(UKAIMOHHUTE MpaBwia Mo ai. 3, VM3mbJHUTENHATa areHIus IO JieKapcTBaTa
(MAJI) B3ema pemenue. Koraro npernenn, 4ye € He0OX0JMMO U IIPY HAIWYHME HAa YCIOBUATA O 4. 6a, T.
1 mmu 2, UAJI u3rorBs MOTHBHpAHO HCKaHe A0 EBponelickata KOMHUCHS 3a MpealpueMaHe Ha
HEOOXOIUMUTE MEPKH.

(5) (M3m. - B, 6p. 110 ot 2008 1., B cunma ot 21.03.2010 r.) Ilpu HEeoOXoauMOCT OT
MPUBEXKIAHE HA KIACU(PUKALMOHHUTE MpaBWiIa MO ajl. 3 B CHOTBETCTBHE C PAa3BUTUETO HA HOBU
TEXHOJIOTUU W/WIIM B CbOTBETCTBUE ¢ MH(OpMalKs, oJydyeHa 1Mo peaa Ha riasa ceaqma, MAJI u3rorss
MOTHBUPAHO MCKaHE 3a IMpeAlpueMaHe Ha HEOoOXOJUMHUTE MEpPKH, KOETO C€ IpefocTaBs Ha
EBponelickata komucusi.

Y. 3. M3uckBaHusTa KBM MCIUIUHCKUTC U3ACIINA, ONIPECACIICHU IO TO3H 3aKOH, CC IIpujarat u
3a:

1. MPUHAIJIC)KHOCTU KbM TC3U U3JCIINA,

2. u3zenus, KOUTO BKIIOYBAT KaToO HepasJeliHa YacT BEIIECTBO, KOSTO, U3IOJI3BAHO OTACIHO,
MOXeE Ja ObJe OINpPEICICHO KaTo JIGKAPCTBEH MPOIYKT IO CMHUCHIA Ha 3aKOHA 3a JIGKAPCTBECHHTE
MPOAYKTH B XyMaHHATa MEJAMIIMHA ¥ YUETO JICHCTBHE BHPXY OpPraHU3Ma € CIIOMaraTelIHO MO0 OTHOIICHUE
Ha OCHOBHOTO NpEJHA3HAUYCHHUE Ha U3/ICITHETO;

3. u3zenus, KOUTO BKJIFOYBAT KaTO HepasJeiHa YacT BEIIECTBO, MOJyYEHO OT YOBEIIKA KPbB
WM TUIa3Ma, KOETO, U3MOJI3BAHO OT/ICITHO, MOXeE Ja ObJie ONMpPECTICHO KaTo ChCTaBKa Ha JICKAPCTBEH
NPOAYKT WM KaTO JIEKapCTBEH MPOAYKT IO CMHUCHJIAa Ha 3aKOHA 3a JIEKAPCTBEHUTE MPOJIYKTH B
XyMaHHaTa MEAWIIMHA W YHUCTO HeﬁCTBHe BbpXY OpraHmsmMa € CcClnomMararCJHO I10 OTHOHMICHUC Ha
OCHOBHOTO TIpEIHa3HAYCHUE HA U3JICITUETO;

4. u3nenus, ¢ MOMOIITa Ha KOWTO C€ TPHUIIarar JIeKapCTBEHHU POTYKTH.

Un. 4. (1) Korato mageH mpoayKT momajia B MPHIIOKHOTO TOJIE HA TO3U 3aKOH U Ha HapendaTa
Mo Wi. 7 oT 3aKOHAa 3a TEXHUYECKUTE M3UCKBAHUSA KBM MPOAYKTUTE, OTHOCHO JHYHUTE IpEANa3HU
cpenctBa, BpBexkaama Jupexktusa 89/686/ENO na ChBera, 3a HEro ce mpujaraT ¥ ChbOTBETHUTE OOIIH
M3UCKBaHMS 32 0€30MaCHOCT, ONPEIeNIeHN B Hapeaoara.

(2) (B cuna ot 29.12.2009 r., u3m. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Korato
MEIUIIMHCKO M3/IeIHe M0Naia U B MPUJIOKHOTO MoJie Ha HapeadaTa Mo wi. 7 oT 3aKoHa 3a TEXHUUYECKHUTE
W3MCKBAaHUS KbM NpPOAYKTHTE, BbBexaama Jupexkruna 2006/42/EO na EBponeiickus mapiaMeHT U Ha
CoBeta ot 17 mait 2006 r. OTHOCHO MaIlIMHUTE U 32 U3MeHeHue Ha J{upekTuBa 95/16/EO, u chiecTByBa
pucCKk mpu ymorpebaTa My, 3a HEro ce MpuwiaraT U CHOTBETHUTE ChHIIECTBEHU H3UCKBAHUS 3a
0€30MacHOCT, ONpENeNeHH B Hesl, B CIIy4auTe, KOraro Te3W M3UCKBaHUS ca MO-CHeUUPUYHU OT
MIOCOUEHHUTE B HapeadaTa mo wi. 18.

(3) (Hosa - JIB, 6p. 84 ot 2012 1., B cruta ot 02.01.2013 r.) Koraro MeauImHCKO U3EIHE 110



L. 2, an. 1, 1. 1 u 3 nmonaaa B mpuiioKHOTO TOJI€ Ha riaBa neta "a" oT 3akoHa 3a 3almTa OT BPEIHOTO
BB3/ICHCTBHE HA XMMHYHUTE BEIIECTBA U CMECH, 3a HEr0 Ce MpujIaraT U U3UCKBAHUATA 32 OrpaHUYaBaHE
yrnorpebara Ha OacCHH BEIECTBA, ONPEICICHH ¢ Hapeadara mo wi. 211, an. 1 oT chIus 3aKOH.

(4) (Hosa - JIB, 6p. 84 or 2012 r., B crima ot 02.01.2013 r.) M3uckBanusara Ha an. 3 ce
mpuiararT W 3a Ka0enwm WM pe3epBHM YacTH 3a PEMOHTa, 3a TOBTOpHAaTa ymorpeba, 3a
OCBBPEMEHIBAHETO HA XapaKTEPUCTUKUTE WM 3a MTOBUIIIABAHE KallallUTeTa Ha TOBA U3ZeIue.

Ui 5. (1) To3u 3akoH HE ce mpujiara 3a:

1. (mom. - JIB, Op. 110 ot 2008 r.) ;MekapcTBEHH MPOAYKTH IO CMHUCHhIAa Ha 3aKoHa 3a
JICKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeuIMHA. [IpeneHkara panu AajJeH NPOAYKT IONaaa B
MIPUJIOKHOTO T10JI€ Ha TO3W 3aKOH WJIM B MPUJIOKHOTO MOJI€ Ha 3aKOHA 3a JICKAPCTBEHUTE MPOAYKTU B
XyMaHHaTa MEJIUIMHA CE N3BbPIIBA Bb3 OCHOBA HA OCHOBHOTO IIPEIHA3HAUEHUE HA MPOIYKTa;

2. MEIMIMHCKH U3JeNHs, KOUTO ca HepasJielHa 4YacT OT JIEKapCTBEHH MPOAYKTH U ca
npegHa3sHauYeHH OT MIPOU3BOIUTEIIS 32 €IHOKpATHA yIOTpeda eIMHCTBEHO B TO3U BUJI;

3. KO3METUYHH MPOJIYKTH 10 CMHUCHIIA Ha 3aKOHA 32 3PaBeTo;

4. (mom. - JIB, 6p. 110 ot 2008 r.) opraHu, ThKaHW WM KJIETKH OT YOBEUIKH IPOU3XO],
MpeHa3HAYeHU 3a TPaHCIUIAHTAIMs, KaKTO U MPOJYKTH, BKJIIOUBAIIY WM TMOJYyYeHH OT THKAHU WIH
KJIETKH OT YOBEIIKH MPOM3XO0/I IO CMUCHJIA Ha 3aKOHA 3a TPAHCIUIAHTAIMSA HA OPTraHH, ThKaHHU U KIETKH,
C U3KIIIOYEHHE Ha MEAUIIMHCKHU U3AENus 10 Wi 3, T. 3;

5. opraHu, ThKaHH WIH KJIETKH OT )KUBOTUHCKH TPOU3XO]I, PETHA3HAYCHH 32 TPAHCIIAHTAIHS,
OCBEH aKO NpH TNPOU3BOACTBOTO HA MEAMIIMHCKOTO U3JENHE € U3IO0JI3BaHa HEeXH3HECIOocOOHa
KUBOTHHCKA THKaH WM HEKU3HECTIOCOOHU MPOIYKTH, TTOJIYUYEHH OT )KUBOTHHCKA THKAH;

6. KpbB, KpPbBHU CHCTaBKM OT YOBEIIKHM MPOU3XOJ MO CMHCHIAa Ha 3aKoHa 3a KpPbBTA,
KPBBOJAPSBAHETO U KPHBOIPEIMBAHETO, KAKTO U 3a MU3JIENNs, KOUTO B MOMEHTA Ha ITyCKaHE Ha ma3apa
ChIIbPKAT KPbBHU MPOAYKTH, IJIa3Ma WM KPbBHU KIIETKH, C U3KIIOYEHHE HA MEAUIIMHCKH U3JIEIHS 110
i 3, T. 3;

7. METUIMHCKM U3Ienus 1o wi. 2, ain. 1, T. 1, KOUTO He ca mpeJHa3HAYeHM 3a IyCKaHe Ha
rasapa, M3IoJ3BaT ce Ha MACTOTO Ha MPOU3BOJICTBO M aKO CE€ M3IOJ3BAT B OOEKTU B HEMOCPEICTBEHA
OJIM30CT 10 HETO, COOCTBEHOCTTA BBPXY TAX HE C€ MPEXBBPIIA Ha IPYTO IOPUANYECKO JIHLIE.

(2) B cnyuaute no an. 1, T. 2 uzgenuero TpsOBa 1a OTroBapsi Ha U3UCKBAaHUATA Ha 3aKOHA 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MenuiuHa. ChIIECTBEHUTE M3MCKBAHUS, ONpPENeNIeHH Mo pena
Ha TO3W 3aKOH, CE€ MpujaraT caMo IO OTHOIIEHHE Ha XapaKTEePUCTUKHUTE, CBbP3aHU C 0€30IMacHOTO
(GyHKIMOHMpaHE Ha U3JIEIHUETO.

Y. 6. B u3neiHeHne Ha MPaBOMOLIUATA CH 10 To3U 3akoH MAJL:

1. (u3m. - IB, Op. 110 ot 2008 r.) U3BBpILIBA pErUCTpaLlUsl IPU YCIOBUATA U MO Peja Ha Ii1aBa
BTOPA;

2. (oBa - IB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015 r.) u3aaBa pa3pelieHus 3a oleHsBaHe Ha
CHOTBETCTBUETO HA MEIULIMHCKUTE U3JIENHSI 10 IIaBa YeTBbPTA;

3. (mpemumna T. 2 - IB, Op. 38 ot 2015 ., B cuna ot 26.05.2015 r.) u3gasa paspenieHus 3a
MPOBEXIaHE HA KIIMHUYHU M3MUTBAHUS C MEAUIINHCKY H3/ICIHS,;

4. (u3m. - [IB, 6p. 54 ot 2012 r., npeaumna 1. 3 - JIB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015
I.) U3[1aBa pa3pelieHust 3a ThProBus Ha €Ipo C MEIULIMHCKU U3IENHS;

5. (mpemumHa T. 4 - 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) u3BbpIiBa HAA30p HA
IyCHATUTE Ha Ma3apa /WK B JeCTBIE METUIIMHCKU U3EINs;

6. (u3m. - 1B, Op. 54 ot 2012 r., npeaumHa T. 5 - /IB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015
I.) OCBIIECTBSIBA KOHTPOJ BBPXY CHXPAHEHUETO, THPrOBUATA, KIMHAYHUTE W3MUTBAHUA U



0€30MMacHOCTTa HA METUIIMHCKUTE U3JICIHS;

7. (mpemumHa T. 6 - JIB, O6p. 38 ot 2015 r., B cuia ot 26.05.2015 r.) momappka cucrema 3a
pEeTUCTpHpaHe W aHATU3 HAa CHOOIICHHUS 32 WHIUACHTH C MEIUIMHCKUATE H3JCTHUS W MpearnpuemMa
CBHOTBETHU MEPKHU;

8. (mpemumina 1. 7 - JIB, 6p. 38 ot 2015 ., B cuna ot 26.05.2015 r., ot™m. - IB, 6p. 84 ot 2018
r., B cuia ot 12.10.2018 r.)

9. (mpenumHa 1. 8 - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) npenocTass nuHpopmanus B
EBpomneiickata 0a3a JaHHM BBB BpB3KAa C IIyCHATUTE HA Ta3apa W/WIM IyCHATUTE B JCHCTBUE
MEUITMHCKY U3ICITHS;

10. (mpenumua 1. 9 - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) yuacTBa B IEHHOCTH B
o0yacTTa Ha METUITMHCKUTE U3MIENHs, CBhP3aHH ¢ padoTaTa Ha MEXIYHAPOIHU OPTaHH, OPraHU3alNU U
JOTOBOpH, 110 KouTo PeryOnuka beiarapus e ctpaHa, ¢ peryiaTOpHUTE H KOHTPOJIHUTE OPraHu Ha JIPyTH
IBPXKABU M C OpraHu3aIuuTe, paboTeny B 001acTTa Ha peryianusITa Ha MEIUIUHCKHA U3ICIHS;

11. (u3m. - [IB, 6p. 110 ot 2008 r., npeaumna 1. 10, gom. - JAB, 6p. 38 ot 2015 r., B criia ot
26.05.2015 r.) ch3naBa u nogabpxa peructpute no wi. 31, an. 2, . 58, an. 1, un. 67, an. 1 u uin. 81;

12. (mpeaumna 1. 11 - JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) ochiecTBsaBa Ipyru
JCHHOCTH, PEJABUICHU B TO3H 3aKOH.

Ui 6a. (Hos - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) M3nbJIHUTEIHATA areHIHS 110
JeKapcTBaTa W3TrOTBI MOTHBHpPAHO HCKaHe 10 EBpomeiickara KoMmMHCHA 3a TpeanpueMaHe Ha
HE00XO0AUMUTE MEPKH, KOTraTo MPELeHH, Ye:

1. mpunaranero Ha KiacHM()UKAMOHHWUTE MpaBHWja MO Wi. 2, all. 3 M3MCKBA B3EMaHETO Ha
peleHue 3a KiacupuKaluara Ha ONpeAeaeHO MEJUIIMHCKO U3eJIne WM KaTeropusi OT U3AEIHs M0 4.
2,aim 1, 1. 3;

2. naJleHo0 MEAMLIMHCKO M3JeNIne WU Tpyna OT M3Aeius 1o wi. 2, an. 1, T. 3, He3aBUCUMO OT
KJIacH(pMKAIMOHHUTE MPaBHJIA 110 WI. 2, all. 3, MOKe /1a ObJie KIIAaCH(PHUIIMPAHO KATO IPYT KIIac U3JIEIHUS;

3. ChOTBETCTBHMETO Ha JIaZIeHO MEIULIMHCKO M3/1eMe UM Ha Tpymna oT M3/eius no wi. 2, an. 1,
T. 2 unu 3 TpsiOBa J1a Ob/ie OLIEHEHO MPH MpUiIaraHe caMo Ha €/1Ha OT MPE/IBUICHUTE B HApEIOUTE IO UJl.
18 mpouenypu;

4. ce Hajara B3eMaHe Ha peIIeHHE 3a TOBA, JaJH ONpPEIesIeH MPOAYKT WU TpyIa OT MPOAYKTH
1ornaja B MPUIOKHOTO MOJIE€ HA TO3U 3aKOH.

Un. 7. (1) 3a peructpamnusi ¥ u3JaBaHe Ha yJOCTOBEPEHHE 3a PETUCTpAIlUs, 32 M3/laBaHE Ha
paspeleHus U yIOCTOBEPEHHS MO pela Ha TO3W 3aKOH, KAKTO M 3a BIUCBAaHE HAa MPOMEHH B TX, CE
3aruIamar Takcu B pa3Mmep, onpezerneH B Tapuda, ogoopeHa or MUHHCTEPCKHS ChBET.

(2) (U3m. - 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) CpencrBata oT TakcuTe 1o an. 1 u
OT IMIOOUTE M UMYIIECTBCHUTE CAHKIIUY, HATATaHU Ha (PU3WYECKU W IOPUIAMYSCKHU JIUIA TI0 peia Ha TO3U
3aKOH, C€ BHACST KaTo mpuxoj no o6romkera Ha MAJL.

Pasnea I1.
IIyckane Ha mazapa u/Win nyckaHe B JeliCTBHe HA MeJUIIUHCKHU U3/1eJIUs

UYn. 8. (1) MenunuHackuTe U3/1eMs ce MyCKaT Ha Mas3apa W/WiIM ce MycKaT B JelcTBUE, KOTaTo
OTrOBapsAT Ha U3UCKBAHUATA HA TO3M 3aKOH M HAa AKTOBETE IO MPUJIAraHETO MY.

(2) MenuuuHCKUTE HM3/A€IHs, C W3KIIOYEHHE Ha H3pa0OTEeHHWTE MO IMOphYKa, Ce IMyCKaT Ha
naszapa W/WiaM ce IMyckaT B JeiictBue, koraro nMar HaHeceHa "CE" mapkupoBka mo wi. 15, kosito



YAOCTOBCPABA, 4€ CBOTBCTCTBHUCTO HA U3ACIUATA CbC CHIICCTBCHUTC H3UCKBAHUA € om0 OICHCHO II0
MPUIIOXKUMHUTE MPOUCAYPHU 3a OUCHABAHE HA CHOTBETCTBUCTO.

Y. 9. (1) Usnbnaurennust nupextop Ha MAJI nznaBa 3amoBes 3a BpeMEHHO IPEYyCTaHOBSIBAHE
win 3a 3a0paHa Ha IMyCKaHETO Ha Iaszapa W/WIM IYCKaHeTO B JCHCTBHE U 3a M3TETJIsSHE OT Mas3apa Ha
MeIUIMHCKH u3aenusi ¢ HaHecena "CE" mapkupoBka mo 4. 15, KakTo ¥ Ha u3nenus, u3paboTeHH 110
MOpBhYKa, KOUTO MOTaT Ja 3acTpaiiar 37paBeTo M 0e30MacHOCTTa Ha MAIlMeHTHUTE, Ha MEAUIIMHCKUTE
CHELMAIMCTH WM Ha TPETH JIUIA, KOraTo ca MPaBUIHO MHCTAJIUPAHU, MOAJABPKAHU U CE U3II0JI3BAT 110
npeHa3HaYeHHe.

(2) U3mpaHUTENTHATA areHIUs 110 JeKapcTBara He3abaBHO nHpopmupa EBpornelickata komucus
3a 3amoBenTa Mo aj. 1 W 3a mpeAnpueTuTe MEpKH, Karo MOCOoYBa MPUUYMHUTE 33 HECHOTBETCTBUETO HA
U3JIEIMATa ¢ W3UCKBAaHUATA HA TO3M 3aKOH M HAa aKTOBETE I10 IPUJIATaHETO MY, KOMTO MOrar jJa ce
IbJIKAT Ha:

1. HeM3'BJIHEHUE Ha CHIECTBEHUTE U3UCKBAHUS, ONPEICIICHH B Hape0uTe mo 4. 18;

2. HEMpaBWJIHO MpUJIaraie Ha cTangapTuTe mo wi. 13, an. 1;

3. HeAOCTaThLIM B CTaHAApPTUTE 110 wi. 13, an. 1.

Yn. 10. (1) JIumero, K0eTO HOCH OTTOBOPHOCT 3a MYCKAHETO Ha Ia3apa W/WIK 3a IyCKaHETO B
JCHCTBHC HA MEUIIMHCKUTE U3JICIIHSI, € IPOU3BOIUTEIISAT.

(2) (U3m. - [IB, 6p. 110 ot 2008 r.) Korato mpou3BOIUTENAT HE € YCTAHOBEH HA TEPUTOPHUSATA
Ha JbpKaBa WICHKA WIM Ha JAbpKaBa OT EBPONEHCKOTO MKOHOMHUYECKO MPOCTPAHCTBO, TOH IMHCMEHO
yIIBIHOMOIIIAaBa CBOM MpEICTaBUTEN, HApUYaH TO-HATaThK "yI'BJIHOMOIEH mpeactaButen”. 3a
MEIUIMHCKO HM3JENHe WIM H3JeIHe OT €IMH W ChII MOJEN, IyCHaTo/u Ha maszapa Ha OOurHocTTa,
MIPOU3BOIUTEIIAT YIIBITHOMOIIIABA CAMO €IHO JIUIIE.

Un. 11. (1) (Jom. - JAB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.) [IpousBogutensaT Ha
MEIUIIMHCKH U3JENUs € JUThKEH Ja TU MPOEKTHpa, pa3padoTBa, MPOU3BEXK/IA, OMIAKOBA M €TUKETHPA B
CHOTBETCTBUE ChC CHIIIECTBEHUTE U3UCKBAHMUSI, ONIPEICIICHN B HApeIOUTE 10 Wi. 18 OT TO3M 3aKOH W/WiH
Ha TaBa rnera "a" u Ha Hapen6ara o wi. 211, an. 1 ot 3akoHa 3a 3alUTa OT BPEJHOTO Bb3JIeHCTBHE Ha
XUMUYHUTE BEIIECTBA U CMECH, U JIa OCUTYpPHU OIICHSBAHE HA CHOTBETCTBUETO UM IO MPUIOKUMUTE 32
TAX TPOIEAYPH.

(2) (M3m. - 1B, 6p. 110 ot 2008 r.) OnieHsiBaHETO HAa CHOTBETCTBUETO MO aj. 1 ce u3BbpIIBa OT
MIPOU3BOIUTENS.

(3) (Homa - 1B, 6p. 110 ot 2008 r., mom. - JIB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 1.)
[Tpou3BoUTENAT MOXKE Ja BB3JIOKH Ha YITBIHOMOIICHUS CH MPEICTaBUTEN Ja MPHIOKH MPOLETYPUTE
0 OLICHSIBAaHE HA CHOTBETCTBUETO, OMPENEICHU B HapeaOuTe 1o wi. 18 OT TO3W 3aKOH W/WJU Ha TiaBa
nmeta "a" m Ha Hapenmbarta mo wi. 21x, an. 1 or 3akoHa 3a 3amUTa OT BPEAHOTO BBH3JACUCTBHE Ha
XUMHUYHUTE BEIIECTBA U CMECH.

(4) (ITpenumna an. 3, u3Mm. - JIB, 6p. 110 ot 2008 r., u3m. - [IB, 6p. 38 ot 2015 r., B cuna ot
26.05.2015 r.) Koraro mporenypute, OnpeieiieHr B HapeaOWTe 1Mo 4. 18, M3MCKBAaT HaMmecara Ha
HOTH(HIMPAH OpraH mo 4i. 63, an. 4, TPOU3BOIUTENAT WM YIBIHOMOIIECHUSAT MY MPEICTAaBUTEN B
CIIyJauTe 10 aj. 3 BB3Jiara Ha u30paH OT HEro HOTU(UIIMPAH OPTaH J1a U3ITBIHU MPIIOKUMHUTE 3a BUJIA
Ha U3/IEJIUETO MPOLETYyPH B pAMKHUTE HA KOMIIETEHTHOCTTA MY.

(5) (dom. - JIB, 6p. 110 ot 2008 r.) B cnydante Ha TPOU3BOACTBO HAa MEAUITMHCKH U3 110
1. 2, amr. 1, T. 3, mpU KOETO € W3MONA3BaHA HEKU3HECIIOCOOHA J>KMBOTHMHCKA TBHKaH WU
HEXU3HECTIOCOOHU TTPOTYKTH, TTOJIYYCHH OT )KUBOTUHCKHU ThKaHU, MPEIH OLICHSIBAaHE Ha ChOTBETCTBUETO



UM 10 ai. | mpOU3BOAMUTENAT U3BBPILIBA aHAIM3 HA PUCKA M YIpPABJICHHE HAa pUCKA IMPHU Cla3BaHE Ha
M3UCKBAHUATA, ONIPECIICHH B HapeI0uTe 1o 4. 18.

(6) (Ilpegumna an. 4, usm. - B, 6p. 110 or 2008 r.) IIpou3BOAUTENAT WM HETOBUAT
YI'BJIHOMOIIICH TIPEICTaBUTENI U HOTU(DUIIMPAHUSAT OPTaH 10 ajl. 4 CKI0YBAT JIOTOBOP 3a YCIOBHSATA, TIPH
KOUTO C€ MPOBEK/IA OLICHSIBAHE ChOTBETCTBUETO HA MEAUIIMHCKUTE U3/CIIUA.

. 12. (1) (Hom. - [AB, 6p. 41 ot 2009 r., B cruta ot 02.06.2009 r., u3m. - JIB, 6p. 98 ot 2010
r., B cuia ot 01.01.2011 r., usm. - IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) B unrtepec Ha
3IpaBE€TO HA HACEJNEHUETO W 1O MOTHBHPAHO HCKAaHE Ha pETrMOHAHATa 3/paBHA HMHCIEKIMS, Ha
Hanmonanuus neHThp 10 OOIIECTBEHO 37paBe M aHAIM3H WM Ha JIe4eOHO 3aBEJACHUE MHUHUCTBHPHT Ha
3/IpaBeoIa3BaHETO UM OMPABOMOIIEH OT HETO 3aMECTHUK-MUHUCTBP MPU MOJOKHUTEITHO CTAHOBUIIE Ha
M3IBJIHUTENHUS AupekTop Ha WAJL Moxe cbC 3amoBe MO M3KIIOYEHHE J1a pa3pelid MyCKaHEeToO B
JeificTBHE Ha MEAUIIMHCKO U3Jienue, Oe3 1a ca HaJuIe YCIOBUATA IO 4L 8.

(2) YcnoBusita M penbT 3a MycKaHe B JCHCTBHE Ha M3JeNuUs 1O aj. | ce ompenensar ¢ Hapenda
Ha MUHHUCTBpPAa Ha 3]IpaBeoIa3BaHeTo.

Un. 13. (1) (Jom. - B, 6p. 84 ot 2012 r., B cuia ot 02.01.2013 r.) Korato MeaunuHcKuTe
U3JIeNHs ca MPOSKTUPAHHU U MPOU3BEICHU B ChOTBETCTBUE C HALIMOHAIIHU CTaHJAPTH, KOUTO BHBEKAAT
XapMOHM3UPAHUTE €BPOTICHCKU CTAHIAPTH, IIPUEMA Ce, Y€ T€ OTIOBApST Ha CHIIECCTBEHUTE U3NCKBAHUS,
ompe/ielICH! B HapeaouTe 1o Wwi. 18 OT TO3W 3aKOH W/WJIM Ha I1aBa meta "a" u Ha HapembaTa 1mo wi. 211,
an. 1 ot 3akoHa 3a 3alKTa OT BPEAHOTO BB3/IEHCTBHE HA XUMUYHUTE BEIIECTBA U CMECH.

(2) (U3m. - [IB, Op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Korato MEeIMIIMHCKUTE U3CTUS
mo wi. 2, an. 1, T. 2 1 3 ca IpOoeKTHpaHH U MMPOU3BEACHU B ChOTBETCTBUE ¢ ounmanHaTa papmaxornes B
PenyOnuka bwiarapus, ompenenena B ui. 12 Ha 3akoHa 3a JEKapCTBEHUTE MPOJYKTH B XyMaHHATa
MEJUIIMHA, TIPUEMa CE, Y€ T€ OTTOBAPSAT HA CHIIECTBEHUTE U3UCKBAHMSI, ONIPEICIICHA B HAPEOUTE 1O UI.
18.

(3) KoraTo meaumuuckute u3aenus mo 4wi. 2, ai. 1, . 1 oT cnuchk A, a mpu HEOOXOIUMOCT - U
oT cnuchbk b, ca mpoekTupaHu W MPOU3BEICHH B CHOTBETCTBUE C OOIIM TEXHUYECKU ClenU(UKAIINHU,
rpueMa ce, 4e T OTTOBapsT Ha CHIIECTBEHUTE N3UCKBAHUS, ONIPEIeNIeHH B HapeaOuTe mo wi. 18.

(4) Koraro mpou3BOIMTENAT HE MOXE Ja CMa3d H3MCKBaHUATA Ha ain. 3, TOW mpuema
TEXHUYECKU PEIICHUS, C KOUTO J1a TOCTUTHE €KBUBAJICHTEH PE3yJITaT.

(5) Koraro ycraHoBHW, uYe CTaHAApTUTE MO ajl. | He MOKPHBAT HAMBIHO CBHIIECTBEHUTE
M3UCKBaHMs, onpeneneHy B Hapenoute mo wi. 18, MAJI u3rorss u cwriacyBa oduiMialiHa JbpKaBHA
MO3UIHS, KOSITO Cce MpecTaBd Ha EBponeiickaTa KoMHCHS.

Un. 14. (1) (Jom. - JAB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013 r.) [IpousBogutensT Ha
MEIULMUHCKN W3/ CbCTaBS TEXHUYECKAa JOKYMEHTAllMsl, YHUETO ChAbpPKAHUE € OIpPEACNICHO B
CHOTBETHUTE Hapeadu mo 4. 18 oT To3W 3aK0H W/WiaM Ha HapemOaTa mo wi. 211, an. 1 ot 3akoHa 3a
3allUTa OT BPEAHOTO BBH3EHCTBUE HA XUMUYHUTE BEUIECTBA U CMECH.

(2) Cnen w3mbIHEHHE HA TPUIOKHMUTE TMPOIEAYPH 3a OICHSBAaHE HA CHOTBETCTBUETO
MIPOU3BOJUTENST UM HETOBUAT YII'BJIHOMOIIEH MPEICTABUTEN ChCTaBs JeKJIapalus 3a CbOTBETCTBHE Ha
MEIHUITHHCKOTO H3/ICIHE.

(3) [IpousBOAUTENAT WM HETOBUAT YIIBIHOMOIIEH MPEICTAaBUTEN € JUThXKEH Ja ChXpaHsIBa
TEeXHUYECKaTa JOKYMEHTalus Mo all. | ¥ JekiapanusTa 3a CbOTBETCTBUE MO ajl. 2 Hal-MajKo 5 TOJAUHU
OT JlaTaTa Ha MPEyCTAHOBsIBaHE HA MPOU3BOACTBOTO HA MEAUIIMHCKOTO M3/I€TIUE U J1a TU MPEJICTABs MPU
MOMCKBAHE 32 MPOBEpPKa Ha JuIarta mno 4wi. 86, ai. 2.



Yn. 15. (1) "CE" mapkupoBkarta ¢ rpaduqHo u300pakeHue ChIiIacHO MPUIOKEHUETO, KOSTO ce
HaHACcs BBPXY MEIUILMHCKOTO H3JeiHe Mpead IYyCKaHeTO My Ha Ia3zapa W/WIU IyCKaHEeTO MYy B
neiicTBue, TpsOBa J1a ce pa3unTa JIECHO M J]a He MOXKE Ja ce 3aJIn4u Oe3 cieu.

(2) "CE" mapkupoBKaTa ce HaHacs Ha BHAMMO MSCTO BBPXY H3JEIHETO, B MHCTPYKIUATA 3a
ynotpeda U BbpXy HEroBaTa CTEpUIJIHA OIIAKOBKA, aKO MMa TakaBa. Koraro € Bb3MOXHO, TS c€ HaHAcs U
BBPXY NOTpeOUTENICKATa OMMAKOBKA.

(3) "CE" mapkupoBKaTa MMa BUCOYMHA HA-MaJIKO 5 MM, aKO CbOTBETHATa Hapeada mo wi. 18
He mnpenBuwxiaa apyro. Ilpm HamansBane wunu yBenuuyaBane pasmepa Ha "CE" wmapkupoBkara
MPONOPIMHUTE B rpaduuHaTa MpeKa TpsiOBa Aa ObJaT Cria3eHH.

(4) (Mam. - B, op. 110 ot 2008 r.) o "CE" wmapkupoBkaTta mo ai. | ce HaHacs
UACHTU(DUKAIMOHHUAT HOMEp Ha HOTUQUIMpAHHWs OpraH B ciaydaute mo uwi. 11, am. 4, xoraTto
MpOLEAYPUTE, ONpeiesieHH B Hapeaoure mo wi. 18, U3ucKBaT HaHACSHETO MY.

(5) "CE" mapkupoBKaTa ¥ HWIACHTU(DUKAIMOHHUAT HOMEp MO al. 4 HE ce HaHACAT BBPXY
U3JIeJNETO caMo KOraTo pazMepuTe U (popmara Ha U3ENUETO HE TT03BOJISABAT TOBA.

(6) Besika npyra MapKUpOBKa, KOSATO CE HAHACS BBPXY U3JICIHETO, BHPXY ONMAKOBKATA MY H/WIIN
B MHCTPYKLIHATA My 3a ynoTpeba, He TpsAOBa Ja MOABEX1a MOTPEOUTENS - MEAUIIMHCKH CIIEIUATNCT WU
MAIMEeHT, OTHOCHO MapKMpOBKaTa 1o ajl. 1 u He TpsiOBa Aa HapymaBa HeWHATa BUAMMOCT U YETJIUBOCT.

(7) B cmywaii Ha wu3menus, KOMUTO c€ IMyCKaT Ha ma3zapa B cTepwiHa omnakoBka, "CE"
MapKHpOBKaTa Ce HaHACsS KAaKTO BBPXY CTEpWIIHATA, Taka M BBPXY MOTpPeOMTENCKaTa OMAaKoBKa Ha
U3JIETHETO.

(8) Ilpu wmsutocTHO mNpepabOTBaHE HA W3AEITUETO, KOETO MOXKE Ja TMOBJIMSIE Ha HErOBOTO
6e3omacHo u3nomsBaHe, "CE" mapkupoBkara ce HaHacs cliel] TOBTOPHO OIICHSBAaHE Ha H3JEIINETO
CBIJIACHO MPUJIOKUMUTE MPOLIETypH, OIIPENIETICHHU B Hape10UTe 1o 4. 18.

(9) (Hom. - B, 6p. 84 ot 2012 1., B cuma ot 02.01.2013 r.) Korato MeauImHCKOTO U3/IEIHE € B
IIPWJIOXKHOTO T0JIE€ Ha HapeAOuTe Mo 4. 7 oT 3aKkoHa 3a TEXHUYECKUTE M3UCKBAHUS KbM IMPOTYKTHTE
u/WnM Ha riaBa neta "a" um Ha Hapenbata mo ui. 21xa, am. 1 or 3akoHa 3a 3amMTa OT BPEAHOTO
BB3/ICHCTBME HAa XWMUYHUTE BEIIECTBA M CMecH, TpeaBikaamy HaHacsiHe Ha "CE" mapkupoBka,
MapKUpOBKaTa YAOCTOBEpPSBA CHOTBETCTBUETO HA M3JIEIHETO C M3UCKBAHUITA HA BCSIKa OT HapeaouTe,
OCBEH aKO B HapeJ0UTe € MpeBUICHO APYTO.

(10) Ha u3nox06u, maHavpu, 1eMOHCTpAIH, TPOMOIIMH, HAYYHH U TEXHUYECKU KOH(PEPEHIINU
MOTaT Jla ce MPEICTaBsAT MEAUITMHCKH u3enus 0e3 HaneceHa "CE" mapkupoBka.

(11) B cnydaute mo an. 10 mpou3BOAUTENSAT HAHACS BBbPXY U3JENHUITa BUIAUMO 00O3HAUCHUE,
KOETO HEJIBYCMUCIIEHO [TOKa3Ba, Y€ T€ HE ca IpelHa3HaueHH 3a MyCKaHe Ha Ma3apa W/WIM 3a IyCKaHe B
JEUCTBHE.

Un. 16. (1) TlpomsBomuTensiT Ha MEIUIIMHCKU U3JEIUS € JUTBKEH Ja IOCOYHd HMETO,
CEIaJIMILIETO U aJpeca CU Ha yIpaBJICHUE BbPXY U3JEIUETO, BBPXY OINAKOBKaTa My M B MHCTPYKLUATA 32
ynotpeba. MHcTpyKIus 3a ynotpeba He ce M3MCKBa 3a m3aenus mo 4wi. 2, ain. 1, 1. 3 ot kiac [ u Ila,
KOUTO IO MpEleHKa Ha MPOU3BOAUTEN MOraT Ja Cce H3MOoJi3BaT Oe30macHo 0e3 WHCTPYKUIMS 3a
ynoTpeoa.

(2) Bppxy onakoBkaTa U B MHCTPYKIMATA 3a ynoTpeOa Ha U3JeNus, KOUTO C€ BHACAT OT TPETU
Obp)KaBM Ha TEpUTOpHATa Ha EBponeickus Cbpo03 WIM Ha TepuropusTa Ha EBponeinckoTo
MKOHOMMYECKO IPOCTPAHCTBO, CE€ IOCOYBAT JONBJIHUTEIHO MMETO U AAPECHT HA YIBIHOMOLICHMS
MIpeICTaBUTEN U HA BHOCUTEJIS.

(3) Unctpykuumsra 3a ynorpeba TpsiOBa ja ObJie ChbCTaBeHA U Ha OBJATapCKU €3HK.



Un. 17. ITpou3BOAMTENAT WIA HETOBUAT YITBJIHOMOIIEH MPEACTABUTEN € JUIbKEH Ja OCUTYPHU
0€30MacHOTO HMHCTAIMpPaHE HAa MEIUIIMHCKUTE W3JeNHs Ha Tepuropusra Ha PemyOnmka bwarapws,
Korato crnenu@ukKaTa MM HM3MCKBAa TOBa CBHIVIACHO HWHCTPYKIMATA 3a yrnoTrpeda, W Ja TapaHTHpa
MMOAAPBIKKATA M.

. 18. (U3m. - JIB, 6p. 82 ot 2009 1., B cuia ot 16.10.2009 r., usm. - [IB, 6p. 14 ot 2015 r.)
MUHHUCTEPCKUAT CHBET MO MPEAJIOKEHHE HAa MHUHUCTbpPa Ha 3/paBEOIa3BaHETO M HA MUHHUCTHpa Ha
WKOHOMHKATAa OTpPEeIIsi ¢ HapeAOH 3a MEAUIIMHCKUTE U3ACIIUS 110 WI. 2, aj. 1:

1. ChIIECTBEHUTE N3UCKBAHUS,

2. TpoleaypuTe 3a OICHSABAaHE HAa CBOTBETCTBUETO CbHC CBHIICCTBEHUTE HW3UCKBAHUS H
ChABPKAHUETO HA TEXHUYECKATA JOKYMEHTAIIUS;

3. mpaBuJIaTa 3a KJIacHpUKaIKsI Ha MEIUIIMHCKUATE U3IeIus 1Mo 4. 2, an. 1, 1. 3;

4. cnuchblIUTE, ONpEAeNdlld oO0XBaTa Ha TPYNUTE UH BUTPO JAMATHOCTUYHH MEAMIIMHCKU
H3IIEIINS;

5. W3HUCKBAaHUATA 3a MPOBEXKJAHE HA aHAJIM3 HAa PUCKA W 3a YIpPaBJICHHE Ha pPHUCKA 3a
MEIHUIIMHCKH H3Aeaus mo wi. 11, ain. 5.

Paznen I11.
IlIyckane Ha ma3apa u/Wid MyCKaHe B JielicTBHE HA MeIUIIUHCKH U3/1eJIUsl, U3padoTeHN 1o
NnopbYKa

Ui 19. (1) (U3m. - [AB, Op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) [IpousBoautenar wiu
HErOBUAT YIBJIHOMOIIEH IPeICTaBUTEN, Mpeau Ja MyCHEe Ha Maszapa W/Wid B JASHCTBHE MEIUIIMHCKO
U3JIeHe 1Mo Wi. 2, a. 1, T. 2 wiu 3, u3paboTeHO 10 OPhUKA, ChCTABS IOKYMEHTAIIHS, KOSTO ChIbPKA:

1. uMeTo U aapeca Ha MPOU3BOIUTENS,

2. uIeHTU(PUKAIMOHHN JaHHU Ha U3JIEITUETO;

3. nekjapanus, 4€ METUIIMHCKOTO HW3JeNHe € MpeJHa3HaueHO 3a CHelHalHa yrnoTpeda oT
KOHKPETEH IMaIeHT, YUETO UME CE IMOCOYBa;

4. UMeTO Ha JIeKaps WM Ha JIeKaps MO JEeHTallHa MEAMIIMHA, KOUTO € M3rOTBUJ 3aJaHHETO 3a
n3pabOTBaHE HA U3JIETTUETO, U HAUMEHOBAHUETO Ha JICYEOHOTO 3aBe/IeHNE, KOTaTO € Bb3MOXKHO;

5. cnenupUYHU XapaKTePUCTUKH Ha MEAUIIMHCKOTO U3/IETTHE ChIIIACHO 33/1aHUETO;

6. nekyaparusi, 4e U3eIMeTO ChOTBETCTBA HA MPUJIOKUMUTE 33 HETO CHIIECTBEHU N3UCKBAHMUS.

