3AKOH 3A MEJUIIUHCKUTE U3JAEJUA

B cuna om 12.06.2007 e.
O6n. JIB. 6p.46 om 12 IOnu 2007e2.

['maBa mbpBa.
OBIIU ITOJIOKXEHM A

Paznen L.
OO0 paznopendu

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

1. ycnoBusTa M peja 3a IyCKaHe Ha I[a3apa W/WiIM IIyCKaHe B JieiicTBUe Ha
MCEAUIIMHCKHU U3JCIINA,

2. 33IBJDKCHHUATA HA MPOU3BOAMTEINS, HA HETOBUS YI'BIHOMOILEH MPEJCTaBUTEN U Ha
BHOCHUTCIII HAa MECAUITMHCKHN U3JICIINA,

3. ycioBusATa U peAa 3a U3JaBaHE Ha pa3pelIeHus 3a OLEHSIBaHE ChbOTBETCTBUETO Ha
MEAUIIMHCKUTE U3CIIHNA,

4. ycioBUATa M pela 3a M3BBPIIBAHE HA KIMHUYHU W3MUTBAHHUA HA MEIUIMHCKH
U3JICITHS;

5. ycnoBusTa U pefia 3a U3BBPIIBAHE HA ThPTrOBHS HA €IpO C MEIULIMHCKU U3/ETHS;

6. Haa30pa Ha Ma3apa Ha MEAUIIMHCKU H3/1eNNs;

7. cucremara 3a yBeJIOMsIBaHE U OLEHSBaHE HAa MHIUJCHTU/IOTEHIIMAIHU UHIUICHTH,
CBbp3aHu C MCIUITMHCKHU HU3OCIINA.

(2) LlenTa Ha TO3M 3aKOH € Jla rapaHTHUpa IYCKAaHETO Ha Ia3apa W/WiM B JeicTBUE Ha
MCIUIOHWHCKHU M3ACIIHA, KOUTO HC 3acTpamraBaT XHUBOTa MW 3APaBC€TO HA IMAIMCHTUTC, HaA
MEIUIUHCKUTE CHELMATUCTH WM Ha TPeTH JIUIA, KOraTo H3AENUsATa Cce M3MO0J3BaT 10
NpeHa3HAYeHHEe W C€ ChXpaHsIBaT, pPAa3MpPOCTPAHSABAT, HHCTAIUPAT, HMIUIAHTUPAT |
NOJABPKAT B ChOTBETCTBUE C MHCTPYKIMHUTE Ha IPOU3BOAUTEIINTE.

Ui 2. (1) B 3aBucEMOCT OT MpeAHa3HAYEHOTO OT MPOM3BOIAUTENS JCHCTBUE
MEJUIIMHCKUTE U3JIEIHS CE pa3/IeIisT Ha:

1. ¥H BUTPO AMATHOCTUYHHU MEIULIMHCKU U3/IETUS;

2. aKTUBHU UMIUTAHTUPYEMH MEIUIIMHCKU U3/,

3. MEIMIMHCKY U3JEIHS, Pa3IMYHU OT NOCOYEHUTE B T. 1 1 2.

(2) MeaumuHckuTe u3aenus mno ai. 1, T. 1 B 3aBUCUMOCT OT MOTEHIMAIHUS PHUCK,
CBBP3aH C TAX, CE IpynupaT B CIUCBK A, cnuchbK b W u3genus 3a camorecTyBaHE U JIPYrd
IpynH, ONPEJEIIEHN B Hapeaoure 1o ui. 18.

(3) MeaumnuHCcKUTe M3AENIUs MO al. 1, T. 3 B 3aBUCUMOCT OT TOTCHIIMAHUS PHUCK,
CBBp3aH ¢ TiAX, ce pasznmensat Ha kmacose I, Ila, 116 u III cermacHo knacuduKarMOHHUTE
MpaBuJia, ONpeeNieH! B HapeaOuTe mo 4. 18.

(4) Koraro npou3BOIUTESAT U HOTU(GUIIUPAHUST OpraH, ONPeIeyIeH M0 peia Ha TaBa
YeTBbPTA, UMAT Pa3IMYHU CTAHOBUIIA MU MPUJIAraHeTO Ha KJIacu(UKAIMOHHUTE MpaBUia Mo



as. 3, OKOHYATEIHO perieHne B3ema MambiaHuTennara arenuus no gexkapcrsata (MAJI).

(5) IIpu HE0OXOAUMOCT OT MpUBEXKAAHE HA KIacU(PUKAIIMOHHUTE MpaBuiIa Mo al. 3 B
CHOTBETCTBUE C Pa3BUTHETO HA HOBH TEXHOJIOTMM W/WIM B CHOTBETCTBHE C WH(MOpMAIHS,
mojlyuyeHa mo pena Ha rinaBa ceama, MAJI u3rotBs oduimanHata abpKaBHA IMO3UIUS C
MOTHBHPAHO HMCKAaHE 3a MpeANpHeMaHe Ha HEOOXOIMMHTE MEPKH, KOSTO CE IMPEeIOoCTaBs Ha
EBporneiickara komucusi.

Un. 3. M3uckBaHusTa KbM MEAUIMHCKUTE U3MIEIUSI, ONMPEACIICHU MO TO3U 3aKOH, CE
rpujarar ¥ 3a:

1. HpI/IHa)IJ'Ie)KHOCTI/I KBbM TE3U U3JCIINA,

2. u3zenus, KOUTO BKIIIOUBAT KaTO HEpPA3esIHA YacT BEILIECTBO, KOETO, M3IMOJI3BAHO
OTJIETTHO, MOXKE Jla ObJIe OMpeeIeHO KAaTo JICKApCTBEH MPOAYKT MO CMHUCHIA Ha 3aKoHa 3a
JICKapCTBEHUTE IPOAYKTH B XyMaHHaTa MEIUWLHMHA U YUETO JAEHUCTBUE BBPXY OpraHu3Ma €
CIIOMAaraTejHO MO OTHOIIIEHUE HA OCHOBHOTO MPEAHA3HAYEHUE HA U3/IEITUETO;

3. u3lenus, KOUTO BKIIOYBAT KaTO HEpas[eiaHa 4YacT BEUIECTBO, MOJYYEHO OT
YOBEIIKa KPBhB WIH IUIa3Ma, KOETO, M3IOJI3BAHO OTIEITHO, MOXE /1a OBJEe ONMpenesieHO KaTo
ChCTaBKa Ha JICKAPCTBEH MPOJYKT WM KaTO JIEKAPCTBEH MPOAYKT MO CMUCHJIA Ha 3aKOHA 3a
J'IeKapCTBeHI/ITe HpOJIYKTI/I B XYMaHHaTa MEOUIIMHA U YUCTO ﬂeﬁCTBHe BT)pxy opraHmMa €
CIIOMAaraTeJHoO 10 OTHOLIEHUE HA OCHOBHOTO IIPEJHA3HAYEHUE HA U3EIUETO;

4. uznienus, ¢ MOMOILTa Ha KOUTO CE€ MpujaratT JICKapCTBEHU MPOAYKTH.

Un. 4. (1) Korato nageH mpoaykT momaja B MPUIOKHOTO IMOJIE Ha TO3W 3aKOH M Ha
HapenOara mo Wi. 7 OT 3aKkoHa 3a TEXHUYECKUTE M3UCKBAHUS KBM MPOIYKTHUTE, OTHOCHO
JUYHUTE TIPEeNArNa3Hu CpeacTBa, BbBexaama JupekruBa 89/686/EMO na CobBera, 3a HEro ce
MpUaraT u ChbOTBETHUTE OOIIM U3HMCKBaHMs 32 0€30MacHOCT, ONpeieTicH! B HapeabaTa.

(2) (B cuna ot 29.12.2009 r.) KoraTto naaeH mpoayKT momnaja B MPUIOKHOTO MOJe Ha
TO3W 3aKOH M Ha Hapeabata mo uwi. 7 OT 3akoHa 3a TEXHUYECKUTE W3UCKBAaHUS KbM
MPOJAYKTHTE, OTHOCHO MamuHuTe, BbBeXAama JlupexktuBa 2006/42/EOQO ma EBpomeiickus
napaameHT U ChbBeTa, 3a HEro ce MpuwiaraT U ChOTBETHHTE CHIIECTBEHH W3MCKBAaHUS 3a
0e30macHOCT, OMpeNeleHn B Hapenbarta, B CIydaWTe, KOTAaTO TE3W HW3UCKBAHUS ca IIo-
crenu(UUHU OT MOCOYCHHUTE B HapenOarTa mo ui. 18.

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

1. mexapcTBeHM TPOAYKTH IO CMUCHIA Ha 3aKOHA 3a JICKApPCTBEHUTE MPOIYKTH B
XyMaHHAaTa MEJIMIINHA;

2. MEIMIIMHCKH U3JICNINS, KOUTO ca Hepa3JeIHa YacT OT JIEKAPCTBEHH MPOJIYKTH U ca
NpeHa3HAYCHH OT MIPOU3BOIUTENS 32 €IHOKPATHA yIIOTpeOa EAMHCTBEHO B TO3U BUJI,

3. KO3METUYHU NMPOAYKTH 110 CMUCHIIA Ha 3aKOHA 3a 3/IPaBETO;

4. opraHW, THKaHM WJIM KJIETKA OT YOBCIIKM MPOU3XOJ, IpeIHa3HAUCHH 32
TpPaHCIUIAHTAIMS, KAKTO W MPOJYKTH, BKIIOUYBAIIM WIW MOJyYeHU OT ThKAHHU WU KJICTKU OT
YOBEIIKH ITPOU3XOJ [0 CMUCHIIA Ha 3aKOHA 3a TPAHCIUIAHTAIIMS HA OPTaHU, ThKaHU M KIICTKH,

5. opraHd, ThKaHW WIH KJIETKH OT >XHBOTHHCKU MPOU3XOJ], MpEIHA3HAYCHH 3a
TPaHCIUIAHTAIIMs, OCBEH aKO IMPH MPOU3BOACTBOTO Ha MEIUIIMHCKOTO W3JCIHUE € M3IOJI3BaHa
HEXM3HECTIOCOOHA JKMBOTHMHCKA THKAH WM HEXKU3HECIOCOOHH MPOAYKTH, TMOITYYCHH OT
KHUBOTHHCKA THKaH;



6. KpbB, KPbBHH CHCTABKU OT YOBEIIKH MPOU3XO]I M0 CMHUCHIA HA 3aKOHA 332 KPHBTA,
KPBHBOJAPSIBAHETO U KPBHBONPEIUBAHETO, KAKTO M 3a U3/ENIMsA, KOUTO B MOMEHTA Ha IyCKaHe
Ha Ta3apa ChABPKAT KPHBHHU MPOIYKTH, IJIa3Ma WIH KPHBHU KJICTKH, C H3KIIOYCHHE Ha
MEIHUITMHCKA U3AEaN 110 9iI. 3, T. 3;

7. MEIMLIIMHCKY U3JIeTus 1o Wwi. 2, an. 1, T. 1, KOUTo He ca mpeHa3HAYeHH 3a IMyCKaHe
Ha Ta3apa, MU3MOJ3BaT C€ Ha MSACTOTO Ha MPOM3BOJACTBO M aKO C€ M3IOJ3BAT B OOCKTH B
HENOCPEICTBEHA OMU30CT J0 HEro, COOCTBEHOCTTAa BBPXY TSIX HE CE MPEXBBPIS HA JIPYTro
IOPUAMYECKO JIUIIE.

(2) B cayyaute no an. 1, 1. 2 uzaenuero TpsOBa J1a OTroBaps Ha M3MCKBAHUATA Ha
3aKoHa 3a JIEKAPCTBEHHUTE MPOJIYKTH B XyMaHHaTa MenuuuHa. ChIIeCTBEHUTE M3UCKBAHUSA,
OTIpe/IeTICHH TI0 pejia Ha TO3H 3aKOH, Ce MpUjIaraT caMo Mo OTHOIIEHUE Ha XapaKTEPUCTUKHTE,
CBBp3aHU ¢ 6€30MaCHOTO (PYHKIIMOHUPAHE HA U3JIETHETO.

Ui1. 6. B u3neinHeHUe Ha PaBOMOLIUATA CH 1O TO3M 3akoH MAJT:

1. peructprpa MEIUIMHCKH U3ENUS MPU YCIOBUSTA U 110 PE/Ia HA IJ1aBa BTOPA;

2. u3gaBa paspellleHusl 3a MPOBEXJaHe Ha KIMHUYHU HU3MUTBAHUS C MEAULMHCKU
U3JIENHNS,

3. u3AaBa pa3peleHus] WM yIOCTOBEPEHHS 3a THPrOBHSI Ha €Ip0 C MEIULUHCKU
U3JIENHNS;

4. w3BBpPIIBA HAA30p Ha IMyCHATUTE HA Ma3apa W/WIK B JAEWCTBUE MEAMIIMHCKH
U3JIENHNS;

5. ochlIeCTBsIBA KOHTPOJ BBPXY ChXPAHEHHETO, THPrOBUSATA HA €ApO, KIMHUYHHUTE
M3MUTBaHUS U 0€30MaCHOCTTa Ha MEIUIIUHCKUTE U3/EIIHS;

6. oAIBPKA CHCTEMa 3a PETUCTPUPAHE W aHAJIU3 Ha CHOOIIEHUS 3a WHIMICHTU C
MEIUILMHCKUTE U3JEHS U NPeIIpueMa CbOTBETHU MEPKU;

7. ydacTBa ChC CBOMU IpejacTaBUTeNU B LleHTpanHaTa KOMUCHS O €THKA, Ch3Aa/leHa
0 pejia Ha 3aKOHa 3a JIEKAPCTBEHUTE MPOJIYKTU B XyMaHHATa MEAUIMHA;

8. mpenocrtaps nndopmarusa B EBponeiickata 6aza JaHHH BHB Bpb3Ka C MyCHATUTE HA
nasapa W/uiu IyCHATUTE B IEHCTBUE MEIULIMHCKU U3/ICIHS,;

9. ydactBa B eiiHOCTH B 00JacTTa Ha MEIULMHCKUTE U3/IETHs, CBbp3aHu ¢ paboTara
HAa MEXIYHAapOJHU OpraHW, OpraHU3allid M JOTOBOPH, MO kouTo Pemybnuka bwarapus e
CTpaHa, C PEeryJaTopHUTE W KOHTPOJHWUTE OpraHM Ha OPYTU IbP’KaBU U C OpPraHU3ALMUTE,
paboTtemy B 0067aCTTa Ha peryalusaTa Ha MeTUIIMHCKH U3eHs;

10. cp3maBa M mOAIbpXKA PETUCTPU HA MEIUIUHCKU H3/ENus, Ha pa3pelieHuTe
KJIIMHUYHU U3MHUTBAaHUS U HA U3JAQJICHUTE pa3pelleHus] WIM yIOCTOBEPEHUS 3a ThProBUs Ha
eapo;

11. ochiiecTBsaBa Ipyru 1€HHOCTH, IPEIBUIEHHU B TO3U 3aKOH.

Yn. 7. (1) 3a peructpamus U U3JaBaHe Ha YIOCTOBEPEHHE 3a pErucTpanus, 3a
M3JIaBaHE HA PA3PELICHMs U YIOCTOBEPEHHMA IO PElla HAa TO3M 3aKOH, KAKTO M 3a BIIMCBAaHE Ha
IPOMEHH B TAX, CE€ 3aljam@ar TakCH B pa3Mmep, ompeaereH B Tapuda, ogoOpeHa OT
MuHHCTEPCKHS CHBET.

(2) CpencrtBara OT Takcure Mo aji. 1 U OT MIOOWUTE W HUMYLIECTBEHUTE CAHKIIMH,
HajaraHu Ha (U3WYECKU U IOPUANYECKHU JIMIA 10 pea Ha TO3U 3aKOH, CE€ BHACAT KaTO MPHUXO0J
no Oromkxera Ha MAJI u Ha [IbpkaBHaTa areHIMs 3a METPOJIOTHUEH M TeXHWYECKHU HaA30p B
CHOTBETCTBUE C U3BBPUICHUTE OT TAX JAEHHOCTH IO aj. 1.



Pazgen 11.
[lyckane Ha ma3apa W/Win MyCKaHe B JICHUCTBUE HA MEIUIIMHCKH U3IEIHS

Y. 8. (1) MenuiuHCKUTE U3JIeNUs ce ITyCKaT Ha Maszapa W/Wiv ce MyCKaT B ICHCTBUE,
KOTaTo OTrOBapsT Ha U3MCKBAHUATA HA TO3U 3aKOH U HAa aKTOBETE MO0 MPUIIAaTraHETO MY.

(2) MenuIuHCKUTE U3/eNUs, ¢ U3KIII0UEHUE Ha H3Pa0OTEHUTE TI0 MOPBHYKA, CE ITyCKaT
Ha Ta3apa W/WIN ce IMycKaT B AeicTBUE, korato uMmat HaHeceHa "CE" mapkupoBka mo uim. 15,
KOATO YJOCTOBEpsIBA, Y€ CHOTBETCTBHETO Ha M3/CNIUATA ChC CHIIECTBEHUTE W3UCKBAHUS €
OUII0 OIIEHEHO MO MPHIIOKUMHUTE TPOIEAYPHU 3a OLICHSIBAHE Ha ChOTBETCTBUETO.

Ui 9. (1) UsneaautennusT aupekrop Ha MAJl m3maBa 3amoBen 3a BpPEMEHHO
MpEeyCTaHOBSIBAaHE WM 3a 3a0paHa Ha MyCKAaHETO Ha Ma3apa W/WIX IyCKaHeTO B JCHCTBHE U 32
W3TErIISIHE OT Ma3apa Ha MEIUIMHCKY u3nenus ¢ HaneceHa "CE" mapkupoBka mo wi. 15, kakTo
W HA wu3Jenusa, u3paboOTeHHM IO TMOpPBYKA, KOUTO MOTraT Jda 3acTpamiar 3ApaBeTo W
0e30MacHOCTTa Ha MAllMEHTUTE, HA MEIUIMHCKUTE CIELUAINCTH UM Ha TPETH JIUIA, KOraTo
ca MPaBWJIHO MHCTAJIUPAHU, TOJABPKAHU U C€ U3IOI3BAT 110 NIPEeIHA3HAUCHUE.

(2) 3npiHATENTHATA areHIMs 110 JIeKapcTBaTa He3abaBHO mHpopMupa EBponelickara
KOMHCHSI 32 3aloBeATa Mo al. | U 3a NpeAnpUeTUTEe MEPKHU, KaTO MOCOYBA NMPUUYMHUTE 3a
HECHOTBETCTBUETO HA U3JENUATAa C M3UCKBAHMUATA HA TO3M 3aKOH U HA AaKTOBETE IIO0
MPUJIAraHeTo My, KOUTO MOTAT Jia Ce AbJKAT Ha:

1. HeM3MbJIHEHUE Ha CHIIECTBEHUTE M3UCKBAHUS, ONpPEAETICHH B HapeIOuTe IO 4.
18;

2. HEeMpaBWJIHO MpUJIaraHe Ha cTaHgapTuTe mo wi. 13, an. 1;

3. HepocTaThLM B cTaHAapTUTe 1o wi. 13, ain. 1.

Yn. 10. (1) JIuueTro, KOETO HOCH OTTOBOPHOCT 3a ITyCKAHETO Ha Masapa W/WIM 3a
IIyCKAaHETO B JCHUCTBUE HA MEIULIMHCKUTE U3LENIHSI, € IPON3BOJUTEIIST.

(2) Korato mpou3BOIUTENAT HE € YCTAaHOBEH Ha TEPUTOpPHUATA HA JbpKaBa 4WIEHKA
WIM Ha JbpkaBa OT EBpONEHCKOTO HMKOHOMHYECKO IIPOCTPAHCTBO, TOW MHCMEHO
YIIBJIHOMOILIABA CBOW IPEICTAaBUTE], YCTAHOBEH Ha TEpUTOpUATA Ha EBpOnEnckus Cbro3,
HapHU4aH MO-HATaThK "yII'bIHOMOILIEH IIpecTaBuTeN" .

Un. 11. (1) [IpousBoauTeNAT HA METUIIMHCKHU U3JIEIUS € JUTHKEH J1a TH MPOEKTUPA,
pa3zpaboTBa, MPOM3BEXKJA, OMNAKOBA U ETHKETHpPa B CHOTBETCTBHE CBHC ChHIICCTBEHUTE
W3WCKBaHUs, OIpeNeieHd B Hapenoure mo ui. 18, W Ja Oocurypu OIEHsSBaHE Ha
CHOTBETCTBUETO UM IO MPHUIIOKUMUTE 32 TSIX MPOLEAYPH.

(2) OuensiBaHETO HAa CHOTBETCTBUETO MO all. | ce M3BBPIIBA OT MPOU3BOIUTEINS WIH
OT yIIbJIHOMOIIIEHHUSI MY TPEACTaBUTEN.

(3) Koraro npornenypute, onpezesieHd B HapeaouTe mo 4i. 18, u3uckBaT HaMecara Ha
HoTU(UIIMpaH opran mo wi. 64, am. 2, NpOU3BOAMUTENSAT Bb3JIara Ha H30paH OT HEro
HOTU(UIMPAH OpraH J1a U3MBIHH MPHIOKUMHUTE 33 BUJA HA U3/ICITUETO NPOIETYyPH B PAMKUTE
Ha KOMIIETEHTHOCTTA MY.

(4) IlpousBoauTenar WIM  HETOBMST  YI'BJIHOMOILEH  MpEACTaBUTEN U
HOTU(DUIIMPAHUAT OpraH Mo aj. 3 CKIIYBAT JOTOBOP 3a YCIOBUSATA, IPH KOUTO C€ MPOBEXK/a



OlIEHsBaHE ChOTBETCTBUETO HA MEIUIIMHCKHUTE U3IEIHUS.

(5) B cnyuanTe Ha IPOU3BOACTBO HA MEIUIIMHCKH W3JIEIHs, IPU KOETO € M3I0I3BaHa
HEXM3HECTIOCOOHA JKMBOTHMHCKA THKAH WM HEKU3HECIOCOOHH MPOAYKTH, TMOITYYCHH OT
KUBOTUHCKH THKaHHU, MPEIU OICHSIBAHE Ha CHOTBETCTBHUETO UM IO ajl. | IPOU3BOAMTEIAT
W3BBPIIBA aHAJIM3 HA PUCKA U YIOPABJICHHE Ha pUCKA MpPU ClAa3BaHE HA W3HUCKBAHUATA,
ompeseeHu B HapeaouTe 1mo 4. 18.

Un. 12. (1) B unTepec Ha 31paBeTo HAa HACEIEHUETO U 10 MOTHMBUPAHO HCKAaHE Ha
peruoHanHaTa MHCIIEKIUS 3a Ola3BaHe W KOHTpoJd Ha obmectBeHoto 3apase (PUOKO3), na
HanmonamHust ieHTHp 1Mo mMpoOIeMHUTe Ha OOIIECTBEHOTO 3/IpaBe WM Ha JIeYeOHO 3aBE/ICHHE
MUHUCTBPBT Ha 3[pAaBEOINA3BAaHETO IPU IOJOKUTEIHO CTAHOBMILE HA W3IBJIHUTEIHUA
nupektop Ha MAJI Moxe cbC 3amoBe]] M0 U3KIIOYEHHE J1a pa3pelln MyCKaHETO B JEHCTBUE Ha
MEIUIUHCKO u3Jienue, 6e3 1a ca HaJIMIE YCIOBHTA MO uil. 8.

(2) YcnoBusra u perbT 3a MycKaHe B JCWCTBUE HA U3JENUA 1O all. 1 ce onpenensT ¢
Hapea0a Ha MUHHCTBPA Ha 3/[paBeONa3BaHETo.

Un. 13. (1) Koraro MemunuHCKUTE HU3IENUs ca MPOCKTHUPAHU U TMPOU3BEACHU B
CHOTBETCTBUE C HAIIMOHAJIHU CTaHAAPTH, KOUTO BHBEKAAT XAPMOHHM3UPAHUTE EBPOIEUCKHU
CTaHAApTH, IpHeMa ce, Y€ T€ OTroBapsAT HAa CHUIECTBEHUTE HW3UCKBAHUSA, OMNPEICICHU B
HapeaOure 1o 4. 18.

(2) Korato MemumuHckuTe u3Aenus mo wi. 2, an. 1, T. 3 ca NpOEKTUpaHH H
MPOW3BEICHH B CHOTBETCTBUE C oduiuanHarta ¢apmakornes B Pemybnuka bearapus,
onpeneneHa B wi. 12 Ha 3akoHa 3a JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa MEAUIMHA, IpUeMa
ce, Ue Te OTrOBapsT Ha ChIIECTBEHUTE U3MCKBAHUS, ONIPEICTICHU B HapeaOuTe mo wi. 18.

(3) Koraro memunuHckuTe w3aenus mo wi. 2, aid. 1, . 1 oT cnucek A, a mpu
HEOOXOAMMOCT - U OT CUCHK b, ca MpoeKTHUpaHu U NMPOU3BEICHU B CHOTBETCTBHE C OOIIU
TEXHUYECKU CrHenu(UKaluy, MprueMa ce, 4e T€ OTroBapsT Ha CHIUICCTBCHUTE W3HCKBAHMS,
oTIpeieNieH! B HapeaouTe 1o wi. 18.

(4) Korato mpou3BoAUTENAT HE MOXKE J1a CMa3u M3UCKBAaHUATA HA al. 3, TOH mpuema
TEXHUYECKU PEIICHHS, C KOUTO JIa TOCTUTHE EKBUBAJICHTEH PE3yJITaT.

(5) Koraro ycrtaHoBH, ue CTaHAAPTHUTE MO aji. | HE MOKPUBAT HAITBIHO CHIIECTBEHUTE
W3UCKBaHUs, ompeneneHu B Hapenodure mo ui. 18, MAJI u3rorBa u cwriacyBa oduuuaiHa
I'bprKaBHA MO3UIMS, KOSATO ce npeacTaBsa Ha EBponeiickara KoMHUCHS.

Ui 14. (1) Ilpou3BoAMTENAT HAa METUIIMHCKH W3S CbCTaBsI TEXHHUYECKA
JOKYMEHTAIIHS, YUETO ChABPIKAHUE € ONPE/IeTICHO B ChOTBETHUTE HapeaObu mo 4. 18.

(2) Cnem w3mBIHEHHWE Ha TNPWIOKHUMHUTE TMPOLEIYpPH 3a OIICHSIBaHE Ha
CHOTBETCTBUETO MPOU3BOAUTENSIT WM HETOBUAT YIBIHOMOILIEH MPEACTaBUTEN ChCTaBs
JeKJIapalys 3a ChOTBETCTBUE Ha MEIUIIMHCKOTO U3JICTIHUE.

(3) IlpousBoaMTENAT WM HETOBUAT YI'BIHOMOILEH NPEICTaBUTEN € JUIBKEH Ja
ChXpaHsBa TEXHUYECKATa JOKYMEHTAIUS 10 ajl. | W Jekiapaiusara 3a ChbOTBETCTBUE 110 ajl. 2
Hal-Majko 5 TOAMHM OT JlaTaTa Ha MPEYCTAaHOBSIBAHE HA MPOU3BOJCTBOTO HA MEAMIIMHCKOTO
W3JIeNIMe U 1a TH TIPEJICTaBs IIPH MOMCKBaHE 3a MPOBEPKa Ha JMIaTa mo wi. 86, ai. 2.

UYn. 15. (1) "CE" mapkupoBKkara ¢ rpaguuHo n300pakeHre ChITIACHO MPUIIOKEHHUETO,



KOSITO C€ HaHacid BBPXY MEAMLIMHCKOTO H3JENHe NpeAHu IMyCKaHEeTO My Ha Tas3apa H/WiH
MyCKaHeTo My B JeiicTBHe, TpsiOBa Ja ce pa3uuTa JIECHO M J]a He MOXeE Ja ce 3ajiuuu 0e3
(W) (1178

(2) "CE" wmapkupoBKaTa ce€ HaHacsg Ha BHANMO MSCTO BBPXY H3IICIUETO, B
MHCTPYKLUSATA 32 yoTpeda U BbpPXy HEroBaTa CTepHJIHA OIaKOBKa, ako MMa Takasa. Koraro e
BB3MOXHO, TSI C€ HAaHACS U BbpPXY NOTpeOUTeICKaTa ONMAaKOBKA.

(3) "CE" mapkupoBKaTa UMa BUCOYMHA HAal-MaJKO 5 MM, aKO ChOTBETHATa Hapenda
no uwi. 18 He mpenBwxkaa apyro. Ilpm HamansBane wnu yBennuaBaHe pazmepa Ha "CE"
MapKHpOBKaTa MPOIOPLUUUTE B TpaduuHaTa MpeKa TpsOBa ga ObJaaT cra3eHH.

(4) Ho "CE" mapkupoBkaTta mo ajia. 1 ce HaHacs UACHTU(GUKAIIMOHHHUAT HOMEpP Ha
HOTU(UIMPAHUS OpTaH B cirydauTte mo wi. 11, a. 3.

(5) "CE" mapkupoBKaTa U HACHTU(PUKAIMOHHUAT HOMEp MO all. 4 HE Ce HaHACAT
BBPXY U3ECITUETO CaMO KOTraTo pazMepuTe U popmara Ha U3JEIMETO He MMO3BOJISBAT TOBA.

(6) Beska apyra MapKupoBKa, KOSITO C€ HaHACsl BbPXY U3JIEIHETO, BbPXY ONaKOBKaTa
My W/WIM B HHCTPYKIMATA My 3a ymoTpeba, He TpsOBa 1a NOABEKIA MOTpeOUTENs -
MEIUIMHCKH CIEUHAIUCT WM MAaIeHT, OTHOCHO MapKHUpOBKaTa Mo aji. 1 u He TpsOBa Aa
HapyllaBa HEWHaTa BUAUMOCT U YETJIUBOCT.

(7) B ciy4ait Ha u3nenusi, KOUTO C€ MyCKaT Ha IMma3apa B cTepwiHa omakoBka, "CE"
MapKUpOBKaTa c€ HaHacs KaKTO BbpPXY CTEpPUJIHATA, TaKa U BbPXY NOTpeOUTENICKAaTa OMaKOBKa
Ha U3/ENIUETO.

(8) Ilpu msutocTHO TpepaboOTBaHE HA H3MIEIMETO, KOETO MOXKE Jla TOBJIMSC Ha
HeroBoto Oe3omacHo m3noi3BaHe, "CE" MapkupoBKkara ce HaHAcs Cje/ MMOBTOPHO OICHSIBAHE
Ha U3JIEJTUETO ChITIACHO MPUIIOKUMHUTE MPOIIEAYPH, ONPEACIICHU B HapeaOUTe Mo wi. 18.

(9) Koraro MeauIMHCKOTO U3/ENIME € B MPUIIOKHOTO I0JIe Ha HapeAOuTe Mo 4i. 7 oT
3aKoHa 3a TEXHUYECKUTE M3UCKBAaHUS KbM IPOJIYKTHUTE, NpeaBkaamu HaHacsHe Ha "CE"
MapKUpOBKa, MApKUPOBKATa yJOCTOBEPSBA ChOTBETCTBUETO HA U3/ICIUETO C U3MCKBAHMITA HA
BCSIKa OT HapeAOuTe, OCBEH ako B HApeAOUTe € MPEABUACHO APYTO.

(10) Ha wu3noxOu, maHaupu, AEMOHCTpPAlMU, MPOMOLMH, HAYYHH M TEXHUYECKU
KOH(EpPEeHIIMH MoraT Ja Ce NPEICTaBAT MEIUIMHCKU wu3nenus Oe3 nHanecena "CE'
MapKUpPOBKA.

(11) B caygaute mo an. 10 mpou3BOAMTENSAT HAHACS BBPXY H3JEIHUATA BUAMMO
o003HaUeHHEe, KOETO HEJABYCMHUCJICHO IOKa3Ba, 4e T€ HE ca MpeJHa3HAuYeHU 3a MyCKaHe Ha
na3apa W/uiy 3a IyCKaHe B JCHCTBUE.

Un. 16. (1) [IpousBoauTenar Ha MEAUIIMHCKH M3JETUS € ITBKEH Ja MOCOYU MMETO,
CeIAJTMINETO M aJpeca CH Ha YIpaBJICHHE BBPXY H3JCIHETO, BBPXY OIAKOBKAaTa My H B
MHCTPYKIUATA 32 ynorpeda. MHCTpyKIus 3a ynorpeda He ce M3UCKBA 3a U3JENHS 110 Wi 2, ajl.
I, . 3 or knac [ u Ila, kouTO MO TpEHEHKAa HAa MPOM3BOJUTENISI MOrarT Ja Ce€ H3I0JI3BaT
Oe3omacHo 0e3 MHCTPYKIIUS 3a ynoTpeoda.

