3AKOH 3A MEJULMHCKUTE WU3JEJUS

B cuna om 12.06.2007 2.
Oo6n. JIB. op.46 om 12 FOnu 2007z., usm. /JB. 6p.110 om 30
Jexemepu 20082,

I'maBa repBa.
ObIIUA ITOJIOKEHUA

Paznen I.
OO0 pazrnopenou

Y. 1. (1) To3u 3aKk0oH ypexa:

1. ycrnoBusATa M peia 3a IMycKaHe Ha Maszapa W/WiM TycKaHe B JEHCTBHE Ha
MEUIUHCKU U3ICINS;

2. 3aJbJDKEHHATA Ha TIPOU3BOIUTEISI, HA HETOBHS YITHJIHOMOILCH TPEICTABUTEN U HA
BHOCHTEIIS] HA METUIIUHCKU H3/ICIHS;

3. ycnoBusTa M pena 3a U3JAaBaHE Ha Pa3peIICHHUs 3a OLICHSBAaHE ChOTBETCTBHETO Ha
MEULIUHCKUTE H3/ICIIHS;

4. ycnoBusiTa M pela 3a M3BHPIIBAHE HA KIMHUYHU W3MHUTBAHHS Ha MEIUIMHCKU
U3IeNus;

5. ycroBusiTa U pejia 3a U3BBPUIBAHE HAa THPrOBUS HA €PO C MEAMIIMHCKH U3CIHS;

6. Ha30pa Ha TMa3apa Ha METUIIMHCKH H3IeITHS;

7. cucremara 3a yBeJIOMsIBaHE M OLICHSIBAHE HAa WHIMICHTU/TIOTCHIIMAIHN HHIUICHTH,
CBBP3aHH C MEIUIINHCKY H3ICITHS.

(2) Lenra Ha TO3M 3aKOH € J]a TapaHTHpa IIyCKaHETO Ha Na3apa u/Wiu B ACHCTBHE Ha
MEIULIUHCKA W3eNusi, KOUTO HE 3acTpallaBaT JKMBOTa W 3JpaBeTO Ha Ial[MEHTUTE, Ha
MEIUIIMHCKUTE CICHUAINCTH WIA Ha TPETH JIMIA, KOraTo M3JCIHATa C€ H3IOJI3BaT 10
IpelHa3HAauYeHHe W Ce ChXpaHsBaT, pasNpOCTPaHIBAT, HWHCTAJIMPAT, HMIUIAHTUpPAT |
HOJTBPKAT B CHOTBETCTBHE C MHCTPYKIIMUTE HA POU3BOIUTEIINTE.

Yn. 2. (1) B 3aBUCHMOCT OT MpeaHA3HAYEHOTO OT MPOU3BOAMTENS ICHCTBHE
MEAUIIMHCKUTE U3/ICTHUS CE Pa3eliirT Ha!

1. yH BUTPO MUArHOCTHYHU MEIUIIMHCKHU U3ICTTH,

2. aKTUBHU UMIUTAHTUPYEMHU MEAUIIMHCKU U3CIHS,

3. MEIMIIMHCKY U3JIeTUs, Pa3IMYHH OT TOCOYeHUuTe B T. 1 1 2.

(2) Memununackute w3aenaus mo ai. 1, 7. 1 B 3aBUCUMOCT OT MOTCHIIHATHUS PHCK,
CBBP3aH C TSX, CE TPYNMUpaAT B CIHCHK A, cuchbk b M m3menus 3a camMOTeCTyBaHE U JAPYTH
TpyIH, ONpeaesneH B Hapeaoure mo wi. 18.

(3) MemumunackuTe u3geaus mo ai. 1, T. 3 B 3aBHCHMOCT OT MOTEHI[HATHUS PHCK,
CBBp3aH C TAX, ce pazaensT Ha kimacose |, lla, 116 u Il cprmacHo kmacupukannoHHUTE
MpaBuJjia, ONPECIICHH B HapeaouTe mo 1i. 18.
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(4) (U3m. - IB, 6p. 110 ot 2008 1., B cuiia ot 21.03.2010 r.) Koraro npou3BOaUTEIST
U HOTU(PUUIMPAHUAT OpraH, ONpeAesieH MO pena Ha TIjaBa 4YeTBbPTa, HUMaT pPa3IUnYHU
CTaHOBHIIA MPHU MPUIATAHETO HA KIACH(PUKAIMOHHHUTE TMpaBuia mo an. 3, M3meiaurenHaTa
arenrus o jgekapcreara (MAJI) B3ema perenne. Koraro mpernenu, ye € HCOOXOAUMO U TPH
HaIM4YME Ha YycloBUATa 1Mo wi. 6a, T. 1 wm 2, MAJI u3rorBs MOTHBHpPAHO HUCKaHE [0
EBporneiickara komucHs 3a mpeanpueMane Ha HEOOXOAUMUTE MEPKH.

(5) (U3m. - 1B, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) IIpu HEOOXOAUMOCT OT
MpUBEXJIaHE Ha KIacM(UKALWOHHUTE MpaBuia MO ajl. 3 B ChOTBETCTBHE C Pa3BUTHETO Ha
HOBH TEXHOJIOTMH W/WJIM B ChOTBETCTBHE ¢ MH(OpMAIIKs, IMOJIyueHa Mo pejia Ha TJiaBa ceMa,
MNAJI u3rorBs MOTUBHpPAHO HCKaHE 3a TIpeANpUeMaHe Ha HEOOXOAMMHUTE MEPKH, KOETO Ce
peaocTass Ha EBporelickaTta KOMUCHS.

Un. 3. M3uckBaHusITa KbM MEIUIIMHCKUTE H3ACTUS, OMPECIICHN MO0 TO3HM 3aKOH, Ce
npuiarar 1 3a:

1. npuHAAIEKHOCTH KBM TE€3U U3AEINS;

2. u37enus, KOUTO BKIIIOYBAT KaTO HEpa3JesiHa YacT BELIECTBO, KOETO, U3IMOI3BAHO
OTJICTHO, MOXE Ja ObJie ONpeNeseHO KaTo JEKAapCTBEH MPOAYKT MO CMHUCHIA Ha 3aKOHA 3a
JIEKAPCTBEHUTE MPOJAYKTH B XyMaHHaTa MEIULMHA M YUETO ACHCTBUE BBbPXY OpraHuU3Ma €
CIIOMAaraTesiHo Mo OTHOILIEHWE Ha OCHOBHOTO IMpeAHa3HAYEHUE HA U3JIETUETO;

3. u3genus, KOWTO BKIIIOYBAT KAaTO Hepas/eiHa 4YacT BEIIECTBO, MOJYYEHO OT
YOBEIIKAa KPHB HIIM TIa3Ma, KOETO, M3MOI3BAHO OTACIHO, MOXKE Ja ObJie OMpeNeleHO KaTo
ChCTaBKa Ha JICKAPCTBEH MPOAYKT WM KaTO JIEKAPCTBEH MPOIAYKT IO CMUCHJIA Ha 3aKOHA 3a
JIEKApCTBEHHUTE MPOJYKTH B XyMaHHaTa MEIULIMHA M YUETO ACHCTBUE BbpPXY OpraHu3Ma €
CIIOMAraTesHo MO OTHOLIEHWE Ha OCHOBHOTO IPEAHA3HAYEHUE HA U3JIEIUETO;

4. u3nenusi, C MOMOIITA HA KOUTO C€ IMPHJIaraT JICKapCTBEHU MPOIYKTH.

Yn. 4. (1) Koraro majsieH mpoayKT momajaa B MPUIOKHOTO TOJIC Ha TO3M 3aKOH M Ha
Hapeabara mo 4wi. 7/ OT 3aKOoHa 3a TEXHUYECKHTE W3UCKBAHHUS KBM MPOIYKTHUTE, OTHOCHO
JUYHUTE TPEANa3Hu CpeacTBa, BbBexaamia Jupekrusa 89/686/EMIO na ChBera, 3a HEro ce
MpHUJIaraT U ChOTBETHUTE OOINM U3UCKBaHUS 3a 0€3011aCHOCT, ONpeAeNieH! B HapeabarTa.

(2) (B cuma ot 29.12.2009 r., u3m. - JIB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010.)
Koraro MemuiuHCKO W3[enue Tomajga W B MPUIOKHOTO MMOJIe Ha Hapendara mo 4ia. / OT
3aKkoHa 3a TEXHUYECKUTE U3UCKBAHUS KbM MPOAYKTHTE, BbBeKAama Jupexktusa 2006/42/EO
Ha EBponeiickus mapmamenT u Ha CbBera oT 17 maii 2006 r. OTHOCHO MalIMHHUTE U 32
n3menenne Ha JlupektuBa 95/16/EO, u chiecTByBa pHCK IMpH ymoTrpedata My, 3a HEro ce
MpuJiaraT ¥ ChOTBETHUTE CHINECTBEHU M3MCKBAaHUs 3a OE30MACHOCT, ONpPE/ICTICHU B HEs, B
CIIydauTe, KOraTo T€3W M3MCKBAaHUS ca MO-CHEeU(UUHN OT IMOCOYCHHUTE B HapemdaTa 1Mo Wi.
18.

Y. 5. (1) To3u 3akoH He ce npuiara 3a:

1. (mom. - 1B, 6p. 110 ot 2008 r.) nekapCcTBEHH MPOIYKTH IO CMUCH/IA Ha 3aKOHa 3a
JIEKapCTBEHHUTE MPOAYKTH B XyMaHHATa MeAuIiMHa. [IperieHkara gand JajaeH MpoayKT Momaaa
B MPUJIOKHOTO TOJIC HAa TO3HM 3aKOH WJIM B MPUJIOKHOTO TMOJIe Ha 3aKOHA 3a JIGKAPCTBCHUTE
NPOJYKTH B XyMaHHATa MEIUIIMHA CE€ M3BBPIIBA Bh3 OCHOBA HA OCHOBHOTO MpEIHA3HAYCHHUEC
Ha MPOJYKTA.;
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2. MEIUIIMHCKH U3JIENNS, KOUTO ca Hepas/elTHa YacT OT JIKAPCTBEHU MPOIYKTH U ca
MpeAHa3HauYeH! OT MPOU3BOIUTENS 32 THOKpaTHA YIIOTpeOa eTMHCTBEHO B TO3U BHI;

3. KO3BMETUYHH MPOTYKTH TI0 CMUCHIIA Ha 3aKOHA 32 3]JPaBETO;

4. (mom. - JIB, 6p. 110 or 2008 r.) opraHd, ThbKaHW WM KJIETKA OT YOBEIIKH
MPOU3XO0J, TMPEAHA3HAUCHU 32 TPAHCIUIAHTAIMS, KAKTO W TPOAYKTH, BKIIIOYBAIIU WIH
MOJTY4eHU OT THKAHM WM KIETKH OT YOBEIIKH IPOM3XOJ IO CMHCHJIa Ha 3aKoHa 3a
TpaHCIUIAHTAIMS Ha OPTraHu, ThKAaHU U KIETKH, C M3KIIOYCHUE HAa MEAUIIMHCKH U3/IETHS 110 YIL.
3, 1.3

5. opraHu, ThKaHM WM KJIETKH OT JXKUBOTHHCKH TIPOHM3XOJ], MPEAHA3HAUYCHU 3a
TpaHCIJIAaHTAIMs, OCBEH aKO MPU MPOU3BOJICTBOTO Ha MEAUIIMHCKOTO U3JIEIUE € M3MOJI3BaHa
HEXXM3HECTIOCOOHA J>KMBOTMHCKA THKAH WM HEKU3HECIIOCOOHU TMPOIYKTH, TMOIYYEHH OT
JKHBOTHHCKA THKaH,

6. KpbB, KPHBHU CHCTABKU OT YOBEIIKH MPOU3XOJ MO CMHCHIA HA 3aKOHA 32 KPHBTA,
KPBBOJAPSIBAHETO M KPBHBOMPEIMBAHETO, KAKTO W 32 M3JEHI, KOUTO B MOMEHTA Ha IyCKaHe
Ha Ta3apa ChAbPKAT KPHBHU MPOAYKTH, TUIa3Ma WM KPBBHU KIETKH, C M3KIIOYCHHE Ha
MEIUIIMHCKA U3IEINA 110 YI. 3, T. 3;

7. METUIIMHCKY M3AETUs 10 Wi. 2, an. 1, T. 1, KouTo He ca MpeaHa3HAYCHH 32 ITyCKaHe
Ha Ta3zapa, M3MOJI3BAT CE Ha MSCTOTO Ha MPOU3BOJCTBO M aKO CE€ M3IIOJI3BAT B OOEKTH B
HEMOCPEACTBeHa OMU30CT J0 HEro, COOCTBEHOCTTa BHPXY TSAX HE C€ MPEXBBHPIJS HA APYro
IOPUTAYECKO JTHIIE.

(2) B cnyuaute mo an. 1, T. 2 uzgenueTo TpsOBa Ja OTroBaps HAa W3MCKBAaHUATA HA
3akoHa 3a JIGKQpCTBEHUTE MPOJIYKTH B XyMaHHaTa MeaunuHa. ChIIECTBEHUTE W3UCKBAHUS,
OTIpe/IeTICHU TI0 pejla Ha TO3H 3aKOH, Ce IMpUJIaraT caMo MO OTHOIIEHUE Ha XapaKTePUCTHKUTE,
CBBP3aHU ¢ 0€301MacHOTO (PYHKITMOHUPAHE HA U3CIIUETO.

Usi. 6. B u3nbaHeHNEe HA IPABOMOIITUATA CH IO TO3H 3akoH MAJT:

1. (u3wm. - ]IB, 6p. 110 ot 2008 r.) M3BBpILBA PErUCTPALMS IPU YCIOBHUITA U TIO peaa
Ha IJ1aBa BTOPA,

2. W3/aBa pa3pelIeHUs 3a NMPOBEXKJIAHE HA KIMHUYHU M3MUTBAHHUS C MEIULUHCKH
U3JICTIHS;

3. W3/aBa pa3pelIeHUs WM yJOCTOBEPEHMS 32 THPrOBUS Ha €p0 C MEAULUHCKH
U3JICTIHS;

4. W3BBpLIBA HAA30p HA IyCHATHTE Ha Na3apa W/WiaM B JCUCTBHE MEAUIMHCKU
U3JICTIHS;

5. OCBILECTBSIBA KOHTPOJ BBPXY CHXPAHEHUETO, ThPTrOBUATA HA €1PO, KIMHUYHUTE
M3MUTBAaHKS U 0€3011aCHOCTTa Ha MEANIIMHCKUTE U3CIHS;

6. momIbpxKa CHUCTEMA 3a PETMCTPUpPAHE U aHAJIU3 Ha CHOOLICHHS 33 MHIMICHTU C
MEIUIMHCKUTE U3/ENNs U IPEATpreMa CbOTBETHH MEPKH;

7. ydacTBa ChC CBOM IpelcTaBUTENH B LleHTpanHaTa KOMHUCHS TIO €THKa, Ch3AaJcHa
10 pea Ha 3aKOHA 3a JICKApCTBEHUTE MPOIYKTH B XyMaHHATa MEUIINHA;

8. mpenocrass nadopmanus B EBponeiickara 6a3a 1aHHM BbB Bpb3Ka C IIyCHATUTE HA
nasapa u/Wim ImyCHAaTHTE B ACHCTBUE MEIUIIMHCKHU U3ICIINS;

9. yuacTBa B JeMHOCTH B 00JIaCTTa HA METUIIMHCKUTE U3JENNUs, CBbP3aHU C paboTaTa
Ha MEXIYHApOJHU OpPraHW, OpPraHM3allMM M JO0TOBOpH, Mo KouTo PemyOmmka Bearapus e
CTpaHa, C PEeryJlaTOpHUTE M KOHTPOJHUTE OpPraHH Ha APYrH IbpPXKAaBH U C OpPraHU3aIMUTE,
paboTeny B 001aCTTa Ha peryaanusaTa Ha MEAUIIUHCKY H3/1eNus,
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10. (u3m. - /IB, 6p. 110 ot 2008 r.) cb3naBa 1 moAabpika perucrpure mo wi. 31, an. 2,
1. 58, an. 1 u ai. 81;
11. ocpiiecTBsiBa APYrU AEMHOCTH, IPEABUAECHU B TO3HU 3aKOH.

Yn. 6a. (Hos - /IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) M3nbanuTenHaTa
areHIMs TI0 JIeKapCcTBaTa M3TOTBS MOTHMBHpAHO HCKaHe 10 EBporelickara KOMHCHS 3a
npearnprueMane Ha HEOOXOUMHUTE MEPKH, KOTaTo MPEICHH, Je:

1. mpunaranero Ha KJacH(UKAITMOHHUTE TTpaBuja Mo Wi. 2, ajl. 3 U3UCKBA B3€MAaHETO
Ha pelIeHue 3a KIacu(pUKAUATa HA OMPEACIIEHO METUIIMHCKO H3JeNie WIH KaTeropus OT
n3nenud mo wi. 2, ain. 1, . 3;

2. majieHo MEAWIIMHCKO H3JeNUe WIM Tpyna oT u3Aenus mo wi. 2, am. 1, 1. 3,
HE3aBHUCHUMO OT KJIacH(DUKAIMOHHUTE TTPaBUiIa Mo Wi. 2, aji. 3, MOXe Ja 0b/ie KiacupUuIupaHo
KaTo APYT KJac U3Jes,

3. ChOTBETCTBHETO HA JIaJICHO METUITUMHCKO U3/ICIIME WM Ha TPyIa OT M3ACIHUs 0 9.
2,an. 1, 1. 2 unu 3 Tps6Ba na Ob/Ie OLIEHEHO NPU IpUJIaraHe caMo Ha eHa OT MPEABUICHUTE B
Hapeabure o wi. 18 mpouenypu;

4. ce Halara B3eMaHE Ha peIIeHUE 3a TOBa, Jalld ONpeAeNieH MPOAYKT WIH Ipymna OT
MPOJYKTH ITONa/a B MPHIIOKHOTO TOJIC Ha TO3W 3aKOH.

Yn. 7. (1) 3a perucrpaidss ¥ HW3IaBaHE Ha YJOCTOBEPEHHME 3a PErHCTpaIlHs, 3a
M3/1aBaHe Ha pa3pelieHusl U YAOCTOBEPEHHUs IO pejla Ha TO3U 3aKOH, KaKTO U 3a BIKMCBAHE Ha
NMpOMEHU B TAX, CE€ 3allamar Takcu B pasMmep, ompeaeneH B Tapuda, ogoOpeHa OT
MuHucTEepCKHs ChBET.

(2) CpencrBara oT TakcuTe MO aid. 1 ¥ OT MIOOWTE W MMYIIECTBCHHTE CAHKIIUH,
HajaraHu Ha (U3MYECKU U IOPUINYECKH JIMIA IO pela Ha TO3H 3aKOH, CE BHACST KaTO MPUXO]]
o Oromkera Ha MAJI u Ha JIpprkaBHATA areHIUS 3a METPOJIOTHYCH M TEXHUYECKH HAA30p B
ChOTBETCTBUE C U3BbPUICHUTE OT TAX AeitHOCTH 110 ai. 1.

Paznen Il.
[TyckaHe Ha ma3apa u/Miv IMycKaHe B ICHCTBUE HA MEAUIIMHCKH U3ICITHS

Y. 8. (1) MeauiuHCKUTE U3ETUS Ce MyCKaT Ha ra3apa W/WjM ce MyCcKaT B ICHCTBHE,
KOT'aTO OTTOBAPST HA M3UCKBAHMATA HA TO3M 3aKOH M HA aKTOBETE IO MPHJIAraHETO MY.

(2) MenuiuHCKUTE U3eNUs, C H3KITIOUCHHE HA H3PaOOTEHHUTE 110 MOPHUKA, CE MyCKaT
Ha Ta3apa u/uiM ce Imyckar B JieiicTBue, korato uMaT Hanecena "CE" mapkupoBka no wi. 15,
KOSITO YIOCTOBEPSIBA, Y€ CHOTBETCTBUETO HA M3JEIHMATA ChC CHIICCTBEHHUTE H3UCKBAHHUS €
OUJIO OILIEHEHO TI0 MPUIIOKUMHUTE MPOIEAYPH 3a OICHIBAHE HA ChOTBETCTBHETO.

Yn. 9. (1) Usmeaaurennust mupekrop Ha WMAJl u3naBa 3amoBen 3a BPEMEHHO
IpeyCTaHOBsIBaHE WM 3a 3a0paHa Ha ITyCKaHEeTO Ha Ia3apa M/Win IMyCKaHeTo B ICHCTBHE U 3a
U3TEIJISIHE OT Ma3apa Ha MEAULIMHCKY U3/1enus ¢ HaHeceHa 'CE" mapkupoBka no ui. 15, kakto
U Ha u3Jenus, HU3pabOTeHM IO MOpbYKa, KOMTO MOraT Ja 3acTpaiiarT 3[paBeTo U
0€30MacHOCTTa Ha MAalMeHTUTE, HA MEIUIMHCKUTE CIIEHUAIMCTH WIM HA TPETH JIMLA, KOTaTo
ca NPaBUJIHO MHCTAJIMPAaHU, MONIbPKAHHU U C€ U3IO0JI3BAT 110 NPeJHA3HAYCHHUE.

To3un AOKYMeHT AocTura Ao Bac bnarogapeHue Ha 3apaBHMsA noptan www.zdrave.bg



(2) U3npnHMTETHATA areHIIMs N0 JIeKapcTBaTa HezabaBHO nHpopmupa EBponeiickara
KOMHCHS 3a 3amoBejara mo aj. 1 W 3a IMpeapHeTHTEe MEPKH, KaTo MOCOoYBa MPUYMHHTE 3a
HECHOTBETCTBHETO HA H3ACIMATA C M3HCKBAHUATA HA TO3M 3aKOH U Ha aKTOBETE II0
MPWJIAraHETO MY, KOMTO MOTaT JIa Ce JIbJDKAT Ha:

1. HeM3MbIHEHNE HA CHINECTBEHUTE M3WCKBAHUS, ONMPEICICHH B HapeqOWUTe MO 4II.
18;

2. HEMPAaBWIIHO MPUJIaTaHe Ha CTaHAapTUTE 1Mo 4wi. 13, an. 1;

3. HeoCTaThIM B CTaHAapTUTe 1o wi. 13, ai. 1.

Yn. 10. (1) Jlumero, KOETO HOCH OTTOBOPHOCT 3a IYCKAaHETO Ha Mas3apa H/Wid 3a
MYCKaHETO B JICHCTBUE HA MEAMLIUHCKUTE U3JEINHsI, € TPOU3BOJUTEIIAT.

(2) (M3m. - 1IB, 6p. 110 or 2008 r.) Korato mpouM3BOIUTEISAT HE € yCTAaHOBEH Ha
TEpUTOpUATA HA JbpKaBa WICHKA WJIM Ha JbpkKaBa OT EBpONEHCKOTO HKOHOMHYECKO
POCTPAHCTBO, TOW MHCMEHO YIBJIHOMOINABA CBOH MPEICTaBUTEN, HApU4YaH I10-HATATHK
"YI'bJIHOMOUIEH NMPEACTABUTEN . 3a MEAULMHCKO U3ENINE WIN U3/IEINE OT €IUH U ChII MOJIEN,
nycHaro/u Ha na3apa Ha OOIIHOCTTa, TPOU3BOUTEIIAT YITHIHOMOIIIABA CAMO €/THO JIHUIIE.

Yn. 11. (1) [Tpou3BOAUTEIAT HA MEIUIIMHCKHA HU3JCINSA € JIBKEH Ja TH MPOEKTHPa,
pa3zpaboTBa, MPOWM3BEXKIA, OMAKOBA W ETHKETHUPA B CHOTBETCTBUE CBHC ChHINECTBEHUTE
W3UCKBaHMS, OIpEACIICeHn B Hapeabute 1o wi. 18, W 1ma OoCUTypu OllCHSBaHE Ha
CHOTBETCTBUETO UM TIO MPHUIIOKUMHUTE 32 TAX MPOLETYPH.

(2) (U3m. - IB, 6p. 110 ot 2008 r.) OueHsiBaHETO Ha CHOTBETCTBUETO MmO ai. 1 ce
W3BBPIIBA OT IPOU3BOAUTEIIS.

(3) (Homa - JIB, 6p. 110 ot 2008 r.) IIpou3BOAMTEIAT MOKE 1da BB3JIOKH Ha
VIIBITHOMOIICHHSI CH TPEACTABUTEN Jla TPWIOKK MPOIEAYpPUTEe IO OIEHsABaHEe Ha
CHOTBETCTBUETO, OMPEICIICHNA B HapeaouTe mo 4wi. 18.

(4) (Opemumna an. 3, usm. - JIB, O6p. 110 or 2008 r.) Koraro mporuenypure,
ompesereHu B HapeaOurte mo wi. 18, u3uckBar HaMecara Ha HOTU(PHUITUPAH OpraH mo 4i. 64,
aJl. 2, IPOU3BOJAMTEIIAT WIH YIIBIHOMOIICHHUAT MY MPEACTABUTEN B CIIYYaHWTe IO al. 3 Bh3jiara
Ha M30paH OT HEro HOTHU(UIMPAH OpPTaH Ja M3MBIHU MPUIOKHMHUTE 32 BHAA HA U3EIHUETO
MPOLIEAYPH B pAMKHTE Ha KOMIIETEHTHOCTTA MY.

(5) (dom. - IB, 6p. 110 ot 2008 r.) B ciiyuanute Ha MPOM3BOJICTBO HA MEIUIIMHCKH
W3Aenus 1o wi. 2, ain. 1, T. 3, mpu KOeTo € M3MoJI3BaHa HeXKU3HECTTOCOOHA )KUBOTUHCKA ThKaH
WM HEXKU3HECTIOCOOHU MPOIYKTH, MOTYYSHH OT KUBOTHHCKU THKAaHU, NPEIU OICHSIBaHE Ha
CHOTBETCTBUETO UM 110 aj. 1 MPOM3BOAMUTEIAT U3BBPIIBA aHAJIN3 HA PHCKA W YIIPABJICHHE Ha
pUCKa IIpH ClIa3BaHe Ha U3MCKBAHUATA, OTPEIeNieHH B Hapeaoure mo 4. 18.

(6) (ITpeaumna an. 4, usm. - /1B, 6p. 110 or 2008 r.) [TpoM3BOAUTEIAT HUIIH HETOBHUST
VI'BITHOMOIICH TMPEACTABUTEN M HOTUQUIMPAHUAT OpraH mo ai. 4 CKIIoYBaT JOTOBOP 3a
YCIIOBUSATA, MPU KOUTO CE MPOBEK/IA OLIEHSIBAHE ChOTBETCTBUETO HA MEAMIIMHCKUTE H3ICITHS.

Yn. 12. (1) B uHTEpec Ha 37ApaBETO HA HACEIEHHWETO M 10 MOTHBHPAHO HMCKaHE Ha
peruoHaIHaTa MHCIICKIIMS 3a Ola3BaHe W KOHTPOJ Ha obmectBeHoTo 3apaBe (PUOKO3), Ha
Hanmonanaus 1neHTsp 1Mo mpobieMuTe Ha 0OIIECTBEHOTO 3/IpaBe WIIM Ha JIeYeOHO 3aBE/ICHUE
MUHUCTBPBHT Ha 3/IPABEOINA3BAHETO MPHU IMOJIOKUTETHO CTAHOBUIIEC HA W3IIBIHUTEITHUSI
nupekTop Ha MAJI Moxe chC 3amoBe]l MO U3KIIOUEHHUE J1a pa3pelin MyCKaHEeTO B ICMCTBUE Ha
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MEAUIIMHCKO M3Jienre, 0e3 Aa ca HaJIMIe yCIOBHsITA M0 4. 8.
(2) YcnoBusta u peasbT 3a MyCKaHe B ICHCTBHE HA M3AETHS 10 al. 1 ce Ompenesr ¢
Hapen0a Ha MUHUCTHPA Ha 3PaBEOMa3BAHETO.

Yn. 13. (1) Koraro MeIMIIMHCKUTE H3ACTHS Ca MPOCKTUPAHU U TPOM3BECICHU B
CHOTBETCTBHE C HAIIMOHAIHU CTaHIAPTH, KOWTO BBBEKIAT XapPMOHU3MPAHUTE EBPOTCHCKU
CTaHIApTH, TpHUEMa Ce, Y€ T¢ OTTOBapsST Ha CBHIICCTBCHUTE HM3WCKBAHHS, OMPEACICHU B
Hapeaobure mo wi. 18.

(2) (U3m. - 1B, 6p. 110 ot 2008 1., B cuia ot 21.03.2010 r.) Koraro MenuImHCKUTE
m3aenus mo wi. 2, an. 1, 7. 2 u 3 ca NPOEKTUPAHU U TPOU3BEACHH B CHOTBETCTBHUE C
opunmannata Qapmaxomnes B Penmybnuka bwiarapus, onpexenena B wi. 12 na 3akona 3a
JIEKApCTBEHUTE TPOJYKTH B XyMaHHaTa MEIWIIMHA, TpHeMa ce, Y€ Te OTroBapsAT Ha
CHILIECTBEHUTE U3UCKBAHUS, ONIPEICTICHN B HapeaoduTe mo wi. 18.

(3) Korato MeaMuuHCKUTE M3ACHusA MO wi. 2, ain. 1, T. 1 OT cOUChK A, a mpH
HE0OXOIMMOCT - U OT CIHUCHK b, ca MpoeKkTUpaHu W MPOU3BEICHH B CHOTBETCTBUE C OOIIH
TeXHUYECKH crienudukanum, mpruemMa ce, 4¢ T€ OTTOBapsAT Ha CHIIECTBEHUTE W3UCKBAHUS,
orpeJiesieH! B Hapeaoure mo uwi. 18.

(4) KoraTo mpou3BOIUTEIAT HE MOXKE Ja Cla3u M3MCKBAHMATA HA ajl. 3, TOW MpHeMa
TEXHUYECKH PEIeHUsI, C KOUTO J1a TOCTUTHE €KBUBAJICHTEH PE3yTar.

(5) Koraro ycraHoBH, 4e CTaHJAPTUTE MO all. 1 HE MOKPUBAT HAITBJIHO CHIIIECTBEHUTE
M3KCKBaHUs, onpereneHu B Hapeaoure no wi. 18, MAJI usrorBs u ceriacysa oduuuanHa
JbprKaBHA MO3UITHUS, KOSTO e MpecTaBs Ha EBponeiickara koMucusi.

Yn. 14. (1) TlpousBoauTedsIT Ha MEAUIMHCKH HU3JCIHS ChCTaBs TEXHUYECKA
JOKYMEHTAITUs, YUETO ChAbPIKAHUE € ONPEIETCHO B ChOTBETHUTE Hapeaou mo 4. 18.

(2) Cnen wusmbIHEHHWE Ha NPUIOKHMUTE MPOLUEAYPH 3a OIEHABaHE Ha
CHOTBETCTBUETO TPOU3BOAMTENSAT WM HETOBUAT YIBIHOMOIIEH MPEICTABUTEN ChCTaBS
JCKJIapaIs 3a ChOTBETCTBUE HAa MEIUITMHCKOTO U3JICITHE.

(3) TlpowsBOAUTENAT WM HETOBHSAT YITBIHOMOIIEH IPEACTABUTEI € IIBKCH Ja
ChXpaHsIBa TEXHUYECKATa JOKYMEHTAIMs 1Mo an. 1 u AeKiapaiusiTa 3a ChOTBETCTBHE 1O all. 2
Hal-MaJiko 5 roJIMHM OT JaTaTta Ha MPEYCTAaHOBSBaHE HA MPOM3BOJCTBOTO HA MEIUIIMHCKOTO
U3JIeNIe U J]a TH MIPECTaBs IPH MMOUCKBAHE 32 MPOBEPKa Ha JIMaTa mno 4wi. 86, a. 2.

Y. 15. (1) "CE" mapkupoBKaTa ¢ rpaguyHO H300paskeHHEe CHITIACHO MPHIIOKESHUETO,
KOSITO C€ HaHacs BBbPXY MEAUIMHCKOTO H3eNHe Mpeau IyCKaHeTO My Ha Tma3apa u/vin
IyCKaHETO My B JIEHCTBHE, TpsOBa Ja ce pa3yuTa JIECHO M J1a HE MOXE Ja ce 3alu4u 0e3
CIIeH.

(2) "CE" wMapkupoBKaTa Ce¢ HaHacsi Ha BHUAMMO MSCTO BBPXY H3JEIHUETO, B
MHCTPYKLHUATA 3a YoTpeda 1 BbpXYy HEroBaTa CTEpUIIHA OMAKOBKa, ako UMa Takasa. Korato e
BB3MOXKHO, TS C€ HAaHACS ¥ BBPXY MOTpeOUTEICKATa OMTAaKOBKA.

(3) "CE" mapkupoBkaTa WMa BUCOYMHA Hal-MajJKo 5 MM, ako ChOTBETHATa Hapemda
no wi. 18 He mpensmwxkna apyro. Ilpm HamansBane wiaM yBenuuaBaHe pasmepa Ha "CE"
MapKHpOBKaTa MPOMOPIMHTE B rpaduuHaTa Mpeka TpsiOBa 1a ObIaT Cria3eHH.

(4) (M3m. - OB, 6p. 110 ot 2008 r.) o "CE" mapkupoBkaTta mo ai. 1 ce HaHacs
UJIeHTU(DUKAITMOHHUAT HOMEP Ha HOTH(HUIIUPAHUs OpTraH B ciydauTe 1o wi. 11, an. 4, korato
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MPOLIEYPHUTE, OTIPEIeNIeHH B HapeaouTe mo wi. 18, M3ucKBaT HaHACSHETO MY.

(5) "CE" mapkupoBKaTa ¥ HACHTH()HUKAIMOHHUAT HOMEp MO ai. 4 He ce HaHaCST
BBPXY H3ACITUETO CaMO KOraTo pa3MepuTe U opMaTa Ha U3JIEIHETO HE MO3BOJISIBAT TOBA.

(6) Besika apyra MapKUpOBKa, KOSITO CE HaHACS BbPXY U3JEIHETO, BbPXY OMaKOBKATa
My W/MIM B WHCTPYKIHMATAa My 3a ymnorpeba, He TpsOBa Ja MOIBEXIa MOTpeOHTENs -
MEAUIMHCKU CHEIHMATUCT WM MAlUeHT, OTHOCHO MapKupoBKara mo aid. 1 u He TpsabBa na
HapylIaBa HeWHATa BUANMOCT M YETIIUBOCT.

(7) B cayugaii Ha u3aenusi, KOUTO ce IyCKaT Ha Mas3apa B crepwiHa omakoBka, "CE"
MapKUpPOBKaTa c€ HaHACS KaKTO BBPXY CTEPHIIHATA, TaKa U BHPXY MOTpPeOUTEICKATa OMMaKOBKa
Ha U3/IEJIUETO.

(8) Mpu wusmoctHO mpepabOTBaHE Ha W3ACIMETO, KOETO MOXE Ja MOBIUsAE Ha
HEroBoTo Oe3omacHO m3noi3Bane, "CE" MapkupoBkaTa ce HaHacs Ciel MOBTOPHO OICHSBAaHE
Ha U3JIEJIUETO CHIIIACHO MPIIOKUMHUTE TIPOIEAYPH, OTIpeIelieH! B Hapeaoute mo 4. 18.