(2) (M3m. - 1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) B cnydaute, Korato u3aenueTo He
OTroBaps Ha HAKOE OT TPHUIOKUMHUTE 3a HEro CHINECTBEHU HM3UCKBAHUS, HECHOTBETCTBHETO CE
000CHOBaBa B JieKJapalusira o ai. 1, T. 6.

(3) (Hon. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Joxymenranusra mno ai. 1 ce
ChXpaHsIBa OT MPOU3BOIMTENS WM OT HETOBUS YIBIHOMOIIEH MPEACTaBUTEN 3a CPOK Hali-Maiko 5
TOJIMHY, a B CIYYaWTe Ha UMIUTAHTUPYEMH METUIIUHCKA W3ICIUs 1m0 Wi. 2, al. 1, T. 3 U Ha U3JeNus 10
. 2, an. 1, T. 2 - 3a cpok Hail-manko 15 rogunu.

(4) (HoBa - /JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) doxkymeHTanusTa no ai. I,
MpHUApYX)aBallla u3AenausaTa mo wi. 2, ain. 1, T. 2 u uznenusra mno 4i. 2, an. 1, T. 3 ot kiac Ila, 116 u 11, ce
MIPEIOCTaBs Ha KOHKPETHUS TAIMCHT, WICHTU(UIIMPAH ¢ UMe, aKPOHUM HITH ITUPPOB KOJI.

(5) (ITIpeaumna ain. 4, uzm. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) [IpousBogutensr
Ha u3zaenus mo 4i. 2, an. 1, T. 2 u 3, u3paboTeHu 1o nopbyka, NpeocTaBs npu noucksaHe ot MAJI
CIHUCHK Ha U3JIEHATA, TyCHATH B JCCTBHE HA TepuTopusTa Ha Pemybnuka bearapus.



Un. 20. (1) (M3m. - JB, 6p. 110 ot 2008 r.) [Ipom3BOaUTENAT CHCTaBS JAOKyMEHTAIHS,
BKJIIOYBAI[A ONMCAHWE HAa MPOCKTHPAHETO, Ha IMPOU3BOACTBOTO M HA JEHCTBHETO HA H3JEIHETO,
BKJIFOUMTEIHO OYaKBaHOTO JAEWCTBHE, KOSATO MO3BOJISIBA OIECHSBAHE CHOTBETCTBUETO HA H3CIUETO C
M3MCKBAHUATA HA TO3M 3aKOH M Ha Hapenobute mo wi. 18. B mokyMmeHTanusTa ce mocouBa M aipechT Ha
MIPOU3BOJICTBEHOTO/IIPOU3BOICTBEHUTE MTOMEIIEHUE/TTOMEILICHUSI.

(2) pousBoauTENAT € JUIHXEH Ja MpeArnpreMe HeoOXOIUMHUTE MEpKH, 32 J]a OCHTYpPH 4pe3
MIPOM3BOJICTBEHUS MPOIleC ChOTBETCTBHUE HA M3eNUATa o Wwi. 19 ¢ tokymeHTanusra mo ai. 1.

(3) (Hosa - IB, 6p. 110 ot 2008 r.) [Tpon3BOIUTENAT MIPEIOCTABS JOKYMEHTAIMATA 110 ail. 1 3a
MpOBEpKa IIpU MOMCKBAHE HA JiMIlaTa o 4j. 86, ai. 2.

Pazpen IV.
IIyckaHe Ha ma3apa Ha CMCTeMH WJIM HA00OpPU MeIMUMHCKH W3/1eJIusl

Yn. 21. (1) Ousnuecko Win IOPUIXIECKO JIUIIE, KOETO KOMIUIEKTYBa MEIUIIMHCKU U3ENUs 110
. 2, an. 1, . 3 ¢ Hanecena "CE" mapkupoBka, Ipeiy J1a T ITyCHE Ha a3apa KaTo CUucTeMa Wi Habop,
ChCTaBs IEKJIapalus, B KOSTO 3asBsBa, Ye:

1. € KOMIUIEKTYBaJI CUCTeMAaTa WM Habopa B 3aBUCUMOCT OT MPEAHA3HAYCHUETO Ha OT/CITHUTE
W3JIeHs U OTPAaHMYCHUATA UM 32 YIOTpeba, onpeiesieHu OT TPOU3BOIUTEINTE;

2. € IPOBEPHJI ChBMECTHMOCTTA Ha OTJICITHATE MEAWIIMHCKHU H3JCTUS M € IPOBEJ ONEPAUUATE
M0 KOMILJIEKTYBaHE B ChOTBETCTBHE C MHCTPYKIIUUTE HA MPOU3BOIUTEIINTE;

3. ¢ omakoBaJ CHCTEMaTa WIM Ha0opa W € MPeIoCTaBwil HeoOxoaumaTta WHQPOpMAIUs Ha
MOTPEOUTENUTE, KOATO BKIIOYBA CHOTBETHUTE HHCTPYKIIUU OT MPOU3BOIUTEIIUTE;

4. nefiHOCTTa MY € OOCKT Ha ChOTBETHH MPOIICYPH 32 BHTPEIICH KOHTPOJ U ITPOBEPKA.

(2) Koraro HskOe OT M3MCKBaHHMATAa Ha al. | HE € WM3IBJIHEHO, CHCTEMAaTa I HabOpHT
MOJIJISKAT HA OIEHSIBAaHE HA ChOTBETCTBHETO ChC CHINECTBCHUTE U3MCKBAHMS, ONIPEIICIICHH B HAPECIOUTE
o 4. 18.

Un. 22. (1) dusnyecko WM IOPUIUYECKO JIUIE, KOETO CTEPWIM3MpAa CUCTEMHU WM HabOpHU
MEIULMHCKN M3Aenus Mo wi. 21 W/WiIM MeTULMHCKY M3Aeausd mo uwi. 2, an. 1, T. 3 ¢ Hanecena "CE"
MapKUpOBKa, MpeAHa3HAuY€HU OT MPOM3BOAMTENS Aa ObJaT CTEPUWIM3HPAHU Npeau yrnorpeda, 3a J1a I'
IyCHE Ha ma3apa, TpsOBa Ja OLIEHH CHOTBETCTBHETO WM IO MPOLEAYpPHU, ONpENEeIeHN B ChOTBETHATa
HapenOa mo 4. 18.

(2) (Hom. - AB, 6p. 110 ot 2008 r.) IIpunaranero Ha npouenypure no ai. 1 u neiictBuara Ha
HOTU(QUIMPAHUS OpraH ce OrpaHHyaBaT JI0 NOCTUTaHE Ha U3MCKBAHMSTA 332 CTEPUIIHOCT 10 MOMEHTA Ha
HapyllaBaHe L[eJI0CTTa Ha OITaKOBKATa Ha U3/IENIUETO.

(3) JIunero mo an. 1 cheTaBst Aekapaius ChIVIACHO U3UCKBAHUATA, TIPEABUACHH B ChOTBETHATA
Hapez0a, ye cTepUIn3alyaTa € U3BbpIlIeHa B ChOTBETCTBUE C HHCTPYKIIMUTE HA IPOU3BOIUTEIUTE.

Un. 23. (U3m. - IB, 6p. 110 ot 2008 r.) Jlunara o 4. 21, an. 1 u un. 22, an. 1 cexpaHsBar
JeKIapaluuTe 32 CPOK 5 TOJUHU U THU MPEIOCTaBAT NPU TOUCKBAHE 3a MPOBEPKa HA JIMIATa MO 4. 86,
an. 2.

Un. 24. CucremuTte wiv HAOOPUTE METUITMHCKU U3JENUS 110 Wi. 21, CTepUIM3UpaHUTE CUCTEMH
WM HAa0OpM W MEIUIMHCKUTE u3nenus mo w@wi. 2, an. 1, T. 3 ¢ nHanecena "CE" mapkupoBka,



MpeIHa3HAuYeHU OT MPOU3BOIUTENS J1a ObJaT CTEPIIIM3UPAHU TIPEeIn yIoTpeda, ce mycKar Ha ma3apa 6e3
nombiaauTenHa "CE" MapkupoBka, MpUAPYKEHU OT HHCTPYKIIUS 3a yIoTpeda, KOSTO BKIIOUBA, KOTATO €
HeoOxouMo, HH(OpMAIIUATA, TIPEOCTABEHA OT MMPOU3BOIUTEIINTE HA OTIACIHUTE U3ENUS OT CHCTEMaTa
WM Habopa, U3UCKBAHUATA KbM KOSITO ca OINpe/ie]ieHd B ChOTBETHATa Hapeaoa mo ui. 18.

Pazgen V.
OueHnsiBaHe Ha 1eliCTBHETO HA UH BUTPO IMATHOCTUYHYU MeIULMHCKH U3/1eJIusl

Ui 25. (1) Ouenkara Ha ChOTBETCTBUETO HA MH BUTPO JUATHOCTUYHUTE MEIUIIMHCKU H3CITHS
ChC Ccrenu(pUIHOTO UM TIPETHA3HAYCHHE MPU YCIOBUS Ha yIOTpeOa, ONpeaeNicH! OT MPOU3BOIUTEINS, CC
M3BBPIIBA C OIIEHKA Ha JIEHCTBUETO Bh3 OCHOBA Ha!

1. cOopHU JaHHU OT Hay4yHAaTa JUTEepaTypa, OTHACSIIM CE J0 MPeIHA3HAYCHUETO Ha U3IETUETO,
Y KpUTHUYEH aHAIW3 Ha TE3U JaHHU, U/WIH

2. pe3yATaTUTe OT U3MUTBAHUATA NP OLICHKA HA JCHUCTBUETO WJIK JPYTH MOJIXOSIIN TECTOBE.

(2) IIpousBOAUTENAT WM HETOBUAT YIIBIHOMOILIEH MPECTaBUTEN, MPEAU Aa MPEeIOCTaBH WH
BUTPO JMATHOCTUYHM MEIUIIMHCKA W3JCNUS 3a OLEHSIBAaHE Ha JCHUCTBHETO B aKpeAUTHpPaHA
naboparopusi, ChCTaBs TOKYMEHTAIIUsS, KOSTO ChAbpKa:

1. uneHTH(UKAITMOHHN JaHHH Ha U3JICIINETO;

2. IUIaH 3a OLEHSBaHEe, KOWTO ChIbpKa LIEeNTa, HAYYHUTE, TEXHUYECKUTE WM MEIULUHCKUTE
OCHOBaHUsI, 00XBaTa Ha OLICHSBAHETO W OPOs Ha M3/ICITHUATA;

3. COHUCBHK Ha aKpeJUTHPAHUTE T1a00pPaTOpUH, KOUTO y4acTBaAT B OLEHSBAHETO;

4. HavaJHAa JaTa U IJIaHUpaHa MPOIBDKUTEITHOCT Ha OIEHABAHETO;

5. mpu U3aeNnus 3a CaMOTeCTyBaHe - MICTO U Opoi Ha nurata 6e3 MeAUIUHCKA KBaTupUKaIus,
KOUTO III€ Y4acTBaT B OIICHSBAHETO;

6. Aekiapamnus, Y€ MEIUIMHCKOTO H3JIeHe ChOTBETCTBA Ha MPUIOKHMHUTE ChIICCTBEHU
W3HUCKBaHUS, C M3KIIOYCHHUE HA T€3H, KOUTO ca OOCKT Ha OIICHSIBAHE HA JICHCTBUETO U KOUTO Ca H3PHYHO
MOCOYECHH, U Y€ ca MPEANPUETH BCUYKU NpEAna3Hd MEpKH, HEOOXOAMMHM 3a 3alluTa Ha 3ApaBeTo H
0€30MacHOCTTa Ha MEIUIIMHCKUTE CIIEIUATUCTH, Ha MAIIMEHTUTE WK HA TPETH JIUIIA.

Un. 26. (1) IIpousBoaurensT cbcTaBs TEXHHUYECKaTa JOKyMeHTauus mo wi. 14, an. 1 u 5
MPEACTaBs 3a MPOBEPKA MPHU MOMCKBAHE Ha JUIaTa Mo wi. 86, ai. 2.

(2) IIpousBoauTeNAT € JUIbKEH Ja HpeArnpreMe HeoOXOTUMHUTE MEpKH, 3a J]a OCUTYpH 4pe3
IIPOM3BOJICTBEHUSI TPOIEC CHOTBETCTBUE HAa MH BHUTPO JUArHOCTMYHUTE MEIUIMHCKU U3JENIUsA 3a
OLICHsBaHE Ha AEUCTBHUETO C JOKYMEHTALUATA 110 aJl. 1.

I'naBa BTOpA.
PEI'ICTPALIUSA HA JIMIA, KOUTO TYCKAT MEJUIINHCKH U3AEJINSA HA TTA3APA
BAI'JL. U3M. - /1B, BP. 110 OT 2008 I".)

Y. 27. (1) (U3m. - [IB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) KoraTo nmpou3BoguTesIT
Ha MEIULMUHCKYU U3JeNus 1o ui. 2, an. 1, T. 3 ot kiac I, npousBoAUTENAT HA W3AENus 1o Wi. 2, an. 1, 1. 2
1 3, n3pabO0TEHHU 10 MOPBHUKA, KAKTO U (PU3UIECKOTO WIIM FOPUIAYECKOTO Jiniie mo wi. 21, anm. 1 u . 22,
an. 1 ca peructpupanu no THProBCKUs 3aKOH, T€ MOJaBaT 3asBICHUE 3a PETUCTpalUs 1Mo obpaszer 10
n3nbJIHATENHU qupekTop Ha MAJI He mo-kbcHO OT 14 nHUM crnen ImMyCKaHe Ha W3JEIMeTO Ha Iasapa
W/WM B IEHCTBUE HA TepuTopusta Ha PenmyOnuka boarapus.

(2) KbM 3asBi€eHHETO 32 perucTpanus o ai. 1 ce mpuiarar:

1. (u3m. - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) envHeH uASHTH(PUKAITMOHEH KO HA



IPY>KECTBOTO;

2. HaMMEHOBaHHE U OMKMCAHUE Ha U3/IEIIUETO;

3. IOKyMEHT 3a IJIaTeHa TaKca B pa3Mep, OnpeJiesieH B Tapudara mo wi. 7, ai. 1.

(3) (U3m. - JIB, Op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) JInmara mo an. 1 ca 1IbXHHA 11
yBeAOMAT B 14-mHEBeH Cpok M3mbiaHUTENHUs aupekrop Ha WAJl npu mpomsiHa Ha ajgpeca cuU Ha
ynpasnenue. [Ipu npomsina B undopmManusira o aji. 2, T. 2 quuaTa no ai. | mogaBaT 10 U3IMIBIHUTEITHUS
mupextop Ha MAJI 3asBiienuero mo ain. 1, KbM KOETO Mpuiiarat CBbp3aHHUTE C MPOMSHATA JTOKYMEHTH U
JOKYMEHT 3a IUIaTeHa Takca B pa3Mep, OIpe/esieH B Tapudara o wi. 7, aiu. 1.

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

Ui 28. (1) KoraTo mpousBoauTensaT Ha u3aenus mo wi. 2, ai. 1, T. 1 mycka oT cBoe UMe Ha
nasapa W/uiM B JICHCTBHE Ha TepuTopusara Ha PernyOnuka bbarapus Te3n u3ienust U € perucTpupan mo
Tbproeekus 3aKoH, TOH MoAaBa 3asBJICHHUE 3a PETUCTpAIHs 10 00pa3el] 10 U3MBJIIHUTEIHUS JUPEKTOP Ha
NAIJL

(2) KbM 3asBieHHETO 32 perucTpanus mo ai. 1 ce mpuiarar:

1. (m3m. - IB, 6p. 60 ot 2011 r., B cua ot 05.08.2011 r.) enuHeH naeHTH(PHUKAIMOHEH KOJ HA
IPYXKECTBOTO;

2. uHpopManus 3a OOIIUTE TEXHOJOTHYHHU W/WIM AaHATUTHYHH XapaKTEPUCTHKH, CBBbpP3aHa C
pPEaKTUBUTE, MPOAYKTUTE OT PEaKTUBHUTE, KATUOPATOPUTE U KOHTPOIHUTE MaTepUaIH;

3. B cimyvall Ha u3enus oT cnuchlu A, b 1 nznenus 3a caMoTecTyBaHe - HAMMEHOBAaHUE, BUJL U
MOJIe]l Ha U3JEINETO, aHAIUTUYHHU U KOTaToO € HEOOXOAMMO, TMarHOCTUYHU MapaMeTpH MO OTHOIICHHE
Ha CBHUICCTBEHUTE HW3HMCKBAHMSA, MOCOYEHW B Hapenowre mo wi. 18, pe3ynratum OT OIEHKara Ha
JNEHUCTBUETO 110 IJ1aBa I'bpBa, pasnen V;

4. yHCTpYKIMS 32 ynorpebda Ha OBITapCcKH €3UK;

5. IOKyMEHT 3a IJIaTeHa Takca B pa3Mep, onpesesieH B Tapudara mo wi. 7, an. 1.

(3) (U3m. - B, 6p. 110 ot 2008 r.) [IpousBoauTensT, KOWTO OT CBOE MME ITyCKa Ha Ma3apa
u/unn B ecTBUE Ha TepuTopusara Ha PenyOinka beiarapus HOBO MH BUTPO TMAarHOCTUYHO MEAULIMHCKO
u3JieNre, KOrato € perucrpupad mo ThproBckus 3akoH, moaasa a0 MAJI gokymeHTanusTa mo aiu. 2,
KAaKTO U yKa3aHHE, Y€ U3/EIUETO € HOBO.

(4) (M3m. - B, Op. 110 ot 2008 r.) U1 BUTPO AMArHOCTUYHO METUIIMHCKO U3/I€TTUE € HOBO, aKO
Ha Ta3apa Ha JAbp)KaBa WICHKA WU Ha JbpXkaBa OT EBpONECKOTO MKOHOMUYECKO MIPOCTPAHCTBO MPE3
MOCJIEHUTE TPU FOJIUHU:

1. TakoBa u3zAenMe He € OWJIO MOCTOSHHO HAJIMYHO 32 aHAIM3MPAHWUTE BELIeCTBA WU JIPYTU
napameTpH, Uiu

2. He e Owyla HaJM4YHA AHAIMTUYHATA TEXHOJIOTHs, W3IOJ3BaHA 3a JaJCHUTE aHAIM3UPAHU
BelIeCTBa WU MapaMeTpH.

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

(6) (M3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) 3asBieHHeTO 3a perucTpaus mno
an. 1 u 3 ce momasa B 14-1HEBEH CpPOK OT JlaTaTa Ha IyCKaHe Ha Ma3apa W/MJM MycKaHe B JielicTBUE Ha
n3genmaTa mo wi. 2, aim. 1, 1. 1.

(7) (U3m. - AB, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) JIunata mo an. 1 u 3 ca rexHA 12
YBEIOMSAT B 14-1HEBEH CPOK M3NbIHUATENHUA qupekTop Ha MAJT pu:

1. mpoMsiHa B aipeca Ha yIpaBIICHUE;

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

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

4. M3TerJIAHE Ha U3MIEJIUETO OT Tasapa.



Un. 29. (M3wm. - [IB, 6p. 110 ot 2008 1., B cmma ot 21.03.2010 1.) (1) B cnmyyaute mo wi. 10, an.
2, KOrato yI'bJHOMOUICHHSAT MPEACTaBUTEN € perucTpupaH nmo THproeckusi 3akoH, mojaaBa g0 MAJI
3asiBJICHUE W TPUpYKaBalaTa ro JOKyMEHTAIMs 3a u3AenusiTa mo wi. 27, an. 1 w/wmm no . 28, an. 1
numm 3.

(2) YobnuomoteHusT npencraBurel no ain. 1 yBegomsia MAJI npu Besika nmpomsiHa Ha ajpeca
CH Ha yIIpaBJICHHE.

Ui 30. (U3m. - IB, 6p. 110 ot 2008 r., B cuina ot 21.03.2010 r.) 3a BcUuku u3aenus mo 4i. 2,
an. 1, 7. 2 u mo wr. 2, ain. 1, 1. 3 ot kuac Ila, 116 umum III, mycHaTh B neiicTBUE HA TEpUTOpHUsITA HA
Peny6nuka bouarapus, WMAJI Moxxe na mowcka AaHHU, WIACHTU(QUIHMPAINU W3JIEIHETO, E€TUKET U
MHCTPYKLUS 32 yroTpeoa.

Y. 30a. (Hos - [IB, 6p. 110 ot 2008 1., u3m. - 1B, 6p. 39 ot 2011 1., B crmma ot 01.01.2012 1.)
(1) (U3m. - JAB, 6p. 43 or 2016 1., u3m. - JIB, O6p. 102 or 2018 r., B cmima ot 01.01.2020 1.)
WM3nbaHutennata areHmus Mo JIeKapcTBaTa MOAIbp)Ka Ha HMHTEPHET CTpaHMIATa CH CIHUCHK Ha
MEIUIIMHCKUTE W3JIeIusI, KOMUTO MoraT naa ObJaT 3amjaiiaHd CbhC CpEICTBa OT OroUKeTa Ha
Hanuonannata 3apaBHOOCUTYpUTENIHA Kaca, OT JIbpKaBHUS OIO/DKET, UW3BBbH oOXBara Ha
3aIBJKUTENIHOTO 3JIPaBHO OCHUTYpsiIBaHE, OT OroJKeTa Ha JeueOHUTE 3aBeACHMs M0 4. 5 oT 3aKoHa 3a
nedeOHUTE 3aBEICHMS, KAaKTO M ChC CPEIICTBA Ha JICUCOHHUTE 3aBEJACHUS C JBP)KABHO W/WIM OOIIMHCKO
yuactue o 4i. 9 u 10 ot 3akoHa 3a jeuyeOHHUTE 3aBe/ICHUSI.

(2) CiiucbkbT 10 ait. 1 chabpxa:

1. o0y naeHTH(GUKAITMOHHY JTAHHU M XapaKTePUCTUKHA Ha MEIUIIMHCKOTO U3JICITUE;

2. cepTH(PUKAIMOHCH U PETUCTPAIIMOHCH CTaTYC HA METUITUHCKOTO U3JICIHC;

3. Thproecka MH(pOpMAaIIKs, BKIIOYUTETHO MPOJAKHA IIEHA 32 MEIUIIMHCKOTO U3/elIie, KaKTO U
3a MPOU3BOIUTEIIS/ YITBIHOMOIIEHUS TIPEJCTABUTEN HIIM ThProBela Ha MEIUIIMHCKOTO U3JICIIHE;

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

5. (woBa - JIB, Op. 67 ot 2020 r.) ThproBcka UHQPOpPMAaIKs, BKIOUUTEITHO MPOJAKHA 1I€HA Ha
MEIULHUHCKOTO U3JIeJNe, YAOCTOBEpEHA C JOKYMEHT, MPEACTaBEH Mpel ChOTBETHOTO MHUTHHUYECKO
YUpEKIEHUE, KaKTO U 32 MPOU3BOANUTENS/ YITHIIHOMOIICHHS TIPEICTaBUTEI, BHOCUTENS WIH ThProBela Ha
MEIULHUHCKOTO U3JIeTNE, KOTaTO MEAUIIMHCKOTO U3/IEINE CE BHACS OT TPETa AbpPHKaBa;

6. (HoBa - JIB, Op. 67 ot 2020 r.) cTOIHOCTTA, HA KOSITO MEIUIIMHCKOTO U3/IEIHNE € 3aIIaTeHO
or Hamumonanmnata 31paBHOOCHUTYpHTENHA Kaca, MUHHCTEPCTBOTO Ha 37paBeola3BaHETO, JeueOHUTE
3aBeJCHUS MO WI. 5 OT 3aKOHA 3a Je4eOHUTE 3aBEICHUS U OT JIeUEOHUTE 3aBEICHUS C JbPKABHO W/WIIH
oOmuHCKO ydactue mo wi. 9 u 10 ot 3akoHa 3a jeuyeOHHUTE 3aBe/ICHUSI.

(3) (Homa - 1B, op. 67 ot 2020 r.) Undopmanusara o an. 2, T. 5 u 6 € IOCThIIHA caMO 3a
MHCTUTYIIUUTE M JIMLATa, KOUTO 3aIulalllaT ChOTBETHOTO MEAUIMHCKO u3nenue. WMHcTtuTyuuute u
JUIara mo ai. 2, T. 6 HaMaT MpaBo Ja MpeIoCTaBAT MoTydeHaTa HHGOpMaIus Ha TPETH JIUIIA.

(4) (M3m. - IB, 6p. 102 ot 2018 r., B cuna ot 01.01.2020 r., mpenumiHa an. 3, usMm. - /B, 6p. 67
ot 2020 r.) YcnoBusta M peabT 3a BKIOYBAHE HAa MEAWIIMHCKH M3JCIUS B CIKMCHKA Mo ail. 1, 3a
MPeIOCTaBsiHE U ChXpaHsABaHE HAa MHQpOpMAIUATA MO all. 2, KAKTO M 3a MOJABPKAHETO U JOCThIA J0
CIUCBHKA 10 al. 1, ce ompenensT B Hapea0a, n3/1ajieHa OT MUHUCTBPA Ha 3/IpaBEOINa3BaHETO.

(5) (Ilpenumua an. 4 - IB, 6p. 67 or 2020 r.) He ce 3ammamar ckc cpeactsa mo anm. 1
MEIUITUHCKHU W3/ICNIHS U3BBH CITUCHKA 110 ail. 1.

UYn. 306. (Hos - IB, 6p. 39 ot 2011 r., B cuna ot 01.01.2012 r.) (1) AbpkaBara exerogHo
OIpeziesisi CTOMHOCTTA, IO KOSATO Ce 3aIulalliaT MEIUIIMHCKUTE W3/ICIHs, BKIIOYEHH B CIHCHKA MO YII.
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30a, ai. 1.

(2) (U3m. - B, 6p. 67 ot 2020 1.) YcnoBusita U peabT 3a ONpeAeisiHE Ha CTOMHOCTTA Ha
MEAUIIMHCKUTE U3/Ieus 1Mo al. | ce onpenensT B Hapeadara no wi. 30a, an. 4.

(3) (Homa - 1B, 6p. 67 ot 2020 r.) C Hapenbata o wi. 30a, ait. 4 ce onpenessT U YCIOBUATA U
peIbT 3a ONpeesssHe Ha CTOMHOCTTA, /10 KOSATO C€ 3aIulaliaT MOMOIIHUTE CPEICTBA, IPUCIIOCOOICHHSTA
U ChOPBKEHHMSATA 32 XOpaTa ¢ YBPEKIaHUs ChC cpeacTBa 1o ui. 23, an. 1, 1. 11 ot 3akoHa 3a 3A4paBHOTO
OCHUT'ypsIBaHE.

Ui 31. (1) (Orm. - [IB, 6p. 110 ot 2008 1., B cuyta ot 21.03.2010 1)

(2) (M3m. - IIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) M3mbiaHuTeNHATa areHIMs 1O
JIeKapcTBaTa BOAU PETUCTHP, KOUTO ChABPXKA:

1. HOMep U J1aTa Ha PErHCTPALUs;

. HAUMEHOBaHUE, BUJ U KJIaC Ha METUIIUHCKOTO U3JeIIne;

. IM€ U aJjpec Ha ynpasjeHue Ha 3asaBuTess mo wi. 27, an. 1, un. 28, an. 1 u 3 u un. 29, an. 1;
. JlaTa Ha 3aJ1M4aBaHe Ha MEIUIIMHCKOTO U3JIeINe OT PETUCThPa U OCHOBAHUETO 32 TOBA,

. 320€JIeKKH 10 BIIMCAHUTE 00CTOSITEIICTBA.

(3) (M3m. - JIB, 6p. 110 ot 2008 1., B cria ot 21.03.2010 r.) M3mbanuTenHaTa areHIus 1o
JIeKapCcTBaTa MPEOCTaBs JaHHU 3a PETUCTpaluATa Ha u3Aenusta mo wi. 27, an. 1, wi. 28, an. 1 u 3 u no
1. 29, an. 1 npu NOUCKBaHE OT PEryJaTOPHU OPraHu Ha APYTU IbP’KaBU WIEHKU WIH OT PErylaToOpHH
OpraHy Ha AbpXKaBU OT EBPOIEHCKOTO HKOHOMUYECKO IIPOCTPAHCTBO U OT EBpomneiickara KOMHUCHSL.
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I'naBa Tpera.
KIMHUYHU UBIIUTBAHUSA HA MEJUIIUHCKHU U3JEJIUA

Paspea 1.
OO0wmm pasnopenou

Un. 32. (M3m. - 1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Knuau4yHo u3nuTBaHe C
MEIULUHCKHU U3JeNus 1o wi. 2, an. 1, T. 2 u 3 ce npoBexka C 1e:

1. moTBBpXKAaBaHe, Y€ MPU HOPMAJIHUA YCJIOBUS Ha YNOTpeOa U3ACIUETO M3IBIHSABA €IHA WU
noBeye oT (PYHKUIUUTE, ONMPEIETCHH OT MPOU3BOIUTENS,

2. uaeHTHUUIMpaHEe HA HEXETaHU CTPAHUYHU €EKTU NP HOPMAIHH YCJIOBUS Ha ynorpeba Ha
U3/1eTINETO;

3. TpereHKa JOKOJIKO HICHTU(PHUIIMPAHUTE HEXEITaHW CTPaHUYHH e(EeKTH ca B paMKHUTE Ha
MIPUEMIIMBUS PUCK, IPEUEHEH CIOPSIMO MOJ3aTa OT NPEIBUICHOTO NMPEIHA3HAUYECHNE HA U3/IETTUETO.

Uin. 32a. (Hos - IB, 6p. 110 ot 2008 ., B cruta ot 21.03.2010 r.) OnieHsiBaHETO HA KITMHUYHUTE
JTaHHY OT U3MUTBAHETO Ce U3BBPIIBA IPU YCIOBUS, OMPENIETICHH B HapenOaTa o 4. 48, ai. 2.

Un. 33. KnuHUYHO M3MUTBAHE Ce MPOBEX/a B JIe4YeOHU 3aBe/IeHUs M0 CMHCHIa Ha 3aKkoHa 3a
JeyeOHUTE 3aBe/ICHHS.

Un. 34. (1) KnuauyHOTO M3NUTBaHE € M3JENUATA MO 4i. 32 ce MpoBeXJa MpU CHa3BaHe Ha
OCHOBHMTE TNPUHIMIIKA, KOWTO TapaHTHpaT IpaBaTa, O€30MacHOCTTAa, 3APAaBETO MU YOBEIIKOTO



JOCTOMHCTBO HA YYaCTHULIUTE B U3MUTBAHETO, ONpeAeeHN B Jlekmapanusara oT Xen3uHKY 38 €eTUYHUTE
IPUHIUIN IPU IPOBEKJAHE HA KIMHUYHU U3UTBAHUS BBPXY XOpa.

(2) IpaBara, GezomacHOCTTa M 3[IpaBETO HA YYAaCTHUIHMTE B KIMHUYHOTO H3IHUTBAaHE Ce
IIOCTaBAT HAJl UHTEPECUTE Ha HayKaTa U 0OLIECTBOTO.

(3) KiinHM4YHOTO M3NUTBaHE ce MpeAlprueMa U IPOBEXKAa, IPU YCIOBUE Y€ IMPEABUINMUTE
II0JI3U 3@ Y4aCTHHMKA U 32 OOIIECTBOTO ONPaBAABAT PUCKOBETE.

(4) Knuananoro u3nuTBaHe TpsOBa Ja ce IIaHUpa Taka, 4e HeyJOOCTBOTO, O0NKaTa, CTpaxbT U
ApYyTUTE NPEABUIUMH PUCKOBE BbB BpPb3Ka ChC 3a00JIIBAaHETO Jja Ca CBEJCHH J0 MUHMMYM M IparbT Ha
pUcKa W cTeneHTa Ha ¢u3nvecka OOJIKa Ja ca NpPEABApUTENHO OIpENeJeHM M Ja MOoJuIexar Ha
IIOCTOSIHEH KOHTPOJI IO BpEME Ha U3IUTBAHETO.

(5) He ce momycka mpemocTtaBsHe Ha (UHAHCOBH WM JPYrd CTHEMYJIH 32 BKIIOYBAaHE Ha
YYaCTHHULIM B KJIMHUYHOTO M3IMTBAaHE OCBEH KOMIICHCALIMH (Pa3X0/u 3a IbTHU, JHEBHU U JPYTH).

Un. 35. (Otm. - IB, 6p. 110 ot 2008 1., B cruta ot 21.03.2010 1.)

. 36. (1) (U3m. - JIB, 6p. 17 ot 2019 r.) lsutata napopManus OT KIMHAYHO M3IKUTBAHE CE
3amucBa, 00paboTBa M ChXpaHsBa M0 HAYHH, KOUTO OCUTYpsIBa TOYHOTO M JIOKJIa/IBaHE, HHTEPIIPETHPAHE
U NOTBbpk/IaBaHe. JINUHUTE TaHHU HAa YYACTHULIUTE B KIIMHUYHOTO U3MHUTBAHE CE ChbXPAHSBAT CHITIACHO
M3MCKBAHUSATA 32 TSAXHATA 3aIUTA.

(2) (U3m. - B, Op. 84 ot 2018 r., B cuia ot 12.10.2018 r.) okymeHTanusTa mo ai. 1 ce
ChXpaHsIBa OT TJIABHUS WM KOOPJMWHUpAIIUS H3cienoBaren 3a cpok 20 TOIWHU OT Jarara Ha
MPUKIIOYBAHE HA KIMHUYHOTO M3MUTBAaHE W C€ MPEIOCTaBsl MpU MoMcKBaHe Ha ETuuHara koMucus 3a
KIMHUYHUA u3nuTBaHus mo 4wi. 103, am. 1 or 3akoHa 3a JEKapCTBEHHUTE MPOJIYKTH B XyMaHHAaTa
mequida u Ha MAJL.

Uin. 37. (1) KnuanuHo M3nuTBaHe Ha U3JENMTA 0 Wi. 32 ce JOMycKa caMo BBPXY JIUIIE:

. Ha KOeTo € MpeJoCTaBeHa MpPeJBapUTEIHO MHUCMEHa WH(poOpMalMs 3a ChIIHOCTTA,
3HAYCHUCTO, MOCJICACTBUATA U CBCHTYAJIHUTC PUCKOBC HA KIMHUYHOTO U3IMUTBAHE U B PAa3roBop € JICKap
WIN JIeKap O JEeHTajJHa MeIWIMHA - WIEH Ha W3CJeNOBATEICKHs €KUM, ca MYy pa3sCHEHH LENUTe,
PUCKOBECTE, HCy,I[O6CTBaTa Ha U3IMMKUTBAHCTO U YCIIOBHATA, [IPU KOUTO LIC CC IIPOBCIK/IA,

2. KoeTo € MH(OPMHUPAHO 32 MPABOTO CH Ja C€ OTKa)Ke IO BCSIKO BpeMe OT M3MHUTBAHETO, 0e3
TOBA J]a UMa OTPULIATEITHH MTOCIIE/ICTBUS 32 HETO;

3. KOeTo € Aaj0 JIMYHO MMCMEHO HHPOPMHUPAHO ChIJIaCHE 32 ydacTue.

(2) Koraro nuiero € HeClocoOHO J1a M3pa3u MUCMEHO ChIJIacMe, TO MOXE Ja J1aJe YCTHO
ChIJIacHe B MPUCHCTBUETO HA HE3aBUCUM cBHJEeTeN. CBUIETENAT YAOCTOBEPsIBA MUCMEHO, Y€ JIMLETO €
M3pa3nIIo JTMYHO WHPOPMHUPAHO CHIIIACHE 33 YUaCTHE B KIMHUYHOTO U3ITUTBAHE.

(3) Camo neecniocoOHO nuIle, KOETO pa3Oupa CHIIHOCTTA, 3HAYEHUETO, MOCIEJCTBHUATA U
€BEHTYAJTHUTE PUCKOBE OT KIIMHHYHOTO M3MHUTBaHE, MOXeE J1a /1ajie HHOOPMUPAHO ChIIIacHe 1Mo ail. 1, T.
3 u an. 2. UnpopMupaHOTO ChIVIACHE 33 YUacTHE B KIMHUYHO M3MMTBAHE MOXKE J1a ObJe OTTErJICHO 10
BCSIKO BpeMe 0€3 OTPHIIATEeIHU TTOCIIEACTBHUS 32 JINIETO.

(4) KNMHUYHOTO M3MUTBaHE BBPXY OIPAaHUYEHO JIEECIIOCOOHO ITBJIHOJIETHO JIMLIE MOXE Ja ce
MPOBEXJIa CIeA IMOoJlydyaBaHe Ha MHUCMEHO HWH()OPMHUpPAHO ChIJacHe OT JIMIETO W OT 3aKOHHHS MY
npeacraButen. Ha orpaHndeHo J1eecrnocoOHO MBIHOIETHO JIMIIE Ce MPpeocTaBst HHpopMarusaTa 1o ait. 1,
T. 1 B CHOTBETCTBHE C HETOBaTa CIIOCOOHOCT 3a pazOupane. V3puuHOTO My JKeJIaHHe J1a C€ OTTETIH MO
BCSAKO BpeM€ OT KJIMHHUYHOTO M3MMTBaHE TpsAOBa Ja ObJIe B3€TO MPEABUA OT HM3CJIEN0BaTeNsd, a IpU
HEOOXOUMOCT - OT TJIABHUS H3CIIeIOBaTE.



(5) Undopmupano ceriacue 3a HEACECIIOCOOHO MBIHOJIETHO JIUIE MOXKE J1a Nafe 3aKOHHUST
MY TIPEICTaBUTEIL.

(6) B cimydaute mo wi. 162, am. 3 or 3akoHa 3a 37paBeTO MHPOPMHUPAHO ChITIACHE JaBa
HA3HAYEHOTO OT Ch/Ia JIUIIE.

Un. 38. (1) KnuHMYHOTO HM3MUTBAHE BBPXY MAJOJETHO JIMIE MOXE Ja CE IMPOBEXKAa Cie
MoJlyuaBaHe Ha MHUCMEHO MH(MOPMHUPAHO ChIVIACHE OT 3aKOHHUTE My IpEACTaBUTEIM - OT JBaMara
POAUTENN UM OT HACTOMHMKA Ha JIUIETO, MPHU Clla3BaHe M3UCKBaHUsATa HA wi. 37, an. 1, T. 1 u 2 m an. 3.
Koraro eguHusIT poIuTeN € HEM3BECTEH, MOYMHAI UM € JIMIIEH OT POJUTENICKH MpaBa, WK HE ca My
MPEIOCTABCHH TAaKMBa MPaBa B CIyd4anTe Ha Pa3BoJI, MUCMEHO HH(DOPMHUPAHO ChITIACKE JaBa POJAUTEIIAT,
KOWTO yrpa)kHsIBa POJAUTEIICKUTE MpaBa.

(2) KiIMHMYHOTO M3NWUTBAHE BBPXY HENBIHOJIETHO JIMIIE MOXE Ja C€ IPOBEXIA CIIE]
MoJIyyaBaHe Ha MUCMEHO MH(OPMHUPAHO ChITIACHE OT JIMIETO M OT 3aKOHHUTE MY IMpPEICTaBUTENH - OT
JIBaMaTta pOAUTENIM WIH OT TMOMEUUTENs MYy, IIPH Clla3BaHe U3MCKBaHUATa HA wi. 37, ain. 1, T. 1 u 2 u an.
3. KoraTo enuHuAT poauTell € HeU3BECTEeH, MOYMHAI UJIH € JIMILIEH OT POAMTEIICKHU MpaBa, WM HE ca My
MPEIOCTABCHH TaKWBa MpaBa B CIydaWTe Ha pa3Boj, NHCMEHO WH()OPMHpPAHO ChHIJIACHE JaBa
HEI'BJIHOJIETHOTO JIULIE ¥ POJUTENST, KOWTO YIpa)KHSIBA POAUTEIICKUTE MpaBa.

