3AKOH 3A MEJUIUHCKUTE U3JEJINA

B cuna om 12.06.2007 .
Oo6n. JIB. 6p.46 om 12 FOnu 2007e., usm. /[B. 6p.110 om 30
Jexemspu 20082.

I'maBa mppBa.
OB TTOJIOKEHUA

Paznen L.
OO6mm paznopendom

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

1. ycnoBusATa M peAa 3a IyCKaHE Ha Ia3apa W/WIM IIyCKaHe B JACHCTBHE Ha
MEIULIMHCKU U3ENINS;

2. 3abJDKEHUSTA HA NIPOU3BOIUTEINS, HA HETOBUS YII'BJIHOMOILIEH MPEJCTaBUTEN U HA
BHOCHTEJIS HA MEAULIMHCKU U3/IEIHS;

3. ycnoBusTa M peAa 3a W3/1aBaHE Ha pa3pelICHHUs 32 OLICHSIBAHE ChOTBETCTBHETO Ha
MEIULIMHCKUTE U3AEIuUs;

4. ycnoBusTa W pela 3a M3BBPIIBAHE HA KIMHUYHM M3MUTBAHUSA HA MEAULIMHCKHU
U3JIENNS;

5. ycnoBusTa U pe/ia 3a U3BBPIIBAHE HA THProBUs HA €pO C MEIULIUHCKU U3/IENINS;

6. HaJ30pa Ha Ma3apa Ha MEAULIMHCKY U3/IENHS;

7. cucremarta 3a yBeJIOMSIBaHE U OLICHSBaHE Ha MHUUACHTH/TIOTEHIIMAIHU UHIUICHTH,
CBBP3aHHU C MEJUIIMHCKU U3EIU.

(2) LenTa Ha TO3M 3aKOH € Jja TapaHTHpa IIYCKaHETO Ha Ma3apa W/Wiv B ACUCTBHUE HA
MEIUIMHCKN M3JENIMs, KOUTO HE 3acTpallaBaT >KMBOTAa M 3ApaBETO Ha MALMEHTUTE, Ha
MEIUIMHCKUTE CIELHUAIUCTH WM Ha TPETH JIMLA, KOTraro M3JENusATa Ce€ M3I0J3BarT II0
IIpeHa3HAUYEHUE U CE€ CbXpaHsIBaT, pa3pOCTpPaHsIBAT, HMHCTAIUpPAT, HMIUIAHTUpPAT |
MOAIBPKAT B CbOTBETCTBUE C MHCTPYKLMUTE HA IPOU3BOIUTEINTE.

Yn. 2. (1) B 3aBucumocT OT MNpeAHA3HAYEHOTO OT IPOU3BOJAUTENS JEHCTBUE
MEJIMLIUHCKUTE U3JIETUs Ce PA3ICIIT Ha:

1. ¥H BUTPO JUArHOCTUYHU MEIUIIMHCKH U3/EIIHS;

2. aKTUBHU UMIUIAHTUPYEMU MEIULIMHCKU U3JIETUS;

3. MEIMLIMHCKYU U3JIEIUs, Pa3JIMYHHA OT IOCOYEHUTE B T. 1 1 2.

(2) Meaumuuckute uzgenus no ai. 1, . 1 B 3aBUCHMOCT OT MOTEHIMATHUS PUCK,
CBBP3aH C TsX, CE IPynupaT B COHUCHK A, cIUChK b W u3nenus 3a camoTecTyBaHe U JIpyru
TpyIy, ONpeiesieH! B HapeaouTe mo wi. 18.

(3) Meaumuuckute uzgenus no ai. 1, T. 3 B 3aBUCHMOCT OT MOTEHIUATHUS PUCK,
CBBp3aH C TAX, ce pazmensat Ha kmacoe I, Ila, 116 u III chrimacHo kimacupuUKaIMOHHHUTE
IpaBUJIa, OTIPE/IeNIeHU B Hapenoure 1o ui. 18.



(4) (U3wm. - [IB, 6p. 110 ot 2008 T., B cuna ot 21.03.2010 r.) Koraro mpou3Boautenst
U HOTH(QUIMPAHUAT OpraH, ONpeAeNieH IO pela Ha TIJIaBa YeTBHPTA, WUMaT pPa3IudHU
CTaHOBHIIA MPHU MPUIATAaHETO HA KIACH(PUKAIMOHHHUTE TpaBuia mo an. 3, VM3meiHuTenHaTa
arenius no nekapcrBata (MAJI) B3ema pemenne. Koraro npenenu, ye € He0OX0IUMO U MPH
Hajauyhe Ha ycjaoBuATra nmo wi. 6a, 1. 1 wimu 2, MAJI u3rorBs MOTUBHPAHO HCKAHE [0
EBpormeiickara koMucus 3a mpeanprueMane Ha HEOOXOIUMUTE MEPKH.

(5) (U3m. - B, 6p. 110 ot 2008 t., B cma ot 21.03.2010 r.) IIpu HEOOXOAUMOCT OT
MpUBEXJIaHE Ha KIACU(PUKAIMOHHUTE MpaBUia MO al. 3 B CHOTBETCTBUE C PA3BUTHETO Ha
HOBU TEXHOJIOTUU W/WIU B CHOTBETCTBUE ¢ WH(OpMAIHs, MMOTyUYeHa 110 pella Ha TiiaBa ceaMa,
WNAJI u3roTBs MOTHBHpAHO HCKaHE 3a MpeArnpueMaHe Ha HEOOXOAMMHTE MEpPKH, KOETO Ce
npenocrass Ha EBporelickata KOMUCHSL.

Ui 3. W3uckBaHusATa KbM MEAULMHCKUTE W3AEIUS, ONPEEIICHU 110 TO3M 3aKOH, Ce
npujiarar u 3a:

1. IpyHAIEKHOCTH KbM TE€3H U3/EIHS;

2. u3aenus, KOUTO BKIIIOYBAT KaTO HEpA3JEIHA YacT BELIECTBO, KOETO, M3IOJI3BAHO
OTJENTHO, MOXKE Ja ObJe OmpeneNeH0 KaTo JIEKapCTBEH MPOJYKT 10 CMHUCHJA HAa 3aKoHa 3a
JIEKapCTBEHUTE NPOAYKTH B XyMaHHAaTa MEIUIMHA M YMETO JEHCTBUE BBPXY OpraHu3Ma €
CIIOMAaraTeJIHO 110 OTHOILIEHHWE HAa OCHOBHOTO NPEIHA3HAUEHUE HA U3/IETUETO;

3. u3genus, KOWTO BKIJIIOUBAT KAaTO HEpa3/eiHa 4YacT BEIECTBO, IOJIYYEHO OT
YOBEIIKa KPbB WJIM IUIa3Ma, KOETO, M3MOJI3BAHO OTAEITHO, MOXKE J1a ObJie OMpeneNeHo KaTo
ChCTaBKa Ha JIEKAPCTBEH IPOJYKT MJIM KaTO JIEKAPCTBEH IMPOAYKT IO CMUCHJIA HA 3aKOHA 3a
JIEKapCTBEHUTE NPOAYKTH B XyMaHHAaTa MEIUIMHA M YMETO JEHCTBUE BBPXY OpraHu3Ma €
CIIOMAaraTeJIHO 110 OTHOILIEHHE HAa OCHOBHOTO NPEIHA3HAUEHUE HA U3/IETUETO;

4. u3nenus, ¢ IOMOLITa Ha KOUTO C€ MpuUjarar JIEKapCTBEHU IIPOIYKTH.

Ui. 4. (1) Koraro ganeH mpoAyKT mmonaja B MPWIOKHOTO MOJIE HAa TO3U 3aKOH U Ha
HapeabaTa Mo 4i. 7 oT 3aKOHA 3a TEXHWYECKUTE M3MCKBAHUA KBbM HPOAYKTUTE, OTHOCHO
JUYHUTE TpEeAna3sHu cpelncTBa, BbBexkaama Jupextusa 89/686/EMO na CuBera, 3a Hero ce
npujaraT U CbOTBETHUTE OOIIM MU3UCKBaHUA 32 O€30MIaCHOCT, OTIPeIeNIeH! B HapeadaTa.

(2) (B cuma ot 29.12.2009 r., usm. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 1.)
Koraro menumuHcKo H3zenue momaja W B IMPUWIOKHOTO MMOJIe HA Hapemdara mo wi. 7 OT
3akoHa 3a TEXHMUYECKUTE U3UCKBAHMs KbM MPOAYKTUTE, BbBexkaama Jupexkrusa 2006/42/EO
Ha EBpomneiickus napiaameHT u Ha CwBera oT 17 maii 2006 r. OTHOCHO MAIIMHHUTE U 3a
u3menenune Ha J{upektuBa 95/16/EO, u chiiecTByBa pUCK Ipu yrmoTpebata My, 3a HETO ce
npujaraT ¥ CbOTBETHUTE CHIICCTBEHH M3UCKBaHHs 3a 0E30MacHOCT, ONpPEICNICHH B Hesl, B
CIly4yauTe, KOraro Te3W M3UCKBAHM Ca IMO-CIEMUPUUHN OT IMOCOYEHUTE B Hapeadara o ui.

18.

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

1. (mom. - 1B, ©p. 110 ot 2008 r.) N€KapcTBEHM MPOIYKTH IO CMUCHJIA Ha 3aKOHA 3a
JICKapCTBEHHUTE MPOIYKTH B XyMaHHaTa MeaunuHa. [Ipenenkarta ganu 1ajeH NpoayKT rmomnajia
B NPWJIOKHOTO TOJIE€ HAa TO3W 3aKOH WJIM B MPUIOKHOTO TMOJIe Ha 3aKOHA 32 JIEKAPCTBEHUTE
IPOAYKTH B XyMaHHaTa MEJIUIIMHA Ce U3BBPIIBA Bb3 OCHOBA HA OCHOBHOTO INpEJIHA3HAUYCHUE
Ha MPOJIyKTA.;



2. MEIUIIMHCKU M3/EJHsI, KOUTO ca Hepa3JeliHa 4acT OT JEKapCTBEHM MPOIYKTH M ca
IpeJHa3HAYeHH OT MIPOU3BOAUTEIIS 32 €IHOKpaTHA yoTpeda eIMHCTBEHO B TO3U BUI;

3. KO3METUYHH NPOAYKTH 110 CMUCHJIA HA 3aKOHA 3a 3[paBETO;

4. (mom. - JIB, Op. 110 ot 2008 r.) opraHu, ThbKaHU WIH KJICTKH OT YOBEIIKH
MPOU3X0J, MpeIHa3HAUYeHU 3a TPAHCIUIAHTALMUs, KAaKTO M TPOIYKTH, BKIIIOYBAIIM WIN
MOJIydeHH OT TBHKAaHM WM KIETKH OT YOBEIIKM IPOU3XO0J IO CMHUChJIa Ha 3aKoHa 3a
TpaHCIUTAaHTAIMsI Ha OPraHy, ThKaHHU U KJIETKH, C U3KIIIOYCHNE HAa MEJUIIMHCKU U3IeTHUS 110 YJl.
3, T. 3;

5. opraHu, ThKaHU WJIU KJIETKM OT JKMBOTHMHCKHM MPOU3XOJ, IMpeIHa3HAueHH 3a
TPaHCIUIAHTAIMsI, OCBEH aKO MPH MPOU3BOJCTBOTO HA MEIUIIMHCKOTO M3JENUE € M3IMO0JI3BaHa
HEXHU3HECTIOCOOHA KMBOTHMHCKA THKAH WM HEXU3HECIIOCOOHM MPOIYKTH, MOJYYEHHU OT
KUBOTHUHCKA THKaH;

6. KpbB, KPbBHH ChCTaBKU OT YOBEIIKH IPOM3XOJ 110 CMUCHIIA Ha 3aKOHA 32 KPbBTa,
KPBBOJApsBAHETO U KPBHBOIPEINBAHETO, KAKTO U 32 M3JENHs, KOUTO B MOMEHTA Ha ITyCKaHE
Ha Taszapa ChAbPXKAT KPBBHH MPOAYKTH, IUIa3Ma HJIM KPBBHU KIIETKH, C U3KIIOUYEHHE Ha
MEIULMHCKHA U3AETINUA 10 WI. 3, T. 3;

7. MEAUITMHCKH M3AENUs 10 wi. 2, an. 1, T. 1, KOUTO He ca MpeJHa3HAUYECHH 3a ITyCKaHe
Ha Ta3apa, M3MOJ3BaT C€ Ha MSICTOTO Ha MPOM3BOJACTBO M aKO CE€ HM3ION3BAT B OOCKTH B
HETOCPEICTBeHa OJIM30CT J0 HEro, COOCTBEHOCTTa BBPXY TAX HE C€ MPEXBBPIJISL HA JIPYro
IOPUANYECKO JIULIE.

(2) B cinyuaute mo an. 1, 1. 2 u3znenuero TpsAOBa fa OTroBapsi Ha M3MCKBaHMUATA HA
3aKkoHa 3a JIEKAPCTBEHUTE MPOIYKTH B XyMaHHaTa MeauIMHA. ChIIECTBEHUTE M3UCKBAHHS,
ONPEJENICHH T10 peJia Ha TO3H 3aKOH, C€ IIPUJIaraT caMo 0 OTHOILIEHUE HA XapaKTEPUCTUKUTE,
CBBp3aHU C 0e30MacHOTO (PYHKIMOHHPAHE HA U3/EIUETO.

Ui 6. B n3neiaHeHne Ha IpaBOMOILUATA CH 110 To3U 3akoH MAJL:

1. (m3m. - /1B, 6p. 110 ot 2008 r.) M3BBpIIBA PErUCTpALIUs [IPH YCIOBUATA U 110 peaa
Ha rjaBa BTOpa;

2. W3/aBa pa3pelIeHUs 3a MPOBEXKJAHE HAa KIMHUYHU M3MUTBAHUS C MEAULMHCKU
U3,

3. W3/1aBa pa3pelIeHUs] WM YJOCTOBEPEHMS 3a ThPrOBUS Ha €pO0 C MEAULMHCKH
U3,

4. W3BBpIIBA HA/J30p Ha IYCHAaTUTE HA Maszapa W/WIK B JCUCTBUE MEAULIMHCKH
U3,

5. OCBILECTBSIBA KOHTPOJI BBPXY ChXPAHEHUETO, ThPrOBHUATA HA €IpO, KIMHUYHUTE
M3MUTBaHMS U 0€30MaCHOCTTA HA MEAULIMHCKUTE U3/ICITHS;

6. Mo[IbpKa CHUCTEMa 3a PETUCTPUPAHE M aHATU3 Ha CHOOIIEHUS 3a MHIMJCHTU C
MEAULUHCKUTE U3JIENUs U MIPeanprueMa CbOTBETHH MEPKH;

7. yyacTBa ChC CBOM mpezcTaBuTenu B LleHTpanHaTta KOMHUCHS MO €THKA, Ch3Ja/ieHa
1o pena Ha 3aKOHa 3a JISKApCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA;

8. mpenocrass nHpopmarus B EBponelickata 0a3a JaHHU BBB BPb3Ka C IIyCHATHTE HA
na3apa u/Wid IMyCHaTUTe B ISHCTBUE METUIIMHCKU U3/ICTTHS;

9. ydacTBa B JIeifHOCTH B 00JacTTa Ha MEIMIIMHCKUTE U3JIENINs, CBbP3aHU ¢ paboTara
Ha MEXJIYHapOJHHM OpraHH, OPraHM3alUU M JIOTOBOpH, MO KouTo PemyOnmuka Bvarapus e
CTpaHa, C PeryJaTOpHUTE M KOHTPOJHWUTE OpPraHH Ha JAPYrH IbpXKAaBH U C OpPraHU3AIUHTE,
paboTenty B 067acTTa Ha PErylanusaTa Ha MEIUIIMHCKN U3/,



10. (u3m. - 1B, Op. 110 ot 2008 T.) ch3aaBa U MoABPIKA perucTpure no wi. 31, ai. 2,
yi1. 58, an. 1 u ui. 81;
11. ocpuiecTBsIBa APYru IEHHOCTH, IPEIBUIEHHU B TO3U 3aKOH.

Y. 6a. (Hos - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) M3nbeaHuTenHaTa
areHIys MO JIeKapcTBaTa W3TOTBS MOTHBHpPAHO HMCKaHe 10 EBpomelickata komucus 3a
npearnpueMane Ha He0OOXOMMUTE MEPKH, KOTaTo MPELeHH, Je:

1. mpunaraneTo Ha Kjlacu()UKAITMOHHUTE MPABUIIA MO Y. 2, all. 3 U3UCKBA B3EMAHETO
Ha pelleHue 3a KJIACHU(HKAIMATa Ha ONpPEAeICeHO MEAMLUHCKO H3JIeNIUe WM KaTeropusl OT
U34eIud Mo wi. 2, an. 1, 1. 3;

2. NaaeHO MEOUIMHCKO H3JeNHe WIM Tpyna oT u3jenus mo wi. 2, air. 1, 1. 3,
HE3aBUCUMO OT KJIAaCH(PHUKAIIMOHHUTE MIPaBUJIA 10 Wi. 2, all. 3, MOXe /1a ObJie KIacu(pHUIIMPaHO
KaTo JIPYyT KJ1ac U3JeIus;

3. CbOTBETCTBHETO Ha JAJ€HO MEIULIMHCKO U3/JEJINE WU Ha TpyIa OT U3AENIus 110 4l
2, an. 1, 1. 2 unu 3 TpsiOBa fa ObJie OLIEHEHO NPU NMpUIaraHe caMo Ha elHa OT MPEeABHJICHUTE B
HapeznOuTte o wi. 18 mpouenypu;

4. ce Haslara B3€MaHe Ha pEIICHHE 3a TOBA, JAJIM ONPEIENIEeH NPOAYKT WIH I'pyna OT
IIPOJIyKTH MONa/a B IPHIIOKHOTO I0JIE HA TO3U 3aKOH.

Un. 7. (1) 3a perucrpauusi ¥ H3/aBaHE Ha YJOCTOBEPEHHME 3a pErucrpanus, 3a
M3/1aBaHE Ha pa3pelleHusl U yIOCTOBEPEHHS 110 pe/la Ha TO3M 3aKOH, KaKTO M 3a BIMCBAaHE Ha
IPOMEHH B TsX, C€ 3aljlalllaT TakCch B pasMmep, ompezeneH B Tapuda, omoOpeHa oOT
MuHucTEepCKHS CHBET.

(2) CpenctBata OT TakcuTe Mo ajl. | W OT TJIOOWTE W HMMYIIECTBEHUTE CAHKIIHH,
HaJIaraHu Ha (U3WYECKU U IOPUANYECKHU JIMIIA [0 pesia Ha TO3M 3aKOH, Ce BHACAT KaTO MPHUXO]]
no Oromkera Ha MAJI u Ha [IbpkaBHaTa areHIMs 3a METPOJIOTHYCH U TEXHHUYECKH HAI30p B
CBHOTBETCTBUE C U3BBPILIEHUTE OT TSIX ACHHOCTH 10 ail. 1.

Paznen I1.
ITyckane Ha ma3zapa W/wiM NyCKaHe B JEHCTBUE HA MEIUIIMHCKHU U3/IEIINS

Y. 8. (1) MeauuuHCKHUTE U3JIENHS C€ ITycKaT Ha Ma3apa U/WIM ce ITycKart B JIEHCTBUE,
KOTraTO OTIOBapsAT HAa U3UCKBAHUATA HA TO3M 3aKOH U HAa aKTOBETE 110 PUJIAraHETO MY.

(2) MeauuuHCKUTE U3JeNUs, C U3KITIOUEHHE Ha U3Pa0OTEHUTE O MOPHUKA, Ce MyCKaT
Ha Ma3apa W/Win ce Imyckar B AelcTBUe, korato umar HaHeceHa "CE" mapkupoBka no ui. 15,
KOSATO YJIOCTOBEPSIBA, Y€ CHOTBETCTBHETO HA M3JENMATA ChC CHIIECTBEHUTE W3UCKBAaHUS €
OUJI0 OLIEHEHO MO MPUIIOKUMUTE MPOLIEAYPH 32 OLICHSIBAaHE HA ChOTBETCTBHUETO.

Un. 9. (1) Usnbenaurennusar gupekrop Ha WAJI u3gaBa 3amoBel 3a BPEMEHHO
IpeycTaHOBsIBaHE MJIM 3a 3a0paHa Ha MyCKaHETO Ha Ma3apa W/WIM MyCKaHeTO B JICHCTBHE U 3a
U3TETISIHE OT Ma3apa Ha MEAULIMHCKY u3zenus ¢ HaneceHa "CE" mapkupoBka no wi. 15, kakro
M Ha wu3genus, HM3pabOTEeHH M0 TMOpPbYKA, KOUTO MOTaT Ja 3acTpamiaT 3ApaBeTo |
0€30MacHOCTTa Ha MAIMeHTUTE, HA MEJUIIMHCKUATE CIEIMATUCTA WIK Ha TPETH JIMIA, KOraTo
ca MPaBUIIHO MHCTAJIIMPAHU, OAIbPKAHU U C€ U3II0JI3BAT 110 MpeJHA3HAYCHHUE.



(2) M3npHKUTENHATA areHIs 110 JeKapcTBaTa He3abaBHO nHpopmupa EBpomnelickata
KOMHCHS 3a 3aloBeATa Mo al. | ¥ 3a MpeanpUeTHTEe MEPKH, Karo MOCOYBa IMPUUYMHUTE 3a
HECHOTBETCTBUETO HA WU3JENHATa C M3UCKBAHMATA HA TO3M 3aKOH M Ha AaKTOBETE IIO
IIpUJIaraHeTo My, KOMTO MOTaT Jia e IbJKaT Ha:

1. HeM3NIbJHEHUE HA CHIIECTBEHUTE M3UCKBAHUS, OINpPENEICHH B HapeaOUTe MO 4il.
18;

2. HEIIpaBWJIHO NpUJIaraHe Ha cTaHfapTuTe mno wi. 13, an. 1;

3. HEJOCTaThLM B CTaHAAPTUTE 10 4. 13, an. 1.

Y. 10. (1) Jlunero, KOeTo HOCHM OTTOBOPHOCT 3a IYCKAHETO Ha Iaszapa W/WiIM 3a
MyCKaHETO B JICWCTBUE HA METUIIMHCKUTE U3/IEIHS, € TIPOU3BOIUTEIIAT.

(2) (U3m. - 1B, 6p. 110 ot 2008 r.) Koraro mpou3BOAMTENAT HE € YCTAaHOBEH Ha
TEPUTOpHUATA HAa AbpKaBa WICHKAa MM Ha JbpkaBa OT EBpOMEWcKOTO HMKOHOMHUYECKO
MPOCTPAHCTBO, TOM MHMCMEHO YITBIHOMOII[aBa CBOM MpPEACTAaBUTEN, HAapU4aH MO-HATaTBhK
"YI'BIIHOMOIIIEH MTPEACTAaBUTEN". 32 MEJUIIMHCKO U3/IEIME WU U3JENINE OT €UH U ChII MOJEII,
nmycHaTo/u Ha nasapa Ha OOIIHOCTTa, MPOU3BOAUTEIAT YITBITHOMOIIIABA CAMO €JTHO JIULIE.

Un. 11. (1) [Ipou3BoauTensT Ha MEIULUHCKU U3JEIUS € UThKEH Ja TU MPOEKTHUPA,
pa3paboTBa, MPOU3BEXKIA, OMAKOBA U ETHUKETUPA B CHOTBETCTBUE CHC CHIINECTBEHUTE
W3WCKBaHUS, ONpENCICHH B HapeaOuTe mo wi. 18, W Ja OCUTypu OIICHSBaHE Ha
CHOTBETCTBUETO UM IO MPUJIOKUMHUTE 32 TAX MPOLEAYPH.

(2) (U3m. - [IB, 6p. 110 ot 2008 r.) OueHsBaHETO Ha CHOTBETCTBUETO MO aji. | ce
M3BBPILBA OT IPOU3BOAUTEIIA.

(3) (Homa - [JIB, ©p. 110 ot 2008 r.) IIpou3BOOUTENAT MOXE Ja BB3JIOKH Ha
YOBJIHOMOUIEHUST CH MPEJACTAaBUTEN Ja NPWIOKH MpOLEeIypuTe IO OlEHsABaHE Ha
CBhOTBETCTBUETO, OIIPECNICHH B HapeaouTe 1o 4. 18.

(4) (IIpemumua an. 3, uam. - JIB, Op. 110 or 2008 r.) Koraro mpouemypure,
OTpesieNieHn B HapenouTe mo wi. 18, M3ucKBaT HamecaTta Ha HOTHU(GULUpPAH OpraH mo wi. 64,
an. 2, MPOU3BOIUTENAT WIH YII'bIHOMOILECHUIT MY MPEJCTABUTEN B CIIy4auTe MO ai. 3 Bb3jara
Ha M30paH OT HEro HOTU(MUIMPAH OPraH Ja W3MBIHU MPUIOKUMHUTE 332 BHAA HA U3JICITHETO
MPOLIEAYPHU B PAMKUTE Ha KOMIIETEHTHOCTTA MY.

(5) (Hom. - [IB, 6p. 110 ot 2008 r.) B cimyyante Ha MPOM3BOACTBO HA MEAUIIMHCKHU
u3zenusi mo wi. 2, an. 1, T. 3, mpu KOEeTO € M3MOJI3BaHa HEKU3HECTIOCOOHA KUBOTHHCKA ThKaH
WM HEKH3HECTIOCOOHU MPOIYKTH, TIOTYYSHH OT >KUBOTMHCKM THKAaHU, MPEId OICHSIBaHE Ha
CHOTBETCTBUETO UM MO ajl. | MpPOU3BOIUTENAT U3BBPIIBA aHATIU3 HA PUCKA U yIpPaBIECHUE Ha
pUCKa TIpH Clla3BaHe Ha U3UCKBAHUTA, OMPECIieH! B Hapeaoure mo wi. 18.

(6) (Ilpenumna an. 4, u3m. - 1B, 6p. 110 ot 2008 r.) [Ipon3BoAUTENAT UM HETOBUST
VI'BITHOMOIIEH MPEACTaBUTEN W HOTUQUIMPAHUAT OpraH mo ai. 4 CKIIoYBaT JOTOBOP 3a
YCIIOBUSITA, IPU KOUTO CE€ MPOBEXK /1A OIIEHSBAHE ChOTBETCTBUETO HA MEAUIIUHCKUTE U3CIIHUS.

Y. 12. (1) B unTepec Ha 3paBeTO Ha HACEJIEHUETO U MO MOTMBHPAHO HCKaHE Ha
pernoHajHaTa MHCIEKLHUS 33 Ola3BaHe U KOHTpoJ Ha obmectBeHoTo 3apase (PUOKO3), na
Hanmonanuust HeHThp 1Mo npobiieMuTe Ha OOLIECTBEHOTO 3/[paBe WM Ha JIe4yeOHO 3aBeJeHHE
MUHHUCTBPBT Ha 3APaBEOINa3BaHETO IMPH IOJIOKUTEIHO CTAHOBMIIE HA W3ITBIHUTEIHUS
mupextop Ha MAJI Morke cbC 3amoBes 0 U3KIOYEHHE J1a pa3pelln yCKaHETO B JEHCTBUE Ha



MEIULMHCKO U3JieNne, 0e3 1a ca HaIMIIe YCIOBHUATA M0 4. 8.
(2) YcnoBusTa U peasT 3a NycKaHe B ACWCTBHE Ha W3JENM O al. 1 ce onpenesnsr ¢
Hapen0a Ha MUHUCTBPA Ha 3/IpaBeona3BaHETo.

Y. 13. (1) Korato MeIUIIMHCKUTE W3IENINSA Ca NPOEKTUPAHW WU IPOU3BEIACHU B
CHOTBETCTBUE C HALMOHAJIHU CTAHJAPTH, KOUTO BBBEXKJIAT XapMOHU3HPAHUTE E€BPOIEHCKU
CTaHJIApTH, IPHUEMaA C€, Y€ T€ OTrOBapsT HA CBIIECTBEHUTE H3UCKBAHMS, OINPEACIEHU B
HapeaduTte mo wi. 18.

(2) (U3m. - 1B, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) Koraro MeauIimHCKUTE
u3nenust mo wi. 2, an. 1, T. 2 u 3 ca IpOEKTUpPaHU U TPOU3BEACHU B CHOTBETCTBHUE C
opunmannara ¢apmaxores B PemyOnuka bwiarapus, ompenenena B wi. 12 Ha 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTM B XyMaHHaTa MeEIUIMHA, [pUeMa ce, 4€ T€ OTroBapsAT Ha
CBIIECTBEHUTE U3UCKBAHUS, ONIPEICNICHH B HapeaOuTe mo wi. 18.

(3) Korato memuuuHckute uzgenus mno ui. 2, ai. 1, T. 1 oT couchkk A, a mpu
HEOOXOUMOCT - M OT CIUCBHK b, ca mpoekTupaHu W MPOU3BEACHU B CHOTBETCTBHE C OOIIU
TEXHUYECKU crenu(UKaINM, TpUeMa ce, Y€ T€ OTrOBapsAT Ha ChIIECTBEHUTE H3UCKBAHMUS,
olpesieNieHu B Hapenoure 1o ui. 18.

(4) KoraTo npou3BOJUTENAT HE MOKE Ja CIa3u M3UCKBAHMATA Ha ajl. 3, TO mpuema
TEXHUUYECKU PELLEHUs, C KOUTO J1a IOCTUIHE €KBUBAJIEHTEH PE3YIITar.

(5) Koraro ycraHoBH, 4e cTaHJapTUTE MO all. | HE MOKPUBAT HAI'BJIHO CHIIECTBEHUTE
M3KCKBaHUs, ompeneneHu B Hapenoute mo wi. 18, MAJI u3rotBs u ceriacyBa oduimanna
Ibp KaBHA MO3MILMS, KOSATO ce IpelcTaBsl Ha EBpornelickaTta KOMHUCHS.

Un. 14. (1) IlpousBoauTensiT Ha MEAULMHCKU U3JEIUS CHCTaBid TEXHUYECKA
JOKYMEHTAIUs, YUETO ChIAbPIKAHKE € ONPEAETICHO B ChOTBETHUTE HapeaOu mo 4. 18.

(2) Cnex wW3NbIHEHHME HA NPUIOKHUMUTE TPOLEAYpPU 3a OILECHSIBAaHE Ha
CHOTBETCTBUETO TMPOU3ZBOJUTENAT WIM HETOBUSIT YI'BIHOMOIIEH MPEACTABUTEN ChCTaBs
JEKJIapalys 3a CbOTBETCTBUE HA MEIUIIMHCKOTO U3/IEIUE.

(3) IIpou3BOAUTENSAT WM HETOBUAT YI'BJIHOMOIIEH MPEACTABUTENl € IBXKEH Ja
ChXpaHsBa TEXHUYECKaTa JOKYMEHTAIMs Mo aj. |1 u Jekiapanusra 3a CbOTBETCTBHE MO all. 2
Hali-MaJIko 5 TOJUHU OT JaTara Ha MPEyCTaHOBSIBAHE HA MPOU3BOJICTBOTO HAa MEAUIIMHCKOTO
W3/IeNiie U Jia TU MIPEACTaBs MPU MOUCKBAHE 3a MPOBEPKa Ha JulaTa mno 4wi. 86, an. 2.

UYn. 15. (1) "CE" mapkupoBkara ¢ rpaduuHO M300pakeHUe ChIIIACHO MPUIIOKEHHUETO,
KOATO C€ HaHacsi BBPXY MEIUIMHCKOTO H3JEIHME INpEeAd IyCKAaHETO My Ha Ias3apa W/
MyCKaHETO My B JIeHiCTBHe, TpsOBa Ja ce pa3dyuTa JIECHO M Jla HE MOXE Ja ce 3anuuu 0e3
CIIC/IH.

(2) "CE" wMmapkupoBKaTa c€ HaHacsi Ha BUAMUMO MICTO BBPXY H3JEIHETO, B
MHCTPYKILHUATA 32 yIIOTpeda u BbPXy HEropara CTepHIIHA ONTAaKOBKa, ako MMa TakaBa. Korato e
BB3MOJKHO, TS C€ HAHACS U BbPXY MOTPEOUTENICKATa ONTAKOBKA.

(3) "CE" mapkupoBKaTa ©Ma BHCOUYMHA HAal-MaJKO 5 MM, aKO ChOTBETHaTa Hapeada
no ui. 18 He mpensmxkna apyro. Ilpu HamansBane win yBenuyaBaHe pasmepa Ha "CE"
MapKHPOBKaTa MPOMOPIMUTE B rpauyHaTa Mpexa TpsOBa a ObIaT Clia3eHu.

(4) (M3m. - [IB, 6p. 110 ot 2008 r.) Mo "CE" mapkupoBkaTta mo ai. 1 ce HaHacs
UACHTU(DUKAIMOHHUAT HOMEpP Ha HOTU(ULMpPAaHUs OpraH B ciydaure mo wi. 11, am. 4, korato



MpOLeypHUTe, ONPENICIICHN B HapeaOouTe 1Mo 4i. 18, M3MCKBaT HAaHACSIHETO MY.

(5) "CE" mapkupoBKaTa ¥ HIECHTH()UKALMOHHHUAT HOMEp MO al. 4 He ce HaHacAT
BBPXY M3AEITHETO CAMO KOraTo pa3MepuTe U hopmara Ha U3/IEIUETO He MO3BOJISBAT TOBA.

(6) Beska npyra MapKkupoBKa, KOSITO CE HAaHACSA BbPXY U3JIEIUETO, BBPXY ONAKOBKaTa
My W/WIM B MHCTPYKIMATA My 3a ymnoTpeba, He TpsOBa Ja NOJABEXJA MOTPEOUTENS -
MEJULUHCKH CIIEIUAIMCT WM TMallMeHT, OTHOCHO MapKHpoBKaTa mo aj. 1 u He TpsOBa na
HapylllaBa HEWHaTa BUAUMOCT U YETIUBOCT.

(7) B cnywail Ha u3aenus, KOUTO ce IyCKaT Ha Ma3apa B CTepuiHa onakoBka, "CE"
MapKHpOBKaTa ce HaHACS KAKTO BHPXY CTEpPHIIHATA, TaKa U BbPXY MOTPEOUTENICKATa OMTaKOBKA
Ha U3JEIINETO.

(8) Ilpm 1msmocTHO mMpepabOTBaHE HA H3AETUETO, KOETO MOXKE Ja MOBJHsIC Ha
HEroBoTo Oe3omnacHo m3noi3BaHe, "CE" mapkupoBkara ce HaHAcs Clie/l IOBTOPHO OIICHSBaHE
Ha M3/IeJMETO ChIIIACHO MPHUIIOKUMHTE MPOLIEYPH, ONIpe/IeNIeH! B HapeaouTe mo wi. 18.

