3AKOH 3A MEJJUIIUHCKUTE U3J1EJINSL
B cuna om 12.06.2007 2.

Oo6n. JIB. 6p.46 om 12 IOnu 2007e., uzm. /{B. 6p.110 om 30 [exemspu 2008e.,
usm. J{B. 6p.41 om 2 FOnu 2009z., usm. JIB. 6p.82 om 16 Oxmomepu 2009e., uzm. /[B.
op.98 om 14 Jlexemspu 2010e., uzm. /[B. op.39 om 20 Maii 2011..

I'naBa nbpBa.
OBl NOJIOKEHUSA

Pasznea |.
OO0uwu pasnopendou

Y. 1. (1) To3u 3aKkoH ypexna:

1. ycnoBusita M pela 3a IyCKaHe Ha Tasapa W/WiIM IyCKaHe B JEHCTBHE Ha MEIUIMHCKH
U3JIEus;

2. 3aJbJDKCHUATa HA TPOU3BOAWTENS, HA HETOBUS YIIBIHOMOIIEH IIPEJCTaBUTE] W Ha
BHOCHTEJIS| HA METUIIUHCKN M3/IEIIHS;

3. ycioBHATa W pela 3a W3/JaBaHE HAa PA3pPEIICHUS 3a OLCHSBAaHE CHOTBETCTBHETO HAa
MEUIIUHCKUTE W3/ICIIHS;

4. ycroBusTa M Pejia 3a M3BbPIIBAHE HAa KJIMHUYHHU U3ITUTBAHMS HA MEAUIIUHCKN M3IEIIHU;

5. ycroBHsATa U pejia 3a U3BBPIIBAHE HA THPIOBUS HA €IPO C MEAUIIUHCKH U3/IEIIHS;

6. Ha/130pa Ha Ma3apa Ha MEAUIMHCKH U3IEITHS;

7. cucremara 3a YyBEIOMsBaHE M OICHSIBaHC Ha WHIMICHTH/TIOTEHIMAIHN WHIHWICHTH,
CBBP3aHU C METUIIMHCKHU U3/ICITHUSI.

(2) Lenta Ha TO3M 3aKOH € Ja TapaHTHUpa IMMyCKaHETO Ha Masapa W/Wiad B JeHCTBHE Ha
METUIIMHCKU M3JENNs, KOUTO HE 3acTpalllaBaT XMBOTA W 37PABETO Ha MAIHCHTUTE, HA MEIUIMHCKUTE
CIICIMAIUCTH WM HAa TPETH JIHMIA, KOTaT0 W3[CIHsATa C€ H3MON3BAT IO MpEJHA3HAYCHHE U Ce
ChbXpaHsBAT, pa3MpPOCTPAHIBAT, WHCTAIMPAT, HMIUIAHTHPAT W TOAIbPKAT B CHOTBETCTBHE C
HUHCTPYKIIMUTE HA POU3BOIUTEINTE.

Yn. 2. (1) B 3aBUCHMOCT OT MpeaHAa3HAYEHOTO OT MPOWU3BOIUTENS ICHCTBUE MEAUIIUHCKUTE
W3JIeNUS Ce pa3ensT Ha!

1. ¥H BUTPO TMArHOCTUYHU MEIUIIMHCKHU U3ENus,

2. aKTUBHH UMIUIAHTHPYEMHU MEIUIIMHCKU U3CITS;

3. MEAWIIMHCKY U3AETUs, pa3IUYHH OT MOCOoYeHUTe B T. 1 1 2.

(2) MeaunuuckuTe u3aenus mo ai. 1, T. 1 B 3aBUCHMOCT OT MOTEHIHAIHUS PHUCK, CBBP3aH C
TSX, C€ Tpynupar B COUCHK A, cniuchbk b 1 u3genus 3a caMoTecTyBaHe U JPYTH TPYMH, ONPEICICHH B
HapenouTe mo wi. 18.

(3) MeauuuuckuTe u3aenus mno ai. 1, T. 3 B 3aBUCUMOCT OT MOTCHIMAIHUS PHUCK, CBBP3aH C
TaX, ce pazaenat Ha kmacose |, lla, 116 u Il cprimacHo knacupukanmoHHUTE MpaBUiia, OMPEaeieH B
HapenouTe mo 4. 18.

(4) (M3m. - 1IB, 6p. 110 or 2008 r., B cuma ot 21.03.2010 r.) Koraro npou3BOIUTENAT H
HOTH(UIMPAHUAT OpraH, OMpPEIeNeH MO pelda Ha TiaBa YeTBBPTA, UMAT PA3IMYHU CTAHOBHINA TPU
MPWJIAraHEeTO Ha KJIacCH(UKAIMOHHUTE MpaBuia 1Mo ai. 3, M3mbeaHWTETHaTa areHIs 1O JieKapcTBaTta
(MAJT) B3ema pemienue. Koraro nperenn, 4ye € HeOOXOMMO U NIPU HAJIMYKE HA YCIOBHATA IO 4. 6a, T.
1 wm 2, UAJl u3rotBs MOTHUBUpAaHO WCKaHe a0 EBporeiickata KOMHCHS 3a TpeanpueMaHe Ha
HEOO0XOAUMUTE MEPKH.



(5) (M3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Ilpu HeoOXOAUMOCT OT
MPUBSKJIAaHE Ha KIACH(PUKAIMOHHHUTE MpaBujia MO al. 3 B CHOTBETCTBHE C Pa3BUTHETO HA HOBHU
TEXHOJIOTUU W/WIKM B ChOTBETCTBUE ¢ MH(OpMaIHs, OJIy4YeHa 10 pea Ha riiaBa ceama, MAJIl u3rorss
MOTHBUPAHO HCKaHE 3a MpeArnpueMaHe Ha HEOOXOIUMHUTE MEpPKH, KOETO Ce€ IPeIocTaBs Ha
EBponeiickara komucus.

Un. 3. 3uckBaHusATa KbM MEIUIIMHCKUTE U3/IEJIHs, ONPEIEICHH 10 TO3U 3aKOH, Ce MpuiiaraT u
3a:

1. npuHaUIEKHOCTH KbM TE3U U3JEIUS;

2. u3nenus, KOUTO BKIIOYBAT KaTO HepasJesiHa YacT BEIIEeCTBO, KOETO, U3IOJI3BaHO OTAEIHO,
MOKe Ja ObJe OINpeAeNeHO KaTo JEKapCTBEH MPOIYKT MO CMHUChJIa Ha 3aKkOHA 3a JIEKApCTBEHUTE
IIPOAYKTH B XyMaHHaTa MEIULMHA U YUETO JECHCTBUE BHPXY OPraHU3Ma € CIIOMaraTeIHo 110 OTHOLLIEHUE
Ha OCHOBHOTO IIpEJHA3HAYEHUE Ha U3JEIUETO;

3. M31enus, KOUTO BKIIIOYBAT KAaTO HEPAa3/eiHa YacT BEIIECTBO, MOJIyYEHO OT YOBEIIKAa KPbHB
WIH TUIa3Ma, KOeTO, M3MOJI3BaHO OTAENTHO, MOXE Ja ObJe ONpeleseHO KaTo ChCTaBKa Ha JIEKApCTBEH
IPOAYKT WM KaTo JIEKAapCTBEH MPOJIYKT IO CMHUCHIA HAa 3aKOHA 3a JIEKapCTBEHUTE NPOAYKTU B
XyMaHHaTa MEAMIIMHA U 4YHMETO JCHCTBUE BBpPXY OpraHu3Ma € CIOMaraTrejiHo IO OTHOUIEHHE Ha
OCHOBHOTO IIpEIHa3HAYEHHUE Ha U3/IEIIHUETO;

4. u3nenus, ¢ MOMOLITa Ha KOUTO Ce€ Mpujiarat JeKapCTBEHU MPOAYKTH.

Y. 4. (1) Koraro maseH mpoayKT mormajia B MPUIOKHOTO MOJIe Ha TO3W 3aKOH M Ha HapeadaTa
mo wi. 7/ oT 3aKoHa 3a TEXHWYECKUTE W3UCKBAHUS KbM IPOJYKTUTE, OTHOCHO JIMYHUTE MpPEAIa3HH
cpenctBa, BpBexaamia Jupexrusa 89/686/EMO na ChbBeTa, 3a HErO Ce IpujaraT U ChbOTBETHUTE OOIIH
M3KCKBaHUS 3a 0€30MacHOCT, ONpeesieH! B Hapeaoara.

(2) (B cuna ot 29.12.2009 r., u3m. - IB, 6p. 110 or 2008 r., B cuma ot 21.03.2010 r.) Korato
MEIUIIMHCKO U3/IENINE TTO0Tala ¥ B MIPHJIOKHOTO T0JIe Ha HapeadaTa 1mo wi. 7 0T 3aKoHa 32 TEXHUYECKHUTE
U3UCKBaHMs KbM NpoaykTute, BbBexaamia JupextuBa 2006/42/EO Ha EBpormeiickus mapiaMeHT U Ha
CoBeta ot 17 maii 2006 r. oTHOCHO MalMHUTE ¥ 3a u3MeHenue Ha JlupextuBa 95/16/EO, u chinecTByBa
pUCK IpH ymoTpebara My, 3a HEro ce npuwiaraT M ChOTBETHUTE CBHIIECTBEHHM H3UCKBAHUS 3a
0€30macHOCT, OMpe/eJIeHH B Hes, B CIydyaWTe, KOTaTOo Te3W HW3HUCKBAHUS Ca TIO-CIEHU(PUYIHU OT
MIOCOUEHHUTE B HapeabaTa o wi. 18.

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

1. (mom. - B, Op. 110 or 2008 r.) mekapcTBeHH MHPOJAYKTH MO CMHUCHJIa Ha 3aKOHa 3a
JICKapCTBEHUTE TPOAYKTH B XyMaHHAaTa MemulnHA. lIpereHkara manu OajieH TMPOIYKT IOmajga B
MPUIIOKHOTO IOJIE HAa TO3M 3aKOH WJIM B MPUIIOKHOTO IMoJie Ha 3aKOHA 3a JIEKAPCTBEHUTE MPOIYKTH B
XyMaHHAaTa MEJUIIMHA CE U3BHPIIBA Bh3 OCHOBA HA OCHOBHOTO IpeHa3HAUCHHE Ha MPOTYKTa.;

2. MEIMIMHCKU H3JIeNHs, KOUTO ca HEepas3/elHa 4acT OT JIeKapCTBEHM NPOIYKTH M ca
npeaHa3HauYeHH OT MTPOU3BOIUTEIS 33 €IHOKPATHA YIIOTpeOa eAMHCTBEHO B TO3H BHUII;

3. KO3METUYHH MPOAYKTH 110 CMUCHJIA Ha 3aKOHA 3a 3/IpaBeTo;

4. (mom. - JIB, Op. 110 ot 2008 r.) opraHu, ThKaHU WM KICTKA OT YOBEHIKH MPOM3XO],
NpeJHa3sHAuYeHHW 3a TPAHCIUIAHTAIMs, KaKTO U MPOJIYKTH, BKIIOYBAIIM WIM MOJTYYEHH OT THKAHU WU
KJIETKH OT YOBEIIKH MPOM3XO0/I [0 CMUCHIIA Ha 3aKOHA 3a TPAHCIUIAHTAIMSI Ha OPTaHH, ThKaHU M KIIETKH,
C M3KJIIOUEHHE HAa MEUIIMHCKU U3IeNus 1o wi. 3, T. 3;

5. opranu, ThKaHHM WM KJIETKH OT )KHBOTHHCKHU TIPOHM3XO0/I, TIPEHA3HAYCHHU 32 TPAHCIUIAHTAIHS,
OCBEH aKO NpU IPOU3BOJACTBOTO HAa MEIUIMHCKOTO M3JEIHe € H3IMO0JI3BaHa HEXH3HEeCIIoCOOHa
KUBOTHHCKA THKaH MJIM HEXXH3HECTTOCOOHU TPOIYKTH, TIOJTYICHU OT )KUBOTHHCKA THKaH;

6. KpbB, KpPbBHM CBCTaBKM OT YOBEIIKH IPOU3XOJ MO CMHCBhJIa Ha 3aKOHa 3a KpPbBBTA,
KPBBOJIAPSBAHETO M KPBBOINPEIMBAHETO, KAaKTO M 3a M3JEJHs], KOUTO B MOMEHTA Ha IIyCKaHe Ha Ia3apa



ChIIbPKAT KPbBHU MPOAYKTH, IJIa3Ma WIH KPHBHHU KIIETKH, C U3KIIOUCHHUE HA MEAWIIMHCKH WU3JIEIHs 110
. 3, T. 3;

7. MEAWIMHCKY wW3Aenus mo wi. 2, ai. 1, T. 1, Kouto He ca MpeqHa3HAYCHH 3a MyCKaHE Ha
raszapa, M3IMoJI3BaT C€ Ha MSCTOTO Ha MPOM3BOJCTBO M aKO C€ M3MOJI3BAT B OOEKTH B HEIOCPEICTBEHA
OJIM30CT 10 HETO, COOCTBEHOCTTA BHPXY TAX HE C€ MPEXBBHPJIA HA APYTO FOPUIUIECKO JIHIIC.

(2) B citydaute mo ain. 1, T. 2 uzmenueTo TpssOBa Ja OTroBaps Ha M3MCKBAaHHATA HAa 3aKOHA 3a
JIEKApPCTBEHUTE MPOJYKTU B XymMaHHaTa MeauuuHa. ChIIECTBEHUTE M3UMCKBAHUs, OINPEACIICHU 10 pela
Ha TO3W 3aKOH, C€ MpHJaraT caMo I0 OTHOIICHHE Ha XapaKTEPUCTUKHUTE, CBBP3aHH C 0E30MacCHOTO
(GyHKIMOHUpAHE HA U3/IEIHETO.

Ui 6. B u3nbiaHeHne Ha TPABOMOIIUATA CH 10 TO3H 3akoH MAJT:

1. (u3m. - JIB, 6p. 110 or 2008 r.) u3BbpIIBa PErUCTPAIMS IPU YCIOBHATA U 110 Pea Ha IjiaBa
BTOpA,;

2. U3/1aBa pa3penieHus 3a MPOBSKIaHe Ha KIIMHUYHU U3MUTBAHUS C METUITUTHCKY U3JICITNS;

3. u3/1aBa pa3peuieHus Win yJOCTOBEPEHUS 32 THPrOBUS Ha €IpO C MEIULIUHCKH WU3/ICIHS,;

4. u3BBPIIBA HA30p HA MTyCHATHTE Ha Ma3apa u/uin B ACHCTBUC MEAMIIMHCKH H3ICIIHS;

5. OCBIIECTBSIBA KOHTPOJ BBPXY ChXPaHEHUETO, ThPTOBUATA HA €O, KIMHUYHUTE U3IUTBAHUS
1 0€30IMaCHOCTTA Ha MEIUIIMHCKHUTE WU3]ICIIHS;

6. momgbpxka cHUCTeMa 3a pErucTpUpaHe W aHadu3 Ha ChOOLIEHUS 3a HHIMICHTH C
MEAUIIMHCKUTE H3ICTUS U MPEANprUeMa ChOTBETHH MEPKH;

7. ydacTBa chC CBOM IpeacTaBuTenu B LleHTpanHaTa KOMUCHS 10 €THKA, Ch3/1aJIeHa M0 peaa Ha
3aKoHa 3a JICKaPCTBCHHUTE MTPOYKTH B XyMaHHATA ME/IMIIMHA;

8. mpenocrass uHdopmaius B EBporneiickara 6a3a 1aHHU BbB Bph3Ka C MTyCHATUTE Ha ma3apa
u/viM nycHAaTUTE B ICHCTBHE MEIUIIUHCKH U3ICIINS;

9. yuacTBa B JEWHOCTH B 00JIacTTa Ha MEAMIIMHCKUTE W3JETHs, CBbpP3aHU C paborata Ha
MEXIYHApOJIHH OpTaHW, OpPraHHW3allM¥ W JIOTOBOpH, MO KouTo PenyOmmka bbeiarapus e crpana, c
pEryJIaTOpHUTE U KOHTPOJIHUTE OPraHu Ha JPYTHU IbpPXKABU M C OpraHU3aluuTe, paboTemu B o0nacTra
Ha peryJarusaTa Ha MEAUIIMHCKY H31CITHs;

10. (u3m. - JIB, 6p. 110 or 2008 r.) cb3maBa u moaabpska peructpute mo wi. 31, an. 2, wi. 58,
an. 1 uan. 81;

11. ochiiecTBsiBa APYTU AEHHOCTH, MPEABUACHU B TO3U 3aKOH.

Y. 6a. (Hos - 1B, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) M3mbiHUTEIHATA AT€HIIHS 110
JIeKapcTBaTa W3TOTBS MOTHUBHPAHO WCKaHe 1O EBporeiickata KOMHCHS 3a TpeanpueMaHe Ha
HEO0OXOIMMUTE MEPKH, KOTaTO MpEIeHH, Ye!

1. nmpunaraneTo Ha KiIacH(PUKAIMOHHUTE TpaBWja MO Wi. 2, ajd. 3 M3UCKBAa B3EMaHETO Ha
pelieHre 3a KiacuuKausITa Ha ONpeeIeH0 METUIIMHCKO U3/IeINe WM KaTeropHus OT W3JeJHs MO Yl
2,an.1,1.3;

2. TaJIeHO MEIUIMHCKO W3JIeNHe WU TpyIa OT M3Aenus mo wi. 2, an. 1, T. 3, He3aBHUCUMO OT
KIIaCU(UKAMMOHHUTE MIPaBIIIA 0 WI. 2, all. 3, MOXKe Jia ObJe Kracu(UIIMPaHO KaTo APYT Kiac U3Ieus,

3. ChOTBETCTBHETO Ha JIaJIeHO MEIUIIMHCKO U3/eTNe WM Ha Tpyma OT H3Aenus mo wi. 2, ai. 1,
T. 2 wiu 3 TpsOBa J1a ObJIe OIIEHEHO MPH MIPHUJIaraHe caMo Ha eHa OT NMPEIBUICHUTE B HApEAOUTE TI0 UJI.
18 npouenypu;

4. ce Hayjara B3eMaHe Ha PEIICHHE 3a TOBA, JIAJM ONPECNICH MPOJYKT WU Tpyla OT MPOIyKTH
MoTa/ia B IPUIIOKHOTO TOJIE Ha TO3HU 3aKOH.

Yn. 7. (1) 3a peructpanus W W3aBaHE HA YJAOCTOBEPEHHE 3a PETHUCTpAIlVs, 3a M3/JaBaHE Ha
paspelieHus U yJOCTOBEPEHHUs MO pella Ha TO3M 3aKOH, KaKTO M 3a BIMCBAaHE Ha MPOMEHHU B TX, C€
3aruramar TakCH B pa3Mmep, onpeneseH B Tapuda, o1o0peHa oT MUHUCTEPCKHUS ChBET.



(2) CpencrBata OT TakcuTe 1o ai. 1 ¥ OT MIOOWTE M MMYIIECTBEHUTE CAHKIIMH, HAJlaraHU Ha
(U3UYECKU W IOPUIUYECKH JIUIIA TI0 Pe/la Ha TO3M 3aKOH, CE BHACAT KaTo Mpuxoj mo Oromkera Ha MAJI
1 Ha JIbpkaBHATA areHIMs 3a METPOJIOTMYEH U TEXHUYECKU HAA30p B CbOTBETCTBHE C U3BBPIICHUTE OT
TAX AEUHOCTH 110 ai. 1.

Pasznen I1.
IMyckane Ha ma3apa W/Win mMycKaHe B JefiCTBHE HA MeTHIIMHCKH U3/1eJIusl

Y. 8. (1) MenuuuHCKUTE U3/EIMs ce MyCKaT Ha Ma3apa W/WiM ce IyCcKaT B IEHCTBHE, KOraTo
OTroBapsAT HAa U3UCKBAHUATA HA TO3M 3aKOH U HA aKTOBETE 110 IPUIJIAraHETO MY.

(2) MeauuunckuTe M3IENUs, ¢ M3KIOYCHHE HA M3pabOTEHUTE MO TOpPHYKA, Ce MYyCKAaT Ha
nasapa u/uinm ce myckar B jeiictBue, koraro mMar HaHeceHa "CE" mapkupoBka mo wi. 15, kosTo
yIIOCTOBEPsIBA, Y€ ChOTBETCTBUETO Ha M3IEIHATA ChC ChLIECTBEHUTE M3UCKBaHMS € OWJIO OLIEHEHO IO
MPUIOKUMHUTE IPOLEAYPH 32 OLIEHSIBAaHE HA CbOTBETCTBUETO.

Y. 9. (1) Usnbauurenuust aupekrop Ha MAJI u3nasa 3amoBe; 3a BpeMEHHO MPEYCTaHOBSBAHE
WK 3a 3a0paHa Ha MMyCKaHETO Ha Ia3apa W/WId IMyCKaHETO B JCHCTBHE M 3a M3TCIVIIHE OT Mas3apa Ha
MEIUIIMHCKU n3aenus ¢ HaHeceHa "CE" mapkupoBka mo wi. 15, KakTo U Ha u31eaus, U3pabOTeHH 110
MOpBHYKA, KOUTO MOTAT Ja 3acTpaliar 3apaBeTo M 0e30IMacHOCTTa HA MAIUEHTHUTE, Ha METUIIUHCKUTE
CICIMAIMCTH WM Ha TPETH JIMIA, KOraTo ¢a IMPaBHJIHO WHCTAIMPAHH, TOIAbPKAHK U CE U3I0JI3BAT I10
MpeTHa3HAYCHHE.

(2) U3npaauTenHaTa areHIKs 110 JeKapcTBara He3abaBHO nH(popmupa EBporneiickara KOMUCHS
3a 3amoBeTa Mo an. 1 W 3a mpeAnpueTHTe MEPKH, KaTo MOCOYBa MPUIMHHUTE 32 HECHOTBETCTBHETO Ha
U3JICNUATA ¢ W3MCKBAHUATA HA TO3M 3aKOH W HAa aKTOBETE IO MPHIJIATaHETO MY, KOMTO MOrar Ja ce
II'bIDKAT Ha!

1. Hen3MBJIHEHUE Ha CHIIECTBEHUTE U3UCKBAaHMsI, ONPE/IeNIeHH B HapeaouTe mo ui. 18;

2. HETIpaBWITHO TIpHUJIaraHe Ha cTaHaapTute mo wi. 13, am. 1,

3. HEeIOCTaThLIM B CTaHAApPTHUTE 1Mo 4. 13, am. 1.

Y. 10. (1) JInmero, KoeTo HOCH OTTOBOPHOCT 3a ITyCKAaHETO Ha Ia3apa W/WiM 3a IMyCKaHEeTO B
JeicTBUE Ha MEIUIIUHCKUTE U3JIENUs, € IPOU3BOTUTENIAT.

(2) (U3m. - [IB, 6p. 110 ot 2008 r.) Korato npou3BoIUTENIAT HE € YCTAHOBEH HAa TEPUTOPHSTA
Ha JbpKaBa WIEHKa WM Ha JbpkaBa oT EBponeiickoTo MKOHOMHMYECKO MPOCTPAHCTBO, TOM MHCMEHO
YIBJIHOMOIIABAa CBOM MpEACTaBUTE], HAapuW4yaH [O-HATaThK 'yI'BIHOMOINEH MHpeicTaBUTENn". 3a
MEJHUIUHCKO H3JeNHe WM W3JeNUe OT eIUH M ChI] MOjeN, mycHaTo/u Ha masapa Ha OOIIHOCTTA,
IIPOU3BOJUTEIAT YI'BIHOMOIIABA CAMO €JHO JIULIE.

UYn. 11. (1) [IpousBoauTeNaT Ha METUIIMHCKA U3/ICITUS € JUTHKCH Ja TH IPOSKTUPa, pa3paboTBa,
MIPOM3BEXK/IA, OMAKOBa M E€TUKETHPAa B CHOTBETCTBHE CHhC ChHIICCTBEHUTE HM3MCKBAHHS, OMPEICICHU B
HapeaOute mo wi. 18, W ;a ocurypu OICHsSBaHE Ha CHOTBETCTBHETO WM IO MPHIOKUMHTE 3a TIX
IPOIICTYPH.

(2) (M3wm. - 1B, Op. 110 ot 2008 r.) OteHsBaHETO HA CHOTBETCTBHETO 10 al. 1 ce u3BBpIIBa OT
MIPOU3BOTUTEIIS.

(3) (Homa - 1B, 6p. 110 ot 2008 r.) IIpou3BOIUTENAT MOXKE J1a BB3JIOXKH Ha YITbITHOMOIICHHUS
CH TIPEACTAaBUTEN Ja TPWIOKU TMPOIEAYPUTE IO OICHSIBAHE HA CHOTBETCTBUETO, OIPEICICHU B
HapenouTe mo wi. 18.

(4) (TTpenumina an. 3, usm. - JAB, 6p. 110 ot 2008 r.) Koraro mporenypute, OnpeacicHd B
HapeaOute mo wi. 18, m3uckBar Hamecarta Ha HOTH(HUIMPAH OpraH 1mo Wwi. 64, an. 2, MpOU3BOIAUTENST



WIH YITBJIHOMOIIEHHST MY MTPEICTABUTEN B CIIyJauTe 10 ajl. 3 Bb3Jlara Ha u30paH OT Hero HOTH(UIMpaH
Oprad jJa M3IbJIHHA MPWIOKUMHTE 3a BHJA Ha M3JIEIHMETO MPOLEAYPH B PAMKHTE Ha KOMIICTEHTHOCTTA
My.

(5) (Tom. - B, 6p. 110 ot 2008 r.) B cinyyanTe Ha MPOMU3BOACTBO HA MEAMIIUMHCKU U3CIHUS 10
yi. 2, an. 1, T. 3, HpU KOETO € U3MOJ3BaHA HEKMU3HECIOCOOHA KMBOTHHCKA TbKAaH WM
HEKHU3HECIIOCOOHU MPOIYKTH, IOIYYSHH OT )KHBOTUHCKH ThKaHH, MPEIN OLIEHABAHE Ha ChOTBETCTBHETO
UM 10 ajl. 1 mpoM3BOIUTENSAT M3BBPIIBA aHAIU3 HA PHCKA M yIPaBICHHEC HAa PUCKA MPH ClIa3BaHE Ha
M3UCKBAHMATA, ONIPECIICHH B HapeaouTe mo 4wi. 18.

(6) (IMpenumua an. 4, usm. - JIB, 6p. 110 or 2008 r.) IIpoW3BOAUTENST HIIM HETOBHST
YITBJIHOMOIIEH MIPEACTABUTEN U HOTU(DHUIMPAHHUST OPraH 10 al. 4 CKIYBAT JOrOBOP 3a YCIOBHATA, IIPH
KOHUTO CE ITPOBEXK/Ia OI[CHSIBAHE ChOTBETCTBUETO HA MEAMIIUMHCKUTE U3/ICIIHUS.

Yn. 12. (1) (Jom. - B, 6p. 41 ot 2009 r., B cuma ot 02.06.2009 r., u3m. - JIB, 6p. 98 ot 2010
r., B cuia ot 01.01.2011 r.) B uHTepec Ha 37paBeTO Ha HACEICHUETO W MO MOTHBHPAHO HCKAHE Ha
peruoHagHaTa 37paBHa MHCIEKIMA, Ha HalmoHaHuS EHTHp 10 MpodIeMuTe Ha OOIECTBEHOTO 3/paBe
WIA Ha Jie4eOHO 3aBeJICHWE MHUHUCTHPBT Ha 3][PAaBEONAa3BAaHETO WJIM OINPABOMOINEH OT HETro
3aMECTHUK-MUHHCTHP MPU MOJOXKHUTEIHO CTAHOBUILE Ha M3NBIHUTENHHS aupektop Ha MAJI moxe cbe
3amoBe]l M0 M3KIIIOYEHHE J1a pa3pelid MyCKaHeTO B JeCTBME HAa MEIMIIMHCKO u3aenue, 0e3 ma ca
HaJTMIIE YCJIOBHATA I10 4II. 8.

(2) YcnoBusta u penbT 3a MycKaHe B JICHCTBUE Ha M3CHA 10 an. 1 ce ompenensT ¢ Hapeada
Ha MUHHCTBPA Ha 3][paBEOIa3BaHETo.

Y. 13. (1) Korato MeIUIIMHCKUTE U3CIINS Ca IPOCKTHPAHH M IIPOM3BEICHH B CHOTBETCTBUE C
HAI[MOHAJTHU CTaHJIAPTH, KOUTO BBBEXKIAT XapMOHU3UPAHUTE CBPOIICHCKU CTAaHIAPTH, IPUEMa ce, 4e T
OTrOBapsT Ha ChINECTBCHUTE U3UCKBAHMUSI, ONIPEICIICHN B HapeaouTe mo 4wi. 18.

(2) (U3m. - IB, op. 110 ot 2008 r., B cuia ot 21.03.2010 r.) Koraro MeTuIIMHCKUTE H3EIUS
mo ui. 2, an. 1, 1. 2 u 3 ca mpoeKTHpaHu U MPOU3BECHU B CHOTBETCTBUE ¢ oduIinanHara hapmakornes B
Peny6muka Bwarapus, ompenenena B wi. 12 Ha 3akoHa 3a JIGKAPCTBEHUTE MPOAYKTH B XyMaHHATa
MEIHIIMHA, TPHEeMa Ce, Y€ T€ OTTOBAPSAT Ha CHIIECTBEHUTE U3UCKBAHUS, ONPEICTICHH B HAPEIOUTE 1O Il
18.

(3) Koraro MeauuuHCKUTE M3AeUsA 10 wi. 2, ait. 1, T. 1 oT cuchK A, a mpu HEOOXOAUMOCT - U
OT cnUCHK b, ca MpoeKkTHpaHu W MPOU3BEJCHU B CHOTBETCTBHUE C OOIIM TEXHWYECKH CHCIM(PUKAINH,
IpHeMa ce, ue Te OTrOBapsT Ha ChIIECTBEHUTE U3MCKBAHMSI, ONIPEEICHN B HapeaouTe mo 4. 18.

(4) Koraro mnpow3BOIUTENSAT HE MOXE Ja CIa3d H3UCKBAaHHATa Ha al. 3, TOM mpuema
TEXHUYECKH PEIIeHHs], C KOUTO J1a TOCTUTHE €KBUBAJICHTEH Pe3yTarT.

(5) Koraro ycraHoBH, Y€ CTaHAapTHTE MO aj. 1 HE MMOKPUBAT HAIMBIHO CHIIECTBEHUTE
W3HUCKBaHUs, ompeseneHn B HapenOute mo wi. 18, MAJI u3rorss u chriacyBa oduimaiHa Ibp>KaBHA
MO3UIMA, KOSITO Ce peAcTaBs Ha EBponelickaTa KOMUCHS.

Yn. 14. (1) [Ipou3BoAUTENAT HA MEAUIIUHCKU M3JICNIHS ChCTaBs TEXHHUYECKA TOKYMEHTAIIUS,
9HETO ChIIbPIKAHUE € ONPEJICIICHO B CHhOTBETHUTE Hapea0u mo wi. 18.

(2) Cnen wsmbiHEHHE Ha TPUIOKHMHUTE MPOIEAYPH 3a OICHSABAaHE HAa CHOTBETCTBUETO
MIPOU3BOIUTEIIAT WM HETOBUSAT YITHTHOMOIIICH IPEJCTABUTEN ChCTaBs JICKJIapanus 32 ChOTBETCTBHE Ha
MEIULMHCKOTO U3IEIIHE.

(3) TIpou3BOAUTENAT WIIM HETOBUAT YITBIHOMOIIEH MPEACTABUTEN € JUThXKEH Ja ChbXpaHsIBa
TeXHHYECKaTa IOKyMEHTalus 1o all. 1 u neknapanusTa 3a ChOTBETCTBHE 1O all. 2 Hal-Mallko 5 roAuHU
OT JIaTaTa Ha MPEYCTAaHOBSIBaHE Ha MTPOU3BOJICTBOTO HA MEIUITMHCKOTO HM3JICIUE U Jia TH TPEJCTaBs MPH
MOMCKBaHe 3a MPOBepKa Ha JuiaTa mo wi. 86, ai. 2.



Y. 15. (1) "CE" mapkupoBkara ¢ rpau4HO H300paKeHUE ChITIACHO MPHIIOKESHUETO, KOSTO CE
HaHacs BBPXY MEIMIMHCKOTO H3JeiHe NpeId IYCKaHeTO My Ha Masapa W/WiM IyCKaHEeTO My B
neiicTBue, TpsiOBa /1a ce pa3unTa JIECHO M J]a HE MOXKe J]a C€ 3aIU4H 0€3 CIIe/H.

(2) "CE" mapkupoBKaTa ce HaHAcsS Ha BHAMMO MSCTO BBPXY HM3JEIMETO, B HHCTPYKIHATA 3a
yrnoTtpeda 1 BbpXy HEroBaTa CTEpUIIHA ONIAKOBKA, aKO MMa TakaBa. Korato € Bb3MOXKHO, TS c€ HaHAcs U
BBPXY NOTPEOUTEICKATA OITAKOBKA.

(3) "CE" mapkupoBKaTa MMa BUCOYMHA Hal-MaJIKO 5 MM, ak0 ChOTBETHATa Hapea0a mo wi. 18
He npenBmxnaa napyro. I[lpu HamansBaHe wnM yBenuuaBaHe pasmepa Ha ''CE" mapkupoBkara
MIPOIOPIIMUTE B TpaduiIHATA MpeXka TpsOBa 1a ObJIaT CIa3eHU.

(4) (Msm. - OB, 6p. 110 or 2008 r.) Jlo "CE" mapkupoBkara mo ai. 1 ce HaHacs
UACHTUPUKAIIMOHHUAT HOMEp Ha HOTU(UIMpaHHs opraH B ciaydaute mo wi. 11, am 4, xorato
IPOLElypHUTE, OIIPEICIIEHN B HapeIOuTe Mo 4i. 18, U3UCKBAT HaHACSAHETO MY.

(5) "CE" mapkupoBkaTa W WACHTU(MUKAIMOHHUIT HOMEp MO al. 4 HEe ce HaHACAT BBPXY
U3JICJIETO CaMo KOraTo pa3Mepure U opMaTa Ha U3AEIUETO HE MO3BOJISIBAT TOBA.

(6) Besika mpyra MapKUpOBKa, KOSITO CE€ HAaHACS BbPXY U3/ICIHETO, BPXY OMAaKOBKaTa My W/Wiin
B MHCTPYKLUATA MY 32 yHoTpeda, He TpsAOBa J1a NOABEKa MOTPEOUTEIS - MEIULIMHCKH CIISLHATIUCT WIN
MAIMEeHT, OTHOCHO MapKUpOBKaTa 1o ail. 1 i He TpsOBa Ja HapyllaBa HeiHaTa BUIUMOCT M YETIHBOCT.

(7) B cayuaii Ha wW3menus, KOUTO Ce IyCcKarT Ha ma3apa B crepwiHa omakoBka, "CE"
MapKHpOBKaTa C€ HaHACs KAaKTO BBPXY CTEpHUIIHATA, TaKa W BBPXY IMOTpeOHTEICKAaTa OMAaKOBKAa Ha
U3JIENUETO.

(8) Ipu wusnocTHO THpepabOTBaHE HA M3JACIHUETO, KOETO MOXKE Ja IOBJIMSAE HAa HErOBOTO
6e3onacHo u3non3Bane, "CE" MapkupoBkaTa ce HaHacs ciiell MOBTOPHO OLICHSBaHE HA H3JIEJIHUETO
CBITIACHO TPUIIOKUMUTE TPOIICTYPH, ONIPEICICHH B Hapea0uTe 1Mo wi. 18.

(9) KoraTo MeAMIIMHCKOTO M3/IeIHe € B IPHI0KHOTO I10JIe HAa HApeIOUTe Mo WI. 7 OT 3aKOoHa 3a
TEXHUYECKUTE MW3UCKBAaHUS KbM MPOAYKTUTE, MNpeaBuwkaamu HaHacsHe Ha '"CE" wmapkuposka,
MapKHpOBKaTa yJI0CTOBEpsIBa ChbOTBETCTBUETO HA M3/EIUETO C M3UCKBAHMATA Ha BCSIKA OT HapealuTe,
OCBEH aKo B HapeI0UTe € TMPEABHIICHO APYTO.