(3) Ha maJioyieTHOTO MM HEIBIHOJETHOTO JIMIE CEe MPEA0CTaBs MH(OpMANHs 3a CHITHOCTTA,
3HAYEHUETO, TMOCJIE/ICTBUATA, E€BEHTYAIHUTE PUCKOBE M MOJ3UTE OT KIMHUYHOTO H3MHUTBAHE IO
pa3dupaeM 3a HEeTro0 HA4YMH OT JIEKap C MPU3HATA CIEIHATHOCT 10 IETCKH 0O0JIECTH WIIN JIETCKHU TICUXOJIOT.

(4) Cepriacuero Ha pOAMTENUTE WIM HACTOMHHMKA TpsiOBa Ja MpeicTaBliABa MpeirojaraeMara
BOJISI Ha MAaJIOJIETHOTO JIUIE W MOXeE Ja OBJE OTTErJIEHO MO BCAKO BPEME NIPH TPOBEXKIAHE HA
KIIMHUYHOTO M3MHUTBAaHE 0€3 OTPHUIATEITHH MMOCIEICTBUS 32 MAIOJIETHOTO JIMIIE /WM 32 TAX.

(5) CpriacueTo Ha HEMBJIHOJETHOTO JIMIIE U HA POJUTEIUTE WM Ha TOTICUUTENISI MOXKE Ja Ob/ie
OTTErJIEHO MO BCAKO BpPEME B IMpolleca Ha MPOBEKIaHEe HAa KIMHUYHOTO M3MHUTBAaHE 0€3 OTpUIIATEIIHU
MTOCIICACTBHS 32 TSIX.

Un. 39. PemenneTo 3a BKIIOYBAHE B KIWMHUYHO H3IHWTBAaHE Ha MaJIOJICTCH, HCIIBJIHOJICTCH,
H@I[GGCHOCO6CH HJIN OTpaHUYCHO I[GGCHOCO6€H OBJIHOJICTCH IAaIMECHT, KOIraTO HE MOXE Ja CC B3€MC
CIICIIHO I/IH(I)OpMI/IpaHO Cbrjiacuc OT pO,[[I/ITeJ'II/ITe/pO,ZLI/ITCJIH WM CHOTBETHO OT HACTOMHHUKA WA OT
IMOMEYHUTEIIA U KOraTO HEMMOCPCACTBCHATA LCJI € CITaCsABAaHC HA JKUBOTAa MYy, CC B3CMa Hali-MaJIKO OT ABaMa
JICKapH, HE3aBUCUMHU OT BB3JIOKUTCIIA U OT TJIABHUA UK KOOPpAWMHUPAIIUS U3CJICTOBATCII.

Un. 40. (1) KnuanuHo n3nuTBaHe BbpXy OpEMEHHU MOXKE /1a ce IpeIlprueMe U MpoBexaa Ipu
CIla3BaHE M3MCKBaHUATAa Ha wi. 37 caMO B CIIy4aWTe, KOraro HsMa JIOKa3aHW APYTd alTepHaTHUBHU
METOJIM 32 U3BbpPIIBAHE HA AMATHOCTHKA UJIU JIEYEHHE U KOraTo TOBA HE 3acTpallaBa )KUBOTA U 3/paBETO
Ha OpeMeHHaTa U )KU3HECIOCOOHOCTTAa Ha IJIoJa.

(2) Pemenuero 3a BKJIIOYBAHE B KIMHUYHO HM3MUTBAHE B CilydyauTe Mo al. 1 ce B3ema OT
JeKapcKka KOMHCHS, CBbCTaB€Ha OT CHEIUAJINCTH, HE3aBUCUMHM OT BB3JIOKHUTENL U OT
IJIaBHUS/KOOPIMHUPAILUS U3CIIEA0BaTEl.

UYn. 41. (1) Ilo BpeMe Ha U3NUTBAHETO YYACTHUKBT IPU MOUCKBAHE MOJIydaBa JOMBIHUTEITHA
nH(pOpMaLKs OT HE3aBUCUMO OT BB3JIOKUTEIS JIHUIIE.

(2) Ilucmenara wuHboOpManus, NPEAOCTaBsIHA HA YYAaCTHUIUTE B KIMHUYHO W3MHUTBAHE,
ChJIbPrKa JAHHU 32 KOHTAKT C HE3aBUCUMOTO JIMIIE 1O ail. 1.



Uin. 42. (1) [Ipu npoBexaaHe Ha €AHOLIEHTPOBO WJIM MHOTOIIEHTPOBO KJIMHUYHO U3NHUTBAHE HA
TepuropusTa Ha PenyOnuka bbiarapus, xoraTo BB3JIOKHUTENSAT HE € YCTAaHOBEH Ha TEPUTOPHUATA Ha
EBpomneickus ¢br03 UM Ha TEPUTOPUATA HA AbpPKaBa OT EBPONENCKOTO MKOHOMUYECKO ITPOCTPAHCTBO,
TOW yIT'BJIHOMOIIIaBa CBOW IPEJCTaBUTEIl, YCTAHOBEH Ha TepuTOpusaTa Ha Penybnuka bbarapus.

(2) (U3m. - OB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) Ilpu npoBexgane Ha
MHOT'OLIEHTPOBO KJIMHUYHO W3MUTBaHE Ha TepuropusTa Ha PenyOnuka bearapus u Ha Tepuropusta Ha
Apyra JIbpKaBa UWICHKA/AbP)KAaBU WICHKH, W/WIM Ha TEPUTOpPUATA HA JbpiKaBa/IbpKaBH OT
EBponeickoTo MKOHOMMYECKO IPOCTPAHCTBO, W/WIM HAa TEPUTOpPUATA Ha TpeTa IbprkaBa, KOraTo
BB3JIOKUTENAT HE € YCTAHOBEH HA TEPUTOpUATA Ha EBPOINEHCKUS CBIO3, TOH YIBIHOMOILABA CBOU
IIPEJCTaBUTENl, YCTAHOBEH Ha TEPUTOPHATA Ha Abp)KaBa WIEHKAa WIM JIbpxkaBa oT EBporneickoTo
MKOHOMMYECKO MPOCTPAHCTBO.

(3) YrbIHOMOILEHUAT MPEACTaBUTEIN N0 al. 1 WM 2 HOCH OTIOBOPHOCT 3a MPOBEXkAAHETO Ha
KIMHUYHOTO W3NUTBaHE Ha Tepuropusita Ha PenyOmmka bbiarapus cbriacHo —JeicTBAIIOTO
3aKOHOJATEJICTBO.

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

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

UYn. 43. (U3wm. - B, 6p. 110 ot 2008 1., B cuia ot 21.03.2010 r.) (1) KnuanyHoTO M3NMTBaHE
ce U3BBPIIBA 1101 PHKOBOICTBOTO HA U3CJICIOBATEIL.

(2) KoHTpombT BBpPXY KIMHHYHOTO H3MUTBAHE CE€ W3BBPIIBA OT BB3IOKHUTENS WIH OT
YI'BIHOMOIICHUSI My MpeAcTaBuTeN 1o wi. 42, am. | wim 2, WiM OT HAa3HAY€HO OT HEro JIMIE -
HaOJr01aBar.

(3) Ilo Bpeme Ha KIMHMYHOTO M3MUTBAHE JIeKap, CbOTBETHO JeKap MO JICHTAaJHAa MEIUIUHA,
MIPOCIIEsIBA 3/IPABOCIIOBHOTO CHCTOSIHUE HAa YYACTHHUKA U TIPU HEOOXOAUMOCT TpeANprHeMa ChOTBETHUTE
MEIULUHCKU MEPKHU.

(4) W3uckBaHusTA KM BB3JIOKHUTENS, TJABHUS WIM KOOPIMHUPAIIUS H3CIEN0BATEN M KbM
HaOII0AaBalIMs U TEXHUTE 3abJDKEHHS NPU MPOBEXkAaHE Ha KIMHUYHOTO U3MUTBAHE CE OMPEAEIAT C
HapenOara 1o ui. 48, an. 2.

Un. 44. (1) Bb3noxuTensT ¥ TIHABHUAT WIM KOOPAWHUPAIIUAT H3CIEAOBATEN CKIHOYBAT
JIOTOBOP 3a 3acTpaxoOBKa, IOKPHUBAIla OTTOBOPHOCTTA MM 3a MNPUYMHEHUTE NPHU WM IO TIOBOJ
MPOBEXKIAHETO HA KIIMHUYHOTO U3MUTBAHE HEMMYIIECTBEHN U UMYILIECTBEHU BPEAN HA YUACTHUIIUTE.

(2) (U3m. - IB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 r.) Bb310XKUTENAT HOCH OTTOBOPHOCT B
Cily4yail Ha yBpeXJaHe Ha 3/paBeTO WJIM Ha CMbBPT, IPUUYMHEHU IMPU WU MO MOBOJ MPOBEKIAHETO Ha
KIIMHUYHOTO HM3IMUTBAaHE, KOTATO M3MHUTBAHETO € MPOBEXKIAHO CHITIACHO M3WCKBAHUATA U TMPOIIECTYPHUTE
Ha ofnoOpenust oT ETnyHarta KOMUCHS 3a KIMHMYHU w3nuTBaHusA mo wi. 103, am. 1 or 3akoHa 3a
JIEKApCTBEHHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA TIJIaH.

(3) (U3m. - [IB, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) ['MaBHUAT WKW KOOPAHMHUPAIIUST
M3CJIeIOBaTE HOCH OTTOBOPHOCT B CiIy4yaill Ha yBpEKJIaHE Ha 3[PaBETO WJIM HA CMBPT, MPUUUHEHHU TPU
WU O TOBOJ MPOBEXKIAHETO HA KIMHUYHOTO M3MUTBAHE, KOraTO HE ca CMAa3€HW W3UCKBAHUATA U
npoueaypure Ha onoOpeHus or ETuuHaTa koMmMcHs 3a KJIMHUYHU M3NUTBaHUS mo wi. 103, am. 1 ot
3aKoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEJUIIMHA IIJ1aH.



Pasnea I1.
Pa3pemenne 3a npoBexaaHe HA KJIMHUYHO U3NIMTBaHe

Un. 45. (1) (U3wm. - [IB, 6p. 84 ot 2018 r., B cua ot 12.10.2018 r.) KnuanuHUTE M3MUTBAHUS
Ha MEIMIIMHCKHU U31enus 1no wi. 2, ai. 1, T. 3 ot knac I, Ha uMImaHTUpyeMHU MEIUIIMHCKU U3JIEIIUs U
Ha WHBAa3UBHU MEAMIIMHCKY U3JENHS 3a MPOIBIDKUTENHA yroTpeda mo wi. 2, an. 1, T. 3 ot kiac [la nim
116 n Ha w3genusaTa 1Mo wi. 2, ai. 1, T. 2, KOUTO Ce MPOBEXKIAT Ha TepuTopusTa Ha PemyOnuka bearapus,
MOTarT Jia 3arovyHaT cjej MoJiydaBaHe Ha pa3pellieHne OT U3MbIHUTEIHUS qupektop Ha NAJL, uznaneno
cien noctbiBane B MAJI Ha monokuTenHo cranoBuile oT ETnyHaTa KoMUcHUs 3a KIMHUYHYA U3MUTBAHUS
o wi. 103, an. 1 or 3akoHa 3a J1eKapCTBEHUTE MPOAYKTH B XyMaHHATa MEUIIMHA.

(2) (U3m. u mom. - JIB, 6p. 84 ot 2018 ., B cruta ot 12.10.2018 r.) KnuHnyHUTE M3NMUTBAHUS Ha
MEIUIUHCKHU U3/IeUsl, pa3IMYHU OT T€3HU IO ajl. |, KOUTO ce MPOBEKJIAT Ha TepuTopusiTa Ha PemyOnnka
bearapus, morar ga 3amodyHaT cliie]] YBEJOMsBaHE Ha HM3MBJHUTENHUS aupektop Ha MAJI, korarto
KOMHCHSITA MO eTuKa 1o ai. 1 e nana Ha MAJI nonoxxutenHo cTaHOBUIIIE.

(3) Paznopenbute Ha an. 1 m 2 ce mpujarat ¥ 3a MeAMIMHCKUA m3aenus ¢ HaHeceHa "CE"
MapKHpPOBKa, KOTaTO KIMHUYHUTE U3MUTBAHUS CE MPOBEXKIAT C 1I€J1 CMSIHA HA MPETHA3HAYCHUETO UM.

Ui 46. (U3m. - 1B, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.) BB310KUTEAAT WK TJIABHUST
WIA KOOPIWHUPAIIMAT H3CIEAOBAaTEeNl IOAaBa 3asBICHHE 3a YBEIAOMSBAaHE WJIM pas3peliaBaHe 3a
MPOBEXK/IAHE HA KIIMHUYHO M3nuTBaHe 10 MAJL

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

Un. 48. (1) (U3m. u gom. - IB, 6p. 84 ot 2018 ., B cuna ot 12.10.2018 r.) 3a monyyaBane Ha
CTAaHOBHIIE OT KOMHCHSTA TI0 WI. 45, ajn. | rIaBHUAT, ChOTBETHO KOOPJIHHUPAIIUAT U3CICIOBATEN WIIH
BB3JIOKUTENAT, pencrass B MAJL:

1. agMUHUCTPATUBHA JIOKYMCHTAIIUS;

2. uaopmanus 3a y4acTHUK;

3. JOKyMEHTAIHs 3a TUTaHA Ha H3ITUTBAHETO;

4. TOKyMEHTAIUs 32 U3MHUTBAHOTO MEAUIIMHCKO U3/IENNE;

5. JOKyMEHTalusi 3a TEXHWYECKHTEC BB3MOXHOCTH Ha JICYEOHOTO 3aBeJICHHE U
npodecroHanHaTa KBaJu(pUKaIus Ha U3CIEeT0BATEIICKUS SKHUIT;

6. U3TOYHHK Ha (PMHAHCUPAHE U aIMUHUCTPATHBHA OPTaHHU3AINS HA U3ITUTBAHETO.

(2) CpabpkaHueTo Ha JOKYMEHTalMsITa 1o an. 1 ce ompeaens B Hapenda Ha MHUHHCTHpa Ha
3[IPaBEOIa3BaAHETO.

(3) (M3m. - [IB, 6p. 84 o1 2018 1., B cuna ot 12.10.2018 r.) Korato komucusita mo ui. 45, an. 1
YCTaHOBH, Y€ JOKYMEHTAIUATA 10 aj. | € HembiIHa, TS YBEJAOMSBA 3asiBUTENA B 14-IHEBEH CPOK U MY
JlaBa CPOK 3a OTCTPAHSIBAHE HA HEIIBIHOTHUTE.

(4) (U3wm. - JIB, Op. 84 ot 2018 1., B cuma ot 12.10.2018 1.) Komucusita mo wi. 45, an. 1 u3rorss
cranoBuille B 30-IHEBEH CPOK OT MPEACTABIHETO HA BalHIHA JOKYMEHTAIUs, KOETO MPEeJOCTaBs Ha
NAIJL

Un. 49. (Otm. - IB, 6p. 84 ot 2018 1., B cuna ot 12.10.2018 1.)
Y. 50. (1) (U3m. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r., gom. - JIB, Op. 84 ot 2018
r., B cuia ot 12.10.2018 r.) 3a monmy4yaBaHe Ha pa3pelleHue 3a MPOBEXkAaHe Ha KIMHUYHO M3IMHUTBAHE 110



. 45, an. 1 eIHOBpEeMEHHO € JOKyMeHTamusita no uwi. 48, an. 1 Be3noxkutensat noaaBa go MAJI
3asiBJIEHHE TI0 00pa3el, NPUAPYKEHO ChC ClIeTHATa TOKYMEHTALIUS:

1. uaeHTHUKAITMOHHN JAHHU 32 MEAUIIMHCKOTO H3/eINe Ha XapTUEH U eJIEKTPOHEH HOCUTEIT,

2. JIaH Ha KIIMHUYHOTO U3NHUTBAHE;

3. Oporrypa Ha U3CIEeIOBATEIIS;

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

5. Jexjapauus OoT IPOU3BOAUTENS JAJIM ChOTBETHOTO U3/IETIUE MOKE J1a ObJE ONpPEAEIEHO KaTo
u3nenye no ui. 3, T. 2, 3 wim 4;

6. Iekiapanus OT IPOU3BOAUTENS JAIH MPU MPOU3BOJCTBOTO HA U3ACIUETO 1O ui. 2, an. 1, T. 3
€ U3IOJI3BaHa HEXXHU3HECIOCOOHA KMBOTHMHCKA ThKAH WM HEKU3HECTIOCOOHU MPOAYKTH, MOIYYEHH OT
KUBOTHHCKH THKaHU;

7. WMeHaTa Ha Wu3CJeNOoBaTeNIUTe, Ha TIJaBHUS WM TJIABHUTE W3CIEAOBATEIN WIM Ha
KOOPIUHHUPAIIUS U3CIIEA0BATEN, KAKTO U HAMMEHOBAHUETO M ajpeca Ha JIedeOHUTE 3aBEICHUS, B KOUTO
ce MPOBEXJa KIMHUYHOTO U3MUTBAHE;

8. HauaiHa, KpaiiHa 1ata ¥ rpaduK Ha MPOBEKIAHUTE U3CIICIBAHNUS;

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

10. nmekmapamus, 4e MEAWIIMHCKOTO H3JEITUE CHOTBETCTBA HA TMPUIOKUMHUTE CHIIECTBEHU
W3HUCKBaHUS, C U3KIIOUEHUE HA Te3U, KOUTO ca OOEKT Ha KIIMHUYHOTO M3MUTBAHE, U Y€ ca MPEIBUICHU
BCHUYKH TPEAMAa3HU MEPKHU, HEOOXOIMMH 3a 3allliTa Ha 3/paBETO M OE30MaCHOCTTa HA YYACTHHIIUTE B
W3MHUTBAHETO U HA M3CJIEIOBATEIICKUS €KHIT,

11. noroBop 3a 3acTpaxoBKa, IOKpUBallla OTTOBOPHOCTTA Ha M3CJIEI0BATENS U HAa Bb3JIOKHUTEIS
3a MPUYMHEHUTE UMYIIECTBEHU M HEUMYIIECTBEHH BPEIN Ha YYACTHUIMTE B U3MUTBAHETO MPHU WM MO
MTOBO/T IPOBEXK/IaHE HA KIIMHHYHOTO U3ITUTBAHE;

12. mpoeKT Ha JOTOBOP MEXKIY BB3JIOKUTENS U JIe4eOHOTO 3aBEICHHE;

13. moxyMeHT 3a IJIaTeHa Takca B pa3Mmep, onpejelieH B Tapudara mo wi. 7, ai. 1.

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

(3) (U3m. - JIB, 6p. 110 ot 2008 T., B cmra ot 21.03.2010 r., ot™m. - IB, 6p. 84 ot 2018 1., B
cuna ot 12.10.2018 r.)

(4) (U3m. - JIB, Op. 110 ot 2008 r., B cuna ot 21.03.2010 r., or™m. - IB, 6p. 84 ot 2018 1., B
cuna ot 12.10.2018 r.)

(5) (Hora - B, o6p. 110 or 2008 r., B cuia or 21.03.2010 r.) ChappkaHHETO Ha
JOKyMEHTaIusTa 1o an. 1 ce onpexens ¢ HapeadaTa o wi. 48, an. 2.

Ui 51. (1) U3npaHuTEHATA areHIUs 10 JieKapcTBaTa OIeHsIBa MO/1aJieHaTa TOKYMEHTAIUs 110
1. 50 B 60-1HEBEH CPOK OT AaTaTa Ha MOJAaBAHETO .

(2) (U3m. - [IB, 6p. 110 ot 2008 r., B cria ot 21.03.2010 r.) M3npaHuTeNHAaTa areHIus 1Mo
JIeKapcTBaTa MOXKeE J1a MIOMCKa TOMbIHUTENHA HH(OpMaIlns, CBbp3aHa ¢ JOKyMeHTarusITa no wi. 50, am.
1.

(3) B cayyaute mo an. 2 60-gHEBHUSAT CPOK CIUpa Ja Tede IO MPEACTaBSIHETO Ha HMCKaHATa
JOKyMEHTAITHSI.

(4) M3npnuutennusar aupextop Ha MAJL B cpoka mo an. 1 yBenomsiBa MUCMEHO BB3JIOKHUTEIS,
ge:

1. pa3pemiaBa MpoBEXKAAHETO HA KIMHUYHOTO W3MUTBAHE, WU

2. M3MMTBAHETO HE MOXKE JIa ObJIe MPOBEACHO, KATO MTOCOYBA MOTUBHTE 34 OTKA3a.

(5) B cnydaure mo am. 4, T. 2 BB3NOXKUTEIIT Moxe B 30-THEBEH CpPOK OT JaTara Ha
yBeIOMJICHHETO Aa npeacTaBu B MAJI 3asBieHue, MpOMEHEHO B ChOTBETCTBUE C U3JI0KEHUTE MOTHUBH 3a
HEMpUeMaHe Ha MPOBEXK/IAHETO HA KIIMHUYHOTO U3IHUTBAHE.

(6) B 30-nHeBeH CpoK OT Jarara Ha MPEACTaBSIHE HAa MPOMEHEHOTO 3asBieHue mo air. 5 MAJI



YBC,Z[OMSIBa IMMUCMCHO BB3JIOKHUTCIIA, UC:

1. pa3pemaBa IpoBEXkKTAHETO HA KIMHUIHOTO M3ITUTBAHE, WIIH

2. U3MHATBAHETO HE MOXeE Ja ObJIe MPOBEICHO, KATO TTOCOYBA MOTHBHUTE 32 OTKa3a.

(7) Tlperuc OT pa3pelieHHEeTO 3a MPOBEXKIaHE HAa KIMHUYHOTO M3MUTBAHE CE M3Ipaimia B
J1Ie4eOHOTO 3aBeiCHUE, IIOCOYCHO B 3asBICHHUETO 1Mo 4wi. 50, an. 1.

(8) Ilpu Hempow3HACSHE B CPOKA MO al. 1 BB3JIOKHUTEIAT MOXE Ja 3aloyHEe H3CIICIABAHETO
BEJIHAra.

Un. 52. (1) Usmbaautennusatr aupektop Ha HMAJlI MOTMBHpaHO OTKa3Ba HW3/1aBaHETO Ha
paspelieHre 3a MpOBEXKAaHe Ha KIMHUYHO M3MUTBAaHE Ha Teputopusara Ha PenyOnmuka bearapus,
KOraro:

1. He ca mpeACTaBEHM TOCTATHYHO JOKA3aTEJICTBA 32 OYAKBAHUTE HayYHU U MEAULIMHCKU MOJI3U
OT ynoTpebaTa Ha MEAUIIMHCKOTO U3eIHUE;

2. He ca NIpEeACTaBeHU YOEIUTEIHM J0Ka3aTelCTBa 3a 0€30MacHOCTTAa Ha YYAaCTHHUIIMTE B
M3MUTBAHETO W/UIU Ha U3CIIEAOBATEICKUS CKHUIT;

3. mpenocraBeHaTa MH(OPMAIUS 3a OIEHsABaHE 0E30MAaCHOCTTa Ha KIMHUYHOTO M3IHUTBAHE €
HEJO0CTaThYHa;

4. [nelcTBMETO HAa W3AEIUETO HE OTroBapsi Ha MpPeJHa3HAYEHMETO, OIpPENEIeHO OT
MIPOU3BOIUTEIS,

5. (noBa - JIB, 6p. 84 ot 2018 r., B crita ot 12.10.2018 r.) HAMA MOJIOKUTEIHO CTAHOBUIIEC Ha
KOMHCHATA I10 UiI. 45, ai. 1.

(2) Otkazpr Mo an. 1 mouiexu Ha oOXKalBaHe MO pela Ha AJIMUHHCTPATHBHONPOLECYATHUS
KOJICKC.

(3) (U3m. - JIB, Op. 110 ot 2008 r.) V3mbHUTENHATA areHIMS MO JIEKApCTBaTa YBEIOMSBa
pEryliaTOpHUTE OpPraHU Ha JAPYTUTE IbPXKABU WIECHKHU, DPETYJaTOPHUTE OpraHU Ha IbpKABUTE OT
EBponeinckoTo MKOHOMUYECKO IMPOCTPAHCTBO U EBpornelickaTta KOMUCHS 3a OTKa3a 10 an. 1 u npeacrass
MOTHUBHUTE 3a TOBA.

Un. 53. (1) Be3noxxurensit Moke 1O BCSIKO BpeMe Jia IpaBH MIPOMEHU B IUIaHA Ha KIMHUYHOTO
U3MUTBaHEe, PA3JIMYHU OT ChIIECTBEHUTE IPOMEHHU.

(2) (M3m. - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) B cnyuyaute no an. 1 Bb310KUTENAT
CbXpaHsBa JIOKyMEHTAIlUATA, CBbP3aHa C IPOMEHUTE, U s nmpenocrans Ha MAJL

Un. 54. (1) Bb3noxuTenst Moxe J1a MPUIOKH IJIaHUPAaHU ChIIECTBEHU MPOMEHU B IJIaHA Ha
KJIIMHUYHOTO U3IUTBAHE.

(2) (U3m. - B, 6p. 84 ot 2018 1., B cra ot 12.10.2018 1.) B ciiydante mo an. 1 Bb3710KUTEAT
MojaBa 3asBJICHHUE, IPUIPYKEHO C JOKYMEHTALUs, CBbpP3aHa ¢ mpomeHure, 10 MAJL.

(3) (M3m. - IB, Op. 84 ot 2018 r., B cunma ot 12.10.2018 r.) B cpox nmo tpu mum UAJI
MPEeA0CTaBs 3asBJICHUETO U NMpUApPYKaBalaTa ro JOKyMEHTAIUs Ha KOMUCHATA 110 4. 45, an. 1, kodro B
15-1HEBEH CPOK OT MOJTyYaBAaHETO UM M3TOTBS CTAHOBHIIE U T'o mpeaocTass Ha AL

(4) (M3m. - IB, Op. 84 ot 2018 1., B cuna ot 12.10.2018 1.) B 15-1HEeBeH cpok OT maTaTa Ha
ITOJIy4aBaHE Ha CTAHOBUIIETO M0 all. 3 U3IIBIHUTENHUAT aupekTop Ha MAJL:

1. u31aBa JOMBIIHEHHE KbM Pa3peIICHUETO 3a MPOBEXKIaHE HA U3MUTBAHETO, C KOETO 0J100psiBa
MpoMsIHATa Ha IJIaHa, WK

2. MOTMBHUPAHO OTKa3Ba ChLIECTBEHA TPOMSHA IO aj. 1.

(5) Otka3wT MO an. 4, T. 2 HE MO/JICKHU HA O0KAITBaHE.



(6) Ako B cpoka mo ajn. 4 3agBUTENAT He noiydu otkaz oT MAJL, Toil Moxe Aa mpoBexaa
KIIMHUYHOTO U3MUTBAHE ChITIACHO TPOMEHEHHMS TUIaH.

(7) (HoBa - /1B, 6p. 110 ot 2008 r.) B ciiyyaute no an. 4, T. 2 npyu MHOTOLIEHTPOBO M3MHUTBAHE
HAJI yBenomsiBa peryjaaTOpHUTE OPTaHW Ha 3aCETHATUTE bP)KaBH WICHKH WIJIM PETYJIIATOPHUTE OpraHu
Ha JbpkaBUTE OT EBpONEecKkOTO MKOHOMHYECKO MPOCTPAHCTBO, aKO Y4acTBAT B U3IMHUTBAHETO, 32 OTKa3a
Y TIPEICTaBsl MOTHBHUTE 32 TOBA.

Yn. 55. (1) Ilpm BB3HMKBaHE HAa HOBU OOCTOSITEICTBA, KOWUTO MOraT Ja 3acTparmar
0€30MacHOCTTa Ha YYACTHULUTE B KIMHUYHOTO M3MUTBAaHE 110 BpeME Ha IMPOBEKIAHETO MY,
BB3JIOKHUTEIAT U H3CICNOBATENAT NUpPEANpUEMAT CIENIHM MEpPKHM 3a 3alluTara UM OT BHE3AIHO
BB3HUKHAJIUTE PUCKOBE.

(2) (U3m. - [IB, 6p. 110 ot 2008 1.) B ciiydaute 1o an. 1 BB3JIOKHUTEIAT MOXKE JIa:

1. U3BBpIIM IPOMEHH B IUIaHA HA KIMHUYHOTO U3MUTBAHE;

2. IpeKpaTy KIMHUYHOTO W3MHUTBAHE MPEIU MPEABUICHUS B IJIaHA HA KIIMHUYHOTO M3MHUTBAaHE
CPOK.

(3) (U3m. - [IB, 6p. 110 ot 2008 r., m3m. - JIB, 6p. 84 ot 2018 r., B cuma ot 12.10.2018 r.)
Bo3noxurensat nezabaBHo nadopmupa MAJI 3a:

1. mpennpueTuTe MEPKH, MPUIUHUATE 33 HAJIATAHETO UM U TPOMEHUTE B TUIAHA;

2. mpekpaTsIBaHE Ha KIMHUYHOTO M3MUTBAHE MpEIu MPEeIBHUIICHUS B IJIaHA CPOK U MPENCTaBs
MOTHBUTE 32 TOBA.

(4) (Hosa - IB, 6p. 110 ot 2008 r.) B cnyuaute no an. 3, 1. 1 MAJI yBenomsiBa perynaropHure
OpraHu Ha 3aCETHATHTE IbPXKABH YWICHKH WM PETYJAaTOPHUTE OPTaHM Ha IbpXKaBUTE OT EBpomenckoTo
MKOHOMHMYECKO TPOCTPAHCTBO, KOUTO YYacTBaT B HW3MHUTBAHETO, 3a MPEANPUETUTE MEPKH U 3a
MPOMEHHUTE B IIJIAaHA U MPEJICTaBsI MOTHBHTE 32 TOBA.

(5) (HoBa - JIB, 6p. 110 ot 2008 r.) B cny4aute no an. 3, 1. 2 MAJI yBenomsiBa peryiaTopHuTe
OpraHM Ha JPYTUTE IbPXKABU WICHKH, PETYJIATOPHUTE OPraHW Ha JIbpXKaBUTe OT EBporeickoTo
MKOHOMHMYECKO MPOCTPAHCTBO U EBpomeiickaTa KOMHCHS 3a MPEXKIACBPEMEHHOTO MpEeKpaTsBaHe Ha
KIIMHUYHOTO M3IMTBAHE U TIPEJICTaBs MOTUBHUTE 3a TOBA.

Un. 56. (1) (U3m. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Be3noxurenst Ha
KJIIMHUYHOTO H3IMUTBaHE € JUIbKEeH Ja mnpenocraBd Ha MAJl mpu mouckBaHe IOKYMEHTALHsl, KOATO
ChIbpIKA!

1. 00110 onMcaHKe Ha U3JENIMETO U HAa HETOBOTO MpeJHa3HAYECHUE;

2. TPOEKTAHTCKH 4YEPTEXH, INPOU3BOJCTBEHU METOAM, BKIIOYMTEIHO IO OTHOLIEHUE Ha
CTepUIM3aLUsATa, JMarpaMi Ha KOMIIOHEHTH U JAE€TallIi, HAYMHHU Ha CBbP3BaHE U IPYTH;

3. onucaHue M OOSICHEHUS Ha 4YEpPTEXHUTE M JUarpaMUTe U JIEHCTBUETO HAa MEIUIMHCKOTO
1563 (S04 (<N

4. pe3ynaTaTuTe OT AaHAJIM3a HA PUCKA M CIUCBHK HA NPUIIOKEHUTE HAIIBIHO WM YaCTHUYHO
cTaHAapTd no wi. 13, aj. 1 W onucaHue Ha NPUETUTE TEXHUYECKH PEIICHHUS 3a OCHIypsBaHE Ha
CBHOTBETCTBUE CHC CHIIECTBEHUTE U3UCKBAHUS, KOTaTO CTAHAAPTUTE HE Ca IIPUIIOKEHU;

5. pe3ynrature OT U3NMUTBAHUATA, IPOBEACHU OT PETYJIIATOPEH OPraH HA JbprKaBa YJICHKA WU
ot EBpormeiickaTa areHius mno JjeKapcTBaTa IpU OLEHSIBAHETO HA KauyeCTBOTO M 0O€30MacHOCTTa Ha
BEIIECTBOTO MO CMUCHJIA HAa WI. 3, T. 2, 3 win 4, KAKTO ¥ IIPH OLIEHSABAHETO HA I0J3aTa OT HErO BbB
BpPb3Ka C IPEJIHA3HAYCHUETO HA U3/IETUETO;

6. mpeanpueTuTEe MEPKU 3a HaMmallsiBaHE Ha pHCKa OT MH(EKIMH, BKIIOYEHH B CHUCTeMara 3a
YIIPaBJIEHUE HA PUCKA B CIydauTe Ha U3JEJIWE IO 4i. 2, ai. 1, T. 3, Ipyu NpoOU3BOACTBOTO Ha KOETO €
U3MOJI3BaHa HEXU3HECIOCOOHA >KMBOTMHCKA ThKAH HWJIM HEKU3HECIIOCOOHM MPOAYKTH, MOITYYEHH OT



KUBOTHUHCKH THKaHU;

7. pe3ynraTHTe OT MPOEKTAHTCKUTE HM3YHCICHUS W TPOBEICHUTE MPOBEPKH W TEXHUYECKU
W3MHUTBAHUS.

(2) (A3m. - IB, 6p. 110 ot 2008 1., B cuia ot 21.03.2010 r.) BB310XKUTEAAT HA KIUMHAUIHOTO
W3MHUTBAHE € JUTHKCH JIa ChXPaHsBa JOKYMEHTAIUATA 110 aj. | 3a cpok 15 roawHm ciie 3aBbpIIBaHe Ha
KIIMHUYHOTO M3MUTBAHE - 32 M3JICIHATA 10 WI. 2, ail. 1, T. 2 ¥ 32 UMIUTAHTHPYEMH U3JEIUS 110 YWI. 2, all.
1, T. 3, u 5 ToMHY - 3a U3ACHUATA 110 Wwi. 2, ai. 1, T. 1.

(3) (U3m. - [IB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) [Ipon3BoauTesAT € ITHKEH J1a
OCHUTYPH TIPOU3BOJICTBEH MPOIIEC, MPH KOWUTO MEAMIIMHCKHUTE W3JCTHS, MPEAHA3HAYCHU 32 KIMHUYIHO
U3IUTBAHE, CE MPOU3BEXKIAT B ChOTBETCTBHE C TOKYMEHTAIIUATA 110 aJ. 1.

Un. 57. (1) (U3m. - JIB, Op. 84 ot 2018 r., B cuma ot 12.10.2018 1.) B cpok 90 muu cnen
MPUKIIOYBAHE HA KIMHUYHOTO HM3MUTBaHE BB3IOKUTENAT mnpenctaBs B MAJl oxoHuaTeneH nokiaf,
KONTO ChABpKA ONMMCAHUE HA METOJOJOTHATAa M OPTaHU3aIMATa, KPUTHYHA OIIEHKA M CTaTUCTHYECKH
aHaJIM3 Ha MOJIy4YEeHUTE JIaHHHU.

(2) HoxnansT mo an. 1 ce moamucBa OT BB3JIOKUTENS U OT BCUUKU u3cienosarenu. Korato
HSKOW OT M3CIIEI0BATENINTE OTKAXKE Jla To MOAMMUILE, TOM Mpuiara MMCMEHO MOTUBUTE CH.

(3) HoxmambT mo an. 1 oboOmaBa MaHHUTE, IMOJYYCHH OT BCUYKU JICUCOHH 3aBEICHUS U OT
BCUYKHU YYACTHUIIM B U3MUTBAHETO.

(4) JIuuHuTe NAHHM HA YYaCTHHULIMTE B U3MUTBAHETO, ChAbpXKAILM C€ B JOKIaAa mo ai. 1,
TpsOBa 1a ObJAT KOAUPAHH.

Un. 58. (1) UsnbiaHuTenHaTa areHuus IO JEKapcTBaTa BOAM PETUCTbpP Ha W3JAJCHUTE U
OTHETUTE pa3pelIeHUs 3a MPOBEKIaHEe Ha KIMHUYHH U3MUTBAHUS.

(2) M3mpiiHUTETHATA areHITUs IO JIeKapcTBaTa OpraHu3upa U Ch3/1aBa CUCTEMa 3a PErucTpanus,
aHanu3 U 00oO0IaBaHe Ha HACTHIWIM WHIUACHTH C MEAUIIMHCKU U3/ENUs 10 BpeMe Ha MPOBEKIAHETO
Ha KJIMHAYHUTE W3TUTBAHUS.

(3) Ipouenypara mo mpociensBane Ha 0€30MaCHOCTTa HAa MEAMIIMHCKHUTE W3JETHS B X0Ja Ha
KJIMHUYHOTO M3MUTBAHE C€ Ompeens B Hapeabara mo wi. 48, ai. 2.

Un. 59. (1) Usnpaautennust aupektop Ha MAJI Moxxe cbhc 3amoBes] BPEMEHHO Ja CIpe
MPOBEK/IAHETO HA U3MUTBAHETO WJIX J1a TO MPEKPATH, KOraTo:

1. M3nUTBaHETO CE€ MPOBEXKAA MPH YCIOBUS, PA3TUYHHU OT OINPEIACICHUTE NPH H3JaBaHE Ha
pa3pelIeHuETO;

2. e Hanuile nHGOpMaIIUs 3a OTIOpOYaBaHe HayYHATa BATUIHOCT Ha U3IHUTBAHETO;

3. CBIIIECTBYBA PHUCK 32 0€30MACHOCTTA HA YYACTHUIIUTE.

(2) llpenu na mpennpueme aeiictBusaTa no an. 1, MAJI nmucMeHo yBenomsiBa 3a HaMepeHUsITa
CH:

1. BB37IOKUTEINS M KOOPAUHUPALIUS U3CIIEI0BATEN, OTTOBOPEH 3a MPOBEXKIAHE HA U3IUTBAHETO
Ha BCUYKH JICUCOHU 3aBEJICHUSI, WITH

2. BB3JIOKHUTENS U TIABHUS W3CIEA0BATEN, OTTOBApSI 32 CHOTBETHOTO JIEUEOHO 3aBEICHHE,
KBJIETO TpsiOBa /1a ce Crpe M3MUTBAHETO.

(3) B 7-mHeBeH CpOK OT YBEIOMIIGHHETO MO al. 2 BB3IOKHUTEIAT WU TJIABHUST WU
KOOPJIMHHUPAITUAT U3CIICOBATEN MOXKE JIa MPE0CTaBU MucMeHu o0sicHenus 10 MAJL

(4) Anunes 2 He ce mpuiara, ako CBIIECTBYBa HEMOCPEACTBEH PHUCK 3a 3]IpaBeTO U
0€30macHOCTTa Ha YYACTHUIIUTE B UM TBAHETO.



(5) 3BamoBenra mo an. 1 wMoxe ma Opme oOxkamBaHa WO pelga Ha
AJMUHUCTPATUBHOIIPOIIECYATHUS KOJACKC, KaTO 00KaJIBAHETO HE CITUPA U3ITbIHCHHUETO.

(6) I'maBHUAT WIM KOOPAWMHHUPANIUAT H3CIEIOBATENl YBEIOMSIBA YYACTHUIUTE B KIMHHUYHOTO
M3MHUTBAHE 3a 3aI0Be/Ta I10 al. 1.

Yn. 60. (U3m. - 1B, 6p. 110 ot 2008 r.) (1) [Ipu npekparsiBaHe Ha KIMHUYHOTO M3IHUTBAHE
M3IBJIHATETHUAT aupekTop Ha MAJl yBemomsiBa He3a0aBHO pPETYJIATOPHUTE OpPraHU Ha IbPIKABHUTE
YWICHKU WJIM PETYJIaTOPHUTE OpraHu Ha AbpxKaBUTE OT EBPONEMCcCKOTO HKOHOMHYECKO MPOCTPAHCTBO U
EBporneiickara koMucHs 3a 3amnoBeAra no wi. 59, an. 1 u npeactaBs MOTUBUTE 3a TOBA.

