3AKOH 3a MeaunmHCKHUTE U31€JUA
O6H., /IB, 6p. 46 ot 12.06.2007 ., B cuna ot 12.06.2007 r., u3m. u gom., 6p. 110 ot 30.12.2008 r., mom., 6p. 41
ot 2.06.2009 r., B cuna ot 2.06.2009 1., u3m., 6p. 82 ot 16.10.2009 1., B cua 16.10.2009 ., 6p. 98 ot 14.12.2010 1., B

cuna ot 1.01.2011 r., u3m. u mom., 6p. 39 ot 20.05.2011 r., B cuna ot 1.01.2012 1., 6p. 60 ot 5.08.2011 1., B cuna ot
5.08.2011 r., 6p. 54 oT 17.07.2012 1.

I'naBa nbpBa
ObIIMU IMOJIOKEHUA

Pasznea I
OO0mu paznopendu

Y. 1. (1) To3u 3akoH ypexna:
1. ycnoBusiTa M pesa 3a MmyckaHe Ha masapa W/iiv MycKaHe B JeWCTBHE Ha METUITMHCKA M3ICIIHS,

2. 33IbJDKCHUATA HA TIPOU3BOIUTENISA, HA HETOBUS YITBJTHOMOILCH MPEICTABUTEN U HA BHOCUTEIIS HA METUIIMHCKU
W3CITHS,

3. yCIOBMATA U Pe/a 3a U3/1aBAHE Ha Pa3pElLICHUs 32 OLEHABAHE CbOTBETCTBUETO HA METUIIUHCKUTE U3/IENIHUS;
4. ycnoBusATa U pe/ia 3a U3BBPIIBAHE HA KIMHUYHY U3UTBAHUS Ha MEIUIIUHCKU U3JIENHNS;

5. (u3m. - /1B, 6p. 54 ot 2012 r. ) ycnoBusATa U pelia 3a U3BBPIIBAHE HA THPIOBUSI C MEAUIIMHCKH U3/ICIHS;

6. Ha/130pa Ha Ma3apa Ha MEIUIMHCKI H3AEINS;

7. cucreMara 3a YBEAOMABAHE U OLICHABAHC HA I/IHHI/IJICHTI/I/HOTCHHI/IaHHI/I WHOUJACHTH, CBBbP3aHU C MCAUIIUHCKU
U3aCIus.

(2) Lenta Ha TO3W 3aKOH € Ja TapaHTHpa IYCKAHETO Ha Ia3apa W/Uiu B JACUCTBHE HAa MEAUIIMHCKA H3ICIHUS,
KOMTO HE 3acTpallaBaT >KUBOTA M 3[PAaBETO HA MAIlMEHTUTE, Ha MEAUIIMHCKUTE CIEUHMATMCTH WU Ha TPETU JUlA,
KOTaTo M3JICNUATA CE U3IOJI3BAT 10 MPEHA3HAUYCHHUE U CE ChXPaHIBAT, Pa3pPOCTPAHIBAT, HMHCTATNPAT, HMILUITAHTHPAT

" IoaabpKaT B CbOTBETCTBHUEC C HHCTPYKIIMHUTE HA ITPOU3BOAUTCIINTC.

Ya. 2. (1) B 3aBucuMocCT OT mpeaHa3HAuY€HOTO OT IPOU3BOAUTENS JEHCTBHE MEIULIMHCKUTE H3/AEIUS Cce
pa3fensaT Ha:

. iH BUTPO TUArHOCTUYHU MEIUIIUHCKUA U3JIEIHS;
2. aKTUBHU UMILTAHTUPYEMH MEAUITUHCKU U3/ICITHUS;
3. MEIMLIMHCKUA U3JENHNS, PA3TUYHU OT TOCOUYEHUTE B T. 1 U 2.

(2) MenumuHCckITe M3MeIUs 10 al. 1, T. 1 B 3aBHCHMOCT OT IOTSHITUAIHHUSI PUCK, CBBP3aH C TSIX, C€ TPYIHPAT B
CHUCHK A, CIHCHK b U u3nenus 3a caMoTecTyBaHe U APYry TPYIH, onpeeNieHH B HapeaduTe mo ui. 18 .

(3) MeaumuHckuTe n3enus o ai. 1, T. 3 B 3aBUCUMOCT OT MOTEHIIMATHUS PUCK, CBBP3aH C TAX, CE pa3lessaT Ha
wiacose I, Ila, 116 u III cprimacHo kmacugpuKanMOHHUTE TPAaBHIIA, ONIPEeTICHN B HapeaOuTe mo wi. 18 .

(4) (U3m. - AB, 6p. 110 ot 2008 1., B cma ot 21.03.2010 r.) Korato mpon3BoAUTENAT U HOTU(DULIUPAHUAT OpraH,
OTIpeNieNieH MO pela Ha IlaBa 4YeTBBPTA, MMAT PAa3IMYHU CTAHOBUIIA TPHU NPHIIATAHETO HA KIACH(PUKAIIMOHHHUTE
npaBuia mo ai. 3, VM3mennurtenHara arennmst mo nekapcrBata (MAJI) B3ema pemenme. Koraro mpenenu, de e



HEOOXOMMO W TpH HaJIMYME Ha ycloBUATa Mo wi. 6a, T. 1 mmm 2, MAJl u3roTBS MOTHBHUpAHO HCKaHE [0
EBpomneiickaTa koMuCHs 32 IpeaIpreMaHe Ha HEOOXOAUMHUTE MEPKH.

(5) (M3m. - IB, 6p. 110 ot 2008 r.) [Ipn HEOOXOIMMOCT OT MPUBEXKIAHE HA KIACH PHKAITMOHHUTE TIPaBuUJIa IO all.
3 B CbOTBETCTBUE C Pa3BUTHETO HAa HOBU TEXHOJOTHHU H/WJIH B CHOTBETCTBHUE ¢ MH(OpMalKs, MOMyYeHa MO peAa Ha
riaBa ceaMa, MAJI u3roTBst MOTUBHPAHO HCKaHE 3a MpeIIprueMaHe Ha HEOOX0JMMHUTE MEPKH, KOETO Ce€ MPelocTaBs Ha
EBponeiickata komucus.

Y. 3. U3uckBanusTa KbM MEAUIIMHCKUTE U3/IETHU S, OMPENEICHHU 10 TO3M 3aKOH, C€ IIpUJjarat u 3a:
l. npUHAAIEKHOCTH KbM TE€3HU U3JIEIUS;

2. W37eNnus, KOUTO BKIIOYBAT KaTO HEpas3/ieiHa 4YacT BEIIECTBO, KOETO, M3MOJI3BAHO OT/AEITHO, MOXE Ja Obiae
OMpeIETICHO KAaTO JIEKAPCTBEH MPOIYKT IO CMUCHJIA Ha 3aKOHA 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA U
YHETO JIWCTBHE BBPXY OpPraHU3Ma € CIIOMAaraTeIHo M0 OTHOIIIEHUE HAa OCHOBHOTO MpPeIHa3HAYCHUE Ha U3MCIIUETO;

3. U3JCIINA, KOUTO BKIIIOYBAT KAaTO HECPA3AC/IHA 4aCT BCUICCTBO, ITOJTYYCHO OT YOBCIIKA KPBB UJIMU I1JIa3Ma, KOCTO,
M3MI0JI3BAaHO OTACIIHO, MOXKE Oa 6’1))16 OIMPCACIICHO KAaTO CHbCTaBKa Ha JICKAPCTBCH IMPOAYKT HMJIM KaTO JICKaAPCTBCH
MNpOAYKT IO CMHCBHIIA Ha 3akoHa 3a JICKAPCTBCHUTC IIPOAYKTH B XyMadHHAT4a MCIAUIUHA WU YUCTO JIeicTBUE BBPXY
opraHuima € CrioMaraTejiHo 10 OTHOICHUE Ha OCHOBHOTO MPECAHA3HAYCHHUC HA U3ACIIUCTO,

4, U3JCIINs, C IOMOIITAa Ha KOUTO CC MpUJIarat JICKapCTBCHU MPOJAYKTHU.

Y. 4. (1) Korato majeH mpoyKT momaja B MPUIOKHOTO IMOJIE HAa TO3M 3aKOH W Ha Hapendara 1Mo wi. 7 OT
3akoHa 3a TEXHUYECKATE W3UCKBAHUS KbM MPOJYKTUTE, OTHOCHO JIMYHUTE WPENANa3HH CPEACTBA, BHBEKIAIIA
HupextuBa 89/686/EMMO nHa CbBeTa, 3a HEro ce mpwiaraT W CHOTBETHUTE OOIM HM3WCKBaHUS 3a 0€30IMacHOCT,
omnpezieNieH! B HapeadaTa.

(2) (B cuna ot 29.12.2009 1. - IB, Op. 46 ot 2007 1., u3m., 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) KoraTo
MEIMIMHCKO U3IeNIe ToMajia U B MPUJIOKHOTO IOJIe Ha HapeadaTa Mo wi. 7 oT 3aKoHa 32 TEXHUYECKUTE M3HMCKBAHUS
KbM IpoaykTute, BbBexaana upexrusa 2006/42/EO na EBponeiickus mapnameHT u Ha CobBera oT 17 mait 2006 .
OTHOCHO MallMHUTE U 32 u3MeHeHue Ha JupexktuBa 95/16/EO, u chiiecTBYBa pHUCK MpH ynorpedara My, 3a HETO ce
npuiiaraT U ChOTBETHUTE CHIECTBEHH H3UCKBAHUS 32 OE30MAaCHOCT, ONpPEICNICHH B Hes, B CIydauTe, KOraTto Te3u
M3UCKBAHUS Ca TO-CIeU(HIHN OT MOCOYEHUTE B HapeaoaTa mo 4. 18.

Yua. S. (1) To3u 3akoH HE ce mpuiiara 3a:

1. (mom. - /1B, 6p. 110 ot 2008 r.) 1ekapcTBEHU MPOIYKTH IO CMUCHIIA Ha 3aKOHA 32 JIEKAPCTBEHUTE MPOAYKTH B
XyMaHHaTa MEAMIIMHA; MpeleHKaTa Aajdu JaJeH MNpPOAYKT IOIajJa B HPHJIOKHOTO IMOJIE€ Ha TO3M 3aKOH WIIM B
INPWJIOXKHOTO T0Jie Ha 3aKOHA 3a JIGKApCTBEHUTE NMPOJYKTH B XyMaHHaTa MEIUIMHA C€ WU3BBpIIBA Bb3 OCHOBA HA
OCHOBHOTO IpeJHA3HAYCHUE Ha IPOJYKTa;

2. MEIUUHMHCKUA W37ENus, KOUTO ca Hepa3desiHa 4acT OT JICKAPCTBEHW MNPOAYKTM M C€a MpPEIHA3HAYEHU OT
MIPOM3BOIUTENS 32 €IHOKpaTHA ynoTpeda eqMHCTBEHO B TO3H BUI;

3. KO3BMETUYHU MNPOAYKTH 110 CMUCHJIA HA 3akoHa 3a 3ApPaBCTO,

4. (mom. - JIB, 6p. 110 ot 2008 r.) opranu, ThKaHW WJIM KICTKA OT YOBEIIKH IPOW3XOJ, MpeIHa3HAYCHU 3a
TPAHCIUIAHTALUA, KAKTO M MPOAYKTHU, BKIIOUBAIM WJIA MOJIYYEHH OT THKAHU WJIM KICTKH OT YOBEHIKH MPOMU3XO] IO
CMHUCHJIa Ha 3aKOHA 3a TPAHCIUJIAHTAIlUS HA OPTaHH, ThKaHU M KIETKU, C U3KITIOUCHHE HA METUIIMHCKA WU3ACTUs 10 4Jl.
3, T.3;

5. OpraHuv, TbKaHU WJIW KICTKHA OT ) XMUBOTHUHCKU ITPOU3XOO, MPEAHAZHAYCHHU 3a TPaHCIIJIaHTallusd, OCBEH aKO IIpHU
MNpou3BOACTBOTO Ha MCAUIHWHCKOTO HU3ACIMUC € HU3I0J3BAHA HEXKH3HECIIOCOOHA JKMBOTHHCKA TBKAaH HIIH

HEKU3HECIIOCOOHHU MNPOAYKTH, TOJTYYCHHU OT )KUBOTHUHCKA ThKaH,

6. KpBB, KPbBHHU CBCTABKM OT YOBCHIKA ITPOU3XOJ IO CMHUCBHIIA Ha 3akoHa 3a KpBbBTAa, KPBBOAAPSABAHCTO U



KpPBBOIIPEIMBAHETO, KAKTO W 3a W3JENHs, KOUTO B MOMEHTa Ha IIyCKaHE Ha Ia3apa ChAbpXKAaT KPbBHU IMPOAYKTH,
J1a3Ma WM KPbBHU KJIETKH, C U3KIIOUYEHUE HAa MEAUIIMHCKH U3/1esns 110 WI. 3, T. 3 ;

7. MEAUITMHCKU W3JeNus 1Mo Wi. 2, ant. 1, T. 1 , KoUTO He ca NpeAHa3HA4YEHU 3a IyCKaHE Ha mas3apa, U3I0JI3BaT ce
Ha MSCTOTO Ha IPOM3BOJICTBO U aKO CE€ M3MOJI3BAaT B OOEKTHM B HEMOCPEACTBEHA OIM30CT JI0 HEro, cOOCTBEHOCTTA
BBPXY TSAX HE CE€ MPEXBBPJISA HA IPYro IOPUANYECKO JIHUILIE.

(2) B cywaute no an. 1, T. 2 uznenuero TpsOBa Ja OTroBapsi Ha M3MCKBAHUATA Ha 3aKOHA 3a JIGKAPCTBEHUTE
IIPOJYKTH B XyMaHHaTa MeaulMHa. ChIIECTBEHUTE U3MCKBaHUS, ONPEIEIICHN MO pela Ha TO3M 3aKOH, C€ MpuJiarar
caMo IO OTHOILIEHHUE Ha XapaKTepUCTUKHUTE, CBbP3aHU ¢ 0€30MacHOTO (PyHKIIMOHUpAHE Ha U3IEITUETO.

Y. 6. B u3nbiaHeHue Ha mpaBoMoumATa cH 1o To3u 3akoH MAJT:

1. (u3m. - JIB, 6p. 110 ot 2008 r.) u3BBpIIBa pETUCTPAIIS IPU YCIOBUATA U IO pelia Ha IJ1aBa BTOPA;

2. u31aBa pa3pelleHus 3a MPOBEXJaHe Ha KIIMHUYHU U3MUTBAHUS C MEIUIIMHCKI U3/EIHS,;

3. (u3m. - [IB, 6p. 54 ot 2012 1. ) 31aBa pa3pemieHus 3a THPTOBUS HA €IPO C METUIIMHCKA H3/ICITHS;

4. U3BBPIIBA HAJ[30p HA TyCHATUTE Ha MMa3apa /WK B JCHCTBUE MEIUIIMHCKU U3JICIHS,

5. (u3m. - JIB, O6p. 54 or 2012 r. ) ochlIeCTBSIBA KOHTPOJ BBPXY ChXPAaHEHUETO, THPrOBUATA, KIMHUYHHUTE
M3MUTBAHUS U 0€30MaCHOCTTA HA METULIMHCKUTE U3/1ETHS;

6. MOJUTbp>Ka CUCTEMA 32 PETHCTPUpAHE W aHAIU3 Ha CHOOIICHUS 32 WHIIUJICHTH C MEAWIIMHCKATE W3MEIHS U
npeanpueMa ChbOTBETHU MEPKH

7. ydacTBa CcbC CBOM HpeAcTaBuUTENH B LleHTpanHaTa KOMHCHS MO €THKa, Ch3JaJeHa MO pela Ha 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIMLIMHA,

8. mpenocrass nHpopManus B EBponeiickara 6a3a JaHHU BbB Bpb3Ka ¢ IIyCHATUTE Ha Ma3apa U/WIM IIYCHATUTE B
JeicTBYE MEAUIIMHCKU U3IeNUS;

9. yuacTBa B ISHHOCTH B 00JIacTTa Ha MEIUIITMHCKUATE U3/CIHsI, CBBP3aHH C paboTaTa Ha MEKIYHAPOIHHU OpTaHU,
OpraHu3aly U JOrOBOpHU, Mo KouTo Penybnuka bearapus e cTpaHa, ¢ peryaaTOpHUTE M KOHTPOJHUTE OpraHHU Ha
JIPYTU JbpKaBU M C OpraHU3aluuTe, padoTelm B 00JacTTa Ha peryjanusaTa Ha MEIUITMHCKI U3JIETHS;

10. (u3m. - 1B, 6p. 110 ot 2008 r.) cb3aaBa U mOAABPKA perucTpute mo ui. 31, am. 2, wi. 58, an. 1 u un. 81;

11. ochiiecTBsIBa Ipyru IEHHOCTH, MPEIBUICHU B TO3U 3aKOH.