(10) Ha n310x0u, naHaupH, JEMOHCTPAIMH, TPOMOIIMH, HAYYHH ¥ TEXHUYECKH KOH(EPEHIINH
MoraT Jia ce MPeACTaBsAT MeIULUHCKU n3nenus 0e3 HaneceHa "CE" mapkupoBka.

(11) B cayuanre mo an. 10 mpou3BOAMTENSIT HAHACSA BBPXY H3ICIHATA BUAUMO 0003HAYCHHE,
KOETO HEJBYCMHUCIICHO MMOKa3Ba, 4e Te HEe ca Mpe/IHA3HAUCHHM 3a IyCKaHe Ha Ta3apa u/WiM 3a MycKaHe B
NEUCTBHE.

Yn., 16. (1) Ilpow3BOAUTENAT HAa MEIUIMHCKM H3JCIUS € JUIBKEH Ja IOCOYH HMETO,
CeaJMIIEeTO U aJpeca CU Ha yMpaBJeHHE BbPXY U3JIEIHETO, BbPXY OMAKOBKAaTa My U B MHCTPYKIIHTA 32
ynotpeba. MHCTpyKIus 3a yrnoTpeba He ce M3MCKBa 3a u3aenus mo wi. 2, ai. 1, T. 3 ot kuac | u lla,
KOUTO TI0 TIpPEIeHKa Ha TMPOW3BOAMTENS MOTraT Ja C€ H3MOJ3BaT 0e30macHO 0e3 HMHCTPYKIHS 3a
yroTpeoa.

(2) Bepxy omakoBKaTa U B HHCTPYKIIHATA 3a yHoTpeba Ha U3CIUA, KOUTO CE BHACAT OT TPETH
ObpXKaBU Ha TepUTOpHsITa Ha EBpomeickus CbhlO3 WM Ha Tepuropusra Ha EBponeiickoTo
MKOHOMHYECKO TPOCTPAHCTBO, CE€ IMOCOYBAT JOMBIHUTEIHO MMETO M AJAPECHT Ha YITHIHOMOIICHHS
MPEJICTAaBUTEN U HA BHOCHUTEJIS.

(3) Uuctpykuusra 3a ynorpeba TpsiOBa 1a Ob/ic ChCTaBeHA U Ha OBJITapCKH €3HK.

UYn. 17. TIpou3BOAUTENAT UM HETOBHUAT YITbJIHOMOIIEH NMPEICTaBUTEN € JIBKEH Ja OCUTYpH
0€30MacHOTO MHCTaJIMpaHE Ha MEIUIUHCKUTE HW3Jeius Ha Teputopusta Ha Penybnuka bwvarapus,
KOrato crenugukara UM H3MCKBAa TOBAa CBIJIACHO HMHCTPYKIUSATa 3a ynorpeba, M Ja TapaHTUpa
MOAPBKKATA UM.



Yn. 18. (U3m. - 1IB, Op. 82 ot 2009 r., B cmia ot 16.10.2009 r.) MUHHUCTEPCKUAT CHBET 1O
MpeJIOKEHNE Ha MHHHCTHPA Ha 3/IpaBEOINa3BaHETO M HA MHHHUCThPA HA MKOHOMHKATa, CHEpreTHKaTa U
TypU3Ma Onpees ¢ HapeI0u 3a MEIUIIMHCKUTE U3eNU 110 Wwi. 2, ai. 1:

1. chIIECTBEHNUTE U3NCKBAHUS,

2. TpolenypuTe 3a OICHSIBAaHE HAa CHOTBETCTBUETO CBHC CHIECTBEHUTE HW3MCKBAHUS H
ChJIbPIKAHUETO HA TEXHUYECKATa JOKYMEHTAIH;

3. mpaBuIiaTa 3a KJIacupUKalus Ha MEIUIUHCKUTE U3JENUS 110 9Wi. 2, an. 1, 1. 3;

4. CHuChIUTE, ONpENeNIANd OO0XBaTa Ha TPYINHUTE MH BHTPO JUATHOCTHYHU MEIMIIMHCKH
W3ICIHA;

5. M3WCKBaHHWATA 3a MPOBSKJIAHE HA aHAIM3 Ha pPHCKAa M 3a yIpaBlICHUE Ha pPHCKa 3a
MEIUIMHCKA u3nenns no uwi. 11, am. 5.

Paszngea III.
IlyckaHe Ha ma3apa u/WiM MycKaHe B JeiicCTBHe HA MeIUIMHCKH H3/1eJIUsl, H3Pa0OTEHH M0
MOPBHYKA

Yn. 19. (1) (M3m. - JIB, 6p. 110 or 2008 r., B cuma ot 21.03.2010 r.) IIpou3BOIUTENAT KK
HETOBHST YITBJIHOMOIICH MPEICTaBUTEI, MPEAN Ja MyCHE Ha masapa W/Wid B JEHCTBHE MEIUIIMHCKO
u3zenue 1mo wi. 2, air. 1, 1. 2 win 3, u3paboTeHOo 10 MOPBYKA, ChCTABS JOKYMEHTAIUS, KOSATO ChIIbpXKa:

1. umeTo u azpeca Ha IPOU3BOTUTEIIS,

2. uACHTH(DUKAIIMOHHHN JaHHH HA U3JICIIUETO;

3. Ieknapanus, 4€ MEIUIIMHCKOTO H3JeNHe € IMPEJAHA3HAYCHO 3a CIeIUaliHa yrmoTpeda ot
KOHKPETCH IMallMeHT, YUETO UME CE ITOCOYBa,;

4. uMeTo Ha JIeKaps WIM Ha JIeKaps IO JICHTAIHA MEAWIIMHA, KOWTO € M3TOTBHII 33JJaHUETO 3a
n3paboTBaHEe HA U3/ICIIMETO, 1 HANMCHOBAHHUETO Ha JICYEOHOTO 3aBEJICHUE, KOTaTO € Bh3MOXKHO;

5. crienU(pUIHN XapaKTEPUCTUKH HA MEIUIIMHCKOTO U3/IEJIUE CHIIACHO 3a/IaHUETO;

6. meknaparys, 4ye u3JIeIMeTO ChOTBETCTBA HAa MPUIIOKHMHUTE 32 HETO ChIICCTBEHU M3UCKBAHHS.

(2) (M3m. - B, 6p. 110 ot 2008 1., B cuia ot 21.03.2010 r.) B ciydaurte, Kkoraro U3IeIUEeTO HE
OTroBaps Ha HSIKOE OT TPWIOKHMHUTE 3a HEro ChIICCTBEHU W3HMCKBAaHUS, HECHOTBETCTBUETO CE
000CHOBaBa B JieKJIapanusra mo ai. 1, 1. 6.

(3) (dom. - JIB, 6p. 110 or 2008 r., B cuia ot 21.03.2010 r.) JlokymeHTanusta mo ai. 1 ce
ChXpaHsIBa OT TPOU3BOIMTENS WU OT HETOBHUS YITBITHOMOIICH MPEICTAaBUTEN 3a CPOK Ha-Manko 5
TOJIMHY, a B CIIyUYauTe Ha UMIUIAHTHPYEMH MEIUIMHCKU U3JENUs 1Mo Wi. 2, an. 1, T. 3 u Ha u3genust 1o
1. 2, air. 1, T. 2 - 3a cpok Hail-Manko 15 roguHu.

(4) (Hosa - IB, 6p. 110 or 2008 r., B cuma ot 21.03.2010 r.) JlokymeHTaiusta mo ai. 1,
MpHUApYXKaBaIia u3JIeausaTa Mo Wi. 2, an. 1, 1. 2 u m3aenusaTa no wi. 2, an. 1, 1. 3 ot xiac lla, 116 u I, ce
MPEIOCTaBs HA KOHKPETHHS MAIUeHT, UICHTH(DUIIUPAH C UMe, aKPOHUM HITH IIU(DPOB KOI.

(5) (IMpeaumrnHa an. 4, uzm. - /1B, 6p. 110 ot 2008 r., B cua ot 21.03.2010 r.) IIpousBoguresst
Ha m3aenus mo 4i. 2, an. 1, 1. 2 u 3, u3paboTeHu mo mopbyKa, MpenocTaBst mpu nouckBane ot MAJL
CMHMCBHK Ha M3JIENINATA, TyCHATH B JCHCTBUE HAa TepuTopusTa Ha PenyOinka beirapus.

Yn. 20. (1) (M3m. - [IB, 6p. 110 ot 2008 r.) IIpou3BOAMTENSAT CHCTaBsl JOKyMEHTAIIWS,
BKJIIOYBAIlA ONMHCAHWE HA MPOCKTHPAHETO, HA TMPOM3BOJACTBOTO M Ha JCHCTBHETO HA H3EIHETO,
BKJIIOUYHMTEIHO OYAKBAHOTO JEHCTBHE, KOSTO ITO3BOJISIBA OILIEHSBAHE CHOTBETCTBHETO HA M3JEIUETO C
M3MCKBAHUATA HA TO3M 3aKOH W Ha Hapeaoute mo wi. 18. B mokymeHTanusTa ce moco4ysa u aapechT Ha
MIPOU3BOJICTBEHOTO/TIPON3BOICTBEHUTE MTOMEIICHUE/TTOMEIICHUSI.

(2) ITpou3BOAUTENAT € AIBKEH Ja MpEeArprHeMe HEOOXOIUMHUTE MEPKH, 3a Ja OCHTYPH dpe3
MIPOU3BOJICTBEHHS MTPOIIEC ChOTBETCTBUE HA U3eNusATa 1Mo wi. 19 ¢ qokymenrarusTa mo an. 1.



(3) (Hosa - /1B, 6p. 110 ot 2008 r.) [Ipou3BOAUTENAT MPENOCTaBs JOKyMEHTaLUsATa 1o ai. 1 3a
MPOBEPKa IPH MIOUCKBAHE Ha JIMIaTa mo 4wi. 86, am. 2.

Pazpen V.
IlyckaHe Ha ma3apa Ha CMCTeMH WM HA0OOPU MeIMIMHCKH U3/1eJIusl

Y. 21. (1) Ousryecko WK IOPUANYECKO JIUIE, KOSTO KOMILICKTYBA MEIUIIMHCKUA H3/CIHS 110
ui. 2, ann. 1, 1. 3 ¢ Hanecena "CE" mapkupoBKa, Ipe/u J1a TH ITyCHE Ha Maszapa KaTto cucTeMa Wi Habop,
ChCTaBs JIeKJIapalys, B KOSTO 3asBsBa, 4e!

1. e koMIIEKTyBaJI cCTEMAaTa Uiy Habopa B 3aBUCUMOCT OT MPEAHA3HAYEHUETO Ha OTJEIIHUTE
U3JeNUs U OTpaHUYEHUATA UM 3a ynoTpeOa, OnpeeseH! OT IPOU3BOAUTENUTE;

2. e MPOBEPUI ChbBMECTUMOCTTA HA OTJCITHUTE MEAULMHCKU U3/ICIHS U € MPOBEI ONEPaLunuTe
110 KOMIUIEKTYBaHE B ChOTBETCTBUE C MHCTPYKLMUTE HA IPOU3BOJUTEIINTE,;

3. e omakoBaJl cHUCTeMaTa WM Habopa M € MpenocTaBwil HeoOXoaumarta HH(pOpMarus Ha
HOTPEeOUTENUTE, KOSITO BKJIIOUBA CbOTBETHUTE HHCTPYKIIUU OT IPOU3BOIUTEIINTE;

4. nefiHoCTTa My € OOEKT Ha ChOTBETHH MPOLIEIypH 3a BBTPEILLIEH KOHTPOJI U MPOBEPKA.

(2) Korato Hsikoe OT HM3HMCKBaHHMSTAa Ha al. 1 HE € HM3IBJIHECHO, CHCTEMaTa WM HabOpbBT
MO/IJIEXKAT HA OLEHSIBAHE HAa ChOTBETCTBUETO ChC CHILECTBEHUTE M3UCKBAHUS, ONPEIEIICHN B Hapeaoure
o ui. 18.

Yn. 22. (1) ®usuyecko WM FOPUIUYECKO JIMIIE, KOCTO CTCPHIU3UpA CHCTEMU WIM HAOOpH
MEIUIMHCKU u3aeinus 1o 4wi. 21 u/unyd MequUMHCKHA u3Aenus no wi. 2, ain. 1, 1. 3 ¢ nanecena "CE"
MapKHPOBKa, MpeIHA3HAUYCHH OT MPOM3BOJUTENSA Ja ObJAT CTEPHIM3UPAHU HpeaH yrnoTpeda, 3a J1a Tu
MyCHE Ha Ta3apa, TPsOBa Ja OIEHW ChOTBETCTBHUETO MM IO MPOICIYPH, ONPENCICHH B ChOTBETHATA
HapeznOa mo wi. 18.

(2) (Tom. - JIB, 6p. 110 ot 2008 r.) IIpunaraneTo Ha MpOIEIypHUTE MO al. 1 U ACHCTBHUATA Ha
HOTU(DUIMPAHHS OPTaH Ce OTPaHUYABAT JI0 MOCTUTAHE HAa M3MCKBAHUATA 32 CTEPUIHOCT J0 MOMEHTa Ha
HapyIlaBaHe [EJIOCTTa Ha OITAKOBKATa Ha U3JICITUETO.

(3) JIumero mo ain. 1 cheTaBs AeKiIapanus ChbIiIaCHO M3UCKBAHUATA, TIPEABUICHH B ChOTBETHATA
Hapez0a, 4ye CTepUIIM3alMITa € U3BBPIICHA B ChOTBETCTBHE C HHCTPYKIIMHUTE Ha MPOU3BOAUTEIINTE.

Yn. 23. (U3m. - [IB, 6p. 110 ot 2008 r.) Jlunara mo wi. 21, an. 1 u wi. 22, an. 1 chxpaHsBar
AEKIIapalyuTe 3a CPOK S5 TOAWHU U TH MPEIOCTaBST P MOMCKBAHE 3a MpOBEpKa Ha Jmiara mo 4i. 86,
an. 2.

Y. 24. Cucremure win HabOpUTe METUIIMHCKU U3JENUs 1o Wi, 21, cTepuin3upaHuTe CUCTEMHU
WM HaOOpH M MEIUIMHCKHATE wu3xenus mo wi. 2, ar. 1, 1. 3 ¢ nHamecena "CE" wmapkupoBka,
npeJHa3sHauYeHH OT MPOU3BOAMTEIN J1a ObAAT CTEPHIIM3UPAHU MIPEeIH YHOoTpeba, ce mycKaT Ha rnaszapa 0e3
nornbiaauTenHa "'CE" MapkupoBKa, NIpUApPYKEHU OT MHCTPYKIIHUS 3a yHOTpeOa, KOATO BKIIIOYBA, KOraTo €
HE00X0AUMO, HHPOPMALIUATA, TPEOCTAaBEHA OT MPOU3BOAUTEIINTE HA OTJCIHUTE U3JIENUs OT CUCTEMATa
i Habopa, M3UCKBAHUATA KbM KOSITO ca OTpe/Ie]ICHH B ChOTBETHATa Hapeaoa mo wi. 18.

Pa3zgen V.
OueHnsiBaHe Ha 1eliCTBHETO HA UH BUTPO IMATHOCTUYHHU MeIULMHCKH W3/1eJIusl

Y. 25. (1) Ouenkarta Ha COTBETCTBUETO HA WH BUTPO AMATHOCTHYHHUTE MEIWIIMHCKU HU3/IEIHS
ChC CcrenU(pUIHOTO UM TIpeTHA3HAYCHHE TIPU YCIIOBUS Ha ymoTpeba, omnpeieieHd OT MPOU3BOAUTENS, Ce
W3BBPIIBA C OLICHKA Ha IECTBUETO Bbh3 OCHOBA Ha!



1. cOopHu HaHHU OT HAay4YHATa JIUTEPATypa, OTHACALIHN CE 0 MpeIHA3HAYEHUETO Ha U3/EIHETO,
Y KPUTHYEH aHaJIU3 Ha TC3U JaHHH, U/UiIn

2. pe3y.HTaTI/ITe OT U3IIUTBAHUATA HpI/I OICHKA Ha HeﬁCTBI/ICTO 501058 ;[pyrI/I IIoaAXo A1 TCCTOBE.

(2) TIpou3BOIUTENAT WM HETOBHMSAT YIIBIHOMOIIEH IMPEACTABHUTEN, MPEAN Ja MPEIOCTaBU HH
BI/ITpO AWArHOCTUYHU MCAUNOWHCKHU HU34CJINUA 3a OILCHJIBAHC Ha I[el\/JICTBI/IeTO B aerI[I/ITI/IpaHa
naboparopus, ChCTaBs TOKYMEHTAIUs, KOSATO ChIAbPiKa:

1. upeHTH(HUKAIMOHHY TaHHU Ha U3/ICITUETO;

2. TUIaH 3a OICHSIBaHE, KOMTO ChIbpiKa IEITa, HAYYHHTE, TEXHUYCCKUTE WIIM MEIUIUHCKHUTE
OCHOBaHUsI, 00XBaTa Ha OLICHSIBAHETO M OpOs HA M3/CIUATA,

3. CIIUCBK Ha aKpeIUTHPAHUTE JTA0OOPATOPHH, KOUTO YYaCTBAT B OLICHSBAHETO;

4. Ha4daJIHa aaTa u HHaHI/IpaHa HpOI['bJ'I)KI/ITeJIHOCT Ha OLCHIBAHCTO,

5. mpu u3zenus 3a cCaMOTECTyBaHE - MACTO M Opoid Ha JiniaTta 0e3 MEeIUITMHCKA KBaTM(DUKAIHs,
KOUTO 1IIC yqaCTBaT B OLICHABAHCTO,

6. nmekmapanus, Y€ MEIUIMHCKOTO H3JeIUe ChOTBETCTBA HAa IPHUIOKHUMHUTE ChIIECTBEHU
MN3UCKBAHUs, C U3KJIIFOUCHHUEC HA TE3U, KOUTO Ca O6€KT Ha OLICHsSBAHC HaA HeﬁCTBHGTO 1 KOUTO Cca I/I3pI/IT-IHO
[MOCOYCHH, W Y€ ca MPEANPUETH BCUYKU IMPEANa3HH MEPKH, HEOOXOJUMH 3a 3allliTa Ha 3]PaBeTO U
6€3OHaCHOCTTa Ha MCOAUITUHCKUTC CIICOUAJINCTHU, HA MAITUCHTUTC UJIU HA TpCTI/I JIN1IA.

Yn. 26. (1) IlpousBoauTenaT chCcTaBs TeXHHUYECKaTa AOKyMeHTarus mo wi. 14, am. 1 u o
MIpPeJICTaBs 3a MIPOBEpKa MPH MMOMCKBAHE Ha JIMIaTa 1mo wi. 86, ai. 2.

(2) TIpou3BomUTENAT € IBKEH Aa MpeanpueMe HeOOXOAUMHTE MEPKH, 3a Ja OCHUTYpPH 4pe3
MIPOM3BOJICTBEHUSI TIPOIEC CHOTBETCTBHE HA WH BHUTPO JUATHOCTUYHUTE MEIWUIMHCKH H3JEIHS 3a
OLICHSIBAHE HA JICHCTBHETO C JJOKYMEHTAIMsTa 110 ait. 1.

I'naBa BTOpA.
PEI'ICTPALIUSA HA JIMLA, KOUTO TYCKAT MEAUIIUHCKHU U3JAEJIUSA HA TTA3APA
(BAI'JI. U3M. - IB, BP. 110 OT 2008 I'.)

Yn. 27. (1) (M3m. - B, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) Koraro npou3BoAUTEIST
Ha MEJMIIMHCKY U3/AeTus 1o 4wi. 2, an. 1, 1. 3 oT kiac |, mpousBoaAuTeNSAT HA U3eNHs 1Mo 4. 2, an. 1, T. 2
1 3, U3pabOTEHH 10 MOPHUYKA, KAKTO U (PU3MUECKOTO HITU IOPUINYECKOTO Juie mo wi. 21, aim. 1 u an. 22,
an. 1 ca peructpupanu no ThproBckus 3aKOH, T€ MOAABAT 3agBJICHHE 3a pErucTpalus mo odpasern 10
m3nbaHUTENHUS aupektop Ha MAJI He mo-kbcHO OT 14 nHU ciieq mycKaHe Ha W3JEIHEeTO Ha Iasapa
u/viy B JelicTBHE Ha TepuTOpHsTa Ha Peryonnka bbarapus.

(2) KbM 3asBiieHreTO 32 perucrpanus 1o aji. 1 ce nmpuarar:

1. akTyaJiHO yIOCTOBEpEHHE 3a BIIMCBAHE B ThPIrOBCKUS PETUCTHD;

2. HAMMEHOBAaHHWE W OTIMCAaHNE Ha W3/IEIIHETO;

3. IOKyMEHT 3a IJIaTeHa TaKca B pa3Mep, ONpeiesicH B Tapudarta mo wi. 7, ai. 1.

(3) (M3m. - IIB, 6p. 110 or 2008 r., B cua ot 21.03.2010 r.) Jlumara mo an. 1 ca mrexHHA 1a
yBeoMAT B 14-mHEBeH CpPOK WM3MBIHHUTENHUs Aupektop Ha WMAJl mpu mpomsHa Ha aapeca CH Ha
yrpasienue. [Ipu npomMsiHa B mHGOpMaIusITa 1Mo aj. 2, T. 2 Junata 1o ai. 1 mogaBar J0 W3ITbIHUTEITHHS
mupektop Ha MAJI 3asBiieHueTo mo aji. 1, KkbM KOETO mpujiaraT CBbP3aHUTE C MPOMSIHATA JOKYMEHTH H
JIOKYMEHT 3a IUIaTeHa Takca B pa3Mep, OonpejiesieH B Tapudara mo ui. 7, ai. 1.

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

Yn. 28. (1) Koraro mpousBomutenar Ha u3nenus mo wi. 2, ai. 1, . 1 mycka oT cBoe MMe Ha
naszapa u/wim B JieiicTBUe Ha TepuTopusTa Ha PenmyOnuka Bbarapus Te3u n3genust ¥ € perucTpupaH 1o
TBProBeKus 3aK0H, TOW TI0J1aBa 3asBICHHUE 32 PETUCTPAIIHS IO 00pa3ell 10 U3ITBIHUTEITHIS TUPEKTOp Ha



HNAJIL

(2) KbM 3asBII€HHETO 3a pErHCTpAIUs 10 al. 1 ce mpujarar:

1. aKTyaJIHO y/IOCTOBEPEHHE 3a BIIMCBAHE B ThPTrOBCKUS PETUCTHD;

2. unbopmaIysl 32 OOIIMTE TEXHOJOTMYHU M/WJIM aHAJTUTHYHH XapaKTEPUCTHKH, CBbp3aHa C
pCaKTHBHTE, MPOJYKTUTE OT PEAKTUBHUTE, KAJINOPATOPUTE U KOHTPOJIHUTE MaTepHAIIH,

3. B ciyvail Ha U3JeNusl OT CIUCHIM A, b 1 u3fenus 3a caMoTecTyBaHe - HAMMEHOBAHHUE, BU U
MOJIEJ)I Ha MU3/ICIIMETO, aHAIMTUYHU M KOTAaTO € HEOOXOAUMO, JUArHOCTUYHH MapaMEeTPH MO OTHOIICHHE
Ha ChHINECTBEHUTE HM3MCKBAHUS, MMOCOYCHH B HapenOute mo wi. 18, pesynratd OT oOleHKara Ha
JICWCTBUETO TI0 TJIaBa IbpBa, paszein V;

4, vHCTPYKIHUS 32 yrnoTpeda Ha OBITapcKu €3UK;

5. IOKyMEHT 3a IJIaTeHa TaKca B pa3Mep, OnpeieseH B Tapudarta mo wi. 7, ai. 1.

(3) (M3m. - IB, 6p. 110 ot 2008 r.) IIpousBoauTensT, KOWTO OT CBOE MME IIyCKa Ha Ia3apa
u/vnu B eWiCTBUE Ha TepuTopHsTa Ha PenyOnuka bbarapus HOBO UH BUTPO AMATHOCTHYHO MEIUIIUHCKO
u3Jieare, KOrato € perucTpupan mo ThproBckus 3akoH, mogasa no MAJI nokymeHTanusTa mo ai. 2,
KaKTO M yKa3aHHe, 4e H3CTHUETO € HOBO.

(4) (U3m. - IB, 6p. 110 or 2008 r.) 1 BUTPO AMATHOCTHYHO MEAMIIMHCKO U3/CIIUE € HOBO, aKO
Ha Ia3apa Ha JbpKaBa WICHKA WJIM Ha AbpKaBa OT EBPOIEHCKOTO HKOHOMHYECKO MPOCTPAHCTBO Ipe3
MOCJICAHUTE TPU TOTUHH:

1. TakoBa m3enHMe He € OWIIO MOCTOSIHHO HAJIMYHO 3a aHAIM3MPAHHWTE BEIICCTBA WIH JAPYIH
napameTpH, Win

2. He ¢ OWia HajJWMYHA aHAJIMTHYHATA TEXHOJOTHS, W3IOJ3BaHA 3a aJICHUTE aHAIM3UPAHH
BEIIIECTBA HITH MTapPaMETPH.

(5) (Otm. - IB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.)

(6) (M3m. - JIB, 6p. 110 ot 2008 r., B cuina ot 21.03.2010 r.) 3asBACHUETO 32 PETUCTPAIUS IO
an. 1 u 3 ce mozmasa B 14-1HEBEH CPOK OT JaTaTa Ha IyCKaHE Ha Ia3apa W/WiM MycKaHe B JCHCTBHE Ha
n3genusTa no wi. 2, ain. 1, 1. 1.

(7) (U3wm. - IB, 6p. 110 ot 2008 r., B cuta ot 21.03.2010 r.) JIumara o an. 1 u 3 ca I 1a
yBeOMST B 14-THEBEH CPOK U3MBJIHUTEIHHS qupekTop Ha MAJT npwu:

1. npomsiHa B ajipeca Ha yNpaBJeHUE;

2. 3HAYUTEIIHU IPOMEHU B HHpOpMAIuITa 1o an. 2, T. 2 u 3;

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

4. u3TerisHe Ha M3/ICIMETO OT Ma3apa.

Yn. 29. (U3m. - IB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) (1) B cnyuanre mo 4. 10, an.
2, KOraTo YIbIHOMOIICHHST MPEJCTaBUTEN € perucTpupad mo TwHproBckus 3akoH, momaBa ao WAJI
3asBJICHUE W MPHIpYKaBalara ro J0KyMEHTAIUs 3a u3aeausTa mo wi. 27, an. 1 u/unm mo wr. 28, am. 1
I 3.

(2) YbiHomorieHusT npeacraButen mo ain. 1 yenomsia MAJI npu Besika mpoMsiHa Ha ajpeca
CHl Ha yIIpaBJICHHE.

Yn. 30. (U3m. - IB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) 3a BcuuKH U3ACTHS 110 Y. 2,
ar. 1, 7. 2 mwno wi. 2, an. 1, 7. 3 ot xnac lla, 116 wim I, mycHatn B neiicTBUe Ha TepUTOpHATA Ha
PenyOnuka bwarapus, MAJI Moxxe na TMOWCKAa NaHHW, HISHTUQUIUPANIN H3AETUETO, E€TUKET U
MHCTPYKLUSA 3a ynoTpeoa.

Yn. 30a. (Hos - /IB, 6p. 110 ot 2008 r., u3m. - /1B, 6p. 39 ot 2011 r., B cuia ot 01.01.2012 r.)
(1) VzmbnHuTenHaTa areHIMs IO JeKapcTBaTa MOJIbp)Ka Ha WHTEPHET CTPAaHUIATa CH CIUCHK Ha
MEAWIIMHCKUTE W3JeNus, KOUTO Morar na ObJaT 3alaliaHd ChC CpeAcTBa OT OopKeTa Ha
Hanmonannata 3apaBHOOCHUTYpPHUTENIHA Kaca, OT peMyOJUKaHCKHS OIO/DKET, W3BBH 0OXBara Ha



3abJDKUTEIIHOTO  3[IpaBHO OCUTYpsIBaHE, OT penyOJuKaHCKHs Omoo/ukeT, dYpe3 OlomkeTa Ha
MUHHUCTEPCTBOTO HA TPYJa U COIMAITHATA TIOJUTHKA, OT OI0/DKETa Ha JIeYeOHUTE 3aBEeJICHUS 110 WI. 5 OT
3akoHa 3a JIe4eOHUTE 3aBE/ICHUS, KAKTO M ChC CPEACTBA Ha JICYCOHUTE 3aBCICHUS C JbPIKABHO W/WIH
obmuHcko ydactue 1mo wi. 9 u 10 ot 3akoHa 3a jedeOHUTE 3aBEACHMUS.

(2) Criuchkpt 10 a. 1 chabpxa:

1. oOmm uACHTU(UKAIMOHHN JaHHW U XapaKTePUCTHKH Ha MEIUITMHCKOTO M3CINE,

2. cepTu(UKAIMOHEH ¥ PETHCTPAIIMOHEH CTaTyC Ha MEIUITMHCKOTO U3/IENNE,

3. Thproecka HHGOpPMAIIKs, BKIIFOUUTEITHO IPOAKHA IIeHa 38 MEAUIIMHCKOTO U3/IENIHe, KAKTO U
3a IPOM3BOIUTEIISA/ YITBIIHOMOIICHHUS TPEACTABUTEN WM ThProBela Ha MEAMIIUMHCKOTO U3/ICIHE;

4, croitnoct o wi. 300, ain. 1.

(3) YcimoBusiTa U peabT 3a BKJIFOYBAHE B CIUCHKA MO ajl. 1 M 32 HErOBOTO MOJIbP)KaHE CE
omnpejieNAT B Hapenba Ha MHHHCTEPCKHS CBBET, IpHUETa IO MPEAJIOKEHHE Ha MHUHUCTBbpa Ha
3JIpaBEOIa3BaHETO U MUHHUCTHPA HA TPY/A U COIMATTHATA IMOJIUTHKA.

(4) He ce 3amuamiar c¢bc cpeAcTBa o air. 1 MEIUIMHCKU M3EIHs U3BbH CIIMCHKA 110 ail. 1.

Yn. 3006. (Hos - /1B, 6p. 39 ot 2011 r., B cua ot 01.01.2012 r.) (1) [dbpkaBaTa €KEroaHo
ompezesst CTOMHOCTTA, 0 KOATO Ce€ 3aIulaliaT MEIUIMHCKUTE M3CIUs, BKIIOYCHH B CIIUCHKA IO YL
30a, ai. 1.

(2) YcnoBusita u peabT 3a OnNpeAessiHEe Ha CTOMHOCTTA HA MEIUIIMHCKUTE U3aeus 1o aji. 1 ce
ompeaensaT B Hapeaodara mo wi. 30a, an. 3.

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

(2) (U3m. - OB, 6p. 110 ot 2008 r., B cua or 21.03.2010 r.) UsnbaHuTeNHaTa areHIHs 110
JIEKapCcTBaTa BOAM PETUCTHP, KOWTO ChABPKA:

. HOMEp M JiaTa Ha perucTparus;

. HAUMEHOBaHKUE, BUJI M KJ1aC HAa MEIUIIMHCKOTO H3/CIIHE;

. M€ | aJipec Ha yIlpaBJeHHe Ha 3asgBUTeNs 1o wi. 27, an. 1, un. 28, an. 1 u 3 u uin. 29, an. 1;
. JIaTa Ha 3aJMYaBaHe Ha MEIUIIMHCKOTO U3JICINE OT PETHCTHPA U OCHOBAHUETO 32 TOBA,

. 3a0CJIEKKH 110 BIUCAHUTE 00CTOSTEIICTRA.

(3) (M3m. - B, op. 110 ot 2008 r., B cuia ot 21.03.2010 r.) M3nbaHuTeNHATA areHIUS 11O
JieKapcTBaTa MpeaoCcTaBsl JaHHU 3a PETUCTpalUATa Ha U3enusTa mo wi. 27, ain. 1, un. 28, an. 1 u 3 u no
1. 29, an. 1 npu MOWCKBaHE OT PEryJIaTOPHU OPTaHW Ha JPYTH JbP)KaBH WICHKH WM OT PETyJaTOPHU
OpraHu Ha AbpKaBH OT EBpOMNeiickoTO MKOHOMUYECKO MPOCTPAHCTBO U OT EBponeiickaTa koMucHs.

O~ wN PR

I'naBa Tpera.
KJIMHUYHUAU UBIIUTBAHUSA HA MEIULIUHCKH U3AEJIUSA

Paznea I.
OO0uwu pasnopendoun

Yn. 32. (U3m. - JIB, 6p. 110 or 2008 r., B cuna ot 21.03.2010 r.) KnuHUYHO U3NHUTBaHE C
MEAUIIMHCKY U3Aenus 1o wi. 2, ai. 1, T. 2 u 3 ce mpoBexa ¢ 1edi:

1. moTBBpKIaBaHe, Y€ MPH HOPMAITHU YCJIOBHS Ha yroTpeOa W3/eIHeTO M3IBJIHABA Ha I
noBeye oT (PyHKIUUTE, ONIPEIeTICHH OT MPOU3BOAUTENS;

2. uaeHTUQUIMPaHEe HA HEXKETaH! CTPAHUYHH e(EeKTH TP HOPMAaJTHH YCJIOBHS HA yrnorpeda Ha
H3CIUETO;

3. mpereHKa JIOKOJIKO HJICHTH(QUITUPAHUTE HEXKEJIaHW CTPAaHUYHU €(PEeKTH ca B paMKHTE Ha
MIPUEMITUBUS PHUCK, MPEIIEHEH CIPSAMO IMOJI3aTa OT MPEABUACHOTO MpeIHA3HAYCHIE Ha U3JIETHETO.



Y. 32a. (Hos - IB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) OnensiBaneTo Ha KJIMHAYHATE
JTAHHY OT M3MUTBAHETO CE U3BBPINBA NIPH YCIOBUS, ONIPEICIICHH B Hapea0aTa mo 1. 48, an. 2.

Yn. 33. KnuHMYHO M3MUTBAHE ce MPOBEKIA B JIeYeOHH 3aBEJICHUS 0 CMUCHIA HAa 3aKOHA 3a
JIeYeOHUTE 3aBEICHUS.

Yn. 34. (1) KnuHUYHOTO M3MHMTBAHE C M3JAEIMATA MO Wi, 32 ce MPOBEXIa MPH Clla3BaHE Ha
OCHOBHUTE TPHUHIUIM, KOUTO TapaHTUpaT TMpaBara, OE30MACHOCTTA, 3JIPAaBETO U YOBEIIKOTO
JOCTOWHCTBO Ha YYAaCTHHUIIUTE B U3IUTBAHETO, onpeseieH B JlekmapanusaTa oT XeI3HHKH 33 ETHYHUTE
MIPUHIIMITH TIPY MPOBEXKAHE HA KIMHUYHH U3MUTBAHUS BBPXY XO0Pa.

(2) TIpaBara, Oe30macHOCTTa M 3IpaBETO Ha YYACTHUIMTE B KIMHUYHOTO H3IHUTBAHE CE
MOCTaBSIT HAJl MHTEPECUTE Ha HayKaTa U 0OIIeCTBOTO.

(3) KnuHMYHOTO HM3MHMTBAHE ce MpEANpHeMa M MPOBEXIA, MPH YCIOBHE Y€ MPEIABUIANMHTE
MOJI3U 32 YYaCTHHKA M 332 OOIIECTBOTO ONPABAAaBaT PUCKOBETE.

(4) KnuauuHOTO U3NMTBaHE TPsOBa Ja Ce IJIAHUpa Taka, ue HeyJ00CTBOTO, O0JIKaTa, CTPaxbT U
IPYTUTE MPEABUINMH PUCKOBE BBB BPB3Ka ChC 3a00JISIBAHETO JIa ca CBEJICHU IO MUHUMYM M IIParbT Ha
pUcKa W CcTeneHTa Ha (u3nyecka OoJika Ja ca MPEIBAPUTEIIHO OINPENEICHW M Ja TOJUIekaT Ha
MOCTOSTHEH KOHTPOJI 10 BpEME Ha M3IUTBAHETO.

(5) He ce nomycka mpemoctaBsiHe Ha ()MHAHCOBM WJIM JPYrM CTHMYJH 3a BKIIOYBAaHE Ha
YYACTHHIIM B KJIMHUYHOTO M3MUTBAHE OCBEH KOMITeHCAauu (pa3xou 3a MbTHHU, THCBHH U JIPYTH).