(2) Bppxy onakoBkaTa U B MHCTPYKLHUATA 3a ynoTpeda Ha U3/eNus, KOUTO C€ BHACAT
OT TpeTH IbpKaBU Ha Teputopusta Ha EBpomelickus CbhIO3 WM Ha TEPUTOpHATA Ha
EBporeiickoTo NKOHOMHYECKO TPOCTPAHCTBO, CE MOCOYBAT JOMBIHUTEITHO UMETO U aJIpeChT
Ha YII'BJIHOMOIIIEHUS TIPEICTABUTEN U HA BHOCUTEIIS.

(3) UucTpykiusita 3a ynorpeba TpsioBa 1a Obe ChbcTaBeHa M Ha OBIATAPCKH €3HK.

Un. 17. HpOI/ISBO[[I/ITCJUIT WM HCTOBUSAT YIIBJIHOMOIICH NPCACTABUTCII € MIBXKCH Ja



ocurypu O€30MaCHOTO HMHCTAIMPAHE HAa MEAMLIMHCKUTE W3JENUs Ha TEpUTOpHATa Ha
Peny6nuka bbvarapus, koraro crnenu@ukaTa UM HM3MCKBAa TOBA CHIVIACHO MHCTPYKLMATA 3a
ynoTpeba, ¥ J1a TapaHTHpa MOAIPHKKATA UM.

Un. 18, MWUHUCTEPCKUAT CBHBET 1O MPEMIOKEHUE HAa MHUHUCTbpa Ha
3/IpaBEOIa3BaHETO U HA MUHUCTHhpPA HA NKOHOMHUKATa U €HEePreTHKaTa ONpeesis C Hapeaou 3a
MEIHUIIMHCKUTE U3IENIUA 110 4. 2, aiL. 1:

1. CBIIECTBEHUTE N3NCKBAHUS;

2. MpoLeAYPUTE 32 OLICHSIBAaHE HA CbOTBETCTBHETO ChC CHIIECTBEHUTE U3UCKBAHUS U
CHABPKAHUETO HA TEXHUYECKATA JOKYMEHTAITHUS;

3. mpaBuiaTa 3a KiacuuKanys Ha MeTUIIMHCKUTE H3AeTus 1o wi. 2, ai. 1, T. 3;

4. crouceIUTe, ONpENeNsIM o00XBaTa Ha TPYNUTE WH BUTPO JIUATHOCTHYHH
MEJHUIIMHCKU N3OSN,

5. M3UCKBaHMATA 32 MPOBEKTAHE HA aHAIM3 HA PUCKA W 3a YIIpaBJIEHHE Ha PHUCKa 3a
MEJIMUIMHCKY u3aenus mo 4. 11, an. 5.

Pazneon I11.
[lyckane Ha ma3apa W/wiM mycKaHe B J€HCTBUE HA MEIULIMHCKU U3/IEINs,
U3pabOTEeHH MO MOPbUKa

Ui 19. (1) [Ipou3BOAUTENAT WX HETOBUSAT YII'BITHOMOIIEH MPEACTaBUTEIN, TIPEAH J1a
MyCHEe Ha Ma3apa W/WiIh B ACWCTBHE MEAWIIMHCKO u3aenue mo wi. 2, am. 1, 1. 2 wim 3,
n3paboOTEHO M0 MOPbHUYKA, ChbCTAaBA JOKYMEHTAIUS, KOSITO ChIbpKa:

1. upeHTUUKAIIMOHHN JaHHU HA U3/CIINETO;

2. nexjapanus, 4e MeIUIUHCKOTO U3/IeNINe € MpeIHa3HaueHo 3a Clelnaiia ynorpeda
OT KOHKPETEH MallMeHT, YNETO UME CE TTOCOYBA;

3. UMETO Ha JeKaps WU JeKaps MO JEHTaJlHa MEIWLMHA, KOWTO € HW3rOTBUII
3aJJaHUEeTO 3a HM3pa0OTBaHE HA W3MIENHETO, ¥ HANMEHOBAHUETO Ha JICUeOHOTO 3aBEICHHE,
KOTraTo € Bb3MOXHO;

4. XapaKTepUCTUKUTE Ha MEIULIUHCKOTO U3JIEJTUE CHITIACHO 3aJaHUETO;

5. nexnapanus, 4e M3JIEeJIUETO ChOTBETCTBA HAa NMPWIOKUMHUTE 32 HErO ChIIECTBEHU
M3UCKBAHMUS.

(2) B cnyyauTte, Koraro U3AeIUETO HE OTrOBapsl Ha HAKOE OT MPUIIOKUMHTE 32 HETO
CBILIECTBEHN M3UCKBAHUS, HECHOTBETCTBUETO C€ OOOCHOBABA B JCKIapamusTa mo ai. 1, T. 5.

(3) HoxymenTanusara mo ai. 1 ce chbXpaHsBa OT MPOU3BOJIUTENS WM OT HETOBUS
YI'BJIHOMOLICH IPEICTABUTEII 3a CPOK HAN-MaJIKO 5 T'OJAMHH.

(4) IlpowmsBomuTensaT Ha w3Aeaus Mo Wwi. 2, an. 1, T. 3, u3paboTeHU MO MOpPBHUKa,
npeaoctaBs mnpu mnouckBaHe oT MAJl cnuchbk Ha wu3genusTa, MycHaTH B JCHCTBUE Ha
TepuTopusaTa Ha Peny6nuka beiarapus.

Ui 20. (1) [Ipon3BoauTENSAT ChCTABsl TEXHUYECKATA JOKYMEHTAIMs 10 4. 14, an. 1 u
sl IPEOCTAaBs 3a MPOBEPKA MPU MOUCKBAaHE Ha JuIaTa no 4wi. 86, aiu. 2.

(2) [Ipou3BOAUTEINAT € ITHKEH J1a peANpreMe HEOOXOIMMUTE MEPKH, 32 Ja OCUTYpH
Yype3 MPOU3BOJICTBEHHSI MPOIEC ChOTBETCTBUE HA M3JENUATA 10 4. 19 ¢ JOKyMeHTauusTa 1o



Paznen IV.
[lyckane Ha ma3apa Ha CUCTEMU WM HAOOPU MEIUIIMHCKU U3IEIIUS

. 21. (1) ®usnyecko WU IOPUIUYECKO JIMIE, KOETO KOMIUIEKTYBa MEIUIIUHCKHU
m3aenus no 4i. 2, an. 1, 7. 3 ¢ Hanecena "CE" mapkupoBKa, Npeau 1a T IyCHE Ha masapa
KaTo CHCTEeMa WM HaOop, ChCTaBs JACKJIapallys, B KOATO 3asBsBa, 4e:

1. e KOMILJIEKTYBaJl cUCTEMaTa WM Habopa B 3aBUCHUMOCT OT MpeAHAa3HAUYEHUETO Ha
OTIEITHUTE U3JIENIUS U OTPAHUYCHUSITA UM 32 YIIoTpeOa, OnpeieNIeH! OT MPOU3BOIUTEIHTE;

2. e TpoBepHSl ChbBMECTUMOCTTA Ha OTACTHUTE MEAMIMHCKH HU3JENIUS U € MPOBEN
OTMEepaLUUTE 10 KOMIUIEKTYBaHE B CbOTBETCTBHE C MHCTPYKIIMUTE HA TPOU3BOAUTEIINTE;

3. e omakoBaJl cucTeMaTa Wiu Habopa U € MpeaoCcTaBii HeoOXxoauMara nHpopmarus
Ha TOTPEOUTENNTE, KOSTO BKIIIOUBA CHOTBETHUTE MHCTPYKIIMH OT IPOU3BOAUTEIIUTE;

4. neiiHOCTTa My € OOEKT Ha CBHOTBETHH MPOLEAYPH 3a BBTPEIICH KOHTPOJI U
MpOBEPKA.

(2) Koraro HsKO€ OT HM3UCKBaHUATA HAa ajl. | HE € WU3IBIHEHO, CHUCTEMAaTa WJIU
HAOOPBT MOJJIeKAT HAa OICHSBAaHE HAa CHOTBETCTBUETO CHC CHIICCTBEHHTE H3UCKBAHUSA,
ompesereHu B HapeaouTe 1o 4. 18.

. 22. (1) ®Ouzndecko WA IOPUIAYECKO JIHUIE, KOSTO CTePHIM3Upa CUCTEMHU WU
HAO0OPH MEIUIUHCKU W3JeNUs 1Mo 4i. 21 u/uinm MeauuuMHCKH u3nenus mo wi. 2, ain. 1, T. 3 ¢
HaHeceHa "CE" mapkupoBKa, IpeJHa3HAYeHH OT MPOM3BOAMTENS Aa OBbAAT CTEPUIU3UPAHU
npenu ymotpeba, 3a Ja T'M IMyCHE Ha Maszapa, TpsOBa Ja OLIEHH CHOTBETCTBUETO UM IIO
IIpOLEAYPH, OIPEEIIEHN B ChOTBETHATA Hapea0a mo ui. 18.

(2) Ipunaranero Ha mporeaypuTe mo an. | u aeicTBUsATa Ha HOTU(PUIMPAHUS OpTraH
Ce OrpaHU4YaBaT JI0 MOCTUTaHe HAa U3UCKBAHUATA 32 CTEPHIIHOCT.

(3) JIunero no an. 1 chcraBs neknapainus ChIIAaCHO M3UCKBAHUATA, MPEIBUACHU B
CHOTBETHATa Hapeada, 4e CTePUIIN3alMITA € U3BBPIICHA B CHOTBETCTBUE C MHCTPYKIIUUTE Ha
MIPOU3BOAUTEIIUTE.

Un. 23. JIunara o wi. 21, an. 1 u un. 22, an. 1 cexpaHaBaT JeKJIapallMuTe 3a CPOK HE
MO-KpaTbK OT 5 TOJAMHM OT JaraTra Ha MPOU3BOACTBO U T'M MPEJOCTABST NPHU MOUCKBAHE 3a
MpoBepKa Ha JuIaTa mno wi. 86, ai. 2.

Un. 24. Cucremure win HAOOpUTE MEIUWIMHCKH wW3Aenus 1o 491 21,
CTePHJIM3UPAHUTE CUCTEMU WM HAaOOpWM M MEAMLUMHCKUTE W3fenus mo wi. 2, ain. 1, T. 3 ¢
HaHeceHa "CE" MapkupoBKa, MpeIHA3HAUYCHU OT MPOM3BOAUTENS Ja ObJIaT CTEPUIN3HPAHU
npeau ynorpeba, ce myckat Ha maszapa 6e3 pombanutenHa "CE" MapkupoBka, IpUAPYKEHHA OT
WHCTPYKIMSL 3a ymnoTpeba, KOATO BKIIOYBA, KOraTo € HeoOXoaumo, HWHpopMmanuara,
NPEOCTaBeHa OT TNPOU3BOJHUTENINTE HA OTICTHUTE H3ACIHs OT cUcTeMaTa WM Habopa,
M3HUCKBaHUATA KbM KOATO ca OMpEJIeNIeHH B ChOTBETHATa Hapeaba mo wi. 18.



Pasnen V.
OreHsiBaHe Ha JACHUCTBUETO HA MH BUTPO JUATHOCTUYHU MEIUITUHCKHU
A30EUsA

Y. 25. (1) Ouenkara Ha CbOTBETCTBUETO HA UH BUTPO JUATHOCTUYHUTE MEAULIMHCKU
U3JIeNHsl ChC CIIEHU(UYHOTO UM IMpeAHAa3HAuUEHUE MPU YCIOBUS Ha yrnoTpeda, OnpeeseHn OT
IIPOU3BOJUTENIS, CE U3BBPILIBA C OLIEHKA HA AEHCTBUETO Bb3 OCHOBA HA:

1. cOopHU JaHHM OT Hay4yHaTa JIMTEPATypa, OTHACAIIYU C€ JO IMpeJIHa3HAYEHUETO Ha
U3JINTUETO, U KPUTUYEH aHaJIU3 Ha TE3U JIaHHH, U/UIN

2. pe3ynTaTtuTe OT U3NUTBAHUATA IIPU OLIEHKA Ha IEHCTBUETO WU IPYTU MOIXOASIIN
TECTOBE.

(2) Ilpou3BoAaMTENSAT WJIM HETOBHUAT YIBJIHOMOIIEH NPEACTaBUTEN, HNpeau Ja
IIPEIOCTaBU MH BUTPO JUArHOCTMYHU MEIUIMHCKHM W3JEJHA 3a OLICHSIBaHE Ha JACHCTBUETO B
aKpenuTUpaHa Jaboparopusi, CbCTaBs TOKyMEHTALUs, KOSTO ChAbPXKa:

1. ureHTU(PUKALMOHHN JAHHU HA U3JIEITUETO;

2. IUIaH 3a OLIEHsIBaHE, KOWTO ChIbpXka LEITa, HAYYHUTE, TEXHUYECKUTE WIIU
MEIULIUHCKUTE OCHOBaHMS, 00XBaTa Ha OLIEHSABAHETO U OpOs Ha U3ACTHUATA;

3. CHUCBHK Ha aKpeJUTUPAHUTE JJaOOPaTOpUU, KOUTO y4acTBAT B OLIEHSBAHETO;

4. HayayiHa J1aTa ¥ IUIAHUPAHA IPOABIDKUTEIHOCT HA OLICHABAHETO;

5. mpu u3aenus 3a caMoOTecTyBaHe - MICTO M Opoil Ha junara 0e3 MeIULUHCKa
KBaJM(HKAILKS, KOUTO L€ y4acTBaT B OLIEHSIBAHETO;

6. Jnexiapauus, Y€ MEAMIMHCKOTO W3Jelue ChOTBETCTBA Ha MPUIOKHUMUTE
CBILIECTBEHU HW3UCKBAaHUs, C M3KIIOUYEHHE HAa Te3M, KOUTO ca OOCKT Ha OLEHSIBaHE Ha
JEMCTBHETO M KOUTO Ca U3PUUYHO IOCOYEHH, U Y€ ca MPEAIPUETH BCUUKH MPEANa3HU MEPKH,
HEOOXOIMMH 3a 3allluTa Ha 3ApaBeTo M 0E30MacHOCTTa Ha MEIUIIMHCKUTE CHEeMaIMCTH, Ha
MAUEHTUTE WIK Ha TPETHU JIULIA.

Ui 26. (1) [Ipon3BOauTENAT ChCTaBsl TEXHUYECKATA JOKYMEHTAIMs 1o ui. 14, an. 1 u
s TIpeJICTaBs 3a MPOBEpKa MpH MOMCKBaHE Ha JUIaTa 1o 4j. 86, ai. 2.

(2) [Ipou3BOAUTEINAT € ITBHKEH J1a MpeAnprueMe He0OX0IMMUTE MEPKH, 3a Ja OCUTYpHU
Yype3 MPOU3BOJCTBEHHs MPOLEC CHOTBETCTBHE HA WH BUTPO AMATHOCTUYHHUTE MEAMIIUHCKU
W3JIeNUs 3a OLICHSBAHE Ha JACHCTBUETO C IOKYMEHTAIMsATA 110 ai. 1.

['maBa BTOpAa.
PETUCTPALIUA HA MEJJUITMHCKU U3 AEJINA

Y. 27. (1) Korato npou3BoAUTENAT HA MEAULIMHCKU U3AEIus 1o wi. 2, ain. 1, T. 3 oT
kiac [, mpousBoauTeNAT Ha M3enus No wi. 2, ai. 1, T. 3, u3paboTeHu MO NOpbUKa, KAKTO U
(U3NYECKOTO WU IOPUANYECKOTO Jinie mo wi. 21, an. 1 u wn. 22, an. 1 ca perucrpupanu mo
TeproBckust 3akoH, Te MoJaBaT 3asBJICHUE 3a PETUCTpalys MO oOpasel 10 M3MbIHUTEIHUSA
mupextop Ha MAJI He mo-KbCHO OT 14 mHM cles MmyckaHe Ha M3JENUEeTO Ha Mas3apa W/Wid B
JeicTBYE Ha TepuTopusaTa Ha PemyOnnka bearapus.

(2) KM 3asiBieHuETO 32 perucrpanus mno ai. 1 ce npumiarar:

1. aKTyaJHO yZOCTOBEPEHHUE 3a BIMCBAaHE B ThPIrOBCKHS PETUCTBHD;



2. HAMUMEHOBaHUE U OMKUCAHUE HA U3/ICIIUETO;

3. JOKyMEHT 3a IUIaTeHa Takca B pa3Mep, onpe/ieseH B Tapudara mo wi. 7, ai. 1.

(3) JIuuara no an. 1 u 4 ca ;uIb>XKHU Aa YBEAOMST B 14-THEBEH CPOK M3MBIHUTEITHUS
nupektop Ha HMAJl npu mnpomsHa Ha azapeca cu Ha ymnpasieHue. Ilpu npomsiHa B
uHpOpManuATa 1o ai. 2, T. 2 munara no ain. 1 u 4 mojaBar A0 M3IBIHUTEIHUS IUPEKTOp Ha
WAIJI 3asBienuero mo an. 1, KbM KOETO MpHJarar CBbP3aHUTE C MPOMSHATa JOKYMEHTH U
JOKYMEHT 3a TUIaTeHa TaKca B pa3Mep, OnpeiesieH B Tapudara mo wi. 7, ai. 1.

(4) IIpousBoauTenuTe Ha U3AETUATA MO all. 1, ycTaHOBEHH HA TEPUTOPUATA HA ApYyTa
JbprKaBa WICHKA WK JIbpikaBa OT EBpOIelcKoTO HKOHOMHYECKO MPOCTPAHCTBO, KOUTO HE ca
PETUCTPUPAHU 33 CHLUIUTE M3JENUs OT PEeryjJaTOpeH OpraH Ha Ta3u JbpKaBa WICHKA WU OT
peryjaTopeH OopraH Ha JabpkaBa oT EBpOneicKOTO MKOHOMHYECKO MPOCTPAHCTBO, MOJABAT
3asiBiieHre 10 MAJL, npuapyXeHo ¢ JOKyMEHTAlusATa 1mo aji. 2, T. 2 U1 3 U C JIOKYMEHT 3a
aKTyaJlHa PErucTpalus KaTo ThProBel] [0 HAIMOHAIHOTO 3aKOHOJATEJICTBO HAa ChOTBETHATA
IbpKaBa He MO-KbCHO OT 14 mHU ciieq mycKaHe Ha M3/eJUMEeTO Ha Ma3apa W/Wid B AecTBHUE Ha
teputopusTa Ha PeryOnuka bearapus.

UYn. 28. (1) Korato mpou3BOIuTENAT Ha U3AETHs MO 4i. 2, an. 1, T. 1 mycka oT cBoe
M€ Ha Ta3apa W/Wid B JICUCTBUE Ha TeputopusTa Ha PermyOnuka bearapust Te3u uznenus u €
peructpupan 1mo THProBckus 3aKOH, TOW MOJaBa 3asBIEHUE 3a PETUCTpAlHs MO oOpaserl 110
M3NbJIHATENHUA qupekTop Ha MAJL

(2) KM 3asBneHueTO 32 perucrpanus no ai. 1 ce npumiarar:

1. akTyaJqHO YJIOCTOBEPEHHUE 3a BITMCBAHE B THPTOBCKHUS PETHCTHP;

2. undopMarusi 3a OOIIMUTE TEXHOJOTUYHU W/WIM AHAIWTUYHH XapaKTEPUCTUKH,
CBbpP3aHAa C PEAKTUBUTE, MPOAYKTHTE OT PEAKTUBUTE, KAIHMOpPATOPUTE M KOHTPOITHUTE
MaTepuaiy;

3. B ciay4yall Ha wu3aenus oTr cnuchim A, b M u3genus 3a camoTecTyBaHe -
HAUMEHOBAaHME, BHJ M MOJEN Ha W3JAETUETO, aHAIMTUYHH W KOraro € HeoOXOoIuMo,
JTUATHOCTUYHU TIapaMeTpU 110 OTHOIICHWE Ha CBHIIECTBEHUTE W3WCKBAHMS, IOCOYCHH B
HapenouTe mo ui. 18, pe3yaTatu oT olieHKaTa Ha IEHCTBUETO IO IIaBa IIbpBa, pasaen V;

4. MHCTPYKIIUSA 32 yIoTpeda Ha OBITapCKu €3UK;

5. JOKYMEHT 3a IUIaTeHa TaKca B pa3Mep, onpesieneH B Tapudara mo wi. 7, ai. 1.

(3) [IpoumsBoguTeNnsT, KOWTO OT CBOE MME IyCKa HA Ta3apa W/WiW B JICUCTBHE Ha
teputopusta Ha Permybnuka bbarapus HOBO JUArHOCTMYHO MEIUIIMHCKO M3ZENWEe WH BUTPO,
KOrato € peructpupad no TbeproBckusi 3akoH, mogaBa 1o MAJI mokyMeHTamusaTa mo ai. 2,
KaKTO M YKa3aHUeE, 4e U3/ACIIUETO € HOBO.

(4) MeaumuHCKO W37e/IMe WH BUTPO € HOBO, aKO Ha IMa3apa Ha JbprKaBa WICHKA WA
Ha JbpKaBa OT EBpOINEicKOTO NKOHOMUYECKO MPOCTPAHCTBO MPE3 MOCIEIHUTE TPU TOJAUHHU:

1. TakoBa M3aeNMe HE € OMIIO MMOCTOSTHHO HAJIMYHO 33 aHAIM3WPAHUTE BEIIECTBA WIIH
JOpYTH apameTpu, Uin

2. He e Ouja HaJIMYHA AaHAIWTHYHATA TEXHOJIOTHS, W3MOJ3BaHA 3a JaJICHUTE
aHAJIM3UpaHU BELIECTBA WU apaMETPHU.

(5) TlpousBomuTenuTe Ha M3AENMATa MO al. | U 3, yCTAHOBEHHW HA TEPUTOPHUATA HA
Jpyra JbprKaBa 4ieHKa WIM AbpxaBa 0T EBponeickoTo HKOHOMUYECKO MPOCTPAHCTBO, KOUTO
HE ca PETUCTPUPAHU 3a CHIUTE U3ICTUS OT PETYJIATOPEH OpraH Ha Ta3H JbprKaBa WICHKA WIH
OT PEryJIaTOpEeH OpraH Ha JAbpkaBa oT EBponeickoTo NKOHOMUYECKO MPOCTPAHCTBO, MO1aBAT
no UAJI 3asBieHne, TpUAPYKEHO C JOKYMEHTAlMATa Mo aid. 2, T. 2 - 5 U ¢ JOKYMEHT 3a



aKTyajlHa PErucTpanys Karo ThProBEll IO HAIIMOHAIHOTO 3aKOHOJATEJICTBO HAa ChOTBETHATA
IbpXKaBa, Clie]] MyckaHe Ha W3JEeNHMEeTO OT TSIXHO MME Ha Maszapa W/Wid B JeicTBHE Ha
teputopusTa Ha PeryOnuka bearapus.

(6) 3asBiennero 3a perucrpaius 1o ai. 1, 3 u 5 ce momaBa B 14-mHEBEH CPOK OT
JaTaTa Ha IMyCKaHe Ha Ia3apa |/WiM IycKaHe B ACWCTBUE HA U3AeHsITa o wi. 2, ai. 1, 1. 1.

(7) Jlumata mo am. 1, 3 m 5 ca IIBKHM da YBEIOMAT B 14-IHEBEH CpOK
U3IIBIHUTENHUS nupekTop Ha MAJI npu:

1. mpomsiHa B afpeca Ha yIPABJICHHUE;

2. 3HAYUTEIIHU IPOMEHU B MH(OopMarmsTa mo ai. 2, 1. 2 u 3;

3. mpoMeHH B cepTUUKATUTE, HU3JAACHU IO MPOLEAYpPUTE, NPUIOKUMHU 32
U3JIEINETO, ChIIIACHO CHOTBETHATA Hapeaoa mo 4. 18;

4. U3TernsHe Ha U3JIeIMETO OT Iasapa.

Ui 29. (1) IlpousBoautenute Ha W3Aenus 1Mo wi. 27 u 28 u numnata mo 4. 21, an. 1 u
1. 22, an. 1, Korato ca yCTaHOBEHU Ha TEPUTOpUsTA HA JIpyra Ibp’KaBa WICHKA WU Ha
TbpkaBa OT EBpOMENCKOTO MKOHOMHYECKO MPOCTPAHCTBO W Ca PETHCTPUPAHU 32 CHIIHUTE
W3JIeNUsl OT PEryJIaTOpPeH OpraH Ha Ta3W AbpXKaBa WIECHKA WM OT PEeryjlaToOpeH opraH Ha
nbpxaBa oT EBporneiickoTo MKOHOMUYECKO MPOCTPAHCTBO, MOAABAT YBEJOMIIEHHE IO 00pasell
1o UAJI B 14-1HeBeH cpoOK OT MYCKAHETO Ha TE3W W3JEJHs Ha Ta3apa W/WiM B JACHCTBHE Ha
teputopusTa Ha Peny6nuka brirapus.

(2) Korato mpousBoAUTENNUTE HA U3AEHUS 10 Wi. 27 1 28 v nmuuara no ui. 21, an. 1 u
wi. 22, an. 1 He ca yCTaHOBEHM Ha TEPUTOPHUATA HA Jbp)KaBa YIEHKA WJIH Ibp)KaBa OT
EBponeiickoTo MKOHOMHUYECKO MPOCTPAaHCTBO, HO Ca PErUCTpUpPAHU 3a TE3U HU3JENUs OT
peryjaTopeH opraH Ha JIbp)KaBa WICHKAa WA OT PETyJIaToOpeH OpraH Ha JbpXKaBa OT
EBpomeickoT0o HMKOHOMHYECKO TMPOCTPAHCTBO  4YpPe3  YIBIHOMOIICHO/YITbIHOMOIICHH
JUIe/TUIa, TIo1aBaT yBenomieHue mo oopasen 10 MAJI B 14-mHEBEH CpOK OT IMyCKaHETO Ha
Te3U W3JIeNHsI Ha Mla3apa W/Wiu B JAeicTBUE HA TepuTopusiTa Ha Pemybnuka bearapus.

(3) Korato mpousBoauTenuTe Ha U3Aeus 10 Wi. 27 1 28 u numara mo 4. 21, an. 1 u
. 22, an. 1 He ca yCTaHOBEHM Ha TEPUTOPUSATA HA JApPYyra Ibp)kaBa YJIEHKA WU AbpiKaBa OT
EBpomneiickoTo MKOHOMHYECKO TMPOCTPAHCTBO M HE Ca PETUCTPUPAHHU 3a TE3W HU3JETUS OT
peryjaTopeH OpraH Ha JIbp’KaBa WICHKA WM Ha AbpxaBa OT EBpONelcKOoTo MKOHOMHYECKO
MIPOCTPAHCTBO, T€ YITBIHOMOIIIABAT JINIIA, PETUCTPUPAHU 10 THProBCKHsI 3aKOH, KOUTO MTyCKaT
Te3U MEJUIIMHCKY U3/eNus Ha TepuTopusaTa Ha Pemybnuka beiarapus.

(4) YpnHomotenute auna no an. 3 nogasat B MAJI 3asBieHue 3a peructpanus mno
oOpaszerr o pena Ha wi. 27 u 28.

(5) Yuoeanomomenoto nuie mo an. 3 yBemomsBa WAJI mpu Bcsika mpomsiHa Ha
HErOBUS apeC Ha yIpPaBIICHHE.

Un. 30. [IpousBoautenst Ha uzaenus mo 4wi. 2, ain. 1, 1. 2 u 3 ot xnac 116 wnu I mpu
nouckBaHe mpenoctaBs B MAJI uHpopmanms 3a HAMMEHOBAaHUETO, BUIA, MOJENa U Kiaca,
eTUKET M HWHCTPYKIMS 3a ymnoTpeda Ha OBJrapckd €3WK Ha IMyCHATUTE B JACWCTBHE Ha
Tepuropusara Ha Peny6nuka bwirapus nznenus.

UYn. 31. (1) U3nbaHuTenHaTa areHuMs o JeKapcTBaTa BOJAU PErUCThP HA IyCHATHTE
Ha Tazapa W/Wiv MyCHATUTE B ICHCTBUE MEAUITMHCKH H3AeNHs o Wwi. 27, 28 u 29.



(2) PeructbpsT 110 ai1. 1 chabpixka:

1. HOMep U J1aTa Ha perucTpaims;

2. HaMMEHOBaHME, BUJ, KJIaC U CPOK Ha F'OJHOCT Ha MEAUIIMHCKOTO U3/EIIHE;

3. UMe U ajJpec Ha yIpaBlieHUE Ha JHUIETO, KOETO IMyCKa MEAUIIMHCKOTO M3/eTHe Ha
nasapa u/uim B IeiCTBHE;

4. nata Ha 3aJlMYaBaHE Ha MEIULMHCKOTO W3JIEJHE OT PETUCThpa U OCHOBAaHHETO 32
TOBA;

5. 3a0eNeX KU MO BIUCAHUTE OOCTOATEIICTBA.

(3) UsnbiaHuTenHaTa areHuus 1o JeKapcTBaTta NpeaocTaBsl JaHHU 3a perucrpanusra
Ha uzaenusTa no wi. 27, 28 u 30 npu noucKBaHe OT PEryJIaTOPHU OpraHu Ha Py Jbp>KaBU
WICHKHU U 0T EBponeiickara KOMUCHS.

I'naBa Tpera.
KIIMHNYHU U3ITMTBAHUA HA MEJIMHCKHU U3AEJINA

Paznen L.
OO0 paznopenou

Un. 32. OneHkara Ha ChOTBETCTBHETO HA MEIMIMHCKUTS M3CIHS 110 wiI. 2, alr. 1, 1. 2
U 3 CbC CHEHM(PUUHOTO MM IPEIHA3HAYCHHUE IPH YCIOBUSA Ha yrmorpeda, ONpeneiacHH OT
MPOU3BOUTENS, OIEHKATa Ha PUCKA, OTHECEH KbM NPEIHA3HAYCHHETO HA W3JCIUECTO, H
OIICHKAaTa Ha PUCKAa OT MHIUACHT WIM MOTCHIMAJICH MHIMICHT CE€ U3BBPINBAT Bb3 OCHOBA Ha
KIIMHUYHU JJAHHH, KOUTO CE€ OCHOBABaT Ha:

1. cOopHU JaHHHM OT Hay4YHaTa JINTEPATypa, OTHACSIIU Ce JO NMPEIHA3HAYCHUETO Ha
W3JICINETO, U KPUTUYCH aHAIU3 HA TE3U JaHHH, U/WIH

2. pe3yaTaTUTe OT MPOBEACHNUTE KIMHHYHU U3ITUTBAHUS.

Uin. 33. KnuHUYHO M3MHUTBAHE C€ MPOBEXKJA B JICUCOHW 3aBENIEHUS MO CMHUCHJIA Ha
3aKoHa 3a JIeueOHNUTE 3aBENCHUS.

Un. 34. (1) KnuHUYHOTO M3MMTBAaHE C M3AETUATa MO 4Wi. 32 ce MpoBexIa MpH
Cla3BaHe HAa OCHOBHHUTE MPHUHIIMITK, KOUTO TapaHTHUPAT IMpaBara, 0€301acHOCTTA, 3/IPABETO H
YOBEIIKOTO JIOCTOMHCTBO Ha YYaCTHHUIIMTE B M3MMTBAHETO, ONpeneieHu B Jleknapanusra oT
XeI3UHKY 32 eTHYHHUTE MPUHIAIY PU TPOBEKAaHE Ha KIMHUYHH H3MUTBAHUS BHPXY X0Opa.

(2) IIpaBara, Oe3omacHOCTTa M 3/{paBETO HA YYACTHULMTE B KIMHUYHOTO U3MUTBAHE
ce MOCTaBAT HaJl HHTEPECUTE HA HayKaTa U OOIIECTBOTO.

(3) KiaumHMYHOTO WH3OMTBAaHE ce MpeArnpHeMa M NpPOBEXJa, IPU YCIOBHE Ue
MPEIBUANMUTE TOJI3U 32 YIaCTHHUKA ¥ 332 O0IIECTBOTO ONMpPaBIaBaT PHCKOBETE.