(9) Korato MeqMIMHCKOTO U3/eNUe € B MPUIOKHOTO I0JIe Ha HapenouTe mo wi. 7 oT
3akoHa 3a TEXHMUYECKHTE W3MCKBAHMS KbM MPOIAYKTUTE, MpeaBmkaany HaHacsHe Ha "CE"
MapKUpOBKa, MapKHPOBKATa yIOCTOBEPSBA CHOTBETCTBUETO HA MU3/IEIMETO C U3UCKBAHUATA HA
BCSIKa OT HapeAOUTe, OCBEH ako B HapeAOUTe € MPEABUICHO APYTO.

(10) Ha wu3mnoxOu, maHaupu, IEMOHCTpPAIlUHM, TPOMOIMH, HAYYHH U TEXHUYECKH
KoH(epeHIIMM MoraT Ja ce€ TMPeICTaBAT MEIUIMHCKH wu3aenuss 0Oe3 HaneceHa "CE"
MapKUpOBKa.

(11) B caygaure mo an. 10 mpousBOAMTENST HAaHACAd BbPXY H3AEIMUATA BUIUMO
0003HaueHHe, KOETO HEIABYCMHCIEHO MOKa3Ba, Y€ T€ HE ca IMpeJHa3HAuYeHHU 3a IyCKaHe Ha
razapa W/Wiv 3a MyCKaHe B JIEHCTBUE.

Un. 16. (1) IIpousBoauTensiT HAa MEIUIMHCKHN U3ENUS € JUThKEH JIa TOCOYH MMETO,
CeANIMILETO W ajJpeca CU Ha YIpaBJIECHUE BbpPXY M3ICIHUETO, BbPXY ONAKOBKAaTa My M B
WHCTPYKIUATA 32 ynoTpedba. MHCTpyKIus 3a ynoTpeda He ce M3UCKBA 3a U3/ENHUS 10 Wi. 2, all.
I, . 3 or kinac I u Ila, xouTo MO mMpeleHKa Ha MPOU3BOAMUTENST MOTaT Ja C€ HW3MOJ3BaT
0e3omacHo 6e3 HHCTPYKIUS 3a yoTpeoda.

(2) Bppxy onakoBKaTa U B HHCTPYKLHUATA 32 yHOTpeOa Ha U3JENusi, KOUTO C€ BHACAT
OT TpETH AbpKaBU Ha TepuUTOpHUsATa Ha EBpomneickus Cbi03 WM Ha TEpUTOpUsITA HA
EBponeickoTo MKOHOMUYECKO MPOCTPAHCTBO, CE MOCOYBAT JOMBIHUTEITHO UMETO U aIpEChT
Ha yITbJIHOMOUIEHUS IPEICTABUTEN U Ha BHOCUTEJIS.

(3) UucTpykuusra 3a ynorpeba TpsiOBa ja ObJie ChbCTaBeHa U Ha OBJITapCKU €3UK.

Un. 17. IIpou3BOAUTENAT WIIM HETOBUAT YII'BIHOMOIIEH MPEACTAaBUTEN € JUIBXKEH Ja
ocurypu 0€30MacHOTO HWHCTAIMpaHE Ha MEOUIIMHCKUTE W3ACNTUs Ha TEPUTOpHUATA Ha
PenyOnuka bovarapus, xorato crnenudukara UM U3MCKBa TOBAa CHIIACHO HMHCTPYKIUATA 3a
ynotpeda, u Aa rapaHTUpa MOAIPHKKATA UM.

Un. 18, MuHHCTEPCKMAT CBBET 10 MPEAJOKEHHE HAa MHUHUCTbpa Ha
3/IpaBEOIa3BaHETO M HA MUHUCThpPA HA MKOHOMHKATA M €HEPreTHKAaTa ONpeaess ¢ Hapeaou 3a
MEIULIMHCKUTE U3IEINS 10 Ui, 2, ajl. 1:

1. chIIECTBEHUTE H3UCKBAHM;

2. MPOLIEAYPUTE 3a OLICHSABAHE HAa ChOTBETCTBUETO CHC CHIIECTBEHUTE U3UCKBAHUS U



ChABPKAHUETO HA TEXHUYECKATA JOKYMEHTAIIUS;

3. mpaBwiaTa 3a KJacupuKaIus Ha MEIUIIUHCKUTE U3AeNus 1o wi. 2, ai. 1, T. 3;

4. CcOucChIMTe, OMpENeNsmd o0XBara Ha TPYyNHTe WH BHUTPO JAHATHOCTHYHHU
MEIUIIMHCKA U3JEIIH,

5. U3UCKBaAHUsATA 3a MPOBEXKIAHE HA aHAJIM3 HA PUCKA U 3a YIpaBJIEHUE HA PHUCKa 3a
MEIULMHCKHA U3Aeaus o wi. 11, aim. 5.

Paznen II1.
[Tyckane Ha ma3apa u/wim MyCKaHe B JCWCTBUE HA METUITMTHCKH H3/ICTIHS,
M3pabOTEeHU MO MOPbhUKA

Y. 19. (1) (U3m. - 1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) [IpousBoautensr
WM HETOBHUST YITBIHOMOIIEH MPEACTaBUTEN, MPEAU Ja MyCHE Ha Ma3apa W/Wiu B JIEUCTBUE
MEIHUIIMHCKO Hu3Jenue mo wi. 2, an. 1, T. 2 wim 3, u3paboTeHO MO TOpPBYKA, CHCTABS
JOKYMEHTAIMs, KOSITO ChAbpKa:

1. uMeTo U agpeca Ha MPOU3BOTUTENS;

2. uACHTH(PUKAITMOHHU JaHHU Ha U3/ICIIUETO;

3. nexmaparusi, 4e MeJUIIMHCKOTO U3JIeNHe € MIPEeIHa3HaueHO 3a CIelHaiHa ynoTpeda
OT KOHKPETEH MaIlMeHT, YUETO UME CE TI0COYBA;

4. UMETO Ha JIeKapsh WM Ha JieKaps MO JACHTAJIHA MEIUIMHA, KOWTO € W3TOTBUII
3alaHUeTO 3a M3paboTBaHE HA M3ACTUETO, U HAMMEHOBAHHMETO Ha JIedeOHOTO 3aBeleHUE,
KOT'aTO € Bb3MOXKHO;

5. cienu(pUIHA XapaKTePUCTUKU Ha METUITUHCKOTO U3/IENINE ChITIACHO 3aJaHUETO;

6. nexnapaiusi, Y€ W3JEMETO ChOTBETCTBA HA NMPUIOKUMUTE 32 HETO ChIIECTBEHHU
HW3UCKBaHUS.

(2) (U3m. - [IB, 6p. 110 ot 2008 1., B cuia ot 21.03.2010 r.) B cnywaure, korato
W3/ICNIMETO HE OTroBapsi HAa HSIKOE OT MNPWIOKHUMHUTE 33 HEro CBIUIECTBEHU H3HCKBAHMS,
HEChOTBETCTBUETO ce 000CHOBaBA B JIEKJIapanusiTa 1o ai. 1, 1. 6.

(3) (Hom. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) JIokymeHTaIusTa o ai.
1 ce cbxpaHsBa OT MPOU3BOAMTENS WM OT HETOBUS YII'BJIHOMOIIEH MPEACTABUTEN 32 CPOK
Hali-MaJIkoO 5 TOJIMHY, a B CIIy4auTe Ha UMIUIAHTUPYEMU MEAUIIMHCKUA U3JENHS 10 Wil. 2, ai. 1,
T. 3 ¥ Ha U3Jenus 1o wi. 2, an. 1, T. 2 - 3a cpok Hail-manko 15 roguHu.

(4) (Hosa - IB, 6p. 110 ot 2008 r., B cma ot 21.03.2010 r.) /IoxymeHTarusTa o ai.
1, npunpyxaBaia u3aenusTa no wi. 2, an. 1, T. 2 u uzgenusra no wi. 2, ai. 1, 1. 3 ot kiac Ila,
II6 u III, ce mpenocraBs Ha KOHKPETHHUS MAlMEHT, UACHTU(UIUPAH C MME, aKpOHUM WU
U (poB KOJI.

(5) (Ilpemumaa an. 4, w3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.)
[TpousBoauTeNAT HA M3AETUS MO Wi. 2, an. 1, T. 2 u 3, u3paboTeHU MO MOPHUKA, MTPEIOCTABS
npu nouckBane oT MAJl cnuchk Ha u3AenusATa, MyCHaTH B JEHCTBHE HA TEPUTOpHUSITA HA
Peny6nuka bwirapus.

Y. 20. (1) (U3m. - IB, 6p. 110 ot 2008 .) [Iponu3BOIUTENAT CHCTABS TOKYMEHTALIUSA,
BKJIIOUBAIlA OMHUCAaHWE Ha NPOEKTUPAHETO, HA MPOU3BOJCTBOTO W HA JEHCTBUETO Ha
M3JCIUETO, BKJIIOYMTEIHO OYaKBAaHOTO  JEWCTBUE, KOSTO  IIO3BOJISIBA  OLICHSIBAHE
CHOTBETCTBUETO HA U3JICIIMETO C M3MCKBAHUATA HA TO3W 3aKOH M Ha Hapenourte mo 4i. 18. B



JOKyMEHTalusATa C€ II0COYBa M aIpechT Ha IPOU3BOACTBEHOTO/NIPOU3BOJICTBEHUTE
MIOMEILEHNE/TTIOMELLIEHUSI.

(2) IIpou3BOAUTENSAT € NTHKEH Ja MpeArnprueMe He0OXOJUMHUTE MEPKH, 3a Ja OCUTYpH
4ype3 MPOU3BOJICTBEHUS MPOIEC CHOTBETCTBUE HA U3AENUATA 10 Wi. 19 ¢ JoKymeHTanusTa 1o
an. 1.

(3) (Hosa - /1B, 6p. 110 ot 2008 r.) IIpon3BoAUTENAT MPEaOCTaBsl JOKYMEHTAIUATA
1o ajn. 1 3a mpoBepka npu MOMCKBAHE Ha JuIaTa 1o wi. 86, ai. 2.

Paznen IV.
[lyckane Ha ma3zapa Ha CUCTEMU WM HAOOPU METUIIMHCKHU U3ETUs

Un. 21. (1) ®usnyuecko WIM IOPUIAYECKO JHUIE, KOETO KOMILUIEKTYBAa MEIULIMHCKU
u3znenus mno uwi. 2, ain. 1, 7. 3 ¢ Ha"eceHa "CE" mapkupoBKa, Ipeu Ja M IIyCHE Ha Ias3apa
KaTO CHCTeMa WM Ha0op, ChCTaBs JEKJIapalus, B KOATO 3asBsBa, 4e:

1. e KOMIUIEKTYBaJ cHCTeMaTa WM Habopa B 3aBUCHUMOCT OT NpEAHAa3HAYCHUETO Ha
OTIEITHUTE U3JCNUS U OTPAHUYCHHUATA UM 32 yoTpeOa, OnpeaesieH! OT IPOU3BOAUTEIINTE;

2. € IpoBEepUSI CbBMECTUMOCTTA Ha OTAEITHUTE MEAULMHCKH U3JENIHS U € IPOBEN
ONEPALIMUTE 110 KOMIUIEKTYBaHE B CbOTBETCTBUE C MHCTPYKLIMUTE HA MPOU3BOAUTEIINTE;

3. e omakoBaJl cUCTeMara WM Habopa U € MpeaocTaBuiI HeoOxoaumara nH(opMarus
Ha MOTPEOUTENNTE, KOSATO BKIIIOUBA CHOTBETHUTE MHCTPYKIMH OT MPOU3BOAUTEIINTE;

4. neWiHOocTTa My € OOCGKT Ha CHOTBETHH TNPOLEAYPU 32 BBTPEIIEH KOHTPOJI H
IIPOBEpKA.

(2) Koraro HsAKOe OT HM3HCKBAaHMATA Ha ajl. 1 He € H3IBIHECHO, CHCTEMaTa WU
HAaOOPBT MOJUIEKAT HA OIICHABAHE HA CHOTBETCTBUETO CBHC CHIUICCTBEHUTE H3UCKBAHMA,
oTpesieNieHu B Hapenoure 1o ui. 18.

Y. 22. (1) ®usnuecko WIN IOPUAUYECKO JIULE, KOETO CTEPUIM3UPA CUCTEMHU WU
HA0OpU MEIUIMHCKHA WU3ACTHS MO0 Wi. 21 W/vuiu MEeIUIMHCKU U3Aenus mo wi. 2, an. 1, T. 3 ¢
Ha"eceHa "CE" mapkupoBka, npenHa3Hau€HU OT MPOM3ZBOIMTENS Ja ObJAT CTEPUIM3UPAHU
mpenyd ymotpeba, 3a Ja W MycHE Ha Masapa, TpsOBa Ja OICHH CHOTBETCTBHETO UM IIO
MpOIeIypH, ONIPEIETICH! B ChOTBETHATa Hapeada mo wi. 18.

(2) (Hom. - JIB, 6p. 110 ot 2008 r.) [Ipumaranero Ha mpouexyputre mo ai. 1 u
NeUCTBUATA Ha HOTH(HUIMPAHUS OpPraH Ce OrpaHMYaBaT A0 MOCTUTAaHE HA W3MCKBAHUATA 3a
CTEPWJIHOCT JO MOMEHTA Ha HapyllaBaHe LEeJOCTTa Ha OMAKOBKAaTa Ha U3JIEIUETO.

(3) Jlunero mo an. 1 chcTaBs Jekiapaiusi ChbIJIaCHO M3UCKBAHUATA, MPEABUACHU B
ChOTBETHATA Hapenda, 4e CTEPUIU3AIUATA € U3BBPIICHA B CHOTBETCTBUE C MHCTPYKIIMUTE Ha
MIPOU3BOIUTEIUTE.

Un. 23. (M3m. - 1B, 6p. 110 ot 2008 r.) Jlumata mo un. 21, an. 1 u wr. 22, anm. 1
CBhXpaHSBAT JCKJIAPAIIMUTE 32 CPOK 5 TOJMHU U TU MPEIOCTABIT MPHU MOWCKBAHE 32 MPOBEPKa
Ha Jmnara 1o ui. 86, ax. 2.

Un. 24. CucreMuTe UM HAOOPUTE METUIIMHCKU U3ACTH 110 Wi. 21, cTepuin3upaHuTe
CUCTeMH WJIM HAO0OpH W MEIUIMHCKUTE m3Aenus mo wi. 2, an. 1, 1. 3 ¢ nanecena "CE"



MapKHpOBKa, MpeIHa3HAuYeH! OT MPOU3BOJUTENS Ja ObJAT CTEPUIM3UPAHU MpPEean yrnoTpeoda,
ce myckar Ha masapa 0e3 gombinutenHa "CE" mapkupoBka, MpHIPY>KEHH OT MHCTPYKIHS 3a
ynoTtpeba, KOATO BKJIIOYBA, KOraTo € HeoO0Xxoaumo, HH(pOpMaIuaTa, HpeAoCTaBeHa OT
MPOU3BOIUTEIINTE HAa OTACTHHUTE HM3ACTHs OT CHUCTeMaTa WM Habopa, M3UCKBAHHATA KbM
KOSITO ca OTpe/eTIeHH B ChOTBETHATA Hapea0a mo 4wi. 18.

Paznen V.
OuensiBaHe Ha JEHCTBUETO HA UH BUTPO JUATHOCTUYHHU MEIUIIMHCKA
15631 (158

Uin. 25. (1) Onenkara Ha CbOTBETCTBUETO HA MH BUTPO AUATHOCTUYHUTE MEAUIIMHCKU
U3JIeNHsl ChC CIEeU(DUIHOTO UM TpeJHA3HAYCHHE TIPU YCIOBHS Ha YmoTpebda, onpeaeneHu OT
MPOU3BOIUTENS, CE U3BBPILIBA C OLIEHKA Ha JIEHCTBUETO Bb3 OCHOBA Ha:

1. cOopHU MaHHWM OT HayyHaTa JIMTEpPATypa, OTHACSINU C€ JO0 MpEAHA3HAUYEHUETO Ha
W3/IENIMETO, U KPUTUYEH aHANIU3 HA T€3U JaHHU, /WU

2. pe3yaTaTUTe OT U3MUTBAHUATA IIPU OIICHKA HAa ACHUCTBUETO WU JPYTH MOIXOISAIIN
TECTOBE.

(2) Ilpom3BOAWTENSAT WM HETOBUAT VYITBJIHOMOIIEH NPEICTAaBUTEN, Mpeau Aa
MPEAOCTaBU MH BUTPO JUArHOCTUYHU MEAUIIMHCKUA M3JENHS 3a OICHSBAaHE Ha JCHCTBUETO B
aKpenIuTUpaHa 1abopaTopusi, ChCTaBs JOKYMEHTAIHS, KOATO ChIbpKa:

1. uaeHTUPUKATMOHHN TAaHHHU HA U3JIEIHETO;

2. mjaH 3a OIICHSBaHE, KOWTO ChIbpKa LENTa, HAYYHUTE, TEXHUUYECKUTE WIHU
MEIHUIIMHCKUTE OCHOBAHMsI, 00XBaTa Ha OI[EHSIBAHETO U OpOs HA U3JICIHSITA;

3. CIIUCHK Ha aKPEeTUTHPAHUTE JTA0OPATOPUH, KOUTO YIacTBAT B OIICHSIBAHETO;

4. HavanHa JaTa M MIaHWpaHa MPOIbJKUTETHOCT Ha OLIEHSIBAHETO;

5. mpu u3NeNHs 3a caMOTECTyBaHE - MICTO M Opoii Ha numarta 0e3 MeIUIMHCKa
KBaJTM(DUKAIIHSI, KOUTO III€ Y9acTBAT B OIEHSBAHETO;

6. gexknapauus, Y€ MEIULUMUHCKOTO MW3JEINEe CHOTBETCTBA HA MPUIOKHUMUTE
CBHIIECTBEHN M3UCKBAHMA, C H3KIIOYEHHE Ha TE3M, KOHUTO ca OOEKT Ha OIECHSIBaHE Ha
JNEHUCTBUETO U KOUTO Ca U3PUUYHO MOCOYEHH, M Y€ Ca MPEANPUETH BCUUKH MPENa3Hu MEPKH,
HEO0OXOIMMU 3a 3alllMTa Ha 37paBeTO U 0E30MaCHOCTTa Ha MEAWIIMHCKHUTE CIEIHAIUCTH, Ha
MalUEeHTUTE WK HA TPETH JIULIA.

Uin. 26. (1) IIpou3BoAUTENAT CHCTABs TEXHUYECKATA JOKyMEHTaus 1o wi. 14, an. 1 u
s IIPEACTaBs 3a IPOBEPKA P MIOMCKBAHE HA JIMLATa 110 4. 86, ai. 2.

(2) IIpou3BOAUTENSAT € NTHKEH Ja MpeArnprueMe He0OX0JUMHUTE MEPKH, 3a Ja OCUTYpH
Yype3 MPOM3BOJICTBEHUS MPOIEC ChOTBETCTBUE HA WH BUTPO JUATHOCTHUUHUTE MEAUIIMHCKU
W3/IeNus 3a OLICHSIBaHEe Ha JCMCTBUETO C IOKYMEHTAIMATA 110 ai. 1.

I'maBa BTOpA.
PETUCTPALMA HA JIMIIA, KOUTO ITYCKAT MEJIMIIMHCKHA
N3 JEJINA HA TTASAPA (BATJI. U3M. - IB, BP. 110 OT 2008 I".)



Un. 27. (1) (M3m. - JIB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) Korato
MIPOU3BOIUTENAT HA MEAUIIMHCKA U3JENus 1o wi. 2, an. 1, T. 3 ot kinac [, mpousBoauTenar Ha
m3genus mo wi. 2, ain. 1, T. 2 u 3, u3paboTeHH MO MOPHYKA, KAKTO U (PU3MUECKOTO WU
IOPUANYECKOTO JIMLE 1Mo wil. 21, an. 1 n un. 22, an. 1 ca peructpupanu no TbproBckust 3aKkoH,
TE IM0/IaBaT 3asBJICHHUE 32 PETUCTpAlMs M0 00pasell 10 U3MbIHUTENHUS qupekTop Ha UAJI He
MI0-KbCHO OT 14 nHM ciex nyckaHe Ha M3AEIMETO Ha Ia3apa W/WIM B JACHCTBHE Ha
TeputopusiTa Ha PemmyOnuka bearapus.

(2) KM 3asBieHHETO 32 perucTpauus o aji. 1 ce mpuiiarart:

1. akTyaJIHO YAOCTOBEPEHHE 32 BIIUCBAHE B THPIOBCKHSI PETUCTH;

2. HaMMEHOBAaHME U ONMCAHUE Ha U3JEIUETO;

3. JOKYMEHT 3a IUIaTeHa TaKkca B pa3Mep, onpeaesieH B Tapudara mo wi. 7, an. 1.

(3) (U3m. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Jlumara no an. 1 ca
JUIBKHU J]a YBEIOMSAT B 14-1HEBEH CPOK M3MBIHUTENHUS qupekrop Ha MAJI npu npomsHa Ha
azpeca cu Ha ynpasieHue. [Ipu nmpomsiHa B mHGOpManmsaTa mo ai. 2, T. 2 junara mno air. 1
1ojAaBar 10 M3NbJHUTENHUA nupektop Ha MAJI 3asBneHuero nmo ai. 1, KbM KOETO IpuiaraTt
CBBP3aHUTE C MPOMSHATA JOKYMEHTH M JOKYMEHT 3a IUIaT€HA Takca B pa3Mep, ONpEeiicH B
tapudata o wi. 7, an. 1.

(4) (Ot™m. - [IB, 6p. 110 ot 2008 ., B cmma ot 21.03.2010 )

Un. 28. (1) Korato mpou3BOAUTENST HA U3eaus 1o wi. 2, an. 1, T. 1 mycka ot cBoe
¥Me Ha na3apa W/WiM B JelcTBUE Ha TepuTopuara Ha PenmyOnuka bearapus Te3u uznenus u e
peructpupan mo THProBckus 3aKOH, TOM IMOJaBa 3asABJICHUE 3a PETUCTpaIMs 1Mo oOpaser 10
U3IBbIHUTENHUS qupekTop Ha MAJL

(2) KpM 3asBreHMETO 32 peructpauus o aji. 1 ce mpuiiarart:

1. akTyaJIHO YAOCTOBEPEHHE 32 BIIUCBAHE B THPIOBCKUSI PETUCTHD;

2. undopmarus 3a OOIIUTE TEXHOJOTHMYHU W/WIM AHATUTUYHU XapaKTEPUCTHKH,
CBbp3aHA C pEAKTHBHUTE, MPOAYKTHTE OT PEAKTUBHUTE, KAIUOPATOPUTE M KOHTPOIHHUTE
MaTepHay;

3. B ciayuall Ha wuzfenus oT cnucblu A, b W u3menus 3a caMOTECTyBaHE -
HAaMEHOBaHHWE, BHUJ M MOJET Ha W3AEIMETO, AHAIMTUYHU U KOraTo € HeoO0X0IuMo,
JUArHOCTHUYHU TMapaMeTpU IO OTHOIIEHHWE Ha CHIIECTBEHUTE W3HCKBAHUSA, IIOCOUEHH B
HapeaOuTe mo wi. 18, pe3ynTaTu OT OLeHKaTa Ha JISHCTBHETO I10 IJIaBa IIbpBa, pa3aen V;

4. MHCTPYKLUSA 32 ynoTpeda Ha OBITAPCKH €3HK;

5. IOKYMEHT 3a IJIaTeHa TaKkca B pa3Mep, onpesesieH B Tapudara mo wi. 7, ai. 1.

(3) (M3m. - JIB, 6p. 110 ot 2008 r.) [Ipon3BOaUTENAT, KOWUTO OT CBOE UME ITyCKa Ha
nmaszapa W/uiaud B JedcTBHEe Ha Tepuropusara Ha PenyOnuka bbarapuss HOBO HMH BHUTPO
JUArHOCTUYHO MEAMIMHCKO H3JEIHME, KOraTo € PerucTpupad no ThproBCKUs 3aKOH, MOJaBa
no MAJI nokymeHTanusTa o ai. 2, KakTo U yKa3aHHe, ue U3JIeJTUETO € HOBO.

(4) (U3m. - IB, 6p. 110 ot 2008 r.) IH BUTPO THArHOCTUYHO MEAMIIMHCKO M3/ICTUE €
HOBO, aKO Ha Ia3apa Ha IbprKaBa YJICHKA WIM Ha JbpxkaBa 0T EBpONeickOTO HKOHOMHUYECKO
IIPOCTPAHCTBO IPE3 MOCIEIHUTE TPU FOJAUHHU:

1. TakoBa u3zENME HE € OMIIO MOCTOSIHHO HAIMYHO 32 aHAIM3MPAHUTE BELIECTBA MU
ApYyry napameTpu, Win

2. He e Oujia HaTMYHA AaHATUTHYHATA TEXHOJIOTHS, H3MOJ3BaHa 3a JIaJICHUTE
aHaJIN3MPaHU BEIIECTBA UM ITapaMETPH.

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



(6) (M3m. - JIB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) 3asBieHuero 3a
peructpauus no an. 1 u 3 ce nogasa B 14-1HEBEH CPOK OT AaraTa Ha IIyCKaHE Ha Mas3apa u/uimn
MyCKaHe B JIEUCTBUE Ha U3JenusTa no wi. 2, ai. 1, 1. 1.

(7) (U3m. - [IB, 6p. 110 ot 2008 r., B cma ot 21.03.2010 r.) JIunara mo an. 1 u 3 ca
JUIBKHU J1a YBEOMST B 14-1HEBEH CPOK M3MBIHUTENHUS AupekTop Ha MAJI mpu:

1. mpoMsiHa B ajpeca Ha yIpaBJICHUE;

2. 3HAUUTEJIHU IPOMEHHU B MH(opMarwsTa no ai. 2, . 2 u 3;

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

4. U3TEriIsgHe Ha HU3ACIIUCTO OT I1a3apa.

Un. 29. (M3m. - 1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) (1) B cnyuaute mo
1. 10, ann. 2, KOraTo ynbJIHOMOILEHUAT MPEACTABUTEN € PETUCTPUPaH 10 ThpProBCcKUs 3aKOH,
noxaasa 10 MAJI 3asBneHue u npuapyskapaiiaTa ro JOKyMEHTAluUs 3a U3AeausaTa mo uwi. 27,
ai. 1 w/vnm o wi. 28, an. 1 uiam 3.

(2) YoenHoMolieHuAT npeacrasuren no an. 1 ysenomsasa MAJI npu Beska mpoMsiHa
Ha aJipeca CH Ha yIIpaBJICHHUE.

Y. 30. (U3m. - [IB, 6p. 110 ot 2008 ., B cmma ot 21.03.2010 r.) 3a Bcuyku u3aenus
mo ui. 2, an. 1, 7. 2 m mo un. 2, an. 1, 1. 3 ot knac Ila, 116 unu 111, mycHatu B neiicTBue Ha
teputopusaTa Ha PemyOnuka bwearapus, MAJI Moxke na moucka JaHHU, WACHTU(UIHpAIIN
U3JICTHETO, CTUKET U UHCTPYKIUS 32 yroTpeoda.

Yn. 30a. (Hos - AB, 6p. 110 ot 2008 r.) (1) IbpxkaBara peructpupa MakCUMaIHU
LIEHH Ha ApeOHO 3a npojakdaTa Ha MEUIIMHCKY M3/IeNIHA - arapaTy U Ypeau 10 CMHUChJIA Ha §
1, T. 21 OT AOBIHUTEHUTE PA3TIOPEAOH.

(2) YcnoBusita ¥ peabT 3a PErMCTpalMATa Ha LIEHUTE MO al. 1 ce ompenensr B
Hapen0a Ha MMHHCTEpCKUS CBBET, IMpHETa IO TMPEAJOKEHHEe Ha MHHHCTbpa Ha
3/IpaBeOIa3BaHETO U MUHUCThPA HA NKOHOMMKATa U EHEPreTUKaTa.

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

(2) (U3m. - 1B, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) M3menaurenHaTa
areHIus 1o JIeKapcTBaTa BOJIU PETUCThP, KOUTO ChIbpKa:

1. HoMep U aTa Ha perucTpanus;

2. HaMMEHOBaHHUE, BUJ M KJIaC Ha MEIUITUHCKOTO HU3JIEIIHE;

3. UMe U aJipec Ha yIpaBJjeHue Ha 3asBUTeNs 1o wi. 27, an. 1, un. 28, an. 1 u 3 u uin.
29, an. 1;

4. nara Ha 3aJM4YaBaHE HAa MEIUIIMHCKOTO MU3JENIUE OT PErucThpa U OCHOBAHUETO 3a
TOBA;

5. 3a0€JIe)KKH TI0 BIIMCAHUTE OOCTOSITCIICTBA.

(3) (U3m. - B, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) M3menaurenHaTa
areHIUs I10 JIeKapCTBaTa MPeI0CTaBs JaHHH 32 PErHUCTpaIUsaTa Ha U3Jenusra mo wi. 27, a. 1,
1. 28, an. 1 u 3 uno wi. 29, an. 1 npu NOMCKBaHE OT PETYJATOPHU OPraHU Ha APYTU AbP>KaBU
YWICHKM WA OT PEryJaTOpHU OpraHd Ha JbpXKaBU OT EBpOMEcKOTO HKOHOMHYECKO
MPOCTPAHCTBO U OT EBporeiickara KOMUCHS.



I'maBa Tpera.
KIIMHNYHUA U3IIMTBAHUA HA MEJIUINMHCKUA U3JIEJIAA

Paznen L.
OO6mm paznopendou

Un. 32. (M3m. - JIB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) Knunuyno
M3MUTBAaHE C MEIUIIMHCKH U3JENHs 10 Wi. 2, alt. 1, T. 2 u 3 ce mpoBexk/a C Le:

1. moTBBpKIaBaHe, Y€ MPU HOPMAJIHH YCJIOBHS Ha yMmoTpeOa W3JENHeTO M3ITBIHSIBA
€/IHa WK MoBeYe OT QYHKIIMUTE, OTPEACIICHU OT MPOU3BOUTEIIS;

2. uaeHTHPUIMPAHE HA HEXEIaHW CTPAaHWYHH €(DEeKTH MPU HOPMAIHU YCIOBHS HA
ynoTtpeba Ha U3/ETUETO;

3. mpeleHKa JOKOJIKO HISHTU(QUIIMPAHUTE HEXKENaHW CTPAHUYHH EPEeKTH ca B
paMKUTe Ha NPUEMIIMBHS PUCK, TMPELUEHEH CHOpsAMO ToJi3aTa OT MNPEeABUACHOTO
NpeAHa3HaYEHUE Ha U3JIETUETO.

Un. 32a. (Hos - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) OnensiBaneto Ha
KIIMHUYHATE TaHHU OT U3MHMTBAHETO CE€ M3BBPIIBA MPU YCIOBHUS, ONPEICICHH B Hapeadara 1o
ui1. 48, ain. 2.

Un. 33. KnuHUYHO M3NUTBAHE CE€ MPOBEXKIAa B JICUEOHM 3aBEJCHUS IO CMHCHJIA Ha
3akoHa 3a JIe4eOHUTE 3aBEICHUSI.

Un. 34. (1) KnuHU4YHOTO M3OUTBaHE C M3AEAUATa NO 4wi. 32 ce MpoBexaa IMpHU
Cra3BaHe Ha OCHOBHMTE MPUHIIMIM, KOUTO TrapaHTHpAT MpaBara, 0€30MacHOCTTa, 3APAaBETO U
YOBEIIKOTO JOCTOMHCTBO Ha yYaCTHHUIIMTE B M3MHUTBAHETO, OmpezeneHu B JlekmapanusaTra oT
XeN3UHKH 32 €TUYHUTE MIPUHIIUIH TP MPOBEXIaHE HA KIMHUYHU U3MUTBAHUS BBPXY X0Opa.

(2) IIpaBara, 6e30macHOCTTa M 3/IpaBETO HAa YYACTHULUTE B KIMHUYHOTO M3MUTBAHE
ce MMOCTaBAT HaJl KHTEPECUTE Ha HayKaTa U OOIIEeCTBOTO.

(3) KnMHMYHOTO WM3NUTBAaHE c€ NpEeaIpUEeMa M IPOBEXKJIA, NPU YCIOBHE 4e
MPEIBUANMUTE TOJI3U 33 YIaCTHHKA U 332 0OIIECTBOTO ONPaBIaBaT PUCKOBETE.

(4) KnuanyHOTO M3MMTBaHE TPAOBA Ja ce IJIaHUpa Taka, ue HeyJoO0CTBOTO, OoJIKaTa,
CTpaxbT M APYrUTE NMPEABUIUMH PUCKOBE BHB BPB3Ka ChC 3a00JSBAHETO Ja Ca CBEICHM JIO
MUHUMYM W TparbT Ha pUCKAa MU CTENEHTa Ha (usnuecka OoNKa Ja ca IMpeaBAPUTETHO
OTIPEJENICHH U J1a TI0JUIEKAT Ha MIOCTOSIHEH KOHTPOJI II0 BpeME Ha U3IUTBAHETO.

(5) He ce momycka npenocraBsiHe Ha (UHAHCOBU WIIM APYT'M CTHUMYJH 3a BKIIOUYBAHE
Ha YYaCTHHIM B KJIMHUYHOTO M3MUTBAaHE OCBEH KOMIIEHCAIMU (Pa3XOH 3a bTHU, THEBHH U

JPYTH).

Y. 35. (Orwm. - 1B, 6p. 110 ot 2008 1., B cmma ot 21.03.2010 1.)

Un. 36. (1) Usanara nuadopmarus oT KIMHUYHO M3MUTBAHE ce 3amucBa, 00paboTBa u



CbXpaHsBa II0 HA4YMH, KOWTO OCHUIypsiBa TOYHOTO W JIOKJaJBaHE, WHTEPIPETUPAHE H
NOTBbpXkAaBaHe. JIMUHNUTE NaHHM Ha yYaCTHULMTE B KIMHUYHOTO M3IUTBAHE CE ChXpaHsABAT
CBIJIaCHO 3aKOHA 3a 3alllUTa Ha JMYHUTE JAHHU.