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

Yn. 36. (1) Lsurata uHpOpMaInsa OT KIMHHYHO M3IMTBAHE CE 3aMCcBa, 00pabOTBa U ChXPaHsIBa
[0 HAa4YWH, KOWTO OCUTYpsiIBa TOYHOTO M JOKIIaJBaHE, MHTEPIPETUpPAaHE U MOTBbpxAaBaHe. Jlmunute
JAHHU Ha YYaCTHULUTE B KIMHUYHOTO W3MUTBAHE CE ChXPAHSABAT CHIVIACHO 3aKOHA 3a 3alluTa Ha
JTUYHUTE TaHHU.

(2) Hoxymenrarnusra 1o aji. 1 ce chXpaHsaBa OT INIaBHHs WA KOOPIMHUPAIINS H3CISI0BATEN 3a
cpok 20 romuHW OT JgataTa Ha NPUKIIOYBAHE HA KIMHWUYHOTO W3MUTBAHE W CE€ TPEIOCTaBs MPHU
MOMCKBaHE Ha ChOTBETHATA KOMHCH/CHOTBETHUTE KOMHCHH 1O eThka i Ha MAJL

Yn. 37. (1) KnuauyHO U3MUTBAHE HA M3JIEIHATA 110 Wi, 32 ce A0MycKa caMO BbpPXY JIUIIE:

1. Ha KOETO € TpeJOCTaBeHa TNpPEIABAPUTEIHO MUCMEHa WHGOpPMAIKsS 3a ChIIHOCTTA,
3HAYEHUETO, MOCIIECCTBUATA U CBCHTYATHUTE PUCKOBE HA KIIMHUYHOTO WU3IUTBAHE U B Pa3rOBOP C JICKap
WIH JIeKap TO JICHTaJHA MEJIWIIMHA - WIEH Ha W3CJICIOBATEICKHs €KUM, Ca MYy pPa3sCHEHH IIEIIUTE,
PHCKOBETE, HEyJ00CTBaTa Ha U3MUTBAHETO M YCJIOBHATA, PH KOUTO III€ CE MPOBEXK/IA;

2. xoeTo ¢ MHPOPMHUPAHO 3a MPABOTO CH JIa C& OTKAKE IO BCSIKO BpEME OT M3MHMTBAHETO, 03
TOBA JIa IMa OTPHUIIATEIIHH MMOCIICCTBUS 3a HETO;

3. KOETO € JaJI0 JIMYHO MTMCMEHO HH(POPMHUPAHO ChITIACHE 33 yYacTHE.

(2) Korato nuiero € HECmOCOOHO Ja M3pa3u MHCMEHO ChIIIAacHe, TO MOXE Ja Jajae yCTHO
ChIJIaCHE B MPHUCHCTBHETO HA HE3aBUCUM CBHETeN. CBUACTENAT YAOCTOBEPSBA MUCMEHO, Y€ JIUIETO ©
M3Pa3nIIo JTUYHO HHPOPMHUPAHO CHIIIACKE 3a YUACTHE B KIMHHYHOTO U3ITUTBAHE.

(3) Camo neecrocoOHO JHIle, KOETO pa30Hpa CHIIMHOCTTA, 3HAYEHUETO, MOCIEJACTBHATA U
CBCHTYAJTHUTE PUCKOBE OT KIIMHUYHOTO W3MUTBAHE, MOXKE Ja Jaje HHPOPMHUPAHO ChIiacue Imo ai. 1, T.
3 u an. 2. UHhopMUpaHOTO CHIVIACHE 33 y4acTHUE B KIMHUYHO M3MHMTBAHE MOXE Jla ObJIC OTTEIJICHO MO
BCSIKO BpeMe 0e3 OTPHUIIATSITHH MOCIIEACTBUS 3a JIUIETO.

(4) KiIMHUYHOTO W3MUTBAHE BHPXY OrPAHHUCHO JIEECIIOCOOHO MBJIHOJETHO JIUIE MOXE Ja Ce
OpOBEXIa Cliell TOoJyYyaBaHe Ha MHCMEHO WH(POPMHUPAHO ChIJIACHE OT JIUIIETO W OT 3aKOHHHSA MY



npencrasutel. Ha orpanndyeHo 1eecnoco0HO MBIHOIETHO JHUIIE Ce MpelocTaBs HHpopManusiTa 1o ai. 1,
T. 1 B ChOTBETCTBHE C HETOBaTa CIIOCOOHOCT 3a paz0OupaHe. M3pu4HOTO My KEJIaHHE J1a C€ OTTEIJIH I10
BCSAKO BpeME€ OT KIMHUYHOTO HM3NHUTBaHE TpsAOBa Ja ObJe B3ETO MPENBHUJ OT H3CIENOBATENs, a IMpH
HEOOXOJUMOCT - OT TJIABHUS M3CIIEI0BATEI.

(5) Undopmupano chriacue 3a HEACECIIOCOOHO ITBIHOJETHO JIMIIE MOXE Jia Jaje 3aKOHHHUSAT
MY TIPEJCTaBUTEIL.

(6) B ciyuaure mo wi. 162, an. 3 or 3akoHa 3a 3/1paBeTO MH(OOPMHPAHO ChHIVIACHE JlaBa
HA3HAYEHOTO OT Cha JIHIIC.

Yn. 38. (1) KnuHMYHOTO W3MUTBAHE BBHPXY MAJIOJIETHO JIMIIE MOXE Ja Ce MPOBEXKIA Cle[
MoJIlyyaBaHe Ha MUCMEHO HMH(OPMHUPAHO CHIVIACHE OT 3aKOHHHUTE MY IPEACTABUTEIH - OT JBamara
POJIUTENH WU OT HACTOWHUKA HA JTUIIETO, IIPU Clla3BaHe M3UCKBaHWATa HA wi. 37, an. 1, 1. 1 u 2 m an. 3.
Korato equHMAT poaMTeN € HEM3BECTEH, TIOYMHAI MJIM € JIMIIEH OT POJUTEIICKU IMpaBa, WM HE ca My
[IPEOCTABCHH TAKHBa MPaBa B CIIyYauTe Ha pa3Boji, MUCMEHO HH(MOPMHUPAHO ChIJIACHE JaBa POIUTEIIAT,
KONTO ynpa)XHsiBa POJUTEIICKUTE MPaBa.

(2) KiMHMYHOTO W3MHMTBAaHE BBPXY HEMBJIHOJCTHO JIMIE MOXE Ja Ce IPOBEXIa Cie[
MOJTy4aBaHe Ha MUCMEHO WH(GOPMHUPAHO CHIVIACHE OT JIMIETO M OT 3aKOHHUTE MY MPEJACTABUTEIHN - OT
JBaMarta POAMTEIHM WM OT MOMECYUTENS My, IIPU Clla3BaHe W3MCKBaHuATa Ha wi. 37, an. 1, 1. 1 u 2 u an.
3. Koraro enmuHUAT poIuTeN € HEM3BECTEH, TOYMHAJ WU € JIMIIEH OT POJAMTEICKH TpaBa, WU HE ca MY
NPEJOCTABCHH TaKWBa MpaBa B CAy4aWTe HA pa3BOJ, NHUCMEHO HH(POPMHUPAHO ChIVIACHE JaBa
HEIBJIHOJICTHOTO JIMIIC U POJUTEIAT, KOUTO YIpaXKHsIBA POJUTEICKUTE MPaBa.

(3) Ha masoneTHOTO MM HEBJIHOJETHOTO JIMIE CE MPEAOCTaBsi HHPOPMAIUsA 33 ChIIHOCTTA,
3HAYCHUETO, IIOCIEACTBUATA, CBCHTYAJHUTE PUCKOBE M TMOJ3HTE OT KIMHUYHOTO H3MUTBAHE IIO
pa3bupaeM 3a HErO HA4YKH OT JIeKap C MPHU3HATA CIICIUAIHOCT 110 AETCKU OOJIECTH MM JCTCKU IICHXOJIOT.

(4) Coraacuero Ha POAMTENIUTE WM HACTOMHHUKA TPsOBA Ja MpECTaBIIsABa MpeanoaracMara
BOJIA HAa MaJIOJICTHOTO JIMIIE M MOXE Ja ObJe OTTErJCHO IO BCSAKO BpeMe MPH IMPOBEXKIAHE Ha
KJIMHAYHOTO U3MUTBaHE 0€3 OTPHIIATSITHH TOCIEACTBHS 32 MaJIOJIETHOTO JIUIIE U/WITH 32 TSIX.

(5) Coriacuero Ha HEBIHOJICTHOTO JIMIE ¥ HA POJAUTEIINTE HITH Ha MOTICUYUTENS MOXKeE J1a Ob1e
OTTETJICHO IO BCSKO BpPEMe B IpoOIleca HAa MPOBEKIAHE HA KIMHUYHOTO M3MHMTBaHE 03 OTPHUIIATEITHU
MOCTICICTBHS 3a TAX.

Un. 39. Pemenuero 3a BKIIOYBAHE B KIMHUYHO HM3MUTBAHE HA MAaJIOJIETEH, HEIBJIHOJICTEH,
HEJeeCroCO0eH WIIM OTPaHWYEeHO Jeecroco0eH MBIHOJETeH MAallMeHT, KOraTo He MOXE Ja Ce B3eMe
CMENIHO WH()OPMUPAHO CHIJIACHE OT POAUTENUTE/POAUTENS WM CHOTBETHO OT HACTOWHHKA WM OT
TIOIEYUTEIIS U KOraTO HENMOCPEACTBEHATA 1€ € CIIacsABaHE HA )KMBOTA MY, C€ B3€Ma Hall-MaJKo OT JBaMa
JIEKapH, HE3aBUCHUMU OT BB3JIOKUTEIIS M OT TJIaBHUS WM KOOPAUHUPALIUS U3CIEA0BaATE.

Yn. 40. (1) KnuHMYHO M3MHUTBaHE BHPXY OPEMEHHU MOXKE Jla Ce MpPEANpUeMe U TIPOBEKIA TIPU
CIIa3BaHC HN3HNCKBAHHUATA HaA YJI. 37 caMO B CJIy4auT€, KOrato HsAMa JOKa3aHHu APYru aJITCPHATHBHU
METO/IM 32 U3BBPIIIBAHE HA JUATHOCTHUKA WIIU JICYCHHE U KOraTo TOBA HE 3aCTpalllaBa )KMBOTA U 3[PaBETO
Ha OpeMeHHaTa M )KU3HEeCIOCOOHOCTTa Ha IUIoAA.

(2) Pemenunero 3a BKJIIOYBaHE B KIMHHUYHO HM3MHUTBaHE B ClIydyauTe Mo ajl. 1 ce B3ema OT
JIeKapcKka KOMHCHS, CBhCTaB€HAa OT  CHCIHAIMCTH, HE3aBHCHMH OT BB3JIOKHTEIS H  OT
TJIAaBHUS/KOOPIUHUPAIIUS U3CIICI0BATEI.

Yn. 41. (1) Tlo BpeMe Ha M3MHUTBAHETO YYACTHUKBT MPHU TMOMCKBAHE MOJy4aBa JOMBIHUTEIHA
uH(pOpMaLKs OT HE3aBUCUMO OT BB3JIOKUTENS JIUIIE.

(2) TMucmenata wuHpoOpMaIysl, NPEAOCTaBIHA HA YYAaCTHUIMUTE B KIMHUYHO W3IHUTBAHE,
ChJIbPIKa JAHHU 3a KOHTAKT C HE3aBUCUMOTO JIMLE 110 a. 1.



Y. 42. (1) [Tpu mpoBekaaHe Ha IHOIEHTPOBO MM MHOTOLIEHTPOBO KIMHHUYHO M3MUTBAHE HA
Teputopusta Ha PemyOiuka Bbiarapus, KOraro BB3JIOXHTEIAT HE € YCTAaHOBEH Ha TEPUTOpHsITA Ha
EBporieiickust ¢hi03 WM Ha TEPUTOPHUATA HA JbpikaBa 0T EBpONEiCKOTO HKOHOMHYECKO MPOCTPAHCTBO,
TOM YITBIHOMOIIIaBa CBOM MPEICTABUTEIN, YCTAHOBEH HA TepuTopusTa Ha PermyOnuka beirapus.

(2) (U3m. - 1B, 6p. 110 or 2008 r., B cuma or 21.03.2010 r.) Ilpu mpoBexmane Ha
MHOTOI[CHTPOBO KJIMHHYHO W3IHUTBAHE HA TEPUTOpUATA HA Penybnuka beirapus u Ha TepuUTOpHATA HA
Apyra JbpXKaBa WICHKa/AbpXKaBU WICHKH, W/WIM Ha TEPUTOPHUITA HA JIbpikaBa/IbpKaBU OT
EBpONEiHCKOTO MKOHOMHYECKO MPOCTPAHCTBO, W/WIIM HA TEPUTOPHUSITA HA TpPETa IbPXKaBa, KOraro
BB3JIOKUTESIT HE € YCTAHOBEH Ha TEPUTOPHUATa Ha EBpOMENCKHUS CHI03, TOH YIIBIHOMOIIABA CBOW
OPE/CTABUTENl, YCTAHOBEH Ha TEPUTOPHATA HA Jbp)KaBa WICHKA WM AbpXKaBa OT EBpPONEHCKOTO
HKOHOMHUYECKO MPOCTPAHCTBO.

(3) YIbIHOMOIIEHHSAT MPEACTABUTEIN 10 al. 1 Wi 2 HOCH OTTOBOPHOCT 3a MPOBEXKIAHETO HA
KJIMHUYHOTO M3MHUTBAaHE Ha TepuUTOpusATa Ha PenyOnmuka bbiarapus CbIriaacHO IeHCTBAIIOTO
3aKOHO/IaTEJICTBO.

(4) (Orm. - B, 6p. 110 ot 2008 r., B cria ot 21.03.2010 r.)

(5) (Otm. - IB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.)

(6) (Orm. - IB, 6p. 110 ot 2008 r., B cria ot 21.03.2010 r.)

(7) (Otm. - IB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.)

Y. 43. (U3wm. - [IB, 6p. 110 or 2008 r., B cuna ot 21.03.2010 r.) (1) KnMHHYHOTO M3IMTBaHE
Ce U3BBPIIBA 110]] PHKOBOICTBOTO Ha U3CIIEA0BATEIL

(2) KoHTpoabT BBPXY KIHHHYHOTO H3MMTBAHE CE M3BBPIIBA OT BB3JIOXKHTEISA WIH OT
VITBIIHOMOIIEHUSI MY MPEACTaBUTEN 1Mo wi. 42, an. 1 wiaM 2, WM OT HA3HAYEHO OT HEro JMIE -
Ha0JIroaBartl.

(3) ITo BpeMe Ha KIMHMYHOTO M3IUTBAHE JEKap, CHOTBETHO JIEKAap IO JIEHTaJIHA MEIHIIUHA,
poCyIe/siBa 3[paBOCIOBHOTO ChCTOSIHUE HA YYaCTHHKA U TIPH HEOOXOIUMOCT MpEANpHeMa ChbOTBETHUTE
MEIUIIMHCKA MEPKH.

(4) UsuckBaHuWsTa KbM BB3JIOKUTENS, TIABHUS WIH KOOPAUHHUPAIIHMS HM3CICI0BATET U KbM
HaOIF0IaBalMsl U TEXHUTE 3abJDKEHHUS IPH MPOBEKIaHE HA KJIMHUYHOTO HU3IUTBAHE CE ONMPENEIAT C
HapenOara 1o 4. 48, an. 2.

Un. 44. (1) Bb3M0XKHUTENAT M TIIABHUAT WIM KOOPAMHUPAIIUAT H3CIEAOBATEN CKJIFOYBAT
JIOTOBOP 3a 3acTpaxoBKa, IOKpUBalla OTTOBOPHOCTTa MM 3a NPUYMHEHUTE IPU WIM IO IOBOJ
MIPOBEXKIAHETO HAa KIMHUYHOTO U3NUTBAaHE HEUMYIIIECTBEHU U UMYIIECTBEHH BPEIU Ha YYaCTHUIUTE.

(2) Bb3mokHTENAT HOCH OTTOBOPHOCT B ClIy4yail Ha yBpEXIaHE Ha 3[PaBETO WM HA CMBPT,
MPUYMHEHU MPU WK 10 MOBOJ IMPOBEXKIAHETO HA KIMHUYHOTO W3MUTBAaHE, KOraTO HM3IUTBAHETO €
MPOBEXJIAHO CHIVIACHO U3MCKBAHUATA U MPOLIEYPUTE HA 0100pEHHS OT KOMHCHUSATA 110 €TUKA TUIAH.

(3) I'MaBHUAT WM KOOPIUHHUPALIMAT U3CIEI0BATENl HOCH OTTOBOPHOCT B CIyYail Ha yBPEKIaHE
Ha 37paBETO WJIM Ha CMBPT, IPUYMHEHNU MPU WM 10 NTOBOJ MPOBEXKIAHETO HA KIMHUYHOTO M3IHUTBAHE,
KOraTo He ca CIa3eHu U3MCKBaHMATA U MPOLEAYPUTE Ha 0JJ0OPEHHS OT KOMHCHSITA [0 €THKA IJIaH.

Paszgea I1.
Pa3pemienne 3a npoBe:kaaHe HA KJIMHUYHO U3MUTBaHe

Y. 45. (1) KnuHUYHUTE W3MATBAHKUS HA MEAMIIMHCKU U3AeIus mo wi. 2, ai. 1, 1. 3 ot kiac I,
Ha UMIUTAHTUPYEMH METUIIMHCKU W3JIeHs M Ha WHBA3WBHU MEIUIIMHCKU W3JENHs 3a MPOIBJDKUTETHA
ymorpeda mo wi. 2, ain. 1, 7. 3 ot kmac lla wim 116 u Ha w3gemusara mo @wi. 2, an. 1, 1. 2, KOUTO ce



NpOBEXJAT Ha Tepuropusita Ha PenyOnmuka bbarapus, morar ga 3amo4Har ciiel MOJydyaBaHe Ha
MIOJIOKUTETTHO cTaHOBHIIE 0T KoMucHsATa 1O €THKa 32 MHOTOIICHTPOBU M3MUTBAHUS WM OT KOMUCHSTA
[0 €THKAa KbM CHOTBETHOTO JICUEOHO 3aBelIeHHE, Ch3/1a/ICHU ChC 3aKOHA 3a JIGKAPCTBEHUTE MPOAYKTH B
XyMaHHAaTa MEIUIIMHA, ¥ HA pa3pelIeHHe OT U3IIbIIHUTETHHS qupekTop Ha MAJL

(2) KnuHuyHWTE U3NUTBAHUS HA MEIUIIUHCKU M3ENINs, PA3IMYHK OT TE3H IO aj. 1, KOUTO ce
NPOBEXIAT HAa Tepuropusita Ha PemyOnmka Bbiarapus, morat na 3amovHaT ciiell yBEAOMsBaHE Ha
M3MBIHUTETHUS qupekTop Ha MAJI, ako chOTBETHATa KOMHCHS TI0 €THKA 10 ajl. 1 e jana moJI0KUTEITHO
CTaHOBHIIIE.

(3) Pasmopendute Ha an. 1 m 2 ce mpwiaraT ¥ 3a MEIUIMHCKHA u3nenus ¢ HaneceHa "CE"
MapKHPOBKA, KOTaTO KIIMHHYHUTE U3IMUTBAHUS CE MPOBEXK/IAT C IEJI CMSIHA HA MPEJHA3HAYCHUETO UM.

Un. 46. BB3JIOKHUTENAT WIHM TIABHUSAT WIH KOOPAUHUPAIIUAT M3CICIOBATE MOXKE Jla MOAaje
3asBJICHME 3a YBEJOMSBAHE WM pa3pellaBaHe 3a MNPOBEXKJaHE Ha KIMHUYHOTO H3MUTBAHE [10
ChOTBETHATa KOMHCHS 110 €TuKa 1 10 MAJI eqHOBpEMEHHO WIIM MIOCJIEI0OBATEHO.

Yn. 47. (1) Ilpu MHOTOLEHTPOBO KJIMHHUYHO H3MMTBAHE Ha TepUTOpUATa Ha PemyOimka
bearapus numara mo uin. 46 momaBar 3asBieHWe A0 Kommcusara mo eTruka 3a MHOTOICHTPOBHU
W3MUTBAHUS.

(2) TIpu eqHOIIEHTPOBO KIMHHUYHO MU3MHMTBAHE HA TepUTOpUATa Ha PenyOnuka beiarapus mumara
o wi. 46 Morar ja nmoaanat 3asBiieHue 10 KoMucusTa 1Mo eTrKa 3a MHOTOIICHTPOBH M3ITUTBAHMS HITH JI0
KOMUCHSTA 10 €THKA, Ch3/1aJileHa B ChOTBETHOTO JIeueOHO 3aBe/IeHUE.

Yn. 48. (1) 3a mosiyuyaBaHe Ha CTAHOBHINE OT CHOTBETHATa KOMMCHS 10 CTHKA TJIABHHSIT,
ChOTBETHO KOOPAMHUPALIHUAT U3CIEI0BATEN WIH Bb3JI0KUTEIAT, IPEICTaBs:

1. amMuUHHECTpAaTHBHA TOKYMEHTALUS,

2. uHpopMaLus 3a y4acTHUK;

3. IOKyMEHTAIH 3a TUTaHa Ha W3ITUTBAHETO;

4. TOKyMEHTAIMs 3a U3UTBAHOTO MEAULIMHCKO U3/IEIHE;

5. JOoKyMeHTamus 3a TEXHHYECKUTE BB3MOKHOCTH Ha JIe4eOHOTO 3aBeJeHHE |
npodecroHalHaTa KBaTU(pUKALMS Ha U3CIEI0BaTEICKUS SKHUIT;

6. M3TOYHMK Ha (UHAHCUPAHE W AIMUHUCTPATHBHA OPTaHU3AIUs Ha U3ITUTBAHETO.

(2) CpappkanneTo Ha JOKyMEHTalusTa 1o an. 1 ce ompenens B Hapeqda HA MUHHCTHPa Ha
3[IpaBEOIa3BaAHETO.

(3) Koraro xommucusiTa MO0 €THKA YCTaHOBH, Y€ JOKYMEHTAIMATa MO al. 1 ¢ HembiHa, T
yBeIOMsIBa 3asiBUTENSI B 14-THEBEH CPOK U MY J1aBa CPOK 3a OTCTPAHSIBAaHE HA HEIIBJIHOTHUTE.

(4) Komucwusita o eTrka u3rorssi cranosuile B 30-1HEBEH CPOK OT MPEACTABSIHETO HA BAIUIHA
JOKYMEHTAIsl, KOETO MPEeocTaBs Ha Bb3aoxkuTensd u Ha MAJL

Yn. 49. (1) Korato CTaHOBHINETO Ha KOMHUCHSTAa 1O €THKa Mo wi. 48 e oTpuiaTenHo,
BB3JIOKHUTEIAT B 14-7THEBEH CpPOK OT JaTaTa Ha YBEJIOMIIEHHETO MOXKE Jla 00kallBa PEIICHHETO 0
[lenTpamHaTa KOMHCHS 1O €THKA, Ch3/IaJieHa ChC 3aKOHA 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHAaTa
MEIUIIMHA.

(2) Uentpannata komucus 1O eTUKa B 14-IHEBEH CpPOK OT JaraTta Ha IOJIyuaBaHE Ha
MUCMEHOTO MCKaHE OT BB3JIIOKHUTEINS C€ TIPOU3HACS C PEIICHHE.

(3) Pemenuero Ha lleHTpamHaTa KOMHUCHS 1O €THKA € OKOHYATEIHO W 3aJb/DKUTEIHO 3a
KOMHCHSITA TI0 €THKA.

Yn. 50. (1) (U3m. - JIB, 6p. 110 or 2008 r., B cuima ot 21.03.2010 r.) 3a mosay4yaBaHe Ha
paspelieHre 3a MPOBeXIaHe Ha KIMHUYHO M3MUTBaHe 1o wi. 45, an. 1 Be3noxutensaT nogasa g0 MAJI



3asiBJICHHE 110 00pas3ell, IPUAPYKEHO ChC CIICAHATA TOKYMEHTAIIHS

1. uneHTH(UKANMOHHYN TaHHU 32 MEAUIIMHCKOTO M3IENIMe Ha XapTHEH U CIICKTPOHEH HOCUTET,

2. TUIaH Ha KJIMHAYHOTO U3IUTBAHE,

3. Opolrypa Ha U3clieI0BaTeN,

4. TOKyMEHTAIlHs 3a [MoJly4yaBaHe Ha MH(OOPMHUPAHO ChIJIACHE;

5. nexiapanus OT MPOU3BOJAUTEINS TAJIM CHOTBETHOTO U3JIENIUE MOXKeE J1a ObJIe ONpPEeNICHO KaTo
HA3IeIne 1o Wwi. 3, T. 2, 3 unu 4;

6. mekymapaius OT MPOU3BOJUTES TAIH IPU POU3BOJICTBOTO HA MU3ACIHETO 1Mo wi. 2, ai. 1, T. 3
¢ M3I0JI13BaHa HEXKU3HECTIOCOOHA JKMBOTHHCKA ThKaH WIJIM HEKU3HECIIOCOOHHU MPOIYKTH, MOJYyY4EHH OT
KUBOTHHCKH THKaHH;

7. WMeHaTa Ha W3CIENOBATEIWTe, HA TIJIABHUS WM TJIABHUTE W3CIIEIOBAaTeId WM Ha
KOOPMHUPAIIHS M3CIICA0BaTeN, KAKTO 1 HAMMCHOBAHHMETO U ajjpeca Ha JIeYeOHUTE 3aBE/ICHUS, B KOUTO
Ce MPOBEXK/1a KIIMHUYHOTO M3IUTBAHE,

8. HauayiHa, KpaiiHa Jata u rpadukK Ha MPOBEKTAHUTE U3CIICIBAHUS,

9. MOJIOKUTEIIHO CTAHOBHINE OT KOMMCHSATA [0 €THKA, KOTaTO BB3JIOKHUTEIAT € IOaall
MOCJICIOBATEITHO 3asBJICHUS 110 W1, 46;

10. nmexmaparusi, 4e MEAUIMHCKOTO H3JICIUE CHOTBETCTBA HA NPUIOKHMHUTE CHINCCTBCHU
W3UCKBaHUS, C M3KJIFOUYCHUE HA TE3U, KOUTO ca OOEKT Ha KIMHUYHOTO M3IHMTBAHE, U Y€ Ca MPEIABUICHU
BCUYKH TPEANAa3HA MEPKH, HEOOXOIMMHU 3a 3allliTa Ha 37paBeTO W 0E30MaCHOCTTa HA YYACTHHIIUTE B
W3MUTBAHETO U HA M3CIICIOBATEIICKHS CKHIT;

11. moroBop 3a 3acTpaxoBKa, OKPUBAIlla OTTOBOPHOCTTA Ha M3CJICAOBATEIIS U HA BH3JIOKHUTEIIS
32 IPUYMHEHUTE UMYIIECTBEHH U HEMMYIICCTBEHU BPEIM HAa YYACTHUIUTE B M3IMHUTBAHETO MPHU WIH TI0
MIOBOJI MPOBEX/IaHE HA KIIMHUYHOTO U3IUTBAHE,

12. IpoeKT Ha JOTOBOP MEXIY BB3JIOKHUTEIS U JICUCOHOTO 3aBE/ICHUE;

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

(2) (Orm. - IB, 6p. 110 ot 2008 1., B cuia ot 21.03.2010 1.)

(3) (M3m. - IB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) IIpu eqHOBpEeMEHHO MOIaBaHEe Ha
3asBlCHUS TO wWi. 46 BB3IOKUTEIAT MOXKE Ja MPEICTaBH CTaHoBHWIIeTo mo ai. 1, T. 9 cuen
MOJIy4aBaHETO MY, HO HE TTO-KBCHO OT Cpoka mo wi. 51, an. 1.

(4) (M3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Bb310KuTensIT AeKIapupa, ue
nogaaeHata 10 MAJI u 1o komucHsTa 1o eThka nHGOopMaIns B JOKYMEHTAIUITA € HICHTUYHA.

(5) (Hosa - JIB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) CeabpkaHHeTO Ha
JOKyMeHTarusTa 1mo ai. 1 ce onpenens ¢ Hapeadara no wr. 48, an. 2.

Y. 51. (1) MsneiaHUTEIHATA areHIUs M0 JIeKapcTBaTa OICHSBA MoIa/IcHaTa JOKYMEHTAIHS 110
qi1. 50 B 60-1HEBEH CpOK OT JaTaTa Ha MOJIaBaHETO M.

(2) (U3m. - B, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) M3nbiHuTeNHATa areHIUs 110
JIeKapcTBaTa MOXeE Jia TIOMCKA TOMBIHUTENHA HH(pOpMaIKs, CBbp3aHa ¢ JOKyMEHTalusATa mo wi. 50, ai.
1.

(3) B cinyyaute mo ajn. 2 60-mHEBHHST CPOK CIUpa Jia TE€Ye JIO MPEJICTABSIHETO Ha MCKaHaTa
JOKYMEHTAITHS.

(4) Usnpaautennust aupektop Ha MAJL B cpoka 1o ain. 1 yBemoMsiBa TUCMEHO Bb3JIOKHUTEINS,
ge.

1. pa3peraBa npoBexIaHETO HAa KITUHUYHOTO U3MUTBAHE, WIIN

2. U3MIATBAHETO HE MOXKE Ja OBJIe MPOBEICHO, KaTO ITOCOYBA MOTHBHTE 32 OTKa3a.

(5) B ciuyuaute mo am. 4, T. 2 BB3AOKHTEIAT MOKe B 30-IHEBEH CpPOK OT Jarara Ha
yBenomiieHreTo aa npeactasu B MAJI 3adBienue, NpOMEHEHO B ChOTBETCTBUE C U3JIOKEHUTE MOTUBH 32
HEMpHeMaHe Ha MPOBEXKIaHETO Ha KITMHUYHOTO U3MHUTBAHE.

(6) B 30-mHeBeH CpOK OT jaraTa Ha MpEACTaBAHE HA MPOMEHEHOTO 3asBieHue mo ar. 5 MAJI



YBC,Z[OMSIBa MNUCMCHO BB3JI0KUTECIIA, UC.

1. pa3penraBa NpoOBEXIAHETO HA KIIMHUYHOTO U3MHUTBAHE, WIIH

2. U3MIAUTBAHETO HE MOXKE Ja OBJ/Ie MPOBEEHO, KaTO IOCOYBA MOTHBHTE 32 OTKa3a.

(7) Ipermuc oT pa3pelIeHHETO 3a MPOBCKIAHE Ha KIMHUYHOTO H3MUTBAHE CE M3Ipalla B
JIEYEOHOTO 3aBENECHIE, [IOCOUYEHO B 3asBieHueTo 1o wi. 50, ai. 1.

(8) Ilpu HempousHacsiHE B CpOKa MO ail. 1 BB3IOKUTEIAT MOXE Ja 3all0YHE HM3CIICABAHETO
BEJIHAara.

Yn. 52. (1) Usnbaaurennusat aupekrtop Ha MAJI MOTMBHpaHO OTKa3Ba H3[aBaHETO Ha
paspelieHre 3a TMPOBEXKAAaHE Ha KIMHUYHO HM3MHMTBAaHE Ha TepuTopusara Ha Pemybnmka bwirapus,
KOraTo:

1. He ca npeacTaBeHN JOCTATHUHO J0KA3aTEICTBA 32 OUAKBAHUTE HAyUYHU U MEAMIIMHCKH MOJI3U
0T ynoTtpebaTa Ha MEIUIIMHCKOTO U3/eIne,;

2. He ca TpeACTaBeHH YOEAWTEIHM JOKa3aTeNCcTBa 3a 0€30MacHOCTTAa Ha YYAaCTHHUIIMTE B
U3MUTBAHETO W/WITH HA M3CIICI0BATEICKHS CKHIT;

3. mpenocTtaBeHaTa MH(POPMALUS 32 OIECHsABAaHE OE30MaCHOCTTa HA KIMHHUYHOTO W3IUTBAHE €
HEJOCTAThYHa,

4. [nelcTBUETO Ha W3AEIUETO HE OTroBaps Ha NPEJHA3HAYEHHETO, OIpPENEICHO OT
MIPOU3BOIUTENS.

(2) Otkazbr Mo an. 1 mojyiexku Ha OOXKaJIBaHE MO pejia Ha AJIMHHUACTPATHBHOIPOLIECYATHHSI
KOJIEKC.

(3) (M3m. - B, 6p. 110 ot 2008 r.) M3mbiaHKUTEIHATA areHIMs IO JISKapCcTBaTa yBEIOMsIBA
peryjJaTOpHUTE OpPraHu Ha JPYruTe AbPKABU UICHKH, PEryJaTOPHUTE OpPraHu Ha IbpPKABUTE OT
EBporeiickoTo NKOHOMHYECKO IPOCTPaHCTBO U EBponeiickaTa komucus 3a 0TKa3a o aji. 1 u npeacrass
MOTHUBHUTE 3a TOBA.

Y. 53. (1) BB310KUTETSAT MOKE IO BCIKO BpeMe Ja MpaBy MPOMEHHU B IJIaHA HA KIMHUYHOTO
W3IUTBAaHE, Pa3JINYHU OT ChIIECTBEHUTE MPOMEHH.

(2) B cnyyante 1o ain. 1 Bb3JIOXKHUTEIAT ChXpaHABa TOKYMEHTALUATA, CBbP3aHa C IIPOMEHUTE, U
s mpenoctasst Ha UAJI 1 Ha CbOTBETHATa KOMHCHS 10 €THKA.

Y. 54. (1) Bb3n0XKUTEIAT MOKE Ja MPUIOKH TUIAHUPAHH ChHIIECTBEHN MPOMEHH B IUIaHA Ha
KJIIMHUYHOTO M3MHUTBAHE.

(2) B ciyyante no an. 1 BB3JIOXKHUTENAT MOJaBa 3asBICHHE, MPUAPYKEHO C JTOKYMEHTAIHs,
CBBp3aHa C MPOMEHUTE, JI0 ChOTBETHATa KOMHUCHS 10 eTrka u 10 MAJL

(3) Komucwusita o etuka B 15-1HEBEH CPOK OT MOJTYYaBAHETO HA 3asBJICHHETO 110 ajl. 2 U3TOTBS
CTAaHOBUIIIE U IO TIPEIOCTaBs Ha Bb3IoxkuTeNs U Ha MAJL.

(4) B 15-nHeBeH cpok OT JaraTa Ha MOJy4aBaHE HA CTAHOBHUIIE OT CHOTBETHATa KOMHCHS IO
€TUKA U3NBJIHUTEIHUAT qupektop Ha MAJL:

1. u3naBa 1OMBIHEHNE KbM Pa3peIIEHUETO 32 MPOBEXKIaHe Ha U3MUTBAHETO, C KOETO 0J100psiBa
MpOMsIHATa Ha IJIaHa, UITN

2. MOTUBHUPAHO OTKa3Ba ChIIECTBEHA MpOMsHa 1o ai. 1.

(5) OTka3wT 1o an. 4, T. 2 He TMOUIEKH Ha 0OKaIBaHE.

(6) Axo B cpoka mo ain. 4 3asBUTENAT He moiydu oTka3z or MAJI, Toit Moxke aa mpoBexaa
KJIMHUYHOTO M3MHUTBAHE CHIIIACHO IPOMEHEHUS TIIaH.

(7) (Homa - 1B, 6p. 110 ot 2008 r.) B cny4yaute 1o ai. 4, T. 2 mpyu MHOTOLEHTPOBO M3ITUTBAHE
NAIJI yBenomsiBa peryjaaTOpHUTE OpraHU Ha 3aCETHATUTE AbP)KaBU YJICHKU WM PEryJIaTOpPHUTE OpraHu
Ha Abp>KaBUTE OT EBpONecKOTO MKOHOMUYECKO NTPOCTPAHCTBO, aKO y4acTBaT B U3MUTBAHETO, 3a OTKa3a
U TIpe/icTaBsi MOTHUBUTE 3a TOBA.



Yn. 55. (1) Ilpu BB3HHMKBaHE Ha HOBH OOCTOSTEJICTBA, KOWTO MOraT Ja 3acTpaliar
0e30MmacHOCTTa HAa YyYaCTHUIMTE B KIMHAYHOTO H3IMTBAaHE 110 BpEME Ha MPOBEKIAHETO MY,
BB3JIOKUTEIST M HM3CICHOBATEIAT MpPEANpPHEMAT CIEHIHA MEPKHA 3a 3alldTara MM OT BHE3amHO
BB3HUKHAJINTE PHCKOBE.