(4) KnuanunoTo m3nuTBaHe TpsiOBa Ja ce TUIaHHupa Taka, ye HeynoOcTBOTo, Oonkara,
CTpaxbT M APYrUTE MPEIABHIUMH PUCKOBE BBB BpPB3Ka ChC 3a00JIIBAHETO Jla Ca CBEACHHU [0
MUHMMYM WM TparbT Ha pUCKa U CTeNeHTa Ha (usnuyecka Oonka Aa ca NpeABAPUTETHO
OTIpEICIICHH U JIa MOJIIekKAT Ha IIOCTOSTHEH KOHTPOJI 110 BpeMe Ha U3MUTBAHETO.

(5) He ce nomycka npefocTaBsiHe Ha (PMHAHCOBU WM APYT'M CTHUMYJIH 3a BKIIOYBAaHE



Ha yqaCTHI/H_[I/I B KIIMHUYHOTO HU3IIHWTBAHC OCBCH KOMIICHCAIIUU (pa3XOI[I/I 3a IbTHU, ATHCBHU U
JPYTH).

Un. 35. (1) KiuHnyHOTO wuU3NMTBaHE TpsAOBa Ja BKIIOYBA JIOCTaThUYeH Opoil
HaOJI0ICHNUS, KOUTO Ja OCUTYPST Hay4Ha JJOCTOBEPHOCT Ha 3aKIIOUEHUSTA.

(2) Ipouemypure 3a mnpoBexkJaHE Ha KIMHUYHOTO HW3MHUTBaHe TpsbOBa Ja ca
MOAXO/AIIN 3a U3MUTBAHOTO U3JIETIHE.

(3) KnuHMYHOTO M3NMTBAHE C€ MPOBEXJA B YCIOBUSA, MOJAOOHH /10 HOPMATHHUTE
yCJIOBHUS Ha ynoTpeba Ha U3/1ETHETO.

(4) KnuauuyHOTO wu3NMUTBaHE TpsAOBa Ja oOOXBalla BCHUYKH XapaKTEpPUCTUKU Ha
U3JIETUETO, CBBbP3aHU C OE30MaCHOCTTA U JEHCTBUETO MY U C HETOBOTO BB3/IEHCTBHE BBPXY
YYaCTHUIIUTE.

Uin. 36. (1) Hanata uadopmalus oT KIMHHYHO U3MHUTBAHE CE 3aMMcBa, 00padoTBa U
CbXpaHsBa 10 HAYMH, KOWTO OCHTypsiBA TOYHOTO ¢ JIOKJIaJBaHE, WHTEPIPETHUPAHE U
MOTBBPKAABAHEC. JIngnure JaHHW Ha YYaCTHUIUTC B KIIMHUYHOTO U3MWUTBAHC CC ChbXpaHABAT
CHITIACHO 3aKOHA 32 3al[UTa Ha JUYHUTE IaHHU.

(2) HoxymeHnTtanuara mo aj. 1 ce cbxpaHsBa OT TJABHHS WU KOOPAMHHUPAIIUS
u3cienoBaren 3a cpok 20 roJMHU OT JaTaTta Ha MPHUKIIIOYBAHE HA KIMHUYHOTO U3MUTBAHE U CE
npeaocCTaBda IMPU MOUCKBAHC HA CbOTBCTHATA KOMI/ICI/ISI/CT:OTBGTHI/ITG KOMHCHUHU 110 €TUKA U HaA
NAJL

Ui 37. (1) KnuauyHO M3NMUTBaHE Ha W3JEIUATA MO Wi. 32 ce JOIMyCKa caMO BBPXY
JuULe:

1. Ha KO€TO € IMpenocTaBeHa MpPeIBapUTETHO MHCMEHa HMH(OpMAIHs 3a ChUIHOCTTA,
3HAaYEHHUETO, IOCIEACTBUITA M EBEHTYAJIHUTE PUCKOBE Ha KJIMHUYHOTO H3IUTBAHE U B
pasroBOp € JeKap WM JIeKap Mo JeHTalHA MEAMIIMHA - YJIeH Ha WU3CIEeJ0BaTEICKUS €KHIl, ca
My pa3sCHEHH IIeNTUTe, PUCKOBETE, HEyA0OCTBaTa Ha M3IMUTBAHETO M YCJIOBUATA, IPU KOUTO
1Ie ce MPOBEXkKa,;

2. koero € HMH(OPMHUPAHO 3a MPABOTO CH Ja C€ OTKaXE IO BCAKO BpeMe OT
M3MUTBAaHETO, O€3 TOBA J]a UMa OTPULIATEIIHU MOCIEACTBUS 3 HETO;

3. KO€TO € /aJI0 JIMYHO MUCMEHO HHPOPMUPAHO ChITIACHE 32 y4acTHe.

(2) Koraro nunero e HecrmocoOHO Ja M3pa3d MUCMEHO ChIVIache, TO MOXE Ja Jaje
YCTHO CbIVIaCM€ B IPUCHCTBUETO Ha He3aBUCHUM cBuaeren. CBUIETENAT YIOCTOBEpsBa
MUCMEHO, Y€ JIMIIETO € M3Pa3uiio JMYHO MH(OPMUPAHO ChIVIACHE 3a Y4acTHE B KIMHUYHOTO
U3IUTBAHE.

(3) Camo pgeecriocoOHO JMIle, KOETO pa3dupa ChHIIHOCTTa, 3HAYCHUETO,
MIOCJEACTBUATA M €BEHTyaJIHUTE PHUCKOBE OT KIMHUYHOTO M3IMTBAHE, MOXE Ja Jane
uHpopMupaHo cwriacue mo an. 1, 1. 3 u an. 2. MUapopmMupaHoTo chriacue 3a ydyacTuUE B
KIMHUYHO HW3MUTBAaHE MOXeE Ja ObJe OTTErJIeHO MO BCSIKO BpeMe 0e3 OTpHULATeITHH
MOCIICACTBHUSI 32 JIULETO.

(4) KnMHUYHOTO W3MUTBaHE BBPXY OTPAHUYEHO JEECHOCOOHO ITBIHOJIETHO JIUIIE
MOJKE J1a ce MPOBEXK/Ia CJIe]l MoJlyyaBaHe Ha MUCMEHO WH(OPMUPAHO ChITIACUE OT JIUIIETO U OT
3aKOHHMA My TpefcTaButell. Ha orpanudeHo aeecrnocoOHO MBJIHOJIETHO JIUIIE CE MPEeIoCTaBs
uHpopmanuara nmo ai. 1, T. 1 B ChOTBETCTBHE C HEroBaTa CIIOCOOHOCT 3a pa3OupaHe.



I/ISPI/I‘-IHOTO MY KCJIaHUC Jia CC OTTCIJIM IO BCAKO BPEMC OT KIIMHUYHOTO HM3IHUTBAHC Tp$I6Ba Ja
Ob/1e B3€TO MPEBHI OT U3CIIE0BATENS, a TPU HEOOXOAUMOCT - OT IVIABHHS M3CJIEI0BATEIL.

(5) UndopmupaHo cbriiacue 3a HEAEECIIOCOOHO IBJIHOIETHO JIMIE MOXE Aa Jaje
3aKOHHUSAT MY IPE/ICTaBUTEI.

(6) B cnywyaure mo un. 162, an. 3 ot 3akoHa 3a 31paBeTO MH(GOPMHUPAHO ChIJIACHE
JlaBa Ha3HAYEHOTO OT Ch/Ia JIUIIE.

Ui 38. (1) KnuHUYHOTO M3NMHUTBaHE BHPXY MAJIOJIETHO JIMIE MOXE Jla C€ MPOBEXKIAA
clie]] TIoJydyaBaHe Ha MUCMEHO WH(POPMHUPAHO ChIIIACHE OT 3aKOHHUTE MY MPEACTABUTEIH - OT
JIBaMaTa pOJMUTENN WM OT HACTOWHWKA Ha JIMIIETO, TP Cla3BaHe M3UCKBAHUATA HA 4. 37, ail.
I, . 1 m 2 u an. 3. Koraro eIMHUST pPOJIUTEN € HEU3BECTEH, NMOYMHAN WM € JUIIEH OT
POIMTENCKA TIpaBa, WM HE ca MY MPEJOCTaBEHW TaKWBa IMpaBa B CIydyauTe Ha pPa3BoOj,
MUCMEHO WH(GOPMHUPAHO ChIIIACHE JaBa POAUTEISNT, KOUTO YIPaXKHSIBA POTUTEICKUTE TIPaBa.

(2) KinuHUYHOTO M3NMUTBAaHE BBPXY HEMBJIHOJETHO JIMIIE MOKE J1a Ce MPOBEXKIa Clell
MojlyyaBaHe Ha MHUCMEHO WH(DOPMHUpPAHO ChIVIACHE OT JHUIETO U OT 3aKOHHUTE MY
MIPEACTABUTENH - OT JIBamMaTa POJUTEIH WA OT TIOTICUUTENISI MY, TIPH ClIa3BaHe M3UCKBAHUATA
Ha wi. 37, an. 1, 7. 1 u 2 u an. 3. Korato eAMHUAT poauTed € HEU3BECTEH, MOYMHAT WIH €
JUIIEH OT POJUTENICKU TpaBa, WM HE ca My NPEIOCTaBEHW TAaKWBa MpaBa B CIydyauTe Ha
pa3Boj, MICMEHO WHGOPMHUPAHO ChITIACUE JaBa HEMBIHOJIETHOTO JIUIIE U POJIUTENSAT, KOUTO
YIpaKHSIBA POJIUTEIICKUATE TIpaBa.

(3) Ha manoneTHOTO WM HEMBIHOJETHOTO JIMIIE CE€ MpenocTaBs HH(popmamms 3a
CBIIIHOCTTA, 3HAYEHUETO, TIOCIEJCTBUATA, EBEHTYATHUTE PUCKOBE U TMOI3UTE OT KIMHUYHOTO
W3MHUTBAaHE TO pa3dmpaeM 3a HEr0 HAYMH OT JIeKap C MpHU3HATa CIEHUATHOCT MO JETCKH
00JIECTH WIIH JETCKHU IICUXOJIOT.

(4) Ceormacuero Ha pOIUTENUTE WM HACTOWHWKAa TpsAOBa 1@ MpeACTaBIsBa
mpearnojgaraemMaTa BOJIsi Ha MajoOJIETHOTO JIUIIE U MOXE Jia OBbJe OTTETJCHO IO BCSIKO BpeMe
MIPY TPOBEXIaHE HA KIMHUYHOTO M3MHUTBAHE 0€3 OTPUIATENIHU MOCIECTBUS 32 MaJIOJIETHOTO
JIMIIE W/WIIH 34 TAX.

(5) Cohrinacuero Ha HENBJIHOJNETHOTO JIMIE M HA POAMUTENIUTE WIA HAa MONEUYUTEIS
MOXe Ja OBJe OTTErJIEHO MO BCSIKO BpeMe B MpoIlleca HAa MPOBEXKJIaHEe Ha KIWMHUYHOTO
U3MUTBaHE 0€3 OTPHUIIATEITHH MOCIEICTBUS 32 TAX.

Y. 39. Pemenmero 3a BKIIOYBAaHE B KIWHWYHO M3NUTBAaHE Ha MaJIOJICTCH,
HCITBJIHOJICTCH, HGI[GCCHOCO6€H WM OIrpaHUYCHO I[CGCHOCO6CH ITBJIHOJICTCH ITAIlMCHT, KOIraTo
HEC MOXKC 1Ja C€ B3CMC CIICIIHO I/IH(1)OpMI/IpaHO Chrjacuc OT pO,Z[I/ITeJII/ITe/pO,I[I/ITCJIH nin
CHOTBETHO OT HACTOMHMKA HJIH OT MOICUMTEIIS U KOTraTo HCMOCPCACTBCHATA LICIT € CITaCsABaHC
Ha KMBOTa MYy, CC B3€Ma Hali-MajKo OT JBama JICKapH, HC3aBUCHUMU OT BBIJIOKHUTCISA U OT
TJIaBHUS WX KOOpAWHHUPpAIIUA U3CJICI0BATCIL.

Un. 40. (1) KnuHn4HO M3MUTBaHE BBPXYy OpEeMEHHHM MOXeE Ja ce MpearpueMe H
IIPOBEXJa MNP CHa3BaHe M3MCKBaHMATA Ha Wwi. 37 caMO B clydauTe, KOraTo HsMa J0Ka3aHU
JpyTy aNTepHATUBHU METOJHU 3a U3BBPILIBAHE HA JUArHOCTHKA WM JIEYEHUE U KOTraTo TOBA HE
3acTpalllaBa *KHBOTA U 3paBeTO Ha OpeMeHHaTa U JKU3HECIIOCOOHOCTTA Ha IJI0Ja.

(2) Pemiennero 3a BKIIIOUBAHE B KIIMHMYHO M3MUTBAHE B CIIydauTe 1Mo all. 1 ce B3eMa
OT JIeKapcKa KOMMCHUS, CbCTaBEHa OT CIELUAINUCTH, HE3aBUCHUMHU OT BB3JIOKHUTEIS U OT



rJIaBHUS/ KOOpAUHHPAIIHA U3CIICA0BATCII.

Yn. 41. (1) Ilo Bpeme Ha HW3NUTBAHETO YYACTHUKBT IPU IIOUCKBAHE I10JIy4aBa
JOITBIHUTENHA UH(OPMALIHS OT HE3aBUCUMO OT BB3JIOXKUTENS JIUIIE.

(2) Ilucmenara wuHpoOpMalMs, MpeIOCTaBiHA HA YYaCTHULIHUTE B KIMHHUYHO
U3MUTBAHE, ChJIbPKa JaHHU 32 KOHTAKT C HE3aBUCUMOTO JIMIIE 1O ail. 1.

Un. 42. (1) Tlpu npoBexaaHe Ha E€IHOLIEHTPOBO WJIM MHOTOIIEHTPOBO KIMHHYHO
M3MUTBaHE Ha TepuTopusaTa Ha PenyOnuka bbarapus, Kkorato Bb3JIOXUTENAT HE € YCTaHOBEH
Ha TEPUTOpHUATAa HA EBPOINEHCKUS CBHIO3 WIM Ha TEPUTOPHUATA HA IbpKaBa OT EBPOIEHCKOTO
MKOHOMMYECKO TPOCTPAHCTBO, TOW YIBJIHOMOIABA CBOW NPEICTaBUTEN, YCTAaHOBEH Ha
teputopusTa Ha Peny6nuka brarapus.

(2) Ilpu npoBexJaHe Ha MHOTOLIEHTPOBO KJIMHUYHO W3MUTBAaHE HAa TEPUTOPHATA Ha
Peny6nuka bwarapus, Ha TepuTopusTa Ha JApyra Abp)KaBa UWICHKA/IbPHKABU UIEHKH,
IbprKaBa/IbpikaBu 0T EBpOneiickoTo HKOHOMUYECKO MPOCTPAHCTBO W/WIIM HA TEPUTOPUATA HA
TpeTa Ibp)KaBa, KOraTO BB3JIOKUTEISIT HE € YCTAHOBEH HAa TEepUTOpusATa Ha EBponenckus
ChbI03, TOW YIBJIHOMOLIABA CBOI NPEICTABUTE], YCTAHOBEH HAa TEPUTOPHATA HA IbPiKaBa
YICHKA WIN IbpKaBa OT EBpONENCKOTO NKOHOMUYECKO MPOCTPAHCTBO.

(3) YobaHOMOIIEHMST MpeACTaBUTEN MO ajid. | MiaM 2 HOCHM OTTOBOPHOCT 3a
MIPOBEXKIAHETO HA KJIMHUYHOTO M3MWUTBaHE Ha TepuTopusita Ha PenyOnuka bbarapus
CBIVIACHO JAEUCTBALIOTO 3aKOHOJATEIICTBO.

(4) KnuHMYHOTO M3NMTBAHE C€ M3BBPILBA IMOJ PHKOBOJCTBOTO HAa HM3CJEN0OBATENl,
KOWTO €:

1. nexap WM Jekap MO JAEHTalHa MEOUIMHA ¢ KBaJu(pukauus B obiiacTTa Ha
IpUjIaraHe Ha M3/eIMeTOo U CIelUalHO 00ydeH 3a paboTa ¢ U3MUTBAHOTO U3/EIHE;

2. 3amo3HAaT C METOJOJIOTHATA M M3UCKBAHMATA 3a IPOBEKJAHE HA KIMHUYHOTO
U3IIATBAHE;

3. 3amo3HAT C TPUHIMIIATE W H3UCKBAHUATA 3a TOJydaBaHe Ha HWHGOPMHUPAHO
CBhIJIACHE.

(5) UscnenoBarenckusaT €KuI TpsOBa Ja IpUTekaBa ChOTBETHA KBAIU(DUKAIUS U
OIUT U Ja € MPEMHHAI CbOTBETHOTO O0y4YEeHHE 3a U3IbJIHEHNUE HA CBBP3aHUTE C U3MUTBAHETO
3aJ1a4H.

(6) KoHTpOBT BBPXY KIMHUYHOTO U3MUTBAHE CE€ U3BBPILBA OT BB3IOXKUTEINS UIH OT
YI'BJIHOMOUIICHUSI MY TPEJCTABUTEN, MJIM OT HA3HAYEHO OT HEro JIMIIE - HaOIroAaBalll.

(7) Ilo BpeMe Ha KIMHUYHOTO HM3MMTBaHE JIEKap, ChOTBETHO JIEKAap IO JEHTaJHA
MEIWIMHA TPOCIeAsBa 3PaBHOTO CBHCTOSHME HAa YYacTHUKA M TPH HEOOXOJUMOCT
IIpeaIpreMa CbOTBETHUTE MEAULIMHCKH MEPKHU.

Un. 43. [naHupaneTo, NpOBEXIAaHETO, KOHTPOJIBT U JIOKJIAZABAHETO HA PE3YyJITAaTUTE
OT KIMHUYHOTO M3IUTBAHE, KAKTO M 3aJbJDKEHHUSTA HAa BB3JIOKUTENS, HA TJaBHUS WIN
KOOpJMHUpAIIXs U3ClIeoBaTeN U Ha HaOmro1aBamiys, TpsiOBa J1a OTroBapsAT Ha W3UCKBAHUATA
Ha TO3M 3aKOH M Jia OBbJaT B ChOTBETCTBHE C M3MCKBaHMATA HA cTanmapture ISO 14 155-1 u
ISO 14 155-2.

Un. 44. (1) Bu3noxurensiT W TIaBHUSAT WIM KOOPAWHUPALIUAT H3CIEA0BATEN



CKJIIOYBAT JOrOBOP 3a 3aCTPaxOBKa, NOKPHUBAIA OTTOBOPHOCTTA UM 3a NPUYUHEHUTE MPU WIH
10 TIOBOJ] IPOBEXAAHETO HA KIMHUYHOTO M3MUTBAaHE HEMMYIIECTBEHH U UMYIIECTBEHU BPEAU
Ha YYaCTHHUILIUTE.

(2) BB310KUTENAT HOCH OTTOBOPHOCT B Clyyaill Ha YBpeKJaHE Ha 3]paBeTO WIM Ha
CMBPT, IPUYMHEHU I[IPU WIKA 0 MOBOJ NPOBEXKIAHETO HAa KIMHUYHOTO H3MMTBAHE, KOraTo
U3MUTBAHETO € MPOBEXJAHO CHIJACHO HM3UCKBAHMUATA M MPOLEAYPUTE HA OJOOpPEHUS OT
KOMUCHSTA 110 €THKA IJIaH.

(3) I'maBHUAT WM KOOPIAMHUPALIUAT U3CIEI0BATE] HOCH OTTOBOPHOCT B cliyyaill Ha
YBpEXKIaHE Ha 3[IpaBETO WJIM Ha CMBPT, NPUUMHEHU MPU WIKA IO MOBOJ IPOBEXKAAHETO HA
KIIMHUYHOTO M3IUTBAHE, KOTraTo HE ca CMa3eHH M3MCKBAHUATA U MPOLEAYpPUTE HA OA00pEHUs
OT KOMUCHSTA 10 €TUKA ILJIaH.

Pasznen I1.
Pa3pemienue 3a npoBexaaHe Ha KIMHAUYHO U3MUTBAHE

Ui 45. (1) Knuanuaute U3nuTBaHUS HA MEAUIUHCKH U3Aenus 1o wi. 2, ai. 1, T. 3 oT
knac IIl, Ha uMMIaHTHpyeMHU MEIULIMHCKY U3AeNus U Ha MHBA3WBHU MEIUIIMHCKU U3/ETUs 3a
MPOABIDKUTENHA yroTpeba mo wi. 2, an. 1, T. 3 ot knac Ila wim 116 u Ha uzgenusara mo 4. 2,
an. 1, T. 2, KOUTO Ce MPOBEXKIAT HA TepuTOopusATa Ha PemyOnuka beiarapus, morat ja 3armo4Har
cliell MOoJy4yaBaHe Ha MOJIOKUTENIHO cTaHoBHIlEe OoT KomucusTa mo eTuka 3a MHOTOLIECHTPOBU
M3MUTBAHUS WM OT KOMHCHATA IO €THKa KbM CHOTBETHOTO JIeUeOHO 3aBEICHHE, Ch3aJCHU
ChC 3aKOHa 3a JIEKAPCTBEHUTE MNPOJIYKTH B XyMaHHaTa MEIMIIMHA, M Ha pa3pelieHHe OT
W3IBJIHUTETHUA nupekTop Ha MAJL

(2) KnmuHUYHUTE M3NUTBAHUSI HA MEIUIMHCKHU U3JENHs, pa3IMYHU OT Te€3W 1o ai. 1,
KOUTO C€ MpOoBeXJaT Ha Teputopusta Ha PenyOnuka bbiarapus, moraT ja 3amodHar cien
YBEJIOMSIBAHE Ha M3IIBIHUTENHUS qupekTop Ha MAJL, ako chOTBETHATA KOMUCHS MO €TUKA IO
an. 1 e gana MOJOKUTEIIHO CTAaHOBHUIIIE.

(3) Pasmopendure Ha an. | u 2 ce mpuiaraT u 3a MEIULWHCKU U3JIENHs C HAHEeCEHA
"CE" MapkupoBKa, KOraTo KJIMHUYHUTE H3MNUTBAHUS C€ MPOBEXKAAT C IEeJ CMAHA Ha
MpeAHa3HAYEHUETO UM.

Un. 46. Bb3I0KATEHAT UIH TJIaBHUAT WIIH KOOPAUHHUPAIIHUAT U3CICAOBATECI MOXKE J1a
nmogaac 3asBJICHHUC 3a YBCAOMSBAHC WM pa3pCliaBaHC 3a IIPOBCKIAAHC Ha KIMHHUYHOTO
U3NHUTBAHC 100 CbBOTBETHATa KOMHCHA II0 C€THKa W 10 HAJI CAHOBPCMCHHO HWJIA
IIOCICI0BATCIIHO.

Un. 47. (1) Ilpy MHOrOLIEHTPOBO KIMHUYHO W3MUTBAaHE HA TEPUTOPUATA Ha
PenyOonnka bwarapus numara mo 4wi. 46 mopaBaT 3asBieHHe 10 KoMmmcwsTa Mo eTwka 3a
MHOTOLICHTPOBU U3MHUTBAHUSI.

(2) Ilpym enmHOUEHTPOBO KIMHWYHO H3MHMTBaHE Ha TepuTopusTa Ha PemyOmauka
bearapus nunara no uwi. 46 morar na nojaajgar 3aseieHue a0 Komucusta mo eruka 3a
MHOTOIICHTPOBH W3MHUTBAHUS WU 10 KOMHUCHSTA 10 €THKA, Ch3/1aJICHa B CbOTBETHOTO JIEUEOHO
3aBE/CHHC.



Un. 48. (1) 3a mosyyaBaHe Ha CTAHOBHUIIE OT CHOTBETHATa KOMHUCHUSA MO €TUKA
TJIABHUST, CBOTBETHO KOOPAMHUPALIHST U3CICI0BATEN WIH BB3JIOKHUTEIIST, TIPEICTaBSI:

1. agMUHHECTpaTHBHA TOKYMCHTAIINS,

2. uHpOpMaLs 32 YIaCTHUK;

3. JOKyMeHTAI¥sl 3a TUIaHa Ha U3MUTBAHETO;

4. TOKyMEHTAIHS 32 U3MUTBAHOTO MEJIUIIUHCKO U3JICITUE;

5. JOKyMEHTalus 33 TEXHUYECKUTC BB3MOXKHOCTH Ha JICUEOHOTO 3aBEIICHUE H
npodecroHaHaTa KBaTHu(HUKAIKS Ha U3CIICIOBATEIICKHSI CKHIT;

6. U3TOYHUK Ha (PMHAHCUPAHE W aJIMUHUCTPATUBHA OpTraHU3aIisI Ha U3MUTBAHETO.

(2) CeappkaHueTo Ha JOKyMEHTanusTa mo aji. | ce ompenens B Hapeaba Ha
MUHUCTBpA Ha 3/IpaBEOIMa3BaAHETO.

(3) KoraTo koMucHsITa 1o €THKa yCTaHOBH, Y€ JOKYMEHTAIIHUsTA 110 al. | e HembJHa,
TS yBEJIOMSIBA 3assBUTENS B 14-THEBEH CPOK U MY JlaBa CPOK 32 OTCTPAHSIBAHE HA HEIIBITHOTHUTE.

(4) Komucusra o eTuka u3rotssi craHoBuie B 30-1HEBEH CPOK OT MPEICTABSIHETO Ha
BaJIM/IHA JOKYMEHTAIIHS, KOETO MPEAOCTaBs Ha Bb3moxuTens u Ha MAJL

Y. 49. (1) Koraro craHOBHIIIETO HA KOMUCHSATA MO €TUKA 1O 4. 48 € OTpUIaTeNHO,
BB3JIOKUTEIST B 14-THEBEH CPOK OT JjaTaTa Ha YBEJOMIICHHETO MOXeE Jla 00)KaaBa PEIICHUETO
no LleHTpanHata KOMHCHS MO €THKA, Ch3/1aJIEHA ChC 3aKOHA 32 JICKAPCTBEHUTE MPOAYKTH B
XyMaHHaTa MEIUIINHA.

(2) LenTtpannara koMucus 1o €Tuka B 14-THEBEH CPOK OT Jarara Ha MOJy4yaBaHE Ha
MMICMEHOTO MCKaHEe OT BB3JIOKUTENIS C€ TIPOU3HACS C PEIICHNE.

(3) Pemiennero Ha l{eHTpasiHaTa KOMUCHUS IO €THKA € OKOHYATEITHO U 3aAbJIKUTEITHO
3a KOMUCHSITA M0 €TUKA.

Ui 50. (1) 3a monmyuaBaHe Ha pa3pelieHUe 3a MPOBEXKIaHE Ha KIMHUYHO M3MUTBAHE
o wi. 45, an. 1 Be3noxutensrt noaasa 1o MAJI 3asBnenue mo odpasertl.

(2) 3asBnenuero mo an. 1 ce mojgaBa He MO-KbCHO OT 60 MHWM Tpenu aaTata Ha
3aroy4BaHe Ha U3MMUTBAHETO U KbM HETO Ce MpuJiara clieHara JOKyMEHTAIHs:

1. I/I[[CHTI/I(i)I/IKaHI/IOHHI/I JaHHHW 3a MCIUIIMHCKOTO M3ACIIUC Ha XapPTUCH U CICKTPOHCH
HOCHTET;

2. IUIaH Ha KIMHUYHOTO HU3IINTBAHE, KOUTO ChbAbpiKa ICjiTa, HAYYHHUTEC, TCXHUICCKUTC
U MEIWIMHCKUTE OCHOBaHHUS 3a TMPOBEXKIAHETO My, o00XBara, METOAOJOTHsITa U
opraHu3anusiaTa Ha U3IMIMUTBAHCTO U 6p09[ Ha U3aciimAaTa,

3. UMeHaTa Ha M3CJeNoBaTeNuTe, Ha TJIaBHUS WIM TJIaBHUTE U3CIEAOBATEIN WIA Ha
KOOPIUHHPAIIHS H3CJICI0BATEN, KAKTO M HANMEHOBAHUETO U ajpeca Ha JIeYeOHUTE 3aBEICHIS,
B KOUTO C€ MPOBEXk/1a KITMHUYHOTO UMIUTBAHE;

4. HauayHa, KpaitHa JgaTa v rpauK Ha MPOBEKTAHUTE U3CIICABAHUS;

5. MOJNIOKUTETTHO CTAHOBUIIIE OT KOMHUCHSATA MO €THKA, KOTaTO BB3JOKUTENAT € MOoJall
MMOCJIEIOBATEIHO 3asIBJIEHUS 1O WiI. 46;

6. JIekjapanus, Ye MEAMIMHCKOTO WU3Jelue CHhOTBETCTBA Ha MPUIOKHUMHUTE
CBhIIICCTBCHU M3HUCKBAaHUA, C U3KIIOYCHUE HAa TE3U, KOUTO Ca 00€EKT Ha KJIMHUYHOTO HU3IIUTBAHE,
M 4Ye ca MPEeABHUJICHU BCUYKH TMPEANa3HH MEPKU, HEOOXOAMMH 3a 3alllUTa Ha 37PaBETO U
0€30IMacHOCTTa HA YYACTHHUIINTE B U3IMUTBAHETO U HA M3CJICIOBATCIICKHS CKHIT,

7. IOTOBOp 3a 3acTpaxOBKa, MOKpHBAIla OTTOBOPHOCTTA HA HW3CJIENOBATENd M Ha
BB3JIOKHUTCIIA 34 MPUYUHCHUTC UMYIICCTBCHH M HCUMYUICCTBCHH BPCAW HA YYACTHUIUTE B



M3MUATBAHETO MPHU WK IO [TOBOJI IPOBEX/IaHE HA KIMHUYHOTO U3IUTBAHE;

8. MPOEKT Ha JOTOBOP MEXy Bb3JI0XKUTENS U JIEYeOHOTO 3aBEICHUE;

9. IOKyMEHT 3a IUIaTeHa Takca B pa3Mep, onpezaeseH B Tapudara no ui. 7, ai. 1.

(3) IIpu enHOBpeMEHHO MOAABAHE Ha 3asBJICHUS O Wi. 46 BB3IOKUTEIAT MOXKE Ja
IPEJCTaBU CTAHOBHUUIIETO IO all. 2, T. 5 CIIEJ MOIy4aBaHETO MY, HO HE IO-KbCHO OT CPOKa IO
. 51, am. 1.

(4) Bp3noxurensaTt aexiapupa, dye nogaaeHara 1o MAJI m 1o xomucusTa 1o eTuka
JOKYMEHTAILMsl € UIEHTHYHA.

Un. 51. (1) M3nbaHuTenHata areHmMsl IO JieKapcTBaTa OIGHsABA IOJajeHaTa
JnoKyMeHTarus 1o 4. 50 B 60-qHEBEH CPOK OT JlaTaTa Ha MOJIaBaHETo W.

(2) WsmpnHuTenHaTa areHIUs IO JIEKapCTBaTa MOXKE Ja TIOWCKA JOMBIHUTEIHA
uH(pOopMaIIns, CBbp3aHa ¢ JOKyMEHTaIwusITa o 4wi. 50, ai. 2.

(3) B cnyuaute mo an. 2 60-IHEBHUSAT CPOK CHUpa J1a TE€Ye JO0 MPEICTABIHETO HA
HCKaHaTa T0KyMEHTallHs.

(4) Msnbauutennusatr aupexkrop Ha MAJI B cpoka mo an. 1 yBenomsiBa HMHUCMEHO
BB3JIOKUTEINS, Ye:

1. pa3permaBa MPOBEXAAHETO HA KIIMHUYHOTO U3MHUTBAHE, WK

2. U3MUTBAHETO HE MOXKE Ja OBb/Ie MPOBEIEHO, KATO IIOCOYBA MOTHBHTE 33 OTKa3a.

(5) B ciygaute mo an. 4, T. 2 BB3TOKUATENAT MOke B 30-THEBEH CPOK OT Jarara Ha
yBeZOMJIEHHETO /1a nipeactaBu B MAJI 3asBiieHre, TPOMEHEHO B CbOTBETCTBHUE C U3JI0KEHUTE
MOTHBH 32 HETIPUEMAaHE Ha MPOBEKAAHETO HAa KIMHUYHOTO U3MTUTBAHE.

(6) B 30-1HeBeH cpok OT JaTaTra Ha IPEICTaBSHE HA IPOMEHEHOTO 3asBJICHHE IO all.
5 MAJI yBenomsiBa MHCMEHO BB3JIOKUTEIS, Ye:

1. pa3pemaBa MpoBEXAAHETO HA KIIMHUYHOTO M3NUTBAHE, WIH

2. M3MUTBAHETO HE MOXKE J1a ObJIe MPOBEACHO, KATO MTOCOYBA MOTHUBHTE 3a OTKAa3a.

(7) Ilpenuc OT pa3pelIeHUEeTO 3a MPOBEXKJAHE Ha KIMHUYHOTO H3IHUTBAHE CE
M3Mpaina B Je4eOHOTO 3aBeIeHNE, TTOCOYEHO B 3asBJICHUETO 10 ui. 50, ai. 1.