Y. 6a. (Hos - JIB, Op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) M3nbiHuTenHaTa areHIUs 1O JieKapcTBaTa
M3TOTBSI MOTHMBUPAHO HCKaHe a0 EBpormelickata koMucHs 3a MpeANpUeMaHe Ha HEOOXOJUMHUTE MEpPKH, KOraTo

IpereHN, ve:

1. mpuiaraHero Ha KIacM(UKAIMOHHHUTE MpaBUjia MO WI. 2, ajl. 3 HW3MCKBAa B3EMaHETO Ha peIleHUEe 3a
KIacuQUKausaTa Ha ONpeelIeH0 MEAUIIMHCKO U3eNUe WM KaTeropus OT U3Aeus o wi. 2, ain. 1, T. 3;

2. maieHo MEUIIMHCKO U3JIeINE UK TPyHa OT U3 1o 9. 2, al. 1, T. 3, He3aBUCUMO OT KIaCHU(DUKAIIHOHHUTE
MpaBuJja mo 4wi. 2, ail. 3, Moxe 1a 0b/ie KIacuUIIMpaHo KaTo APYT KIac U3,

3. CbOTBETCTBUETO HA JIaJICHO MEAUIIMHCKO U3/I€TIME WM Ha Tpyna OT U3JeNus 1o wi. 2, ai. 1, T. 2 unm 3 TpsdBa
Jia ObJie OLIEHEHO MY MIpHJIaraHe caMo Ha €/lHa OT MPEeABUACHUTE B HapeaouTe no 4i. 18 mpouenypu;

4. ce Hajara B3eMaHe Ha peEIICHHE 3a TOBA, JaJM OIPENENCH NPOMYKT WM TPyla OT MPOAYKTH MOIajaa B
MPUIIOKHOTO TI0JI€ Ha TO3U 3aKOH.



Ya. 7. (1) 3a peructpanus 1 M37AaBaHe Ha yJOCTOBEPEHHE 3a pPErucTpalus, 3a U3JaBaHe Ha pa3pellieHus U
VIOCTOBEPEHHMS 1O pejia Ha TO3M 3aKOH, KaKTO M 3a BIIMCBAaHE Ha NMPOMEHH B TAX, C€ 3aIllallldT TaKCH B pasMmep,
omnpezeneH B Tapuda, ogodpeHa oT MUHHCTEPCKHS CHBET.

(2) CpenctBara OT TakcuTe MO al. | M OT MIOOMTE W MMYIIECCTBEHUTE CAHKIIUM, HajaraHu Ha (U3UYECKH U
IOPUINYECKU JIMIa IO peia Ha TO3U 3aKOH, C€ BHACAT KaTo mpuxon mo Oromkera Ha MAJL u Ha [IppkaBHATa areHIUs
3a MCTPOJIOTUYCH U TCXHHUYCCKHU HAA30P B CHbOTBETCTBHUEC C UBBBPUICHUTEC OT TAX I[CleOCTI/I mo aiu. 1.

Pasznea 11
IlyckaHe Ha ma3apa u/WJid MyCKaHe B AeMCTBME HA MEeAUMIIMHCKH U31eJIUs

Y. 8. (1) MeaUIMHCKUTE U3ASTIUS Ce IMyCKaT Ha I1a3apa H/Miau ce IIyCKaT B [[eﬁCTBHe, KOraToO OTroBapsT Ha
HN3UCKBAHUATA HA TO3MU 3aKOH U HA aKTOBCTC I10 IMPUJIAraHeTo MYy.

(2) MeaumuHCKUTE U3IENUSI, C H3KTIOUYEHHE Ha U3pa00TEHUTE TI0 MOPhUKA, C€ MyCKAT Ha Ma3apa U/uii ce IMycKaT
B jeicTBue, koraro umar HaHeceHa "CE" mapkupoBka mo wi. 15 , KOATO ynocToBepsiBa, 4€ CHOTBETCTBHETO Ha
U3JeNUATa ChC CHILECTBEHUTE H3MCKBAHMS € OWUJI0O OLICHEHO IO MPHIOKHMUTE MPOLEAypH 3a OICHsBaHE Ha
CBHOTBETCTBUETO.

Y. 9. (1) BobpnautenHusat aupekrop Ha MAJI n3nasa 3amoBes 3a BpeMEHHO MPEYCTaHOBSIBaHE WM 3a 3a0paHa
Ha yCKaHEeTO Ha Ma3apa W/Wiu MyCKaHeTo B JICHCTBHE U 3a U3TEIVISHE OT Ma3apa Ha MEIMLIMHCKU U3/ENUs C HaHeceHa
"CE" mapkupoBKa 1o wi. 15 , KaKTO U Ha W3JAeTus, U3pad0TEeHH MO MOPBhYKA, KOUTO MOTAT Jia 3acTpaiiaT 3IpaBeTo U
0e30macHOCTTa Ha MAlNNEHTUTE, Ha MEIULMHCKUTE CICHUAINCTH WM Ha TPETH JIMIA, KOTaro ca MPaBUIHO
WHCTAIUPAHU, TTOTBP)KAHH M CE M3IOI3BAT MO MpeTHa3HAYCHUE.

(2) UsneiHUTENIHATA areHIUS 10 JIeKapcTBaTa He3abaBHO wH(popMupa EBporieiickara KOMUCHUS 32 3allOBEATa 110
an. 1 u 3a mpennpueTUTe MEPKU, KaTo MOCOYBa MPUUYMHUTE 32 HECHOTBETCTBUETO Ha M3JENUATA C U3UCKBAHUATA HA
TO3U 3aKOH U Ha aKTOBETE MO MPUJIATaHETO MY, KOUTO MOTaT Jia Ce IbJKAT Ha:

1. HeM3MbJIHEHNE Ha CHIECTBEHUTE N3UCKBAHUS, ONpeieNieHH B HapeaouTe mo uwi. 18 ;
2. HEMPABUIIHO MPUJIAraHe Ha CTaHAapTUTE 1o wi. 13, an. 1 ;
3. HelmocTaThlM B cTaHAapTuTe 1o wi. 13, an. 1.

Y. 10. (1) Jlunero, koeTo HOCH OTTOBOPHOCT 3a IYCKAHETO Ha Ma3apa M/WJIM 3a MyCKaHEeTO B JeiCTBHE Ha
MEAMIIMHCKUTE U3JEINNS], € TPOU3BOIUTEIISIT.

(2) U3m. - B, 6p. 110 ot 2008 r.) Korato mpou3BOAUTENAT HE € YCTAHOBEH Ha TEPUTOPHSATA HA JIbpKaBa
YICHKa WM Ha JbpkaBa OT EBpONENCKOTO MKOHOMHYECKO HPOCTPAHCTBO, TOW IMHMCMEHO YIIBIHOMOIIABA CBOM
IIPEACTAaBUTEN, HAPUYAH 10-HATATBK "YI'BIIHOMOILECH IIpeACTaBUTEN". 3a MEIULMHCKO U3JEIINE WM U3EINE OT €IUH
U CBII MOJIEJ, TTyCHATO/M Ha ma3apa Ha OOIHOCTTa, MPOU3BOIUTEIAT YITBIHOMOIIABA CAMO €/IHO JIUIIE.

Y. 11. (1) [IponsBoauTensaT Ha MEAUIIMHCKA U3/IENHUS € JTBXKEH Ja TH MPOEKTHpa, pa3paboTBa, IPOU3BEXk/a,
OMaKOBA M €THKETHPA B CHOTBETCTBUE CHC CHILECTBEHUTE M3UCKBAHMS, ONpPEAEICHU B HapenouTe mo ui. 18 , u na
OCUTYpH OIIEHSIBAaHE Ha CbOTBETCTBUETO UM IO NMPUIOKUMHUTE 3a TAX MPOLIETYpPH.

(2) (M3m. - IB, 6p. 110 ot 2008 r.) O1ieHsIBaHETO HAa CHOTBETCTBUETO M0 all. 1 ce U3BBPIIBA OT TPOU3BOAUTEIIS.

(3) (Homa - JIB, 6p. 110 ot 2008 r.) IIpor3BoAUTENAT MOXKE J1a BB3J0KHU HA YITBIHOMOILICHUS CH MPEJICTABUTEIN
JIa TIPUIIOKH TTPOLIEYPUTE IO OIEHsIBaHE Ha ChOTBETCTBUETO, ONIPECIICHU B HapeaOuTe mo wi. 18.

(4) (Ilpenuuma an. 3, uzm. - [IB, 6p. 110 ot 2008 r.) Koraro nponenypute, onpeaeneHu B HapenouTe mo wi. 18,
W3MCKBAT HamecaTa Ha HOTU(HIIMPAaH opraH 1o wWi. 64, an. 2, NPOU3BOMUTEIAT WM YII'BIHOMOIICHHIT MY
MPEJICTABUTEN B CIy4auTe MO ajl. 3 BB3JIara Ha u30paH OT HEro HOTH(MIIMPAH OpraH Ja U3I'BJIHU MPUIOKHUMHUTE 32
BHJIa HA U3JICJIUETO MPOIEYPH B PAMKUTE Ha KOMIIETCHTHOCTTA MY.



(5) (Hom. - JIB, 6p. 110 ot 2008 1.) B cmydanTe HAa MPOU3BOJCTBO HA MEIUITMHCKH M3JCIHS MO Wi. 2, al. 1, 1. 3,
MpU KOETO € M3MOJ3BaHa HEKU3HECIOCOOHA >KMBOTUHCKA THKAH WJIM HEKU3HECTIOCOOHHM MPOIYKTU, MOIYYEHH OT
JKUBOTUHCKH TbKaHU, MPEAN OLCHABAHC Ha CbOTBECTCTBUCTO UM 110 ajl. 1 MNPOU3BOAUTCIIAT U3BBPIIBA AHAJIN3 HAa PHUCKa
W yIpaBlieHUE Ha PUCKa IIPU CMIa3BaHe Ha M3MCKBAHUATA, ONPEICIICHN B HapeaouTe 1mo wi. 18 .

(6) (Ilpegummna an. 4, usm. - JAB, 6p. 110 ot 2008 1.) Ilpon3BOAUTENAT WM HETOBHSAT YI'BIHOMOIICH
MPEICTaBUTE U HOTU(HUIIMPAHUAT OpraH 1Mo ajl. 4 CKIOYBAT JOTOBOP 3a YCIOBHSTA, NMPH KOUTO C€ IMPOBEKIA
OILICHSIBAHE ChOTBETCTBUETO HA METUIITMHCKUTE U3/ICTHSL.

Yiu. 12. (1) (Hom. - AB, 6p. 41 ot 2009 r., B cuna ot 2.06.2009 1., uzm., 6p. 98 ot 2010 r., B cuna ot 1.01.2011
r.) B mHTEpec Ha 37ApaBeTO Ha HACEICHHETO W M0 MOTHBUPAHO MCKAHE HA PETMOHAIHATA 37[paBHA WHCIEKIUS, Ha
HammonanHus MEHTHp 1Mo mpoOieMHuTe Ha OOINECTBEHOTO 3JpaBe WM Ha JiedeOHO 3aBeICHWE MHHHUCTBPBHT Ha
3paBeOIa3BaHETO WU OMPABOMOIICH OT HEr0 3aMECTHHUK-MUHHUCTBD TIPH TMOJOKUTEIHO CTAaHOBHINE Ha
W3IBITHUTETHUS aupektop Ha MAJI Moke chc 3amoBej MO HM3KIIOYCHHE Ja pa3pelm ITYCKaHEeTO B JICHCTBHE Ha
MEIUIIMHCKO HU31enue, 0e3 1a ca HaJIMIIE YCIOBUATA O Wi 8 .

(2) YcnoBusita u penbT 3a MyckaHe B JISHCTBUE Ha U3AETUs 1O all. 1 ce onpeAensT ¢ Hapeada Ha MUHUCTHPA Ha
3[paBEOIa3BaHETO.

Ya. 13. (1) Korato MemumHCKATE U3ACTUSI Ca MPOSKTUPAHU U TTPOU3BEJACHU B CHOTBETCTBHE C HAIIMOHAIHHU
CTaHJAapTH, KOUTO BBBEXKJIAT XapMOHU3MPAHUTE €BPOINEWCKA CTaHAApPTH, IpHUeMa C€, 4Ye TE€ OTroBapsAT Ha
CBIIECTBEHUTE U3UCKBAHUs, ONpeieJICHU B HapeaOuTe mo ui. 18 .

(2) (M3m. - IB, 6p. 110 ot 2008 ., B cuna ot 21.03.2010 r.) KoraTo MeaumuHCcKkuTe U3AeIUs 1Mo Wwi. 2, ai. 1, T. 2
U 3 ca TpOEKTHpaHW M TIPOM3BEICHH B CHOTBETCTBHE C o¢unmamHaTta (apmakories B PemyOnmuka benrapus,
ornpeneneHa B 4i. 12 Ha 3akoHa 3a JeKapCTBEHUTE MPOAYKTH B XyMaHHAaTa MEAMIIMHA, IpUEeMa ce, 4e Te OTroBapsAT Ha
CBLICCTBEHUTE U3UCKBAHUs, ONpEEICHU B HapeaOuTe mo ui. 18 .

(3) Koraro menmuuuHCKUTE U3AETUS O Wwi. 2, an. 1, T. 1 oT cnuckk A, a mpu HEOOXOAUMOCT - U OT CIHUCHK b, ca
MPOEKTUPAHU U MPOU3BEJICHU B CHOTBETCTBUE C OOIIM TEXHUYECKH CIEIU(UKAIlUK, TTpUeMa Ce, Y€ T€ OTToBapsT Ha
CBILCCTBEHUTE U3UCKBAHUS, OTIPE/ICTICHN B HapeaOuTe mo wi. 18 .

(4) Korato mpou3BOAMTENSAT HE MOXKE Ja Clla3d W3MCKBAHHUSTA HA ajl. 3, TOM MpueMa TeXHUYECKU pelieHus, C
KOMUTO Ja NOCTUTHE EKBUBAJICHTEH PE3YJITaT.

(5) Korato ycraHoBH, ue cTaHAApPTUTE MO aj. | HE MOKPUBAT HAMIBJIHO CHIIECTBEHUTE U3UCKBAHUS, ONPEACICHU
B Hapenbute mo ui. 18, MAJI usrotBs u chryacyBa odulMagHa Abp)KaBHA MO3UIUSA, KOATO C€ MIpPEICTaBs Ha
EBponeiickata koMucus.

Y. 14. (1) [IpousBoautensT Ha MEAUIIUHCKA U3IETUS ChCTaBs TEXHUUECKA JOKYMEHTAIIMS, YUETO ChIbPKaHUE
€ OIpe/IeJIeHO B ChOTBETHUTE Hape 10U 1o ui. 18 .

(2) Cnen u3nbIHEHHE HA NMPUIOKUMUTE MPOLEAYPH 32 OILEHSBAHE HAa CHOTBETCTBUETO MPOM3BOAMTENAT HIIH
HETOBUSAT YII'BJIHOMOILICH MTPEJICTABUTEN ChCTaBs ACKIapalys 3a CbOTBETCTBHE HA MEUIIUHCKOTO U3/IEIHue.

(3) IIpousBOAUTENAT WM HETOBUAT YITBIHOMOINCH MPEACTAaBUTENl € JUTHKEH Jla ChXpaHsBa TEXHHYECKAaTa
JOKyMEHTalusl Mo ain. 1 W [exnapainusara 3a CHhOTBETCTBHE IO al. 2 Hal-Malko 5 TOAMHM OT JaraTa Ha
HpeyCTaHOBSIBaHe Ha HpOI/ISBO,Z[CTBOTO Ha MCIUIIUHCKOTO U3ACJIUC U A T' HpeI[CTaBSI HpI/I ITIONMCKBAHEC 3a HpOBepKa Ha
JmIara mo 4i1. 86, an. 2 .