(2) HdoxymeHTamusTa nmo ai. 1 ce cbxpaHsiBa OT IJaBHUS WM KOOPJUMHHUPAIIMS
n3cnenoBaren 3a cpok 20 roMHu OT JaTaTa Ha NPUKIIOYBAHE Ha KIMHUYHOTO U3IIUTBAHE U CE

npeaocraBd MpH MOUCKBAHC HAa CbOTBCTHATA KOMHCHSA/CHOTBETHUTE KOMUCHH TI0 €THKA U Ha
NAIJL

Y. 37. (1) Knuau4HO M3NUTBaHE HAa M3JENMATA MO Wi. 32 ce AOIMYyCcKa CaMO BBPXY
Ju1e:

1. Ha KOeTO e mpenocTaBeHa MPEABAPUTETHO MUCMEHA MH(pOpPMAlKA 32 CHIIHOCTTA,
3HAUEHUETO, MOCIEACTBUATA M EBEHTYAJIHUTE PUCKOBE Ha KIMHUYHOTO M3IUTBAaHE U B
pasroBOp C JEKap WM JIeKap IO J€HTaJlHa MEAMIIMHA - YJE€H Ha U3CIEA0BATEICKUS €KUIl, ca
MY pa3sCHEHH IeJINTe, PUCKOBETE, HEYA0OCTBAaTa HA M3MUTBAHETO U YCIOBHATA, IPU KOUTO
1I1€ c€ MTPOBEXKA;

2. koero € HMH(OPMUPAHO 3a MPaBOTO CH Ja C€ OTKAaXE IO BCSIKO BpEeME OT
U3IUTBAHETO, 03 TOBA J1a ©Ma OTPHIIATEIIHU TOCIEACTBUS 32 HETO;

3. KOeTo € Aaj0 JUYHO MHUCMEHO MH(POPMHUPAHO CHIIIACHE 3a yJacTHe.

(2) Koraro nunero € HecrmocoOHO Ja W3pa3u MUCMEHO ChIIache, TO MOXKE Jia Jajie
YCTHO CBIJIaCME€ B IPUCHCTBUETO HA HE3aBUCUM cBuaeTen. CBUIETENAT yIOCTOBEpsBa
MUCMEHO, Y€ JIMLETO € M3PA3WiIo JIMYHO MH(POPMHUPAHO ChIIIAcHe 33 y4acTHE B KIMHUYHOTO
U3MHUTBAHE.

(3) Camo pneeciocoOHO IMIle, KOETO pa3zdWpa CHITHOCTTA, 3HAYCHHETO,
MIOCJIECTBUATA M €BEHTYAJIHUTE PHUCKOBE OT KIMHUYHOTO M3IUTBAaHE, MOXE Ja Jaje
uHpopMHpaHO cbriacue mo ai. 1, 1. 3 u an. 2. MHpopMupaHoTO Chriiacue 3a ydyacTue B
KIMHUYHO M3MHUTBAaHE MOXe Ja ObJe OTTErJIeHO M0 BCSIKO BpeMe 0e3 OTpHIATeNHU
MIOCJIECTBUSA 32 JIMLIETO.

(4) KIMHUYHOTO HM3MMTBAaHE BBPXY OTPAHUYECHO JEECHOCOOHO ITBHIHOJETHO JIUIIE
MOJKE JIa ce MPOBEK/a Cie/l MoJy4aBaHe Ha MUCMEHO WH(OPMHUPAHO ChITACKE OT JIMLETO U OT
3aKOHHHS MY TpeacTaBuTel. Ha orpanndeHo aeeciocoOHO MBJIHOJIETHO JIMIIE CE€ TMPEAO0CTaBs
uHpopmanuara mo ai. 1, T. 1 B ChOTBETCTBME C HEroBara CHOCOOHOCT 3a pa3dupaHe.
W3puuHOTO MY >KeJaHHe Jja ce OTTETJIM MO BCSKO BpeMe OT KIIMHMYHOTO M3MHUTBaHE TPsOBa /1a
ObJe B3€TO MPEABU OT U3CIIEA0BATENS, a IPU HEOOXOAMMOCT - OT TJIaBHUS U3CIIEJOBATEIL.

(5) Nudopmupano ceriacue 3a HEACECIIOCOOHO ITHIHOJETHO JHUIE MOXKE Ja Jaje
3aKOHHHUAT MY IIPEJICTAaBUTEN.

(6) B cnygaure mo un. 162, an. 3 ot 3akoHa 3a 3ApaBeTO MH()OPMHUPAHO ChIJIACHE
JlaBa HA3HAYE€HOTO OT ChJa JIUIIE.

Ui 38. (1) KnMHUYHOTO M3NHUTBAaHE BHPXY MAJIOJIETHO JIMLE MOXE Jja CE€ MPOBEXIA
ClIe/I TOJTy4aBaHe Ha MUCMEHO MH(POPMHUPAHO CHITIACHE OT 3aKOHHHUTE MY MPEJICTABUTEIH - OT
ZBamMaTa pOAMTEIN WIN OT HACTOMHMKA HA JUIETO, IIPU ClIa3BaHe MU3UCKBAaHUATA Ha 4. 37, ai.
I, . 1 u 2 u an. 3. Korato eAMHUSAT pOAMUTENl € HEU3BECTEH, MOYMHAN WJIH € JUIIEH OT
POIMTENCKM IIpaBa, WIM HE ca MY IIPENIOCTAaBEHU TaKuBa IIpaBa B CIIy4auTe€ Ha pa3BO[,
MUCMEHO MH()OPMUPAHO ChIIIACHE 1aBa POAUTEIAT, KOWTO YIpaXKHIBA POIUTEIICKUTE MIPaBa.

(2) KnuHMYHOTO M3NUTBaHE BHPXY HEM'BJIHOJIETHO JIMIIE MOXKE Jja C€ MPOBEXKIA CIIEN
MoJlydaBaHe Ha TMHCMEHO HWH(MOPMHUPAHO ChIVIACHE OT JIMHIETO M OT 3aKOHHUTE MY



MPEACTABUTENH - OT JBamMaTa POAUTENIA WIH OT MONEYUTENSI My, IIPHU Clla3BaHe U3UCKBAHUSITA
Ha wi. 37, an. 1, 7. 1 u 2 u an. 3. Korato eIMHUST POOUTEN € HEU3BECTEH, MOYMHAT WIHA €
JUIIEH OT POJMUTEJICKU MpaBa, WIM HE ca My MNPEIOCTAaBEHHM TakuWBa MpaBa B CIlydauTe Ha
pa3BoJ, MUCMEHO MH(OPMUPAHO ChIVIACKE JaBa HEMBIHOJIETHOTO JIMIE M POJUTENAT, KOUTO
YIOPaKHSIBA POJAUTEIICKUTE MPaBa.

(3) Ha mManoneTrHOTO WJIM HENBJIHOJETHOTO JIMIIE CE MPENOCTaBs MHPOpMaLus 3a
CBIIHOCTTA, 3HAYEHHUETO, MOCIIE/ICTBUITA, €BEHTYAJIHUTE PUCKOBE M MOJ3UTE OT KIMHUYHOTO
W3MHATBAaHE MO pa30upaeM 3a HEro HauWH OT JIeKap C MPU3HATa CICIHAITHOCT MO JETCKU
00JIeCTH UM AETCKH IICUXOJIOT.

(4) Cerioacuero Ha pOOUTENMTE WM HACTOWHUKAa TpsAOBa Ja MpenCTaBIIsABa
mpeanoyiaracMaTa BoJisi Ha MaJIOJICTHOTO JIUIIE M MOXKE J1a ObJie OTTErJIEHO MO BCSKO BpeMe
P POBEKJAHE HA KIMHUYHOTO M3MUTBAHE 03 OTPHIIATETHH MOCIEACTBHS 32 MAJIOJIETHOTO
JINIE U/UIU 32 TIX.

(5) Ceprmacuero Ha HEM'BIHOJETHOTO JIMLE M HAa POJAUTEINTE WIM Ha IMOMEYUTENS
MOXe Ja OBJie OTTErJIeHO MO BCSIKO BpeMe B Mpolleca Ha MPOBEKIAHE HA KIMHUYHOTO
U3MHUTBAaHE 0€3 OTPUIIATEITHU TIOCIEICTBUS 32 TAX.

Un. 39. PemieHunero 3a BKIIOYBAaHE B KJIMHUYHO H3IMUTBAaHE Ha MAJIOJIETEH,
HEMbJIHOJIETEH, HeAeeCroco0eH MM OTPaHUYCHO JIEeCIIOCOOCH MIBJIHOJETEH MalMeHT, KOraTo
HE MOXE J]a c€ B3eME CIEIIHO HMH()OPMUPAHO ChIIACHE OT POIAMTEIUTE/POAUTENS WIN
CbOTBETHO OT HACTOMHHUKA MJIM OT IOIIEYUTEIIA U KOTaTO HEMOCPEACTBEHATA LIEJI € CIIacsiBaHe
Ha XUBOTa My, C€ B3€Ma HAal-MaJKO OT JABaMa JICKapH, HE3aBUCHUMM OT BB3JIOKUTENL U OT
[JIABHUS WU KOOPAUHUPAILKS U3CIEA0BATEIL.

Un. 40. (1) KnuauyHO M3NHUTBAaHE BBPXY OpEeMEHHM MOXKE J1a ce NpearnpHeMe U
IIPOBEXKJa IPU ClIa3BaHE M3UCKBAHMATA HA 4jl. 37 camo B CIlydauTe, KOraTto HsAMa JOKa3aHU
ApYry aaTepHATUBHU METO/HM 3a U3BBPIIBAHE HA IMAarHOCTUKA MJIM JIEUEHUE U KOraTo TOBa HE
3acTpalllaBa XXHBOTA U 3/IpaBETO HAa OpeMeHHaTa U )KU3HECIIOCOOHOCTTA Ha IJI0Ja.

(2) Pemenuero 3a BKIIOYBaHE B KJIMHUYHO M3MUTBAHE B ClIydauTe o ain. 1 ce B3ema
OT JIeKapCcKa KOMHCHUS, ChCTaBE€HAa OT CIIELUAIMCTH, HE3aBUCUMHU OT BB3JIOKHUTEIS U OT
IJIaBHUSI/KOOPAUHUPAILUS U3CIEA0BATEN.

Un. 41. (1) Ilo Bpeme Ha H3NMTBAHETO YYACTHUKBT IPHU IOMCKBAaHE IOJIy4aBa
JOI'BJIHUTENTHA HH(POPMALIUA OT HE3aBUCHMO OT BB3JIOKHUTENS JIUIIE.

(2) Ilucmenata wuH(pOpMAaIMs, TMPENOCTaBIHA HA YYACTHULHUTE B KIMHHYHO
U3NHUTBAHE, ChABPKA JAHHU 3a KOHTAKT ¢ HE3aBUCUMOTO JIMLIE 110 aj. 1.

Un. 42. (1) Ilpu mpoBexaaHe Ha €JHOLEHTPOBO WJIM MHOTOLIEHTPOBO KIMHUYHO
M3MUTBaHe Ha TepuTopusATa Ha PemyOnuka Bbarapus, Korato BB3JIOKHUTEIAT HE € YCTAaHOBEH
Ha TepuTopusTa Ha EBpONENCKUs CBIO3 MM HA TEPUTOPUATA HA AbpxkKaBa OT EBpomnenckoro
MKOHOMMYECKO IPOCTPAHCTBO, TOM YIBJIHOMOLIABAa CBOM IpPEACTABUTE], YCTaHOBEH Ha
teputopusita Ha PeyOnuka bearapus.

(2) (U3m. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Ilpu npoBexgaHe Ha
MHOTOLIGHTPOBO KJIMHHUYHO M3MMTBAaHE Ha TepuTopusita Ha PemyOnuka bbiarapus um Ha
TEPUTOpHATA HA Jpyra IbpXKaBa YJICHKA/IbpXKaBU YJIEHKU, W/WIM Ha TEPUTOPHUITA Ha



IbpKaBa/abpKaBu OT EBPOMEicKOTO MKOHOMUYECKO MPOCTPAHCTBO, W/WIM Ha TEPUTOPHUSATA
Ha TpeTa JbpKaBa, KOTATO BH3JIOKUTEIST HE € YCTAaHOBEH Ha TepuTopusita Ha EBpomeiickus
ChbIO3, TOW YITBIHOMOII[ABA CBOM MpPEJICTaBUTEIN, YCTAHOBEH Ha TEPUTOPHUATA Ha JbpiKaBa
YJIeHKa WU AbpkaBa oT EBpoIelickoTo HKOHOMHYECKO MTPOCTPAHCTBO.

(3) VYobaHOMOIIEHMAT MNpEeACTaBUTEN MO ajl. | win 2 HOCH OTTOBOPHOCT 3a
MPOBEXKJAHETO HAa KIMHUYHOTO W3MHUTBaHE HAa TepuTopusta Ha Pemybnuka bowiarapus
CBIIIACHO JACWCTBAIOTO 3aKOHOIATEIICTBO.

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

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

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

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

Un. 43. (U3wm. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) (1) Knuananoto
U3MHUTBAHE C€ U3BBPILBA [10]] PHKOBOJICTBOTO HAa U3CIEA0BATE.

(2) KoHTpOoabT BbpXY KIMHUYHOTO U3MHUTBAHE CE U3BBPILBA OT BH3JIOKUTENA UIIU OT
YI'BJIHOMOUIEHUS MY MPEACTABUTEN 10 Wi. 42, an. 1 win 2, uiu OT Ha3HAYEHO OT HEro JIULE -
Habro/1aBarl.

(3) Ilo Bpeme Ha KIMHUYHOTO M3IUTBAHE JIEKApP, CHOTBETHO JIEKAp IO JACHTalIHA
MEIULMHA, TPOCIesIBa 3APAaBOCIOBHOTO CHCTOSHHME HAa YYaCTHHKAa M TIPU HEOOXOJAUMOCT
IpearprueMa CbOTBETHUTE MEUIIMHCKH MEPKH.

(4) N3uckBaHusATa KbM BB3JIOKUTEINS], TIaBHUS WIN KOOPIAMHUPALIUS U3CIEA0BATEN U
KBbM HaOJIOJaBallisl U TEXHUTE 3aIbJDKCHUS TPU MPOBEXKIAHE HA KIMHUYHOTO M3IHUTBAHE CE
OTIpeIeIIAT ¢ HapeabaTa mo wi. 48, an. 2.

Un. 44. (1) BB3IOXHUTENAT M TJIABHUAT WM KOOPAMHUPALIUAT H3CIEAOBATEN
CKJIFOYBAT JOrOBOP 32 3aCTPaxOBKa, IOKPHUBAIA OTTOBOPHOCTTA UM 3a IPUYMHEHUTE MPU WIH
10 TIOBO/JI ITPOBEKJAHETO HA KIIMHUYHOTO M3MUTBAHE HEUMYIIIECTBEHU U UMYLIECTBEHU BpEAU
Ha YYaCTHUIIUTE.

(2) Bp310KuUTENAT HOCH OTTOBOPHOCT B CIIydall Ha yBpEXIaHE Ha 3/IpaBETO WJIM Ha
CMBPT, IPUUMHEHHU NPU WIHM MO HOBOJ NPOBEXKAAHETO HA KIMHUYHOTO HM3IUTBAHE, KOTaTo
M3MUTBAHETO € MPOBEXKJIAHO CHIVIACHO M3MCKBAHMATA U TPOLEIYpUTE Ha OJOOpPEHHS OT
KOMHUCHSATA IO €TUKA IUIAH.

(3) I'maBHUAT UM KOOPAMHUPAILMST U3CIEA0BATE] HOCH OTTOBOPHOCT B CiIy4ail Ha
YBpEXKJaHE Ha 3[IpaBETO WJIM HAa CMbBPT, NPUYMHEHU IPHU WM 110 IOBOJ MPOBEKIAHETO HA
KJIMHUYHOTO M3MUTBAaHE, KOraTo HE ca CMa3eHU M3MCKBAaHMATA M MPOILEIypUTe HAa 0JJ00peHus
OT KOMHUCHSATA 110 €TUKA IUIaH.

Paznen I1.
Pa3zpemenue 3a nmpoBek/1aHe Ha KIIMHUYHO W3MTUTBAHE

Un. 45. (1) Knuan4euTe H3MUTBAaHUS Ha MEIUITUHCKY M3CIH 10 WiI. 2, ain. 1, T. 3 oT
kiac 11, Ha uMIIaHTHpYyeMU MEIUIIMHCKY U3ENHS U HAa MHBa3UBHU MEIUIIMHCKU U3JIETUs 3a
MPOIBIDKUTENHA yroTpeda mo wi. 2, an. 1, T. 3 ot knac [la wnm 116 u Ha u3nenusTa mo 4. 2,
an. 1, T. 2, KOUTO ce MPOBEKIAT Ha TepUTOpHATa Ha Permybnuka briarapus, MoraT ia 3armo4Har



clle]] TI0JIydyaBaHE Ha IOJIOXKUTEIHO cTaHOBUILE OT Komucusta mo eTuka 3a MHOTOLIEHTPOBU
M3MUTBaHMUS MJIM OT KOMHCHUSATA MO €THKA KbM CHOTBETHOTO JICUEOHO 3aBECHUE, Ch3JIaJICHU
CbhC 3aKOHa 3a JIEKapCTBEHWUTE IMPOAYKTH B XyMaHHaTa MEIUIMHA, M Ha pa3pelieHue OT
U3IBbIHUTENHUSA qupekTop Ha MAJL

(2) KnnuHMYHNUTE M3NUTBAHUS HA MEIULMHCKU W3JEIUs, PA3IUYHHU OT TE3H 1Mo ai. 1,
KOUTO c€ MPOBEXJAT Ha Tepuropusita Ha PemyOnmka Bbiarapus, morar ga 3amoyHar cieq
YBEAOMSBAHE Ha U3MBIHUTENHUA TupekTop Ha MAJI, ako choTBETHaTa KOMHUCHS 10 €THKA I10
asl. 1 e gana noJI0KUTENHO CTAaHOBHUILIE.

(3) Pasnopendute Ha an. 1 u 2 ce mpuiaraT U 3a MEAUIMHCKHN M3JENUs C HAaHEeCEeHa
"CE" MapkupoBKa, KOraro KIMHUYHUTE W3IUTBAaHUS C€ NPOBEXKAAT C L€ CMsIHA Ha
IIPEIHA3HAYEHUETO UM.

Uin. 46. B310XUTENAT WIK TJIABHUAT WIK KOOPIUHUPAIIUAT U3CIIEI0OBATEN MOXKE J1a
MoJajie 3asBJICHUE 3a YBEIOMSBAHE WM pPA3pElIaBaHE 3a IPOBEKIAHE HA KIMHUYHOTO
M3NUTBAaHE JO CHOTBETHaTa KOMHCHS 10 eruka u Jo HWAJl eaHOBpeMEeHHO Wi
MOCJICIOBATEITHO.

Un. 47. (1) Ilpy MHOrOLEHTPOBO KIMHMYHO M3IUTBAaHE HA TEPUTOpUATA Ha
Penybnuka bbarapus nuuara mo win. 46 mopaBaT 3asBieHue a0 Komucusara mo eTwka 3a
MHOTOLIEHTPOBY U3ITUTBAHUS.

(2) Tlpu enHOULEHTPOBO KIMHUYHO M3MMTBAHE Ha TepUTOopusAta Ha PemyOnuka
bearapus nuumara no un. 46 morar na nopangar 3aseieHue a0 Komucusata mo etuka 3a
MHOTOLIEHTPOBH U3MUTBAHUS UM JI0 KOMUCHATA 110 €THKA, Ch3/1aJIeHa B CbOTBETHOTO JIEUEOHO
3aBE/ICHUE.

Un. 48. (1) 3a monyyaBaHe Ha CTAHOBMILE OT CHOTBETHATA KOMHCHS MO €THKa
[JIaBHUSAT, CHOTBETHO KOOPANHUPALIUAT U3CIIEI0BATE WIH BB3JIOKUTENAT, IPEACTaBS:

1. aAMUHUCTpATUBHA TIOKYMEHTAIUS;

2. uadopmanus 3a y4acTHUK;

3. TOKyMEHTAIM 32 IUIaHa Ha U3[IUTBAHETO;

4. TOKyMeHTalus 3a U3UTBAHOTO MEAUIIMHCKO U3/IEIINE;

5. JOKyMEHTalusi 3a TEXHHUYECKUTE BB3MOKHOCTHM Ha JICUeOHOTO 3aBeleHHEe U
npodecroHaHaTa KBaMM(pUKAIKS HA H3CIECT0BATEIICKUS SKHIT,

6. U3TOYHMK Ha (pUHAHCUpAHE U AAMHUHUCTPATHBHA OPraHU3alvs Ha U3IMUTBAHETO.

(2) CopappxkaHueTO Ha JOKYMEHTanusTa mo aja. 1 ce ompenens B Hapeaba Ha
MUHHUCTBPA Ha 37]paBEONa3BaHETO.

(3) Koraro xomucusita mo €TuKa yCTaHOBH, Y€ JOKYMEHTAIMATA 10 all. 1 € HelrbJIHa,
TS yBEIOMsIBa 3asiBUTEINA B 14-THEBEH CPOK U MY J1aBa CPOK 3a OTCTPAHSABAHE HA HEITBJIHOTUTE.

(4) Komucusra 1o eTuka U3roTssi ctaHoBuIE B 30-THEBEH CPOK OT MPEACTABSIHETO HA
BAJIMHA JOKYMEHTAIsl, KOETO IIPEJ0CTaBs Ha Bb310xkuTensd u Ha MAJL

Uin. 49. (1) Korato craHOBHUIIETO HA KOMUCHSTA IO €TUKA IO 4jl. 48 € OTpULATEIHO,
BB3JIOKUTENAT B 14-THEBEH CPOK OT JlaTaTa Ha YBEAOMIICHUETO MOKE J1a 00)KaJBa PEIICHHETO
no LlenTpanHaTa KOMHUCHS 1O €THKa, Ch3Ja/JIeHa ChC 3aKOHA 3a JIEKAPCTBEHUTE MPOIYKTH B
XyMaHHaTa MEIMUIINHA.



(2) LlenTpanHara koMHCHs IO €TUKA B 14-THEBEH CPOK OT JaTara Ha I10JIy4aBaHE Ha
MUCMEHOTO UCKAHE OT BB3JIOKUTEIIS CE MTPOU3HACA C PEIICHHUE.

(3) Pemiennero Ha LlenTpanHaTa KOMHUCHS TIO €TUKA € OKOHYATEIHO U 3aIbJKUTEIHO
3a KOMHUCHATA 110 €THKA.

Y. 50. (1) (U3m. - [IB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) 3a momyyaBaHe
Ha paspelieHue 3a MPOBEXJaHe HAa KIMHUYHO M3MUTBAaHE MO 4i. 45, an. 1 BB3IOKUTENIAT
noaasa 1o MAJI 3asiBneHne mo oOpaselr, MpuAPYKEHO ChC CleAHATa JOKYMEHTAIIHS:

1. ugeHTU(PUKAIIMOHHN JaHHU 332 MEIUIMHCKOTO U3JENINe Ha XapTUECH U eIEKTPOHEH
HOCHTEIT,;

2. IJIaH Ha KIIMHUYHOTO U3IHMTBAHE;

3. Opolrypa Ha U3CIEeI0BATENS;

4. TOKyMEHTaIs 3a MojlydyaBaHe Ha HHPOPMUPAHO CHIIIACHE;

5. nmeknapanus OT MPOUW3BOAUTENS Jalld CHOTBETHOTO WH3AEIUE MOXe aa Obie
OTpEeNIEeNICHO KAaTO M3eNINe 1Mo Wi. 3, T. 2, 3 win 4;

6. nexyapanus OT MPOU3BOAUTENS TAIU IPU MPOU3BOACTBOTO HA M3ACIUETO IO Y. 2,
an. 1, T. 3 ¢ u3moj3BaHa HEXU3HECIOCOOHA XMBOTHHCKA ThKaH WM HEKH3HECIIOCOOHH
MPOAYKTH, MOJTYYEHH OT )KUBOTUHCKH ThKaHU;

7. IMeHaTa Ha W3CJIeIoBaTEIUTE, Ha TJIaBHUS WA TJIABHUTE M3CIICIOBATEIIM WM HA
KOOPIUHUPAIIUS U3CIeI0BATEN, KAKTO M HAMMEHOBAHUETO U ajpeca Ha JIeYeOHUTE 3aBECHHS,
B KOUTO C€ MPOBEXK/1a KIMHUYHOTO U3MUTBAHE;

8. HavanHa, KpaiiHa Aara u rpaduK Ha MPOBEXKIAHUTE U3CIICIBAHNUS;

9. MOJIO)KUTETHO CTAHOBUIIE OT KOMHUCHSTA MO €THKA, KOTaTO BB3JIOKHUTEIAT € ToAall
IOCJIEIOBATEIHO 3asiBICHUS O Y. 46;

10. npexmapanusi, 4e MEIMLUMUHCKOTO U3JETUE CBOTBETCTBA HA MPHIOKUMUTE
CBIIIECTBEHU M3UCKBAHMS, C U3KIIFOYCHHUE Ha TE3U, KOMTO ca OOCKT Ha KIMHUYHOTO M3IIUTBAHE,
M 4Ye ca MPEeIBHJICHW BCUYKH MPEANa3HU MEpPKU, HEOOXOAMMH 3a 3allliTa Ha 3[paBeTO M
0€30MMacHOCTTa Ha YYACTHUIIMTE B U3MUTBAHETO U HA M3CJICIOBATEIICKUS SKHIT,

11. moroBop 3a 3acTpaxoBKa, MOKpPHUBAIllda OTTOBOPHOCTTA HAa HM3CIIEOBATENs U Ha
BB3JIOKUTENS 32 MPUUYMHEHUTE UMYILECTBEHM UM HEUMYILECTBEHU BpEAM Ha YYaCTHUIIUTE B
M3MUTBAHETO MIPU WM MO MOBOJ IIPOBEXKJaHE HA KIMHUYHOTO U3MHUTBAHE;

12. mpoeKT Ha JOTOBOP MEKIY BB3JI0KHUTENS U JIEYeOHOTO 3aBEICHUE;

13. mokyMeHT 3a I1aTeHa Takca B pa3Mmep, onpeaeneH B Tapudara mo wi. 7, ai. 1.

(2) (Ot™m. - [IB, 6p. 110 ot 2008 ., B cmma ot 21.03.2010 )

(3) (U3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) IIpu eqHOBpeMeHHO
MOoJJaBaHe Ha 3agBJICHUS MO WI. 46 BB3JIOKUTEIST MOXKE /1a MPEJICTAaBU CTAHOBUIIETO MO ail. 1,
T. 9 cien nojly4aBaHETO My, HO HE MO-KBbCHO OT cpoka 1o ui. 51, an. 1.

(4) (U3m. - JIB, Op. 110 ot 2008 r., B cuma ot 21.03.2010 r.) Bw3nmoxurenst
nexmapupa, ue momaaeHata 1m0 HWAJI w go komucusta 1Mo eTuka wuHQOpMaIus B
JOKYMEHTAIUsATA € UCHTUYHA.

(5) (Homa - 1B, Op. 110 ot 2008 r., B cuia ot 21.03.2010 r.) CbabpkaHUETO HA
JOKyMEHTaIusTa o an. 1 ce ompezens ¢ Hapendara no wi. 48, ai. 2.

Un. 51. (1) UsmpnanuTenHaTa areHIus @O JIEeKapcTBaTa OIEHSABA IOJaJieHaTa
nokyMeHTanus no wi. 50 B 60-1HEBEH CPOK OT JaTaTa Ha MOJIaBaHETO M.
(2) (U3m. - JIB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) M3menaurenHaTa



areHIys 10 JieKapcTBaTa MOXKE Ja IOWCKa JONMBJIHUTENHA HWHPOpMalus, CBbp3aHa C
JNoKyMeHTanusta o wi. 50, an. 1.

(3) B cayuaute no an. 2 60-qJHEBHUAT CPOK CIMpa JAa Te4e IO MPEACTABIHETO Ha
HCKaHaTa J0KyMEHTALHSL.

(4) Uznbaaurennuar gupekrop Ha MAJI B cpoka mo an. 1 yBenomsiBa IHCMEHO
BB3JIOKUTENS, YE:

1. pa3peniaBa MpOBEXAAHETO HA KIMHUYHOTO U3MUTBAHE, WIH

2. U3MUTBAHETO HE MOXKE Ja ObJe MPOBEICHO, KaTO MOCOYBA MOTUBHUTE 3a OTKAa3a.

(5) B cayuaute no an. 4, T. 2 BB3JIOKUTENAT MOke B 30-IHEBEH CpPOK OT JaraTa Ha
yBEAOMJIEHUETO J1a npeactasu B MTAJI 3asBieHMe, IPOMEHEHO B ChOTBETCTBHUE C U3JI0KEHUTE
MOTHBHU 32 HEMIPUEMAHE HA NIPOBEKJAHETO HA KIMHUYHOTO U3IUTBAHE.

(6) B 30-nHeBeH CpoK OT jaTaTa Ha MPEACTaBIHE HA IPOMEHEHOTO 3asBJICHUE IO all.
5 MAJI yBegomsiBa MUCMEHO Bb3IOKUTENS, Ue:

1. pa3peniaBa MpOBEXAAHETO HA KIMHUYHOTO U3MUTBAHE, WIH

2. U3NUTBAHETO HE MOXKE Ja ObJe MPOBEICHO, KaTO MOCOYBA MOTUBHUTE 3a OTKAa3a.

(7) Ilpenuc OT paspelieHHeTO 3a IPOBEXKAAHE Ha KIMHUYHOTO H3MHUTBAHE CE
U3Mparia B 1e4eOHOTO 3aBEJICHHE, TIOCOYCHO B 3asBleHUETO 1o wi. 50, ai. 1.

(8) Ilpm HempomsHacsHE B CpoKa IO ajl. 1 BB3JIOKUTENAT MOXKE Ja 3aloyHe
U3CIIeABAHETO BEHAra.

Ui 52. (1) U3nbnautensust nupektop Ha MTAJI MOTMBUpPaHO OTKa3Ba U3/1aBaHETO Ha
paspelieHre 3a TMPOBEeXKIaHE Ha KIMHUYHO M3MMTBAaHE Ha TepuTopusrta Ha PemyOmuka
beirapus, xoraro:

. He ca NpPEeACTaBEHM JOCTaThYHO JOKA3aTEICTBA 3a OYAKBAHUTE HAYYHU H
MEIULMHCKH TOJI3H OT yIoTpedaTa Ha MEAUIIMHCKOTO U3JIEINNUE;

2. He ca MpeACTaBeHH YOeUTEIHU JJOKAa3aTeICTBa 32 0e30MMacHOCTTa Ha yYaCTHUIIUTE
B M3MMTBAHETO U/UJIM HAa U3CJIE0BATEICKUS €KHUII;

3. mpenocraBeHaTta WHGpOpMalMsg 3a OLEHSIBaHE OE30MacCHOCTTa Ha KIMHHUYHOTO
U3MHUTBAHE € HEAOCTAaThUHA;

4. neficTBUETO HAa M3JEIMETO HE OTroBaps Ha INPEAHA3HAUYEHUETO, OINPENEIEHO OT
IIPOU3BOIUTEIS.

(2) OrtkazpTr 1m0 an. 1 momiexu Ha oOxamBaHe MO  pena  Ha
AIMUHUCTPAaTUBHONIPOLIECYATHUSI KOJIEKC.

(3) (M3m. - 1B, Op. 110 ot 2008 r.) M3mbaHuTEeNHATA areHIUS IO JIeKapcTBaTa
YBEAOMsBA PErYIaTOPHUTE OpraHu Ha IPYTUTE IbpPXKABU WIECHKU, PETYIAaTOPHUTE OPraHu Ha
IbpPKaBUTE OT EBpPOIENHCKOTO MKOHOMMYECKO IPOCTPAHCTBO M EBponelickara KOMHCHS 3a
OTKa3a o aji. | u npeacraBs MOTUBUTE 3a TOBA.

Ui 53. (1) Be3noxxurensaT Moke IO BCAKO BpEME Ja MpaBU IPOMEHU B IIJJaHA Ha
KJIMHUYHOTO M3MMUTBAHE, PA3JIMYHU OT ChIECTBEHUTE IPOMEHHU.

(2) B caoyuaute mo an. 1 BB3IOKHUTENAT ChbXpaHsABAa JOKYMEHTALUATA, CBbp3aHa C
IIPOMEHUTE, U 5 npenoctass Ha NAJI u Ha cbOTBETHATa KOMHCHS 10 €THKA.

Y. 54. (1) Bp3noxuTtensar Moxke Aa NPUIIOKHU IUIAHUPAHU CHIIECTBEHU NPOMEHU B
IJIaHa Ha KIIMHUYHOTO U3IIHUTBAHE.



(2) B caydautre mo an. 1 BB3IOKUTENAT I0JaBa 3asBICHHUE, MNPUAPYKEHO C
JOKYMEHTAIs1, CBbpP3aHa C IPOMEHUTE, 10 ChOTBETHATa KOMHUCHS 0 eTuka u 10 NAJL

(3) Komucusra o ertuka B 15-1HEBEH CPOK OT MOJyYaBAHETO Ha 3asIBJICHUETO IO all.
2 W3rOTBS CTAHOBHUIIIE U 'O MPEIOCTaBsl Ha Bb3JIokuTeNs 1 Ha MAJL

(4) B 15-1HeBeH cpok OT jaTaTa Ha MOJIydaBaHE Ha CTAHOBHMILE OT ChOTBETHATa
KOMMCHS IO €TUKA U3ITBbJIHUTEIHUAT AupekTop Ha MAJL:

1. U3aaBa NOMBJIHEHHE KbM Pa3peIIeHUETO 3a MPOBEKIaHEe HAa U3MUTBAHETO, C KOETO
o100psiBa MpoMsIHATA Ha IJIaHa, UITH

2. MOTMBUPAHO OTKa3Ba ChLIECTBEHA IPOMSIHA 110 ail. 1.

(5) Otka3wT 110 ain. 4, T. 2 He HOAJIC)KH Ha 00KaBaHe.

(6) Axo B cpoka mo an. 4 3asBUTENAT HEe moaydu otka3z ot MAJL, Toii moxe na
MPOBEXKAA KIMHUYHOTO MU3MUTBAHE ChIIIACHO MPOMEHEHUS IJIaH.

(7) (Homa - IB, 6p. 110 ot 2008 r.) B ciyuaute mo ai. 4, T. 2 Ipu MHOTOIICHTPOBO
m3nutBane MAJI yBenomMsiBa perylaTOpHUTE OpraHM Ha 3aCErHATHTE IbP>KaBU WICHKH HIIU
peryiaaToOpHUTE OpraHu Ha Jbp>KaBUTE OT EBpONEHCKOTO MKOHOMHYECKO MPOCTPAHCTBO, aKO
y4acTBaT B U3MUTBAHETO, 3a OTKAa3a U MPEACTaBs MOTUBUTE 32 TOBA.

UYn. 55. (1) Ilpu BB3HMKBaHE HAa HOBU OOCTOATENICTBA, KOUTO MOTaT Ja 3acTpariar
0€30MacHOCTTa Ha YYACTHUIIUTE B KIMHUYHOTO M3MUTBAHE MO BPEeME Ha MPOBEXKIAHETO MY,
BB3JIOKUTENAT U U3CIEAOBATENST MPEANPUEMAT CIEIIHN MEPKH 3a 3allMTaTa UM OT BHE3AITHO
Bb3HUKHAJIUTE PUCKOBE.

(2) (M3m. - IB, 6p. 110 ot 2008 1.) B cimydauTe 1o an. 1 BB3IOKUTEIAT MOKE Aa:

1. U3BBPIIM MPOMEHU B IJIaHA HA KJIMHUYHOTO U3IUTBAHE;

2. TIpeKpaTH KIMHUYHOTO M3MHUTBAHE MPEIU MPEABUJCHUS B IUIAHA HA KIMHUYHOTO
M3MUTBAHE CPOK.

(3) (U3m. - B, 6p. 110 or 2008 r.) Bb3moxkwurenst HezabaBHO HHGOpPMUpPA
ChOTBETHaTa KoMHCHs 10 eTuka u MAJI 3a:

1. npeanpueTuTe MEPKHU, MPUUMHUTE 32 HAJIATAHETO UM U MMPOMEHUTE B IUIAHA;

2. mpeKparsgBaHE Ha KIMHUYHOTO M3MHUTBAHE NpeId MPEABUICHUS B IUJIaHA CPOK M
MpeACTaBsi MOTUBUTE 3a TOBA.