(8) Ilpu HempousHacsiHe B Cpoka HO ai. | BB3JIOKUTENSAT MOXKE Ja 3aloyHe
U3CJIe/IBAaHETO BEAHArA.

Un. 52. (1) Usnbanutenuusat aupexkrop Ha MAJI MoTuBHpaHO OTKa3Ba U3/1aBAHETO HA
paspelleHue 3a MpOBEXJaHe Ha KIMHUYHO H3MUTBaHE Ha TepUTOopusATa Ha PemyOmuka
bearapus, koraro:

1. He ca mpencTaBeHM [OCTAaThYHO JOKA3aTEJICTBA 3a OYAKBAHUTE HAyYHH H
MEIUIMHCKH O3 OT yroTpedaTa Ha MEIUIIMHCKOTO U3/EIHE;

2. He ca MpeACTaBeHN yOeIUTEIHH JoKa3aTeICcTBa 3a 0€30MacCHOCTTa Ha YYaCTHULIUTE
B U3MHUTBAHETO W/WIIM HA U3CIIEI0OBATEIICKHS SKHIT;

3. mpenoctaBeHata MH(pOpPMaLus 3a OLCHABAaHE OE30MAaCHOCTTa Ha KIMHUYHOTO
M3ITUTBAHE € HEJJOCTAThYHA;

4. nefcTBHETO Ha W3JEMUETO HE OTroBaps Ha IpeJHa3HAueHHETO, ONPEAESICHO OT
TIPOU3BOIUTEIIS.

(2) Ortkazpr 1o an. | moanmexxu Ha  oOXkanmBaHe 1O  peda  Ha
AJMAHUCTPATHBHOTIPOILIECYATHHS KOIEKC.

(3) IIpu mHorouentpoBo u3nutBaHe WAJl yBenoMsiBa perynaTopHUTE OpraHd Ha
IpYTUTE Ibp>KaBU 32 OTKa3a Mo al. | U mpencTaBsi MOTHBHUTE 32 TOBA.



Yn. 53. (1) Bb3noxutenst Moxe MO BCAKO BpeME Ja IPaBU NPOMEHHU B IUIaHA HA
KIIMHUYHOTO M3MUTBAHE, PA3JIMYHU OT ChIIECTBEHUTE MPOMEHHU.

(2) B cayyaute no an. 1 BB3NOXKHUTENAT ChbXpaHsIBa JIOKYMEHTAllUATA, CBBbp3aHa C
npoMeHuTe, u s npenoctarst Ha MAJI u Ha cbOTBETHATa KOMUCHS IO €THKA.

Un. 54. (1) Bb3noxuTensT Moxe Ja NPUIOKHU TUIAHUPAHU CHIIECTBEHU NMPOMEHU B
TUTaHa HA KJIMHAYHOTO M3MUTBAHE.

(2) B caywsante mo an. 1 BB3IOKHUTENAT IMOJaBa 3asBICHUE, NPUIPYKEHO C
JOKYMEHTAIMs, CBbpP3aHa C IPOMEHUTE, 10 CbOTBETHATa KOMUCHS 10 eTuka u 10 MAJL.

(3) Komucusita mo eruka B 15-7HEBEH CpOK OT MOTy4aBaHETO HA 3asBJICHUETO TIO all.
2 U3roTBsl CTAHOBMIIIE U I'O MPEJOCTABS Ha BB3JI0kUTeNns u Ha MAJL

(4) B 15-nHeBeH cpok OT jaTaTa Ha TOJIydaBaHE HAa CTAHOBHUINE OT CHOTBETHATA
KOMHCHSI IO €TUKA U3IIBIHUTEIHUAT nupektop Ha MAJL:

1. u31aBa JOMBIHEHHE KbM pa3pelleHUueTo 3a MPOBEXIaHe Ha U3MUTBAHETO, C KOETO
o/100psiBa MpoMsiHATA Ha TJIaHa, WIH

2. MOTHBHPAHO OTKa3Ba ChILIECTBEHA MPOMSHA 110 aj. 1.

(5) Otka3bT MO an. 4, T. 2 He MOJICKHU Ha 00XKaIBaHE.

(6) Axo B cpoka mo an. 4 3asgBuTeNAT HEe moiyun oTkaz ot MAJI, Toit Moxe na
MPOBEX/1a KIIMHUYHOTO U3MUTBAHE CHIVIACHO TPOMEHEHHUS TUIAH.

UYn. 55. (1) Ilpu Bb3HMKBaHE Ha HOBM OOCTOSITENCTBA, KOMTO MOTaT Jia 3acTpaiiatr
0e30macHOCTTa Ha YYaCTHUIIUTE B KIMHWUYHOTO M3IMTBAHE IO BpeMe Ha MPOBEKIAHETO MY,
BB3JI0KHUTEIAT U U3CIEA0BATENAT PEANpUeMaT CIIEIIHA MEPKH 32 3alllUTaTa UM OT BHE3aIHO
BB3HUKHAJIUTE PUCKOBE.

(2) B cayyaute mo an. 1 BB3IOXKUTENAT MOXKE Jja M3BBPIIM MPOMEHHU B IUIaHA Ha
KIIMHUYHOTO M3MUTBAHE.

(3) Bu3noxutensat He3abaBHO HHPOPMHpa ChOTBETHAaTa Komucus o etuka u MAJI 3a
MPENNPUETUTE MEPKH, 3a IPUUMHUTE 33 HAJIAraHETO UM U 3a IPOMEHUTE B IUIAHA.

Ui 56. (1) Bb3noxxutensar Ha KIMHUYHOTO M3MUTBAHE € JUIBXKEH Ja MpelocTaBs Ha
HNAJI mpu mouckBaHe TEXHUYECKA JOKYMEHTAIUs, KOSTO ChIbpiKa:

1. IPOEKTAHTCKU YepPTEXH, MPOU3BOJACTBEHU METOJH, BKIIOYUTEIIHO 1O OTHOIICHHE
Ha CTEPWJIM3AIUATA, JUarpaMy Ha KOMIIOHEHTH W JICTaiJIM, HAYWHU HA CBBP3BAaHE U IPYTH;

2. ommcaHue ¥ OOSCHEHUS Ha 4YEPTEXKUTC W JUArPAMUTE H JCHCTBHETO Ha
MEJIUIIMHCKOTO U3JICITHE;

3. pe3yiratuTe OT aHaju3a HAa pUCKA M CHUCHK HA MPWIOKEHUTE HAIIBIHO WU
YaCTUYHO CTaHJAApPTH 1o wi. 13, an. 1 u ommcaHwe Ha TMPHUETHTE TEXHUYECKH PEIICHHS 3a
OCHUT'ypsIBaHE Ha CHOTBETCTBHUE ChC CHIIECTBEHUTE HM3UCKBAHUS, KOraTO CTaHJIAPTUTE HE ca
MIPUIIOKEHHU WM Ca MPUJI0KEHH YaCTUIHO;

4. pe3ynTaTUTe OT MPOCKTAHTCKUTE HW3YUCICHUS M TIPOBEJICHUTE NPOBEPKH U
TeXHUYECCKU M3MUTBAHUSI.

(2) Bb3510XuTeNAT HA KIMHUYHOTO M3MHUTBAHE € JUThXKEH J]a ChbXpaHsBa TEXHUYECKATa
JOKyMeHTaIusi 3a cpok 10 roguHM cien 3aBbpIIBaHE Ha KIMHUYHOTO H3MHWTBaHE - 3a
H3JCINATA 10 4. 2, ai. 1, T. 2, u 5 roguHM - 32 u3genusara mo wi. 2, ain. 1, . 1 u 3.

(3) [IpowsBogUTENAT € JUTHKEH Jla OCUTYPH IMPOM3BOICTBEH MPOIEC, MPH KOWTO



MCIUIHUHCKUTC MU3ACIINUA, HNPCAHA3HAYCHMU 3a KIMHUYHO H3NHUTBAHC, CC IIPOHU3BCIKIAAT B
CHOTBETCTBUEC C TCXHUYCCKATa JOKYMCHTAI[H.

Un. 57. (1) B cpoxk 90 nmHmM cnej NpUKIIOYBAHE HA KIMHUYHOTO H3IMHATBAHE
BB3JIOKUTENAT npeacTaBs B IAJI n Ha chOTBETHaTa KOMUCHUS 110 €TUKAa OKOHYATEJIEH AOKJIa,
KOHTO CBABp)KAa ONHMCAHWE HA METOAOJOTHATa W OpraHM3alMsITa, KPUTHYHA OLIEHKa HU
CTaTUCTUYECKHU aHAJIN3 HA NIOJYyYEHUTE JaHHHU.

(2) Hoknaabt 1o an. 1 ce moAmucBa OT BB3JIOKUTENS U OT BCUUYKU H3CIEAO0BATENH.
Koraro HsIKOH OT M3cie10BaTENINTE OTKAXKE Aa IO MOAIUIIIE, TOM IIpUara MMCMEHO MOTHBUTE
CH.

(3) Hoxmagbt mo an. 1 o6o01maBa JaHHUTE, MTOJyYEHH OT BCUUKHU JeUYeOHU 3aBEJICHUS
Y OT BCUYKHU YYaCTHMIIU B U3MUTBAHETO.

(4) JInuHUTE NAHHM HAa YYaCTHULUTE B M3MMTBAHETO, CHIBbPJKAIIM CE€ B JOKJIaja IO
an. 1, TpsdBa na O6b1aT KOTUPaAHHU.

Un. 58. (1) U3nbiHuTeNnHATA areHIMs Mo JeKapcTBaTa BOJU PETUCThP Ha U3a/leHUTE
Y OTHETHUTE pa3pellieHus 3a MPOBEKIaHe Ha KITMHUYHU W3UTBAHUS.

(2) MBnbiauTENHATA areHIMs 1O JieKapcTBaTa OpraHU3Mpa M Ch3JaBa CHCTEMa 3a
peructpanus, aHanu3 U o000IaBaHe HA HACTBHIMIN MHIUACHTH C METUIIMHCKH W3JEIHs IO
BpEMeE Ha MMPOBEXKIAHETO HAa KIMHUYHHUTE U3MUTBAHUSI.

(3) Ilponenypara mo mpociensBane Ha 0€30MAaCHOCTTAa HA MEIUIIUHCKUTE H3ACTHUs B
X0J1a Ha KIIMHWYHOTO M3MHUTBAHE CE ONpeests B HapenoaTa mo ui. 48, ai. 2.

Yn. 59. (1) Usnbiauutennuar aupexkrop Ha MAJL moxe cbe 3amoBej BPEMEHHO JAa
CIpe MPOBEXAaHETO Ha M3MUTBAHETO WJIM J1a IO IIPEKpaTH, KOraTo:

l. M3NUTBAHETO c€ NPOBEXAA IPU YCIOBHS, PA3JIMYHU OT OIPEACICHUTE IIpU
U3/laBaHe Ha pa3pelIeHUeTo;

2. e HanM1e UHPOPMALIUS 32 ONIOPOYABAHE HAyYHATA BAJIMAHOCT HA M3MUTBAHETO;

3. chlIecTBYBa PUCK 3a 0€30M1aCHOCTTA HA YYaCTHHUIIMTE.

(2) Ilpenn na mpennpueme neictBusita no an. 1, MAJI nucmeno ysenomsBa 3a
HaMEpEeHMATA CH:

1. BB3IOXKUTENA M KOOPAMHMPAIIMS H3CIEN0BATENl, OTTOBOPEH 3a MPOBEXKJIAaHE Ha
M3IUTBAHETO HA BCUYKU JIeYeOHH 3aBEeICHUS, WIN

2. BB3JIOXKHUTENS W TJIABHUS HW3CIIEOBATEN, OTTOBApSIl 3a CHOTBETHOTO JIEUEOHO
3aBeJIeHHE, KbJIETO TpsAOBa J1a ce CIpe U3IMMUTBAHETO.

(3) B 7-nHeBeH CpOK OT YBEAOMIIGHHETO IO ajl. 2 BB3JIOKUTENSAT WIM TJIABHUAT WU
KOOPJAMHUPAIIUAT U3CIIEA0BATENl MOXKeE J1a MPe1ocTaBu MMcMeHH oosicHenust 10 MAJL

(4) Anunes 2 He ce mpuwiiara, ako ChIIECTBYBa HEMOCPEICTBEH PUCK 3a 3PaABETO U
0e301acHOCTTa Ha yYaCTHULIUTE B U3IIUTBAHETO.

(5) 3BamoBeara mo am. 1 wmoxke ga Obae oOXkanmBaHa MO pega  Ha
AJIMHUHUCTPATUBHONPOLIECYATHUS KOJEKC, KaTo 00XaJIBaHETO HE CIIMpa U3IIbIHEHUETO.

(6) I'maBHMAT WIM KOOPAMHUPALIUAT M3CIEAOBATEN YBEAOMsABA Y4YaCTHHUIUTE B
KJIMHUYHOTO M3MUTBAHE 3a 3aloBeaTa 1o aj. 1.

Ui. 60. B ciywaute o wi. 59, an. | uaneaautenausat qupexrop Ha MAJI yBenomsiBa



He3a0aBHO:
1. perynaTopHUTE OpraHu Ha IbP>KaBUTE WICHKU;
2. CbOTBETHUTE KOMHUCHH 110 €THKA;
3. EBporneiickata KOMHCHSI.

['naBa yerBBpTAa.
HOTUOUILINPAHU OPT"AHA

Un. 61. (1) Paspemienue 3a W3BBpIIBAHE Ha OICHSIBAHE Ha CHOTBETCTBHETO Ha
MEIUIIMHCKH HM3ACNUsl Ce M3JaBa Ha (PUNYECKO WU IOPUIAWYECKO JIUIE, PETHCTPUPAHO TIO
ToproBckust 3akoH, OT Tmpexacenarenss Ha JIbp)kaBHaTa areHIUs 3a METPOJIOTHUYEH H
TEXHUUYECKU HAI30p.

(2) Jlumero mo an. 1 momaBa g0 mpexacemarens Ha JIbp)kaBHAaTa areHIUs 3a
METPOJIOTHYEH U TEXHHYECKH HAJ30p MHCMEHO 3asBJICHHE, B KOETO MOCOYBA U3JCIUATA U
MPOLEAYPUTE, 32 KOUTO KaHIUJIATCTBA.

(3) KbM 3asBnenueTo no aji. 2 ce mpuiarar:

1. ynocroBepenue no wi. 33 or 3aKOHa 32 ThPTOBCKUSI PETUCTHP, KOraTto JIMIETO €
peructpupano 1mo THProBekusi 3aKOH, WM KOMHE HAa aKTa 3a Ch3/IaBaHE, KOraTro JIMIETO €
CH3/1aJIEHO ChC 3aKOH WU C aKT Ha MUHUCTEPCKUS ChBET;

2. yIOCTOBEpEHHE, Y€ JHMIETO HE € OOSBEHO B HECHCTOSITETHOCT WM HE € B
MIPOU3BOJICTBO 3a 00SIBSIBaHE B HECHCTOSTEIIHOCT;

3. JOKyMEHTH, YyIOCTOBEpSBAIIM, Y€ JHIETO HAMAa MapUYHU 3aJAbDKCHUS KbM
IbpKaBaTa WIK KbM OOIIMHA MO0 CMHCHIA Ha J[aHBbYHO-OCUTYPUTENHUS MPOLIeCyalleH KOJIEKC,
YCTAaHOBEHH C BIS3BI B CHJIA aKT HAa KOMIETEHTEH OpraH, WU 3aIbJDKCHHS KbM
OCUTYpHUTENHU (OHJIOBE, OCBEH aKO KOMIIETEHTHHUST OpPTraH € JOMyCHAaJI Pa3CpOYBaHE WIIH
OTCpPOYBaHE Ha 3aIbJDKCHUSATA;

4. xomus Ha TPYAOBH W/WIM TPa)<TaHCKHU JIOTOBOPU Ha MEpCOHANa, JOKYMEHTH 3a
o0pa3oBaHKe, JOMBIHUTEIHO MPUI00UTa KBATH(UKAIHS;

5. KollMe Ha JO0roBOpa, KOraTto JMIIETO y4yacTBa B OOEAMHEHUS Ha TBHPrOBCKU
Jpy’KeCTBa WM OpraHU3aIuy;

6. KOIUS Ha JIOTOBOPUTE C MOAM3MBIHUTENINTE, KOraTo ce Bb3JlaraT M3CJeIBaHus U
W3MUTBAHUS HA JPYTH JINIIA;

7. KomHe Ha JIOrOBOpa 3a 3aCTpaxoBKa, KOSATO MOKPHBA PUCKA MPU U3MbIHEHUE Ha
3aIBJDKEHUSATA PU U3BBPIIBAHE HA JICWHOCTHUTE IO OIEHSIBAHE HA ChOTBETCTBHUETO;

8. Jexsapariysi, ye JIMILETO, MePCOHATBT U MOAU3IBIHUTEIUTE HE ca y4yacTBaIM MpU
MPOEKTUPAHETO, MPOU3BOJACTBOTO, JOCTaBKAaTa M MOHTa)Ka HA M3ACIUATA, YUETO OIICHSBAHE
Ile W3BBPUIBAT, KAKTO W Y€ HE Ca YMBIHOMOIICHU MPEJICTAaBUTENN WIM KOHCYJATaHTH Ha
MIPOU3BOTUTEIIS;

9. xomMe Ha NOKyMEHTHPAHHUTE MPOLEAYPH 3a OLICHSABAaHE HAa CHOTBETCTBHETO, 3a
KOUTO KaHUAATCTBA;

10. gexmapanus 3a O0e3MPUCTPACTHOCT, C KOATO C€ TapaHTHpa, Y€ M3IMBJIHEHUETO Ha
3aIBIDKEHUSATA HAa TIEPCOHANa HE CE BJIMSEC OT MOPAJICH HATUCK U (PMHAHCOBU MOAOYAH OT
JUIa, 3aMHTEPECOBAHU OT PE3YJTATUTE OT OLIEHSBAHETO;

11. nmexnapamnus, 4Ye TEpCOHANBT € OOBBP3aH C HM3UCKBAHETO 3a OMNa3BaHe Ha
npodecroHanHaTa TailHa OTHOCHO HMHGoOpMalusATa, KOSTO IOJIydaBa MPU H3BBpIIBaHE Ha



JIEHHOCTTA;

12. nanHu 3a mpodecroHalHUsl ONMUT HA NEepCOoHalla U Ha MOAM3INBIHUTEINUTE, aKo
“Ma TaKWBa, KOWTO JIOKAa3BaT MEIUIIMHCKATA M TEXHHYECKAaTa KOMIETCHTHOCT M MPUI0OUTHS
ONUT 3a OIICHSBaHE HA IOCOYCHHUTE B 3asBICHUETO H3ACNUS IO MPWIOKHUMHUTE 33 TAX
MPOLIEAYPH, BKIFOUUTETHO OIHT MPH CHCTABSHE HA MPOTOKOJIU, AOKIAAH U cepTuduKarw;

13. cipaBka 3a TEXHUYECKUTE CPEJICTBA, HEOOXOAUMH 32 U3BBPILBAHE HA U3IUTBAHUS
Y U3CJe/IBaHus, KOUTO Ca YacT OT MPOLEAYypUTE 3a OLEHSBAaHE HA ChbOTBETCTBHETO, C KOUTO
pasmoiniarar cOOCTBEHUTE MY JIaOOpaTOPUH 3a U3NUTBAHE W/WIH JTaOOpaTOPUUTE 3a U3MUTBAHE,
C KOWTO HMa CKJIIOYCHH JIOTOBOPH, M KOMUS HAa CEePTHPHUKATUTEC 3a aKpeAuTalus Ha
nabopaTtopuuTe, KOraTo MMa TaKuBa;

14. criuchk Ha craHgaptute mo wi. 13, an. 1 uiam mMoHorpaduute Ha oduIMATHATA
dbapmakories B PemyOmmka bwarapus mo wi 13, am. 2, wim oOmmTe TEXHUYECKH
cnerudukanuy mo wi. 13, an. 3, oTHACSIIN Ce A0 U3JCNUATA, TTOCOUYCHHU B 3asBICHUETO;

15. MeToauKM U MHCTPYKLMU 32 U3MUTBAHE HA U3JEIHATA, KOraTO HE CE€ M3IMOJ3BaT
crarmapture mo wi. 13, an. 1 wim MmoHorpaduure Ha opunmanHara papmakornes B PemyOnmka
boearapust mo wi. 13, an. 2, win o0mmTe TeXHUYeCKH crienudukanuu mo wi. 13, am. 3;

16. Komust Ha TOKYMEHTHTE, YAOCTOBEPSBAILM 3aBbPIICHO 00pa3oBaHue, 00yueHHe 3a
0IUTOP, IpoecronaneH U OAUTOPCKU ONUT chriacHo m3uckBanusaTa Ha BJIC EN ISO 19011
Ha OJIMTOPA, KOMTO IIIe M3BBPILBA OIICHSIBAHE HA BHEAPEHATa CUCTEMA 10 KaYeCTBOTO, KOTAaTO
TOBA C€ U3KMCKBA OT MPOLEAYypaTa 3a OL[CHsIBaHE Ha ChOTBETCTBUETO;

17. HapbUHUK ¥ OPOLEAYPH HA CUCTEMATA IO KAYECTBOTO;

18. moKyMeHT 3a IjaTeHa Takca 3a OICHsBaHe Ha MpejAcTaBeHaTa JOKyMEHTalus B
pasmep, onpeneeH B Tapudara mo wi. 7, an. 1.

(4) Koraro nwuiero, KoeTo KaHIMAATCTBAa 3a MOJy4yaBaHE Ha pa3peuieHHe 3a
OIICHSIBAaHE HAa CHOTBETCTBHUETO, MPEACTABH CEPTUPUKAT 32 aKPETUTAIHS CHIIIACHO CTaHIIAPTH,
MIOCOYECHU B ChOTBETHATa HapenOa no wi. 18, mpuema ce, ye To UMa PyHKIIMOHHpAIA CUCTEMA
M0 KAa4yeCTBOTO, OTroBaps HAa M3UCKBAaHUATA 33 HE3aBUCHUMOCT, OE3MPUCTPACTHOCT,
KOH(UICHIIMATHOCT U MPUTEKaBa He0OXoAUMaTa KOMIETEHTHOCT. B To3u cityyaii jauiero He
npeAcTaBst JOKyMeHTuTe no ai. 3, 1. 8, 10, 11 u 17.

Un. 62. (1) Ilpencenarenst Ha JIbp:kaBHATA areHIMs 32 METPOJIOTUYCH M TEXHUYECKH
HAJI30p OMpeneis ChC 3aloBe] EKCIepTHa KOMHUCHA, KOSTO OIICHSIBA TIpeJCcTaBeHaTa
JOKyMeHTalus mo uwi. 61, an. 3 unu 4.

(2) Komucusita o an. 1 ce cbecron oT mpeacTaBuTend Ha [IbpkaBHaTa areHuus 3a
METPOJIOTMUEH U TEXHUYECKU HAJ30p, ONpEeAeNIeHH OT HeWHusa mnpeacenaren, u Ha HAJL
OTIpEJICTICHN OT W3MBJIHUTEITHUS U JTUPEKTOP.

(3) [Ipu HeoOxomUMOCT B KOMHCHATA 1O all. | Morar na ObAaT MpUBIEYCHHU BHHIIHU
€KCIIepTH, KOWUTO MPHUTEKABAT 3HAHHMS W TMPAKTUYECKH OMHUT B 00JaCTTa HAa CHOTBETHUTE
W3JIETus.

(4) Korato ce ycCTaHOBST HEMBIHOTH M HECHOTBETCTBUS C W3WMCKBAHUATA Ha
JOKyMEeHTalusTa mo aiu. 1, mpeacenartenst Ha JbpkaBHaTa areHIUs 3a METPOJIOTHYEH U
TEXHUYECKU HAJ30p MPEIOCTaBs HA 3asSBUTENS KOMHE OT €KCIIEpTHATA OICHKAa HAa KOMHCHSTA
mo ai. 1 um ompenenss ABYMECEUYEH CpPOK 3a OTCTpaHsBaHeTo WM. Jlo oTcTpaHsiBaHe Ha
HEMBJIHOTUTE U HECHOTBETCTBUATA CPOKBT MO 4Jjl. 63, aj. 5 cnupa 1a Teue.

(5) Korato 3agaBUTENST HE OTCTPAHU MPOMYCKUTE U HECHOTBETCTBUSTA B CPOKA I10 aJl.
4, mporeaypaTa ce mpeKparsBa.



Ui 63. (1) B aBymecedeH cpok OT jgaTaTa Ha IoJlaBaHe Ha BajlWJHA JOKYMEHTAIIMs
no wi. 61, an. 3 unm 4 xomucusita nmo wi. 62, an. 1 WU3BBpUIBA MPOBEpPKAa HAa MSICTO 3a
YCTaHOBSIBAHE KOMIIETEHTHOCTTA Ha KaHAWJAaTa U BB3MOXKHOCTTA Jla U3MbJIHSABA 3asBEHUTE
MpOLEAYPH 3a OLIEHSBaHE HAa CHOTBETCTBUETO. 3a W3BBpIIBAHE HAa IMPOBEpPKAa Ha MSCTO Ce
3aruramia Takca B pa3Mep, onpesesieH B Tapudara mo wi. 7, an. 1.

(2) Korato mpu mnpoBepkaTa Ha MSCTO CE€ YCTAaHOBST HECHOTBETCTBUS MEXIY
IpeJcTaBeHaTa AOKyMeHTalus mo wi. 61, an. 3 win 4 M M3UCKBaHUATA 3a OLICHSABAHE Ha
CbOTBETCTBUETO, OMNpeiesieHn B HapenOute mno wi. 18, mpencemarenst Ha JIbpkaBHara
areHuus 3a METPOJIOTMUYEH U TEXHUYECKHU HaA30p MHCMEHO YBEJIOMSBA 3asBUTEI U ONpeaeis
JIByMECEUYEH CPOK 3a OTCTpaHsBaHETO UM. Jl0 OTCTpaHsiBaHE Ha HECHOTBETCTBUATA CPOKBT IO
ain. 5 cnmpa 1a Teue.

(3) Koraro 3asBUTENAT HE OTCTPaHU YCTAHOBEHUTE HECHOTBETCTBUS B OMNpECIICHUS
[0 aJl. 2 JBYMECEUEH CPOK, MpejcenarensT Ha JlbpkaBHaTa areHUUs 3a METPOJIOTMYEH U
TEXHUYECKU HAJ30p C MOTUBHpPAHA 3al0Be]] OTKAa3Ba U3aBaHETO Ha pa3pelleHue.

(4) Komucusita mo an. 1 B JByMeceueH CpPOK OT IMPOBEpPKaTa Ha MSICTO H3TOTBS
CTaHOBHUIIE IO Mpejacenartens Ha J[ppikaBHAaTa arcHIMs 32 METPOJOTHYEH M TEXHUYECKU
HA/130p ¢ MOTUBUPAHO MPEIOKEHHE 32 0100peHre 3a HOTH(ULIMpPaHe WU 32 OTKa3.

(5) B 6-MeceueH cpok OT IMOJaBaHETO Ha JIOKyMEHTanusaTa 1mo wi. 61, an. 3 wim 4
npenaceaarensaT Ha J[bp>kaBHaTa areHUUs 32 METPOJIOTHUYEH U TEXHUYECKU HAJ30p yBEIOMSBA
3asBUTEIS, Y€ € 0JJ0OpeH 3a HOTU(UIMPaHEe WIK U3/IaBa MOTUBHpAHA 3aMI0BE]] 32 OTKA3.

Ui 64. (1) Ilpencenatenst Ha [Ibp)kaBHATA areHIUs 32 METPOJIOTHYCH M TEXHUUECKH
Ha/130p B CPOK JI0 TP JIHU OT yBeJOMJIEHHMETO Mo 4ui. 63, an. 5 o0sBsBa npen EBpomneiickaTta
KOMHCHSI ¥ TbP>KaBUTE WICHKH 0J00peHuTe iuia mo @wi. 61, an. 1.

(2) UneHTudUKaMOHHUAT HOMEp Ha JHIara mo aji. 1, HapuyaHu "HOTH(QHUUIMpAHU
opranu", ce onpezens oT EBponelickata KOMUCHS.

(3) IlpencenarenaT Ha J[ppikaBHATa areHIMs 32 METPOJIOTMYEH U TEXHUUYECKU HAI30p
u3/laBa Ha HOTHU(QUIMPAHUTE OpPraHU MO aj. 2 paspelleHre 3a U3BBPIIBAHE OLIEHSBaHE Ha
CBHOTBETCTBUETO.

(4) UmeTo m aapechT HA opraHa 1o aji. 2, MeAUIIMHCKUTE U3ACIIUS U MPOICAYPUTE 3a
OLIEHSIBAaHE Ha CHOTBETCTBUETO ce MmyOiukyBaT B "Oduumanen BectHuk'"Ha EBponeiickus
ChIO3.

Uin. 65. Tlpoueaypute 3a oleHsIBaHE HAa ChOTBETCTBHETO MOTAT Ja C€ M3IIBIHSABAT OT
OpraHu 3a OIICHsBaHEe Ha ChOTBETCTBUETO, OOSBEHU Mpena EBpomeiickaTa KOMUCHS OT APYTU
ABPIKABU YJICHKH.

Y. 66. PazperieHnero 3a U3BbPIIBAHE OLCHABAHE HA ChOTBETCTBUETO ChIbPIKA:

1. HaMMeHOBaHUE Ha OpraHa, U3aJl Pa3pelIeHUETO;

2. UMe/HauMEHOBaHUE, CelalUIle, aJApPeC Ha YNPABICHUE U MPEACTABUTEICTBO Ha
HOTH(UIPaHUS OpTraH;

3. MEIUIIMHCKUTE U3/EHS U TPOLIEypHUTE 32 OLCHSIBAaHE HA ChOTBETCTBHETO UM;

4. naTa Ha W37]aBaHE HA Pa3pEIICHHETO;

5. uneHTH(UKAIMOHHUS HOMEP HAa HOTHU(DULIMPAHUS OpTaH 1o wi. 64 , an. 2.



Un. 67. (1) B peructbpa no wi. 19 ot 3akoHa 3a TEXHMYECKUTE H3UCKBAHUS KbM
MPOJYKTUTE CE€ BIIUCBAT:

1. ma"HHHATE 1O WiI. 66;

2. naTata Ha OTHEMaHE Ha pa3pelIeHUueTO U OCHOBAHUSATA 3a TOBA.

(2) Hannute 1o an. 1 ce obsiBsiBaT B opuninanaus OrJIeTHH Ha [IbpkaBHATA areHIUs
32 METPOJIOTHYEH U TEXHUYECKH HaJ30D.

Un. 68. (1) Hotupunupanure opraHu ca AIBKHHU J1a YBEIOMAT IMpeicenaTess Ha
JIbpkaBHATa areHIMs 3a METPOJIOTUYEH U TEXHUYECKU HA/A30p MpHU:

l. mpoMeHU B TpaBHMSI M aKpeOUTALMOHHHUS CTAaTyCc, CTPYKTypara, oOxBaTa Ha
JNEMHOCTTA U MPOLEAYPHUTE 3a OLIEHSBAHE HA CbOTBETCTBUETO;

2. IpOMEHU B CUCTeMaTa IO KauecCTBOTO, PBHKOBOJCTBOTO HJIM IMEpPCOHAa, KOUTO
BIIUSIAT BbPXY M3IIBIHEHUETO HA MTPOLEAYPHUTE 3a OLEHSBAHE HA ChOTBETCTBHUETO;

3. mpoMsiHa Ha MOAU3IBIHUTENINTE;

4. mpoMeHHU B 0OCTOSTEICTBATA, CBbP3aHM ChC 3acTpaxoBkara mo ui. 61, an. 3, 1. 7.

(2) Jlumara mo am. 1 momaBar A0 mpencenmatens Ha JlbpKaBHaTa areHIUsS 3a
METPOJIOTHUEH M TEXHUYECKH HAJI30p JTOKYMEHTAllUsATa, CBbp3aHa ¢ IPOMEHUTE, U 3alllaIar
Takca B pa3Mmep, onpezeneH B Tapudara no wi. 7, ai. 1.