(9) Korato MeIUIIMHCKOTO M3/EIHE € B IMPUIIOKHOTO I0JIC Ha HAPEIOHUTE MO 4. 7 OT
3akoHa 3a TEXHMYECKUTE M3MCKBAHMS KbM MPOAYKTHUTE, MpeABKAANIM HaHacsHe Ha "CE"
MapKUpOBKa, MApKUPOBKATa yIOCTOBEPSIBA ChOTBETCTBUETO HA M3JIEIHETO C M3UCKBAHUATA HA
BCsIKa OT HapeAOuTe, OCBEH aKo B HapeAOUTe € MPEABUACHO JAPYTO.

(10) Ha wu3moxOu, maHaupu, ACMOHCTpAIMH, MPOMOLMH, HAYYHH W TEXHHUUYECKU
KoH(epeHIIMr MoraT Ja Ce€ NPEICTaBAT MEIUIUMHCKH wu3aenuss Oe3 HaneceHa "CE"
MapKUpPOBKa.

(11) B caywaute mo an. 10 mpouM3BOAMTENSAT HaHACAd BBPXY H3JACIUATA BHUIHMO
o003HaUYeHHE, KOETO HEABYCMHUCJIEHO IMOKa3Ba, Y€ T€ HE ca MpeAHa3HAueHU 3a MycKaHe Ha
nazapa u/wim 3a myckaHe B JICHCTBUE.

Y. 16. (1) [Ipou3BoauTeNAT Ha MEIUIMHCKH U3ACIHS € [UIHKEH J1a MOCOYH UMETO,
CeUIMIIECTO M aJpeca CH Ha YIpaBICHHUE BBPXY H3ACIHETO, BHPXY OINAKOBKaTa My U B
MHCTPYKIHMATA 32 yrnoTpeda. MHCTpyKIus 3a ynorpeda He ce U3MCKBA 3a M3/IEIHA 110 Wi. 2, all.
1, . 3 or wiac | u lla, KOUTO MO MpeElEHKAa Ha MPOW3BOIUTENSI MOTaT Ja CE€ H3MOJ3BaT
6e3omacHo 0e3 MHCTPYKLHKA 32 yrnoTpeoa.

(2) Bepxy omakoBKaTa U B HHCTPYKIUATA 32 yHOTpeOa Ha U3JICIHsI, KOUTO CE BHACST
OT TpPeTH NObPKABH Ha TEPUTOpHATAa Ha EBpOMECcKUs ChI03 WM HAa TEPUTOpPUATA HA
EBpomneiickoTo NKOHOMHYECKO MPOCTPAHCTBO, CE€ MOCOYBAT JOMBIHUTEIHO UMETO U aJAPECHT
Ha YII'BIHOMOIIEHUS TIPECTABUTEN U HA BHOCHUTEIIS.

(3) Uuctpykuumsra 3a ynorpeba TpsOBa ga ObJiec ChbCTaBeHA U Ha OBJITapCKH €3UK.

Uin. 17. IIpou3BOAUTENAT WM HETOBUAT YII'BJIHOMOIIEH MPEACTABUTEN € JUTBXKEH Ja
ocurypu 0O€30MacHOTO HWHCTAJIMpaHe Ha MEIUIMHCKUTE W3AENus Ha TEepUTOpusATa Ha
Penybnuka boearapus, korato crenudukara UM H3KMCKBa TOBAa CHIVIACHO WHCTPYKLHATA 3a
ynotpeba, 1 1a TapaHTHpa NOIPBKKATA UM.

Un. 18. MHUHHCTEPCKHAT CBBET [0 MPEIIOKEHHE HAa MHHHCTBpa Ha
3/IpaBEOIa3BaHETO U HA MUHHUCThPA HA MKOHOMHKATA M €HEpreTHKaTa Ompeaesis ¢ Hapeaou 3a
MEIUIIMHCKUTE U3IeIns 110 Y. 2, ai. 1:

1. CBIUICCTBCHUTEC U3UCKBAHUA,

2. IPOIEAYPHUTE 32 OIICHSIBAHE HA CHOTBETCTBHETO CHC CHIIECCTBCHUTE M3MCKBAHUS H
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ChIBPKAHUETO HA TEXHUYECKaTa JOKyMEHTAIH,

3. mpaBuiiaTa 3a KJIacu(pUKaIusa Ha MEIUIIMHCKUATE U3IEUs 110 Wi. 2, ai. 1, 1. 3;

4. cnucelMTe, OMpeNeNsmd o0XBara Ha TPYNHTE HWH BHTPO JAHATHOCTHYHU
MEIUITMHCKY U3IENIHNS;

5. U3KMCKBaHUATA 32 MPOBEKJAHE HA aHAIM3 HA PUCKA U 3a YIPaBJICHHUE HA PUCKA 3a
MEIUIMHCKA n3nenns no wi. 11, an. 5.

Pazmen Il1.
[TyckaHe Ha ma3apa u/uiau myckaHe B IEHCTBHE HAa MEIUIIMHCKH H3CITH,
U3pabOTEeHH MO MOPBHUYKA

Y. 19. (1) (U3wm. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) [TpousBoautenst
WM HETOBUAT YITBJIHOMOIICH TPEACTABUTEN, MPEAH Ja IMyCHEe Ha ma3apa u/uim B JIeHCTBHE
MEIUIIMHCKO m3aenue mo wi. 2, an. 1, 1. 2 unum 3, u3paboTeHO MO MOPbHUKA, CHCTaBS
JOKYMEHTAIUs, KOSITO ChIbpPIKA!

1. umeTo u ajmpeca Ha MPOU3BOIUTEIIS,

2. uaeHTH(PUKAITMOHHY JaHHU HA U3JEIIUETO;

3. IekIaparys, 4¢ MEAUIIMHCKOTO U3JIeTNe € IPEeIHa3HAYeHO 3a CIeluaaHa yrnorpeda
OT KOHKPETEH MalMeHT, YUETO UME CE IMOCOYBa,

4. uMeTo Ha JIeKaps WM Ha JIeKaps MO JCHTAJIHA MEIUIIMHA, KOWTO € W3TOTBUII
3aJJaHueTO 3a M3pabOTBaHE HA W3JCTUETO, U HAMMEHOBAHHWETO Ha JIeYeOHOTO 3aBElICHUE,
KOTaTO € Bb3MOXKHO;

5. cnerupuYHA XapaKTEPUCTHKU HA METUIIMTHCKOTO U3/IENIe ChIIacHO 3aJaHUETO,

6. nexyaparus, 4e M3ACIMEeTO ChOTBETCTBA HA NMPUJIOKUMHTE 3a HETO ChIINECTBEHHU
M3UCKBaHHUS.

(2) (U3m. - OB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) B cioyganre, korato
W3MIEJIMETO HE OTroBaps Ha HIKOE OT MPWIOKHMHTE 33 HETO CHIICCTBCHH W3MCKBAHUS,
HECHOTBETCTBUETO CE 0OOCHOBABA B JieKJIapalusra mo ai. 1, T. 6.

(3) (Tom. - AB, 6p. 110 ot 2008 r., B cua ot 21.03.2010 r.) JlokyMeHTaIMsITa IO aJl.
1 ce cpXpaHsBa OT MPOM3BOJIUTENS WJIM OT HETOBHS YITBIHOMOIIEH MPEACTaBUTEN 3a CPOK
Hal-Manko 5 roanHu, a B cyyanuTe Ha MMIUIAHTUPYEMH MEIUIIMHCKY U3AENus 1Mo 9. 2, ai. 1,
T. 3 ¥ Ha U3AeNus 1Mo Wi. 2, ai. 1, T. 2 - 3a cpok Hail-manko 15 roguam.

(4) (Hosa - /IB, 6p. 110 ot 2008 ., B cma ot 21.03.2010 r.) JlokyMeHTAIHsITA 1O aJl.
1, npuapykapaiia u3aenusaTa mo wi. 2, an. 1, 7. 2 m uznenusaTa mo 4i. 2, ain. 1, 1. 3 ot kinac lla,
116 u Ill, ce mpenocraBs Ha KOHKpPETHHUS NAalMEHT, UICHTU(UIUpPAH C MME, aKPOHUM WU
udpoB KoJI.

(5) (Mpegumua an. 4, usm. - JIB, 6p. 110 ot 2008 r., B cmwia ot 21.03.2010 r.)
[TpousBoauTensaT Ha U3AEIUA 110 Wi. 2, ain. 1, T. 2 u 3, U3pabOTeHH MO MOPBHYKA, MPEIOCTABS
npu nouckBaHe or MAJI crnuchk Ha u3genusAra, IMyCHAaTH B JIEHCTBHE HAa TEPUTOpUATA Ha
Peny6iuka bearapus.

Yn. 20. (1) (M3wm. - IB, 6p. 110 ot 2008 r.) [Tpou3BOAUTENAT CHCTABS TOKYMEHTAIINS,
BKJIFOYBAIlA ONKMCAHME Ha MPOSKTUPAHETO, Ha IPOM3BOJCTBOTO M Ha JCHCTBHETO Ha
H3EJINETO, BKIIOYNATEIHO OYAaKBAHOTO  [EHCTBHE, KOSTO IO3BOJISIBA  OLICHSABAHE
CHOTBETCTBUETO HA M3JICIMETO C M3MCKBAHMATA HA TO3M 3aKOH W Ha Hapeadbure mo wi. 18. B
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JTOKYMEHTAIlMsITa C€ [0COYBa W aapechT Ha MPOU3BOJCTBCHOTO/IPOU3BOICTBCHUTE
rnomMenieHnue/moMeeHus .

(2) TIpou3BOAUTENAT € ATHKEH Ja IpeanprueMe HEOOXOUMUTE MEPKH, 3a J]a OCUTYPH
4pe3 MPOM3BOACTBEHHUS MPOIEC ChOTBETCTBUE HA M3CNUATA 10 Wi. 19 ¢ JOKyMEHTAIUsITa 110
an. 1.

(3) (Hosa - JIB, 6p. 110 ot 2008 r.) [Ipou3BoAUTENAT MPEAOCTaBsS JOKYMCHTAIUATA
no an. 1 3a mpoBepka mpu NOMCKBaHE Ha JMLaTa 1o wi. 86, an. 2.

Pazngen V.
[TyckaHe Ha mMa3apa Ha CHCTEMH WIJIH HAOOPH METUITMHCKHU U3EITHS

Yn. 21. (1) dusuyecko Wi HOPUAAYECKO JIHIE, KOSTO KOMIUIEKTYBA MEIUIIMHCKU
m3aenus mo 4wi. 2, ain. 1, 1. 3 ¢ Hanecena "CE" MapkupoBka, mpenu a ra IMycHe Ha raszapa
KaTo CHCTeMa WM HaOop, ChCTaBs JCKIIapallrsi, B KOATO 3asBsBa, 4e:

1. ¢ KOMIUIEKTYBaJ CHCTeMara Wik Habopa B 3aBUCHMOCT OT IPEIHA3HAYCHHETO Ha
OTACIIHUTEC U3ACIUA U OI‘paHI/I‘-IeHI/ISITa 1M 3a yHOTpe6a, onpe;[eneHH oT HpOI/IBBOI[I/ITeJII/ITe;

2. € TMPOBEPHUJ CHBMECTUMOCTTA HA OTACTHUTEC MEIUIMHCKH HM3ICIUS M € TPOBEI
OHepaHI/II/ITC 110 KOMHHGKTyBaHe B CbOTBETCTBUEC C I/IHCprKI_II/II/ITe Ha HpOI/IBBO,Z[I/ITeJII/ITe;

3. € omakoBaJI CUCTEMaTa WJIM Habopa U € MPe0CTaBUI HeoOXouMaTa HHPOpMAIIHs
Ha HOTp€6I/ITeJ'II/ITe, KOSITO BKJIFOUBA CBOTBETHHUTEC I/IHCprKI_[I/II/I oT HpOI/I3BOI[I/ITCJII/ITC;

4. neiiHocTTa My € OOCKT Ha CHOTBETHH MPOIEIYypH 3a BBTPEHICH KOHTPOJI H
MPOBEpKaA.

(2) Koraro HsKoe OT M3WCKBaHHMATA Ha ajl. 1 He ¢ WM3MBIHCHO, CHCTEMAara WIIH
HaGOp’bT ImoaJICKarT Ha OICHSIBAHC HA CHBOTBETCTBHUECTO CBHC CBHIICCTBCHUTC HN3UCKBAHUAA,
ompesenaeHu B Hapeaoure mo wi. 18.

Yn. 22. (1) ®usuvecko WM IOPUAAYECKO JIAIE, KOETO CTEPHUIIM3UPA CHCTEMHU WU
HA0OpU MEIUIMHCKH M3IeNus 1o Wi. 21 u/vuiau MEIUIMHCKU u3aeus mo wi. 2, an. 1, 1. 3 ¢
Hanecena "CE" MapkupoBKa, MpeaHa3HAYCHH OT MPOM3BOAUTENS Ja ObAAT CTCPUIU3UPAHU
npenu ymorpeba, 3a Ja M IyCHE Ha masapa, TpsOBa Ja OIEHH CHOTBETCTBHETO UM IIO
MPOIIEAYPH, ONIPEICIICHN B ChOTBETHATa Hapea0a mo wi. 18.

(2) (dom. - OB, 6p. 110 or 2008 r.) I[Ipunaranero Ha mpouexypure mo ai. 1 u
JCWCTBUATA HA HOTH(HIMPAHUS OpPraH ce OrpaHMyYaBaT M0 MOCTUTaHE Ha M3UCKBAHUITA 3a
CTEpUJITHOCT JI0 MOMEHTA Ha HapyIllaBaHe IIeJIOCTTa Ha OMAaKOBKaTa Ha U3JIEIHETO.

(3) JIumero mo an. 1 cheraBsi Aekaapaiys ChIJIACHO M3UCKBAHUSATA, MPEIABUICHU B
ChOTBETHATA Hapenda, 4e CTePHIIN3AIMITA € U3BBPIICHA B ChOTBETCTBUE C MHCTPYKIIUUTE HA
MIPOU3BOIUTEIIUTE.

Yn. 23. (U3m. - JIB, Op. 110 or 2008 r.) Jlunara mo wi. 21, an. 1 u wr. 22, an. 1
ChXpaHsIBaT JCKJIapalliuTe 3a CPOK S rOJIMHU M TH NIPEIOCTABST MPH MOMCKBAHE 3a MPOBEPKa
Ha JuIara 1o 4i. 86, ai. 2.

Un. 24. Cucremute Win HAOOPUTE METUITMHCKU U3ENUS 110 Wwi. 21, cTepunu3upanure
CUCTEMHU WM HAa0OpH W MEAUIMHCKHUTE m3aenus mo 4wi. 2, an. 1, 1. 3 ¢ nHanecena "CE"
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MapKHpOBKa, MpeIHa3HAuUCHH OT MPOU3BOAMTENS Ja ObJAT CTEPUIM3UPAHU MPEAU yroTpeoda,
ce myckaT Ha mazapa 0e3 monbiaHuTeNHa "CE" MapkupoBKa, MpUAPYKEHU OT MHCTPYKIUS 32
yrnoTtpeba, KOSATO BKIJIOYBA, KOraTo € Heo0XoauMo, uH(pOpMalMsTa, NpPeAoCTaBeHa OT
NPOM3BOANTEIUTE HA OTACITHUTE M3ACIHA OT CHCTeMara MM Habopa, M3UCKBAHUATA KbM
KOSITO ca ONpe/Ie]IeHN B ChOTBETHATa Hape0a mo ui. 18.

Pasznen V.
OrneHsiBaHe Ha ICMCTBUETO HA MH BUTPO TUATHOCTHYHH MEIUIIMHCKH
W3JIETUS

Y. 25. (1) Ouenkara Ha ChOTBETCTBHETO HA UH BUTPO TUATHOCTUYHUTE MEAUIIMHCKU
U3JIeNHs ChC Ccrenu(UYHOTO UM MpeJHa3HAYeHHEe TPU YCIOBUS Ha yHnoTpebda, onpeaesnceHu OT
MIPOU3BOIUTENIS, CE U3BBHPIIBA C OLIEHKA Ha JICHCTBUETO Bh3 OCHOBA HA:

1. cOopHM naHHU OT Hay4yHATa JUTEpaTypa, OTHACALIM CE J0 MpeJHa3HAYEHUETO Ha
U3JICIIMETO, U KPUTHYCH aHAIIU3 Ha TE3U JaHHU, U/ WK

2. pe3ynTaTuTe OT U3MUTBAHUATA MIPU OLIEHKA Ha AEWCTBUETO WM APYTH MOAXOISIIN
TECTOBE.

(2) TIpom3BOIUTESIT WM HETOBHAT YITBJIHOMOIICH MPEACTABUTEN, MPEId Ja
MPEIOCTaBH UH BUTPO TUATHOCTHUYHU METUIIMHCKU W3JIEHS 3a OIEHSBaHE Ha JICHCTBUETO B
aKpenuTHpaHa 1abopaTopusi, ChCTaBs TOKYMEHTALINsI, KOSATO ChAbpKa:

1. uneHTUUKAIMOHHY TAHHU HA U3/ICTUETO,

2. TUlaH 3a OLEHsBAaHE, KOWTO ChIAbpXKa LEITa, HAyYHHUTE, TEXHUYECKUTE WIIU
MEIUIIMHCKUTE OCHOBaHUSI, 00XBaTa HA OIICHSIBAHETO U OpOs HAa U3IENHSTA;

3. CHUCBHK Ha aKpeIUTHPAHUTE TaOOpaTOpHH, KOUTO yUacTBaT B OLIEHSBAHETO;

4. HayaIiHa J1aTa ¥ TUIaHUPaHA IPOIBIDKUTEIIHOCT Ha OLICHSIBAHETO,

5. mpu u3menus 3a caMOTECTyBaHE - MACTO M Opoil Ha nuiara 0e3 MeaUITMHCKA
KBaJIM(DUKAIIHSI, KOUTO IIIE Y9acTBAT B OIICHSIBAHETO,

6. nexnapauus, Ye MEAMIMHCKOTO U3JeNHe CBhOTBETCTBA Ha MPUIIOKUMUTE
CHIIECTBEHU W3HWCKBaHUS, C M3KIIOYCHHE Ha Te3d, KOUTO ca OOEKT Ha OIICHsSBaHE Ha
NEHCTBUETO M KOUTO Ca U3PUYHO MOCOYEHH, M Y€ ca MPEeANPUETH BCUUKU IMPEAra3Hu MEpKH,
HeoOXOIMMU 3a 3allluTa Ha 37paBeTO W 0e30MacHOCTTAa Ha MEJAMIIMHCKHUTE CICIHAIUCTH, Ha
MAUEHTUTE WM Ha TPETH JIMILIA.

Y. 26. (1) [IpousBoauTENAT ChCTaBs TEXHUUECKATA JOKYMEHTaIus 1o wi. 14, an. 1 u
s IPEJICTaBs 3a MPOBEPKa MPHU MOMCKBAHE HAa JIMIIAaTa 1Mo wi. 86, a. 2.

(2) [Tpon3BOAUTEIIAT € IUTHXKEH Jia IPeIpreMe HeOOXOJMMUTE MEPKH, 3a J1a OCUTYpHU
Ype3 MPOU3BOJICTBEHHS MPOIEC CHOTBETCTBHE HAa MH BHUTPO JUATHOCTHYHHUTE METUITUHCKH
W3JIeNHs 32 OllEHsIBaHEe Ha IEHCTBUETO C JOKyMEHTanwusITa mo ai. 1.

['naBa BTOpA.
PETUCTPALIUA HA JIMIA, KOUTO ITYCKAT MEJUILITMHCKHA
N3JIEJINA HA TTIASAPA (3BATJI. USM. - JIB, BP. 110 OT 2008 T'.)
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Yn. 27. (1) (U3m. - JIB, 6p. 110 ot 2008 r., B cuima or 21.03.2010 r.) Korato
MIPOM3BOUTEIST HA MEIUIIMHCKY M3JENHS 110 Wi. 2, ain. 1, T. 3 oT kiac |, mpou3BOAUTENAT HA
u3genus mo 4i. 2, an. 1, 7. 2 u 3, u3paboTeHu MO MOphYKA, KAKTO U (PU3MUECKOTO WU
IOPUIMYECKOTO JuIle 1o wi. 21, an. 1 u wi. 22, an. 1 ca peructpupanu no THpProBckus 3aKoH,
TE MOJaBaT 3asiBJICHUE 3a PerucTpanus mo odpasel 10 U3MbIHUTETHHS qupekTop Ha MAJL He
N0-KbCHO OT 14 faHW cien MycKaHe Ha H3JSIUETO Ha Maszapa W/Wid B JCHCTBHE Ha
TeputopusiTa Ha PenyOnuka bearapus.

(2) KbM 3asBi1I€HHETO 3a pEerucTpalus 1mo ai. 1 ce mpusarar:

1. akTyanHO yIOCTOBEPEHHE 32 BIUCBAHE B ThPTOBCKHUS PETUCTHP;

2. HAaMMEHOBAHWE W OTMCAHNE HA W3/ICIIHETO;

3. JOKYMEHT 3a IUIaTeHa TaKkca B pa3Mep, ONpe/eNieH B Tapudara mo wi. 7, ai. 1.

(3) (M3m. - B, op. 110 ot 2008 r., B cuia ot 21.03.2010 r.) Jlumara mo an. 1 ca
JUTHXKHU 12 yBeIOMSIT B 14-mHEBeH CpoK M3MBIHUTETHUS qupektop Ha MAJI npu mpomsHa Ha
aapeca cu Ha ympasieHnue. [Ipu mpomsiHa B mHpoOpMaruara mo ai. 2, T. 2 aunara mno ai. 1
MoJIaBatT 70 M3MbIHUTENHUs qupektop Ha MAJI 3asBneHueTo mo an. 1, kbM KoeTo mpuiarat
CBBp3aHUTE C MPOMSIHATA JOKYMEHTH M IOKYMEHT 3a IIaTeHa Takca B pa3Mmep, ONpeesicH B
tapudara o ui. 7, an. 1.

(4) (Otm. - IB, 6p. 110 ot 2008 1., B cuia ot 21.03.2010T.)

Yn. 28. (1) Korato npou3BOAMTENAT HA U3ACTUSA MO wi. 2, aid. 1, T. 1 mycka oT cBoe
MM Ha Ta3apa u/uiM B JACWCTBUE Ha TepuTOpHsTa Ha PenyOnuka Bbiarapus Te3u usnenus u e
peructpupan mo ThproBckus 3aKOH, TOW MOJaBa 3asBJIEHUE 3a perucTpamnus no odpaser a0
U3IBIHUTENHUS AupekTop Ha AL

(2) KbM 3asBi1€HHETO 3a perucTpalius 1mo ai. 1 ce mpusarar:

1. akTyanHO yIOCTOBEPEHHE 32 BIUCBAHE B THPTOBCKHUS PETUCTHP;

2. uHpopMaims 3a OOIIUTEe TEXHOJOTMYHHU W/WIM aHATUTUYHU XapaKTEPUCTHKH,
CBBbp3aHa C pPEAaKTUBHUTE, MPOAYKTHTE OT PEAKTUBUTE, KATHOPATOPUTE U KOHTPOIHHUTE
MaTepuaiy,

3. B ciayuaili Ha wm3genus OT cnuchkid A, b W u3genus 3a caMOTeCTyBaHE -
HAaUMEHOBAaHME, BHJ M MOJEN Ha H3ACNUETO, aHAJIUTHYHU U KOraro € HeoOXOAUMo,
JUArHOCTHYHU TapaMeTpyd IO OTHOIIECHWE HA ChHIIECTBEHUTE W3UCKBAHUS, IMOCOYEHU B
Hapeabure mo wi. 18, pe3ynraTu oT OlleHKaTa Ha JICUCTBUETO I10 TJIaBa IbPBa, pa3aen V;

4. yHCTpYKLUS 32 ynoTpeda Ha ObIrapCcKH €3UK;

5. TOKyMEHT 3a IJIaTeHa Takca B pa3Mep, onpesereH B Tapudarta mo wi. 7, ai. 1.

(3) (M3m. - B, 6p. 110 ot 2008 r.) [Ipou3BoaAUTENAT, KOUTO OT CBOE MME ITyCKa Ha
nmaszapa W/Wiau B JEHCTBHE Ha TepuropusATa Ha PenyOmuka bbarapus HOBO HWH BHTPO
JUArHOCTHYHO MEIUIIMHCKO W3JIEHe, KOTaTo € PEerucTpupaH mo ThProBCKUs 3aKOH, MOJaBa
10 MAJI nokymeHTaIusATa 1o aj. 2, KakTo ¥ yKa3aHHe, 4e U3JICJTUETO € HOBO.

(4) (U3wm. - ]IB, 6p. 110 ot 2008 r.) MlH BUTPO AUATHOCTHYHO MEIUIIMHCKO H3/CIIHEC €
HOBO, aKO Ha Ta3apa Ha Jbp)KaBa WICHKa WU Ha JbpikaBa oT EBponeiickoTo MKOHOMUYECKO
MPOCTPAHCTBO MPE3 MOCICTHUTE TPU T'OJAUHU:

1. takoBa u3aenue He € OUIIO0 MOCTOSHHO HAJIMYHO 3a aHAIM3UPAHUTE BEIEeCTBA WU
JpYTU TIapaMeTpH, iU

2. He e Owila HalMYHA aHAJUTHUYHATA TEXHOJIOTHsS, M3MOJ3BaHA 3a JaJICHUTE
aHAJIM3WPaHU BEIIECTBA WM MTapaMeTpH.

(5) (O1m. - IB, 6p. 110 ot 2008 1., B cuia ot 21.03.2010T.)
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(6) (M3m. - IB, Op. 110 or 2008 r., B cwia ot 21.03.2010 r.) 3asBiieHHETO 3a
peructparus o ain. 1 u 3 ce mogasa B 14-1HEeBEH CPOK OT JaraTa Ha IMyCKaHe Ha masapa u/uimm
MycKaHe B ICHCTBUE HA U3AeNuUsITa Mo Wi. 2, ai. 1, 1. 1.

(7) (U3m. - B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) JIunara mo an. 1 u 3 ca
JUTb>KHHU J1a yBeAOMST B 14-1HeBeH Cpok u3biaHUTENHUS aupektop Ha MAJI npu:

1. npomsiHa B ajipeca Ha yIpaBJieHHUE,

2. 3HAYUTEIIHU IPOMEHU B HHPOpMAIUATA 110 all. 2, T. 2 1 3,

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

4, pu3TerisaHe Ha HU3CTIHUCTO OT Ias3apa.

Yn. 29. (U3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) (1) B ciyuaute mo
1. 10, an. 2, Korato ymbIHOMOIIEHUAT MPEICTABUTEI € PETUCTpUpaH Mo ThProBCKHs 3aKOH,
nonasa o MAJI 3asBieHre U mpuapykapaimiata To JOKYMEHTAIUs 32 U3AeIusiTa mo 4i. 27,
ain. 1 w/vnm o un. 28, an. 1 vum 3.

(2) YrpHOMOMIEHUST ipencTaBuTen mo an. 1 ysegomssa MAJI npu Bcska mpoMsiHa
Ha aJipeca CH Ha yIpaBJIeHHE.

Y. 30. (U3m. - IB, 6p. 110 ot 2008 r., B cuima ot 21.03.2010 r.) 3a Bcuuku u3menus
mo wi. 2, an. 1, 7. 2w mo un. 2, an. 1, . 3 ot knac lla, 116 unmu ||, mycnatu B nelictBue Ha
Teputopusita Ha PemyOnmka bwarapus, MAJI moxke nga moucka NaHHH, WIASHTUUIMpANTA
U3JICNIUETO, CTUKET U MHCTPYKIIUS 3a yrnoTpeoa.

Yn. 30a. (Hos - JIB, 6p. 110 ot 2008 r.) (1) [bp:kaBata perucTpupa MaKCHMaTHU
IICHU Ha I[peGHO 3a HpO,Z[a)K6aTa Ha MCOAUIUHCKHU U3ACIINA - allapaTyu U YpCIUu MO CMHUCHJIA HA §
1, . 21 OT JOMTBIHUTETHUTE PA3MOPEIOH.

(2) YcnoBusta M peabT 3a pEruCTpalUsaTa Ha I[EHUTE MO al. 1 ce ompeaeisT B
HapenOa Ha MUHHCTEpCKUS CBBET, INpHETa MO TNPEAJIOKEHHE Ha MHUHUCThpa Ha
3[IpaBeoONa3BaHEeTO K MUHHUCThPA HAa HKOHOMHKATA U CHEPreTHKATA.

Yn. 31. (1) (Orm. - AB, 6p. 110 ot 2008 r., B cuiia ot 21.03.2010T.)

(2) (U3m. - OB, op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) UsmeaHuTeHATA
areHIIUs 0 JIEKapCTBaTa BOAM PETUCTHP, KOUTO ChABPIKA:

1. Homep U JaTa Ha perucTparus,

2. HaMMEHOBaHKE, BUJ M KJIAC HA METUIIUHCKOTO U3JICIHE;

3. IMe U aJpec Ha yIpaBJieHHe Ha 3asgBUTENs 1o Wwi. 27, ai. 1, un. 28, an. 1 u 3 u 4.
29, am. 1;

4. nata Ha 3aJMYaBaHe Ha MEIUIIMHCKOTO M3JENIUE OT PErHCThpa M OCHOBAHHETO 32
TOBA,

5. 3a0eNeXKKH Mo BIUCAHUTE 0OCTOSITENCTRA.

(3) (U3m. - OB, op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) M3nwiHuTEeIHATA
areHIysl 110 JIGKapCTBaTa MPeOCTaBsl JaHHU 32 PETHCTpalUsATa Ha U3JIeNusATa 1o Wi. 27, ai. 1,
yy1. 28, an. 1 u 3 u no wi. 29, an. 1 npu noucKkBaHe OT peryJlaTOPpHU OPraHu Ha JPYTU AbPKaBU
YICHKH WJIM OT pEryJaTOpHH OpraHW Ha IbpKaBU OT EBpONEHcKOTO HMKOHOMHUYECKO
MPOCTPAHCTBO U OT EBporieiickara KOMUCHS.
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['naBa Tpera.
KIIMHNYHU U3IINTBAHWA HA MEJJULITMHCKHW U3 JEJINA

Pasnen |.
OO6mu pasnopenou

Yn., 32. (Usm. - OB, 6p. 110 or 2008 r., B cuma ot 21.03.2010 r.) Kiauanyno
W3MHUTBAaHE C MEIUIIMHCKY U3IeNHs 1Mo wi. 2, an. 1, 1. 2 u 3 ce mpoBexaa ¢ 1en:

1. moTBBpKIaBaHE, Y€ TIPU HOPMAITHU YCJIOBHUS Ha ynmorpe0da W3IeUETO M3IThJIHABA
€/IHa WIH MOoBeYe OT PYHKIMHUTE, OTPEACICHU OT MPOU3BOAUTEIIS,

2. uneHtuuIMpaHe Ha HEXEJTAHW CTPAHWUYHH €(PEKTH MPU HOPMAJHU YCJIOBHS HA
yrnoTpeda Ha U3/IETHETO;

3. TpereHKa JOKOJKO HACHTH(PUIIMpPAHUTE HEXEJIaHW CTPAaHWYHU ePEeKTH ca B
paMKuTe HAa TPHEMIUBUS PHUCK, TMPEHEHEH CHOpPsSMO I[oji3aTa OT MPEIBHIECHOTO
npeaHa3HauCHHUE Ha U3/ICIHUETO.

Yn. 32a. (Hos - JIB, 6p. 110 or 2008 r., B cmia ot 21.03.2010 r.) OueHsiBaHETO Ha
KIMHUYHATE TaHHU OT WU3IHUTBAHETO CE U3BBPIIBA NPH YCIOBHS, ONPEICICHH B Hapea0aTa 1o
ui. 48, ai. 2.

Un. 33. KnuHUYHO M3MUTBaHE C€ MPOBEXa B JIedeOHU 3aBEJCHUS 10 CMHCHJIA Ha
3akoHa 3a JieueOHUTE 3aBEICHU.

Yn. 34. (1) KIMHAYHOTO H3MUTBAHE C H3JACIUATA MO Wi. 32 ce MPOBEKIa MPHU
Cria3BaHe HA OCHOBHUTE NMPUHIIUIY, KOUTO TapaHTUpAT MpaBaTa, 0€30MacHOCTTa, 3APABETO U
YOBEIIKOTO JIOCTOWHCTBO HA YYAaCTHHUIIUTE B M3MUTBAHETO, ONpeneicHu B Jlekmapanusara oT
Xen3WHKH 32 €TUYHHUTE MIPUHIIUITY [IPH MPOBEKIAaHE HA KIMHUYHHA U3IMUTBAHUS BHPXY XOPa.

(2) IpaBara, Ge3omacHOCTTa M 3PABETO HA YYACTHHUIMTE B KJIMHUYHOTO H3IUTBAHE
Cce MOCTaBsAT HAJl MHTEPECUTE Ha HayKaTa u OOIIECTBOTO.

(3) KiaMHMYHOTO W3NHMTBaHE Cce€ MpeanpueMa M IMPOBEKIA, NPH YCIOBHE Ue
MPEIBHIMMUTE TTOJI3U 33 YYaCTHHKA M 3a OOIIECTBOTO OMPAaBIaBaT PUCKOBETE.

(4) Knuau4yHOTO M3NMUTBaHE TPSAOBA J1a ce IJIaHWpa Taka, ue HeyJo0CTBOTO, OOJKaTa,
CTpaxbT W JPYTUTE MPEABUIAMNMH PHCKOBE BBB Bph3Ka ChC 3a00JIIBAHETO Jia ca CBEJCHHU JI0
MUHUMYM U TparbT Ha pHUCKa U CTEMeHTa Ha Qu3ndecka Ooika Ja ca MpeIBapUTEIHO
OTIpe/ICIICHH | JIa TIOJIe)KAT Ha IMMOCTOSHEH KOHTPOJI IO BpeMe Ha U3IUTBAHETO.

(5) He ce nonycka npeaocTaBsiHe Ha (PMHAHCOBH WJIM JIPYT'M CTUMYJIH 32 BKIIIOYBAHE
Ha YYaCTHHIIM B KJIMHUYHOTO W3IUTBAHE OCBEH KOoMITeHcanuu (pa3xoau 3a IMbTHHU, THEBHH U

ApyTH).

Yn. 35. (Otwm. - JIB, 6p. 110 ot 2008 1., B cuina ot 21.03.20101.)

Y. 36. (1) Lisanara nadopmanust OT KIMHAYHO U3NUTBAHE CE 3alUCBa, 00padoTBa U
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ChbXpaHsBa [0 HAYMH, KOWTO OCHUTYpsiBa TOYHOTO M JOKJIaJBaHe, HHTEPIPETUpPAHE U
MOTBbpXkAaBaHe. JINUHUTE NaHHU HA YYACTHUIUTE B KIMHUYHOTO M3MUTBAHE CE ChXpaHIBAT
CBIJIACHO 3aKOHA 32 3allUTa Ha JTUYHUTE TaHHU.

(2) Hoxymenrtamusita mo an. 1 ce ChbXpaHsBa OT TJIABHUS WM KOOPAWHHPAIIHSI
uscnenosaren 3a cpok 20 roMHU OT JaTaTa Ha MPUKIIOYBAHE HA KIIMHUYHOTO M3MUTBAHE U CE
Mpe0CTaBs MPH MOMCKBAaHE HA ChOTBETHATA KOMHCHS/CHOTBETHUTE KOMHCHH 110 €THKA M HA
NAIJIL.