(2) (U3m. - [IB, 6p. 110 ot 2008 r.) B ciaydante 1o ai. 1 BB3JIOKUTEIAT MOXKE Ja:

1. U3BBPIIM IPOMEHH B TUIaHa HAa KJIMHUYHOTO HU3IUTBAHE;

2. IPEeKpaTH KIMHUYHOTO M3MHUTBAHE MPEIH NMPEABUACHUS B IUIaHA HA KIMHUYHOTO M3MUTBAHE
CPOK.

(3) (M3m. - IB, 6p. 110 or 2008 r.) Be3mokutensat He3abaBHO MH(OPMHUpPA CHOTBETHATA
komucus 1o eruka u MAJI 3a:

1. mpeanpueTUTe MEPKH, IPUYMHKUTE 38 HAJTATAaHETO UM U IIPOMEHHTE B IUIAHA;

2. TIpeKpaTsBaHe Ha KJIMHUYHOTO M3MUTBAHE MPEIU MPEIBUACHHS B IUIaHA CPOK M MPEICTaBS
MOTHBHTE 3a TOBA.

(4) (Hosa - JIB, 6p. 110 ot 2008 r.) B ciryuaute mo an. 3, . 1 MAJI yBegomsiBa peryiaTopHUTE
OpraHd Ha 3aCETHATUTE JbPXKABU WICHKH MM PEryJaTOPHUTE OPraHu Ha JbpxaBute OoT EBporeiickoTo
HKOHOMHYECKO MPOCTPAHCTBO, KOHWTO y4acTBAaT B M3IMTBAHETO, 3a MPEANPHETHTE MEPKH H 3a
[POMEHHTE B IJIaHA U TPEICTaBs MOTHBHTE 3a TOBA.

(5) (Hosa - JIB, 6p. 110 ot 2008 r.) B ciryuaute mo an. 3, 1. 2 MAJI yBegomsiBa peryiaTopHUTE
OpraHd Ha JPYIHTE IbPXKABU UICHKH, PETYJIaTOPHUTE OpPraHH Ha JbpXKaBuTe OT EBporeiickoTo
HKOHOMHUYECKO IPOCTPAHCTBO W EBporeiickata KOMHCHs 3a IMPEXKIAECBPEMEHHOTO IPEKpaTsBaHE Ha
KJIMHUYHOTO U3MUTBAHE U MPEICTaBs MOTHBUTE 32 TOBA.

Yn. 56. (1) (M3m. - 1B, op. 110 or 2008 r., B cuina ot 21.03.2010 r.) Bw3ioxwurensT Ha
KIIMHUYHOTO W3MUTBAaHE € JUTbKeH Ja mpenoctaBs Ha MAJl mpu mouckBaHe JOKYMEHTAIUs, KOSITO
ChIbpIKA:

1. 00110 omMHMCcaHUe Ha U3/ICIMETO U Ha HErOBOTO MPEIHA3HAYCHUE,

2. TIPOEKTAHTCKH YEPTE)KH, TMPOU3BOJCTBEHH METOJH, BKJIIOYUTEIHO IO OTHOIICHHWE Ha
CTePHIIN3AIUATA, JUarpaMH Ha KOMITOHCHTH | JICTaiId, HAYMHH HA CBbP3BaHE U JIPYTH;

3. omucaHue W OOSCHEHHS HAa YEPTEKUTE W JUATPAMHUTE W JICHCTBHETO Ha MEIMIIMHCKOTO
U3JIeIue;

4. pe3ynTaTuTe OT aHajJM3a HA PHCKA M CHMCHK HA MPHIOKECHUTE HAMIBJIHO WJIH YaCTUIHO
cranfapti mo wi. 13, anm. 1 W onucaHuWe Ha MPHETUTE TEXHUYECKH PEIICHHs 3a OCHTypsiBaHE Ha
CHOTBETCTBHUE ChC CHINECTBEHUTE NU3NCKBAHUS, KOraTO CTAHIAPTUTE HE Ca MPHUIOKCHH,

5. pe3ynTature OT M3MHUTBAHUATA, TIPOBEIICHH OT PEryJIaTOPEH OpraH Ha bpXKaBa WICHKA WJIH
ot EBporieiickaTa areHiusi 1mo JieKapcTBaTa NMPH OILEHSABAHETO Ha KA4eCTBOTO M 0O€30MacHOCTTa Ha
BEIIECTBOTO 10 CMHCHIA HA WI. 3, T. 2, 3 WK 4, KaKTO U MPH OICHSIBAHETO HA TOJ3aTa OT HErO BHB
BpPB3Ka C MpeIHa3HAYCHHUETO Ha U3EITHETO;

6. mpennpueTUTe MEPKH 3a HaMalliBaHE HA PUCKA OT MH(EKIMU, BKIIOUCHH B CHCTEMara 3a
yIpaBjieHHEe Ha pPUCKa B CIIydaWTe Ha WU3JE/IUE MO Wi. 2, al. 1, T. 3, Ipu IPOM3BOJICTBOTO HA KOETO €
W3I0JI3BaHa HEXKHM3HECIOCOOHA XMBOTUHCKA THKAH WU HEXKHU3HECTIOCOOHU MPOAYKTH, MOJIYYECHU OT
YKUBOTHHCKH THKaHH;

7. pe3ynraTUTe OT MPOSKTAHTCKUTE HW3YKMCICHHS W TPOBEACHUTE MPOBEPKU M TEXHUYCCKH
M3IHUTBAHU.

(2) (U3m. - JIB, op. 110 ot 2008 1., B cua ot 21.03.2010 r.) BB310KUTENAT HA KIMHUYHOTO
M3MUTBAHE € JUTh)KEH JIa ChXpaHsBa JOKyMEHTaIusATa mo ai. 1 3a cpok 15 roawnm ciex 3aBbpiiBaHe Ha
KIIMHUYHOTO M3MUTBAHE - 32 M3/ICIHATA M0 WI. 2, al. 1, T. 2 ¥ 3a UMIIAHTUPYEMHU HU3JIEIHS 110 Wi. 2, all.
1, 1. 3, u 5 roguHM - 3a w3menUATa Mo wi. 2, ai. 1, T. 1.

(3) (M3m. - B, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) [Tpou3BOIUTENAT € JUTHKEH 1A



OCUTYpHU TIPOW3BOJACTBEH MPOILIEC, NMPU KOUTO MEIULUMUHCKUTE W3JENus, NMpeAHa3HAYEHU 3a KIMHUYHO
M3MUTBaHE, CE MPOU3BEXKIAT B CbOTBETCTBHE C IOKYMEHTAIUATA 1Mo ai. 1.

Yn. 57. (1) B cpok 90 nHu cien NpUKIIOYBaHE HA KIMHHUYHOTO W3IHMTBAHE BBH3JIOKUTEIST
npenctas B MAJl m Ha CchOTBETHAaTa KOMHCHS IO €THKAa OKOHYATEJICH JOKJIAJ, KOWTO ChIbpiKa
OMHMCAaHWE Ha METOJNOJIOTHATA WM OPraHU3alMsATa, KPUTHYHA OICHKA W CTAaTHCTUYECKU aHaIW3 Ha
MOJIYYCHHUTE JTAHHH.

(2) Hoxmagpt mo ai. 1 ce MOAMKUCBA OT BB3JIOKHUTEIS W OT BCHUYKU H3cieaoBartenu. Korato
HSKOW OT M3CJICI0BATEIMTE OTKAXKE Jia IO MOAIMILE, TOH MpujIara MMCMEHO MOTHBHTE CH.

(3) Hoxmanpt mo ai. 1 0060OIIaBa JaHHHUTE, MMOJyYECHH OT BCHYKH JICUCOHM 3aBEJACHUS M OT
BCUYKHU YYACTHHIIM B H3IIMTBAHETO.

(4) JluunuTe NMaHHM HA YYAaCTHHIIMUTE B M3MUTBAHETO, ChABPXKAIIM CE B JOKJIaga 1Mo ai. 1,
TpsiOBa 1a ObJAT KOAUPAHH.

Yn. 58. (1) MsmbiHUTENHATa areHIWs IO JIEKapCTBaTa BOJM PETMCTBhD Ha HU3JaJCHUTE U
OTHETHUTE pa3pelICHHs 3a MPOBSKIAHE HA KIMHUYHHN H3ITUTBAHHMS.

(2) U3mpiHUTEIHATA areHIMS 110 JISKapCcTBaTa OPraHMU3upa U Ch3/laBa CHCTEMa 3a PErucTparus,
aHaJM3 U 0000I[aBaHe HA HACTBHIIMIM MHIUACHTH C MEIUIMHCKA U3JICIIHS 110 BPEME Ha IPOBEXKIAHETO
Ha KIMHUYHUATE U3IIATBAHHUS.

(3) Iporeaypara 1o mpocieAsBaHe Ha OE30MACHOCTTa Ha MEJAUIMHCKUTE U3JCIHS B X0Ja Ha
KIIMHUYHOTO M3IIUTBAHE Ce ompeess B Hapeabara mo wi. 48, an. 2.

Yn. 59. (1) Usneaautennuar aupekrop Ha WAJl mMoxke cbc 3amoBes BPEeMEHHO Ja CIIpe
MPOBEX/IAHETO HAa M3MUTBAHETO MJIM Ja TO MPEKpaTH, KOraro:

1. M3MUTBAHETO CE MPOBEXAA MPH YCIOBHUS, PAa3IUYHU OT ONpEACICHHUTE NMPHU H3/aBaHE Ha
paspelIeHneTo;

2. e Hanu1e MHQOpPMAITUS 32 ONIOPOYaBaHE HAYYHATA BAJIMIHOCT HAa M3IIUTBAHETO;

3. ChLIECTBYBA PUCK 3a 0€30MaCHOCTTa Ha YYaCTHUIUTE.

(2) Mpenn na npeanpueme neiicteusita mo an. 1, MAJI nucMeHo yBenoMsiBa 3a HAMEPEHHSATA
cH:

1. BB370XKHUTENS ¥ KOOPIMHHUPAIIUS W3CIIEI0BATEN, OTTOBOPEH 3a MPOBEXIaHE HA U3MUTBAHETO
Ha BCUYKU JIeYeOHH 3aBe/IeHHs], WIN

2. BB3JOXKHTENS W TIIABHUS HM3CIIEAOBATEN, OTrOBapsIl 3a CHOTBETHOTO JICUEOHO 3aBE/ICHUE,
KBJETO TPsiOBa Ja ce CIpe U3MUTBAHETO.

(3) B 7-mHEBeH CpOK OT YyBEIOMIICHHETO IO aj. 2 BB3IOKHUTEIAT WIA TJIABHHUAT WU
KOOPAMHUPALIMAT U3CIEI0BaTENl MOXeE J]a MpelocTaBy MMcMeHH o0sicHeHus 10 MAJL

(4) Anuees 2 He ce mpwiara, aKo ChIIECTBYBa HEMOCPEACTBEH PHUCK 3a 3paBeTO M
0€30MacHOCTTa Ha YYACTHULIUTE B U3MUTBAHETO.

(5) BamoBeata mo amr. 1 Moxke ga Obae  oOkanmBaHa MO pena Ha
AJIMUHHCTPAaTUBHOIIPOLIECYATTHHS KOJEKC, KaTO 00KaJIBaHETO HE CIIUPA U3IBIHEHUETO.

(6) I'MaBHUAT WM KOOPAMHUPAIIUAT H3CIEA0BATEN YBEIOMSBA YYACTHUIUTE B KIMHHYHOTO
M3MUTBaHE 3a 3amoBe/Ta o ai. 1.

Yn. 60. (M3m. - IB, 6p. 110 ot 2008 r.) (1) Ilpu mpekpaTsiBaHe Ha KIMHHYHOTO M3MUTBAHE
M3MBIHATETHUAT aupektop Ha MAJl yBemomsiBa He3a0aBHO peryjgaTOpHHTE OPraHM Ha JIbPKABUTE
YJICHKH WM PEryJaTOPHUTE OPraHd Ha JAbpiKaBUTe OT EBPOMEHCKOTO MKOHOMUYECKO MPOCTPAHCTBO M
EBporeiickara komucus 3a 3armoBeara 1o wi. 59, an. 1 u npencTaBs MOTHBHTE 3a TOBA.

(2) B ciiyuait Ha BpeMEHHO ClIUpaHe Ha KJIMHUYHOTO M3MUTBAHE M3MIBJIHUTEIHUAT TUPEKTOP Ha
HAJl yBenomsiBa He3a0aBHO pETyJIaTOPHUTE OPraHM Ha 3acerHATHTE Ibp)KaBH 4WICHKA WM Ha



IbpXKABUTE OT EBpPOMEHCKOTO MKOHOMHUYECKO IMPOCTPAHCTBO, KOWTO y4yacTBaT B H3MHUTBAHETO, 3a
3amoBenATa 1o wi. 59, an. 1 u mpeacraBs MOTUBHUTE 3a TOBA.

I'maBa yerBbpTAa.
HOTUPULIUPAHU OPT'AHU

Y. 61. (1) Paspemienue 3a u3BBbpIIBaHE HAa OIEHSIBAHE HA CHOTBETCTBHETO HA METUIIMHCKH
U3JICNUS Ce W3JaBa Ha (PU3MYUECKO WIIM IOPHIUYECKO JIMIIC, PErHMCTPUPAHO MO ThProBCKHs 3aKOH, OT
npencenarens Ha J[bp>kaBHATa areHIUs 32 METPOJIOTHYCH U TEXHHUYECKU HAI30pP.

(2) Junero mo an. 1 momaBa o mpencenaresis Ha JbpkaBHaTa arcHIUS 32 METPOJIOTHYCH W
TEXHUYECKH HAJI30p MUCMEHO 3asBJIICHUE, B KOETO IOCOYBA W3JCIUSATA M IMPOLEAYPUTE, 32 KOHTO
KaH/1IaTCTBA.

(3) KM 3asBi1€HHETO 110 all. 2 Ce IpuJjarar.

1. ynmocroBeperme mo uwi. 33 OT 3aKOHAa 3a TBPrOBCKUS PETUCTBP, KOTATO JIUIETO €
peructpupano 1mo ThbproBCKHUsl 3aKOH, MJIM KOITHE Ha aKTa 3a Ch3J]aBaHe, KOraTo JIUIETO € Ch3JaJICHO ChC
3aKOH WJIHU ¢ aKT Ha MUHHUCTEPCKHUS ChBET;

2. YIOCTOBEpEHHUE, Ue JIMIETO HE € OOSIBEHO B HECHCTOSTEITHOCT MM HE € B MPOU3BOJICTBO 32
00sBsIBaHE B HECHCTOSATEIHOCT;

3. JIOKyMEHTH, yJIOCTOBEpsBAIllH, Y€ JIMIETO HSIMA MAPUYHU 33bJDKCHUSI KbM Jbp)KaBaTa HJIH
KbM OOIIIMHA 10 CMHUCHIA Ha JIaHBYHO-OCUTYPUTEIHHSI MPOLIECYalIeH KOJCKC, YCTAHOBEHU C BJIS3BJI B
CHJla aKT Ha KOMIIETEHTCH OpraH, WM 3aIbJDKCHHS KbM OCUTYPUTEIHU (OHIOBE, OCBEH aKo
KOMIICTEHTHHST OPIaH € JOMYyCHAJ Pa3cpOYBaHE WK OTCPOUYBAHE HA 3abIDKCHHSITA,

4. xomus Ha TPYAOBU W/WIH TPaXTaHCKU JOTOBOPHU Ha MepcoHalia, JOKYMEHTH 32 00pa3oBaHue,
JOMBJIHUTEIHO PUA00HTa KBATH(DUKALIUS;

5. Komne Ha JOrOBOpa, KOraTo JIMIETO y4acTBa B OOCIMHEHHS Ha THPTOBCKHU JPYXKECTBA WIIH
OpraHu3alIni;

6. KomHsI Ha JIOTOBOPHUTE C MOAM3ITBIIHUTEINTE, KOTaTO CE Bh3JIaraT U3CJeIBaHUS ¥ U3ITUTBAHMUSI
Ha JIPYTH JINIIA;

7. KomMe Ha JIOTOBOpa 3a 3aCTPaxoBKa, KOATO TIOKPHBA pPHCKA TPU HU3IBJIHECHHE Ha
3aIbJDKCHUATA MIPH U3BBPIIBAHE HA JEHHOCTUTE MO OIICHSIBAaHE Ha ChOTBETCTBUETO;

8. nexmapanus, dYe JMIETO, MEPCOHAIBT W TOAM3IBIHUTEIUTE HE Ca YYacTBAIUA IPH
MIPOCKTHUPAHETO, MPOM3BOJICTBOTO, JOCTaBKaTa M MOHT@Ka Ha H3JEIHATA, YHETO OIECHSABAHE I
W3BBPIIBAT, KAKTO M Y€ HE Ca YITBIHOMOIICHH TPEJICTAaBUTEIN MM KOHCYITAaHTH Ha IPOU3BOIUTEIIS,

9. Komue Ha JOKYMEHTHpAHWTE MPOLEAYPHU 3a OICHSIBAHE HAa CHOTBETCTBHETO, 32 KOWTO
KaHJMJIaTCTBA;

10. nexnaparust 3a OE3MPUCTPACTHOCT, C KOSATO CE€ TapaHTUpa, Y€ U3IBIHCHHETO Ha
3abJDKCHUATA HA TEPCOHAJa HE C€ BJIMSC OT MOPAJICH HATHCK M (PMHAHCOBH MOAOYAM OT JIMIIA,
3aWHTEPECOBAHU OT PE3YJITATUTE OT OICHIBAHETO;

11. nexnaparusi, ue MEPCOHATBT € OOBBP3aH C M3UCKBAHETO 3a OMa3BaHe Ha MpodecHoHaIHATA
TaiiHa OTHOCHO MH(OpPMAIIKITA, KOSTO MMOJIydaBa IPH M3BBPIIBAHE HA JCHHOCTTA,

12. nanHu 3a npo)eCHOHATHUS OIUT Ha MEePCcoHala U Ha MOIU3IIBIHUTEINTE, aKO UMa TaKHBa,
KOHMTO JIOKa3BaT MEAMIIMHCKATa U TEXHUYECKaTa KOMIETEHTHOCT U TPUAOOUTHS OIMKT 3a OICHSIBAaHE Ha
MOCOYCHHUTE B 3asBJICHUETO M3JCIHS IO MPHIOKUMHUTE 33 TAX MPOIEAYPH, BKIFOUUTECIHO OIMHT HpPU
ChCTaBsIHE Ha TPOTOKOJIH, TOKJIAAHN U CepTH(HKATH;

13. cmpaBka 3a TEXHHYECKUTE CPEACTBA, HEOOXOIMMHU 3a W3BBHPIIBAHE HAa HM3MUTBAHUSA H
M3CJIeIBAHMS, KOUTO Ca 9acT OT MPOIEIYPUTE 3a OLEHSABAHE Ha ChOTBETCTBHETO, C KOMUTO pa3roJjarar
COOCTBEHUTE My JIaOOpaTOpUHU 3a W3MUTBAaHE W/WIM J1a0OpaTOpUUTE 3a WM3MHUTBAHE, C KOUTO HMa
CKJTFOUEHH JIOTOBOPH, M KOIHUSA Ha CEpTU(PHUKATHTE 3a aKpeAMTAIMS Ha JIaOOpaTOPHHTE, KOraTo MMa



TaKWBa,

14. cnucwk Ha cTagaapTute 1o wi. 13, an. 1 unm moHorpaduute Ha oduranHara dpapmakomnes
B PenyOmmka bearapus mo wi. 13, an. 2, wim oOuure TexHU4Yecku crenudukammu no 4. 13, an. 3,
OTHACSIIIH C€ J0 M3ACTHITa, IOCOYCHHU B 3asBJICHUETO,

15. MeroaMKuM M HHCTPYKLUMH 3a U3IUTBAHE HA U3JENMsITA, KOraro HE C€ H3IO0I3Bar
craggaptute 1o wi. 13, an. 1 unu moHorpaduute Ha opunuanHata papmakores B Penyonuka beiarapus
o wi. 13, an. 2, wnm obuuTe TeXHUYECKH crienupukanuu mo wi. 13, a. 3;

16. xomnus Ha JOKYMEHTHUTE, YAOCTOBEPSIBAIU 3aBBPIICHO 00pa3oBaHKe, 0O0yUYCHUE 32 OJUTOP,
npodecroHanieH U oauTOpcKku onuT cbritacHo u3uckBanuaTa Ha BJIC EN 1SO 19011 na omuTopa, Koito
e W3BBPIIBA OICHSIBAHE HA BHEIPEHATa CHUCTEMa IO KayeCTBOTO, KOTaTO TOBa CE€ H3HMCKBAa OT
MpolLeypara 3a oleHsIBaHe Ha ChOTBETCTBHUETO,

17. HapBYHUK U TIPOLIEAYPH HA CUCTEMATA 110 KA4eCTBOTO;

18. moxyMeHT 3a IJIaTeHa TaKca 3a OICHSBaHE Ha MpEACTaBeHaTa JOKYMEHTAIUs B pa3Mep,
ompeseseH B Tapudara mo wi. 7, ai. 1.

(4) Koraro nuiieTo, KOSTO KaHAMIATCTBA 3a MOJIydaBaHE Ha pa3pellicHHE 3a OLCHSABAHEC Ha
CBHOTBETCTBUETO, TMPEICTaBH CEPTUPUKAT 3a aKpPEIUTalMs ChIVIACHO CTAHJAPTH, IIOCOYEHH B
ChOTBETHATa Hapenba mo wi. 18, mpuema ce, 4ye TO mMa (QyHKIHOHHpAIIA CHUCTEMa IO KadeCTBOTO,
OTroBaps Ha M3HMCKBAHUATA 33 HE3aBUCHMOCT, OC3MPUCTPACTHOCT, KOH(MHUICHIIMAIHOCT U TPUTEKABA
HeoOXxouMaTa KOMIIETEHTHOCT. B TO3H cilydail TUIleTo He mpeacTaBs JOKyMeHTUTe mo ai. 3, 1. 8, 10,
11u 17.

Yn. 62. (1) [pencenarensat Ha [IbpkaBHAaTA arcHIUS 32 METPOJIOTUYCH U TEXHUYESCKU HAI30D
OIpeJielisd ChC 3aloBe/l eKCIIepTHA KOMUCHUS, KOATO OLIEHsBA IpeICTaBeHaTa JJOKyMeHTauus mo wi. 61,
an. 3 wim 4.

(2) Komucusara mo an. 1 ce cbhcToM OT MpeAcTaBUTENM Ha J[bpkaBHATa arcHIMs 3a
METpPOJIOTHYEH U TEXHUUYECKU HAJ[30D, ONpe/ielIeH OT HelHus npencenaren, u Ha MAJI, onpenenenu ot
U3IBJIHATEIIHUSA U JUPEKTOP.

(3) IIpu HEOOXOAMMOCT B KOMHUCHSATA 10 al. 1 Morat jia ObJaT NPUBJICYCHH BHHIIHHU €KCIICPTH,
KOUTO MPUTEKABAT 3HAHUSA U MPAKTHUECKU OMUT B 00JIaCTTa HA ChOTBETHUTE U3JIENIHUS.

(4) Koraro ce yCTaHOBSAT HEM'BIHOTH U HECHOTBETCTBHS C M3MCKBAHUSITA HA JOKYMEHTAI[HSATA
no an. 1, npencenarensat Ha JIbp)kaBHaTa areHIMs 32 METPOJIOTHYEH U TEXHUYECKH HaJ30p MpelocTaBs
Ha 3asBUTENS KOMME OT €KCIIepTHaTa OIlEHKa Ha KOMHUCHUsATA MO an. 1 u ompexaens AByMecedeH CpPOK 3a
OTCTpaHsBaHEeTO MM. Jl0 OTCTpaHsBaHE HAa HEMBbJIHOTUTE U HECHOTBETCTBHUATA CPOKBT MO 4i. 63, ai. 5
crjpa J1a Teye.

(5) Koraro 3asBHTENSIT HE OTCTPAHM MPOIMYCKUTE W HECHOTBETCTBUSTA B CpPOKa Mo aji. 4,
IpoLeyparTa ce MpeKkparsBa.

Y. 63. (1) B nBymeceueH cpok OT jaraTa Ha MoJaBaHe HA BaJWIHA JOKYMEHTAIHs 1Mo 9. 61,
an. 3 wim 4 xomucusaTa mo uin. 62, an. 1 wu3BBpIIBA MpOBEpKa Ha MICTO 3a YCTAHOBSBAHE
KOMITETCHTHOCTTAa Ha KaH/JHMJaTa ¥ BB3MOXXHOCTTA JIa U3ITHIHSABA 3asBCHHUTE IMPOICTYyPH 33 OICHSIBAHE
Ha CHOTBETCTBUETO. 3a U3BBPIIBAHE HA MPOBEPKA Ha MSICTO CE 3allialla Takca B pa3Mep, OompeiesieH B
Tapudara o ui. 7, an. 1.

(2) Korato mpu mpoBepkata Ha MSCTO CE€ YCTAHOBST HECHOTBETCTBHUS MEXIy IpeCTaBeHATa
JOKyMeHTarus 1o wi. 61, an. 3 wiu 4 v u3UCKBaHUATA 32 OICHIBAHE Ha ChOTBETCTBUETO, ONPE/ICIICHU B
HapenouTe mo wi. 18, mpeacenarenar Ha JIbp>kaBHATa areHIIHs 32 METPOJIOTUYEH M TEXHUYECKH HA/I30D
MMUCMEHO YBEJIOMSIBA 3asBUTEIIS U OPEICIIS IBYMECEUEH CPOK 3a OTCTpaHsABaHETO M. Jlo oTcTpaHsIBaHE
Ha HECHOTBETCTBHATA CPOKBT M0 all. S5 criupa Ja Teye.

(3) Koraro 3asBUTENAT HE OTCTPAHH YCTAHOBEHHUTE HECHOTBETCTBHSI B OMPEACIICHHS 10 all. 2
JIBYMECEUEH CPOK, MpejcenaTesT Ha J[bpkaBHATa areHIHs 32 METPOJIOTUYCH U TEXHUYECKU HAI30p C



MOTHBHMpaHa 3aIloBe]l OTKa3Ba W3aBaHETO Ha pa3pelieHue.
(4) Komucusra mo an. 1 B 1ByMecedeH CpOK OT MPOBEpKaTa Ha MSCTO M3rOTBS CTAHOBHIIE JIO
npejcenaTenss Ha J[bp)kaBHaTa arcHIUS 3a METPOJIOTHYEH M TEXHWYECKH HAI30p C MOTHBHPAHO
HpEIIOKEHUE 32 0JO0PEHKE 3a HOTU(DHUIUPAHE WK 32 OTKA3.
(5) B 6-meceueH cpok OT MOAAaBaHETO HA JOKyMeHTauusta mo wi. 61, am. 3 wm 4
npejcenaTensT Ha JIbpiKaBHAaTa areHIMs 3a METPOJOIMYEH M TEXHHUYECKM HaI30p YyBEIOMsBa
3asABUTENIS, Y€ € 0J00peH 32 HOTH(DHIIMPAHE WITH M3[aBa MOTHBHPAHA 3aII0BE]T 32 OTKa3.

Yn. 64. (1) IIpencenarensat Ha JIbpkaBHATA arcHIMS 3a METPOJIOTMYCH M TEXHUYECKH HAIA30P B
CpPOK 10 TpH IHH OT yBeIOMIJICHHETO mo wi. 63, am. 5 oOsBsBa mpen EBponeiickaTta KOMHUCHS U
JTbPKaBUTE WICHKH 000peHuTe ria mo wi. 61, an. 1.

(2) UnenTudukannOHHUAT HOMEP Ha JIMIATa 1O ai. 1, Hapu4aHu "HOTH(HUIMPAHU OpraHu”, ce
onpenaeins ot EBponeiickaTta KOMHUCHS.

(3) Mpencenarensat Ha JbpkaBHAaTa areHIMS 3a METPOJOTMUYCH M TEXHUYCCKH HAI30p H3/aBa
Ha HOTU(UIUPAHUTE OPTaHU IO all. 2 pa3pelieHUe 32 U3BBPIIBAHE OLICHSIBAaHE HA ChOTBETCTBUETO.

(4) mero u agpechT Ha opraHa Mo air. 2, MEAUIUHCKUTE H3ACIHS W MPOIEAYPUTE 3a
OLICHSBAHE Ha CHOTBETCTBUETO ce MyOnuKkyBar B "Oduimanex BecTHUK 'Ha EBpornelickus cbio3.

Y. 65. [Ipouenypute 3a oleHsBaHE HAa ChOTBETCTBUETO MOTaT Jia Ce U3IbIHABAT OT OPraHu 3a
OLICHSIBaHE Ha CbOTBETCTBUETO, 00siBeHHU Ipesl EBponeiickata KOMUCHS OT APYTH AbP>KaBU YIECHKH.

Y. 66. Pa3periennero 3a M3BbPILIBAHE OLEHIBAHE HA ChOTBETCTBHETO ChbPIKA!

1. HauMeHOBaHNE Ha OpraHa, U34aJ] Pa3pelICHUETO;

2. uMe/HaMMEHOBaHME, CEHANMINEG, aapec Ha YIpaBJIeHHE M IPEACTABUTEICTBO HA
HOTU(UIPAHUS OPTaH;

3. MEUIIMHCKUTE U3EIHs U IPOLIeTypUTE 3a OLIEHSIBAaHE HAa ChOTBETCTBUETO UM,

4. nata Ha U3JaBaHE HA Pa3pEIICHUETO;

5. UIeHTU(PUKALIMOHHNS HOMEP Ha HOTU(QUIIMPAHUs OpraH 1o 4i. 64 , an. 2.

Y. 67. (1) B peructepa mo wi. 19 or 3akoHa 32 TEXHUYECKUTE U3UCKBAHUS KbM MPOTYKTUTE CE
BIIMCBAT:

1. nannHuTE O UII. 66;

2. 1aTaTa Ha OTHEMaHe Ha Pa3pelIeHUeTO U OCHOBAHUATA 32 TOBA.

(2) Hannute mo am. 1 ce oOsBsiBar B oduimanHus OrJeTHH Ha J[bp)kaBHaTa arceHIMs 3a
METPOJIOTMYEH U TEXHUYECKH HAJ30D.

Yn. 68. (1) Hotuduuupanute opranu ca JUIbKHH J1a YBEIOMST Hpejcenatens Ha J[bpkaBHaTa
areHUus 3a METPOJIOTMYEH U TEXHUYECKHU HAJ30D MpH:

1. npomeHu B MpaBHUS M aKpEOUTALMOHHUS CTAaTyC, CTPYKTypara, o0XBaTa Ha JEWHOCTTAa U
IIPOLIEYPUTE 3a OLICHSBAHE HAa CbOTBETCTBUETO;

2. IPOMEHH B CHCTEMATa MO Ka4eCTBOTO, PHKOBOJICTBOTO HIIM MEPCOHANA, KOUTO BIHSIST BEPXY
U3IIBJIHEHUETO Ha NIPOLIEYPUTE 3a OLEHABAHE HA CbOTBETCTBUETO,

3. IpOMsIHA Ha MTOIU3ITBIHUTEIUTE;

4. mpoMeHHU B 0OCTOSITENICTBATA, CBbP3aHH ChC 3acTpaxoBkaTa mo wi. 61, an. 3, 1. 7.

(2) Jlumata mo axn. 1 momaBar o mpexcenarens Ha J[bp)kaBHaTa arcHIMs 32 METPOJIOTHYCH U
TEXHUYECKH Ha/A30p JOKYMEHTAIUATa, CBbp3aHa C IPOMEHUTE, U 3allIallaT Takca B pa3Mep, ONpeIesIeH
B Tapudara mo ui. 7, ain. 1.

(3) B cpok o enuH Mecell OT oJjaBaHe Ha JJOKYMEHTAIMsTa 110 ajl. 2 eKCIIepTHATa KOMHUCHUS 110
. 62, an. 1 U3roTBs CTaHOBUILE 10 IpeAcenaTens Ha J[bpiaBHaTa areHUUs 3a METPOJIOTUYEH U



TEXHUYECKH HAA30p 3a 0100psiBaHe HA IIPOMEHUTE.

(4) B ciyyanTe, KoraTo mpoMEHHTE IO ail. 1 Hajmarat IMpoBepKa Ha MSCTO, KOMHUCHSATA 10 4Il.
62, an. 1 B AByMeceueH CpPOK OT IO/aBaHE HA JOKYMEHTALUATa MO all. 2 WU3TOTBS CTAHOBHIIE IO
npezacenatens Ha Jlpp)kaBHaTa areHIUS 3a METPOJOTMYEH W TEXHMYECKH HaI30p 3a OJ00psBaHe Ha
MIPOMEHHTE.

(5) Bw3 ocHoBa Ha craHOBHIIETO IO al. 3 M 4 mpencenarensT Ha Jbp)kaBHATa arcHIMs 3a
METPOJIOTHYEH M TEXHUYECKH HA/I30p ChC 3aloBe] M3/aBa JOMBIHEHHE KbM Pa3pelieHHeTo Mo 4wi. 64,
ain. 3.

(6) Koraro mpu mpoBepkata Ha JOKyMEHTAIMsTa 110 ajl. 2 WIK TP MPOBEpKaTa Ha MSCTO ce
YCTaHOBST MPOIYCKU WJIM HECHOTBETCTBUS C M3UCKBAaHUATA Ha HapeaouTe mo wi. 18, koMmucusra no 9.
62, an. 1 maBa mpeanucaHue ChC CPOK 3a OTCTPaHSABAHETO WM. Jl0 M3MBJIHEHWE Ha MPEANUCAHMUATA
CpOKOBeTe 10 aj. 3 Wi 4 criupaT Ja TeKar.

(7) Koraro HOTH(UIIMPaHUTE OPTaHK HE M3IBJIHSAT MPEAIMCAHUATA 10 al. 6, IpeiceiaTeNsT Ha
JIbpkaBHATa areHIMs 3a METPOJIOTMYEH M TEXHHUYSCKH HA/I30p ChC 3aloBe] OTKa3Ba M3JaBaHETO Ha
JOM'BIIHEHHE KbM Pa3peleHHETO.

Un. 69. 3a pasmupsiBaHe o0XxBaTa Ha pa3pelIeHHETO 3a W3BBPIIBAHE OLEHSBAHE Ha
CHOTBETCTBHETO CE€ M0JIaBa 3asBJICHUE 110 pea Ha wi. 61.

Yn. 70. (1) Hotudunupanure opranu ca JTBKHH J1a TPEACTaBIAT B JbpkaBHAaTa areHIus 3a
METPOJIOTHYEH U TEXHUYECKH HaJ30p FOJIMUIIEH JOKJIaJ 3a eHHOCTTa cH, KOUTO BKJIIOUBA HH(pOpMaLUs
3a U3BBPIICHUTE OLEHKH 32 ChOTBETCTBHETO HA MEIUIIMHCKH M3/IEIH, IPEISIBEHH PEeKIaMallnu, Kajaou
U IIpeANpHETUTE IeHCTBUS IO PelIaBaHeTo UM B cpok 110 31 siHyapu ciieiBalara roauHa.

(2) Komue Ha mokinana mo an. 1 ce mpenocTassi Ha M3IBJIHUTEIHUS qupekTop Ha MAJT.

Y. 71. (1) Komucuu, onpesieneHn ChC 3aloBe]] Ha IpeaceaaTess Ha J[bpikaBHATa areHIus 3a
METPOJIOTHYEH M TEXHUYECKH HaA30p, IMpH TOJUIIHWUTE IJIAaHUPAaHU MPOBEPKH HMHCIEKTHPAT
U3IIBJIHEHUETO Ha MPOLEYPUTE 3a OLIEHABAHE HA CbOTBETCTBHUETO.

(2) U3BbHpemHM TPOBEpPKH Ha MSICTO HAa HOTU(PHUIMPAHUTE OpPraHH C€ HW3BBPIIBAT TPHU
NoJTy4aBaHe Ha CUTHAJIM, ’KaJIOU U peKIaMalluy, CBbP3aHHU C IEHHOCTTa UM.