(3) B cpok no enuH Mecel OT MoAaBaHe Ha JTOKyMEHTaLMATa IO ajl. 2 eKcllepTHaTa
KOMHCHA 1O 4wi. 62, an. 1 U3roTBs CTaHOBUUIE 10 Mpenacenarens Ha Ibp>kaBHATa areHIus 3a
METPOJIOTHYEH M TEXHUYECKU Ha/[30p 32 0J100psiBaHE Ha IPOMEHHTE.

(4) B cnyyaute, koraTo NpoMeHHUTE IO aJl. | Hajarat npoBepka Ha MsCTO, KOMUCHSTA
mo ui. 62, anm. 1 B AByMecedyeH CpOK OT MOJAaBaHE Ha JOKyMEHTALMATA 10 ajl. 2 M3rOTBA
CTaHOBHUIIE IO Mpejacenartens Ha J[bpikaBHAaTa areHIMs 3a METPOJOTUYEH M TEXHUYECKU
Ha/130p 3a 0J100psiBaHE Ha IPOMEHHTE.

(5) Bp3 ocHOBa Ha cTaHOBHWIIETO MO ajid. 3 W 4 mpencenarensT Ha JIbp)kaBHaTa
areHUus 3a METPOJIOTMYEH M TEXHMUYECKHM HAJ30p CBhC 3allOBEJ M3/aBa JIONBIHEHUE KbM
pasperieHueTo mo wi. 64, ain. 3.

(6) Koraro mpu npoBepkaTa Ha JOKYMEHTAlMsITa IO ajl. 2 WIK NpU MIPOBEpKara Ha
MSICTO C€ YCTAaHOBSAT MPOITYCKU MJIM HECHOTBETCTBUS C U3UCKBAaHUATA HA Hapeaoure 1o 4. 18,
KomucusTa no wi. 62, an. 1 nmaBa mpenmucaHue CbC CPOK 3a OTCTpaHsBaHeTOo WM. Jlo
U3ITBIHEHNE Ha TPENHCaHUITa CPOKOBETE O aj. 3 wiu 4 cnupar Jia TeKar.

(7) Korato HOTH(UUIUpaHUTE OpPraHW HE H3IBJIHAT MpeINucaHusATa Mo ai. o,
npenceaaresnsaT Ha JbpikaBHATa areHUus 34 METPOJIOTUYEH U TEXHUYECKU HAJ30p ChC 3al0BE]
OTKa3Ba U3JaBAaHETO HA JOI'BJIHEHUE KbM Pa3pEIICHUETO.

Un. 69. 3a pasmupsiBaHe 00XBaTa Ha Pa3pelllEeHUETO 3a M3BBPIIBAHE OIICHSBAaHE Ha
CBOTBETCTBUETO CE€ 10]1aBa 3as1BJIICHUE 110 pesia Ha wil. 61.

Yn. 70. (1) Horudunupanure opranu ca IIHKHU Ja MpeACTaBAT B JIbprkaBHaTa
areHIus 3a METPOJIOTHYCH M TEXHHMYECKH HAJ30p TOAMIIEH JOKIAf 3a JEHHOCTTa CH, KOWTO
BKJIIOYBA MH(OPMAIHS 32 U3BBPIICHUTE OLEHKH 32 CbOTBETCTBUETO HA MEAMIIMHCKU U3CIHS,
NpeAsSBEHH peKIaMalliy, Kaja0u U MpeANpUeTHTe ICUCTBHS 10 PEIIaBaHETO UM B CPOK 10 31
sIHyapu Clie/{BallaTa roiuHa.

(2) Konue Ha nmokmaza mo an. 1 ce mpenocTaBs Ha W3MBIHUTEIHHS IUPEKTOp Ha



NAIJL

Yn. 71. (1) Komucuwu, ompeneneHu chC 3amoBes Ha npejacenareis Ha J[bpxkaBHara
areHuusi 3a METPOJIOTWUYEH U TEeXHUYECKH Haa30p, NPU TOAUIIHUTE IJIaHUPAHU HPOBEPKHU
MHCIEKTUPAT U3IIBIHEHUETO HA MIPOLIEYPUTE 3a OLIEHSABAHE HA CbOTBETCTBHUETO.

(2) U3BbHpenHU MPOBEPKU HAa MACTO Ha HOTU(GUIUPAHUTE OpraHH ce U3BBPIIBAT MIPH
MOJTy4aBaHEe Ha CUTHAIIM, KaJIOU U peKIaMalliy, CBbP3aHu C JEHHOCTTA UM.

(3) Koraro mpu mnOpoBEepKUTE C€ YCTAHOBAT TMPOIYCKH B JeHHOCTTa Ha
HOTU(UIMPAHUTE OpraHH, NpeacenareniaT Ha JIbp)kaBHaTa areHIus 3a METPOJIOTHYEeH U
TEXHUYECKU HAA30p U3/aBa MpEIIICaHue ChC CPOK 32 OTCTPAHSIBAHETO UM.

(4) IlpencenarenaT Ha J[ppikaBHATa areHIMs 32 METPOJIOTMYEH U TEXHUUYECKU HAI30p
u3/laBa 3amoBel] 3a BPEMEHHO CIUpaHe JeiHOCTTa Ha HOTU(GUIUPAHWTE OpPTraHu [0
OTCTpaHsABaHe Ha mpomyckure 1o ai. 3. Konue Ha 3anoBeAra ce usmnpama Ha MAJL

UYn. 72. (1) Ilpeacenarensrt Ha JIbp:kaBHATa areHLUs 32 METPOJIOTHUEH M TEXHUYECKH
HA/I30p ChC 3aMOBe]l OTHEMa Pa3pEelICHUETO 3a M3BBPIIBAHE OICHABAHE HAa CHOTBETCTBHUETO,
KOTaToO MPU MPOBEPKUTE CE€ YCTAHOBHU, Y€ HOTH(PHULIUPAHUAT OPraH:

1. e mpectaHan Ja OTroBapsi Ha HAKOE OT YCJOBUATA, NMPHU KOWTO € H3JIaJCHO
pa3peLIeHneTo;

2. HE € B ChCTOSIHUE J]a IPOJBIDKU M3ITBIHEHHETO HA MPOIEAYypUTE 32 OLCHIBaHE Ha
CbOTBETCTBHUETO;

3. He W3NBIHJABA TPOLEIYPHUTE 3a OICHABAHE HA CBHOTBETCTBHETO CHOOPA3HO
M3UCKBAaHUATA HAa ChOTBETHUTE Hapea0ou 1o ui. 18;

4. He e mpenanpuesr MEpKH 3a OTCTpaHsBaHE Ha MpoImyckuTe mo 4ui. 71, an. 3 B
OTIpEICIIEHUS CPOK.

(2) Komue Ha 3amoBenra 1o ai. 1 ce u3npaimma vHa MAJL

Un. 73. [lpeacenarenar Ha [bpkaBHaTa areHUus 32 METPOJOTMYEH U TEXHUYECKU
Haa30p yBenomsiBa EBporneiickaTta KOMUCHS U JbpKABUTE YWICHKH 32 OTHETUTE pa3pelieHus Mo
4. 72 ¥ 32 U3BBPIICHUTE MPOMEHH 110 ui. 68, an. 1, 1. 1.

Un. 74. (1) Jluueto, Ha KOETO € OTKAa3aHO M3JaBaHe Ha pa3pelieHue mo 4wi. 63, au. 5,
MOXKE€ Jla MoJiaZie HOBO 3asiBIICHHE 3a pa3pellieHHe He MOo-paHo OoT 6 Mecela OT JaTara Ha
BPBUBAHETO HA 3aIIOBEATA 3a OTKA3.

(2) Hotudunupan opras, Ha KOWTO € OTHETO pa3peuIeHHeTo o wi. 72, ain. 1 Moxe na
I10/1aJI€ 3asBJICHHUE 3a HOBO Pa3peLIECHUE HE M0-PAaHO OT €HA FoJuHa OT JaTaTa Ha BPbUBAHETO
Ha 3aI0Be/ITa 32 OTHEMaHe Ha pa3pelIeHueTo.

Un. 75. Otka3pT 3a M3AaBaHE Ha pa3pelICHHE 3a W3BBPIIBAHE OICHSBAHE Ha
CHOTBETCTBUETO, KAaKTO U 3aloBeATa 3a OTHEMaHE Ha pa3pelieHHeT0 MOoXke Ja Obaar
00>aJIBaHU TI0 peia Ha AJIMHHHCTPATHBHOIIPOIIECYATHUS KOJICKC.

Un. 76. (1) Horudunupanwst opraH wusgaBa CepTHPUKAT, yIOCTOBEPSBAII]
CHOTBETCTBUETO ChC CHIIECTBEHUTE M3UCKBAHUS, MPUJIOKUMHU 32 U3JEIUETO, C BATUIHOCT 5



TOJMHU WU IIPaBU MOTUBHPAH OTKa3.

(2) Koraro HOTH(QUUMPAHUAT OpPraH YCTaHOBHU, Y€ MPOU3BOIUTENAT HE H3IIBIIHSABA
U3HUCKBaHUATA, OIpEAEIeHU B HapeaOute mo wi. 18, ciex mnpeleHsBaHE Ha pHUcKa 3a
0e30IacHOCT Ha M3/IEJIMETO MOXKE Jla OrpaHuYM oOxBaTa Ha cepTH(UKaTa, BPEeMEHHO Ja
[IPEYCTAaHOBU BAJIMAHOCTTA MY WJIH Ja F'O OTHEME.

(3) Hotuduuupanute opranu ca JIBKHHU Ja NPEJOCTaBsAT Ha JIbp)kaBHATa areHUUs
3a METPOJIOTMYEH U TEXHUYECKH Ha30p U Ha MAJL:

1. xomme Ha BCHYKM U3JaJeHU cepTudUKaTH, HHGOpPMaLUs 3a OTKa3aHUTE
cepTUUKATH U 32 CepTH(PUKATUTE, YUATO BATUIAHOCT BPEMEHHO € NpeyCTaHOBEHA, WJIH 3a
OTHETUTE CePTU(UKATH - HA BCEKHU TPU MECELa;

2. npombiHMTENHA HHMOpMANMs W HeoOXOoAuMara TOKYMEHTAlus, CBbp3aHa C
JIEMHOCTUTE I10 OLICHABAHE Ha ChOTBETCTBUETO - IIPH ITOMCKBAHE.

(4) Horuduuupanure opraHd ca JUIBKHH TP TOUCKBAHE Ja TPEIOCTABAT
uHpopManusaTa 1o aiu. 3, T. 1 Ha Apyrure HOTUGUIMPAHU OPTaHU OT AbPKABUTE WICHKH.

['maBa nera.
THPI'OBUA HA EJIPO C MEJIMILIMHCKHU U3 AEJIAA

Y. 77. TeproBus Ha €apo ¢ MEIUIIMHCKH W3JETUs Ha TepUTOpusATa Ha PemybOinka
Bearapust Morar ia u3BbpUIBaT (HU3NYECKH WIHM IOPHIMYECKU JIMLA, KOUTO Ca PETUCTPHPAHH
KaTo THPrOBLM IO HAIIMOHAJTHOTO 3aKOHOJATEJIICTBO Ha JbpKaBa WIEHKAa WU AbpKaBa OT
EBpomneiickoTo MKOHOMHYECKO MPOCTPAHCTBO U MPUTEXKABAT Pa3pelleHUE 3a Ta3u ACHHOCT,
U3JIaZICHO OT PEryJaTOPEH OpPraH Ha ChbOTBETHATA IbpPKaBa.

Un. 78. (1) Jlumata mo wi. 77, KOUTO HCKAaT Ja TOJy4aT paspeuicHue WiIn
YIIOCTOBEPEHHE 3a THPrOBUS Ha €1pO ¢ MEAULMHCKU u3aenus, nogasat B MAJI 3asBnenue no
oOpaszell, yTBbP/JEH OT U3IBJIHUTENHUS TupekTop Ha MAJL, KbM KO€To ce mpuiiarar:

1. ynocroBepeHue no wi. 33 oT 3aKkoHAa 3a THPrOBCKUS PErMCTBP WIH CHOTBETECH
JOKYMEHT 110 HAllMOHAJHOTO 3aKOHOJIATEJICTBO HA CHOTBETHATa JbpKaBa WIEHKAa WIM Ha
IbpxKaBaTa OT EBponeiickoTo MKOHOMUYECKO ITPOCTPAHCTBO;

2. CIIUCHK HA MEJIMIIMHCKUTE U3/EUsl HA XapTUEeH U MarHUTEH HOCUTEIT;

3. IOKyMEHT 3a IJIaTeHa Takca B pa3Mep, OolpeiesieH B Tapudara mo wi. 7, ai. 1.

(2) Koraro pasmonaraT ¢ IOMEILEHUS 3a CbXpPAaHEHHWE U THPrOBHS Ha €ApO C
MEIULUHCKH U3/eNus Ha TepuTopusaTta Ha PenmyOnuka bwarapus, nunara no an. 1 mocousat B
3asBJICHUETO U ajpeca UM. B To3u citydail KbM JOKyMEHTaIusTa 1o ai. 1 ce npuiarart u:

1. akT 3a BBBEX/aHE B €KCILIOATALMS HA NOMELIEHUATA, U3a/lEeH 10 peaa Ha 3aKoHa
3a YCTPOWCTBO HA TEPUTOPUSATA;

2. TOKYMEHT, YA0CTOBEPsBAILl IPABHOTO OCHOBAHME 3a IOJI3BAHE HA IOMEILIECHUSATA;

3. gexmapanusi, cbCTaBeHa OT JIMLaTta o ai. 1, ye:

a) MOMEIICHUATA OTrOBapsT Ha YCJIOBUATA 332 ChbXPAHEHUE M THProBHS Ha €ApO C
MEIULMHCKUTE W3JIENHsl, IOCOYEHH B CIUCHKA 1O all. 1, T. 2, B 3aBUCHMOCT OT crienudukara
UM U yKa3aHMATa Ha IPOU3BOIUTENIS, ONIPEeNIEHH B MHCTPYKIUATA 3a ynoTpeda, U

0) mpuTekaBaT WM pas3nojarar ¢ TPAaHCIIOPTHU CPEACTBA, OCUTYPSABAILU IIPABUIHOTO
UM CbXPaHEHHUE IIPU Pa3NPOCTPAHEHUE U TPAHCIIOPTUPAHE;

4. uMe, MOCTOSIHEH aJpec U aJipec 3a KOPECIOHACHLHUS C JIMLIETO, ONPEIEICHO 3a



PBHKOBOJUTEIN HA TTOMEIICHUTA 33 CbXpaHEHUE U ThPrOBHs HA €Ip0 ¢ MEAUIIMHCKU W3EIus,
KaKTO M KOMHE Ha JOrOBOPa, Bb3 OCHOBA Ha KOMTO € BH3HUKHAJIO MPABOOTHOIIEHUETO MY ChC
3asIBUTEIIS.

(3) Jlunara no un. 77, KOUTO UMAaT M3AAJIEHO YIOCTOBEPEHHE 3a PETUCTpallus WIH
paspenieHue 3a ThproBus Ha €Apo ¢ MEAMIIMHCKU M3JENHs OT PEerysiaTopeH OpraH Ha JApyra
IbpKaBa YICHKAa WJIM Ha JbpkaBa OT EBpONEHCcKOTO HKOHOMHYECKO MPOCTPAHCTBO,
npeacrassat B UAJL:

1. Komue Ha pa3peleHueTo UK yI0CTOBEPEHUETO 3a ThPTOBUS Ha €p0, HOTAPHAIHO
3aBEPEHO B JIbprKaBaTa YiICHKa, IPUAPYKEHO C JIETaJu3upaH NPEBOJL Ha OBIrapCKyu €3UK;

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

(4) Koraro nuuara no an. 3 pasnosarar ¢ IOMEUIEHHsS 32 CbXPaHEHUE U ThProBUs Ha
eApo C MEAWIIMHCKU U3/IeNUs Ha TepuTopusaTa Ha PemyOnmka bearapus, te npeacraesat B MAJI
JOIBJIHUTEIHO JTOKYMEHTAIUATA [0 all. 2.

(5) Koraro numara o an. 3 He pasnoyiaraT ¢ HOMELIEHHS 32 CbXPaHEHUE U ThProBUs
Ha €pO ¢ MEIUIIMHCKHU U3JeNus Ha Teputopusita Ha PemybOnuka beiarapus, Te npeacTaBsT B
WAJI u ume 1 azipec 3a KOPECHIOHCHIIMS Ha YITBIHOMOIIIEH B CTpaHaTa CBOM MpeACcTaBUTE.

Un. 79. (1) M3mbpnHWTENHATa areHOWs IO JIEKApCTBaTa pasriekaa IojajeHaTa
JOKYMEHTAIM 10 4. 78.

(2) Ilpu ycTraHoBsBaHE Ha HEMBJIHOTH B JoKyMmeHTarmsaTa mo ain. 1 MAJI yBegomsBa
IIMCMEHO 3asBUTENS 3a OTCTpaHsIBaHETO MM. Jlo MpeAcTaBsSHETO Ha BaJMJHA JOKYMEHTAIUs
CPOKBT IO all. 3 CIUpa J1a Te4e OT JaTaTa Ha YBEIOMIIEHUETO.

(3) Usnbaautennusat qupexkrop Ha MAJI n3naBa B 30-qHEBEH CPOK OT MOCTBHIIBAHETO
Ha BaJIMJHA TOKYMEHTALIUS:

1. ynocToBepeHue 3a TbproBHs Ha €1p0O ¢ MEAUIIMHCKY M3AEIUS Ha JIMLATa 1o wi. 78,
an. 3.

2. pa3pellieHue 3a ThproBHsI Ha €Jp0 C MEAULIMHCKU U3JIENHsl Ha JTULATa, Pa3JIMUHU OT
ITIOCOYEHUTE B T. 1.

Uin. 80. (1) Teprosiute Ha eapo ¢ MeAUIIMHCKA u3aenus nmogasat B MAJI 3asBienue
3a U3MEHEHHUE W/WIH JOMbIHEHHE MTPH MPOMSIHA Ha!

1. agpeca Ha MOMeEIIEHUATA 3a ChbXPAaHEHUE M THPrOBUS Ha €ApPO C MEAMULMUHCKU
W3NS B CITydauTe 1o wi. 78, an. 2 u 4;

2. nmuueTo 1o wi. 78, ain. 2, T. 4 w/unm agpeca my;

3. mpaBHHS CTATyC, CEAANUIIETO W/UIK aipeca Ha yIpaBlieHUe Ha ThProBella;

4. ciuchbKa Ha BUJIOBETE MEIULIMHCKU U3JIENHNSI, C KOUTO CE ThPIyBa;

5. UMETO W/WIH aapeca Ha YII'BIHOMOILEHUS IPECTaBUTEN o wi. 78, ai. 5.

(2) KbMm 3asiBenueTo 1o aji. 1 ce mpuiiaraT U CBbp3aHUTE C IPOMSIHATA JIOKYMEHTH.

(3) YoocroBepeHHeTO WM pa3pelIeHUueTo 3a MpoMsHA ce U37aBa OT U3MbIHUTEIHUS
mupektrop Ha MAJI B 15-1HeBeH cpok OT MojaBaHe Ha 3asiBieHueTo 1o an. 1. [Ipu npomsiHa Ha
aJpeca Ha MOMEICHUATA 3a ChbXPAHEHHE U ThPrOBUS Ha €1pO ¢ MEAULIMHCKU U3IEIHS CPOKBT
ce yabipkasa ¢ 15 nHu.

(4) Jlumara mo an. 1 B 10-gHEeBeH CpoK ciled MpeKpaTsBaHE Ha JEHHOCTTa CH,
CBBbp3aHa C THPrOBUS HAa €IpO C MEIULMHCKU U3JENHS, ca JUTHKHU J1a YBEIOMST NMHCMEHO
M3NbJIHUATETHUS qupekTop Ha NAJL

(5) B cayuante mo an. 4 wusnbaHuTenHuAT aupektop Ha HWAJl cbc 3amosen



npekpaTsBa JEHCTBHETO Ha MW3I3JCHOTO pa3pelleHHe MM O00e3CHIIBa  H3JaJICHOTO
YIOCTOBEpPEHUE 32 THPrOBUS Ha €/IPO.

Ui. 81. M3nbiHATENHATA areHOMs NO JIEKAPCTBATA BOJAW PETUCTHD HAa M3JAJCHUTE
YIOCTOBEPEHUSI WJIM pa3pelieHHsl 3a ThProBUS HAa €Ip0 C MEAUIMHCKU H3JENHs, KOUTO
ChABpXKa:

1. HOMep ¥ Jara Ha pa3pelieHHsITa WIM YAOCTOBEPEHUsTa 3a THPrOBHs Ha €IpO C
MEIUIMHCKH W3S,

2. uMe, ceJlauIlle U aJIpec Ha yIpaBJeHUE Ha JulaTa no wi. 77,

3. maTa Ha MpeKpaTsIBaHEe HA Pa3pelICHHUITa WIH YAOCTOBEPEHHUATA T10 T. 1;

4. aapec Ha TOMEIIECHUSATA 32 CbXPAaHEHUE U THPrOBUS Ha €IpPO C MEIULIUHCKH
W3JETINS;

5. MMe U agpec Ha Juuara mo ui. 78, an. 2, 1. 4;

6. UMe U agpec Ha auuara mno wi. 78, ai. 5.

Un. 82. (1) TeproBumte Ha eapo C MEAMIIMHCKU U3JEIUS Ca IIHKHH JIa ThpryBaT
camo ¢ MEIULMHCKU U3IeNHs], Ha KOUTO CPOKBT Ha TOTHOCT HE € U3TEKbJ U UMaT:

1. nanecena "CE" MapkupoBKa B CbOTBETCTBHE C U3UCKBaHUATA HA WiI. 15;

2. HaHeceH UACHTU(UKAIIMOHEH HOMEp Ha HOTU(UIIMPaHUS OpraH mo 4i. 64, an. 2,
KOraTo TaKbB OpTraH € y4acTBaj B OIICHSIBAHE Ha ChOTBETCTBUETO;

3. HaHeCeHW HAMMEHOBAHWE M aJpec Ha YNpaBleHUE HAa TPOU3BOIUTENS H/WIU
YI'BJIHOMOIICHUS TIPEJICTABUTEN U BHOCUTETIS

4. VHCTPYKIMS 3a ymoTpeda, ¢ M3KIIOYEHHWE Ha M3AENusATa, 3a KOUTO TOBa HE €
MPEABUICHO B 3aKOHA.

(2) Jlunata mo an. 1 ca MIBXKHU Ja TMOJABPKAT MOMELIEHUATA MO 4. 78, an. 2 B
CHOTBETCTBUE C M3MCKBAHUSTA 32 ChXPAHEHUE 32 CHOTBETHHS BHJ U3JICIUE, ONMPEICICHU OT
MIPOU3BOTUTEIIS.

(3) JIumara mo an. 1 BoAsT OTYET 3a:

1. 3aKyneHOTO U MPOJAACHOTO KOJIMYECTBO MO BHA0BE MEIUIIMHCKU U3/IETUs, JaTara
Ha TOKyINKara W mpojaxk0bara, UMETO W aJjpeca Ha THPTOBIMTE HA €IPO WM Ha OOEKTUTE IO
. 83, an. 1, T. 2 - 4, ¢ KOUTO ca ThPryBaju;

2. CKJIaJioBaTa HAJMYHOCT HA MEIUIIMHCKUTE U3/CNUS, TApTUIHUS HOMEDP U CPOKa Ha
TOJTHOCT.

(4) Jlumara mo an. 1 ocurypsBaT W MNOAABPKAT JOKYMEHTHpaHa CHCTEMa 3a
mpociensBane 0Oe30MacHOCTTa Ha MEOUIMHCKUTE U3JeNus, MyCHaTH Ha Tmasapa, M 3a
OJIOKMpaHe W M3TETVISIHE OT Ta3apa Ha MEIUIMHCKUATE W3JIENHs, MOKa3aJld HEChOTBETCTBUE C
M3HCKBaHMATA 32 0€30MaCHOCT MO0 CMUCHJIA HA TJIaBa CeMa.

(5) Kbm pokymeHTanmsTa mo ai. 3 ce ChbXpaHsABaT MapTUIHUTE CEPTUPHUKATH Ha
MEIUIIMHCKUTE U3/IETIHS 32 CPOK 5 TOJUHU U C€ MPEIOCTABST NP MOMCKBAHE HA JIMIIATa 10 YII.
86, an. 2.

Yn. 83. (1) TeproBuure Ha eapo MoraT Ja U3BBPIIBAT THPIOBCKU CHAEIKU C
MEIUIMHCKH M3JENUsl TpH CIa3BaHE M3HMCKBAHHMATA 3@ TAXHOTO CBHXPAaHCHHE W
pa3npoCTpaHeHHE ChC:

1. Ipyru THPrOBIM Ha €PO MO CMUCHIA HAa TO3H 3aKOH;



2. 1eueOHM 3aBEICHUS;

3. 3IpaBHHU 3aBEJICHUS;

4. anITEKU U IPOTEPUH.

(2) MuHUCTBPBT Ha 3ApaBEOIa3BAHETO OINpPEACNsl ChC 3alOBE] MEIMIIMHCKUTE
W3JIENHsI, KOUTO MOTAT Jia Ce MPOAaBaT B 00CKTH, pa3jINdHu OT U30poeHuTe B ail. 1.

Y. 84. (1) JInmara no 4. 86, an. 2 n3BbpIIBaT IUIAHUPAHU U BHE3AIIHU NIPOBEPKU B
MOMEILEHUSTA 33 CbXPAHEHUE U ThPrOBUS Ha €/IpO C MEAULIMHCKU U3JIEIHSL.

(2) Jlumata mo an. 1 morar Jga HW3UCKBAT, IPOBEPSBAT W MPaBAT KOIUSA Ha
JOKyMeHTanusaTa no wi. 82, an. 3 u 4 u ;ga B3emar oOpasuu U MpoOH OT H3JEIHsITa MpU
ycioBusTa Ha wiI. 93, an. 3.

(3) Koraro npu npoBepkaTa ce yCTaHOBHU, Y€ MEIUIIMHCKUTE H3AENUs HE OTrOBAPST
Ha W3MCKBaHMATAa Ha wi. 82, an. 1, T. 1, 2 wnu 3 wiM ca ¢ U3TEKBJI CPOK Ha TOIHOCT,
M3NBJIHATENHUAT jaupektop Ha MAJI cbc 3amoBel BpPEMEHHO CHHpa WIA OTHEMA
paspelieHneTo MM 00e3CHIBa YIOCTOBEPEHHETO 3a TBHPrOBUS Ha €Ip0o U pas3lopexsa
OJIOKMpaHe U U3TETJIsSIHE Ha U3/IeTusITa, IyCHATH Ha NTa3apa W/Uiiu IyCHATH B IEHCTBUE.

(4) Ilpu ycTaHOBsIBaHE HECHOTBETCTBHS Ha NOMELIEHUATA 32 CbXPAHEHUE U THPrOBUS
Ha €/IpO C M3MCKBAHUATA, ONPEIETICHNU OT MPOU3BOAUTEINS 32 CbOTBETHOTO U3EINne, JIUaTa Mo
anl. | maBaT nmpeanucaHus U CPOK 32 OTCTPAHSIBAHETO UM.

(5) Korato mpu mpoBepkaTa ce yCTaHOBH, Y€ B JOKyMEHTAIUATA 1O Wwi. 82, an. 3 wiun
B cucreMara no wi. 82, aj. 4 ¥UMa HEMbJIHOTU WJIM HETOYHOCTH, JMLaTa Mo ai. | pasar
MIPEIUCaHMs U CPOK 32 OTCTPAHSBAHETO HM.

(6) Korato HeChbOTBETCTBUATA, HEM'BJIHOTUTE WJIM HETOYHOCTHTE HE ObJIaT
OTCTpPAaHEHHN B CpOKOBeTe Mo an. 4 m 5, jnuuara mo ajl. | mpeacTaBsT CTAHOBMILE 10
n3bIHATENHUS qupektop Ha MAJL ¢ npeanokeHue 3a OTHEMaHE Ha Pa3pelIeHHETO WM 32
o0e3cuiIBaHE Ha yI0CTOBEPEHUETO 33 ThPTOBUS Ha €pO.

(7) 3amoBeauTe HA M3MBJIHUTENHUS TupekTop Ha MAJI o an. 3 wiu 6 Mmoxe na Ob1at
o0XaJIBaHU MO pela Ha AJMMHHUCTPATUBHOIPOLECYaTHUS KOAEKC, KaTo O0XKaJBaHETO He
CIIMPA U3IIBIHEHUETO UM.

Un. 85. M3mbiHUTENHAaTa areHuus MO JieKapcTBaTa HH(OpPMHUpA peryaaTOpHUTE
OpraHM Ha JABP)KABUTE WICHKU 3a U3/1aJI€HUTE, BPEMEHHO CIIPEHUTE U OTHETUTE pa3pellieHust
WIN YOCTOBEPEHHUS 32 ThPTOBUS HA €IpO C MEUIIMHCKU U3/AETIHs U MOTUBUTE 32 TOBA.

[ ' nmaBa m1ecra.
HAJI3OP HA ITA3APA

Ui 86. (1) Hag3opbT Ha mazapa ce M3BBPINBA, 33 Ja C€ OCUTYPH ChOTBETCTBUETO HA
MEIUIIMHCKUTE W3JIENHs, TyCHATH Ha Ia3apa W/WIK MyCHATH B JIEHCTBUE, C U3UCKBAHMITA Ha
3aKOHa M Ha HapeaouTe 1o wi. 18.

(2) Ham3opbT Ha masapa Ha Teputopusta Ha PemyOinka bbarapus ce ocblecTBsBa
or MAJI ype3 HMHCHEKTOPHM W €KCIEPTH, OMpElIeleHH CbC 3aloBel Ha W3MbIHUTEIHUS
JTUPEKTOP.



Ui. 87. (1) HagzopbT Ha ma3apa ce u3BbpILBA Upe3:

1. mpoBepKH Ha U3IENUATA, TyCHATH Ha TIa3apa W/Wiy IIyCHATH B ICHCTBHE;

2. B3eMaHe Ha 00pa3iy Wi IPOOH OT U3ACTUATA ¥ U3ITUTBAHETO MM.

(2) M3nurBaHeTO HA MEIUIMHCKHUTE W3JCIUS HE MOXE Ja C€ H3BBpIIBAa OT
HOTI/I(bI/H_[I/IpaHI/ITe OopraHu, y4aCTBaJIM B OLCHABAHCTO Ha CbOTBCTCTBUECTO HA CHIIUTC U3ICIINA.

Un. 88. IlpoBepkuTe Ha MEIUIIMHCKUTE M3JENUs, ITyCHATH HA Ma3apa W/WId MyCHATH
B JICVICTBHUE, CE€ U3BBPIIBAT 1O:

1. mpeaBapuTenHO YTBBPAEH TOAMIIEH IUIaH 3a HAA30p Ha IMaszapa MO TpyNu
MEIUIIMHCKY U3JIENHs ChOTBETHO OT M3MBJIHUTENHUS nupektop Ha MAJL u

2. cUTHAIIM OT APYTd KOHTPOJIHUA OPTraHU U MO UASHTH(PUIIMPAHU MUCMEHH CUTHAIH
OT IpaKJaHHU.

Ui 89. Jlunara mo wi. 86, an. 2 u3BbpIIBAT NMPOBEPKU B 0OeKTHUTE 1O wi. 83, an. 1, T.
2 -4 v ajn. 2, KakTO U B TIPOU3BOJICTBCHUTE MIOMEILICHHS 32 MEAMIIUMHCKU H3JICITHS.

Uin. 90. JIumaTa o wi. 86, ann. 2 mpoBepsBar 3a:

1. nanuuue Ha "CE" MapkupoBKa U 3a CbOTBETCTBHETO i C M3UCKBaHUATA HA 3aKOHA;

2. uaeHTU(UKAITMOHEH HOMEp Ha HOTHU(HUIMPAHHWSA Oprad mo wi. 64, ai. 2, KoraTto
TaKbB OpraH € y4acTBaj B OLICHSIBaHE ChOTBETCTBUETO HA MEAUIIMHCKOTO U3EIINE;

3. HamM4KMe HAa MHCTPYKLUMSA 3a ynoTpeda W CHOTBETCTBUE HA ChIBPKAHUETO U C
M3HUCKBaHUATA HA HapenouTe mo 4wi. 18, ¢ M3KIIoYeHHne Ha M3Jenusara mo wi. 2, am 1, T. 3,
nonajgamu B kinac I u kiac Ila, ako Morar na ce usnon3Bar 0e30macHO 0€3 MHCTPYKIMS 3a
yrnotpe0a;

4. Hanmu4Me Ha MapTUACH WK CEpUEeH HOMEp, KOraTo ChbOTBETHaTa Hapeaba mo wi. 18
W3HUCKBA TAKbB;

5. HANIMYKUe BbPXY MEAUIIMHCKOTO M3/IeJIMe HA HAMMEHOBAHKE U aJpec Ha yIpaBlieHUE
Ha MPOU3BOAUTEIIS WIN YITHIHOMOIIEHUS PEJICTABUTEN U BHOCUTEIS;

6. CPOK Ha TOAHOCT Ha METUIIMHCKOTO U3eIue;

7. narata, Ha KOATO MW3JEIMETO, MOAJEXKAIIO0 HAa pErucTpaunus IO IJiaBa BTOpa, €
IIyCHATO Ha Ia3zapa W/uiu B JeicTBue Ha TepuTopusita Ha Penybnuka bearapus.