(2) B ciyuait Ha BpeMEHHO CHMpaHe Ha KIMHUYHOTO U3MUTBAHE U3II'BIHUTEIHUSIT AUPEKTOP Ha
HNAJI yBenomsiBa He3a0aBHO pETyJIaTOPHUTE OpPraHUM Ha 3acerHaTUTe IbP)KaBU UIEHKH WJIA Ha
IbpKaBUTE OT EBpOMECKOTO MKOHOMHYECKO MPOCTPAHCTBO, KOUTO Y4YacTBAT B M3MUTBAHETO, 3a
3amoBe/ITa 1o wi. 59, an. 1 u npeacraBs MOTUBUTE 3a TOBA.

Y. 60a. (Hos - 1B, 6p. 84 ot 2018 r., B cuna ot 12.10.2018 r.) M3nbIHUTEIHATA areHIIHS IO
JICKapCTBaTa U KOMHCHSATA 110 WiI. 45, ait. 1 0OMeHAT nH(pOopMAIUs OTHOCHO KIIMHHYHUTE U3ITUTBAHUS 110
CITyeO€H MbT.

I'naBa yeTBBpTA.
HOTUO®OULIMPAHU OPT'AHH

. 61. (U3m. - JIB, Op. 38 ot 2015 1., B cuina ot 26.05.2015 1.) (1) Paspemenue 3a orneHsBaHe
Ha CHOTBETCTBHUETO HAa MEIUIIMHCKH H3JCNIMS, BKIIOUUTEIIHO OLICHSBAaHE HA KJIMHWUYHUTE JAHHU, CE
u3/1aBa Ha (PU3UUECKO WM IOPUANYECKO JIUIIE, PETUCTPUPAHO 1O THProBCKUs 3aKOH, OT U3IIBIHUTETHHS
nupexrop Ha MAJL

(2) M3mpiHUTENHATA areHIIMs 110 JIEKapCcTBaTa € ONMpeAesIl Opral o CMUChIa Ha 4il. 1, OykBa
"n" ot PermamenT 3a uznmbianenue (EC) Ne 920/2013.

(3) Jlumero, koeTo KaHIWAATCTBA 3a H3JaBaHE Ha paspelleHHe 3a OICHIBAaHE Ha
CHOTBETCTBHETO HA MEIUIIMHCKU u3enusi, monaBa a0 MAJl Ha enekTpoHEH HOCUTEN 3asBICHHUE IO
oOpazer cbriacHo npunoxkenue Il va Pernmament 3a usneianenue (EC) Ne 920/2013, B koeTo mocouBa
W3/IeNIUATA U TIPOIIEAYPUTE, 32 KOUTO KaHAUAATCTBA, CpepuTe Ha KOMIIETEHTHOCT U TIO/Ipa3/ieNieHUsATa Ha
Te3u cdepu - Upe3 U3IMO0JI3BaHe Ha KOJOBETE OT MH(OpMAIIMOHHATa cucTeMa Ha EBpomneiickaTa KoMuCHs
NANDO (Hotudumupanu u onpenenenu opranu or HoB moaxos), U MpriokKeHUsITa KbM 3asBIICHUETO,
nocoueHu B npuioxkenue Il Ha Pernament 3a uznwianenue (EC) Ne 920/2013 .

(4) 3asgBuTeNAT 3arUIala Takca 3a W3/JaBaHE Ha pa3pelieHue 3a OLCHSIBAaHE Ha ChOTBETCTBUETO
Ha MEIUILIMHCKY U3JIeIHs B pa3Mep, Onpe/eNeH B Tapudara mo uwi. 7, ai. 1.

Un. 62. (U3m. - JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) (1) OueHsBaneTo Ha JIULETO,
KOETO KaHJIMJATCTBA 3a pa3pelleHue 3a OLEHSBAHE HAa ChOTBETCTBUETO HAa MEAMIIMHCKHU W3JENUf, Ce
M3BBPIIBA OT €KCIIEPTHA KOMHUCHS, OMpeJeieHa ChC 3aloBe/ Ha W3MbIHUTETHUs AupekTop Ha MAIJL
[Tpu HeoOXOIMMOCT B KOMHUCHSTA MOTAT Ja ObJIaT MPUBICUYCHU BHHIIIHU €KCIEPTHU, KOUTO MPUTEKABAT
3HAHUS U MPAKTUYECKU OMUT B 00JaCTTa HA CbOTBETHUTE METUIIMHCKH U3JIEIHSI.

(2) Koraro numero, KoeTo KaHIUAATCTBA 3a W3/laBaHE Ha paspelieHHue 3a OICHSIBaHE Ha
ChOTBETCTBUETO HAa MEIULMHCKH HU3AENHS, € MOCOYMIO B 3asBJICHUETO MO Wi. 61, an. 3 MeIUUUHCKA
u3aenus o wi. 2, an. 1, . 1, MAJI u3pbpuiBa omieHkarta o peaa Ha ui. 62a.

(3) Koraro nuiero, KoeTo KaHAMAATCTBA 3a H3/JaBaHE Ha pa3pelIeHHE 3a OICHSIBAaHE Ha
ChOTBETCTBUETO HA MEIMLIMHCKHU U3JEIMS, € MOCOUUIIO B 3asBJICHUETO MO Wi. 61, an. 3 MeIUIIMHCKUTE
m3genus mo wi. 2, ai. 1, . 2 wim 3, MAJI u3BbpiiBa OlleHKaTa Mo pena Ha Wi. 62a OT TO3W 3aKOH U Ha



qi1. 3 ot Permament 3a usneiaaenne (EC) Ne 920/2013.
(4) 3mpHMTEHATA areHIUS 110 JIGKapCTBaTa MpUiiara KpUTEPUUTE 3a OIICHSBaHE HA JIMIIETO
o an. 2 win 3 B choTBeTCTBHE C MpuiioxkeHue | ot Permament 3a uznbiaenue (EC) Ne 920/2013.

Ui 62a. (Hos - JIB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) (1) ExkcneprHara xomucus 1o
. 62, ajt. 1, a KoraTo € NPUIIOKUMO - IAPATIEITHO, KOMUCHSI OT IIPEICTABUTENN HA ONPEEIIAIIN OpraHu
Ha JpYTH JABE AbP’KaBU WICHKU U IpelcTaBUTeN Ha EBpomeiickara KOMuCHs, U3BBbPUIBAT MpeErje] Ha
nojajeHara JOKyMeHTaIusl.

(2) Koraro ce ycTaHOBST HEbJIHOTH U HECHOTBETCTBUS C M3MCKBAHUATA HAa JOKYMEHTALUATA,
U3IBIHUTENHUAT aupekTop Ha MAJl yBenomsiBa MUCMEHO 3asBUTEINS 3a TOBA U OINpPEAEIs ABYMECEUEH
CPOK 3a OTCTpaHsiBaHETO UM. /|0 OTcTpaHsBaHE Ha HEN'BJIHOTUTE U HECHOTBETCTBUATA CPOKBT 10 4. 63,
an. 1 wim 2 cnmpa na teye.

(3) Korato 3asBUTENSAT HE OTCTPAHM HENBIHOTHUTE M HECHOTBETCTBMSATA B CpPOKa MO ail. 2,
IpoLeaypara ce IpeKparsBa.

(4) B 75-nHeBeH cpok OT jaTara Ha IMOAAaBaHE Ha BaJUAHA JOKyMEHTauus mo 4i. 61, am 3
KOMUCHSTA U3BBPILBA, COTBETHO KOMUCHMTE 10 al. | U3BBPIIBAT IPOBEPKA HA MSCTO 3a YCTAaHOBSIBAHE
KOMIIETEHTHOCTTA Ha 3asiBUTENS U Bb3MOKHOCTTA J]a U3ITBJIHSBA 3asiBEHUTE MPOLEAYPH 32 OLEHSIBaHE Ha
CbOTBETCTBUETO, BKIIOYUTEIHO IPOBEPKA HA MSACTO HA MOAU3NBIHUTENS. 32 U3BBPILBAHE Ha IIPOBEPKA
Ha MACTO Ce 3aIlialla Takca B pa3Mep, onpesesieH B Tapudarta mo wi. 7, ai. 1.

(5) Koraro npu npoBepkaTra Ha MSCTO C€ YCTaHOBAT HECHOTBETCTBMSI MEXYy Ipe/cTaBeHaTa
JOKYMEHTAIMsl ¥ U3UCKBAHUATA 3a OLEHSBAaHE Ha ChOTBETCTBUETO, ONPEAEICHH B HapeaouTe 1o ui. 18,
M3IBJIHATEIHUAT qupekTtop Ha MAJI yBenoMsiBa MMCMEHO 3asiBUTENS M ONPEAEIIsd IBYMECEUEH CPOK 3a
OTCTpaHsABaHETO UM. [0 OTCTpaHsABaHE HA HECHOTBETCTBUATA CPOKBT IO wi. 63, an. 1 win 2 cnupa na
Teye.

(6) Koraro 3asBUTENAT HE OTCTPaHU YCTAaHOBEHHUTE HECHOTBETCTBHS B OIpPEJENICHHs MO all. 5
CPOK, U3IIBIHUTEIHUAT qupekTop Ha MAJI ¢ MoTHBHpaHa 3a1ioBe/l 0TKa3Ba U3/1aBaHETO Ha pa3pellieHue.

(7) B 45-nHeBeH cpok OT IpoBepKaTa Ha MACTO KOMMCHUATA WU3TOTBS, ChOTBETHO KOMHUCHMTE
U3TOTBAT OKOHYATEJEH OLIEHbYEH JIOKJaja, KONTO ce 00sBsiBa B 0a3aTa JaHHM Ha MH(OpMalMOHHATa
cucrema NANDO.

Y. 63. (U3m. - IB, Op. 38 ot 2015 1., B cuna ot 26.05.2015 r.) (1) B cnydaute no wi. 62, ain. 2
B 4-MeceueH CpPOK OT I0/laBaHEe Ha JOKyMEHTalusATa mo wi. 61, an. 3 M3MbIHUTENHUAT JUPEKTOP Ha
NAIJI Bb3 ocHOBa Ha J0KJIa/a 1o wi. 62a, an. 7 yBeZoMsBa 3asBUTENs, Y€ € 0J00peH 3a HOTU(ULIMpaHE,
WM U3]]aBa MOTHBHpPAHA 3alI0BE]] 32 OTKA3.

(2) B cnywaute no ui. 62, an. 3 B 6-MecedeH CpOK OT MOJIaBaHETO Ha JOKYMEHTAIUsITa Mo 4Il.
61, an. 3 wanbaHUTENHUAT AupekTop Ha MAJI Bb3 ocHOBa Ha Jokjiaaa mo wi. 62a, an. 7 yBemoMsiBa
3asiBUTENI, Y€ € 0JJOOpEeH 3a HOTU(UIMpPaHe, WK U3/jaBa MOTUBHpaHa 3al0Be]l 3a OTKa3.

(3) B cpok no Tpu aHu oT yBepomuieHHeTo 1o ai. 1 mim 2 MAJI obsBsiBa ogoOpeHuTe IHIa
ype3 cuctemata NANDO.

(4) WnentndukanmoHHUAT HOMEp Ha on00peHus W HoTuduuupan npex Eponeiickara
KOMHCHSI OpraH 3a OIICHSBaHE HAa CHOTBETCTBHMETO, HAPUYAH MO-HATaThK "HOTHU(UIMpaH opraH", ce
ompenens oT EBponelickaTta KOMUCHS.

(5) Msnbnuutennuar aupexkrop Ha MAJl u3gaBa Ha HoTHduuMpaHus opraH mno ain. 4
paspelleHue 3a OLIEHABAaHE HAa CbOTBETCTBUETO.

(6) Pa3pemenneTo mo ai. S € ¢ MaKCUMaJIeH CPOK Ha BamuaHOCT 5 roauHu. [1ogHOBsIBaHETO HA
pa3peleHneTo ce U3BBPILBA 10 peAa Ha wi. 62, an. 2 win 3.

Un. 64. (U3m. - IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) (1) Koraro murero, koeto



KaHIMJIATCTBa 3a TIOJyyaBaHE Ha pa3pellieHHe 3a OIEHsSBAaHE Ha CBHOTBETCTBHETO, NPEICTAaBU
cCepTH(UKAT 3a aKpeIUTAIHs ChITIACHO W3MCKBAaHUS, TIOCOYCHH B CHOTBETHATa Hapeaba mo wi. 18, ce
npuemMa, 4e TO uMa (YHKIMOHHpAIla CHUCTEeMa II0 KayeCTBOTO, OTroBapsi Ha KpUTEpUUTE 3a
HE3aBUCHMOCT, O€3MPUCTPACTHOCT ¥ KOH(MUACHIIMATHOCT ¥ IPUTEkKaBa HEOOX0AMMaTa KOMIIETEHTHOCT.

(2) B cinywyaute mo ain. 1 aumeTro He MOpelCTaBs apyra JOKYMEHTAalMs, YAOCTOBEpsBalla
CBHOTBETCTBHUE C KPUTEPHUHTE 110 ail. 1.

Y. 65. (M3m. - 1B, 6p. 38 ot 2015 r., B cuita ot 26.05.2015 r.) [Ipouenypure 3a onieHsiBaHE HA
CBHOTBETCTBUETO, TIOCOYCHH B HapenOuTe 1o wi. 18, Morar na ce U3mbIHABAT OT HOTU(QHUIIMPAHUA OPTaHU
OT JAPYI'U AbPKaBU WICHKH.

Ui 66. (M3m. - IB, 6p. 38 ot 2015 1., B cruta ot 26.05.2015 r.) Pa3pemenueTo 3a oneHsBaHe
Ha ChOTBETCTBHETO ChIbpPIKA:

1. (u3Mm. - JIB, Op. 38 ot 2015 r., B cmina ot 26.05.2015 r.) HauMEHOBaHKWE Ha OINPEACIIAIINS
opras;

2. WMe/HaUMEHOBaHHWE, CeJaluIIe, aJapec Ha yIOpaBlIeHHE U MPEACTaBUTEICTBO Ha
HOTU(UIPAHHS OPTaH;

3. MEAMIIMHCKUTE U3JETIHS U MPOLIEyPUTE 32 OLICHSIBaHE Ha ChOTBETCTBUETO HM;

4. nata Ha U3JaBaHE HA Pa3pEUICHUETO;

5. (m3m. - JIB, Op. 38 or 2015 r., B cuna ot 26.05.2015 r.) uneHTHPUKAIIMOHHUS HOMEp Ha
HOTU(UIIPAHHSI OPTaH.

. 67. (1) (M3m. - JIB, 6p. 38 ot 2015 r., B cua ot 26.05.2015 r.) 3nbiHATETHATA areHIINS
T0 JIEKapCTBaTa BOJU PETUCTHP, KOUTO ChIBPXKA:

1. naHHATE 110 WiI. 66;

2. naraTa Ha OTHEMaHE Ha Pa3pelIeHUETO U OCHOBAHHSTA 32 TOBA.

(2) (M3m. - 1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Jlannute no an. 1 ce o0sBsBaT Ha
odunManHaTa UHTEpHET cTpanuiia Ha MAJL

Un. 67a. (Hos - [IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) (1) Pa3mmpsiBane Ha o6xBata
Ha pa3pelieHreTo U MOJHOBSIBaHE Ha pa3pelleHreTo 3a pa3liupsiBaHe Ha 00XBaTa Ha pa3pelIeHUETo 3a
OLICHSIBAHE HAa ChOTBETCTBUETO CE U3BBPIIBAT O peaa Ha uil. 62, an. 2 uinu 3.

(2) Usnbauutennusat nupektop Ha MAJI cbe 3anoBen u3aaBa AONBIHEHHUE KbM Pa3pelICHUETO
mo 4i. 63, an. 5.

Y. 68. (1) (U3m. - [IB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) Hotuduuupanusr opras e
JUTbKeH na ysenomsana MAJI npu:

1. (m3m. - JIB, 6p. 38 or 2015 r., B cuna ot 26.05.2015 r.) mpoMeHu B IpaBHMS CTATyT U
OpraHu3alloHHATa CTPYKTYPa;

2. (noBa - /1B, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) npomeHu B oOxBaTa Ha JIeHHOCTTa
W3BBH ClIly4auTe 1o wi. 67a, ai. 1 u npoMeHH B MPOLEAYPUTE 3a OLIEHSIBAaHE HA CbOTBETCTBUETO;

3. (mpemumHa T. 2 - /1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) mpoMeHH B cucTemMara Imo
KaueCTBOTO, PbKOBOJCTBOTO WJIM MEPCOHANIA, KOUTO BIUAAT BBPXY U3IBIHEHUETO Ha MPOLEAYPUTE 32
OIICHSIBAaHE HA CHOTBETCTBUETO;

4. (mpemumua 1. 3 - JAB, 6p. 38 ot 2015 r., B cuma or 26.05.2015 r.) mpomsiHa Ha
MOAN3ITBIHUTEHTE;

5. (mpemumHa T. 4, usm. - JIB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) nmpomeHu B
o0CTOSITENICTBaTa, CBbP3aHU ChC 3aCTPaxOBKaTa.
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(2) (U3wm. - 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) JIunata no an. 1 momasat qo MAJI
JOKYMEHTAIUsATa, CBbp3aHa C MPOMEHHTE, U 3aIljiallaT Takca B pa3Mep, orpesaeseH B Tapudara mo ui. 7,
an. 1.

(3) (U3m. - IB, 6p. 38 ot 2015 r., B cuia ot 26.05.2015 1.) B cpok 10 enuH Mecern OT rmojaBaHe
Ha JIOKYMEHTALMTa MO al. 2 eKCIIepTHaTa KOMHUCHS 1o wi. 62, ai. 1 U3roTBd OLEHBYEH JOKJIAJ 10
u3mbIHUTENHUS aupektop Ha MAJI 3a onoOpsiBaHe Ha MPOMEHHUTE.

(4) (U3m. - 1B, Op. 38 ot 2015 1., B cuna ot 26.05.2015 r.) B ciydante, Koraro npoMeHUTE 110
an. 1 HajaraT mpoBepka Ha MSCTO, KOMHCHSTA IO 4. 62, an. 1 B JByMeceueH CpPOK OT MOojJaBaHE Ha
JOKYMEHTAIMATa 10 1. 2 W3rOTBSA OIEHBYEH JOKIAA 10 M3NBJIHUTETHHS aupekrop Ha HMAJL 3a
oJ100psiBaHE Ha MPOMEHUTE.

(5) (U3m. - IB, 6p. 38 ot 2015 1., B cuma ot 26.05.2015 r.) B3 ocHOBa Ha JOKIaja mo ai. 3,
CbOTBETHO U M0 aji. 4 M3NbIHUTETHUIT Aupektop Ha MAJL cbc 3amoBea u3naBa JOMbIHEHHE KbM
paspeuieHueTo mno wi. 63, ai. S.

(6) Koraro nmpu npoBepkara Ha JOKyMEHTalUsATa MO ajl. 2 WK MpPHU MPOBEpKaTa Ha MSCTO Ce
YCTAQHOBSIT MPOITYCKH HJIM HECHOTBETCTBHS C M3MCKBAHUATA HA HapeaOUTe Mo Wwi. 18, KOMUCHATA IO UII.
62, an. 1 maBa mpennucaHUEe ChC CPOK 3a OTCTpaHABaHETO UM. Jlo M3MbIHEHHE Ha MPEIIHCAHUSITA
CPOKOBETE 10 aJl. 3 UM 4 cuupar Aa TeKar.

(7) (M3m. - 1B, 6p. 38 ot 2015 1., B cuma ot 26.05.2015 r.) Koraro HOTHUIIMpAaHUTE OPTaHH
HE UBIBIHAT MPEANUCAHMATA MO0 all. 6, M3MbIHUTETHUAT aupekrop Ha MAJl cbc 3amoBen oTKa3Ba
W3/1aBaHETO Ha JOIMBIHEHNE KbM Pa3pelICHUETO.

(8) (Homa - ZIB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) B cnywaute no un. 62, am. 2
OlLICHKaTa Ha JOKyMEHTAalusATa Mo aj. 2 W MpoBepKaTa Ha MCTO Mo al. 4 ce U3BBPIIBAT, KOraTo €
NPUJIOKUMO, W OT MPEICTABUTEINTE Ha JPYTHTE JBE IbPXKABH WICHKH M OT TPEACTAaBUTENS Ha
EBporeiickata KOMUCHS, KOUTO ca y4acTBaJIH B MpolieypaTa 1o OleHsBaHe Mo wi. 62a.

Y. 69. (Otm. - IB, 6p. 38 oT 2015 1., B cuna ot 26.05.2015 1.)

Yn. 70. (1) (U3m. - [IB, 6p. 38 ot 2015 r., B cuia ot 26.05.2015 r.) Hotuduuupanurte opranu
ca IUThXHH 1a npenactaBatr B MAJI ronuinen mokiaj 3a I1eHWHOCTTA CH, KOWTO BKJIIOYBA MHGOpMAIIHS 3a
U3BBPIICHUTE OLEHKH 32 CBOTBETCTBHETO Ha MEIUIMHCKM W3ACNHs, peKJIaMaluu, XKaadu u
MpeINpUeTHTE ASHCTBHS M0 PEIIaBaHETO UM B CPOK 110 31 ssHyapu ciieZBamaTa roJiHa.

(2) (Ot™. - 1B, 6p. 38 o1 2015 1., B cuna ot 26.05.2015 1.)

Yn. 71. (U3wm. - IB, Op. 38 ot 2015 ., B cuna ot 26.05.2015 r.) (1) Komucuu, onpenenenu cbe
3aroBe]l Ha M3MbIHUTENHUS qupektop Ha MAJL, uHcnekThpaT AelHOCTTa Ha HOTU(UIIMPAHUTE OPraHH,
BKITIOYMTETHO HAa TEXHUTE MOU3ITBIHUTEIH, Ype3 U3BbPIIBAaHE HA TUTAHUPAHU MPOBEPKHU TI0 pea Ha Uil
5, maparpad 1, 6yksu "a" u "0" ot Pernamenr 3a uznwinenue (EC) Ne 920/2013.

(2) Ilpu monyyaBaHe Ha CUTHAJIM, KaJlOu U peKJiaMalliy 32 HEM3II'bJIHEHUE Ha 3aAbJDKCHUSTA Ha
HOTU(UIMPAHUTE OPraHU WM 3a OTKIOHEHHE OT OOMYaiiHWTE WK JOOpUTE MPAKTUKU KOMHCUUTE I10
all. 1 M3BBpPIIBAT U3BBHPEIHN TPOBEPKH HA MSCTO.

(3) Korato mpu mpoBepKHTE C€ YCTAaHOBST MNPOMYCKHM B JAEHHOCTTAa Ha HOTU(UIMPAHHUTE
OpraHu, U3IBIHUTENHUAT nupekTop Ha MAJI n3gaBa npennucanue cbe CPpoK 3a OTCTPAHSIBAHETO UM.

(4) Uznbauutennust nupekrop Ha MAJI u3gaBa 3amoBed 3a OrpaHMYaBaHE MM BPEMEHHO
CTIMpaHe Ha JICHCTBUETO Ha pa3pelIeHHeTo IO OTCTPAHsABAaHE B ONPEACTICHHS CPOK Ha MPOITYCKHUTE TI0 aJl.
3.

Y. 72. (1) (U3m. - [IB, Op. 38 ot 2015 1., B cruta ot 26.05.2015 1.) U3NBIHATETHUAT TUPEKTOP
Ha MAJI cbc 3amoBen OTHEMa pa3pelieHHETO 3a M3BBPIIBAHE OICHABAHE HA ChOTBETCTBHETO, KOTaToO
MIPH IPOBEPKHUTE CE€ YCTAHOBH, Y€ HOTH(DHUIIMPAHUAT OPTaH:

1. e mpectaHal 1a OTroBapsl Ha HAKOE OT YCJIOBUSATA, IPU KOUTO € U3a/IEHO PAa3pPEIIeHUETO;

2. He € B CBCTOSHHE Ja TPOIBIDKH H3ITBIHEHHETO Ha TIPOLEAYPUTE 3a OIICHsSBaHE Ha



CBhOTBETCTBUETO;

3. He U3MBJIHABA MPOLIETYPUTE 3a OLICHSIBAaHE HAa CHOTBETCTBHETO ChHOOPAa3HO M3MCKBAHUATA Ha
CBhOTBETHUTE HapeaOu 1o wi. 18;

4. He e mpeanIpHUeN MEPKHU 3a OTCTpaHsBaHe Ha Mpomyckurte mo wi. 71, an. 3 B ompezeneHus
CPOK.

(2) (Ot™m. - 1B, 6p. 38 oT 2015 1., B cruta ot 26.05.2015 1.)

Un. 73. (U3m. - JIB, 6p. 38 ot 2015 1., B cuina ot 26.05.2015 r.) M3mbianuTenHaTa areHIus 10
JekapcTBara yBenomsiBa EBporeiickata KOMUCHS, JPYTUTE ObpPKABU WICHKH, IbPKaBUTE - CTPAHU IO
Cnopa3zymenuero 3a EBporeiickoTo MKOHOMHUYECKO mpocTpancTBo, U Kondenepauus IlBeiinapus 3a
OTHETUTE pa3pelIeHus Mo Wi. 72 ¥ 32 U3BBPILICHUTE IPOMEHHU 110 Wi. 67a, ait. 1 u wi. 68, ain. 1.

Yn. 74. (1) (U3m. - B, 6p. 38 ot 2015 1., B cuma ot 26.05.2015 r.) Jlumero, Ha KOeTO €
OTKa3aHO M3JaBaHe Ha pa3pelieHue mo wi. 63, aj. 2, MOXKe Ja MOoAaJe HOBO 3asBICHHUE 3a Pa3pelIcHNe
HE [10-paHo OT 6 Mecelia OT JlaTaTa Ha BPbUBAHETO Ha 3aIlOBE/ITA 3a OTKA3.

(2) Hotudummpan opras, Ha KOWTO € OTHETO paspelIeHueTo mo wi. 72, an. 1 Moxe 1a moaaze
3asBJICHHE 32 HOBO Pa3pelleHne HE M0-PaHo OT €lHa FOJMHA OT JaTaTa Ha BPhUYBAHETO HA 3allOBEATA 3a
OTHEMaHE Ha Pa3peIeHNETO.

Un. 75. (U3m. - JIB, Op. 38 ot 2015 r., B cuna ot 26.05.2015 r.) OTka3bpT 3a u3aBaHe HA
paspellieHre 3a OILICHSBaHE HAa CHOTBETCTBUETO, KAKTO M 3allOBEATa 3a OTHEMaHE Ha Pa3pelIeHHETO
MOXKe J1a ObaaT 00XKaJIBaHU 10 peia Ha AJIMHUHUCTPATUBHOMIPOIECYATHUS KOJIEKC.

Y. 76. (1) (Hom. - JIB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) Hotudumupanust opran
u3aBa cepTu(uKar, yaoCTOBEpsIBAI] ChOTBETCTBUETO ChC CHIIECTBEHUTE M3MCKBAHUS, TPUIOKUMH 32
U3JIENINETO, C BAIUTHOCT, IOCOUEHA B HETr0, HO HE TIOBeYE OT 5 FOJJMHM WJIM IPAaBU MOTHUBHUPAH OTKAa3.

(2) (U3m. - B, 6p. 110 or 2008 r.) Koraro HOTHHUIMpPAaHUAT OpraH YCTaHOBH, ue
NPOU3BOUTENAT HE € H3MBJIHWI WIM € TpecTaHal Ja M3MbJIHSABA WM3MCKBAaHMATA, ONPEAEICHU B
HapenouTe mo 4. 18, uian ca MpoOMEHEH!U YCIIOBUSATA, IPU KOUTO € OWII U3AaJleH CepTUPHUKATHT, U KaTo
OTYeTe CTENEHTa Ha HEChOTBETCTBHE, OTHEMA CEPTU(HUKATA WM BPEMEHHO CIIUpPA JAECHCTBHETO MY, WU
OrpaHUYaBa HETOBHSI 00XBAT, TOKATO MPOU3BOIUTEIIAT MPeIIpreMe TOAXO SN KOPUTHPAIIN JCHCTBUS
U OCUTYpU HEOOXOJJUMOTO ChbOTBETCTBUE.

(3) (U3m. - IB, 6p. 110 ot 2008 r., u3m. - JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 1.)
Hotudunupanusar opran nndopmupa MAJl B ciyuautre Ha OTKa3 3a M3JaBaHe Ha cepTU(dUKAT, Ha
BPEMEHHO TIPEYCTAaHOBSBAaHE BAIMJHOCTTa Ha cepTHdUKara, Ha OTHEMaHEe WJIM HajaraHe Ha
OrpaHUYEHHUE WM HA MOAU(DUILIMPAHU WU TOTTBJIHEHU CePTU(UKATH.

(4) (HoBa - 1B, 6p. 38 ot 2015 r., B cuna or 26.05.2015 r.) B cayyaute mo am. 3
HOTU(UIMPAHUAT OpraH npeaocTaBs npu mnouckBaHe oT MAJl nombinHuTenHa uHPOpManus u
n3uckanure ot MAJI nokymeHTu.

(5) (U3m. - B, 6p. 110 ot 2008 r., npeaumna an. 4, usm. - /IB, 6p. 38 ot 2015 r., B cuna ot
26.05.2015 r.) M3mbnHuTenHaTa areHUus IO JeKapcTBata MHMOpPMHUpA pEryjlaTopHUTE OpraHd Ha
APYTUTE IbpPKABU WIECHKH, PEryJaTOPHUTE OpPraHU Ha JbpKaBUTE - cTpaHu Mo Cropa3yMeHHETO 3a
EBpomneiickoTo mroHOMHUYecko mpocTpancTBo, U Ha Kondenepanus IlIBerinapus u EBpomeiickara
KOMHCHS 32 CIIydauTe 1o ai. 3.

Uin. 76a. (Hos - JIB, 6p. 110 ot 2008 r., m3m. - [IB, 6p. 38 ot 2015 1., B cmima ot 26.05.2015 r.)



Hotudunupanure opranu ca IIBKHH Ja MPEJOCTAaBAT HAa HOTHU(UIIMPAHU OPTraHU, ONPEACTICHH OT
IpYTH IbpXKAaBH WICHKH, WHpOpManus 3a OTKa3aHUTE CepTH(HKATH, 32 CEpTUPHUKATHTE, UHUSITO
BaJIMIHOCT BPEMEHHO € MPEyCTaHOBEHA, U 32 OTHETUTE CEPTH(HUKATH, a IPH MOUCKBAHE - 32 U3AICHUTE
cepTuduKaTH.

I'maBa nera.
THPTOBUA C MEJIUILIUHCKHU U3AEJUSA 3AT'JI. U3M. - IB, bP. 60 OT 2011 I'., B CUJIA
OT 05.08.2011T.)

Un. 77. (U3m. - IAB, 6p. 54 ot 2012 r.) (1) ThproBus Ha €apo ¢ MEIUIIMHCKH H3JEIHS Ha
teputopusita Ha PenyOnmuka bbarapus moraT na u3BBpIIBAT (PU3MYECKH WM IOPUAMYECKU JIHIIA,
pErucTpUpaHu KaTo THProBLUM MO THProBCKHUS 3aKOH WJIM IO 3aKOHOJATEJICTBOTO Ha Jpyra JIbprKaBa
YICHKa WIM Ha JApyra IbpkaBa - cTpaHa no CnopazymeHueTo 3a EBpoOnenckoTo MKOHOMHYECKO
npoctpanctBo, Wi Ha Kondenepanus [IBelinapus, Ha KOUTO € U3aJICHO pa3pelIeHUE 32 ThPrOBUs Ha
eapo ¢ MmeauuuHCeKu uzaenus or MAJI unu 1pyr TOKyMeHT, yA0CTOBEPSBALLl IPAaBOTO UM J1a ThPryBarT C
MEIHUIMHCKYU U3JIEIINS, U3/1aJICH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATA JbpPKaBa.

(2) IlpousBoauTenuTe, yCTaHOBEHHM Ha Tepuropusra Ha PemyOnuka bbarapusi, morar na
M3BBPIIBAT THPTOBCKHU CACIIKHU C MPOU3BEACHUTE OT TAX U3/eius 0€3 JOKyMeHTa 1o ai. 1.

. 78. (U3m. - JIB, 6p. 54 ot 2012 1.) (1) ®u3HYECKH WK IOPUIUICCKH JIUIIA, PETUCTPUPAHA
1o pena Ha THpProBCckUs 3aKOH WJIM IO 3aKOHOJATEICTBOTO Ha Jpyra Jbp’kaBa WiICHKa WM Ha JApyra
nbpkaBa - crpaHa no CnopazymeHuero 3a EBpOneiicKOTO MKOHOMHUYECKO MPOCTPAHCTBO, WM Ha
Kondenepanus LIBeitmapusi, KOUTO UCKAT Ja MOIyYaT pa3peuieHue 3a ThPrOBUS HA €APO ¢ MEAULIMHCKI
uznenusi, noaasat B MAJI 3asBnenue no odpaseln, yrBbplAeH OT U3NbIHUTENHUS AupekTop Ha MAJL, kbMm
KOETO IpuJiarar:

1. mannm 3a EMK Ha snmnara, peructpupanu no pena Ha THproBckus 3aKOH, a 3a JIMIATA,
perucTpupaHu B JApyra Abp)KaBa WIEHKa WU B JIpyra JbpkaBa - cTpaHa no Cropa3yMeHHETO 3a
EBponeiickoTo HMKOHOMHMYECKO HpocTpaHcTBO, WM Ha Koudenepauus IlBeiiniapuss - aaHHW,
YIOCTOBEPSBALIM ThPrOBCKATa UM PErHCTpalLus;

2. CIMCBK Ha KaTETOPUUTE MEIULMHCKU U3AENUs ChIIIacHO HOMeHKatypHa cucreMa bJIC EN
ISO 15225 3a xarteropusanusi Ha MEIUIMHCKUTE U3AENIUS U Ha CHOTBETHUTE UM NPOU3BOAUTEIN Ha
XapTUEH U MarHUTEH HOCUTEI,;

3. JOKYMEHT 3a IUIaTeHa Takca B pa3Mep, onpeeneH ¢ Tapudara o wi. 7, an. 1.

(2) Koraro pasmonarat ¢ moMemieHus 3a CbXpaHeHne Ha MEJUIIMHCKU U3/EHs Ha TEPUTOPHITA
Ha Peny6nuka bbarapus, nunara no an. 1 mocoysaT B 3asBJICHHETO M aapeca UM. B to3u ciyuail keM
JOKYMEHTalusTa 110 all. 1 ce mpumarar:

1. nexnapanus, ye:

a) TOMEIEHHUATa OTroBapsAT Ha YCIOBHUATA 3a ChXpPaHEHHE HA MEAMLMHCKUTE H3AEIus,
MTOCOYEHHU B CIUCHKA O aj. 1, T. 2, B 3aBUCUMOCT OT CHelM(pUKaTa UM U yKa3aHUATA Ha MPOU3BOJAUTENS,
OIpeJIeNIeH! B MHCTPYKIHATA 32 yrnoTpeda, u

0) mpuTexaBaT WJIM pas3loyiaraT C TPAHCHOPTHH CPEICTBA, OCUTYPSBALIM MPABHIHOTO UM
ChbXpaHEHHE IIPU Pa3IPOCTPAHEHNE U TPAHCIIOPTUPAHE;

2. JaHHU 3a UMETO, TOCTOSTHHUS aJpec U aapeca 3a KOPECIOHAECHUHUS C JIUIETO, OMPEENIEHO 3a
PBKOBOJIUTEN Ha MTOMEIIECHUATA 32 CbXPAHEHUE U ThPrOBHsI ¢ MEIULIMHCKN U3JENNS, KAKTO U KOIHE Ha
JI0OTOBOpPA, Bb3 OCHOBA Ha KOMTO € Bb3HUKHAJIO IPABOOTHOLIEHUETO MY ChC 3asBUTEISL.



UYn. 78a. (Hos - /IB, Op. 54 ot 2012 r.) Koraro numara mo ui. 77 mpuTexaBar JOKYMEHT,
yIIOCTOBEPsBAll IPAaBOTO UM 32 U3BBPIIBAHE HA THPrOBUA HA €pPO C MEAULMHCKU U3JENHA, U3JaJleH OT
KOMIIETEHTEH OpraH Ha Jpyra Abp)KaBa 4JeHKa WIM Ha JIpyra JIbpkaBa - crpa”a no CriopasyMeHHETO 3a
EBponeiickoTo MKOHOMHYECKO IpocTpaHcTBO, win Ha Kondenepauusa IlIBelinapus, u pasmonaraT ¢
MOMEIICHUSI 32 ChXpPAaHEHHWE HA MEIMIMHCKU H3JenHus Ha TepuTopusrta Ha Pemybnuka bovarapus,
npencrassat B MAJL:

1. dopma 3a yBenomsiBaHe 1o 00pasell, yTBbPACH OT U3IIBJIHUTEIHH qupekTop Ha MAJL;

2. KoIlMe OT JOKYMEHTa, yJ0CTOBEpsBalll MPaBOTO MM 3a U3BBPIIBAHE HA THProBHUs Ha €Jlpo,
IPUIPYKEH C IPEBOJI Ha OBJITAPCKHU €3HK;

3. CHMCBK Ha KaTErOpUUTE MEIULIMHCKU U3 ChIVIACHO HOMeHKIaTypHa cuctema bJIC EN
ISO 15225 3a xarteropusanusi Ha MEIUIMHCKUTE U3AEIUS U HAa CHOTBETHUTE UM IPOU3BOAUTEIN HA
XapTHEH U MarHUTEH HOCHUTE,

4. noxyMeHTauusTa 1no wi. 78, ai. 2.

Ui 79. (U3m. - JIB, Op. 54 ot 2012 1.) (1) (U3m. - JIB, Op. 67 ot 2020 r.) M3mbaHuTenHaTa
areHIys MO JIGKapCTBaTa OICHSABA JIOKYMEHTAIMATA M0 WI. 78 W MpoBepsBa JTOKYMEHTALMATA IO Il
78a. [Ipu KOHCTaTUpaHE HA HEMBITHOTH B JJoKyMeHTanusaTa MAJl yBemoMsBa MMCMEHO 3asBUTEIS U J1aBa
CPOK 32 OTCTPaHSIBAHETO WM.

(2) (M3m. - 1B, 6p. 67 ot 2020 r.) 3nbaautenuusat aupekrop Ha MAJI B 30-1HEBEH CpPOK OT
JaraTa Ha TOJaBaHe Ha JOKYMEHTalusATa MO wWi. 78 M3/aBa paspelieHHe 3a THProBUS Ha €IpO C
MEJIUIMHCKY M3/ICIHS Ha JIUIAaTa 1o 4wi. 78, a. | Wi npaBu MOTUBUPAH OTKa3.

(3) Cpoksbt 1o ai. 2 criipa Aa Tede OT JlaraTta Ha YBEJIOMJICHUETO 10 al. 1 10 oTcTpaHsBaHE Ha
HEIbJITHOTHTE.

(4) U3nbaHuTENHATA areHLys 10 JieKapcTBaTa B 7-JIHEBEH CPOK OT YBEJIOMJIEHHETO IO Wi. 78a
BITMCBA B PETUCTHPA MO WI. 81 TaHHHUTE OT YBEIOMIICHUETO.

Un. 80. (U3m. - [IB, Op. 54 ot 2012 r.) (1) Ilpu npomMsHa Ha ajapeca Ha MOMENICHUATA 3a
CbXpPaHEHHE U THProBHs ¢ MEIMIMHCKH M3JeNIus Ha TepuTopusaTa Ha PemnyOnuka bbarapus numara no
wi1. 78 nonaBar B MAJI 3asBiieHne 3a MpoMsiHA Ha pa3penieHueTo mo wi. 79, an. 2, a nuimara no 41i. 78a -
YBEIOMIIEHHE 3a IpoMsHara. KbM 3as4BIEHMETO WIHM YBEIOMIIEHHETO C€ Ipwjaral CBbp3aHaTa C
IIpOMsIHATa JTIOKYMEHTAllUs U JOKYMEHT 3a IJJaTeHa Takca 3a JIMLaTa 1o 4. 78 B pa3mep, OIpesesieH ¢
tapudara o ui. 7, ain. 1.