Y. 15. (1) "CE" mapkupoBkara ¢ rpaduaHO M300pakeHHE CHITIACHO MPHUIIOKEHHUETO, KOSITO Ce HAaHACST BBPXY
MEIMIIMHCKOTO W3JIeNNe TPear MyCKaHEeTO My Ha Ia3apa W/WJIM ITYCKaHETO My B JEHCTBHE, TpAOBa lla ce pa3dyuTa
JIECHO M JIa HE MOXe Ja ce 3aJIM4u 0e3 cieu.

(2) "CE" mapkupoBKaTa ce HaHacs Ha BUIUMO MSCTO BBPXY M3/CIHETO, B MHCTPYKIIHATA 3a YIIOTpeOa U BBPXY
HEroBara CTEpPHJIHA ONAKOBKa, ako MMa TakaBa. Koraro € BB3MOXKHO, TS C€ HaHAacd M BBPXy MOTpeOUTEIICKaTa



OIIaKOBKa.

3) "CE" mapkupoBKaTa MMa BHCOYMHA Hall-MaJIKO 5 MM, aKkO ChOTBETHATa Hapeada mo wi. 18 He mpeaBmxkaa
2
npyro. Ilpn HamansBane wim yBenmuuaBaHe pasmepa Ha "CE" MapkupoBKaTa MpomopruuTe B TpaduyHaTa Mpeka
TpsiOBa Ja OB/IAT CIIa3CHMU.

(4) M3m. - AB, 6p. 110 ot 2008 r.) 1o "CE" MmapkupoBkaTa 1o aji. 1 ce HaHacs UACHTU(PUKAMOHHUAT HOMEp Ha
HOTU(UIIMPAHUS OpTaH B ciy4auTe mo wi. 11, am. 4, xorato mpouexypuTe, ONpeAeieHrn B HapenouTte mo 4wi. 18,
M3MCKBAT HAHACSIHETO MY.

(5) "CE" mapkupoBKata U UACHTU(DUKAMOHHUAT HOMEpP MO all. 4 HEe ce HaHACAT BbPXY U3JEIUETO CaMO KOTraTo
pasmepuTe U opMmara Ha U3IEIUETO HE I03BOJIABAT TOBA.

(6) Besika npyra MapKHpOBKa, KOSTO C€ HaHACSA BBPXY M3/EIUETO, BbPXY OIAKOBKaTa My W/WJIM B WHCTPYKIUATA
My 3a ynoTpeba, He TpsiOBa Ja MOJABEXJa MOTPEOUTENS] - MEIULUMHCKH CHElUaIUCT WM MalUueHT, OTHOCHO
MapKUpOBKaTa o aj. | 1 He TpsAOBa Jja HapyllaBa HeWHaTa BUJUMOCT U YETIUBOCT.

(7) B ciygait Ha u3nenus, KOUTO ce MyCKaT Ha Ia3apa B cTepuiiHa onakoBka, "CE" MapkupoBkaTa ce HaHACs KaKTO
BBPXY CTEpUIIHATA, TAKa U BHPXY MOTpeOUTENICKaTa ONTAaKOBKA HAa U3/ICTHETO.

(8) Ipu msmocTHO TpepabOTBaHE HA W3MIETMETO, KOETO MOXKE Ja TOBJIMSAEC Ha HETOBOTO O€30ITacHO M3MOJI3BAHE,
"CE" mapkupoBKaTta ce HaHacsl cjell MOBTOPHO OIEHSBAaHE Ha W3JCIUETO CBIVIACHO MPHIOKUMUTE MPOLEIYpH,
olpezieNieHu B HapeaOuTe mo ui. 18 .

(9) Koraro MenMuuHCKOTO U3JENKe € B MPUIIOKHOTO TOJIE HAa HapenOuTe 1Mo wi. 7 OT 3aKOHA 32 TEXHUYECKUTE
W3UCKBAHUS KbM NPOAYKTHTE, Npeasuxianm HaHacsHe Ha "CE" mapkupoBka, MapKupoBKaTa yIOCTOBEpsIBa
ChOTBETCTBUETO HA U3/IEIMETO C M3MCKBAHUSATA HAa BCIKA OT HapeIOUTe, OCBEH aKo B HapeAOUTe € MPEABUICHO IPYTO.

(10) Ha u3nox6u, maHaupu, IEMOHCTpAIIMH, MTPOMOIIMHM, HAyYHU W TEXHUYECKHM KOH(EPEHIIMM MoraT Jia ce
MPEJICTaBAT MEIUIIMHCKU u3aenus 0e3 HaneceHa "CE" mapkupoBka.

(11) B caysaute mo an. 10 MpOU3BOAUTENAT HaHAcS BBPXYy H3ACIHATA BHUAUMO O00O3HAYCHUE, KOETO
HEJBYCMHUCJICHO ITOKa3Ba, ue Te He ca MpeHa3HaueH! 3a TyCKaHe Ha Ia3apa U/Wi 3a IyCcKaHe B JICHCTBHE.

Y. 16. (1) [IpousBoauTensT Ha MEIUIIMHCKA U3JCTHS € ITHKEH JIa MOCOYM UMETO, CeJANUIIETO U aJipeca CH
Ha yIpaBJICHUE BBPXY U3/ICIINETO, BBPXY ONaKOBKaTa My M B HHCTPYKIUITA 3a ynoTpeda. MHCTpykius 3a ynorpedba He
Ce M3WCKBA 3a u3zenus mo 4ui. 2, ain. 1, T. 3 ot wiac I u Ila, kouTto Mo mpeneHka Ha MPOU3BOJUTENS MOTaT Ja ce
M3MON3BaT Oe301acHo 6e3 MHCTPYKITHS 3a yrmoTpeoda.

(2) Bepxy onmakoBkata M B MHCTPYKIMSATA 3a yOTpeba Ha M3/eNHsl, KOUTO C€ BHACAT OT TPETH JbpPXKABU Ha
TepuTopusATa Ha EBpOmNEHCKHs CBbIO3 WM Ha TEPUTOpUATA HAa EBPONENCKOTO MKOHOMHYECKO IPOCTPAHCTBO, CE
ITOCOYBAT JOIIBIHUTEIHO UMETO U aAPECHT Ha YII'BIIHOMOUICHHUS IIPEJICTABUTEN U HA BHOCHUTEIIS.

(3) Unctpykuusita 3a ynorpeba TpsadBa a ObJie ChCTaBeHA U Ha OBJITAPCKU €3UK.

Y. 17. IIpou3BOAUTENAT WJIM HETOBUAT YII'BIHOMOIICH IMPEACTABUTEN € JUIBKEH Ja OCUTYpH Oe30MacHOTO
WHCTAJIMPaHe Ha MEIUIIMHCKUTE U3MeNns Ha TepuTopusta Ha Permyonuka beiarapust, koraro cnernurkaTa UM H3HCKBA
TOBA CHIJIACHO MHCTPYKIIUATA 32 YIIOTpeOa, U Jia TapaHTHPa MO IPHIKKATA HM.

Ya. 18. (U3m. - [IB, 6p. 82 ot 2009 1., B cuna ot 16.10.2009 r.) MUHHCTEPCKUAT CHBET MO MpPEIOKEHUE Ha
MHUHUCTBpa Ha 37]paBeoIa3BaHeTO U Ha MUHUCTbPa Ha MKOHOMMKATa, EHEepreTUKaTa U Typu3Ma omnpeziess ¢ Hapeaou 3a
MEIUIIMHCKUTE U3ASINS Mo Wi. 2, aj. 1 :

1. CBhIICCTBCHUTEC U3 CKBAHM S,

2. npoucaypuTe 3a OHCHABAHC Ha CBOTBCTCTBUCTO CBC CBIICCTBCHUTC HU3UCKBAHUA H CBABPIKAHUCTO Ha
TCXHUYCCKATa JOKYMCHTAIIU;



3. mpaBuiaTa 3a KiacupuKanus Ha MEAUITUHCKATE U3CTUs 10 Wi. 2, ain. 1, T. 3 ;
4. CIIUCBIUTE, onpeﬂensmm O6XBaTa Ha I‘pyT[I/ITe HH BI/ITpO JAUArHOCTUYHU MCIUITUHCKU U3CIIN A,

5. M3MCKBaHUsATA 32 MMPOBEXKIaHE HA aHAIN3 HA PUCKA U 3a YIIPABIEHHUE HA PHCKA 32 MEAUITUHCKU W3MIEHS 1O YJl.
11,am 5.

Pasznea 111
Ilyckane Ha ma3apa U/WjM MyCKAHEe B IeMCTBUE HA MEIMUMHCKHA U3/1eJIUs,
U3Pa0d0TEeHH M0 MOPbYKA

Ya. 19. (1) Mm. - B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) IlponsBoauTensT UM HETOBUST
VITBJTHOMOIIICH TTPEICTaBUTEN, MPEIN JIa TTyCHE Ha Ia3apa W/WJKA B ACHCTBUE MEAUITMHCKO U3CNUE 1Mo Wi. 2, all. 1, T. 2
unu 3, u3paboTeHO MO MOPHYUKA, ChCTAaBS JOKYMEHTAIIHS, KOSTO ChIbpiKa:

1. uMeTo u ajgpeca Ha MPOU3BOAUTES;
2. uneHTU(UKAITMOHHY JaHHU Ha U3JIEIHETO;

3. ACKIIapanus, 4€¢ MCANIIUHCKOTO U3ACIINEC € MMPCAHA3HAYCHO 3a CIICIhaiHa YHOTpe6a OT KOHKPCTCH MAllUCHT,
YHUETO UMC CC ITOCOYBA,

4. uMmeTo Ha JICKAps WJIM Ha JICKapd 110 ACHTAaJIHA MEAWIIMHA, KOWTO € M3rOTBHII 3aJaHUETO 3a I/I3pa6OTBaH€ Ha
n3aCiIucTO, U HAMMCHOBAHHMECTO HaA J1Ie4eOHOTO 3aBCACHUC, KOIraTO € Bb3MOXKHO,

5. cnenuUYHYN XapaKTepUCTUKU Ha MEAUIIMHCKOTO U3/IENINE CHIVIACHO 3a/IaHUETO;
6. nexnapanus, 4e U31eIMeTO ChOTBETCTBA HAa IPUIIOKUMHUTE 3a HETO CHIECTBEHU U3UCKBAHUSL.

(2) (M3m. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) B cny4yaute, koraTo U3AeIMETO HE OTrOBaps Ha
HSIKOE OT MPUJIOKUMHTE 32 HETO CHIIECTBCHH M3MCKBAHMS, HECHOTBETCTBUETO C€ 0OOCHOBABA B JICKIAPAIIHMTa 11O aJl.
1, T.6.

(3) (dom. - B, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) JoxymeHTamusra mo ai. 1 ce chbxpaHsiBa OT
MPOU3BOJUTENS MM OT HEroBUS YI'BIHOMOILEH NPEICTAaBUTEN 3a CPOK Hal-Manko 5 TOJUHHU, a B CIydauTe Ha
UMILIAHTUPYEMH METULIMHCKU U3AeNus o wi. 2, ai. 1, T. 3 u Ha uznenus no ui. 2, ain. 1, 1. 2 - 3a cpok Haii-manko 15
TOJIHH.

(4) (Homa - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) JlokymeHnTanusta mo ana. 1, mpuapyxaaiia
W3AenusTa Mo wi. 2, ai. 1, 1. 2 u uznenusara mo wi. 2, ain. 1, T. 3 ot wiac Ila, 116 u III, ce mpenocTaBst Ha KOHKPETHUS
MalUeHT, UICHTU(DUITUPAH C UMEe, aKPOHUM UJIH I (POB KOJI.

(5) (IIpeauuma an. 4, uzm. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) [IponsBoauTenar Ha u3nenus mo
1. 2, ai. 1, T. 2 u 3, u3paboTeHH 1Mo MOPHYKA, TPEIOCTaBs Mpu rmouckBane oT MAJI criuchbk Ha U3IENHATa, TTyCHATH B
JielicTBUE Ha TepuTOopusTa Ha Penyonuka bwirapus.

Y. 20. (1) (U3m. - [IB, 6p. 110 ot 2008 1.) [Ipon3BOAUTENAT CHCTABS TOKyMEHTAIIHSI, BKIIOYBAIlA ONTMCAHNE Ha
MPOEKTHPAHETO, Ha TPOM3BOACTBOTO U HA JCHCTBUETO HA HM3JICIHETO, BKIOYUTEIHO OYAaKBAHOTO JCWCTBHE, KOSTO
MO3BOJISIBA OICHSBAaHE CHOTBETCTBHETO HA M3MICIHETO C U3UCKBAHUATA HA TO3W 3aKOH M Ha Hapenbute mo wi. 18. B
JOKyMEHTAIMATA Ce TI0COYBA M aJIpeChT Ha MPOU3BOICTBEHOTO/ MIPOU3BOICTBEHUTE IIOMEIIICHHU €/TIOMEIICHUS.

(2) IlpousBoauTENAT € AMBKEH Jla MpEeANpUeMe HEOOXOAUMUTE MEPKH, 3a J1a OCUTYpU Ype3 MPOU3BOACTBEHUS
MpolleC ChOTBETCTBUE HA M3eNuATa 0 Wi. 19 ¢ nokyMeHTanusTa o ai. 1.



(3) (Homa - IB, 6p. 110 ot 2008 r.) IIpon3BOAUTENAT MPEOCTaBsS JOKYMEHTAIMsITA 10 an. 1 3a mpoBepka mpu
MMOWCKBaHe Ha JWIlaTa Imo 4i. 86, ai. 2.

Paznen IV
IlyckaHe Ha ma3apa HA CMCTEMH WJIM HA0OPHU MeAMIIMHCKH U31eJIUus

Y. 21. (1) ®Pusnuecko WK IOPUIUYECKO JINIIE, KOETO KOMIUJIEKTYBAa MEAUIIMHCKA U3JeNUs 0 wi. 2, an. 1, T. 3
c HaneceHa "CE'" MapkupoBKa, Ipeii 1a TH ITyCHE Ha Ta3apa KaTo CHCTeMa Win Habop, ChCTaBs JEKIapaIus, B KOATO
3as1BsBa, 4e:

1. e KOMILJICKTYBAJI CUCTEMAaTa WU Ha60pa B 3aBHCHUMOCT OT NPECAHA3HAYCHUCETO Ha OTACITIHUTC HU3ACIUA U
OIpaHUYCHHUATA UM 3a yHOTpe6a, ONpCACIICHU OT MPOU3BOAUTCIINUTC,

2. ¢ MMpOBCPHUI CBBMCCTHUMOCTTA Ha OTACIHUTC MCIUINWHCKU HU3ACIUA W € IIPOBCI OICpalluUTC I10
KOMITJICKTYBAHC B CbOTBCTCTBUC C MHCTPYKIUUTEC HA TPOU3BOJUTCIIUTC,

3. ¢ omakoBaJ cUcTeMara Hjid Ha60pa " € IpCHOCTaBUII HGO6XO):[I/IM3.T8. I/IH(I)OpMaI_II/IH Ha HOTpe6I/ITeJ'II/ITe, KOATO
BKJIIIOYBA CBOTBCTHUTC MHCTPYKIIUU OT IIPOU3BOAUTCIIUTE;

4, JIeiiHOCTTa My € 00EKT Ha ChOTBETHU IMponcaypu 3a BbTPCIICH KOHTPOJ U ITPOBCPKA.

(2) Koraro HsKO€ OT M3MCKBaHUATA HA all. 1 He € HU3IIBJIHCHO, CUCTCEMATA WU H8.60p"bT IOoAJICKAT Ha OLICHABAHC
Ha CbOTBCTCTBUCTO CHC CBIICCTBCHUTC U3UCKBAHU S, OIIPCACIICHU B HapeHGI/ITC mo ui. 18 .

Yur. 22. (1) ®usnuecko WU IOPUIMYECKO JIMIE, KOETO CTEPHIIM3MpPA CUCTEMHM WM HaOOpH MEIULMHCKU
W3IENs 10 Wi. 21 W/MiyM MeIMIIMHCKA U3enus o wi. 2, ain. 1, T. 3 ¢ Hanecena "CE" MmapkupoBKka, npeHa3HaYeHH OT
IPOM3BOIUTENS Aa OBIAT CTEPUIM3UpPAHU Ipeau ymoTpeda, 3a Ja T'M IIyCHE Ha Ias3apa, TpsAOBa Ja OLEHHU
ChOTBETCTBHUETO UM IO MPOLIEAYPH, OIIPEeTICH! B ChOTBETHATA Hapen6a mo wi. 18 .