Un. 91. (1) Koraro mpu mnpoBepkara jumara mo wi. 86, ajg. 2 YCTaHOBST, dYe
MEIUIMHCKUTE HW3JIeNHsl ca IMyCHAaTH Ha Ta3apa W/wWin ca mycHaTu B neiictBue 6e3 "CE"
MapKUpOBKa WM C M3TEKBJI CPOK Ha TOAHOCT, T€ M3TOTBAT CTAHOBUIIE O W3IIBIHUTEIHUS
mupextop Ha MAJI ¢ mpemoxkeHue 3a u3aBaHe Ha 3amoBe]] 3a OJOKMpaHE W M3TErJIsTHE Ha
U3JIEIUETO OT Ma3apa.

(2) Koraro npu mpoBepkara auuarta no wi. 86, aja. 2 yCTaHOBAT, Y€ MEAUIIMHCKUTE
W3JIeNUs ca IMyCHATH Ha Ta3apa W/WIW ca IMyCHATH B JelicTBHE 0€3 MHCTPYKIHS 3a ymoTpeda
WIN CBHIBPKAHUETO W HE € B CHOTBETCTBUE C M3UCKBaHMUATA Ha HapenOuTe mo wi. 18, Te naBat
MpeanucaHie Ha MPOU3BOAUTEINS UM Ha HETOBUS YII'BJIHOMOILEH MPEICTaBUTEN ChC CPOK 3a
OTCTpaHsBaHE HA KOHCTATUPAHOTO HApyIICHHUE.

(3) Korato HapymieHuero no ai. 2 He 6bJie OTCTPaHEHO B IIOCOYEHUS CPOK, JIMIIATa 0
ui1. 86, ai. 2 U3rOTBAT CTAHOBUILE /10 M3MBJIHUTETHUS AupekTop Ha MAJI ¢ npennoxenue 3a
M3JlaBaHe Ha 3amoBe]l 3a OJIOKMpaHe U U3TErJIsIHE Ha U3EMEeTO OT Masapa.



(4) Koraro enHo ot um3uckBaHusAta Ha wWwi. 90, T. 2 U 4 He € W3MBIHCHO WU
HaHEeCeHaTa MapKUPOBKA HE ChOTBETCTBA HA M3MCKBaHMATA Ha wi. 15, numara no . 86, an. 2
M3UCKBAT OT MPOU3BOAMUTENE WM OT HErOBUS YII'BJIHOMOILIEH MPEICTAaBUTEN, WA OT
BHOCHUTEJIS J]a M MPEJCTaBU B Cpok 10 10 mHuU:

1. nexnapanus 3a CbOTBETCTBUE;

2. TeXHUYecKaTa JOKyMEHTalus 1o wi. 14, an. 1.

Un. 92. (1) Jlumarta mo un. 86, am. 2 WU3TOTBAT CTAaHOBUINE 10 HW3IMTBIHUTEITHHS
nupektop Ha MAJL, koiiTo n3nasa 3amnoBen 3a OJokupaHe U 3abpaHa Ha pa3npOCTPAHEHUETO Ha
W3JIeTTeTO0, ako B cpoka mo wi. 91, am. 4 He ObIAT NpPENCTaBeHH JeKaparusara 3a
ChOTBETCTBUE W TE€XHMYECKaTa JOKYMEHTAIlUsl, OCBEH B CIy4auTe, KOraTo CpPOKBT MO Wwi. 14,
ajn. 3 € U3TEeKbII.

(2) B 30-mHeBeH cpok OT Jarara Ha BpbuUBaHE Ha 3amoBeaTa mno ai. |
MIPOU3BOUTEINSAT, HETOBHUAT YIIBJIHOMOIIEH TMPEJICTABUTEN WA BHOCUTEIST € JJTBXKEH Ja
W3TETJIN U3JEIUETO OT mas3apa.

Un. 93. (1) Korato mpu mpoBepkaTa Ha JOKyMeHTanusta mo wi. 91, am. 4 ce
YCTaHOBH, Y€ CBHIbpPKAHMETO Ha JEKjIapalusra 3a CbOTBETCTBHE HE OTroBaps Ha
ChIbPKAHUETO, ONpeAETIeHO B HapeaOuTe mo ui. 18, miM ciex mperiefa Ha TEXHUYECKaTa
JOKYMEHTAIMsl BB3HUKHAT CBbMHEHUS, Y€ M3JACIUETO HE CBHOTBETCTBA HA CBHIUIECTBEHUTE
M3UCKBaHUs, JUIaTa 1o wi. 86, ajn. 2 B3emMar o0pa3ly WK NpoOu OT U3/IEIHETO 33 UIUTBAHE.

(2) YznuTBaHEeTO ce M3BBPIIBA B akpeauTHpaHa jaboparopus oT M3mbiaHuTenHa
areHius "bbiarapcka ciyx6a 3a akpenuTtanua" WiIM B J1ab0OpaTOpHs, akpeiuTHpaHa OT OpraH
Ha JbprKaBa WICHKA WU IbpkaBa OT EBponelckoTo MNKOHOMHYECKO IPOCTPAHCTBO.

(3) YcnoBusta u penbT 3a B3eMaHe Ha 00pa3ly U MPOOH OT MEAMLIMHCKU U3JeNus 3a
U3IUTBAHE CE OINpENeNAT ¢ Hapeada Ha MHHUCTBPA Ha 3/pAaBEONa3BaHETO M MUHUCTHPA Ha
MKOHOMMKATa U eHepreTHKara.

(4) Ilpu ocnopBaHe Ha pe3yATaTUTE OT U3BBPIICHUTE J1a0OPAaTOPHU H3NUTBAHUS
MIPOU3BOIUTENAT WM YIBIHOMOLICHUAT My IMpeiactaButen mnpenactass B MAJl nucmeHo
UCKaHe B 7-IHEBEH CPOK OT JaTara Ha IOJly4aBaHE Ha pe3yiaTara OT I'bPBOHAYAIHOTO
M3IUTBAHE 32 U3BBPIIBAHE HA IOBTOPHO U3IMTBAHE.

(5) IoBTopHOTO M3MMUTBaHE MO ajl. 4 ce W3BbpPUIBA OT EKCIEPTH, KOUTO HE ca
y4acTBaJM B IbPBOHAYAIHOTO U3MUTBAHE.

Ui 94. (1) B caydante mo wi. 93 wmsmbiaHuTenHUAT aupektop Ha MAJl msmaBa
3aroBe] 32 BPEMEHHO CIIMpaHE Ha Pa3MpOCTPAHEHHETO WM YymoTpedaTa Ha KOHKPETHOTO
U3JIeNne.

(2) Konue ot 3amoBenra mo an. 1 ce BpbuUBa Ha MPOU3BOJAUTENS UM HA HETOBUS
YI'BJIHOMOIUICH MPEACTaBUTEN, U Ha BHOCUTEIIS.

Un. 95. Koraro yimmara mo 4. 86, an. 2 YCTaHOBST, Y€ HECHOTBETCTBHUETO ChHC
CBILECTBEHUTE M3UCKBAHMSI MOXKE J1a C€ OTCTPAHM, U3TOTBAT CTAHOBMILE IO M3IBJIHUTEIHUSA
mupektop Ha MAJI m nmaBar mpennucaHue CbC CPOK, ChITIACYBAaH C MPOU3BOJIWTENS WIIN
HETOBHS YI'BJIHOMOILEH NpEACTaBUTEN, 32 H3BBPIIBAaHE HAa HEOOXOAMMHUTE KOPUTHpPALIU
NEUCTBHSA WJIH 32 IIbJIHO OLICHSIBAaHE CHOTBETCTBHETO HA M3JEIHETO ChC CBHIIECTBEHUTE



HU3UCKBaHUA.

Uin. 96. (1) Korato nunarta no wi. 86, ajn. 2 yCTaHOBAT, Y€ HECHOTBETCTBUETO ChC
CHILIECTBEHUTE M3UCKBAHUS HE MOXE Ja C€ OTCTpaHH, T€ U3rOTBAT CTAaHOBHILE JO
M3IIBIHUTENHUS nupekTop Ha MAJL

(2) Uznbauutennuar aupekrop Ha MAJI Bb3 OCHOBa Ha CTaHOBMILIETO IO aji. |
u3JaBa 3amoBej] 3a OJiokMpaHe M 3abpaHa 3a pPa3NpPOCTPaHEHHETO WM yroTpebaTa Ha
U3JIENIMETO U Pa3Nopek]a M3TETVISIHETO My OT ma3apa B 30-JHEBEH CpOK OT Jarata Ha
BPBUBAHETO ¥ HA IPOM3BOAMTENS WIN HA YII'BJIHOMOILEHUS My IIPEICTABUTEN U HA BHOCUTEISL.

(3) MsnbanuTenHaTa areHIusl MO JieKapcTBaTa yBEIOMsBa PEryjlaTOpPHHsS OpraH Ha
IbpXKaBaTa WIEHKA, B KOATO INPOU3BOAUTENAT WIM YI'BIHOMOILEHUAT MY NPEACTaBUTEN U
BHOCHTEJISIT € YCTAaHOBEH, 3a 3aloBe/Ta 10 ajl. 2.

Y. 97. 3anmoBeaute mo uia. 92, an. 1, un. 94, g 96, an. 2 u wi. 99, an. 1 Moxe 1a
ObaaT o0KaaBaHHW MO pela Ha AJIMHUHUCTPATUBHOINPOIIECYaTHHUS KOJAEKC, KaTo kajbara He
CIIMpa U3ITBITHCHHUETO.

Ui 98. (1) Koraro cinen u3nuTBaHeTro mo 4i. 93 ce ycTaHOBH, 4Y€ MEIULIUHCKUTE
U3JIeNNs He ChbOTBETCTBAT Ha CHIECTBEHUTE M3MCKBAHUS, PAa3XOJUTE 3a B3eMaHe Ha 00pasuu
NI HpO6I/I 34 U3IUTBAHC Ca 3a CMETKA Ha MMPOU3BOAUTCIIA, HA YII'BJIHOMOIICHUSA IIPEACTABUTCII
WM Ha BHOCHUTETIS.

(2) Koraro cien m3nutrBaHETO MO 4i. 93 ce yCTaHOBH, Y€ MEIUIIMHCKUTE HU3/ENUs
CHOTBETCTBAT Ha CHIIECTBEHUTE M3UCKBAHUS, Pa3XOJUTE 3a B3eMaHe Ha o0pa3lu WM Mpoou
3a U3NUTBaHe ca 3a cmeTka Ha MAJL

Un. 99. (1) MUHHUCTBPBT Ha 37ApaBEOIA3BAHETO MO MPEIOKEHUE HA U3IIBIHUTEITHHS
nupektop Ha MAJI moxe na 3a0paHu chC 3aroBe]] IIyCKAaHETO Ha Ia3apa W/WIK MyCKaHeTo B
JeiiCTBUE, 1a OrpaHMYU 00XBaTa Ha JAEUCTBHE WM J1a HAJIOXKU JOMBIHUTEIIHU U3UCKBAHUS 32
MyCKaHETO Ha Ta3apa W/WIM IyCKaHEeTO B JCHUCTBHE HA [aJeH BUJ W3JCIHE WM Tpyla
U3JIeNUs], KOraTo ToBa € B MHTEPEC Ha 0OIIECTBEHOTO 3/IpaBe.

(2) B cnyyaure no an. 1 UAJI unpopmupa EBponeiickata koMHCHS U pErylIaTOpPHUTE
OpraHy Ha AbP’KAaBUTE WICHKH 32 3al0BEATa, MOTHUBHTE 32 Hesl U TPEANPHETUTE MEPKH.

UYn. 100. (1) JTunara mo uin. 86, an. 2 ce 3acTpaxoBar 3a cMeTKa Ha Oromkera Ha MAJL
Cpeliy 3J0TOJyKa, KOSTO MOXE Ja HACTBIIM MPHU WIH 10 TOBOJI U3ITBJIHEHNE HA CIYKEOHUTE
M 3a0bJKEHHS.

(2) Tlpu u3BBpLIBaHE Ha MPOBEPKM JUIaTa Mo wi. 86, ajm. 2 moraTr Jga MOUCKaT
cpaeiictBue or PUOKO3, oT opranute Ha MUHUCTEPCTBOTO Ha BBTPEUIHUTE PabOTH U OT
KOMIIETEHTHUTE OPTaHU Ha MECTHOTO CaMOYITIpaBJICHUE.

Un. 101. M3npaHuTeNHATa areHIus 10 JIeKapcTBaTa MyOJIMKyBa Ha CTpaHULIATa CH B
MHTEpPHET MH(pOpMaLUsA 3a U3JENUATa, 32 KOUTO MMa U3aJeHa 3amnoBes no wi. 91, an. 1, 4.
92, am. 1, . 94 u uin. 96, an. 2.



Y. 102. JInnara mo wi. 86, ai. 2 ca JIBKHM Ja:

1. He pasmpocTpaHsIBaT 00CTOATENICTBA U (PAKTH, CTAaHAIM UM M3BECTHH IO BpeMe Ha
HNJIN BbB Bp’bSKa C U3IIBJIHCHUC HA CHy)Ke6HI/ITe UM 3aABbIIZKCHUA,

2. M3M0JI3BAT MOJIYYCHHUTE TOKYMEHTH M MH(OPMAIIM caMo 3a ISJIUTE Ha HaJ30pa Ha
nasapa,

3. ce JISTUTUMHUPAT MPHU U3BHPIIBAHE HA TIPOBEPKUTE.

I ' maBa ceama.
CHUCTEMA 3A YBEJOMABAHE N OLIEHABAHE HA MHIIMJIEHTU

Ui 103. (1) [IpousBoguTeNsT € ITHKEH Aa Ch3aje U J1a MOAIbpKa TOKYMEHTHpaHa
cUCTeMa 3a MpocieasBaHe 0€30MacHOCTTa Ha MPOU3BEICHUTE OT HETO MEIUIIUHCKU W3NS,
MyCHaTH Ha Ta3apa W/WIW MyCHAaTH B JIEWCTBHE HA TEPUTOPUATA HA IHPKaBU WICHKH, Ha
ObpxkaBu 0T EBpOMENWCKOTO MKOHOMHYECKO IPOCTPAHCTBO M HA TPETH IbpKaBU, U Ja
pasmosara ¢ MEXaHW3MH 3a MIpWIaraHe Ha He0OXOMMHUTE KOPUTHUPAIIH TICHCTBHS.

(2) Cucremara no an. 1 ce mpusnara 3a MEIUIUHCKH U3EIINS:

1. c nanecena "CE" mapkupoBka;

2. xoutro HsaMar HaHeceHa "CE" MapkupoBka, KOrato WHIMJICHTBT WIH
MOTEHIMAIHUAT UHIUACHT C TAX MO CMHUCHJIAa Ha wi. 106, an. 1 u 2 Hanarat u3BbpilIBaHE HA
KOPHUTUPAIIY ACUCTBUS, TPUIOKUMU 32 U3IEIUS 10 T. 1.

(3) Cuctemara He ce mpuiIara 3a U3Jeius, IpeIHa3HAaYeHH 32 KIIMHUYHA W3MTUTBAHMUSI,
W M3JICIIHS 32 OICHSIBAHE HA ACHCTBUETO.

(4) Cucremara 1o ajn. 1 BKIItOUBa Mpoy4YBaHe OE30MaCHOCTTA HA M3JEIUATA 10 al. 2,
MyCHATH Ha Ta3apa W/ WK B JEHCTBHUE Upe3:

1. crOupane, TOKyMEHTUPAHE W aHAUM3 Ha ChOOIIEeHUs 3a chOuTHsA 1o 4wi. 105 ot
MEIWIIMHCKH CIEIUAINCTH, OT TAIMeHTH, OT JUIa, KOWUTO W3BBPIIBAT HWHCTAIHUPAHE,
MOAIPHKKA WM KaTuOpupaHe Ha usnenusta, u ot UAJL;

2. aHaIM3 Ha PE3yNTaTUTE OT AOIBIHUTEITHA U3IUTBAHUS HA U3JCNUATA, U3BBPIICHH
OT MPOU3BOIUTEIS;

3. chOupaHe U JOKYMEHTUPAHE U aHAJIM3 HA JaHHU OT Hay4dyHaTa JINTEpaTypa.

Un. 104. Jlekapure, nekaputre MO JACHTAJIHA MEIULMHA W JPYTH MEIULMUHCKH
CHEIUATNCTH, W JINIaTa, KOUTO OCBHIIECTBABAT WHCTAIUPAHE, MONIPHKKA WA KaauOpupaHe
HA MEIUIMHCKUTE M3/AETus, ca JIBKHA He3a0aBHO Ja ChOOIIAaBaT HA MPOU3BOAUTENS WU Ha
HNAJI 3a crOuTus o wi. 105 B o0extute mo 4. 83, ain. 1, 1. 2 u 3.

Un. 105. (1) IlpoumsBomutenst yBeaomsiBa MAJl 3a Bcska HEU3NPABHOCT WU
BJIOIIABaHE HAa XapaKTEPUCTUKUTE HA M3JeNINe, MPOU3BEIEHO OT HEro, W/MiIM Ha JIeHCTBUETO
My, KaKTO M 3a HENbJHA WJIN HETOYHA MH(POpMAIUs BbPXY €TUKETAa WM B MHCTPYKLUATA 32
ynoTpeda, KOeTo € NPUYMHUIO CMBPT WK CEPUO3HO YBPEXkJaHe Ha 3paBEeTO WM OU MOTIJIO
Ja TPUYMHM CMBPT WIH CEPHO3HO YBPEXKIaHE Ha 3ApaBETO Ha MAlMEHT, MEAULMHCKU
CMELUAINCT UM TPETH JINLa Ha TepuTopusta Ha Penybnuka brarapus.

(2) IlpomsBoaurensat yBenomsiBa MAJl m 3a Bcika TeXHHMYECKA WM MEIULIMHCKA
NpUYMHA, CBBpP3aHA C XApaKTEPUCTUKHUTE WJIM JEHCTBHETO Ha W3/EIMETO, KOATO MOpaju



MPUYMHHUTE, TTOCOYECHH B ajl. 1, BOAU 10 CUCTEMHO U3TEIISTHE OT Ma3apa Ha U3/eus OT €UH U
CBIIU THIIL.

. 106. (1) IpousBoaurensat nmogaBa B MAJI meppBOoHavaneH mokiajg mo oOpasel B
10-1HEBEeH cpoOK OT MOCThIIBaHE Ha MHQOpMAIMs 3a chOuTHe 1o wi. 105, MPUYIUHUIO CMBPT
WM CEPHO3HO YBpEXK/IaHEe Ha 3[]paBEeTO, HAPUUAHO MO-HATAThK WHIUICHT.

(2) IIpousBogutensat noaasa B MAJI mepBoHavaneH nokmajn mno obpaser B 30-1HEBEH
CPOK OT MOCThIIBaHE HAa MH(pOpMaNHs 3a crOuTHE 1o Wi. 105, KOETO € MOXKEeJo /1a MPUINHHI
CMBPT WU CEPHUO3HO YBpEXKJIaHE Ha 3[ApaBeTO, MPEAOTBPATCHHM TNOpaau OIarompusTHO
0OCTOSATEJICTBO WJIM JIEKapCKa Hameca, HapuyaHo MO-HATaThK MOTEHIIMAIEH WHIUCHT.

(3) Koraro mHIMAECHTHT WM MOTEHUMATHUAT UHIMACHT 3acsira uzaenus ot kiuac lla,
[I6 wnmm wmac IIl, wim UH BUTPO AMATHOCTUYHU MEAMIIMHCKUA HW3JIETUS OT CIHUCHK A WiIH
CcnucChK b, Win u3genus 3a caMOTECTYBaHE U € Bb3HUKHAI B TPETa JbprKaBa, IPOU3BOAUTEISAT
nmogaBa B cpoka mo ai. 1 wmmm 2 B WAJI mepBOHavasieH JOKIah B CIydauTe, KOraTo
HoTu(uMpan opraH mo uia. 64, an. 2 € M3BBPUIMI OIICHSABAaHE HA CHOTBETCTBHETO Ha
U3JIEIIUETO, C KOETO € CTaHaJl MHIUIEHTBT.

(4) Korato MHUMAEHTHT WM MOTEHIMAIHUAT MHIMACHT 3acsira u3aenus oT kiac |
WM UH BUTPO JUATHOCTUYHU MEAUIIMHCKU W3MIETHUs, KOUTO HE ca OT CIUCHK A M cuchK b n
HE ca 3a CaMOTECTyBaHe, U € Bb3HUKHAJ B TPETa AbpPrKaBa, MPOU3BOJUTENST M0JaBa B CPOKa
mo an. | mwim 2 B UAJI mppBOHaAYaneH NOKIA] B CIy4auTe, KOraTo IPOWU3BOAMTENAT WIH
YITBJIHOMOILCHUAT My npefcTaButen € peructpupan B MAJI no pena Ha riiaBa BTopa.

Yn. 107. Koraro HHIMAEHTHT WIM MNOTEHIMATHHUAT HMHIMIAECHT C€ IBDKM Ha
KOMOHMHHpaHa yrnorpeda Ha JBE WJIU [MOBEYE OTICITHH W3JCIUS W/WIA Ha MPUHAJICKHOCTH,
MIPOU3BEACHU OT Pa3IMYHK MPOU3BOIUTEIH, BCCKH Tpou3BoauTen npezacrass B MAJI ornenen
nmoxitazx o 4. 106.

Yn. 108. Ilpom3BoaurensT yBeOOMsiBa HENOCPEICTBEHO CJEJ IIOJy4yaBaHE Ha
uH(popManys 32 WHIMIACHT WIM MOTCHIHAJICH WHIMACHT YIBIHOMOIIEHHS CH IMPEACTaBHTEI
no wi. 10, an. 2, Thproeena Ha €Ipo M HOTU(MUIMPAHUS OpraH, W3BBPIIWI OICHABAHE Ha
CHOTBETCTBUETO HA M3JICIIUETO CHC CHIIECTBEHUTE N3UCKBAHMUS.

Un. 109. (1) M3nbaaMTEeNHATa areHIus MO JeKapcTBaTa MOAIbPKAa CHCTEMa 3a
peructpupaHe, aHanu3 ©U 000O0IaBaHe HA WHUIUACHTH W TMOTCHUIUATHH WHIUACHTH C
MEIUIIMHCKYU U30CIH.

(2) M3nmbnHuTenHaTa areHIMs MO JeKapcTBaTa MyOJIMKYBa Ha CTpaHMIIATA CH B
WHTEpPHET PHKOBOJICTBATA 3a MPOCHEIsBaHE Ha OE30MaCHOCTTAa HAa MEIUIIMHCKUTE W3IEIHs,
u3najaeHu ot EBpornelickata komucus U oT EBpornelickaTta areHuus o jJeKapcTBara.

Un. 110. (1) U3npaHuTEenHATa areHIMs MO JIeKapcTBaTa PerucTpupa B cucTeMara Imo
wi. 109, an. 1 paHHWTE OT WHPBOHAYATHUS JOKJIAJ HA TPOU3ZBOJIUTENS M OICHSIBA
npenocTaBeHara nHbopMarusi.

(2) W3nbaHuTenHata areHuus IO JIeKapcTBaTa OCBHIIECTBSBA HAA30p BBPXY
JEHCTBUSITa HA POU3BOIUTEINS 1O MMPOYYBAHETO HA UHIIMICHTA WM MOTEHIIMATHUS WHIIUACHT



Y MO>KE J1a U3/1aBa MPENMCAHUS U YKa3aHUsI.

(3) Ilo BpeMe Ha MpPOyYBAHETO HA WHIMACHTA WM MOTEHIMATHUsA WHIUASHT MAJI
ChJICHCTBA HA MPOU3BOAUTEIIS, IPH HEOOXOAUMOCT, 32 OCHIIECTBSIBAHE HA BPH3Ka ChC:

1. HoTuduMpaHus oprat, U3BHPILINI OLEHSIBaHE HA ChOTBETCTBHUETO;

2. peryjaTOpHU OpraHd Ha JPYTH 3acCerHaTH AbpPKABU WICHKH WU JbpPXKaBU OT
EBporeiickoTo HKOHOMHYECKO MPOCTPAHCTBO;

3. peryinaTopHM OpraHuM Ha JIbpKaBU WICHKM WU JIbpkaBu OT EBpomeiickoTo
MKOHOMMYECKO MPOCTPAHCTBO 3a JIEKAPCTBEHM IMPOIYKTH B CIydyauTe HA WHUUACHTU WIH
MMOTCHIIMAIHY MHITUJICHTY C U3JICNHS 10 4. 3, T. 2, 3 u 4;

4. npyrv TpOU3BOIUTEIIH B ciaydaute no 4i. 107;

5. MOJI3BaTENU HAa U3JIEIUETO UK C TPETHU JIUIIA.

Un. 111. Koraro B mbpBOHauanHUs AOKIAM 1o 4wi. 106 ca mocouyeHu KOpUTHpaliu
NEHCTBUSI WM CE€ ChIbpXKa 3aKJIIOUEHHE, Y€ HHIMIEHTHT 3acTpallaBa 0e30MacHOCTTa Ha
MalyeHTa, Ha MEAUIIMHCKUS CIICLMAIMCT WM Ha TPETH JIMIIA, HO BCE OILE HE ca OINpeAesIeHH
Kopurupamure aercteust, MAJI usnpaima gokmnajg 10 peryJaTOpHUTE OpPraHu Ha JIbPHKABUTE
YJICHKH, Ha AbpXKaBUTe OT EBpOIENCKOTO MKOHOMUYECKO MPOCTpaHCTBO U A0 EBpomneiickara
KOMHUCHS.

Yn. 112. (1) B cpox nmo Tpu Meceua OT MojJaBaHe Ha Jokiaaa no wi 106
MIPOU3BOIUTENAT U3TOTBs U mpeAcTaBst B MAJI okoHUaTeneH IoKiIaa mo oopasell, yTBbpJACH OT
U3ITBIHUTETHUS TUPEKTOP.

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

1. He ce Hanara J1a ce npearnpueMar MepKH;

2. IOIIBJIHUTENIHO MPOCIIEAsABAHE HA M3JEIUETO WIM MapTUJaTa WU3JeNus, IyCHATH B
neiictBre B ooekThTe mo wi. 83, an. 1, T. 2 u 3;

3. pasmpocTpaHeHre Ha UH(OpMAaLKS 10 MEAUIIMHCKUTE CIICIUANINCTH B OOEKTUTE TIO
T. 2 ¥ B aITEKUTE U JPOT€PUUTE KaTO MUCMEHA MPENOopbKa, U3rOTBEHA OT MPOU3BOAUTEIS;

4. KopUrupaiy AeHCcTBUS MPHU MPOU3BOACTBOTO HA ObJIEIIa MPOTYKIIHS;

5. KOPUTUPAIIH JCUCTBUS HA U3JICIIUETO, TyCHATO B JICUCTBUE B 0OEKTUTE TIO T. 2;

6. U3TETsTHE HA U3JENUETO WM Ha MapTUAaTa U3JeNus, MyCHATH Ha ma3apa W/Wid B
JIICUCTBUE.

Yn. 113. (1) B cayuyaute no un. 112, an. 2, 1. 2 UAJI usBbpiiBa KOHTPOJ BBPXY
JeCTBUSITa HAa IPOU3BOAUTENS HA TepuTOopusTa Ha PeryOnuka bearapus.

(2) B cnyuyaute no un. 112, an. 2, 1. 3 MAJI oueHnsiBa CbhIbp>KaHUETO HA NMTUCMEHATA
npernopbka M OOCHXKIa C TMPOU3BOAUTENS aJpecaTuTe Ha MpernopbkKara M HayMHA Ha
pa3npoCTPAHEHUETO H.

(3) B cnyuaure o wi. 112, an. 2, 1. 5 MAJI Moke 1a U3BBPIIU MPOBEPKA HA MSCTO.

(4) M3opnautenuusat nupektop Ha MAJI nznasa 3anoBen 3a OJOKHpaHEe W U3TETIISHE
OT TMPOU3BOAUTENSI HA U3JCIMETO WIM Ha NapTUAaTa H3AENus, ¢ KOUTO Ce€ € CIIy4Hi
WHUUJIEHTHT WIK MOTEHIIUATHUAT UHIUJEHT, KOTaTO C€ YCTAHOBHU, Y€ MIPOU3BOJIUTEIIST HE €:

1. U3BBPIINIT KOPUTHPALIN JICHCTBHS B MOCOYEHUS OT HErO CPOK B JIOKJIAJAa MO 4.
112;

2. U3TETJIUI U3/IEJINETO WK NapTuaaTa U3Ieaus OT razapa B IOCOUYEHHUS OT HErO CPOK



B Jl0KJIaja o wi. 112.

(5) VYcnoBusta W peapT 3a OJOKHMpaHE, H3TEIVISIHE W/WIM YHUIO)KaBaHE Ha
U3JIEHSTA, KOUTO HE OTTOBAPAT HA M3WCKBAHUATA HA TO3U 3aKOH, CE OMPEIENSIT C Hapeaoa Ha
MUHHCTBPA Ha 3[[PaBEOIa3BAHETO.

Ui 114. (1) U3npaHuTeTHATA areHIMs TI0 JIeKapcTBaTa MyOJIMKyBa Ha CTpaHUIaTa CH
B UHTEPHET CIUCHK Ha U3/IeNUsATa, BKIIOYEHH B 3amoBeaTa no wi. 113, an. 4.

(2) Koraro m3genusara nmo an. 1 ce mponaBar B obektute mo wi. 83, am. 2, MAJI
yBenoMsBa obuiectBeHocTTa upe3 BTA u cpeacTBara 3a MacoBO OCBEIOMSBAHE.

(3) Usnbaautennusat nupektop Ha MAJI u3roTss nokiaja 3a Bb3HUKHAIMS MHIUACHT
WIM TOTEHIMAJEeH HMHUUACHT B ciydauTre 1o wi. 112 u wusmpama Komme OT HEro Ao
EBporeiickaTta KOMUCHS U PETyJIaTOPHUTE OPTaHU Ha IbP’KaBUTE WICHKU.

Uin. 115. (1) Besiko aqupextHo choOuienue 10 MAJI 3a MHIMIEGHT WK MOTEHIIUATICH
WHIUJCHT C MEIUIMHCKO W3Jelne Ha TepuTopusita Ha PemyOnuka bwarapus, momaaeHo ot
UACHTUQHUIMPAHO JIUIIE B MMCMEH BUJI, CE IOKYMEHTHpA B cucTeMarta 1o wi. 109.

(2) B cpox nmo Tpu OHU OT TOJy4YaBaHE Ha CHOOIICHHWE 3a WHIMACHTA WU
noTeHuanied uHuAeHT o an. 1 WAJI undopmupa mpousBoauTens, 3a Ja MpeaArnpueMe
nercTBuATa, npeasuaeHu B wi. 106 - 108 n . 112.

Ui, 116. VM3mpaHuTeIHaTa areHIMs IO JIeKapcTBaTa MOXKE Jia ObJIe KOOPAMHHPAIIL
peryiaTopeH opras:

I. B ciayyaure Ha UWHUMACHT WIM TOTCHIMAICH WHIUMACHT, Bb3HUKHAJI Ha
TEpUTOpUATA HA TOBEYE OT eJHa JbpKaBa 4YICHKa WIM JbpkaBa OT EBpomneickoTo
WKOHOMHUYECKO MPOCTPAHCTBO, U

2. KOraTo MHIMACHTHT WM MOTEHUUATHUAT UHIUIACHT € PErUCTPUPaAH 33 IbPBU BT
Ha TepuTopusaTa Ha Peryonuka bearapus, nim

3. KOraTto OpraHbT, U3BBPILIWI OLEHSBAaHE Ha CHOTBETCTBHETO HA HU3JIETUETO ChC
CBHIIECTBEHUTE W3UCKBAHMUS, € MOJYyYMJI pa3pelieHuEe IO pela Ha rjaBa 4YeTBbpPTA, KOTaTo
HHUMACHTHT UIN MOTEHUMAIHUAT HHUMACHT € cTaHal ¢ u3nenud ot kiac Ila, 116 mim knac 111,
WJIM UH BUTPO JIMArHOCTUYHU METUIMHCKU U3JIENNs OT CIUCHK A WIHM CIUCHK b, mim uznenus
3a CaMOTECTYBAHE, WU

4. xoraTo MpOU3BOJUTEIAT WIH YII'BIHOMOIIEHUST MYy MPEACTABUTEI € PEruCTpUpaH
B MAJI no pena Ha riiaBa BTopa, KOraTo MHIUACHTHT WIM MOTEHUUATHUAT UHIIUICHT € CTaHall
¢ u3nenust ot kjac | miam uH BUTPO JUArHOCTUYHU MEIAUIMHCKU W3JENIHS, KOUTO HE ca OT
CIUCHK A U CIIUCHK b U He ca 3a camoTecTyBaHe.