Y. 37. (1) KnuHnYHO M3NKMTBAaHE HA M3JENUATA MO Wi. 32 ce JOMyCKa CaMoO BHPXY
JvIIe:

1. Ha KOeTo € MpeJOCTaBeHa MPEIBAPUTEIHO MHCMEHA MH(OpMalus 3a ChLIIHOCTTA,
3HAYCHUETO, TOCIEACTBHUATa W EBEHTYAIHUTC PHUCKOBE Ha KIMHHUYHOTO H3MHTBAaHE U B
pa3roBop C JeKap WM JeKap Mo JACHTAHa MEIUIIMHA - YWICH Ha U3CIJIEOBATEIICKUS CKHII, ca
My pa3sCHEHH IIeJTUTE, PUCKOBETE, HEy00CTBaTa Ha M3MUTBAHETO M YCJIOBUSATA, MPU KOUTO
I11e Ce MPOBEXK/a,

2. xoero ¢ MHGOPMHUPAHO 3a MPABOTO CH Ja C€ OTKaXe IO BCSIKO BpEME OT
M3MUTBAaHETO, 0€3 TOBA JIa MMa OTPHIIATEITHH MOCIIEACTBUS 3a HETO;

3. KOETO € 1aJI0 JINYHO MMCMEHO HH(POPMHUPAHO ChITIACUE 33 YIACTHE.

(2) Korato nuieTo € HeCIOCOOHO Ja M3pa3H MUCMEHO ChIVIACHEe, TO MOXKE Ja Jaje
YCTHO ChIJIacH€ B MPHCHCTBHETO Ha HE3aBHCUM cBHIeTeN. CBHIETENSAT YIOCTOBEPSBA
MUCMEHO, Y€ JIMIETO € M3Pa3Hio JUYHO MHOOPMHPAHO ChITIACHE 32 YYaCTHE B KIMHUYHOTO
W3IUTBAHE.

(3) Camo neecriocoOHO JMIle, KOETO pa3dupa ChHIHOCTTA, 3HAYCHHETO,
MOCTICICTBUSITA W EBCHTYAIHUTE DPHCKOBE OT KIMHHUYHOTO W3MHTBAaHE, MOXE Ja maje
uHpopMHpaHo cbriacue mo ai. 1, 1. 3 u an. 2. MupopMupaHoTo chriacue 3a ydactue B
KIMHAYHO W3MHUTBAaHE MOXeE Ja Oblle OTTErJIeHO IO BCSIKO BpeMe 0e3 OTpHIaTeITHU
MOCJICACTBUS 32 JIUIETO.

(4) KIMHUYHOTO WM3MHUTBAHE BBHPXY OrPAHMYCHO JEECIOCOOHO IMBJIHOJETHO JIHIE
MOXe Jla ce MPOBEX/a CiIe]] MoJlydyaBaHe Ha MUCMEHO UH()OPMHUPAHO ChIIaCKe OT JIUIETO U OT
3aKOHHHS My TpeicTaBuTel. Ha orpanndeHo aeecrnocoOHO MBIIHOJIETHO JIMIIE CE MPEJOCTaBs
uHpopmanuara mo ai. 1, 7. 1 B chOTBETCTBHE C HeroraTa CHocoOHOCT 3a pa3Oupane.
W3pruHOTO MY JKEJlaHHe J]a ce OTTEIIIH 110 BCAKO BPEME OT KIIMHUYHOTO M3MHUTBaHE TPsOBa J1a
Ob/ie B3€TO MPEIBUI OT M3CIEOBATENS, @ IPU HEOOXOAMMOCT - OT TNIABHHS U3CJICI0BATEIL.

(5) Uudopmupano chriacue 3a HEACCCIIOCOOHO MBIHOJICTHO JIMIE MOXE Ja Jaje
3aKOHHUSAT MY TIPE/ICTABHUTEIL.

(6) B cimyuante mo un. 162, an. 3 ot 3akoHa 3a 31paBeTO WHGOPMHPAHO ChIJIACHE
JlaBa HA3HAYEHOTO OT ChJa JIUIIE.

Y. 38. (1) KNMHUYHOTO M3MUTBAHE BHPXY MAJIOJIETHO JIMIIE MOXE Jla CE€ MPOBEXK/a
ClIe]] TI0JTyd4aBaHe Ha MIUCMEHO WH()OPMHUPAHO ChITIACUE OT 3aKOHHUTE MY MPEACTABUTEIH - OT
JBaMaTa pOJMTENN WK OT HACTOWHMKA Ha JIMIETO, IPU CMa3BaHEe M3MCKBAaHMATA Ha Wi. 37, all.
1, 7. 1 u 2 u an. 3. Koraro equHUSAT POOUTENl € HEU3BECTCH, MOYMHAI WU € JUIICH OT
POJMTENICKM TIpaBa, WM HE ca MYy MPEJOCTAaBEHHM TaKWBa TpaBa B CIydauTe Ha Pa3BoO],
MUCMEHO MH()OPMHUPAHO ChITIACHE aBa POAUTEIAT, KOUTO YIPaKHSIBA POIUTEICKUTE MPaBa.

(2) KNMHUYHOTO M3MHMTBAaHE BHPXY HEIBIHOJIETHO JIUIC MOXKE J1a CC MPOBEXK/IA CIIe]
MoJlydaBaHe Ha MHUCMEHO HWHPOPMHUPAHO ChHIVIACHE OT JIMIETO W OT 33aKOHHUTE MY
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MPEICTABUTENH - OT ABaMaTa POAWTEIU WU OT MOMEUUTENS My, TPU ClIa3BaHE W3MCKBAHUATA
Ha wi. 37, an. 1, 7. 1 m 2 u an. 3. Koraro equHUAT poAuTeN € HEU3BECTEH, MTOYMHAI WU €
JUIICH OT POAMWTENCKU MpaBa, WM HE ca MYy NPEJOCTaBeHW TaKWBa MpaBa B CIydauTe Ha
pa3Boji, MUCMEHO WH(OPMHUPAHO ChIJIACHE JaBa HEMBIHOJETHOTO JIMIIC H POIUTENST, KOWUTO
YIpaXHsBa POAUTEICKUTE TIPaBa.

(3) Ha mamoneTHOTO WM HENBIHOJCTHOTO JIMIIE C€ MPEa0oCTaBs HH(POpMAIUsA 3a
CBIIIHOCTTA, 3HAYCHHUETO, MOCIEICTBUATA, CBEHTYaTHUTE PUCKOBE U TOJ3UTE OT KIMHUYHOTO
W3MHTBAaHE O pa30MpaeM 3a HEro Ha4MH OT JIeKap C MpH3HATa CICIMUAITHOCT IO JETCKH
00JIECTH WIIN OETCKH IICUXOJIOT.

(4) Ceormacuero Ha pOAWTENMTE WIA HACTOWHUKA TpssOBa /Ja MPEICTaBIIsABA
mpeJroiaraeMara Bojisi Ha MaJlOJIETHOTO JIMIIE M MOXKEe J1a OBJIe OTTETJICHO MO BCSKO BpEMe
P TIPOBEXKIaHE HA KJIMHUYHOTO M3MUTBaHE 03 OTPUIIATEITHH TOCICACTBUS 32 MAJIOJETHOTO
JIILIE W/Uau 3a TX.

(5) CobrimacueTo Ha HEMBIHOJETHOTO JIMIE M HA POJUTCIUTEC WIH Ha TONMCUYUTEIIS
MOXe J1a OBJe OTTErJCHO MO BCSKO BpeMe B Ipolleca Ha MPOBEKIAHE HA KIMHUYHOTO
W3MHUTBaHE 0€3 OTPHUIATEITHU MTOCICICTBUS 32 TAX.

Un. 39. Pemenumero 3a BKIIOYBAHE B KIMHUYHO H3MHMTBAaHE Ha MAJIOJIETEH,
HEI'BJIHOJIETEH, HEeJIEECTIOCOOCH WIIM OTPAHUYEHO JEECIIOCOOCH MBJIHOJIETEH MAIMEHT, KOTaTo
HE MOXE Ja Ce B3eMe CIICIHO HH()OPMHPAHO CHINIACHE OT POTUTEITUTES/POTUTENS WU
CHOTBETHO OT HACTOMHUKA WUJIM OT MOMEUUTENSI U KOTaTO HEMOCPEACTBEHATA 1Ie) € CIacsiBaHe
Ha JKMBOTa MY, C€ B3eMa Hal-MaJKo OT JBama JIeKapu, HE3aBUCHUMH OT BB3JIOKHUTENS U OT
TJIABHUS WU KOOPIUHUPAIIUS U3CTIET0BATEN.

Un. 40. (1) KnuHUYHO W3NMTBaHE BBPXY OpPEMEHHH MOXKE Ja CE IpeInpueMe u
MPOBEXJa MpHU Clla3BaHe M3UCKBAHMUATA HA wi. 37 caMO B ClydyauTe, KOraro HsMma JOoKa3aHU
JIPYTU aITEepPHATUBHU METOM 3a U3BBPIIBAHE HA JUArHOCTUKA WM JICUEHHUE U KOTaTO TOBA HE
3acTpailiaBa )KMBOTa U 3[JpaBETO Ha OpeMEHHAaTa U KU3HECTIOCOOHOCTTA Ha II0/IA.

(2) Perrenuero 3a BKIIOUBAaHE B KJIMHUYHO M3IMHUTBAHE B ciiydauTe Mo aji. 1 ce B3ema
OT JIEKapCKa KOMHMCHS, CbCTaBeHa OT CHEIUAIUCTH, HE3aBUCUMH OT BB3JOXKUTENS U OT
TJIABHUSA/KOOPIMHUPAIINS U3CIICI0BATEI.

Yn. 41. (1) Tlo BpeMe Ha W3MUTBAHETO YYACTHUKBHT IMPH IOWCKBAaHE IOJydaBa
JOII'bJIHUTECIIHA I/IH(bOpMaI_II/ISI OT HE3aBHUCHUMO OT BB3JIOXKUTECIIA JIUILIC.

(2) TMucmenara wuHbOpMaIUs, TMNPEIOCTaBIHA HA YYACTHHUIUTE B KIUHUYIHO
HU3INHUTBAHC, CbABbPIKA JaHHU 3a KOHTAKT C HE3aBUCUMOTO JIUIIC 10 all. 1.

Yn. 42. (1) [Ipu mpoBexgaHe Ha €IHOLEHTPOBO WIIM MHOTOLEHTPOBO KIMHUYHO
U3MIUTBaHE Ha TepuTopusaTa Ha PenyOnuka bbarapus, korato Bb310XKUTENAT HE € YCTAaHOBEH
Ha TepuTopUsATa Ha EBpONENCKUs CBIO3 MM HAa TEPUTOPUATA HA AbpiKaBa OoT EBpomeickoro
MKOHOMMYECKO TPOCTPAHCTBO, TOW YIBIHOMOLIABA CBOW IIPEICTaBUTEN, YCTaHOBEH Ha
tTeputopusiTa Ha PenyOnuka bearapus.

(2) (U3m. - JIB, 6p. 110 or 2008 r., B cuia ot 21.03.2010 r.) IIpu mpoBexaaHe Ha
MHOTOLIEHTPOBO KIMHUYHO M3MHMTBAaHE Ha Tepurtopuara Ha PenyOnuka bearapus u Ha
TEPUTOPHATA Ha Jpyra Ibp)KaBa WICHKA/IbpKaBH WICHKH, W/MIM HA TEPUTOPUATA Ha
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abpkaBa/IbpikaBU 0T EBPOMNENCKOTO MKOHOMHYECKO MPOCTPAHCTBO, W/MIIM HA TEPUTOPUATA
Ha TpeTa JbpKaBa, KOraTo BB3JIOKHTEIIAT HE ¢ YCTAHOBEH Ha TEpUTOpHsATa Ha EBpomeirickus
ChIO3, TOH YITBJIHOMOIIABa CBOW MPEJCTABHUTENl, YCTAHOBEH HA TEPUTOPHITA HA IbpKaBa
YJICHKA WK IbpKaBa OT EBpONeiickoTo MKOHOMUYECKO MPOCTPAHCTRO.

(3) YbIHOMOIIEHUST TpEACTaBUTEN MO ad. 1 WIM 2 HOCH OTTOBOPHOCT 3a
NPOBEXKIAHETO Ha KIMHUYHOTO W3MUTBaHE Ha TepuTopusita Ha PemnybOnuka bwirapus
CBHIJIACHO JEUCTBAIIIOTO 3aKOHOIATEIICTRO.

(4) (Otm. - IB, 6p. 110 ot 2008 1., B cuia ot 21.03.20101.)

(5) (O1m. - IB, 6p. 110 ot 2008 1., B cuia ot 21.03.20101.)

(6) (O1™m. - IB, 6p. 110 ot 2008 1., B cuia ot 21.03.2010T.)

(7) (Otm. - IB, 6p. 110 ot 2008 1., B cuia ot 21.03.20101.)

Yn. 43. (U3m. - [IB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) (1) Knuanyuoto
M3MHATBAHE CE U3BBHPINBA MO/ PHKOBOJICTBOTO HA U3CIIEA0BATEN.

(2) KoHTpOobT BBPXY KIMHUYHOTO U3IMUTBAHE CE M3BBPIIBA OT BH3JIOXKHUTENS WU OT
YI'BJIHOMOINICHUSI MY MPECTaBUTEN 1m0 Wwi. 42, an. 1 unaum 2, uiau OT Ha3HA4YE€HO OT HEero JIMIIE -
HaO0JII01aBAalll.

(3) Tlo BpeMe Ha KIMHUYHOTO H3MHTBAaHE JIeKap, CHOTBETHO JIeKap IO JCHTAIHA
MEIWIINHA, MPOCIEAsBa 3PAaBOCIOBHOTO CBHCTOSHHE Ha yYaCTHUKAa W TPH HEOOXOAMMOCT
MpearprueMa ChOTBETHUTE MEIUIIMHCKU MEPKH.

(4) UsuckBaHusaTa KbM BB3JIIOKUTEIIS, TIABHHS WM KOOPIUHHUPAIIUS U3CIICI0BATEN U
KbM HaOJIOIaBaIIMsI U TEXHUTE 3aIbJDKCHUS TPU MPOBEXKIaHE HA KIIMHUIHOTO W3IHUTBAHE CE
OTIpeIeTIAT C HapeabaTa mo wi. 48, an. 2.

Un. 44. (1) Bb3710XKHTENIT W TIABHUAT WM KOOPIUHHUPAIIUAT H3CIEI0BATEI
CKJIFOYBAT JOTOBOP 3a 3aCTPaxOBKa, TOKPUBAILA OTTOBOPHOCTTA UM 3a MPUYUHEHUTE NPU WIHA
10 MOBOJ, MTPOBEXK/IAHETO HA KIMHUYHOTO M3MUTBAHE HEMMYILECTBEHH U UMYIIIECTBEHU BpEIU
Ha yYaCTHHUILINTE.

(2) Bb3110KUTEIAT HOCH OTTOBOPHOCT B Clydail Ha YBPEXKIaHE HA 3[PaBETO WM Ha
CMBPT, MPUYUHEHU TMPU WUIU O MOBOJ MPOBEKIAHETO HA KIMHUYHOTO WM3MUTBAHE, KOTaTo
M3MHUTBAHETO € MPOBEXKIAHO CHITIACHO HU3MCKBAHMSTA U MPOLEIYpUTE Ha OJO0OpEHHsS OT
KOMMCHSITA IO €THUKA TUIaH.

(3) I'MaBHUAT WM KOOPIUHHUPALIMAT U3CIIEA0BATE]l HOCH OTTOBOPHOCT B CIy4ail Ha
YBpEXKJAaHEe Ha 3APABETO WJIM HA CMBPT, NPUUMHEHU NPHU WM MO MOBOJ MPOBEXKIAHETO Ha
KJIIMHUYHOTO M3MUTBAHE, KOTAaTO HE ca CMa3eHU M3UCKBAHUATA U MPOLEIYpPUTE HA OJO0OPEHHUS
OT KOMUCHSITA MO €THKA TUIaH.

Paznen II.
Pa3pemenure 3a mpoBex1aHe Ha KIMHAYHO U3ITHTBAHE

Y. 45. (1) KnuHuyHUTEe M3OUTBAHKUS HA MEIUIIMHCKU U3EIHS 110 Wi. 2, ail. 1, T. 3 0T
kiac |11, Ha UMIUTaHTHPYEMU METUIIMHCKU W3/IETUs 1 Ha MHBa3UBHU MEIUIIMHCKU U3JIEIHS 32
MPOIBIDKUTENHA yroTpeda mo wi. 2, an. 1, 1. 3 ot kiac lla wnm |16 u Ha u3menusaTa Mo WiI. 2,
an. 1, T. 2, KouTO ce MpoBEXIaT Ha TepuTopusTa Ha PermyOnuka brarapus, Morar ma 3amo4Har
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clie]] TIoJTydyaBaHe Ha IMOJIOKHUTETHO cTaHOBHIIEe OT KomMucusiTa mo eTuka 3a MHOTOIIEHTPOBH
M3MUTBAHUS WA OT KOMHCHSATA MO €THKA KbM CHOTBETHOTO JICUEOHO 3aBENICHHE, Ch3aJICHH
ChC 3aKkoHa 3a JICKApPCTBEHHUTE MPOJAYKTH B XyMaHHATa MEIUIIMHA, W Ha pa3pelieHue OT
M3I'BIHUTENHUS aupekTop Ha MAJL.

(2) KnuHuyHUTE U3MUTBAHUS HAa MEAMIIMHCKU H3CIHS, Pa3IMYHUA OT TE3H IO aj. 1,
KOHUTO C€ TMPOBEXKIAT Ha Teputopusita Ha PemyOnuka bbarapusi, Moratr ma 3amo4HaT cCien
YBEOMSBAaHE Ha U3MMBIHUTENHUS nupekTop Ha MAJI, ako chOTBETHaTa KOMHCHS IO €THKA I10
an. 1 e 1ana moJIoKUTEITHO CTAHOBHIIIE.

(3) Pasmopenbute Ha ain. 1 u 2 ce mpuiiarat u 3a MCIUIIMHCKH U3JICNIUs C HAHECCHA
"CE" wmapkupoBKa, KOraTo KJIMHUYHUTE HW3MHUTBAHUS C€ MPOBEXKAAT C IIeJ CMsSHA Ha
MpeIHAa3HAYCHUETO UM.

Un. 46. BB37I0XKUTENAT WK TIaBHUAT WIH KOOPIMHUPAIIHMST U3CISIOBATEN MOXKE Ja
MOJaJe 3asABJICHHUE 3a YBEAOMSBAHE WM pa3pelIaBaHE 3a IPOBEXKIAHE HA KIMHAYHOTO
M3NUTBAaHE JO CbOTBETHaTa Komucus 1o eruka u 10 WAJl eaHOBpeMEHHO WM
MOCIIEAOBATEIIHO.

Yn. 47. (1) Tlpu MHOTOLEHTPOBO KIMHHYHO M3MHMTBAHE HA TEPUTOPHATA Ha
Penybnuka bwarapus numara mo uin. 46 monasaT 3asBieHue A0 Komwucusra mo eTwka 3a
MHOTOLIEHTPOBH W3MUTBAHHUSI.

(2) Ilpu emHOUEHTPOBO KIMHHYHO HW3MUTBaHE HAa TepUTOpHsTa Ha PenyOnmka
benrapus nmumara mo uwi. 46 morar nma momamar 3asBieHue no KomucusTta mo eruka 3a
MHOT'OLICHTPOBHU U3NHUTBAHUA WUJIK 1O KOMHCHATA IO €TUKA, Ch3Aa/ICHA B CbOTBCTHOTO neqe6H0
3aBeJICHHE.

Yn. 48. (1) 3a monyuaBaHe Ha CTAHOBWINE OT CHOTBETHATa KOMHUCHS IO €THKa
TJIABHUAT, CbOTBETHO KOOPIUHUPALIUAT U3CIE0BATEI I BB3JIOKUTEIST, IPEICTaBs:

1. amMUHUCTpAaTUBHA JJOKYMEHTAITHS,

2. nuadopManus 3a y4aCTHUK;

3. JOKyMEHTAITH 32 TUIaHa Ha H3ITUTBAHETO;

4. noOKyMeHTaIus 3a U3MUTBAHOTO MEAUIIMHCKO U3/IEINE;

5. JOKyMeHTamusl 3a TEXHUYECKUTE BB3MOKHOCTH Ha Je4eOHOTO 3aBEJCHHUE U
npodecronanHaTa KBaJupuKalus Ha U3CIEeI0BATEIICKUS EKHUII;

6. U3TOYHUK Ha (PUHAHCUPAHE U AJIMUHUCTPATUBHA OPTaHU3aIMs Ha U3MTUTBAHETO.

(2) CopappkaHueTo Ha JOKYMEHTAlUsATa Mo aji. 1 ce ompeaens B Hapeaba Ha
MUHUCTHPA Ha 3paBEOMa3BaHETO.

(3) Korato komucHsTa 110 €THKA YCTAaHOBH, Y€ JOKYMEHTAIUATA MO al. 1 e HembJiHa,
TS yBEIOMSsIBa 3asgBUTENS B 14-THEBEH CPOK M MY J1aBa CPOK 32 OTCTPaHSBAHE HA HETBIHOTUTE.

(4) Komucusra o eTnka u3rotss cranoBwuiie B 30-AHEBEH CPOK OT MPEICTaBIHETO HA
BaJIM/IHA JJOKYMEHTAIUs, KOETO TMPEJ0CTaBs Ha BB3I0KuTeNns u Ha MAJL.

Y. 49. (1) Korato cTaHOBHIIETO Ha KOMUCHSATA TI0 €THUKA 1O Wi. 48 € oTpuIaTeNHo,
BB3JIOKUTENAT B 14-THEBEH CPOK OT JlaTaTa Ha YBEJOMJICHHETO MOXeE Ja 00KajIBa perieHueTo
no lleHTpanHara KOMHCHS TIO €THKA, Ch3JaJICHA ChC 3aKOHA 3a JICKAPCTBEHUTE MPOJIYKTH B
XyMaHHaTa MEJIHUIINHA.
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(2) LlenTpanHara KoMHCHS 110 €THKa B 14-THEBEH CPOK OT JaraTa Ha MOJydaBaHe Ha
MMHUCMEHOTO UCKAHE OT BB3JIOKHUTEIS CE MIPOU3HACS C PEIICHHE.

(3) Pemennero Ha IleHTpaniHaTa KOMHCHS 10 €THKA € OKOHYATEIIHO M 3abJDKUTCITHO
32 KOMHUCHSATA TTO0 €THKA.

Y. 50. (1) (M3m. - JIB, 6p. 110 ot 2008 r., B cuiaa ot 21.03.2010 r.) 3a monyuaBane
Ha pa3pelleHue 3a MPOBEXKIAHE HAa KIMHUYHO M3MHUTBaHE MO Wi. 45, an. 1 BB3I0XKUTEIAT
noaasa 10 MAJI 3asBieHue mo oopaserr, mpuIpy>KEeHO ChC ClIeHATA JOKYMEHTAITHS:

1. uneHTUGUKAIMOHHN JAaHHH 32 MEAMIIMHCKOTO M3JIEeNe HA XapTHEH U €IEKTPOHEH
HOCHTEI;

2. IJ1aH Ha KJIMHUYHOTO U3IHMTBAHE,

3. Opolrypa Ha U3CIIeI0BATENS,

4. noKyMeHTaIus 3a oJlydyaBaHe Ha MH(POPMHUPAHO ChIIIACHE,

5. ngexnapanusi OT TPOW3BOIUTENS JalM CHOTBETHOTO W3JEIHE MOXKE Ja Obie
OTIpeeNIeHO KaTo u3/enue o wi. 3, T. 2, 3 wiu 4,

6. mexmapanus OT MPOU3BOIUTENS JAIH TIPHU MPOU3BOICTBOTO HA U3/ACIUETO IO WII. 2,
ar. 1, 1. 3 € W3NOI3BaHA HEXU3HECIIOCOOHA >KUBOTUHCKA THKAH WKW HEXU3HECIIOCOOHU
MPOIYKTH, TTOJTYICHH OT )KUBOTUHCKH THKaHHU,

7. IMCHaTa Ha W3CJICJIOBATCIIMTE, HAa TJIABHHUS WIHM TJABHHTE W3CJICIO0BATEIId MM Ha
KOOPJAMHHPAIIUS W3CIIeI0BATEN, KAKTO 1 HAMMEHOBAHHMETO U aJipeca Ha JICUCOHUTE 3aBEICHHUS,
B KOUTO C€ IIPOBEXK/1a KIMHUYHOTO U3IHTBAHE;

8. HauaHa, KpaifHa 1aTa u rpaduK Ha TPOBEKIAHUTE U3CIICIBAHUS,

9. MOJIOKUTEIIHO CTAHOBHUIIE OT KOMHCHSATA IO €THKA, KOraTo BB3JI0KUTEIAT € 101aj
IIOCJIEIOBATEHO 3asiBICHUS IO 4JI. 46;

10. neknmapamnmsi, Y€ MEIUIMUHCKOTO WU3JE/IMe CHOTBETCTBA HAa MPHIOKUMHUTE
CHIIIECTBEHU M3MCKBAHMS, C M3KIIFOYCHUE HAa TE3U, KOUTO Ca 0OCKT Ha KIMHUYHOTO M3MUTBAHE,
M 4Ye ca MPEABUACHU BCHUYKHU TPEINa3HU MEpPKH, HEOOXOIMMH 3a 3alliTa Ha 3JIPaBeTO M
0€301acHOCTTa Ha YYaCTHHUITUTE B U3IMUTBAHETO U HA U3CJICIOBATEIICKUS CKUII,

11. moroBop 3a 3acTpaxoBKa, MOKpHBAIla OTTOBOPHOCTTA Ha HW3CIEAOBATENsl U Ha
BB3JIOKHUTENS 32 MPUIMHEHUTE UMYIIECTBEHH W HEMMYIIECTBEHH BpPEAM Ha yYACTHUIIUTE B
M3MHUTBAHETO MPHU WK IO MTOBOJI TPOBEXKAAHE HA KIMHUYHOTO U3IHUTBAHE,

12. mpoekT Ha JOTOBOP MEXKY BBH3JIOKHUTEIS U JICUeOHOTO 3aBEICHNUE;

13. 1oKyMeHT 3a IIaTeHa Takca B pa3Mep, onpeiesieH B Tapudara mo wi. 7, ai. 1.

(2) (O1™m. - IB, 6p. 110 ot 2008 1., B cuia ot 21.03.2010T.)

(3) (U3m. - B, op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Ilpu eqHOBpEeMEHHO
MoJlaBaHe Ha 3asBJICHHS 0 WI. 406 BB3IIOKHUTEISAT MOXKE /1a TIPEICTaBH CTAHOBHUIIIETO 1O ail. 1,
T. 9 cien moiyyaBaHETO My, HO HE MO-KBCHO OT Cpoka 1o wi. 51, ai. 1.

(4) (U3m. - OB, 6p. 110 or 2008 r., B cumma ot 21.03.2010 r.) Bw3aoxuresst
nexnapupa, 4de mnomaaenara no WAJI uw 1o KoMucHATAa 1O €TUKa HWHPOpMAIus B
JOKYMEHTAIUATA € UIACHTUYHA.

(5) (Homa - JIB, 6p. 110 or 2008 r., B cuna ot 21.03.2010 r.) ChabpxkaHUETO Ha
JOKyMEHTAIusTa 1o ai. 1 ce onmpenens ¢ Hapeabara mo wi. 48, ai. 2.

Yn. 51. (1) MsnbianuTenHata arcHIWs IO JIGKApCTBaTa OIICHSBA IOJaJcHATa
nokymeHTarus 1o wi. 50 B 60-1HEBEH CPOK OT JaTaTa Ha MOIaBaHETO M.
(2) (U3m. - OB, op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) M3nwiHuTEIHATA
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areHIMs 1O JIeKapcTBaTa MOXE Ja TOWCKAa JONBJIHUTETHA HHQOpMAIHs, CBBbpP3aHA C
nokymeHTarusTa mo 4i. 50, ai. 1.

(3) B caydaute no an. 2 60-gHEBHUAT CPOK compa Ja Tedye A0 MPEICTAaBSIHETO Ha
MCKaHaTa JOKyMEHTAaIIHS.

(4) Msnbnautennusat aupekrop Ha MAJL B cpoka mo an. 1 yBemomsiBa IMHCMEHO
BB3JIOKUTEIS, Ye!

1. pa3zpeniaBa MpoBEKJaHETO HA KIMHUYHOTO U3MUTBAHE, UITU

2. U3NIUTBAHETO HE MOKeE Ja Ob/ie MPOBEAEHO, KaTO IOCOYBAa MOTUBHTE 3a OTKa3a.

(5) B ciyuante mo ain. 4, 1. 2 Bp3I0KHUTEAIT MOke B 30-THEBCH CPOK OT Jararta Ha
yBenomiieHneTo na npeacrasu B MAJI 3asBieHue, npOMEHEHO B ChOTBETCTBUE C U3JI0KEHUTE
MOTHBH 32 HETPUEMaHe Ha MTPOBEKIAHETO HA KIMHUYHOTO U3IUTBAHE.

(6) B 30-nHeBeH Cpok OT JaraTa Ha MpEACTaBIHE HA MPOMEHEHOTO 3asBICHHE 110 aJl.
5 MAJI yBenomsiBa MUCMEHO BB3JIOKUTENS, Ye:

1. pazpemiaBa MpoBeXJaHETO HA KIMHUYHOTO U3MUTBAHE, WU

2. U3MIUTBAHETO HE MOXKeE Ja OB/Ie MPOBEECHO, KaTO IIOCOYBAa MOTHBHTE 32 OTKa3a.

(7) Tlpemuc OT pa3pemicHHETO 3a MPOBEXKIAHE HA KIMHUYHOTO H3MUTBAHE CE
U3Mparia B 1e4e0HOTO 3aBeCHIE, TOCOYCHO B 3asBleHUEeTO 1o wi. 50, ai. 1.

(8) Ilpu HempousHacsHe B CpoKa MO ajd. 1 BB3JIOKHUTEIIAT MOXKE [a 3aroyuHe
W3CIIEIBAHETO BEHATA.

Y. 52. (1) U3nenauTenausaT nupextop Ha MAJI MOTHBHpaHO OTKa3Ba M3aBaHETO HA
paspellieHue 3a MPOBEXKIaHe Ha KIMHUYHO M3NUTBaHe Ha Teputopusra Ha PemyOnuka
boirapus, koraro:

1. He ca mpeacTaBeHH JOCTAaThUHO JOKA3aTeNCTBA 3a OYAaKBAaHWTE HAy4yHU U
MEAHUIIMHCKY TIOJI3U OT yIoTpedaTa Ha MEAUIIMHCKOTO H3/CIHE,

2. HE ca IIpe/ICTaBeHN yOeIUTETHU JJOKA3aTeJICTBa 3a 0€30MIaCHOCTTa HA YYACTHUITUTE
B U3MUTBAHETO W/WJIM HA U3CIICIOBATEIICKHSI CKHIT,

3. mpemoctaBeHata WHGOpPMAIMS 3a OIEHABaHE OE30MaCHOCTTAa Ha KIMHUYHOTO
W3MHUTBAHE € HEIOCTaThyHa,

4. nelicTBUETO Ha W3JEIHMETO HE OTroBaps Ha MpEeJHA3HAYEHHUETO, OIpPENETICHO OT
MIPOU3BOTUTEIIS.

(2) Ortkazpr mo am. 1 momnexkd Ha  oOXalBaHe IO peaa  Ha
AIMUHUCTPATUBHOMIPOIIECYATHHS KOJIEKC.

(3) (M3m. - JIB, 6p. 110 or 2008 r.) M3mbiHHTEIHATA areHIHUs IO JEKapcTBaTa
YBEJIOMSBA PETYIATOPHUTE OPTaHW HA IPYTHTE IbPKABU WICHKU, PETYJaTOPHUTE OpPraHu Ha
IbpKaBUTE OT EBpONENCKOTO MKOHOMHUYECKO MPOCTpaHCTBO U EBpormeiickara komucus 3a
OTKa3a 1o ain. 1 u mpecTaBs MOTUBHUTE 32 TOBA.

Yn. 53. (1) Be31m0okuTenaT MOXKe IO BCSIKO BpeMe Ja MpaBd MPOMEHH B IUIaHA Ha
KIIMHUYHOTO U3NHUTBAHC, pa3JIMYHU OT ChIICCTBCHUTC IIPOMCHH.

(2) B ciyuante mo an. 1 BB3IOKHUTEIAT ChXpaHsIBa JOKYMEHTAIUATA, CBhP3aHa C
IMPOMCHHUTC, U 4 MPCAOCTAaBA HA HNAJI 1 Ha cbOTBETHATA KOMHUCHS I10 €THKA.

Y. 54. (1) Bp3noxurensT MOXe Ja MPHIOKH IUTAHUPAHH CHINECTBEHH NMPOMEHU B
IUTaHA HAa KIIMHUYHOTO M3MUTBAHE.
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(2) B cayyaute mo ai. 1 BB3JIOKHUTEISAT IMMOJaBa 3asBICHUE, NPHIPYKEHO C
JTOKYMEHTAaIMsl, CBbP3aHa C MPOMEHUTE, 10 ChOTBETHATA KOMHUCHS 10 eTuka u 10 MAJL.

(3) Komucusra no etuka B 15-7HeBEH CpOK OT MOTy4aBaHETO HA 3asBJICHUETO I10 all.
2 W3rOTBS CTAHOBHIIIE U T'O MPEJOCTaBs Ha BB3JIOuUTENs u Ha MAJL.

(4) B 15-nmHeBeH cpok OT jarara Ha IMOJy4aBaHE Ha CTAHOBWINE OT ChOTBETHATA
KOMUCHS M0 €THKA U3IIBJIHUTEIHUAT AUpeKkTop Ha MAJL:

1. u3gaBa IOMIBIHEHUE KBM PA3pPELICHUETO 3a MPOBEXKAAHE HA UBMHUTBAHETO, C KOETO
0/100psiBa MpoOMsTHATA Ha TJIaHa, WU

2. MOTHBHPAHO OTKa3Ba CHIIECTBEHA MTPOMsiHA TI0 ai. 1.

(5) OTka3wT 1o an. 4, T. 2 He TOUIeKH Ha 00KaIBaHe.

(6) Ako B cpoka mo ajn. 4 3asBUTEIAT He moyydd otka3 ot MAJI, Toit moxe na
MPOBEXK/Ia KIIMHUYHOTO M3MUTBAHE CHITIACHO MPOMEHEHUS TIJIaH.

(7) (Homa - /IB, 6p. 110 ot 2008 r.) B ciyuaute 1o ai. 4, T. 2 mpu MHOTOLIEHTPOBO
m3nutBane MAJI yBenoMsiBa peryiaTopHUTE OpraHH Ha 3acerHaTUTE JbpPKaBU WICHKH WU
peryjJaTOpHUTE OpPraHu Ha JbpKaBUTE OT EBPOINEHCKOTO MKOHOMHYECKO MPOCTPAHCTBO, aKo
y4acTBaT B U3MHUTBAHETO, 32 OTKAa3a U MPEICTaBs MOTHBUTE 3a TOBA.

Yn. 55. (1) Ilpu Bb3HHMKBaHE Ha HOBH OOCTOSTEJICTBA, KOMTO MOTAaT Jia 3acTpalliaT
0€30MacHOCTTa Ha YYACTHUIIMTE B KIMHUYHOTO M3MUTBAHE MO BpPeMe Ha MPOBEKIAHETO MY,
BB3JIOKUTENAT U U3CIEA0BATEISAT IPEIpUEeMaT CIIEITHN MEPKH 3a 3alliuTaTa UM OT BHE3aITHO
BB3HUKHAIUTE PUCKOBE.