(2) (dom. - JIB, 6p. 110 ot 2008 r.) Ilpunaranero Ha mpoueaypuTe Mo ajia. | u aelcTBUATa Ha HOTU(PUIIMPAHUS
OpraH ce orpaHMYaBaT J0 NMOCTUTAaHE HA M3UCKBAHMATA 32 CTEPUIIHOCT JI0 MOMEHTA Ha HapylaBaHEe I[EJIO0CTTa Ha
OITaKOBKATa Ha U3JIEINETO.

(3) Jlumeto mo an. 1 cheraBs AekIapanusi ChIIACHO M3WCKBAHUATA, MPEABUJCHU B CHOTBETHATa Hapemda, ye
CTePHJIN3AIIMSTA € U3BBPIICHA B ChOTBETCTBUE C MHCTPYKIIUHUTE HA MIPOU3BOIUTEIUTE.

Ya. 23. (Usm. - 1B, 6p. 110 ot 2008 r.) JIumara mo wi. 21, an. 1 u wn. 22, an. 1 cexpaHsBaT JeKIapaliuTe 3a
CPOK 5 TOJIMHU U TH MPEIOCTABSAT IPU TOMCKBAHE 3a MIPOBEPKa Ha JUIaTa Mo wi. 86, ai. 2 .

Y. 24. Cucremute Wi HAOOPUTE MEIUITMHCKA U3JENHS MO Wi. 21 , CTeprIM3UpaHuTe CUCTEMH WJIM HAaOOpH
Y MEIULMHCKUTE U3AeNus 1o ui. 2, ain. 1, T. 3 ¢ Hanecena "CE" mapkupoBKa, mpeJHa3HauYeHU OT MPOU3BOIUTENS J1a
ObJaT CTEPUIIM3UPAHU TIPEAU YIIOTpeda, ce myckar Ha nasapa 0e3 gonbiaHutenHa "CE" mapkupoBka, mpuapyKEHU OT
MHCTPYKIIMS 3a YymoTpeba, KOSTO BKIOYBA, KOTaTo € HeoOXoAuMo, HWHGopMalusara, IpelocTaBeHa OT
MPOM3BOJUTEINTE HA OTACTHUTE W3JENUs OT CHUCTeMara WM Habopa, M3MCKBAHUATA KbM KOATO ca ONpEJeNiCHU B
ChOTBETHATa Hapeada mo ui. 18 .

Paznen V
OHeHﬂBaHe Ha HeﬁCTBHETO Ha UH BUTPO TMATHOCTUYHHU MCIAUIHUHCKH
U3 ACJINA
Ya. 25. (1) Ouenkata Ha CHOTBETCTBMETO HAa WMH BUTPO JAUATHOCTUYHUTE MEIUIIMHCKH W3JIETUS ChC
cnenu(pUYHOTO UM MpeJHa3HaYeHUEe MPH YCIOBHUS Ha ynmoTpeda, OMpenesieHd OT MPOW3BOAUTENS, CE H3BBPIIBA C

OIICHKA Ha JICCTBUETO Bh3 OCHOBA HA:

1. C60pHI/I JaHHU OT HAay4YHaTa JIMTEparypa, OTHACAIIM CC OO0 MNPCAHA3HAUYCHHUCTO Ha HU3ACIHUCTO, U KPUTHUYCH



aHaJIi3 Ha TE€3U JAaHHU, U/WIIH
2. pe3ynTaTUTe OT U3MUTBAHUATA MIPU OI[EHKA Ha ACHCTBUETO UIIU APYTU MOAXOASIM TECTOBE.

(2) Tlpou3BOAMTENAT WM HETOBUSAT YII'BIHOMOIIEH TPEICTaBUTEN, Mpeau JAa MpedocTaBU HH BHUTPO
TUATHOCTUYHM MEIUIMHCKA W3IeNus 3a OICHSBAaHE Ha JCWCTBHETO B aKpeAWTHpaHa JIadopaTopuisi, ChCTaBS
JIOKYMEHTAI[U S, KOSITO ChAbpKa:

1. I/II[QHTI/Iq)I/IKaL[I/IOHHI/I JaHHU Ha U3JCITHUCTO,

2. miaH 3a OIlEHsBAaHE, KOWTO ChIbpXKA IIeNTa, HAYYHUTE, TEXHUYECKUTE WIIM MEIULIMHCKUTE OCHOBAHUS,
oOxBaTa Ha OLICHSBAHETO U OpOs Ha U3/ICIUATA,

3. CIIUCHK Ha AKPCAUTUPAHUTC na60paTopI/H/1, KOUTO Y4aCTBAaT B OLICHABAHCTO,
4. HaJayHa JaTta 1 IJiaHupaHa IMpOAbJDKUTCIIHOCT HAa O CHABAHCTO,

5. IpM U3IeNnus 3a cCaMOTECTyBaHE - MACTO M Opod Ha junara 0e3 MeIWIIMHCKA KBaJW(HUKAIUs, KOUTO IIe
y4acTBaT B OLIEHSIBAHETO;

6. pewnapauus, 4e MEIULHUHCKOTO M3/ENHe CHOTBETCTBA HAa MPHJIOKUMUTE CBIIECTBEHH MW3HCKBAHMS, C
M3KIIOUEHUE Ha Te3M, KOUTO ca OOEKT Ha OLIEHABAHE Ha JCWCTBUETO M KOMTO Ca M3PUYHO MOCOYEHHU, U Y€ ca
MpEeANpPUETH BCUYKM MPEANa3Hu MEpKHU, HEOOXOJMMH 3a 3alTa Ha 3ApaBeTo U 0e30lacHOCTTa Ha MEIUIIMHCKUTE
CIEeLMAIUCTH, Ha NAIlUEHTUTE UK Ha TPETH JINLIA.

Y. 26. (1) [IpousBoauTensT chbcTaBs TEXHUUYECKaTa JOKyMEHTaIus o wi. 14, an. 1 u s npezacTass 3a npoBepka
IIpY IOMCKBAHE Ha JIMIaTa 1o wi. 86, ain. 2 .

(2) Ipon3BoauTENAT € ANBKEH JAa MpeanpueMe HeoOXOJUMHUTE MEPKH, 3a Ja OCUTYPH 4pe3 MPOU3BOJACTBEHUS
IIpOlLlEC CHOTBETCTBME HAa WH BUTPO JUATHOCTMYHUTE MEIULIMHCKM H3JEJIMsI 32 OLEHSBAHE Ha JEHCTBHETO C
JIOKYMEHTAUTa Mo ail. 1.

I'maBa BTOpAa
PEIT'UCTPAILIUSA HA JIMIHA, KOUTO ITYCKAT MEANLIUHCKHA
N3 EJINS HA TTA3APA
(3ara. m3m. - /1B, op. 110 o1 2008 r.)

Ya. 27. (1) (U3m. - [IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) KoraTto mpou3BoauTENAT HA MEAUITUHCKA
u3enus mo wi. 2, an. 1, T. 3 ot knac [, mpou3BoAUTENAT HA U3AeNHs 1Mo Wi. 2, an. 1, T. 2 u 3, u3paboTeHHU MO MOPHYUKa,
KakTO M (M3UYECKOTO WM IOPUIMYECKOTO Jnie mo wi. 21, an. 1 m wn. 22, an. 1 ca peructpupanu mo TrproBckus
3aKOH, T€ TI0/IaBaT 3asBJICHUE 3a PETHCTPAIU 10 00pasel 10 W3NkIHUuTeIHUs qupekrop Ha MAJI He mo-kecHO oT 14
JTHU CJIe]l TyCKaHe Ha W3/IeINETO Ha Tazapa U/uiu B JIeiicTBUE HA TeputopusTa Ha PenyOnuka bearapus.

(2) KM 3asBIIeHHETO 32 perucTpanus mno ai. 1 ce mpuiarar:

1. (u3m. - 1B, 6p. 60 ot 2011 1., B cuma ot 5.08.2011 r.) enuHeH uaeHTHGUKAITMOHEH KO Ha IPYKECTBOTO;

2. HAMMEHOBAHKE U ONMMCAHNE Ha U3JICTHETO;

3. JOKyMEHT 3a IJaTeHa Takca B pa3Mep, ofnpezesieH B Tapudara mo wi. 7, ai. 1 .

(3) (M3m. - 1B, 6p. 110 ot 2008 r., B cmia ot 21.03.2010 r.) JIumara mo an. 1 ca AIIBKHU Ja YBEIOMST B
14-nHeBeH cpok M3NbIHUTENHUS aupekTrop Ha MAJI npu npomsiHa Ha agpeca cu Ha ynpasieHue. Ilpu nmpomsiHa B

nHpOpMaIUATa 1o al. 2, T. 2 IUIaTa mo an. | mojgaBar A0 U3MBIHUTENHUS nupekrop Ha MAJI 3assnenunero mo ai. 1,
KbM KOETO MpHJIaraT CBbP3aHUTE C MPOMAHATA JTOKYMEHTHM U JIOKYMEHT 3a IJIaTeHa Takca B pa3Mep, OMpPEAENieH B



tapudara mo ui. 7, an. 1.
(4) (Ot™. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.).

Y. 28. (1) Korato npou3BoAUTENST HA U3IEHS MO Wi. 2, ai. 1, T. 1 mycka OT cCBOoe MMe Ha Tasapa W/Wjid B
JeiicTBre Ha TeputopusTa Ha PenyOnuka beiarapus Te3u usaenus u € perucTpupan mo ThproBCKHs 3aKOH, TOU Moj1aBa
3asBJICHUE 32 PETUCTpaIUs 10 00pa3ell 10 U3IMBIHUTEIHU AupekTop Ha NAJL.

(2) KM 3asBII€HHETO 3a perucTpanus no ai. 1 ce npuiarar:

1. (u3m. - 1B, 6p. 60 ot 2011 ., B cumna ot 5.08.2011 r.) enuHeH uaeHTHPUKAIIMOHEH KOJI HA IPYKECTBOTO;

2. uHdopmanus 3a OOUMTE TEXHOJOTMYHHU W/WIW AHAIUTUYHU XapaKTePUCTHKH, CBBpP3aHA C PEAKTUBUTE,
MPOIYKTUTE OT PEAKTHBUTE, KAIMOPATOPUTE U KOHTPOIHHUTE MaTEpHAIIH;

3. B ciydail Ha W3Ienus OT CIUCHIM A, b U W3menus 3a caMOoTeCcTyBaHEe - HaMMEHOBAHHWE, BHJI U MOJCN Ha
W3JICINETO, AaHATUTUYHU M KOraTo € HEOOXOIMMO, JUATHOCTUYHU MapaMeTpu IO OTHOIICHUE HA CHIICCTBCHUTE
W3UCKBAHUS, TOCOUYCHH B HapeaOHUTE MO 4. 18 , pe3yaTaT OoT OIleHKaTa Ha IEHCTBUETO 1O TJIaBa MbPBa, pa3aen V;

4. MTHCTPYKIIUS 32 yIoTpeda Ha OBJITAPCKU €3UK;

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

(3) (M3m. - AB, 6p. 110 ot 2008 r.) [Ipou3BoauTENAT, KOMTO OT CBOE UME IyCKa Ha Ma3apa U/WiIH B JeiiCTBUE Ha
TepuTopuaTa Ha Penyonuka bbarapust HOBO MH BUTPO JNUATHOCTUYHO MEIUIIMHCKO H37ENUE, KOTaTo € PeruCTpupaH

o TeproBckus 3akoH, mogasa 10 MAJI nokymeHTanusTa 1o aji. 2, KakTo U yKa3aHHue, Y€ U3/eJIMETO € HOBO.

(4) (M3m. - AB, 6p. 110 ot 2008 r.) lH BUTpO TMarHOCTUYHO MEIMIIMHCKO M3JENME € HOBO, ako Ha Iaszapa Ha
JTbprKaBa YJIeHKA WM Ha AbpKaBa OT EBpONeNcKOTO HKOHOMUYECKO TPOCTPAHCTBO MPe3 MOCIEAHUTE TPU TOIUHHU:

1. TakoBa U3AeIME HE € OUJI0 MOCTOSHHO HAIMYHO 32 aHAJIM3UPAHUTE BEIECTBA UJIU APYIU MTapaMeTpH, UK

2. He e OWia HaTMYHA AHAIMTUYHATA TEXHOJOIWsS, M3MOJ3BaHA 3a JaJCHUTE aHAJIM3UPAHU BEINECTBA WM
rapameTpu.

(5) (Otwm. - [IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.).

(6) (M3m. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) 3asBrnenuero 3a peructpanus no ai. 1 u 3 ce moaaBa
B 14-11HEeBEeH CpOK OT JlaTaTa Ha ITycKaHe Ha ra3apa U/WjM MycKaHe B IeHCTBHE Ha U3AenusaTa no wi. 2, an. 1, 1. 1.

(7) (M3m. - IB, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) JIumara mo an. 1 u 3 ca ATBXKHU J1a YBEIOMST B
14-nHeBeH cpok M3NbIHUTENHUS nupekTop Ha MAJI npu:

1. mpoMsiHa B ajipeca Ha yIpaBJICHHUE;
2. 3HaYUTEIHHU MPOMEHHU B MHpopMaLusTa Mo ai. 2, T. 2 u 3;
3. (oM. - [IB, 6p. 110 ot 2008 1., B cmna ot 21.03.2010 1.);
4. u3TenisiHe Ha U3JIEJUETO OT maszapa.
Ya. 29. (Usm. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) (1) B cnygaute no un. 10, an. 2, xorato
VI'BTHOMOIICHUSAT TpEACTaBUTENl € perucTpupad 1o ToproBckus 3akoH, mnoaaBa 1o WAJI 3asBineHue u

IpHApYKaBalaTa ro JOKyMeHTALM 32 U3AeausaTa o wi. 27, an. 1 u/unu no wi. 28, an. 1 umm 3.

(2) YowenHoMomeHusT mnpeactaBuTen mo ain. 1 yBemomsiBa MAJI mpu Bceska mpoMsHa Ha ajpeca CH Ha
yIIpaBJICHUE.



Ya. 30. (U3m. - IB, 6p. 110 ot 2008 1., B crura ot 21.03.2010 r.) 3a Bcwukm u3fenus mo 4i. 2, ain. 1, T. 2 u 1o
ui. 2, an. 1, T. 3 ot wiac Ila, 116 nnu III, mycHaru B neiictBue Ha Teputopusata Ha Penmyonuka boarapus, UAJI moxe na
MOMCKA JJAaHHU, UJICHTU (PUITMpaly U3/IE€TUETO, ETUKET U MHCTPYKIUSA 3a YoTpeoa.

Y. 30a. (Hos - /IB, 6p. 110 ot 2008 r., u3m., 6p. 82 ot 2009 r., B cuia ot 16.10.2009 ., 6p. 39 oT 2011 1., B
cuna ot 1.01.2012 r.) (1) M3nbaHuTenHata areHIMs 1O JeKapcTBaTa MOAIbpKa Ha HUHTEPHET CTpaHUIlaTa CH CHUCHK
Ha MEIUMLMHCKUATE W3JeNus, KOUTO Morar Ja ObJaT 3alUlalllAHM CbC CpeAcTBa OT Ow/pkera Ha HamumonamHata
37IpaBHOOCUTYPHUTEHA Kaca, OT PEMyOJUKaHCKUS OI0JKET, U3BBH 00XBaTa HA 3aIBIDKUTEIHOTO 3PAaBHO OCUTYPSIBAHE,
OT penyOiIrKaHCKHS OI0JIKeT, upe3 OromkeTa Ha MUHHUCTEPCTBOTO HA TpyZa U COLIMANHATa MOJUTHKA, OT OI0/DKEeTa Ha
neyeOHUTE 3aBeIeHU 10 WI. 5 OT 3aKoHa 3a JieueOHUTE 3aBe/IeHUs], KAKTO U ChC CPEACTBA Ha JIEYEOHUTE 3aBEACHHUS C
JbP’KaBHO M/MJIM OOIIMHCKO ydactue 1mo wi. 9 u 10 ot 3akoHa 3a Jie4ueOHUTE 3aBEICHHUSL.