Un. 117. JInunute naHHU Ha W3TOYHHMKA HA ChOOIIEHHETO ce chxpaHssarT oT MAJI
[P CIIa3BAHE U3MCKBAHUATA HA 3aKOHA 32 3aIUTa HA JUYHUTE JAaHHU.

ul“naBa ocMma.
EBPOIIEMCKA BA3A JAHHU



Yn. 118. M3neiaHuTenHaTta areHuus MO JieKapcTBaTa Ipenoctass B EBpomneiickaTta
0a3a naHHM He3abaBHO ciejl IOJyyaBaHETO M cienHaTa MHGOpMalus B CTaHIApTU3UPAH
dbopmar:

1. 1aHHU, CBBP3aHM C PErMCTPALMATA HA TPOU3BOAUTEIINTE UM HA YIIBIHOMOIIEHUTE
UM IPEICTABUTENN U HA U3JIEIMATA 110 IJ1aBa BTOPa;

2. TaHHHU, MTOJYYEHU NPHU KIMHUYHUTE W3MUTBAHUS HA MEJULIMHCKU U3JIeNIUs 110 peaa
Ha IjiaBa TpeTa;

3. MaHHM, MOJyYEHU IIPU MpOCIIe/siBaHe 0e3011aCHOCTTa Ha MEIULMHCKUTE H3/EHs,
MyCHATH Ha I1a3apa W/WIM MyCHATH B JACWCTBUE Ha TepUTOpusATa Ha Pemybnuka bwarapus mo
rjlaBa cema;

4. naHHW, CBBpP3aHU C U3JaBaHE, IPOMSHA, JONBJIHEHUE, BPEMEHHO CIIMpaHe,
M3TErJIsIHE WIN OTKa3 Ha cepTU(UKATH OT HOTU(UIMPAHUTE OPraHH, ChIVIACHO MPOLEAYPHUTE,
IIOCOYEHU B HapeaouTe 1o 4i. 18.

I'naBa neBera.
AJIMNHNUCTPATUBHOHAKA3ATEJIHA PA3IIOPE/IbA

UYn. 119. Koiito nmycka Ha nazapa W/WiH Iycka B AeUCTBUE MEIUIIMHCKU U3aenus, 6e3
Jla € OLIEHEHO ChOTBETCTBUETO MM CBIJIACHO M3MCKBAHUATA HA TO3M 3aKOH M HA aKTOBETE I10
IpUjIaraHeTo My, ce Hakaspa ¢ rimoda ot 10 000 go 20 000 nB.

UYn. 120. Koiito cbCTaBM W/WiIM H3MOJI3BA JEKJIapalus 3a CbOTBETCTBHE ChC
ChABpKAHUE, KOETO HE CHOTBETCTBA HA CHABPKAHUETO, OMpPEACIICHO B HapenouTe mo 4wi. 18,
aKo JIeSHUETO HE ChCTABIISBA MIPECTHIUICHHE, ce Haka3Ba ¢ rioba ot 3000 qo 8000 iB.

Ui 121. KoiiTo mycka Ha ma3apa W/WiId Mycka B ACHCTBUE MEIUIIMHCKU H3ICIHS ChC
"CE" mapkupoBKa B HapyllieHHWE Ha MU3UCKBaHUATA Ha wi. 15, ce Haka3Ba ¢ riobda ot 500 no
1000 nB.

Ui, 122. KoiiTo mycka Ha ma3zapa W/Wid MycKa B ACHCTBUE MEIUIIMHCKU H3ICIHS ChC
"CE" mapkupoBka, 6€3 /Ja € OLIEHEHO CHOTBETCTBHETO MM ChC CHIIECTBEHUTE M3UCKBAHUSA,
ompeneneHu B HapeaouTe 1o 4. 18, ce Hakaspa ¢ riaoba ot 10 000 mo 20 000 nB.

Ui 123. Jlunata, KOUTO MPEICTABIT MEIWIMHCKH H3ICIHUS HAa W3JI0KOU, aHAWPH,
JI€MOHCTpALIUHU, TPOMOIMH, HAYYHH U TEXHUYECKH KOH(EpEeHIMH B HapyIIeHne Ha 1. 15, an.
11, ce Hakassat ¢ riio6a ot 500 mo 1000 ns.

Un. 124. Koiito mycka Ha ma3apa W/WId IMycKa B JIGUCTBUE MEIUIIMHCKH U3JEIHS B
HapylleHrue Ha pasnopendara Ha wi. 16, ce Haka3Ba ¢ ri1o6a ot 5000 mo 10 000 nB.

Ui 125. KoiiTo mycka Ha mazapa W/Win mycKa B JIEHCTBUE MEIUITMHCKH U3nenust 6e3
MHCTPYKLUS 32 yroTpeda, ¢ M3KII0UEHHE Ha U3eNUATa 1Mo Wwi. 2, an. 1, T. 3, momajgammu B Kiac
I 1 xnac Ila, ako Morar ma ce U3Mmoa3BaT 6e30macHO 0e3 HHCTPYKIIUS 3a YIoTpebda, ce Haka3Ba



¢ riro6a ot 3000 mo 5000 xaB.

Un. 126. Koiito mycka Ha maszapa W/WiM IyCKa B JEHCTBHE CUCTEMM W/MIM HaOOpH
WIM MEIUIUHCKU W3JIeNHsl, NMpeAHa3Haue€HU OT MPOU3BOAUTENS Aa OBbJAT CTEPUIU3UPaHU
npeau ymnorpeba, B HapylIeHWE HA H3MCKBAHUATA HA TO3M 3aKOH M Ha AaKTOBETE IIO
MpUJIaraHeTo My, ce HakasBa c rioba ot 10 000 go 15 000 nB.

Un. 127. Ko#ito mycka Ha ma3apa W/WIM B JACHCTBHEC MEIUIIMHCKO H3JIEIHE,
n3paboTEeHO 10 MOPBhYKA, B HAPYIICHUE HA M3MCKBAHHUATA HA TO3W 3aKOH, CE€ HaKa3Ba C Iio0a
ot 5000 mo 10 000 mB.

UYn. 128. KoiiTo u3BBpIIBa THProOBHUs HA €IpO ¢ MEIUIIMHCKH M3/enus 0e3 HaHeceHa
"CE" mapkupoBKa, ce Haka3Ba ¢ rioba B pazmep 10 000 xiB.

Un. 129. (1) PpkoBoauTen Ha Jie4eOHO WM 37PaBHO 3aBEJCHUE, KOWTO JOIMyCKa
W3MOJI3BAHETO HAa METUITMHCKHU u3nenusi 6e3 HaHeceHa "CE'" mapkupoBKka, ¢ M3KIIOYCHHUE Ha
W3JIeNusATa, N3pab0TeHH TIO0 MOPHYKA, HA M3JENHATA, KOUTO Ca IMYCHATH B JICUCTBUE TPEIH
BIIM3aHETO B CHJIA HA TO3U 3aKOH, U Ha M3JeIuATa 1mo wi. 12, an. 1, ce Haka3Ba ¢ riioba ot 2000
1o 10 000 mB.

(2) CpmoTo Haka3aHHWe ce Hajara ¥ Ha PHKOBOJUTEN HA JIe4eOHO WM 3paBHO
3aBeICHUE, KOWTO JOIMyCKa HM3IMOJI3BAHETO Ha M3/AeNus 0e3 MHCTPYKIUA 3a yrnoTpeda Wi C
U3TEKBJI CPOK HA FOJIHOCT.

Yn. 130. Ko#iTo u3BbpiiBa ThpProBus Ha €IpO ¢ MEIUIIMHCKH U3JIENNS C U3TEKbJI CPOK
Ha TOJTHOCT, c€ Haka3Ba ¢ rioba B pasmep 10 000 nB.

Y. 131. Teprosen Ha eapo ¢ MEAULUHCKU U3JIEMsI, KOMTO HapyllaBa U3UCKBaHUATA
Ha wi. 82, aj. 2, ce HaKa3Ba ¢ UMYyIlleCTBEHA caHkius B pazmep 5000 iB.

Ui. 132. Teprosen Ha €apO ¢ MEAUIUHCKH U3JEIHs1, KOWTO HapyllaBa U3UCKBAHUITA
Ha wi. 82, an. 3, 4 unu 5, ce HaKa3Ba ¢ UMyIllecTBeHa caHkuus B pazmep 1000 naB.

UYn. 133. TeproBei Ha eapo ¢ MEAUIIMHCKH W3/IETHs, KOWTO HapyIllaBa U3UCKBAHUATA
Ha wi. 82, an. 1, T. 2, 3 unm 4, ce HaKa3Ba ¢ UMyIIecTBeHa caHKius B pazmep 5000 mB.

Ui 134. KoiTo u3BbpIIBA THProBUsl Ha €IpO C MEIUIMHCKH W3aenus, 0e3 Ja uMma
U3MIAZICHO pa3pelleHne/yJOCTOBEPEHHE 3a THPrOBUS Ha €IpO0 C MEAMLMHCKUA H3JEHs, ce
Haka3Ba ¢ ro6a B pazmep 10 000 niB.

Un. 135. TeproBen Ha eapo, KOMTO He cmas3Ba pasmopendara Ha wi. 80, am. 1, ce
HaKa3Ba ¢ UMylIecTBeHa caHkuus B pasmep 3000 iB.



Un. 136. Teprosem Ha enpo, KOMTO He cmas3Ba pasmopendara Ha wi. 80, an. 4, ce
Haka3Ba ¢ UMylIecTBeHa caHKuus B pazmep 1000 iB.

Un. 137. Koilto u3BbpiIBa THProBHs Ha JApeOHO € MEIUIMHCKU H3Jeius Oe3
Ha"eceHa "CE" MapkupoBKa WM C U3TEKBJ CPOK Ha TOAHOCT, Ce Haka3Ba ¢ rioda B pazmep 10
000 1B.

Un. 138. KoiiTo u3BbpLIBa THProBUs HAa ApPeOHO C MEIUIMHCKU W3JENUS HU3BBH
obektuTe o 4. 83, an. 1, 1. 4 u an. 2, ce HaKa3Ba ¢ riobda B pazmep 10 000 nB.

Ui 139. KoiiTo mycka Ha ma3zapa W/Wid mycka B JCHUCTBUE MEAUIIMHCKU W3JEIUs Ha
teputopusta Ha PemyOnuka benarapus, 6e3 ga v e perucTpupal B ONpPENeiICHHs B 3aKOHA
CpPOK, ce Haka3Ba ¢ rio6a B pazmep 5000 nB.

Ui 140. KoiiTo He cma3Ba paznopendoute Ha wi. 27, an. 3, 4. 28, ain. 5 u wn. 29, a.
5, ce Haka3Ba ¢ ri1o6a B pazmep 3000 iB.

Un. 141. (1) Koiito HapymaBa H3HCKBaHUSTA 3a W3BBPIIBAHE HAa KIMHUYHU
M3IUTBAHUSA, aKO U3BBPIICHOTO HE CHCTABISBA PECTHIUICHUE, ce Haka3Ba ¢ riobda ot 5000 1o
10 000 nB., a Mpu MOBTOPHO U3BBPIIBAHE HA CHIIOTO HapyuieHue - ¢ rioda ot 10 000 mo 20
000 nB.

(2) Ha mMenumuHCKM CHElUaIncT, AOMYCHAl WIM W3BBPLIMI HapylleHus mo ai. 1,
MOXe€ Jla Ce HAJIOKU U HaKa3aHHUe JIMIIABaHEe OT MPaBo Ja yINpaKHsIBa MpodecusiTa CH 3a CPOK
oT 6 Mecela /10 1B€ TOJIMHH.

(3) Hakazanmero mo an. 2 ce Hajmara OT MUHHUCTbpa Ha 3/paBEOIa3BaHETO IO
NPEeUI0KEHNE Ha U3IbIHUTENHUS AupekTop Ha MAJL

Ui 142. Ha HoTdULIIpaH OpraH, KOMTO HE Clla3Ba M3UCKBAaHETO Ha 4. 68, amn. 1, ce
Hajara uMmyniecTBeHa caukius B pazmep ot 2000 go 5000 ..

Un. 143. Ha HoTUdUIMpaH opraH, KOWTO HE cra3Ba M3MckBaHeTo Ha wi. 70, ain. 1, ce
Hajlara UMyliecTBeHa cankuus B pasmep 10 5000 nB.

Ui. 144. Koiito npeun Ha JMnara mo wi. 86, aj. 2 1a OChIIECTBABAT CIY>KEOHUTE CU
3a]IbJDKCHUS B ChOTBETCTBHUE C pa3ope0UTe Ha TiaBa IIecTa, ce Haka3Ba ¢ rioba ot 6000 g0
10 000 mB.

Un. 145. [IpousBoauTen HA MEAWIIMHCKY H3JETHUs, KOMTO Hapylu pasmopendara Ha
yi. 103, ain. 1, ce Haka3pa ¢ umyniectsena caukuus ot S000 o 10 000 ..

Uin. 146. [IpousBoauTen Ha MEIUIIMHCKU W3JEHWs, KOUTO HapyIIu pasnopendara Ha
1. 107, ce Haka3Ba ¢ umyniectBeHa cankius ot 10 000 go 20 000 nB.



Y. 147. Koiito He choOIM 3a HMHOMACHT WIA 3a I[OTEHIHAJIECH WHIIUIECHT C
MeIULMHCKO u3aenue ceriacHo wi. 104, ce Haka3Ba ¢ rimo6a ot 1000 go 2000 nB.

Ui. 148. KoiTo He n3nbiiHM 3amoBe 1o wi. 113, an. 4 Ha U3NBIHATETHUS TUPEKTOP
Ha MAJI, ce nakasBa c rimo6a ot 10 000 go 20 000 1B.

Un. 149. Koiito Hapymu pasnopenduTe Ha TO3M 3aKOH MM Ha aKTOBETE IO
MIPUJIAaraHeTo My, U3BBH citydaute 1o wi. 119 - 148, ce Haka3pa ¢ rmoda ot 1000 xo 3000 8.,
a pu OBTOPHO M3BBPILBaHE HA CHIOTO HapyiieHue - ¢ rmoda ot 3000 qo 5000 mB.

Un. 150. Koiito He u3MbJIHK pa3niopexaaHe, npeanucanue win ykazanue Ha MAJL, ce
Haka3Ba ¢ riob6a ot 1000 mo 3000 .

Yn. 151. (1) Koraro mapymenusta no wi. 119 - 150 ca u3BbpiieHn OT IOPUINYECKH
JUIla WU €JHOJIMYHU TBHPIrOBLHM, C€ HajaraT HUMYIIECTBEHU CaHKUuM. Pa3mepbT Ha
MMYIIECTBEHATa CaHKIM HE MOXKE Ja ObJe MO-HUCHK OT JABOMHHS pa3Mep Ha MpPEBUICHUTE
MUHUMAJIHU pa3Mepu Ha CHOTBETHUTE TJIO0M M HE MOXe Ja ObJe IMO-BHCOK OT JBOMHHUSA
pa3mep Ha MpeJBUICHUTE MAaKCUMAJIHU pa3Mepy Ha ChbOTBETHUTE TII00MH.

(2) Hanaranero Ha MMYILECTBEHA CaHKIMsS HE M3KJIIOYBA HAJIAraHeTO Ha Iyioba Ha
BUHOBHUTE JUTHKHOCTHH JIMIIA.

Un. 152. (1) Hapymenusita mo To31 3aKOH C€ YCTAaHOBSIBAT C aKTOBE, ChbCTABEHU OT
WHCIIEKTOPH U €KCIIEPTH, ONPEIEIICHU ChC 3alI0BE HA U3IIBJIHUTEIHU qupekTop Ha AL

(2) HaxkazaTtenHuTe IOCTaHOBJICHUS C€ HM37aBaT OT H3ITBbJIHUTECIHUSI AUPCKTOP Ha
NAIJL

Y. 153. CecTaBsHETO HA aKTOBETE, M3IaBAHETO M 00XKAJIBAHETO M M3IIBIHEHUETO Ha
HaKa3aTeJIHUTE TOCTAHOBJICHUS C€ W3BBPIIBAT MO pejia Ha 3aKOHA 3a aJIMHHHCTPATHBHHTE
HapyLIECHUs U HaKa3aHUs.

JlombIHUTETHU pa3nopenou

§ 1. ITo cMuchIa HAa TO3M 3aKOH:

1. "AKTHMBHO HMIUIAaHTUPYEMO MEAMIIMHCKO U3JAeNne" € aKTUBHO MEIUIUHCKO
u3Jlenne, KOETO € IMpeJHa3HaueHO Ja OBbJe YaCTUYHO WIHM HU3LAJI0 WMIUTAHTUPAHO 4pe3
XUPYyprudecka Wik 4pe3 MEAUIIMHCKA HHTEPBEHIIUS B YOBEIIKOTO TSJIO WJIA Ype3 MEIUIIMHCKA
WHTEPBEHLIUA B €CTECTBEHUTE OTBEPCTHS HA YOBELIKOTO TSAJIO M J1a OCTaHE B TSJIOTO CJEJ
WHTEPBEHIIUATA.

2. "AKTHBHO MEIUIIMHCKO U3Jenue" € METUIIMHCKO U3/eNNe, YUETO (PYHKIIMOHUPAHE
3aBUCHM OT H3TOYHHUK Ha EJIeKTpUYeCKa WM Jpyra €HEeprus, pa3judyHa OT EHEPruAra,
reHepHpaHa B YOBEIIKOTO TSJIO, MJIA OT 3€MHOTO MPUTETIISHE.

3. "Banugna nokymeHTanus" € JOKYMEHTAIUs, KOSTO MO ChIbPKAHUE M IIBIHOTA
OTroBapsl Ha U3UCKBAHUATA, IPEABUICHHU B ONpe/IeieHa IPoLEeaypa MO TO3H 3aKOH.



4. "BHocuten" € (QU3NYECKO WU IOPUAWYECKO IIMIE, KOETO € YCTaHOBEHO Ha
TEPUTOpUATA HA JbpKaBa 4WIEHKAa WIM Ha JbpkaBa OT EBpONeiHcKOTO HMKOHOMUYECKO
MPOCTPAHCTBO M KOETO BHACA MEIMUIIMHCKU HW3JENUs OT TPETH IbpKaBM Ha Tazapa Ha
EBporneiickust cb1o3.

5. "Bb3noxkuTen Ha KIMHUYHO HW3NUTBaHE" € INPOM3BOAMUTENAT WJIM HETOBMST
YVI'BJIHOMOIICH MPEACTaBUTEN, KONTO OTroBapsi 3a 3alO4YBaHETO, YIPABJICHUETO W/UIU
(MHAHCHPAHETO HA €HO KIMHUYHO U3IHTBAHE.

6. "'maBen u3cnenoBaren’ € JUUETO, MO YMETO PHKOBOACTBO H3CJIEAOBATEICKUSAT
€KUIT MPOBEXAa KIMHUYHOTO U3IUTBAHE.

7. "IloOpa KIMHWYHA TpPaKTUKA" € CBBKYITHOCTTAa OT MEXAYHApPOJHO TPU3HATH
€TUYHM W HAyYHU H3MCKBAHUS 3a KAaueCcTBO, KOWUTO C€ CIa3BaT MpU I[UIAaHUPAHETO,
MIPOBEKIAHETO, OTYUTAHETO U JOKJIAIBAHETO HA KIMHUYHU U3MUTBAHUS.

8. "IIppkaBa wieHka" € abprKaBa - WieHka Ha EBporneiickus chio3.

9. "UneHTnUKAIIMOHHN TaHHHA HA U3JIeTIMeTo" ca:

a) JaHHMU 32 MPOU3BOAMTENISA, MOJECI M THIIOB HOMEpP Ha W3JEIUETO, BKIIOUUTEITHO
copTyep U IpUHAIIEKHOCTH;

0) mnpenHa3HAYCHO JCWCTBUE, OIPENEICHO OT MPOU3BOIUTENS, BKIFOYHTEITHO
KJIMHUYHY MHIWKAIUKA 1 KOHTPaWHIUKAIUHU NIPpU yrnoTpedaTa U uaeHTuduIupane Ha rpynure
MAlKMEHTH, 32 KOUTO € IPeIHa3HAYCHO;

B) OIMCaHWE Ha M3JEJIMETO - ONMMCAHME HAa MaTepHalid, KOUTO BIIM3AaT B KOHTAKT C
YOBEIIKM THhKAaHW WM TEYHOCTH, BKIIIOYBA JIM W3JIEIUETO JIEKAPCTBEH MPOIYKT, YOBEIIKU
W/WIH )KUBOTUHCKH ThKAHU WM TEXHH MPOU3BOJHU, MIIM OMOJIOTHYHO aKTUBHH BEIIECTBA;

I') MHCTPYKLHMH 32 MHCTAJIMPAHE M U3MOJI3BaHE HA M3/CJIUETO, BKIIOYUTEIIHO aKo ca
HaJIMIIE CIELMaIHU YCJIOBHS 3a CbXpaHEHHE M W3UCKBaHMS 3a paboTa - MpeaBapUTEIIHA
MOJITOTOBKA MPEIU yHnoTpeda - cTepuiin3anus B CIydad Ha MOBTOPHA ymoTpeda, MpoBepKa 3a
0e301acHOCT, MEPKH, KOUTO TPsIOBA /1a ce MpernprueMar clie]] ynorpeoa;

1) IPETIOPBUYUTEIIHO O0YICHHE U OUT, HEOOXO UM 32 YIoTpeda Ha U3JIEIHETO;

€) OIuCaHHe Ha HEOOXOIMMHUTE MEAMIMHCKM M XUPYPTUYECKH MpOLEeAypH,
CBIIPOBOKIAINM yIIOTpeOaTa Ha U3JICTHUETO.

10. "U3nenue 3a camoTecTyBaHe" € UH BUTPO JAUArHOCTUYHO MEIUIIMHCKO H3JEIUE,
MpeIHa3HAaYeHO OT MPOM3BOJUTEINS Jia C€ TOJI3Ba OT JuIa 0e3 MEeIUIIMHCKA KBaTU(UKAIKS B
JOMalIHa 00CTaHOBKA.

11. "MHBa3UBHO MEIUIIMHCKO HW3JIENHE 3a MPOABIDKUTENHA YymoTpeda" e u3menwe,
KOETO LSJIOCTHO WJIM YaCTUYHO MPOHUKBA B YOBEIIKOTO TSJIO MPE3 €CTECTBEHUTE MY OTBOPU
WJIU Tpe3 MOBBPXHOCTTa MY M MPOABIKUTEIHOCTTA HA MIPECTOS MY B YOBELIKOTO TsUIO € Hajl
30 guu.

12. "WH BUTPO AMAarHOCTUYHO MEIULIMHCKO U3/eue" € MEIUIMHCKO U3/eNne, KOETO
€ peaKkTHB, NPOAYKT OT pEaKTHB, KaauOpaTop, KOHTpOJIEH Marepuan, KT (Habop),
WHCTPYMEHT, amapar, OOOpyJBaHE WJIM CHUCTEMa, H3IMOJ3BAHO CAMOCTOSITEIIHO WIH B
KOMOHMHAIIMSA, [TPeIHa3HAYEHO OT MPOU3BOAUTENS 32 U3MOJI3BAHE UH BUTPO MPHU U3CIIEABAHE HA
MpoOU OT YOBELIKOTO TSJIO, BKJIIOYHUTEIHO KPbB M ThKaH, €IUHCTBEHO WM TJABHO C eI
MoJlyyaBaHe Ha HHpopMaIus 3a:

a) (pU3MOTOTUYHO WIIM TATOJIOTUYHO ChCTOSTHUE, UITU

0) BpOZICHU aHOMAJIUHU, WU

B) ompeJeNsiHe Ha 0€30MacHOCTTa U ChbBMECTUMOCTTA C MOTCHIIMAIHHA PELUINCHTH,
WK

') KOHTPOJIMPAHE HA TEPANIeBTUYHU JACHCTBUSI.



WH BUTPO NMATHOCTUYHM MEIMIIMHCKU W3JENUS ca M M3/CIHITa 3a CaMOTECTYBaHE,
CHJIOBETE 32 CbXPAaHEHHE Ha POOU OT YOBEIIKOTO TSUIO, C M3KJIIOUEHUE Ha U3ZeusiTa 3a o0ma
nabopaTopHa ynoTpeda, OCBEH aKO H3/EIHETO MO OTHOLICHWE Ha XapaKTEPHUCTUKUTE MYy €
CHEIMAITHO MPEeIHA3HAYEHO OT MPOU3BOAUTEIS 32 HH BUTPO TUATHOCTUYHU U3CJIE/IBAHUA.

13. "Nu BUTPO AMArHOCTUYHO MEIUIIMHCKO M3EJINE 32 OIICHKA Ha JEHCTBUETO" € UH
BUTPO JIMAarHOCTUYHO MEIUIMHCKO U3JeNihe, IMPEeJAHa3HAuYeHO OT TMPOU3BOAMUTENS 3a
IIPOBEXKJAHE Ha €JHO WM IIOBEYE M3CJEIABAHUS 3a OLICHKA Ha JIEHCTBUETO, IPOBEXIAHU B
naboparopus 3a MEAUIIMHCKH U3CJIE/IBAHUS WU B JIpyra NOIXOsIIa cpeia U3BbH MSCTOTO Ha
IIPOU3BOJICTBO.

14. "Undopmupano cwriacue" € BOJICU3SBICHHWE Ha JEECIOCOOHO JIUIE WM Ha
3aKOHEH IMPEJCTaBUTENl Ha HEAEECHOCOOHO JIMIE, ¢ KOETO € M3Pa3eHO ChIJIacue 3a y4acTHE B
KIMHUYHO W3MUTBaHE, CJEJ KaTro JHIETO € MNoApoOHO HH(OpPMHpPAaHO 3a CBHIIHOCTTA,
3HAYEHUETO M PUCKOBETE OT M3MHUTBaHETO. H(OPMUpPAaHOTO ChINIacue € B MUCMeHa ¢opma U
ChIIbprKa MOJIKUC Ha JHUIETO U Aata. [Ipy HEBB3MOKHOCT Ha JIMIETO JIa U3pa3u ChIIIACUETO CU
B mcMeHa ¢opma HH(POPMHUPAHOTO ChIacue Moxe Ja Objae JaleHO YCTHO B MPUCHCTBUETO
Hal-MaJIKko Ha €JIMH CBUACTEI.

15. "KanmubpaTop M KOHTpOJEH MaTepuan" € BEIIEeCTBO, MaTepuan WIH H3JeINue,
MpeHa3HayYeHo OT MPOU3BOJUTENS 32 YCTAHOBSIBAHE HA M3MEPBATEIIHU CHOTHOILCHUS WIH 32
MpOBEpKa Ha PAOOTHUTE XapaKTEPUCTHKH HA UH BUTPO TUATHOCTUYHO METUIIMHCKO M3/ETIHE B
CHOTBETCTBUE C MPEIHA3HAYCHUETO MY.

16. "Koopaunupain uscinenoBaren" € JULETO, KOETO KOOPAMHHUPA HU3CIIEIOBATEIUTE
IIPU MIPOBEKJaHEe HA MHOTOIICHTPOBO KIIMHUYHO U3IUTBAHE.

17. "Kopurupaiuu aeiictBust" Morar Ja BKIIOYBAT: U3TEIJIIHE HA U3/IEJINETO, IIyCHATO
B JICiiCTBHE; U3/1aBaHE Ha MUCMEHA MPENopPbKa, B KOSTO C€ OMUCBAT MEPKUTE, KOUTO TPsiOBaA /1a
ce TpeANpHEeMaT; JOMIBJIHUTEIHO MPOCIeIBaHe WM MOAU(UKAIM Ha U3ACTUETO, ITyCHATO B
JeiicTBHe, C 1IeN MoJo0psiBaHe HAa XapaKTEPUCTUKHUTE U JCWCTBUETO MY; MPOMsSHA B MPOEKTA,
NpOMsIHA Ha OTJENIHM KOMIIOHEHTH Ha WM3/EIHMETO WJIHM MPOMSHA B MPOM3BOJCTBEHHS IMPOLIEC
npu OBACIIOTO MPOU3BOJACTBO Ha IMOAOOHM W3AENUS; W3MEHEHHWE Ha ChIbPKAHUETO Ha
€TUKETa WM Ha UHCTPYKLHUATA 32 ynoTpeda u Apyru.

18. "Kputuuen ananuz" e:

a) KpaTKoO ONMCaHWE HAa MEAMLMHCKOTO M3JEIHE - MPEIHA3HAYEHO JEHCTBUE, THII,
XapaKTEepPUCTUKH;

0) aHanu3 Ha mogOpaHara JMTepaTypa U Ha BCHUYKH HAIMYHU JaHHU;

B) KpUTUYEH aHalU3 Ha WACHTU(ULUPAHUTE BPEIU MpH yrnoTpedaTa Ha U3IEIUETO,
Ha CBBP3aHHUTE C TAX PUCKOBE M MOIXOAALIM MEPKH 3a 0€30MacHOCT MO OTHOIICHHWE Ha
MAUEeHTH, MEAUIIMHCKH TIEPCOHA U TPETHU JIUIIA;

I) METOAM 3a MOAOOp Ha H3IMOJ3BAHUTE JUTEPATYPHU H3TOYHHIIM, HPUIOKECHUTE
CTaTUCTUYECKH METOJAM 3a aHallu3, METOJUTE 3a OILIEHKa, TUMAa U NPOABDKUTEIHOCTTa Ha
IIPOYYBAHETO, XETEPOr€HHOCT HAa BKJIIOUEHATA B IPOYYBAHETO IOIYJIALIUS;

1) KpaiiHa OlLIEHKa Ha IoJi3aTa OT yrnoTpedaTa Ha WU3JEJIHETO CHPSAMO PUCKA, KaTo ce
OTYMTAT MOCTHKCHUATA HA ChBPEMEHHATA HayKa M MEIUIUHCKA MIPAKTHKA;

€) 3aK/II0UYeHHE, B KOETO C€ MOCOYBa Jalli Ca W3MBIHEHU LENUTE Ha 3a/laHueTo,
WACHTU(QUKAIMA Ha TPa3HOTH B OIEHKaTa Ha CBOTBETCTBHETO HA H3JCIHETO ChC
CHILIECTBEHUTE HM3UCKBAHUSA MO OTHOIIEHHE Ha 0€30MacHOCT W IMpelHa3HAaYeHO KIMHUYHO
JEWCTBUE U, P HEOOXOAUMOCT - apryMEHTAIMA 32 MPOBEXKIaHEe Ha KIMHUYHU M3IHUTBAHUS -
LEJIH U TUTaH Ha U3MUTBAHETO.

19. "Jluie, ycTaHOBEHO HAa TEPUTOPHSATA HA JIbpKaBa YJIEHKA WM HA JIbp)KaBa OT



EBpoOmeickoT0o HMKOHOMHYECKO TMPOCTPAHCTBO" € TpaBeH CYOCEKT, PETUCTpUpaH IIo
IPa)XIaHCKOTO WU THPrOBCKOTO 3aKOHOJATENICTBO HA IbpKaBa WIEHKAa WIM JIbp)KaBa OT
EBpomneiickoTo MKOHOMUYECKO MPOCTPAHCTBO WM CH3/AJICH MO CWJIaTa Ha HOPMATHBEH aKT,
KOHTO MMa ceJallvlle W aJpec Ha YOpaBlieHWE B JbpXKaBa WICHKa WM B AbpKaBa OT
EBporeickoTo MNKOHOMUYECKO MMPOCTPAHCTBO.