(4) (Homa - 1B, Op. 110 ot 2008 r.) B cimyuaute mo am. 3, . 1 UAJI yBemomsBa
peryiaaToOpHUTE OpPraHM Ha 3aCerHATUTE JIbP>KABH YJIEHKU WJIM PEryJlaTOPHUTE OpraHd Ha
IbpKaBUTE OT EBpONeickOTO MKOHOMUYECKO MPOCTPAHCTBO, KOUTO Y4acTBAT B U3MUTBAHETO,
3a MPEINPUETUTE MEPKHU U 32 TPOMEHUTE B TUIAHA U MPEJCTaBsI MOTUBUTE 3a TOBA.

(5) (Homa - 1B, Op. 110 ot 2008 r.) B cimyuaute mo am. 3, 1. 2 UAJI yBenomsBa
peryjaaToOpHUTE OPraHd Ha JPYrUTe AbPKaBU WICHKH, PETYJATOPHUTE OPraHU HA IbP:KABUTE
oT EBpOnenckoro HMKOHOMMYECKO IPOCTPAHCTBO M EBpomelickata KOMHUCHSA 34
MPEXACBPEMEHHOTO MPEKpaTsABaHe Ha KIMHUYHOTO W3MHUTBAHE W TPEACTaBS MOTHUBUTE 3a
TOBA.

Y. 56. (1) (U3m. - JIB, 6p. 110 ot 2008 r., B cmiia ot 21.03.2010 r.) Bp3noxurensr
Ha KIIMHUYHOTO M3MHUTBAHE € JUThKEH Aa mpefocraBs Ha MAJI mpu moucKkBaHe JOKYMEHTAIIHS,
KOSTO ChIbpKA:

1. 00110 oMMCcaHue Ha U3IENIUETO U HAa HETOBOTO TMPEAHA3HAUYCHNUE;

2. MPOCKTAHTCKU YEPTEKH, MPOU3BOJACTBEHH METO/H, BKIFOUYUTEITHO IO OTHOIICHHE
Ha CTepUIN3aIUATA, TUarpaMi Ha KOMIIOHEHTH U ICTalIi, HAYMHHA Ha CBBP3BAHE U IPYTH;



3. ommcaHue W OOSICHEHHS HA YEPTeKUTE U [AUArpaMHUTe U JCHCTBHUETO Ha
MCIULIMHCKOTO U3/ICIINC;

4. pe3yaTaTUTe OT aHAJU3a HAa PHUCKA M CIUCHK HA MPUIIOKEHUTE HAITBIHO WIIU
YaCTUYHO CTaHAApPTU Mo wi. 13, ay. 1 u onucaHue Ha MPUETUTE TEXHUYECKU PEIICHUs 3a
OCUT'ypsIBaHE Ha CHOTBETCTBHE ChC CHIIECTBEHUTE M3UCKBAHUA, KOTaTO CTaHAAPTUTE HE ca
MIPUIIOKEHU;

5. pe3yaTaTuTe OT M3NUTBAHUATA, MPOBEJIECHU OT PETYIAaTOPEH OpraH Ha JbprKaBa
YJIeHKa Uin oT EBporeiickaTa areHuus Mo JieKapcTBaTa MPHU OLICHSIBAHETO HA KaueCTBOTO U
0€30MMacHOCTTa Ha BEIIECTBOTO MO CMUCHIIA HA WiI. 3, T. 2, 3 wiu 4, KAaKTO ¥ TIPH OLIEHSBAHETO
Ha I0J13aTa OT HEro BbB BPb3Ka C MPEJHA3HAUCHUETO Ha U3/ICIIHETO;

6. TpenmpHeTHTe MEPKH 3a HaMajsBaHE Ha PHUCKAa OT WHQEKIWHU, BKIIOYCHH B
CHUCTEMAaTa 3a YIpPaBJIEHHE HAa PHUCKAa B CIy4auTe Ha M3Aenue mo 4i. 2, an. 1, T. 3, mpu
MPOM3BOJICTBOTO HAa KOETO € W3MOJ3BaHa HEXKHU3HECTIOCOOHA >KMBOTMHCKA TBKAH WIIHU
HEXU3HECMOCOOHH MPOYKTH, MOJIY4€HU OT KUBOTHHCKH THKAaHU;

7. pe3yaTaTUTe OT MPOEKTAHTCKUTE W3YMCICHUS M TIPOBEACHHUTE IPOBEPKH U
TCXHUYCCKU HM3IUTBAHUSL.

(2) (U3m. - [IB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) Be3noxurensat Ha
KJIMHUYHOTO M3MMUTBAHE € JUIBXKEH J1a ChbXpaHsABa JOKyMEHTalUATa 110 ajl. 1 3a cpok 15 roaunu
cliell 3aBbpIIBAHE HA KIMHUYHOTO M3MUTBAHE - 33 U3JENUATa mo wi. 2, ai. 1, T. 2 u 3a
MMIUTAHTUPYEMH U3JENHs 10 Wwi. 2, ait. 1, T. 3, u 5 roguH#u - 3a u3aenusTa no wi. 2, ain. 1, 1. 1.

(3) (M3m. - JIB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) IIpousBogurenar e
JUIb)KEH Jl1a OCUTYpU TMPOU3BOJACTBEH IIPOILIEC, MPU KOUTO MEAMIIMHCKUTE W3NS,
MpeAHa3HaYeH! 32 KIMHUYHO U3MUTBAHE, CE MPOU3BEK/IAT B ChOTBETCTBHUE C IOKYMEHTALIUSTA
mo ain. 1.

Yn. 57. (1) B cpox 90 nHM cnex NpUKIIOYBAHE HA KIMHUYHOTO M3IMUTBAHE
BB3I0KUTENAT nipeacTaBsi B MAJI u Ha chOTBETHATa KOMHCHS 110 €TUKA OKOHYATENEH JTOKIa,
KOMTO ChIbpXKa ONHCAaHUE Ha METOJOJOTHsATa W OpraHU3alMATa, KPUTHYHA OLIEHKA U
CTATUCTUYECKHU aHAJIU3 HA MOJTYYCHUTE TaHHHU.

(2) HoknaabT 1o aj. 1 ce moamucBa OT BB3JOKHUTENIS U OT BCHUKH M3CIIEOBATEIIH.
Koraro HsKo# OT u3ciaeaoBaTeuTe OTKaXe Ja ro MOJIUIIE, TOW mpuiara MMCMEHO MOTUBUTE
CH.

(3) Hoknmagst mo an. 1 o6o0maBa qaHHUTE, MOJYy4€HU OT BCUUKH JICUCOHH 3aBEIICHUS
Y OT BCUYKU YYACTHHULIM B U3MUTBAHETO.

(4) JluuHuTE NAHHU HA YYaCTHULMTE B M3MHUTBAHETO, ChABPIKAIIM CE B JIOKJIAJA IO
an. 1, Tps6Ba na ObIAT KOJUPAHH.

Un. 58. (1) M3nbiaHuTEIHATA areHIUs [0 JeKapcTBaTa BOJU PErUCThp HA U3Aa/ICHUTE
Y OTHETUTE Pa3pelleHUs 32 TPOBEKIAHE HA KIIMHUYHU U3UTBAHUS.

(2) M3nbaHuTEnHaTa areHUus IO JIEKapCcTBaTa OpraHM3Mpa M Cbh3/aBa CHCTEMa 3a
perucrpanus, aHaiu3 U 00001aBaHe Ha HACTBHIIWIA MHIMICHTH C METUIIUHCKU HU3JCTHS IO
BpeMe€ Ha MPOBEXKIAHETO HA KIIMHUYHUTE U3MUTBAHUSL.

(3) Ilponenypata mo mpociensBaHe Ha O€30MACHOCTTa HA MEAMIIMHCKUTE U3JICIHS B
X0J1a Ha KIIMHUYHOTO M3MHUTBAaHE ce ompeaens B Hapeabata mo wi. 48, ai. 2.



Y. 59. (1) U3nenautennusat ngupekrop Ha MAJL Moxxe cbC 3aloBell BPEMEHHO Ja
CIIp€ IIPOBEKJAHETO HA U3MMTBAHETO WM Ja IO IIPEKpaTH, KOraro:

l. M3NUTBAaHETO ce€ NpPOBEXKJa HPHU YCIOBUS, PA3IMUYHU OT OIPEIACIICHUTE IpPHU
U3/1aBaHE Ha Pa3pelICHUETO;

2. e Hanu1e UHGOpPMAIUs 32 ONOPOYaBaHE HayyHATa BaJIMIHOCT Ha U3MUTBAHETO;

3. chIlleCcTBYBa PUCK 32 0€30MAaCHOCTTA HA YYaCTHUITUTE.

(2) Ilpemn na npenmpueme neicrBusita no an. 1, MAJI nucmeHno yBenomsiBa 3a
HaMEPEHHUATA CU:

1. BB3IOXKUTENS M KOOPAMHUPALIUS M3CIENOBATE], OTTOBOPEH 3a IPOBEXIAHE Ha
M3IUTBAHETO HAa BCUUKHU JIeUeOHU 3aBEICHUS, WIH

2. BB3JIOXKHUTENS W TJIABHUS W3CIENOBATEN, OTTOBApsIl 3a CHOTBETHOTO JIe4eOHO
3aBeJIeHHE, KBbIETO TPAOBa J1a ce CIpe U3MUTBAHETO.

(3) B 7-gHeBeH CpoK OT yBEAOMJIEHUETO MO ajl. 2 BB3JOKUTEIAT WIHM IIaBHUAT WUIIH
KOOPAMHUPALIUAT U3CIIE0BATEN MOXKE J1a PEI0CTaBU MUCMeHH o0sicuenus 1o MAJL

(4) AnuHes 2 He ce mpujara, ako ChIIECTBYBa HENOCPEACTBEH PUCK 3a 3APAaBETO U
0€30IaCHOCTTa Ha YYACTHULIUTE B U3MUTBAHETO.

(5) 3amoBenra mo am. 1 wMoxe ga Obae oOkanBaHa IO pena  Ha
AJIMHHHCTPAaTUBHOIIPOLIECYATTHUS KOJIEKC, KATO 00XKaJIBAaHETO HE CIIUPA U3IBIHEHUETO.

(6) I'maBHMAT WIM KOOPAMHMPAIIMAT H3CIENOBATENl YBEAOMSBA YYAaCTHULUTE B
KJIMHUYHOTO M3MMUTBAHE 3a 3all0BEATA 110 ail. 1.

Yn. 60. (U3m. - B, 6p. 110 ot 2008 r.) (1) [Ipu mpekparsiBane Ha KIMHUYHOTO
W3MUTBaHE W3IIBJIHUTENHUAT aupekTop Ha HMAJl yBemomsiBa He3a0aBHO peryJaTOpPHHUTE
OpraHy Ha Abp)KaBUTE WICHKH WM PETyIaTOPHUTE OpPraHu Ha Abp:kaBUTe OT EBpomnelckoTo
MKOHOMMYECKO IPOCTPAHCTBO M EBpomelickata koMucus 3a 3amnoBeAra mo wi. 59, an. 1 u
IIpeICTaBsl MOTUBUTE 3a TOBA.

(2) B cnydail Ha BpEMEHHO CIMpaHE Ha KIMHUYHOTO W3MUTBAHE W3IIBIHUTEITHUAT
mupextop Ha MAJl yBenomsiBa He3a0aBHO peryaaTOPHHUTE OPraHM Ha 3acerHATUTE Jbp)KaBU
YWIEHKHU WINA Ha AbP>KaBUTE OT EBPONENCKOTO MKOHOMUYECKO IIPOCTPAHCTBO, KOUTO y4acTBaT
B M3MUTBAHETO, 32 3aMoBeAra 1o wi. 59, an. 1 u npeacTaBs MOTUBUTE 3a TOBA.

I'maBa yerBBpTA.
HOTUOUILIMPAHU OPT AHA

Un. 61. (1) Paspemienue 3a u3BbpIIBAaHE HA OLEHSABAHE HAa CHOTBETCTBUETO Ha
MEIULMHCKA HM3/EIHsI Ce M37aBa Ha (PU3MUECKO WMIIM IOPUAMYECKO JIMIE, PErHCTPUPAHO IO
TbproBeckuss 3akoH, OT Ipeacenarens Ha JIbp)kaBHaTa areHUUs 3a METPOJIOTHUYEH H
TEXHUUYECKU HAA30p.

(2) Jlumero mo an. 1 momaBa A0 mpeacenareniss Ha JlbpkaBHaTa areHUus 3a
METpPOJIOTHYEH U TEXHUYECKH HAI30p MUCMEHO 3asBJICHHME, B KOETO [IOCOYBA M3JAEIHUATA U
IIPOLEAYPUTE, 32 KOUTO KaHAUJATCTBA.

(3) KpM 3asBieHueTo 1o aji. 2 ce npuiiarar:

1. ynocroBepenue no wi. 33 oT 3akoHa 3a THPrOBCKUS PErMCTBHpP, KOTATO JIULETO €
peructpupaHo no THProBCKUS 3aKOH, WJIM KOIHME Ha aKTa 3a Ch3JaBaHE, KOraTo JIMLETO €
CH3aJIEHO ChC 3aKOH WM C aKT HAa MUHHUCTEPCKUS ChBET;



2. yIOCTOBEpeHHE, 4e JIMIETO HEe € OOSBEHO B HECHCTOSTENHOCT WM HE € B
MIPOU3BOJICTBO 32 00SIBSIBaHE B HECHCTOSTEIHOCT;

3. JIOKyMEHTH, YIOCTOBEpsBAIlM, Y€ JHLETO HiIMa MapUYHU 3aIBJDKCHHUS KbM
IbprKaBaTa WM KbM OOIIMHA TI0 CMUCHIA Ha JJaHbYHO-OCUTYPUTETHUS MpoIecyalieH KOIEKC,
YCTAaHOBEHM C BIA3BI B CHJa aKT Ha KOMIIETEHTEH OpraH, WIM 33IbJDKEHUS KbM
OCUTYpUTENHU (DOHIOBE, OCBEH aKO KOMIIETEHTHHUST OpraH € JOMyCHall pa3CcpOovBaHE WIIU
OTCPOYBAHE Ha 3a/IbJKCHUSATA,;

4. xomus Ha TPYIOBU W/WIM TPaKIAHCKU JOTOBOPU Ha MEpPCOHANA, JTOKYMEHTH 3a
oOpa3zoBaHue, JOMBJIHUTEIHO MPUA0OUTA KBATH(DUKAIHS;

5. Komue Ha JOroBOpa, KOTaTo JIMIIETO YYacTBa B OOCIMHEHUS Ha THPrOBCKH
JpYXECTBA WIHM OPraHU3alUY;

6. KOIUS Ha JIOTOBOPHUTE C MOJU3ITBIHUTEIUTE, KOraTo ce Bb3JIaraT M3CJeIBaHUSI U
M3MUTBAHMS HA IPYTH JIMLIA;

7. xomMe Ha JOTOBOpA 3a 3aCTPAaXOBKa, KOSTO MOKPHBA PUCKA MPHU U3IIBIHEHHE Ha
3aJIbJDKEHUSATA TIPH U3BBPILIBAHE HA JEHHOCTHUTE IO OLIEHSBAHE Ha ChbOTBETCTBUETO;

8. mekjaparys, 4e JIMIETO, MEPCOHATBT U MOAU3IBIHUTEINTE HE Ca YYaCTBAIU IPH
MIPOEKTUPAHETO, MPOU3BOICTBOTO, JOCTABKaTa U MOHTa)Ka Ha HM3JACIHITA, YUETO OICHSIBAHE
e M3BBPIIBAT, KAKTO W Y€ HE Ca YI'BJIHOMOIICHU NPEACTAaBUTENN WM KOHCYJITaHTH Ha
MIPOU3BOIUTEIS;

9. xomue Ha NOKyMEHTHpPAHHUTE IMPOLEAYpH 3a OICHSIBAHE Ha CHOTBETCTBHETO, 32
KOUTO KaH/AUJAaTCTBA,;

10. mekmaparus 3a Oe3MPUCTPACTHOCT, C KOSATO C€ TapaHTUPA, Y€ M3MBIHEHUETO Ha
3abJDKCHUATA Ha MEPCOHAja HE Ce BIMsAE OT MOpAJEH HATUCK W (PMHAHCOBH MOAOYIH OT
JMIA, 3aUHTEPECOBAHH OT PE3YITATUTE OT OLICHABAHETO;

11. nexnmaparusi, 4e MEpCOHATbT € OOBBpP3aH C H3MCKBAHETO 3a OIAa3BaHE Ha
npodecroHalHaTa TaifHa OTHOCHO WH(OpMaNuUsATa, KOSATO IMOJIydaBa IMPH H3BBPIIBAHE Ha
JIEMHOCTTA;

12. nmanHM 3a mpodeCHOHATHUS ONHMT Ha MEpCcoHala M Ha MOAU3IBIHUTEINTE, aKO
¥MMa TaKMBa, KOUTO JOKa3BaT MEAMLIMHCKATa U TEXHUYECKaTa KOMIIETEHTHOCT U MPUAOOUTHS
ONUT 32 OIECHSIBAaHE HAa IOCOYCHUTE B 3asBICHHETO H3JENUS MO MPUIOKHUMUTE 32 TAX
MPOIIETyPH, BKIIFOUYMTETHO OIMUT MPH ChCTaBSIHE Ha MPOTOKOJIU, IOKJIAAN U CEPTHPHUKATH;

13. cripaBKka 3a TEXHUUECKUTE CPEJICTBA, HEOOXOMMH 32 U3BBPILIBAHE HA U3MUTBAHUS
U U3CJeBaHUs, KOUTO Ca 4acT OT MpOIEIypPUTE 3a OLEHSIBAaHE HAa ChOTBETCTBHETO, C KOUTO
pasnonaraT coOCTBEHUTE My J1a00OpaTOPUH 3a U3MUTBAHE H/UIIU JIAOOPATOPUHTE 32 UIIUTBAHE,
C KOUTO HMMa CKJIIOUYEHH JOTOBOPU, U KOMHUA Ha CEpTUPHUKATHTE 32 aKpeAuTalHs Ha
nabopaTopuHTe, KOraTo UMa TaKHUBa;

14. cnucek Ha crapmapture mo wi. 13, an. 1 wim MoHorpadguute Ha opUIMATHATA
¢dapmakonies B PenyOmuka bearapus mo wi. 13, am. 2, wim oOmMTE TEXHUYECKH
cnenuduKanuy o Wwi. 13, an. 3, oTHACSIIHN ce 0 U3ICTUATA, TOCOUYCHHU B 3asBICHUETO;

15. MeToAMKM U MHCTPYKLMHU 3a M3MMTBAHE HA HM3/ENHATA, KOTaTO HE Ce M3MOJI3BAT
crangaptute mo 4wi. 13, an. 1 unu MoHorpaduuTe Ha opurmanHara papmakornes B PemyOinka
boearapus no wi. 13, an. 2, wim o0muTe TEXHUYSCKH crienu@uKanuu mo wi. 13, an. 3;

16. xonus Ha JOKYMEHTHTE, YI0CTOBEPSBAIlN 3aBbPIICHO 00pa3oBaHue, 0OyueHHE 3a
OJIUTOP, MPOPECHOHANCH M OJTUTOPCKU OMUT chriacHO u3nuckBanusaTa Ha BJIC EN ISO 19011
Ha OJIUTOpa, KOWTO IIIe U3BBPILBA OILICHSIBAHE HAa BHEIPEHATa CHUCTEMA TI0 KaueCTBOTO, KOTaTo
TOBA c€ U3UCKBA OT MPOLEAypaTa 3a Ol[eHsIBaHEe Ha ChOTBETCTBHUETO;

17. HapbYHMK U TPOIIEypH HA CHCTEMAaTa 1o KayecTBOTO;



18. TOKyMEHT 3a IJjaTeHa Takca 3a OLEHSABAaHE Ha NPEJCTaBEHATa JOKYMEHTALUs B
pasmep, onpezeneH B Tapudara mo wi. 7, an. 1.

(4) Koraro numero, KO€TO KaHAMJATCTBA 3a II0OJlydaBaHE Ha paspelleHHuE 3a
OLICHSIBAaHE HAa CHOTBETCTBHETO, MIPEJCTABU CEPTUHKAT 32 aKPEAUTAIUS ChIVIACHO CTAaHIAPTH,
MIOCOYEHHU B ChOTBETHATa Hapeada mo wi. 18, npuema ce, ye To UMa PyHKIIMOHUpAIIA CUCTEMA
0 KayecTBOTO, OTroBaps Ha M3UCKBAHHUATA 3a HE3aBUCHMOCT, OE3MpPUCTPACTHOCT,
KOH(HUISHIIMATHOCT U MPHUTEKaBa HeoOXoAuMaTa KOMIIETEHTHOCT. B T0o3u ciydail nuiero He
npeacTasst JokymeHTuTe no an. 3, 1. 8, 10, 11 u 17.

Ui. 62. (1) IIpencenarensat Ha J{pp:kaBHaTa areHIMs 32 METPOJIOTMYEH U TEXHUYECKH
HAJ30p ONpENeNsl CbC 3aloBell EKCIIEPTHAa KOMMCHs, KOSITO OLEHSBAa IIpeJcTaBeHaTa
JOKyMeHTaus 1o wi. 61, an. 3 wiu 4.

(2) Komucusara no an. 1 ce cbcrom oT npenctaBuTenu Ha JlppikaBHaTa areHIMs 3a
METPOJIOTHYEH U TEXHUYECKH HAJI30p, ONpPENEIeHM OT HeWHusa mnpexncexaren, u Ha HAJL,
ONPEEIIEHHU OT U3IIBIIHUTEIHUS U JUPEKTOP.

(3) IIpu HEOOXOAMMOCT B KOMUCHSATA MO aj. | mMorar na ObJaT NPUBJICYEHU BHHIIHU
eKCIEepPTH, KOUTO MPUTEKABAT 3HAHUS M MPAKTUYECKH OMHUT B 00JacTTa Ha CHOTBETHHUTE
U3JIENHSL.

(4) Koraro ce yCTaHOBAT HENBJIHOTH U HECHOTBETCTBUS C W3HUCKBaHUATA Ha
JOKyMEHTanusaTa no an. 1, mpencenarensaT Ha /IbpikaBHaTa areHUUs 3a METPOJIOTMYEH M
TEXHUUYECKU HAA30p IPENOCTaBs Ha 3asBUTEIN KOIIME OT €KCIIEPTHATa OLIEHKAa Ha KOMUCHUSATA
mo an. 1 m ompenens ABYMECEUYEH CPOK 3a OTCTpaHsBaHETO uM. Jlo OTCTpaHsBaHE Ha
HEN'BJIHOTUTE U HECHOTBETCTBUATA CPOKBT 10 Wil. 63, an. 5 cnupa z1a Teye.

(5) Koraro 3agaBUTENAT HE OTCTPaHU MPOIYCKUTE U HECHOTBETCTBUATA B CPOKA IO all.
4, mpouenypara ce npeKpaTsBa.

Un. 63. (1) B nBymecedeH Cpok OT JlaTaTa Ha MOJaBaHE HA BaJIUJHA JOKyMEHTAIlUs
no wi. 61, an. 3 wm 4 xomucuara no wi. 62, an. 1 u3BBpIIBA IpOBEpKa Ha MSCTO 3a
YCTaHOBSIBAHE KOMIIETEHTHOCTTA HAa KaHAWJATa M BB3MOXHOCTTA Ja M3IIBJIHSBA 3asIBEHUTE
IIPOLEAYPH 3a OLIEHSBAaHE Ha CHOTBETCTBUETO. 3a M3BBPIIBAHE HA IPOBEPKA Ha MACTO CE
3aruiaia Takca B pa3Mep, orpesiesieH B Tapudara mo ui. 7, an. 1.

(2) Korato mpu mpoBepkaTa Ha MICTO C€ YCTaHOBSIT HECBHOTBETCTBUSA MEXKIY
IpescTaBeHaTa JOKyMeHTanus no wi. 61, an. 3 win 4 ¥ U3UCKBAHUATA 34 OLICHSBAHE Ha
CbOTBETCTBUETO, OIpeJeNieHn B Hapenoute mo wi. 18, mpencemarenst Ha JIbprkaBHaTa
areHLXs 3a METPOJIOTUYEH M TEXHUYECKH HAA30p MUCMEHO YBEIOMSBA 3asBUTEIS U OIPEIEIIS
JBYMECEUYEH CPOK 3a OTCTpaHsABaHETO UM. Jlo OTCcTpaHsABaHE HA HECHOTBETCTBUSTA CPOKBT I10
as. 5 crypa zia Teue.

(3) Koraro 3asBUTENAT HE OTCTPAHU YCTAHOBEHUTE HECHOTBETCTBUS B OIPEIEIICHHUS
[0 aj. 2 JIBYMECEUEH CpOK, IpelaceaareisaT Ha JIbpxaBHaTa areHUMs 3a METPOJIOTMYEH M
TEXHUUYECKU HAA30p C MOTHBHpAaHa 3all0BE]l OTKa3Ba M3/1aBaHETO HA Pa3pelLICHHUE.

(4) Komucusara nmo an. 1 B JByMecedeH CpPOK OT IpPOBEpKaTa Ha MSICTO H3IOTBS
CTAaHOBHILIE 1O IHpeacenarens Ha JlppikaBHaTa areHUUs 3a METPOJIOTMUEH U TEXHUUYECKU
Ha/130p ¢ MOTUBUPAHO MPEUIOKEHHUE 3a 0100peHNE 32 HOTH(PHUILIMPAHE UK 32 OTKA3.

(5) B 6-meceueH cpok OT IOJAaBaHETO Ha JOKyMeHTanusaTa mo wi. 61, an. 3 umm 4
npeaceaaressaT Ha J[pp)kaBHAaTa areHIMs 32 METPOJIOTMUEH M TEXHUYECKH HAI30p YBEAOMsBA
3asBUTEI, Y€ € 0J00pEH 3a HOTU(UITUPaHe UIIH U3JaBa MOTHBHPAHA 3arloBe]l 32 OTKa3.



Uin. 64. (1) IIpencenarensat Ha J{pp:kaBHaTa areHIMs 32 METPOJIOTMUEH U TEXHUYECKHU
HA/130p B CPOK JI0 TPU JHHU OT yBEIOMIIEHHETO 1o 4. 63, an. 5 oOsBsaBa npex EBponeiickara
KOMHUCHS U IbPKaBUTE WICHKH 0100peHuTe una mo wi. 61, amn. 1.

(2) UneHTnduKkaimOHHUAT HOMEp Ha JUIara mo aji. |, HapuyaHu "HOTU(UIMPAHU
opranu", ce onpeneinsa oT EBponeiickaTa KOMHCHS.

(3) Ilpencenarensar Ha J{bpkaBHATA areHIMs 32 METPOJIOTHYCH U TEXHUYECKU HA30P
u3aBa Ha HOTH(HMUIMPAHUTE OpPraHd MO al. 2 paspelieHHe 3a M3BBbPIIBAHE OICHSIBaHE Ha
CBhOTBETCTBUETO.

(4) ImeTo 1 agpechT Ha opraHa 1o aji. 2, MeAUIMHCKATE U3JENHS U MPOLEAYyPUTE 3a
OLICHSIBAaHE Ha CHOTBETCTBHETO ce MyOnukyBaT B "Oduuumanen BecTHUK'Ha EBpomeiickus
CBIO3.

Y. 65. IIpouenypure 3a oLieHABaHE HA CHOTBETCTBUETO MOTAT J1a CE U3IIBIHABAT OT
OpraHu 3a OIEHsSBaHE Ha CHOTBETCTBHETO, 00siBeHU mpen EBpomeiickara KOMUCHS OT JApyru
IbP)KaBU YICHKH.

U1, 66. PaspelieHneTo 3a u3BbpIIBaHE OLICHABAHE Ha ChOTBETCTBUETO ChIbpIKa:

1. HauMeHOBaHME Ha OpraHa, u3/1aJl pa3peleHUeTo;

2. uMe/HauMEHOBaHUE, CEJANIMIIE, AJApeC Ha YIpaBJICHHUE U IPEICTAaBUTEICTBO Ha
HOTU(DUIIPAHUS OPTaH;

3. MEOUIIMHCKUTE U3AETHUS U NIPOLIETyPUTE 3a OLIEHABAHE HA CbOTBETCTBUETO UM;

4. naTa Ha U3/1aBaHE Ha Pa3pEIICHUETO;

5. uAeHTUPHUKAIMOHHNSA HOMEp HAa HOTH(PULIMPAHUS OpraH 1o 4wi. 64 , an. 2.

Un. 67. (1) B perucrspa no ui. 19 or 3akoHa 32 TEXHHUYECKUTE MU3MCKBAHHUS KbM
MPOJIYKTUTE CE BITUCBAT:

1. manuuTe MO 4iI. 66;

2. matata Ha OTHEMaHE Ha Pa3pelIeHUEeTO U OCHOBAHUSATA 3 TOBA.

(2) Hanawute 1o an. 1 ce o0siBsiBaT B oummanyus OroyieTHH Ha [IbpKaBHATA areHIIUS
32 METPOJIOTUYEH U TEXHUYECKH HAI[30D.

Un. 68. (1) Hotuduuupanute opranu ca JTbXKHH Ja YBEJOMAT IpejcenaTens Ha
JIbpxaBHATa areHIUs 32 METPOJIOTUYEH U TEXHUUYECKU HAA30p IPHU:

l. mpoMeHM B TpaBHUS M AKPEIUTALMOHHUS CTaTyC, CTPYKTypaTa, oOxBara Ha
JEMHOCTTA U MPOLIEYPUTE 3a OLIEHSBAHE HA CbOTBETCTBUETO;

2. IpOMEHU B CUCTEMATa IO KAayeCTBOTO, PBKOBOJCTBOTO WJIM IEPCOHANA, KOUTO
BIIUSIAT BBPXY U3IIBIHEHUETO HA MPOLIETYPUTE 3a OLIEHABAHE HA CbOTBETCTBUETO;

3. MpOMsIHA Ha MOJU3IIBIHUTEIINTE;

4. mpoMeHH B 0OOCTOSTENICTBATA, CBBP3aHH ChC 3acTpaxoBkara no ui. 61, an. 3, 1. 7.

(2) Jlumara mo an. 1 momaBaT no mpexacenarens Ha Jlbp)kaBHaTa areHIuUs 3a
METPOJIOTHYEH U TEXHUYECKH HAJ30p JNOKYMEHTALMATA, CBbP3aHa C IPOMEHUTE, U 3aIUlalaT
Takca B pa3Mep, orpeiesieH B Tapudara no ui. 7, an. 1.

(3) B cpok no eauH Mecell OT MOJaBaHE Ha JOKyMEHTALMATA [0 all. 2 eKCllepTHaTa
KoMHCHS 1o ui. 62, an. 1 U3roTBs CTaHOBHUIIE A0 Tpejacenarens Ha J[bpkaBHAaTa areHUUs 3a
METPOJIOTUYEH M TEXHUYECKU HA/I30p 3a 0J100psiBaHE HAa IPOMEHHTE.



(4) B cimygauTe, korato NpoMeHUTE 10 all. | Hajarar npoBepKa Ha MsICTO, KOMUCHSTA
no wi. 62, ai. 1 B AByMeced4eH CpOK OT MOJaBaHE Ha JAOKYMEHTALMATA IO aj. 2 HU3TOTBS
CTaHOBHILE 1O INpeacenarens Ha JlppikaBHaTa areHUUs 3a METPOJIOTMUEH U TEXHUUYECKU
HA/130p 3a 0/100psiBaHE HA IPOMEHUTE.

(5) B3 ocHoBa Ha craHoBHIIeTO Mo al. 3 U 4 mpencenarenar Ha Jlbp)kaBHaTa
areHLMs 3a METPOJIOTMYEH M TEXHUYECKH HAJI30p ChC 3aloBe] M3[aBa AOI'BIHEHHE KbM
paspelieHueTo 1o 4ui. 64, an. 3.

(6) Koraro npu mpoBepkaTa Ha JOKyMEHTaLuUsATa MO al. 2 WM IPU IpOBEpKaTa Ha
MSICTO C€ YCTaHOBSAT MPOITYCKH MM HECHOTBETCTBHSI C M3UCKBAHUATA HAa HAapeAOUTe 1o ui. 18,
KoMHucusATa no uwi. 62, an. 1 gaBa IpennucaHue cbC CPOK 3a OTCTpaHsABaHETO WM. [lo
U3IIbJIHEHUE HA IPEINUCaHUATa CPOKOBETE 10 all. 3 WK 4 criupar Jia TeKar.

(7) Koraro HOTH(HUUIMpaHUTE OpPraHM HE M3MBJIHAT MPEANUCaHHuATa 1Mo al. O,
IpeaceaaTeNsaT Ha JbpikaBHaTa areH1Us 3a METPOJIOTUYEH U TEXHUUECKU HAA30p ChC 3aI10BEN
OTKa3Ba U3/1aBaHETO Ha JOII'BIIHEHNE KbM PAa3pELUICHUETO.

Un. 69. 3a pasmmpsiBaHe 00XBaTa Ha Pa3peIICHUETO 3a M3BBPIIBAHE OICHSIBAHE HA
CBHOTBETCTBUETO CE T10/1aBa 3asBJICHUE 10 pela Ha wil. 61.

Yn. 70. (1) Hotuduuumpanure opranu ca JUTbXKHU Ja NPEACTaBAT B JbpkaBHaTa
areHLXs 3a METPOJIOTMYEH U TEXHMUYECKU HAI30p FOAMILIEH JOKJIAJ 3a JEHHOCTTa CH, KOHTO
BKJTIIOYBA MH(OpPMAIUS 32 U3BBPIICHUTE OLIEHKU 32 CbOTBETCTBUETO HA MEIUIIUHCKH U3/IEIHS,
NpESIBEHH PEeKJIaMallui, XKaJlOu U MPEeaIpUeTHTE IHCTBUS 10 pEelIaBaHeTO UM B CpokK Jio 31
sSHyapH cieJBalaTa roAuHa.

(2) Konme Ha noknana mo aj. 1 ce mpeaocTaBss HAa M3IIBIHUTEIHUS JUPEKTOP Ha
NAIJL

Y. 71. (1) Komucuu, onpeneneHu cbe 3aloBel Ha npeacenarens Ha [IbpxaBHaTa
areHLMs 3a METPOJIOTMYEH M TEXHUYECKH HAI30p, NPU TOJUIIHUTE IUIAHUPAHW IMPOBEPKU
MHCIEKTUPAT U3IIBJIHEHUETO Ha MPOLIETYPUTE 3a OLIEHSBAaHE HA CbOTBETCTBHUETO.