(2) (M3m. - /1B, 6p. 110 ot 2008 r.) B ciryuante 1o aji. 1 BB3IOKUTEIAT MOKE J1a:

1. u3BBPIIM IPOMEHU B IJIaHA HA KIMHUYHOTO U3MHTBAHE;

2. mpekpaTH KIMHUYHOTO M3MUTBAHE Mpeay MPEABUACHUS B IJIaHA HA KIMHUYHOTO
W3MHUTBAHE CPOK.

(3) (M3m. - B, 6p. 110 or 2008 r.) Bw3moxkutensat He3abaBHO wHHDOpMHUpa
ChOTBEeTHaTa Komucus 1o eruka u MAJI 3a:

1. npeanpueTuTe MEPKU, MPUYUHHUTE 3a HaJaraHeTO UM U IIPOMEHUTE B IJIaHa;

2. TpeKpaTrsBaHe Ha KIMHUYHOTO W3MUTBAHE NPEIU MPEABUACHHS B IJIaHA CPOK H
Mpe/iCTaBs MOTUBUTE 3a TOBA.

(4) (Homa - /1B, 6p. 110 or 2008 r.) B cnyuaute mo ain. 3, T. 1 UAJI yBenomsiBa
pErylaTOpHUTE OpPraHM Ha 3aCerHaTUTE AbP)KaBU WIEHKH WJIM PEryJlaTOpHUTE OpraHu Ha
IbpKABUTE 0T EBPOMECKOTO MKOHOMHYECKO MTPOCTPAHCTBO, KOUTO y4acTBaT B U3MUTBAHETO,
3a MpeANnpUETUTE MEPKU U 3a IPOMEHUTE B IJIaHA U IIPEJCTaBsi MOTHBUTE 3a TOBA.

(5) (Homa - /1B, 6p. 110 or 2008 r.) B cnyuaute mo ain. 3, T. 2 UAJI yBenomsiBa
pEryJaToOpHUTE OPraHU Ha JAPYTUTE IbP’KaBU WICHKH, PETyJaTOPHUTE OPraHu Ha Ibp>KaBUTE
or EBponenckoro HMKOHOMMYECKO IPOCTPAHCTBO M  EBpomelickata KOMHUCUSA 34
MPEKIECBPEMEHHOTO MpEeKpaTsBaHe Ha KIMHUYHOTO W3MHMTBAHE U MPEJCTaBs MOTHUBHUTE 3a
TOBA.

Yn. 56. (1) (M3m. - JIB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) Be3noxkurensr
Ha KJIMHUYHOTO M3MUTBAaHE € JJIbXeH Ja npeaocrass Ha MAJI npu nouckBaHe TOKyMEHTAlIMs,
KOSITO ChABPXKA:

1. OGH.[O OIIMCaHUEC Ha U3ACJIINETO U HA HETOBOTO HpeI[Ha?)Ha‘IeHI/Ie;

2. TIPOCKTAHTCKU YEPTEXkH, TPOU3BOJACTBEHH METO/H, BKIIOUUTEIHO MO OTHOIICHUE
Ha CTEpWIM3ALMATA, JUAarPAMU Ha KOMIIOHEHTH U JI€TANIN, HAYMHU HA CBBP3BAHE U APYIH;
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3. omucaHue W OOSCHEHHS Ha 4YEPTEXKHUTE W [AUArpaMUTE H JCHCTBHETO Ha
MEUITMHCKOTO U3ICIne,;

4. pe3ynraTuTe OT aHAJM3a HA PUCKAa M CHHCHK HA TMPWIOKCHUTE HAIBIHO WU
YaCTUYHO CTaHmapTH 1o wi. 13, an. 1 u omwcaHue Ha MPUETUTE TEXHUYECKH PEIICHHUS 3a
OCHUTYpsIBaHE HA CHOTBETCTBUE CHC CHIIECTBEHUTE M3MCKBAHUS, KOTATO CTAHAAPTUTE HE ca
MIPHIIOKCHHU;

5. pe3ynraTuTe OT M3MUTBAHUATA, MPOBEACHU OT PETYJIATOPEH OpraH Ha JbpiKaBa
yJieHKa Wi oT EBporielickara areHIUs 10 JIeKapcTBara MPHU OICHIBAHETO HA KA4eCTBOTO
0€30MMacHOCTTa Ha BEIIECTBOTO M0 CMUCHIA HA Wi. 3, T. 2, 3 wiu 4, KaKTO U TPH OIEHSBAHETO
Ha T10J13aTa OT HETO BB BPB3Ka C MPEAHA3HAYCHUETO HA U3JICITHETO,

6. mpenmpueTuTe MEPKH 3a HaMalsABaHE HAa PHUCKAa OT WHQEKIHUU, BKIIOYCHH B
CHUCTeMaTa 3a yMpaBJICHWE Ha PHCKa B CIIydyauTe Ha HM3Jenue rmno wi. 2, ai. 1, T. 3, npu
MPOM3BOJICTBOTO HAa KOETO € W3MOJ3BaHa HEXM3HECTIOCOOHA >KMBOTMHCKA THKAH WIIH
HEXHU3HECTIOCOOHH MPOIYKTH, MOJIYICHU OT JKUBOTHHCKHU THKAHH;

7. pe3ynTaTUTEe OT MPOEKTAHTCKUTE W3YMCICHHUS W TIPOBEACHHUTE MPOBEPKU H
TEXHUYCCKH U3 TBAHMS.

(2) (M3m. - JIB, 6p. 110 or 2008 r., B cuna ot 21.03.2010 r.) Bo3noxutensar Ha
KIMHUYHOTO M3MHMTBAHE € JUIHKCH Jla ChbXPaHsIBa JOKyMEHTAIMATA 110 ai. 1 3a cpok 15 roauHu
Clie]l 3aBbpIIBAHE Ha KIMHUYHOTO W3MHTBAHE - 3a M3AeNusATa mo wi. 2, an. 1, 1. 2 u 3a
MMIUTAHTUPYEMH H31eus o wi. 2, ai. 1, T. 3, u 5 ronunwm - 3a u3genusta mo wi. 2, an. 1, 1. 1.

(3) (M3m. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) [TpousBoauTensT e
JUIBXKCH J1a OCUTYPH IPOM3BOJCTBEH IIPOIEC, NPH KOWTO MEIMIIMHCKHTE W3ICIIHS,
MpeHa3HAuYeHU 3a KIMHUYHO U3IUTBAHE, CE€ MMPOU3BEXK/IAT B ChOTBETCTBUE C JOKYMEHTAIUATA
o ai. 1.

Yn. 57. (1) B cpox 90 aum cieq OPUKIOYBAHE HA KIMHWUYHOTO H3IHTBAHE
BB3NOKUATENAT TpeacTaBs B IAJI u Ha chbOTBETHaTa KOMHCHS TI0 €TUKA OKOHYATEIIEH JOKJIA],
KOHWTO CBhABpKA ONKMCAHHE HA METOJOJOTHSATAa WM OpraHW3alusATa, KPUTHYHA OICHKA |
CTAaTHCTUYECKHU aHAIIN3 HA TIOTyYEHUTE JaHHHU.

(2) HokmaasT 1o ai. 1 ce MOAMUCBA OT BB3JIOXKHTEIS M OT BCHYKH HM3CJICIOBATEIH.
Koraro HAKOW OT U3CIeI0BaTENIUTE OTKAXKE Ja IO MOIUIIE, TON MpHiara MICMEHO MOTHBHUTE
CcH.

(3) JoknmaasT mo ain. 1 060011aBa JAHHUTE, MTOJIyYEHH OT BCUUKH JICUCOHU 3aBEICHHS
1 OT BCUYKHU YYaCTHHIIM B U3 TBAHETO.

(4) JlnunuTe NaHHM HA YYACTHHUIIUTE B U3MUTBAHETO, ChABPIKAIIU CE B JOKJIAJAA IO
an. 1, TpsiOBa a ObIaT KOJUPAHHU.

Y. 58. (1) M3meiHUTENHATA areHIUs 110 JISKApCTBaTa BOAN PETHCTHP Ha U3AAJCHUTE
¥ OTHETHTE pa3pelIeHHs 3a POBEXKJaHE Ha KIIMHUYHHI W3 TBAHUS.

(2) M3npnHMTEeNTHATA areHNUs 1O JIEKapCcTBaTa OpPraHM3Mpa W Ch3llaBa CUCTEMa 3a
perucTpanys, aHaau3 1 0000maBaHe Ha HACTHIWIN WHOUACHTH C MEAWLUHCKHA H3ICIUs 110
BpeMe Ha MPOBEXKIAHETO HA KIMHUYHUTE U3MUTBAHUS.

(3) Mpouenypara mo mpociensiBaHe Ha OE30MACHOCTTa Ha MEAUIMHCKUTE U3IENIUS B
X07la Ha KIIMHUYHOTO M3MHUTBAHE ce orpesiess B HapeadaTa mo wi. 48, ai. 2.
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Yn. 59. (1) Usnbanutennust aupekrop Ha MAJI Moxe chC 3amoBes BpEMEHHO 1a
CIIpe MPOBEXKIAHETO HA U3MUTBAHETO WJIM J1a TO MPEKPaTH, KOraTo:

1. u3NHUTBaHETO c€ MPOBEXKIA IPHU YCIOBUS, PA3IUYHU OT OMPEICICHHUTE TPU
W3/1aBaHe Ha pa3pelIeHUueTo;

2. e HanmuIe MHGOPMAITHUS 32 OMOPOYABAHE HAYYHATA BAIUTHOCT HA U3MUTBAHETO;

3. CBIIIECTBYBA PHUCK 3a 0€30MMaCHOCTTA HA YYACTHUIIHTE.

(2) Mpenn na npeanpueme aeiictBusta mo an. 1, MAJI nucmeHo yBemomsiBa 3a
HaMEpEHUsTA CH.

1. BB3NMOXKUTENS U KOOPAWHHUPAIIUS HM3CIEI0BaTeNl, OTTOBOPEH 3a IMPOBEKIaHE Ha
M3MUTBAHETO HA BCUYKY JICUCOHU 3aBEACHUS, I

2. BB3JIOXKUTENS W TIABHUS M3CIIEJOBATE, OTTOBAPAI] 32 CHOTBETHOTO JIEYeOHO
3aBejICHUE, KBIETO TPSAOBA Ja CE CIPe N3MUTBAHETO.

(3) B 7-1HEBeH CPOK OT YBEIOMIICHHETO IO ajl. 2 Bb3JIOKUTEIAT WIH TJIABHUSIT WIN
KOOPJAMHHUPAITUAT U3CIICOBATE MOXKE Ja MPEI0CTaBU MUCMEHH o0sicHenus 10 MAJL.

(4) Anunes 2 He ce mpuiara, ako ChIIECTBYBa HEMOCPEACTBEH PHUCK 3a 3[PaBETO U
0€30MacHOCTTa Ha YYaCTHHUITUTE B U3IUTBAHETO.

(5) 3BamoBenta mo am. 1 wmoxe ga Obae oOxalBaHa MO pena  Ha
AJMUHHUCTPATUBHOIIPOIIECYATHUS KOJIEKC, KaTO 00’KaJIBAHETO HE CIIUPA H3MBIHEHUETO.

(6) T'maBHUAT WM KOOPIWHHMPAIIUAT H3CICIOBATEN YBEAOMSBA YUYACTHHIIUTE B
KJIMHUYHOTO M3MUTBAHE 3a 3aroBe/Ta mo ai. 1.

Yn. 60. (M3m. - JIB, 6p. 110 or 2008 r.) (1) IIpu mpekpaTsiBaHe HA KIMHUYHOTO
M3MUTBaHE W3MBJIHUTETHUAT aupekTop Ha MAJl yBemomsBa He3ab0aBHO peryJaTOpPHUTE
OpraHM Ha JbprKaBUTE WICHKU WM PETyJaTOPHUTE OpraHu Ha abp:kaBute oT EBpomelickoTo
WKOHOMHYECKO TPOCTPaHCTBO M EBpomeiickaTa xomucus 3a 3amoBeATa mo wi. 59, an. 1 u
Mpe/iCTaBs MOTUBUTE 3a TOBA.

(2) B cnyyaii Ha BpeMEHHO CIUpaHE HA KIMHUYHOTO HM3MUTBAHE HM3ITBIHUTCIHUSAT
nupektop Ha MAJI yBegomsBa He3a0aBHO peryJaTOPHUTE OpPTaHU Ha 3aCETHATHTE IbPKaBU
YJIEHKH WM Ha JbpPKaBUTE OT EBPOMEHCKOTO MKOHOMUYECKO TPOCTPAHCTBO, KOUTO ydacTBat
B M3MUTBAHETO, 32 3arMoBe/Ta mo 4wi. 59, an. 1 u npeacTaBs MOTUBUTE 32 TOBA.

['naBa werBBpTA.
HOTUOUILIMPAHU OPT AHA

Yn. 61. (1) Paspemrenue 3a HM3BBpIIBAHE HA OICHSIBAHE HAa CHOTBETCTBHETO Ha
MEAWIIMHCKU M3JENUs Ce M3JaBa Ha (U3MUYECKO WM IOPUAMYECKO JIUIE, PETUCTPUPAHO IO
TBproeckusi 3aKoH, OT Tmpeacenartenss Ha Jbp)KaBHaTa areHIMs 3a METPOJIOTHYCH U
TEXHUYECKH HAI30D.

(2) Jlumero mo am. 1 momaBa 10 mpencenarens Ha JIbpkaBHAaTa arcHIMs 3a
METPOJIOTHYEH U TEXHUYECKH HAJI30p MUCMEHO 3asBJICHHE, B KOETO MMOCOYBA W3JEIHATA U
MPOIeTypUTE, 32 KOUTO KaHIUIaTCTBA.

(3) KM 3asBiieHueTo 1o aj. 2 ce npusarar:

1. ynocroBepenue mo 4wi. 33 oT 3aKOHA 3a THPrOBCKUS PETUCTBP, KOTAaTO JHUIETO €
peructpupano 1mo THProBCcKUs 3aKOH, WJIM KOMKE HAa aKTa 3a Ch3JaBaHE, KOraTo JIMIETO €
CH3/IaZICHO ChC 3aKOH WJIM C aKT HA MUHUCTEPCKUSI CHBET;
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2. yIOCTOBEpEHHE, Y€ JHIETO HE € OOSBEHO B HECHCTOSITEIHOCT WIM HE € B
MIPOM3BOJICTBO 3a 00sIBSIBaHE B HECHCTOSTEIIHOCT;

3. JOKYMEHTH, YIOCTOBEpSIBAIllM, Y€ JHUIETO HAMA MAPUYHU 3aTBIDKCHHUS KbM
IbpKaBaTa WIM KbM OOILIMHA MO CMHUCHIA Ha JlaHbUHO-OCUTYpUTEIHUS TIPOLECyaeH KOIEKC,
YCTAaHOBEHM C BISA3BI B CHJIA aKT HAa KOMIETEHTEH OpraH, W 3aIbJDKEHUS KbM
ocUrypuTesHu (OHIOBE, OCBEH aKO KOMIIETEHTHUAT OpPraH € JOMYyCHaJl pPa3CpovBaHE WIIH
OTCpPOYBaHE Ha 3aIbKCHUATA,

4. xonusi Ha TPYIOBU W/WIM TpaXTAHCKU JOTOBOPH HA MEpCOHAa, HOKYMEHTH 3a
oOpa3oBaHue, JOMBIHATEIHO MPUI00UTA KBATHU(DUKAIIHS;

5. KomMe Ha JI0TOBOpa, KOraro JIMIIETO ydacTBa B OOCAMHEHHMS] Ha THPIOBCKHU
Jpy>KeCcTBa WM OpraHu3allny,

6. KOmHUs Ha JOTOBOPUTE C MOAM3IMBJIHUTEINTE, KOraTo C€ Bb3JlaraT M3CJeBaHUs U
W3MHUTBAHUS HA APYTH JINIIA,

7. KomHe Ha JIOrOBOpa 3a 3aCTpaxoBKa, KOSATO MOKPHBA PUCKA MPU U3INBIHEHUE HA
3a]IBJDKEHUSTA TIPU U3BBPINBAHE HA IEHHOCTHUTE MO OIICHSIBAaHE Ha ChOTBETCTBHUETO;

8. nexnapanusi, 4ye JUIETO, MEePCOHANBT U MOAU3MBIHUTEINTE HE ca Yy4acTBaJIU MPH
MPOEKTUPAHETO, MPOU3BOJICTBOTO, JOCTaBKAaTa M MOHTaXa HA HM3ICIUATA, YAETO OIICHSIBAHE
i€ MU3BBPIIBAT, KAKTO W Y€ HE ca YMBJIHOMOUICHH MPEACTaBUTEIN WM KOHCYJITAHTU Ha
MIPOU3BOTUTEIS;

9. xomMe Ha JNOKYMEHTHpaHUTE MPOLEAYpH 3a OIICHSBaHE Ha ChbOTBETCTBHETO, 3a
KOUTO KaH/IUJATCTBA;

10. nexnapanms 3a 6€3MPUCTPACTHOCT, C KOSITO CE TapaHTHUPA, Y€ M3MBJIHCHHETO Ha
3aIbJDKEHUSITA HA TIEPCOHANIa HE CE BIMsIC OT MOpAJCH HATUCK M (PUHAHCOBU MOAOYIU OT
JIUIA, 3aMHTEPECOBAHU OT PE3YJITATUTE OT OLIEHSBAHETO;

11. pexmapamusi, 4e MEpPCOHATHT € OOBBpP3aH C HM3UCKBAHETO 3a OMAa3BaHE Ha
npodecroHanHaTa TailHa OTHOCHO WH(pOpMaluATa, KOSATO IOJydaBa NpPU H3BBpIIBAHE Ha
JIIEUHOCTTA,

12. nanHm 3a mpoecCHOHATHUS OMUT Ha MEPCOHANa M Ha MOAU3IBIHUTEINUTE, aKo
MMa TaKWBa, KOUTO JOKa3BaT MEIUIIMHCKATA U TEXHUYECKATa KOMIIETEHTHOCT M MPUIAOOUTHS
ONUT 3a OICHSBAaHE Ha IMOCOYEHUTE B 3asABJICHUETO HU3JENHS IO HPUIOKHUMUTE 3a TAX
MPOLIEYPH, BKIFOUUTEITHO OIHT MPH ChCTaBsSHE HAa MPOTOKOJH, AOKIAIN U cepTU(UKATH;

13. cipaBka 3a TEXHUYECKUTE CPEACTBA, HECOOXOIUMH 32 U3BBPIIBAHE HA U3MTUTBAHUS
W W3CIIeJIBAHUS, KOUTO Ca YacT OT MPOIEypUTE 32 OLICHSBAHE HA CHOTBETCTBUETO, C KOUTO
pasmojaraT CoOOCTBEHHTE My JaO0OpaTOPHH 3a M3MUTBAHE M/HIIH JAOOPATOPUHTE 3a U3MTUTBAHE,
C KOWTO WMa CKIIOYEHHU JIOTOBOPU, M KOMHUSA Ha CEePTUPUKATUTE 3a aKpeauTaIus Ha
nabopaTtopunTe, KOraTo UMa TaKuBa;

14. cniucek Ha craHgaptute no wi. 13, an. 1 win MoHorpaduute Ha opuIMaTHATA
dbapmakories B PemyOmmka bwarapus mo win. 13, an. 2, wiam oOmUTE TEXHUYECKU
cnernudukanuu no wi. 13, an. 3, oTHaCAIIN ce 10 U3AENUATA, TOCOUYCHHU B 3asBICHUETO;

15. MeToAMKU U MHCTPYKLHMHU 3a M3MUTBAHE HA M3JIENMATA, KOTaTo HE Ce M3MOJ3BaT
crangapture 1o wi. 13, an. 1 unu moHorpaduute Ha opunnannara papmakones B PemyOmnka
boearapust mo wi. 13, an. 2, wiu o0ImuTe TEXHUYECKH crienudukanuu mo wi. 13, ai. 3;

16. xomus Ha TOKYMEHTHUTE, YIOCTOBEPSIBAILN 3aBBPIICHO 00pa3oBaHue, 00yueHHUE 3a
0IUTOP, TPOoPEeCHOHANIEH M OAUTOPCKH ONUT chrytacHo m3nckBanuaTa Ha bJIC EN SO 19011
Ha OJMTOpPA, KOWTO Il U3BBPIIBA OIICHSIBAHE HA BHEIPEHATA CHCTEMa IO Ka4eCTBOTO, KOTATO
TOBA CE M3KMCKBa OT MpOLEAypaTa 3a OlleHsIBaHE Ha ChOTBETCTBUETO;

17. HapbUHUK U IPOLIEAYPU HA CUCTEMATA 110 KaueCTBOTO;
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18. moxyMeHT 3a mijaTeHa Takca 3a OLEHSBaHEe Ha IMpeJCTaBeHaTa JOKYMEHTAIUs B
pasmep, onpeneseH B Tapudara mo ui. 7, ai. 1.

(4) Koraro numero, KOETO KaHIMAATCTBAa 3a IOJlydyaBaHE Ha pa3pelicHUE 3a
OLICHSIBAaHE Ha ChOTBETCTBHUETO, MPEJCTABU CEPTUPHUKAT 3a aKPEIUTAIUS CHIIIACHO CTaHIAPTH,
MIOCOYEHH B ChOTBETHATa Hapea6a mo wi. 18, mpuema ce, ye To MMa PyHKIIMOHUpAIIIA CUCTEMA
0 KayecTBOTO, OTroBaps Ha W3UCKBAHHATA 3a HE3aBUCHMOCT, OE3MpPUCTPACTHOCT,
KOH(HIESHIIMATHOCT U MPHUTEXaBa HEOOX0AUMaTa KOMIIETEHTHOCT. B TO3M citydail Tuiero He
npeacTasst JokymeHTute no ai. 3, T. 8, 10, 11 u 17.

Yn. 62. (1) Ipencenarenst Ha [Ibp:kaBHATA areHIINS 32 METPOJOTHYEH U TEXHHUECKU
HAJ30p ONpeNeNss CbhC 3aloBe] eKCIepTHAa KOMECHS, KOSTO OIICHSBa TpeJcTaBeHaTa
JOKyMEHTAIus 1Mo wi. 61, an. 3 niu 4.

(2) Komucusita mo an. 1 ce chbcTom OT MpeacTaBUTENM Ha J[bp)kaBHATa arcHIUS 3a
METPOJIOTUYEH M TEXHUYECKU HAA30p, ONpENeSIeHH OT HeWHus mupencenaren, u Ha MAJI,
OTIpeICTICHU OT U3IIBJIHUTEITHUS i JUPEKTOP.

(3) Ilpu HeoOXOAMMOCT B KOMHUCHSATA IO ai. 1 MoraT ga ObJaT MPUBJICYCHH BHHIITHH
€KCIIePTH, KOWUTO TMPUTEKABAT 3HAHWUS M TMPAKTUYCCKU OMHUT B O0JIACTTAa HA CHOTBETHHTE
U3JIeus.

(4) Koraro ce ycTaHOBAT HEMBIHOTH M HECHOTBETCTBUS C HM3HCKBAHHMATA Ha
JOKyMeHTanusTa no ain. 1, mpenceparenst Ha [IbpxkaBHaTa areHIUS 3a METPOJIOTUYEH U
TEXHUYECKH HAJ30p MPEIOCTaBsl Ha 3asBUTENsI KOMUE OT €KCIIEPTHATA OIICHKA Ha KOMHUCHSITA
mo an. 1 u ompenenst AByYMEcC€4YeH CPOK 3a OTCTpaHsBaHeTo HM. Jlo oTcTpaHsiBaHe Ha
HEM'BJIHOTUTE U HECHOTBETCTBHUATA CPOKBT 10 Wi. 63, ann. 5 criupa 1a teue.

(5) Koraro 3asiBUTENIAT HE OTCTPAHH MPOIYCKUTE U HECHOTBETCTBUATA B CPOKA TI0 all.
4, mpouiegypaTa ce mpeKparsBa.

Yn. 63. (1) B nBymecedeH Cpok OT jaraTa Ha MOJaBaHE HA BAJMIHA JOKYMCHTAIUS
mo wi. 61, an. 3 unu 4 xomucusATa mo 4wi. 62, am. 1 u3BBpIIBA MpoBEepKa HA MSCTO 3a
YCTaHOBSBAHE KOMIICTCHTHOCTTa HA KaHJHMJATa W BB3MOXHOCTTA Ja W3IIBJIHSIBA 3asBCHUTE
MPOLIEypH 3a OLIEHSBAaHE HA CHOTBETCTBUETO. 3a M3BBPIIBAHE HA IMPOBEPKAa HA MSICTO CE
3aruraia Takca B pa3mep, onpeesneH B Tapudara mo ui. 7, air. 1.

(2) Korato mpu mpoBepkara Ha MSCTO CE YCTAHOBST HECHOTBETCTBHSI MEXIY
MpeAcTaBeHaTa JOKyMeHTanus mo wi. 61, an. 3 unm 4 U M3MCKBaHMATA 3a OICHSBAaHE Ha
CHOTBETCTBUETO, OMpeelieHn B HapenOute mo wi. 18, mpencemarenst Ha JlbpikaBHaTa
areHIMs 32 METPOJIOTHYCH M TEXHUYCCKU HA30p MHUCMEHO YBEIOMSBA 3aSBUTEIS U ONPEIEIIS
JIBYMECEUEH CPOK 3a OTCTpaHsABaHETO MM. J[0 OTCTpaHsBaHE Ha HECHOTBETCTBUATA CPOKBT IO
an. 5 cnmpa z1a Teve.

(3) Koraro 3asBUTENST HE OTCTPAHH YCTAHOBCHHTE HECHOTBETCTBHSI B ONPCACICHHUS
Mo aj. 2 JIBYMECEUEH CpOK, IpelceaareisT Ha JIbp)kaBHaTa arcHIHS 3a METPOJIOTHYCH M
TEXHUYECKH HAJ30p C MOTUBHpPAHA 3al0Be]l 0TKAa3Ba U3aBAaHETO Ha pa3pelIeHuUe.

(4) Komucusra mo an. 1 B aByMecedyeH CPOK OT MPOBEpPKaTa Ha MSICTO H3TOTBS
CTaHOBHUIIE A0 Tpeacenarens Ha J[bpikaBHAaTa areHIUs 3a METPOJIOTMYEH W TEXHUYECKH
Ha30p C MOTUBHPAHO MPEUIOKECHHE 32 000pEeHHE 32 HOTH(HUIIMPAHE WK 33 OTKa3.

(5) B 6-MeceueH cpok OT MOJABAaHETO HAa JOKyMeHTarusaTa mo wi. 61, an. 3 uim 4
npejaceaaTenaT Ha JIbpkaBHATa areHIHS 32 METPOJIOTHYCH M TEXHHYECKU HAJ30P YBEIAOMSBA
3asiBUTEIS, Y€ € 0JJOOPEH 32 HOTU(UITMPAHE WIH W3/1aBa MOTUBHPAHA 3aMOBE] 32 OTKA3.
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Y. 64. (1) lpencenatensrt Ha JbprkaBHAaTa areHIUs 32 METPOJIOTHYCH U TEXHHYECKH
HaJ30p B CPOK JI0 TPH JHH OT YBEIOMJICHHETO 1o Wi. 63, an. 5 o6sBsBa npea EBpormelickaTta
KOMUCHS ¥ IbP’KaBUTE WICHKH 0JI00peHuTe uia mo wi. 61, an. 1.

(2) UnenTrduKaIIMOHHUAT HOMEpP Ha JMIarta rmo ajia. 1, HapuuaHu "HOTH(HUIMPAHH
opranu', ce onpenenst or EBponeiickata KOMUCHS.

(3) lMpencenatensat Ha JIbpkaBHATA areHIMS 32 METPOJIOTHYEH U TEXHUYECKH HA30D
M3/laBa Ha HOTU(QUIIMPAHUTE OPraHU MO ail. 2 pa3pelicHHe 3a M3BBPIIBAHE OICHSIBAaHE Ha
CbOTBETCTBHUETO.

(4) meTo u agpechT HA OpraHa Mo ajl. 2, MEAUIIMHCKUTE U3CIHS U MPOIEAYPUTE 32
OIICHSIBAHE HAa CHOTBETCTBHETO ce myOnmkyBar B "OduinaneH BeCTHHK Ha EBpomeickus
CHIO3.

Yn. 65. [Iponenypute 3a OlEHsIBaHE Ha CHOTBETCTBUETO MOTAaT JIa C€ M3MBJIHIBAT OT
OpraHu 3a OIEHSIBaHE Ha ChOTBETCTBHETO, 00sBeHU Mpen EBporeiickara koMucHs OT JIpYyru
IbpKaBU YJICHKU.

Y. 66. Pa3perienneTo 3a U3BbPIIBAHE OLIEHSBAHE HA ChOTBETCTBHETO ChABPIKA!

1. HauMeHOBaHME HA OpraHa, U3/1aJl Pa3pelICHUETO;

2. uMme/HaMEHOBaHKe, CENANUINE, aJpec Ha YIPaBICHUE M TPEICTABUTEICTBO Ha
HOTU(UIIUPAHHUS OPTaH;

3. MEIUIIMHCKHUTE U3ACIHS U IPOLIETyPHUTE 32 OLICHSIBAaHE HA ChOTBETCTBHETO UM,

4. nata Ha N3JaBaHE HA Pa3pPEIICHHUETO;

5. ueHTHU(PUKAIMOHHNS HOMEP Ha HOTH(PULIMPAHUS OpraH 1o wi. 64 , ai. 2.

Yn. 67. (1) B perucrspa mo wi. 19 or 3akoHa 3a TEXHHYECKUTE M3MCKBAHHUS KBbM
MPOJIYKTHUTE CE BITUCBAT:

1. naguauTE 110 WiI. 66;

2. narara Ha OTHEMaHe Ha Pa3pelICHUETO U OCHOBAHUSATA 32 TOBA.

(2) Jauuwure 1o an. 1 ce 00sBsBaT B opuIHaTHIs Or0JeTHH Ha JIbpikaBHATA arcHIIHS
32 METPOJIOTHYEH U TEXHUYECKU HAJI30D.

Yn. 68. (1) Horudunupanure opraHu ca UTBXKHH J1a YBEIOMSAT IMpEACEnaTeNs Ha
JIbprkaBHATA areHIUs 3a METPOJIOTHYECH U TEXHUYECKH HAI30p TIPH:

1. mpomeHH B mMpaBHUS W aAKPEAUTAIMOHHHS CTaTyc, CTPYKTypara, oOXBara Ha
JEHHOCTTA U MPOIIEAYPHUTE 3a OIICHSIBAHE Ha ChOTBETCTBUETO,

2. IPOMEHM B CHUCTeMaTa MO KauyeCTBOTO, PHKOBOJCTBOTO HIIM TEPCOHANA, KOUTO
BIIUSSIT BBPXY U3IIBIIHCHUETO Ha MPOIICTYPHUTE 3a OIICHSIBAaHE HA ChOTBETCTBUETO;

3. mpoMsiHa Ha MOAU3ITBIHUTEINTE;

4. mpoMeHU B 00CTOATENICTBATA, CBHP3aHM ChC 3aCTpaxoBKara 1o wi. 61, an. 3, 1. 7.

(2) Jlumara mo an. 1 momaBaT a0 mpeicenartens Ha Jbp)kaBHAaTa arcHIUs 3a
METPOJIOTHYCH U TEXHUYECKHU HA/30p JOKYMEHTAIUATA, CBhP3aHa ¢ MPOMEHUTE, W 3ariiamiar
Takca B pazMmep, onpezeneH B Tapudara mo wi. 7, ain. 1.

(3) B cpok 10 eawH Mecell OT MOJaBaHe Ha JOKyMEHTAIMATa 10 ajl. 2 eKCcliepTHaTa
KOMHCHS TI0 WI. 62, an. 1 u3roTBs CTAaHOBHINE J0 Mpeacenarens Ha JIbpkaBHATa arcHIMs 3a
METPOJIOTHYCH U TEXHUYECKH HAI30D 3a 0J100psiBaHE HA TIPOMEHHUTE.
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(4) B cnyuante, KoraTo MpOMEHHTE 1O aj. 1 HajaraT MpoBepKa Ha MSICTO, KOMUCHUSITA
mo wi. 62, an. 1 B AByMeceUeH CPOK OT IMOJaBaHE Ha JOKYMEHTAIMATa MO aj. 2 W3TOTBs
CTaHOBHIIIEC 10 HpeI[CGI[aTeJIH Ha I[’bp)KaBHaTa arcHius 3a MeTpOHOFI/I‘-IeH U TCEXHUYCCKHU
HaJ30p 32 0JI00psBaHE HAa MPOMCHHUTE.

(5) Bw3 ocHOoBa Ha craHOBHIETO Mo an. 3 U 4 mpencenarensT Ha J[bpkaBHaTa
arcHIMs 3a METPOJIOTHMYCH M TEXHUYECKH HAJ30p ChC 3aroBe]] W3JlaBa JOMBIHCHHE KbM
paspernieHueTo no ui. 64, an. 3.

(6) Koraro npu mpoBepkara Ha JOKYMEHTAIUATA 1O ajl. 2 WM MPH MpPOBEpPKaTa Ha
MSACTO C€ YCTaHOBHT HpOHyCKI/I HNJIN HECBOTBCTCTBUA C UBNCKBAHUATA HA HapeI[GI/ITe 10 YJI. 18,
KoMHCHATa 1Mo wWi. 62, an. 1 paBa mpenanucaHue ChC CPOK 3a OTCTpaHsBaHeTo uM. Jlo
HN3ITBJIHCHUEC HA Hpe,Z[HI/IC&HI/IHTa CpOKOBeTe 10 aJl. 3 NN 4 CHI/IpaT Ja TEKar.

(7) Korato HOTH(HIIMpaHHUTE OpPraHd HE HM3MBJIHAT MPEANUCAHHUATA MO ail. b,
Hpe,Z[CGI[aTeJIHT Ha I[’bp)KaBHaTa arcHuusAd 3a MeTpOHOI‘I/I‘IeH U TCXHUYCCKU HaI[BOp CHC 3aI10OBCa
OTKa3Ba U3JIaBaHETO Ha JIOIIBJIHCHUE KbM Pa3peIICHHETO.

Ui, 69. 3a pasmupsiBaHe 00XBaTa Ha pa3pelICHUETO 3a U3BBLPIIBAHE OICHSBAHE Ha
CbOTBCTCTBUCTO CC MMOJaBa 3a4BJICHUC 10 pC1a HaA YJI. 61

Yn. 70. (1) Horuduuupanure opraHu ca JIBXKHMA Jla TpPEACTaBiIT B J[bpkaBHaTa
areHIUs 3a METPOJIOTMYEH M TEXHUYECKH HAI30p TOAMILIEH JOKJIAJ 3a JNEHHOCTTA CH, KOWTO
BKJIIOYBA MH(OpMAIs 32 U3BBPUICHUTE OLIEHKU 32 ChOTBETCTBUETO HA MEIUIIUHCKH H3/1EIHS,
NpesIBEHH PEeKJIaMalliu, KajlOu U NPeANpUueTUTe IeHCTBUA 10 pelaBaHETO UM B Cpok J0 31
sIHyapH CJIe/(BalllaTa roIUHA.