(2) CiucwkbT 1O an. 1 chabpika:
1. o61M MAEHTU(PUKALMOHHHU JAHHU U XapaKTePUCTUKU Ha MEIULIMHCKOTO U3/IEIHE;

2. cepTU(UKAIIMOHEH U PETHCTPAI[MOHEH CTaTyC Ha MEAUIIMHCKOTO U3/IENNE;

3. TbproBcka HH(pOpMAalus, BKIIOYMTEIHO IPOJAKHA Il€HAa 3a MEAMLMHCKOTO U3JeNue, KaKTo U 3a
IIPOU3BOUTENS/YII'BIIHOMOIICH U] TPEJICTABUTEN WJIM ThProBella Ha MEIUIMHCKOTO U3/IENINE;

4. crorinoct no ui. 300, ai. 1.

(3) YcnoBusTa 1 penbT 3a BKIIOYBAHE B CIIUCHKA MO ajl. | W 32 HETOBOTO MOIBbpPXKAHE C€ OMPEACAT B Hapeadoa
Ha MI/IHI/ICTepCKI/IH CBBCT, MPUECTA N0 MPCIIOKECHNEC HAa MUHUCTHPA HA 3JpaBCOMA3BaAaHCTO U MUHUCTbBpPA HA Tpyda U
collMajgHaTa MOoJIUTHKA.

(4) He ce 3ammamar cbe cpencTBa mo ajl. 1| MeIuIMHCKA U3/eNIUS N3BBH CIIUCHKA 110 all. 1.

Ya. 306. (Hos - JIB, Op. 39 or 2011 r., B cuna ot 1.01.2012 r.) (1) AbpkaBara exerogHo omnpenens
CTOMHOCTTA, J0 KOSITO CE 3aIlIalliaT METUIIMHCKATE U3IeNHs, BKIIOYCHH B criichka 1o wi. 30a, ai. 1.

(2) YcnoBusita 1 pensT 3a ONpeeNsHe Ha CTOMHOCTTa HAa MEIULMHCKUTE M3AETUs Mo aj. 1 ce ompeaensT B
HapenOara o ui. 30a, an. 3.

Ya. 31. (1) (Ot™m. - IB, 6p. 110 ot 2008 1., B crma ot 21.03.2010 1.).

(2) U3m. - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) U3nenHuTenHaTa areHUMs MO JIEKapcTBaTa BOJIU
pETUCTEp, KOMTO ChIBpIKA:

1. HOMep ¥ JaTa Ha perucTparus;
2. HauMCHOBAHHUE, BUJI U KJac Ha MEIUIIMHCKOTO U3JICIINC;
3. UMe U aJipec Ha ynpaBJieHHE Ha 3asBUTENs 1o wi. 27, an. 1, un. 28, an. 1 u 3 u un. 29, an. 1;
4. nata Ha 3aJJM4aBaHE HA MEIUITMHCKOTO U3JIEINE OT PETUCThpPa 1 OCHOBAHHUETO 33 TOBA;
5. 3a0€JIe)KKH 10 BIIMCAHUTE 00CTOITENICTBA.
(3) U3m. - B, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) MBmbaHuTeNnHaTa areHIUs IO JIEKapcTBaTa
MPEeOCTaBsl JaHHU 3a perucTpanusaTa Ha usaenusra mo wi. 27, an. 1, un. 28, an. 1 u 3 u nmo un. 29, an. 1 npu

[IOMCKBAHE OT PEryJlaTOpHHU OPraHW Ha JAPYrd AbpPKABU WICHKUM WJIM OT PETYIAaTOPHU OpPraHU Ha IbpPXKABU OT
EBpomneinckoTo NKOHOMHAYECKO IPOCTPAHCTBO U OT EBporelickaTa KOMUCHS.



I'1aBa Tpera
KIUMHUYHU N3INTUTBAHUSA HA MEANIINHCKU U3AEJIUSA

Paszgen 1
OO0mu pasnopeadu

Yiu. 32. (Msm. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) KnuHUYHO M3NUTBaHE C MEIUIIUHCKU
u3aenus mno wi. 2, an. 1, T. 2 u 3 ce npoBexa ¢ 1eit:

1. moTBBpkKAaBaHEe, Y€ MPH HOPMAIHH YCIOBHS Ha ymoTpeda W3IENUEeTO M3MBIHSBA €JHAa WU IOBeYe OT
(byHKIIUUTE, ONIPEACIICHHU OT TPOU3BOIUTEIIS;

2. uaeHTU(QHUITMpaHe Ha HeXKEJIAaHU CTPAaHUYHH e(DeKTH IPU HOPMAJIHU YCIIOBUS Ha ynoTpeOa Ha U3JeNneTo;

3. MMpeucHKa JOKOJIKO I/II[eHTI/I(bI/II_II/IpaHI/ITC HCKCJIIaHU CTPAHHUYHHU G(I)GKTI/I Ca B paMKUTC Ha NIPUCMIINBUS PUCK,
MNPCOCHCH CIIPAMO I10J3aTa OT MPCABUACHOTO NPECAHA3HAYCHNC HA U3ACIIMCTO.

Y. 32a. (Hos - /IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) O1neHsBaHEeTO HAa KIMHUYHUTE JAHHU OT
M3MUTBAHETO CE U3BBPIIBA TP YCIOBUS, ONpeeNieHH B HapeabaTa mo wi. 48, an. 2.

Y. 33. KnuHMYHO M3NUTBaHE Ce MPOBEXKAa B JeuyeOHM 3aBEJCHHS M0 CMUCHIA Ha 3aKoHa 3a JeyeOHuTe
3aBeJICH UL

Ya. 34. (1) KnuHUYHOTO M3MUTBAHE C M3JAENMATA MO Wi. 32 ce MpoBEXAa NpH clla3BaHE HAa OCHOBHMTE
IPUHIUIINA, KOUTO TapaHTHUpaT IMpaBaTa, 0E30MacHOCTTA, 3PABETO M YOBEIIKOTO JOCTOWHCTBO HA YJaCTHHUIIUTE B
M3IUTBAHETO, ONpeaesieHn B Jlexnapanusara or XelI3UHKU 3a €TUYHUTE MPUHLHUIM NPU MPOBEXKAAHE HA KINHUYHU
M3MUTBAHUS BBPXY X0Opa.

(2) TlpaBata, Oe3omacHOCTTa M 3[pPaBETO HA YYACTHULMTE B KIMHUYHOTO M3IUTBAHE CE€ IOCTABAT HaJ
MHTEpEeCHTE Ha HayKaTa M O0IEeCTBOTO.

(3) KnuHNYHOTO U3NMUTBAHE CE MpEANpUEMa U MPOBEK/A, MPU YCIOBUE Y€ MPEABUAUMUTE MOJI3H 32 YYACTHUKA
1 3a 00IIECTBOTO OIpaBIaBaT PUCKOBETE.

(4) KiinanyHOTO M3MUTBaHe TpsiOBa Ja ce IJIaHUMpa Taka, 4e HeyloO0CTBOTO, OojikaTa, CTpaxbT U JAPYTUTE
NpEeIBUIMMHU PUCKOBE BBB BPB3Ka ChC 3a00JISIBAHETO Ja Ca CBEIEHHU JI0 MUHUMYM M NparbT Ha PUCKa U CTEMEHTa Ha
¢usnyecka Oonka Ja ca TPEIBAPUTENIHO OIpENeNeHW W Ja MOAJeKaT Ha MOCTOSIHEH KOHTPOJ IO BpeMe Ha
HU3IIUTBAHETO.

(5) He ce momycka mpenocTaBsHe Ha (MHAHCOBU WM JPYId CTUMYJIU 3a BKIIOYBAHE HA YYaCTHHUIM B
KIMHUYHOTO U3MHUTBAaHE OCBEH KOMIIEHCAIlUH (Pa3Xou 3a MMbTHU, THEBHU U IPYTH).

Ya. 35. (Otm. - JIB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.).
Ya. 36. (1) Lsanara uadopMarusi OT KIMHUYHO U3MHUTBAHE C€ 3allKMCBa, 00paboTBa U CHhXpaHsABA MO HAYHH,
KOMTO OCUTypsIBa TOYHOTO W JIOKITaJBaHE, MHTEPIPETUPAHE U MOTBBPKIaBaHe. JINYHNUTE MaHHW Ha YJaCTHUIIUTE B
KIMHUYHOTO U3MUTBAHE CE ChbXpPaHSBAT ChIVIACHO 3aKOHA 3a 3allMTa Ha JINYHUTE JAHHU.
(2) HoxymenTanusTa 1o ai. 1 ce cbxpaHsBa OT IVIaBHUSI WU KOOPAMHUPANMS U3CIea0BaTeN 3a cpok 20 roquHu
OT JaraTa Ha MNPUKIIOYBAHE HA KIMHUYHOTO HW3MUTBAHE M CE€ NPEAOCTaBs IMpPU IMOMCKBAHE HA CHOTBETHATa
KOMUCHSI/CHOTBETHUTE KOMUCHU T10 eThka U Ha UAJL.

Y. 37. (1) Knuauuno u3nuTBaHe Ha U3EIUATA 110 Wi. 32 ce JOIMycKa CaMO BbpXY JIUIIE:

1. Ha KOETO € MpeaoCTaBCHa MPECABAPUTCIIHO ITUCMCHA HH(bOpMaHI/ISI 3a CbIIHOCTTA, 3HAYCHUCETO, ITOCICACTBUATA



1 CBCHTYAJIHUTC PUCKOBC HAa KIMHUYHOTO U3MMUTBAHC U B pa3roBOp C JICKAp WJIA JICKAP MO ACHTAJIHA MCAUI[MHA - YJICH
Ha MU3CICA0BATCIICKUA CKUII, Ca MY PAa3ACHCHHU LEJINTC, PUCKOBETE, Hey,2106CTBaTa Ha U3NUTBAHCTO U YCIIOBHUATA, IIPH
KOHUTO LIC CC IMPOBCIKIA,

2. x0eTo ¢ MHPOPMHPAHO 3a MPABOTO CH Ja Ce OTKaXE MO BCSIKO BpeMe OT M3MUTBaHETO, 0e3 ToBa Ja uMma
OTPHIIATEITHY TOCJIECTBHS 32 HETO;

3. KoeTo € JaJI0 JUYHO IIMCMCHO HH(bOpMI/IpaHO ChbIVIACHUC 3a YHaCTHC.

(2) Korato muiero e HecmocoOHO Ja W3pa3d MHCMEHO ChIVIACHE, TO MOXE Ja Jajae YCTHO ChIVIacCHE B
MPUCHCTBUETO HA He3aBUCUM cBHeTen. CBHAETENST yAOCTOBEpSBa MHUCMEHO, Y€ IJMIETO € H3Pa3uio JIMYHO
nH(opMUpaHO chITacue 3a ydacTue B KIIMHUYHOTO M3MUTBAHE.

(3) Camo neecriocoOHO nuIle, KOETO pa3dupa ChUHOCTTA, 3HAUCHUETO, MOCIEACTBUATA U €BEHTYAIHUTE PUCKOBE
OT KIMHUYHOTO U3MUTBAHE, MOXeE J1a 1a7ie MHPOpMHUpaHO cbryacue 1o ai. 1, T. 3 u an. 2. UndopmupanoTo cbriacue
3a ygacTHe B KIMHUYHO HM3MHMTBAaHE MOXE Jla ObJe OTTEIVIEHO IO BCAKO BpeMe 0e3 OTpHUIIaTeNTHH ITOCIEACTBHS 3a
JIUIECTO.

(4) KnuHUYHOTO M3MUTBaHE BHPXY OTPAHUUYECHO JIEECIIOCOOHO IMBIHOJIETHO JIMIIE MOKE Jla Ce MPOBEXAa CIeN
MoJiyyaBaHe Ha MHUCMEHO WH(OPMHUPAHO CHIVIACHE OT JIMIETO W OT 3aKOHHHS My TpeicTaBuTen. Ha orpanudeHo
JileecriocoOHO MTBIHOJIETHO JIMIIE c€ TTpeocTaBs HHpopManusaTa mo aji. 1, T. 1 B ChbOTBETCTBHE ¢ HEroBaTa CrioCOOHOCT
3a pazOoupane. M3puyHOTO My KellaHHE J1a ¢ OTTETIH IO BCSIKO BpeMe OT KIMHHUYHOTO M3MHUTBaHe TpsOBa aa Oble
B3€TO MPEBU] OT U3CIICOBATENS, a IPU HEOOXOAUMOCT - OT TJIIaBHHS U3CIEI0BATEN.

(5) Undopmupano ceriacue 3a HeJEeCIIOCOOHO MBIIHOIETHO JIMIIE MOXKE JIa IaIe 3aKOHHUSAT MY MPEJCTaBUTEIL.

(6) B cmyuaute mo wi. 162, an. 3 ot 3akoHa 3a 3/paBeTo MH(MOPMHUPAHO ChITIACHE JaBa HA3HAUYEHOTO OT ChJa
aune.

Yiu. 38. (1) KnuHHYHOTO M3MUTBaHE BBHPXY MAIOJIETHO JIMIIE MOXE Jla Ce MPOBEXAa Cie] MollydaBaHe Ha
MUCMEHO MH(OPMUPAHO ChITIACHE OT 3aKOHHUTE MYy MPEACTaBUTENH - OT JBaMaTa POAUTENM WM OT HACTOMHUKA Ha
JIMIIETO, MPHU CHa3BaHe M3UCKBaHUATA HA Wi. 37, ain. 1, T. 1 u 2 u an. 3 . Korato eIMHUAT pOJUTEN € HEU3BECTEH,
MOYMHAJI WJIM € JIMIIEH OT POAMTENICKA MpaBa, UM HE ca My MPEJOCTABEHU TaKMBa MpaBa B CIydauTe Ha paszBo/,
MUCMEHO UH(POPMHUPAHO CHIIACHE J1aBa POAUTEINST, KOMTO YIIPaKHIBA POIUTEIICKUTE TIpaBa.

(2) KnuHUYHOTO M3NUTBAaHE BHPXY HEI'BJIIHOJNETHO JIMIIE MOXKE JIa C€ MPOBEXK/a Ciell MOIy4aBaHEe Ha IMUCMEHO
WHGOPMHUPAHO CHITIACHE OT JIUIIETO W OT 3aKOHHHUTE MY MPEJACTABUTENHN - OT ABaMara POAUTEIN WIJIM OT MOIMEUUTENs
My, IpH Clla3BaHe U3UCKBaHUATAa Ha wi. 37,an. 1, T. 1 m 2 u an. 3 . Koraro eiuHUAT poauTen € HEM3BECTEH, MOUMHAI
WM € JIUIIEH OT POJMTEINICKU MpaBa, UJIM HE ca My IPEJAOCTaBeHU TaKWBA MpaBa B CIydauTe Ha pa3Boj, MHUCMEHO
MHQPOPMUPAHO CHIVIACKE aBa HEMBIHOJIETHOTO JIHUIE U POAUTENAT, KOMTO yIpakHsIBa POAUTEIICKUTE MpaBa.

(3) Ha ManoneTHOTO MM HEMBIHOJETHOTO JIMIIE C€ MpenocTaBs MH@OpMalus 3a CHIHOCTTA, 3HAYEHUETO,
MOCJIEJICTBUATA, €BEHTYATHUTE PUCKOBE U MOJI3UTE OT KIMHUYHOTO U3MUTBAHE MO pa3dupaeM 3a HETO HA4WH OT JIeKap
C MpU3HaTa CIEHHAIHOCT 110 JETCKU OOJIECTU MJIN JETCKU MCUXOJIOT.

(4) Corimacuero Ha POOUTCIIUTC WA HacTONHHKA Tp;{613a Aa nOpcACTaBJIsIBaA HNpCAIiojaracMara BOJIA Ha
MaJIOJIECTHOTO JTMIC U MOXE Ja 6T)I[C OTTCIVICHO IO BCAKO BPEME IPU MPOBCKIAAHC HA KIMHWUYHOTO H3IMUTBAHC 0e3
OTPULATCIIHHA IMOCJIICACTBH S 3d MAJIOJICTHOTO JIUIIC W/UJIN 34 TIX.

(5) Cprnacuero Ha HEMTBIHOJIETHOTO JIULIE M HA POJUTENIUTE WIIM HA TOMEUUTENs MOXKe Ja Obje OTTErNIEHO MO
BCSIKO BpeMe B MpoIleca Ha MPOBeXkAaHe Ha KIMHUYHOTO U3MUTBaHE 0e3 OTPUIIATEeTHU MOCIEACTBUS 3a TSIX.