(2) V3BBbHpEAHN IPOBEPKH HA MSCTO HA HOTH(PULUPAHUTE OPTraHH C€ U3BBPILIBAT MPH
MOJIy4aBaHe Ha CUTHAJIH, ’KaJlOU U peKiIaMallui, CBbP3aHU C ICHHOCTTA UM.

(3) Korato mnpu DpoOBEPKUTE CE€ YCTAHOBAT IPOIYCKM B JAEHHOCTTa Ha
HOTU(UIIMPAHUTE OpraHu, HpeicenarensT Ha JIbp)kaBHaTa areHIUS 3a METPOJIOTHYEH U
TEXHUUYECKU HAA30p M3/1aBa IPEIIUCAHUE ChC CPOK 32 OTCTPAHSIBAHETO UM.

(4) Ilpencenarensat Ha J{ppikaBHATa areHIUs 32 METPOJIOTMYEH U TEXHUUECKH HAI30D
u3JaBa 3aloBe] 3a BPEMEHHO CHUpaHe JeHHOCTTa Ha HOTHU(QHULUUPAHUTE OpPraHu 0
OTCTpaHsBaHE Ha npomyckure 1o an. 3. Konue Ha 3anoBenra ce nsnpaia Ha MAJL

Y. 72. (1) Ilpencenarensat Ha J{pp:kaBHaTa areHIMs 32 METPOJIOTMYEH U TEXHUYECKH
HAaJ30p ChC 3al0Be]l OTHEMA Pa3pEUICHUETO 3a U3BBHPILBAHE OLIEHSABAHE HA CHOTBETCTBHUETO,
KOTaTo MPH MPOBEPKHUTE CE YCTAHOBH, Y€ HOTU(DHUIMPAHUAT OpPraH:

1. e mpecraHas Aa OTroBaps Ha HSIKOE OT YCJIOBHUATA, NPU KOUTO € HM3JA/JEHO
pa3peleHueTo;

2. HE € B ChCTOSIHME Ja MPOIBJDKM M3IBIHEHUETO HA MPOLEAYPUTE 3a OLIEHSBAHE HA
CbOTBETCTBUETO;



3. He WU3BJIHSABA MpPOLEIYpPUTE 3a OICHSIBAaHE HA CHOTBETCTBUETO CHOOPA3HO
M3HUCKBAHUATA HA ChOTBETHUTE Hapeaou mo 4. 18;

4. He e mpeanpuen MEpPKU 3a OTCTpaHsBaHE Ha MNpomyckure nmo wi. 71, am. 3 B
OTIpEENIEHUS CPOK.

(2) Konne Ha 3anoBeara no ai. 1 ce uznpaia va MAJL

Un. 73. Ilpencenatenar Ha J[pp>kaBHAaTa areHUMs 3a METPOJOTMYEH U TEXHUYECKH
HaJ30p yBenoMsBa EBpornelickaTa KOMUCHS U IbP/KABUTE WICHKHU 32 OTHETUTE Pa3peLeHuUs 110
. 72 ¥ 3a U3BBPILIEHUTE IPOMEHH 110 4. 68, an. 1, T. 1.

Un. 74. (1) JIunero, Ha KOETO € OTKA3aHO M3JaBaHE Ha pa3pelieHue mno 4i. 63, ai. 5,
MOXKE J1a TOJajJie HOBO 3asBJICHHE 3a pa3pelieHHe He Mo-paHo oT 6 Mecena OT jJataTa Ha
BPBHUBAHETO HA 3aII0BE/TA 32 OTKA3.

(2) Hotuduuupan opras, Ha KOWTO € OTHETO pa3peleHreTo mo wi. 72, an. 1 Moxe na
Mo/ajie 3asBJICHUE 32 HOBO pa3pellieHre He TI0-PaHo OT €HA FOJIMHA OT JaTaTta Ha BPhUBAHETO
Ha 3aM0BE/Ta 32 OTHEMAHE Ha Pa3pPEIICHUETO.

Un. 75. Ortka3zpT 3a M37aBaHE Ha pa3pelleHUE 3a M3BBPIIBAHE OLCHSABAaHE Ha
CbOTBETCTBHUETO, KAaKTO M 3alOBEATa 3a OTHEMaHe Ha pa3pelIeHHeTo MOXKe Ja Obaar
o0aJIBaHM IO pesla Ha AJIMUHUCTPATUBHOIPOIIECYATHUS KOACKC.

Un. 76. (1) HoTuduumpaHusaT opraH wu3naBa CepTUPHUKAT, YAOCTOBEPSBAILL
CBOTBETCTBUETO ChC CHUIECTBEHUTE M3UCKBAHUS, MPWIOKUMH 32 U3AEIUETO, C BATUAHOCT 5
TOJIMHU WK TIPAaBU MOTHBHPAH OTKa3.

(2) (M3m. - B, Op. 110 ot 2008 r.) Korato HOTHHUIMPAHUAT OpraH yCTaHOBH, 4e
IIPOU3BOUTEISAT HE € U3I'BJIHUII UM € ITPECTaHal J1a U3II'bJIHIBA U3UCKBAHUATA, OIIPENICIICHU B
HapeaOuTe mo wi. 18, MIM ca TPOMEHEHH YCIOBHUSTA, NPH KOUTO € Oul u3ganeH
CepTU(HKATBT, U KATO OTYETE CTENEHTa Ha HEChOTBETCTBHE, OTHEMa CepTH(]UKaTa HIU
BPEMEHHO CIHpa JICHCTBUETO My, WJIM OTpaHM4aBa HETOBHUsS 00XBAaT, JOKATO MPOU3BOAUTEIIAT
npearnpueMe MoAX0 SN KOPUTUPALIH ISHCTBUS K OCUTYPH HEOOXOAUMOTO ChOTBETCTBHE.

(3) (Msm. - OB, 6p. 110 or 2008 r.) Hotuduumpanusr opran HHPOpMHpA
JlbpkaBHATa areHUus 3a MeTposioruueH u texuuuecku Hagzop (JAMTH) u MAJI B cinyqaute
Ha BPEMEHHO IMPEYCTAaHOBSIBAHE BAJIMIHOCTTA HA cepTU(HUKATA, HA OTHEMaHEe WM HajaraHe Ha
OTpaHUYEHHUE UM KOTaTo MPEIeHH, Ye € HeoOXoIuMa TAXHaTa HaMeca.

(4) (M3m. - 1B, Op. 110 ot 2008 r.) M3mbnHuTEeNHATA areHIUS IO JIeKapcTBaTa
nH(pOpMHpa PEryIaTOPHUTE OPraHU Ha IPYTUTE AbP)KaBU WICHKH, PETYJaTOPHUTE OPraHd Ha
IbpPKaBUTE OT EBpPOIEHCKOTO MKOHOMMYECKO IPOCTPAaHCTBO M EBponelickara KoMucHs 3a
cllydauTe 1o ai. 3.

Y. 76a. (Hos - JIB, 6p. 110 ot 2008 r.) (1) HoTudunupanure opranu ca JIHKHA J1a
npenoctassaT Ha JJAMTH u na MAJT:

l. xomme Ha BCHYKM HU3JAJCHU cepTUUKATH, HHPOpPMAIUS 3a OTKa3aHUTE
cepTU(HKATH, 32 CepTU(UKATUTE, YUATO BAIUIHOCT BPEMEHHO € MPEYCTaHOBEHA, 32 OTHETUTE
cepTU(HKATH, 32 MOAU(PULIMPAHU WU TOITBIHEHU CEPTU(UKATH - HA BCEKH TPU MECela;



2. nombiaHMUTENHAa HH(OpMamMs W HeoOXoAMMaTa JOKYMEHTAIUs, CBBbp3aHa C
JIEWHOCTHUTE TI0 OIICHSIBaHE HAa ChOTBETCTBHETO - MPH IMTOMCKBAHE.

(2) Horudumupanure opraHa ca JUIBXKHH Ja TPEAOCTaBAT Ha JPYruTe
HOTU(UIIUPAHU OPTaHU OT JbPXKABUTE WICHKH MH(POpPMAIIHs 32 OTKa3aHUTE cepTU(UKATH, 32
CepTHU(HKATUTE, YUITO BAIUIHOCT BPEMEHHO € MPEYyCTaHOBEHA, U 3a OTHETHTE CepTH(]UKATH,
a TpH NMOMCKBAHE - 32 U3/1aICHUTE CEPTUDUKATH.

I'maBa mera.
THPI'OBUA HA EJIPO C MEJIMLIMHCKHA U3/ IEJINA

Un. 77. TeproBus Ha eqpo ¢ MEAMIIMHCKH M3ACTH Ha TepuTopuara Ha PemyOnnka
Bbearapus morar ga u3BbpIIBAT (PU3MUECKU MU IOPUANYECKU JIMLA, KOUTO CA PErHCTPUPAHU
KAaTO THPrOBIM II0 HAIMOHAIHOTO 3aKOHOJATEICTBO HA JIbp)KaBa WICHKA MU IbpKaBa OT
EBpOnenckoTo MKOHOMUYECKO MPOCTPAHCTBO M IIPUTEkKABAT pa3pelIeHUe 3a Ta3u JIEUHOCT,
U3/1aJICHO OT PEryJaToOpeH OpraH Ha CbOTBETHATA Abp KaBa.

Yn. 78. (1) Jlumara mo wi. 77, KOUTO HCKAaT Ja IOJy4aT pa3pelieHue WIu
YIOCTOBEPEHHUE 3a THProBUs Ha €IpO C MEAULIMHCKH U3aenusd, nojgasat B MAJI 3asBnenue no
oOpasel, yTBbpACH OT U3IIBJIHUTETHUS qupekTop Ha MAJL, kbM KoeTo ce mpuiarar:

1. ynocroBepenue mo wi. 33 oT 3akoHa 3a THPrOBCKHUSI PETUCTBP WM CHOTBETEH
JOKYMEHT IO HAlMOHAJIHOTO 3aKOHOJATEICTBO HAa CHOTBETHATa Abp)KaBa WICHKA WJIM Ha
IObpKaBaTa OT EBponeiicKkoTo MKOHOMHUYECKO NTPOCTPAHCTBO;

2. (m3m. - [IB, 6p. 110 ot 2008 r.) CIHCHK HA KATETOPUHUTE MEAULIMHCKHA U3JEIUS
cbriacHo HoMeHnknarypHna cuctema bJIC EN ISO 15225 3a kaTeropuzanusi Ha MEAUIIUHCKUTE
U3JIeNHs U Ha CbOTBETHUTE UM ITPOU3BOIUTENIN HA XapTUEH U MarHUTEH HOCUTEI,

3. JOKyMEHT 3a IJIaTeHa TaKca B pa3Mep, onpesesieH B Tapudara mo wi. 7, an. 1.

(2) Koraro pasnosarar ¢ INOMEIIEHHS 3a CHbXPAHEHHWE U TBHProBUS HA €ApO C
MEIMLMHCKU U3JeNusl Ha TepuTopusaTa Ha PenyOnuka benrapus, nunara no an. 1 mocoysar B
3asIBJICHUETO U ajjpeca UM. B To3u ciaydail KbM JOKyMEHTalMsATa 10 al. 1 ce mpuiarar u:

1. (u3m. - 1B, 6p. 110 ot 2008 r.) pa3penieHue 3a MoJI3BaHe UM JAPYT 3aMECTBAI TO
JOKYMEHT, U3Ja/IeH 10 pesia Ha 3aKOHA 3a yCTPOWCTBO HAa TEPUTOPHUSITA;

2. TOKYMEHT, YA0CTOBEPSIBAIL IPAaBHOTO OCHOBAHME 3a IOJI3BAHE HA IOMEILIEHUATA;

3. nekapaiusi, ChCTaBeHa OT JIMLaTa 1o ai. 1, ye:

a) MOMEUIEHUATa OTrOBapAT HA YCJIOBMSATA 332 CbXPAaHEHHME M THPIOBHUS Ha €IIpO C
MEIULMHCKUTE U3JIeNUsl, TOCOYEHU B COUCHKA MO all. 1, T. 2, B 3aBUCUMOCT OT crerudukara
UM M yKa3aHHUITa Ha POU3BOJAUTEIS, ONIPEIeNIEHN B UHCTPYKLIUATA 32 YIOTpeda, u

0) mpuTeXaBaT WIM pa3nojaraT ¢ TPAHCIIOPTHH CPEJICTBA, OCUTYPSIBAILU MTPABHITHOTO
UM CbhXpaHEHHE TP pa3NpOCTPaHEHHUE U TPAHCIOPTUPAHE;

4. uMe, MOCTOSIHEH aJipec M aJpec 3a KOPECHOHJCHIMS C JIMLETO, ONPEAEIEHO 3a
PBHKOBOJIUTEN HA MOMELICHUSTA 32 CbXPAaHEHUE U THPrOBUs Ha €IpO C MEAUIIMHCKU U3AEu,
KaKTO M KOIIME Ha JIOTOBOpA, Bb3 OCHOBA HA KOMTO € Bb3HUKHAJIO IIPABOOTHOIIEHUETO MY ChC
3asIBUTEIS.

(3) JInnara nmo wi. 77, KOUTO UMAT U3JAJAECHO YAOCTOBEPEHHE 3a PErHMCTpaLUs WU
paspelleHne 3a ThbProBUs Ha €Ip0 C MEIULIMHCKU M3JEIHUS OT PErylaTopeH OpraH Ha Jpyra
ObpXKaBa 4IEHKAa WIM Ha JbpxkaBa oOT EBpONeNHCcKOTO HMKOHOMHYECKO IPOCTPAHCTBO,



npeacrassat B MAJL:

1. xornMe Ha pa3pelIeHUETO WIN yI0CTOBEPEHUETO 3a ThPrOBUS HA €Ip0, HOTAPUAIIHO
3aBEpPEHO B IbpKaBaTa WiICHKa, MPUIPYKEHO C JIETAIU3UPaH MPEBOJ] Ha OBIrapCKu €3UK;

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

(4) Korato nunata no ain. 3 pasnonaraT ¢ IOMEIIEHUS 33 CbXPaHEHHE U ThbPrOBUs Ha
eIpo C MEIUIIMHCKU U3eNus Ha TeputopusTa Ha Penyonuka benrapus, te npencrasar B MAJI
JOIBJIHUTEIHO JOKYMEHTAIUATA 110 all. 2.

(5) Korato nunata no an. 3 He pa3noJjarar ¢ MOMEIIEHUS 32 CbXPaHEHUE U ThPrOBUs
Ha epO C MEAMLMHCKHU M3/eNHs Ha Teputopusara Ha PenmyOnuka bbiarapus, Te mpeacTaBsT B
WNAJI u nMe n afpec 3a KOPECIIOHIEHIIUS Ha YITBJIHOMOILEH B CTpaHaTa CBOM IIPEICTaBUTEIL.

Un. 79. (1) U3nbnHuTenHaTa areHIus IO JIEKapcTBaTa pasriexia MojajieHara
JOKyMEHTAIus 1o Wi 78.

(2) Ilpu ycraHOBsIBaHE Ha HEMBIHOTU B JoKyMeHTauusTa o ai. 1 MAJI yBenomssa
IIMCMEHO 3asBUTENS 3a OTCTpaHsABaHETO UM. Jlo MpPEACTaBSHETO HAa BAJIUAHA JOKYMEHTALIUS
CPOKBT IO aj. 3 cliipa Jia Teue OT JaTaTra Ha yBEJOMIIEHUETO.

(3) U3nbauutennuar nupekrop Ha MAJI n3nasa B 30-qHEBEH CPOK OT MOCTBIIBAHETO
Ha BaJMJIHA JOKYMEHTALMS:

1. ynocroBepeHue 3a ThbproBUs Ha €Ip0O ¢ MEAULMHCKY U3/EIus Ha JIMLarta 1o 4i. 78,
ai. 3.

2. pa3pelleHue 3a ThProBUs Ha €Ip0 ¢ MEAULIMHCKY U3/ETHS Ha JINLATA, Pa3INYHUA OT
IIOCOYEHUTE B T. 1.

Y. 80. (1) TeproBuute Ha e1po ¢ MEAUIMHCKH n3aenus nojaasat B MAJI 3asBneHue
3a U3MEHEHHE /WM JOIBbIHEHUE TP IPOMSIHA Ha:

1. agpeca Ha NOMEILEHHUATA 32 CHbXPAHEHUE U THPrOBUS HA €ApPO C MEAULIUHCKU
W3/IeNus B cllydauTe 1o wi. 78, an. 2 u 4;

2. nmuueTo no wi. 78, ain. 2, T. 4 u/unm aapeca my;

3. mpaBHUS CTATyC, CEAATUIIETO /WM aJjpeca Ha yIpaBIEeHUE Ha ThProBeLa;

4. (mom. - 1B, 6p. 110 ot 2008 r.) cnricbka Ha BHIOBETE MEIUITMHCKU H3JEIHS, C
KOUTO C€ ThPryBa U CbOTBETHUTE UM IIPOU3BOIUTEINH;

5. IMETO W/WiM ajipeca Ha YII'BIHOMOILEHUS IPEICTaBUTEN 110 wi. 78, ai. 5.

(2) (Hom. - B, 6p. 110 ot 2008 r.) KbM 3asBieHunero mo ai. 1 ce mpuiarat u
CBBP3aHUTE C MPOMSHATA JOKYMEHTH M JAOKYMEHT 3a IUIaT€Ha Takca B pa3Mep, OIPENENIEH C
tapudata o wi. 7, ain. 1.

(3) YaocroBepeHHETO WM pa3pelIeHUETO 32 MPOMSIHA C€ U3/1aBa OT U3IIbIHUTEIHUS
mupektop Ha MTAJI B 15-1HEeBeH cpok OT nojaBaHe Ha 3asBieHueTo 1o ai. 1. [Ipu npomsiHa Ha
ajzipeca Ha IIOMEIIECHUATA 33 ChbXPAaHEHHE U THPrOBUsI HA €pO ¢ MEIULIMHCKU U3/ETUS CPOKBT
ce yabJbKaBa ¢ 15 auu.

(4) Jlunara nmo an. 1 B 10-gHEBeH cpok cien IpekparsBaHe Ha JAEHHOCTTa CH,
CBbp3aHa C THPrOBMS Ha €ApO C MEAMLIMHCKHU M3JENMs, ca JAIBXKHHU Ja YBEAOMST IHUCMEHO
U3IBbIHUTENHUA qupektop Ha MAJL

(5) B caywyante no an. 4 wusnwaHuTenHUAT aupexktop Ha WMAJI cvc 3anosen
IpeKpaTsiBa JEHCTBHETO Ha M3A3JCHOTO paspelleHne WiId o00e3cuiBa H3AaJCHOTO
YIOCTOBEPEHHUE 32 THPrOBUSI HA EAPO.



Un. 81. M3nbiHUTENHATA areHIusl MO JieKapcTBara BOJAU PErHCTbpP Ha W3/IaJICHUTE
YAOCTOBEPEHUSI WU Pa3pelICHUs 3a THProBUs HA €IPO C MEIUIMHCKH H3ACNUs, KOWUTO
ChAbpXKa:

1. HOMep M nara Ha pa3pelieHusiTa WIK YAOCTOBEPEHHUATA 3a ThPrOBHUS HA €pO C
MCIULIMHCKU U3ICIIN,

2. UMe, celalMILE U aJipec Ha yIpaBJIeHUE Ha JIMLaTa 1o wi. 77;

3. 1aTa Ha IpeKpaTsiBaHe HA pa3pelieHusITa Wik YI0CTOBEPEHHUTA 110 T. 1;

4. aapec Ha TOMENICHUATA 3a ChbXpPaHEHUE W THPrOBUS HA €IPO C MEIUIUHCKH
H3JICIINS;

5. UMe U aJipec Ha Juuara no wi. 78, an. 2, 1. 4;

6. UMe U aJpec Ha JIMara mo wi. 78, ai. 5.

Y. 82. (1) TeproBuute Ha €ApO C MEAULMHCKU U3JENNSA Ca JUITBKHHU J1a ThpPryBaT
camMo ¢ MEAULMHCKH U3/EIHs, HA KOUTO CPOKBT HA TOJHOCT HE € U3TEKBJI U UMAT:

1. Hanecena "CE" mapkupoBKa B CbOTBETCTBUE C U3UCKBAaHUATA Ha Wi 15;

2. (mm. - JIB, 6p. 110 or 2008 r.) HaHeceH HUACHTU(HUKAIIMOHEH HOMEpP Ha
HOTU(UIIPAHUS OpraH mo wi. 64, an. 2, KOraTo NpoUeaypUTe, ONpeaeSICHH B HapeJOuTe 1o
. 18, U3UCKBAT HAHACSTHETO MY;

3. HAaHECEHM HAaMMEHOBAHME M aJpeC Ha YNPABJICHHWE Ha IPOU3BOAUTENS W/WUIU
YI'BJIHOMOLIEHUS MPEACTaBUTEN U BHOCUTEIIS;

4. wHCTpYKIMS 32 ymorpeba, ¢ M3KIIOUEHHE Ha M3/ENHATa, 3a KOUTO TOBAa HE €
IIPEIBUJIEHO B 3aKOHA.

(2) Jlunata no an. 1 ca AnBXKHU Aa NOJABPXKAT MOMEIICHUITa M0 wi. 78, an. 2 B
CHOTBETCTBUE C M3UCKBAHUATA 32 CbXPAHEHHME 32 CHOTBETHUS BUJ U3JEIHE, ONPENEIEHHU OT
IIPOU3BOIUTEIS.

(3) JIumara 1o aj. 1 BogaT OTYET 3a:

1. 3aKyneHOTO U MPOJAZEHOTO KOJIMYECTBO MO BUAOBE MEAMIIMHCKH U3JIENHNs, aTaTa
Ha TMOKYIKaTa U MpojaaxoaTta, UMETO M aJpeca Ha ThPrOBLUUTE Ha €IpO WM Ha OOEKTHUTE TIO
. 83, an. 1, T. 2 - 4, ¢ KOUTO ca ThPryBaju;

2. CKJIaJ0oBaTa HAJIMYHOCT HAa MEULIMHCKUTE U3JENNs, IapTUIHUSI HOMEDP U CPOKa Ha
T'OJTHOCT.

(4) Jlumata mo an. 1 ocurypsBarT M NOJABPXKAT JOKYMEHTHpaHa CHCTEMa 3a
npociesBaHe Oe30MacHOCTTa Ha MEIUIMHCKUTE H3IeNus, IyCHaTH Ha mas3apa, M 3a
OJOKHMpaHe W M3TETJIIHE OT Ma3apa Ha MEIUIMHCKUTE M3AEJHs, MOKa3all HEChOTBETCTBUE C
M3HCKBAHUATA 32 0€30MaCHOCT 110 CMUCHJIA HA TJIaBa CeaMa.

(5) KM nmokymeHTamusTa mo ajg. 3 ce ChXpaHsABaT MapTUAHUTE CepTU(UKATH Ha
MEIUIIMHCKUTE U3AEIuUs 32 CPOK 5 TOAMHU U CE NMPENOCTABAT IIPU NIOMCKBAHE HA JIMIATa 10 4Jl.

86, ai. 2.

Y. 83. (1) TeproBuuTe Ha €Ipo MoraTr JAa H3BBPLIBAT THPrOBCKU CHENKH C
MEIUIMHCKM W3JENMsl TPHU CIa3BaHE M3HUCKBAaHMATA 32 TAXHOTO CbXpPAHEHHE U
pasnpocTpaHEHHE ChC:

1. Ipyru THProBIUM HA €APO M0 CMUCHIIA HA TO3U 3aKOH;

2. 1e4yeOHH 3aBEICHN,

3. 37paBHU 3aBE/ICHUS;

4. aniTeku U APOTEPHH;



5. (moBa - JIB, Op. 110 or 2008 r.) MuHHHCTEPCTBOTO Ha 3ApaBEOINa3BaHETO,
MuHHCTEpCTBOTO Ha OTOpaHaTta, MUHUCTEPCTBOTO Ha BBTPEIIHUTE pabOTH 3a COOCTBEHHU
HYXIW, C M3KIIOUCHHE Ha BEAOMCTBEHHTE WM JieyeOHM 3aBeleHHs, KakTo M Jlpp’kaBHa
areHuus "Jlpp>kaBeH pe3epB U BOGHHOBPEMEHHHU 3amacu .

(2) MuHHMCTBPBT Ha 3ApPaBEONA3BAHETO ONPENEN CBbC 3alOBEA MEIUIIMHCKHUTE
U3JeNUs, KOUTO MOTaT Jia ce MpoiaBaT B 00EKTH, pa3IuyHH OT U30poeHuTe B ai. 1.

Y. 84. (1) JInnata no wi. 86, an. 2 U3BBPIIBAT IUNIAHUPAHU U BHE3AIIHU IIPOBEPKU B
IIOMEILIEHUATA 32 CbXPAHEHNUE U THPrOBUS HA €1PO ¢ MEAULIMHCKU U3/1ETHS.

(2) Jlumara nmo an. 1 moraT naa HM3MCKBAaT, MpOBEPSBAT M MpaBAT KONMUS Ha
JOKyMeHTanusaTa mo 4i. 82, an. 3 u 4 u ;ga B3emar oOpasiy U mpoOU OT M3JIeNusATa Ipu
ycioBusTa Ha wi. 93, an. 3.

(3) Koraro npu npoBepkara ce yCTaHOBHU, Y€ MEAMIIMHCKUTE U3/CNUS HE OTrOBapsT
Ha W3UCKBaHMATAa Ha wi. 82, ai. 1, T. 1, 2 unm 3 uiam ca ¢ U3TEKbI CPOK HA TOJHOCT,
U3IBIHUTENHUAT Jupektop Ha MAJL cbc 3amoBes BpPEMEHHO cCIUMpa WIM OTHEMA
paspelieHneTo Wi 00e3CHIIBa YIOCTOBEPEHHUETO 3a TBHPrOBHS Ha €Ip0 U paslopexiaa
OJOKHMpaHe U U3TETIISIHE Ha U3/IENNATA, yCHATH Ha Ta3apa W/WiK IyCHATH B JICHCTBHE.

(4) Ilpu ycTaHOBsIBaHE HECHOTBETCTBUS Ha MOMEILEHUATA 32 CbXPAHEHUE U ThPrOBUS
Ha €/1pO C U3UCKBAHUATA, ONPEAEICHH OT IPOU3BOAUTENS 32 CbOTBETHOTO U3/EIHE, JIULIATA 10
asl. 1 naBaT npeanucaHys U CPOK 3a OTCTPAHSBAHETO UM.

(5) Koraro npu npoBepkaTa ce yCTaHOBH, 4€ B IOKyMEHTaLUATa 110 Wi. 82, aji. 3 uim
B cHcTeMara mo u4i. 82, aid. 4 MMa HEOBJIHOTH WJIM HETOYHOCTH, JHIlaTa mo ajl. 1 gaBar
IIPEIIMCAHUS U CPOK 332 OTCTPAHSIBAHETO UM.

(6) Korato HECHOTBETCTBHUATA, HEIBJIHOTUTE WM HETOYHOCTHTE HE ObJaT
OTCTpaHEHH B CpOKOBeTe Mo an. 4 u 5, nuuara no aja. 1 IpeacTaBsAT CTAHOBUIIE [0
U3NbIHUTENHUS nupekTop Ha MAJI ¢ npemyioxkeHne 3a OTHEMaHE Ha pa3pelleHUuEeTO WU 3a
00e3cuIIBaHe Ha yJJOCTOBEPEHHUETO 3a ThPrOBUs Ha €ApO.

(7) 3anmoBeaute Ha M3MBIHUTENHUS AupekTop Ha MAJI o an. 3 unm 6 moxe na Obaar
oOalBaHU IO pefa Ha AIMUHHCTPATUBHOIPOLECYAIHUSI KOJAEKC, KaTo O0XKaJBaHETO HeE
CIIMpPAa U3IBIHEHUETO UM.

Un. 85. UsmbiHuTeNnHAaTa areHuUs MO JIeKapcTBaTta HHQPOpPMHpa peryaaToOpHUTE
OpraHu Ha JAbPXKABUTE YICHKU 34 U3JAJACHUTE, BPEMEHHO CIIPEHUTE U OTHETUTE Pa3pelLCHUs
UJIY yIOCTOBEPEHMS 3a THPrOBUs HA €1pO ¢ MEIULIMHCKY U3 U MOTUBUTE 32 TOBA.

I'naBa mecra.
HA/I30P HA ITA3APA

Ui. 86. (1) HagzopsT Ha nma3zapa ce U3BBPILBA, 3 JJa C€ OCUTYPH CHOTBETCTBUETO HA
MEIULIMHCKUTE U3AENus, IyCHATH Ha Ma3apa W/WiM IyCHATU B JEMCTBHE, C U3UCKBAHMITA HA
3aKOHa U Ha HapenouTe 1o ui. 18.

(2) Ham3opsT Ha mazapa Ha TepuTopusTa Ha PemyOnuka Bwiarapus ce ocbliecTBsiBa
or MAJI 4pe3 HMHCHEKTOPHM U E€KCIEPTH, OIPENEIEHH CbC 3aloBel Ha H3IBIHUTEIHUS
TUPEKTOP.



Ui 87. (1) Hag3opsT Ha na3apa ce U3BbpIIBA YPE3:

1. mpoBepKH Ha U3JENNATA, ITyCHATH Ha 1a3apa W/WIK IIyCHATH B ACHCTBHE;

2. B3eMaHe Ha 00pa3ly WK MPOOH OT U3/IEIHUATA U U3ITUTBAHETO UM.

(2) H3nurBaHeTO HA MEIUIMHCKUTE U3JETUs HE MOXE Ja CE€ HU3BBpIIBA OT
HOTU(UIIUPAHUTE OPTaHH, YUACTBAIHU B OLICHSIBAHETO HA ChOTBETCTBUETO HA CHIIUTE HU3ACIHSL.

Y. 88. IIpoBepkuTe HA MEAULIMHCKUTE U3JIENHNS, IyCHATH HA Ma3apa W/WIK IyCHATH
B JICMCTBHE, CE U3BBPILIBAT I10:

1. mpenBapuTENHO YTBBPAEH TOJMIIEH IUIAH 3a HAJ30p Ha I@asapa IO TIpylnu
MEIULIMHCKU U3JENINS CbOTBETHO OT U3IBJIHUTENHUA qupekTop Ha MAJTL, u

2. CUTHaJIM OT JIPYTrd KOHTPOJHH OPraHU U MO UACHTU(HUIMPAHU MUCMEHU CUTHAIN
OT rPpaXKIaHH.

Y. 89. JIumara mo 4. 86, an. 2 u3BbpIIBAT IPOBEPKHU B 0OCKTHTE MO Wi. 83, ai. 1, T.
2 -4 u an. 2, KakTo ¥ B IPOU3BOICTBEHUTE MOMEILIEHUS 32 MEAUIIMHCKU U3CIIHUS.

Y. 90. (1) (ITpeaummen Texet Ha wi. 90 - /1B, 6p. 110 ot 2008 r.) JIumara mo 4. 86,
aJl. 2 mpoBepsBar 3a:

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

2. (m3m. - [IB, 6p. 110 ot 2008 r.) uneHTu(UKaMOHEH HOMEP Ha HOTU(DUIIUPAHUS
oprad mo wi. 64, an. 2, Korato NnpoueaypuTe, omnpeesieHd B HapeaouTe mo wi. 18, u3uckBat
HaHACSAHETO MY;

3. HAIMYUE Ha WHCTPYKIHs 3a yrmoTpeba W CHOTBETCTBHE HAa CHIABPKAHUETO U C
M3HWCKBAaHUATA HA HapenOuTe mo 4i. 18, ¢ M3KII0YeHHe Ha M3JenusaTa mo wi. 2, ai. 1, 1. 3,
nonagamy B kiac I u kiac Ila, ako Morar ma ce u3moJi3BaT 0e30MacHO 0e3 MHCTPYKIUS 32
ynotpeoa;

4. (m3m. - JIB, 6p. 110 or 2008 r.) HanMuuMe Ha ETUKET U CHOTBETCTBUE HaA
ChIBPKAHUETO MY C M3UCKBaHHATA Ha HapeaouTe mo wi. 18;

5. HaJlMYue BbPXY MEAUIIMHCKOTO U3JIeJIMEe HAa HAMMEHOBAHUE U aJJpeC Ha YIIPABJICHUE
Ha MPOU3BOJUTEIS WIIH YITBIHOMOIIICHUS TPEICTABUTEN U BHOCUTEJIS;

6. CpOK Ha TOJTHOCT Ha MEAUIIMHCKOTO U3CIINE;

7. (ot™m. - ]IB, 6p. 110 ot 2008 1.)

(2) (Hosa - JIB, 6p. 110 ot 2008 r.) Jlumara mo um. 86, am. 2 mpoBepsiBaT 3a
CIa3BaHETO Ha M3UCKBAHEeTO Ha wiI. 27, ai. 1 u . 28, an. 1 u 6.

Yn. 91. (1) Koraro mpu mnpoBepkata iunara mo uia. 86, aj. 2 ycTaHOBAT, 4e
MEIMLMHCKUTE HM3JENUs ca MyCHAaTH Ha Maszapa u/wiM ca mycHatu B neiictBue 0e3 "CE"
MapKUpOBKa MM C U3TEKbBJ CPOK HAa IOJHOCT, T€ MU3TOTBAT CTAHOBUILE A0 W3IIBIHUTEIHUS
mupextop Ha MAJI ¢ mpennoxeHue 3a M3AaBaHe Ha 3aroBej 3a OJOKHpaHEe M M3TETJIsIHE Ha
U3JIEIMETO OT Ia3apa.

(2) (M3m. - [IB, 6p. 110 ot 2008 r.) Koraro npu npoBepkata juuara mno wi. 86, ai. 2
YCTaHOBST, Y€ MEIULMHCKUTE U3JENus ca IIyCHATH Ha Ia3apa W/WMU ca IIyCHAaTH B JeiiCTBUE
0e3 MHCTpyKUMsA 3a ynmorpeba u/miau 0e3 eTUKET WM ChIbP)KaHHUETO Ha €THKETa HE € B
CHOTBETCTBUE C WM3WCKBAHMATA HAa HapeaOuTe Mo 4. 18, w/uimm BBpPXY HU3JEIHUETO HE ca
HAHECEHM HAMMEHOBAHMETO U aApechT HaA YIPABIECHUE HA IPOU3BOJAUTENSl WIM Ha



YOBJIHOMOLIEHUSI My @PEACTaBUTE] W Ha BHOCUTENSA, T€ JaBaT NpeJIUcaHue Ha
IIPOU3BOJUTEINS WM HAa HETOBUS YII'BJIHOMOILEH IPEACTaBUTEN ChC CPOK 3a OTCTPAHSBAaHE Ha
KOHCTaTUPAaHOTO HapylLlEHUE.

(3) Koraro HapymeHuero 1o ai. 2 He ObJie OTCTPaHEHO B IOCOUEHUS CPOK, JIMLIATA IO
. 86, ai. 2 U3roTBAT CTAHOBMILE A0 M3NBJIHUTENHUA AupekTop Ha MAJI ¢ npemioxenue 3a
M3JIaBaHe Ha 3aroBe]] 3a OJIOKUpaHe U U3TETIITHE Ha U3/IEIMETO OT Ma3apa.