(2) 3asBneHHMETO WIM YBEIOMJIEHMETO 3a MpOMsIHAa C€ IoJaBa B 7-IHEBEH CpPOK Ciel
U3BBPIIBAHE HA CHOTBETHUTE IIPOMEHH.

(3) JIunara no an. 1 yBemomsiBar MMAJI B 7-7HEBEH CpoK ciell MU3BbpIIBAaHE HA MPOMsIHA Ha
NIPaBHUS CTATYC, CEAAIMILETO U/UIM aJipeca Ha yIpaBlieHHE W/WIN MPpHU MPOMsIHA Ha JIMLETO 1Mo wi. 78,
an. 2, T. 2, W/uiau Ipy NpoMsiHA Ha CIIMCHhKA HA BUJIOBETE MEIMLIMHCKU U3/IENHs], C KOUTO ThpryBaT. Kem
YBEIOMIJIEHHETO C€ IIpHJlara CBbp3aHaTa ¢ IPOMsHATa JOKYMEHTALHS.

(4) (M3m. - 1B, 6p. 67 ot 2020 r.) M3nbiaHuTenHaTta areHIMs MO JeKapcTBaTa OLEHSBA
JOKYMEHTaIMATa KbM 3asBJICHUETO 3a MPOMSIHA HAa Pa3pelIeHUETo 1Mo Wi. 79, an. 2. M3nbJIHUTETHUST
mupektop Ha MAJI m3naBa paspenieHne 3a NpoOMsHA HAa pa3pelieHueTo mo wi. 79, an. 2 uinm mpasu
MOTHMBHPAH OTKa3 B 14-1HEBEH CPOK OT JlaTaTa Ha [10/1aBaHE Ha JTIOKYMEHTALMITA 110 ajl. 1.

(5) UsnbaHuTenHaTa areHIus IO JieKapcTBaTa BIKMCBAa B perucrbpa mo wi. 81 mpomeHure B
obcrosiTencTBara mo an. 1 u 3 B 7-IHEBEH CPOK OT H3/IaBAaHETO Ha pa3pelIeHHETO 3a MpPOMSHA,
CHOTBETHO OT YBEJOMJICHHUETO 33 MIPOMSIHA.



Y. 80a. (Hos - /IB, Op. 54 or 2012 r.) (1) Jlumara mo un. 78 u 78a B 10-1HEBEH CPOK clief
MIpEKpaTsABaHe Ha JEHHOCTTa CH, CBbpP3aHAa C THPrOBUsA C MEIULMHCKU W3JENIUs Ha TEPUTOpHUATA Ha
Peny6nuka bbirapus, ca ITbKHU J1a YBEIOMST MMCMEHO M3ITBIHUTENHUS aupekTop Ha MAJL.

(2) B cayuaure mo an. 1 wmsmbaHuTenHusAT nupektop Ha WMAJl cbc 3amoBen mpekpartsBa
JEMCTBUETO HA U3JaJCHOTO pa3pelieHue no wi. 79, an. 2. M3nenHutenHaTa areHuus 1o JIEKapcTBaTa B
7-THEeBEH CPOK OT M3JaBaHe Ha 3aloBE/Ta 3a MPeKpaTsABaHe Ha pa3pelleHUeTO BIHUCBA B PETUCTHPA 110
. 81 naTaTa Ha MpeKpaTsBaHe HA Pa3pelICHUETO Ha Thproseua mno ui. 78.

(3) MsnbiaHuTenHata areHuus IO JieKapcTBaTa BMOKMCBA B perucrbpa mno uwi. 81 narara Ha
MpeKpaTsBaHe HA IEWHOCTTA Ha JIMIIATa 1o Wi. 78a.

Ui 81. (M3m. - JIB, Op. 54 ot 2012 r.) M3mbiaHUTENHATa areHIMs MO JIEKapCTBaTa BOJM
pErucThp Ha IMuarta no wi. 78 u 78a, KOUTO ChAbpIKa:

1. (mu3m. - JIB, Op. 54 or 2012 r.) HOMEp M JaTa Ha pa3peUICHUETO 3a THPrOBHUS Ha €IIPO C
MEAULMHCKY U3Eus 3a JILara 1o wi. 78;

2. (m3m. - [IB, 6p. 54 ot 2012 r.) ume, cepanuiie U afpec Ha YIpaBJieHUE Ha JIMLAaTa Mo Wi. 78 u
78a;

3. (u3m. - IB, Op. 54 ot 2012 r.) naTa Ha NMpeKpaTsIBaHe HA Pa3pEIICHUETO o 4. 79, ai. 2;

4. (u3m. - [IB, Op. 54 ot 2012 r.) agpec Ha MOMENICHUATA 32 ChXPAHCHUE HA MEAMIIMHCKU
U3JIeTHS;

5. (m3m. - 1B, Op. 54 ot 2012 r.) ume u axpec Ha JuIara mo wi. 78, ai. 2, 1. 2;

6. (u3m. - JIB, Op. 54 ot 2012 r.) ciMCchbK HA KaTErOPUUTE MEIUIIMHCKU U3JIETHUsS, C KOUTO CE
W3BBPILBA ThPIOBUS;

7. (noBa - /IB, 6p. 54 ot 2012 r.) npoMeHH 110 BIIMUCAHUTE OOCTOATEIICTBA.

Yn. 82. (1) (U3m. - IB, Op. 54 or 2012 r.) ThproBuutre ¢ MEAWLIUHCKH H3IEIUS, KOUTO
U3BBPIIBAT THProBUA Ha Tepuropusita Ha PemyOnuka bbirapus, ca AnBKHU Ja ThpryBaT camMo C
MEIUIMHCKHU U3/eusl, HA KOUTO CPOKBT HA TOAHOCT HE € U3TEKbJI M UMAT:

1.Hanecena "CE" mapkupoBKa B CbOTBETCTBUE C M3UCKBAHUATA HA 4Jl. 15;

la. (HoBa - JIB, Op. 54 or 2012 r.) HaHeceH NapTUJEH/CEPUEH HOMEpP BBPXY OIMNAKOBKHTE,
KOraTo € MPUII0KUMO;

2. (w3m. - 1B, 6p. 110 ot 2008 r., u3m. - JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.)
HaHeceH MJCHTU(UKAIMOHEH HOMEp Ha HOTU(UIMpPaHUs OpraH 1o wi. 63, ai. 4, Korato mpouexypure,
orpezieNieHu B HapeaOuTe 1o wi. 18, U3UCKBAT HAHACSIHETO MY;

3. HaHeCeHM HAUMEHOBaHME M aJpec Ha yIpaBI€HUE Ha MPOU3BOJIUTENS W/WIN
YI'BJIHOMOIIEHUSI TPEICTAaBUTEN U BHOCUTEIIS;

4. yHCTpYKLUSA 32 ynoTpeba, ¢ U3KIIOUEHHE Ha M3/IENHATA, 32 KOUTO TOBA HE € MPEABUICHO B
3aKOHa.

(2) (U3m. - B, Op. 54 ot 2012 r.) JIunara no an. 1 ca ATbKHU Ja MOAABPKAT TOMEIIESHUATA 32
ChXpaHEeHHE Ha METUIIMHCKHU M3JIeNIHsI, KOraTo pasloJiaraT ¢ TAKMBa, B ChOTBETCTBUE C M3MCKBAaHUsATA 32
CbXpaHEHHE 32 CbOTBETHHUS BUJI U3/IEIINE, ONIPEAETICHU OT IPOU3BOAUTEIIS.

(3) (U3m. - 1B, 6p. 54 ot 2012 r.) ThproBumte Ha €IpO C MEAULIMHCKH U3JENNs OCUTYpPSIBAT U
NOJIbPKAaT JOKYMEHTHpaHa CHCTEMa 3a MpocieasBaHe 0e30MacHOCTTa Ha METUIIMHCKUTE W3/eNHd,
IyCHAaTW Ha ma3apa, U 3a OJOKUpaHE W M3TErVISIHE OT Ma3apa Ha MEIUIMHCKUTE H3ZeNus, MoKa3aiu
HEChOTBETCTBUE C U3UCKBAHUATA 32 OE30MIACHOCT 10 CMUCHJIA Ha IJ1aBa CeaMa.

(4) (U3wm. - [IB, Op. 54 ot 2012 r.) KbM noxkymeHTanusTa o aj. 3 ce chbXpaHsABaT MapTUAHUTE
cepTU(GUKATH HAa MEIUIIMHCKUTE U3JeNUS 32 CPOK S5 TOJMHU U C€ MPEJOCTaBsT NpPU IMOMCKBAHE Ha
JUTHKHOCTHHTE JTNTIA O 4iI. 86, ai. 2.



(5) (U3wm. - [IB, 6p. 54 ot 2012 r.) JIumara mo an. 1 ca ATBXKHH a2 CbXPaHABAT MEIUIIUHCKUTE
W3JICIHMS ¢ HM3TCKBJI CPOK Ha TOJHOCT, OJIOKMPAHWTE W/HMIU HM3TCTJICHUTC MEIUIIMHCKUA HW3JICIHs Ha
ONpEAeNiEeHO 3a IIeNiTa MSCTO C TpailHO CHUTHAJIHO OOO3HAYECHHWE O TMPEAOCTABIHETO WM Ha
MIPOU3BOIUTEIIS WM JI0 YHHUIIIO)KABAHETO FIM.

Un. 83. (M3m. - B, 6p. 54 ot 2012 r.) (1) JIunara mo 4i. 77 Morar Ja W3BbPIIBAT ThPTOBCKH
CACTKA C MEIUIMHCKU W3JENusl IpHU Cla3BaHe Ha M3UCKBAHMATA 32 TIXHOTO CbXpaHEHUE H
pasnpocTpaHeHHE ChC:

1. qpyru THProBIM HA €APO M0 CMHUCHIA HAa TO3U 3aKOH;

2. (mm. - [IB, 6p. 14 or 2016 r., B cuna ot 19.02.2016 r.) neyeOHu 3aBeeHUs MO 3aKOHA 32
nedyeOHuTe 3aBe/leHus u BETEPUHAPHOMETUITUHCKU 3aBe/leHus 1o 3akoHa 3a
BETEPUHAPHOMEIULIMHCKATA IEHHOCT;

3. 3apaBHHM 3aBeeHud 1o wi. 21, ain. 2, T. 1, 3 u 4 u ain. 3 ot 3akoHa 3a 3/[paBeTo;

4. BEeTepUHAPHOMEUIIUHCKUTE AlTEeKU;

5. nporepuu;

6. (m3m. - [IB, 6p. 105 ot 2018 r., B cuima ot 01.01.2019 r.) nuiua, KOUTO U3BBPIIBAT IEUHOCTH
M0 MPEAOCTaBsSHE Ha MOMOIIHHU CPEACTBA, MPUCIIOCOOTICHUSI U CHOPHKEHUS U MEIULIMHCKU U3JENUS 3a
XopaTta ¢ yBpexAaHUs 110 3aKOHa 3a XOpaTa ¢ YBPEKIaHUs;

7. nuua, IpUTeXaBalld ThPTOBCKU OOEKTH, B KOUTO CE€ MpeJiaraT ONpeesieHH ChC 3aloBe]] Ha
MUHUCTbpPA Ha 3/IpaBEOIa3BaHETO WJIM Ha ONPABOMOILEH OT HEr0 3aMECTHUK-MHHHUCTBHP MEIUIMHCKU
U3JIeTHS;

8. oOmMHM, OpraHu Ha JbpKaBHATA BJIACT M JIbPKABHU HMHCTUTYLUH, KOWTO IPOBEKIAT
MPOLIEAYPH 32 Bb3JIaraHe Ha OOIECTBEHH MOPHUYKHU 32 JOCTaBKa Ha MEAUIIMHCKH U3/IEIIHS;

9. yueOHM 3aBE/ICHNUS;

10. nmuna, KOUTO ca B MpoIelypa O U3TpakIaHe U 000pyIBaHEe Ha OBbACIIH JIeYeOHU U 3IpaBHU
3aBelleHus, CJieJl MOJIy4aBaHETO Ha pa3pellieHHE 3a CTPOEX IO peJa Ha 3aKOHA 3a YCTPOWCTBO Ha
TEPUTOPHSTA.

(2) MuHUCTBPBT Ha 3/IpaBEOIa3BaHETO OMPENENs ChC 3aM0BE] MEAUIIMHCKUTE U3JENINsI, KOUTO
MOTrarT Jia ce MPOo/AaBar B ThPrOBCKUTE 00EKTH 1o ai. 1, T. 7.

Y. 83a. (Hos - IB, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r.) (1) JleueOuute 3aBeaeHus 3a
OOJIHMYHA IOMOII[ MOT'aT Jia U3BbPIIBAT THPrOBCKH CIAEIKU C MEIUIIMHCKU U3/IENTUS CaMO 3a HY)KIUTE Ha
CBOUTC ITAaITMCHTH.

(2) MeauuumHCKUTE U3EMUs1, KOUTO MOorar Jia ObJIaT MpeIMeT Ha ThPrOBCKH CIENKHU 1o ail. 1, ce
ompenensaT ¢ HapeadaTa mo wi. 30a.

Un. 836. (Hos - JIB, 6p. 54 ot 2012 1.) (1) JIumara o un. 78 u 78a nogabp:kat uaopmanus u
ChXpaHsIBaT JTIOKYMCHTAIHS 3a:

1. 3aKymneHo U MpoAaJeHO KOJIWYECTBO MO BUOBE MEAUIIMHCKY U3/IENHs, 1aTa HA MOKYyMKaTa 1
npojak0aTa, CKJIaJJoBa HATMIHOCT, TAPTHJICH HOMEP U CPOK HA TOJTHOCT;

2. IMETO W aJipeca Ha YIpaBJICHHWE Ha JUIaTa, OT KOUTO Ca 3aKyMUIU M HAa KOWTO ca Mpojalin
MEIUITUHCKUTE U3ENHS;

3. HOMEp M JlaTa Ha W3JaBaHE Ha JOKYMEHTa, YJAOCTOBEpSBAIll MPABOTO 33 M3BBPIIBAHE Ha
THPrOBUS Ha €IpO Ha JIUIaTa 10 Wi. 77, U JaHHU, WICHTU(UIINPAIIN OpTaHa, U3al JOKYMEHTA.

(2) JIunarta mo un. 83, an. 1, 1. 3 - 5u 1. 7 - 10 mogabpkat nHdopmanus 3a:

1. 3aKyIIeHO KOJWYECTBO IO BHJIOBE MEIUITMHCKU W3JICIIHS, J1aTa Ha MOKYIKaTa U Mpoaaxoara,



CKJIaJI0Ba HAIMYHOCT, MAPTUACH HOMED U CPOK Ha TOJHOCT;

2. IMETO U aJipeca Ha YNpaBJIECHUE HA JIUIETO MO 4j. 77, OT KOETO ca 3aKyMMJIN MEIULIMHCKH
H3JICIINS, U JaHHUTE 1o ai. 1, T. 3.

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

1. 3aKynmeHO KOJHMYECTBO IO BHJIOBE MEIUIIMHCKU M3JCNWs, JaTa HAa TOKYIKaTa, CKJIaJI0Ba
HaJUYHOCT, TAPTHICH HOMEP M CPOK Ha T'OJTHOCT;

2. UIMETO U ajJpeca Ha YIpaBJICHUE HA JMIIETO MO Wi. 77, OT KOETO Ca 3aKyMHJIA MEIUIUHCKH
W3IEeIUs, ¥ JaHHUTE 1o ajl. 1, T. 3;

3. nuIie, Ha KOETO ca MPEI0CTABIIIH/TIPUIIOKIIIA MEIUIIMHCKOTO U3/ICTHe/ U3 eI

Un. 84. (U3m. - JIB, Op. 54 ot 2012 r.) (1) JbXHOCTHUTE NHIa MO Wi. 86, ai. 2 U3BBPIIBAT
IJITAHUPaHU U BHE3AIHU NMPOBEPKHU B MOMEUICHUATA 32 CbXPAHEHUE U ThPrOBUS C MEAUIIUHCKH U3CIIHUS.

(2) AamXKHOCTHUTE JMLA MO al. 1 Morar Ja HW3HCKBaT, MpOBEpsBAT M MpPaBsAT KOMHUS Ha
JOKYMEHTAIMATa 1Mo 9wi. 82, an. 3 u mo 4. 830, KakTo u J1a B3eMaT 00pa3iu ¥ Npoldu OT U3JenusiTa npu
yclioBUsTa 110 Wi. 93, ain. 3.

(3) Koraro mpu mpoBepkara ce YCTaHOBU, Y€ MEIUIIMHCKUTE H3JEIUs HE OTroBapsAT Ha
M3UCKBaHMATA HA Wi. 82, an. 1, T. 1, 1a, 2 wum 3 wiM ca ¢ U3TEKbJI CPOK HA TOJHOCT, U3IBIHUTEITHUSAT
nupektop Ha MAJIL pasmopexaa cbe 3amoBe] OJIOKMpaHEe M U3TETIISTHE Ha W3JCIHATa OT IMaszapa W/Wiu
TAXHOTO YHUIIIOXKABaHe.

(4) Ilpu ycraHOBsiIBaHE HECHOTBETCTBMSI Ha IIOMELICHHSTA 3a CbXPAaHEHHUE U THPIOBUS C
M3HUCKBAHUATA, ONPEAETICHN OT IPOU3BOAUTENS 32 CHOTBETHOTO U3JETHUE, AMBHKHOCTHUTE JIMLA 1Mo ai. 1
JaBaT MPEAMUCAHUS U CPOK 3a OTCTPAHSBAHETO UM.

(5) Koraro mpu mnpoBepkara ce yCTaHOBM, Y€ B cCHCTemara mo 4i. 82, ajn. 3 wiu B
JOKyMEHTaIusATa o wi. 830 MMa HEMBJIHOTH WJIM HETOYHOCTH, JJIBKHOCTHHUTE JUIA MO ai. 1 jmaear
MIPEIMCAaHUs U CPOK 32 OTCTPAHSBAHETO UM.

(6) Koratro HeChOTBETCTBUSTA, HEMBJIHOTUTE WM HETOUYHOCTUTE HE OBJAAT OTCTPAHCHH B
CpPOKOBeTE MO al. 4 W 5, JUIb)KHOCTHUTE JHUIA MO ajl. | MpeacTaBsT CTAHOBUIIE /10 U3IMBIHUTEIHUS
nupextop Ha MAJI ¢ peasioxkeHne 3a OTHEMaHe Ha Pa3pelIeHUETO 3a THProBHs Ha €1po, a 3a JIMIaTa 1o
. 78a - 3amMyaBaHe OT PErUCTbpa MO Wi. 81 W 3aKpUBaHE Ha MOMENICHUSATA UM 33 ChbXPAHEHHE U
THPTOBHSL.

(7) 3anoBenute Ha M3NBIHUTENHUS AupekTop Ha MAJI mo an. 3 u 6 moraT 1a ce o0kanBaT 1o
pena Ha AJIMUHUCTPATUBHOMPOIECYATHUS KOJIEKC, KaTO 00KaIBAaHETO HE CIIUPA U3ITBIIHEHUETO UM.

Yn. 85. (U3m. - IB, Op. 54 ot 2012 r.) M3mbiHUTENHATA areH1us 10 JieKapcTBaTa HHPpOopMHpa
perynaTopHuss OpraH Ha JApyrata JbpkaBa UICHKa WIM Ha Jpyrata JIbpXaBa - CTpaHa IIO
Cnopa3zymenueto 3a EBporneiickoTo HKOoHOMHYEeCKO pocTpaHcTBO, WK Ha Kondenepanus 1lselinapus,
U3l JIOKYMEHTa, yJOCTOBEpsBaIl MPAaBOTO 3a M3BBPIIBAHE HA THPIOBUS HA €ApPO C MEIUIIMHCKU
U3JeNus, 32 YCTAHOBEHU HapyILIEHHs IPH ThProBUs Ha €IpO C MEJUIIMHCKU U3/IeNTUsl Ha TEPUTOPHSTA Ha
PenyOnuka bbarapust u npenoctasst ”HQOpMaIys Mpy MOWCKBaHe 3a Julara mo 4wi. 78.

T'1aBa mecra.
HA/I30P HA TTA3APA

Y. 86. (1) (Hom. - JIB, 6p. 84 ot 2012 1., B cmma ot 02.01.2013 r.) Ham3opsT Ha mazapa ce
U3BBPIIBA, 33 /1a CE€ OCUTYPU CHOTBETCTBHETO Ha MEIUIIMHCKUTE W3JENus, MyCHATH Ha Ta3apa W/WiH
MyCHaTH B JICMCTBUE, C U3UCKBAHUATA HA 3aKOHA M HA HapeaOwuTe 1o wi. 18 OT TO3W 3aKOH W/WIW Ha



nan

rinasa nera "a" u Ha HapenOara mo wi. 2174, an. 1 ot 3akoHa 3a 3alIUTa OT BPEIHOTO BH3/ACHCTBHE Ha
XVUMUYHHUTE BEIECTBA U CMECH.

(2) Hap3opbT Ha nazapa Ha Tepuropusara Ha PenybOnuka bbarapus ce ocwiectBsiBa ot MAJI
Yype3 UHCIIEKTOPHU U €KCIIEPTH, ONPEAEICHH ChC 3al10BEl Ha U3IIBIHUTEIIHUS TUPEKTOP.

Uin. 87. (1) HagzopbT Ha mazapa ce u3BbpILBA UPE3:

1. mpoBepKH Ha M3MIENHATA, TyCHATH Ha Ta3apa W/Uii IyCHATH B JICHCTBUE;

2. B3eMaHe Ha 00pa3iy Wik IPOOH OT U3ACIUATA ¥ U3ITUTBAHETO FIM.

(2) M3nuTBaHeTO HA MEIUIIMHCKUTE M3MIEIHS HE MOXE Jia C€ MU3BBpIIBA OT HOTU(DUIPAHUTE
OpraHu, y4aCTBaJIM B OLICHABAHCTO HAa CbOTBCTCTBUCTO HA CHIIUTC U3CIIN .

Un. 88. IlpoBepkuTe Ha MEAMIIMHCKHUTE HW3JCNWsA, MyCHaTH Ha Ia3apa W/WIM IyCHATH B
JIEACTBUE, CE€ U3BBPLIBAT I10:

1. mpeaBapuTeHO YTBBPAEH TOAUIIEH IUIaH 332 HAJA30p Ha Mas3apa MO TPyNnH MEIULMHCKU
W3/IeNIs ChOTBETHO OT M3MBJIHUTETHUSA qupekTop Ha UAJL, u

2. CUTHaNU OT JAPYrd KOHTPOJIHU OPTaHd M MO HACHTU(DUIUMPAHU MUCMEHH CUTHAIU OT
rpakJaHu.

Ui 89. (M3m. - JIB, Op. 54 ot 2012 r.) Jlunara mo wi. 86, an. 2 W3BBPIIBAT MPOBEPKHU B
obekture mo wi. 83, anm. 1, 1. 2 - 7, KAKTO ¥ B MPOU3BOJICTBEHUTE MOMECIICHUS U B MOMEIICHUATA 32
ChbXPaHEHHE U ThPrOBHsI HA MEIUIIMHCKU U3eus 1Mo wi. 78, an. 2 u 4. 78a.

Y. 90. (1) (Ilpequmren tekctr Ha wi. 90 - JIB, 6p. 110 ot 2008 r.) Jlunara o 4i. 86, an. 2
IIPOBEpPSBAT 3a:

1. nanuuue Ha "CE" MapkupoBKa U 32 CbOTBETCTBHETO ¥ C U3UCKBAHUATA HA 3aKOHA;

2. (mwm. - 1B, 6p. 110 ot 2008 r., uam. - JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.)
UICHTU(PUKAIIMOHEH HOMEp Ha HOTU(UUUpaHHUA opraH mno wi. 63, am. 4, KoraTo MNpOIENypuUTe,
omnpezeNeHu B HapeaduTe mo 4. 18, U3UCKBAT HAHACSIHETO MY;

3. HaIM4KMe Ha MHCTPYKLHUA 3a ynoTpeda U ChOTBETCTBUE HA ChIBPIKAHUETO M C U3UCKBAHMSITA
Ha HapeaduTe 1o 4wi. 18, ¢ u3KiIoYeHne Ha u3aenusTa no 4i. 2, ain. 1, T. 3, monaxamu B kiac | u kmac
[Ia, ako Morat na ce uznoa3Bat 0e30macHo 0€3 UHCTPYKIUS 3a ynoTpeoa;

4. (m3m. - /IB, 6p. 110 ot 2008 r.) HaM4YKMe Ha €TUKET U ChbOTBETCTBUE HA ChABPKAHUETO MY C
M3HMCKBaHUATA Ha Hapeaoure 1o wi. 18;

5. HanW4Me BBPXY MEAUIMHCKOTO M3JEIME€ Ha HAaMMEHOBAHME M aJpec Ha YIpaBJICHHE Ha
MIPOU3BOJIUTEIIS UK YITBIHOMOIIEHHUSI IPEACTaBUTEN U BHOCUTEIIS;

6. CPOK Ha TOAHOCT HAa MEJULIMHCKOTO U3/EIINE;

7. (ot™. - IB, 6p. 110 ot 2008 1.)

(2) (Hosa - 1B, 6p. 110 ot 2008 r.) JIumara mo wi. 86, an. 2 mpoBepsBaT 3a Cla3BaHETO HA
W3UCKBaHeTO HA wi. 27, ai. 1 mwun. 28, an. 1 u 6.

Yn. 91. (1) Koraro nmpu mpoBepkaTa juuaTta mo 4i. 86, ajl. 2 yCTaHOBST, 4€ MEAMIIMHCKUTE
W3JIeNMs ca MyCHaTH Ha ma3apa W/win ca mycHaTu B jaeiictBue 6e3 "CE" MapkupoBKa WM ¢ MU3TEKbI
CPOK Ha TFOJHOCT, T€ M3rOTBAT CTAaHOBUIIE 10 M3NbIHUTENHUS aupektop Ha MAJI ¢ npemnoxenue 3a
M3/laBaHe Ha 3amoBe]l 3a OJIOKMpaHe U U3TETJIIHE Ha U3JEJINETO OT Ma3apa.



(2) (U3m. - [IB, 6p. 110 ot 2008 r.) Koraro mpu mpoBepkara juuarta mo wi. 86, ai. 2
YCTaHOBAT, Y€ MEAMIIMHCKUTE H3JEIHs ca IMyCHaTH Ha Ia3apa W/WiIM ca IyCHaTH B JelcTBue 0e3
WHCTPYKIUS 3a ynoTpeda u/wim 0e3 eTHUKET WM ChIbPKaHUETO HA ETHKETa HE € B ChOTBETCTBHE C
M3HMCKBaHUATA HA HapeaouTe mo wi. 18, u/umm BbpXy U3JEIUETO HE ca HAHECEHH HAUMEHOBAaHUETO U
aJpechT Ha YNPABJICHUE HA MPOU3BOIUTENS UM HA YITBIHOMOIIEHUS MY IIPEJICTABUTEN U HA BHOCUTEIIS,
T€ JaBaT MpEeANHCcCaHue Ha MPOU3BOIUTEINS UM Ha HETOBHUS YIIBIHOMOILEH MPEICTAaBUTEN ChC CPOK 3a
OTCTpaHsABaHE HAa KOHCTATUPAHOTO HapyIICHUE.

(3) Koraro napymenueTo 1o aj. 2 He ObJie OTCTPAHEHO B IOCOYCHHS CPOK, JIMIATa 1Mo 4. 86,
aJl. 2 W3TOTBST CTAaHOBUIIE J0 M3NBJIHHUTENHUS nupektop Ha MAJl ¢ mpemioxkeHue 3a u3aaBaHe Ha
3aroBe]] 3a OJOKUpaHe U U3TETJISTHE Ha U3JIeIHETO OT ma3apa.

(4) (U3m. - IB, 6p. 110 ot 2008 r.) Koraro usuckBanero Ha wi. 90, ai. 1, T. 2 HE € U3N'BIHEHO
WJIM HaHECEHAaTa MapKUPOBKA HE ChOTBETCTBA HA M3UCKBaHMUATA Ha 4wi. 15, uinu uma ceMHuenue, uye "CE"
MapKUpOBKaTa € HAHECEHA HEIIPABOMEPHO, JIMIIATa 110 Wi. 86, ajl. 2 U3UCKBAT OT [IPOU3BOIUTEINS WU OT
HEroBHUS YITBJIHOMOIIIEH MPEACTaBUTEN, UM OT BHOCUTEJS J1a UM IpecTaBu B cpok 10 nHu oT garara Ha
YBEAOMSBAHETO:

1. nexmaparius 3a CbOTBETCTBHE;

2. TeXHMYECKaTa JOKyMeHTauus 1o ui. 14, an. 1.

Wi 92. (1) Jlunara mo un. 86, an. 2 M3TOTBAT CTAHOBHILE JO M3ITBIHUTEIIHUSA JTUPEKTOP HA
HNAJI, xoiiTo u3gaBa 3amoBes 3a OJIoOKMpaHe W 3a0paHa Ha Pa3NpOCTPAaHEHUETO HA W3JEIMETO, aKO B
cpoka mo wi. 91, an. 4 He ObAAT MpeACTaBEHU [EKIapaluara 3a ChOTBETCTBUE U TEXHUYECKATa
JOKYMEHTAIUsl, OCBEH B CIIy4auTe, KOraTo CPOKBT 10 ui. 14, an. 3 € u3TeKbi.

(2) B 30-gHeBeH cpok OT JaTaTa Ha BpbYBaHE Ha 3aMoBEATa MO al. | MPOU3BOAUTEINT,
HETOBUST YITBIHOMOIIIECH MPEACTAaBUTEN MJIM BHOCUTEIIAT € JUTBKEH Ja U3TETIIA U3/IeIIMETO OT masapa.

Y. 93. (1) (U3wm. - IB, 6p. 110 ot 2008 r., nom. - /IB, 6p. 84 ot 2012 r., B cuna ot 02.01.2013
r.) Korato mpu mpoBepkara Ha TeXHHUYEcKaTa JOKyMEeHTamus 1o wi. 14, ai. 1 u Ha Jaekmapanusara 3a
cbOTBeTCTBUE TO wi. 91, am. 4, 1. | BB3HUKHAT CHMHEHHS, Y€ H3ICIUETO HE CHOTBETCTBA Ha
CHILIECTBEHUTE U3UCKBAHUS, ONPECIICHN B HapeaouTe mo wi. 18 oT To3M 3aK0H W/MiM Ha TjaBa nera "a"
1 Ha Hapenbara mo wi. 214, am. 1 oT 3akoHa 3a 3amuTa OT BPEIHOTO BBH3JIEHCTBHE HAa XUMUYHHUTE
BEIIIECTBA U CMECH, JIUIaTa 1o 4wi. 86, aj. 2 B3eMaT 00pa3iy WK MpoOr OT U3JCIIUETO 33 U3MUTBAHE.

(2) WznuTBaHeTO ce W3BBPIIBA B aKkpeAuTHpaHa nadbopartopus oT W3mbiIHUTENHA areHus
"bearapcka ciayx0a 3a akpeauTanusa' WM B JIa0opaTopusi, akpeAUTHPaHa OT OPTaH Ha AbprKaBa djeHKa
WM IbpKaBa oT EBpomneickoTo HKOHOMHYECKO MPOCTPAHCTBO.

(3) (M3m. - 1B, 6p. 82 ot 2009 r., B cuna ot 16.10.2009 r., u3m. - JIB, Op. 14 ot 2015 1.)
YcnoBuaTta M peapT 3a B3eMaHe Ha oOpa3iu M mpoOu OT MEAUIIMHCKH H3AENus 3a U3IUTBaHE ce
OTIPEJICIIAT C Hapea0a Ha MHHHUCTHPA Ha 3]JpaBeoNa3BaHeTO U MUHUCTHhPA HA HKOHOMUKATA.

(4) Tlpm ocnopBaHe Ha pe3yiATaTUTe OT U3BBPIICHUTE TAOOPATOPHU M3MUTBAHUS
MIPOU3BOJIUTEINIAT WU YITBITHOMOIICHHAT My TpejactaBuTen mpenctaBs B MAJI mucMeHO WCKaHe B
7-7THEBEH CPOK OT JlaTaTa Ha IMOJIydaBaHE Ha pe3yiTara OT MbPBOHAYAIHOTO M3MUTBAHE 32 U3BBHPIIBAHE
Ha TIOBTOPHO M3ITUTBAHE.

(5) TloBTOpHOTO M3MUTBaHE TO al. 4 ce WU3BBPIIBA OT EKCIEPTHU, KOUTO HE ca ydacTBalH B
IBPBOHAYAITHOTO U3ITUTBAHE.

Un. 94. (1) B cnyuaute no wi. 93 usnbaHuTenHusT aupektop Ha MAJI u3nasa 3amoBen 3a
BPEMEHHO CIIMPAHE Ha Pa3NpOCTPAHEHUETO WM yIIOTpedaTa Ha KOHKPETHOTO U3JEIHE.



(2) Kone ot 3anoBeara no ain. 1 ce BpbuBa Ha NPOU3BOAMUTENS WK Ha HETOBUS YII'BJIHOMOIIEH
MPeICTaBUTEIN, WX HA BHOCUTEJIS.

Ui 95. Korato nuuara no wi. 86, aj. 2 yCTaHOBST, Y€ HECHOTBETCTBUETO ChC ChIECTBEHUTE
W3UCKBAaHUS MOXE J]a Ce OTCTPaHHU, M3TOTBIT CTAHOBUILE JI0 M3ITBIHUTEIHUs AupekTop Ha MAJI u naBat
MPEIUCaHue ChC CPOK, ChIIACYBaH C MPOU3BOAMTEINS WM HETOBHS YII'BJIHOMOIIEH MPEICTABUTEN, 3a
W3BBPIIBAHE HA HEOOXOMUMHTE KOPHTHPAIIN JIEHCTBHUS HIIM 3a ITBJIHO OLICHSBAaHE ChOTBETCTBHETO HA
U3JIEINETO ChC CHINECTBEHUTE N3MCKBAHHUS.

Ui 96. (1) Koraro numara mo wi. 86, ajg. 2 yCTAHOBSAT, Y€ HECHOTBETCTBHUETO ChC
CBILECTBEHUTE H3UCKBAaHUS HE MOXE Jla CE OTCTPaHH, T€ M3TOTBAT CTAHOBUILE A0 H3IBJIHUTEIHUSA
nupekTop Ha MAJL

(2) U3npnaurennusat aupexrop Ha MAJI Bb3 0CHOBa Ha CTaHOBUILIETO 11O aj. 1 M3/1aBa 3amoBex
3a OnokupaHe M 3a0paHa 3a pPa3NpPOCTPAHEHUETO WM YyHoTpebaTra Ha H3JCIUETO U Pa3Mopexia
U3TEIVISIHETO My OT nazapa B 30-JHEBEH CpOK OT JaTraTa Ha BPBHUBAHETO M HA MPOU3BOJIUTEINS WM Ha
YITBJITHOMOIIIEHUS MY MPEJCTaBUTEN U HA BHOCUTEIIS.

(3) BnbaHuTeNHATA areHIys [0 JeKapcTBaTa YBEOMsIBA PETYJIAaTOPHUS OpraH Ha JIbpKaBaTa
YJIEHKA, B KOSITO MPOU3BOIUTENST WM YITBTHOMOIICHUST MY IIPEJICTABUTEN U BHOCUTEIST € YCTAaHOBEH,
3a 3armoBe/Ta 10 ai. 2.

Un. 97. 3anmoBenute mo wi. 92, an. 1, wi. 94, . 96, an. 2 u w1, 99, an. 1 moxe ga Obmar
o0XaJlBAHM TIO pena Ha AJIMUHUCTPATUBHONPOIICCYATHHS KOJIEKC, KaTo JkajlbaTa HE CcIupa
M3IIBIHEHUETO.

Uin. 98. (1) Koraro cien m3nuTBaHeTo mo 4i. 93 ce yCcTaHOBHU, Y€ MEAMIIMHCKUTE U3/CIUS HE
CHOTBETCTBAT HA ChHINECTBEHUTE H3UCKBAHUS, Pa3XOAUTE 3a B3eMaHE Ha O0pa3lu WM Mpodu 3a
M3MUTBAHE Ca 32 CMETKa Ha MPOU3BOIUTENS, HA YITHITHOMOIIEHUS MPEICTABUTEI UIH HAa BHOCUTEIIS.

(2) Koraro crnen wu3nuTBaHeTOo MO 4. 93 ce yCTaHOBU, Y€ MEIULUHCKUTE W3IEIUs
CHOTBETCTBAT Ha CHINECTBEHUTE H3WCKBAHUS, PA3XOJUTE 3a B3€MaHE Ha 0O0pa3ly WM NpodoH 3a
M3MUTBaHe ca 3a cMeTka Ha MAJL.

Y. 99. (1) (U3m. - IB, 6p. 110 ot 2008 r., nom. - /1B, 6p. 41 ot 2009 r., B cuna ot 02.06.2009
r.) MUHHMCTBPBT Ha 3/paBEONa3BAHETO MM ONPABOMOIIEH OT HEro 3aMECTHUK-MHHHUCTBP, IO
MOTHBHPAHO TPEMIOKEHHE Ha W3MBIHUTETHHS nupekrop Ha MAJL, korato ToBa € B HMHTEpeC Ha
OO0IIECTBEHOTO 3/IpaBe W/WJIM Ce Hajara 3a U3IMbJIHEHNE Ha HallMOHAJIHATA 3/JpaBHA MOJIMTUKA, MOXKE ChC
3aroBe]l BpEMEHHO J1a:

1. 3a0paHu MyckaHeTo Ha Ma3apa W/WjM MTyCKaHeTo B AeHCTBHE, WIN

2. 3a0paHu pa3mpOCTPAHECHUETO, UITH

3. orpannun o0XBara Ha ACUCTBUE, WIN

4. HAJIOXKU JTOTTBTHUTEIHN M3WCKBAHMS 3a ITYCKAHETO Ha Ta3apa W/WJIH MyCKaHETO B JIEHCTBHE
Ha JIaJIeH BUJI U3JIENINe UM IPYyTIa U3/enusl.

(2) (Hom. - 1B, Op. 110 ot 2008 r.) B cnyuaute no an. 1 MAJI undopmupa Esponeiickara
KOMHCHS U PEryJIaTOPHUTE OpPraHu Ha JbPXKaBUTE WICHKH U PETyJIaTOPHUTE OPraHU Ha JbpKaBUTE OT
EBpomneiickoTo MKOHOMHYECKO IPOCTPAHCTBO 32 3all0BE/ITa, MOTUBHTE 32 HEsl M MPEITPUETUTE MEPKH.



Y. 100. (1) Jlunara mo un. 86, an. 2 ce 3acTpaxoBar 3a cMeTKa Ha Oromkera Ha MAJI cpemry
3JI0TI0JTyKA, KOSITO MOXE J]a HACTBITU TIPU HITH 110 ITOBOJ] M3ITHJIHCHUE HA CITy)KEOHUTE UM 3aIbJIKCHUS.

(2) U3m. - 1B, 6p. 98 ot 2010 r., B cuma ot 01.01.2011 r.) IIpu u3BBpIIBaHE HA MPOBEPKU
naumara mo wi. 86, an. 2 Morar Ja MOWCKAT CBACHCTBHE OT PETHOHAIHATA 3JpaBHA MHCIEKIUS, OT
opraHuTe Ha MMHHUCTEPCTBOTO HAa BBTPEIIHUTE PabOTH M OT KOMIIETEHTHHUTE OpPTaHU HAa MECTHOTO
caMOyITpaBJICHHE.

Y. 101. M3npaHuTenHaTa areHuus 1o JeKapcTBaTa MyOlIMKyBa Ha CTpaHUIaTa CU B UHTEPHET
nH(popManus 3a U3IeIUATa, 32 KOUTO UMa M3ajeHa 3armoBes mo wi. 91, an. 1, wi. 92, an. 1, 4. 94 u .
96, an. 2.