(3) Korato mpu mpoBepKHTE CE€ YCTAHOBAT IMPOIYCKH B JCWHOCTTa Ha HOTU(PHUIUPAHUTE
OpraH, IpeacenarenaT Ha Jlbp)kaBHAaTa arcHIMs 3a METPOJIOTMYEH M TEXHUYECKH HaA30p HU3JaBa
MIPEIUCAaHUE ChC CPOK 32 OTCTPAHSIBAHETO HM.

(4) Tpencenatensar Ha JbpkaBHATAa arcHIUS 32 METPOJIOTUYCH U TEXHUUYCCKH HAJ30p M3/1aBa
3aMoBej] 32 BPEMEHHO CHHUpaHe JeHHOCTTa Ha HOTHU(QHUIMPAHUTE OpraHU JO OTCTpaHSIBaHE Ha
nponyckute 1o aji. 3. Konue Ha 3anoBeara ce nsnpamia Ha MAJL

Yn. 72. (1) Mpencenarensat Ha JIbprkaBHATA arcHIUS 32 METPOJIOTHUCH U TEXHUYECKU HAI30D
ChC 3allOBEJ] OTHEMA pa3pelICHUETO 3a W3BBPIIBAHE OIICHSIBAHE HAa CHOTBETCTBUETO, KOTaTo IpH
MIPOBEPKUTE CE YCTAHOBH, Y€ HOTU(PUIIMPAHUSAT OPTaH:

1. e mpecTanan 1a OTroBaps Ha HAKOE OT YCJIOBUSATA, IPU KOUTO € U3/]aJIEHO Pa3peIeHUEeTo;

2. HE € B CBCTOSIHHE Ja TPOIBIDKA H3IBIHEHHETO Ha TPOLEAYPUTE 3a OICHsSBaHE Ha
CBbOTBETCTBUETO;

3. He M3IBJIHSBA MPOIIETyPHUTE 32 OICHsSBaHE HAa ChOTBETCTBHETO ChOOPA3HO M3MCKBAHUATA HA
ChOTBETHUTE Hapeabu mo 4. 18;

4. He e TIpeanpueNT MEPKU 3a OTCTpPaHsIBaHE Ha MPOMYCKUTE 1Mo wi. 71, ai. 3 B ompeneneHus
CPOK.

(2) Komue Ha 3amoBenra o ain. 1 ce usnpania Ha MAJI.



Un. 73. Ilpencenarensat Ha JIbpikaBHATa areHIMs 32 METPOJIOTUYEH M TEXHUYECKU HAI30p
yBenomsiBa EBponeiickata KOMHCHS U ABP/KAaBUTE WIEHKU 332 OTHETHTE pa3pelleHHs Mo wi. /2 U 3a
W3BBPIICHATE TPOMEHU 10 WiI. 68, am. 1, 1. 1.

Y. 74. (1) JIuuero, Ha KOETO € OTKAa3aHO M3JaBaHe Ha paspelicHue 1Mo 4wi. 63, an. 5, Moxke 1a
MoJiajie HOBO 3asBJICHHE 3a pa3pelieHue He Mo-paHo OoT 6 Mecema OT JaraTta Ha BPHUBAHETO Ha
3aI10BE/ITa 3a OTKA3.

(2) Hotuguuumpan opras, Ha KOWTO € OTHETO pa3pelleHHeTo 1Mo wi. 72, ain. 1 Moxe 1a nojane
3asiBJICHHE 32 HOBO pa3pellleHre He MO-PaHo OT €JIHA I'OJMHa OT JiaTaTa Ha BPhUBAHETO Ha 3allOBE/ATA 3a
OTHEMaHe Ha pa3peIIeHUueTo.

Un. 75. OTKa3wT 3a HN3J1aBaHC Ha paspClICHHE 3a M3BHPUIBAHC OLUCHABAHE HAa CbOTBECTCTBHCETO,
KakKTO M 3anoB€ATa 3a OTHCMAHC Ha pa3pClICHHUCTO MOXKCE 1a 6’bI[aT o0’kaJIBaHU 10 p€aa Ha
AI[MI/IHI/ICTpaTI/IBHOHPOI_[ecya.J'IHI/ISI KOJCKC.

Y. 76. (1) Hotuduuupanust opran u3zaBa cepTudUKAT, YA0CTOBEPsBALL ChOTBETCTBUETO ChC
CBIIECTBEHUTE M3UCKBAHUS, MPIJIOKUMHE 33 U3ICITUETO, C BAMAHOCT S5 TOAMHU MM MPaBH MOTHUBUPAH
OTKa3.

(2) (U3m. - B, op. 110 or 2008 r.) Koraro HOTH(GUIMPAHUSAT OpraH YCTaHOBH, Ye
IIPOU3BOUTENAT HE € M3MBJIHWI WM € MpecTaHal Ja HU3IbJIHABA HM3UCKBAHMATA, ONPEIEICHH B
HapeaOuTe 1o wi. 18, uiau ca MpoMeHEeHH yCIOBUATA, TIPU KOUTO € OWII M3/1a7ieH cepTU(PUKATHT, U KaTO
OTYeTe CTENEHTa Ha HEChOTBETCTBHUE, OTHEMA CepTU(UKATa WIK BPEMEHHO CIUpa ACHCTBUETO My, WU
OrpaHUYaBa HETOBHS 00XBAT, IOKATO MPOU3BOIUTEIAT MPEATIPHEME TOIXOISAIIN KOPUTUPALIH IEHCTBUS
U OCUT'YpU HEOOXOJIUMOTO ChOTBETCTBHUE.

(3) (M3m. - OB, 6p. 110 or 2008 r.) Horudpuumpanusr opran mHbopmupa IbpxkaBHATA
areHIus 3a MeTpoyioruueH W Texuuduecku Ham3op (JAMTH) u UAJI B ciyyaute Ha BpPEeMEHHO
MIPEYyCTaHOBSIBAHE BAJMIHOCTTA Ha CepTHU(HKATa, Ha OTHEMaHe WM HaJaraHe Ha OTPaHWYCHUE WIH
KOTaTo MpeLeHH, Ye € HeoOXouMa TAXHaTa HaMeca.

(4) (U3m. - OB, 6p. 110 ot 2008 r.) M3mbaHuTeNHATA areHIMs MO JiekapcTBaTa HHMOpMEpa
peryJaTOpHUTE OpraHM Ha JPYTUTe IbpKABU WIEHKH, PEryJaTOpPHUTE OpraHM Ha JIbpKABUTE OT
EBpomneiickoTo MKOHOMHYECKO MTPOCTPAaHCTBO B EBponeiickara KOMHCHS 3a CITydanTe 10 all. 3.

Yn. 76a. (Hoe - JIB, 6p. 110 or 2008 r.) (1) Hotuduiupanure opraHd ca ATbXKHH Ja
npenoctasiaT Ha JIAMTH u na UAJT:

1. xonme Ha BCUYKM U3NaAeHU cepTudukat, nHMOpMAaLKA 32 OTKA3aHUTE CepTU(UKATH, 32
cepTuUKATUTE, UYUATO BAIUTHOCT BPEMEHHO € IMPEyCTAaHOBEHA, 3a OTHETUTE cepTu(duKaTu, 3a
Moau(UIIMPaHH WK TOMBIIHEHU CepTU(UKATH - HA BCEKH TPH MeEcela,

2. TOMBJIHUTEIIHA WH(POPMAIMSI U HEOOXOJaMMaTa JOKYMEHTAIlUs, CBbp3aHa ¢ JICWHOCTHTE TI0
OLICHSIBAaHE HA CHOTBETCTBUETO - MPU TIOUCKBAHE.

(2) Hotudwumupanure opraiu ca JIHKHU J1a MPEIOCTABAT HA IPYTUTE HOTH()HUIIMPAHU OpraHH
OT IbP>KaBUTE WICHKH HHOpMAIIHS 32 OTKa3aHUTe cepTudukaTh, 3a cepTU(UKATUTE, YUITO BATUIHOCT
BPEMEHHO € TIPEYCTaHOBEHA, M 3a OTHETHTEe CcepTH(HUKATH, a TMPU IOWCKBAHE - 3a H3JAJCHUTE
CepTHU(HUKATH.

I'naBa nera.
TBPT'OBUS HA EIPO C ME/IMIIMHCKU U3IEJUSA

UYn. 77. TeproBust Ha e1po ¢ MEIUIMHCKH M3JIeNUsl Ha TeputopusaTa Ha PenyOnuka bwirapus



MOTaT Jia U3BBPIIBAT (GU3NYSCKU WM IOPUIWYECKU JIUIA, KOUTO Ca PETUCTPUPAHHU KAaTO THPTOBIU IO
HAI[MOHAJTHOTO 3aKOHO/JATEJICTBO Ha IbprKaBa WIEHKAa WM IbpKaBa OT EBpONeicKkOTO MKOHOMHYECKO
IIPOCTPAHCTBO U IPUTEKABAT pa3pellieHUE 3a Ta3u JAEWHOCT, M3AaJEHO OT PEryjJaTopeH opraH Ha
ChOTBETHATa JIbpKaBa.

Yn. 78. (1) JIunata mo wi. 77, KOUTO MCKAT Ja MOJydyaT pa3pelicHUe WM YIOCTOBEPEHHUE 3a
THProBUSl HA €IpO C MEAMIMHCKH u3naenus, nonaBat B MAJI 3asBieHue mo oOpasel, YTBHPIEH OT
U3IBIHUTENHUS AupekTop Ha MTAJL, kbM KoeTo ce npunarar:

1. yaoctoBepenue no wi. 33 oT 3aKOHa 32 ThPIOBCKUSI PETHCTHP WM CHOTBETEH TIOKYMEHT IO
HAI[MOHATTHOTO 3aKOHOJATEJICTBO HA CHOTBETHATa JbpKaBa YICHKAa WJIM Ha JbpKaBara oOT
EBporeiickoTo HKOHOMHYECKO MPOCTPAHCTBO;

2. (u3m. - JIB, Op. 110 ot 2008 r.) ciMChbK HA KAaTErOPUUTE MEAMIMHCKU H3JICIUS ChIIIACHO
Homenkiarypaa cucrema BJIC EN ISO 15225 3a kareropuzamuss Ha MEIUIIMHCKUTE HM3ICIHS U Ha
CHOTBETHUTE MM IPOU3BOIUTEIIN HA XapTUCH U MATHUTECH HOCHUTE,

3. JOKYMEHT 3a IUIaTeHa Takca B pa3Mep, OIpeiesieH B Tapudara mo ui. 7, an. 1.

(2) Koraro pasmonarar ¢ mOMEIIEHHS 3a ChbXpPaHEHHWE W THPrOBUS Ha €IPO C MEIUIIMHCKU
u3zenus Ha TepuTopusaTa Ha Penybnuka bbiarapus, nunara no an. 1 mocoyBar B 3asBIEHUETO U ajpeca
uM. B TO31 ciyyait KbM TOKYMEHTAIMATA 110 ajl. 1 ce mpuiarar u:

1. (u3m. - JIB, 6p. 110 ot 2008 r.) paspelieHue 3a MOI3BaHE WK IPYT 3aMECTBAII 'O JOKYMEHT,
M3JaJIeH 110 peia Ha 3aKOHa 33 YCTPOMCTBO HA TEPUTOPHSITA,

2. JIOKYMEHT, YAOCTOBEpsBaIll IPAaBHOTO OCHOBAHUE 34 MOJI3BAHE HA TOMEIICHUSTA,

3. Aekmapanusi, ChCTaBeHa OT JIMIaTa 1o aji. 1, ge:

a) TOMCIICHUATA OTIOBapsAT Ha YCIOBHATA 3a CbXpPaHEHHE W THPrOBHS Ha €Ipo C
MEIWIIMHCKUTE H3CIHUs, TIOCOYCHN B CIUCHKA MO ai. 1, T. 2, B 3aBUCUMOCT OT crenudukara uM u
yKa3aHUATa Ha MPOU3BOAUTEINS, ONPEICIICHH B MHCTPYKIUATA 32 yroTpeda, u

0) mpuTexaBaT WM pasmojiaraT C TPAHCIIOPTHH CPEACTBA, OCHUTYPSBAIM MPAaBUIHOTO UM
ChXpaHEeHHE MPH Pa3NpPOCTPAHEHUE U TPAHCIIOPTHPAHE,

4. ¥Me, TIOCTOSTHEH aJIpec W ajjpec 3a KOPECTIOHACHIHS C JIMIIETO, ONPEIETICHO 32 PhKOBOIUTEI
Ha TOMEIIEHUATA 32 CbXpPaHEHHE M THPrOBUSA HA €IPO C MEAUIMHCKH HM3JENus, KaKTO M KOMUE Ha
JIOTOBOpPA, B3 OCHOBA HAa KOWTO € Bh3HUKHAJIO MPABOOTHOIIEHUETO MY ChC 3asBHTEIIS.

(3) Jumara mo 4. 77, KOUTO UMAT M3AJECHO YOCTOBEPEHHE 3a PETHCTPAIMS WK pa3peliecHue
3a TBPrOBHS HA €IpO C MEAWIIMHCKHU W3JICIHsI OT PEryJIaTOPeH OpraH Ha Jpyra JbpkaBa WiICHKa WM Ha
IbpxkaBa OT EBponeiickoTo MKOHOMHYECKO MPOCTPAHCTBO, IpeacTaBsaT B AL

1. xorue Ha pa3peNICHHETO WIH YAOCTOBEPEHUETO 32 THPTOBHS HA €[p0, HOTAPHAITHO 3aBEPCHO
B bprKaBaTa WICHKA, MPUAPYKEHO C JeraJlu3upaH MpeBo/l Ha OBITapCKu €3UK;

2. nokyMeHTanusaTa nmo an. 1, 1. 2 u 3.

(4) Koraro nuiara mo ai. 3 pasmnojaraT ¢ MOMEIICHUs 3a ChbXpaHEHHE W ThPrOBUS Ha €po C
MEIUIIMHCKHU U3JIeHs Ha TepuTopusaTa Ha Penybnuka beirapus, te npeactassat B MAJl nonbIHUATENHO
JOKYMEHTAITUsATA TI0 aJl. 2.

(5) Koraro nuriara mo aji. 3 He pas3mnoJjaraT ¢ IOMEIICHHS 32 ChbXPaHCHUE U ThPTrOBHsI Ha PO C
MEAUIMHCKHU U3/IeHs Ha TepuTopusita Ha PenyOnuka bearapus, te npeacrasar B MAJI u ume u agpec
3a KOPECTIOHICHIIHSI Ha YITHTHOMOIIIEH B CTpaHaTa CBOU MPEACTaBUTEN.

Yn. 79. (1) M3opaHMTEHATA areHIUS M0 JIeKapCcTBaTa pasriekaa MoaajeHaTa JOKyMEHTaIHs
o wi. 78.

(2) Tlpu ycraHoBsiBaHE HA HEMBJIHOTH B JoKyMeHTarmsaTa mo air. 1 MAJl yBemomsBa MUCMEHO
3asBUTENA 3a OTCTpaHsABaHEeTO WM. [lo MpencTaBsHETO Ha BajHMIHA JOKYMEHTAIMsl CPOKBT IO al. 3
CIIMpa Ja Te4e OT JaTaTa Ha yBEAOMIICHHETO.

(3) Usnpaautennuar aupekrop Ha MAJl mzmaBa B 30-gHEBEH CpPOK OT MOCTHIIBAHETO Ha



BaJIMIHA JOKYMEHTAIHSI:

1. ynocToBepeHue 3a THProBUs Ha €PO ¢ MEIUITMHCKH M3/IENHs Ha JIWIaTa mo 4wi. 78, ai. 3.

2. paspelieHre 3a THPrOBHS HA €Ip0 C MEAUIIMHCKU H3JCNUs HA JIMIATa, Pa3IU4YHH OT
MMOCOYEHHUTE B T. 1.

Yn. 80. (1) TeproBuure Ha eapo ¢ MeAMUMHCKU u3nenus nonaBar B MAJL 3asBienue 3a
HU3MEHEHHE W/WITH JOITbJIHEHUE [IPU MPOMSHA Ha!

1. ampeca Ha MOMENICHHUATA 32 ChXPAHEHHWE M THPrOBUSA Ha €IpO C MEAWLMHCKU H3JEIHS B
ciydauTe 1o ui. 78, an. 2 u 4,

2. JIU1eTo 1o 4i. 78, an. 2, T. 4 u/unu aapeca my;

3. mpaBHUS CTATyC, CEIAIUINETO H/UIIK aIpeca Ha yIpaBieHUE Ha ThProBela;

4. (mom. - JIB, 6p. 110 ot 2008 r.) criuchbka Ha BHIOBETEC MEIMIIMHCKU M3JCIHS, C KOUTO CE
THPryBa M CbOTBETHUTE UM IIPOU3BOIHUTEIIH,

5. uMeTo u/miM azpeca Ha YITbIIHOMOILCHHUS TIPEICTAaBUTEI 110 Wwi. 78, ai. 5.

(2) (dom. - ZIB, 6p. 110 ot 2008 r.) KbM 3asBieHuero mo ai. 1 ce mpuiaraT U CBbP3aHUTE C
IIpOMsIHATa JOKYMEHTH U JJOKYMEHT 3a IUIaTeHa Takca B pa3Mep, onpejieneH ¢ Tapudara o wi. 7, an. 1.

(3) YocroBepeHHETO MITH pa3pelieHUETOo 3a MPOMSIHA C€ U3/aBa OT M3MBJIHUTEIHUSA IUPEKTOP
Ha UAJI B 15-gHeBeH cpok oT mogaBaHe Ha 3asBieHuero mo ain. 1. [Ipum mpomsiHa Ha ampeca Ha
MOMEIICHHUSATA 32 ChXPAaHCHUE M THPrOBHUS HA €IIPO C MEAMIIMHCKU U3JCIHUS CPOKBT Ce yabDKaBa ¢ 15
JTHH.

(4) Jlunara o an. 1 B 10-mHEBEH CpOK Cliea MpeKpaTsABaHe Ha JCHHOCTTa CH, CBbp3aHa C
TBPrOBUS HAa €IpO C MEIWIMHCKH H3JeNus, Ca IBKHU Ja YBEJOMAT IHCMEHO HW3ITBJIHUTCITHHS
nupekTop Ha MAJL

(5) B cnyuaute mo an. 4 M3MBJIHUTENHUAT IupekTop Ha MAJL cbhc 3amoBen mHpekpatsiBa
JCWCTBUETO HA M3MIAJICHOTO Pa3pelieHUe WIM 00e3CHiIBa M3aJICHOTO YAOCTOBEPEHUE 32 THProBHS Ha
enpo.

Un. 81. MsmpaHwWTenHATa arcHOMs IO JIEKAPCTBaTa BOAHM PETUCTBD HA W3/aJICHUTE
yIIOCTOBEPEHUS HII Pa3pelIeH s 3a ThPTOBUS Ha €IpO ¢ MEAUIIMHCKH U3/IETIHS, KOUTO ChIbpKa!
1. HoMep | JaTa Ha pa3pelICHHsITa WIH YIOCTOBEPCHUSATA 32 ThPTOBHS HA €PO C MEIUITUHCKA
H3IEIINS,
. M€, CeJJAJIUIIIE U aJpec Ha yIpaBJIeHUE Ha JIUIATa 10 Wi. /7,
. JIaTa Ha IPeKpaTsIBaHe Ha Pa3pelICHUsATA WU YIOCTOBEPEHUATA 110 T. 1;
. aJpec Ha IMOMEIICHUATA 32 ChXPAaHEHUE U ThPTOBHSI HA €PO ¢ METUITUTHCKH U3JICITHS;
. M€ | aJipec Ha Juiara mo 4i. 78, an. 2, 1. 4,
. M€ | aJipec Ha JInara 1o wi. 78, amu. 5.

OO WN

UYn. 82. (1) TeproBuure Ha €apo C METUIIMHCKH H3JENUS Ca JUIBKHH Ja ThPryBaT caMo C
MEIUIIMHCKH H3/IeNHs, Ha KOUTO CPOKBT Ha TOJHOCT HE € U3TEKbJI U UMAT:

1. nanecena "CE" MapkupoBKa B CbOTBETCTBHE C U3UCKBAaHUATA Ha wil. 15;

2. (m3m. - JIB, O6p. 110 or 2008 r.) HaHeceH MACHTH(UKAIIMOHEH HOMEpP Ha HOTH(UIMpaHUS
opras 1o 4i. 64, an. 2, korato npoueaypuTe, onpeaeseHd B HapeaouTe no wi. 18, u3ucksatr HaHACSHETO
My;

3. HaHECCHM HaMMEHOBaHWE W aJpec Ha yIpaBlIeHHE Ha TNPOU3BOIUTENS W/Win
VITBTHOMOIICHHUS TIPEJCTaBUTEN U BHOCUTEJIS,

4. yHCTpYKLUSA 32 ynorpela, ¢ U3KIIUYEHUE Ha U3ETHATa, 32 KOUTO TOBA HE € MPEeABHICHO B
3aKOHa.

(2) JIunata o an. 1 ca AIbKHY J1a TOAIbPXKAT MOMEIICHUATA 10 WI. 78, all. 2 B CbOTBETCTBUE C
M3UCKBAHUATA 32 CbXpaHEHHE 32 ChOTBETHUS BHJI M3/ICJINE, ONIPECIICHN OT TPOU3BOJUTEIIS.



(3) JIunara o an. 1 BoasT oTUeT 3a:

1. 3aKynmeHOTO W MPOJANECHOTO KOJUYECTBO IO BUIOBE MEAMIMHCKU W3JENUsS, JaraTa Ha
MOKYTIKaTa U Mpojiaxxdara, MMETO U aJpeca Ha ThPrOBLUTE Ha €Ipo UM Ha oOekTuTe mo wi. 83, a. 1, T.
2 - 4, ¢ KOUTO ca ThPryBaJIH,

2. CKJIa/I0BaTa HATMYHOCT HA METUIIUHCKUTE U3JCNHs, TapTUIHHIS HOMEDP U CPOKa HA TOJHOCT.

(4) Jlunara no an. 1 ocurypsiBaT U MOJABPXKAT JOKYMEHTHPaHA CHCTEMa 3a MPOCIICAsIBaHE
0€30MMacHOCTTa Ha METUIIUHCKUTE U3JIENHsI, ITyCHATH Ha Ta3apa, U 3a OJOKUpaHe U U3TETIISIHE OT IMasapa
Ha MEIUIUHCKUTE M3JIENHs, TOKA3aJId HEChOTBETCTBUE C M3UCKBAaHUATA 332 OE30MACHOCT TI0 CMUCHIIA HA
rJiaBa ceama.

(5) KbpM mokyMeHTaIHsITa 110 ajl. 3 Ce ChXPaHABAT MAPTHIHUTE CEPTUPHUKATH HA METUIIMHCKHTE
M3JIEJHS 32 CPOK S TOJIMHU ¥ C€ TIPEIOCTABSIT MPU MOMCKBAHE Ha Jiniiara mo 4. 86, amn. 2.

Yn. 83. (1) TeproBuuTe Ha €IpO MOraT Ja HM3BBPIIBAT THPrOBCKH CHCIKH C MEIUIIMHCKH
W3JICIHS TIPH CTIa3BaHEe M3MCKBAHMSITA 32 TAXHOTO ChbXPaHEHUE U Pa3IPOCTPAHCHHUE ChC!

1. ipyru THProBIM HA €IPO TI0 CMHUCHIJIA HA TO3U 3aKOH;

2. 1e4eOHU 3aBEICHU,

3. 37JpaBHU 3aBE/ICHUS,

4. ani'TeKy U APOTepHH;

5. (moBa - IB, 6p. 110 ot 2008 r.) MHHHCTEPCTBOTO Ha 3apaBeoNa3BaHeTO0, MHHUCTEPCTBOTO
Ha orOpaHarta, MHHHCTEPCTBOTO Ha BBTPEHIHUTE PabOTH 3a COOCTBEHH HYXKIH, C W3KJIIOYCHHE Ha
BEJOMCTBCHUTE WM JICUeOHM 3aBelCHUs, KakTo W JIbpkaBHa areHuus '[IbpkaBeH pe3epB H
BOCHHOBPEMEHHHU 3aracH .

(2) (dom. - AB, 6p. 41 ot 2009 r., B cuia ot 02.06.2009 r.) MUHHCTBPBT HA 3PaBEONAa3BAHETO
WM ONPABOMOIINEH OT HEro 3aMeCTHUK-MUHUCTBP OIpeaess ChC 3aloBE] METUIIUHCKUTE H3ICIus,
KOUTO MOTarT Jia Ce NMPOJaBar B 0OCKTH, Pa3JINYHU OT U30poeHUTE B ai. 1.

Yn. 84. (1) Jlumara no wn. 86, am. 2 WM3BBPIIBAT IUIAHMPAHU W BHE3allHW MPOBEPKU B
MTOMEIICHHUSTA 32 ChXPAaHEHUE U THPTOBUS HA €APO C METUITMTHCKH U3/IEIHSI.

(2) JIunara no an. 1 MoraT ja W3MCKBAT, IPOBEPSBAT U MPABAT KOIMUS HA TOKYMEHTAIIUATA 10
1. 82, ann. 3 u 4 1 1a B3eMat 00pasny U MPoOH OT U3JENUATA IIPH yciaoBUATa Ha wi. 93, ai. 3.

(3) Koraro mpu mpoBepkaTa ce yCTaHOBH, Y€ MEAMIMHCKHTE W3JCIUs HE OTrOBapsAT Ha
n3ncKBaHuATa Ha wi. 82, an. 1, 1. 1, 2 wum 3 win ca ¢ U3TEKBJI CPOK HA TOTHOCT, M3MBIHUTCITHUSAT
mupexktop Ha WAJl cbc 3amoBes BpPEMEHHO CIHpa WJIM OTHEMAa pa3pelieHHeTo WM 00e3CHIiBa
YIIOCTOBEPEHHUETO 33 THPTOBHS HA €IpO U pa3nopex/aa OJOKHpaHe M U3TETIISTHE Ha M3/ACTHTa, TyCHATH
Ha na3apa U/ MyCcHATH B JiciiCTBHE.

(4) Tlpu ycraHOBsIBaHE HECHOTBETCTBUS Ha TIOMEIICHUATA 32 ChbXPAHEHHE U ThPTOBHSI Ha €pO C
W3HCKBAHUATA, ONPEACICHU OT MPOM3BOJIUTENS 3a CHOTBETHOTO M3JenMe, Juuata mo aid. 1 masar
MIPEIICAHUS B CPOK 33 OTCTPAHSIBAHETO WM.

(5) Korato mpu mpoBepkara ce YCTaHOBH, 4e B JOKyMEHTalusTa mo wi. 82, am. 3 win B
cucremara 1mo wi. 82, an. 4 uMa HEMbJIHOTH WJIM HETOYHOCTH, JIUIaTa Mo aji. 1 maBaT mMpearnucaHus u
CPOK 3a OTCTPaHSIBaHETO UM.

(6) Korato HeChOTBETCTBHUSTA, HEMBIHOTUTE WJIM HETOYHOCTUTE HE OBJAT OTCTPAHEHH B
cpokoBeTe 1o ail. 4 u 5, nunara no an. 1 mpencTaBAT CTaHOBUIIE JI0 M3ITBJIHUTEIHUS AupekTop Ha MAJT
C TIPEUIO’KEHUE 32 OTHEMaHe Ha Pa3pelIeHuEeTO MM 332 00E€3CHIIBAaHE Ha YJOCTOBEPEHHUETO 3a ThPTOBHUS
Ha eZpo.

(7) 3amoBenute Ha M3MBIHUTENHUSA AupekTop Ha MAJl mo an. 3 wiam 6 moxke ma Obaar
oOkaJBaHM MO pela Ha AJMHHHUCTPATUBHOIPOIECYalHUS KOJAEKC, KaTo OO0KaJBaHETO HEe CcHupa
W3ITBIIHEHUETO HM.



Un. 85. UsmbiHuTenHaTa areHIMs MO JieKapcTBaTa MHGOPMHpA pEryJaTOpPHUTE OpraHd Ha
OBbP’KABUTE YJIECHKH 38 U3JaJE€HUTE, BPEMEHHO CIIPEHUTE W OTHETUTE Pa3pelleHUs WU YAOCTOBEPEHHUS
3a TBPrOBUS Ha €IpO C MEIULIMHCKHU U311 U MOTUBUTE 3a TOBA.

T'1aBa mecra.
HAJI30P HA TTA3APA

Yn. 86. (1) Ham3opbT Ha ma3zapa ce H3BBPIIBA, 3a Jia CE OCHTYPH CHOTBETCTBHETO Ha
MEIUIIMHCKUTE M3JeNus, yCHATH Ha Ma3apa u/Win MyCHATH B JICHCTBUE, C M3UCKBAHUATA HA 3aKOHA W
Ha Hapenoure 1o 4i. 18.

(2) HagzopbT Ha ma3zapa Ha TepuropusaTa Ha Pemybnmka Beiarapust ce ochmiectBsBa ot MAJI
4pe3 UHCIIEKTOPH U €KCIIEPTH, OTPECIICHU ChC 3aII0BE]] Ha U3ITBIHUTEIHUS JUPEKTOP.

Yn. 87. (1) Ham3opbT Ha ma3apa ce U3BbpINBA YPE3.

1. nmpoBepKu Ha U3EIUATA, IyCHATH HAa MMa3apa W/WiK MyCHATH B JCHCTBUE;

2. B3eMaHe Ha 00pa3ly WK MPOOH OT M3/ICIHATA U U3IUTBAHETO HM.

(2) V3nuTBaHETO HA MEIUIMHCKUTE M3CNIUA HE MOXE J1a CC M3BBPIIBA OT HOTHU(DHUIUPAHUTE
OpraHu, yU4acTBaJIU B OI[CHSIBAHETO HA ChOTBETCTBUETO HA CHIIUTE U3JCITUSI.

UYn. 88. IlpoBepkuTe Ha MEOUIMHCKUTE H3IENUs, IYCHATH Ha ma3apa W/WIM MyCHAaTH B
JEMCTBHE, C€ U3BBPIIBAT I10:

1. npenBaputenHoO yTBBPAEH TOJUIIEH IUIaH 3a HAA30p HA Iaszapa [0 IPynd MEIULUHCKU
U3JIeHs CbOTBETHO OT M3IIBbIHUTENHUA aupektop Ha MAJL u

2. CUTHAT¥ OT JpPYrd KOHTPOJHU OPraHH W IO HACHTU(OUIUPAHU MUCMEHH CHUTHAIU OT
IPaKJIaHU.

Yn. 89. JIumara mo wi. 86, an. 2 u3BbpIIBAT MPOBEpKH B oOektuTe 1o wi. 83, an. 1, 1.2 -4 u
aJl. 2, KakTO U B IPOM3BOACTBEHUTE MMOMEIIECHHS 32 MEMIIMHCKH U3ICIHS.

Y. 90. (1) (ITpemumen texct Ha wi. 90 - JIB, 6p. 110 ot 2008 r.) JIunata mo wi. 86, am. 2
MIpOBEPSIBAT 3a!

1. nanuuue Ha "CE" MapKupoBKa U 3a CbOTBETCTBUETO i C M3UCKBAHUATA HA 3aKOHA;

2. (u3m. - JIB, 6p. 110 ot 2008 r.) uaeHTUHUKANMOHEH HOMEP HAa HOTU(QUIIMPAHUS OPraH IO
4j1. 64, an. 2, Korato npoueaypuTe, onpeaeeHr B HapeaouTe 1o wi. 18, u3uCKBaT HaHACSIHETO MY,

3. HajMuYue Ha MHCTPYKIHUS 32 yIoTpeda U ChbOTBETCTBUE HA CHIBPKAHUETO M C M3UCKBAHUATA
Ha HapeaduTe 1o 4wi. 18, ¢ u3KiIoYeHne Ha u3enusaTa mo 4wi. 2, ai. 1, 1. 3, momagamu B kiac | u kmac
Ila, ako moraT ma ce n3noa3BaT 6e€30macHO 0e3 HHCTPYKIIUS 3a yIoTpeoa;

4. (u3m. - JIB, 6p. 110 ot 2008 r.) Hanu4KMe Ha €TUKET U ChOTBETCTBUE HA ChIBPKAHUETO MY C
M3WCKBAaHUATA Ha HapeaouTe mo wi. 18;

5. HalM4yWe BBPXY MEIUIIMHCKOTO HM3Je/iMe Ha HAaWUMEHOBAHHME W aJipec Ha YIpaBlIeHHWE Ha
MIPOU3BOIUTEIIS WIIM YITBITHOMOIIIEHUS TPEICTABUTEN U BHOCUTEIIS,

6. CpOK Ha TOAHOCT Ha MEJUIIMHCKOTO U3/ETIHE;

7. (ot™. - /1B, 6p. 110 ot 2008 1.)

(2) (Hosa - IB, 6p. 110 or 2008 r.) Jlunata mo 4. 86, an. 2 mpoBepsiBaT 3a CHa3BaHETO Ha
M3UCKBaHeTO HAa WwiI. 27, ain. 1 v wi. 28, an. 1 u 6.

Yn. 91. (1) Korato mpu mpoBepkara iuuara mo 4wi. 86, ajn. 2 yCTaHOBST, Y€ MEAUIIMHCKUTE
W3JICNTUS ca MyCHATH Ha masapa u/wim ca mycHatu B aeiictBue 0e3 "CE" mMapkupoBKa HIIM C H3TEKBII



CPOK Ha TOJHOCT, T€ M3TOTBSIT CTAHOBHUIIE N0 M3MBIHUTENHUS aupektop Ha MAJI ¢ mpeanoxkenue 3a
W3JIaBaHEe Ha 3aroBe/l 32 OJIOKUpaHe W U3TETIISTHE Ha M3/CTHETO OT Masapa.

(2) (U3m. - JIB, op. 110 ot 2008 r.) Koraro mpu mpoBepkaTa juiara mno wi. 86, am. 2
YCTAHOBST, Y€ MEAMIMHCKUTE M3CIHs ca MyCHATH Ha Mmaszapa W/WiM ca MyCHaTH B JeiicTBue 0e3
HHCTPYKIIUS 3a yrnorpeba u/uiu 0e3 eTHKEeT WM ChIbPKAHUETO Ha C€THKETa HE € B ChOTBETCTBHUE C
M3UCKBAHUATA HA HapenOuTe 1o wi. 18, u/wiu BbpXy M3JCIHETO HE ca HaHECEHHM HAaHMEHOBAHUETO W
aJIpeChT HA YIPABJICHUE HA IPOU3BOIUTEIS UM HA YIIBIIHOMOIICHHS MY TIPEICTABUTEN U HA BHOCHUTETIS,
TE€ JaBaT NpEANHUCAaHNE Ha MPOU3BOIUTENS WIM HAa HETOBUS YITBIIHOMOIICH MPEICTABUTEN ChC CPOK 3a
OTCTpaHsIBaHE Ha KOHCTATHPAHOTO HApPYIIICHUE.

(3) Koraro HapyireHueTo mo ai. 2 He Ob/ie OTCTPAHEHO B MOCOYEHHUS CPOK, JIMIaTa 1o 4. 86,
aJI. 2 W3TOTBSIT CTAHOBUINE 10 M3NBJIHUTENHHS nupektop Ha WAJI ¢ mpemiokeHue 3a M3gaBaHEe Ha
3aroBe]l 3a OJIOKMpaHe U MU3TETIISIHE Ha U3/ICNIUETO OT 1asapa.

(4) (U3m. - JIB, 6p. 110 ot 2008 r.) Koraro usucksanero Ha wi. 90, ain. 1, T. 2 He € U3MBJIHEHO
WM HaHECEHAaTa MapKUPOBKA HE ChOTBETCTBA HA M3WCKBAaHUATA HA Wi. 15, niu uma cebmuenue, ye "CE"
MapKHPOBKaTa € HaHeCeHa HEMPAaBOMEPHO, JIMIaTa 1o 4i. 86, ai. 2 U3UCKBAT OT MPOU3BOIUTENS WIH OT
HETOBUSI YITBTHOMOIIEH MPEICTABUTE, UM OT BHOCUTEIIS J]a UM TipeacTaBu B cpok 10 mHu OT naTara Ha
YBEJIOMSIBAHETO:

1. nexnaparusi 3a ChbOTBETCTBHUE;

2. TeXHWYECKaTa JJOKyMeHTanwusl 1mo 4. 14, am. 1.

Y. 92. (1) JIumara mo wi. 86, an. 2 U3rOTBAT CTAHOBHUIIE J0 M3IBIHUTCIHUS TUPEKTOpP Ha
NAJI, xoiiTo u3gaBa 3amoBeq 3a OJIOKHpaHe W 3a0paHa Ha pa3NpOCTPAaHEHUETO HA W3JCIMETO, aKo B
cpoka mo wi. 91, an. 4 He OBAAT MPEACTaBEHH JCKIapalusTa 3a ChOTBETCTBHE M TEXHHUYECKaTa
JOKYMEHTAITUs, OCBEH B CIIy9aWTe, KOTaTo CPOKBT 1O Wi. 14, an. 3 € U3TeKbII.