(4) (M3m. - [IB, 6p. 110 ot 2008 r.) Koraro u3uckBanero Ha wi. 90, an. 1, 1. 2 He €
U3IIBJIHEHO WJIM HaHECEHAaTa MAPKUPOBKAa HE CHOTBETCTBA HA M3MUCKBaHMATA Ha wi. 15, nmm
nMa cbMHeHue, 4e "CE" MapkupoBKaTa € HaHeceHa HENpaBOMEPHO, Julara mno uwi. 86, an. 2
U3MCKBAaT OT NPOU3BOJUTENS MM OT HETOBUS YIIBJIHOMOIIEH IIPEICTaBUTEN, WIH OT
BHOCHTEIA J]a UM IIpeAcTaBy B cpok 10 JHU OT paTaTa Ha yBEIOMSBAHETO:

1. nexnapanus 3a CbOTBETCTBHUE;

2. TeXHUYeCcKaTa JOKyMeHTalus mo wi. 14, am. 1.

Un. 92. (1) JIumara mo wi. 86, all. 2 HM3rOTBAT CTAHOBHUINE N0 H3IBIHUTCIHUS
mupektop Ha MAJI, koiiTo u3aaBa 3amoBe 3a OJIoKupaHe u 3a0paHa Ha pa3mpOCTpaHEHUETO Ha
U3JIETNETO, ako B cpoka mo wi. 91, am. 4 He ObAaT MpEACTaBeHH JACKiIaparusaTa 3a
ChOTBETCTBUE U TEXHUYECKATa JOKYMEHTAIUsl, OCBEH B CIly4auTe, KOraTo CPOKbT Mo wi. 14,
ajn. 3 € U3TEKbII.

(2) B 30-mHeBeH cCpok OT JjaTaTa Ha BpbUBAHE HaA 3amoBeATa Mo ail. |
MIPOU3BOIUTENAT, HETOBUSAT YI'BJIHOMOILIEH NPEICTABUTENl WJIM BHOCUTEISAT € JUTbXKEH Ja
W3TETJIM U3JIETTUETO OT Masapa.

Y. 93. (1) (U3m. - JIB, 6p. 110 ot 2008 r.) Koraro mpu npoBepkaTa Ha TeXHUYECKaTa
JoKyMeHTanus no ui. 14, an. 1 u Ha gexnapauusTa 3a CbOTBETCTBUE 1o 4. 91, am. 4, 1. 1
BB3HUKHAT CBMHEHMS, Y€ M3JCJIIMETO HE CBOTBETCTBA HAa CBILECTBEHUTE W3UCKBaHUS,
ompeneneHu B HapeaOute mo wi. 18, numara mo wi. 86, an. 2 B3emaT 00pa3y Wik npodu oT
U3JIEIIMETO 32 U3IIUTBAHE.

(2) M3nuTBaHeTO Cce W3BBPIIBA B akpeAUTHpaHa jaboparopus oT M3mbiHUTETHA
areHius "bearapcka ciyx6a 3a akpenuTanua” WM B 1JaOOpAaTOpUs, aKpeAUTHpPaHa OT OpraH
Ha JAbprKaBa WiICHKa WU Abp)kaBa OT EBpONelcKOTO MKOHOMUYECKO ITPOCTPAHCTBO.

(3) YcnoBusTa 1 perbT 3a B3eMaHe Ha 00pa3y U MpoOu OT MEIUIIMHCKU M3JIENIUs 32
M3IUTBaHE CE OMPEAENAT C Hapeada Ha MUHHCTBpPa Ha 3/paBeona3BaHETO MU MHHHUCTHpA Ha
MKOHOMMKATa U EHEpreTuKara.

(4) Ilpu ocropBaHe Ha pe3yNTaTUTE OT M3BBPIICHUTE JTAOOPATOPHU HM3MHUTBAHUS
IIPOU3BOJUTENAT WM YIBJIHOMOLIEHUAT My mpexacraButen npeacrass B MAJl nmucmeno
UCKaHE B 7-IHEBEH CPOK OT JaTara Ha MOJy4yaBaHE Ha pe3ylrara OT I'bPBOHAYAIHOTO
U3MHUTBAHE 3a U3BBPIIBAHE HA IOBTOPHO U3IUTBAHE.

(5) TloBTrOpHOTO M3MMTBaHE NO ajl. 4 ce M3BBPLUIBA OT EKCIEPTH, KOUTO HE ca
y4acTBaJIU B IIbPBOHAYAIHOTO M3IIUTBAHE.

Un. 94. (1) B caywyautre no un. 93 m3nbiaHUTenHUAT aupektop Ha MAJI uznasa
3aloBe/l 32 BPEMEHHO CIHMpaHe Ha PA3MpPOCTPAHECHHETO WM yMoTpedaTa Ha KOHKPETHOTO
U3JEIue.

(2) Konue ot 3anoBenra mo an. 1 ce BppuBa Ha MPOU3BOAMTENS WIM HAa HETOBHS



YIO'BJIHOMOIICH NPCACTABUTCIT, HJIM HAa BHOCUTCIIA.

Un. 95. Koraro nuunara mo wi. 86, an. 2 yCTaHOBST, Y€ HECHOTBETCTBHETO CbC
CHIIIECTBEHUTE M3UCKBAHUSI MOXE J1a C€ OTCTPaHHU, U3TOTBAT CTAHOBUILE 0 U3MBJIHUTEIHUS
mupektop Ha WAJI u paBaT mpeamucaHue ChC CpPOK, ChIVIACyBaH C MPOU3BOJIUTENS WIIHU
HETOBHsI YIBJIHOMOINEH TMPEACTABUTEN, 3a HW3BBPIIBAHE HAa HEOOXOJUMHUTE KOPHUTHPAIIN
JNIENCTBUS WJIM 3a ITBJIHO OIIEHABAHE CHLOTBETCTBUETO HA M3JEIMETO CHC CBIIECTBEHUTE
HM3UCKBaHMS.

Un. 96. (1) Koraro nuuara no ui. 86, an. 2 yCTaHOBAT, Y€ HECHOTBETCTBUETO ChC
CBILIECTBEHUTE M3UCKBAHMS HE MOXKE Ja C€ OTCTpaHd, T€ HU3TOTBAT CTAHOBUIIE JIO
U3IBbIHUTENHUS qupekTop Ha MAJL

(2) Uznpnaurennusat nupektop Ha WAJI Bb3 OCHOBa Ha CTAHOBMILETO MO ail. 1
u3aBa 3amoBe] 3a OJIOKMpaHe W 3a0paHa 3a pPa3MpOCTPAaHEHHETO WM yrnoTpedata Ha
U3JIEIIMETO U PA3NOPEXJa M3TETISHETO My OT masapa B 30-gHEBEH CpOK OT Jarara Ha
BPBUBAHETO ¥ HA MPOU3BOJUTENS WM HA YI'BIIHOMOILEHUSI My IIPEJICTABUTEN U HA BHOCUTEJIS.

(3) MsnpnHuTENHATAa areHuus IO JIEKapcTBaTa yBEIOMSBA PErylaTOpHHUS OpraH Ha
IbpKaBaTa WIEHKA, B KOSITO MPOU3BOAUTENAT WIM YI'BIHOMOIIEHUST My NPEACTaBUTEN U
BHOCHUTEIIAT € YCTAaHOBEH, 3a 3all0BEATa I10 all. 2.

Y. 97. 3anoBeaute mo wi. 92, an. 1, wir. 94, ui. 96, an. 2 u wi. 99, an. 1 Moxke na
OpaaT oOkajBaHMU MO pela Ha AJMHUHUCTPATHBHOIPOIECYATHHsS KOJEKC, KaTo jkanbdaTra He
CrHMpa U3IbIHEHUETO.

Un. 98. (1) Koraro cnex u3nuTBaHeTo Mo wi. 93 ce ycTaHOBH, Y€ MEAMIIMHCKUTE
W3JIeNHsl He ChOTBETCTBAT HA CHIIECTBEHUTE M3UCKBAHUS, PA3X0OUTE 32 B3eMaHe Ha oOpas3iu
WM poOU 3a U3MUTBAHE Cca 32 CMETKA Ha MIPOU3BOIUTEIS, HA YITBTHOMOIICHHUS MPEACTABUTEI
HMJIM Ha BHOCHUTEJIS.

(2) Korato cnex u3nuTBaHeTro mo wi. 93 ce ycTaHOBHU, Y€ MEIULMUHCKUTE U3JCIHS
CHOTBETCTBAT HA CHIECTBEHUTE M3MCKBAHUS, PA3XOJUTE 32 B3eMaHe Ha 00pa3iy Wiu Impoou
3a M3MUTBaHeE ca 3a cmerka Ha MAJLL

Y. 99. (1) (U3m. - IB, Op. 110 ot 2008 r.) MUHUCTBPBT HA 3/IPaBEOMA3BAHETO, 110
MOTHBHPAHO TNPEUIOKEHNE Ha M3MBJIHUTETHU qupekTop Ha MAJL, koraro ToBa € B MHTEpeC
Ha OOILECTBEHOTO 3[paBe W/WIM Ce Hajara 3a H3MBJIHEHHWE Ha HAIMOHAJHATa 3JpaBHA
MOJIUTHKA, MOKE ChC 3aII0BEJ] BPEMEHHO J1a:

1. 3abpaHu MycKaHETO Ha Ma3apa W/WiH IyCKaHEeTO B JeHCTBUE, WIH

2. 3a0paHy pa3npOCTPAHEHUETO, UIIH

3. orpanuuu o0XBara Ha JeicTBUE, WIH

4. HaNOXU JOMBJIHUTETHH M3UCKBAHUS 33 MyCKAaHETO Ha Ma3apa W/WIN IyCKaHETO B
JeWCTBUE HA JaJIeH BUJI MU3/IEIME WK TpyIa U3/IeNHs.

(2) (Hom. - JIB, O6p. 110 ot 2008 r.) B cayuaure mo an. 1 UAJI unbopmupa
EBpomneiickara KOMUCHUS U PETYJaTOPHUTE OPraHW Ha IbPXKABUTE WICHKU M PEryJIaTOPHUTE
OpraHu Ha JbpXKaBUTe OT EBpONEHCKOTO HMKOHOMHUYECKO IPOCTPAaHCTBO 3a 3aloBEATa,



MOTUBUTC 3a HCA U MMPCANIPHUCTUTC MCPKHU.

Y. 100. (1) JIunara o 4. 86, an. 2 ce 3acTpaxoBaT 3a cMeTKa Ha Orokera Ha MAJL
Cpely 3JIOTIOJYKa, KOSTO MO’KE /1a HACTBIIM IPU WU 10 TIOBOJI M3IbIHEHHUE Ha CIIy>KeOHUTE
UM 33]IbJIKEHUS.

(2) Ilpu wm3BbpIHIBaHE HAa NPOBEPKH JMLATa MO 4. 86, an. 2 Morar Aa IMOMCKAaT
cpaeiictue or PUOKO3, ot opranute Ha MHUHUCTEPCTBOTO Ha BBTPEIIHUTE PabOTH M OT
KOMIIETEHTHUTE OpraHi Ha MECTHOTO CaMOYITPaBJICHHUE.

Un. 101. M3mbiHUTETHATA areHIMs 10 JIeKapcTBaTa MyOIMKyBa Ha CTpAaHHIIATa CU B
MHTEpHET MHpOpMaNKs 3a U3AETHATA, 32 KOUTO UMa M3JazeHa 3amnoBes mo wi. 91, an. 1, wi
92, am. 1, un. 94 u un. 96, an. 2.

Y. 102. JIumara o un. 86, an. 2 ca IIBKHU Oa:

1. He pasmpocTpaHsBaT 00CTOSATENCTBA U (PaKTH, CTAHAIM UM M3BECTHU IO BpeMe Ha
WM BBB BPB3Ka C U3MBIHCHHUE HA CIIY>)KEOHUTE UM 3aIbJKESHUS;

2. U3MOJ3BAT MOJYYCHUTE JTOKYMEHTH U WH(OpMaIIisS camo 3a [EIUTe Ha Haa30pa Ha
nasapa;

3. ce NeruTUMUPAT MPU U3BBPIIBAHE HA IPOBEPKUTE.

I'nmaBa ceqma.
CUCTEMA 3A YBEJIOMABAHE U OLIEHABAHE HA MHIIMJIEHTU

Uin. 103. (1) TIpon3BoaUTENAT € ATBXKEH Ja Ch3ajle U J1a MOAIbpKa JOKYMEHTHpaHa
cUCTeMa 3a MpocieasBaHe 0€30MacHOCTTa Ha MPOU3BEACHUTE OT HEro MEIUIIMHCKH W3JICIHS,
MyCHaTH Ha Ma3zapa W/WiM NMyCHATU B JCWCTBUE HAa TEPUTOPHUATA HA Jbp)KaBU UJIECHKH, Ha
IbpKaBU OT EBpONENCKOTO MKOHOMHYECKO MPOCTPAHCTBO M Ha TPETU IbPKaBU, U Ja
pasmosara ¢ MEXaHU3MHU 3a IPUJIaraHe Ha HeOOXOAUMUTE KOPUTHUPAIIH ACHCTBHUSL.

(2) Cucremara o ai. 1 ce npunara 3a MEAUIIMHCKYA U3AETUS:

1. c Hanecena "CE" MapkupoBka;

2. koutro HsMar HaHeceHa "CE" MapkupoBKa, KOrato HHIUACHTBT WIH
MOTEHIUATHUAT UHUUJEHT C TSAX MO cMUchia Ha wi. 106, an. 1 u 2 Hanarat u3BBpILIBAHE HA
KOpUTHUPAILU JEHCTBUS, MPUIOKUMHU 32 U3JEUS 1O T. 1.

(3) Cucremara He ce mpuiiara 3a U3Jeiusi, IpeIHa3HauYeH! 3a KIMHUYHU U3UTBaHUS,
W U3JCNINS 3a OILICHsABAHE Ha ACHCTBHETO.

(4) Cucremara mo aji. 1 BKJIIOUBa Mpoy4yBaHe 0E€30MACHOCTTA HA M3JENUATA MO all. 2,
MyCHaTH Ha nasapa u/ Ui B AeUCTBUE Upe3:

1. ceOupaHe, JOKyMEHTHpAaHE W aHAJIM3 Ha ChoOIIeHus 3a choutus mo wi. 105 or
MEJIUUIMUHCKU CHEUUATUCTH, OT NAlUEHTH, OT JHUIA, KOUTO HU3BBPIIBAT HHCTAIUPAHE,
MOAIPBIKKA UK KaMOpupaHe Ha uznenusta, u ot MAJL;

2. aHAJIM3 Ha PE3YJITATUTE OT JOMBJIHUTEIHU U3MUTBAHUS HA U3JIEIUATA, U3BBPIICHU
OT MPOU3BOIUTES;

3. crOupaHe U JOKyMEHTHUPAHE U aHAIM3 Ha JAaHHHW OT Hay4HaTa JINTeparypa.



Un. 104. (1) (IIpenumen teket Ha wi. 104, usm. - 1B, 6p. 110 ot 2008 r.) Jlekapure,
JIEKapUTe MO JCHTAIHA MEIWIIMHA U APYrd MEAWIIMHCKH CIEUUATNCTH, W JIMIATa, KOWUTO
OCBIIECTBSIBAT MHCTAJIMpaHe, MOAIPHKKA WIH KaTuOpUpaHe HAa MEIULMHCKUTE U3JCNus, ca
JUTEKHH He3a0aBHO ma cpobmasar Ha MAJI 3a ce0utus o wi. 105 B oOekrute 1o 4ir. 83, ai.
1,1.2m 3.

(2) (Homa - IB, 6p. 110 ot 2008 r.) M3mbiHHUTENHATAa areHIUs IO JIeKapcTBaTa
MPEIOCTaBs Ha IPOU3BOIUTEIIS WU HA HETOBUS YITBTHOMOIIICH MPEACTaBUTEN HHPOPMAIUATA
1o aj. 1 B CPOK TpH JHU CIe/ MMOJTy9aBaHETO .

Yn. 105. (1) IlpousBomutensat ysemomsiBa WMAJl 3a Bcska HEM3IPABHOCT WU
BJIOIIABAHE HA XapaKTEPUCTUKUTE Ha U3JeNMe, MPOU3BEICHO OT HEro, W/Wih Ha JEHCTBUETO
My, KaKTO ¥ 3a HEIbJIHA WJIM HETOYHA WH(POpPMAIUs BHPXY €TUKETa WM B MHCTPYKIUATA 32
ynotpebda, KOeTo € MPUYUHIIO CMBPT WM CEPUO3HO YBPEKIAHE HA 3[[PABETO WIIM OM MOTJIO
Ja TPUYMHU CMBPT WIM CEPUO3HO YBpEXKJaHE Ha 3/pAaBETO HA MAIMEHT, MEIUIMHCKU
CHEIMAIMCT WX TPETH JIMIIA Ha TepuTopusiTa Ha PermyOnuka brarapus.

(2) pouzBomutenst yBenomsa MAJL u 3a Bcsika TEXHUYECKA WM MEIUIIMHCKA
MpUYMHA, CBbp3aHa C XapaKTEPUCTUKUTE WIM JEHCTBUETO Ha HU3JEIUETO, KOSTO MOpaiau
MPUYMHUTE, TOCOYEHU B all. 1, BOAM JI0 CUCTEMHO M3TETJISIHE OT Ia3apa Ha U3/JENHs OT €IUH U
CBILH THIIL.

Un. 106. (1) Ipoussoaurenst nonaBa B MAJI mppBoHavasieH JOKJIaL o oOpaser B
10-1HEBEH CpPOK OT MOCTHIIBaHEe Ha MHPOpManus 3a choutre no wi. 105, MpUYUHUIO CMBPT
WJIU CEPHO3HO YBPEXKIaHE HA 3paBETO, HAPUYAHO MO-HATATHK UHIIUCHT.

(2) IpouzBonutensat nogasa B MAJI mepBoHavaneH qokiuaa no odpasen B 30-1HeBeH
CPOK OT TIOCTBIIBaHE Ha WHQOpMaIus 3a chouTue mo wi. 105, K0eTo € MOXKeNno Aa MPUIUHU
CMBPT WIIM CEPUO3HO YBpEXKJaHE HA 3IPaBeTO, MPEJOTBPATEHU IMOPATU OIArOMPHUSTHO
0OCTOSITENICTBO WUJTH JIEKapCKa HamMeca, HapruiaHo MO-HATaThK MOTECHIIMATICH HHITUICHT.

(3) Koraro MHIUICHTHT WX MOTCHIHAIHUAT HHIUACHT 3acara u3naeians oT kiac Ila,
I16 wmm xmac I, uaM WH BUTPO MUATHOCTHYHU MEIUIIMHCKUA HM3IENUS OT CIHUCHK A W
CHUCHK b, WM u3enus 3a caMOTECTyBaHE U € Bb3HUKHAJ B TPETa IbpKaBa, MPOU3BOAUTEIIAT
nojasa B cpoka mo ai. 1 wim 2 B MAJl mppBoHayalleH AOKIJIA] B CIIydauTe, KOTaro
HOTH(UIMpaH opraH mo wWwi. 64, an. 2 e W3BBPUIMWI OIICHSIBAaHE HAa CHOTBETCTBHETO Ha
U3/IENIUETO, C KOETO € CTaHAl UHIIUACHTHT.

(4) Korato MHUMIEHTHT WIM MOTEHUUATHUAT UHIUIACHT 3acsAra u3Jenus ot kiac I
WU UH BUTPO JTUATHOCTHYHHU MEIUIIMHCKHU U3JENUs, KOUTO HE ca OT CIUCHK A M crUchK b u
HE ca 3a CaMOTECTyBaHE, U € Bb3HHMKHAJ B TPeTa JbprKaBa, MPOU3BOJUTENAT MOIaBa B CPOKA
no an. 1 nmm 2 B MAJI nppBOHAuaneH AOKJIAJ B CIydyauTe, KOraTo HMPOU3BOJUTENAT WIIU
YI'BJIHOMOUIEHUAT MY NpefcTaButen e peructpupad B MAJI nmo pexa Ha riasa BTopa.

Yn. 107. Koraro UMHIMOEHTHT WIA IOTESHIUAIHUAT HHIMUIACHT C€ OB/DKH Ha
KOMOMHUpaHa ynotpeba Ha JBE WU MMOBEYE OTACTHHU W3JCIHS W/UIU Ha MPUHAIJICHKHOCTH,
MPOU3BEICHU OT PA3JIMUYHU MPOU3BOJUTENH, BCEKU Mpou3Boauten npeacrtass B MAJI otnenen
noxiax mo wi. 106.

Un. 108. IIpom3BoguTensT yBEOOMsSBAa HEMOCPEACTBEHO Cjel II0JydyaBaHE Ha



uHbOpMaNKA 3a MHIUACHT WM MOTCHLIMAICH WHIUACHT YI'BIIHOMOIIEHUS CH TPEIACTaBUTEI
no wi. 10, an. 2, ThproBena Ha eIpo U HOTU(HUIMPAHUS OPraH, U3BBPUIMI OLIEHSBAaHE Ha
CBHOTBETCTBUETO HA U3/IEJINETO CHC CHIIECTBEHUTE U3UCKBAHUS.

Un. 109. (1) U3mpnanuTenHata areHIUs MO JIEKApCTBAaTa MOJIbpXkKa CHUCTEMa 3a
perucTpupane, aHanu3 MU 0000maBaHe HA HMHUMACHTH W TOTCHUWATHU HWHIMICHTU C
MEIULIMHCKU U3JEIHNS.

(2) V3mbnHuTEenHaTa areHUMs IO JIeKapcTBaTa MyOJIMKyBa Ha CTpaHMIIaTa CH B
MHTEpHET PHKOBOJCTBATa 3a MpocielsBaHe Ha O€30MacHOCTTAa HA MEIUIIMHCKUTE H3JEIH,
u3naneHu ot EBpornelickata komucus U oT EBporielickara areHuus 1o jJeKapcTBara.

Y. 110. (1) U3nbaxuTenHaTa areHIus 1o JieKapcTBaTa perucTpupa B cUcTeMara Io
wi. 109, an. 1 paHHWTE OT MHPBOHAYAIHMS JOKJIAJ HA TPOU3BOJAUTENS U OLEHSABA
npegocraBeHaTa HH(popMarus.

(2) WzmpnHuTenHaTa areHUMs 10 JIEKApCTBaTa OCBHILECTBSABA HAI30p BBPXY
NENCTBUSTA HA TPOU3BOAUTEIIS TI0 MPOYYBAHETO HA MHIIUACHTA WM NOTCHIIMAIHUS UHIIUICHT
Y MO’KE J1a U3/aBa NPEIUCaHUs U YKa3aHUsI.

(3) ITo BpeMe Ha MPOYYBAHETO HA MHIUIACHTA WM MOTCHUHATHUS MHUUIEHT WAJI
ChJeicTBA Ha MPOU3BOAUTEINS, TIPU HEOOXOJMMOCT, 33 OCHILECTBSIBAHE HA BPBH3KA ChC:

1. HoTHUIMPaHUs OpTraH, U3BBPIII OLIEHSIBAHE HA CHOTBETCTBUETO;

2. peryinaToOpHA OPraHM Ha JPYrH 3aCerHAaTH AbpPXKABU UYJICHKA WU AbPKABU OT
EBponenckoTo MKOHOMUYECKO IIPOCTPAHCTBO;

3. peryinaTopHM OpraHd Ha AbpXKaBU YJIEHKU WA AbpkaBu OT EBpomeiickoro
MKOHOMHYECKO IMPOCTPAHCTBO 3a JIEKAPCTBEHU MPOJIYKTH B CIIy4yauTe Ha WHUUIACHTH WU
MOTEHIIMATHN UHIIUAEHTH ¢ U3AEIUA 10 Wi. 3, T. 2, 3 u 4;

4. npyru NpoU3BOJUTENH B citydaute 1o wi. 107;

5. MoJI3BaTENN Ha U3AEIUETO WM C TPETHU JIMLIA.

Y. 111. Korarto B mppBoHavyayiHus Aokiaaj 1no wi. 106 ca moCoO4eHH KOpUrupalu
JCUCTBUSL WIM C€ ChAbpXKa 3aKIIOUEHHE, Y€ HHIMJCHTHT 3acTpallaBa Oe30MacHOCTTa Ha
MalUEHTa, HA MEAULIMHCKNS CIIEHUAINCT WIK Ha TPETH JIMIA, HO BCE OILE HE ca ONpEAEICHU
kopurupamure aeiicreus, MAJI usnpama nokmnan 10 peryiaTOpHUTE OpraHd Ha JbP)KaBUTE
YWICHKH, Ha AbpXKaBUTE OT EBPONEHCKOTO HKOHOMHYECKO MPOCTPAHCTBO U 10 EBpormelickara
KOMMCHSL.

Yn. 112. (1) B cpok mo Tpu Mecema OT moAaBaHe Ha JAokiaga no wi. 106
MIPOU3BOIUTENST U3TOTBs U TipeacTaBst B UAJI okoHuaTeneH H0KIaa mo odpasel, yrBbpIeH OT
W3IBJIHUTEITHUS TUPEKTOP.

(2) Joxnaast mo ait. 1 Moxe Ja ChIbpka €IHO OT CICAHUTE 3aKIIIOUCHUS:

1. He ce Hanara /1a ce mpeAnpueMar MepKH;

2. NOIBJIHUTEIIHO MPOCIIEiBaHEe HA W3JIECIUETO WIM MapTUjaTa W3Jeus, MMyCHATH B
IercTBHE B 00exkTuTe 1Mo wiI. 83, an. 1, 1. 2 1 3;

3. pasnpocTpaHeHre Ha HHpOpMAIIHS 10 MEAUIIMHCKUTE CIICIUATICTA B OOEKTUTE TIO
T. 2 ¥ B alITEKUTE U APOTEPUUTE KATO MUCMEHA MPENopbKa, U3rOTBEHA OT MPOU3BOAUTEIIS;

4. KOpUTHpAIIH JSHCTBUS MPU MPOU3BOACTBOTO HA ObJIEIIA PO TYKIIHS;



5. KOpUTHpaIy ASUCTBUS HA U3JIEIIUETO, yCHATO B JICHCTBUE B OOEKTUTE IO T. 2;
6. U3TErJIsiHEe HA M3JEIMETO WIM Ha MapTUAaTa U3enus, IyCHATH Ha naszapa u/uiu B
JIEUCTBUE.

Y. 113. (1) B cayuaute no un. 112, an. 2, 1. 2 MAJI usBbppiiBa KOHTPOI BBPXY
NEeWCTBUATA HA IPOU3BOIUTENS Ha TepuTOpusaTa Ha Penyonuka bwirapus.

(2) B cnyuaute mo wi. 112, an. 2, T. 3 UAJI oueHsiBa cChbAbpAKAHUETO HA MHCMEHATA
npernopbka M 00CHXKIAa C TMPOU3BOAMUTENS aJpecaTuTe Ha MpernopbkaTa W HauyuHA Ha
Pa3pOCTPaHEHUETO M.

(3) B ciydante no un. 112, an. 2, . 5 UAJI Moxe a U3BBPILIN IPOBEPKA Ha MSICTO.

(4) Usnenautenuust aupektop Ha MAJI u3naBa 3amoBen 3a OJOKHpaHe U U3TETIISTHE
OT NPOU3BOAMUTENS HA H3JAEIMETO WM Ha NapTujara M3[enus, ¢ KOUTO C€ € CIy4Mi
MHIUJCHTHT WIA NOTEHIUAIHUAT HHUUAECHT, KOTaToO CE YCTAaHOBH, Y€ ITPOU3BOIUTEIAT HE €:

1. U3BBPLINI KOPUTHpALY JEHCTBUS B MOCOYEHHS OT HErO CPOK B JOKJIaja IO Yil.
112;

2. M3TErNIMI U3JEIUETO WM NapTUaaTa U3Ieaus OT Ia3apa B IOCOUYEHUS OT HETO CPOK
B JI0KIaja no wi. 112.

(5) YcmoBusta M penbT 3a OJNOKMpaHE, W3TETJSIHE W/WIM YHUIIOXKAaBaHE Ha
U3JIENUATa, KOUTO HE OTTOBAPAT HAa U3MCKBAHMSATA HA TO3M 3aKOH, CE OIPENeAT ¢ Hapeada Ha
MUHHUCTBPA Ha 37]paBEONa3BaHETO.

Un. 114. (1) U3npaHuTenHATA areHIus 1Mo JieKapcTBaTa MmyOlIuKyBa Ha CTpaHUIATa CH
B MHTEPHET CIUCHK HA U3/ENIUATA, BKIIOYEHH B 3aroBe/ra mo wi. 113, an. 4.

(2) Koraro mznenusara mo an. 1 ce mpomaBatr B oOektute mo wi. 83, am. 2, UAJI
yBegoMsBa oOmecTBeHocTTa upe3 BTA u cpencTBaTta 3a MacoOBO OCBEIOMSIBAHE.

(3) Usnbanutennuar nupektop Ha MAJI u3rotss nokiaja 3a Bb3HUKHAIMS MHLIUICHT
WU TOTEHUHMANEeH WHIMJAEGHT B ciaydauTe nmo ui. 112 u wusmpama Komue OT Hero o
EBpomnelickata KOMUCHS U pETYJATOPHUTE OPraHu Ha IbP>KaBUTE WICHKH.

Y. 115. (1) Besko aupektHo chobOmienue n0 MAJl 3a MHIMIEHT WK MMOTEHITMAICH
WHIUICHT ¢ MEIUIMHCKO H3Jelie Ha Tepuropusrta Ha Pemybnuka bwarapus, mogaieHo OT
UACHTU(HUIIMPAHO JIUIE B MIUCMEH BUJI, C€ JOKYMEHTHpaA B cucTemara 1o 4i. 109.

(2) B cpox no Tpu AHM OT TMOJlydaBaHE Ha CHOOIIEHWE 3a WHIUJCHTA WIIHU
noTeHnuaneH MHOuAeHT no an. 1 MAJI urdpopmMupa mpow3BOAUTENs, 3a JAa MPEANpUEME
neicTBusTa, npeasuaeHu B wi. 106 - 108 u wn. 112.

Un. 116. U3mpnHUTENTHATA areHIUs 1O JIeKapcTBaTa MOXKe Ja ObJe KOOpIWHUPAI]
peryiaaTopeH Opras:

1. B ciayyauTe Ha WHUOUACHT WIA TMOTEHIUAJICH MWHIMACHT, Bb3HUKHAI Ha
TepUTOpUSITA Ha TOBEYEe OT €JHA JbpKaBa YIEHKa WIM JbpkaBa oT EBpomneickoro
HMKOHOMHYECKO MPOCTPAHCTBO, U

2. KOraTto MHIMACHTHT WIM MOTEHUUATHUAT UHUUIACHT € PErUCTPUpPaH 33 IbPBU BT
Ha TepuTopusTa Ha Penyonuka bearapus, nim

3. KOrato Opra"bT, WU3BBPILWJ OLICHSBAHE HAa CHOTBETCTBUETO HAa H3JEIHETO ChC
CHIIIECTBEHUTE HW3MUCKBAHUS, € TOJIyUUJI pa3pelleHHe MO pella Ha rjaBa 4YeTBBbPTA, KOraTto



HHIUAEHTHT WIK NOTEHIMATHUAT HHIUAECHT € cTaHall ¢ u3nenns ot kiac Ila, 116 mmu ximac 111,
WJIY UH BUTPO JUArHOCTUYHU MEIUIIMHCKHU U3JIEIUs OT COUCHK A win ciuchbk b, unu uznenus
3a CaMOTECTYBAHE, WU

4. KOraTo MPOU3BOAMUTEINAT WU YII'BIIHOMOILECHUAT MY MPEJICTABUTEN € PETUCTPUPaH
B UAJI no pena Ha riaBa BTOpa, KOTaTo MHLUUJEHTHT WU NOTCHIIMAIHUAT UHIUJEHT € CTaHal
C u3Aenus OT Kiac I WM MH BUTPO NMATHOCTHUYHU MEIULUMHCKH HM3JETUs, KOUTO HE ca OT
CHUCHK A U criUChK b 1 He ca 3a caMoTecTyBaHe.

Un. 117. JIlnyHuTe DaHHU Ha M3TOYHMKA Ha ChOOIIEHHETO ce cbxpaHsBaT oT MAJI
IIpU CTIa3BaHE U3UCKBAHUATA HA 3aKOHA 3a 3aIMTA HA JINYHUTE JaHHHU.

;naBa ocMma.
EBPOIIEMCKA BA3A JIAHHA

Y. 118. M3nbaHuTenHaTa areHuMs o JIeKapcTBaTa IpenocTtaBs B EBpormelickara
06a3a naHHM He3ab0aBHO cClie/ MMOJIydyaBaHETO i cienHaTa WHGOpPMAIMs B CTaHAAPTU3MPAH
¢dopmar:

. (m3m. - JIB, Op. 110 or 2008 r.) nmaHHM, CBBP3aHM C pETHCTpaLUsATa Ha
MPOU3BOAUTEIINTE WIM HA YIBIHOMOIIECHUTE MPEACTABUTENH MO Wi. 29 U Ha U3AETHATA 110
rJlaBa BTOPA, C U3KIIOUCHHUE HA U3/IEIHATA, U3PAO0TEHHU IO TIOPBUKA;

2. TaHHMU, MOJIyYCHHU MPH KIMHUYHUTE U3NUTBAHUA HA MEIUIIMHCKH U3/IEIHA 10 peaa
Ha rjaBa TPeTa;

3. IaHHU, TOJIyYEHM TPH MPOCieasiBaHe 0e30MacHOCTTa Ha MEAULMHCKUTE U3/eus,
IyCHaTH Ha Ia3apa W/WJM MyCHATH B JielicTBUE Ha TepuTopusTa Ha PenyOnuka bwiarapus mo
rJlaBa ceama;

4. naHHW, CBBP3aHU C U3JaBaHe, NPOMSHA, JOIBIHEHHWE, BPEMEHHO CIIMPaHE,
M3TErJISTHE WM OTKAa3 Ha CepTU(HUKATH OT HOTU(DUIIUPAHUTE OPTaHH, CHIIIACHO MPOILETYPUTE,
MIOCOYEHH B Hapeaoure 1o ui. 18.

I'maBa ocwma.
"a" KOHONJEHIINMAJIHOCT (HOBA - [IB, BP. 110 OT 2008 I'., B
CMJIA OT 21.03.2010T".)

Y. 118a. (Hos - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 1.) (1) JJnbKHOCTHUTE
JUIIAa U JIMIATa, KOUTO MPHJAraT TO3M 3aKOH M TOJ3aKOHOBUTE HOPMAaTHBHH AaKTOBE IIO
MPUJIAraHeTo MY, Ca JUThXKHH Jla He Pa3NpoCcTpaHsBaT UH(OpMAIHs, OTyYeHa IPHU U 110 TOBOJ
U3ITBJIHEHUE HA 3aIbJDKCHUATA HM.