Y. 102. JIumara mo 4. 86, an. 2 ca IIbKHM Ja:

1. He pasmpocTpaHsBaT 00CTOSTENCTBA M (DAKTH, CTAHAIM UM MU3BECTHU IO BpEME HA WJIU BHB
BpPB3Ka C U3IIBIHEHUE HA CITY)KEOHUTE UM 3aIbJKCHHUS;

2. M3TOI3BAaT NOJYYSHUTE TOKYMEHTH U MH(POPMAITUSI caMo 3a ISJINTE Ha HaJ[30pa Ha Ta3apa;

3. ce IeruTUMHpPAT MPU U3BHPILBAHE HA POBEPKUTE.

I'naBa cenma.
CUCTEMA 3A YBEAOMSBAHE U OLUEHSIBAHE HA UHIHUJIEHTU

UYn. 103. (1) IIpou3BoaUTENAT € AIBXKEH Ja Ch3AAAC U Ja MOJAbpKa JOKYMEHTHpaHa cucTemMa
3a mpociiesiBaHe 0€30MacHOCTTa Ha IPOU3BEICHUTE OT HET0 MEIMLIMHCKH U3/eus, IyCHATH Ha Ma3apa
W/ TyCHATU B JIeHCTBME Ha TEPUTOPHUATA Ha IbpKABM UICHKH, Ha JIbpxkaBu OT EBpomeiickoTo
MKOHOMMYECKO MPOCTPAHCTBO M Ha TPETHU AbpKABH, U Ja pa3lojiara ¢ MEXaHU3MHU 3a Ipujiara€e Ha
HE00XO0AMMUTE KOPUTHPAILU IeHCTBHSL.

(2) Cucremara 1o an. 1 ce npuara 3a MEAULUHCKU U3JIEIHSL:

1. c Hanecena "CE" mapkupoBkKa;

2. xouto HsaMar HaHeceHa "CE" mapkupoBka, KOraTo HMHUUJEHTHT WIM MOTEHLUATHUST
MHIUJIEHT C TAX MO cMHChIa Ha wi. 106, ain. 1 u 2 Hanmarat uW3BBpILIBAHE HA KOPUTHpAIIH ACHCTBUS,
MPWIOKUMH 32 U3JIEHS 110 T. 1.

(3) Cucremara He ce mpuiara 3a HW3JeNus, NMpelHA3HAUYEHU 3a KIMHWUYHM M3NUTBAHUS, U
W3JIeMs 32 OLIEHSIBaHE Ha JIEHCTBUETO.

(4) Cucremara o an. 1 BKJIrOYBa MpOydYBaHEe OE30MACHOCTTA HA U3JCNUSATA IO ajl. 2, MyCHATH
Ha Ta3apa u/ Wid B JeiCTBHE Upe3:

1. cbOupane, JOKYMEHTHUPAHE U aHAJIU3 Ha ChOOIIEHH 3a ChbOUTHS 1o wi. 105 0oT MeTUIIMHCKH
CHEIHNATMCTH, OT MalMeHTH, OT JIMILA, KOUTO U3BBPILIBAT MHCTANIMpaAHE, MOJAPHKKA WK KaluOpupaHe
Ha u3aenusara, u ot MAJI,

2. aHalW3 Ha pe3yATaTUTEe OT JAONBJIHUTEIHW HM3MUTBAHUS Ha H3AENUATA, U3BBPIIEHU OT
IIPOU3BOIUTEIS;

3. cbOupaHe U JOKYMEHTUPAHE U aHaJIW3 Ha JaHHU OT Hay4yHaTa JIMTepaTypa.

Un. 104. (1) (Ilpenumen Texct Ha wi. 104, u3m. - JIB, 6p. 110 ot 2008 1., uzm. - [IB, 6p. 54 ot
2012 r.) Jlekapure, nekapuTe MO JEHTaTHA MEIUIIMHA U JPYTd MEIUIMHCKU CICIHAIUCTH, U JIUIATA,
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KOUTO OCBILNECTBSIBAT HMHCTATUPAHE, MOMIPHKKA WIH KaauOpupaHe HAa MEIUIIMHCKUTE H3ICTHs, ca
JIIBKHE He3abaBHO Aa chboOmasar Ha MAJI 3a cuoutHsa mo wi. 105 B oOektuTe mo wi. 83, an. 1, T. 2
OTHOCHO JIEUeOHHMTE 3aBEACHHUS 0 3aKOHA 3a JICUCOHHUTE 3aBEACHUS.

(2) (Homa - JIB, 6p. 110 ot 2008 r.) U3nbHATENTHATA areHIMS 110 JIEKapcTBaTa MPEeI0CTaBs Ha
MIPOM3BOIUTEIIS MITM HA HETOBUS YIIBIHOMOIIEH MPEICTaBUTEN HHPOPMAIIUATA TI0 all. | B CPOK TpU JHH
CJIe]] MOJIy4aBaHeTo M.

Un. 105. (1) IlpousBonurensat yBenomsiBa MAJI 3a Bcsika HEM3NMPABHOCT WJIM BJIOIIABAHE Ha
XapaKTepUCTUKUTE Ha U3JeTNe, MPOU3BEICHO OT HEro, W/WIHM Ha JIEHCTBUETO MY, KAKTO M 3a HEMbJIHA
WIA HEeTOYHa MH(OpMaIys BbPXY €THKETa WM B MHCTPYKLHUATA 32 yMoTpeda, KOETo € MPUYMHUIO
CMBPT WIH CEPHUO3HO YBpEXKIaHE Ha 3ApaBeTO WM OWM MOTJIO Jla NPUYUHU CMBPT WIH CEPUO3HO
YBpEKJaHE Ha 3[paBETO Ha MallMEHT, MEIAULMHCKU CHELMAIUCT WM TPETU JIMLA HAa TEPUTOPHATA HA
Peny6nnka bearapus.

(2) IlpousBonurensar ysenomsiBa MAJI m 3a Bcska TeXHMYECKAa WM MEIUIMHCKA IMPUYMHA,
CBBbp3aHa C XapaKTEPUCTUKUTE WM JEHCTBUETO HA U3JIEIHETO, KOSATO MOPaau MPUYMHHUTE, TIOCOUCHU B
asl. 1, BoaM 10 CUCTEMHO M3TEIJISIHE OT a3apa Ha U3/Eus OT €UH U ChIIU THUIL.

Ui 106. (1) IlpouzBoaurensar noxasa B MAJI mppBoHavaneH qokiaa mo oopasen B 10-1HeBeH
CpPOK OT TOCTBhIIBaHE Ha WHQoOpMaIus 3a chOuthe mo wi. 105, TPUYUHWIO CMBPT WIH CEPUO3HO
YBPEX/IaHE Ha 3/IpaBETO, HAPUYAHO NO-HATATHK MHIUICHT.

(2) IlpousBoaurensat noxasa B MAJI nepBoHavanen aokiaaz rno oopasen B 30-1HEBEH CPOK OT
MocThIIBaHe Ha HH(popMaIus 3a cbouTre 1Mo wi. 105, KOeTo € MOXKENo Ja MPUIUHA CMBPT HUJIM CEPUO3HO
YBpEXKIaHE Ha 3PaBETO, MPEJOTBPATCHH MOPAIH OJIATONPUATHO OOCTOSATEICTBO HIIM JISKapCKa HaMeca,
HAapUYaHO I0-HATAThK MOTEHIIMAICH UHIUJICHT.

(3) (M3m. - B, 6p. 38 or 2015 r., B cmma ot 26.05.2015 r.) Korato WHIMACHTHT WIN
MOTEHIIUATHUAT UHIUACHT 3acsara uzaenus ot kiac lla, 116 wnu knac 11, wnu uH BUTPO AMATHOCTUYHH
MEJUIIMHCKU W3JIeNUs OT CIMHCHhK A WM CIHUCHK b, Wiau m3menus 3a camMoTecTyBaHE U € Bb3HUKHAI B
TpeTa AbprKaBa, MPOU3BOJUTENAT NojAaBa B cpoka nmo an. | wnm 2 B MAJI mbpBOHauaneH NOKJIa] B
CIIy4auTe, KOraTo HOTU(HUIIMPAH OpraH Mo 4wi. 63, ai. 4 € U3BBPIINI OlEHSBaHE Ha ChOTBETCTBUETO HA
HU3JICIINETO, C KOETO € CTaHal MHIIUACHTHT.

(4) Korato mHUIMIEHTHT WM TMOTCHIIMATHHUAT WHIUIACHT 3acsra u3fenust ot kiac | wiam uH
BUTPO JAMArHOCTUYHU MEIULMHCKU M3JEeIHs, KOUTO HE ca OT cnuChbK A M cnuchkk b u He ca 3a
CaMOTECTYBaHe, M € Bh3HUKHAJ B TpeTa IbpKaBa, MPOU3BOJAUTEIAT MMOJjaBa B CpoKa Mo ai. 1 unm 2 B
HNAJI nbpBOHauaneH [OKIAJ B CIydyauTe, KOTraro NPOU3BOAMUTENAT WIM YIBIHOMOIICHUSAT MY
npencraButen e peructpupat B MAJI o pena Ha riaBa BTOpa.

Un. 107. Korato MHIUAEGHTHT WM MOTCHIHUATHHUAT WHIUACHT C€ IBIDKM Ha KOMOWHHpaHa
ynoTpe0a Ha JIBe WJIM TTOBEYE OTJCITHU WU3ACNUs W/WIH Ha TPUHAIJICKHOCTH, TPOU3BEACHU OT PAa3IMIHU
MIPOU3BOUTENH, BCEKU Tpou3BoauTen npeacrass B MAJI ornenen gokian o ui. 106.

Y. 108. [IpousBoauTensT yBeaoMsiBa HEMOCPEACTBEHO Clie]] NojlydyaBaHe Ha MH(popMalus 3a
MHIUACHT WM MOTEHLMAJIEH UHIUAEHT YITBJIHOMOIIEHUS CH IpeacTaBuTen o wi. 10, an. 2, Teprosena
Ha €Ipo M HOTU(UIMpaHHUS OpraH, U3BBPIIUI OICHSIBAHE HAa CHOTBETCTBHETO Ha H3JEIIMETO ChC
CBILECTBEHUTE U3UCKBaHUSI.



Ui 109. (1) M3mpaHUTENHATA areHIUs 110 JIeKapCTBaTa MOabpkKa CHCTeMa 3a PETHCTPUpaHE,
aHajau3 U 0000IaBaHe HA MHIMACHTH U MOTCHIMAIIHN HHIUICHTH C MCAULIMHCKH H3/ICIIHs.

(2) V3nbiHuTenHaTa areHIUs IO JIEKapcTBaTa IMyOJHMKyBa Ha CTpaHUIIATa CH B HHTEPHET
PBKOBOJICTBATA 3a MpOCIeAsBaHe Ha OE30MACHOCTTa HA MEIULWHCKATE W3JCTHsS, W3JaJICHH OT
EBporneiickara komucus u oT EBponelickara areHuus o Jiekapcrpara.

Ui 110. (1) U3nbinutennaTa areHius Mo JiekapcrBaTa perucTpupa B cuctemara mno wi. 109,
an. 1 JaHHUTE OT MbPBOHAYAIHUSA JOKJIA] Ha MPOU3BOAUTENS U OIICHsIBA MpeAocTaBeHaTa HH(popmarus.

(2) UznbaauTenHaTa areHIUs IO JIEKapCTBaTa OCBHIUISCTBABA HAJ30p BBPXY JEHCTBUSATA Ha
MIPOU3BOJUTENS MO MPOYYBAHETO HAa WHIMACHTA WM NOTEHIUAIHUS WHIUACHT U MOXE Ja u3JaBa
MpeANUCaHus U yKa3aHHUsl.

(3) Ilo Bpeme Ha MpOydYBaHETO HA WHIMJICHTA WM MOTeHIHaTHus uHiuaeHT MAJI cpaeiicTBa
Ha TIPOU3BOAMTEIIS, IIPU HEOOXOAMMOCT, 32 OCHIINECTBIBAHE HA BPB3Ka ChC:

1. HoTUULIMpPaHUS OpraH, U3BBPIIWI OIICHSIBAaHE Ha CHOTBETCTBUETO;

2. peryJIaTOpHU OPTaHu Ha JPYTH 3aCETHATH IbPXKABU WICHKH WU IbpPKaBU OT EBpomneiickoTo
MKOHOMHYECKO MPOCTPAHCTBO;

3. perynaTopHM OpraHH Ha AbPXKABU YWICHKHU WM JIbPKaBU OT EBpONENcKOTO MKOHOMUYECKO
MIPOCTPAHCTBO 3a JIGKAPCTBEHU MPOJAYKTH B CIYYaWTe HA MHIMICHTH WIM MOTCHUUATHU WHIMJECHTH C
A3enus mo 4. 3, 1. 2,3 u4;

4. npyru npou3BOAUTENHN B ciydaute 1o wi. 107;

5. MON3BaTENY HA U3JIETTUETO WK C TPETH JIUIIA.

Un. 111. Korato B mbpBOHa4YaJIHUS AOKIaA MO 4i. 106 ca MOCOYEeHU KOpPUTHpAIIU IEUCTBUS
WM CE€ CBhIbpPXKAa 3aKIIOYCHHE, Y€ WHIUJSHTHT 3acTpaiiaBa O€30MacHOCTTAa Ha IMalHueHTa, Ha
MEIULMHCKUS CHEUMAIUCT WIM Ha TPETH JIMIA, HO BCE OIIE€ HE Ca ONPEAENIEHH KOPUTHPALIUTE
nevictust, MAJI uznparia qokaaa 10 peryjgaTOpHATE OpraHu Ha TbPIKaBUTE WICHKU, HA TBPKABUTE OT
EBpomneiickoTo MKOHOMHYECKO MPOCTPAHCTBO U 0 EBponelickaTa kKoMucusi.

Un. 112. (1) B cpok g0 Tpu Mecema OT mojaBaHe Ha JAOKIana mo 4wi. 106 mpou3BOIUTENST
u3rotss u npeacrass B UAJI okonvareneH nokmiax o obpasel, yrBbp/AeH OT U3MBIHUTEITHUS AUPEKTOP.

(2) HoxnansT mo an. 1 Moxe 1a ChbpkKa €IHO OT CICAHUTE 3aKITIOUECHHUS:

1. He ce Hamara Ja ce mpeanprueMar MEepKHu;

2. (m3m. - JIB, 6p. 54 ot 2012 r.) TOOBJIHUTENTHO MPOCIIEIIBAaHE HA U3/IEIUETO WIW MapTHaaTa
W3JIeNusl, TyCHAaTH B JIeUCTBUE B OOEKTUTE Mo wi. 83, an. 1, T. 2 OTHOCHO JIe4eOHUTE 3aBEACHUS IO
3akoHa 3a Je4eOHUTE 3aBEACHHS;

3. pa3znpocTpaHeHue Ha HHGOpMAIUs 10 METUIIUHCKUTE CIIEIUATNCTH B OOEKTUTE MO T. 2 U B
anTEKUTE U IPOTEPUUTE KATO MIUCMEHA MPETIOPHKa, M3TOTBEHA OT MPONU3BOIUTEIS;

4. KOpUTHpaIu ASHCTBHS MPU MPOU3BOACTBOTO HA OBbJEIIA TPOTYKIIHS;

S. KOpUrHpaIy AeCTBUS Ha U3/IEITNETO, ITYCHATO B JICCTBUE B OOEKTUTE TIO T. 2;

6. U3TETJISIHE HA U3/IENIMETO WM Ha apTuaaTa u3Aeius, MyCHaTH Ha Tla3apa W/Uiy B IeHCTBUE.

Y. 113. (1) B cnydaute no uin. 112, an. 2, 1. 2 MAJI u3BbpiIBa KOHTPOJI BbPXY ACHCTBUSTA Ha
MIPOU3BOIUTENIS Ha TepuTopusTa Ha PenyOnuka bearapus.
(2) B cnyyaute no ui. 112, an. 2, 1. 3 MAJI oueHsiBa chAbpKaHUETO HA MMCMEHATa MPEenopbka
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1 00CHK]Ia C POU3BOIUTEISI aIpecaTUTe Ha MPENopbKaTa M HAYMHA Ha PA3IPOCTPAHEHUETO M.

(3) B cnygaute o wi. 112, an. 2, 1. 5 UAJI Moxe 1a U3BBpIIM MPOBEPKA HA MSCTO.

(4) Wsneaautenuust aupekrop Ha MAJl w3gaBa 3amoBen 3a OJIOKMpaHE W W3TEIVISIHE OT
MIPOM3BOJUTENS HAa HM3ICIMETO WIM Ha MapTHAaTa W3Jeius, C KOUTO CE € CIyYWJ MHIUACHTHT WIH
MOTEHIIUATHUAT UHIIUICHT, KOTaTO CE YCTAaHOBHU, Y€ MPOU3ZBOIUTEIIAT HE €:

1. U3BBPIINII KOPUTUPAILIN JECUCTBUA B IOCOUYCHHS OT HErO CPOK B AOKIaAa mo wi. 112;

2. W3TErNIWI M3JEIMETO WIM MapTujaTa M3Jeius OT Ma3zapa B MOCOYEHHUsI OT HEro CpPOK B
nokjaaza mo wi. 112.

(5) YcnoBusita M pebT 3a OJOKUpaHE, U3TETIIIHE W/WUIM YHUIIOXKABAaHE HA U3JIEHSTA, KOUTO
HE OTroBapsAT Ha M3UCKBAaHUATA Ha TO3W 3aKOH, CE€ OMNpeNeNaT ¢ Hapeada Ha MHHHCTbpa Ha
3/1paBEOIa3BaHETO.

Un. 114. (1) W3mbaHuTenHaTa areHIUs IO JieKapcTBaTa MyOJIMKyBa Ha CTpaHUIIATa CH B
MHTEPHET CIMCHK HA U3JIENMSITA, BKJIIOUEHH B 3anoBenTa o wi. 113, ain. 4.

(2) Koraro m3penusita mo an. 1 ce mpogaBatr B obektute mo wi. 83, an. 2, MAJI yBenomsBa
obmiectBeHocTTa upe3 bTA u cpencrBara 3a MacoBO OCBEIOMSIBAHE.

(3) M3nbaaurtennust gupekrop Ha WMAJL u3rorBs nokiaa 3a BB3HUKHANUS HHIMACHT WA
MOTEHIIMATICH MHIIUACHT B ciiydauTe 1o 4. 112 u usnpamia konue ot Hero A0 EBponeiickara komucus u
pEryJIaTOpHUTE OPTaHU HA AbP)KABUTE YICHKH.

Y. 115. (1) Besixko qupektHo chobmienne 10 MAJI 3a MHIMIESHT WM TOTCHIIMAICH UHIIUICHT C
MEAMIIMHCKO U3/IeTIe Ha TepuTopusaTa Ha PemyOnuka bbiarapus, nonaaeHo oT uIeHTUGUIIUPAHO JIULIE B
IIMCMEH BUJ, C€ IOKYMEHTHpa B cucremara 1o wi. 109.

(2) B cpok A0 Tpu OHM OT MOJy4aBaHE HAa CHOOIIEHUE 3a MHIMJEHTA WM MOTEHIMAJICH
uHIMIeHT 1o an. 1 MAJI undopmupa nmpousBoauTeNs, 3a Ja MpeaArprueMe AeHCTBUATA, TPEIBUICHU B
1. 106 - 108 u un. 112.

Uin. 116. U3nbiHUTETHATA areHITUS 10 JIEKapCTBaTa MOXKE J1a ObJe KOOPAUHHUPAII PEryIaTOPeH
Opras:

1. B ciiyyauTe Ha HMHIUACHT WIM NOTEHUWAJIECH WHIMUACHT, Bb3HUKHAJI HAa TEPUTOPUATA HA
I0BEYE OT €/IHA JbPKaBa YICHKA UM AbpKaBa OT EBPONENCKOTO HKOHOMUYECKO MPOCTPAHCTBO, U

2. KOraTo WHIUICHTHT WU TOTEHIUATHUAT WHIMACHT € PErucTpupaH 3a MMbPBU IBT Ha
TeputopusaTa Ha PenyOnuka brarapust, nnu

3. KOraTo Opra”bT, U3BBPIIWII OIIEHSBAHE HA CbOTBETCTBUETO HA U3JEIIMETO ChC CHIIECTBEHUTE
W3UCKBAHMSA, € MOJY4YWI pa3pelieHue II0 pela Ha IJlaBa YETBbpPTA, KOraro HWHUHUACHTHT WIIH
MOTEHIIMATHUAT WHIMIAEHT € crtaHain ¢ wusfgenus or kijac Ila, 116 wmm wmac I, wnm wH BUTpO
JUArHOCTUYHU MEIUILIMHCKH U3ENHs OT CIIMChK A UK cuchK b, Win n3nenus 3a camoTecTyBaHe, Uil

4. KxOraTto NMpOU3BOJUTENAT WIH YITBIHOMOILIEHUAT My NpeAcTaBuTen € peructpupad B MAJI o
pella Ha TJIaBa BTOpa, KOraTo MHLIMACHTHT WUJIU MMOTCHIIMATHUAT UHIUICHT € CTaHal ¢ U3Jenus OT Kiac [
WM UH BUTPO JUArHOCTUYHHU MEIUIIMHCKHU U3JEIINsI, KOUTO HE ca OT CUChK A U cnuchk b u He ca 3a
CaMOTECTYBaHeE.

Yn. 117. (U3m. - AB, Op. 17 ot 2019 r.) JInunute naHHM Ha U3TOYHUKA HA CHOOILEHUETO Ce
cbxpansaBaT oT MAJI nmpu criazBaHe M3MCKBaHUATA 32 3alIUTA HA JIMYHUTE JaHHU.
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ynaBa ocMa.
EBPOIIEMCKA BA3A IAHHHA

Un. 118. U3nenHuTENHATA areHIus 10 JIeKapcTBaTa npenocrass B EBpornelickata 0a3za gaHHU
He3a0aBHO ciie]l OJIY4aBaHeTo ¥ clieiHaTa HH(OopMalMs B CTAaHJapTU3UpaH popmar:

1. (m3m. - 1B, 6p. 110 ot 2008 r.) 1aHnHU, CBBP3aHH C PETUCTPALUATA HA TPOU3BOAUTEIINTE UITH
Ha YII'BJIHOMOILEHUTE MPEACTABUTENH IO Wi. 29 M Ha U3JeNuATa 10 IlaBa BTOpa, C U3KIIOYEHUE HA
U3JeNuATa, N3paboTeHH 10 MOPHYIKa;

2. NaHHH, NTOJYYEHHU NPU KIMHAYHUTE U3NUTBAHUA Ha MEIULUHCKA U3JEIUS 110 pela Ha IJ1aBa
TpeTa;

3. JaHHU, MOJYYEHU IpU IpocieAsBaHe 0e30MacHOCTTa HAa MEIULMHCKUTE U3JIeNUs, IIyCHATH
Ha Ma3apa W/WiM MyCHAaTH B JACWCTBUE Ha TepuTOopusaTa Ha PenyOnuka bbarapus mo riasa cenma;

4. naHHH, CBBP3aHU C U3JaBaHE, IPOMSHA, AOIBIHEHHUE, BPEMEHHO CIUPAHE, U3TEIJISIHE WIH
OTKa3 Ha cepTU(UKATH OT HOTU(DUIMPAHUTE OPTaHHU, CHIVIACHO IMPOLEAYPUTE, TOCOYECHU B HapeaouTe
o ui. 18.

I'maBa ocma "a"'.
KOH®OUJIEHIUAJIHOCT (HOBA - 1B, BP. 110 OT 2008 I'., B CUJIA OT 21.03.2010T".)

Ui 118a. (Hos - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) (1) J)Tb)KHOCTHUTE JTUIIA U
JMIIaTa, KOUTO MPHJIAraT TO3W 3aKOH M IMOJ3aKOHOBHUTE HOPMATHBHM aKTOBE IO NPHJIATaHETO MY, ca
JU'BKHUA J1a HE paslpocTpaHsBaT HHQPOpMaLus, IOJy4yeHa NpU M 1O [OBOJ W3MbJIHEHUE Ha
3aIBJDKCHUATA HM.

(2) Pasnopenbara Ha ajn. 1 He ce mpuiiara pH:

1. obmeH Ha nHpoOpMaLKA MEXIY IIBbKHOCTHU JIMLA, MEXAY HOTU(PUIMPAHU OPraHU U MEXAY
JUI'b>KHOCTHHU JIMLAa U HOTU(QHUIIMPAHU OpPTaHuy;

2. pa3npocTpaHeHue Ha WHPOpMaNUs, KOSITO IETH J1a OCUTYpH OE30MacHOCTTa U 3APABETO Ha
Xopara;

3. mpexocTaBsiHe Ha HH(OpPMAIIHS B CITy9anuTe Ha HaKa3aTeITHO IPOU3BOJICTBO.

(3) He e kondpuaenmanya napopmanmsra:

1. 3a perucrpanusiTa Ha JMIATA, KOUTO ITyCKaT MEIWIIMHCKH M3ETHs Ha Tas3apa Mo peaa Ha
rjlaBa BTOpa;

2. KOATO C€ TMPENoCTaBsi HAa MOTPEOUTETUTE OT MPOU3BOJUTENS, OT HETOBHS YITHIIHOMOIIEH
MPEJCTaBUTEI WK OT ThProBella Ha eJJpo BbB Bpb3Ka C MPEANpUETUTE MEPKHU 110 Pefia Ha IJ1aBa CeIMa;

3. chABpIKaIIa ce B U3aJICHUTE, MOAU(DUIIMPAHUTE, TOTBITHEHUTE U OTHETHTE CepTU(UKATH U
B CEpTU(PHUKATUTE, YUATO BATUAHOCT BPEMEHHO € MpeyCTaHOBEHA.

I'1aBa neBerta.
AIMNHUCTPATUBHOHAKA3ATEJIHM PA3SIIOPEABUA

Y. 119. Koiito mycka Ha maszapa W/Win Iycka B JeWCTBHE MEAMLMHCKU M31enusd, 0e3 aa e
OINCHCHO CBHOTBCTCTBUETO UM CBHITIACHO M3MCKBAHUATA HAa TO3W 3aKOH WM Ha aKTOBCTC IO IMPUJIAraHETO
My, ce Haka3Ba ¢ r1o6a ot 10 000 go 20 000 nB.

Ui 120. Ko#To chcTaBM W/WIIH M3IOJI3BA JEKIIapalus 3a ChOTBETCTBUE ChC ChABPKAHUE, KOETO
HE CHOTBETCTBA HA CHIBPKAHHETO, OMPENEICHO B HApeaOuTe Mo wi. 18, ako JesHUeTO He ChCTaBIIsABA
IpecThIUIeHHe, ce Haka3Ba ¢ riaoba ot 3000 go 8000 iB.



Un. 121. Koiito mycka Ha maszapa W/WIU Iycka B JeicTBUe MenuuuHcku usnenus cbe "CE"
MapKHpOBKa B HapyIIeHUE HAa M3UCKBaHUATA Ha Wwil. 15, ce Haka3Ba ¢ 1iio6a ot 500 g0 1000 JB.

Un. 122. Koiito mycka Ha maszapa W/HIU IycKa B JeicTBUE MenuuuHcku usnenus cbe "CE"
MapKupoBKa, 0e3 Jla € OIIEHEHO CHhOTBETCTBUETO UM CBhC CHIIECTBEHUTE M3WUCKBAHMS, OMpPENEICHU B
HapeznOuTte mo 4. 18, ce HakasBa ¢ rio6a ot 10 000 10 20 000 nB.

Wi 123. Jlumara, KOWTO TPEICTaBIT MEIWIMHCKKA W3JEIMs Ha U3JI0KOHW, TaHAWUPH,
JIEMOHCTpAIIMH, MPOMOITUY, HAYYHH U TEXHHYECKH KOH(EPEHIMU B HapymieHue Ha wi. 15, am. 11, ce
Hakas3Bar ¢ io6a ot 500 go 1000 is.

UYn. 124. Koiito mycka Ha ma3apa W/iiM mycKka B ISHCTBHE MEAUIIMHCKU U3/ICNUS B HApyIICHHUE
Ha pasrnopendara Ha wi. 16, ce Haka3Ba ¢ ri06a ot 5000 mo 10 000 nB.

Un. 125. Ko#To mycka Ha ma3apa W/WIM IycKa B J€HCTBHE MEIWIMHCKH H3lenus Oe3
MHCTPYKIUSA 32 yrnoTpeba, ¢ U3KII0UEHNE Ha W3JIeNusITa o wi. 2, ain. 1, T. 3, monaxamm B kiac | u knac
IIa, ako morar na ce u3moa3Bar 6e30macHo 6e3 HHCTPYKIHS 3a ynorpebda, ce Hakaspa ¢ riobda ot 3000 mo
5000 nB.

Un. 126. KoiTto mycka Ha masapa W/WIM IycKa B JIeHCTBHE CHUCTEMH W/WIU HAOOPH WIIH
MEIULUHCKHU U3/eHsl, TpeJHa3HaueH! OT MPOU3BOJAUTENS 1a ObJaT CTepPUIM3HPAHU NTpeu yrnoTpeda, B
HapylIeHHe Ha U3MCKBAHMATA HA TO3M 3aKOH M HA aKTOBETE MO MPHJIATraHeTO MY, Ce Haka3Ba ¢ riio0a ot
10 000 mo 15 000 nB.

Un. 127. Koiito nmycka Ha ma3apa W/WiM B JIEHCTBHE MEIULMHCKO H37enue, U3paboTeHo IO
MOpHYKa, B HAPYIICHHE Ha U3UCKBAHUATA Ha TO3M 3aKOH, ce HakasBa ¢ rioda ot 5000 mo 10 000 nB.

Un. 127a. (Hos - JIB, 6p. 67 ot 2020 r.) Ko¥ito Hapymu pasnopendara Ha wi. 30a, an. 3, ce
Haka3zBa ¢ ri1o6a B pazmep ot 2000 1o 6000 nB.

Un. 128. KoifTo u3BbpIIBa THProBUs Ha €ApO C MEIUIMHCKUA u3aenus Oe3 Hanecena "CE"
MapKHpOBKa, ce Haka3Ba ¢ ri06a B pazmep 10 000 nB.

Ui 129. (1) PeroBoauTen Ha Je4eOHO WK 37PaBHO 3aBEJACHHUE, KOWTO JOMYyCKa U3TOJI3BAHETO
Ha MeIUIUHCKH u3nenus 6e3 HaneceHa "CE" mapkupoBka, ¢ M3KIIOYSHHE HA U3JIENUATa, H3PA0OOTEHHU 10
MOpHYKa, HA U3JICTHUATA, KOUTO Ca MyCHATH B JCHCTBHE MPEIM BIU3aHETO B CHJIAa HA TO3W 3aKOH, M Ha
u3aenuaTa mo wi. 12, an. 1, ce nakaspa c rio6a ot 2000 go 10 000 ns.

(2) CpmoTo HakazaHWe ce Hajllara ¥ Ha PHKOBOJMTEN Ha JIe4eOHO WIIM 37paBHO 3aBENICHHUE,
KOWTO JOMYyCKa W3IMOJI3BAaHETO Ha M3AeNus 0e3 MHCTPYKIHS 3a YmoTpeda WU C U3TEKBJ CPOK Ha
TOJIHOCT.



(3) (Homa - IB, O6p. 54 ot 2012 r.) PproBoauTEN Ha JIe4eOHO WM 3PABHO 3aBEICHUE, KOWTO
KylyBa MEIUIMHCKM H3AENIHS OT Juia 0e3 paspemieHne win 0e3 Apyr JOKYMEHT, YAOCTOBEpSBAIl
MPAaBOTO 32 W3BBPIIBAHE HA THPrOBUS C MEIUIMHCKH M3JENHSA, U3JaJeH OT KOMIIETEHTEH OpraH Ha
IbpKaBa WICHKa WJIM Ha JApyra jaspxkaBa - crpaHa no Cnopasymenuero 3a EBpomeiickoTo
MKOHOMHYECKO MPOCTpaHCTBO, niaK Ha Kondenepanus LlBelinapus, ce Haka3Ba ¢ riioda 10 000 nB.

Un. 130. KoiiTo u3BbpilBa THProBUs Ha €ApPO C MEIUIMHCKH U3JEIUS C M3TEKbJ CPOK Ha
TOJIHOCT, ce HaKa3Ba ¢ riaoba B pazmep 10 000 niB.

U 131. (M3m. - JIB, 6p. 54 ot 2012 r.) Teprosen ¢ MEIUITMHCKH U3JEIHsI, KOUTO HapyliaBa
M3UCKBaHMATA Ha Wi. 82, aJl. 2, ce HaKa3Ba ¢ UMYIlIecTBeHa caHKIus B pazmep S000 mB.

Un. 132. (U3wm. - IB, Op. 54 ot 2012 r.) Teprosen ¢ MEIUUHUHCKHA U3IENHsI, KOUTO HapyllaBa
M3UCKBaHMATA Ha 4i. 82, ain. 3, 4 win 5, ce Haka3Ba C UMYIIECTBEHA caHKIus B pazmep 1000 nB.

Ui 133. Teprosen Ha eApO ¢ MEAUIUHCKH U3ENHsI, KOMTO HapylllaBa U3MCKBAaHUATA Ha 4Il. 82,
an. 1, 1. 2, 3 unm 4, ce HaKa3Ba ¢ UMyIlECTBeHa caHKIus B pazmep S000 mB.

. 134. (U3m. - JIB, Op. 54 ot 2012 r.) KoiiTo u3BBbpIIBa THPTrOBUS HA €IPO C MEAUIIUHCKH
u3aenus, 06e3 Ja mpuTekaBa JTIOKYMEHT, YJOCTOBEpSBAIll MPABOTO MY J1a M3BBPIIBA Ta3H JNEHHOCT, Ce
Haka3Ba ¢ uMyuiecTBeHa caHkius B pazmep 10 000 ns.

Uin. 134a. (Hos - [IB, 6p. 54 ot 2012 r.) Thproser; Ha eApo ¢ MEAUIIMHCKUA U3/ETHS, KOUTO HE
U3ITBJIHM 3a1bJDKEHUETO 10 Wwi. 78a, ce Haka3Ba C UMyIlecTBeHa caHkuus B pasmep 10 000 us.

Un. 135. (Hom. - AB, 6p. 54 ot 2012 r.) Tepro,er Ha eipo, KONTO HE Cla3Ba pasnopeadara Ha
1. 80, an. 1 winm 3, ce Haka3Ba ¢ uMylecTBeHa cankius B pasmep 3000 sB.

Un. 136. (U3m. - IB, 6p. 60 ot 2011 1., B cuna ot 05.08.2011 r., u3m. - [IB, 6p. 54 ot 2012 1.)
Teproeen Ha enpo, KOMTO He cmas3Ba pasnopendara Ha ui. 80a, an. 1, ce Haka3Ba ¢ MMYIIECTBEHA
cankuus B pazmep 1000 niB.

Un. 137. Koiito u3BbpIlBa THProBus Ha IpeOHO ¢ MEAMIMHCKHU u3nenus Oe3 HaneceHa "CE"
MapKUpPOBKa UITU C U3TEKBJI CPOK HA TOAHOCT, c€ Haka3Ba ¢ 1i106a B pazmep 10 000 ..

UYn. 138. (M3m. - /1B, 6p. 54 ot 2012 r.) KoiiTo u3BbpIIBa THProBUsi Ha JPEOHO C MEAULIUMHCKI
W3/IeNMs W3BBH 37IpaBHU 3aBeleHHs 1o wi. 21, an. 2, T. 4 u an. 3 ot 3aKkoHa 3a 3/IpaBETO W/WJIN U3BBH
obekTuTe mo wi. 83, an. 1, T. 4 - 7, ce Haka3Ba ¢ T7100a WK UMyLIecTBeHa caHkuus B pazmep 10 000 niB.



Ui 138a. (Hos - JIB, 6p. 54 ot 2012 r.) Thproeer ¢ MEIUIIMHCKA U3/EHS, KOUTO HapyliaBa
M3HUCKBaHUsATA HA WI. 830, ce HaKa3Ba ¢ UMYIIECTBEHA caHKIus B pasmep 1000 yB.

Ui 139. (M3m. - [IB, 6p. 110 ot 2008 r.) KoiiTo mycka Ha ma3apa W/Wiad MycKa B JEHCTBHE
MEIWIIMHCKH W3JIeTUsl Ha Tepuropusara Ha PemybOnuka bwirapus, 6e3 ma ce € perucrpupail B
oTpe/IeIICHUs B 3aKOHA CPOK, C€ Haka3Ba ¢ Ty1o6a B pazmep 5000 niB.

Un. 140. (U3m. - B, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) Koiito HapymraBa
pasnopeadbure Ha wi. 27, an. 3, wi. 28, an. 7, wi. 29, an. 2 u ui. 30, ce HaKa3Ba ¢ ri106a B pazmep 3000
JIB.

Un. 141. (1) Koiito HapymiaBa U3UCKBAHUATA 32 U3BBHPIIBAHE HA KIMHUYHU U3MHUTBAHMS, aKO
M3BBPIICHOTO HE CHCTaBIIABA MPECTHIUIEHUE, ce Haka3Ba ¢ rioda ot 5000 mo 10 000 nB., a mpu
MMOBTOPHO M3BBPIIBaHE HA CHIIOTO HapylieHue - ¢ roda ot 10 000 zo 20 000 7B.

(2) Ha MmeauuuHCKH crienUanucT, AONYCHAN WM U3BBPIIWI HapylIeHus o an. 1, Moxe 1a ce
HAJIOXM M HaKa3aHHe JMIaBaHe OT MPaBo Ja YIpaxkKHsBa mpodecusara cu 3a CPOK OT 6 Mecela /10 JIBe
TOJINHHU.

(3) Hakazanwuero o an. 2 ce Hajlara OT MHHHCTBHPA Ha 3/IpaBEoIa3BaHeTo MO MPEAToKEeHUE Ha
M3IBJIIHATENHUS qupekTop Ha MAJL

Uin. 142. Ha HoTuduUIMpaH opraH, KOWTO HE Cla3Ba M3WCKBaHETO Ha wWi. 68, an. 1, ce Hamara
uMyIiecTBeHa caukius B pazmep ot 2000 xo 5000 nB.

Un. 143. Ha HoTMdUIMpaH opraH, KOITO He cna3Ba M3uckBaHeTo Ha wi. 70, an. 1, ce Hanara
HMMYIIIECTBEHA CaHKIHs B pazmep 10 5000 mB.

Un. 143a. (Hos - IB, 6p. 110 ot 2008 r., u3m. - IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.)
Ha nHotudunupan opran, KOWTO He cla3Ba U3MCKBAHETO Ha wi. 76, ai. 3 u 4, ce Hajara UMyIIEeCTBEHA
caHkuus B pazmep 10 5000 nB.

Un. 144. Koiito mpeun Ha aumara mo 4jia. 86, an. 2 1a OCBILECTBABAT CIIY)KEOHUTE CHU
3aJJbJDKEHUS] B ChOTBETCTBHE C pa3lopenOHTe Ha IJiaBa lLiecTa, ce Hakas3Ba ¢ riaoda or 6000 mo 10 000
JB.

Un. 145. IlpousBoauten Ha MEAUIIMHCKU M3JENUs, KOWTO Hapylu pasnopendara Ha wi. 103,
an. 1, ce Haka3Ba ¢ umymectBeHa cankuus ot 5000 xo 10 000 nB.

Y. 146. IIpousBoauTten Ha MEAUIIMHCKH U311, KOMTO HapymM pa3nopendara Ha wi. 107, ce
Haka3Ba ¢ umymectBeHa cankuus ot 10 000 mo 20 000 nB.



Y. 147. Koito He chOOIIM 3a MHIMAECHT WIHA 3a IOTEHUIMAJIEH WHIUJEHT C MEIUIIMHCKO
n3genre cbriacHo 4wi. 104, ce Hakassa ¢ riio6a ot 1000 go 2000 1B.

Y. 148. KoitTo He u3nbiHu 3anosen o wi. 113, an. 4 Ha uznbaaurensus qupexkrop Ha MAJL,
ce HakasBa ¢ i1006a ot 10 000 zo 20 000 xs.

Uin. 149. Koiito Hapymu pa3nopenduTe Ha TO3W 3aKOH WJIM HAa aKTOBETE MO MPUJIAraHeTo My,
M3BBH ciydaute mo uwi. 119 - 148, ce nakasBa c¢ rimoda or 1000 go 3000 nB., a mpH MOBTOPHO
M3BBPILIBAHE Ha CHIIOTO HapyieHue - ¢ riaobda ot 3000 qo 5000 xs.