(2) B 30-mHeBeH CpOK OT jAaraTa Ha BpbYBaHE Ha 3alloOBeATa MO ail. 1 IPOM3BOIUTENAT,
HETOBHSAT YITHTHOMOIIICH MTPEICTABUTEN WU BHOCUTEIST € JUTHKCH JIa M3TETIIN U3CIIUETO OT Imas3apa.

Yn. 93. (1) (U3m. - 1B, 6p. 110 ot 2008 r.) Koraro mpu mpoBepkara Ha TEXHHYECKaTa
nokyMeHTarus no wi. 14, an. 1 u Ha gexmapanusTa 3a cboTBeTcTBHE 1Mo wi. 91, an. 4, T. 1 Bb3HUKHAT
CBMHCHHS, Y€ U3JISINETO He ChOTBETCTBA HA CHINECTBEHUTE M3UCKBAHUS, ONPEICICHH B HAPEIOUTE IO
yi1. 18, nunata no 4. 86, an. 2 B3emaT 00pasiu Uil mpodu OT U3JIEIHETO 32 U3IUTBAHE.

(2) UsnuTBaHeTO Ce M3BBHPIIBA B aKpeauTHpaHa jgaboparopus OT M3MbIHHUTENHA arcHIIHS
"bparapcka ciayx0a 3a akpeauTays’ WIKM B 1JaOOpaTOpHsl, aKpeAUTUPaHa OT OPraH Ha Abp)kKaBa WiIEHKa
WJIM AbpKaBa OT EBPOIEHCKOTO NKOHOMUYECKO ITPOCTPAHCTBO.

(3) (M3m. - IB, 6p. 82 ot 2009 r., B cuia ot 16.10.2009 r.) YcnoBusTa U pebT 3a B3eMaHe Ha
o0pa3nu U mpodH OT METUIIMHCKH M3JIENHs 32 M3IHUTBAaHE CE€ ONPEACIAT C Hapenda Ha MUHUCTHPA Ha
3/IpaBeoIa3BaHETO U MUHHUCTHPA HAa MKOHOMHKATA, EHEpreTHKaTa U Typu3Ma.

(4) Tlpm ocmopBaHe Ha pe3yITaTUTE OT H3BBPIICHUTE JIAOOPATOPHH HW3MUTBAHUS
MPOM3BOJUTENAT WU YIBIHOMOIICHHUAT My MpeactaButen npenactaBs B MAJl mucMmeHo uckaHe B
7-IHEBEH CPOK OT JlaTraTa Ha MoJydYaBaHE Ha pe3yiTara OT IbPBOHAYATHOTO M3MUTBAHE 32 U3BBPIIBAHE
Ha TIOBTOPHO M3MUTBAHE.

(5) IMoBTOpHOTO M3MMTBaHE MO ajd. 4 ce W3BBPIIBA OT E€KCIEPTH, KOUTO HE Ca y4acTBajiH B
I'bPBOHAYAITHOTO U3IUTBAHE.

Yn. 94. (1) B cnyuaute mo wi. 93 m3nmbiaHuTenHUAT aupexktop Ha MAJI u3naBa 3amoBen 3a
BPEMEHHO CITHpPaHe Ha Pa3pPOCTPAHCHUETO WIIH YIIOTpedaTa Ha KOHKPETHOTO U3JIEIIHUE.

(2) Komnue ot 3amoBenTa 1o ai. 1 ce BpbuBa Ha MPOM3BOIMTEIIS WIIM HA HETOBUS YITBIHOMOIIIECH
MPEJCTaBUTEI, MJIK HA BHOCUTEIIS.



UYn. 95. Koraro nunara no wi. 86, an. 2 ycTaHOBAT, Y€ HECHOTBETCTBUETO ChC CHIECTBEHUTE
M3UCKBaHUS MOXKE J1a CE OTCTPAHM, U3TOTBAT CTAHOBUILE /10 M3IBIHUTEIHUS JupekTop Ha MAJI u naBar
NPENICaHue ChC CPOK, CHITIACYBAH C MPOU3BOJAUTENS WM HETOBHUS YIIBJIHOMOIIEH MPEICTABUTEIN, 3a
U3BBPIIBaHE HA HEOOXOIUMHTE KOPUTHPAIIX ACHCTBHS WIM 3a ITBJIHO OICHSBAaHE ChOTBETCTBHETO HA
U3JICNINETO ChC ChUIECTBEHUTE N3UCKBAHUS.

Yn. 96. (1) Koraro sammara mo wi. 86, ajg. 2 yCTaHOBST, Y€ HECHOTBETCTBHETO ChC
CHILIECTBEHUTE W3WCKBAaHUS HE MOXE JIa CE OTCTPAHHW, T€ HM3TOTBAT CTAHOBUIIE 10 H3IIBIHUTCITHHS
nupekTop Ha MAJL

(2) U3nbnautenaust aupekrop Ha MAJ] B3 0CHOBA Ha CTAHOBMIIETO 110 aj1. 1 M3/aBa 3amoBey
3a OnokupaHe W 3abpaHa 3a pPa3mpPOCTPAHEHUETO WM YIoTpebaTra Ha H3JSIHETO M Ppa3mopexaa
U3TETNITHETO My OT ma3apa B 30-IHEBEH CPOK OT Jarara Ha BPHUYBAHETO W HA MPOU3BOIUTEIS WU HA
YI'BJIHOMOIIICHHUST MY TIPEJICTAaBUTENl U Ha BHOCUTEJIS.

(3) 3nbiHuTEIHATA areHIUS 110 JICKapCTBaTa YBEOMSBA PEryJIATOPHHS OPraH Ha Jbp)KaBaTa
YJIeHKA, B KOSITO MPOU3BOIUTENST WM YITBITHOMOIICHHUST MY MPEACTABUTEN U BHOCUTEIST € YCTAHOBEH,
3a 3amoBe/Ta 110 ail. 2.

Y. 97. 3anoBeaure o wi. 92, an. 1, wi. 94, uim 96, an. 2 u un. 99, an. 1 mMoxe ga Obmar
oOKaJBaHM TIO peAa Ha AJIMHUHUCTPATHBHONPOIIECYaTHHsS KOJEKC, KaTo jkajbara He coupa
W3IBIHEHUETO.

Y. 98. (1) Korato cien u3nurBaHeTo mo 4wi. 93 ce yCcTaHOBH, Y€ MEIUIIMHCKUTE U3CTHS HE
CHOTBETCTBAT HA CBHIICCTBCHUTE HW3WCKBAHWS, Pa3XOJUTE 3a B3eMaHe HAa 00paslu Wid TpodoH 3a
M3MHUTBAHE Ca 32 CMETKA Ha MPOU3BOJIUTEINS, HAa YITbITHOMOIIECHHUS MPEICTABUTEIN UM Ha BHOCUTEIIS.

(2) Koraro cnenm wu3nurBaHeTo mo wi. 93 ce YCTAHOBH, Y€ MEIUIUHCKUTE W3ICIHS
CHOTBETCTBAT HA CBHIIECTBEHUTE HW3WCKBAHM, Pa3XOJUTE 3a B3eMaHe Ha 00paslu Wid TpodH 3a
M3MUTBaHe ca 3a cMeTka Ha MAJL

Y. 99. (1) (M3m. - [IB, 6p. 110 ot 2008 1., mom. - 1IB, 6p. 41 ot 2009 r., B cuia ot 02.06.2009
r.) MUHUCTBPBT Ha 3[PaBCONA3BAHETO WM ONPABOMOIIEH OT HEro 3aMECTHUK-MHHHUCTBD, IO
MOTHBHPAHO TpEUIOKEHHE Ha HM3IBJIHUTENHUS aupekrop Ha WAJI, xoraro ToBa € B WHTepec Ha
00IIECTBEHOTO 3/JpaBe M/WIIM Ce Hajlara 3a U3MbJIHCHUE Ha HAIIMOHAIHATA 3/[paBHA MMOJUTHKA, MOXE ChC
3amoBe/l BpEMEHHO J1a:

1. 3a0paHu MyCKaHETO Ha Ma3apa u/ujin MyCKaHeTo B JACHCTBHE, WIH

2. 3a0paHy pa3npOCTPAHEHUETO, WU

3. orpaHny4u 0OXBaTa Ha JACHCTBUE, WIH

4. HAJIOXH JTOTIBITHUTEIHU W3UCKBAaHHS 3a MYCKAHETO Ha Ta3apa /WK MYCKaHEeTO B JICHCTBHE
Ha JJaJICH BUJI U3JICTIHE WU IPyIia U3,

(2) (dom. - AB, 6p. 110 ot 2008 r.) B cmyyaute no an. 1 UAJI undopmupa Espormeiickara
KOMHUCHSI U PETryJaTOPHUTE OPraHd Ha JbPXKABUTE WICHKH U PETryJaTOPHUTE OPraHd Ha JbPKABUTE OT
EBpormeiickoTo HKOHOMHYECKO IIPOCTPAHCTBO 32 3aII0BEITa, MOTHBHTE 3a HEs U MPEIIPUETUTE MEPKH.

Y. 100. (1) JIumara mo 4i. 86, am. 2 ce 3acTpaxoBar 3a cMeTKa Ha Oromkera Ha MAJI cpernry
3JI0MOJTYKa, KOSITO MOKE J1a HACTBITH NIPU MJIH 1O TIOBOJ] M3ITBJIHEHNE Ha CIY)KEOHUTE UM 33 IbJDKCHHS.

(2) (M3m. - JIB, 6p. 98 or 2010 r., B cuia ot 01.01.2011 r.) Ilpu u3BbpIIBaHE HA MPOBEPKU
aunata mo wi. 86, anm. 2 morar Ja MOMCKaT ChACHCTBHE OT pEerHOHAHATAa 3ApaBHA WHCIEKIHS, OT
OpraHuTe Ha MUHHCTEPCTBOTO Ha BBTPEUIHUTE PAaOOTH U OT KOMIETEHTHUTE OPraHW Ha MECTHOTO
CaMOyTIpaBIICHHE.



UYn. 101. M3nenHuTENHATA areHIMs 10 JIeKapcTBaTa MyOJuKyBa Ha CTpaHUIATa CU B MHTEPHET
nH(popMaIus 3a U3IETUATA, 32 KOUTO UMa u3aaaeHa 3amosen mo wi. 91, am. 1, wn. 92, an. 1, . 94 u un.
96, am. 2.

Y1, 102. JIunara 1o wi. 86, an. 2 ca [UIbXHU A

1. He pasmpocTpaHsBaT 0OCTOATENICTBA U (DAKTH, CTAHAIM UM U3BECTHHU IO BpEeMe Ha WM BbHB
BpPB3Ka C U3ITBIHCHHUE HA CITY)KEOHUTE MM 32JIbJDKCHUS;

2. U3TIOJI3BAT TOTYYCHUTE JOKYMEHTH U HHPOPMAITHIS caMo 3a IeJIUTe Ha HaJ30pa Ha Ta3apa;

3. ce IErUTUMHpPAT MPU U3BBPIIBAHE HA IPOBEPKHUTE.

I'naBa ceama.
CUCTEMA 3A YBEAOMSBAHE U OLUEHABAHE HA UHIIUJIEHTU

Y. 103. (1) TIpousBoautenar e IkKEH Aa Ch3aaae U Aa MOAIbpKa JOKyMEHTHPaHa CHCTEMa
3a IpoclieiBaHe 0e30MacHOCTTa Ha MIPOU3BEACHUTE OT HETO MEAUIIMHCKHU M3JIeIHs, ITyCHATH Ha Ia3apa
u/WIM MycHaTH B JCHWCTBHE HAa TEPUTOPHATA HA IbP)KABH WICHKH, Ha JbpXkKaBU OT EBpoOmencKoTo
WKOHOMHYECKO MPOCTPAHCTBO W HA TPETH IBPXKABH, W Ja pas3mojiara ¢ MEXaHW3MH 3a MpHIaraHe Ha
HEOOXOUMHUTE KOPUTHPAIIH JICHCTBUS.

(2) Cucremara mo ain. 1 ce mpuiara 3a MEAMIIMHCKA U3CITHS

1. c nanecena "CE" mapkupoBka;

2. xouto HsaMaT HaHeceHa "CE" wmapkupoBKka, KOraTo WHIUIACHTHT WM TOTCHIIUATHUST
MHIUJICHT C TAX MO cMuchia Ha wi. 106, an. 1 u 2 HaymaraT u3BBPIIBAaHE HA KOPUTHPAIIU JICHCTBHS,
MIPHIOKUMH 32 U3JICTHs 1m0 T. 1.

(3) Cucremara He ce mpuiara 3a H3AEIHs, NMPEIHA3HAYEHU 3a KIMHWYHM HM3IHMTBAaHUS, W
W3JIeINs 3a OLICHSIBaHE Ha JICHCTBUETO.

(4) Cucremara mo an. 1 BKITIOYBa Mpoy4yBaHe O0E30MACHOCTTA HA M3JCIHUATA 10 al. 2, MyCHATH
Ha rmasapa u/ Wid B JIeHCTBHE Ype3:

1. cbOupane, TOKyMEHTHpPaHE U aHAJIN3 HA ChOOLIEHU 3a ChbOUTHS 1o wi. 105 oT MeauuHCKN
CHEIMAIUCTH, OT MAaIMEHTH, OT JIMIIA, KOUTO M3BBPIIBAT WHCTAIMPAHE, MOAAPHKKA WM KATHOpUpaHe
Ha u3genusdra, u ot MAJI,

2. aHAM3 Ha PE3yATaTUTE OT JONBJIHUTEIHA W3IUTBAHUS HA W3JCIHATA, U3BBPIICHH OT
MIPOU3BOTUTENIS;

3. chOMpaHe U JOKYMEHTHPAHE U aHAIM3 HAa JaHHW OT Hay4HATa JINTeparypa.

Y. 104. (1) (IMpenurren tekct Ha wi. 104, usm. - [IB, 6p. 110 ot 2008 r.) Jlekapure, ekapute
M0 JICHTAJIHA MEIUIMHA W JPYrd MEIWIWHCKH CICIUAINCTH, W JIMIATa, KOUTO OCBHIIECTBSIBAT
WHCTAJMpaHe, MOJIPHKKA WU KaTUOpUpaHe Ha METUIIMHCKHTE W3JCNUs, Ca JUIThXHHU He3a0aBHO Ja
crobOmasar Ha MAJI 3a cs0utns o ui. 105 B o06exTuTe mo uir. 83, an. 1, 1.2 u 3.

(2) (Hosa - 1B, 6p. 110 ot 2008 r.) M3mbaHUTEIHATA areHIUS 110 JIEKapCcTBaTa MPeJI0CTaBs Ha
MIPOU3BOJIUTEIIS HJTM HAa HETOBHSI YITBTHOMOIIICH MPEJICTaBUTET HHPOPMAITUATA TT0 al. 1 B CPOK TPH JTHU
clie]] ToJdy4aBaHeTo H.

Y. 105. (1) MpowusBoautenst ysempomsiBa MAJI 3a Bcsika HEM3MPABHOCT WM BJIOIIABAHE Ha
XapaKTEPUCTHKHUTE Ha M3JENUe, MPOU3BEICHO OT HEro, W/Wim Ha ACHCTBHETO MY, KAKTO M 3a HEI'bIIHA
WIM HETOYHa MH(pOpMAIMs BBPXY €THKETa WM B MHCTPYKIHMATA 32 yHOTpeda, KOETO € MPUYHUHUIIO
CMBPT WJIM CEPUO3HO YBPEXKIAHE Ha 3JIpaBETO WM OW MOIJIO Jia TMPHUYUHHU CMBPT WM CEPHO3HO
YBpEXKIaHEe Ha 3[paBeTO Ha MAlMEHT, MEAWIMHCKU CHENUAIUCT WM TPETU JIMIA Ha TEPUTOPUSITA Ha
PenyOnuka bearapus.



(2) Tpowmssoautensat ysenomsia MAJI u 3a Bcska TEXHHUYECKA WIM MEIUIIMHCKA MPHYWHA,
CBBp3aHa C XapaKTEPUCTUKUTE WM JACHCTBUETO HA M3/CIUETO, KOATO MOpPaAu NPUUMHUTE, TIOCOYEHHU B
an. 1, Boau 0 CUCTEMHO U3TETJISIHE OT Ma3apa Ha U3/IEIUs OT €IUH U CHIIH THUII.

Y. 106. (1) IpousBoaurensar nogasa B MAJI mppBoHavajieH aokian mo odpasern B 10-1HeBeH
CpPOK OT mocThlIBaHEe Ha HMH(popMarus 3a cpbutue no wi. 105, mpUUMHWIO CMBPT WIM CEPUO3HO
YBpEXKIaHE HA 3[PaBETO, HAPUYAHO MMO-HATATHK UHITUICHT.

(2) Mpoussomutenat noxasa B MAJI nmbpBoHauasieH 10Kiaj mo odpaserl B 30-IHEBEH CPOK OT
nmocThlIBaHe Ha nH(opMarus 3a cpoutne mo wi. 105, koeTo € MoXKeso /1a MPUIMHU CMBPT WK CEPHUO3HO
YBpEXKJIaHE Ha 3APaBETO, MPEIOTBPATECHHU MOPATU OIArOMPUATHO OOCTOSITETICTBO WIIH JIEKapCKa Hameca,
HapU4aHo MMO-HATAThK MOTCHIIMAICH UHIIHJICHT.

(3) KoraTto MHIMIEHTHT WM NOTEHUIMAIHMIT MHIMACHT 3acsara m3aenus ot kiac lla, 116 wim
kiac |1, uam uH BUTPO ATMArHOCTUYHHM METUIIMHCKH W3JENUs OT CIUCHK A WM CIUCHK b, v uznenust
3a CaMOTECTYBAaHE U € BH3HUKHAJ B TPETa JbPKaBa, MPOU3BOJAUTEISIT M0/IaBa B cpoka 1o an. 1 wim 2 B
NAJI nppBOHayasieH AOKJIaA B CIydauTe, KOraro HOTU(UIMpPaAH OpraH mo wi. 64, an. 2 e U3BbPIIMI
OIICHSIBAHE HA CHOTBETCTBUETO Ha U3JEIINETO, C KOCTO € CTaHAJ HHIIHJICHTHT.

(4) Koraro MHOMAEHTHT WM MMOTCHIUAIHUAT HHIMIACHT 3acsAra M3aenus oT Kiac | wiau uH
BUTPO JTUATHOCTHYHU MEAWIIMHCKU W3JCNHs, KOUTO HE ca OT CIHUChK A W Cnuchk b u He ca 3a
CaMOTECTyBaHe, U € Bb3HUKHAI B TpeTa AbprKaBa, MPOU3BOAMUTENAT MOJaBa B cpoka mo aji. 1 unm 2 B
HNAJI mepBOHaYalieH IOKJIAaa B CIy4awTe, KOTATO IPOU3BOIUTEIAT WM YI'BIHOMOIICHUSIT MY
npeactaButen € peructpupad B MAJI o pena Ha riaBa BTopa.

Un. 107. Koraro WMHIUACHTHT WM IMOTCHIHUATHUAT WHIUICHT CE TBDKM Ha KOMOMHHpaHa
yroTtpeba Ha JIBE WK MOBEYE OTACTHHN M3ACTHS H/WIU Ha MPUHAUICKHOCTH, TPOU3BEICHNA OT Pa3IHYHH
MIPOM3BOIUTENH, BCEKU TTpou3BoauTel npeactass B MAJI ornenen gokman mmo wi. 106.

Y. 108. IMpousBoauTesIT yBEIOMSIBA HEMOCPEACTBEHO CJIE] MOJTydaBaHe Ha WH(OpMaIus 3a
MHIUACHT WK MOTSHIIMAJIeH UHIIUACHT YIIBIHOMOIIEHH CU TpeacTaBuTen no wi. 10, an. 2, Teprosena
Ha €Ip0 M HOTU(UUIMpAHUS OpraH, U3BHPIIMI OLEHSBAaHE HAa CHOTBETCTBHUETO Ha H3JIEIHETO ChC
CHILIECTBEHUTE U3UCKBAHUSI.

Yn. 109. (1) U3meiHUTEIHATA areHIMs 10 JeKapCcTBaTa MOIbpyKa CHCTEMa 3a PErUCTpUpPaHE,
aHaJIM3 1 000011aBaHe Ha MHIUIEHTH U NOTEHIIMATHNA HHIIMICHTH C MEUIIMHCKU U3CITHS.

(2) M3mbpnHUTENHATA areHIMs MO JIeKapcTBaTra MyOJIMKyBa Ha CTpaHUIIATA CH B HWHTEPHET
PBKOBOJICTBaTa 3a IHpocielnsBaHe Ha O€30MacHOCTTa Ha MEIUIUHCKUTE W3JeNus, HU3AaJeHH OT
EBponeiickara komucus ¥ oT EBponeiickara areHuus 1o Jiekapcrnara.

Yn. 110. (1) M3menHUTENHATA areHIMs Mo JIeKapcTBaTa perucrpupa B cucremara mo wi. 109,
ann. 1 JaHHUTE OT IHPBOHAYAIHUS TOKJIA]] HA TIPOM3BOUTENS M OIICHSBA TPE0CTaBeHaTa HH(OPMAIIHS.

(2) UsmbmHuUTENHATA areHIMs 10 JIEKapcTBaTa OCBIIECTBSBA HAA30p BBPXY JEHCTBUATA Ha
MPOU3BOUTENSL TI0 TPOYYBAHETO HA WHIMICHTA WM TOTCHIIMATHUS WHIUACHT W MOXE Ja HU3JaBa
NPEINUCaHus U yKa3aHHsl.

(3) Mo Bpeme Ha MPOyUYBAHETO HA WHIMACHTA WK NOoTeHIMaTHus uHimaeHT MAJl cpaeiicTa
Ha NMPOU3BOAMUTENS, IPU HEOOXOIMMOCT, 3a OCBIIECTBABAHE HAa BPb3Ka ChC!

1. HoTHUIMpPaHUs OpTaH, U3BBPILIWIT OIICHSBaHE Ha CHOTBETCTBUETO,

2. peryjaaTopHU OpraHM Ha JPYTH 3aCeTHATH JbPKaBH YICHKH WK Abp>kaBu oT EBpormeiickoro
MKOHOMHYECKO MPOCTPAHCTBO;

3. peryjaTopHu OpraHu Ha Jbp)KABU WIEHKU WIM AbpKaBU 0T EBpONeickOoTO MKOHOMHYECKO
IIPOCTPAHCTBO 3a JIEKApPCTBEHM NMPOLYKTU B CIy4dauTe HA MHIMJEHTH WM MOTEHLUAIHU HUHIUJEHTH C



A3enus mo uit. 3, 1. 2, 3u 4;
4. npyry Mpou3BOAUTENHN B cirydaute 1o wi. 107,
5. moNI3BaTeNy Ha W3/ICITUETO WK C TPETH JIHIIA.

Ui 111. Korato B mbpBoHauanHus aokiaan mo 4wi. 106 ca mocouyeHn KOPUTHpAIIU JCUCTBUS
WIM C€ ChIbpXKa 3aKIIOYCHHWE, Y€ WHIMICHTHT 3acTpamiaBa Oe30MacHOCTTa Ha MalueHTa, Ha
MEMIIMHCKUS CICIHMATUCT WM Ha TPETH JIMIA, HO BCE OINEe HE Ca ONPEJCIICHH KOPHTHPAIIUTE
nevicteusi, MAJI n3mparia JOKJIa 10 PeryJIaTOPHUTE OPraHu Ha JbPKABUTE WICHKH, Ha BPIKABUTE OT
EBporieiickoTo HKOHOMHYECKO IMPOCTPAHCTBO | 10 EBporielickata KOMUCHS.

Yn. 112. (1) B cpok a0 Tpu Mecena OT mojaBaHe Ha aokiana mo wi. 106 mpou3BoaMTENISAT
u3rots U npenactass B MAJI okoHuaTesaeH JOKaa 1o oopasell, yTBbPACH OT U3IIBJIHUTCIHUS TUPEKTOP.

(2) HoxnanbT mo aji. 1 Moske 1a ChIbpiKa €IHO OT CICTHUTE 3aKIIOUYCHUS:

1. He ce Haymara Ja ce mpeAnprUeMar MEPKHU;

2. IOIBJIHUTEIHO TPOCIIe/IIBaHEe Ha M3/ICIMETO WK MMapTUaaTa U3/e/us, MyCHATH B JICHCTBHUC B
oOextuTe mo wi. 83, air. 1, 1. 2 u 3;

3. pasmpocTpaHeHHe Ha UHPOPMALIUS 10 MEAUIUHCKUTE CICIIMAIUCTH B OOEKTUTE 10 T. 2 U B
anTeKHTEe M IPOrePHUTE KATo MUCMEHA MPEMOPHhKa, H3rOTBEHA OT IPOU3BOAMTEINS,;

4. KOPUTHUPAIIK ISHCTBUSI TPU MPOU3BOICTBOTO HA OBbICIIA MPOAYKIIHS;

5. Kopurupany JIeiCTBHs Ha U3/ICIIUETO, IIYCHATO B ICHCTBHE B OOCKTHTE IO T. 2;

6. u3TerIsHe Ha U3/IEMETO MK Ha MapTUaaTa W3/esns, ITyCHATH Ha ra3apa u/uin B IeiCTBHE.

Y. 113. (1) B ciyuanre no wi. 112, an. 2, 1. 2 MAJI u3BbpiiBa KOHTPOJ BbPXY JCHCTBHUATA HA
IIPOM3BOUTENS HA TepuTopusaTa Ha PenyOnuka bearapus.

(2) B ciiyuanre no wi. 112, an. 2, T. 3 MAJI onieHsiBa ChABPIKAHUETO HA MMCMEHATa MPENopbhKa
1 00CHXK/1a C MPOU3BOAUTEINS aipecaTuTe Ha Mpenopbkara U HAYMHA Ha pa3npoCTPaHEHUETo H.

(3) B cnywaute mo wi. 112, an. 2, . 5 MAJI moxe 12 U3BbPIIN MPOBEPKA HA MSICTO.

(4) Msnbnaurennust mupekrop Ha MAJl u3maBa 3amoBen 3a OJNOKHpaHe W U3TETISIHE OT
MIPOU3BOIMTENST HA W3JEIMETO WIM Ha MapTUAATa U3JENus, C KOUTO C€ € CIy4YHJ WHIUACHTHT WIH
MNOTEHIMATHUAT UHIMJIEHT, KOTaTO C€ YCTaHOBH, Y€ IPOM3BOIUTEIIAT HE €!

1. M3BBPIINIT KOPUTHPAIIH JSHCTBHUS B TIOCOUYCHUS OT HErO CPOK B JOKIIana 1mo wi. 112;

2. W3TEerNIWJ W3JEeNMEeTO WM MapTUAaTa M3JeNus OT Mas3apa B MOCOYEHHMsS OT HEro CpPOK B
noKkaaa mo wi. 112.

(5) YcnoBusita u peapT 3a OIOKUpaHe, M3TETIISTHE W/WJIM YHHIO)KABaHE HA M3JCIHATA, KOUTO
HE OTrOoBapsAT Ha W3UCKBAHMITA Ha TO3M 3aKOH, C€ OMNpeNeNsiT ¢ Hapeaba Ha MHUHHCThpa Ha
3JIpaBEONa3BaHETO.

Un. 114. (1) UsmeiaHuTenHATa arcHIMs IO JIEKapcTBaTa MyOJHMKyBa Ha CTpaHHUIATa CH B
WHTEPHET CIUCHK Ha U3/IENHITa, BKIIIOUEHH B 3amoBeara mo wi. 113, an. 4.

(2) Koraro m3nmenusra mo an. 1 ce mpomaBat B obekrute mo uwi. 83, am. 2, MAJI yBenomsiBa
obmectBeHocTTa upe3 bTA u cpencrBara 3a MacoBO OCBEIOMSIBaHE.

(3) Uzmbnuutenuust aupektop Ha MAJl M3roTBs AOKIaa 3a BB3HUKHAIMS HWHIUIACHT WM
MOTEHIIMAJIeH HHIIUJICHT B ciiydaute 1o wi. 112 u usnpaima komue ot Hero 10 EBporelickara koMucus u
peryJaTOpPHUTE OPTaHU HA TBPKABUTE UJICHKH.

Y. 115. (1) Besiko nupektHo choOiienue 10 MAJI 3a MHIUACHT WK TIOTCHIMAICH UHIIUCHT C
MEMIIMHCKO H3/elTue Ha TepuTOopuATa Ha PenyOimka beirapusi, moaaieHo oT UACHTH(GHUIIMPAHO JTUIIC B
MUCMEH BUJ, C€ JOKYMEHTHpa B cuctemara mo wi. 109.

(2) B cpok 1o Tpu OHH OT TOJydyaBaHE Ha CHOOIICHHE 3a WHIMICHTA WM TMOTEHIMATICH



uniuAeHT no an. 1 MAJI undopmupa mpousBoauTeNs, 3a 1a mpearnprueMe IeHCTBUATA, TPEIBUICHH B
1. 106 - 108 w1 wit. 112.

Un. 116. M3mpaHUTENHATA areHIUs 0 JIEKapCcTBaTa MOXe Ja ObJe KOOPAWHUPAIL PETyIaTOPEH
Opras:

1. B ciyyanTe Ha WMHLMJEHT WIM TMOTEHIMAJICH HMHIMACHT, Bb3HUKHAJI HA TEPUTOPUATA Ha
MOBEYE OT €Ha JbprKaBa WICHKA WU JbpxKaBa OT EBponeickoTo HKOHOMUYECKO IPOCTPAHCTBO, U

2. KOraTo WHIMJICHTHT WIH TOTEHIUAIHUAT HHIUJCHT € PETUCTPHpPAH 32 IBbPBH HBT HA
TepuTopusTa Ha PenmyOnuka bearapust, nin

3. KOraTto OpraHbT, U3BBPIIUI OLIEHSBAHE HA CHOTBETCTBUETO HA U3JIEIHETO ChC CHIIICCTBCHUTE
M3UCKBAHUS, € TOJYYHJI pa3pelieHre I10 peJa Ha IJlaBa YeTBbPTA, KOTaTo HHIMACHTHT WIH
MOTCHIIMATHUAT HWHIUISHT € craHan ¢ wmsaenus ot kmac lla, 116 wim kmac I, wmu wH BUTpO
JUArHOCTUYHU METUIIMHCKH U3/ OT CIIUCHK A WIIM CIUCHK b, Win u3aenus 3a caMoTecTyBaHe, WIN

4. xoraTo MPOU3BOIUTENAT WIH YITBIHOMOIICHUST MY NpeacTaButen € peructpupan B MAJI no
pena Ha IJiaBa BTOpa, KOTaTo MHIMACHTHT WX MOTESHIIMATHUAT UHIIMICHT € CTaHaJl ¢ M3/enus oT Kiac |
WU UH BUTPO JUATHOCTUYHU MEIUIIMHCKH U3JENHs, KOUTO HE ca OT CIUCHhK A U cnuChK b 1 He ca 3a
CaMOTECTYyBaHE.

Un. 117. JluvvyHWTe NaHHW HA W3TOYHUKA HA CHOOIICHHETO ce chxpaHsBaT ot MAJI mpu
cla3sBaHe M3MCKBAHUITA HAa 3aKOHA 34 3aIlUTa Ha JUYHUTE JaHHMU.

f JIaBa ocMa.
EBPOIIEUCKA BA3A JAHHU

Un. 118. UsneaHuTEeNHATa areHIUs 1O JeKapcTBaTa mpenoctass B EBponeiickata 6a3a naHHU
He3a0aBHO CIIe/T ITOJTYIaBAHETO i clieHaTa HHGOpMAIUs B CTaHIapTH3UPaH Gopmar:

1. (u3m. - JIB, 6p. 110 ot 2008 r.) qaHHH, CBBP3aHH C PETUCTPALIUATA HA TPOU3BOIUTEIIUTE HUITH
Ha YITBJIHOMOIIEHUTE MPEJACTABUTENH MO Wi. 29 M Ha W3JeNHsITa MO IJIaBa BTOPA, C M3KIIOYCHHE Ha
U3JIeHTa, U3pa00TEHH 1O OPHYKA,

2. TaHHU, TTOJIYYCHU MPHU KIMHUIHUTE U3MUTBAHUS HA MEIUIIMHCKH M3JISNUS 110 pejia Ha TJiaBa
Tpera;

3. TaHHW, TIOJIYYCHH TPU MPOCieasiBaHe 0€30MMacHOCTTa Ha MEIUIIMHCKUTE W3JCNUS, ITyCHATH
Ha nasapa W/Wid MyCHATH B JICHCTBHE Ha TepuTopHsaTa Ha Permybnuka beiarapus mo riaBa ceama;

4. maHHW, CBBP3aHU C U3JaBaHE, MPOMSHA, JOIBIHCHHUE, BPEMEHHO CITUPAHE, M3TETJISTHE WITH
0TKa3 Ha cepTU(HUKATH OT HOTU(DUIIUPAHUTE OPTaHH, CHIVIACHO MPOIEAYpUTE, TOCOYCHH B HapeIOuTe
o ui. 18.

I'1aBa ocMma.
"a" KOHOUIEHIIMAJTHOCT (HOBA - JIB, BP. 110 OT 2008 I'., B CHJIA OT 21.03.2010T".)

Yn. 118a. (Hos - /IB, 6p. 110 ot 2008 r., B cua ot 21.03.2010 r.) (1) iIbKHOCTHUTE JIHAIIA U
JMIaTa, KOUTO MpHJIaraT TO3W 3aKOH W IOJ3aKOHOBHUTE HOPMATHBHU aKTOBE IO MPHJIAraHETO My, ca
JUTBKHH J1a HE pa3NpocTpaHsBaT WH(OpMaIMs, MOJy4YeHa NPUH W MO TOBOJ HU3INBIHECHHE Ha
3aIBJDKCHUSATA UM.

(2) Pasmopenbara Ha ain. 1 He ce mpuiiara npu.

1. oomeH Ha nHOpMALUS MEKAY JATHKHOCTHH JIUIA, MEXIY HOTH(QHIUPAHH OPTaHU U MEKIY
JUTBKHOCTHH JIUIIA ¥ HOTU(QHUIIUPAHH OPTaHH;

2. pasnpocTpaHeHre Ha MHPOpMaLus, KOSITO LIEIH J1a OCUTYpH 0e30MacHOCTTa U 3ApaBeTO Ha



Xopara,

3. mpenocraBsiHe Ha MHGOPMAIIHS B CIIyYanTe Ha HAKa3aTEIHO MPOU3BOICTBO.

(3) He e kondunennmanaa nHpopMarmsra:

1. 3a perucrpanusita Ha JIMIATA, KOUTO ITyCKAT MEIMIMHCKH M3JICNHs HA ma3apa Mo pena Ha
rjaBa BTOpa;

2. KOSITO Ce MPeOoCTaBs Ha MOTPEOUTENUTE OT MPOU3BOAMTEINS, OT HETOBHS YIBIHOMOIICH
OPEICTABUTEI WK OT ThProBella Ha epO BbB BPh3Ka C MPEANPUETUTE MEPKH TI0 pe/ia Ha I1aBa CeaMa,;

3. chabpiKalla ce B U3AaJCHUTE, MOIU(HUIINPAHUTE, TOIBIHEHUTE U OTHETHTE CePTUDHUKATH U
B CepTH()UKATHUTE, YHSATO BATHIHOCT BPDEMEHHO € IIPEYCTaHOBCHA.

T'1aBa nesera.
AJIMUHUCTPATUBHOHAKA3ATEJIHU PA3IIOPE/IBHA

Y. 119. Koiito mycka Ha mazapa W/Wig mycka B JACHCTBHE MEAMIMHCKU H3lenus, 0e3 aa ¢
OLICHEHO CBHOTBETCTBUETO MM CBIVIACHO M3MCKBAaHUATA HA TO3U 3aKOH U HA AKTOBETE IO IPUJIATaHETO
My, ce Haka3Ba ¢ riio6a ot 10 000 go 20 000 nB.