20. "JluuyHO mpeanasHO CPEACTBO" € BCAKO YCTPOWCTBO WJIM  CPEICTBO,
MpeAHa3HAYEHO J]a C€ U3MO0I3Ba OT JIMIIE, 3a J]a To Mpejna3Ba oT e€Ha UK MOBeYe Bb3MOXKHU
OIaCHOCTH, 3aIUIallIBaIIM HErOBOTO 37paBe U Oe3omacHOCT. Karo auuHu mpeamnasHu cpeicTBa
CE OMpPEIEIIST ChILIO U:

a) ChbBKYMHOCT OT YCTPOMCTBA MJIU CPEACTBA, B3AUMHO CBBP3aHU OT MPOU3BOJUTENS,
C IIeJI Jja TpeaAnas3Bar €IHO JIUIE OT €/IHAa WM MHOXKECTBO OMACHOCTH, KOMTO MOTaT Jia Cce
MIPOSIBSIBAT €THOBPEMEHHO;

0) mpeanazHo YCTPONCTBO MM CPEICTBO, CBBP3aHO HEJESIUMO WU JCTUMO C JIMYHO
cpencTBo 0e3 3amuTHA (YHKIMS, W3MOJ3BAHO OT JIMIIETO 3a M3BBPIIBAHE Ha OMpeJeieHa
JIEHMHOCT;

B) 3aMEHSeMH CHhCTaBHM YacTH Ha €IHO JIMYHO MpPEINa3HoO CPEeICTBO, KOUTO ca
OCHOBHHU 32 HETOBOTO MPABIIHO (DYHKIIMOHHPAHE U KOUTO CE M3IOJI3BAT SAMHCTBEHO 32 TOBA
JIUYHO MPEena3Ho CPEICTBO.

21. "MeauuHCcKko wu3aenue" € MHCTPYMEHT, amapar, ypel, Marepual WId JIPyro
U3JleNKe, W3MOJA3BaH CAMOCTOSITETHO WJIM B KOMOHWHAIMs, BKIIOYUTENHO codTyepa,
HEeoOXOUM 3a MpaBWJIHATA MY YHoTpeda, KOMTO HE MOCTUTa OCHOBHOTO CH JCHCTBHE IO
MpelHa3HayYeHHe BbB WM BbPXY YOBEIIKOTO TSJIO MO (apMaKOJIOTUUYECH, UMYHOJIOTHYEH WIIH
MeTa0OoJIUTEeH MBT, HO MOXE Ja Ce MOJroMara Mnpu CBOETO JECUCTBHE OT CPEJICTBA C TaKbB
edekT, 1 KOWTO € MpeHa3HauYeH OT MPOU3BOJUTENS Ja ce IMpuiiara rmpH xopa c Led:

a) JMAarHOCTUKA, MNPOQWIAKTHKA, HAOIIOJCHWE, JIeYCHHE WIM OO0JIeKuaBaHe Ha
3a00/IsIBaHHS;

0) nuarHocTuka, HaOIIOJACHKE, JIeUeHHE, 00JICKYaBaHe WU KOMIICHCHpPAHE HA TPAaBMH
WM UHBAJUIHOCT;

B) HW3CJEIBaHE, 3aMsIHA WM KOPEKIUS Ha aHATOMWUYHA YacT WiIH (PU3UOJIOTHYCH
POLIEC;

') KOHTPOJI BEPXY MpoIleca Ha 3a0peMeHsIBaHe.

22. "MenunuHCcKO HU3AeNe 3a KIMHUYHO H3OUTBaHe" € MEOUIIMHCKOTO W34EJIHE IIO0
wi. 2, an. 1, T. 2 u 3, npeaHa3sHau€HO 3a IPOBEXKIAHE HAa M3NMUTBAHMUS BBPXY XOpa OT
MEIUIMHCKH CTIELUATKNCT B MOAXOIAIIA KIMHUYHA cpea.

23. "MeauuHCKO U3JeNne, U3padoTeHo Mo MOphYKa'" € MEAULIMHCKO U3/IeIHe 10 YJl.
2, an. 1, 1. 2 unu 3, NpoU3BEICHO MO MUCMEHO 3aJaHHe Ha KBATU(GUIUpPAH MEIULUHCKU
CHCIMATUCT WM Ha JIMIE C MOAXOAAla NpodecHoHANHA KBaTU(UKAHA, C KOETO Cce
OTpEAETAT CHEU(PUUYHUTE TPOSKTHU XapaKTEPUCTUKU HA U3JEIUETO U MPeJHA3HAUCHUETO MY
3a ynotpe0a OT KOHKPETEeH MaI[UeHT, U 32 KOETO TOH HOCH OTTOBOPHOCT.

He ca wuznmenus, u3paboTeHHM IO NOPHUKA, CEPUIHO MPOU3BEACHUTE H3JEIHS,
QIalITUPAHK C 1IEJN Ja OTTOBOPAT HA CIEeNU(UYHM W3UCKBAHUS HA MEIUIIUHCKU CIICIUATHCT
WIH Ha APYT NOTpeOUTeN.

24. "MHOroneHTPOBO KIMHUYHO M3MUTBaHE" € KIMHUYHO H3MUTBaHE, KOETO Ce
MPOBEXa MO €/IMH IJIaH, HO B MOBEYE OT €UH M3CJIEI0BATEICKH LIEHTbP/IeueOHO 3aBeCHHE
U OT TIOBeUe OT eIWH u3cleaoBaren. M3ciieqoBaTelncKuTe IICHTpOBE Morar jna Obaar
Pas3MoNIoKEeHN Ha TEPUTOPUATA HA €HA JIbpKaBa YiICHKa, B [IOBEYE OT €JHA AbprKaBa WICHKa
WIH B IbP)KABU WICHKU U B TPETH JAbPIKABH.



25. "HaOmromaBany" e JIMIle, Ha3HAYCHO OT BBL3JIOXKUTENS, KOETO HaOJI0JaBa Jaau
KJIMHUYHOTO M3MUTBAHE HA BCEKHU €Tall Ce MPOBEXK/a, 3aIMCBa U JIOKJIA/(Ba B ChOTBETCTBUE C
IJIaHa, ChC CTAHJAPTHUTE ONEPATUBHU MpoueAypHu, ¢ JloOpara KIMHUYHA TpaKTUKa U C
MPWIOKUMUTE KOHTPOJIHU U3UCKBAHMUS.

26. "He3aBUCHMO OT BB3JIOXKUTENS Jule" € (PU3MUECKO JHIEe, KOSTO € 3al03HATO C
XapaKTepUCTUKUTE U JCHCTBHETO Ha MEIUWIUHCKOTO H37Aeinue, O0EKT Ha KIMHUYHOTO
W3MHATBAHE, U C METOJIOJIOTHUATA HA MPOBEXKIAaHE HA KIMHUYHO W3MUTBAaHE U € (UHAHCOBO
HE3aBHCHUMO OT Bb3JI0KUTEIS.

27. "llnan Ha KJIMHUYHOTO H3MUTBaHE" € JOKYMEHT, OINMUCBAIl LEIUTE, Iu3aiiHa,
METOJIOJIOTUATA, CTATUCTUYECKUTE METO/IM U OPTaHU3ALMUATA HA €IHO KIMHUYHO U3IHUTBAHE.

28. "llpennazHadeHue" e ymorpebaTa, 3a KOSTO € MPEeIHA3HAYCHO MEIUIUHCKOTO
U3JIeNIME CBIJIACHO TMPEAOCTABEHUTE OT MPOU3BOAUTENSA JIaHHU BBPXY €THUKETa, B
WHCTPYKIUATA 32 yIoTpeda 1/Wiv B PEKIIAMHU MaTepUaIH.

29. "IlpunayexxHocT" € u3AeNne, KOeTo HE € MEAUIIMHCKO U3/ENINE, HO € CIIEIUaIHO
MpeAHa3HAYEHO OT MPOU3BOAMTEINA MY 3a M3IOJI3BAHE 3a€HO C MEIUIIMHCKO W3JENue, C 1el
MEIMIMHCKOTO HW3JelHe Ja Ce€ WU3MO0J3Ba IO ONPEeAeICHOTO OT MPOU3BOJUTENS MYy
npeaHa3HayYeHuE.

30. "TIpousBoauten" € BCAKO GU3MUECKO WM FOPUIUIECKO JIMIIE, KOETO:

a) OTroBaps 3a MPOEKTUPAHETO, MPOU3BOJICTBOTO, OMAKOBAHETO U €TUKETUPAHETO HA
MEIUIMHCKO M37elne, Mpein 1a ro MyCHEe Ha ma3apa OT HErOBO MME WJIM C HEroBa ThProBCKa
MapKka, HE3aBUCUMO JIajii T€3U ONEpalliy C€ U3BBPIIBAT OT CAMOTO JIMIIE, WM CE€ U3BBPIIBAT
3a HEro OT TPETO JIUIIE;

0) KOMIUIEKTYBa, OTIAKOBa, 00pa0dOTBa, HATBIIHO MPEPadOTBA W/WIIM ETUKETUPA €THO
WIM TIOBeYe TOTOBM MEIUIIMHCKU HW3JEINs WIM € OTTOBOPHO Ja OIpeleiad TIXHOTO
MpeHa3HAYEHUE C 1IeJ1 yCKAaHEe Ha Ma3apa 3a IbPBU MBT OT HETOBO UME.

Ou3nUecKy WIH IOPUAUYECKU JIMIA, KOUTO KOMIUIEKTYBaT WM afanTupaT MyCHATU
Ha TMa3zapa MEAUIMHCKA H3JCNHs 33 KOHKPETEH MAalMeHT B CHOTBETCTBHUE C TAXHOTO
IpeHa3HaYeHHe, He ca MPOU3BOAUTENH 110 CMHUCHIIA Ha TO3U 3aKOH.

31. "Ilyckanme B peiicTBHe" € eTambT, NPU KOWTO TOTOBO 3a ymoTpebda 1o
IpeHa3HaYeHHe MEIUIIMHCKO U3JeNIne ce MPe0CTaBs 3a MbPBU BT B IbPKaBa YICHKA WU B
abpkaBa oT EBponeiickoTo MKOHOMHYECKO MPOCTPAHCTBO Ha KpaifHus moTpeduten. Ilyckane
B JICWiCTBHE HA AKTUBHO HMIUIAHTUPYEMO MEIUIIMHCKO HU3[ENIHUe € MPEeIOCTaBsIHETO MYy Ha
KBUTH(DUIIMPAH METUITUHCKY CIICTIHATUCT 33 UMILIAHTHPAHE.

32. "Ilyckane Ha mazapa" € MBPBOTO NPEIOCTABSIHE 3a PA3MPOCTPAHEHUE W/WIH
ynorpeba Ha TepuTopHusATa Ha EBpomelickus cbr03 M Ha TepuTopHATa Ha EBpomeickoTo
MKOHOMMYECKO MPOCTPAHCTBO CpEIly 3aIuialiaHe Wik Oe3IJIaTHO Ha HOBO WJIM HAIThJIHO
OOHOBEHO MEIUIIMHCKO H3JeTHNe, C M3KIIOYCHHE Ha MEAHMIIMHCKO H3Jeiue 32 KIMHUYHO
M3MUTBAaHE U Ha UH BUTPO AUATHOCTUYHO MEIUIIMHCKO M3JIEIHE 3a OLICHKA Ha JIEHCTBUETO.

33. "Cepuo3Ho yBpexaaHe Ha 3paBeTo" e:

1. xuBOTO3aCTpallIaBaIO ChCTOSHUE WK 3a00JIsIBaHe, WM HApaHSBaHE;

2. TpaifHO YBpeX/1aHEe Ha KU3HEHA (DYHKIIMS WIIM HA YOBEIIKW OPTaH WM HA ThKaH;

3. CbCTOSIHUE, KOETO HaJjlara MeJUIIMHCKa ITOMOIIl WJIM XUpyprudyecka HaMmeca, 3a Ja ce
MPEAOTBPATAT YBPEKAAHUITA 11O T. 2.

34. "CpmoBe 3a ChbXpaHEHHE HAa MpPOOM OT YOBEHMIKOTO TsIO" ca HMH BHTPO
JUArHOCTUYHU MEJIMUIMHCKY U3JIeTUsl, HE3aBUCUMO JaJIh Ca BAKYyMEH THUII WM HE, CIICIUATHO
MpelHa3HayYeHH OT MPOU3BOJUTEINS 3a MIbPBOHAYAIHO ChOMpPAHE U ChXPaHEHUE Ha MPOOH OT
YOBEIIKOTO TSJIO 32 MH BUTPO JUATHOCTUYHU U3CIICIBAHUS.



35. "CepiiecTBeHa IpoMsiHA B IIJJaHA HA KIMHUYHOTO M3MMTBaHE" € BCsAKa MPOMSHA B
IUIaHa W/WiKM B UHQOpManusaTa B ChIIbTCTBAIIATA IOKYMEHTAIUS, KOSITO MOBJIHSBA:

a) Oe3omacHOCTTa WM (u3nyeckara W TICUXMUYECKaTa HEMPUKOCHOBEHOCT Ha
YYaCTHUIUTE;

0) Hay4HaTa CTOWHOCT Ha W3MUTBAHETO;

B) IPOBEXK/IAHETO UM OpPraHu3alusATa Ha U3MUTBAHETO.

36. "TpproBusi Ha npeOHO" ca BCUYKH ACWHOCTU IO MpPUIOOHBaHE, ChXpaHSIBAHE H
npojaxx0a Ha MEAMLIMHCKH U3JENNS B alTeKH, JPOrepuu Wik B oOektute mo 4wi. 83, an. 2 Ha
KpaeH noTpeouTe.

37. "TeproBus Ha eapo" ca BCUYKH JCHHOCTH IO MPHI0OMBaHE, ChXpaHsIBaHE, BHOC
WA U3HOC Ha MEAMIIMHCKY M3/EIH C el Mpoax0a, ¢ M3KII0UEeHHE Ha ThProBHs Ha APeOHO.

38. "VYmeaHoMmomieH mpeacTtaBuTeN" € (PU3NYECKO WIM FOPHIAWYECKO JIMIIC,
YCTAaHOBEHO Ha TEpUTOpUATAa Ha Jbp)KaBa WIEHKa WIM JbpkaBa oT EBpomnelickoTo
MKOHOMMYECKO MPOCTPAHCTBO, M3PUYHO YIIBIHOMOIIEHO OT IMPOU3BOAMTENS Ja JIeHCTBA OT
HETOBO MME M 32 HErOBa CMETKa MpeJ PerylaTopHUTE OpraHu Ha Teputopusta Ha PemyOinka
bparapus npu u3nbiHeHNE Ha 3aAbDKCHUS HAa IPOU3BOIUTENS MO TO3U 3aKOH.

§ 2. To3m 3akoH BBBexkna paznopenoute Ha upextuBa 90/385/EMO na CobBeta
OTHOCHO cOJIMKaBaHE Ha 3aKOHO/ATEJICTBOTO HA JbP)KABUTE YJICHKH, CBBP3aHO C aKTUBHUTE
UMIUTAHTUpYEeMU MenuuuHcku wusaenusi, HupekruBa 93/42/EMO Ha CbBeTa OTHOCHO
MeaunuHcekuTe nponyktu U upektua 98/79/EO na EBpomneiickus mapmament u CbBera
OTHOCHO JMArHOCTUYHUTE METUIIMHCKHU U3/IeNINs UH BUTPO.

§ 3. (1) HaumeHoBaHusiTa M pPETUCTPALMOHHUTE HOMEPA HAa XapMOHU3MPAHUTE
eBPONENCKN CTaHIapTH U Ha MoHorpaduute Ha EBponelickata ¢papmakones 3a MEAULUHCKUTE
n3nenus ce myonukysar B "OdunnaneH BecTHUK" Ha EBponelickus Chro3.

(2) XapMOHU3UpaHUTE EBPOMEWCKH CTaHIAPTU C€ BBBEXKIAT HIECHTHYHO 4Ype3
myOIMKyBaHe Ha TEKCTa Ha CTaHAapTa B MPEBOJ Ha OBJITapCKU €3UK WM Ype3 MOTBBPKIaBaHEe
3a TIpuiaraHe Kato OBJrapckd CTaHZapT M0 peda Ha 3akoHa 3a HalMOHAJIHAaTa
CTaHAAPTU3ALIUA.

(3) HaumeHoBaHMATA M PErUCTPALMOHHUTE HOMEpa Ha OBJIrapcKuTe CTaHIApPTH,
BBBEK/JAIIM XapMOHHM3MPAHUTE EBPOICHCKH CTaHIApTH, c€ MyOnMKyBaT B oduIIMaIHUSL
OroneTH Ha /JIbp:kaBHaTa areHUWs 3a METPOJOrMs U TEXHMYECKH HaI30p, Karo IpH
MyOIMKYBaHETO 3a/bJKUTENIHO CE TOCOYBA Bpb3KaTa ChC ChOTBETHATa Hapeada mo wi. 18.

§ 4. (1) C oOuure TeXHUYECKH CIIeUUKAIIUN CE ONPEACTAT U3UCKBAHUS 32 OIICHKA
U MIpeolieHKa Ha JeHCTBUETO, ITyCKAHETO Ha Ma3apa W/Uiu MyCKaHeTO B JeHCTBUE Ha MapTUIH,
pedepeHTHn MeTOoau W peepeHTHH MaTepuald 3a WH BUTPO JHUATHOCTHYHU MEIULUHCKH
U3JICIHSL.

(2) O6muTe TexHMUECKH cnennpukanuy ce myoaukysar B "OdunmaneH BeCTHUK" Ha
EBporneiickust cb1o3.

[IpexoaHu u 3aKIOUUTETHU pa3nopeon



§ 5. (1) TeproBumTe, MOAYYMUIU pa3pelICHUE 3a THProBUS HA €IpO C JEKapCTBa -
MEIMIIMHCKHU U3Jienus, u3naaeHo cuen 29 nexkemBpu 2002 r. mo pega Ha OTMEHEHUsI 3aKOH 3a
JIeKapcTBaTa U anTeKUTe B XyMaHHaTa MenuiuHa (00H., [IB, 6p. 36 ot 1995 r.; 6p. 61 ot 1996
r. - Pemenne Ne 10 na Koncrtutyrmuonaus cbx ot 1996 r.; uzm., 6p. 38 ot 1998 1., 6p. 30 ot
1999 r., 6p. 10 ot 2000 1., 6p. 37 ot 2000 r. - Pemenune Ne 3 Ha KOHCTHTYIMOHHUS CBA OT
2000 r.; u3Mm., 6p. 59 ot 2000 1., 6p. 78 ot 2000 r. - Pemenue Ne 7 Ha KOHCTUTYLIMOHHUS CH]I
ot 2000 r.; u3m., 6p. 41 ot 2001 1., 6p. 107 1 120 ot 2002 r.; momp., 6p. 2 ot 2003 T.; U3M., Op.
56,71 u 112 ot 2003 r., 6p. 70 u 111 ot 2004 r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 1., Op.
30, 31, 34, 75 u 105 ot 2006 r.; ot™., [IB, 6p. 31 ot 2007 r.), mogaBaT B CPOK 70 TPU Mecelra
OT BJIM3aHETO B CHUJIAa HA 3aKOHA 3asBJICHUE MO 00pasell 3a CIy>KeOHO BIHMCBAHE B PETUCTbPA
no wi. 81, KbM KOETO mpujiaraT AOKyMeHTuTe mo wi. 78, an. 1, . 1 u 2, an. 2, 1.3 u 4, u
JeKJIapanus, 4e He € HaJuIle MPOMSIHA B aJjpeca Ha MOMEIICHUATA 32 ChbXpaHEHHE U ThPrOBHSL.

(2) B cpok o 30 nHu OT mojaBaHE HA JIOKYMEHTAUUATA MO al. | U3MBJIHUTEITHUST
nupektop Ha MAJI u3naBa pa3pelieHue 3a TbproBus Ha €Ipo ¢ MEAUIIMHCKH U3/1ETHSI.

(3) C u3naBaHe Ha pa3peIICHUETO IO aj. 2 ce MpeKpaTsBa M3aJECHOTO IO pela Ha
OTMEHEHHUs 3aKOH 3a JIeKapcTBaTa W aNnTeKUTe B XyMaHHATa MEAMIIMHA pa3pelieHHe 3a
THPTOBUSI HA €JIPO.

§ 6. TopproBuute, momyuywianm OE3CPOYHO pa3pelieHUEe 3a THPTOBUS HA €IpO C
JiekapcTBa, u3naaeHo cien 29 nexkemspu 2002 1. Mo pena Ha OTMEHEHHUS 3aKOH 3a JIeKapcTBaTa
M alnTeKUTe B XyMaHHaTa MEIMIIMHA, KOUTO ThPryBaT U C MEIULMHCKU W3/eNud, 1M0JaBat
3asBJICHUE W JOKYMEHTAITUS 3a pa3pellieHre 3a ThProBUs HA €IpO C MEIUIIMHCKU H3ICIHS 110
pena Ha To3M 3aKoH B cpok 110 31 nekemspu 2007 T.

§ 7. TopproBuute, MOMy4ymiIH OE3CPOYHO pa3pelieHUE 3a THPIOBUS HA €IpO C
JekapcTBa, usganeHo npeau 29 nexkemBpu 2002 r. mo pena Ha OTMEHEHHUS 3aKOH 3a
JeKapcTBaTa M anTeKUTe B XyMaHHATa MEIUIIMHA, KOUTO THPIyBaT ¢ MEIUIUHCKU H3ACTus,
Mo/JaBaT 3asBJICHHE M JOKYMEHTAIMs 3a pa3pelieHue 3a THhPrOBHS Ha €ApO C METUIIMHCKH
W3JIeNus 10 pella Ha TO3U 3aKOH B cpok 110 31 nexemBpu 2007 r.

§ 8. 3asgBienus 3a HU3aBaHC Ha pa3pCHICHUA 3a TbProBHUsA Ha €ApPO ¢ MCIAUIMHCKHU
HU3ACIIHA, MOJAACHNU N0 BJIM3aHCTO B CHUJIAa HAa TO3W 3aKOH, CC Pa3rJIC)KAAT U NPHUKIIIOYBAT IIPU
yCJ1oBUATaA U 110 p€aa, MPECABUACHN B HETO.

§ 9. (1) U3ganennte Mo pemna Ha OTMEHEHHWs 3aKOH 3a JIEKapCcTBaTa M alTEKUTE B
XyMaHHaTa MEJUIMHA Pa3pelIeHs 3a ynoTpeda Ha MEAUIIMHCKU U3JIENUs Ce MPEeKpaTsBar OT
JaTaTa Ha BJIM3aHE B CHUJIa HA 3aKOHA.

(2) IIpousBoautenure no wi. 29, an. 1 u 2 Ha MEAUIMHCKU WU3/ENHs, Ha KOUTO €
MPEKpaTeHO pa3pelIeHHeTo M0 pena Ha aji. 1, mojaBaTr yBeaomiieHHWEe Mo oOpaszer J0
M3MbJIHUTETHUS JupekTop Ha MAJI B cpok 10 TpH Mecena OT BIM3aHETO B CUJIA HA 3aKOHA.

§ 10. HanmuuuHuTe KOJNMYECTBA MEIAMIMHCKUA H3JETHS, KOMTO HSIMAaT OICHEHO
CHOTBETCTBUE ChC CHINECTBEHUTE M3UCKBaHUS 10 pena Ha aupektusu 90/385/ENO, 93/42/EO
u 98/79/EO B ckiaioBe 3a ThProBUs Ha €APO, allTCKH, APOTCPUH, ONTHKH U APYTH THPTOBCKU



O6€KTI/I, Morar ga €€ mnpoaaBar a0 HM3YCPHBAHCTO WM, HO HC IMO-KBCHO OT €AHA IOAWHA OT
BJIM3aHCTO B CHUJIa Ha 3aKOHA.

§ 11. MenuuuHcKu u3aenus ce ch3aBaT, ChbXpaHsABaT U OOHOBSBAT KaTO IbP>KaBHU
pe3epBU M BOGHHOBPEMEHHU 3allacy IPU YCJIOBHATA U IO peAa Ha 3aKOHA 3a JbpKaBHUTE
pe3epBH 1 BOCHHOBPEMEHHHUTE 3alacy M Ha aKTOBETE 11O HETOBOTO MPUJIATAHE.

§ 12. MUHHCTEPCKUAT CHBET U3BBPLIBA IPOMEHU B YCTPONCTBEHUTE MPABUIHUIM Ha
HAIJI n Ha JIbpkaBHATa areHUUs 3a METPOJIOTMYEH U TEXHUUYECKU HAJ30p B TPUMECEUEH CPOK
OT JieHsI Ha 0OHapOBaHETO Ha 3aKOHA B "/IbpaBeH BECTHUK".

§ 13. Ilog3akoHOBUTE aKTOBE MO MPWJIATaHETO HA 3aKOHA Ce M3AaBaT B 6-MeceueH
CPOK OT JicHs1 Ha oOHapoaBaHeTO My B "JIbpKaBeH BECTHHK".

§ 14. B 3akoHa 3a uHTETpaIus Ha Xxopata ¢ yBpexaanus (00H., /1B, 6p. 81 ot 2004 r.;
u3M., Op. 28, 88, 94, 103 u 105 ot 2005 t., 6p. 18, 30, 33, 37, 63, 95, 97 u 108 ot 2006 r., Op.
31 o1 2007 1.) ce mpaBsAT CICTHUTE U3MEHEHUS U JTOTTBJIHCHUS

1. Bun. 8 1.1 ce u3mens taka:

"1. peructpupa nuna, KOUTO OCBIIECTBABAT ACMHOCTH I10 MTPEAOCTABSIHE HA TOMOIIHU
CpeICTBa, MPUCIIOCOOJICHUS I ChOPBKEHHS 32 XOpaTa ¢ YBPEeKIAHUS U MEAUIIMHCKHN U3EIUS,
IIOCOYEHN B CIHCBLIMTE MO wWI. 35a, an. |, U KOHTpoiMpa CIAa3BaHETO HA YTBBPJCHUTE
KPUTEPHUH 32 IPEAOCTABSIHETO UM;'".

2. Bum. 15, am. 2 1. 8 ce u3MeHs Taka:

"8. Ha3HAYaBaHE HAa MEIULIMHCKHU U3/ENHs], TOMOIIHHU CPEJICTBA U ChOPbKEHHUS. "

3. Uien 35 ce n3MeHs Taka:

"Un. 35. (1) 3a mpemocTaBsHE Ha TOMOIIHU CpPEICTBA, MPUCIOCOOICHUS U
CBOPBKEHUS U MEAMIMHCKA M3Ieus 1o wi. 44, ai. 3 AreHuusTa 3a Xopara ¢ yBpexXIaHUs
BOJIM PETUCTHP HA JIMIATA, OCHIIECTBABAIIMN T€3U JECHHOCTH.

(2) HeiiHocTHTE MO MpPEAOCTaBSIHE HA IMOMOUIHH CpPEICTBA, HPUCIOCOOJIEHUS H
CHOPBHKEHUS U MEIULMHCKU U3JIETUsl C€ U3BBPIIBAT OT JIMIA, PETUCTPUPAHU KAaTO ThPrOBLU
[0 HAIIMOHAJTHOTO 3aKOHOJATEJICTBO Ha JbprKaBa WICHKA WA JAbpxkaBa oT EBpomeickoTo
MKOHOMHUYECKO MPOCTPAHCTBO.

(3) 3a BriucBaHe B perucThpa mo aj. | nuiara mojaBat 3asiBICHUE 10 U3IBJIHUTCITHUS
IUPEKTOp Ha ATEHIUsATa 3a XopaTa C YBPEXKIAHHs, KAaTo MpuiIaraT U HEOOXOTUMHUTE
JIOKYMEHTH, OTIPEICIICHH B HapeadaTa 1o ai. 5.

(4) B cpox o enuH Mecel OT JaTaTa Ha IOJaBaHe Ha 3asBICHUETO MO ail. 3
V3MBJIHUATETHUAT TUPEKTOP HAa ATEHIMATA 3a XOpaTa ¢ YBPEXKIaHHS H3/1aBa YIOCTOBEPEHUS
Ha JMIlaTa, BOUCAHU B PETUCTHPA.

(5) MuHUCTBPBT Ha TPY/la U COITMATHATA TIOJUTHKA U3/1aBa Hapea0a 3a M3UCKBAHUATA
3a OCBHIIECTBSABAHE HA JCHHOCTHUTE IO MPEJOCTaBIHE HA TIOMOIIIHU CPEICTBA, TPUCIIOCOOICHUS
U ChOPBHKEHUS 3a XOpaTa ¢ YBPEXKIaHUS U MEIUIIMHCKHU H3CNIHS, TIOCOUYCHU B CITUCHIIUTE TIO
un. 35a, an. 1."

4. Cu3naBa ce 1. 35a:

"Un. 35a. (1) MUHUCTBPBT Ha TpyZJa M COIMAIHATa MOJMTUKA CBHIVIACYBAHO C
MUHHCTHpPA Ha 37IpaBEOTNa3BaHETO YTBBPIK/IABA €KETOTHO CITUCHIN Ha!



1. moMoIHHUTE CPeACTBa, MPUCTIOCOOJICHHS U ChOPBKEHHUS 32 XOpaTa ¢ YBPEKIAHUS;

2. MEIUIMHCKUTE U3/IeTHs, IPeHAa3HAUCHH 3a XOpaTa ¢ YBpeXKIaHus.

(2) B cuyuaii Ha CbMHEHME JAanu €IUH HPOAYKT € MEAMLMHCKO H3JENINe WIH
MOMOIIHO CPEJICTBO, MPHUCHOCOOJICHHE WU ChOPBKEHHE 3a XOpa C YBpEeXKIaHUS,
MEX/1yBEJOMCTBEHA E€KCIIEPTHA KOMUCHS, Ch3/1aJiIcHa ChC 3all0BEJl HA MUHUCTBhpa Ha TpyAa U
collMajHaTa MOJIMTUKA U Ha MUHUCTBPA Ha 37JpaBeONa3BaHETO, [aBa OKOHYATEIIHO CTAHOBHUIIIE.

(3) VYcnoBusita u penbT 3a paboTa HA KOMHUCHATA MO all. 2 C€ ONpeAessT B
MIpaBWJIHKKA 3a MpUJIaraHe Ha 3akoHa."

5. B uin. 44 an. 3 ce u3mens Taka:

"(3) Xopara ¢ yBpexaaHHs CbOOpPA3HO CBOMTE MOTPEOHOCTH MOraT Ja MoJy4yaBaT
LIEJEBM IOMOIIM M OOJEKYEeHUs 3a IOKyIIKa M PpEMOHT Ha IIOMOIIHM CpE/ICTBa,
MIPUCTIOCOOJICHUS, ChOPBHKEHUS U MEAULIMHCKH U3/IEJIHs, IOCOYEHH B CIHUCHIUTE MO Wi. 35a,
anl. 1, ¢ U3KIIIOUEHUE HA MEUIIMHCKUTE U3/EIINs, KOUTO CE 3aIljalliaT Hall'bJIHO WM YaCTUYHO
oT Hanmonanuara 3paBHOOCUTypUTENIHA Kaca."

6. B § 1 ot gomreHUTETHATA pa3nopenda T. 7 ce U3MEHS TaKa:

"7. "IlomomHM CpencTBa, MPHUCIOCOOJNICHUS H CBOPBXKEHHUA" ca TOCoOus,
NpeJHAa3HAYeHU OT MPOU3BOIMTENS J1a KOMIICHCHpAT 3aryOeHa Wi yBpeldeHa (QyHKIUS Ha
YOBEIIKU OPraH, ¢ LeJd YBeJIn4aBaHe Bb3MOKHOCTHTE 3a CaMOOOCIyKBaHe, 3a U3BbPIIBAHE Ha
TPpyJIOBa U Jpyra JEMHOCT Ha XopaTa C yBpexaaHus."

§ 15. B 3akona 3a 3apaBeto (00H., [IB, 6p. 70 ot 2004 r.; u3m., 6p. 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 JONBIHHUTENHATa pasmopenda B T. 9, OykBa "3" mymara "nmekapcTBa" ce 3aMeHs C
"JIeKapCTBEHHU MPOIYKTH U MEIUIIMHCKH U3JIeTus".

§ 16. 3akoHBT BJIM3a B CHJIA OT JCHS Ha 0OHApPOIBaHETO MYy B "JbpikaBeH BECTHUK'", C
M3KIIIOUEHHUE Ha pasnopendara Ha uil. 4, all. 2, KosTo Biau3a B cuiia ot 29 nexempu 2009 r.

3akonsT e npuet oT 40-ro Hapoano crOpanue Ha 29 mait 2007 1. ¥ e nmoaneyaraH ¢
odunmamaus nevat Ha HaponHoto crOpanwme.

[Ipunoxenue kbpM 4. 15, an. 1
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