Y. 39. PemmenreTo 3a BKIIOUBaHE B KIMHUYHO U3IHUTBAHE Ha MaJIOJIETEH, HEMMBIHOJIETEH, HEAESCIIOCO0EH HITH
OTpaHUYEHO Jeecroco0eH MBIHOMETEH MAallMeHT, KOraTo He MOXE Ja C€ B3eMe CIEeNHO MHMOPMHUPAHO ChIVIACHE OT
POIUTEUTE/POAUTENIS UITU CHOTBETHO OT HACTOWHUKA WM OT IOMEYUTENII M KOraTO HEMOCpEJCTBEHATa Iel €
criacsiBaHE Ha KMBOTA My, C€ B3eMa Hail-MaJlKo OT JIBama JieKapu, HE3aBUCHUMHU OT BB3NOKUTENS U OT IJIaBHUS HIH
KOOPAMHUPALIMS U3CIIEeI0BATE.



Ya. 40. (1) KnuHn4HO M3NUTBaHE BBPXY OpEeMEHHH MOXKE Ja ce MpeanpHeMe U MPOBEXAa MpHU Cla3BaHe
M3HUCKBAHUATA HAa WI. 37 caMO B CIIydauTe, KOraTo HsAMa J0Ka3aHW IPYrH aJITEpHAaTUBHM METOJOM 3a U3BBPIIBAHE HA
JMarHOCTHKA UJIM JICYEHUE U KOraTO TOBA HE 3acTpalllaBa KMBOTA U 3[paBETO HAa OpeMEHHATa U KU3HECIIOCOOHOCTTA
Ha IUI0/1a.

(2) Pemiennero 3a BKIOUBaHE B KIMHMYHO M3MUTBAHE B CIydyauTe MO ajl. 1 ce B3eMa OT JeKapcKka KOMHCHS,
ChCTaBEHA OT CHEI[UAINCTH, HE3aBUCUMH OT BB3JIOKUTENSA U OT INIaBHUS/KOOPAMHHUPALLMS U3CIIe10BaTeN.

Y. 41. (1) 1o Bpeme Ha U3NUTBAHETO YYaCTHUKBT IPHU IMOKWCKBAHE MOIy4yaBa AON'BIHUTENHA HH(OpMALIHSI OT
HE3aBUCHUMO OT BB3JIOKUTEINS JTULIE.

(2) IMucmenara mH@opMmalus, NpeAoCTaBsHa HAa YJaCTHUIUTE B KIMHUYHO W3MHUTBaHE, ChAbp)Ka aHHU 3a
KOHTAKT C HE3aBUCUMOTO JIMIIE 1O ail. 1.

Yur. 42. (1) IIpu npoBexnaHe Ha €JHOLEHTPOBO UM MHOTOLIEHTPOBO KIMHUYHO M3MHMTBAHE HA TEPUTOPUSTA
Ha PemyOnuka Bbiarapus, KoraTto BB3JIOKUTENAT HE € YCTAaHOBEH Ha TepuTopusra Ha EBporelckus cbhio3 WU Ha
TEPUTOPHATA HA JbpXkKaBa OT EBPONENCKOTO NKOHOMUYECKO ITPOCTPAHCTBO, TOM YI'BIIHOMOIIABA CBOW NPEJACTaBUTEI,
YCTaHOBEH Ha TepuTopusTa Ha Penybnuka benrapus.

(2) (U3m. - B, 6p. 110 ot 2008 1., B crura ot 21.03.2010 1.) Ilpu mpoBexaaHne Ha MHOTOIIEHTPOBO KIMHHYHO
M3MUTBaHE Ha TepuTopusta Ha PenyOnuka brirapus u Ha TepuTopusTa Ha Apyra Abp)KaBa YICHKA/IbpKABU WICHKH,
W/WIU Ha TEpUTOPUSITA HA AbpKaBa/IbpkaBu 0T EBpoIelickoTo MKOHOMHUYECKO ITPOCTPAHCTBO, U/UIIN HAa TEPUTOPUSITA
Ha TpeTa AbpKaBa, KOTaTO BB3JIOKHUTEIST HE € YCTAHOBEH Ha TepUTOpHsTa Ha EBpOTEiiCKrsl ChI03, TOW yII'BITHOMOIIIABA
CBOH IIpe/ICTaBUTEN, YCTAHOBEH Ha TEPUTOPHUSITA HA JbpiKaBa WICHKA WA JbpikaBa OT EBpomeickoTo MKOHOMUYECKO
MPOCTPAHCTBO.

(3) YObJIHOMOIICHUST MPEACTAaBUTEN MO ajd. | WM 2 HOCH OTTOBOPHOCT 32 MPOBEKJIAHETO HA KIMHUYHOTO
M3MHUTBaHE Ha TepuTopusTa Ha Penybnnka beirapus cbriiacHO IeiicTBAOTO 3aKOHOAATENICTBO.

(4) (Otwm. - [IB, 6p. 110 ot 2008 1., B cua ot 21.03.2010 r.).
(5) (Otm. - IIB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.).
(6) (Otm. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.).
(7) (Ot™m. - 1B, 6p. 110 ot 2008 1., B crma ot 21.03.2010 1.).

Y. 43. (M3wm. - [IB, 6p. 110 ot 2008 1., B cua ot 21.03.2010 r.) (1) KnuHn4HOTO M3NUTBaHE C€ U3BBPILBA MO/
PBKOBOJICTBOTO Ha M3CIIEA0BATEN.

(2) KoHTposrbT BBPXYy KIMHUYHOTO HM3MUTBAHE CE U3BBPIIBA OT BBINOKHUTENS HJIM OT YI'BIHOMOILEHUS MY
NpeICTaBUTEN 1O 4. 42, an. 1 Uiy 2, wiid OT Ha3HA4YeHO OT HETo JInLe - HaOIro1aBarll,

(3) Ilo Bpeme Ha KIMHUYHOTO M3MUTBAHE JIEKap, CHOTBETHO JIEKap MO JACHTadHAa MEAMIIMHA, TMPOCIHesiBa
3[PaBOCIOBHOTO CHhCTOSIHME HA YYACTHUKA U MIPU HEOOXOAMMOCT IperprueMa ChOTBETHUTE METUIIMHCKI MEPKH.

(4) UzuckBaHusTa KbM BB3JIOKHUTENS, ITIABHUS WM KOOPAMHHPALWS H3CIEAOBATEeT W KbM HaOIIOJaBalMs H
TEXHUTE 33ABJDKCHUS MPU IPOBEXKIaHE Ha KIIMHUYHOTO U3MUTBAHE CE ONPEAEIT ¢ HapenOara mo ui. 48, ai. 2.

Yua. 44. (1) Bo3noxuTtensaT u TNMaBHUAT WU KOOPAWHUPpAIIMAT HMU3CJICAOBATCII CKIHOYBAT JOTOBOP 3a
3aCTpaxoBKa, IMMOKpHUBaIllad OTTOBOPHOCTTAa UM 3a NMPUUYUMHCHUTC NPU HJIIKA IO IMOBOJ IMPOBCKIAHCTO HA KIMHUYHOTO
HU3IIUTBAHC HCUMYHICCTBCHU U UMYIICCTBCHH BP€AN HA YHaCTHHUIIUTE.

(2) Bp3noxuTenaT HoCH OTTOBOPHOCT B ClIydail Ha yBpeXAaHe Ha 3[JpaBeTO WM Ha CMBPT, IPUUYUHEHHU MIPU HIIH
I10 TIOBOJI IPOBEXKJAHETO HAa KIIMHUYHOTO U3IMUTBAHE, KOraTO U3MUTBAHETO € MPOBEXKIAHO ChIVIACHO MU3UCKBAHUATA U
MPOLEAYPUTE HAa OJJOOPEHUSI OT KOMHCHSTA 10 €THKA TIJIaH.



(3) 'maBHUAT WM KOOPAMHUPANMSIT U3CIICIOBATE HOCH OTTOBOPHOCT B CITydail Ha yBpeXKIaHe Ha 3[ApaBETO WITH
Ha CMBPT, IPUUYMHEHU TPU WU MO NOBOJ MPOBEXKIAHETO HA KIMHUYHOTO M3MHUTBAHE, KOTaTO HE Ca CHAa3eHH
HU3UCKBAHUATA U TPOLCAYPUTEC HA 01[06peH1/1;1 OT KOMHUCHATA 110 €THUKA IIJIaH.

Paznean 11
Pa3speinenue 3a npoBekaaHe HA KJIMHUYHO U3NTUTBAHE

Ya. 45. (1) KnuHUYHATE M3NUTBAHHWSA HAa MEIUIIMHCKM M3aenus mo wi. 2, an. 1, T. 3 ot kmac I, Ha
UMIUTAaHTUPYEMHU MEAUITMHCKU U3JIENHs U HAa UHBA3UBHU MEIUILIMHCKUA W3/ENUs 32 MPOIBIDKUTETHA YIOTpeOa Mo uil.
2, am 1, 1. 3 ot xnac Ila unu 116 u Ha w3menusara mo wi. 2, ai. 1, T. 2 , KOUTO C€ MPOBEKIAT HA TEPUTOpHUAITA HA
PenyOnuka beirapus, Morar Aa 3aro4Har cieq ModydyaBaHe Ha MOJOKUTETHO CTaHOBUINE oT KoMucusra mo eTuka 3a
MHOTOIIEHTPOBHY HW3MUTBAHUS HJIM OT KOMHUCHSTA MO €THKAa KbM CHOTBETHOTO JICUEOHO 3aBENICHUE, CH3MAJCHU ChC
3aKoHa 3a JIGKAPCTBEHUTE MPOAYKTH B XyMaHHAaTa MEAMIIMHA, U Ha pa3pelieHHue OT W3IMBIHUTEIHUS AUPEKTOp Ha
HAJL

(2) KnuHnyHUTE U3NUTBAHUS HA MEJUIIMHCKU W3JENHs, Pa3IMyHU OT TE3U MO al. 1, KOMTO ce MpoBeXaaT Ha
TepuTopusaTa Ha PenyOnuka beiarapust, Morar fja 3ano4Har ciief] yBeJIoMsIBaHE Ha U3IIBbIHUTENHUS qupekrop Ha MAJL,

aKO ChOTBETHATa KOMHCHS 110 €THUKA I10 aJl. 1 ¢ Jajia IOJOXKUTECIHO CTAaHOBUIIIC.

(3) Paznopenbute Ha an. 1 u 2 ce mpunaraT U 3a MEIUUMHCKA u3nenus ¢ HaHeceHa "CE" mMapkupoBka, KOraTo
KIMHUYHUTE U3MUTBAHUS CE MPOBEKIAT C 11T CMsHA Ha TTPETHA3HAYCHUETO UM.

Yi1. 46. Bb310KUATENAT WA TJIABHUAT WM KOOPAMHUPANMAT M3CIEIOBATEl MOXKE Ja MOAAJE 3asBJICHUE 3a
YBEIOMSIBAHE WJIM pa3peliaBaHe 3a NPOBEXKIAHE HA KIMHUYHOTO U3MUTBAHE 0 CbOTBETHATA KOMUCHUS IO €THUKA U 0

HNAJI enrHOBpeMEHHO MJIM TIOCIIEIOBATEIHO.

Yu1. 47. (1) IIpu MHOTOIIEHTPOBO KIMHUYHO M3MUTBaHE Ha TepUTOpuUsATa Ha Pemybnuka bwiarapus nunata mo
1. 46 mojaBar 3asBiaeHue 10 Komucusara no eTuka 3a MHOTOLEHTPOBHU U3MUTBAHUSL.

(2) Ilpu enHOLIEHTPOBO KIMHUYHO U3MUTBAHE HA TepUTOpHUATa Ha PemyOnuka beiarapus nunara mno wi. 46 morat
Ja nojaaar 3assieHue 1o Komucusra mo eTHMka 3a MHOTOLIEHTPOBM HW3MHUTBAHUS WIIM JI0 KOMHCHUATA IO €THKA,

Ch3daJJ€Ha B CbOTBCTHOTO Je4eOHO 3aBCACHHUC.

Ya. 48. (1) 3a momydaBaHe Ha CTAHOBWIIE OT CHOTBETHATa KOMHUCHS TO €THKAa TJABHUAT, CHOTBETHO
KOOPAMHUPALMST U3CIEI0BATEN UITU BB3IIOKUTENAT, IPECTaBS:

1. aAMUHUCTpAaTUBHA JTOKYMEHTAIIHS;

2. uadopmariys 3a y4aCTHUK;

3. JOKyMeHTAaIus 3a MJIaHa Ha U3 TBAHETO;

4. noKyMEeHTalMs 32 U3MUTBAHOTO MEAUIIMHCKO U3/ICIINE;

5. JOKYMCHTA U 3a TCXHUYCCKUTC BB3MOKHOCTHU Ha J1e4eOHOTO 3aBCACHUC U HpO(beCI/IOHaJ'IHaTa KBaJ'II/I(bI/IKaI_[I/IH
Ha U3CICIO0BATCIICKUA CKUII,

6. U3TOYHHK Ha (MHAHCHUpAHE U aJIMUHUCTPAaTUBHA OPTaHU3AIIHS HA U3MUTBAHETO.
(2) CoabpxaHueTo Ha JOKyMEHTAIUATA 110 al. 1 ce onpezens B Hape10a Ha MUHHUCThpa Ha 3[IpaBeoIa3BaHETo.

(3) Koraro xoMucusra o eTuka ycCTaHOBH, Y€ JJOKyMEHTAIMsITa 1O all. 1 € HeNm'bJIHa, TS yBEOMsBA 3asBUTENS B
14-1HEBEH CPOK M My /1aBa CPOK 32 OTCTPaHsABAaHE Ha HEM'bJIHOTUTE.

(4) Komucusta mo eTuka U3rotssi craHoBuile B 30-THEBEH CPOK OT MPEACTaBIHETO HA BAIMIHA TOKYMEHTAI[US,



KOETO Mpe0CcTaBs Ha Bb3NnoxkuTesns u Ha MAJL.
Yia. 49. (1) Korato CTaHOBHINETO Ha KOMHCHSTA MO €THUKA MO Wi. 48 € OTpUIATENHO, BB3IOXKUTENAT B
14-1HEBEH CpOK OT JaTaTra Ha YBEJAOMIJIEHMETO MOXKE Jla oOxayiBa peuieHueTo 10 lLleHTpanHara koMHCHS 1O €THKA,

Ch3/1aJIeHa ChC 3aKOHA 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHATA MEIUITMHA.

(2) LlenTpannara KOMUCHS 110 €THKa B 14-THEBEH CPOK OT JaTara Ha IOJydyaBaHE Ha MHCMEHOTO HCKaHE OT
BB3JI0KUTENS C€ IPOU3HACS C pEILIeHUE.