(2) Pasnopendata Ha ain. 1 He ce mpuara mpu:

1. oOMeH Ha nHpOpMaMA MEXAY JUTHKHOCTHH JIMIA, MEXAY HOTU(DUIIPAHU OpraHu
U MEXJY JUTBKHOCTHH JIMIIA U HOTH(QULIIMPAHU OpPraHH;

2. pasmpocTpaHeHHe Ha WH(pOpMaIlHs, KOSITO LENH Ja OCUTypu Oe30MacHOCTTa U
3JIpaBETO Ha XOpaTa;

3. mpenocTaBsiHe Ha MH(OPMAIHS B CIIydyauTe Ha HAKA3aTEIHO POU3BOJICTBO.



(3) He e xon¢uaenmanna napopmanusTa:

1. 3a perucTpanusTa Ha JMIATa, KOUTO MyCKAaT MEAMIIMHCKH M3/EIMs Ha ma3apa o
pena Ha riiaBa BTOpa;

2. KOATO c€ MpeaocTaBs Ha NOTPEOUTETUTE OT MPOU3BOJIUTENS, OT HETOBUS
YITBJIHOMOIIEH MPEJCTaBUTEN WM OT ThpProBela Ha €Ip0 BbB BPb3Ka C MPEANPHETUTE MEPKH
0 peJia Ha TJlaBa ceaMa;

3. chabppXkam@a ce B HM3AAJCHUTE, MOIU(PHUIMPAHUTE, IOMBIHEHUTE M OTHETUTE
cepTHU(HKATU U B CEPTU(PUKATUTE, YUATO BAJIMIHOCT BPEMEHHO € NPEYCTaHOBEHA.

I'naBa neBera.
AJIMMHNCTPATUBHOHAKA3ATEJIHA PA3IIOPE /1B

Un. 119. Koiito mycka Ha ma3apa u/uiy Imycka B JeiicTBUE MEAULIMHCKI U3AEHs, 0e3
Jla € OLIEHEHO CHOTBETCTBUETO MM CBIVIACHO M3MCKBAHUATA HA TO3M 3aKOH U HA aKTOBETE IO
IpUIaraHeTo My, ce Hakassa ¢ rioba ot 10 000 xo 20 000 ns.

Y. 120. KoilTo cbCTaBM W/MiM M3M0J3Ba JAEKIApalus 3a CbOTBETCTBHE ChC
ChIbp)KaHUE, KOETO HE ChOTBETCTBA Ha CHABPKAHUETO, ONPEeNICHO B Hapeaourte mo ui. 18,
aKo JISTHUETO He ChCTABJISIBA MPECTHIUICHHE, ce Haka3Ba ¢ riiob6a ot 3000 mo 8000 mB.

Ui 121. KoiiTo mycka Ha mas3apa W/Win Iycka B 1€MCTBHE MEAULIMHCKU U3EIUS ChC

"CE" mapkupoBKa B HapyllleHHe Ha M3UCKBaHMATA Ha wi. 15, ce Haka3Ba ¢ ryob6a ot 500 10
1000 nsB.

Y. 122. KolTo mycka Ha nasapa W/Win Iycka B 1€MCTBHE MEIULIMHCKH U3EIUS ChC
"CE" mapkupoBka, 06e3 /1a € OLIEHEHO CHOTBETCTBHETO UM ChC CHINECTBEHUTE M3UCKBAHMUS,
ompezneneHu B Hapenoure no 4. 18, ce Hakasga c rioda ot 10 000 mo 20 000 xB.

Un. 123. Jlunata, KOUTO MPEACTABAT MEIUIIMHCKU HM3CTUS HA U3JI0KOHM, MaHAUPH,
JIEMOHCTpAIINH, IPOMOIINH, HAYYHH ¥ TEXHUYECKU KOH(EPEHIIMU B HapylIeHUe Ha wi. 15, ai.
11, ce makasBar ¢ rio6a ot 500 go 1000 aB.

Un. 124. KoiiTo mycka Ha maszapa W/WiM Mycka B JCHCTBUE MEAMIIMHCKU H3JCIHS B
HapylIeHne Ha pasnopeadara Ha wi. 16, ce Haka3Ba ¢ rioba ot 5000 no 10 000 .

Un. 125. KoitTo mycka Ha ma3apa W/Wiu 1mycka B JeiCTBUE MEIUIIMHCKU H3Jenus 0e3
MHCTPYKILHUSA 32 yoTpeda, ¢ U3KII0UEHNE Ha U3JeNusITa 1o wi. 2, a. 1, T. 3, momajamy B Kiiac
I u xnac Ila, ako moraTt ia ce u3nmoJ3Bar 0e30macHo 6e3 HHCTPYKLUS 33 yrnoTpeda, ce Haka3Ba
¢ rio6a ot 3000 no 5000 JB.

Un. 126. KoiiTo mycka Ha ma3zapa W/WiM IMyCKa B JICHCTBHE CUCTEMH /MU Habopu
WIM MEIMLIUHCKU W3ACNHs, MpeIHa3sHaueHH OT IMPOU3BOJMTENS Ja OBbJaT CTEPHIU3UPAHU



npeau ymnoTpeba, B HapylleHME Ha HM3UCKBAHMATA Ha TO3M 3aKOH M HAa AaKTOBETE IIO
IpUjaraHeTo My, ce Hakasna ¢ rioba ot 10 000 mo 15 000 ns.

Y. 127. Koiro mycka Ha naszapa W/WiM B JEHCTBUE MEAMLIMHCKO H3JIENHE,
n3pabOTEeHO MO MOPHUKA, B HAPYIICHUE Ha M3UCKBAHUATA HAa TO3M 3aKOH, C€ HaKa3Ba C rioda
ot 5000 no 10 000 8.

Un. 128. KoiiTo u3BBpIIBa THPrOBUS HA €IPO C MEAMIIMHCKH M3Jenus 0e3 HaHeceHa
"CE" mapkupoBka, ce Haka3Ba ¢ ryo0a B pazmep 10 000 .

Un. 129. (1) PekoBoauTen Ha JieyeOHO WM 37paBHO 3aBEJCHHE, KOWTO JOIMycKa
M3IMOJI3BaHETO HA MEIUIMHCKH m3aenusi 6e3 HaHeceHa "CE" MapkupoBKa, ¢ M3KIIIOUECHUE HA
U3JIeNHsITa, U3padOTEeHU TO MOPHYKA, HA MU3JACIHITA, KOUTO ca MyCHATH B JCHCTBHE MpEAH
BJIM3AHETO B CHJIA HA TO3H 3aKOH, M Ha M3AeNuATa o wi. 12, ain. 1, ce Haka3Ba ¢ rio6a ot 2000
1o 10 000 1.

(2) CpmioTo Haka3aHWE ce Hajara ¥ Ha PHKOBOJUTEN Ha JICUEOHO WM 3JPaBHO
3aBe/IeHHe, KOWTO JIOMYyCKa M3IMOI3BAHETO Ha W3/enus 0e3 MHCTPYKIHUS 3a yrnoTpeda Hiu C
U3TEKBJ CPOK HA TOJIHOCT.

Y. 130. Ko¥ito u3BBpIIBA THProBUs HA €IPO ¢ MEAULIMHCKH U3ETIHS C U3TEKBI CPOK
Ha TOJHOCT, ce Haka3Ba ¢ rioba B pazmep 10 000 nB.

Ui 131. Teprosen Ha €1po ¢ MEAULIMHCKU U3AENUS, KOWTO HapyllaBa U3UCKBAHUATA
Ha wi. 82, an. 2, ce HaKa3Ba ¢ UMyIecTBeHa caHkius B pazmep 5000 iB.

Ui, 132. Teprosen Ha €1po ¢ MEAULIMHCKU U3AENUs, KOWTO HapyllaBa U3UCKBAHUATA
Ha wi. 82, an. 3, 4 unu 5, ce HaKa3Ba ¢ UMyIllecTBeHa caHKIus B pazmep 1000 nB.

Un. 133. Teproser Ha eIpo ¢ MEAULIMHCKU U3/, KOUTO HapylllaBa U3UCKBAHUATA
Ha wi. 82, an. 1, T. 2, 3 unu 4, ce Haka3Ba ¢ UMyIllecTBeHa caHkuus B pazmep S000 iB.

Un. 134. KoiiTo u3BBpIIBA THProBUs HA €IpO C MEAMIMHCKH U3Ienus, 06e3 aa uma
U3JIaJICHO pa3pelleHne/yJ0CTOBEPEHUE 3a THPrOBUS Ha €4p0 C MEAMLIMHCKH H3AENus, ce
Haka3Ba ¢ rio06a B pazmep 10 000 nB.

Un. 135. TeproBen Ha enapo, KOWTO He cma3Ba pasmopendara Ha 4. 80, am. 1, ce
Haka3Ba C UMYIllecTBeHa caHkuud B pazmep 3000 nB.

Un. 136. TeproBen Ha enpo, KOWTO He cma3Ba pasmopendara Ha 4i. 80, an. 4, ce
Haka3Ba C UMYIllecTBeHa caHkuuA B pazmep 1000 nB.

Un. 137. Koiito u3BBpIIBA THProBUs Ha APEeOHO C MEIUIMHCKH H3Aenus 0e3



Ha"eceHa "CE" MapKkupoBKa WM ¢ U3TEKbJI CPOK HA TOJTHOCT, C€ HaKa3Ba ¢ rioba B pazmep 10
000 nB.

Un. 138. KoiTo m3BBpIIBA THProBHs Ha APEOHO C MEAWLMHCKU H3AETHS W3BBH
obekture mo wi. 83, an. 1, 1. 4 u an. 2, ce HaKa3Ba ¢ 1y106a B pazmep 10 000 nB.

Un. 139. (Uzm. - 1IB, 6p. 110 ot 2008 r.) Koiito mycka Ha ma3zapa W/Mid Mycka B
JeCTBHE MEIUIMHCKH W3JeNus Ha TepuTopusaTa Ha PenmyOnuka bwarapus, 6e3 ma ce e
perucTpupai B onpeaeseHns B 3aKOHa CPOK, ce Haka3Ba ¢ rio6a B pazmep 5000 iB.

Y. 140. (U3m. - JIB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) Koiito Hapymmasa
pasmopenoure Ha wi. 27, an. 3, wi. 28, an. 7, wi. 29, an. 2 u wi. 30, ce Haka3Ba ¢ 106a B
pasmep 3000 sB.

Yn. 141. (1) Koiito HapymaBa H3UCKBAaHMATAa 3a M3BBPIIBAHE HA KIMHUYHU
M3IUTBAHMS, aKO U3BBPIICHOTO HE ChCTABIIABA MPECTHIICHHUE, ce Haka3Ba ¢ ri1o6a ot 5000 no
10 000 7nB., a MpH MOBTOPHO M3BBPIIBAHE HA CHIIOTO HapylleHHue - ¢ riaoda ot 10 000 no 20
000 nB.

(2) Ha MenMUMHCKM CHEUMANUCT, JOMYCHAN WA W3BbPLIMI HapylleHus mo ai. 1,
MOJKE J]a Ce HAJIOXKHU M HaKa3zaHHe JIMIIaBaHE OT MPaBo Ja YIPaKHsBa MpodecusiTa CH 3a CPoK
0T 6 Mecela 10 1B€ TOAUHU.

(3) Haxazanmero mo an. 2 ce Hajara OT MMHHUCTbpa Ha 3/paBEOIa3BAaHETO IIO
NPEUI0KEHUE Ha U3BIHUTEIHUS AupekTop Ha MAJTL.

Un. 142. Ha Hotudunupan oprax, KOMTO HE Cra3Ba M3UCKBAHETO Ha 4i. 68, an. 1, ce
Hajara umyniectseHa cankuus B pazmep ot 2000 no 5000 ns.

Un. 143. Ha Hotudunupan oprax, KOMTo He cra3Ba U3UCKBaHeTo Ha wi. 70, an. 1, ce
Hajara uMyuiecTBeHa cankuus B pazmep a0 5000 is.

UYn. 143a. (Hos - /IB, 6p. 110 ot 2008 r.) Ha HOTHHIMpaH opraH, KOMTO HEe cra3Ba
M3UCKBAHETO Ha wi. 76a, an. 1, ce Hayara umyiecTBeHa caHkuus B pazmep a0 5000 nB.

Un. 144. KoiiTo npeun Ha nunara mno @wi. 86, an. 2 1a OChILECTBABAT CIY)KEOHUTE CH

3a]IBIDKEHUS] B CHOTBETCTBHE C Pa3OpeIONTE HA IIaBa IIecTa, ce Hakaspa ¢ riaoba ot 6000 mo
10 000 nB.

Un. 145. TlpousBoauren Ha MEIUIIMHCKUA U3JENUs, KOWTO HApyLId pa3nopendara Ha
. 103, an. 1, ce Haka3Ba ¢ umymiectsena cankius ot 5000 qo 10 000 nB.

Un. 146. IIpousBoauTen Ha MEIUIIMHCKUA U3JENUs, KOWTO HApyLId pa3nopeadara Ha
1. 107, ce Haka3Ba ¢ umymiectseHa cankuus ot 10 000 no 20 000 nB.



Yn. 147. Koiito He CpOOIM 3a HWHIMIECHT WIM 3a IOTEHIHAIEH WHIMIACHT C
MEIULMHCKO m3aeane copritacuo wi. 104, ce Hakassa ¢ rimo6a ot 1000 go 2000 aB.

Y. 148. KoiiTo He u3nbJIHU 3anoBe] 1o wi. 113, ann. 4 Ha U3NBIHUTENHUS TUPEKTOP
"a MAJI, ce makassa c riio6a ot 10 000 mo 20 000 miB.

Un. 149. Koiito Hapymu pasnopenduTe Ha TO3M 3aKOH HMJIM Ha akKTOBETE IO
IpUJIaraHeTo My, U3BBH cirydauTe 1o wi. 119 - 148, ce nakasga ¢ rno6a ot 1000 mo 3000 nB.,
a TpH MOBTOPHO M3BBPIIBAHE HA CHILOTO HapyIlIeHue - ¢ rioda ot 3000 o 5000 .

Ui, 150. Koiito HE U3I'BJIHK pa3nopexaaHe, NpeanucaHie uim ykazanue Ha MAJL, ce
Haka3Ba ¢ ri06a ot 1000 mo 3000 nB.

Y. 151. (1) Korato Hapymenusta no ui. 119 - 150 ca u3BbpLIeHN OT I0pUIANIECKH
JULa WM €JHOJIMYHU THProBLUM, C€ HajaraT HMMYIIECTBEHHM CaHKIUU. Pa3MepbT Ha
UMYIIECTBEHATa CAaHKIIMS HE MOXE Ja ObJie IO-HUCHK OT JIBOMHHS pa3Mep Ha MPEIBHICHUTE
MUHUMAJHH pa3MepH Ha CHOTBETHHTE TJIOOM M HE MOXe Ja ObJe MO-BHUCOK OT JBOWHHS
pa3Mep Ha MPEeIBHICHUTE MAaKCUMAIHU Pa3MepU Ha CbOTBETHUTE TII00M.

(2) Hamaranero Ha MMYIIIECTBEHA CaHKIMS HE W3KIIOYBA HAJaraHETO Ha rioda Ha
BUHOBHHUTEC JUITHKHOCTHH JIUIIA.

Un. 152. (1) (Jom. - AB, 6p. 110 ot 2008 r.) Hapymenusita mo TO3u 3aKOH ce
YCTaHOBSIBaT C aKTOBE, ChbCTABEHU OT MHCIEKTOPH M €KCIIEPTH, OMPEACNICHU ChC 3alOBE] Ha
M3IBJIHUTENHUS TupekTop Ha MAJL, ¢ u3kitoueHune Ha ciiydaure 1o aj. 3.

(2) (Hom. - JIB, 6p. 110 ot 2008 r.) HakazarenHuTe MOCTAHOBIICHUS C€ M3/1aBaT OT
M3IBJIHUTENHUS TupekTop Ha MAJL, ¢ u3kitoueHune Ha ciiydaure 1o aj. 3.

(3) (Homa - /1B, 6p. 110 ot 2008 r.) Hapymenwusita mo . 68, an. 1, wr. 70, an. 1 u 4.
76a, an. 1 ce ycTaHOBSIBAaT C aKTOBE, ChCTAaBEHH OT EKCIIEPTH, OMPEJECICHH ChC 3alloBe] Ha
npeacenarens Ha JIAMTH, a HakazateqHUTe OCTAHOBJICHUS C€ U3/1aBaT OT Mpejcenaress Ha
JAMTH unnu ot onnpaBOMOLIEHH OT HETO UIbXHOCTHU JIMLIA.

Y. 153. CpcTaBsIHETO HA aKTOBETE, M3JABAHETO M 00KAJIBAHETO M M3IIBIHEHUETO HA
HaKa3aTeJIHUTE MOCTAHOBJICHUS C€ M3BBPIIBAT MO pela HAa 3aKOHA 3a aJIMUHHUCTPATUBHUTE
HapyILIEeHUs U HaKa3aHUsl.

JlobIHUTENHN pa3nopeadu

§ 1. ITo cMucBIa HAa TO3U 3aKOH:

1. "AKTMBHO HUMIUIAHTHPYEMO MEAULMHCKO U3Aenue" € aKTHUBHO MEIUIMHCKO
u3Jenue, KOeTo € TNpeAHa3Ha4eHO Ja ObJie YaCTUYHO WJIM HU3LSUI0 MMIUIAHTUPAHO 4pe3
XUPYpPrudecka Uiy 4pe3 MEAULIMHCKA UHTEPBEHIUS B YOBEIIKOTO TSUJIO MIIM UPE3 MEAUIIMHCKA
MHTEPBEHIIMS B €CTECTBEHUTE OTBEPCTUS HA YOBEUIKOTO TAJIO U Ja OCTAaHE B TSUIOTO CIEA
MHTEPBEHLMSATA.



2. "AKTMBHO MEIHUIIMHCKO M37enHe" € MEAULMHCKO U3JeHe, YUeTO (DYHKIIMOHUpPaHE
3aBUCH OT M3TOYHMK Ha €JIEKTpUYecKa WIM Jpyra €Heprus, pas3jindHa OT EHEprusra,
Ie€HepUpaHa B YOBEIIKOTO TSAJIO, WM OT 36MHOTO MPUTETJISHE.

3. "BanugHa AOKyMeHTanus" € JOKyMEHTalus, KOSATO MO ChAbP)KaHUE U I'BJIHOTA
OTroBaps Ha U3UCKBAHMATA, IPEIBUCHH B OIIPEIENICHA ITPOLIEAYPa 110 TO3H 3aKOH.

4. "Baocuten" e (M3MYECKO WM IOPUIMYECKO JHUIE, KOETO € YCTaHOBEHO Ha
TEPUTOpHATA HA Jbp)KaBa 4IEHKAa WJIM Ha JIbpkaBa OT EBpONENCKOTO MKOHOMHMYECKO
IIPOCTPAHCTBO M KOETO BHACHd MEAMIMHCKM H3JeNMs OT TpPEeTH AbpKaBU Ha Ia3apa Ha
EBpomnerickus cbro3.

5. "Bb3noxkuTen Ha KIMHUYHO H3MNMUTBaHE" € NPOU3ZBOJUTENAT WM HETOBUSAT
YOBJIHOMOULIEH MPEACTaBUTEN, KOWTO OTroBaps 3a 3all04YBAHETO, YIPABICHUETO W/WIN
(uHAHCHUPAHETO HA €THO KJIMHUYHO M3IHUTBAHE.

6. "I'maBen m3cinenoBaren" € JMLETO, MO YMETO PHKOBOACTBO H3CIEN0BATEICKUAT
€KHUII IPOBEXKa KIMHUYHOTO U3IIUTBAHE.

7. "JloOpa KIMHMYHA TpPaKTHKA"' € CBBKYMHOCTTa OT MEXAYHAapOIHO MPU3HATH
€TMYHM W HayyHU M3UCKBAHMs 3a KadeCTBO, KOMTO CE€ CHa3BaT IpU IUIAHUPAHETO,
IIPOBEKJAHETO, OTYMTAHETO U JOKJIABAHETO HA KIIMHUYHU U3ITUTBAHUS.

8. "/IpprkaBa uneHka" € JbpxkKaBa - wWieHKa Ha EBpornelickust cbro3.

9. "UnenTuduKanmoHHN JaHHU Ha U3JENIUeTo" ca:

a) JaHHU 3a IPOU3BOJUTENS, MOJIEN U TUIIOB HOMEP Ha U3JEIHMETO, BKIFOUYUTEITHO
codTyep U MPUHAICKHOCTH;

0) mnpenHa3HAuYE€HO JACUCTBHUE, OIPENENEHO OT TPOU3BOJUTENS, BKIIOUUTEIHO
KJIMHUYHY UHAWKALUU U KOHTPAaUHAMKAIMU U yrnoTpedara u uaeHTu(GUIupaHe Ha TPyINuTe
MALMEHTH, 3a KOUTO € IIPEIHA3HAYECHO;

B) ONMCAaHUE HA U3JEIMETO - ONHMCAHUE HA MaTepualM, KOUTO BIU3aT B KOHTAKT C
YOBEIIKM THKAaHU WM TEUHOCTH, BKJIIOUBA JIM W3JIEIMETO JIEKAPCTBEH MPOAYKT, YOBELIKH
W/WIH )KMBOTHHCKH THKaHU WJIM TEXHH MPOU3BOHHU, MM OMOJIOTMYHO aKTUBHU BEIIECTBA;

I') MHCTPYKLIMH 33 MHCTAJIMPAHE U U3IMOJ3BAHE HA U3JIEIMETO, BKIIOUUTEIHO aKO ca
HQJIMIE CIELUAIHUA YCIOBHS 3a ChbXpaHCHME M M3UCKBaHHs 3a paboTa - MpeaBapUTeTHa
MOJIrOTOBKA MPEIH yrmoTpeda - CTepHiIn3alus B CIydau Ha MOBTOPHA yoTpeda, MpoBepKa 3a
0€30IacHOCT, MEPKH, KOMTO TpsiOBa Ja ce mpeanpuemar cies ynorpeoa;

1) IPETOPBHUUTENIHO 0O0yYeHHE U OITUT, HEOOXO0IUM 32 YIOoTpeba Ha U3AETHETO;

€) ONIMCaHHE Ha HEOOXOIUMHUTE MEAWLMHCKH M XHUPYPrUYEeCKH MpPOLEaAypH,
CBIIPOBOXKJIAIM YIOTpeOaTa Ha U3AETHETO.

10. "N3penue 3a camoTecTyBaHe" € UH BUTPO AMArHOCTUYHO METUIIMHCKO HM3JEINE,
IpeJHa3HAuYeHO OT MPOM3BOJIUTENS J1a C€ IMOJI3Ba OT JHIa 0e3 MEIUIMHCKA KBaTU(UKanus B
JOMaIIHa 00CTaHOBKA.

11. "MHBa3MBHO MEIMIIMHCKO M3JETHE 32 MPOABIDKUTENHA yrmoTpeba" e m3aenue,
KOETO LISJIOCTHO WJIM YaCTUYHO ITPOHMKBA B YOBEIIKOTO TSUIO MPE3 €CTECTBEHUTE MY OTBOPH
WM NIPE3 MOBBPXHOCTTA MY U MPOABIDKUTEIHOCTTA Ha IPECTOSI My B YOBELIKOTO TSUIO € Haj
30 gHu.

12. "UH BUTPO TUArHOCTUYHO MEAUIIMHCKO H3AeNue" € MeAUIIMHCKO U3/IeNHe, KOETO
€ peaKkTHB, MPOAYKT OT pEaKTHB, KaIUOpaTop, KOHTPOJEH MaTepuas, KUT (Habop),
MHCTPYMEHT, amapaT, o0OpylIBaHE WM CHUCTeMa, H3IOJI3BAHO CAMOCTOSITETHO WM B
KOMOMHAIUS, TpeTHa3HAuEHO OT MTPOU3BOAUTENIS 32 U3IOJI3BAHE UH BUTPO MIPU U3CIICIBAaHE HA
npoOH OT YOBEIIKOTO TSJIO, BKIIOYMTEIHO KPbB M ThKaH, €AMHCTBEHO WM TJIABHO C IIEl
noJiy4aBaHe Ha MH(OpMAIIHs 3a:



a) (PU3MOJIOTUYHO WUJIM MATOJIOTHYHO ChCTOSIHUE, WIH

0) BpOJIeHU aHOMAJTHH, WK

B) omnpezessiHe Ha 0€30IMacHOCTTAa U ChbBMECTHMOCTTA C MOTECHIUAIHU PELUIUCHTH,
W

') KOHTPOJIMpPaHEe Ha TePATIeBTUYHHU JCHCTBHUSL.

WNH BUTPO AMArHOCTUYHU MEIUIIMHCKHU M3JIEIUSl ca M U3JENUATa 32 CAaMOTECTYBaHE,
CHJIOBETE 32 ChbXpAaHEHHE Ha MPOOU OT YOBEIIKOTO TSUI0, C U3KIIOUEHUE HA U3IeNUsATa 3a 001Ia
nabopaTopHa yrnoTpeda, OCBEH aKO H3JENUETO MO OTHOIIEHHE Ha XapaKTEPHUCTUKUTE MY €
CIELMAIHO MPEAHA3HAYEHO OT IPOM3BOAUTENS 32 UH BUTPO AUArHOCTUYHU U3CIIEABAHMSL.

13. "Un BUTPO AMArHOCTUYHO MEIUIIMHCKO U3JIEJUE 3a OLIEHKA Ha JIEUCTBUETO" € UH
BUTPO JMAarHOCTUYHO MEIUIMHCKO U3JENHe, IPEIHA3HAUYEHO OT NPOU3BOAMTENS 3a
IIPOBEXKJAaHE HAa €JHO WJIM [OBEYE M3CIIE/BAaHUS 3a OLEHKA Ha JECHCTBUETO, IPOBEXKIAHU B
nabopaTopHst 32 MEIUIIMHCKH M3CIEABAHUS WM B Pyra MOIXOAA1Ia Cpeia U3BBH MSCTOTO Ha
IIPOU3BOJICTBO.

14. "Uudopmupano cwriacue”’ € BOJICU3SIBICHHE HA JEECIOCOOHO IHUIle WIM Ha
3aKOHEH IPEeJICTaBUTEN HA HEJEEeCOCOOHO JIUIE, C KOETO € M3pa3eHO ChIJIaCHe 3a y4acTHE B
KJIMHUYHO W3MUTBaHe, cjel KaTo JIHMIETO € MOAPOOHO HH(POPMHUPAHO 3a CHIIHOCTTA,
3HAYEHUETO M PUCKOBETE OT M3nuTBaHeTo. MHpopMupanoro crriacue e B mucMeHa ¢popma u
ChJbprKa MOANKC HA JULETO U faTa. [Ipu HEBB3MOXKHOCT Ha JIMLIETO J1a U3Pa3H ChIVIACUETO CH
B MUCMeHa (opMa HHPOPMUPAHOTO ChIJIACHE MOXKE Ja ObJe NaJeHO YCTHO B IMPUCHCTBUETO
Hali-MaJIKO HA €IMH CBUJICTEIL.

15. "KanuOpaTtop ¥ KOHTpPOJICH Marepuan’ € BEIIeCTBO, MaTepual WIW HU3Jelue,
IIPEIHA3HAYEHO OT MPOU3BOJUTEINS 32 YCTAHOBSBAHE HA MU3MEPBATEIHU CHOTHOIICHUS WM 3a
MpOBepKa Ha pabOTHUTE XapaKTEPUCTUKU HA UH BUTPO TUATHOCTHYHO MEAUILIMHCKO U3JIENNE B
CBHOTBETCTBHUE C MPEAHAZHAYEHUETO MY.

15a. (noBa - JIB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) "Knuanunu naHau" €
uHpopmanuara, cbOpaHa mpu ymorpedaTa Ha HU3JETUETO OTHOCHO O€30MacHOCTTa W/WIN
neiicteuero My. KIMHUYHKTE JaHHHU c€ MOJIy4aBar OT:

a) pe3ylnTaTuTe, IOJYYCHH IMPH TMPOBSKIAHETO HA KIMHUYHO W3MUTBAHE HaA
M3MHUTBAHOTO MEAUIIMHCKO U3JIENNE, NN

0) maHHU OT KJIMHUYHO/KIIMHUYHYU W3MUTBAHE/M3MHUTBAHUS WIH JaHHU OT JIPYTH
MPOYYBaHUS, MyOIMKYBaHH B HAYYHATA JINTEPATYypa, BbPXY MO0OOHO MEIUIIMHCKO U3JCIne, 3a
KOETO €KBUBAJIEHTHOCTTA C U3IIUTBAHOTO U3/IENINE MOXKE Ja C€ JOKaXKe, UIIn

B) MyOJMMKYyBaHU W/WIU HENMyOJMKYBaHW JOKJIQAd OT JPYTr KIMHWYEH ONHT Ha
M3IUTBAHOTO M3JETHe WIK Ha TOJOOHO MEIUIIMHCKO U3JIeNINe, 32 KOETO €KBUBAJEHTHOCTTA C
M3MHUTBAHOTO U3JIENHNE MOXKE J1a CE JOKaXKE.

16. "Koopaunupai uscienoBaten’ € JMLETO, KOETO KOOPAMHUPA U3CIIEI0BATEIUTE
IIPY NPOBEXKIAHE HA MHOTOLIEHTPOBO KJIIMHUYHO U3IUTBAHE.

17. "Kopurupamu neicTBUs" MOraT Ja BKIIIOUBAT: U3TETJISIHE HA U3/IETTUETO, ITyCHATO
B JICHiCTBUE; U3/1aBaHE HAa MUCMEHA MPENOpPHKa, B KOSTO CE OMMCBAT MEPKUTE, KOUTO TpAOBa /1a
ce MpeANpHEeMaT; TOIBIHUTEIHO MPOoCeiBaHe WM MOAU(UKALIUS HA U3/IEIUETO, yCHATO B
JeUCTBUE, C IIe MOoA00psSBaHEe HA XapaKTEPUCTHKUTE U JCHCTBHETO MY; IPOMSHA B IPOEKTA,
IIPOMSIHA Ha OTAEIHU KOMIIOHEHTH Ha M3JEJIMETO WJIN MPOMSHA B MPOU3BOJCTBEHMS IPOLEC
npu OBJEIIOTO TPOM3BOJCTBO Ha MOAOOHM U3AEHs; M3MEHEHHE Ha CBhABPKAHHETO Ha
eTHKETa WM HAa HHCTPYKIHATA 32 yIoTpeda u APyru.

18. "Kputnuen ananus" e:

a) KpaTKO ONMCAHME Ha MEAULIMHCKOTO H3JENuE - MpEeAHA3HAuYEHO ACHCTBUE, THII,



XapaKTEePUCTHUKH;

0) aHanM3 Ha MoAOpaHaTa JIUTepaTypa U Ha BCUYKU HATMYHY JAaHHMU;

B) KPUTHUYCH aHAIIM3 Ha UACHTU(DUIMPAHUTE BpEIu MpH yrnoTpedaTa Ha U3IEIHUETO,
Ha CBBP3AaHUTE C TAX PUCKOBE U MOAXOJSAIIM MEpPKH 3a OE30MacHOCT IO OTHOIICHHWE Ha
MAIUEHTH, METUITUHCKU TIEPCOHAI ¥ TPETH JINIIA;

r) METOAHW 3a MOM0Op Ha M3MOJ3BAHUTE ITUTEPATypHU H3TOYHHIIM, MPHUIIOKECHUTE
CTATUCTUYECKM METOAM 3a aHAJIU3, METOJUTE 32 OLICHKA, TUMA U MPOJIBIKUTEIHOCTTa Ha
MPOYYBAHETO, XETEPOT€HHOCT Ha BKJIIOUEHATA B MPOYYBAHETO MOMYJIAIUS;

1) KpaiiHa OIIEHKa Ha TMoJi3aTa OT ymoTpedara Ha M3AETUETO CIPSIMO PHCKA, KaTo ce
OTUYHUTAT MOCTIKCHUATA HA ChBpEMEHHATa HayKa U METUITMHCKA TPAKTHKA;

€) 3aKJIIoUeHHe, B KOETO C€ IMO0COYBA Jalu Ca W3MBJIHEHU IIeIMTe Ha 3aJaHUETO,
uacHTU(UKAIIMS Ha TPA3HOTH B OICHKaTa Ha CHOTBETCTBHETO HA W3JICIHETO ChC
CHILECTBEHUTE W3HUCKBAHHs 1O OTHONIEHHE Ha O€30MacHOCT W MpeIHA3HAYEHO KIMHUYHO
JEWCTBHE U, IPH HEOOXOIMMOCT - apryMEHTAIHs 33 TPOBEKTaHe HA KIMHUYHU H3MUTBAHUS -
LIEJIX ¥ IUIaH Ha U3IIMTBAHETO.

19. "JIune, ycTaHOBEHO Ha TEPUTOpHUATA HA IbpKaBa WIEHKA WM HAa Ibp’KaBa OT
EBpomeiickoTo HMKOHOMHUYECKO MPOCTPAHCTBO"' € TpaBeH CYOEKT, pPETUCTpUpaH IO
TPaXIAHCKOTO WM THPrOBCKOTO 3aKOHOJATEIICTBO HA JIbpKaBa WICHKAa WIH JIbpXkKaBa OT
EBponeiickoTo HKOHOMUYECKO MPOCTPAHCTBO WM Ch3AAJIEH MO CUJIaTa HA HOPMATHBEH aKT,
KOWTO WMa CceJaluIile W aJapec Ha YIpaBlieHWE B JbpXKaBa UWICHKAa WIM B JbpKaBa OT
EBpomneinckoTo MKOHOMUYECKO MPOCTPAHCTBO.

20. "JluuHO mWpennasHO CpPEACTBO" € BCSIKO YCTPOMCTBO WM  CPEICTBO,
MpeAHa3HAYEHO JIa C€ U3IOJ3Ba OT JIMILIE, 3a Jla IO Mpena3Ba OT €/1Ha WA OBEYE Bb3MOXKHHU
OTIACHOCTH, 3aIlIallBallid HETOBOTO 3/7paBe M Oe3omacHOCT. Karo Tu4HM mpeamna3Hu cpeicTBa
C€ OMPENENAT ChILO U:

a) CbBKYIHOCT OT YCTPOMCTBA UJIM CPEJCTBA, B3aUMHO CBBP3aHU OT MPOU3BOIUTENS,
C IeJ1 Jja Ipearnas3Bar €JHO JIMIE OT €AHAa WJIM MHOXECTBO OIMACHOCTH, KOUTO MOraT Ja ce
MPOSIBABAT €IHOBPEMEHHO;

0) mpennazHo YCTPONCTBO WUIIM CPEACTBO, CBHP3aHO HENEIMMO WIH ACITUMO C JTMYHO
cpenctBo 0e3 3ammTHA (YHKIHS, W3MOI3BAHO OT JIMIIETO 32 W3BBPIIBAHE HA OMpEeieHa
JIIEUHOCT;

B) 3aMEHSIEMHU CHCTABHU YaCTU HA €JHO JMYHO MPEANa3HO CPEJCTBO, KOUTO ca
OCHOBHU 32 HETOBOTO MPABWIHO (PYHKIIMOHUPAHE M KOUTO CE€ M3MOJ3BAT €AMHCTBEHO 3a TOBA
JIUYHO MPENAa3HO CPEACTBO.