(2) Konme Ha nokmaza mo an. 1 ce mperoctaBsi Ha M3IIBIHHUTEIHUS TUPEKTOp Ha
NAIJIL

Yn. 71. (1) Komucuu, ompeaesieHd ChC 3aroBe Ha npejcenarens Ha J[bpkaBHara
areHIMs 32 METPOJIOTHMYEH W TEeXHHYECKH HAA30p, MPHU TOAUIIHUTE TUTAHUPAHHU IMPOBEPKH
MHCIEKTUPAT W3ITBbJIHEHUETO HA MPOLIEYPUTE 3a OLIEHSIBaHE HAa ChOTBETCTBHUETO.

(2) U3BbHpeIHU POBEPKU HA MSICTO HA HOTU(QUITMPAHUTE OPTaHU CE M3BBPIIBAT MIPU
MOJIy4aBaHe Ha CUTHAIH, KaJIOU U peKaMalliy, CBbP3aHH C JEIHOCTTa UM.

(3) Koraro mpu TpOBEPKUTE CE€ YCTAHOBAT MPOMYCKH B JCWHOCTTa Ha
HOTHU(QUIMpPAHUTE OpraHH, MpeacenatensiT Ha JlbpkaBHaTa areHUMs 3a METPOJIOTHYEH U
TEXHUYECKH HAJ30p U3/1aBa MPEIIMUCAHIE ChC CPOK 32 OTCTPAHSIBAHETO UM.

(4) Mpencenatensat Ha J[bpkaBHATA areHIMS 32 METPOJIOTHYEH U TEXHUYECKU HA30D
W3/laBa 3amoBeJ] 3a BPEMEHHO CHHUpaHe JICHHOCTTa HAa HOTU(GUIMPAHUTE OPTraHu [0
OTCTpaHsBaHE Ha Mpornyckute 1o ain. 3. Konue Ha 3anmoBeaTa ce u3npaiia Ha MAJI.

Yn. 72. (1) Ipencenarenst Ha [Ibp:kaBHATA areHIINS 32 METPOJOTHYEH U TEXHHUECKU
HAJ30p ChC 3arOBe]] OTHEMA Pa3pelICHHETO 332 M3BBLPINBAHE OIECHSIBAHE HA ChHOTBETCTBHUETO,
KOTaTo MPH MPOBEPKHUTE CE€ YCTAHOBH, Y€ HOTH(PHUIIMPAHUSAT OPTaH:

1. e mpecraHan nga OTroBapsi Ha HSKOE OT YCJIOBUATA, MPU KOUTO € H3IaJCHO
pas3penieHneTo;

2. HC € B CbCTOSAHUC A MPOABIIKU U3IMBJIHCHUCTO HAa NPOLUCAYPUTEC 3a OLICHABAHC HA
CHOTBETCTBHUETO;,
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3. HEe W3NBJHSABA MPOIECIYpPUTE 3a OILEHSBAHE HA CHOTBETCTBHETO CHOOPa3HO
W3UCKBAHUATA HA CHOTBETHUTE Hape0M 1o wi. 18;

4. He e mpennpuenr MEpKH 3a OTCTpaHsABaHE Ha IMPOMyckure mo wi. 71, ai. 3 B
OTpeIeTICHUS CPOK.

(2) Konrie Ha 3amoBeara no ai. 1 ce uznpama va MAJIL.

Un. 73. Ilpencenarenar Ha [Ibp>kaBHaTa areHUUs 32 METPOJIOTMYCH U TEXHHUYECKHU
HaA30p yBenomsaBa EBponeiickata KOMUCHS U JbPXKaBUTE WICHKHU 32 OTHETUTE Pa3peIleHNUs 110
4JI. 72 ¥ 3a U3BBPILIEHUTE MPOMEHH 1o wi. 68, an. 1, T. 1.

Un. 74. (1) Jluueto, Ha KOETO € OTKa3aHO M3/1aBaHEe Ha pas3pelieHue no wi. 63, ai. 5,
MOKE€ Jla ToJiajie HOBO 3asBICHME 3a pa3pelleHHe He MOo-paHo oT 6 Mecena oT jgataTa Ha
BPHUBAHETO HA 3aIOBE/TA 32 OTKA3.

(2) Hotuduiupan oprad, Ha KOHTO € OTHETO pa3pelieHneTo mo wi. 72, ain. 1 Moxe aa
mojiajie 3asBICHUE 32 HOBO pa3pellieHUe He MO-PaHo OT €HA FOJIMHA OT JaTaTra Ha BPhUBAHETO
Ha 3aMl0Be/ITa 32 OTHEMAHE Ha Pa3peIIeHUETO.

Un. 75. OTka3pT 3a M3AaBaHE Ha pa3pelIeHUE 3a W3BBbPILIBAHE OLCHSABAaHE Ha
ChOTBETCTBUETO, KAKTO W 3alloBeATa 3a OTHEMAaHE Ha pa3pelleHHeTo MOKe Ja OblaaT
00>kaJIBaHM IO pesla Ha AJIMUHUCTPATHBHONPOLIECYATHHS KOJCKC.

Yn. 76. (1) Horudpuumpanusr opraH wu3zaBa cepTuUKAT, YIOCTOBEPSBAIL
CBHOTBETCTBUETO ChC CHIICCTBEHUTE M3WCKBAHUS, MPHUIOKHMH 32 M3ACITHETO, C BaJTUIHOCT 5
TOJIMHU WM TIPABU MOTHBHPAH OTKAa3.

(2) (U3m. - JIB, 6p. 110 ot 2008 r.) Koraro HOTH(HIHPAHUAT OpraH yCTAaHOBH, Y€
MIPOU3BOIUTEINAT HE € U3IMIBIIHUII UJIH € TIPeCTaHal J1a U3IIbIHIBA H3UCKBAHUATA, ONIPEICTICHH B
Hapeabutre 1o wwi. 18, wiaM ca TPOMEHEHHW YCIOBHsTA, TMPU KOUTO € Ouil wu3gaacH
cepTu(UKATHT, U KAaTO OTYETE CTEMEHTa Ha HECHOTBETCTBHE, OTHEMa cepTU(UKATa WIH
BPEMEHHO CIHpa JCHCTBUETO MY, WIM OTpaHUYaBa HETOBHUS O0XBAT, TOKATO MPOU3BOAUTEIISAT
IpearpueMe MoAXOASIIN KOPUTHPAITH IEHCTBUS M OCUTYPH HEOOXOIUMOTO ChOTBETCTBHE.

(3 (M3m. - JIB, 6p. 110 or 2008 r.) Hortudwurnupanusr opran uHGOpMHpa
JIbpxaBHATa areHIus 3a MeTpoiornueH u Texuuueckn Haazop (JAMTH) u MAJIL B cnyvaute
Ha BPEMEHHO NPEYCTaHOBSIBAHE BAJHIHOCTTA HA cepTU(HUKATa, HA OTHEMAaHE WM HajaraHe Ha
OTpaHUYEHUE WM KOTATO MPEIeHH, Ye € HeoOXoIuMa TSXHaTa HaMmeca.

(4) (U3m. - JIB, op. 110 or 2008 r.) M3mbiHHTEIHATA areHIUs IO JEKapcTBaTa
uHGOPMHpA PETyJIaTOPHUTE OPraHU Ha IPYTUTE AbP)KAaBU YICHKH, PETYJaTOPHUTE OPraHU Ha
IbpKaBUTE OT EBpONENCKOTO MKOHOMHUYECKO MPOCTpaHCTBO M EBporeiickara komucus 3a
CIIy4auTe 1o aj. 3.

Yn. 76a. (Hos - JIB, 6p. 110 or 2008 r.) (1) Hotudumupanure opranu ca ATbKHHU 1a
npenocrasiaT Ha JJAMTH u na UAJI:

1. xonmme HaA BCHUYKM U3MaNeHU cepTudUKaTH, HWHPOpMaANUs 3a OTKa3aHUTE
ceptuduKaTH, 3a cepTU(UKATUTE, YUSITO BATUIHOCT BPEMEHHO € IPEYCTAaHOBEHA, 32 OTHETHUTE
cepruduKaTH, 32 MOIU(PHUIIMPAHH WU JOIBIHEHU CEPTU(GUKATH - Ha BCEKH TPH MECEIIa,

To3un AOKYMeHT AocTura Ao Bac bnarogapeHue Ha 3apaBHMsA noptan www.zdrave.bg



28

2. pombiHUATENHA WHGOpMAIMS W HEOOXOoAMMara JOKyMEHTAlWs, CBBp3aHa C
JICHHOCTHUTE I10 OLICHSBAaHE HA CHOTBETCTBUETO - IPH TIOUCKBAHE.

(2) Horudwunupanure opraHd ca JUIBKHA Ja T[PEJAOCTaBIAT HA JAPYTHTE
HOTH(HIMPAHU OPTaHU OT JbP)KABUTE WICHKH WH(GOPMAIUS 32 OTKa3aHUTE CePTH(PHUKATH, 3a
cepTu(UKaATHTE, YUATO BATHIHOCT BPEMEHHO € MIPEYCTAaHOBEHA, U 32 OTHETUTE CepTU(UKATH,
a Py TIOUCKBAHE - 32 U3JIAJICHUTE CePTU(DHUKATH.

['1aBa nmera.
TBbPI'OBHA HA EJPO C MEJUILIMHCKHA U3AEJINA

Un. 77. TeproBus Ha €apo C MEOUIIMHCKU M3JCNHS Ha TepuTopusTta Ha PemyOnmka
Bearapus morar ga u3BbpimBaT GU3MYECKH UM IOPUANYECKH JIMIIA, KOUTO Ca PETUCTPUPAHU
KaTo THPrOBIM IO HAIMOHATHOTO 3aKOHOJATEJICTBO HAa JIbpXKaBa WICHKA HIIM Jbp)KaBa OT
EBpormeiickoTo MKOHOMHYECKO MPOCTPAHCTBO U MPHUTEKABAT pa3pelieHHe 3a Ta3u JCHHOCT,
W3JIAJICHO OT PETYJIaTOPEH OpraH Ha CbOTBETHATA JIbP)KaBa.

Yn. 78. (1) Jlumara mo wi. 77, KOUTO KCKAT Ja IOJy4aT paspeuicHHe WIn
YIOCTOBEpEHHUE 32 THPrOBHsI HA €IpO ¢ MEAMIIMHCKH u3aenus, nogasat B MAJI 3asBnenue mno
oOpasell, YTBBPACH OT U3MbIHUTETHUS AupekTop Ha MAJI, KbM KOETO ce mpujarar:

1. ymocroBepenue mo uia. 33 OT 3aKOHA 3a THPTOBCKHUS PETUCTHDP HIU CHOTBETCH
JOKYMEHT 110 HallMOHAJIHOTO 3aKOHOJATEJICTBO Ha CHhOTBETHATAa JIbp)KaBa WICHKA WU Ha
IbpxKaBaTa OT EBpOmneiickoTo MKOHOMHUYECKO MPOCTPAHCTBO;

2. (u3m. - JIB, 6p. 110 ot 2008 r.) cnuchbK Ha KATETOPUUTE MEIUIIMHCKH H3ICTUS
cbriaacHo HomeHknatypHa cucrema bJIC EN 1SO 15225 3a kaTeropuzanusi Ha MEAUIIMHCKUTE
W31 M Ha ChOTBETHUTE UM MTPOU3BOIUTEIIA HA XapTHCH U MAarHUTEH HOCUTET,;

3. JOKYMEHT 3a IUIaTeHa TaKca B pa3Mep, ONpe/eNieH B Tapudara mo wi. 7, ai. 1.

(2) Koraro pasmojaraT ¢ IMOMECHICHHS 3a ChbXpaHEHHE W THPrOBHS Ha €ApO C
MEIUIIMHCKY MU3JIeIHs Ha TepuTopusiTa Ha Pemybnuka bearapus, nunata o an. 1 mocoysar B
3asBJICHUETO U ajjpeca WM. B To3u citydaid KbM JOKYMEHTAIUsATA 110 al. 1 ce mpujarar u.

1. (u3m. - /IB, 6p. 110 ot 2008 r.) pa3pelicHue 3a MOJI3BAHE WM APYT 3aMECTBAII T'O
JOKYMEHT, M3/aJICH 110 pe/ia Ha 3aKoHa 33 YCTPOWCTBO HA TEPUTOPHATA;

2. JIOKYMEHT, YAOCTOBEPSBAIll IPABHOTO OCHOBAHUE 32 MOJI3BAHE HA TOMEIICHUSTA,

3. neknapaius, ChCTaBeHa OT JIMIaTa 1o ai. 1, ge:

a) MOMEIUICHHUATA OTrOBapsT HA YCIOBHATA 33 ChXPAHCHHWE W THPTrOBHS Ha €ApPO C
MEMIIMHCKUTE M3JICIHs, TOCOYCHH B CITUCHKA 1O al. 1, T. 2, B 3aBHCHUMOCT OT crienudukaTa
UM ¥ YKa3aHHATA Ha TPOU3BOIUTENIS, OTIPEACIICHN B HHCTPYKIIHMATA 32 ynoTpeba, u

0) mpuTekaBaT WK pasmnojarar ¢ TPAHCIIOPTHH CPEJICTBA, OCUTYPSABAIIH MPABHIHOTO
UM ChXpaHEHHE MIPH Pa3MPOCTPAHCHUE U TPAHCIIOPTUPAHE,

4. uMe, TOCTOSIHEH aapec W aJipec 3a KOPECIOHICHIMS C JIMIETO, ONMPEICICHO 3a
PHKOBOJIUTEN HA MOMEIICHHUSTA 32 ChXPAHCHHE U THPTOBUS HA €p0 ¢ MEIUIIMHCKU H3eIus,
KaKTO M KOIHE Ha JIOTOBOPa, Bh3 OCHOBA HA KOWTO € Bh3HUKHAJIO MTPABOOTHOIICHHETO MY ChC
3asBUTCIIA.

(3) Jlunata mo wi. 77, KOWTO MMAT M3AaJCHO YIOCTOBEPCHHE 3a PETUCTPAIMS WIIH
paspeleHre 3a ThbProBUs HA €IpO ¢ MEIULMHCKHA H3ACNUs OT PEeryJaTOpeH OpraH Ha Apyra
IbpXKaBa UICHKA WJIM Ha JIbpXaBa OT EBpONEHCKOTO HMKOHOMHYECKO IPOCTPAHCTBO,
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npexacrassat B UAJT:

1. xorre Ha pa3pEIICHUETO UK YAOCTOBEPEHUETO 32 THPTOBHS HA €IPO, HOTAPHUATHO
3aBEpEHO B IbprKaBaTa YICHKA, MPUIPYKEHO C JIETaTu3upaH MPeBol Ha OBITapCcKu €3UK;

2. tokymeHTanuaTa o ai. 1, 1. 2 u 3.

(4) Koraro nunara mo ain. 3 pa3nojiarar ¢ HOMEIICHHs 32 ChXPaHEHNUE U ThProBUs Ha
eApo C MEAUITMHCKH M3eNHsl Ha TepuTopusaTa Ha Penyonuka bearapus, e npeacrasar B MAJI
JOIIBJIHUTCIIHO ,Z[OKYMGHTaI_[I/IHTa 110 aJ. 2

(5) Koraro numara mo an. 3 He pasmoJiarar ¢ MOMEMICHHS 3a ChbXPaHEHHE W ThPTrOBHS
Ha €Ipo C MEAMIIMHCKU M3JeHs Ha Tepuropusara Ha PenyOnuka bbarapus, Te mpeacrasar B
HNAJI u ume u agpec 3a KOPECOHAEHIIMS Ha YITBJIHOMOIIIEH B CTpaHaTa CBOM MPEIACTABUTEN.

Yn. 79. (1) MsmbaunuTenHaTta areHIUs IO JeKapcTBaTa pas3rickia IojaaacHara
JOKYMEHTAIs 110 4iI. 78.

(2) Ilpu ycraHoBsIBaHE HAa HEMBIHOTH B JOKyMeHTarusaTa mo aix. 1 MAJI yBegomsBa
MMUCMEHO 3asBHUTENS 3a OTCTpaHsABaHETO WM. Jlo MpEeICTaBSIHETO HAa BajlUJHA JOKYMEHTAIIHS
CPOKBT 1O a. 3 criypa Jia Teue OT JaTraTra Ha YBEJIOMIIEHHUETO.

(3) Usmbiiaurennust nupextop Ha MAJI m3naBa B 30-THEBEH CPOK OT IMOCTHIIBAHETO
Ha BaJIMJIHA JTOKYMEHTALIMS

1. ynocroBepeHue 3a ThProBUs Ha €ApO C MEIUIIMHCKH U3/IETHUs Ha JIUIATa 1o 4wi. 78,
an. 3.

2. pa3pelieHue 3a ThProBUsI Ha €Jp0 C MEIULIMHCKH U3/ICTUS Ha JIMIATa, Pa3TUIHA OT
nocoyeHure B T. 1.

Yn. 80. (1) TeproBumte Ha €APO C MEAUIIMHCKHU u3aenus mogasatr B MAJI 3asBinenue
3a U3MEHCHHE U/WITU TOMBIHEHUE MTPH MTPOMSHA Ha!

1. agpeca Ha MOMENIEHUATA 33 CbXPAHEHHE U THPrOBUS HA €IpO C METUIMHCKHU
W3JIeHs B CITydauTe 1o 4i. 78, an. 2 u 4,

2. IMIETO 10 4. 78, an. 2, T. 4 u/unu agpeca my;

3. mpaBHUS CTATyC, CEIATUINETO U/WIIK apeca Ha yIpaBiIeHNE Ha ThProBella;

4. (mom. - 1B, 6p. 110 or 2008 r.) cnuchka HA BUIOBETE MEAMIMHCKU H3JENHUS, C
KOUTO C€ ThpPryBa U CbOTBETHUTE UM ITPOU3BOIUTENH,

5. uMeTo u/mim axpeca Ha YITbIHOMOIICHUS TIPEICTaBUTEN M0 Wi. 78, ai. 5.

(2) (Tom. - ZIB, 6p. 110 or 2008 r.) Kbm 3asBienuero mo aia. 1 ce mpuarat u
CBBpP3aHHUTE C MPOMSIHATA JOKYMEHTH U JOKYMEHT 3a IUIaTeHa Takca B pa3Mep, OMpPEJeNeH ¢
tapudara mo wi. 7, ai. 1.

(3) YmocroBepeHHETO MM PA3PEIICHUETO 32 MPOMSIHA CE M3/[aBa OT M3IIbJIHUTCITHHS
nupekTop Ha MAJI B 15-1HEBEH Cpok OT mojaBaHe Ha 3asBieHueTo mo ai. 1. [Tpu mpomsiHa Ha
ajzipeca Ha MOMEIICHUATA 32 ChXPAaHEHHUE U THPTOBHS HA €PO C MEIUIIMHCKU H3ACTHUS CPOKBT
ce yabmkasa ¢ 15 qau.

(4) Junara mo am. 1 B 10-mHEeBeH CpOK ciiel MpeKpaTsBaHE Ha JCHHOCTTA CH,
CBBbp3aHa C THPrOBUS Ha €IpO C MEAMIIMHCKHU M3AENusl, ca JIBXKHHU Ja YBEJOMST MUCMEHO
U3IBIHUTENHUS AupekTop Ha AL

(5) B cayuganre mo an. 4 u3nbIHUTEIHHAT aupekrop Ha MAJl cwc 3amoBen
MpeKparsBa JCWCTBHETO HA W3A3JCHOTO pa3pelieHre WM 00e3CHiIBa HW3IaJeHOTO
YIOCTOBEpPEHUE 3a ThPrOBUS HA €/IPO.
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Un. 81. M3mbaHUTENIHATA areHIUs 1O JIeKapcTBaTa BOAM PETUCTHD HA H3JaICHUTE
YIOCTOBEPEHUSI WJIM Pa3pelICHHUs 3a THPrOBUS HAa €APO C MEIUIMHCKH W3JCIHS, KOWTO
ChIBpKA:

1. HOMep M JaTa Ha pa3pelICHHATa WIH YAOCTOBEPEHHUATA 3a THPrOBHS Ha €IpO C
MEIULNHCKN U3IEIINS,

2. uMe, CeJJaNIHINE U aJpec Ha yIpaBJeHUE Ha JIUIATa 1Mo Wi. 77,

3. mara Ha TpeKpaTsABaHe Ha pa3pelICHUATa WIH YIOCTOBEpEHUTA 110 T. 1,

4. ampec Ha TMOMEIICHHATA 3a ChbXpPAaHCHHE M THPrOBUSA HA €IpO C MEIAMIIMHCKH
H3IEIINS,

5. uMe u agpec Ha aunara mo 4i. /8, an. 2, T. 4;

6. uMe ¥ agpec Ha JIMara mo 4wi. 78, amu. 5.

Yn. 82. (1) TeproBuuTe Ha €APO C MEAWIIMHCKUA HM3JCIHS Ca JIBKHHU JIa ThPryBaT
caMo ¢ MEJMIIMHCKH H3/IeHs, HA KOUTO CPOKBT HAa TOJHOCT HE € U3TEKbJI U UMAT:

1. nanecena "CE" mapkupoBKa B CbOTBETCTBHUE C U3UCKBaHUATA Ha 4il. 15;

2. (m3m. - JIB, Op. 110 or 2008 r.) HaHeceH HACHTH(HKAIMOHCH HOMEpP Ha
HOTU(UIPAHUS OpraH Mo wi. 64, an. 2, KoraTo NpoIleIypuTe, ONpeaesieHH B HapeaouTe 1o
1. 18, U3UCKBAT HAHACSIHETO MY,

3. HaHECCHM HAMMCHOBAHHME M aJpeC Ha YIpaBICHUEC Ha MPOU3BOAUTEINS H/WIN
VITBTHOMOUICHHUS TIPEACTABUTEN M BHOCHTEIIS;

4. vHCTpYKUHUSA 3a ymorpeba, ¢ M3KIIOYCHHE Ha M3JENUATa, 32 KOUTO TOBAa HE €
MPEIBUICHO B 3aKOHA.

(2) Jlunata mo an. 1 ca AIBXHU @ MOAIBPXKAT MOMEIIECHUATa 0 Wi. 78, an. 2 B
CHOTBETCTBUE C M3MCKBAHUATA 32 ChXPAHCHHUE 332 CHOTBETHHS BUJ HM3JEJIHE, ONPEACICHA OT
MIPOU3BOTUTEIIS.

(3) JInmara o an. 1 BOAST OTYET 3a:

1. 3aKymeHoTO U MPOAAIEHOTO KOJUYECTBO 10 BUIOBE MEAUIIMHCKU U3JETHs, JaTara
Ha TOKYIKaTa U mpojax0aTa, UMETO W ajpeca Ha ThPrOBIUTE Ha €IpO WM Ha OOCKTHUTE 110
gi1. 83, an. 1, 1. 2 - 4, ¢ KOUTO ca THPTyBaIH;

2. CKJIaJIoBaTa HAJMYHOCT HA MEAMIIMHCKUTE M3ACIH, TTAPTHIHUS HOMEP M CpOKa Ha
TOJTHOCT.

(4) Jlumara mo an. 1 ocurypsBaT W TMOAIBPKAT JOKYMEHTHpaHa CHCTEMa 3a
npociensBane 0€30MacHOCTTa Ha MEIUIIMHCKUATE W3JeNus, NMyCHATH Ha IMaszapa, U 3a
OJOKHMpaHe W M3TETIITHE OT Ta3apa Ha MEIUIIMHCKHUTE W3JENusl, IIOKa3ajll HeChOTBETCTBHE C
M3HUCKBaHUsATA 32 0€30MIaCHOCT MO0 CMUCHIIA HA TIaBa CeIMa.

(5) KpM mokymeHTamusITa mo ajia. 3 ce ChbXpaHsBaT MapTHIAHUTE CepTH(PHUKATH Ha
MEAUIIMHCKUTE U3ACTHUS 32 CPOK S5 roIMHU U Ce MPEAOCTABST MPU MOMCKBAHE HA JTUIATA 0 YJI.

86, ain. 2.

Yn. 83. (1) TwproBuuTe Ha €IpO MOraT Ja H3BBPIIBAT THPIOBCKU CHACIKH C
MEIUIIMHCKH M3JCNHUsl TIPU  CMa3BaHE M3HMCKBAaHUATA 3a TAXHOTO CBbXpaHEHHWE |
pasnpoCcTpaHEeHHE ChC:

1. apyru THPTOBIM HA €IIPO IO CMUCHJIA HA TO3H 3aKOH,

2. 1eueOHU 3aBEICHUA,

3. 3ipaBHH 3aBEJICHNUSA;

4. anTeKu U APOTrepuH;
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5. (moBa - /IB, 6p. 110 or 2008 r.) MUHHCTEPCTBOTO Ha 3apaBEOINa3BAHETO,
MuHHCTepCTBOTO Ha OTOpaHata, MHHHCTEPCTBOTO Ha BBTPEIIHHUTE PadOTH 3a COOCTBEHH
HYXXJY, C HW3KIIOYCHHE Ha BEJIOMCTBEHUTE WM JiedeOHM 3aBeleHHs, KakTo U JIbpxkaBHa
areHmus " JIppikaBeH pe3epB 1 BOCHHOBPEMEHHHU 3aracu’ .

(2) MuHHCTBPBT Ha 3IpaBEONa3BAHETO OMPEACTS ChC 3aMoOBE] MEIUIUHCKHUTE
W3/IeNMs, KOUTO MOTaT Jla c€ MpoaaBaT B 00EKTH, pa3INuyHU OT u30poeHuTe B ai. 1.

Yn. 84. (1) JIumara mo wi. 86, an. 2 U3BBPIIBAT IUITAHKPAHW M BHE3AITHH MIPOBEPKH B
MOMEIIEHUATA 32 CbXPAHEHHUE U ThPrOBUS HA €IPO C MEAUIIMHCKH U3/ICTHSI.

(2) Jlumara mo am. 1 morar Aa W3WCKBAT, MPOBEpPSABAT M MPaBAT KOMHUS Ha
JOKyMeHTanusaTa mo wi. 82, an. 3 u 4 u aa B3emar oOpa3uu U MpoOM OT M3JENUATa IpU
ycnoBusaTa Ha wi. 93, an. 3.

(3) Koraro mpu mpoBepkara ce YCTaHOBH, Y€ MEIUIIMHCKUTE H3JCIUS HE OTOBapST
Ha W3KWCKBaHMATA Ha wi. 82, an. 1, 1. 1, 2 uam 3 uiam ca ¢ HU3TEKBI CPOK Ha TOIHOCT,
U3MBIHUTENHUAT Jupekrop Ha WAJI cbc 3amoBen BPEMEHHO CHOUpAa WM OTHEMa
paspelieHueTo Wih 00e3CuiIBa YIOCTOBEPEHUETO 3a THProBHS HA €IpO0 U Pa3Nopexia
OJIOKHMpaHe U U3TCTIISIHE Ha U3JICNIUATA, TyCHATH Ha Ma3apa u/uiiu MyCHATH B JICHCTBHUE.

(4) Ipu ycTaHOBsIBaHE HECHOTBETCTBHS HA TIOMEIICHUATA 32 ChXPAHCHHUE U ThPrOBHUS
Ha €/IpO C M3WCKBAHUSATA, OMPENEICHH OT MPOU3BOAUTENS 32 CHOTBETHOTO U3/IENIHE, JIUIIATa IO
ann. 1 naBaT npeAnucaHus U CPOK 3a OTCTPAHSBAHETO UM.

(5) Koraro npu npoBepkara ce yCTaHOBH, Y€ B JOKYMEHTAIMATA 110 Wi. 82, an. 3 uin
B cHCTeMara 10 Wwi. 82, ail. 4 UMa HEIBJIHOTH WIA HETOYHOCTH, JIMIara mo ai. 1 mgasar
MPEUCaHUs ¥ CPOK 33 OTCTPAHSIBAHETO UM.

(6) Korato HECHOTBETCTBHSTA, HEMBIHOTHTE WJIM HETOYHOCTUTE HE ObaaT
OTCTpaHEHM B CpoKoBeTe Ho ain. 4 u S5, ynuuara no aia. 1 NpeacTaBsAT CTAHOBUILE 0
W3IBIHUTENHUS TupekTop Ha MAJI ¢ mpenyioxkeHne 3a OTHEMaHE Ha pa3pelieHUeTO WM 3a
o0e3cuIBaHe Ha YAOCTOBEPEHUETO 32 THPTOBUS HA €IpO.

(7) 3amoBeuTe Ha U3MBIHUTETHUS qupekTop Ha MAJI mo an. 3 wiu 6 moke 1a Obaar
o0XaJlBaHU MO pela Ha AJIMHHHCTPATHUBHOIPOILIECYAHUS KOJEKC, KaTo O00XKallBaHETO HE
CIUpa UITBIHEHUETO UM.

Un. 85. M3nbiHuTenHaTta areHIus IO JIeKapcTBata HH(POpPMHpa pErysaTOPHHUTE
OpraHy Ha JAbpXKaBUTE WICHKHU 3a U3LAJCHUTE, BDEMEHHO CIIPEHUTE U OTHETUTE pa3pelleHUs
UJIU yIOCTOBEPEHMS 3a THPrOBUs HA €1pO ¢ MEAULUHCKY U3ENIN U MOTUBUTE 3a TOBA.

['naBa nrecra.
HAJI30P HA ITA3APA

Y. 86. (1) Ham3opbT Ha mazapa ce M3BBPIIBA, 32 3 CE OCHT'YPU ChOTBETCTBHETO Ha
MEIUIIMHCKUTE M3JeNus, yCHATH Ha ra3apa W/WiK MyCHATH B JCHCTBUE, C M3UCKBAHMATA HA
3aKOHa U Ha Hapeaoure 1o wi. 18.

(2) Ham3opbT Ha masapa Ha TepuTopusaTa Ha Pemybimka Bbiarapust ce ochlecTBsBa
or MAJI upe3 MHCHEKTOPHM U €KCIEPTH, OIPENEIEHH CbhC 3aIO0BEN HA W3INBJIHUTEIHUA
TUPEKTOP.
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Yn. 87. (1) Ham3opsT Ha ma3apa ce U3BbPINBa Upes3:

1. mpoBepKH Ha U3ETUATA, ITYCHATH Ha Ma3apa u/Wim MyCcHAaTH B JICHCTBHE;

2. B3eMaHe Ha 00pa3Iy WK IpOoOH OT U3ACTUSATA U U3MUTBAHETO HM.

(2) UsnuTBaHETO HA MEIUIMHCKHTE H3JCIUS HE MOKE Ja C€ H3BBPIIBA OT
HOTU(DUIIUPAHUTE OPTaHH, YUACTBAIIU B OI[CHSIBAHETO HA ChOTBETCTBUETO HA CHITUTE U3JICIHUS.

Y. 88. [IpoBepkuTe Ha MEIUIIMHCKUTE U3CIHs, ITyCHATH HA Ma3apa u/Win MyCHATH
B JICMICTBUE, CE€ U3BBPILIBAT 10!

1. mpenBapuTenHO YTBBPAEH TOAMILIEH IUIaH 3a HAA30p Ha Ias3apa MO TIpyIu
MEIMIIMHCKHU U3ENHS ChOTBETHO OT U3MBJIHUTEIHUA nupekTop Ha UAJL, u

2. CUTHQJIA OT JPYTW KOHTPOJHH OPraHH U MO MACHTU(UIMPAHU MUCMEHH CUTHAIN
OT rpakJIaHH.

Ui 89. JIunara mo uin. 86, ann. 2 u3BbpuiBat mpoBepku B o0ekTute mo wi. 83, ain. 1, T.
2 -4y an. 2, KakTo ¥ B IPOU3BOJACTBECHUTE TTOMEIICHUS 332 MEIUIIMHCKH WU3ICIHS.

Y. 90. (1) (IMpeaumien Texct Ha wi. 90 - JIB, 6p. 110 ot 2008 r.) Jlumara mo 4. 86,
aJl. 2 IpoBepsIBaT 3a:

1. nanmnuue Ha "CE" mapkupoBKa 1 3a ChOTBETCTBHETO 1 C M3MCKBAHUATA HA 3aKOHA,

2. (m3m. - 1B, 6p. 110 ot 2008 r.) nuaeHTH(UKAMOHEH HOMEpP Ha HOTU(DUIMPAHUS
opraH mo wi. 64, an. 2, Korato MpoIEeaypuTe, ONPEACIICHH B HapeaouTe mo wi. 18, n3uckear
HAHACSHETO MY,

3. HaJWuYue Ha WHCTPYKIMS 3a YNOTpeda M ChOTBETCTBHE HA CHIBPKAHUETO H C
M3MCKBAaHUATA Ha HapenOuTe mo wi. 18, ¢ u3kimovyeHue Ha u3genusaTa mo wi. 2, ain. 1, 1. 3,
nonagamu B kjac | u kiac lla, ako moraTt nma ce u3moi3BaT Oe30macHO 0€3 MHCTPYKIHUS 3a
ynotpeoa;

4. (m3m. - JIB, op. 110 or 2008 r.) HajgWuhWe Ha €THKET M CHOTBETCTBHE Ha
ChIBPKAHUETO MY C U3MCKBaHMATA HA HapeaOuTe mo wi. 18;

5. HaTMYMe BbPXY MEIUIIMHCKOTO U3JIeNTNe Ha HAMMEHOBAaHUE U a/IpEC Ha yIpaBIICHHE
Ha MPOU3BOAMTEISI WM YITHTHOMOIICHHUS TPEACTABUTEI K BHOCUTEIIS;

6. CpOK Ha TOAHOCT Ha METUIIMHCKOTO U3CITHE;

7. (ot™m. - IB, 6p. 110 ot 2008 r.)

(2) (Hosa - JIB, 6p. 110 or 2008 r.) Jlumara mo ui. 86, an. 2 mpoBepsiBaT 3a
CIIa3BAHETO HA U3MUCKBAHETO HA wil. 27, ait. 1 v un. 28, an. 1 u 6.

Yn. 91. (1) Koraro mpu mpoBepkara smmara mo wi. 86, ajn. 2 yCTaHOBAT, 4Ye
MEIUIMHCKUTE HM3JCIUs ca IyCHATH Ha Ma3apa w/uim ca nmycHath B jaeictBue 0e3 "CE"
MapKUpPOBKA WU C U3TEKBI CPOK Ha TOJHOCT, T€ M3TOTBST CTAHOBUIIE IO W3IIBIHUTCITHHSI
mupektop Ha MAJL ¢ mpemyioxxeHue 3a U3gaBaHe Ha 3amoBe] 3a OJIOKMpaHe W W3TETJIsHE Ha
U3JIETMETO OT ma3apa.

(2) (U3m. - IB, 6p. 110 ot 2008 r.) Koraro npu mpoBepkaTa iumara mo @wi. 86, ai. 2
YCTaHOBSIT, Y€ MEIUIIMHCKUTE U3/ICNUs ca IyCHATH Ha ma3apa W/WjM ca IMyCHATH B JIeHCTBHE
0e3 MHCTPYKIMs 3a ymoTpeda u/uim 0e3 eTHKET WIH ChIbPXKAHHETO Ha CTHKETa HE € B
ChOTBETCTBUE C HW3HUCKBAaHUATA Ha Hapeabute mo wi. 18, u/unm BBPXy HM3ACTHETO HE ca
HAHECEHM HAaMMEHOBAHMETO U aJgpechT Ha YIpPaBIE€HUE HA MPOU3BOAUTENS WIM Ha
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VIIBITHOMOIICHHWSI My TPEACTaBUTEI W Ha BHOCHTENS, T€ JaBaT NpPEANUCaHWe Ha
MIPOM3BOIUTEIS] I HA HETOBHS YITBIHOMOIIEH MPEACTABUTEN ChC CPOK 3a OTCTPAHSBAHE HA
KOHCTaTHUPAaHOTO HapyIIICHHUE.