Ui 150. Kolito He u3nbiaHU pa3nopexaaHe, npeanucanue uiu ykazanue Ha MAJL, ce Haka3Ba
c ro6a ot 1000 mo 3000 nB.

UYn. 151. (1) Korato napymenusara mo ui. 119 - 150 ca u3BbpiieHu oT I0pUIAYECKU JTUIA WIH
€HOJIMYHU THProOBIM, C€ HajaraT UMYIIECTBEHU CAHKIMHU. Pa3MepbT Ha MMYyIIECTBEHATa CaHKLUS HE
MOKe Ja ObJe MO-HUCHK OT JIBOMHUS pa3Mep Ha MPEABUACHUTE MUHUMAIIHU pa3MEpU HAa CbOTBETHHUTE
700K ¥ He MOXKe Ja ObJie O-BUCOK OT JABOMHHS pa3Mep Ha MPEIBUICHUTE MAaKCUMAlHU pa3MepH Ha
CHOTBETHUTE II100H.

(2) Hanaranero Ha UMYIIECTBEHA CAaHKLIMS HE M3KJIIOUBA HAJaraHeTO Ha rjo0a Ha BUHOBHUTE
JUTHKHOCTHHU JIUIA.

Un. 152. (U3m. - [IB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) (1) Hapymenusita no to3u
3aKOH C€ YCTAHOBSBAT C aKTOBE, ChCTABEHU OT MHCIIEKTOPU M €KCIEPTH, ONPEACICHU ChC 3alloBe] Ha
U3MBIHUTENHUS aupektop Ha MAJL

(2) HakazaTenHuTe MOCTAaHOBJIEHUS Ce€ M3JaBaT OT U3NBIHUTETHUS AupekTop Ha MAJI nim ot
OIMPAaBOMOIICHH OT HETO MIBXXKHOCTHHU JIMIIA.

Un. 153. CocraBsHETO Ha AKTOBCTC, H3OAaBAHCTO U 00’KaJIBAaHETO W W3IBIHCHUETO Ha
HAKa3aTCIIHUTEC MMOCTAHOBJICHUA CC U3BHPUIBAT IO PE/ia Ha 3aKkoHa 3a AIMUHUCTPATUBHUTEC HAPYHICHUA U
HaKa3aHH:.

JlombJIHHUTEIHN pasnopeadu

§ 1. ITo cMuchbna Ha TO3M 3aKOH:

1. "AKTUBHO UMIUTAHTHUPYEMO MEAUIIMHCKO U3/Ieire" € aKTUBHO MEIUIIMHCKO U3/IEINE, KOETO €
MpeAHa3HaueHo Ja ObJle YaCTUYHO WM W3IPUJI0 HMMIUTAHTHPAHO 4Ype3 XHUPYypruyecka WWIH Ype3
MEIUIMHCKA WHTEPBEHLHUS B YOBEIIKOTO TSUIO MM 4Ype3 MEIUIMHCKA MHTEPBEHILHUS B €CTECTBEHUTE
OTBEPCTHS HA YOBEIIKOTO TSUIO M 1a OCTAHE B TSAJIOTO CJIEI MHTEPBEHIIUATA.

2. "AKTHUBHO MEIUIIMHCKO H37enue" € MeIUIIMHCKO U3/IeTie, YUeTO (QYHKIMOHUPAHE 3aBUCH OT
M3TOYHUK Ha EJIEKTpUUYECKa WM Jpyra €HEprus, pazjididHa OT CHEprusita, TeHepupaHa B YOBEIIKOTO



TSUJI0, WJIA OT 3€MHOTO MPUTETJISIHE.

3. "BanuaHa qokyMeHTaua" € JOKyMEHTAaIus, KOATO MO ChIbPKaHUE U MTBJIHOTA OTrOBaps Ha
M3UCKBaHUATA, MPEBUJICHU B OIMIpe/iesieHa MPolieIypa M0 TO3U 3aKOH.

4. "Brocuren" ¢ pu3NUECKO WM IOPUAMYECKO JIUIE, KOETO € YCTAHOBEHO Ha TEPUTOPHUATA Ha
Ibp’KaBa WICHKAa WJIM Ha JIbpkaBa OT EBpPOINENCKOTO MKOHOMHYECKO MPOCTPAHCTBO M KOETO BHACH
MEIUIMHCKHU U3eNns OT TPETU JbprKaBU Ha nazapa Ha EBpormnelickus cbro3.

5. "Bb3n0xuTen Ha KIMHUYHO M3NUTBaHE" € MPOU3BOJIUTENAT WIM HETOBUAT YI'BJIHOMOIIEH
MIPE/ICTaBUTEN, KOWTO OTroBaps 3a 3allO4YBAHETO, YIPAaBICHUETO W/WIM (UHAHCHPAHETO Ha E€IIHO
KJIMHUYHO U3IUTBaHE.

6. "I'maBen wu3cnemoBaren" € JIMIETO, MOJ YHUETO PBKOBOJICTBO M3CICIOBATEICKUAT CKHUII
MPOBEXK/1a KIIMHUYHOTO U3MUTBAHE.

7. "IloOpa KIMHHMYHA MPaKTHKA" € CBBKYIMHOCTTAa OT MEXIYHApPOJHO TNPU3HATH ETUYHH U
Hay4YHHM M3MCKBaHUS 32 Kaue€CTBO, KOUTO CE€ CIa3BaT IMpH IJIAHUPAHETO, MPOBEXKIAHETO, OTUUTAHETO U
JOKJIaJIBAHETO HA KJIMHUYHU U3MUTBAHUS.

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

9. "UneHTHUKAITMOHHY TaHHHU Ha WU3JeIueTo" ca:

a) JIaHHY 3a MPOM3BOJUTEISI, MOJIETT U TUIIOB HOMEP Ha W3JIEJUETO, BKIIOUYUTEIHO copryep u
MIPUHA/IJICKHOCTH;

0) mpenHa3HAYEHO [EHCTBUE, OMPEICICHO OT MPOU3BOJIUTEINS, BKIIOUUTEIIHO KIWHUYHU
WHIVKAIUN U KOHTPaUHIMKAIUY TpU yrnoTpedara u uaeHTuUIMpaHe Ha TPYNUTE MAllUeHTH, 32 KOUTO
€ MpeaHa3HAuEHO;

B) ONHUCaHHUE HAa MU3JETUETO - OMHUCAHWE HAa MATepUaM, KOMTO BIIM3AaT B KOHTAKT C YOBELIKH
THKAaHW WJIU TEYHOCTH, BKJIIOYBA JIM W3JICIHETO JICKAPCTBEH IMPOJIYKT, YOBEIIKU W/HIU KUBOTHHCKH
ThKAaHU WA TEXHU MTPOU3BOHU, UM OMOJIOTUYHO aKTHBHU BEUIECTBA,

I') UHCTPYKLIUU 32 MHCTAJIMPAHE W HU3MOJI3BaHE HA M3JCIIUETO, BKIIOUUTEITHO aKO Ca HAJHUIE
CHEIHaHU YCIIOBUS 32 ChXpaHEHHUE M HM3UCKBAaHUA 3a paboTa - MpeaBapuTeIHa MOJITOTOBKA MpEAH
ynorpeba - cTepuiIn3aiys B cllyyad Ha MOBTOpHA ynoTpeda, mpoBepka 3a 0€30MacHOCT, MEPKH, KOUTO
TpsOBa J1a ce mpeanpuemMar cies ynorpeoa;

1) IPENOPBUUTENHO O0yYEHHE U OIUT, HE0OXOIUM 3a YIoTpeda Ha U3/IETUETO;

€) OMucaHWe Ha HEOOXOIUMHUTE MEIUIIMHCKH W XUPYPTrHYECKH MPOIEAYPH, CHIIPOBOMKIAIIN
ynorpebara Ha U3/1EITUETO.

10. "Uznenme 3a camorecTyBaHe" € HH BHUTPO JUArHOCTMYHO MEIULIMHCKO W3JENNe,
MpeAHa3HauYeHO OT MPOM3BOAMUTENS Jla CE MOJI3Ba OT Jinila 0e3 MeAUIMHCKA KBAM(HUKAIKS B JOMAIIIHA
00CTaHOBKa.

11. "VMHBa3MBHO MEAMIIMHCKO H3JENMe 3a MPOABIDKUTENHA YMoTpebda' e wu3menue, KOETo
LAJIOCTHO WJIM YAaCTHMYHO IMPOHUKBA B UYOBEHIKOTO TSAJO MPE3 €CTECTBEHUTE MY OTBOPH WM IIpE3
MOBBPXHOCTTA MY U MPOABIDKUTEITHOCTTA HA TTPECTOS MY B YOBEIIKOTO Ts10 € Haja 30 mHuU.

12. "MH BUTPO IMAarHOCTMYHO MENMLMHCKO H3JENHE" € MEIULUHCKO HU3JENNEe, KOETO €
pEaKTuB, IPOAYKT OT PEaKTUB, KAIUOPATOp, KOHTPOJIEH MaTepual, KuT (Habop), MHCTPYMEHT, arnapar,
o0Opy/IBaHEe WJIM CHCTEMa, H3IOJI3BAHO CAMOCTOATETHO WJIM B KOMOWHAIMA, MpeJHAa3HA4Y€HO OT
MIPOM3BOIUTEIS 33 M3IOJI3BAaHE WH BUTPO MPHU U3CIIEABAHE HA MPOOU OT YOBEIIKOTO TSIIO, BKIIOUYUTEITHO
KpPBB U ThKaH, EAMHCTBEHO HIIM TJIABHO C IeJ]T MToJIy4yaBaHe Ha HHQpopMaIus 3a:

a) (U3HOIOTUYHO WM TIATOJIOTHYHO CHCTOSTHHUE, UITH

0) BpOJIeHN aHOMAJIHH, WU

B) ompeessiHe Ha 0€30MacCHOCTTa U ChBMECTHMOCTTA C TTOTEHITHATHN PEIUITUCHTH, UITH

I') KOHTPOJIMPAHE HA TePareBTUYHU JEHCTBUS.

WH BUTPO TMAarHOCTUYHU MEIUIIMHCKH W3MIETHUS Ca W W3JCNHATA 3a CAMOTECTYBaHE, ChJIOBETE
3a ChXpaHEHHE Ha MPOOM OT YOBEMIKOTO TSUIO0, C M3KIIOUEHHE Ha M3Jenusara 3a obma igabopaTopHa
ynotpe0a, OCBEH aKko M3/JEJIMETO M0 OTHOUIEHHE Ha XapaKTEePUCTUKUTE MY € CIIELIUAIHO MpeAHa3HAuYEHO



OT NMPOU3BOJUTENS 32 UH BUTPO TMArHOCTUYHU WU3CIICIBAHMUSL.

13. "H BUTpO AMArHOCTUYHO MEAMIIMHCKO HU3JEIHE 3a OIlEHKA Ha JIEUCTBUETO" € MH BUTPO
JUArHOCTUYHO MEJMIIMHCKO M3JeHe, MPeaHa3HauYeHO OT MPOU3BOAMUTENIS 3a MPOBEKAAHE HA €HO WIIU
MOBEYE H3CIEABAHMS 32 OLEHKA Ha JeMCTBHETO, MPOBEXKIAaHM B JIAOOpaTopus 3a MEAULMUHCKU
W3CJIEJIBAHMS WM B JIpyra MOAXO/AsIIa cpeia U3BbH MICTOTO Ha MPOU3BOJICTBO.

14. "Undopmupano cwriacue" € BOJICH3SBICHHE Ha JI€ECIIOCOOHO JIMIE WJIM Ha 3aKOHEH
IIPE/ICTAaBUTENl HA HEIEECHOCOOHO JIMIE, C KOETO € M3pa3eHO ChIJIaCHE 3a y4acTUe B KIMHUYHO
U3MUTBAHE, CJIE] KaTo JUIETO € MOAPOOHO MH(GOPMHUPAHO 33 CHIIHOCTTA, 3HAYEHUETO U PUCKOBETE OT
u3nuTBaHeTo. MHPOpMUPAaHOTO chriacue € B MUCMeHa GopMa U ChABPKA MOANKC HA JUIETO U JaTa.
[Ipy HEBB3MOXKHOCT Ha JIMIIETO Ja U3pa3u ChITIACHETO CU B MUCMeHa ¢popMa HHOOPMUPAHOTO ChIIacue
MOXKe€ J1a Ob/ie 1aJIEHO YCTHO B IPUCHCTBUETO HAM-MAJIKO HA €1H CBUIECTE.

15. "KamuOparop © KOHTpOJeH MaTepuaia" € BEIIeCTBO, MaTepual WIH H3JCINe,
MpeAHa3HaYeHO OT MPOU3BOIUTEINS 32 YCTAHOBSIBAHE HA M3MEPBATEIHU ChOTHOIICHMS WJIU 3a MPOBEPKa
Ha paOOTHUTE XapaKTEPUCTHUKU HA UH BUTPO TUATHOCTHYHO MEIUIIMHCKO H3JIEIHE B CHOTBETCTBHUE C
MpeAHa3HAYCHUETO MY.

15a. (moBa - JIB, Op. 110 ot 2008 r., B cunma ot 21.03.2010 r.) "KnuHuyau naHHu" e
nHpopmanusTa, chOpana npu ynorpedaTa Ha U3AEITUETO OTHOCHO O€30IaCHOCTTA W/HITH IEHCTBUETO MY.
Knunnynurte jaHHM ce moay4yaBaT OT:

a) pe3yJITaTuTe, MOJYYECHU MPU MPOBEKIAHETO HA KIMHUYHO M3MUTBAHE HA HU3MHUTBAHOTO
MEIUIMHCKO U3/IeTIHe, WIH

0) JaHHU OT KJIMHWYHO/KIIMHUYHHA W3MUTBAHE/M3MUTBAHUS WIH JTaHHU OT JPYTH TMPOYYBAHUS,
nyOJIMKyBaHM B HaydyHaTta JUTepaTypa, BbPXY MOJ00HO MEAMIIMHCKO W3JeNue, 3a KOETO
€KBUBAJICHTHOCTTA C M3MUTBAHOTO MU3/CIINE MOXKE J1a C€ JOKaXKe, N

B) MyOJMKYBaHW W/WJIM HENMyONMKYBaHHW JOKJIAAW OT APYr KIMHWYEH OMUT HA W3MUTBAHOTO
U3JIeNie WM Ha TOJO0OHO METUIIMHCKO M3/ETHe, 32 KOETO €KBHBAJICHTHOCTTA C M3MUTBAHOTO M3JIENNE
MOJKeE Ja ce JOKaxe.

16. "Koopaunupany wu3cienoBaTen" € JIMIETO, KOETO KOOPAMHHUPA H3CJIEAOBATEIUTE IpHU
MPOBEXK/IAHE HA MHOTOLICHTPOBO KJIMHUYHO U3IUTBAHE.

17. "Kopurupamm nedctBus" Moratr ja BKJIIOYBAT: W3TETJIIHE HA W3JIEIHETO, MyCHATO B
JIeicTBHe; M3JaBaHe Ha IMUCMEHAa TMPENnopbKa, B KOSATO C€ OMHCBAT MEpPKHUTE, KOUTO TpsiOBa na ce
MpeAnpueMar; JOMbJIHUTETHO MPOCIesIBaHe UM MOAU(UKAIUS Ha U3/IETTUETO, IyCHATO B JICUCTBUE, C
1[eNT MoA0OpsABaHe HA XapaKTEPUCTUKHUTE U JACHCTBHETO MY; IPOMSHA B MPOEKTa, MPOMSHA HA OTACITHH
KOMITOHEHTH Ha U3JIEJTMETO WM IPOMSIHA B MPOU3BOJICTBEHUSI TIPOIIEC TPpU OBIEIIOTO MPOU3BOICTBO HA
MOoJ0OHM W3JeNHs; U3MEHEHHE Ha ChAbPKAHMETO Ha €TUKeTa WM Ha MHCTPYKIHATA 3a ynorpeba u
APYTH.

18. "Kputnuen ananus" e:

a) KpaTKO ONHCaHWE Ha MEIUIMHCKOTO WU3JeTue - TPEeJAHAa3HAYeHO [IeWCTBHE, THII,
XapaKTePUCTHKHU;

0) aHayIM3 Ha oAOpaHaTa JIuTepaTypa U Ha BCHUKU HAJIMYHU JTAaHHU;

B) KPUTHYEH aHaIU3 Ha HUIACHTHUQHUIMPAHUTE BpeOu MpH ymnoTrpedara Ha H3AETUETO, Ha
CBBP3aHUTE C TIX PHUCKOBE W TOAXOASAIIM MEPKH 3a O€30MacHOCT MO OTHOIICHHWE Ha TMaIlMeHTH,
MEIUIIMHCKH IEPCOHAT ¥ TPETH JIUIIQ,

r) METOAM 3a TOA0Op Ha W3MOJ3BAHUTE JUTEPATypHU W3TOYHUIM, TPUIIOKCHHUTE
CTaTUCTUYECKH METOJIU 3a aHaJIU3, METOJUTE 3a OLIEHKA, TUIA U MPOJBJKUTETHOCTTa HA MPOYUYBAHETO,
XETEPOreHHOCT Ha BKJIIOYEHATa B TIPOYYBAHETO TOMYJIAIINS;

1) KpaifHa OIleHKa Ha TMoji3aTa OT yrmoTpedara Ha M3AETUETO CIPSAMO PUCKA, KaTO Ce€ OTYUTAT
MMOCTHKEHUATA HA ChBPEMEHHATA HayKa M MEUIIMHCKA MPAKTHKA;

€) 3aKIoueHHWe, B KOETO C€ TMOoCOoYBa Jajdu ca W3MBIHCHH IIeIUTe Ha 3aJaHHeTo,
uaeHTU(UKAIMS Ha TPa3HOTH B OIEHKATa HAa CHOTBETCTBUETO HA M3JIETTUETO CHC CBHIIECTBEHUTE



W3WCKBAaHUS TI0 OTHOIICHWE Ha O0€30MacHOCT W TMpeNHA3HAYeHO KIWHUYHO JCHCTBHE W, TMIpH
HEOOXOJUMOCT - apryMEHTalus 3a MPOBEXKJaHE Ha KIMHWYHU M3MUTBAHUS - IEJM W IUIAaH Ha
H3IHUTBAHETO.

19. "Jlume, ycTaHOBEHO Ha TEPUTOPHUATa Ha JbpKaBa 4YJIEHKAa WM Ha JbpKaBa OT
EBpormeiickoTo MKOHOMHUYECKO MPOCTPAHCTBO" € MPaBeH CYOEKT, PETUCTPHUPAH MO I'PAXKTAHCKOTO WIIH
THPTOBCKOTO 3aKOHOAATEJICTBO Ha Ibp)KaBa WICHKAa WJIM JIbp)KaBa OT EBPOMEHCKOTO MKOHOMHYECKO
MPOCTPAHCTBO WJIM CH3JaJCH [0 CHUJIaTa HAa HOPMATHBEH aKT, KOWTO MMa CeJajvIle M aJapec Ha
yIpaBJICHUE B IbprKaBa YWICHKA WU B IbpKaBa OT EBPOIEiCKOTO HKOHOMHUYECKO TIPOCTPAHCTBO.

20. "JImyHo mpenra3Ho CPe/CTBO" € BCSIKO YCTPOMCTBO WJIM CPENICTBO, MPEJHA3HAUCHO J1a Ce
M3MO0JI3Ba OT JIMIIE, 3a Ja ro Mpena3Ba OT €JIHA WU TOBeYe BB3MOKHHM OMACHOCTH, 3arlIalliBalid
HEroBOTO 3/IpaBe u 0e30macHoCT. KaTo TuuHu npeana3Hu CpecTBa ¢ OMPEIEIIAT ChINO H:

a) CbBKYITHOCT OT YCTPOMCTBA WJIM CPEJICTBA, B3aHMHO CBBP3aHU OT MPOM3BOIUTEINS, C 1€ J1a
npeAna3Bar €IHO JHUIE OT €IHAa WJIM MHOXECTBO OINAacHOCTH, KOMTO MOraT Ja ce€ HposBsBaT
€IHOBPEMEHHO;

0) mpeana3Ho yCTPOMCTBO WM CPEICTBO, CBHP3aHO HENEIMMO HIIM JISTUMO C JMYHO CPEICTBO
0e3 3ammTHa QYHKIUS, H3MOJI3BAHO OT JIMIIETO 32 U3BBPILIBAHE HA OMpPE/eeHa JeHHOCT;

B) 3aMEHSIEMU CHCTABHHM YaCTU HA €JIHO JIMYHO MPEANa3HO CPEJICTBO, KOUTO Ca OCHOBHH 3a
HEroBOTO MPaBWJIHO (YHKIIMOHHMpAHE M KOUTO C€ W3MOJI3BAT €AMHCTBEHO 3a TOBA JMYHO MPEINa3zHO
CpPEIICTBO.

21. (m3m. - JIB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) "MenuuuHcKko uzaenue" e
WHCTPYMEHT, amapar, ypena, codryep, MaTepuall Wik Ipyro u3zieiiie, H3MOA3BaH CaMOCTOSTSIHO WU B
KOMOMHAIMsI, BKIIOUUTENHO codTyep, MpelHa3HauyeH OT MPOU3BOAUTENS Ja Obae U3MOI3BaH
CHEM(PUIHO 32 TUATHOCTUYHH W/WIM TEPAIICBTHUYHU IIETTM ¥ HEOOXOIMM 3a MpaBUIHATA MYy yHoTpeda,
KOWTO HE MOCTUra OCHOBHOTO CH ACMCTBHE MO MpeJHa3HAYCHHE BBHB WUJIM BHPXY YOBEUIKOTO TSUIO IO
(hapMaKoJIOTHYCH, UMYHOJOTHYCH WM METa0OJUTCH BT, HO MOXE Ja C€ MOoJIoMara IpH CBOETO
JEHCTBHE OT CPEACTBA C TaKbB €(PEKT, M KOWTO € MpeaHa3HaYeH OT MPOU3BOJUTENIS Ja C€ IpHiiara npu
Xopa ¢ 1eit:

a) TUarHOCTHKA, MPOoQHIaKTHKa, HAOII0IeHUe, IeYeHHEe W 00JIeKuaBaHe Ha 3200 IsIBaHuUs;

0) nuarHocTuka, HaOJIOJeHUe, JieueHHe, OOJIeKYaBaHE WM KOMIIEHCHpaHE Ha TpaBMU WIIH
WHBAJIUIHOCT;

B) M3CJI€/IBAHE, 3aMsTHA WJIM KOPEKIUs Ha aHATOMUYHA YacCT WM (PU3MOJIOTHYEH MPOIIEC;

') KOHTPOJ BBbPXY MpoIieca Ha 3a0peMeHsIBaHe.

22. (u3m. - JIB, Op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) "MeauumuHcKko H3AeIUE 3a
KIIMHUYHO W3MUTBaHEe" € MEAMIIMHCKOTO W3Jenue mo wi. 2, an. 1, T. 2 u 3, mpeaHa3HayeHo Ja ce
M3M0JI3Ba OT MEIUIIMHCKHU CHEIUATUCT WIA OT JAPYT CIENHAIUCT, KOUTO MPUTEKABAT MOIXOJAIIA 32
[eIUTe Ha M3MHUTBAHETO KBadW(HUKaIMs, MPU MPOBEKIAHE HA KIMHUYHU M3MUTBAHUS B JIe4eOHO
3aBeJIeHUE 3a ITOCTUTaHe Ha 1IeJTa Mo wi. 32.

23. (u3m. - JIB, 6p. 110 ot 2008 r.) "MemuuuHcKo H3Aenue, U3pabOTEHO MO MOpbuka' e
MEIUIIMHCKO U3JeNue 1o i, 2, an. 1, T. 2 win 3, MpOU3BEACHO MO MUCMEHO 3aJlaHue Ha KBATU(DUITUpaH
MEIUIIMHCKH CIENUAaINCT WIM Ha JIMIE C MOAXOAfAIa MpodecroHanHa KBaludukaims, ¢ KOeTo ce
ompenensaT chnenuUIHUTE MPOSKTHH XapaKTePUCTHUKA Ha H3JEIUETO W NPEIHA3HAYCHHETO My 3a
ynoTtpeda OT KOHKPETEH MallMeHT, U 32 KOETO TOM HOCH OTTOBOPHOCT.

CepuiiHO TPOM3BENCHUTE W3ICNHS, aJalNTHPAaHH C 1eJd Ja OTTOBOPAT Ha CHenupuIHU
M3HUCKBAaHUS HA MEUIIMHCKH CTICIUATIICT UK Ha IPYT OOydeH MOTPEOUTEeN, HEe ca U3/Iemus, n3paboTeHu
0 TOpPBYKA.

24. "MHOTOLEHTPOBO KJIMHUYHO M3MUTBAHE" € KIMHUYHO M3MUTBAHE, KOETO C€ MPOBEXKIa MO
€IVH TUIaH, HO B TIOBEYE OT €WH W3CJICIOBATEIICKU IIEHTHP/IeUeOHO 3aBEICHUE M OT MOBEUYE OT €IUH
uscnenoBaren. M3cnenoBarenckuTe EHTPOBE MoraT jJa ObJaT pa3moyioKeHW Ha TEPUTOPUSTA HA eAHA
JbprKaBa 4JICHKa, B IOBEYE OT €HA JbPrKaBa WICHKA WM B JbPKABU WICHKU U B TPETH JTbPKABU.



25. "HabGmomaBaiy" e iuie, Ha3HAYEHO OT BBH3JIOKUTEIISL, KOETO HAOII0MaBa 1l KIMHUYHOTO
M3MHUTBAHE HA BCEKU €Tall Cce IMPOBEXIa, 3alKucBa W JOKIaJABa B CHOTBETCTBUE C IIJIaHA, ChC
CTaHJIAPTHHUTE OMEPATHBHU IMpoueaypH, ¢ JloOpara KIMHHYHA MPAKTUKA U C TPUIIOKUMHUTE KOHTPOITHH
M3UCKBaHUSI.

26. "He3aBucuMO OT BB3JIOKUTENS Jmie" € (U3HUECKO JHIe, KOETO € 3alo3HaTo ¢
XapaKTePUCTUKUTE U JIEHCTBUETO Ha MEAUIIMHCKOTO H3/eHe, 00EKT Ha KIMHUYHOTO U3IUTBAHE, U C
METOJIOJIOTUATA HA TPOBEXKIaHE HA KIIMHUYHO U3IUTBAHE U € (UHAHCOBO HE3aBUCUMO OT BB3JIOKHUTEIIS.

27. "l[lman Ha KJIMHUYHOTO M3NUTBaHE"' € JOKYMEHT, OIKCBall LEIUTe, u3aiHa,
METOAOJIOTUSTA, CTATUCTUYECKUTE METOU U OpraHU3alMsITa Ha €IHO KIIMHUYHO U3ITUTBAHE.

28. "llpennazHauenue" e ymorpebara, 3a KOATO € INMPEAHA3HAUYECHO MEIMIIMHCKOTO H3JCIHE
CBIJIACHO MPEIOCTABCHUTE OT IMPOU3BOJIUTENS JaHHU BBPXY €THUKETa, B MHCTPYKIHTA 3a ymorpeda
W/WJM B pEKJIAMHHU MaTepHallu.

29. "llpunamyexxHocT" € u3/AeNue, KOETO HE € MEAMIMHCKO H3JeNhe, HO € CHEIHATHO
MpeHa3HAYeHO OT MPOU3BOJAUTENS MYy 3a H3I0JI3BaHE 3a€AHO C MEIULUHCKO H3Jelue, C el
MEJIUIIMHCKOTO U3JIETUE /1a CE U3MOJ3Ba M0 OMPEAEICHOTO OT MPOU3BOAUTENS MY MPETHAZHAUYCHUE.

29a. (woma - JIB, 6p. 39 or 2011 r., B cruta ot 01.01.2012 1.) "IIponaxHa 1eHa" e rmeHara 3a
Opoiika WM 3a OMpeesIeHO KOJUYECTBO, BKIIOYBAIIA JAaHBK BBPXY J00aBEHATa CTOHHOCT M BCHUYKH
JOMBIHUTETTHH TaHBIM U TAKCH, Ha KOATO MEIUIIMHCKOTO U3/IENHE Ce Mpeiara Ha MoTpeOuTersl.

30. "IIpousBoauTen" € BCSIKO PU3NIESCKO WITH FOPUINIECKO JIUIIE, KOCTO:

a) OTroBapsi 3a MPOCKTUPAHETO, IMPOU3BOACTBOTO, OMAKOBAHETO W ETUKETHPAHETO Ha
MEIUIIMHCKO M3JeNHe, MPEu Ja TO IMyCHE Ha Ia3apa OT HErOBO MME WJIM C HErOBa ThPrOBCKa Mapka,
HE3aBHCHUMO JIAJIM Te3W OMNEPAlUU C€ U3BBPIIBAT OT CAMOTO JIMIIE, I CE€ U3BBPILBAT 33 HETO OT TPETO
h11700(H

0) (u3m. - JIB, Op. 110 ot 2008 r.) kOMIIJIEKTyBa, OMakoBa, 00paboTBa, HAIMBIHO MpepadoTBa
W/WIM CTHKETHpA €IHO WIH MOBEYEC TOTOBU MEIUIIMHCKU W3JCNIUS W/HWIN € OTTOBOPHO Ja OIpEIeiH
TAXHOTO MpeAHa3HAUYCHUE C 1IeJ TyCKaHe Ha Ma3apa 3a MbPBU BT OT HETOBO HME.

OuU3NYECKN WIN IOPUINIECKU JUIA, KOUTO KOMIUIEKTYBAT WM aJanTUpaT IMMyCHATH Ha Tasapa
MEIULMUHCKN HW3JIeNusl 32 KOHKPETEH MallMeHT B ChOTBETCTBHE C TAXHOTO MpeAHA3HAYEHUE, HE ca
MIPOM3BOIUTENH 110 CMUCHJIA HA TO3H 3aKOH.

31. "Ilyckane B aelicTBuE" € eTambT, NMPH KOHUTO TOTOBO 3a yHmoTpeba Mo MpeaHa3HaueHue
MEIUIIMHCKO W3JeNNe Ce€ TMPeAoCTaBs 3a TBPBH BT B JbpKaBa 4YICHKa WJIM B JIbp)KaBa OT
EBpomneiickoTo MKOHOMHYECKO MPOCTPAHCTBO Ha KpaiHus mnoTtpedburten. Ilyckane B jeiicTBue Ha
AKTUBHO UMILJIAHTUPYEMO MEIMUIIMHCKO U3CNIUE € MPEJOCTaBIHETO My Ha KBATM(PUIIMPAH METUIIMHCKU
CHEIHATUCT 32 UMILTAaHTHPAHE.

32. "Ilyckane Ha masapa" e MbPBOTO MPEJAOCTaBSIHE 3a PA3MPOCTPAHEHUE /WK yrnoTpeda Ha
TepuTopuaTa Ha EBpornelickus chi03 1 Ha TepUTOpUiTa Ha EBpONeiickoTo MKOHOMHYECKO MPOCTPAHCTBO
Cpelly 3araijaHe Wik Oe3MIaTHO Ha HOBO WJIM HAM'BJIHO OOHOBEHO MEIUIIMHCKO W3JeNue, ¢
M3KJIIOYEHHE Ha METUIIMHCKO U3JeNue 3a KIMHUYHO HU3MUTBAaHE U HAa HMH BUTPO JHATHOCTHYHO
MEIUIIMHCKO U3IEJINE 3a OLIEHKA Ha JICUCTBUETO.

33. "Cepuno3Ho yBpexkaaHe Ha 31paBeTo" e:

1. )KMBOTO3acTpaIIaBaIio ChCTOSTHUE WU 3a00JIIBaHe, UM HApaHsIBaHE,

2. TpaifHO yBpek/aHe Ha Kh3HeHa (DYHKIIMS WK HA YOBEIIKU OPTaH WK Ha ThKaH;

3. cbCTOSHME, KOETO Hajlara MEIWIIMHCKA TOMOI WJIM XUpypruuecka Hameca, 3a Ja ce
MPEIOTBPATAT YBPEKAAHUSITA 110 T. 2.

34. "CpaoBe 3a ChXpaHEHHE Ha MPOOM OT HYOBEHIKOTO TsUIO" ca MH BUTPO JAUATHOCTUYHHU
MEIHUIIMHCKH W3JeHsl, HEe3aBUCUMO Jalld Ca BaKyyMEH THUIl WJIU HE, CHEIUAIHO MpeIHa3HaYeHH OT
MTPOM3BOIUTEIS 32 MBPBOHAYAIHO ChOMpaHEe M ChXPAHEHHE Ha MPOOH OT YOBEIIKOTO TSUIO 32 MH BHUTPO
JMArHOCTHYHU U3CJIE/IBaHUS.

35. "CpuiecTBeHa NpOMsHA B IUIAHA HA KJIMHUYHOTO M3MHTBaHe" € BCAKAa IMPOMsHA B IUIAHA



u/unu B uHQOpMAaNHsITa B ChITBTCTBAIIATA JOKYMEHTAIIUS, KOSTO MOBJIHSIBA:

a) Oe3omacHOCTTa WM pU3HYecKaTa M IICHXWYECKaTa HEMPUKOCHOBEHOCT HA YYACTHUIIUTE;

0) Hay4HaTa CTOWHOCT Ha U3MHUTBAHETO;

B) IIPOBEXK/IAHETO UM OpPraHU3alMATa HA U3MUTBAHETO.

35a. (uoBa - [IB, Op. 38 or 2015 r., B cuna or 26.05.2015 r.) "Tpera nbppkaBa" € Bcska
IbpXKaBa, KOATO He € wieH Ha EBporelickus cbhio3 WM He € AbpkaBa - crpaHa no Crnopa3yMeHHETOo 3a
EBpomneiickoTo HKOHOMHYECKO ITpocTpaHcTBO, it Kondenepanus LIBeinapus.

36. (usam. - 1B, O6p. 54 ot 2012 r.) "TwproBus Ha npeOHO" ca BCHYKH ACHHOCTH IO
npuaoOMBaHe, ChbXpaHsIBaHE U MPOoJIak0a Ha MEIUIIUHCKH U3JIENNsl HA HACEIICHUETO.

37. (u3m. - IB, 6p. 54 ot 2012 r.) "T'eproBus Ha eApo" ca BCHUKH ACHHOCTH O PHUI00MBAHE,
CbXpaHsiBaHe, CHaO/siBaHe, BHOC WJIM M3HOC HAa MEIUIIMHCKH M3JENUs C LeN mpoaax0a, ¢ U3KI0YeHHE
Ha CllydyauTe Ha MPpeAO0CTaBsHE Ha METUIIMHCKY U3/IeNINs JUPEKTHO Ha HACEICHHUETO.

38. (u3m. - JIB, 6p. 110 ot 2008 r.) "YmbpaHoMmouleH mpenctaBuTed" € (U3NYECKO WIN
IOPUANYECKO JIMIIE, YCTAaHOBEHO HA TEPUTOPHTA Ha JIbp’KaBa WICHKAa WK JbpxkaBa oT EBporelickoTo
MKOHOMHYECKO MPOCTPAHCTBO, U3PUYHO YIIBIHOMOIIEHO OT MIPOU3BOAUTENS JIa ACWCTBA OT HETOBO UME
U 32 HEroBa CMETKa Ipe]] PerylaTOpHUTE OPTaHH Ha IbP’KaBUTE WICHKH WM PETryJIaTOPHUTE OPTaHU Ha
abpkaBuTe 0T EBpONEHCKOTO MKOHOMHYECKO TMPOCTPAHCTBO IMPH HM3MBIHEHHE HA 3aIbJDKCHUS Ha
MIPOU3BOIUTEIS MO TO3U 3aKOH.

§ 2. (M3m. - IB, Op. 110 or 2008 r., B cmma or 21.03.2010 r.) To3m 3akoH BBBEKIA
pasnopenoure Ha [dupexktuBa 90/385/EMO na CwBera ot 20 ronmu 1990 r. oTHOCHO cOnmkaBaHe Ha
3aKOHOJATEJICTBOTO HA JBP)KABUTE YJICHKH, CBBbP3aHO C AKTUBHUTE HMIUIAHTUPYEMU MEAMLIMHCKU
uznenws, nocienHo u3meneHa ¢ Jlupexrusa 2007/47/EO na EBpomneiickus napnameHT u Ha CbBeTa OT 5
cenremBpu 2007 r. 3a m3meHenue Ha JupexktuBa 90/385/EMO ma ChBera OTHOCHO cONMXKaBaHE Ha
3aKOHOAATEJICTBOTO HAa ABP)KABUTE YJICHKU, CBBbP3aHO C AKTUBHUTE HMIUIAHTHPYEMU MEIAMIIMHCKH
m3nenusi, Ha JupektuBa 93/42/EMO na ChBeTa OTHOCHO MEIMIMHCKHTE W37eivs W Ha JlupekTuBa
98/8/EO oTtHOCHO myckaHeTo Ha mazapa Ha Owouumu (OB, L 247/21 ot 21 centemBpu 2007 r.), Ha
HupextuBa 93/42/EVIO na CuBeta ot 14 tonu 1993 1. OTHOCHO MEAMIIMHCKUTE W3ACIHUS, TOCIETHO
u3meHeHa ¢ Jupektusa 2007/47/EO na EBpomeiickus mapnameHT M Ha CbBera, W Ha [lupextuBa
98/79/EO na EBpornetickus nmapiaameHT 1 Ha CbBeTa 0T 27 OKTOMBpH 1998 T'. OTHOCHO TMAarHOCTUYHUTE
MEIUIIMHCKH U3AeNus in vitro, nmocienHo usmenena ¢ Permament (EO) Ne 1882/2003 na EBpomneiickus
napaameHT U Ha CobBera oT 29 cenremBpu 2003 r. 3a amantupane kbM Pemenune 1999/468/EO na
CwBera Ha pasznopen0uTe OTHOCHO KOMUTETUTE, KOUTO MoanomaraT KomucusTa npu ynpaxHsBaHETO Ha
M3ITBJIHUTEITHUTE M PAaBOMOLIMS, ONPEIETICHH B aKTOBETE, KOUTO MOAJIEKAT Ha MpoLEeaypara, IocoYeHa
B . 251 ot [loroBopa 3a EBponeiickaTa 0OLIHOCT.

§ 3. (1) HaumeHoBaHuATa U pErucTpalMOHHUTE HOMEpAa Ha XapMOHHU3UPAHUTE €BPOINEWUCKHU
CTaHJapTH W Ha MoHorpaduute Ha EBpomeiickata ¢dapmakones 3a MEIUIUHCKUTE H3AETHS ce
nyonukysat B "Odunmanesn BectHUK" Ha EBponeiickus cbio3.

(2) XapMOHH3HUpaHUTE €BPONEHCKH CTaHAAPTH CE€ BBBEXKAAT UICHTUYHO Ype3 MyOJIMKyBaHEe Ha
TEeKCTa Ha CTaHJapTa B MPEBOJ Ha OBJIrapCKH €3UK WM 4Ype3 MOTBBbp)KIaBaHe 3a IMpHJIaraHe Karo
OBJArapcKu CTaHIAPT 1O peAa Ha 3aKOHa 3a HAllMOHAJHATA CTaHAapTH3AIMS.

(3) HaumeHnoBanusiTa U perucTpalliOHHUTE HOMEpa Ha OBJITapCKUTE CTAaHAApTH, BbBEXKIAIIU
XapMOHU3UPAHUTE €BPONECHCKH CTaHIapTH, ce MyONMKyBaT B oduuuanHus OrwojeTuH Ha J[bpkaBHarTa
areHUus 3a METPOJIOTHSI U TEXHUYECKU HaJa30p, KaTo MpU MyOJUKYBAaHETO 3aJbJDKUTEIHO CE IMOCOYBa
Bpb3KaTa ChC ChOTBETHATA Hapenda 1mo wi. 18.
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§ 4. (1) C oOmurTe TEXHUYECKH CHEIUPUKAIIMN C€ OINPEACNIAT M3MCKBAHUS 3a OICHKA H
NPEOIeHKa Ha JIEHCTBHETO, IYCKAaHETO Ha Ma3apa W/WIM IIyCKaHETO B JeHCTBUE HA NapTUAH,
pedepeHTHH MeTou U pedepeHTHH MaTepraIy 3a UH BUTPO JUATHOCTUYHU MEIULUHCKU U3IEIHSL.