Y. 120. KoiiTo cheTaBu v/uiM U3I0I3BA AEKIapalns 3a CbOTBETCTBUE ChC ChABPIKAHUE, KOCTO
HE CHOTBETCTBA Ha CHIBPKAHUETO, ONMPEACICHO B HApeIOUTe 1Mo Wwi. 18, ako JACSTHHEeTO HEe ChCTaBIIsIBA
MpecThIUICHHE, ce Haka3Ba ¢ riioba ot 3000 xo 8000 1.

Y. 121. Koiito mycka Ha ma3apa u/Wid Iycka B JISHCTBUE MeIUIMHCKH u3aenus cbe "CE"
MapKUpOBKa B HApyIIIEHUE HAa U3UCKBaHUATA Ha wi. 15, ce Haka3Ba c rnoba ot 500 mo 1000 nB.

Yn. 122. Koiito mycka Ha masapa w/Wid Mmycka B JEHCTBHE MeauiuHCKH usaenus cbe "CE"
MapKUpoOBKa, 0e3 J1a € OIEHEHO CHOTBETCTBUETO MM ChC CHIIECTBEHUTE W3MCKBAHUS, ONpPEACTICHH B
HapenouTe mo wi. 18, ce Hakaspa ¢ rimoba ot 10 000 mo 20 000 ..

Un. 123. Jlumara, KOWTO TIPEACTaBAT MEIUIIMHCKA W3ACIUS HAa W3JI0KOH, TaHAWPH,
JIEMOHCTpAIIMU, TTPOMOIIUH, HAYYHU U TEXHUYECKH KOH(MEpEeHIMH B HapymieHue Ha wi. 15, an. 11, ce
Hakassar ¢ riioda or 500 xo 1000 ms.

Y. 124. Koiito mycka Ha ma3zapa u/Wid mycka B JeUCTBUE MEIUIIMHCKH U3/IENUs B HApyLICHHE
Ha pasnopendara Ha wi. 16, ce Haka3Ba ¢ rioba ot 5000 go 10 000 nB.

Yn. 125. Ko#to mycka Ha masapa W/WiM Tycka B JCWCTBHE METUIIMHCKH H3ICTHs 0e3
WHCTPYKIUSA 32 yroTpeda, ¢ M3KITI0YCHNe Ha H3AeusaTa mo wi. 2, ai. 1, 1. 3, momagamm B kiac | u kmac

Ila, ako Morat fa ce u3non3Bat Oe3onacHo 0e3 MHCTPYKLUS 3a ynoTpeda, ce Haka3Ba ¢ rioda ot 3000 o
5000 nB.

Un. 126. Koiito mycka Ha maszapa W/Wiu mycka B JCHCTBHE CHUCTEMHU W/winM HaOOpW WU
MEJIUIIMHCKH U3EIHsI, TPeIHa3HAuYE€HH OT MPOM3BOIUTENS 1a ObaT CTEPUIM3UPAHH TIPEAN YIIoTpeda, B
HapyIIeHHE Ha U3UCKBAHMUATA HA TO3M 3aKOH M Ha aKTOBETE 10 MPUJIAraHeTO My, Ce Haka3Ba C 1jioda oT
10 000 mo 15 000 mB.

Yn. 127. Ko#ito mycka Ha mazapa W/wid B JIEHCTBHE MEIUIIMHCKO U3AENHe, N3pabOTEeHO II0
MOpbhUKa, B HAPYIICHNE Ha U3MCKBAHUATA HA TO3HW 3aKOH, ce Haka3pa ¢ ri100a ot 5000 mo 10 000 nB.



Un. 128. Koiito u3BBpIIBA THPrOBUS HA €IpO C MEIUIIMHCKU u3nenus O6e3 Hanecena "CE"
MapKHpOBKa, ce Haka3Ba ¢ rioba B pazmep 10 000 ns.

Yn. 129. (1) PrroBoauTen Ha jIe4eOHO MIIK 3IPABHO 3aBEJCHHE, KOWTO IOMyCKa M3I0J3BaHETO
Ha MEIUIIMHCKH u3aenus 6e3 HaneceHa "'CE" MapkupoBKa, ¢ M3KIIIOYCHUE HA U3CIIHITA, U3PAOOTEHH 110
MOpBYKA, HA U3JICTHUATA, KOUTO ca MyCHATH B JCHCTBHUE MPEAN BJIM3AHETO B CHJIA HA TO3H 3aKOH, U HA
n3neiuara oo wi. 12, ain. 1, ce vakassa ¢ riio6a ot 2000 xo 10 000 is.

(2) CouioTo Haka3zaHHe Ce Hajara ¥ Ha PHKOBOJUTE] HA JICUCOHO WJIM 3IPaBHO 3aBE/ICHUE,
KOWTO JIOIMYyCKa HW3IOJI3BAHETO HA M3JCNMS 0e3 WHCTPYKIMSA 3a yrnorpeda WIM ¢ U3TEKbJI CPOK Ha
TOJIHOCT.

Y. 130. KoiiTo M3BBpIIBA THPrOBUsI HA €IPO C MEAMIMHCKU HM3ICIHsS C M3TEKBJ CPOK Ha
TOAHOCT, ce Haka3Ba ¢ ri06a B pazmep 10 000 nB.

Un. 131. Twprosern Ha eApo ¢ MEIUIIUHCKH U3/IENMsI, KOWTO HapylllaBa M3MCKBAHUATA Ha 1. 82,
aJl. 2, ce HaKa3Ba ¢ UMyIecTBeHa cankius B pazmep 5000 nB.

Un. 132. Twproser Ha €Apo ¢ MEIUIIUHCKH U3/IENHsI, KOWTO HapylllaBa M3MCKBAHUATA Ha 1. 82,
an. 3, 4 unu 5, ce Haka3Ba ¢ UMylecTBeHa cankuus B pazmep 1000 nB.

Un. 133. Twproser Ha eApo ¢ MEIUIIMHCKH U3/IENHUsI, KOWTO HapylllaBa M3MCKBAaHUATA Ha 9. 82,
an. 1, 1. 2, 3 unu 4, ce HaKa3Ba ¢ UMyIIecTBeHa caHKus B pazmep 5000 mB.

Un. 134. KoiiTo M3BBpIIBAa THPrOBUS HA €IpPO C MEIUIIMHCKH HM3/eius, 0e3 Ja nMa M31aJeHO

paSPGHIeHI/Ie/y,Z[OCTOBepeHI/IC 3a ThbPIroBUsA HAa €APO C MCAUIIMHCKHU U3CIINA, CC HaKa3Ba C riaoba B pasMep
10 000 1.

Un. 135. Twprosen Ha eapo, KOWTO He cra3Ba pasnopendata Ha ui. 80, anm. 1, ce Haka3Ba ¢
uMymecTBeHa cankius B pazmep 3000 JiB.

Y. 136. Twproeen Ha eapo, KOWTO He cma3Ba pasmopendarta Ha wi. 80, am. 4, ce Hakas3Ba C
umyniecTBeHa cankuus B pazmep 1000 .

Y. 137. Koiito u3BBpIIBa THProBHUS HA JPEOHO ¢ MEAUITMHCKH m3nenus O0e3 Hanecena "CE"
MapKUPOBKa UITU C U3TEKBJI CPOK HA TOAHOCT, ce Haka3Ba ¢ rioda B pazmep 10 000 ns.

Y. 138. Koiito u3BbpIIBa THPrOBUS HA JPEOHO C MEAMIIMHCKU W3JIENHs W3BBH OOCKTHTE 110
uit. 83, an. 1, 1. 4 u an. 2, ce Haka3Ba ¢ rioba B pazmep 10 000 nB.

Yn. 139. (M3m. - 1IB, 6p. 110 ot 2008 r.) Koiito mycka Ha masapa u/uin Mmycka B JICHCTBHE
MEIUIMHCKU HU3JIeNIMs Ha Tepuropusta Ha PenyOnumka bbiarapus, 6e3 ga ce € perucTpupail B
oIIpeieNIeHUs B 3aKOHA CPOK, Ce Haka3Ba ¢ rioda B pazmep 5000 Js.

Yn. 140. (Usm. - OB, 6p. 110 or 2008 r., B cuma or 21.03.2010 r.) Koiitro Hapymasa
pasmopenourte Ha wi. 27, an. 3, wi. 28, an. 7, wr. 29, an. 2 u wi. 30, ce Haka3Ba ¢ 1iio6a B pazmep 3000
JB.

Un. 141. (1) KoiiTo HapymiaBa U3MCKBAaHUATA 3a M3BBPIIBAHE HA KJIMHUYHHU M3MUTBAHUS, aKO
M3BBPIICHOTO HE CHCTaBIIsABa MpecThIUieHHWe, ce Haka3Ba ¢ rioda ot 5000 mo 10 000 nB., a mpwm



MMOBTOPHO M3BBPIIIBAHE HA CHINOTO HapymieHue - ¢ roda ot 10 000 xo 20 000 nB.

(2) Ha MeauuuHCKH CTEIUATKCT, JOMYCHAT WM M3BBPIIMI HAPYIICHUS MO all. 1, MOXe J1a ce
HAJIOKW M HaKa3aHue JIMIIAaBaHe OT MPaBO Jia yIpaxKHsBa MpodecusiTa Cu 3a CPoK OT 6 Mecena a0 /B
TOJIUHH.

(3) HakazanwueTo 1o aj. 2 ce Hajara OT MHHUCTHPA Ha 3[paBEONa3BaHETO IO MPEIUIOKEHHE Ha
M3I'BIHUTENTHUS AupekTop Ha MAJL.

Un. 142. Ha Hotudummpan opras, KOINTO He cra3Ba U3MCKBaHETO Ha wiI. 68, an. 1, ce Hamara
uMytiecTBeHa cankius B pazmep ot 2000 go 5000 ns.

Un. 143. Ha Hotudunmpan opras, KOiTo He cna3Ba u3uckBaHeto Ha wi. 70, an. 1, ce Hamara
UMyIecTBeHa caHkius B pazmep a0 5000 ..

Yn. 143a. (Hos - B, 6p. 110 or 2008 r.) Ha HoTMduuupaH opraH, KOHWTO He cIa3Ba
M3HCKBAHETO Ha Wi. 76a, ai. 1, ce Hanmara uMmytiectBeHa cankius B pazmep 10 5000 ms.

Un. 144. Koiito npeun Ha numata mo wi. 86, an. 2 Aa OCBUIECTBSIBAT CIYKEOHHTE CHU
3a]IBJDKEHUSI B CHOTBETCTBHUE C Pa3MoOpe0MTe HA TJiaBa Iiecra, ce HakasBa ¢ rioda ot 6000 mo 10 000
JIB.

Ui 145. Tlpou3BoauTen HA MEAMIIMHCKH W3JENHs, KOWTO Hapymu pasmnopendara Ha wi. 103,
an. 1, ce naka3pa ¢ umymectBeHa cankius ot 5000 go 10 000 nB.

Un. 146. [TpousBoauTen HA METUITMHCKU U3JICNHs, KOWTO Hapymu pasnopendara Ha wi. 107, ce
Haka3Ba ¢ umyiectBena cankuus ot 10 000 xo 20 000 ns..

Y. 147. Koiito He chOOINM 3a HMHIMACHT WA 3a MOTEHIMAJIECH WHIIMIECHT C MEIUIMHCKO
n3nenue ceriaacHo uwi. 104, ce nakassa ¢ rio6a ot 1000 mo 2000 ns.

Un. 148. KoitTo He u3mbiHU 3anoBen no wi. 113, an. 4 Ha u3nbaHuTeNHUs aupekTop Ha MAJI,
ce HakasBa ¢ rixo6a ot 10 000 mo 20 000 is.

Yn. 149. Koiito Hapymm pasnopeaOUTe Ha TO3M 3aKOH WIIM Ha aKTOBETE IO MPHJIAraHeTO MY,
W3BBbH ciaydante mo wi. 119 - 148, ce makasBa ¢ rmoba ot 1000 go 3000 nB., a mpu TOBTOPHO
M3BBPILIBaHE Ha ChUIOTO HapymeHue - ¢ raoda ot 3000 go 5000 nB.

UYn. 150. Ko#iTo HE M3IBIHM pasniopexiaHe, Mpeanucanne wii ykazanue Ha MAJI, ce nakaspa
c rio6a ot 1000 mo 3000 nB.

Yn. 151. (1) Koraro napymenusta mo wi. 119 - 150 ca u3BbpIeHN OT IOPUINIESCKH JTUIA WIH
€IHOJIMYHU THPTOBLHM, CE HajaraT UMYLIECTBEHU CaHKIMH. Pa3MepbhT Ha MMyllleCTBEHATa CAaHKIIUS HE
MOXe J1a ObJe MO-HUCHK OT ABOMHUS pa3Mep Ha MPEABUACHUTE MUHUMAJIHU pa3Mepu Ha CHOTBETHHUTE
rodu 1 He MOXe Ja ObJe MO-BUCOK OT IBOMHMS pa3Mep Ha MPEABHICHUTE MaKCUMATHH pa3MepH Ha
CHOTBETHHUTE TIIO0M.

(2) HaynaraneTo Ha MMYIIECTBCHA CAHKIIMS HE WU3KIIOYBA HAJIAraHETO Ha rj100a Ha BUHOBHUTE
JUTH>KHOCTHHU JIHIIA.

Yn. 152. (1) (Ton. - JIB, 6p. 110 or 2008 r.) HapyiieHusra mo To3u 3aKOH C€ YCTaHOBSIBAT C
aKTOBE, ChCTABEHH OT MHCIIEKTOPH M CKCIIEPTH, OMPEICIICHH ChC 3aMOBE]] HA M3MIBJIHUTEIHUS JUPEKTOP



Ha MAJL, c u3kimtoueHne Ha CryJanTe 1o ai. 3.

(2) (om. - OB, o6p. 110 or 2008 r.) HakaszarenHuTe MMOCTAHOBJACHHUS C€ H3JaBaT OT
M3ITBJIHUTENHUS TupekTop Ha MAJL, ¢ n3kiitoueHne Ha Cry4auTe 1o aj. 3.

(3) (Hosa - IB, 6p. 110 ot 2008 r.) Hapymrenusta mo wi. 68, an. 1, wr. 70, an. 1 u . 76a, a.
1 ce ycraHOBSIBaT C aKTOBE, CbCTABEHU OT €KCIEPTH, OMPEJIECTCHU ChC 3alOBEJ Ha IMpejceaaresis Ha
JAMTH, a nHakazaTeqHMTE NOCTaHOBJIEHHUS ce wu3naBaT or npenacenarenss Ha JAMTH wim ot
OMPAaBOMOIIEHU OT HETO JJIBKHOCTHHU JIUIIA.

Un. 153. CocraBsHETO Ha AKTOBCTC, H3JaBAaHCTO H 00’KaJBaHETO M M3IIBJIHEHUETO Ha
HaKa3aTCIIHUTEC ITOCTAHOBJICHHA CC U3BBPIIBAT 110 p€aa Ha 3akoHa 3a AAMHUHUCTPATUBHUTC HAPYIICHUSA U
HaKa3aHMH:.

JlonbJIHUTEIHN pa3nopeadu

§ 1. Ilo cmuchlIa HA TO3HU 3aKOH:.

1. "AKTHBHO UMIUTAHTUPYEMO MEIULIMHCKO U3JeNne" € aKTUBHO MEAMIIMHCKO U3JIEIHE, KOETO €
IpeJHa3HaueHo Ja ObJe YacTUYHO WIM U3IUI0 HMMIUIAHTUPAHO Ype3 XHUpyprudyecka WiIM 4Ypes
MEIUIMHCKAa MHTEPBEHLUS B YOBEIIKOTO TSJIO WIJIM Ype3 MEJAWIMHCKA MHTEPBEHLUS B €CTECTBEHHUTE
OTBEPCTHUS Ha YOBEIIKOTO TSJIO M J]a OCTaHE B TAJIOTO CJIE]] MHTEPBEHLUATA.

2. "AKTUBHO MEIUITMHCKO H3/eiue’ € MEAUIIMHCKO U3/IeIHe, YUeTO (QYHKIIMOHHPAHE 3aBUCH OT
M3TOYHHUK Ha €JEeKTPUYECKa WM JIpyra €Heprus, pa3idyHa OT €HeprusTa, FeHepupaHa B YOBEIIKOTO
TSJI0, MM OT 36MHOTO TPHUTETIISHE.

3. "BannaHa nokyMeHTauus" € JOKyMEHTAlMs, KOSATO IO ChAbp)KaHUE U IbJIHOTA OTrOBaps Ha
M3WCKBAHUSATA, IPEBUICHH B OTpEICIIeHa MPOIIelypa IO TO3U 3aKOH.

4. "Buocuren" e pu3MUECKO WIM IOPUIUYECKO JIUIIE, KOETO € YCTAHOBEHO Ha TEPUTOPHUATA Ha
Ibp)KaBa WIEHKAa WM Ha AbpikKaBa OT EBpONEHCKOTO MKOHOMHYECKO IMPOCTPAHCTBO M KOETO BHACS
MEIULMHCKHI U3/1eMs OT TPETH IbpXKaBH Ha Ma3apa Ha EBpomnelickus cbro3.

5. "Bb3noxuTen Ha KIMHUYHO M3MUTBAHE' € MPOU3BOAMUTENSAT WM HETOBMST YITbIHOMOIIEH
OpENCTaBUTENl, KOHTO OTroBapsi 3a 3allOYBAHETO, YIPABICHHETO W/WIM (UHAHCHPAHETO HA EIHO
KIIMHAYHO U3MTUTBAHE.

6. "I'maBen wu3cnenoBaren"” € JUIETO, MOJ YUETO PHKOBOACTBO H3CIEIOBATEICKHUAT EKHUI
MPOBEX/Ia KIMHUYHOTO M3IUTBAHE.

7. "JloOpa KIMHMYHA TMpaKTHKA' € CHBKYIMHOCTTa OT MEXIYHApOJHO MNPHU3HATH €TUYHU U
HAyYHH WM3MCKBAHUS 32 KaYECTBO, KOUTO CE€ CIa3BaT NMPH IUIAHHUPAHETO, NMPOBEKIAHETO, OTYUTAHETO H
JIOKJIa/IBAHETO Ha KIIMHUYHU U3MUTBAHUS.

8. "IIbprkaBa ujeHKa" e IbpKaBa - WieHKa Ha EBporneiickus chios.

9. "UnenTudukanoHHN TaHHU HA U3JIETHETO" ca!

a) JaHHH 33 MPOM3BOIUTENS, MO M TUIIOB HOMEp Ha U3JCIHETO, BKIIOYUTEIHO codTyep U
MPUHAIIKHOCTH,

0) mpeaHa3HA4YeHO JCHCTBUE, OMNPEICICHO OT MPOM3BOAUTENS, BKIIOUUTEIHO KIMHUIHU
MH/IMKALUU U KOHTPAauHIMKALUKN U yrnoTpedara U uieHTU(GUIMpaHe Ha TPYNUTE NAllMeHTH, 32 KOUTO
€ MpeHa3HauYeHo;

B) OIMCAHWE Ha WM3J/ICJIMETO - ONMUCAHUE Ha MaTepUallil, KOUTO BIHM3aT B KOHTAKT C YOBEUIKH
ThKaHW WJIM TEYHOCTH, BKJIFOYBA JIM U3JCIHMETO JIEKAPCTBEH MPOJYKT, YOBEHIKH H/WIHA KHUBOTHHCKH
THKaHH WM TEXHU MPOU3BOIHU, WIIM OMOJIOTUYHO AaKTUBHU BEILECTBA,

r) MHCTPYKIMH 32 WHCTAJMpPAHE M W3IMOJ3BaHE HA HM3/CIHETO, BKIIOYUTEIHO aKO Ca HAIHUIC
CNELMAIHN YCIIOBHS 32 ChbXpPaHEHHME W W3MCKBAaHHUA 3a paboTa - MpeBapUTeNHa MOJArOTOBKA Mpenu



yrnoTpeba - cTepuian3alys B cIy4ad Ha MOBTOPHA yrnoTpeda, mpoBepka 3a 6€30MacHOCT, MEPKH, KOUTO
TpsiOBa Ja ce mpeanpuemMar ciea ynorpeoa,

1) TIPETIOPBHUUTEITHO OOYUCHUE U OIUT, HEOOXOAMM 3a yrnoTpeda Ha U3/IeITUETO;

¢) omucaHue Ha HEOOXOMUMHUTE MEIHIMHCKH M XUPYPIrHUYSCKH TMPOICIYPH, CHIIPOBOMKIAIIN
ynorpebara Ha U3/1EJIUETO.

10. "M3pnenme 3a camorecTyBaHe' € HWH BHUTPO JUArHOCTMYHO MEIUIIMHCKO W3JCIHE,
IpeJHa3sHauYeHO OT MPOU3BOAMTENS J]a Ce MOJI3Ba OT JIMIA 0€3 MEIUIIMHCKA KBaTHU(HUKAIKUA B JOMAaIIHA
o0CTaHOBKa.

11. "MHBa3MBHO MEAMIIMHCKO H3JIEIHE 3a MPOIBIDKUTENHA yrmoTpeba" e u3menue, KOeTo
[SAJOCTHO WJIM YAaCTUYHO MPOHUKBA B YOBELIKOTO TSUIO Mpe3 €CTECTBEHUTE MYy OTBOPU WIIU Ipe3
MOBBPXHOCTTA MY U IPOABIDKUTEITHOCTTA HA MPECTOSI My B YOBELIKOTO TsJI0 € Haj 30 JHH.

12. "MH BUTPO AMArHOCTUYHO MEAMIIMHCKO H3Aeaue"” € MEAUIIMHCKO H3JEIHe, KOETO €
PEaKTUB, MPOAYKT OT PEAKTUB, KaIKMOpaTOp, KOHTPOJICH MaTepuai, KuT (Habop), HHCTPYMEHT, amapar,
o0opy/lBaHEe WJIM CHUCTEMa, H3IOJI3BAHO CAMOCTOSITEHO WM B KOMOWHAlWs, MpPEJHA3HAYEHO OT
MIPOU3BOIUTENS 32 M3IIOJI3BAHE UH BUTPO TPU U3CIEABAHE HA TPOOH OT YOBEIIKOTO TSUIIO, BKITFOUUTEITHO
KpPBB U ThKaH, €AMHCTBEHO WX TJIABHO C L1eJ MOoJTy4aBaHe Ha HH(pOpMalus 3a:

a) (PM3MOJIOTUYHO WITU MATOJIOTUYHO ChCTOSHHE, WK

0) BpOJICHN aHOMAJIUH, UK

B) oIpelielisiHe Ha 0e30MaCHOCTTa U ChBMECTUMOCTTA C TIOTCHIIUATHH PELUITUSHTH, UITH

I) KOHTPOJUPAHE Ha TEPANeBTHYHH JCHCTBHS.

WH BUTPO MTUArHOCTUYHU MEIWIIMHCKH M3JIENHS Ca M M3JENIHATA 32 CAMOTECTYBaHE, ChJOBETE
3a ChXpaHEHHE Ha MPoOM OT YOBEUIKOTO TSJIO0, C M3KIIOYEHHE Ha HM3enusATa 3a odimia 1adopaTopHa
yrmoTpeda, OCBEH aKO MU3JEIUETO MO OTHOIICHUE Ha XapaKTEPUCTUKUTE MY € CIIEHUAIHO TPETHA3HAYCHO
OT MIPOU3BOJUTENS 32 UH BUTPO AUATHOCTUYHU U3CIICIBAHUSI.

13. "M BUTpO OMArHOCTUYHO MEIWIIMHCKO H3/EIHE 32 OLIEHKAa Ha JIEHCTBHETO" € MH BHUTPO
JMArHOCTUYHO MEIUIUHCKO U3JeNue, IpeAHa3HauyeHo OT MPOU3BOAUTEINS 3a MPOBEXkKAAHE HA €IHO WU
MoBeYe W3CIEeNBaHUS 32 OICHKa Ha JCHCTBHETO, MPOBSXKIAHH B J1a0OpaTopus 3a METUIMHCKH
U3CIeIBAaHMs UM B JpyTa MOAXO/IAIIA Cpea U3BbH MICTOTO Ha IPOU3BOJICTBO.

14. "Undopmupano cwriacue” € BOJEU3SBIEHHWE Ha JI€ECIIOCOOHO JIMIE WM Ha 3aKOHEH
NPEJCTaBUTENl Ha HENEeCroCOOHO JIMIE, C KOETO € H3pa3eHO ChIVIaCHe 3a y4yacTue B KIMHUYHO
W3IUTBAHE, CIIEJ KaTo JIMIETO € MOAPOOHO MH(POPMUPAHO 32 CBHIIHOCTTA, 3HAYCHHETO U PUCKOBETE OT
u3nuTBaHeTo. MHpopMupaHoTO chrilacue € B MUCMEHa (opMa U ChIbpXka MOANUC Ha JIMLETO U JarTa.
[Tpu HEBB3MOXKHOCT Ha JIMIIETO JIa U3pa3H ChIIIACHETO CH B MUCMEHa (hopMa HHPOPMHUPAHOTO ChITIAacHe
MoKe J1a Ob/ie JaJJIeHO YCTHO B IPUCHCTBUETO HAl-MaJIKO Ha €/IUH CBHUJIETEI.

15. "KamuOpatop M KOHTpOJIEH MaTepuaid € BelleCTBO, MaTepual WId U3/eINHne,
IpeJHa3sHauYeHO OT MPOU3BOIUTENS 3a YCTAHOBSABAHE HAa MU3MEPBATEIHH ChOTHOIICHUS WM 3a MPOBEpKa
Ha paOOTHUTE XapaKTEPUCTHKH HA WH BUTPO JUATHOCTUYHO MEIUIIMHCKO H3JIENIE B CHOTBETCTBUE C
NpeJHa3HAuYCHUETO MY.

15a. (woBa - JIB, Op. 110 ot 2008 r., B cuma ot 21.03.2010 r.) "Knuuuunu nanuu" e
uHpopMaIuTa, CbOpaHa npu ynoTpedaTa Ha U3JETHUETO OTHOCHO 0€30IMacHOCTTA U/ ICHCTBUETO MY.
KnuHnyHWTE TaHHU Cce TI0TyvaBar OT:

a) pe3ynTaTtuTe, MOJYYEHH IPH MPOBEKAAHETO Ha KIMHUYHO W3MUTBaHE HA HM3MHTBAHOTO
MEIUIIUHCKO U3JIENNE, WITH

0) JaHHU OT KJIMHWUYHO/KIIMHUYHU W3MUTBAHE/M3MUTBAHMUS WM JaHHU OT JPYTH MPOYUBAHUS,
nyOJIMKyBaHM B HaydHaTa JIMTEpaTypa, BBPXY MOJOOHO MEIUIIMHCKO U3JeNue, 3a KOETO
€KBUBAJIEHTHOCTTA C U3MMTBAHOTO M3/IEIHE MOXKE JIa Ce IOKaXe, TN

B) MyOJMKyBaHU /MM HEMyONMKYBaHU JOKJIAAM OT APYT KJIMHUYEH OMHUT Ha H3MUTBAHOTO
U3JeNIue WM Ha MOJ00HO MEIUIIMHCKO U3JeNue, 32 KOETO €KBUBAIEHTHOCTTA C M3MUTBAHOTO M3/EIHe
MOJKeE Ja c€ JOKaxe.



16. "Koopaunmpai wuscienoBaren’ € JHUIETO, KOETO KOOPAMHHpA H3CIEeNOBATEIUTE MpU
IPOBEXJJaHE HA MHOTOLIEHTPOBO KJIMHUYHO U3IUTBAHE.

17. "Kopurupamu JedcTBUsl MoOraT Ja BKJIKOYBAT. HU3TEIVISIHE HA M3JEIMETO, IIyCHAaTO B
JeiCTBUE, M3/1aBaHE HAa IUCMEHA IPenopbkKa, B KOSATO CE€ ONMCBAT MEPKUTE, KOUTO TpsOBa na ce
IpeanpuemMar; JOMbIHUTEIHO MPOCIeAsIBaHe N MOJU(HUKAIMS Ha U3ACTHETO, IIyCHATO B JICHCTBHE, C
1eJ1 NoJ00psBaHE HA XapaKTEPUCTUKUTE U JIEHCTBUETO My; IPOMsIHA B IIPOEKTA, IPOMSIHA HA OTAEIHU
KOMIIOHEHTH Ha W3JEJIMETO WM MPOMSHA B MIPOU3BOICTBEHHS MPOIIEC NP OBAEHIOTO MPOU3BOACTBO HA
NOJOOHM M3/eNHs; W3MEHEHHE Ha ChIABP)KAHUETO HAa eTHKEeTa WM Ha MHCTPYKLUATA 3a ynorpeda u
Apyry.

18. "Kputnuen ananuz" e:

a) KpaTKO ONKMCaHHEe Ha MEIMLIMHCKOTO H3JeNUe - TNpPEJHA3HAYCHO JCWCTBHE, THII,
XapaKTEPUCTUKH;

0) ananu3 Ha noj0paHarTa JIMTepaTypa U Ha BCHYKU HAIMYHU JIAaHHH,

B) KPHUTHYCH aHAIN3 Ha HMICHTH(OUIMpPaHUTE BpeAM NpH ymorpedaTa Ha HU3ACIUETO, Ha
CBBpP3aHUTE C TAX PHUCKOBE W TOAXOISANIM MEpPKH 3a 0E30MacHOCT IO OTHONICHWE Ha MalMeHTH,
MEIULMHCKH IePCOHAJl ¥ TPETH JINLA,

r) Meromd 3a nOAOOP HAa M3MOJ3BAHUTE JIMTCPATYPHH HM3TOYHUIIM, IPUIOKCHUTE
CTaTUCTMYECKH METOJM 3a aHAJIU3, METOJUTE 3a OLICHKA, TUIIA U MPOABDKUTEIHOCTTA HA IPOYYBAHETO,
XETEepPOreHHOCT Ha BKIIOYEHATA B IPOYYBAHETO IMOMYIIALINS;

1) KpaifHa OlleHKa Ha I1oJi3aTa OT YIoTpedara Ha M3JCIHETO CIPSIMO PUCKA, KaTo Ce OTYHMTAT
MOCTH)KEHUATA HAa ChBPEMEHHATa HayKa U METUIIMHCKA MTPAKTHKA;

€) 3aKiYeHHe, B KOETO C€ I[I0COYBa Jald Ca W3MBIHCHH LEIUTEe Ha 3aJaHHeTo,
UACHTU(UKAIMS HA TMPA3HOTH B OICHKAaTa HAa CHOTBETCTBUETO HA H3JCIUETO ChC CHIIECTBEHUTE
M3MCKBAHUS TI0 OTHOLIEHME Ha O0€30MacHOCT M MPEeAHA3HAYEHO KIMHUYHO [JeicTBHE U, IpU
HEOOXOAMMOCT - apryMeHTalus 3a NPOBSXKIAaHE HAa KIMHUYHU W3MUTBAHMUA - LEIM W IUIAaH Ha
U3IUTBAHETO.

19. "Jlume, ycTaHOBEHO Ha TEPHUTOpHWATA HA Jbp)KaBa WIEHKa WIA Ha JbpXkKaBa OT
EBponeiickoTo MKOHOMHUYECKO MPOCTPAHCTBO" € MpaBeH CYOEeKT, perMcTpUpaH MO TPa)kJIaHCKOTO WM
THPTOBCKOTO 3aKOHOJATEJICTBO Ha JIbpKaBa WICHKA WIIHM JbpiKaBa OT EBpPOMEWCKOTO MKOHOMHYECKO
MPOCTPAHCTBO WJIM CB3JaJIeH MO cujaTa Ha HOPMAaTHBEH aKT, KOHTO MMa celaluile M aJpec Ha
yIIpaBJICHUE B IbpPKaBa WICHKA WM B IbpKaBa OT EBpOMNeiicCkOTO MKOHOMHYECKO MTPOCTPAHCTBO.

20. "JInyHO mpenna3zHoO CPeNCTBO" € BCSAKO YCTPOMCTBO WIIM CPENCTBO, MpEIHA3HAUEHO Jia ce
M3IIONI3BAa OT JIMIIE, 32 Jia TO Mpeana3Ba OT €IHa WM IMOBeYe BH3MOXKHU OMACHOCTH, 3arlIalliBaIld
HEroBOTO 3/ipaBe U O6e3onacHocT. KaTo Tu4yHM mpeanasHu cpecTBa ce ONpPeessaT ChIIo H:

a) CBBKYITHOCT OT yCTPOWCTBA WM CPEACTBA, B3AUMHO CBBbP3aHH OT MPOM3BOJMTEIIS, C IIENT Ja
npeanasBaT €JHO JIMIE OT €JHa WIM MHOXECTBO OINACHOCTH, KOUTO MOrar Ja ce MposBsBar
€THOBPEMEHHO;

0) mpema3Ho yCTPOWCTBO MM CPENICTBO, CBBP3AHO HEIEIUMO HIIH JCITHMO C JINYHO CPEICTBO
0e3 3amuTHA (QYHKIIWS, H3TO0I3BAHO OT JIMIETO 32 H3BBPIIBAHE HA ONpeE/IeIeHa ICHHOCT;,

B) 3aMEH’IEMH CHCTaBHM YacTH Ha €JHO JIMYHO NPEANa3HO CPEICTBO, KOUTO ca OCHOBHH 3a
HETOBOTO IMPABHWJIHO ()YHKIIMOHHPAHE W KOMTO C€ W3IOJ3BAT €IWHCTBEHO 32 TOBA JIMYHO IPEINa3zHO
CPEACTBO.

21. (m3m. - 1B, 6p. 110 ot 2008 r., B cuima ot 21.03.2010 r.) "Menmunuucko usmenue” €
MHCTPYMEHT, amapar, ypel, copTyep, MaTepuan Wik APyro U3zeiue, U3M0A3BaH CaMOCTOSTEIHO WU B
KOMOWHAIWsI, BKJIIOUUTENTHO coTyep, TpeIHa3HAYeH OT MPOU3BOAUTENs Ja Oblle H3IMOJI3BaH
crienupHUYHO 3a AUATHOCTHYHH W/WIIM TepareBTHYHH e U HeoOXOIUM 3a MpaBWIHATa My YIOTpeoa,
KOHTO HE MOCTUTAa OCHOBHOTO CH JICWCTBHE MO TpEJAHAa3HAYCHHWE BHB HIIM BBPXY YOBEHIKOTO TSUIO TIO
(apMakoIOTH4YEH, UMYHOJIOTMYEH WM MEeTaOONUTeH MbT, HO MOXE Jla ce MoJroMara Hpu CBOETO
JEUCTBUE OT CPEACTBA C TaKbB €(EeKT, U KOWTO € IMpeAHa3HAYeH OT MPOU3BOAMTENS Ja ce Impuiara mpu



Xopa ¢ medn:

a) IMarHOCTHKa, MPO(pUIAKTHKA, HAOIIOICHHE, JICYCHNE WU 00JIeKYaBaHe Ha 3200 IsIBaHNS;

0) IuMarHocTuka, HaOJIOJCHME, JICUeHHE, OOJICKYaBaHe HIJIM KOMIICHCHpAHE Ha TPaBMHU WM
HHBAJIMIHOCT;

B) M3CIIC/IBAHE, 3aMsIHA WJIM KOPEKIIMS Ha aHATOMHYHA YacT WK (PU3NOJIOTHYCH TPOIIEC;

') KOHTPOJI BBPXY IpoIeca Ha 3a0peMeHsIBaHe.

22. (u3m. - 1B, Op. 110 ot 2008 r., B cuna or 21.03.2010 r.) "MenuiuHCKO H3JeHe 3a
KIIMHAYHO M3MUTBaHE' € MEAMIIMHCKOTO HW3Jeiue mo wi. 2, al. 1, T. 2 u 3, mpeaHa3HaueHo Ja ce
W3IMOJI3Ba OT MEAMIIMHCKH CIICIUATUCT WM OT JAPYT CHCIHAIUCT, KOUTO MPHUTEKABAT MOAXOIAIIA 3a
LIEJTUTE Ha M3MUTBAHETO KBAIM(HUKALMS, MPU NPOBEKIAHE HA KIMHUYHU M3IUTBAHHUS B JIEUEOHO
3aBeJICHME 3a IOCTUIaHe Ha IeITa 10 WI. 32.