(3) Koraro napymieH#eTo 1o aji. 2 He Obe OTCTPaHEHO B TIOCOYCHHS CPOK, JIUIATa 10
yi1. 86, ai. 2 U3roTBAT CTAHOBUIIIE /0 M3NMBIHUTENHUS nupekrop Ha MAJI ¢ npeanoxenue 3a
W3/1aBaHe Ha 3aroBe]] 3a OJIOKUpaHe W U3TETIISTHE Ha W3/CIIUETO OT Ta3apa.

(4) (M3m. - B, 6p. 110 ot 2008 r.) Korato u3uckBanero Ha wi. 90, an. 1, T. 2 He ¢
M3MBJIHCHO WJIM HaHEeCeHAaTa MapKUpPOBKA HE CHOTBETCTBA HA M3WCKBaHUATA Ha 4wi. 15, wam
uMa cbMHeHue, ye "CE" MapkupoBkaTa € HaHeceHa HElpaBOMEpHO, JuIara mo wi. 86, am. 2
W3UCKBAT OT TMPOM3BOIUTENSI WU OT HETOBUSA YITBIHOMOIICH NPEACTaBUTEN, HWIH OT
BHOCHTEIIS Ja UM TipesicTaBy B cpok 10 qHH OT naTaTa Ha yBEIOMSBAHETO:

1. nexnapanus 3a ChOTBETCTBUE;

2. TeXHHYECKaTa JoOKyMeHTanwus 1o 4i. 14, an. 1.

Un. 92. (1) Jlunara mo ui. 86, am. 2 U3rOTBAT CTAHOBUINE [0 H3ITBIHUTCIHUS
nupekTop Ha MAJI, koliTo n3naBa 3amoBes 3a OJokupaHe 1 3a0paHa Ha pa3mpOCTPaHEHUETO Ha
U3JIENINETO, ako B cpoka mo wi. 91, am. 4 He ObIAT NpPEACTaBEHU JACKiapanusaTa 3a
CHOTBETCTBUE M TEXHWYECKATa JIOKYMEHTAIIHsI, OCBEH B CIIy4auTe, KOTaTo CPOKBT 1o wi. 14,
al. 3 € U3TeKbI.

(2) B 30-mHeBeH Cpok OT jgaTara Ha BpbYBaHE Ha 3amoBeATa MO al. 1
MPOU3BOIUTEIIAT, HETOBHST YIIBIIHOMOIIEH MPEICTABUTENI WU BHOCHUTEIIAT € JUTHXKCH J1a
W3TETIIN U3JIEJIMETO OT Ta3apa.

Y. 93. (1) (M3wm. - IB, 6p. 110 ot 2008 r.) Koraro mpu rmpoBepkara Ha TEXHHYECKATa
nokyMmeHTarus mo wi. 14, an. 1 u Ha mexnapanusta 3a cborBercTBue mo wi. 91, an. 4, 1. 1
BB3HUKHAT CBMHEHHS, Y€ W3/ACIHETO HE CHOTBETCTBA HA CBHIIECTBEHUTE HW3UCKBAHUA,
orpeJiesieHu B Hapeaodute mo wi. 18, nunara mo wi. 86, an. 2 B3emar o0pa3uu Wi npodu oT
U3/ICTIMETO 32 U3MNTBAHE.

(2) UznutBaneTo ce M3BBPIIBA B aKpenuTUpaHa jabopatopust or M3mbiHHTEnHA
areHuus "bbiarapcka ciyx0a 3a akpeauTalys’ WK B JIaOOpaTopusi, aKpeAUTUPaHA OT OpraH
Ha JTbprKaBa WICHKA WK IbpKaBa OT EBpomnelickoTo MKOHOMUYECKO MPOCTPAHCTBO.

(3) YcnoBusiTa u penbT 3a B3eMaHe Ha 00pa3iy U MPOOU OT MEAMIIMHCKU U3ICTHS 32
M3MHUTBAaHE CE OMpPEAEIIAT ¢ Hapeqda Ha MUHHCTBpAa Ha 37paBEONa3BaHETO W MUHHCTBbpa Ha
MKOHOMHKATa U €HepreTHKaTa.

(4) Tlpu ocnopBane Ha pe3yNTaTUTE OT HM3BBPIICHUTE JTa0OPATOPHU HM3MUTBAHHS
MIPOU3BOUTENAT HIIM YI'BIHOMOIIEHHUAT My TmpenctaBuren mnpenctaBs B MAJl nmucmeHo
HCKaHe B /-IHEBEH CpPOK OT Jarara Ha MOJy4YaBaHE Ha pe3yiraTra OT II'bPBOHAYAIHOTO
M3MUTBAHE 332 U3BBPIIBAHE HA IIOBTOPHO M3IHUTBAHE.

(5) TloBTOopHOTO HM3mMHMTBaHE MO aid. 4 ce M3BBPIIBA OT CKCIEPTH, KOWTO HE ca
y4acTBaJI B TbPBOHAYATHOTO U3ITUTBAHE.

Yn. 94. (1) B caywanre no wi. 93 m3nbiaHuTenHHUAT aupekTop Ha WMAJl m3nasa
3amoBe/l 32 BPEMEHHO CIIMpaHE Ha Pa3MpOCTPAHEHHWETO WM YHoTpedaTa Ha KOHKPETHOTO
u3Jenue.

(2) Konme ot 3anoBenta mo an. 1 ce BpbYBa Ha MPOM3BOIMTEINS MM Ha HETOBHS
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YIO'BJIHOMOIICH MPCACTABUTCII, UJIXM HA BHOCUTCIIA.

Yn. 95. Koraro nmmara mo ui. 86, aj. 2 ycTaHOBAT, Y€ HECHOTBETCTBHETO ChC
CBIIIECTBEHUTE M3NCKBAHHUSA MOXE J]a C€ OTCTPAHM, U3TOTBIT CTAHOBHIIE /IO M3IIBIHUTECITHHS
mupektop Ha MAJl u naBaT mpeanucaHue ChC CPOK, ChIJIACYBaH C MPOM3BOIUTENS HIIU
HETOBHS YI'BITHOMOIIEH NPEACTaBHUTEIN, 3a HM3BBPIIBAHE HAa HEOOXOAMMHTE KOPHTHPAIIN
JCWCTBUSL WJIM 32 TBIHO OLICHSBAaHE CHOTBETCTBHETO HA WU3JICIIMETO CHC CHIIECCTBEHUTE
M3UCKBAHHS.

Yn. 96. (1) Koraro numata mo 4. 86, ai. 2 yCTaHOBST, Y€ HECHOTBETCTBUETO ChC
CHIIECTBEHUTE W3UCKBAHUS HE MOXE Ja c€ OTCTpaHW, T€ HU3TOTBAT CTAHOBUIIE [0
M3IBIHUTENHUS aupekTop Ha MAJL.

(2) Uznbaautenuust aupektop Ha MAJI BB3 oCHOBa Ha CTaHOBHINETO Mo aim. 1
W3/1aBa 3amoBej] 3a OJIoOKMpaHe W 3abpaHa 3a pa3mpOCTPaHEHHWETO WM ymoTpebata Ha
U3JIETINETO W PA3MOpekJa M3TErIsTHETO My OT mazapa B 30-IHEBEH CpPOK OT Jarara Ha
BPBUBAHETO i HAa IPOU3BOJUTENIS WM HA YITBIHOMOILEHUS MY MPEACTABUTE U Ha BHOCUTEIIS.

(3) MsnbiHuTenHATAa arcHIMs MO JICKApCTBAaTa YBEJAOMSIBA PETYJIATOPHHS OpPraH Ha
IbpXKaBaTa WIEHKA, B KOSTO MPOM3BOAUTENAT WIM YIBIHOMOIICHUAT MY MPEACTaBUTEN U
BHOCHTEIISIT € YCTAaHOBEH, 32 3alOBEATa 10 all. 2.

Y. 97. 3anoseanre mo wi. 92, an. 1, wi. 94, 1. 96, an. 2 u wr. 99, an. 1 moxe na
OpaaT o0XxanBaHHM MO pena Ha AJMHHHUCTPATUBHOIPOIECYATHUS KOJEKC, KaTo jkandaTta He
CTIPAa U3ITBIHEHHUETO.

Yn. 98. (1) Koraro cien msnuTBanero mo wi. 93 ce ycTaHOBH, Y€ MEIUIMHCKHUTE
N3CJI1A HE ChbOTBETCTBAT HA CBIICCTBCHUTC N3NCKBAHUA, paSXO,Z[I/ITe 3a B3€CMAaHEC Ha O6p3.3].II/I
WU TTpoOH 3a M3MUTBAHE Ca 3a CMETKA Ha MPOU3BOJAMUTENS, Ha YIIBJIHOMOIICHUS TTPEACTaBUTEN
HNJIN HA BHOCUTCJIA.

(2) Koraro cnex m3nurBaneTo mo wi. 93 ce yCTaHOBH, Y€ MEIUIIMHCKHUTE H3CIIHS
CBOTBCTCTBAT HAa CBIICCTBCHUTC M3UCKBAHUII, paBXO,Z[I/ITe 3a B3€MAHC Ha o6pa3u1/1 NN HpO6I/I
3a M3NUTBaHe ca 3a cMeTka Ha AL

Yn. 99. (1) (M3m. - B, 6p. 110 ot 2008 r.) MUHUCTHPBT HA 3/PaBEONA3BAHETO, 110
MOTHBUPAHO TMPEIUIOKEHNE HAa U3MBIHUTETHHS qupekTop Ha MAJI, korato ToBa € B MHTEpeC
Ha OOINECTBEHOTO 31paBe H/WIM CE Hajara 3a H3MBIHCHUC Ha HAIMOHAJTHATa 3]paBHA
MIOJTUTHKA, MOXE ChC 3aI0BE/I BPEMEHHO J1a:

1. 3a0paHu MyCKaHETO Ha Ma3apa /Wi MyCKaHeTo B ICHCTBUE, HITH

2. 3a0paHu pa3MpOCTPAHCHUETO, UITH

3. orpannuu o0XBaTa Ha JACUCTBHE, WIH

4. HaNoXH JOMBJIHUTESIHA W3UCKBAHUS 3a MyCKaHETO HA Ma3apa W/WiM MyCKaHETO B
JICWCTBUE HA JAJICH BUJ] U3/ICIHE WK TPYIia U3/ICIHs.

(2) (Tom. - AB, 6p. 110 or 2008 r.) B ciuyuaute mo am. 1 UAJI urdopmupa
EBporeiickara KOMUCHSI U PETyJaTOPHUTE OPraHU HA JbPIKABUTE WICHKH U PETyJaTOPHUTE
OpraHd Ha IbpXKaBUTEe OT EBPOINMEHCKOTO WKOHOMHYECKO IPOCTPAHCTBO 3a 3allOBETa,
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MOTHUBHTE 3a HES U MIPEIIIPUETUTE MEPKHU.

Yn. 100. (1) JTumara o 4. 86, an. 2 ce 3acTpaxoBar 3a cMeTKa Ha Orojpkera Ha MAJT
Cpelly 3JI0MOodyKa, KOSTO MOXEe JJa HACTBIU MPU WIH MO MOBOJ U3IIBIHEHHUE Ha CITy>KEOHHTE
UM 33]TbJDKCHUS.

(2) Tlpu w3BbpIIBaHE Ha MPOBEPKH jMIara mo w@wi. 86, ag. 2 MoraT jga MOHMCKAT
cpaeiictue or PUOKO3, ot opranute Ha MHMHUCTEPCTBOTO Ha BBTPELUIHUTE PabOTH U OT
KOMIIETEHTHUTE OpraHi Ha MECTHOTO CaMOYIIpaBJIeHHE.

Ui 101. M3neaHUTENHATA areHIUs 10 JIeKapcTBaTa MyOJIMKyBa Ha CTpAaHUIIATa CH B

WHTEpHET UHGOpMAIUs 3a U3JENUATa, 32 KOUTO UMa u3AaaeHa 3amosexa mo wi. 91, am. 1, un.
92, an. 1, win. 94 v 1. 96, ain. 2.

Y. 102. JIumara o wi. 86, ain. 2 ca JUIbXHHU 1a:

1. "He pasmpocTpaHsBaT o0cTOsATENCTBA M (paKTH, CTAHAIM UM U3BECTHHU IO BpeMe Ha
WM BBB BPB3Ka C U3IBIHCHHE HA CIIY)KEOHUTE MM 3aIbJDKCHUS;

2. U3TI0JI3BAT MOJTyYSHHUTE JJOKYMEHTH U WH(GOpMAIIHS caMo 3a IeNIUTe Ha Haa3opa Ha
nasapa,

3. ce JIETUTHMHUPAT TPU U3BBPIIBAHE HA TPOBEPKUTE.

I naBa ceama.
CUCTEMA 3A YBEJOMABAHE 1 OLIEHABAHE HA MHIIWJIEHT

Y. 103. (1) ITpou3BoAUTENAT € ATBKEH Ja Ch3aJae U Ja MOabpKa JOKyMEHTHpaHa
cUCTeMa 3a TMpocieasBaHe 0€30MacHOCTTa Ha MPOU3BEACHUTE OT HEr0 MEIUIIMHCKH W3IEIHS,
MyCHATH Ha IMa3apa W/WId MyCHaTH B JCHCTBHE HA TEPUTOPHUATA HA IbpPXKABH UYICHKH, Ha
ObppxkaBu 0T EBpOMEWcKOTO MKOHOMHUYECKO MPOCTPAHCTBO M HA TPETH OBPKaBH, U Ja
pasmojara ¢ MeXaHHW3MHU 3a MpUjlarane Ha HeOOXOAMMUTE KOPUTUPAIIH JICHCTBHSI.

(2) Cucremara mo an. 1 ce npusara 3a MEAMIIMHCKA H3ICIIHSL:

1. c manecena "CE" MapkupoBKa,

2. xouto Hsamar HaHecena CE" wMapkupoBKka, KOrato WHIUACHTHT WU
MOTEHITUATHUAT UHIIUJEHT C TAIX MO cMuchia Ha 4wi. 106, an. 1 u 2 Hamarar u3BbpIIBaHEe HA
KOPHUTHPAIIX ACHCTBUS, TPUIOKUMH 32 U3JENHS 110 T. 1.

(3) Cucremara He ce mpuiiara 3a U3Je/us, MPEAHA3HAYCHN 33 KJIMHUYHHA H3ITHTBAHMS,
M U3MIENIN 3a OIICHsIBAaHE Ha JEHCTBUETO.

(4) Cucremara mo air. 1 BKiIrouBa MpoyuBaHe 0E30MaCHOCTTAa Ha M3JC/IUATA 110 all. 2,
MyCHATH Ha mMa3apa u/ Win B JICHCTBHUE Ype3:

1. ceOupane, TOKYMEHTHpAaHE W aHAJIW3 Ha ChOOIICHUS 3a chOuTHs mo wi. 105 ot
MEIWIIMHCKA CIECNUATNCTH, OT TAaIMeHTH, OT JIWIA, KOWTO W3BBPIIBAT HHCTAJIUpPAHE,
MOAAPHKKA WK KamuOpupaHe Ha uznenusra, u or MAJI;

2. aHanmu3 Ha Pe3yATaTUTE OT JOMBJIHUTEITHA U3MUTBAHUS HA U3JCIUATA, U3BBPIICHHA
OT MPOU3BOIUTEIIS;

3. chOupaHe U JOKyMEHTHPAHE U aHAIU3 HA JaHHHU OT Hay4HATa JINTeparypa.
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Yn. 104. (1) (ITpenuuren Texct va wi. 104, uzm. - JIB, 6p. 110 ot 2008 r.) Jlekapure,
JIeKapuTe MO JCHTATHA MEIUIIMHA W JPYTH MEAMIMHCKH CICIHAIMCTH, M JIMIATa, KOUTO
OCBIIECTBABAT MHCTATUPAHE, MOMAPHKKA WIH KaTHOpUpaHe Ha MEIUIMHCKUTE W3NS, ca
IUTBXKHU He3a0aBHO ma chrobmiasar Ha MAJI 3a ce0utnsa o wi. 105 B o0exTuTe mo wi. 83, ain.
1, 1.2u3.

(2) (Homa - JIB, 6p. 110 ot 2008 r.) U3mbiHuTEeIHATA arcHIMS IO JeKapcTBaTa
NPEI0CTaBs Ha MPOM3BOMTEIIS WIIH Ha HETOBHS YITBIHOMOIIEH IPEICTaBUTEN HH(OpManusaTa
1o a. 1 B CPOK TPH JHU CJIE]] MOJyIaBaHETO M.

Yn. 105. (1) Ilpowmssomutensat yBemomsiBa MAJI 3a BCsSKa HEU3MPAaBHOCT WIIH
BJIOIIIaBAHC Ha XapaKTepI/ICTI/IKI/ITe Ha U3OCIIUC, HpOI/I3BC,Z[eHO OT HErOo, I/I/I/IJ'II/I Ha I[CﬁCTBHGTO
My, KaKTO M 3a HEIIbJIHA WM HETOYHA WH(POPMAIH BHPXY €TUKETAa WJIM B MHCTPYKIUATA 32
ynoTtpeda, KOeTo € NPUIMHUIIO CMBPT WM CEPUO3HO YBPEKIaHE Ha 3/IpaBeTO MM OM MOTJIO
Ja TPUYMHU CMBPT WIM CEPUO3HO YBpEXAaHE Ha 3/paBETO Ha MAIUEHT, MEIUITUMHCKH
CIELMAINCT WM TPETH JIMIA Ha TepuTopusaTa Ha PenyOnuka bbirapus.

(2) Mpoumssoautensar yseaomsisa MAJl u 3a Bcska TEXHHYECKAa WIIM METUIIMHCKA
MPUYMHA, CBBpP3aHa C XAPAKTEPUCTUKUTE WM JEUCTBHETO HA HU3JACIHMETO, KOSITO MOpagu
MPUIMHHUTE, TTOCOYEHH B all. 1, BOJIM 10 CUCTEMHO M3TETJISTHE OT Ta3apa Ha U3JENHs OT €IUH U
CBhIIIHU THII.

Yn. 106. (1) IpousBoaurensar moxasa B MAJI mbpBoHauasieH JOKIaM Mo oOpasel] B
10-nHeBeH CpoOK OT MOCThIIBaHE HAa MH(popManus 3a crouTHe 1o wi. 105, mpuyuHUIO CMBPT
WM CEPHO3HO YBPEXKIaHE HA 3[JPaBETO, HAPUIAHO MO-HATATHK UHIIUJICHT.

(2) Tpoussoaurenst nmogasa B MAJI mppBoHavaieH aokiaa mo oopaser; B 30-aHeBeH
CPOK OT mocCTbhIIBaHE Ha MH(popMarus 3a ceoutue nmo uwi. 105, koeTo e MoXeno Ja MPUYUHU
CMBPT WM CEPHUO3HO YBpEXJTaHE Ha 3JpaBeTo, NPEIOTBPATECHU IOPATU OJIarompUsTHO
0OCTOSITETICTBO WJIH JIEKapCKa Hameca, HapuuaHo MO-HATaThK MOTCHIIUATICH UHITUICHT.

(3) KoraTo MHIIMACHTHT WIIM MOTEHIIMAIHUAT WHIMICHT 3acsara u3zaeaus ot kiac lla,
[16 mmm xnac |ll, wim UH BUTPO MUArHOCTHYHU MEAUIIMHCKH W3JCNIHS OT CIHUCHK A W
cnuchbk b, Wiu u3menus 3a caMOTeCTyBaHe W € Bh3HHKHAI B TPETa IbPKaBa, IPOU3BOIUTEIIST
mogaBa B cpoka mo aid. 1 mmu 2 B UAJlI mepBOHavasieH MOKJaj B ClOydamTe, KOTraTo
HOTH(UIMPAH OpraH No wWi. 64, amn. 2 e W3BBPIIWI OICHSIBAHE HAa CHOTBETCTBHUETO Ha
M3EIHETO, C KOETO € CTaHaJ HHIMIEHTHT.

(4) Koraro MHIMAECHTHT WM MMOTCHIMAIHUAT MHIMICHT 3acsra u3aenus oT kiac |
WIM UH BUTPO JMArHOCTHYHU METUITMHCKH HM3JEIHs, KOUTO HE ca OT CIUCHK A W CIIHCBHK b 1
HE ca 32 CaMOTECTYBaHE, M € Bb3HUKHAI B TPETa JbprKaBa, MPOU3BOJAUTEIIAT MOJAaBa B CPOKA
mo an. 1 wim 2 B MAJI mepBOHAYalieH NOKJIA B CIIy4yauTe, KOTaTO MPOU3BOIUTEIST WU
YI'BITHOMOIICHHST MY TpeAcTaBuTelN € peructpupan B UAJI mo pena Ha riiaBa BTopa.

Ynp. 107. Koraro HWHIMOEHTHT WIA NOTEHIHAIHUAT HHIUJAEHT C€ IBIDKH Ha
KOMOMHHUpaHa yrmoTpeba Ha JBE WIM MOBEYE OTACTHM H3ACIHs W/WIN Ha MPHHAICKHOCTH,
MPOU3BENICHU OT PA3JIMUHU MPOU3BOJUTENH, BCEKU MpousBoautTen npeacrass B UAJI otaenen
noxiazx o wi. 106.

Un. 108. IlpouwsBoauTeNnAT YBEIOMSIBA HEMOCPEACTBEHO CJIeNl IOJydaBaHE Ha
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I/IH(bOpMaI_[I/DI 3a MHIOUACHT WJIM NMOTCHUUAJIICH MHIUACHT YII'BJIHOMOIICHHA CHU IMPCACTABUTCII
mo wi. 10, anm. 2, TeproBena Ha €apo0 U HOTU(HUIMPAHHUS OpraH, W3BBPIIUI OICHSIBAHE HA
CBbOTBCTCTBUECTO HA U3ACIINCTO CHC CHhIICCTBECHUTEC U3UCKBaAHUS.

Yn. 109. (1) MsnbanuTenHata arcHIMs IO JieKapCcTBaTa MOJAbPKA CHUCTEMa 3a
perucTpupane, aHaiu3 W 0000IIaBaHe HA WHIUACHTH W TOTCHIMAIHW WHIMICHTA C
MCAUIIUHCKHN U34CIINS.

(2) UsnbpaauTenHaTa areHIWs IO JieKapcTBara MyOJMKyBa Ha CTpaHMIaTa CH B
WHTEPHET PHKOBOJCTBATA 3a MPOCJEIsIBaHE HAa OE30MacHOCTTa Ha MEJAMIIMHCKHUTE W3AETHS,
u3nazeHu ot EBponelickata komucus 1 oT EBponeiickaTta areHius no JekapcTBara.

Y. 110. (1) UsmbiHuTeIHATA areHIys M0 JIeKapcTBaTa PErucTprupa B CHCTEMATa 1o
yi1. 109, an. 1 pmaHHWTE OT MHPBOHAYAIHUSA JOKIAJ HA MPOU3BOIUTENS M OICHIBA
npeaocTaBeHaTa HHGOpMaIus.

(2) W3nbanuTenHaTa areHIMs MO JIGKAPCTBAaTa OCBHIIECTBSIBA HAA30P BBPXY
NeHCTBUATA Ha MPOU3BOAUTENS MO MPOYYBAHETO HA MHIUACHTA WU NOTEHIUAIHNS UHIIUIEHT
Y MOJKE JIa U3/1aBa MPEIMUCaHus U YKa3aHMUs.

(3) Tlo Bpeme Ha mMpOydYBAaHETO HA MHIIMACHTA WIM MOTEHIUANHUS HHIMAeHT WAJI
ChJICHCTBA Ha MPOU3BOAUTEIS, PU HEOOXOAMMOCT, 32 OCHIIECTBIBAHE HA BPH3Ka ChC:

1. HoTuuMpanus oprad, U3BBPLINI OLICHSIBAHE Ha ChOTBETCTBUETO;

2. perynaTopHU OpPraHH Ha JAPYrH 3aCeTHATH AbP)KABH UWICHKU WU JbPKAaBH OT
EBporeiickoTo NKOHOMUYECKO MTPOCTPAHCTBO;

3. peryiaropHd OpraHd Ha IbpKaBU WICHKA WM AbpKaBH OT EBporenckoTo
MKOHOMHMYECKO MPOCTPAHCTBO 3a JIEKAPCTBEHH MPOJIYKTH B CIydyauTe Ha UHUUICHTH HWIIU
IMOTEHI[HAIHN UHI[AIEHTH C U3EIus 10 Wil 3, T. 2, 3u 4;

4. npyry MpoU3BOAUTENHN B cirydaute 1o wi. 107

5. mon3BaTenyu Ha U3/ICTTUETO WIH C TPETH JIUIIA.

Un. 111. Koraro B mbpBOoHauamHus gokiaa mo wi. 106 ca mocodyeHn KOpUTHpAIIn
JNEHCTBUS WM CE€ ChIbpXKa 3aKIIOYEHHE, Y€ HMHIMICHTHT 3acTpaimiaBa 0€30MacHOCTTa Ha
MMalMEeHTa, HA MEJUIMHCKNS CIEIUAINCT WM Ha TPETH JIMIA, HO BCE OLIE HE ca ONpPEACIICHH
kopurupamute aeiicreust, MAJl usnpama nokmnan 10 peryJaTOpHUTE OPraHU Ha AbpiKaBUTE
YJI€HKH, Ha AbpKaBUTE OT EBpOINENCKOTO MKOHOMUYECKO MPOCTPAaHCTBO M A0 EBpomneiickaTa
KOMHUCHS.

Yn. 112. (1) B cpok nmo Tpu Mecena OT NoAaBaHe Ha jgokiaga mo wi. 106
MIPOU3BOUTEISAT M3rOTBS U mpenctaBs B MAJI okoHvareneH gokian mo oopaser, yrBbp/eH OT
U3IBIHUTEITHUS TUPEKTOP.

(2) JoxknambT mo an. 1 Moxke Ja ChIbpiKa €THO OT CICAHUTE 3aKITFOUCHHS:

1. He ce Hayara Jia ce nmpeArnprueMaT MepKH;

2. IOBIHUTEITHO TPOCIIEIsBaHEe HAa M3/CIHETO WM TMapTHIATa W3MENHs, ITyCHATH B
neiicrBue B ooexktuTe mo wi. 83, an. 1, 1. 2u 3;

3. pa3npocTpaHeHrue Ha HHGOPMAIIHS 10 MEIUIIMHCKUATE CIICIIHAIIUCTA B OOCKTUTE T10
T. 2 ¥ B alITEKUTE U JPOTCPUUTE KATO MUCMEHA MPENOPHKA, H3TOTBEHA OT IPOU3BOIUTEIIS,

4. xopuTHpaIly ISHCTBHS MTPHU MTPOU3BOJICTBOTO Ha OB/ICIIA IPOTYKITHS;
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5. Kopurupaiy AeUCcTBUS Ha U3JIEIUETO, TyCHATO B IEHCTBHE B OOEKTUTE TIO T. 2,
6. M3TerNIsIHE HA W3/EIMETO WM Ha MapTHaaTa U3, MyCHATH Ha ra3apa u/uij B
JIEVICTBUE.

Yn. 113. (1) B coywaute mo wn. 112, an. 2, T. 2 UAJI u3BbpuiBa KOHTPOJ BBPXY
JEHCTBUSATA HAa POU3BOIUTENS Ha TepuTopusiTa Ha PenmyOiuka bearapus.

(2) B ciiyuaute o wi. 112, an. 2, 1. 3 UAJI oneHsBa ChabpKaHUETO HA MHUCMEHATA
npernopbka M 00CHXkIa C TPOU3BOAMTENS ajpecaTHTEe Ha TMpernopbkara W HauydHA Ha
pa3npOCTPAHEHUETO W.

(3) B ciiyuaunte mo wi. 112, an. 2, 1. 5 MAJI Mmoke [a U3BBPIIU MPOBEPKA HA MSCTO.

(4) Mznenautennust aupekrop Ha MAJI uznasa 3amoBen 3a OJ0KUpaHe M U3TETIISTHE
OT TIPOU3BOAMTENS Ha HU3ACIMETO WJIM Ha MapTHAATa HW3JCIHs, C KOUTO CE € CIIydYul
UHIMICHTHT WU MOTCHIMAIHUAT HHIIUACHT, KOTaTo Ce YCTAHOBH, Y€ MMPOU3BOAUTEIIST HE €:

1. ¥3BBPIINI KOPUTHPAIIN JICUCTBHS B MOCOYCHHS OT HErO CPOK B JOKJIaja Mo HJl.
112,

2. M3TETJIAI U3/ICJIMETO WM NapTHIATa U3/IENUs OT MMa3apa B MOCOYEHHsI OT HEro CPOK
B JOKJIaza mo wi. 112.

(5) VcnoBusta um peabT 3a ONIOKHpaHE, H3TEINISHE W/WIK YHHIIOXAaBaHE Ha
U3JICNUATA, KOUTO HE OTTOBAPAT HA M3UCKBAHMSITA HA TO3M 3aKOH, CE OMPENENAT ¢ Hapea0a Ha
MHHHCTBPA Ha 3[]paBeONa3BaHETo.

Yn. 114. (1) M3nbaHuTeaHATA areHIysI [0 JICKapcTBaTa My0OIMKyBa Ha CTpaHUIATa CH
B MHTEPHET CIIUCHK Ha U3MIEHATA, BKIIFOUEHHU B 3amoBeara mo wi. 113, an. 4.

(2) Koraro m3nmenusara mo an. 1 ce mpomaBar B obektute mo wi. 83, am. 2, MAJI
yBegoMsiBa obmiecTBeHocTTa upe3 BTA u cpeacTBara 3a MacOBO OCBEIOMSIBAHE.

(3) Usnpauurennusar gupektop Ha MAJI n3roTss TOKIa/ 3a Bb3HUKHAIUS WHIMICHT
WIM TOTEHIMAJICH WHIUICHT B ciaydamte mo wi. 112 u wu3mpama Komwe OT HEero o
EBpomneiickata KOMHCHS U PETyJaTOPHUTE OPTaHH HA THP)KABUTE YJICHKH.

Yn. 115. (1) Besiko aupektHO chobOmieHune 10 MAJl 3a MHIUMACHT WU MOTCHIIUAICH
MHIUACHT ¢ MEIULMHCKO H37eNiue Ha Tepuropusara Ha Pemybnmuka bwearapus, nmoganeHo ot
UACHTU(UIIMPAHO JIMIE B TUCMEH BUJI, C€ TIOKYMEHTHpa B cuctemara mo wi. 109.

(2) B cpok 10 Tpu IOHH OT TMOJy4YaBaHE Ha CBHOOIICHHE 3a HWHIMACHTA WU
noteHuaneH uHuAeHT no an. 1 MAJI undopmupa mpousBoauTessi, 3a Ja NpearnpueMe
neuctBusTa, npeasuaeHu B wi. 106 - 108 u . 112.

Ui, 116. VM3mpaHuTeTHATA areHIMS 1O JIeKapcTBaTa MOXKE Ja ObJie KOOPAMHHUPAIL
pEryJIaTopeH Opra:

1. B ciyyanuTe Ha HWHIWACHT WM TIOTCHIMAJIEH WHIWICHT, BB3HUKHAI Ha
TEPUTOpHATA HA TMOBEYEe OT €qHA JbpKaBa WICHKAa WIM JbpkKaBa OT EBpomeickoTo
WKOHOMHUYECKO TPOCTPAHCTBO, U

2. KOTraTO MHIUACHTHT UJINU ITOTCHUUAJIHUSAT UHIIUACHT € peI‘I/ICTpI/IpaH 3a H’prI/I ITBT
Ha TepuTopusaTa Ha PernmyOnmka bearapus, nmm

3. Korarto OpI‘aH’bT, I/I3B’pr_HI/IJ'I OILICHsABAHE Ha CBHOTBECTCTBUCTO Ha U3ACIIUCTO CHC
CHIIIECTBEHUTE HM3UCKBAaHUs, € TOJYYWJI pa3pelieHHe IO pela Ha TjaBa 4YeTBBPTA, KOraTo
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WHIOUAECHTHT WX IMTOTEHIUATHUAT HHITUIECHT € cTaHall ¢ u3aenus ot xiac lla, |10 wan xnac 111,
WJIW UH BUTPO JUATHOCTUYHU METUIIMHCKH U3JIETUs OT CIUCHK A min ciuchbk b, v u3nenmst
3a CaMOTECTyBaHe, UIH

4. KOTaTo MPOU3BOJAMUTEIAT WU YITBIHOMOIIECHUST MY TIPEACTaBUTEN € PETHCTPUPaH
B MAJI no pena Ha ry1aBa BTOpa, KOraTo MHUUJIEHTHT WM MOTCHIIUATHUAT UHIUIAEHT € CTaHal
C M3MeNusl OT Kiac | wim WH BUTPO AMATHOCTUYHU MEIUIIMHCKH H3JCNNS, KOUTO HE ca OT
CIUCHK A U criUChK b 1 He ca 3a camoTecTyBaHe.

Un. 117. JluuauTe MaHHU HA W3TOYHMKA HA CHOOIIEHHETO ce chxpaHsBaT oT MAJI
P CHa3BaHE M3MCKBAHUATA HAa 3aKOHA 3a 3allNTa Ha TUYHUTE TaHHH.

vl“naBa ocMma.
EBPOIIENCKA BA3A TAHHU

Un. 118. U3mpaHuTenHaTa areHIMs IO JieKapcTBara mpenoctaBs B EBpormeiickara
0a3a maHHM He3a0aBHO Clie] TOJIydyaBaHETO i cienHaTa MHGOpPMAIMs B CTaHAAPTH3HPAH
dbopmar:

1. (m3m. - JIB, Op. 110 or 2008 r.) maHHH, CBBpP3aHU C PETUCTpAIMITA HA
MIPOU3BOIUTEIIUTE WA HA YI'BITHOMOIIECHUTE MPEACTABUTEIN MO Wi. 29 W Ha M3ACIHITA 110
rjlaBa BTOpa, C U3KJIIOUCHHUE Ha U3JIENIUATA, U3pAaO0TEeHHU 1O MOPBHUKa,

2. TaHHHU, OYYCHH NMPHU KIMHAYHUTE U3MMTBAHUS HA MEIUIIMHCKH M3JICIHS 110 peaa
Ha IJ1aBa TPETa;

3. IaHHU, TOJIYYSHH TIPH MPOCIEIsIBaHe 0e30MacHOCTTa HA METUIIMHCKUTE M3ICITHs,
MyCHATH Ha Ma3apa u/uiu MyCHATH B JACHCTBHE Ha TepuTopusTa Ha PemyOnuka Bbarapus mo
rjiaBa ceama;

4. naHHU, CBBP3aHM C U3JaBaHe, NPOMSHA, JOMBIHEHHWE, BPEMEHHO CIIMpPaHE,
W3TETJISTHE WM OTKa3 Ha CEPTH(HKATH OT HOTH(UIIMPAHUTE OpPTaHu, ChIIIACHO TPOIIECTyPHTE,
MIOCOYEHH B Hapeaoure mo wi. 18.

I'1aBa ocma.
"a" KOHOUJAEHIIMAJIHOCT (HOBA - /IB, BP. 110 OT 2008 T., B
CHJIA OT 21.03.2010T".)