(2) OOmuTe TexHMYECKH crenudukanuu ce myonukyBar B "Odunumanen BecTHHK" Ha
EBporneiickus cbio3.

§ 4a. (Hos - /IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) M3UBIHUTEIHUAT AUPEKTOP HA
NAJI moxe na Bb3/1ara CBOM IPaBOMOIIHUSA 110 TO3U 3aKOH Ha 3aMECTHHUK-U3IIbIHUTEIIHUS TUPEKTOP Ha
NAIJL

§ 46. (Hos - [IB, 6p. 84 ot 2018 1., B cma ot 12.10.2018 r.) (1) ABpxkaBHUTE OpraHu Mo TO3H
3aKOH OCHUTYpPSBAT BB3MOXKHOCT 3a HPEOCTaBsiHE Ha MH(OpMAIMs M 3a MpUEMaHe Ha 3asBJICHUS U
JOKYMEHTH 10 TO3M 3aKOH II0 €JIEKTPOHEH MbT HpH ycioBusATa U mo pena Ha Permament (EC) Ne
910/2014 na EBpomneiickus mapiameHT W Ha CobBera orT 23 ronu 2014 1. OTHOCHO eNEKTpPOHHATA
UACHTUGUKALMS U YIOCTOBEPUTEIIHUTE YCIYTH IIPU €IEKTPOHHU TPAHCAKIIMK HA BBTPEILIHUS Ma3ap U 3a
ormsiHa Ha upexTtuBa 1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 r.) u Ha 3akoHa 3a €JIEKTPOHHUS
JOKYMEHT U €JIEKTPOHHUTE YI0CTOBEPUTEIIHU YCIIYTU M 3aKOHA 32 eJIEKTPOHHOTO YIIPaBIICHHE.

(2) IpenmocraBsHeTo Ha wuHGOpMANUs W TMPHUEMAHETO HA 3asfBICHUS W JOKYMEHTH IIO
€JIEKTPOHEH BT CE€ M3BBPILBAT ClIeJl OCUTYpsIBaHE Ha ChOTBETHUTE TEXHHYECKM U OpPraHHW3aLMOHHU
YCIIOBHSL, KaKTO U HA CHOTBETHHUTE MPOTPAMHU MPOIYKTH.

IIpexoaHu U 3aK/IIOYUTESHH pa3nopeadn

§ 5. (1) TeproBuute, MOTYUUIU pa3pelIeHNE 32 THPTOBUS HA AP0 C JEKAPCTBA - MEIUIIUHCKU
u3aenus, uzaaaeHo cien 29 aexkemspu 2002 r. o pena Ha OTMEHEHHS 3aKOH 3a JIEKapCTBaTa U alTeKUTE
B XymaHHata MeaunuHa (00H., B, Op. 36 ot 1995 r.; 6p. 61 or 1996 r. - Pemenne Ne 10 nHa
Konctutynmonnus cb ot 1996 r.; usm., 6p. 38 ot 1998 r., 6p. 30 ot 1999 1., 6p. 10 o1 2000 1., O6p. 37
ot 2000 r. - Pemmenue Ne 3 na Koncrurymuonnus cbx oT 2000 r.; u3Mm., 6p. 59 ot 2000 1., 6p. 78 oT 2000
r. - Pemenne Ne 7 na Koncrurynuonnus csa ot 2000 r.; u3m., 6p. 41 ot 2001 r., 6p. 107 u 120 ot 2002
r.; mormp., 6p. 2 ot 2003 r.; u3m., op. 56, 71 m 112 ot 2003 1., 6p. 70 m 111 ot 2004 1., 6p. 37, 76, 85, 87,
99 u 105 ot 2005 r., 6p. 30, 31, 34, 75 u 105 ot 2006 r.; oT™., IB, Op. 31 ot 2007 T.), MO/IaBaT B CPOK
0 TPU Mecella OT BJIM3aHETO B CHJIA HA 3aKOHA 3asBJICHHE IO 00pasel] 3a CIy)KeOHO BIIMCBAaHE B
perucTbpa no wi. 81, KbM KOETO Mpujaratr JoKyMeHTute mo wi. 78, an. 1, . 1 u 2, an. 2, 7.3 u 4, u
JeKJIapaliys, 4e€ He € HaJIuIle MPOMSHA B aJipeca Ha MOMEIIEHUSTA 3a CbXPaHEHNE U ThPTOBUSI.

(2) B cpok 10 30 1HU OT mo/iaBaHe HA JOKYMEHTAIHATA 10 all. | U3MBbIHUTETHUSAT AUPEKTOP HA
MNAJI n3naBa pa3peleHue 3a TBproBys Ha €1p0 ¢ MEIULIIUHCKU U3IETH.

(3) C uznaBane Ha pa3pelIeHUEeTo Mo aji. 2 ce MpeKpaTsaBa U3IaJeHOTO MO peaa Ha OTMEHEHUS
3aKoH 3a JIeKapCcTBaTa M anTeKUTe B XyMaHHATa MEIUIIMHA pa3pelieHue 3a ThProBUs Ha epo.

§ 6. TwproBiute, moayymwinn OE3CPOUYHO pa3pellieHHe 3a THhPrOBHs Ha €Ipo C JIeKapCTBa,
mpaneHo cuen 29 nexkemBpu 2002 r. mo pega Ha OTMEHEHMS 3aKOH 3a JIeKapCcTBaTa M aNTEKHUTE B
XyMaHHaTa MEAUIIMHA, KOUTO ThPryBaT U ¢ MEIULIMHCKYU U3/I€NHs, IOAaBaT 3asiBJICHUE U JOKYMEHTAIUs
3a paspelieHue 3a ThProBUS Ha €IpO ¢ MEIUIIMHCKH HM3ICNHs MO pela Ha TO3W 3aKOH B Cpok 10 31
nexemBpu 2007 T.

§ 7. TwproBimre, MOJY4YHIH OE3CPOYHO pa3pelIeHHE 3a THPrOBHUsS HAa €ApPO C JIEKApCTBa,
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nznaneHo npeau 29 nexemBpu 2002 r. mo pena Ha OTMEHEHHs 3aKOH 3a JIEKapCTBAaTa M alTEKUTE B
XyMaHHaTa MEJUIMHA, KOUTO ThPryBaT C MEAULMHCKU U3ZEINs, [101aBaT 3asBICHUE U JOKYMEHTAIUS
3a pa3pelIeHre 3a ThPrOBMsI Ha €IpO C MEAUIMHCKU M3JENus 10 pela Ha TO3M 3aKOH B Cpok Jo 31
nexkemBpu 2007 r.

§ 8. 3asBieHMs 3a M3/1aBaHE Ha pa3pelleHUs 3a THPrOBUS HAa €Ip0 C MEIULMHCKU H3JEius,
NOJIaJICHN JI0 BJIM3AHETO B CHJIA HAa TO3W 3aKOH, C€ PAa3MIeXJAaT M NPHKIIOYBAT MIPU YCIOBUATA U IO
pena, NpeaBuIeH! B HETO.

§ 9. (1) U3mamenute mo peaa Ha OTMEHEHHUsI 3aKOH 3a JICKapCcTBaTa M alTEeKUTE B XyMaHHaTa
MeIUIMHA pa3pelieHus 3a ynorpeda Ha MEIUIIMHCKY M3/IEIHs Ce TPEeKpaTsaBar OT JAaTraTa Ha BIHM3aHE B
CHJIa Ha 3aKOHA.

(2) IIpouzBogurenure mno wi. 29, ain. 1 u 2 Ha MEAUIIMHCKU U3/ENUs, HA KOUTO € MPEKPATEHO
paspeleHreTo 1no peaa Ha an. 1, mojaBar yBeAOMIICHHE 1O oOpasel] 0 M3MBJIHUTEIHUS TUPEKTOp Ha
HNAJI B cpok 10 Tpu Mecena OT BIM3aHETO B CHJIA HA 3aKOHA.

§ 10. HannyHuTe KOJMMYECTBA MEAUIIMHCKH U3/ICIIHs, KOUTO HSIMAT OLIEHEHO ChOTBETCTBHE ChC
CBIIECTBEHUTE M3MUCKBaHUS 1O peaa Ha mupektuBu 90/385/EUO, 93/42/EO u 98/79/EO B cknamoBe 3a
THProBUsl HA €pO, alTEKU, JPOTePUH, ONTHKU M JAPYTd THPrOBCKA OOCKTH, MOTaT Ja ce MpOJaBaT 10
M3YEpIBAHETO UM, HO HE MO-KBbCHO OT €/1Ha TOJIMHA OT BJIM3aHETO B CHJIAa HA 3aKOHA.

§ 11. MenunuHcku U3aenus ce Cb3aaBaT, CbXpaHABaT U OOHOBSIBAT KaTo ABbpPKaBHU PE3CPBU U
BOCHHOBPECMCHHHU 3ariaCu IIpu YCJIOBUATA MW 110 pE€aa Ha 3akoHa 3a ABPIKABHUTEC PE3CPBHU U
BOCHHOBPEMCHHUTE 3allaCh U Ha dKTOBCTEC 11O HETOBOTO IIpUJIaraHe.

§ 12. MuHuCTEpCKUAT ChBET U3BBPIIIBA IPOMEHHU B ycTpoiicTBeHUTe npaBuiHuiy Ha MAJI u na
JIbp>kaBHATa areHUus 3a METPOJIOTHYEH M TEXHUYECKM HAA30p B TPUMECEYEH CPOK OT JEHS Ha
oOHapoBaHETO Ha 3aKoHa B "JIbprkaBeH BECTHHUK'.

§ 13. [lo3akoHOBUTE aKTOBE O MPUJIAraHETO HA 3aKOHA Ce U3/1aBaT B 6-MeCceueH CPOK OT JEHs
Ha oOHapoaBaHeTo My B "JIbpikaBeH BECTHUK'.

§ 14. B 3akoHa 3a uHTErpaiys Ha xopara ¢ yBpexaanus (06H., /IB, 6p. 81 ot 2004 r.; u3m., 6p.
28, 88, 94, 103 u 105 ot 2005 r., 6p. 18, 30, 33, 37, 63, 95, 97 u 108 ot 2006 r., 6p. 31 o1 2007 T.) Ce
NPABAT CICAHUTE U3MEHEHUS U JIONI'BJIHEHHUS:

1. Bun. 8 1.1 ce n3mens taka:

"l. perucTpupa JHIa, KOUTO OCBIIECTBABAT JEHHOCTH MO NPEIOCTaBsIHE Ha IOMOIIHU
CpeICTBa, MPUCIIOCOOIEHUS U ChbOPBKEHHS 3a XOpaTa ¢ YBPEXKAAHUS U MEAUIIMHCKU U3eusl, TOCOUEeHU
B chnuchuute mo ui. 35a, an. 1, W KOHTpOJIMpa CMAa3BaHETO Ha YTBBPACHUTE KPHUTEPHM 3a
MIPEAOCTABSIHETO UM;".

2. Bun. 15, an. 2 1. 8 ce U3MeHs Taka:

"8. Ha3HAyaBaHe HAa MEIUIIMHCKH U3]I€NHUs, IOMOIIHH CPEJICTBA U ChOPHKEHUS. "



3. Unen 35 ce u3MeHs Taka:

"Un. 35. (1) 3a mpemocTtaBsiHe HA TIOMOITHU CPEJCTBA, MPHUCTIOCOOJICHUSI U CHOPBKEHUS H
MEJIUIMHCKHU u3ienus 1o wi. 44, an. 3 AreHuusara 3a XxopaTa ¢ yBpeKJIaHus BOAM PETUCTHpP HA JIMIIATa,
OCBIIIECTBSIBAILN TE3U JCHHOCTH.

(2) HeliHocTHTE IO MPENOCTABSHE HA MTOMOLIHU CPEACTBA, IPUCIIOCOOIEHUS U ChOPBHKEHUS U
MEIUIMHCKH H3JeNs Ce W3BBPIIBAT OT JIMIA, PETUCTPUPAHU KAaTO THPrOBIHM IO HAIMOHATHOTO
3aKOHOJATEJICTBO Ha AbpKaBa WICHKA UM IbpkaBa 0T EBpoOIelickoTO HKOHOMHYECKO IIPOCTPAHCTBO.

(3) 3a BnmcBaHe B perucTbpa Mo aja. | juuata MmoAaBaT 3asBICHUE 10 WU3IMBIHUTEIIHUS
IUPEKTOp Ha ATEHIHMATA 3a XOpaTa C YBPEXKIaHUsS, KaTO IpuiaraT U HEOOXOAWMHUTE TOKYMEHTH,
orpezeneHu B Hapeadara 1o ai. 5.

(4) B cpok 510 enuH Mecell OT JaTtara Ha MO0JIaBaHe Ha 3asiBJICHUETO MO all. 3 M3MbIHUTEIHUSAT
TUPEKTOp Ha ATreHLHMATa 3a XOopaTa C yBpeXJaHUsS H3/laBa yJOCTOBEpPEHHS Ha JHIlaTa, BIUCAaHU B
perucTupa.

(5) MuHuCTBPBT Ha Tpyda M COLMalHATA MOJMTHKA H3/1aBa Hapenda 3a M3MCKBAHMSTA 3a
OCBILECTBSIBAHE Ha JCHHOCTUTE IO MPEJOCTaBsSHE HA IOMOIIHM CpPEACTBA, HPUCHOCOOICHUS U
CHOPBKEHUS 32 XOpaTa C yBPEXKAAHUS U MEIUIIMHCKU W3JIEHs], TOCOYeHU B CIUCHIMTE MO 4i. 35a, al.
"

4. Cp3gasa ce ui. 35a:

"Yn. 35a. (1) MuUHUCTBPBT Ha TpyAa U COLMAIHATA MOJUTHUKA CHIVIACYBAHO C MUHHUCTHpa Ha
3/IpaBeOIa3BaHETO YTBBPK/1aBa €XKETOIHO CIIMCHIHU Ha!

1. MOMOLTHUTE CPEICTBA, IPUCIIOCOOJIEHUS U ChbOPBKEHUS 3a XOpaTa C YBPEXKIaHUs;

2. MEIUIIMHCKUTE U3/ETHs, IPeHa3HAUCHH 3a XOpaTa C YBPEXKIaHUS.

(2) B cnyuail Ha CbMHEHHME JAadd €AUH MPOAYKT € MEIUIMHCKO H3/EJIe WM IIOMOIIHO
CPEICTBO, MPUCIIOCOOICHUE WM ChOPBKEHHE 33 XOpa C YBPEKIAHHS, MEKIYBEIOMCTBEHA EKCIEPTHA
KOMHUCHS, Ch3/a/IeHa ChC 3alI0BE/l HA MUHUCTBPA HA TPyAa U COLMAIHATA [TOJINTUKA U HA MUHUCTBPA Ha
3/IpaBeoIa3BaHeTo, 1aBa OKOHYATEIIHO CTAHOBUIIIE.

(3) YcnoBusitTa M penbT 3a paboTa HA KOMHCHSITA IO ajll. 2 C& ONPEICSISIT B MPaBUIHHKA 3a
IIpUJIaraHe Ha 3aKoHa."

5. B un. 44 an. 3 ce u3mMeHs Taka:

"(3) XopaTta ¢ yBpexaaHHs CbOOpPa3sHO CBOMTE MOTPEOHOCTHM MOraT Ja IoJy4yaBaT IeJIeBU
MTOMOIIN ¥ O0JIEKYEHHUS 3a TIOKYIIKa U PEMOHT Ha IMOMOIIHU CPEJICTBA, IPUCIIOCOOJIEHUS, ChOPBHKEHUS U
MEIULMHCKN H3/1eHs, TIOCOYEHH B CHHUCBHIUTE Mo wi. 35a, ain. 1, ¢ M3KIIOUEHHEe HAa METUIIMHCKUTE
U3JIEHs], KOUTO C€ 3aIljialliaT HalrbJIHO WM YacTHYHO oT HanuoHanHara 31paBHOOCUTypuUTEIHA Kaca."

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

"7. "IloMOIIHM CpENCTBa, MPUCHOCOOIEHUS U ChOPBHKEHU" ca MOcoOUs, MpelHa3HauYeHU OT
NPOU3BOUTENS Jla KOMIIEHCHpAaT 3aryOeHa WiIu yBpeaeHa (YHKIMS Ha YOBEUIKHM OpraH, C Iel
yBeJIMYaBaHE BBb3MOKHOCTHTE 3a caMOOOCIyXKBaHe, 3a M3BbPIUIBAHE HA TPYyJIOBa U Apyra JEHHOCT Ha
Xopara ¢ yBpexaaHus."

§ 15. B 3akona 3a 3apaBeto (00H., [IB, 6p. 70 ot 2004 1.; u3m., Op. 46, 76, 85, 88, 94 u 103 ot
2005 r., 6p. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 1., 6p. 31 0T 2007 1.) B § 1 OT MOMBIHUTENHATA

pasmopenda B T. 9, OykBa "3" mymara "nmekapctBa' ce 3aMeHsI ¢ "JIEKapCTBEHU MPOIYKTH U MEIUIIMHCKH
n3genus".

§ 16. 3akoHBT BIM3a B CHJIa OT JeHSA Ha OOHapojBaHeTo My B "/[bpkaBeH BECTHHK', C
M3KIIIOYEHHE Ha pa3nopendara Ha 4. 4, aji. 2, KosATo Biu3a B cuiia ot 29 nexemspu 2009 r.



3akoubT € mpuer ot 40-to Hapomuo cwbOpanme Ha 29 mait 2007 1. m e moamedaraH ¢
odunmanHus neyat Ha Hapoanoro crOpanue.

3aKJII0YMTEHHA Pa3nopendu
KbM 3AKOHA 3A UIBSMEHEHUE U JOIN'bJJHEHUE HA 3AKOHA 3A ME/IMLIMHCKUTE
N3AEJUA
(OBH. - IB, BP. 110 OT 2008 T".)

§ 51. MUHHCTEPCKUAT CHBET B CPOK 10 6 Mecela OT BIM3aHETO B CHJIA HA TO3U 3aKOH IIpHEMa
Hapezabara o wi. 30a, ai. 2.

§ 52. MUHHMCTBPBT Ha 3/IpaBEOIA3BAHETO B CPOK JO JIBa MEcCela OT BIM3aHETO B CHJIa HAa TO3HU
3aKOH IpHueMa Hapeaoarta mo wi. 32a.

§ 54. Pasnopenbure va § 1, 1. 1, § 2,5, 8,10, 15,§ 16, 1.3,4u 5, § 17, 18, 20, 21, 22, 23, 24,
25,26,27,31,45,47u § 50, T. 1, 6ykBu "a", "6", "B" u T. 2 Bnu3ar B cuna ot 21 mapt 2010 .

IMpexoanu u 3aKII0OYUTETHHA pa3nopeon
KBbM 3AKOHA 3A UBSMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A 3JIPABETO

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

§ 96. 3akoHBT BIM3a B CHJIa OT JeHS Ha OOHapoaBaHeTo My B "JlbpkaBeH BECTHHK', C
U3KIIIOYEHHE Ha:

1. maparpadu 3, 5, 6 u 9, xouto Biau3at B cuia ot 1 auyapu 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, xourto Biau3ar B cuiia ot 1 roau 2009 r.;

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

IIpexoaHu U 3aKIIOYUTESTHH pa3nopeadn
KbM 3AKOHA 3A UBMEHEHUE HA 3AKOHA 3A TYPU3MA

(OBH. - 1B, BP. 82 OT 2009 I"., B CWJIA OT 16.10.2009 T".)

§ 59. 3akoHBT BIM3a B CHJIA OT JIeHs Ha 0OHapoABaHeTo My B "/Ibp:kaBeH BECTHHUK'.

IIpexoaHu U 3aKIIOYUTESTHH pa3nopeadn
KbM 3AKOHA 3A UBSMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 98 OT 2010 T'., B CWJIA OT 01.01.2011T".)

§ 121. 3akonsT Biam3a B cuia ot 1 aryapu 2011 r. ¢ u3kitoueHue 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, 1.3,4,5,7u8,§ 105, 1.1,3u5,§107,1. 1,2, 3,4, 6,06ykBa "a", 1. 7, 10, 11, 13 u 15,
oyksa "a", § 109, 110, 112, 113, § 115, 1.5,§ 116, 7.4u 6,§ 117, 7. 5u7u § 118, 1. 1, KOUTO BNIM3aT B
CHJIa OT JIeHs Ha 0OHApOIBaHETO Ha 3aKoHa B "/IbpkaBeH BECTHUK";

2. maparpad 102, 1. 1, 2 u 6, xourto Biu3at B cuna ot 1 mapt 2011 r;

3. maparpacdu 22, 1. 1 (oTHOCHO 4. 36, an. 1, uspeyenne BTOpo), § 37, § 48, 1. 2, § 51 u 59,



KouTO BiM3aT B criia oT 1 roam 2011 r.;
4. maparpad 107, 1. 15, 6ykBa "6", koiTo Bimm3a B cuia oT 30 cenremBpu 2011 r.

3aKJII0YMTEHHA Pa3nopendu
KbM 3AKOHA 3A UIBMEHEHUE U JOII'bJHEHHUE HA 3AKOHA 3A MEJUIIUHCKUTE
N3AEJUA
(OBH. - IB, bP. 39 OT 2011 T"., B CUJIA OT 01.01.2012T".)

§ 4. B cpok 110 1Ba Mecela OT BJIM3aHETO B CHJIa HA TO3U 3aKOH MUHUCTEPCKUAT ChBET MpHUeMa
Hapezabara o wi. 30a, ai. 3.
§ 5. 3akoHbT BiM3a B cuia ot 1 auyapu 2012 1.

IIpexoanu u 3aKIIOYUTESTHU pa3nopeadn
KBbM 3AKOHA 3A UIBMEHEHUE U JOII'bJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MPOAYKTU B XYMAHHATA MEJIUIIUHA

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

§ 84. 3akoHbT BIM3a B cuja OT JieHS Ha OOHapoaBaHeTo My B "JIbp)kaBeH BECTHHK' C
U3KIIoUeHue Ha § 65, kolito Bin3a B cuia ot 30 cenremBpu 2011 r.

IMpexoanu u 3aKII0OYUTETHHA pa3nopeon
KBbM 3AKOHA 3A UBSMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A MEJIUIITUHCKHUTE
WU3IEJIUS

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

§ 28. 3asgBiaeHuATa 3a HU3J1aBaHC Ha pa3pCHICHUA HIJIM YOAOCTOBCPCHUA 3a TBPTOBHA Ha €ApPO C
MCIUIHUHCKU U3CJIMA, IOAaICHU 10 BJIM3aHCTO B CHUJIa HAa TO3W 3aKOH, CC pa3rjicKaar Mnmpr yCJIOBHUATA U
o peaa, NpeABUJACHU B HETO.

IIpexoaHu U 3aKIIOYUTESTHH pa3nopeadn
KBbM 3AKOHA 3A UBSMEHEHUE U JOITbJIHEHHUE HA 3AKOHA 3A 3ALHIUTA OT
BPEJHOTO Bb3JIEMCTBUE HA XUMHWYHUTE BEIIIECTBA 1 CMECH

(OBH. - 1B, BP. 84 OT 2012 T'., B CWJIA OT 02.01.2013T".)

§ 13. EnexTtpuyeckoTo W €IEeKTPOHHOTO O0OOpyJIBaHE, KOETO HEe TMomajaa B o0XBaTa Ha
npunokenus Ne 1 u 2 xpM Hapenbara 3a m3nckBaHHsTa 3a MyCKaHE HA MMaszapa Ha €JIEKTPUUYECKO H
€JIEKTPOHHO 000py/ABaHe M TPETUPAHE U TPAHCIIOPTHPAHE Ha OTMAIbIH OT €JIEKTPUUYECKO U €JIEKTPOHHO
obopynBane (060H., IIB, 06p. 36 ot 2006 r.; u3Mm., 6p. 57 ot 2006 1., 6p. 53 o1 2008 ., O6p. 5 0T 2009 1. M
Op. 29 ot 2011 r.), HO HE CHOTBETCTBA HAa M3MCKBaHUATA Ha TaBa neta "a" u Hapenbara mo wi. 211, an.
1, Moke 1a MPOABIKU J1a ce MpeAocTaBs Ha ma3apa a0 22 ronu 2019 r., ako ToBa € B CbOTBETCTBHE C §
12, T.1-5.

§ 14. MuHHCTEpCKHAT ChBET NpHeMa HapeabaTta mo 4wi. 217, an. 1 B TpuMeceyeH CpPoK OT
00OHapOBAaHETO Ha TO3M 3aKOH B "JbpikaBeH BECTHUK'.

§ 15. 3akonsT BIM3a B cuia ot 2 ssuyapu 2013 r.



IIpexonnu u 3aKIOYUTESTHU pa3nopendon
KbM 3AKOHA 3A UIBMEHEHUE HA 3AKOHA 3A 3ABPAHA HA XUMHUYECKOTO
OPBXKUE U 3A KOHTPOJ HA TOKCUYHUTE XUMHNYECKU BEHLIECTBA U TEXHUTE
HPEKYPCOPHU

(OBH. - 1B, BP. 14 OT 2015 T.)

§ 20. B 3akona 3a megutmHckuTe uznenus (o6H., J1B, 6p. 46 ot 2007 r.; u3m., 6p. 110 ot 2008
r., 0p. 41 u 82 ot 2009 1., 6p. 98 oT 2010 r., O6p. 39 1 60 ot 2011 r., O6p. 54 1 84 oT 2012 r.) HABCIKBAC
IyMuTe "MUHMCThpa Ha HMKOHOMHMKATa, €HEpreTukara v Typu3Mma' ce 3aMeHAT C "MHHUCTbpA Ha
MKOHOMHUKATA".

3aKJII0YUTETHHE pa3nopendu
KBbM 3AKOHA 3A UIBMEHEHUE U JOII'bJIHEHUE HA 3AKOHA 3A MEJUIIUHCKHUTE
N3AEJUS
(OBH. - 1B, BP. 38 OT 2015 T'., B CWJIA OT 26.05.2015T".)

§ 32. 3akoHBT BNIK3a B CUJIA OT JIeHSI HAa OOHapoABaHETO MYy B "/IbpkaBeH BECTHUK".

IMpexoanu u 3aKII0OYUTETHH pa3nopeon
KBbM 3AKOHA 3A UBSMEHEHHUE N I[OH'I)JIHEHI/IE HA 3AKOHA 3A
BETEPUHAPHOMEJIUIIMHCKATA JEUHOCT

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

§ 103. 3akoHBT BIM3a B CWiIa OT JeHS Ha oOHapoaBaHeTo My B "JIbp)aBeH BECTHHK', C
u3KiIoueHue Ha § 24 - no otHoueHue Ha wi. 118, an. 2 u 3, kourto Biu3ar B cuna ot 1 stHyapu 2018 r.

IIpexonnu u 3aKJII0YHMTETHE Pa3nopeaAdH
KBbM 3AKOHA 3A UIBMEHEHUE U TOIIbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MMPOAYKTHU B XYMAHHATA MEJUIINHA

(OBH. - 1B, BP. 84 OT 2018 I'., B CWJIA OT 12.10.2018T".)

§ 70. Pa3pemniennTe 10 BIM3aHETO B CHJIA HA TO3H 3aKOH KJIMHHYHU U3IUTBAHUS C JICKAPCTBCHH
MPOJYKTH, CHABPKAIIM HAPKOTHYHU BEIIECTBA, C€ MPOBEXIAT B JIeUeOHUTE 3aBElEHUS, 32 KOUTO ca
MOJTYYEHU Pa3pelICHHs 3a MPOBEXK/IaHE HA ChOTBETHUTE KIIMHUYHU UMM TBAHUS 110 IOCETAITHHS PEI.

§ 78. 3akoHBT BIM3a B CHWJa OT JIeHS Ha OOHapojBaHeTo My B "JlbpkaBeH BeCTHUK" C
m3KkroueHne Ha § 5, § 7-12,8§ 14 -21,§27-30,831,1. 2,8 32,8§39-41,§56,§60u § 66, 1.1 -8,
10, 12, 15 - 17, 19 - 22, xouTo BIM3aT B cCHjIa 6 Mecema ciie/l MyOIMKyBaHe Ha ChOOIIEHUETO 1m0 WI. 82,
naparpad 3 ot Pernament (EC) Ne 536/2014.

IMpexoanu u 3aKJIOYUTESHN pa3nopendon
KBbM 3AKOHA 3A BIOJ’KETA HA HAITMOHAJIHATA 3JPABHOOCUT'YPUTEJIHA KACA
3A 2019T.

(OBH. - 1B, BP. 102 OT 2018 I'., B CMJIA OT 01.01.2019T".)



§ 43. 3akonsT Bnu3a B cuiia ot 1 ssHyapu 2019 r., ¢ u3KIIO4eHHUE Ha:

1. maparpad 29, 1. 13, 6yka "0", T. 14 u 15, § 30 u § 42, 1. 2, KOWTO BIM3aT B CUJIA OT JICHS Ha
oOHapoBaHETO HA 3aKoHA B "J[bp)kaBeH BECTHUK";

2. maparpad 28, T. 6 - 12 uT. 14 - 19, § 35, T. 3, ¢ U3KIFOYCHUE HA WI. 7a, al. 4 ¥ 4I. 7B, al. 4,
T.51u6,T.8-22uT. 36-40,§ 41, 1.2 -8, 1.9, 6ykBu "a" u "B" u 1. 10, KouTO BIM3aT B cuja ot |
anpun 2019 r.;

3. maparpad 29, T. 5, 6ykBa "a" oTHOCHO aymHTe "M Ype3 OroKeTa Ha MHHHCTEPCTBOTO Ha
3/paBeola3BaHETO  3a  3alljjalllaHe Ha  MEIUMLUUHCKUTE  M3J€Ius, IOMOUIHUTE  CpE/ICTBa,
MPUCIIOCOOJICHUATA U ChOPHKEHUATA 32 X0OpaTa ¢ yBpexaanus'", T. 9, 6yksa "a" 0OTHOCHO TymMuUTE "KaKTO
U MEIWIMHCKM W3JETus, IOMOIIHU CpPEICTBAa, IMPUCIOCOOIECHUS M CHOPBKCHHS 3a Xopara C
yBpexaanusa", T. 9, OykBa '"r" OTHOCHO AyMHTE "W TOMOITHUTE CPEICTBA, MPHUCIOCOOICHHUATA H
ChOPBKEHUSATA 32 XOpaTa C YBPEXJIaHUS" M OTHOCHO AyMHUTE "KaKkTO U C JIMIATa, OCHIIECTBSIBALIU
JICHOCTH IO MPEIOCTaBsIHE U PEMOHT HAa MEIMLUHCKU U3/ENusl, TOMOIIHHU CPEICTBA, IPUCIIOCOOTICHHUS
U ChOPBKEHHUS 3a XOpa C YBPEXKIAHUSA, PETUCTPUPAHM KAaTO THPrOBLUM U BIUCAHU B PETUCTHpPA Ha
JIUIaTa, OCBHIIECTBSABALIM JEWHOCTH IO TMPEIOCTaBsiHE M PEMOHT Ha TIOMOIIHU CpPEICTBa,
MPUCIIOCOOJICHMSI, ChOPHKEHUSI U MEIWIIMHCKHA U3JSNHS 3a Xopara ¢ yBpexmanus" u 1. 9, Oyksa "x"
OTHOCHO an. 15, 1. 3 u an. 16 OTHOCHO AymHTe "KakToO M C JMIaTa, OCHUIECTBABAILIU JIEWHOCTU IO
MPEAOCTaBsIHE W PEMOHT Ha IIOMOIIHU CPEJCTBA, IMPHUCIOCOOJEHUS, CHOPBKEHUS M MEAUIUHCKU
U3JIeHs 32 XOpa C YBPEXKIaHUs, PErUCTPUPAHU KAaTO THPTOBLU M BIHCAHU B PETMCTbpa Ha JUIATA,
OCBIIECTBSIBAIM JEHHOCTU IO NPEJOCTAaBIHE W PEMOHT Ha IOMOIIHU CPEJICTBA, IPUCIIOCOONIECHMUS,
ChOPBKEHUS U MEIUIIMHCKU HW3JIeHs 3a XopaTa C yBPEXAaHMUS - 3a 3aIulaljaHe Ha MEAUIUHCKH
U3JIeIMs], TIOMOIIHU CPENICTBA, IPUCIIOCOOJIEHNSI U ChOPBKEHUS 3a Xopa ¢ yBpexnaanusa", T. 25, OykBa
"a" - an. 1, T. 13 OTHOCHO AymMHTE "TIOMOIIHM CPEICTBA, MPUCIIOCOOJICHUS U ChOPBKEHUS 3a Xopara ¢
yBpexkaanus" u T. 25, 6ykBa "0" OTHOCHO aj. 4 OTHOCHO JyMHUTE "W JUIaTa, OCHIIECTBIBAIIN JCHHOCTH
M0 TPEJOCTaBIHE U PEMOHT HAa MEIUIMHCKU W3JeJHs, TMOMOIIHU CPEICTBA, MPHUCIOCOOICHUS H
CHOPBKEHUS 32 XOpa C YBPEKIAHUS, PETUCTPUPAHH KATO THPTOBIM M BIHCAHU B PETUCTHpA HA JIMIIATA,
OCBIIECTBSIBAIA JEHHOCTH IO TPEJOCTaBIHE W PEMOHT Ha TOMOIIHHM CPEACTBA, MPHUCIOCOOIEHUS,
CbOPBKEHUS M MEIULMHCKA U3JeNHs 3a XopaTa ¢ yBpeXAaHus" W "M TOMOIIHM CPEACTBA,
NPUCIIOCOOIEHNS U ChOPBKEHHUS 3a Xopara ¢ yBpexaanusa"', § 36 u § 37 orHocHo un. 14, an. §, 1. 2,
OykBa "0", kouTo Biu3aT B cwia ot 1 suyapu 2020 r.

IMpexoanu u 3aKII0OYUTETHH pa3nopeIon
KbM 3AKOHA 3A XOPATA C YBPEXKXJAHUSA

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

§ 28. 3akonbT BiM3a B cuia ot 1 ssayapu 2019 r., ¢ u3kitoueHue Ha:

1. unen 73, an. 3 u § 16 u 18, xourto Bnu3at B cuna ot 1 ssHyapu 2020 r.;

2. maparpad 7, aj. 6, KOSTO BIM3a B CHJIa OT JICHS Ha OOHApOJIBAaHETO Ha 3aKoHa B "J[bprkaBeH
BECTHHK";

3. maparpadu 12 u 13, xouto Biu3art B cwia ot 1 sayapu 2021 r.

IMpexoanu u 3aKJIIOYUTEHN pa3nopendon
KBbM 3AKOHA 3A UBSMEHEHUE U TIOITbJIHEHUE HA 3AKOHA 3A JTIEKAPCTBEHUTE
NPOAYKTHU B XYMAHHATA MEJIUILINHA

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



§ 78. (1) Ilog3akoHOBUTE HOPMATHBHU aKTOBE IO MPHJIATaHETO Ha TO3M 3aKOH, 3aKOHa 3a
3/IpaBHOTO OCUTYpsIBaHE, 3aKOHA 332 MEAMLMHCKUTE M3JIEIMs U Ha 3aKOHA 3a XopaTa C YBPEKIaHUS ce
IpreMar, CbOTBETHO M3/1aBaT U MPUBEXKIAT B CbOTBETCTBHUE, B CPOK 0 TPU Mecella OT BIM3AHETO B CUJIa
Ha TO3M 3aKOH.

(2) Mo mnpuemaHeTo, CHOTBETHO MW3/1aBaHETO, U MPHUBEXKIAHETO B CHOTBETCTBHE Ha
[10/13aKOHOBUTE HOPMAaTHBHHU aKTOBE 0O ajl. | ce mpuiarar AeicTBalUTE MOA3aKOHOBHM HOPMATHBHU
aKTOBE, TOKOJKOTO HE MPOTHUBOPEYAT HA ChOTBETHHS 3aKOH.

[Tpunoxxenne kpM wi. 15, an. 1

PesieBanTHH akTOBE 0T EBpOMNEiicKOTO 3aKOHOAATEICTBO

z!HpeKTHBI/IZ

JIMPEKTUBA 2007/47/EO HA EBPOIIEMCKUS ITAPJIAMEHT U HA CBBETA or 5
cenrremBpu 2007 roauHa 3a uaMeHenue Ha Jlupexrusa 90/385/EMO na CbBera OTHOCHO cOJIMKaBaHEe Ha
3aKOHOJIATEJICTBOTO Ha JIbPKABUTE-WICHKH, CBHP3aHO C AKTHUBHUTE HWMIUIAHTUPYEMH MEIUITUHCKU
mznenusi, Ha [upexktuBa 93/42/EMO na ChbBeTa OTHOCHO MEIUIIMHCKUTE W3Jenus U Ha JupekTuBa
98/8/EO 0THOCHO MyCKaHETO Ha na3apa Ha OMOLUIN

JIMPEKTUBA 2006/42/EO HA EBPOIIEMCKUSI ITAPJIAMEHT U HA CBHBETA ot 17 maii
2006 rogrHa OTHOCHO MAIIMHKUTE U 32 n3MeHeHne Ha JlupextuBa 95/16/EO (mpepaboTeH TEKCT)

JIMPEKTUBA 98/79/EO HA EBPOIIEMCKHS TIAPJJAMEHT U HA CBHBETA or 27
okToMBpH 1998 ronrHa OTHOCHO TUArHOCTUYHUTE MEIUITMHCKH H3IENHS in Vitro

JIMPEKTUBA 95/16/EO HA EBPOIIEMCKUS ITAPJIAMEHT 1 CBhBETA ot 29 toru 1995
rojIMHa 3a COMMKaBaHe 3aKOHOIaTeICTBaTa Ha IbP/KaBUTE-WIEHKH OTHOCHO aCaHChOPHUTE (oTm.)

JIMPEKTUBA 93/42/EMO HA CBBETA ot 14 ronn 1993 roguHa OTHOCHO MEIMIIMHCKHUTE
W3NS

JIMPEKTHUBA 90/385/EMO HA CBBETA ot 20 roau 1990 roauaa oTHOCHO cOMMXaBaHe Ha
3aKOHOJIATEJICTBOTO Ha JIbPKABUTE-WICHKH, CBHP3aHO C AKTHBHUTE HWMIUIAHTUPYEMH MEIUITUHCKH
W3enus

JIMPEKTUBA 89/686/ENO HA CbBETA ot 21 nekemBpu 1989 roguHa oTHOCHO cOMMKaBaHe



Ha 3aKOHOJATENICTBATa HAa JIbpPXKABUTE-WICHKH B oOnacTra Ha nuuyHHTe npeamasHu cpenctBa (JIIIC)

(orm.)

Perjiamenru:

PEI'JTAMEHT (EC) 2016/425 HA EBPOIIEMICKUS TTAPJIAMEHT U HA CBHBETA ot 9
mapt 2016 roguHa OTHOCHO JIMYHUTE MpEaNa3Hu CpeAcTBa U 3a oTMsaHa Ha [lupextuBa 89/686/EMO Ha
CeBera

PEI'JTAMEHT 3A U3ITBJIHEHUE (EC) Ne 920/2013 HA KOMUCHSATA ot 24 centemBpu
2013 romumua 3a ompeAeisHE M HAONIOJACHHE Ha HOTH(UIMpPAHUTE OpraHu ChIiacHo JlupekTuBa
90/385/EMO na CbBeTa OTHOCHO AKTUBHHTE HMMIUIAHTHPYEMH MEIMLMHCKH u3aenus u JlupekruBa
93/42/EVO na CpBeTa OTHOCHO MEIUIIMHCKUTE U3IEIUS

PEI'JTAMEHT (EO) Ne 1882/2003 HA EBPOIIEMCKUS ITAPJJAMEHT M HA CBHBETA ot
29 centemBpu 2003 romuna 3a amantupane kpMm Pemenne 1999/468/EO na ChBeTa Ha pazmopenaodouTte
OTHOCHO KOMMTETHUTE, KOMTO moanomarar Komucusita npu ynpaxHSBAaHETO HA HW3MbBIHUTEIHUTE U
MIPABOMOIIIHS, OMpEeNIeHd B aKTOBETE, KOMTO MOAJEKAT Ha Mpolleaypara, mocoueHa B uieH 251 ot
Horosopa 3a EBpornelickaTta 00IIHOCT