(3) Pemenmero Ha LleHTpaiHaTa KOMUCHS 11O €THKA € OKOHYATEITHO M 33 IBJKUTEITHO 32 KOMUCHSTA 10 €THKA.
Yu. 50. (1) (M3m. - B, 6p. 110 ot 2008 ., B cuma ot 21.03.2010 r.) 3a mosygaBaHe Ha pa3pelicHUE 3a
MPOBEXKIaHE HA KIMHUYHO M3MUTBaHe 1o wWi. 45, an. 1 Bw3noxutenst nmomaBa 1o MAJL 3asBieHue mo oOpaserr,
MPUIPYKEHO ChC CIeIHATA TOKYMEHTAIIHS:
1. nIeHTHUKAITMOHHY JaHHU 32 MEIUIIMHCKOTO M3/IENIHE Ha XapTHUEH U EJICKTPOHECH HOCHUTEIT,
2. I1JIaH Ha KIIMHUYHOTO U3IINTBAHCEC,
3. Opolrypa Ha U3CIEI0BATEIS;

4, JAOKYMCHTAIU4 3a IMOJIy4aBaHC Ha I/IH(I)OpMI/IpaHO ChI1aCuc,

5. mexinaparys OT MPOU3BOIUTEIS Al ChOTBETHOTO M3JEIME MOXKE Jia ObJIe ONMPEIeICHO KaTo M3ACIue 1Mo Uil
3,T.2,3 nnu 4,

6. ACKIIapanusd OT MPOU3BOAUTECIIA JaJI IIPU NPOU3BOACTBOTO HA U3ACIIMECTO IO YJI. 2, all. 1, T. 3 € u3moJ3BaHa
HEKM3HECIIOCOOHA JKUBOTUHCKA ThKAH MJIH HEKU3HECIIOCOOHH MNPOAYKTH, MTOJTYYCHHU OT )KUBOTUHCKH ThKaHU,

7. UMeHaTa Ha H3CIICAOBATCIUTC, HA TIJIaBHUSA WKW TJIABHUTC MU3CICAOBATCIM HWJIIM Ha KOOPAWHHPAIIUA
H3CJICA0BATECII, KAKTO U HAMMCHOBAHHUCTO WU aJpeca Ha JIeueOHUTE 3aBCACHUS, B KOUTO CC IMPOBCKIA KIMHUYIHOTO
HU3IIUTBAHC,

8. HauanHa, KpaliHa jara u rpaduk Ha TPOBEKIAHUTE U3CIICIBAHUS;

9. TOJOXHUTETHO CTAHOBHIIE OT KOMHUCHSATA 1O €THKA, KOTATO BB3IOKHTEIAT € IOoJal TMOCJIEI0BaTEIHO
3asABJICHUA 110 4. 46;

10. nmexmaparus, 4e MEIUIIMHCKOTO H3JCIHe CHOTBETCTBA HA MPHIOKUMHUTE CHIICCTBEHW W3HCKBAHUS, C
M3KITFOUCHUE HA TE€3U, KOUTO ca OOCKT Ha KIMHUYHOTO M3MHUTBAHE, M Y€ ca MPEABUICHU BCUYKU MPEANAa3HU MEPKH,
HEO0OXOIMMH 3a 3al|Ta Ha 3paBeTO U 0E30MacCHOCTTa Ha YYACTHUIIUTE B U3MUTBAHETO U Ha M3CIICIOBATEIICKUS SKHIT;

11. moroBop 3a 3acTpaxoBKa, MOKpUBAIIA OTTOBOPHOCTTA HA M3CIEAOBATENS U HA BH3IOKUTENS 32 MPUUUHECHUTE
UMYITIICCTBEHH W HEUMYIICCTBCHM BPEIM Ha YYJACTHUIIUTE B H3MUTBAHETO IMPU FJIM IO TMOBOJ MPOBSKIAHE HA
KINHAYHOTO U3MUTBAHE;

12. mpoeKT Ha JOTOBOP MEX/TY BB3IOKUTEINS U JIEYeOHOTO 3aBEJICHHCE;

13. moKyMeHT 3a IaTeHa Takca B pa3Mep, onpeerineH B Tapudara mo wi. 7, an. 1.

(2) (Otm. - IIB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.).

(3) (U3m. - JIB, 6p. 110 ot 2008 ., B cuna ot 21.03.2010 r.) [Ipu eqHOBpeMEHHO MO1aBaHe Ha 3asABJICHUS IO L.
46 BB3TOKUTEISIT MOKE JIa IPEICTABU CTAHOBHUIIETO 1O al. 1, T. 9 ciex moirydaBaHETO My, HO HE TIO-KbCHO OT CpOKa

mo yn. 51, am 1.

(4) (M3m. - IB, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) Be3noxkuTensr nexnapupa, ue nogaaeHara 1o MAJI



Hn 10 KOMHUCHUATA 110 €CTUKa I/IH(i)OpMaL[I/ISI B JOKYMCHTalUATa € UACHTHUYHA.

(5) (Homa - IB, 6p. 110 ot 2008 ., B cuna ot 21.03.2010 r.) ChabpkaHUeTO Ha JOKyMEHTAIMATa Mo an. 1 ce
orpeness ¢ Hapeaoara 1o 4i. 48, ai. 2.

Y. 51. (1) BneiaHuTeNHATa areHIMs MO JIeKapcTBaTa OICHSBA MOJaJeHaTa JOKyMeHTanus mno uwi. 50 B
60-THEBEH CPOK OT JiaTara Ha MOJaBaHETO M.

(2) (M3m. - IB, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) M3menHUTENHATA areHITUS 110 JIEKApCTBaTa MOXKE Ja
MOMCKA JOMBJIHUTETHA HHPOpMAaIIHs, CBhp3aHa C JOKyMeHTanusaTa mo 1. 50, am. 1 .

(3) B cirygante no ain. 2 60-aHEBHUST CPOK CIIUPA JIa T€UE€ 0 MPECTABSIHETO HA UCKaHATa JTIOKyMEHTaIlHsl.

(4) Usnenautennust qupekrop Ha MAJL B cpoka mo an. 1 yBenomsiBa TUCMEHO BB3NOKHUTENS, Ue:

1. pa3pemaBa MpoOBEXJAHETO HA KIIMHUYHOTO M3MUTBAHE, WU

2. I3MUTBAHETO HE MOXKeE Ja ObIe TPOBEICHO, KATO IT0OCOYBA MOTHBHTE 32 OTKA3a.

(5) B cimyqanTe o ai. 4, T. 2 BB3IOKUTENAT Moke B 30-7JHEBEH CPOK OT JjaTaTa Ha YBEJOMIICHHETO J1a TPEACTaBU
B MAJl 3asBiieHHe, MPOMEHEHO B CBHOTBETCTBHE C M3IOKCHHWTE MOTHMBHM 32 HENpPHEMaHE Ha MPOBEKIAHETO Ha

KIMHUYHOTO U3IIKUTBAHC.

(6) B 30-mHeBeH cpok OT Jarata Ha MpeACTaBsiHE Ha MPOMEHEHOTo 3asBieHue mo an. 5 MAJl yBemomsBa
MUCMEHO BB3JIOKUTEIIS, Ue:

1. pa3peiaBa NpoBEXAAHETO HA KTIMHUYHOTO U3NUTBAHE, NN
2. U3MUTBAHETO HE MOXKeE J1a ObJIe TPOBEACHO, KATO TTOCOYBA MOTHBHUTE 3a OTKa3a.

(7) Ilpeniuc OoT pa3peleHueTo 3a MPOBEKIaHE Ha KIMHUYHOTO M3MUTBAHE CE U3Mpalla B JIeYeOHOTO 3aBE/CHUE,
ITOCOYEHO B 3asABJeHHUETO no 4. 50, am. 1.

(8) IIpu HenmpousHacsHe B cpoka MO ajl. 1 BB3IOKHUTENIST MOKE J1a 3alI0UHE U3CIIeABAaHETO BeIHAra.

Ya. 52. (1) VBobaautennuar aupekrop Ha MAJI MOTHBUpaHO OTKa3Ba HM3/1aBaHETO Ha pa3pelieHHE 3a
MpOBEX/IaHE Ha KIMHUYHO U3MUTBaHE Ha Teputopusta Ha Penyonuka beirapus, xoraro:

1. He ca NpeACTaBCHU AOCTATHhYHO JOKA3aTCJICTBA 3a OYAKBAHHUTC HAYYHU WM MCAULMHCKU ITOJI3U OT yHOTpe6aTa
Ha MCOAUMITHUHCKOTO U3ACIHNC,

2. HE ca MPEJCTAaBeHW YOCTUTETHU JOKa3aTeJICTBA 32 O€30MacCHOCTTa HAa YYACTHUIIMTE B M3MUTBAHETO M/WUIU Ha
HM3CIICI0BATENICKHS EKHUTI;

3. mpenocTaBeHara HHGOpMaIKs 3a OlleHsIBaHe 0€30I1aCHOCTTa Ha KIIMHUYHOTO U3MUTBAHE € HEAOCTaThUHa;

4. neficTBHETO Ha U3/IETMETO HE OTTOBaps Ha MPeIHA3HAYEHUETO, ONPEENIEHO OT IPOU3BOINUTENS.

(2) Otka3wT Mo an. 1 mojyiexu Ha 0OkKaTBaHE MO pefa Ha AIMUHUCTPATHBHOMPOIECYATHHS KOJICKC.

(3) U3m. - IB, 6p. 110 ot 2008 r.) M3mbiHUTENHATA areHIIM 110 JIEKApCTBaTa yBEAOMsIBA PETYJIaTOPHUTE OpraHu
Ha JApYruTe AbP’KaBU YICHKH, PEryIaTOPHUTE OpTraHU Ha Abp:KaBUTE OT EBpoOneickoTo MKOHOMUYECKO ITPOCTPAHCTBO

u EBporneiickata KoMK CHS 3a OTKa3a 1o ajl. | ¥ mpeacTaBs MOTUBUTE 3a TOBA.

Ya. 53. (1) Be3noxuTensT Moxke Mo BCSIKO BpeMe Ja MpaBU MPOMEHHU B IUIaHA HA KIMHUYHOTO M3MUTBAHE,
Pa3IUYHU OT CHIIECTBEHUTE MPOMECHHU.



(2) B cmyqanTe mo ait. 1 BB3IOKUTENAT ChbXpaHsBa JOKyMEHTAIIMATa, CBbp3aHa ¢ MPOMEHUTE, U g MPEJAOCTaBs HA
HNAJI n Ha chOTBETHATAa KOMUCHS 110 €THKA.

Ya. 54. (1) BeznoxkuTtensat Moxe /1a NPUIIOKHU MJIAHUPAHU CHIIECTBEHU NPOMEHM B IJIaHA HAa KIMHUYHOTO
U3IHUTBAHE.

(2) B caygante mo ain. 1 BB3NOKUTENAT TOAaBa 3asBJICHUE, MPUAPYKEHO C JOKYMEHTAIlMs, CBBpP3aHa C
MPOMEHHUTE, 0 ChOTBETHATA KOMUCHS 1O eTuka u 10 MAJL.

(3) Komucusita mo etuka B 15-1HeBEH CPOK OT MOJIydaBAaHETO Ha 3asBJICHUETO 1O aJl. 2 U3TOTBSI CTAHOBUIIE U TO
MpeaocTaBst Ha Bb3NnoxuTens u Ha MAJL

(4) B 15-mHeBeH cpok OT jaTaTa Ha MOJlydaBaHE Ha CTAHOBHUINEG OT CHOTBETHATA KOMHUCHS IO E€THKa
M3IBIHUTEIHUAT aupekTop Ha MAJL:

1. u3maBa MOMBIIHEHUE KbM Pa3peIICHUETO 3a MPOBEXKIaHE HA W3MUTBAHETO, C KOETO OJ00psABa MpOoMsHATa Ha
IJIaHa, WiId

2. MOTUBHPAHO OTKa3Ba CHIECTBEHA TPOMsHA 1O ai. 1.
(5) OTka3wT Mo an. 4, T. 2 He MOJICKU Ha 00XKaJIBaHE.

(6) Axo B cpoka 1o aj. 4 3aaBUTENAT He moiydu oTka3 oT MAJL, Toit Moxke J1a mpoBex/ia KIMHUYHOTO U3MUTBAHE
CBIJIACHO IPOMEHEHUS TIJIaH.

(7) (Homa - IB, 6p. 110 ot 2008 r.) B cnydanTe mo an. 4, T. 2 nmpu MHOronieHTpoBo m3nutBane MAJI yBemomsna
peryJaTopHUTE OpraHW Ha 3acerHaTUTe MJbpXKaBU WIEHKHM WM pEryJaTOpHUTE OpraHd Ha JbpXKaBUTE OT
EBporeiickoTo HKOHOMHUYECKO MPOCTPAHCTBO, aKO yIaCTBAT B M3MUTBAHETO, 32 OTKA3a U MPEJICTaBsi MOTHUBUTE 3a TOBA.

Yua. 55. (1) Ilpu BB3HUKBAHE Ha HOBU OOCTOATENICTBA, KOMTO MOTaT Ja 3acTpam@ar Oe3omacHOCTTa Ha
YIaCTHUIIMTE B KIMHUYHOTO HM3MUTBAHE IO BpPEME HAa MPOBEXKAAHETO MY, BB3IOKHUTEIAT W H3CIEAOBATEISAT
npeanpreMaT CIIeIHN MEPKH 3a 3allATaTa UM OT BHE3aITHO BH3HUKHAIIUTE PUCKOBE.

(2) M3m. - IB, 6p. 110 ot 2008 r.) B cayuaute no ai. 1 BB3NOKUTEIAT MOXKE J1a:

1. U3BBPIIM TPOMEHH B TUIaHA HA KIMHUYHOTO U3MHUTBAHE,

2. MMpCKpATHU KIIMHUYIHOTO U3IHUTBAHC TPCAU ITPCABUACHHA B IIJIaHA Ha KIIMHUYHOTO U3IIUTBAHEC CPOK.

(3) (U3m. - IB, 6p. 110 ot 2008 r.) Be3nmoxkuTensar He3abaBHO MHPOPMUPA CHOTBETHATA KOMHCHS IO €THKA U
NAJI 3a:

1. MpeANPUCTUTE MCPKU, IPUIUHUTE 3da HAJIATAaHECTO UM U TPOMCHUTC B I1JIaHA,
2. MMpEeKpaTABAaHC HAa KIIMHUYHOTO U3IMUTBAHE NPEAN NPEABHUACHUA B IIJIaHA CPOK U IPEACTABA MOTUBHUTE 3a TOBA.

(4) (HoBa - 1B, 6p. 110 ot 2008 r.) B caydaute mo an. 3, . 1 MAJI yBenomsiBa peryaaTOpHUTE OpraHU Ha
3aCeTHATUTE [IbP)KaBH WICHKM WU PETYIATOPHUTE OpPTraHHM Ha JbpXKaBUTE OT EBPONEHCKOTO WKOHOMHYECKO
MNpOCTPaHCTBO, KOUTO Yy4aCTBAT B HUIIMUTBAHCTO, 3a MPCANPUCTUTC MCPKU U 3a MMPOMCHUTC B IIJIaHA W NPCACTABA
MOTHUBUTE 3a TOBA.

(5) (HoBa - 1B, 6p. 110 ot 2008 r.) B caydyaute mo an. 3, 1. 2 MAJI yBenomsiBa peryiaTOpHUTE OpraHU Ha
JPYIUTE TbpKaBU YWICHKU, PETYIATOPHUTE OPTaHW Ha IbPKaBUTE OT EBPONEHCKOTO HKOHOMUYECKO TTPOCTPAHCTBO U
EBpomneiickaTa KOMUCHS 32 IPEKICBPEMEHHOTO MPEKPATABAHE HA KIMHUYHOTO M3IMUTBAHE U MPEACTaBs MOTHBUTE 32
TOBA.

Ya. 56. (1) (U3m. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) Be3n0XXuTeNSIT HA KIMHUYHOTO U3MUTBAHE



€ JuTbXkeH 1a npenoctass Ha MAJI mpu nouckBaHe JOKyMEHTAIUs, KOSATO ChIbpiKa:
1. 00110 onucaHue Ha U3eTUETO U Ha HETOBOTO NMpPEAHA3HAYCHHUE,

2. IMPOCKTAHTCKU YCPTCKHU, MPOHU3BOACTBEHHU METOAMU, BKIOYHUTCIHO IIO OTHOHICHHME HaA CTCpUIIM3AlHATA,
JAuarpaM Ha KOMIIOHCHTH U I[eTafIJ'IPI, HA4YWMHU HA CBBP3BAHC U APYI'U;

3. onHcaHue U OOsICHEHHS Ha YCPTCIKUTC U AUATrPAMHUTE U ,HeﬁCTBHeTO Ha MCOIUIITUMHCKOTO U3ACIHNC,

4, PEIYITATUTE OT aHAJIM3a HAa PUCKAa U CIIMCBK Ha MPUIIOKCHUTEC HAIIBJIHO WM YaCTUYHO CTAaHAAPTH IO YJI. 13,
anr. 1 m ommcanme Ha MNPpUCTUTC TCXHHUYCCKU PCHICHUSA 3a OCUTYpSABAHC Ha CBOTBCTCTBUC CHC CHIICCTBCHUTC
HU3UCKBAHUS, KOTATO CTAHAAPTUTE HE Ca MIPUITOKCHU ;

5. PE3YITATUTEC OT UBIIUTBAHUATA, IPOBCACHU OT PCTYIATOPCH OpraH Ha AbprKaBa WICHKA WUJIN OT EBpOHCI\/'ICKaTa
arcHOus 1o JICKapCcTBaTa Mpu OLCHABAHCTO HA KAUCCTBOTO U 0e30ImacHOCTTa Ha BCUICCTBOTO IO CMHCBJIa Ha YJI. 3, T.
2, 3 unm 4, KaKTO U IIPpHU OOCHABAHCTO HaA I10JI3aTa OT HEI'O0 BBB BPB3Ka C IIPCAHASHAYCHUCTO HA U3ACIIUCTO,

6. mpeanpueTUTe MEPKU 3a HaMalsiBaHEe Ha pUCKa OT MH(EKUMH, BKIIOYEHH B CHUCTEMarTa 3a yIpaBJjeHUE Ha
pHCKa B CIydauTe Ha M3Jelue 1o wi. 2, ai. 1, T. 3, Npu Npou3BOACTBOTO HA KOETO € U3MO0JI3BaHa HEXHU3HECTIOCOOHA
KUBOTHUHCKA ThKaH UJIM HEXU3HECIIOCOOHU MPOIYKTH, TOTYUYEHU OT )KUBOTUHCKU THKaHU;

7. PEIYITATUTE OT HPOCKTAHTCKUTC NU3YNUCIICHUA U TPOBCACHUTC MTPOBCPKU U TCXHUYCCKU UIIMUTBAHUS.

(2) (M3m. - IB, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) Be3noxxutenar Ha KIMHUYHOTO HU3MUTBAHE €
JUTHKEH JIa ChXpaHsBa JOKYMEHTALHMATA 10 all. 1 3a Cpok 15 rogwHu ciiefl 3aBbpIBaHe Ha KTMHUYHOTO M3MUTBAHE - 32
W3AENHATA TT0 Wi. 2, al. 1, T. 2 ¥ 32 UMIUTAHTUPYEMH U3IENUs M0 Wwi. 2, ain. 1, T. 3, 1 5 roIMHHU - 3a U3AETUATA IO YL
2,am 1, 1. 1.