Yn. 118a. (Hos - /1B, 6p. 110 ot 2008 ., B cua ot 21.03.20101.) (1) JirbkHOCTHHTE
JHMIa ¥ JUIAaTa, KOMTO IMpHJaraT TO3M 3aKOH W TOA3aKOHOBUTE HOPMATHBHH aKTOBE IIO
NPUJIaraHeTo My, Ca JITBKHH Ja HE Pa3IpOCTPaHABAT HHPOPMAIHS, TIOIy4eHA P U TI0 TIOBOJ
U3IBJIHCHUE Ha 33 IbJDKCHHATA UM.

(2) Pasmopenbara Ha ain. 1 He ce mpuJjiara mpu:

1. o6meH Ha uH(pOpPMAIH MEXAY JIBKHOCTHH JIMILA, MEXIY HOTU(GULIUPAHU OpTaHU
¥ MEXY JTBKHOCTHH JIMIA ¥ HOTH(UIIMPaHN OpraHy,

2. pasmpocTpaHeHHe Ha WH(popMalMs, KOSITO LEIH Ja OCUTYpU O€30MacHOCTTa U
3[paBEeTO Ha XOpara,

3. mpenocTaBsHe Ha HHQOPMALUS B CIIyYanTe Ha HAKA3aTEITHO TIPOU3BOJICTBO.
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(3) He e kondpunennmamraa nHGpopMaIumsTa:

1. 3a perucrpanuaTa Ha JHUIATA, KOUTO MyCKAaT MEIUI[MHCKH M3IEMs Ha ma3apa 1o
pelia Ha Ti1aBa BTOpa,

2. KOATO Ce TMpPENOCTaBs HAa MOTPEOUTENUTE OT HPOM3BOMMTENS, OT HETOBHS
YI'BITHOMOIICH MPEACTABUTEN MM OT ThProBella Ha epO BbB BPB3Ka C MPEANPUCTUTE MEPKU
T0 pefia Ha I1aBa CeMa;

3. chabpkam@a ce B HW3AaACHHUTE, MOAUDHIUPAHUTE, NOMBIHCHUTE W OTHETUTE
cepTH(UKATH U B CCPTUPUKATUTE, YUSITO BATHAHOCT BPEMEHHO € MPEYCTAHOBEHA.

I naBa neBera.
AJIMNHNUCTPATHUBHOHAKA3ATEJIHA PA3IIOPE/IBA

Yn. 119. Koiito mycka Ha ma3apa u/Wid IycKa B ICHCTBHE MEIUIIMHCKH H3AeHs, 03
J1a € OLIEHEHO CHOTBETCTBUETO UM CBHIVIACHO M3UCKBAHUATA HA TO3HU 3aKOH M HAa aKTOBETE IIO
npuiaraneTo My, ce Hakaspa ¢ rio6a ot 10 000 mo 20 000 .

Yn. 120. Koiito cbcTaBM W/WaM H3MOJI3Ba JEKIapaiis 3a ChOTBETCTBHE ChC
ChIIbPKaHUE, KOETO HE ChOTBETCTBA HAa ChABPIKAHKUETO, ONPEEICHO B HapeaduTe mo 4. 18,
aKo JCSTHUETO HEe ChCTaBIIsABA MPECThIUIEHUE, ce Haka3Ba ¢ Ti106a ot 3000 1o 8000 mB.

Y. 121. Koiito mycka Ha ma3apa u/uiy mycka B AEHCTBHE METUIIMHCKU U3/ICIHS ChC
"CE" mapkupoBKa B HapyllIeHHE Ha M3UCKBaHUATA Ha 4wi. 15, ce Haka3Ba c¢ rioda ot 500 1o
1000 nB.

Y. 122. Koiito mycka Ha ma3apa u/uiy mycka B AEHCTBHE METUIIMHCKU U3/ICIHS ChC
"CE" mapkupoBka, 6€3 Ja € OIIEHEHO ChOTBETCTBUETO UM ChC CHINECTBEHUTE W3UCKBAHMUSI,
ompenaeneHu B Hapeaobure no wi. 18, ce Hakassa ¢ rmo6a ot 10 000 mo 20 000 miB.

Un. 123. Jlunata, KOUTO MPEACTABAT METUIIMHCKU H3ACIUS Ha W3II0KOH, MaHAUPH,
JICMOHCTPAIIMH, IPOMOITUH, HAYYHH U TEXHHYCCKH KOH(PEPEHIIMU B HapyIIeHUe Ha wi. 15, a.
11, ce makassar c riao6a ot 500 go 1000 nB.

Yn. 124. Koiito mycka Ha ma3apa u/Wid IycKa B JCHCTBHE MEIMIIMHCKU H3JCITUS B
HapyleHne Ha pa3nopendara Ha wi. 16, ce Haka3Ba ¢ rimoba ot 5000 no 10 000 nB.

Y. 125. KoiiTo nmycka Ha maszapa u/uim mycka B JeHCTBHE MEAMLIUHCKH U3enus 0e3
WHCTPYKIUSA 32 yIoTpeda, ¢ M3KIIOYCHHUE Ha U3eIUATa 1o Wi. 2, al. 1, T. 3, momajamy B Kjac

| u knac lla, ako morar ma ce u3non3Bar 6e3o0macHo 6€3 HHCTPYKIUS 3a yrmoTpeda, ce Haka3Ba
¢ rio6a ot 3000 mo 5000 is.

Yn. 126. Koiito mycka Ha maszapa u/Wid MycKa B JEHCTBHEC CHCTEMH W/Wiu Habopu
WIM MEIUIUHCKUA W3JeNHs, MpeAHa3HAYeHU OT MPOM3BOAMTENS Aa OBAAT CTEPUIU3UPAHU
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npend ymorpeba, B HapylIeHWE Ha W3UCKBAHMITA HAa TO3W 3aKOH W HAa aKTOBETE IIO
npuiaraneTo My, ce Hakaspa ¢ rio6a ot 10 000 mo 15 000 .

Yn. 127. Koiito mycka Ha masapa u/Wid B JCHCTBHE MEIUIIMHCKO H3EIIHE,
13paboTEeHO MO MOPHYKA, B HAPYIICHHE Ha M3UCKBAHUATA HA TO3W 3aKOH, C€ HaKa3Ba C rioda

ot 5000 o 10 000 1.

Ui 128. KoiiTo u3BBpIIBa THPrOBHS HA €IPO C MEIUIIMHCKU U3JeTus 0e3 HaHeceHa
"CE" mapkupoBka, ce Haka3Ba ¢ riioba B pazmep 10 000 ns.

Yn. 129. (1) PwroBoauTen Ha jeueOHO WM 3paBHO 3aBEJCHHE, KOWTO IOIMYCKa
M3II0JI3BAHETO HAa MEAULMHCKHU u3aenus 6e3 Hanecena "CE" mapkupoBKa, ¢ M3K/IIOUEHHE Ha
W3/IeNnATa, U3pabOTEeH! O MOPBYKA, HA W3METUATA, KOUTO ca NMyCHATH B ACHCTBUE TMPEAH
BJIIM3AHETO B CHJIA HA TO3H 3aKOH, M Ha u3aenusara no wi. 12, an. 1, ce HakasBa ¢ rixo6a ot 2000
o 10 000 1.

(2) CpimoTo Haka3zaHHe ce Hajara ¥ Ha PBKOBOAMTEN Ha JICYEOHO WM 3IPABHO
3aBeZICHUE, KOMTO JOMycKa M3IOJI3BAHETO Ha M37Aeius 0e3 MHCTPYKIHUS 3a YrmoTpeOda Wi C
M3TEKBJ CPOK HA TOAHOCT.

Y. 130. KoiiTo n3BbpiuIBa ThproBust Ha €p0 ¢ MEAUIIUHCKHI M3/I€THS C U3TEKBJI CPOK
Ha TOJTHOCT, ce€ Haka3Ba ¢ rioba B pasmep 10 000 nB.

Ui 131. Teproser Ha €Ipo C METUIIMHCKHU U3CINS, KOUTO HapyllaBa U3NCKBAHUATA
Ha 4. 82, an. 2, ce HaKa3Ba ¢ UMyIecTBeHa caHkius B pazmep 5000 iB.

Ui 132. Teproser Ha €Ipo C MEIUIIMHCKU U3CNHS, KOUTO HapyllaBa U3NCKBAHUATA
Ha . 82, an. 3, 4 unu 5, ce HaKka3Ba ¢ uMyniecTBeHa cankius B pazmep 1000 nB.

Un. 133. Teproselr Ha epo ¢ MEIUIIUHCKH H3CTUs, KOWTO HapyIllaBa U3UCKBAHUATA
Ha wi. 82, an. 1, 1. 2, 3 unu 4, ce Haka3Ba ¢ UMyIIecTBeHa caHKius B pazmep 5000 mB.

Uin. 134. KoiiTo u3BBpIIBA THProBUS Ha €IpO C MEIUIIMHCKU M3Ienus, 0e3 aa uMa
U3JIaJICHO pa3pelicHue/yI0CTOBEpeHHE 32 ThPrOBUS Ha €IpO C MEIAWIIMHCKU W3JCIus, Ce
Haka3Ba ¢ riio6a B pazmep 10 000 nB.

UYn. 135. TeproBen Ha enpo, KOWTO He cma3Ba pasmopendara Ha wi. 80, am. 1, ce
Haka3Ba ¢ UMyIecTBeHa cankius B pazmep 3000 nB.

Uin. 136. Teproeen Ha eapo, KOWTO He cma3Ba pasmopendara Ha wi. 80, am. 4, ce
Haka3Ba ¢ UMyIecTBeHa cankius B pasmep 1000 nB.

Un. 137. KoiiTo u3BBpIIBA THProBUS HAa APEeOHO C MEIUIIMHCKUA H3Aenus 0e3
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Ha"eceHa "CE" MapkupoBKa WM ¢ U3TEKbJ CPOK HA TOJHOCT, c€ Haka3Ba ¢ rio6a B pazmep 10
000 5.

Un. 138. Koiito u3BBpIIBa THProBUsl Ha IPEOHO ¢ MEAMIIMHCKUA H3JCIUS H3BHH
obekrute no wi. 83, an. 1, T. 4 u axn. 2, ce Haka3Ba ¢ rio6a B pazmep 10 000 nB.

Y. 139. (U3wm. - JIB, 6p. 110 or 2008 r.) Koiito mycka Ha ma3apa u/wiv mycka B
JEHCTBUE MEAMITMHCKH W3JeIusl Ha Tepuropusta Ha PenybOnmka bwarapus, 6e3 ma ce e
perucTpupai B OnpeeieHus B 3aKOHa CPOK, ce Haka3Ba ¢ 1i1o6a B pazmep 5000 mB.

Y. 140. (M3m. - 1IB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) Koiito napymasa
pasmopenoute Ha uwi. 27, an. 3, wi. 28, an. 7, wi. 29, an. 2 u wi. 30, ce Haka3Ba c 171002 B
pasmep 3000 nB.

Yn. 141. (1) Koiito HapylraBa H3MCKBaHHMATA 3a HW3BBPIIBAHC HA KIMHUYHU
M3IUTBaHMS, aKO U3BBPIICHOTO HEe ChCTABISBA MPECTHIICHNE, ce Haka3Ba ¢ riiobda ot 5000 no
10 000 nB., a mpu MOBTOPHO M3BBPIIBAHE HA CHIIOTO HapymieHue - ¢ roda ot 10 000 mo 20
000 nB.

(2) Ha MemuIMHCKH CICIMATNCT, JOMYCHAT WM M3BBPIIUI HapylleHus mo ai. 1,
MOJKE Jla c€ HAJIOKM M HaKazaHWe JIMIIaBaHe OT MPaBo Ja yrnpaxkHsBa mpodecusara cu 3a Cpok
oT 6 Mecelia 10 IB€ TOAUHU.

(3) Hakazanwero mo aj. 2 ce Hajara OT MHHHCThPAa Ha 3[paBEONa3BaHETO IO
MPEJI0KEHUE HAa U3MTBIHUTEIHHS AupekTop Ha MAJL.

Ui 142. Ha HoTudunmupan opraH, KOWTO HE Clia3Ba M3MCKBAaHETO Ha 4wi. 68, ai. 1, ce
Hayiara uMmymiectBera cankmus B pazmep ot 2000 no 5000 nB.

Ui 143. Ha HoTudunmupan opra, KOWTo He cra3Ba u3uckBanero Ha wi. 70, ain. 1, ce
Hajara uMyImiecTBeHa cankius B pazmep 10 5000 nB.

Y. 143a. (Hos - IB, 6p. 110 ot 2008 r.) Ha HoTHdMIMpaH opraH, KOWTO HE Clia3Ba
M3UCKBAHETO Ha WiI. 76a, ai. 1, ce Hayara umyiecTBeHa cankuus B pazmep 1o 5000 mB.

Ui. 144, Koiito nmpeyun Ha juiara mo 4wi. 86, aj. 2 1a oChIIEeCTBIBAT CIYXKEOHHUTE CH
3aIbJDKEHUST B ChOTBETCTBHE C pa3lope0nTe Ha riiaBa IiecTa, ce Haka3Ba ¢ rioda ot 6000 mo
10 000 ..

Un. 145. [pousBoauTen Ha MEAWIIMHCKU M3JENUs, KOUTO HapyIH pasmnopendara Ha
1. 103, ain. 1, ce Haka3Ba ¢ umyniectBeHa cankius o 5000 go 10 000 nB.

Ui 146. [IpousBoauTen Ha MEIUIIMHCKA MU3JCNHS, KOUTO HApYIIW pasnopeadara Ha
ui1. 107, ce maka3Ba ¢ umymiectBeHa cankius ot 10 000 go 20 000 nB.
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Y. 147. Koiito He chOOIM 3a WHIUIECHT WIM 3a IIOTEHOUWAIEH WHIUIAEHT C
MEIUIIMHCKO u3nenue coritacHo wi. 104, ce makassa ¢ rioda ot 1000 xo 2000 iB.

Ui, 148. KoiiTo He M3nmBJIHM 3amoBe mo 4wi. 113, an. 4 Ha U3BIHUTEIHAS AUPEKTOP
Ha MAJI, ce makassa ¢ rimo6a or 10 000 mo 20 000 ns.

Un. 149. Koiito Hapymu pa3nopeqOuTe Ha TO3M 3aKOH WIM Ha AaKTOBETE I10
MpUJIaraHeTo My, U3BBH ciaydante mo wi. 119 - 148, ce nakaszsa ¢ rimoda ot 1000 no 3000 nB.,
a MpH MOBTOPHO U3BBPIIBAHE HA CHIIOTO HapyeHue - ¢ rioda ot 3000 no 5000 nB.

Ui, 150. Koiito He M3MBJIHM pa3nopexaane, mpeanucanne win ykazanue Ha MAJL, ce
Hakassa c rioda or 1000 go 3000 ns.

Yi. 151. (1) Koraro Hapymenusita mo wi. 119 - 150 ca u3BBpILICHH OT FOPHINYECKH
JMIAa WIK eIHOJNMYHHM THPrOBLHM, C€ HajlaraT HMMYIIECTBEHH CaHKIWHU. Pa3MepbT Ha
UMYILECTBEHATa CAaHKIUS HE MOXKE Ja ObJie O-HUCHK OT JABOIMHUS pa3Mep Ha MPEIBUIACHUTE
MHHUMAJIHH pa3Mepyd Ha CHOTBETHHTE IJIOOM M HE MOXKe Ja ObJe MO-BHCOK OT JBOWHUS
pa3Mep Ha MpeJBHICHUTE MAaKCUMAIHU pa3MepH Ha ChOTBETHHUTE TII00U.

(2) Hanaranero Ha MMYILIECTBEHA CAaHKLUS HE W3KIIOYBA HAJlaraHETO Ha Iio0a Ha
BUHOBHHTE JUTH)KHOCTHH JIUIIA.

Yn. 152. (1) (dom. - JIB, 6p. 110 ot 2008 r.) HapyuieHusita 1Mo TO3U 3aKOH Ce
YCTaHOBSIBAT C aKTOBE, ChbCTABEHH OT MHCIEKTOPH M €KCIIEPTH, OMPEACIICHU ChC 3amoBe] Ha
WU3MBIHUTENHUS aupekTop Ha MAJL, ¢ u3kimroYeHne Ha cliydauTe 1o ai. 3.

(2) (Tom. - B, 6p. 110 ot 2008 r.) Haka3zareanuTe MOCTAHOBJICHUS CE M31aBaT OT
U3MBIHUTENHUS aupekTop Ha MAJL, ¢ u3kiIrodeHne Ha cliydauTe 1o ai. 3.

(3) (Hosa - JIB, 6p. 110 or 2008 r.) Hapymienusta mo wi. 68, an. 1, wr. 70, an. 1 u u.
76a, an. 1 ce ycraHOBSIBaT C aKTOBE, ChCTABEHH OT €KCIIEPTH, OIMpPEAETCHU ChC 3aloBe]] Ha
npencenarens Ha JJAMTH, a HakazaTenHUTe TOCTAaHOBJICHHS CE€ M3/aBaT OT MpeAceaaTess Ha
JJAMTH unm oT onpaBOMOIIEHU OT HETO AIBKHOCTHU JIUIA.

Y. 153. CecraBsAHETO HA aKTOBETE, U3IABAHETO U O0KAIBAHETO U U3IIBLIHEHUETO HA
HAKa3aTCIIHUTEC ITOCTAHOBJICHUSA CC I/I3B’pr_HBaT 110 peﬂa Ha 3aKOHa 3a aI[MI/IHI/ICTpaTI/IBHI/ITe
HapYIICHUS U HaKa3aHMsI.

JlombIHUTENHU pa3nopenou

§ 1. [o cMuCchIIa HA TO3U 3aKOH:

1. "AKTMBHO HMIUIAaHTHPYEMO MEAMIMHCKO H3JA€IUEe" € aKTUBHO MEAMIMHCKO
u3JeNne, KOeTo € INpeAHa3Ha4eHO Ja ObJe YacTUYHO WM HU3LUI0 MMIUIAHTHUPAHO 4pe3
XUPYPrU4ecKa WiH Ype3 MeIUIIMHCKA MHTEPBEHIUS B YOBEIIKOTO TSAJIO WM Ype3 MEIUIIMHCKA
MHTEPBEHIIMS B €CTECTBEHUTE OTBEPCTHSI HAa YOBEIIKOTO TSAJIO M /1a OCTaHE B TAJOTO ClE[
MHTEPBEHIIMUATA.
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2. "AKTHBHO MEIUITMHCKO U3JIeNne” € MeTUIIMHCKO U3JIeNne, YneTo (yHKIIMOHUPaHe
3aBUCH OT H3TOYHMK Ha €JeKTpUYecKa WJIM JApyra eHeprus, pa3judyHa OT EHEeprusTa,
TeHepUPaHA B YOBEUIKOTO TSJIO, WIIH OT 36MHOTO MPUTETIISHE.

3. "Banmugna moxkymeHTanus' € JOKYMEHTAIUs, KOSITO MO ChAbP)KAaHUE M THIHOTA
OTroBaps Ha U3UCKBAHUSITA, IPEBUICHH B OMIPEIEICHa MPOLIEAypa IO TO3H 3aKOH.

4. "Buocuten" e (u3MYECKO WM IOPUIWYECKO JIUIE, KOETO € YCTAaHOBEHO Ha
TEPUTOpHATA HA [ObpiKaBa 4WIEHKA WIM Ha JObpkaBa OT EBpOINEHCKOTO WKOHOMHYECKO
MPOCTPAHCTBO U KOETO BHACS MEAMIMHCKH H3JETUs OT TPETH IbpXKaBU Ha Ias3apa Ha
EBpomneiickust cbro3.

5. "Bp3noxkuTen Ha KIMHAYHO HW3MHUTBAaHE" € MPOM3BOIUTEISIT WM HETOBUST
VITBJIHOMOIICH TIPEACTABUTEN, KOHTO OTroBaps 3a 3all0OYBAHETO, YIPABICHUETO W/Win
(bUHaHCUPAHETO HA €HO KJIMHUYHO U3IMUTBAHE.

6. "I'maBeH wu3cnenoBaren’ € JMIETO, MOJ YUETO PHKOBOACTBO M3CIEIOBATEICKHSIT
€KHUIT TPOBEX 1A KIMHUYHOTO U3IHUTBAHE.

7. "Jlobpa KIMHUYHA NPAKTUKA" € CHBKYIHOCTTA OT MEXKIYHApOJHO TPHU3HATH
€TUYHH W HayyHU H3UCKBAHMS 3a KadecTBO, KOUTO C€ Ccra3BaT MpH IUIAaHUPAHETO,
MPOBEKIAHETO, OTYUTAHETO U JOKIAIBAHETO HA KIIMHUYHU U3MTUTBAHUS.

8. "JIbpxaBa wieHKa" € IbpikaBa - WICHKa Ha EBporneickus chio3.

9. "nenTnUKaMOHHYN TaHHU HAa U3IETUETO" ca:

a) JaHHHM 3a TMPOU3BOMUTENSI, MOJAET W THUIOB HOMEp Ha H3JCIHUETO, BKIIOYUTEIHO
copTyep U IPUHAICKHOCTH;

0) mpeaHa3’HAYEHO [CHCTBHE, ONPEICIICHO OT TMPOU3BOIUTENS, BKIIOYUTEITHO
KIMHUYHA WHAUKAIMA ¥ KOHTPAUHIUKALMY TpU yroTpedata u uaeHTU(GUIUpaHe HA TPYIUTE
MAIMEHTH, 32 KOUTO € MPeIHA3HAYeHO;

B) ONKMCAHUE HA WM3JICIHMETO - OMHMCAHUEC HA MaTepUalld, KOUTO BJIM3AaT B KOHTAKT C
YOBEUIKW THKAHU WM TEYHOCTH, BKIIOYBA JIM HU3JEIHMETO JIEKAPCTBEH MPOIYKT, YOBELIKH
1/vn )KUBOTHMHCKY ThKaHU WM TEXHH MTPOU3BOJIHHU, M OHOJOTMYHO aKTHBHH BEIICCTBA,

r) HHCTPYKIMU 332 MHCTAIMPaHEe M M3MOJI3BAaHE HAa M3JCIHUETO, BKIIOYMTEIHO aKo Ca
HAJIMIIE CICIHATHU YCIOBHUS 32 ChXpaHEHHE M HW3HMCKBAaHHUS 3a paboTa - mpeaBapuUTeIHa
MOATOTOBKA Mpenu ynorpeda - cTepuiin3alys B caydan Ha MOBTOpHA yrnoTpeda, mpoBepka 3a
0€30MMacHOCT, MEPKH, KOUTO TPsOBA J1a Ce MpenprueMar clie]] ynorpeoa;

1) IPEMOPHUUTEITHO 00YyUCHHE U OITUT, HEOOXOIUM 3a yIoTpeda Ha M3IEIHETO;

€) omHMcaHHWEe Ha HEOOXOMUMHTE MEIUIMHCKH M XHPYPTUUYECKH MPOICIYPH,
CBIIPOBOKIAIHN yIIOTpebdaTa Ha U3JIEIHUETO.

10. "U3nenue 3a camorecTyBaHe" € MH BUTPO JHUATHOCTUYHO MEIHIIMHCKO H3JENHE,
MpeHa3HauYeHO OT MPOM3BOJAUTENS J1a C€ MOJ3Ba OT Jula 0e3 MeIUIMHCKA KBalu(uKalus B
JoManrTHa 0OCTaHOBKA.

11. "MiHBa3MBHO MEIMIIMHCKO H3JEIHE 3a MPOABDKUTENHA yrmoTpeda' e u3aenwue,
KOETO ISUTOCTHO WJIM YaCTUYHO MPOHUKBA B YOBEIIKOTO TSUIO MPE3 €CTECTBEHUTE MY OTBOPH
WIH Tpe3 TOBbPXHOCTTA MYy U MPOABHKUTETHOCTTA HA MPECTOSI MY B YOBEIIKOTO TSUIO € Hajl
30 nuu.

12. "VH BUTPO NMAarHOCTUYHO MEAUITMHCKO H3Jenue’” € MeIUIIMHCKO H3/IeNne, KOETO
€ pCeaKTUB, TPOIYKT OT PEaKTUB, KaIuOpaTop, KOHTPOJIGH Marepuai, Kut (Hadop),
MHCTPYMEHT, amapar, 00Opy[BaHE WJIM CHUCTEMa, H3IOJ3BAHO CAMOCTOSITENIHO WJIH B
KOMOMHAIIHsI, MPEHA3HAUYEHO OT POU3BOIUTENS 33 U3MOA3BaHe UH BUTPO MPH M3CIICIBAHE Ha
npoOU OT YOBEHIKOTO TS0, BKIIOYMTETHO KPbB M ThKaH, €AMHCTBEHO WJIM TJABHO C LE
nojryyaBaHe Ha UH(OpMaIus 3a:
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a) (PM3MOJIOTUYHO WJIHM MATOJOTMYHO ChCTOSIHUE, WITH

0) BpoJIeHH aHOMAJTUH, WITH

B) ompejeisiHe Ha 0€30MacHOCTTAa U ChbBMECTUMOCTTA C MOTCHIUAIHU PELUIUCHTH,
Wi

) KOHTPOJIMPAHE HA TEPAIEBTUYHU JCHCTBHS.

WH BUTPO NMAarHOCTUYHM MEIWLMHCKU M3JETUS ca U U3JeIHsITa 32 CaMOTECTyBaHe,
CHJIOBETE 32 CbXPAHEHHUE HA TPOOH OT YOBEIIKOTO TSUIO, C M3KITIOYCHHE HA U3JIeIHATA 32 00112
nabopatopHa ynotpeda, OCBEH aKO H3JIEIMETO IO OTHOLIEHHE Ha XapaKTEPUCTUKUTE MY €
CHEIHAITHO MPEAHA3HAUYCHO OT MPOU3BOAUTES 33 HH BUTPO TUATHOCTHYHU U3CJICIBAHUS.

13. "= BUTpO IUAarHOCTHYHO MEIUIIMHCKO M3JEJIMe 3a OLICHKA Ha JACHCTBUETO" € WH
BUTPO JHUAarHOCTUYHO MEIUIIMHCKO U3JeNHe, MPEAHA3HAYeHO OT NPOU3BOJUTENS 3a
MPOBEXKJaHEe Ha €QHO WM MOBEYEe M3CIIECIBAHUS 32 OICHKAa Ha JEeHCTBUETO, MPOBEXKIAAHU B
naboparopust 3a MEAUIIMHCKU U3CJICIBAHUS WM B Ipyra MOIXOSIIA Cpeia U3BBH MSCTOTO Ha
MIPOU3BOJICTBO.

14. "Wndopmupano cevriacue” € BOJICU3SABICHHE Ha JEECIIOCOOHO JIMIE WIM Ha
3aKOHEH MPEeJICTaBUTENl Ha HEeIeeCOCOOHO JIMIIE, C KOETO € M3Pa3eHO ChIVIache 3a y4yacTHeE B
KIMHUYHO W3MHUTBAaHE, CJel KaTo JUIETO € MOApOOHO WH(GOPMUPAHO 3a CHIIHOCTTA,
3HAYEHUETO M PUCKOBETE OT M3NUTBaHETO. H(popMUpaHOTO chriacue € B mUcMeHa ¢opma U
ChIIbPIKa MOANUC HA TUIETO U aaTa. [Ipu HEBB3MOXKHOCT Ha JIUILIETO J1a U3Pa3H ChIIIACUETO CH
B nmucMeHa ¢opma HHGOPMHUPAHOTO ChIIIACHE MOXKE 1a OBbJe AaICHO YCTHO B IMPHCHCTBUETO
Hall-MaJIKO Ha €UH CBUJICTEN.

15. "KaymbpaTop ¥ KOHTpOJICH MaTepuai € BEIIeCTBO, MaTepual WIH H3ICIHE,
MpeIHa3HAYEHO OT MPOU3BOJIUTEINS 32 YCTAHOBSBAHE HA M3MEPBATECITHU CHOTHOIICHUS WU 32
MpoBepKa Ha paOOTHHUTE XapaKTEPUCTUKU HAa UH BUTPO TUATHOCTHYHO MEIULIMHCKO U3JIENINE B
CHOTBETCTBUE C MPEIHAZHAUCHUETO MY.

15a. (HoBa - /IB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) "Knuanyau nanau" e
uHpopManmaTa, chOpaHa Hpu ymorpedara Ha M3JCIHETO OTHOCHO Oe30macHOCTTa W/HiH
nercTBueTo My. KIIMHUYHUTE JJaHHU c€ MoJlydaBar OT:

a) pe3yiTaTUTe, TOJYYCHH TIPU TPOBEKAAHETO HA KIMHUYHO M3IMUTBAaHE HaA
M3MUTBAHOTO MEAUIIMHCKO U3JIEIHE, UIH

0) maHHM OT KIMHUYHO/KJIMHWYHHM HW3MUTBaHE/M3NMUTBAHHUS WU JaHHU OT JPYTH
MPOYYBaHUA, MyOJIMKYyBaHU B HAyYHATa JIUTEPATypa, BbPXY MOJOOHO METUIIMHCKO U3/IETHE, 3a
KOETO €KBUBAJICHTHOCTTA C U3MUTBAHOTO U3JEIINE MOXKE J1a C€ TOKAXKE, UITU

B) NyOJHMKyBaHW W/WIM HEMyOJUKYBaHH IOKJIAJAXd OT APYr KIMHUYCH ONUT Ha
M3MHUTBAHOTO U3JENIME WX Ha MOJA00HO MEIUIIMHCKO H3ENUe, 32 KOETO EKBHBAJIGHTHOCTTA C
M3MUTBAHOTO U3JIEIHNE MOXE Ja Ce JOKaxKe.

16. "KoopauHupai u3cienoBaren” € JUIETO, KOETO KOOPAWHUPA HU3CIe0BATEINTE
IIPU MPOBEKJaHE HA MHOTOIICHTPOBO KIIMHUYHO M3ITUTBAHE.

17. "Kopurupaiuu n1edcTBusi” MoraT Ja BKIIIOUBAT: U3TETJIsIHE HAa U3/EIUETO, ITyCHATO
B JICIICTBHE; U3aBaHe HA MMMCMEHA IPENopbKa, B KOATO CE€ OMUCBAT MEPKUTE, KOUTO TpsiOBa 1a
ce mpenpreMar; JOMbJIHUTETHO MPOoCeAsiBaHe Wi MoAu(UKAIHSI HA U3JIETHETO, ITyCHATO B
NeicTBre, ¢ 1N MoJo0psiBaHe HAa XapaKTePUCTUKUTE U ACHCTBHETO MY, IIPOMSHA B MPOEKTA,
MPOMSIHA Ha OTJETHH KOMIIOHEHTH Ha W3JIEIMETO WM MPOMSHA B TIPOU3BOACTBEHHSI TPOIIEC
npu OBICIIOTO MPOU3BOJACTBO HAa MOAOOHU H3JENWs; U3MEHEHHE Ha ChAbPKAHMETO Ha
eTHKEeTa WM Ha MHCTPYKIIHTA 32 yoTpeda u Apyru.

18. "Kpurtnuen ananus" e:

a) KpaTKO OMHMCAaHUEC Ha MEIUIMHCKOTO U3JENIME - MpEIHA3HAUCHO CWCTBHUE, THII,
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XapaKTePUCTHKH,

0) aHayu3 Ha moJ0paHaTa JIUTepaTypa U Ha BCHYKH HAIMYHU JaHHH,

B) KPUTHYCH aHAJIM3 Ha WACHTHU(QHUIMPAHUTE BPEIU NPU yrmoTpedara Ha WU3IEIIUETO,
Ha CBBP3aHHUTE C TAX PUCKOBE M MOAXOIALIM MEpPKH 3a 0e30MacHOCT IO OTHOIIEHHE Ha
MAIMEHTH, MEUIIMHCKYU TIEPCOHAI ¥ TPETH JIUTIA,

r) METOaM 3a MOJA0Op Ha HW3MOJ3BAHUTE JUTEPATYPHU HM3TOUHHIIM, MPHUIOKECHUTE
CTaTHUCTUYECKH METOAM 33 aHAJIM3, METOIUTE 3a OICHKA, THUMA W MPOIBIDKUTEITHOCTTAa HA
MIPOYYBAHETO, XETEPOT€HHOCT Ha BKJIIOUEHATa B IPOYYBAHETO MOIYyJIaIuUs;

1) KpaifHa OILIEHKa Ha IoJi3aTa OT ynoTpebara Ha M3JEIHMETO CHPSIMO PHCKa, KaTo ce
OTYHUTAT MOCTHKEHUATA HA ChBPEMEHHATa HayKa U MEIMIIMHCKA TPAKTHKA,

€) 3aKIIYCHHE, B KOCTO CE MOCOYBA JajlM Ca M3MBIHCHU LEIUTE Ha 3aJaHUCTO,
uAeHTU(QUKAIUS Ha TPA3HOTH B OILIGHKaTa Ha CHOTBETCTBUETO HA HU3JAEITUETO ChC
CHILIECTBEHUTE HM3UCKBAHMS 1O OTHOIICHHE Ha 0€30MacHOCT M MPEAHA3HAUYCHO KIMHHYHO
JeicTBre U, TPU HEOOXOAMMOCT - apryMEeHTAIHs 3a MPOBeX1aHe Ha KIMHUYHU U3MUTBAHUS -
eI U TUTAaH Ha U3MHUTBAHETO.

19. "Jlune, ycTaHOBEHO Ha TEPUTOpHsTA HA JbpKaBa WICHKA WU Ha JIbp)KaBa OT
EBpomeiickoTo HMKOHOMHUYECKO MPOCTPAHCTBO" € TpaBeH CyOeKT, perucTpupaH Io
IPaX/IaHCKOTO WM THPrOBCKOTO 3aKOHOJATEIICTBO Ha JIbp’KaBa WIEHKAa WM Jbp)KaBa OT
EBporeiickoTo HKOHOMHUYECKO MPOCTPAHCTBO WIIM Ch3JAJCH MO CHjlaTa Ha HOPMATHBEH akT,
KOWTO MMa ceJalvlie W aJpec Ha YIpaBlieHWE B JbpKaBa WICHKa WM B JbpKaBa OT
EBporeiickoTo MKOHOMHUYECKO ITPOCTPAHCTBO.

20. "Jluuyno mpeamasHO CPEACTBO" € BCSIKO YCTPOMCTBO WM CPEACTBO,
MpeHa3HAueHO Ja Ce M3IOJI3Ba OT JIUIIE, 3a J1a r0 Mpe/na3Ba OT €IHA WM MOBEYe Bh3MOXKHU
OIIaCHOCTH, 3aIlIalllBalll HErOBOTO 31paBe U OezonacHocT. Karo nuyHM npeanaszHu cpeacTsa
Ce OMpPEENST ChIIO H:

a) ChBKYIHOCT OT YCTPOMCTBA MJIM CPEJICTBA, B3aUMHO CBBP3aHU OT MPOU3BOIUTEIS,
C IeN Ja MpearnasBar eqHO JHIEe OT €IHA WM MHOXKECTBO OMAaCHOCTH, KOMTO MOTaT Jia ce
MPOSBSIBAT €THOBPEMEHHO;

0) mpeanasHo yCTPONWCTBO WM CPEACTBO, CBBP3aHO HEACTMMO MM JCIUMO C JIMYHO
cpencTBo 0e3 3amMTHA (YHKIMS, M3MOI3BAHO OT JIMIIETO 3a M3BBPIIBAHE Ha OIpeleieHa
JIIEUHOCT,

B) 3aMCHSEMH ChCTABHM YacTH HAa €IHO JIMYHO TMPEANa3HO CPEACTBO, KOHWTO ca
OCHOBHU 32 HETOBOTO MPABHIIHO (DYHKIIMOHUPAHE M KOUTO CE M3IMOI3BAT €IUHCTBEHO 33 TOBA
JUYHO TPENa3zHo CPEICTBO.