23. (m3m. - JIB, 6p. 110 or 2008 r.) "MeaMuuHCKO H3JEIUE, M3PaOOTEHO IO MOphuKa' €
MEAUIIMHCKO H3AeNue 1Mo 9. 2, an. 1, T. 2 uiu 3, mpou3BeIeHO MO MUCMEHO 33/1aHUE HAa KBATH(PUIPAH
MEIUIIMHCKU CHEIUAINCT WM Ha JIMIE ¢ MOAXojsiiia mpodecruoHaaHa KBalu(uKamus, ¢ KOETO ce
OTPENCIAT CIenu(PUIHUTE MPOCKTHH XAPAKTEPUCTHKH HA W3JCIMETO W TPEAHA3HAYCHHUETO MY 3a
ynotpeda OT KOHKPETEeH MAallUeHT, U 32 KOETO TOM HOCH OTTOBOPHOCT.

CepuitHO TNPOWM3BEACHHUTE W3JCIHS, aJalTHPAaHH C IeJ Ja OTrOBOPSAT Ha CHCHH(PUIHU
M3HMCKBAHUS HA MEIUIIMHCKH CIICUATNCT WK Ha APYr oOydeH MoTpeOuTen, He ca u3enus, u3padoTeHn
0 MOPBHYKA.

24. "MHOTroneHTpOBO KIMHUYHO M3MUTBaHE' € KIIMHWYHO M3MHUTBaHE, KOETO Ce MPOBEXKA IO
¢/IMH IUTaH, HO B TIOBEYE OT €IUH M3CJICI0BATEICKH IIEHTHP/JICUcOHO 3aBEICHHE U OT MOBEYEC OT €IHMH
u3cienoBaren. M3cnenoBaTeIcKuTe IEHTPOBE MOTAT J1a ObJAT Pa3IMOJIOKEHU Ha TEPUTOPUSITA HA €IHA
IbprKaBa WICHKA, B [IOBEYE OT €/IHA JbP)KaBa YWICHKA WM B JbP)KABH WICHKU U B TPETH IbPIKABH.

25. "HaOmronaBam" e juiie, Ha3HAYEHO OT BB3JIOKUTEN, KOETO HAOII0AaBa Hajd KIMHUYHOTO
M3MHTBAHE HA BCEKW €Tall CE MPOBEXK[A, 3alMcBa W JOKIAIBAa B CHOTBETCTBHE C IUIAHA, ChC
CTaHJIAPTHUTE OMEpPATUBHU MporenypH, ¢ JloOpara KTMHUYHA MPAKTHKA U C TMPUIOKUMHUTE KOHTPOIHH
M3UCKBAaHMSL.

26. "HezaBucuMO OT BB3JIOXKUTENA JuIe" € (U3NYECKO JHIe, KOETO € 3alO03HATO C
XapaKTePUCTHKUTE W JEHCTBUETO HAa MEIUIIMHCKOTO H3ieiue, 00eKT Ha KIMHUYHOTO W3IHUTBAHE, W C
METOJIOJIOTUATA Ha TPOBEXK/IaHE HA KIMHUYHO U3MHUTBAHE U € (PMHAHCOBO HE3aBUCUMO OT BH3TOKHUTETIS.

27. "lIlmaH Ha KJIMHAYHOTO W3MUTBaHe" € JOKYMEHT, OIUWCBAall [eIWTe, JHu3aiiHa,
METOJIOJIOTUATA, CTATUCTUYECKUTE METOIM U OPTaHHU3aIUATa Ha €HO KIIMHIUYHO U3MUTBAHE.

28. "llpenna3znauenue” e ymorpebarta, 3a KOATO € IMpeIHA3HAYEHO MEIUIMHCKOTO H3[eNne
CBIJIACHO TMPENOCTAaBEHUTE OT MPOU3BOAUTENSI AAHHU BBHPXY €THUKETa, B MHCTPYKIMATA 3a ymorpeda
u/vin B peKJIaMHU MaTepHAaIH.

29. "llpuHaanexxHOCT' € Hu3Jenue, KOETO HE € MEIUIUHCKO H3JleNue, HO € CIEeHUAIHO
MpPeIHA3HAYEHO OT MPOM3BOJAUTENSI MY 3a U3MOJ3BAaHE 3aeAHO C MEIWUIHUHCKO U3JeNne, C Iel
MEAUIIMHCKOTO M3eNHe 1a CE M3MO0JI3Ba 10 OMPEAETICHOTO OT MPOU3BOAUTENS My IIpeTHA3HAYCHHE.

29a. (moBa - /IB, 6p. 39 or 2011 r., B cuma ot 01.01.2012 r.) "TIpoxaxna 1eHa" ¢ meHaTa 3a
Opoiika WM 3a OMpeeNieH0 KOJIWYECTBO, BKIIOYBAINA JAaHBK BBHPXY A0OaBEeHaTa CTOMHOCT U BCHUYKH
JOITBTHATEITHH JTAHBITM M TAKCH, Ha KOSITO MEIUIIMHCKOTO M3JIIHE ce TIpe/yiara Ha MoTPpeOUTEIs.

30. "[IpousBoauten” € BCSIKO (PU3NYECKO MIIN FOPUIHUECKO JIUIIE, KOETO:

a) OTroBapsi 3a MPOCKTHPAHETO, IPOU3BOJACTBOTO, OIMAKOBAHETO M ETHUKETHPAHETO Ha
MEIUIIMHCKO M3JeNue, Tpeau Ja ro MycHe Ha ma3apa OT HEroBO MME WM C HEeroBa THPTOBCKAa MapKa,
HE3aBHCHMO JIAJIM TE3W OTEPAIMH CE M3BBPIIBAT OT CAaMOTO JIMIIE, WUIH CE U3BBPIIBAT 32 HETO OT TPETO
JINIIE,;

0) (u3m. - JIB, 6p. 110 ot 2008 r.) KOMIUIEKTYBa, OMaKoBa, 00pabOTBa, HAMIBIHO MpPepadboOTBa
u/uiM eTHKeTHpa €IHO WJIM MOBEYEe TOTOBH MEIMIIMHCKU W3JCNUs W/WIUM € OTTOBOPHO Ja ONpeleiu
TSXHOTO MpEHA3HAUCHHUE C 11eJ1 MyCKaHe Ha ma3apa 3a MbPBU BT OT HETOBO UME.



OU3NYECKU WK IOPUINYESCKH JIUIA, KOUTO KOMIUIEKTYBAT WJIM aJalnTUpaT IMyCHATH Ha Ta3apa
MEIUIMHCKH W3JeNUs 3a KOHKPETeH MalUeHT B ChOTBETCTBHE C TAXHOTO IpeJHA3HA4YeHHE, HE ca
MIPOU3BOIUTEIN 10 CMHUCHJIA HA TO3H 3aKOH.

31. "llyckane B neicTBHe" € eTambT, MPH KOWTO TOTOBO 3a ymoTpeba IM0 MpeaHa3HauYCHHE
MEIUIMHCKO H3JIeIMe C€ TMpPeNocTaBs 3a IbPBU IBT B JIbpXKaBa WIEHKa WIA B JbpXKaBa OT
EBpormeiickoTo MKOHOMHYECKO IMPOCTPAHCTBO Ha KpaiiHus mnorpeduten. [lyckane B neiicTBue Ha
aKTUBHO MMIUTAHTUPYEMO MEAMIIMHCKO U3JENUE € MPEJOCTaBIHETO My Ha KBATH(PHUIUPAH METUIIMHCKA
CHEIHAJIUCT 32 UMILIaHTUPAHE.

32. "l[lyckane Ha ma3apa’ ¢ MbPBOTO MPEAOCTABSIHE 3a pa3NpocTpaHeHHe W/uiau ynorpeba Ha
TeputopusTa Ha EBpornelickus cbio3 U Ha TepuTOopHsaTa Ha EBponeiickoTo HKOHOMUYECKO MPOCTPAHCTBO
cpelly 3amjam@aHe Wik Oe3IIaTHO Ha HOBO WJIM HAIbJIHO OOHOBEHO MEIHMIIMHCKO W3JeNne, C
U3KJIIOYEHWE Ha MEIUIMHCKO U3JeNHe 3a KIMHUYHO H3MHMTBAHE M HAa WH BUTPO JIUArHOCTHYHO
MEIUIMHCKO U3/IENIUE 32 OIICHKA Ha ICHCTBHETO.

33. "Cepuo3Ho yBpexkIaHe Ha 3/IpaBeTo” €:

1. )xuBOTO3aCTpaIIABaIIO ChCTOSHUE HITH 3a00JIs1BaHe, WIIM HapaHsIBaHE;

2. TpaiiHO yBpeXJlaHEe Ha >KW3HEeHA (DYHKIMS WM HA YOBEIIKM OpPTraH WM Ha ThKaH,

3. CBhCTOSIHME, KOETO Hajara MEIUIIMHCKAa TMOMOI WM XUpypruyecka Hameca, 3a Ja ce
MIPEIOTBPATAT YBPEKAAHUSITA T10 T. 2.

34. "CpaoBe 3a chbXpaHEHHE HAa MPOOM OT YOBEHIKOTO TSUIO" ca WH BHUTPO JIUATHOCTHUYHU
MEIUIMHCKH W3JeJHs, HEe3aBUCUMO Jalld ca BaKyyMEH THUIl WIH HE, CIENHUaTHO MpPEJHa3HAYEHU OT
MIPOU3BOJIUTENS 32 IBPBOHAYAIHO CHOMpPAHE U ChXpAaHEHHE HA MPOOH OT YOBEIIKOTO TSJIO 32 UH BHTPO
JUArHOCTUYHU U3CJIE/BAHUA.

35. "CeplecTBeHa MpoMsiHa B IUIaHA HA KIMHAYHOTO M3MHMTBaHE" € BCsAKAa MPOMsSHA B TUIaHA
u/vy B nH(GOpMAIKATa B ChIIBTCTBAIIATA TOKYMEHTAIINS, KOSATO TTOBJINABA:

a) Oe3omacHOCTTa MK (PU3MYECKATa M ICHXMYECKAaTa HEPUKOCHOBEHOCT HA YUYACTHUIIMTE;

0) Hay4HaTa CTOMHOCT Ha U3MMTBAHETO;

B) MPOBESIKIAAHETO WM OPTaHU3ALUATA Ha U3IUTBAHETO.

36. "TeproBus Ha aApeOHO" ca BCHUKH JIEHHOCTH MO NMpHUI00MBaHE, ChXpaHsABaHE M MpoJakOa
Ha MEJHUIMHCKH H3JICTUS B alITeKH, IPOTePUH I B 00eKTHTE 10 Wwi. 83, all. 2 HA KpacH MOTPEeOUTEI.

37. "TpproBus Ha eIpo" ca BCHUKH JEHHOCTH MO MPUI00MBaHE, ChbXpaHsABaHE, BHOC WM U3HOC
Ha MEJUIIMHCKU U3JENHs C IeN Mpoaax0a, ¢ M3KII0YeHNE Ha THPTOBUS Ha APEOHO.

38. (u3m. - JIB, 6p. 110 or 2008 r.) "YmbaHOMOIIEH TpeaAcCTaBUTeN € (HU3UUECKO HIIH
IOPUINYECKO JIMIE, YCTAHOBEHO Ha TEPUTOPUSATA HA Jbp)KaBa WICHKA WM AbpkaBa oT EBpomeiickoTo
MKOHOMHYECKO MPOCTPAHCTBO, U3PUYHO YITBIHOMOIIEHO OT NPOU3BOAMTEINA J1a JeCTBAa OT HETOBO MMeE
Y 32 HEroBa CMETKA IpeJl PeryJaTOPHUTE OPTaHU Ha IbPXKABUTE WICHKU WM PETYJAaTOPHUTE OPTaHU Ha
abpkaBuTe 0T EBpomneiickoTo MKOHOMHYECKO NPOCTPAHCTBO MPH HM3IIBJIHEHHE Ha 3aJbDKEHHS Ha
MIPOU3BOIUTENS TIO TO3U 3aKOH.

§ 2. (U3sm. - JIB, 6p. 110 or 2008 r., B cuma ot 21.03.2010 r.) To3u 3aKkOoH BBBEXKIa
pasnopenoute Ha JupekruBa 90/385/EMO na Cwera ot 20 romu 1990 r. oTHOCHO cOnmkaBaHe Ha
3aKOHOJATEJICTBOTO HA JbP)KABUTE UICHKH, CBBP3aHO C AKTHBHHUTE HMIUTAHTUPYEMH METUIIMHCKA
u3aenus, nocieano u3meHena ¢ Jupexrusa 2007/47/EO na EBpomneiickust mapnameHT u Ha ChbBeTa OT 5
centemBpu 2007 r. 3a u3menenue Ha [lupextuBa 90/385/EMO Ha ChbBeTa OTHOCHO COJMMKaBaHE Ha
3aKOHOJATEJICTBOTO HA JbPXKaBUTE YJICHKH, CBbP3aHO C AKTHBHUTE HMIUIAHTUPYEMH MEIUIIMHCKU
usgenust, Ha JlupektuBa 93/42/EMMO Ha CbBeTa OTHOCHO MEAMIIMHCKUTE W3Aeiaus W Ha JlupekThBa
98/8/EO otHOCHO myckaHeTo Ha ma3apa Ha Owonmmu (OB, L 247/21 or 21 centemBpu 2007 r.), Ha
Hupextua 93/42/EVIO na CobBera ot 14 rorm 1993 1. OTHOCHO MEIMIIMHCKUTE W3AEHS, MOCIETHO
n3meneHa ¢ Jupektua 2007/47/EO na EBpomeiickust mapiameHT M Ha CbBera, M Ha JlupekTHBa
98/79/EO na Espomneiickust mapiameHT u Ha CbBeta oT 27 okToMBpH 1998 I. OTHOCHO AHATHOCTHYHHUTE



MEIUIMHCKU u31enus N Vitro, mocnenHo usmenena ¢ Pernmament (EO) Ne 1882/2003 na EBpomnetickus
napiameHT U Ha ChBera oT 29 cenremBpu 2003 r. 3a amantupane kM Pemrenue 1999/468/EO na
CwBera Ha pa3nopeI0UTe OTHOCHO KOMUTETHUTE, KOUTO moaromMaraT KoMucusTa npu yrnpaxxHsBaHETO Ha
U3ITBJIHUTEITHUTE W TIPAaBOMOIIIHUS, ONIPEICIICHU B aKTOBETE, KOUTO MOJUIekKAT HA MPOIIEeypara, IIOCOYeHa
B wiI. 251 ot [loroBopa 3a EBpomneiickaTa 0OIIHOCT.

§ 3. (1) HaumeHoBaHUATa M PETHCTPALIMOHHUTE HOMEpPAa HAa XapMOHHU3MPAHUTE E€BPOICHCKHU
CTaHIapTH WU Ha MoHorpaduure Ha EBpomelickata (apmakoness 3a MEAMLUHCKUTE HU3JCIUS Ce
nyonukysat B "'OduinaneH BecTHUK' ' Ha EBponeiickus Chro3.

(2) XapMoHU3HUpaHUTE EBPOICHCKH CTaHAAPTH CE BBBEKAAT UICHTUYHO Upe3 MyOJUKyBaHE HA
TEeKCTa Ha CTaHJapTa B MPEBOJA Ha OBJrapcKH €3MK WM 4pe3 MOTBBPXKIaBaHE 3a IMpuiaraHe KaTo
OBArapcKu CTaHIAPT 1O peAa Ha 3aKOHA 3a HAIIMOHAJHATA CTaHIapTH3AIHA.

(3) HanmeHOBaHUsITa U PETHCTPALHOHHUTE HOMEpa Ha OBJITapCKUTE CTaHAAPTH, BHBEXKIAIIN
XapMOHU3UPAHUTE E€BPONEHCKH CTaHIApTH, ce MyONMKyBaT B opHUIMaTHHA OrosieTHH Ha JlbpikaBHaTa
areHIus 3a METPOJIOTHS U TEXHUUYECKHU HAl30p, KaTo MpHU MMYOIUKYBAHETO 3aIbJDKUTEIHO Ce MOCOYBa
BpB3KaTa ChC CHOTBETHATA HapenOa mo wi. 18.

§ 4. (1) C obmure TexHUYECKH CHEUU(PHUKAIUN CE OMpEAeNsiT HM3UCKBAaHUS 32 OICHKA W
NpeolleHKa Ha JCWCTBHETO, IMYCKAHETO Ha Ma3apa W/WiM IYCKaHEeTO B [CHCTBHE Ha MApPTHIH,
pedepeHTHH MeTOIU U pe)ePSHTHH MaTEPHUAH 32 MH BUTPO TUATHOCTUYHU MEAWIIMHCKHU H3ICITHS.

(2) OO6muTe TexHMuYeckn crenupukanuu ce mnyonukyBar B "OdwunuaneH BeCTHUK' Ha
EBponeiickus cpro3.

IIpexoaHu 1 3ak/II0YHMTEJHH pa3nopeadu

§ 5. (1) TeproBuuTe, TOTYYNIH pa3pelIeHHE 32 THPrOBUS Ha €APO C JIEKapCTBa - MEIUITMHCKU
n3nenvs, m3naneHo cien 29 nexemspu 2002 1. o pea Ha OTMEHEHUsT 3aKOH 3a JIEKapcTBaTa U alTeKUTe
B XyMmaHHata MmeauiuHa (06H., JIB, Op. 36 ot 1995 r.; 6p. 61 or 1996 r. - Pemenne Ne 10 Ha
Koncruryimonsust ¢ oT 1996 r.; usm., 6p. 38 ot 1998 r., 6p. 30 ot 1999 r., 6p. 10 ot 2000 r., 6p. 37
ot 2000 r. - Pemenne Ne 3 na Koncrurynmonnus cpa ot 2000 r.; u3m., 6p. 59 ot 2000 r., 6p. 78 ot 2000
r. - Pemmenne Ne 7 na Koncrurymmonnust s ot 2000 r.; m3m., Op. 41 ot 2001 r., 6p. 107 u 120 ot 2002
r.; momp., 6p. 2 ot 2003 r.; u3m., 6p. 56, 71 u 112 ot 2003 r., 6p. 70 u 111 ot 2004 1., 6p. 37, 76, 85, 87,
99 u 105 ot 2005 1., 6p. 30, 31, 34, 75 u 105 ot 2006 r.; ot™., /IB, Op. 31 ot 2007 r.), mogaBar B CpoK
70 TpU Mecella OT BIIM3aHETO B CHJIa Ha 3aKOHA 3asBJIeHHE MO oOpasel] 3a CIy)XeOHO BIHCBaHE B
peructhbpa 1mo wi. 81, KbM KOeTO mpuiaraT JOKyMeHTHTe 1Mo wi. 78, an. 1, 1. 1u 2, am. 2, 7. 3ud, un
JeKIapaIys, 4e He € HaJIuIle MPOMsIHA B ajjpeca Ha MOMEIICHUATAa 32 ChXpaHEHUE U ThPTOBHSL.

(2) B cpok 10 30 mHM OT mojJiaBaHe Ha TOKYMEHTAIIHMATA 10 ajl. 1 U3MBIHUTETHHUAT AUPEKTOP HA
NAIJI uznaBa pa3pelieHre 3a ThproBHsl Ha €Ap0 ¢ MEIUITUTHCKU U3/IEIHS.

(3) C u3maBaHe Ha pa3peIIeHUETO MO all. 2 ce MPeKpaTsIBa W3JaJeHOTO MO peaa Ha OTMEHEHHUs
3aKkoH 3a JIeKapcTBaTa U aNTEeKUTE B XyMaHHATa MEUIIMHA pa3pellieHne 3a ThPrOBHsI Ha epO.

§ 6. TeproBiuTe, MOMYyYWIH OE3CPOYHO pa3pelIcHHE 3a THPrOBHS Ha €ApO C JICKapCTBa,
mznageno cnex 29 pexemBpu 2002 r. mo peaa Ha OTMEHEHHUsS 3aKOH 3a JIEKapcTBaTa W amnTEKUTE B
XyMaHHaTa MEIUIIMHA, KOUTO THPTyBaT ¥ C MEAUIIMHCKH U3EINus, TT0/1aBaT 3asiBICHNUE U JOKYMEHTAIUs
3a pa3penieHre 3a ThPrOBHS Ha €IpO C MEIUIIMHCKH W3JSNHS 10 Pella Ha TO3W 3aKOH B Cpok g0 31
nexemspu 2007 r.



§ 7. TeproBuute, momyuwin OE3CpPOUHO pa3pelieHHE 3a THProBHS HA €ApPO C JIEKapCTBa,
m3maneno npeau 29 mekemBpu 2002 1. Mo pema Ha OTMEHEHHUs 3aKOH 3a JIEKapCTBAaTa W anTEKHUTE B
XyMaHHaTa MEIUIMHA, KOUTO ThPryBaT ¢ MEIUIIMHCKU U3JENHS, MOIaBaT 3asBICHUE U JOKYMEHTAIIHS
3a pa3pelieHUe 3a ThProBHS Ha €IPO C MEIUIIMHCKH U3JCIHS 10 Pella Ha TO3W 3aKOH B Cpok a0 31
nexemBpu 2007 r.

§ 8. 3asgBieHus 3a W3MaBaHE HA pa3pelieHUs 3a THPTOBUS HA €ApO C MEAMIIMHCKU W3JEIus,
MOAAJICHU JI0 BJIM3aHETO B CHJIa HA TO3W 3aKOH, C€ PasrieXJaT W NPUKIIOYBAT MPU YCIOBUATA U 1O
pena, MpeaBUICHH B HETO.

§ 9. (1) U3pnanenute no pena Ha OTMEHEHHUs 3aKOH 3a JE€KapcTBaTa M alTEKUTE B XyMaHHAaTa
MEMIIMHA Pa3pelIeHus 3a yrmoTpeda Ha MEIMIIMHCKH W3S ce MpeKpaTsBaT OT JaTaTa Ha BIM3aHE B
CHUJIa Ha 3aKOHA.

(2) Mpoussoautenure mo wi. 29, an. 1 u 2 Ha METUIMHCKHA U3JEIUs, Ha KOUTO € MPEKPaTeHO
pa3pelieHreTo 1Mo peaa Ha al. 1, momaBar yBeAOMIICHHE 1O 00pas3el] A0 W3IBIHUTEIHUS JUPEKTOp Ha
HAJI B cpoK 10 TpU Mecela OT BIIM3aHETO B CHJIA Ha 3aKOHA.

§ 10. HammuauTe KOJIMYECTBA MEIUIIMHCKH U3/ICIHsI, KOUTO HAMAT OIIEHEHO ChOTBETCTBHE ChC
CBIIECTBEHUTE U3UCKBaHus 1o pena Ha qupektuu 90/385/EMO, 93/42/EO u 98/79/EO B ckianose 3a
TBPrOBHSI Ha €pO, alTeKH, IPOrePHH, ONTHKU U JPYT'W THPrOBCKH OOEKTH, MOTaT Ja Ce MPOJAAaBaT 110
W3YEPIIBAHETO UM, HO HE MTO-KBHCHO OT €/IHA TOJMHA OT BIM3AHETO B CHJIA HA 3aKOHA.

§ 11. MenuuuHCKH U3/IeTus Ce Ch3/1aBaT, ChXpPaHsABAT U OOHOBSBAT KAaTO JIbP)KaBHU PE3CPBH U
BOGHHOBPEMEHHHU 3alacu IMpW YCIOBUATA W MO pela Ha 3akoHAa 3a JIbpPKABHUTE PE3EPBU U
BOCHHOBPEMEHHHUTE 3arlacy ¥ Ha aKTOBETE 110 HETOBOTO IPHUJIaraHe.

§ 12. MuHHCTEPCKUAT ChBET U3BBPIIIBA IPOMEHU B YCTpoiicTBeHHUTE npaBuiiHULIK Ha ATl 1 Ha
JIbp>kaBHAaTa areHUMs 3a METPOJIOTMYEH M TEXHMYECKM HaA30p B TPUMECEYEH CPOK OT JCHS Ha
0oOHapoBaHETO Ha 3aKoHa B "J[bpkaBeH BECTHHK".

§ 13. [lo3akoHOBHTE aKTOBE MO MPUJIAraHETO HA 3aKOHA CE W3/1aBaT B 6-MecedeH CpOK OT JACHS
Ha oOHapoABaHETO My B "J[bpikaBeH BECTHUK' .

§ 14. B 3akoHa 3a uHTerpaius Ha xopara ¢ yBpexxaanus (00H., /IB, 6p. 81 ot 2004 r.; u3m., 6p.
28, 88, 94, 103 u 105 ot 2005 r., 6p. 18, 30, 33, 37, 63, 95, 97 u 108 ot 2006 r., 6p. 31 ot 2007 r.) ce
MIPABSAT CIICIHUTE U3MECHEHUS U JIOIIBJIHCHUS:

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

"1l. peructpupa nuIla, KOWUTO OCBHIIECTBSIBAT JACHHOCTH IO TMPEAOCTaBsIHE Ha TOMOIIHU
CpEeICTBa, MPUCTIOCOOJICHUS U ChOPBKEHUS 32 XOpaTa ¢ YBPEKIAHUS U METUIIUHCKU U3IENHS, TOCOYCHH
B crouchouTe mo wi. 35a, an. 1, W KOHTpoiwpa CIa3BaHETO HAa YTBBPACHHUTE KPUTCPUU 3a
MPEIOCTaBSHETO UM;".

2. B um 15, an. 2 1. 8 ce u3Mens raka:

"8. Ha3HauaBaHEe Ha METUIIMHCKU U3JIENHs, TOMOIIHH CPEICTBA U ChOPBKEHUS."

3. Unen 35 ce u3meHs Taka:

"Un. 35. (1) 3a mpemocTtaBsHEe Ha TOMOIIHH CPEJICTBA, MPHUCIOCOOJICHHUS M CHOPBKCHUS H
MEIMIIMHCKU W3eTus 110 Wi. 44, an. 3 ATeHImsITa 3a XopaTa ¢ YBPSKJIaHUS BOJU PETUCTHD Ha JIMIIATA,
OCBIIECTBIBAIIN T€3U ACHHOCTH.

(2) HdetinoctuTe MO MpEIOCTaBAHE HA TTOMOIIHHU CPEICTBA, IPUCIIOCOOICHUS U ChOPHKEHUS U
MEAWIIMHCKH W3JENUs C€ WM3BBPIIBAT OT JUIA, PETHCTPUPAHU KAaTO THPTOBIU IO HAIMOHATHOTO



3aKOHOAATEJICTBO Ha AbprKaBa WICHKA WU AbpikaBa 0T EBpOIeiickoTo HKOHOMUYECKO MTPOCTPAHCTBO.

(3) 3a BmomcBaHe B perucTbhpa Mo aji. 1 JjMIaTa MojaaBaT 3asBICHHE 10 H3IBJIHUTEITHUS
JTUPEKTOp Ha ATEHIMATA 3a XOpaTa C YBPEXJAaHWS, KaTO MpHJIaraT W HEOOXOJAMMHTE JOKYMEHTH,
oTpeJielICHU B Hapeadara 1o ai. 5.

(4) B cpok o emuH Mecell OT JiaTara Ha MOJaBaHEe Ha 3asBJICHUETO MO ajl. 3 U3ITbIHUTCIHUSAT
IUPEKTOp Ha ATeHLHMsTa 3a XopaTa C YBPeXJaHMs H3/1aBa YIOCTOBEPEHHUS Ha JUIATa, BIHUCAHU B
perucTupa.

(5) MuHHCTBPBT Ha TpyAa M COIMAJIHATA MOJMTHKA M3[aBa Hapeada 3a W3UCKBaHUATA 32
OCBILECTBSIBAHE HA JICMHOCTUTE MO MPEJOCTaBSHE Ha TIOMOIIHM CPEJCTBA, MPUCIOCOOJICHUS U
CHOPBKEHUS 32 XopaTa C YBPEeXKIaHUS U METUIIMHCKU U3/EJHs, TOCOYSHH B CIIUCHIUTE Mo ui. 35a, ai.
"

4, Ce3nasa ce wi. 35a:

"Ui. 35a. (1) MUHHUCTBPBT HA TPYAA M COIMATHATA MOJUTHKA CHIVIACYBAHO C MHHUCTBpa Ha
3/IpaBEOIa3BaHETO YTRBPK/IaBa €XKET0IHO CIUCHIU Ha!

1. moMomIHHUTE CPEJICTBA, MPUCTIOCOOJICHUS U ChOPBKCHHS 32 X0paTa C YBPEKIaHUS;

2. MEAUIIMHCKUTE U3/ETIHs, IPEHA3HAUCHH 32 XOpaTa C yBPEKAaHUS.

(2) B cinyuait Ha ChbMHEHHE Jadd CIUH HPOAYKT € MEIUIMHCKO H3/CIUEC I IOMOIIHO
CPEICTBO, MPUCIIOCOOICHUE WM ChOPBKEHHE 33 XOpa C YBPEKIaHHs, MEXIyBEJIOMCTBEHA EKCIIepTHA
KOMUCHS, Ch3/IaJIcHa ChC 3allOBE/I HA MHHHUCTHPA HA TPYy/Ja U COIMAITHATA TIOJUTHKA U HA MUHUCTHpA Ha
3/IpaBeoIa3BaHEeTO, 1aBa OKOHYATEITHO CTAHOBHUIIIE.

(3) YcnoBusita u peasT 3a paboTa HA KOMHCHSTA 1O aj. 2 CE ONPEICSIT B MpaBHIHHMKA 3a
Mpujarale Ha 3aKoHa."

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

"(3) Xopara ¢ yBpexaaHus ChOOpPa3HO CBOMTE MOTPEOHOCTH MOTAT Ja IMOJy4aBaT LEICBH
MTOMOIIY ¥ O0JICKYCHHS 3a TIOKYIKa ¥ PEMOHT Ha TIOMOIIIHH CPEACTBA, MPUCTIOCOOICHUS, ChOPBIKESHUS U
MEIUIIMHCKH M3JeNns, TTOCOYeHHU B CIUCHIUTE Mo wi. 35a, an. 1, ¢ u3KIoYeHHEe Ha METUIIUHCKUTE
M3JIENNs, KOUTO Ce 3arulamaT HarbJIHO WIIM YacTHYHO OT HarpoHanmHaTa 31paBHOOCUTypUTeHa Kaca."

6. B § 1 or gonpnHUTENHATA pa3nopenda T. 7 ce U3MEHs Taka!

"7. "IloMOIIHM CpPENCTBA, MPUCIOCOOIEHUS U CHOPBHKEHUS ca MOCOOUs, NMpeAHAa3HAUYEHU OT
MPOM3BOJUTENS J1a KOMIIGHCHpAT 3ary0eHa WM yBpeAeHa (YHKIMS Ha YOBEIIKM OpraH, ¢ Lel
yBelIM4aBaHE BH3MOXKHOCTUTE 3a CaMOOOCITy)KBaHE, 32 M3BBPIIBAHE HA TPYJOBa M Apyra JEHHOCT Ha
Xopara ¢ yBpexaaHus."

§ 15. B 3akona 3a 3apaBeto (060H., JIB, 6p. 70 ot 2004 r.; usm., 6p. 46, 76, 85, 88, 94 u 103 ot
2005 ., 6p. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 r., 6p. 31 ot 2007 r.) B § 1 OT HOMBIHKUTEIHATA

pasnopenba B T. 9, 6ykBa "3" nymara "nekapctsa’ ce 3aMeHs ¢ "NeKapCTBEHH MPOAYKTH M METUIIMHCKH
u3zenus .

§ 16. 3akoHBT BIM3a B CWJa OT JeHS Ha oOHapojaBaHeTO My B "Jlbp)kaBeH BECTHHUK', ¢
M3KJTFOYCHUE Ha pasnopendara Ha wi. 4, ait. 2, kosTo Biu3a B cuiia ot 29 nexemBpu 2009 .

3akonbT € mpuer ot 40-ro HapomHo cwOpanme Ha 29 mait 2007 r. m e moxmedaTaH c
ounmannus neyatr Ha HapogHoTo ceOpanue.

3akJII0uYNTEeTHU pa3nopeadoun
KBbM 3AKOHA 3A UIBMEHEHUME U JOITbJIHEHUE HA 3AKOHA 3A MEJUIIUHCKUTE
N3AEJUA
(OBH. - 1B, BP. 110 OT 2008 T".)



§ 51. MUHHCTEPCKHUAT CHBET B CPOK 70 6 Mecera OT BIM3aHETO B CHUJIa HA TO3M 3aKOH MpueMa
Hapenbara o wi. 30a, ai. 2.

§ 52. MUHHUCTBPBT Ha 3/IpaBEONAa3BAHETO B CPOK IO JIBa MECEIa OT BIM3aHETO B CHJIa HA TO3U
3aKOH IpHeMa HapeadaTa 1mo 4wi. 32a.

§ 54. Pasnmopenbure na § 1, 1. 1,§2,5,8,10,15,§ 16, 1. 3,4u 5, § 17, 18, 20, 21, 22, 23, 24,
25, 26, 27, 31, 45,47 u § 50, 1. 1, 6ykBu "a", 6", "B" u 1. 2 Bnu3ar B cuna ot 21 mapt 2010 r.

IIpexoaHu u 3ak/II0YHUTESHH pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 41 OT 2009 T'., B C1JIA OT 02.06.2009 I".)

§ 96. 3akoHBT BIM3a B cuja OT JeHS Ha oOOHapoaBaHETO My B "JIbpiKaBeH BECTHUK', C
M3KIIIOYEHUE Ha:

1. naparpacdu 3, 5, 6 u 9, kouro Biam3at B cuna ot 1 suyapu 2009 r.;

2. maparpacdu 26, 36, 38, 39, 40, 41, 42, 43, 44, 65, 66, 69, 70, 73, 77, 78, 79, 80, 81, 82, 83,
88, 89 u 90, xouro Biu3ar B cuia ot 1 romu 2009 r.;

3. maparpad 21, koiiTo Bnu3a B cuina ot 1 rouu 2010 1.

IIpexoaHu 1 3aK/II0YHMTEJHH pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHHUE HA 3AKOHA 3A TYPU3MA

(OBH. - 1B, BP. 82 OT 2009 T'., B C1JIA OT 16.10.2009 T".)

§ 59. 3akoHBT BIM3a B CUJIa OT JICHs HAa 0OHapoABaHETO My B "'/Ibp:kKaBeH BECTHHUK' .

IMpexoanu u 3aKII0OYUTETHH Pa3nopeaon
KBM 3AKOHA 3A USMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A 3/IPABETO

(OBH. - 1B, BP. 98 OT 2010 T"., B C1JIA OT 01.01.2011T".)

§ 121. 3akousT Bim3a B cuna ot 1 stayapu 2011 1. ¢ u3kiIrovYeHue Ha:

1. maparpacdu 1, 16, 20, 29, 30, 32, 33, 34, 35, 42,44, § 56, 1. L u 2, § 65, 68, 70, 76, 80, 81, 90,
92,96,8102,1.3,4,5 7u8, § 105 1.1,3u5,§ 107, 1.1, 2, 3, 4,6, 6yksa "a", 1. 7, 10, 11, 13 u 15,
Oyksa "a", § 109, 110, 112, 113, § 115, 1.5,§ 116, 7. 41 6,§ 117, 7. 5u 7u § 118, 1. 1, xouro Bnm3ar B
cujia OT JieHs Ha OOHAapOIBAaHETO Ha 3aKOHA B ' J[bpikaBeH BECTHUK |

2. maparpad 102, 1. 1, 2 u 6, kouro Bnu3ar B cuina ot 1 mapt 2011 r.;

3. maparpadu 22, 1. 1 (otHOCHO ui. 36, an. 1, u3peyenue BTOpoO), § 37, § 48, 1. 2, § 51 u 59,
KouTO BiM3ar B criia ot 1 roiau 2011 r.;

4. maparpad 107, T. 15, 6ykBa "0", xoiito Bnu3a B cuia ot 30 cenremspu 2011 r.

3akJIl0uNTeTHU pa3nopeadoun
KBM 3AKOHA 3A UBMEHEHUWE U JOIIBJIHEHUE HA 3AKOHA 3A MEJUIIUHCKUTE
N3AEJUSA



(OBH. - 1B, BP. 39 OT 2011 T., B C1JIA OT 01.01.2012T".)

§ 4. B cpok 110 /1Ba Mecelia OT BIM3aHETO B CHJIA HAa TO3H 3aKOH MUHHUCTEPCKHUAT ChBET MpHEeMa
HapenoOara mo wi. 30a, ai. 3.

§ 5. 3akonsT Biu3a B cuiia ot 1 suyapu 2012 r.

[Ipunoxenue kbpm ui. 15, an. 1
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