21. (m3m. - JIB, 6p. 110 ot 2008 r., B cruia ot 21.03.2010 r.) "MemunuHcko uznenue"”
€ UWHCTPYMEHT, amapaT, ypea, codryep, Marepwan WU JPyro HU3JeNue, H3MO0JI3BaH
CaMOCTOSITEJIHO WJIM B KOMOHWHAIMS, BKJIIOUUTENHO CcoQTyep, MpeaHa3HauyeH oOT
MIPOU3BOIUTEINS J1a ObJIe U3MOM3BaH CEMU(MUIHO 33 JUATHOCTUYHU /WA TEPANIEBTUYHH SN
1 HEOOXOJMM 3a TpaBHIIHATA MYy yImOTpeba, KOMTO HE MOCTUTa OCHOBHOTO CH JEHCTBHE IO
MpeHa3HauYeHNE BbB HIIM BHPXY YOBEIIKOTO TSUIO MO (hapMaKOJIOTUYCH, UMYHOJIOTHYCH WITH
MeTabOJIUTEeH BT, HO MOXE J1a C€ MOJIoMara Mmpu CBOETO JCHCTBHE OT CPEICTBA C TAKbHB
edeKT, M KOWTO € MpeAHa3HAuYeH OT MPOU3BOIUTEIIS Ja ce MpHiiara Mmpyu Xopa ¢ med:

a) JMarHOCTHKa, NPOQUIAKTHKA, HAONIOJCHHE, JIedCHHE WM O0JIeKuaBaHe Ha
3a00/I9BaHN;

0) MuarHocTuka, HabIIoJeHNE, IeUeHre, 00JeKYaBaHe WIIM KOMIIEHCUPAHE Ha TPaBMHU
WA MHBAJIUHOCT;

B) HW3CIe[BaHe, 3aMsHA WJIM KOPEKIMs Ha aHATOMUYHA YacT WM (PU3UOJIOTHYEH



MPOIIEC;

') KOHTPOJ BBPXY Mpolieca Ha 3a0peMeHsIBaHE.

22. (m3m. - JIB, 6p. 110 ot 2008 1., B cmiia ot 21.03.2010 r.) "MeauIHCcKo U3Ienme
3a KIIMHUYHO M3MUTBaHe" € MEIUIIMHCKOTO U3JIeNHe Mo Wwi. 2, ai. 1, T. 2 u 3, npeAHa3HayeHo
Jla C€ M3MOJI3Ba OT MEIUIMHCKHU CIEHHAIUCT WIH OT JIPYr CHEHUAINCT, KOUTO MPUTEKABAT
MOAXOAINA 3a IENUTe HAa WM3MUTBAHETO KBaNU(UKAIMs, MPU MPOBEKIAHE HA KIMHUYHU
HM3IIUTBAHU B JIeueOHO 3aBeCHHE 3a ITIOCTUTaHe Ha IEITa 110 4. 32.

23. (m3m. - IB, 6p. 110 ot 2008 r.) "MenuuuHcKo u3aenue, u3paboTeHo Mo nopbuka”
€ MEIUILMHCKO M3esne mo wi. 2, an. 1, T. 2 win 3, mpou3BeAeHO MO MUCMEHO 3aJaHue Ha
KBTU(DUIIUPAH METUIIMHCKM CICIHMATUCT WM Ha JMIE C MoAXonasdma mpodecruoHamHa
KBaM(UKAKSI, C KOETO C€ OMPENeNaT CcrneuuGUIHUTEe TPOEKTHU XapaKTEPUCTUKH Ha
W3JICIMETO U MPEJHA3HAYCHUETO MY 3a yrmoTpeda 0T KOHKPETEH MAIMeHT, U 33 KOETO TOM HOCH
OTTOBOPHOCT.

CepwuitHO MPOU3BEICHUTE U3/CIUs, aJaITUPAHU C 11 Ja OTTOBOPSAT Ha Crelu(DUIHI
W3UCKBAaHUSI Ha MEIUIIMHCKHU CIIEIUAINCT WM Ha JAPYr 0O0ydeH MmoTpeOuTeN, He ca W3emus,
n3pabOTEHH MO MOPBHYUKA.

24. "MHOroueHTpoOBO KIWHUYHO M3MUTBAHE" € KIMHUYHO H3IMUTBAHE, KOETO CE
MPOBEXK/a M0 €/IMH TIIaH, HO B MOBEYE OT €IMH M3CIEAOBATEIICKU IEHTHP/Ie4eOHO 3aBe/IeHUE
U OT TOBEYEe OT eOUH H3CienoBaTeN. V3ciemoBaTeliCKUTEe IEHTPOBE MoraT na Obaar
Pa3MoJIOKEHN HAa TEPUTOPUSATA Ha €/IHA AbpXKaBa WICHKA, B MOBEYE OT €/IHA AbpXKaBa WICHKA
WM B IbPKaBU YICHKH U B TPETU AbPIKABH.

25. "HaOmromaBamny" e jiuie, Ha3HAUYEHO OT BBH3JIOKUTENIS, KOETO HAOIIOmaBa Jaiid
KJIIMHUYHOTO M3MUTBAHE Ha BCEKH €Tal Cce MPOBEXIa, 3alIMCBA U JOKJIA/IBA B CbOTBETCTBUE C
IJIaHa, ChC CTaHAAPTHUTE OIMEpaTHUBHU Mpoleaypu, ¢ JloOpaTa KIMHUYHA MPAKTUKA H C
MPUIOKUMUTE KOHTPOJIHHU U3UCKBAHUS.

26. "He3aBUCHMO OT BB3IOXKUTENS Julle" € (PU3MUecKo JHUIe, KOETO € 3al03HATO C
XapaKTePUCTUKUTE W JIEHCTBHETO HA MEAMIIMHCKOTO U3JeNHne, OOCKT Ha KIMHUYHOTO
W3MHUTBAaHE, U C METOJAOJIOTHITA HAa MPOBEXKJaHE HAa KIMHUYHO M3MUTBAHE U € (PMHAHCOBO
HE3aBHCHUMO OT BB3JIOKHTEIS.

27. "llnan Ha KIMHUYHOTO M3IMUTBaHE" € JOKYMEHT, OIMMCBAIll LEIUTE, Au3aiiHa,
METOJIOJIOTUSITA, CTATUCTUYECKUTE METOJIM U OpraHU3alusITa Ha €THO KJIMHUYHO U3ITUTBAHE.

28. "llpenna3nauenue" e ynorpebara, 3a KOSTO € MPEAHA3HAYEHO MEAUIIMHCKOTO
W3/IeNIMe€ ChIJIaCHO MPENIOCTAaBEHUTE OT MPOU3BOJUTENS JAHHU BbPXY C€THKETa, B
WHCTPYKIUATA 32 yIIOTpeOa 1/WiiK B pEKIIaMHI MaTEpHUAaIH.

29. "[IpuHaasiexxHOCT" € u3/eaue, KOeTo He € MEIULIMHCKO U3/IeTUe, HO € CIIELUAITHO
MpeAHa3HAaYeHO OT MPOU3BOJUTENS MY 3a U3IMOJI3BAHE 3a€HO C MEIUIIMHCKO M3JeNne, C Ll
MEJIMIHUHCKOTO U3JeJUe Ja C€ WU3MO0J3Ba 10 OMNPEACNEHOTO OT MPOU3BOJUTENST MY
npeAHa3HauYeHue.

30. "I[IpousBoauTen" € BCIKO PU3NIECKO WM FOPUAMUECKO JIUIIE, KOETO:

a) OTroBapsi 3a MPOEKTUPAHETO, IIPOU3BOICTBOTO, OMTAKOBAHETO U €TUKETHUPAHETO Ha
MEJIMIIUHCKO W3JIeJue, MPEIH Jia ro MyCHEe Ha ma3apa OT HErOBO MME WUJIM C HEroBa ThProBCKa
MapKa, HE3aBUCHUMO JaJId TE3U ONEpaly C€ U3BBPIIBAT OT CAMOTO JIUIIE, WU CE€ U3BBPILBAT
3a HETro OT TPETO JIULIE;

0) (u3m. - IB, O6p. 110 or 2008 r.) KOMIUIEKTyBa, OMakoBa, oOpabOTBa, HAITBIHO
npepaboTBa W/WIHM ETUKETHUPA €IHO WU IMOBEYEC TOTOBH METUIIMHCKU W3ACTUS W/WIN €
OTTOBOPHO J1a OTIPEJENIN TSIXHOTO MpeAHa3HAYEHHUE C LeJl ITyCKaHe Ha Ma3apa 3a IbPBU BT OT
HETOBO HME.



OU3NYECKN WU IOPUAMYECKU JIMIA, KOUTO KOMIUIEKTYBaT WM aJalTHpaT IyCHAaTH
Ha Ia3apa MEIMLMHCKM M3AEIUS 32 KOHKPETEH MalMEeHT B CBOTBETCTBHE C TAXHOTO
IIpeIHa3HAYEHHUE, HE ca IPOU3BOAUTENH 110 CMUCHIIA HA TO3U 3aKOH.

31. "Ilyckane B peiicTBue" € eTambT, HOpPU KOWTO TOTOBO 3a ymorpeda IO
IIpeIHAa3HAYEHUE MEIULIMHCKO U3JIENINE C€ IPEAOCTAaBs 3a IbPBU ITBT B JbpiKaBa YJICHKA WIH B
IbpkaBa oT EBporeiickoTo HKOHOMHYECKO MPOCTPAHCTBO Ha KpaiHUs norpeduten. [lyckane
B JCHCTBHE HA AaKTUBHO HMMILUIAHTHPYEMO MEIUIMHCKO H3JEIHME € MPEJOCTABIHETO MY Ha
KBAJTM(HUIMPAH MEIUIMHCKHU CIIEHUAIUCT 32 UMIUIAHTHPAHE.

32. "IlyckaHe Ha maszapa" € IBPBOTO MPEAOCTaBSHE 3a PA3NPOCTPAHEHUE W/MUIU
ynotpeba Ha Tepuropusta Ha EBpomeilckusi cbi03 M Ha TepuUTOpHiTa Ha EBpomeickoTo
MKOHOMHYECKO MIPOCTPAHCTBO CpeIly 3alviallaHe Wid Oe3IUIaTHO Ha HOBO WJIM HAIbIIHO
OOHOBEHO MEIUIIMHCKO M3/eNHe, C M3KIIOYEHHE Ha MEIUIIMHCKO H3JIeNIMe 3a KIMHUYHO
M3MHUTBAHE U HA UH BUTPO JUArHOCTHUYHO METUIIMHCKO M3/IEIHE 3a OLIEHKA Ha AEHCTBUETO.

33. "Cepuno3Ho yBpexaaHe Ha 3paBeTo" €:

1. MBOTO3aCTpaIIaBAIO CHCTOSIHUE WM 3a00JIsIBaHE, UM HAapaHsBaHE;

2. TpaifHO yBpeXJaHe Ha Ku3HeHa (DYHKIMS WIM HA YOBEUIKM OpPraH UM Ha ThKaH;

3. CbCTOSIHME, KOETO Hajlara MEIMIIMHCKA IOMOII UJIM XUPYprudecka Hameca, 3a Jia ce
IIPEIOTBPATAT YBPEKAAHUATA 110 T. 2.

34. "CppoBe 3a cbXpaHEHHE Ha MpPOOM OT YOBEUIKOTO TSUIO' ca HMH BHUTPO
JUArHOCTUYHU MEAULIMHCKYU U3/ENNs, HE3aBUCHMO AU Ca BAKyYMEH THI WIH HE, CIIELIMAIHO
NpeJHa3HAuYeHH OT MPOM3BOJIUTENS 3a IIbPBOHAYAIIHO ChOMpaHEe M ChXpaHEHHE Ha MpoOu OT
YOBELIKOTO TAJIO 32 UH BUTPO AUArHOCTUYHU U3CIICABAHUS.

35. "CpiiecTBeHa IpOMsHA B IUIaHA HA KJIMHUYHOTO M3NUTBAHE" € BCsKa NIPOMSHA B
IUTaHa W/UIM B UHQOPMAIMTA B ChITBTCTBAIIIATA TOKYMEHTALUS, KOSITO TIOBJIHSABA:

a) Oe3omacHocTTa WM (u3Myeckara W TICUXMYECKaTa HENPUKOCHOBEHOCT Ha
YYaCTHUILUTE;

0) Hay4YHaTa CTOMHOCT HA U3MHUTBAHETO;

B) IIPOBEXAAHETO UJIM OPraHU3alMATa HAa U3IIUTBAHETO.

36. "T'pproBusi Ha IpeOHO" ca BCUUKH ACHHOCTU IO NMPHUA0OMBAHE, ChbXpaHSIBaHE U
npoaak6a Ha MEIUIIMHCKHN U3/eNUs B alITEKH, IPOreprH WIK B 00eKTUTe Mo wi. 83, ain. 2 Ha
KpaeH MoTpeOuTel.

37. "TeproBust Ha enpo" ca BCUYKU JEHHOCTH IO MPHI0OMBaHE, ChbXpaHsABaHE, BHOC
WM U3HOC HA MEIUIIMHCKU U3JETH C el Mpojak0a, ¢ M3KITI0YEHNE Ha ThPrOBUS HA APEOHO.

38. (u3m. - 1B, 6p. 110 ot 2008 r.) "YrbiHOMOIIIEH TpeAcTaBuTeNn" € GU3NIECKO HITH
IOPUANYECKO JIMLE, YCTAHOBEHO HA TEPUTOPUSTA Ha IbpXKaBa 4JIEHKA WJIHM Abp)KaBa OT
EBponelickoTo MKOHOMHUYECKO IIPOCTPAHCTBO, U3PUYHO YITBITHOMOULIEHO OT IIPOU3BOIUTEINS J1a
JeicTBa OT HETOBO MME M 3a HEroBa CMETKa IIPEJl PEryJaTOPHUTE OPraHu Ha IbpKaBUTE
WIEHKM WM DPETyJaTOPHUTE OpraHd Ha JIbp)KaBUTE€ OT EBpONEHCKOTO HMKOHOMHYECKO
IIPOCTPAHCTBO IIPU U3ITBIHEHHUE HA 3abJDKEHUS Ha IIPOU3BOIUTEINS 10 TO3U 3aKOH.

§ 2. (U3m. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) To3u 3akoH BBBEKIA
pasnopenoure Ha J[upexkrtuBa 90/385/EMMO na CwuBera ot 20 1omu 1990 r. oTHOCHO
cOmmKaBaHe Ha 3aKOHOJATEIICTBOTO Ha JbPXKABUTE WIEHKH, CBBP3aHO C AaKTHUBHHUTE
UMIUIAaHTUPYEMH MEIULMHCKU W3Jeius, nocienHo usMeHeHa ¢ Jupekrtusa 2007/47/EO nHa
EBponelickus napiameHT 1 Ha CobBeta ot 5 centemBpu 2007 r. 3a u3meHeHue Ha JupekTuBa
90/385/ENO na CpBeTa OTHOCHO CONMM)KaBaHE HA 3aKOHOJIATEJICTBOTO HA IbPKABUTE WICHKH,



CBBP3aHO C aKTUBHUTE UMIUIAHTUPYEMH MEAULIMHCKU u3nenus, Ha Jupexrtusa 93/42/ENO Ha
CpBeTa OTHOCHO MeTUIMHCKUTE m3nenust u Ha JupektuBa 98/8/EOQ O0THOCHO ITycKaHETO Ha
nazapa Ha ouoruan (OB, L 247/21 ot 21 centempu 2007 1.), Ha upektuBa 93/42/ENO nHa
CoBeta oT 14 roHum 1993 r. OTHOCHO MEIUIMHCKUTE W3AEINSA, MHOCIEIHO H3MEHEHA C
Hupextusa 2007/47/EO na EBponeiickus napaameHT U Ha CbBera, u Ha J{upextusa 98/79/EO
Ha EBponeiickus napiameHT U Ha CpBeTa oT 27 okTOMBpH 1998 I. OTHOCHO AMArHOCTUYHUTE
MCOULMHCKYA M3JeIns In vitro, mociegHo u3MeHeHa ¢ Perinament (EO) Ne 1882/2003 Ha
EBpomneiickus mapnameHnT u Ha CpBeta ot 29 centemBpu 2003 r. 3a agantupase kbM Perienue
1999/468/EO na CbBeTa Ha pa3nopeAdUTE OTHOCHO KOMHUTETHTE, KOUTO TOJIOMaraT
KoMucusara mnpu ynpakHSBaHETO HA W3IBIHUTEIHUTE I IPaBOMOIIMSA, OIPEIEIICHU B
aKTOBETE, KOWTO MOJJEXKAT Ha Ipoleaypara, nocodeHa B wi. 251 ot J[lorosopa 3a
EBpomneiickara 00IIHOCT.

§ 3. (1) HaummeHoBaHMsATa M PEruCTPAlMOHHUTE HOMEpPAa HAa XapMOHU3HUPaHUTE
eBPOMNEHCKU CTaHIapTH U Ha MOoHOTpaduute Ha EBporneiickara ¢papmakones 3a MEJUIIMHCKUATE
uznenus ce myonukysart B "OduuunaneH BecTHUK " Ha EBponeiickust cbio3.

(2) XapMOHM3MpPAHUTE EBPOINEHCKH CTaHJAPTU CE€ BBBEXKJIAT HUIACHTUYHO YpE3
nyOJIMKyBaHe Ha TEKCTa Ha CTaHIapTa B MPEBOJI Ha OBJITAPCKHU €3UK MM Ype3 MOTBBPKIaBaHe
3a TMpWiIaraHe Karo OBIrapckd CTaHAapT M0 peJa Ha 3akoHAa 3a HalMOHalHATa
CTaHapTHU3aLUS.

(3) HanmeHoBaHMsATa W PETUCTPALMOHHUTE HOMEpa Ha OBJITapcKUTe CTaHIApTH,
BBBEK/JAIIM XAapMOHHM3UPAHUTE EBPOINEHUCKM CTaHIApTH, c€ MYyOJMKyBaT B OQUUIMANIHUA
OroneTH Ha Jlbp)kaBHaTa areHUMs 3a METPOJOTMs M TEXHUYECKH HAA30p, Karo MpH
MyOJIMKYBaHETO 33IbJDKUTEITHO Ce T0COYBA BPb3KaTa ChC ChOTBETHATA Hapen0a mo wi. 18.

§ 4. (1) C oOmuTe TEXHUYECKU crienu(PUKAINK Ce OMPENeNsIT U3UCKBAHUS 32 OIICHKA
Y TIPEOIICHKA Ha JEWCTBUETO, ITyCKAHETO Ha Ma3apa W/WJiH IyCKaHETO B ACHCTBUE HA MAPTUIM,
pedepeHTHH MeTonu U pedepeHTHH MaTepHaid 32 MH BUTPO JAUATHOCTUYHH METUIIMHCKH
U3

(2) OOmuTe TexHuuecku cneundukanuu ce myoaukysar B "OduimaneH BeCTHUK" Ha
EBpomnenickus cbro3.

[Ipexonuu 1 3aKIIOUUTEITHN pa3nopeadu

§ 5. (1) TwproBumrte, NOJYYWIN pa3pelIEeHUE 3a THPrOBHsS Ha €IpO C JIEKApCTBA -
MEJIMLIUHCKU u3enus, uzaaaeHo cuexn 29 gexemspu 2002 r. o pena Ha OTMEHEHHUs 3aKOH 3a
JIeKapcTBaTa U anTeKUTe B XyMaHHaTa MeauiuHa (00H., JIB, 6p. 36 ot 1995 r.; 6p. 61 ot 1996
r. - Pemenune Ne 10 va Konctutyrmonnus ¢va ot 1996 r.; uzm., 6p. 38 ot 1998 r., 6p. 30 oT
1999 r., 6p. 10 ot 2000 r., 6p. 37 ot 2000 r. - Pemienne Ne 3 Ha KoHCTUTYIIMOHHUS CBHA OT
2000 r.; u3Mm., 6p. 59 ot 2000 r., 6p. 78 ot 2000 1. - Pemenue Ne 7 Ha KOHCTUTYLIMOHHUS CBHA
ot 2000 r.; u3m., 6p. 41 ot 2001 1., 6p. 107 1 120 ot 2002 r.; momp., 6p. 2 ot 2003 r.; U3M., Op.
56,71 u 112 ot 2003 1., 6p. 70 m 111 ot 2004 t., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 1., Op.
30, 31, 34, 75 u 105 ot 2006 r.; ot™., JIB, 6p. 31 ot 2007 r.), mogaBaT B CPOK JI0 TPHU Mecera
OT BIIM3aHETO B CHJIA HA 3aKOHA 3asBJICHHE MO 00pasell 3a cIyKeOHO BIHCBAHE B PETHCTHPA
mo wi. 81, KbM KO€TO mpuiarat JoKymMeHTuTe mo wi. 78, an. 1, . lm 2, an. 2, 1. 3 u 4, u



JeKJIapalus, ye He € HaJIMIle IPOMsIHA B a/ipeca Ha MOMEIICHUATA 32 CbXPAHEHUE U ThPrOBUSI.
(2) B cpok nmo 30 nHM OT mojaBaHe HA AOKYMEHTALMATA MO aj. | U3MbIHUTEITHUST
mupexTop Ha MAJI u3gaBa pasperienue 3a ThbproBus Ha €po ¢ MEAULIMHCKH U3IeNHS.
(3) C u3naBaHe Ha pa3pelIEHUETO MO al. 2 ce MpeKparsBa U3JaJACHOTO IO peaa Ha
OTMEHEHMs 3aKOH 3a JieKapcTBaTa M aNTEeKUTEe B XyMaHHAaTa MEJHIIMHA pa3pelieHue 3a
TBHPrOBUA Ha €pO.

§ 6. TeproBuure, momyumsnn OE3CPOUHO pa3pelIeHHEe 3a THProBUS Ha €ApO C
JeKapcTBa, u3nanaeHo cien 29 nexkemspu 2002 r. 1o pefa Ha OTMEHEHMSI 3aKOH 3a JIeKapcTBaTa
U alTEeKUTe B XyMaHHaTa MEAMIMHA, KOUTO THPryBaT M C MEIUIMHCKU W3JENHs, MO0AaBatT
3asiBJICHHE M JOKYMEHTAIMs 3a pa3pellieHue 3a ThProBUs Ha €1pO C MEIUIMHCKU U3AEIHS I10
pena Ha To3H 3aKOH B cpok 70 31 nekemBpu 2007 r.

§ 7. TeproBuure, momydymsnn OE3CPOUYHO pas3pelieHHEe 3a THProBUS Ha €ApO C
nekapcTBa, usganeHo npeau 29 nexemBpu 2002 r. mo pena Ha OTMEHEHMS 3aKOH 3a
JeKapcTBaTa M anTeKUTe B XyMaHHAaTa MEIULMHA, KOUTO THhPryBaT ¢ MEIULMHCKU HU3AEIu,
[I0/1aBaT 3asBJICHUE U JOKYMEHTALMs 3a pa3pelleHHE 3a THProBUS HAa €Ip0 C MEAULMHCKH
U3JIeNusl 10 pella Ha TO3U 3aKOoH B cpok 10 31 nexemspu 2007 r.

§ 8. 3asBieHMs 32 U3/IaBaHE HA pa3pelleHus 32 THPrOBHS HA €IpO C MEIUIUHCKH
W3/eNus, MOJAaICHU 10 BIM3AaHETO B CHJIA HAa TO3U 3aKOH, C€ Pa3MJIekJaT U MPUKITIOYBAT IPHU
YCJIOBUSITA U IO peJia, MPEIBUICHU B HETO.

§ 9. (1) U3nagenute mo peaa Ha OTMEHEHMsS 3aKOH 3a JieKapcTBaTa M alTEKUTE B
XyMaHHaTa MEIUIIMHA pa3pelieHus 3a yrmoTpeda Ha MEAUIIMHCKH U3JIENHS Ce MPEKPaTsIBaT OT
JaTaTa Ha BIM3aHE B CHJIA Ha 3aKOHA.

(2) IpousBogutenute mo wi. 29, an. 1 U 2 HA MEAUIIMHCKU HU3JENUSI, HA KOUTO €
MPEKPATeHO pa3pelIeHueTo Mo pela Ha an. 1, mogaBaT yBEIOMIJIGHHME IO o0Opaserr o
M3MBIHUTENHUS AupekTop Ha MAJI B cpok 1o Tpu Mecella OT BIM3aHETO B CHJIA HA 3aKOHA.

§ 10. Haauuaute KOIMYECTBA MEIMIIMHCKH H3JCIHSI, KOHTO HSIMaT OIICHEHO
ChOTBETCTBUE ChC CHILECTBEHUTE U3UCKBaHUs 10 peAa Ha nupexktusu 90/385/ENO, 93/42/EO
u 98/79/EO B cxi1ajoBE 3a THProBUs HA €/IpO, allTEKU, APOr€pUH, ONTUKU U JPYTH ThPrOBCKU
00eKTH, MOraT Jia ce MpoJaBaTr J0 M3YEpIIBAHETO MM, HO HE MO-KHCHO OT €IHAa TOJMHA OT
BIIM3aHETO B CHUJIA HA 3aKOHA.

§ 11. MenuuuHCKA U3JIENHs C€ Ch3JaBaT, ChXPaHsSBAaT U OOHOBSBAT KAaTO IbP>KaBHU
pe3epBH M BOCHHOBPEMEHHM 3allacH IMpHU YCIOBUATA U MO pela Ha 3aKOHA 3a Jbp)KaBHUTE
pe3epBHU U BOCHHOBPEMEHHUTE 3alaCcy U Ha aKTOBETE MO0 HETOBOTO MpHUJIAraHe.

§ 12. MUHHCTEPCKUAT ChBET U3BBHPILIBA IPOMEHHU B YCTPONCTBEHUTE MTPaBUIIHULIA HA
WNAJI u na JIbpaBHATa areHIys 3a METPOJIOTHYEH U TEXHUYECKH HAA30P B TPUMECEUEH CPOK
OT JIcHs Ha 0OHApOIBAHETO Ha 3aKOHA B "Jbp>KaBeH BECTHUK'.



§ 13. [loa3akoHOBUTE AaKTOBE IO MPUIIATAHETO HA 3aKOHA C€ U3/laBaT B 6-MeceueH
CpPOK OT JieHsl Ha 00HapoABaHEeTO My B "JIbpikaBeH BECTHUK'.

§ 14. B 3akona 3a uHTerpanus Ha Xxopara ¢ yBpexxaanus (o6H., /1B, 6p. 81 ot 2004 r.;
u3M., op. 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 r.) ce mpaBAT CIEIHUTE U3MEHEHUS U IOITbIHEHMSL:

1. Bun 8 1.1 ce u3Mens Taxa:

"1. peructpupa nuia, KOUTO OCHIIECTBIBAT ACHHOCTHU MO MPEAOCTaBsIHE HA TOMOIIHU
CpeACTBa, IPUCIOCOOICHUS U CHOPHKEHHS 32 XOpaTa C YBPESXKIAHUS U MEAULIMHCKU U3ETHS,
[IOCOYEHU B CIHUCBHUUTE NO 4i. 35a, an. 1, ¥ KOHTpOJMpa CNa3BaHETO Ha YTBBPIACHUTE
KPUTEPUH 3a IIPENOCTABIHETO UM;".

2. Bun. 15, an. 2 1. 8 ce u3MmeHd Taka:

"8. Ha3HauaBaHEe Ha MEIUIIMHCKYU U3/IENINs, IOMOIIHH CPEICTBA U CbOPBKEHUS. "

3. YneH 35 ce u3MeHs Taka:

"Un. 35. (1) 3a mnpemocTaBsHe Ha TIOMOIIHM CPEJACTBA, MPHUCIOCOONCHHUS U
CbOPBKEHUS U MEIUUMHCKU n3aenus no wi. 44, an. 3 AreHuusra 3a XxopaTa ¢ yBpEXJIaHUs
BOJM PETUCTHP HA JINLIATA, OCHIIECTBSIBAILN TE3U AEHHOCTH.

(2) JlefiHOCTHTE MO TPENOCTAaBSIHE Ha TOMOIIHH CPEJICTBA, MPHUCIOCOOIECHUS |
ChOPBKEHUS U MEAULMHCKU U3AEIUS CE U3BBPIIBAT OT JIMLA, PETUCTPUPAHU KaTO ThPrOBLH
10 HallMOHAJIHOTO 3aKOHOJATEJICTBO HA JIbp’KaBa YJEHKAa WM JIbp’KaBa OT EBpomeickoTo
MKOHOMMYECKO IPOCTPAHCTBO.

(3) 3a BMcBaHe B perucropa 1o ai. 1 Junara nogaBaT 3asBJICHUE 10 U3ITBIHUTEIHUS
IUPEKTOp Ha ATEHLUsATa 3a XopaTa C YBPEXKIaHUs, KaTo MpHJIararT M HEOOXOJUMHTE
JTOKYMEHTH, OIpeiesieH! B Hapea0aTa 1o ai. 5.

(4) B cpok mo enuH Mmecel] OT JaTaTa Ha TOJAaBaHE Ha 3asBJIEHUETO MO al. 3
U3IIBJIHUTEIHUAT JUPEKTOP Ha ATEHLHUATA 3a XOpaTa ¢ YBPEXKJaHUs U3/aBa yJOCTOBEPEHUS
HAa JINLATa, BIMCAHU B PETUCTBPA.

(5) MUHHUCTBPBT Ha TpyZla ¥ COLMAIHATA MOJMTHKA U3aBa Hapea0a 3a M3UCKBAHUATA
3a OCBIIIECTBSABAHE HA JEMHOCTUTE 110 MPEAOCTABSIHE HAa TOMOIIHU CPEJCTBA, IPUCIOCOOICHUS
U CbOPBKEHUS 3@ XOpaTa C yBPEXJaHUS U MEIULMHCKU U3/JENNs, IOCOYEHU B CIHMCBHLUTE I10
yi1. 35a, an. 1."

4. Cp3naBa ce ui. 35a:

"Un. 35a. (1) MuHUCTBPBT Ha TpyZJa M coLMajgHaTa IOJMTHKA CBIVIACYBAHO C
MUHHUCTBPA Ha 3[paBE0Na3BaHETO YTBbPXKAAaBA €KETOJHO CIUCHIHN Ha!

1. moMOIIIHUTE CPECTBA, MPUCTIOCOOICHUS U ChOPBKEHUS 32 XOpaTa C yBPEKIaHUS;

2. MEOUIIMHCKUTE U3AEINs, IPEAHA3HAYEHHU 32 X0paTa ¢ yBPEXKIaHU.

(2) B cnyuaili Ha CbMHEHHE Jand €IUH NPOAYKT € MEAULUHCKO H3JENINE WIH
MOMOIIIHO  CPEJICTBO, MPHUCIOCOONIEHHEe WIM ChOPBKEHHE 32 XOopa C YBpEKIaHUS,
MEXAYBEIOMCTBEHA €KCIIEPTHA KOMHUCHUS, Ch3/aJleHa ChC 3all0BE] HA MUHUCTBpPA Ha TpyJa U
coLlMaiHaTa MMOJINTUKA U HAa MUHHUCTBHPA Ha 3/[paBEOIIa3BAHETO, JaBA OKOHYATEIHO CTAHOBHUIIIE.

(3) YcnoBusta M peabT 3a paboTa Ha KOMHCHSTA MO all. 2 C€ ONpeNeNirT B
IIpaBUJIHMKA 3a MpUjlaraHe Ha 3aKoHa."

5. B un. 44 an. 3 ce u3MeHs Taka:

"(3) Xopara ¢ yBpexXIaHUs CHOOpPA3HO CBOMTE MOTPEOHOCTH MOraT Ja MOJydaBaT
LEJIEBU TOMOIIM M OOJNEKYEeHUs 3a TOKyllKa M PEMOHT Ha IIOMOIIHM CpPEICTBa,
MPUCTIOCOOICHHS, CHOPHKEHUS U MEAMLIUHCKU H3/IENIHs, IOCOUYEHH B CHUCHLUTE MO 4. 35a,



all. 1, ¢ U3KJIIOUYEHNE Ha MEIULIMHCKUTE WU3/EIHs, KOUTO C€ 3aIllaliaT HallbJHO WJIM YaCTUYHO
ot Hanmonanuara 3apaBHOOCUTYpUTETHA Kaca."

6. B § 1 oT nomrbsiHUTENHATA pa3nopenda T. 7 ce U3MEHs Taka:

"7. "lloMOLIHM CpeACTBA, NPUCHOCOONEHUS UM CHOPBXKEHUA" ca 1ocoous,
IpeJHa3HAauYeHH OT MPOM3BOJIUTENS Ja KOMIEHCHUpAT 3ary0eHa WM yBpeldeHa (QyHKIUS Ha
YOBEIIKH OpraH, C Il yBeJInyaBaHe Bb3MOXXHOCTHTE 32 CaMO0OOCTyKBaHe, 3a U3BBPIIBaHE HA
TPYyZOBa U JIpyra JEMHOCT HA XOpaTa C yBpeKIaHUs."

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

OT JOIBJIHUTENHAaTa pasnopenda B T. 9, OykBa "3" mymara "nekapcTBa' ce 3aMeHs ¢
"JIeKapCTBEHU MPOIYKTH U MEAULIMHCKHU U3Aenus’.

§ 16. 3akoHBT BIM3a B CHJIA OT JIeHS HAa OOHApOIBaHETO My B "JIbpikaBeH BECTHHUK', C
M3KIIIOYEHUE Ha pa3nopendara Ha wi. 4, aj. 2, KOSTo BiIM3a B cuiia ot 29 nexemspu 2009 r.

3akousbT € npuet oT 40-to Hapoano cwOpanue Ha 29 mait 2007 1. u € moaneyaras c
oduuuannus neyat Ha HapoaHoTo crOpanue.

3aKJIIOYUTENTHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JJOITBJIHEHUE HA
3AKOHA 3A MEJIMIITMHCKUTE U3 AEJINA

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

§ 51. MuHUCTEPCKUST CHBET B CPOK JI0 6 Mecela OT BIM3aHETO B CHJIa HA TO3U 3aKOH
npuema Hapen6ara no wi. 30a, an. 2.

§ 52. MuUHUCTBHPBT Ha 3[paBeONa3BaHETO B CPOK JO JIBa MEcela OT BIU3aHETO B CHJIA
Ha TO3M 3aKOH IpueMa Hapeabara no 4i. 32a.

§ 54. Pasmopenoure Ha § 1, 1. 1, § 2, 5,8, 10, 15, § 16, 1. 3,4 u 5, § 17, 18, 20, 21,
22,23, 24, 25, 26, 27, 31, 45,47 u § 50, 1. 1, OykBu "a", "0", "B" u T. 2 BAM3aT B cwia ot 21
Mmapt 2010 r.

[Ipunoxenue kpM ui. 15, ain. 1
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