21. (u3m. - JIB, 6p. 110 ot 2008 r., B cua ot 21.03.2010 r.) "Menunuucko uznenue”
€ UHCTPYMEHT, amapaT, ypea, codTyep, Marepuaq WM APYyro u3Jeine, H3MO0JI3BaH
CaMOCTOSITETHO WJIM B KOMOWHANMS, BKJIIOYUTETHO codTyep, TMpeaHa3HaueH oT
MPOM3BOAUTENS J1a ObJIe U3MOA3BaH CreU(UIHO 33 TUATHOCTHYHU H/UJIH TePANeBTHYHH ST
¥ HEOOXOJMM 3a MpaBHIIHATa My ymoTpe0a, KOMTO HE MOCTUTa OCHOBHOTO CH JEHCTBHE IO
MpelHa3HauYeHUE BbB WM BHPXY YOBEIIKOTO TSJIO MO (hapMaKoJOTHYEH, UMYHOJIOTHYEH WU
MEeTabONMUTEeH BT, HO MOXE Jla Ce MOATOMara Mpu CBOETO JIEHCTBHE OT CPEICTBA C TaKbB
edeKT, ¥ KOUTO € MpeHa3HaueH OT MPOU3BOJUTENS Ja ce Ipuiiara mpu xopa ¢ Led:

a) JUArHOCTHKA, NPOQHIAKTHKA, HAOJIOJCHUE, JICYCHHUE WM OOJICKYaBaHE Ha
3a00/IIBaHUA,

0) nuarHocTHKa, HaOIIOICHUE, JICYCHUE, 00JIeKYaBaHe MM KOMIICHCUPAaHE Ha TPAaBMHU
WM UHBAJUAHOCT;,

B) W3CIIC[IBaHE, 3aMsHA WU KOPEKIUS Ha aHATOMHUYHA YacT WU (PU3UOJOTHUCH
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poIIec;

) KOHTPOJI BBPXY Ipolieca Ha 3a0peMeHsIBaHe.

22. (u3m. - JIB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) "MeaunuHCcKo U3eaue
3a KJIMHUYHO M3MUTBaHE" € MEIUIIMHCKOTO M3JeNHe 1o Wwi. 2, an. 1, T. 2 u 3, mpeaHa3HauYeHo
Ja ce M3MOJI3Ba OT MEIUIIMHCKHU CIEHUANINCT WIA OT APYT CIEHUATNCT, KOUTO TMPUTEKABAT
MOAXOAIIA 3a IEJTUTEe Ha HW3MUTBAHETO KBadU(UKAIUs, MPU TNPOBEKIAHE HA KIMHUYHH
HM3MHUTBAHUS B Je4eOHO 3aBeAcHNE 3a ITOCTUTaHe Ha IeITa 10 WI. 32.

23. (u3m. - JIB, 6p. 110 or 2008 r.) "MeauuuHCKO u3aeIre, H3paboTeHO Mo MophuKa”
€ MEIUWIIMHCKO U3JeNnue mo wi. 2, an. 1, 1. 2 unu 3, mpousBeneHo Mo MUCMEHO 3a/IaHue Ha
KBATUGUIIUPAH MEIUIIMHCKH CICHHAIIMCT WM Ha JIMIE C TOAXOAAIa mnpodecnoHaTHa
KBaM(UKAIKSA, C KOETO Ce€ OMpeAeNarT CheluGUIHUTE TPOSKTHU XaAPAKTEPUCTHKU Ha
W3/ICNIMETO U TIPEIHa3HAYCHUETO MY 3a YIOTpeOa OT KOHKPETEH IMalUeHT, U 3a KOETO TOH HOCH
OTTOBOPHOCT.

CepuiiHO MMPOM3BEICHUTE U3ICTHS, aJaliTUPAHH C I 1a OTTOBOPST Ha CIICIU(PUIHI
W3UCKBAHUS HA MEIAWIIMHCKU CHEIUAIMCT WIH Ha IpYyr oOy4eH MoTpeOuTelN, He ca W3JAemus,
n3pabOTEHU TI0 MOPHUKA.

24. "MHOTrOUEHTPOBO KJIMHUYHO M3MHUTBaHe" € KIMHUYHO HW3MHUTBAaHE, KOETO CE
MPOBEK/Ia M0 €IUH IUIaH, HO B IMOBEYE OT CIWH HM3CJIEI0BATEIICKH IIEHThP/IeucOHO 3aBeIeHne
U OT TOBEYe OT eIUH wu3cienoBaren. M3ciemoBaTencKkuTe IIEHTPOBE Morar na Obaar
Pa3MoJIOKEHN Ha TEPUTOPHUATA Ha €/IHA AbprKaBa WICHKA, B MIOBEUE OT €JHA JbpKaBa WICHKa
WJIH B IbPKaBU WICHKU U B TPETHU JTbPKABH.

25. "HaOmronaBam" e juile, Ha3HAYEHO OT BB3IOKUTENS, KOETO HaOIomaBa majan
KIIMHUYHOTO M3MHUTBAHE HA BCEKHU €Tall Ce MPOBEXK/IA, 3aMUCBA M JTOKJIa[Ba B CHOTBETCTBUE C
IJaHa, ChC CTAHIAPTHUTE ONEPATHBHU MpoleAypH, ¢ JloOpara KIMHWYHA TpaKTUKa U C
MPUJIOKUMUTE KOHTPOJIHU U3MCKBAHMUS.

26. "He3zaBuCcHMO OT BB3IOXKHTENA JHIe" € (U3UIECKO JIUIE, KOETO € 3alo3HaTo C
XapaKTePUCTUKUTE U JEHCTBHETO HA MEIUIMHCKOTO WU3Jelne, OOCKT Ha KIMHUYHOTO
M3MUTBaHE, U C METOJIOJIOTHATA HAa TPOBEXKJIAaHE HAa KIMHUYHO HM3MUTBAHE M € (PUHAHCOBO
HE3aBHCUMO OT BB3JIOKUTEIIS.

27. "llnan Ha KJIMHWUYHOTO H3MUTBaHE" € JOKYMEHT, ONMHWCBAIll IEJIUTE, IHU3aiiHa,
METOJIOJIOTUATA, CTATUCTUISCKUTE METOIH U OPTaHHU3AIUATa Ha €JHO KIIMHUYHO M3MTUTBAHE.

28. "llpennaznauenue” e ymorpebaTa, 3a KOSITO € MpEIHAa3HAYCHO MEIUITMHCKOTO
W3JIeJNE CBhIVIACHO TPEJOCTABEHUTE OT TMPOU3BOAUTENSI JaHHU BBPXY €THKETa, B
HHCTPYKIHATA 3a YIOTpeOa u/uin B peKIaMHH MaTepHAaIIH.

29. "[IpuHaanexHOCT" € U3/eHe, KOETO HE € MEIUIIMHCKO U3/IeNie, HO € CIIeUAIHO
MpeAHa3HauYeHO OT MPOM3BOAUTENSI MY 3a M3IOJI3BAHE 3a€IHO C MEIUIIMHCKO W3JeNne, C I
MEAWIIMHCKOTO W3JeTHe Ja C€ H3MO0J3Ba IO ONPEACNEHOTO OT MPOU3BOAUTENSI MY
npeHa3HauYeHUE.

30. "I[TpousBoguTen" € BCSIKO (PU3NIECKO WITH FOPUINIECKO JIUIIE, KOETO:

a) OTroBaps 3a MPOCKTHPAHETO, MPOU3BOACTBOTO, OMMAKOBAHETO M CTHKCTHPAHETO Ha
MEAUIIMHCKO U3JIeNIne, MIPEIN J1a T0 MyCHE Ha Ma3apa OT HErOBO UME WJIM C HETrOBa ThProBCKa
Mapka, He3aBUCHUMO JTaJId TE3U OTEPAIMH CE€ W3BBPIIBAT OT CAMOTO JIMIIE, UM CE U3BBHPIIBAT
3a HEro OT TPETO JIHIIE;

0) (u3m. - JIB, 6p. 110 ot 2008 r.) KOMIUIEKTyBa, OMaKoBa, 00pabOTBa, HAITBJIHO
npepaboTBa /WM ETHKETHpa €IHO WM TOBEYEC TOTOBU MEAMIMHCKU H3JEIUS W/HIH €
OTTOBOPHO J1a OTIPEACIIN TSIXHOTO MpeIHa3HAYCHHUE C I1eJT MyCKaHe Ha Ia3apa 3a MMbPBU MBT OT
HETrOBO UME.
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Ou3NYeCcKu WM IOPUANYECKU JIMIA, KOUTO KOMIUIEKTYBAT WM aJaliTUPAT IMyCHATH
Ha Ta3zapa MEIWUWHCKA H3JeIus 3a KOHKPETeH MAalMeHT B CBOTBETCTBUE C TAXHOTO
npeJHa3HaueHue, He ca MPOU3BOIUTENH M0 CMUCHIA HA TO3U 3aKOH.

31. "Ilyckane B pneiicTBue" € eTambT, NMPU KOWTO TOTOBO 3a YyIoTpeda 1o
npeJHasHauYeHHEe MEAMLIMHCKO U3JIeNINe Ce MPEeI0CTaBs 3a IbPBU BT B JbpKaBa UJICHKA WU B
IbpkaBa OT EBpomneickoTo MKOHOMHYECKO MPOCTPAHCTBO Ha KpaitHus nmotpeduten. [lyckane
B JICHICTBHE HAa aKTMBHO HMIUIAHTHPYEMO MEIUIIMHCKO H3/EIHE € MPEJIOCTaBIHETO MYy Ha
KBaJIM(ULIMPaH METUIUHCKU CIEIHAIUCT 33 UMILIAHTUPAHE.

32. "Ilyckane Ha mazapa’ € I'BPBOTO MPEIOCTaBSHE 3a Pa3NPOCTPaHEHHE W/WIU
ynotpeba Ha TepuTopusta Ha EBpomeiickusi chio3 W Ha TepuTopusTra Ha EBpomeickoro
MKOHOMHYECKO MPOCTPAHCTBO Cpelly 3alviallaHe WiIM Oe3IIaTHO Ha HOBO WJIM HAITbJIHO
OOHOBEHO MEIMIMHCKO H3JeNue, ¢ M3KIIYEHHE Ha MEIUIIMHCKO HU3JeNHUe 3a KIMHUYHO
M3MUTBAHE U HA UH BUTPO AUArHOCTMYHO MEIUIIMHCKO U3/EIHe 3a OLIEHKA Ha CHCTBUETO.

33. "Cepuo3Ho yBpexaaHe Ha 3paBeTo” €.

1. xuBOTO3aCTpaIIaBaIlO ChbCTOSIHUE WU 3a00JIsIBaHE, UJTU HapaHsBaHE,

2. TpaliHO YBpeXJlaHe Ha KM3HEHA (DYHKIMS WM HA YOBEIIKU OpPTaH WM Ha ThKaH,

3. CbCTOSIHUE, KOETO HaJlara MeIMIIMHCKA MOMOIII WJIH XUPypruyecka Hameca, 3a Jia ce
MPEOTBPATAT YBPEKAAHUSITA I10 T. 2.

34. "CpaoBe 3a chbXpaHEHHE Ha TPOOM OT YOBEUIKOTO TSUIO" ca WH BHUTPO
JUArHOCTUYHU MEAMIIMHCKY U3/eNus, He3aBUCHUMO JIajli ca BAaKyyMEH THI WIH HE, CIEIIHAIIHO
npeJHasHaueHH OT MPOM3BOIUTENS 3a MbPBOHAYAIHO ChOMpaHE W ChbXpaHEHHE Ha MPOOH OT
YOBELIKOTO TSJI0 32 UH BUTPO AUATHOCTUYHU U3CIICABAHUS.

35. "CepuiecTBeHa NMpoMsiHA B TUIaHA HA KIIMHUYHOTO M3MUTBaHE" € BCSKa MPOMSHA B
iaHa u/vii B uHGOpMaIKsATa B ChIIBTCTBAIIATA TOKYMEHTAIINS, KOSTO TTOBJIUSBA:

a) OesomacHocTTa WM (U3MYECKaTa M MCHXMYECKaTa HENPUKOCHOBEHOCT Ha
YYaCTHUIIUTE,;

0) Hay4YHaTa CTOWHOCT Ha U3MUTBAHETO;

B) MIPOBESIKAAHETO WM OPTaHU3ALUATA HA U3MUTBAHETO.

36. "TbproBusi Ha IpeOHO" ca BCUYKH JCHHOCTU IO MpHUI0OMBaHE, ChXpaHsIBaHE U
npoaax6a Ha METUIIMHCKU M3JIEHS B allTeKH, IPOTepPUH WM B 00ekTuTe 1Mo wi. 83, an. 2 Ha
KpaeH MoTpeOuTel.

37. "TeproBus Ha enpo” ca BCHUKHU JCHHOCTH IO MPHUI00MBaHE, ChXpaHsSIBaHE, BHOC
WM U3HOC Ha MEAMLIMHCKU U3AETHs C el MpoJax0a, ¢ M3KII0UYEeHUE Ha ThProBHsI Ha IpeOHO.

38. (u3m. - JIB, 6p. 110 ot 2008 r.) " Y IbJIHOMOIIIEH MPEACTABUTEN" € PUIUIECKO HUIIH
IOPUANYECKO JIMIle, YCTAaHOBEHO HA TEPUTOpHUSTAa Ha JbpKaBa 4YICHKA WIM IbpXkKaBa OT
EBporeiickoTo HKOHOMHYECKO MPOCTPAHCTBO, U3PUYHO YITBIHOMOIIEHO OT IPOU3BOJUTENS Aa
JeiicTBa OT HErOBO MME M 3a HEroBa CMETKa MNpeJ] PEryjIaTOpHUTE OpraHH Ha JIbPXKABHUTE
YJIEHKH WM pPEryJaTOpHUTE OpraHU Ha JbpKaBUTE OT EBpOmMeickoTo MKOHOMUYECKO
MIPOCTPAHCTBO MPH U3IIBIHEHUE HA 33bJKEHHS HA TIPOU3BOJUTEIIS 110 TO3U 3aKOH.

8§ 2. (U3wm. - JIB, Op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) To3u 3aKOH BBBEXka
pasnopenoure Ha J[upexktuBa 90/385/EMMO ma Coeera or 20 romu 1990 r. oTHOCHO
cOnmmkaBaHe HA 3aKOHOAATEIICTBOTO HA JIBbPKABUTE WICHKH, CBBP3aHO C AaKTHBHUTE
UMIUTAaHTHPYEMH MEIUIMHCKH H3/aeius, mociaeano usMmenena ¢ Jupexkrtusa 2007/47/EO Ha
EBponeiickus napiameHT u Ha CbBera oT 5 centemBpu 2007 r. 3a u3MeHeHue Ha J{upekTuBa
90/385/EMO na CbhBeTa OTHOCHO COMMIKaBaHE Ha 3aKOHOJATEJICTBOTO HA IbPKABHTE UYJICHKH,
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CBBP3aHO C aKTHBHUTE MMIUIAHTHPYEMH MEAUIUHCKU m3nenus, Ha JupexruBa 93/42/EVO Ha
ChbBeTa OTHOCHO MemuiMHCKHTe m3aenus u Ha JupexktuBa 98/8/EO OTHOCHO MycKaHETO Ha
naszapa Ha ouonnau (OB, L 247/21 ot 21 centemBpu 2007 r.), Ha dupekruBa 93/42/EVO Ha
CeBera oT 14 rom 1993 r. OTHOCHO MEIUIIMHCKUTE W3NEINSA, MOCIEOHO H3MEHEHa C
JupextuBa 2007/47/EO na EBponeiickus napiament u Ha CbBera, u Ha JupextuBa 98/79/EO
Ha EBpornetickus mapiameHT u Ha CbhBeta oT 27 okToMBpH 1998 . OTHOCHO TMarHOCTUYHHTE
MEIMIIMHCKH HM3Aeaus iN Vitro, mocmeaHo m3Menena ¢ Permament (EO) Ne 1882/2003 na
EBponeiickust mapnamenT u Ha ChBera oT 29 cenremBpu 2003 1. 3a anantupaHe kKbM Pemenne
1999/468/EO Ha CwbBeTa Ha pasnope0UTe OTHOCHO KOMHUTETHUTE, KOUTO IOJAIOMArar
KoMmucusita mpu ympakHABaHETO HA U3MBIHUTETHUTE I IPABOMOILNMSA, ONpPEICICHU B
aKTOBETE, KOWTO TMOJJEKAaT Ha TMpolenypara, mocoueHa B wi. 251 ot J[loroBopa 3a
EBpomneiickara 0OmIHOCT.

8 3. (1) HammeHoBaHHMATa W PErMCTPALIMOHHUTE HOMEpa Ha XapMOHH3UPAHUTE
eBpOIEWCKU CTaHIapTH U Ha MoHOTpaduute Ha EBponeiickara hapmakones 3a MEJUIIMHCKUTE
u3aenus ce myonukysat B "OdurmaneH BecTHUK" Ha EBpomneiickus cbio3.

(2) XapMOHHM3UpAaHUTE CBPOIMEHCKH CTAHIAPTH CE€ BBHBEKIAT HMICHTUYHO 4Ype3
nyOJIMKyBaHe Ha TEKCTa Ha CTaHAapTa B MPEBOJ Ha OBJITapCKU €3UK WK Ype3 MOTBbPKIaBaHe
3a TpuiaraHe kKaTo OBArapckd CTaHAApT IO pela Ha 3akoHAa 3a HalMOHAIIHATA
CTaHJIapTU3ALHS.

(3) HauMeHoBaHUATA W PETUCTPAI[MOHHUTE HOMEpa Ha OBJITAPCKUTE CTaHIApPTH,
BBBEXJAIM XapMOHU3UPAHUTE EBPOINEUCKH CTaHAapTH, c€ MyOJuKyBaT B OQUIIMATHUS
OroeTiH Ha J[ppikaBHATa areHUUs 3a METPOJOTHS U TEXHUYECKH HAI30p, KaTro NpH
MyOJMKYBaHETO 3aIbJKUTEITHO C€ TTOCOYBA Bph3KaTa ChC ChOTBETHATA Hapeaoa mo wi. 18.

8 4. (1) C obuure TEXHHYESCKHU CHEHU(DHUKALINN CE ONMPEAEIIAT H3UCKBAHMS 32 OIIEHKA
Y TIPEOIICHKA Ha JICUCTBUETO, yCKAHETO Ha Ma3apa W/WiiH MyCKaHeTO B JCHCTBUC HA MAPTUIH,
pedbepenTHH MeTOAM W pedepeHTHH MaTepHaad 3a WH BHUTPO JHATHOCTUYHU MEIUIIMHCKU
U3JICTIHSL.

(2) O6muTe TexHUUecKu crenudukanuu ce myoauKysar B "OduinaicH BECTHUK" Ha
EBpomneiickus cbro3.

[Ipexoauu U 3aKIIOUUTEITHU pa3nopeon

8 5. (1) TwproBumre, NOTYYMIN pa3peUICHUE 32 THPrOBUS HA €IpO C JIEKAapCTBa -
MEIUIIMHCKHU m3aenusi, uznaneHo cien 29 nexkempu 2002 r. 1o pena Ha OTMEHEHUsT 3aKOH 3a
JICKapCTBaTa U alTeKUTe B XyMaHHara Meauiuaa (06H., JIB, 6p. 36 ot 1995 r.; Op. 61 ot 1996
r. - Pemenne Ne 10 na Koncrurymmonuus cbpa ot 1996 r.; u3m., 6p. 38 ot 1998 r., 6p. 30 ot
1999 r., 6p. 10 ot 2000 r., 6p. 37 ot 2000 r. - Pemenne Ne 3 Ha KOHCTUTYIIMOHHUS CHA OT
2000 r.; u3M., 6p. 59 ot 2000 r., Op. 78 ot 2000 1. - Pemenue Ne 7 Ha KOHCTUTYIMOHHUS ChH
ot 2000 r.; u3m., 6p. 41 ot 2001 1., 6p. 107 m 120 ot 2002 r.; momp., 6p. 2 ot 2003 r.; U3M., 6p.
56, 71 u 112 ot 2003 r., 6p. 70 u 111 ot 2004 r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., Op.
30, 31, 34, 75 u 105 or 2006 r.; ot™., /1B, 6p. 31 ot 2007 r.), mogaBat B CpOK 10 TPH Mecela
OT BIIM3aHETO B CHJIA Ha 3aKOHA 3asBJICHHE IO 00pasell 3a CIy>)kKeOHO BIHCBAHE B PETHCTHPA
mo wi. 81, KbM KOETO mpwiIaraT JOKyMeHTUTe mo wi. 78, an. 1, 1. 1u 2, an. 2, 7. 3 u 4, u
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,Z[eKHapaL[I/IH, YyC HC € HAJINILIC HpOMHHa B a;[peca Ha IIOMCIICHHUATA 3a C’bXpaHeHI/IC n T’pr‘OBI/ISI.
(2) B cpok mo 30 aHM OT mMojaBaHEe Ha JOKyMEHTAIMATA MO aid. 1 W3MbIHUTCITHUSIT
nupektop Ha MAJI uznasa paspenieHue 3a ThproBUs Ha €Ip0 ¢ METULIMHCKU U3IETTHSL.
(3) C u3naBane Ha pa3pelIeHUETO IO ajll. 2 ce MpeKpaTsBa M3AaACHOTO MO pela Ha
OTMEHEHHUs1 3aKOH 3a JIeKapcTBaTa W anTeKUTe B XyMaHHATa MEAWIIMHA pa3pelieHHe 3a
THPrOBUS Ha €PO.

§ 6. TwproBuure, MOIyYMJIM OE3CPOYHO pa3pelIieHHE 3a TBHPrOBHS Ha €Ipo C
nexkapcTBa, uznazaeno cien 29 nekemspu 2002 r. o pena Ha OTMEHEHHsI 3aKOH 3a JeKapcTBaTa
U alnTeKuTe B XyMaHHAaTa MEJWIMHA, KOMUTO ThPryBaT M C MEAWLIMHCKH H3ZCTHs, MOAaBaT
3asBJICHHE M JOKYMEHTAIIHs 32 pa3pelleHre 3a ThProBUs Ha €Ip0 ¢ MEAUIIMHCKU M3JEIHS 110
pena Ha To3u 3aKoH B ¢pok a0 31 nekemspu 2007 T.

§ 7. TwproBuure, MOIydymsid OE3CPOYHO pa3pelieHHE 3a THPrOBHS Ha €Ipo C
nekapcTBa, m3gazeHo npean 29 nexemBpu 2002 r. mo pena Ha OTMEHEHHUS 3aKOH 3a
JeKapcTBaTa M aNTEKUTE B XyMaHHAaTa MEIUIIMHA, KOUTO THPTyBaT ¢ MEIUIMHCKH H3/ENus,
MoJIaBaT 3asiBICHHE W JOKYMEHTAIMs 3a pa3pelieHue 3a ThProBHs Ha €IpOo C MEAMLMHCKU
W3JIeNH 10 pelia Ha TO3W 3aKoH B cpok 110 31 nexemBpu 2007 r.

8 8. BasBiieHus 3a M3aBaHEe Ha Pa3pelICHUS 3a THPrOBHs HAa €IPO C MEIUIMHCKH
W37enus, NOAaJCH! O BIM3AHETO B CUJIa HA TO3U 3aKOH, CE€ Pa3IJIeKIaT U MPUKITIOYBAT MPHU
YCJIOBHSITA U IO pefia, MPEABUICHU B HETO.

8 9. (1) Uznamenute mo peaa Ha OTMCHEHHUs 3aKOH 3a JIeKapCTBaTa M alTEKUTE B
XyMaHHaTa MEIUIIMHA pa3pelIeHus 3a ynoTpeda Ha MEIUIIMHCKN U3JIEIHs C€ TTPEKpaTsIBaT OT
JaTaTa Ha BIIM3aHE B CHJIa Ha 3aKOHA.

(2) Ipoussogutenute mo wi. 29, an. 1 1 2 Ha MEAUIUHCKU H3JETHS, Ha KOUTO €
MPEKPATeHO pa3pelIeHHeTo Mo pena Ha aji. 1, mojaBaT yBeIOMIIGHHE IO oOpaser o
M3IBIHUTENHUS aupekTop Ha MAJI B cpok 10 Tpu Mecera OT BIM3aHETO B CUJIa HA 3aKOHA.

8 10. HamuuHuTe KOIMYECTBA MEIMIIMHCKHA W3JEIUs, KOUTO HAMAT OIEHEHO
CHOTBETCTBHE ChC CHIIECTBEHUTE M3UCKBaHMs 1m0 peaa Ha aupektuBu 90/385/ENO, 93/42/EO
u 98/79/EO B ckiazoBe 3a ThProBHs Ha €IpO, alTEeKH, IPOTePUU, ONTUKU U JPYTH ThPrOBCKU
00CKTH, MOTaT Ja ce MpoJaBaT A0 H3YEPIIBAHETO WM, HO HE MO-KbCHO OT €IHA TOAWHA OT
BJIM3aHETO B CHJIA HA 3aKOHA.

8 11. MeaMIMHCKU M3/ICIHS Ce Ch3JIaBaT, ChXPAHSBAT M OOHOBSIBAT KAaTO IbPXKaBHH
pe3epBH M BOCHHOBPEMEHHM 3allacy IMpHU YCIOBUATA W IO pela Ha 3aKOHa 3a Ibp)KaBHUTE
pe3epBH U BOGHHOBPEMEHHUTE 3allaCl M Ha aKTOBETE IO HETOBOTO MpHUJIaraHe.

§ 12. MMHUCTEPCKUSAT ChBET U3BBPILIBA IPOMEHH B YCTPOWCTBEHUTE MPABHIHHUIU HA
HNAIJI n na [IbpkaBHAaTa areHUMs 32 METPOJOTUYEH U TEXHUYECKH HAI30p B TPUMECEUEH CPOK
OT JIeHs1 Ha 0OHApOABaHETO Ha 3aKoHa B "JIbp)kaBeH BECTHUK' .
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§ 13. Iloa3aKOHOBUTE aKTOBE MO MPHJIATAHETO HA 3aKOHA Ce W3JaBaT B 6-meceucH
CPOK OT JieHs1 Ha 0OHapoaBaHEeTO My B " JIbp)kaBeH BECTHHUK .

8 14. B 3akoHa 3a HHTErpaIys Ha Xxopata ¢ yBpexaanus (06H., /1B, 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., Op.
31 ot 2007 1.) ce paBAT CICAHUTE U3MCHEHUS M JOIIBIHCHHS

1. B ui. 8 1. 1 ce u3MeHs Taka:

"1. peructpupa JiMia, KOUTO OCHIIECTBSIBAT JEHHOCTH 1O MPEIOCTaBIHE HA TIOMOIITHU
CpeICTBa, MPUCIIOCOOJICHUS M ChOPBKEHUS 33 X0OpaTa ¢ YBPESKIAHHS U MEAUIIMHCKU U3/IEIHS,
MMOCOYEHH B CHHCHIOUTE TO wWi. 35a, ain. 1, ¥ KOHTpOIHMpa CHa3BaHETO Ha YTBBPACHHUTE
KPUTEPUH 32 MIPENOCTABSIHETO UM; .

2. B . 15, ain. 2 1. 8 ce u3meHs Taka:

"8. Ha3HavyaBaHEe HAa MEIUIIMHCKH U3JIENHsS, TIOMOIIHH CPEJCTBA U ChOPHKEHU."

3. Unen 35 ce u3MeHs Taka.

"Un. 35. (1) 3a mpemoctaBsHe Ha TOMOIIHH CPEICTBA, NPUCIOCOOICHUS U
CHOPBKEHUS U MEAUIIMHCKHA u3aenus 1o wi. 44, an. 3 AreHuusTa 3a Xxopara ¢ yBpEKIaHUS
BOJIM PETUCTHP HAa JIMIIATA, OCHIIECTBSABAIIYU T€3U ICHHOCTH.

(2) MeitHoCcTHTE MO MPEIOCTaBIHE HA IOMOIIHH CPEJICTBA, MPHUCIIOCOOICHHUS H
CHOPBKEHUS U MEAWIIMHCKY W3ENUs C€ U3BBPIIBAT OT JIUIA, PETUCTPUPAHHA KATO THPTOBIH
[0 HAIIMOHAJTHOTO 3aKOHOJIATEJICTBO Ha JbprKaBa WICHKAa WM AbpxaBa oT EBpomeiickoTo
MKOHOMHYECKO TPOCTPAHCTBO.

(3) 3a BrmcBaHe B perucThpa 1o ai. 1 nunara moaaBat 3asBiICHUE 10 U3ITbIHUTETHHS
IUPEKTOp Ha ATEHIHUATa 3a Xopara C YBPEXIaHHUS, KaTo MpujaraT @ HEoOXOIUMHUTE
JOKYMEHTH, OTIPEJICJICHH B HapeadaTa 1mo ai. 5.

(4) B cpok 1m0 eauH Mecell OT jaraTa Ha [OJaBaHE Ha 3asABJICHUETO IO al. 3
M3IBJIHATEITHUAT TUPEKTOP HAa ATEHIMsTA 32 XOpaTa ¢ YBPEXAaHUS H37aBa YIAOCTOBEPEHUS
Ha JINIIaTa, BIUCAHU B PETUCTHPA.

(5) MuHHMCTBPBT Ha TPY/Ia M COLMATHATA TOJIMTHKA H3/IaBa Hapea0a 3a H3NCKBAHHUATA
3a OCBHILECTBSABAHE HA JICHHOCTHUTE 10 MPEJOCTABSIHE HA TIOMOIIHH CPEACTBA, MPUCIIOCOOTCHIS
U ChOPBHKEHUS 32 XOpaTa ¢ YBPEXKIaHUS U MEIUIIMHCKU U3JIENHS, IOCOYCHHU B CITUCHIIUTE TI0
yi. 35a, an. 1."

4. Ce3naBa ce wi. 35a:

"Un. 35a. (1) MuHHCTBPBT Ha TpyAa M COLHUATHATA IOJUTHUKA CBIJTACYBaHO C
MUHHCTBpA Ha 3/IpaBEONa3BaHETO YTBBPIK/IaBa €KETOTHO CITUCHIIN Ha!

1. moMoIHUTE CPEACTBA, MPUCTIOCOOICHUS B ChOPHKEHUS 32 X0paTa ¢ YBPEKIaHUS,

2. MeMIIMHCKUTE U3IEIHs, TIPEITHa3HAYCHH 3a XOpaTa ¢ YBPEKIaHUS.

(2) B cnyuaii Ha CbMHEHHE Jajld €IUH HPOAYKT € MEIUIMHCKO H3JCIHE WIN
MMOMOIIIHO CPEACTBO, TPHUCIIOCOOJICHHE WM CHOPBKEHHE 3a Xopa C YBPEXKIaHHS,
MEXITYBEJOMCTBEHA EKCIIEPTHA KOMHUCHS, Ch3/IaJiceHa ChC 3allOBE] Ha MUHUCTBpA HA TpyJa U
COIIMAJTHATA MOJUTHKA U HA MUHUCTHPA Ha 37paBeoOIa3BaHETO, 1aBa OKOHYATEITHO CTAHOBHIIIC.

(3) VYcnoBusta m pexpT 3a paboTa Ha KOMHCHSTA 1O all. 2 CE ONPEHeNsT B
MpaBUJTHUKA 3a TIpHJIaraHe Ha 3akoHa."

5. B uin. 44 an. 3 ce u3MeHs Taka.

"(3) Xopara ¢ yBpekIaHHS ChOOPAa3HO CBOMTE MOTPEOHOCTH MOTaT jJa IMOJydaBar
[[EJIeBM TIOMOIIM U OOJIEKYeHUs 3a TOKylKa W PEMOHT Ha TIOMOIIHH CpEICTBa,
MPUCTIOCOOJICHUS, CHOPHKCHUS U MEIUIIMHCKHN M3JENHs, TTOCOYCHH B CIUCHIIUTE 10 4. 35a,
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an. 1, ¢ M3K/IIOYCHHE Ha MCAULIMHCKUTE U3ACIHS, KOUTO C€ 3aIlIalllaT HAIThJIHO MM YaCTUYHO
ot Hanimonannara 31paBHOOCUTYpHTENIHA Kaca."

6. B 8 1 ot nonpiaHMTENHATA pasnopeada T. 7 ce M3MEHs Taka:

"7. "IlomomHM cpeacTBa, TMPHUCIOCOONEHUS MW CHOPBXKEHHsS  ca IMOocoOwms,
MpelHa3HAuYeHU OT MPOM3BOAMUTENS Ja KOMIICHCHpAT 3ary0eHa WM yBpeleHa (QyHKIHs Ha
YOBEIIKH OPTaH, C IeJ1 yBeJIMUYaBaHe Bh3MOKHOCTUTE 32 CaMOOOCTyKBaHEe, 32 U3BbPIIBAHE HA
TPYyZIOBa U JApyra JAEHMHOCT Ha Xopara ¢ yBpeKJaHus."

8 15. B 3akona 3a 3apaseto (00H., /1B, Op. 70 ot 2004 r.; u3m., 6p. 46, 76, 85, 88, 94
u 103 ot 2005 r., Op. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 r., 6p. 31 or 2007 r.) B § 1
OT JONBJHUTENHaTa pasmopenda B T. 9, OykBa "3" nmymara "nmekapcTBa' ce 3aMeHs C
"ekapCcTBEHU MPOIYKTH U MEAUITUHCKH U3CIUS .

8 16. 3akOHBT BJIM3a B CHJIA OT JICHS Ha 0OHapoBaHeTO My B " JIbpiKaBeH BECTHHK, C
M3KIIIOYCHHE Ha pasnopendara Ha wi. 4, ai. 2, KosaTo Biu3a B cuiia ot 29 nexkemspu 2009 r.

3akonsT € npuer oT 40-to Hapoano cwOpanue Ha 29 mait 2007 r. 1 e moaneyaTaH C
odunmanHus neyat Ha HapogHoTto crOpanue.

3aKIIOYUTETHI pa3nopeon
KBbM 3AKOHA 3A USMEHEHUE 1 JJOITBJIHEHUE HA
3AKOHA 3A MEJUIIMHCKUTE U3 AEJINA

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

8 51. MUHHUCTEPCKHUAT CHBET B CPOK 710 6 Mecela OT BIM3aHETO B CHJIa HAa TO3HU 3aKOH
npuemMa Hapenbara mo 4. 30a, ai. 2.

§ 52. MUHHCTBHPBT Ha 3[PAaBEONA3BAHETO B CPOK JO J[BA MeCela OT BIN3aHETO B CHIIA
Ha TO3U 3aKOH IIpueMa Hapendara mo 4i. 32a.

8 54. Pasnopenoure na 8 1, 1. 1, 8 2, 5, 8, 10, 15,816, 1. 3,4 u 5, § 17, 18, 20, 21,
22, 23, 24, 25, 26, 27, 31, 45, 47 u 8 50, 1. 1, OykBu "a", "0", "B" u T. 2 BiM3ar B cuia ot 21
mapt 2010 .

[Tpunoxxenue kpm 4. 15, am. 1
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