(3) (U3m. - JIB, 6p. 110 or 2008 r., B cuma ot 21.03.2010 r.) IIpou3BoaUTENAT € MIBKEH Ja OCUTYPH
MPOU3BOACTBEH MPOIEC, MPU KOWTO MEIUIMHCKUTE W3IENHs, NpeIHA3HAYeHU 3a KIMHUYHO H3MUTBAHE, Ce
MPONU3BEKAAT B CLOTBETCTBHUEC C JOKYMCHTAMATA 110 all. 1.

Ya. 57. (1) B cpok 90 nmHu ciien NpUKIIOYBAHE HA KIIMHUYHOTO M3MUTBAHE BB3NOXKUTENT nipeactass B MAJl u
Ha CBHOTBETHAaTa KOMHCHS 110 €THKAa OKOHYATeJIeH JOKIaJ, KOMTO ChIbpXkKa OINHCAaHWE Ha METOJOJOTUATAa |
OpraHMu3alMATa, KPUTHYHA OLIEHKA U CTATUCTUUYECKU aHAJIM3 Ha TOJIyYEHUTE JTAHHMU.

(2) HoxmambT mo an. | ce moamucBa OT BBITOKHUTEAST W OT BCHYKH H3cienoBarenu. Korato HsKoW oOT
M3CIIEIOBATEINTE OTKAXKE Ja o MONHUILE, TOW Ipujaara NMCMEHO MOTUBHUTE CH.

(3) JoxnaasT mo an. 1 0600m@aBa faHHUTE, TOTYYEHH OT BCUYKH JIe4eOHU 3aBEJCHUS U OT BCUYKU yYaCTHUIIH B
U3IUTBAHETO.

(4) JluunuTe NaHHU HA YYACTHUILIMTE B M3MHUTBAHETO, CHABPXKAIIM CE€ B JIOKIaAa mo ai. 1, TpsOBa ma Obaat
KOJUPaHH.

Y. 58. (1) M3nbnHUTENHATA areHIUs 10 JICKapCTBaTa BOAU PECrUCThP HA U3AAACHUTC U OTHCTUTC PA3pPCHICHU A
3a MPOBECKIAHC HA KIIMHUYHU U3IIUTBAHU .

(2) UBmbaHuTeNnHaTa areHIMs IO JIEKApCTBAaTa OpraHU3Mpa U Ch3JaBa CHUCTEMa 3a PErucCTpalus, aHalu3 u
0606maBaHe Ha HAaCTBIIUJIWM HHOUACHTU C MCIWIMWHCKHA H3ACIHUA 110 BPEMC Ha MPOBCKIAAHCTO Ha KIMHHUYHHUTE
W3MUTBaHHUS.

(3) Ilpouenypara mo mpocieasBaHe Ha 0€30IaCHOCTTa Ha MEIUIMHCKUTE W3JeIus B X0Ja Ha KIMHUYHOTO
M3IUTBAHE ce OIpe/ens B Hapeabara mo ui. 48, an. 2 .

Yua. 59. (1) Bobenautenausar aupekrop Ha MAJI Moxe chC 3amoBell BpEMEHHO Jia CIIpe MPOBEKIAHETO Ha
M3MHUTBAHETO WJIK J1a TO MPEKPATH, KOraTo:



1. M3MUTBAHETO CE MPOBEKIA MIPH YCIOBUS, PA3THYHH OT ONPECIICHUTE TPH U3IaBaHEe Ha PA3pPEIICHUETO;
2. e HanwIe WHQOpMaIIHs 32 ONTOPOYaBaHE HAyYHATA BATHIHOCT HA U3MUTBAHETO;

3. CHILIECTBYBA PUCK 32 0€30MaCHOCTTA HA YYACTHUIUTE.

(2) lpenn na npeanpueme neiictBusTa 1o ai. 1, MAJI nucMeHo yBeoMsiBa 3a HAMEPEHUSTA CHU:

1. BB3MOXKUTEIII | KOOpAWHHPpAIIA HW3CJICI0BATCII, OTTOBOPCH 3a IMPOBCXKIAHC Ha HM3MNHUTBAHCTO HA BCHUYKH
JIeueOHH 3aBCACHU S, HJIN

2. BB3JIOXKUTEIS U TIIaBHUS U3CIICIOBATEN, OTTOBAPSII] 32 ChOTBETHOTO JICUEOHO 3aBEJCHUE, KbJIETO TPsAOBa Ja ce
CIpe U3MHUTBAHETO.

(3) B 7-mHeBeH CpOK OT YBEOOMJICHHETO MO al. 2 BBINOKHUTENAT WIM TIABHUAT WU KOOPAWHHUPALMAT
M3CIIeI0OBATEN MOXKE Jla MPEAOCTaBU MUCMEHH o0sicHeHust 10 MAJL.

(4) AnmnHes 2 He ce npujara, axKo CbHICCTBYBA HCMOCPCACTBCH PHUCK 3a 3ApaBCTO U 0e30macHOCTTa Ha
Y4aCTHUIUTEC B U3IIUTBAHCTO.

(5) 3anoBenra mo an. 1 mMoxe n1a 6bae oOXkaaBaHA MO pefa Ha AJIMHUHUCTPATUBHOMPOLECYATHUSI KOJEKC, KaTo
00KaJIBaHETO He CIUpPa U3MBIHEHUETO.

(6) I'maBHUAT WJIM KOOPAMHUPAIMAT HM3CIENOBATENl YBEIOMSIBA YYAaCTHULHMTE B KIMHUYHOTO H3MHUTBAHE 3a
3amoBenTa 1mo ai. 1.

Ya. 60. (M3m. - IB, 6p. 110 ot 2008 1.) (1) [Ipu npexpaTsiBaHe Ha KTMHUYHOTO U3MUTBAHE U3MBIHUTECITHUST
mupektop Ha MAJI yBenomsiBa He3a0aBHO pErylaTOPHUTE OPTaHU HA JTbPKABUTE YWICHKH WJIM PETYJIaTOPHUTE OpraHU
Ha JIbpKaBUTE OT EBponeiickoTo MKOHOMHUUYECKO MPOCTPaHCTBO U EBponeiickara KoMucHs 3a 3amoBeTa o wi. 59, an.
| u mpencraBs MOTUBHUTE 3a TOBA.

(2) B ciiyyail Ha BpeMEHHO CIIMpaHe Ha KIMHUYHOTO U3NUTBAHE U3I'BIHUTENHUAT qupekrop Ha MAJI yBenomsiBa
He3a0aBHO peryJaTopHUTE OpraHM Ha 3acerHaTUTe AbPKaBM WICHKM WJIM Ha JAbpkaBuTe OT EBpomneiickoro
MKOHOMMYECKO ITPOCTPAHCTBO, KOMTO y4acTBAT B U3NUTBAHETO, 3a 3aloBeATa o wi. 59, an. 1 u npexncraBs MOTUBUTE
3a TOBA.

I'naBa yerBbpTa
HOTUO®PUILINUPAHHU OPT'AHHU

Yu. 61. (1) Pa3pemenue 3a 3BbpIIBaHE Ha OLEHSBAaHE HA ChOTBETCTBUETO HA MEIUIIMHCKI M3/IeNIUs CE€ M3/1aBa
Ha (PU3MYECKO WM IOPUIMYECKO JIMIIE, PETUCTPUPAHO MO ThproBCckus 3aKOH, OT Ipenacenartens Ha JlppxaBHaTa
areHIus 3a METPOJIOTUYEH U TEXHUYECKA HAA30pP.

(2) JInuero no an. 1 mogasa g0 npeacenartens Ha [IbpkaBHaTa areHIMs 32 METPOJIOTUYEH U TEXHUYECKU HAA30p
MUCMEHO 3asiBJICHUE, B KOETO IIOCOYBA U3/IETHATA U MPOIIEIypUTE, 32 KOUTO KaHI1/1aTCTBA.

(3) KM 3asBiieHneTo mo aj. 2 ce mpujarar:
1. (u3m. - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) enuHEeH UACHTHPUKAIMOHEH KO, KOTAaTO JIUIIETO €
peructpupano 1mo ThbproBCKUs 3aKOH, WJIM KOIHE Ha aKTa 3a Ch3JaBaHe, KOraTo JIUIETO € Ch3aJIeHO ChC 3aKOH HIIU C

aKT Ha MI/IHI/ICTepCKI/ISI CBbBCT,

2. YAOCTOBECPCHUC, Y€ JIMLIECTO HEC € 00sIBEHO B HECBHCTOSATEIHOCT UJIM HE € B IMpOU3BOJACTBO 3a 00sBsIBaHE B
HECBCTOATCIIHOCT,



3. JOKYMCHTHU, YAOCTOBCpABAIM, Y€ JIMIICTO HAMA MApHUYHU 3aABJDKCHUA KbM AbpiKaBaTa HUJIM KbM 06LL[I/IHa 10
CMHCBJIa Ha HaH'B‘IHO-OCI/IprI/ITeHHI/Iﬂ IponeCyaji€cH KOACKC, YCTAHOBCHU C BJIA3BJ B CHJIA KT HA KOMIICTCHTCH OpraH,
WK 3aAbJDKCHUA KbM OCUTYPUTCIHU (I)OH,Z[OBC, OCBCH aKO KOMIICTCHTHHAT OpraH € HAOIIYCHAJ pPa3CpoYBaHC HIJIN
OTCPOYBAHC HA 3aIbJKCHUATA,

4. xonus Ha TPYAOBU H/MJIM TPAXXJTAaHCKU JOTOBOPH Ha MepcoHaia, JTOKyMEHTH 3a 00pa3oBaHue, JONBIHUTEIHO
NpUI00UTA KBAIU(PUKALUS;

5. Komue Ha JOrOBOpa, KOraTo JUIETO yyacTBa B 00CMHEHUS Ha THPTOBCKU JPYKECTBA HJIM OpraHU3aIUN;
6. KOIIMS Ha TOTOBOPUTE C MOJU3IIBIHUTENNTE, KOTATO CE Bb3JIaraT U3CJICABaHNs U U3MUTBAHUS Ha IPYTH JINLIA,

7. Komue Ha JIOTOBOpa 3a 3acTpaxoBKa, KOSTO NMOKpHMBA pHUCKAa MPHU HU3MBIHEHHE Ha 3aIb/DKCHUATa MpU
M3BBPIIBAHE HA IEHHOCTUTE 10 OL[EHSBAHE Ha ChOTBETCTBUETO;

8. JACKIapanusa, Y€ JUICTO, ICPCOHAIBT W HNOAUIIIBIHHUTCIUTC HC Ca YYAaCTBAJIM IIPU IMPOCKTHUPAHCTO,
MNpOU3BOACTBOTO, AOCTABKATA W MOHTAXa Ha HU3ACIHUATA, YUCTO OHLCHABAHC MIC HM3BBHPHIBAT, KAKTO M 4YC HC Ca
YOBJIHOMOIICHU MPECACTABUTEIIN UJIN KOHCYJITAHTH HA MPOU3BOAUTECIIA,

9. Konue Ha TOKYMEHTHPAHUTE IIPOLIETypH 3a OIIEHSBAHE HAa ChOTBETCTBHUETO, 3a KOUTO KaHIUATCTBA,

10. ACKIIapanusd 3a 6€3HpI/ICTpaCTHOCT, C KOATO CC rapaHTHUpa, 4€ UBIIBJIHCHUCTO HA 3aAbJIDKCHUATA Ha NECPCOHAJIA
HEC CC BJIMAC OT MOPAJICH HATHUCK U (1)I/IHaHCOBI/I HO}I6YJII/I OT JIMIa, 3aMHTCPECOBAHU OT PE3YITATUTE OT OLUCHABAHECTO,

11. nexnmapanusi, ye IepCOHAIBT € OOBBP3aH C M3MCKBAHETO 3a OINla3BaHE Ha NMpodecHOHAIHATAa TallHA OTHOCHO
nHpopMaIuATa, KOSTO IoJIydaBa IIpHu U3BbPIIBaHE HA IEHHOCTTA;

12. JaHHH 3a HpO(l)GCI/IOHaJIHI/ISI OIIMT Ha NI€pCoOHAIa U HA MMOAU3IBIHUTCIUTEC, aKO UMa TaKWBa, KOUTO JOKa3BaT
MEIMILMHCKAaTa U TEXHUYECKaTa KOMIIETEHTHOCT U NMPUIOOUTHS OMUT 3a OLICHSBAHE HA IOCOYEHMUTE B 3asBJICHUETO
W3JENHS 10 MPUIIOKUMUTE 3a TIX NPOLEAYpH, BKIIOUUTEIHO ONMUT IPU CHCTABSHE HA IPOTOKOJHU, NOKIAAW M
cepTudukary;

13. cripaBKka 32 TEXHUYECKUTE CPEACTBA, HEOOXOIUMH 32 U3BBPIIBAHE HA U3MUTBAHUS U U3CIEIBAaHUSA, KOUTO ca
9acT OT TNPOLEAYPHUTE 3a OIEHSBAHE HA CHOTBETCTBHETO, C KOMTO pasMojiaraT coOCTBEHHUTE My JlabopaTopuu 3a
M3MUTBAaHE U/WIIN JTJaOOPaTOPUUTE 3a U3MUTBAHE, C KOUTO MMa CKIIOYEHM JOTOBOPH, M KONUS Ha CepTU(UKATHTE 3a
aKpeauTaIus Ha JJabopaTopuuTe, KOraTo NMa TakuBa,

14. cnucek Ha craggapTutTe o wi. 13, an. 1 unu moHorpaduute Ha odunmanHara gapmakores B Pemybnuka
boearapus mo wi. 13, an. 2 , unu oOumTe TEXHUYECKH crenudukanuy mo wi. 13, an. 3, oTHAcAIM ce 10 WU3AeTusITa,
[IOCOYEHH B 3asIBJIIEHUETO;

15. METOMKN M UHCTPYKIMH 3a U3MUTBAHE HA U3JEIUATA, KOTaTO HE CE€ M3IMOJ3BAT CTaHAapTUTE 1o wWi. 13, an. 1
Uy MoHorpaduute Ha opuiinanHata gapmakornes B Pemyonuka beiarapust mo win. 13, an. 2 , uian oOumMTe TEXHUYECKH
cnenudukamuy mo wi. 13, am. 3 ;

16. xomus Ha TOKyMEHTHUTE, YIOCTOBEPSBAIIM 3aBBPIICHO 00pazoBaHue, 00ydeHHe 32 OJUTOpP, MPOodecHoHalleH U
onutopcku onuT chriacHo usuckBanuaTa Ha BJIC EN ISO 19011 na onutopa, KOMTO Ie M3BBPIIBA OICHSABAHE Ha
BHE/IpeHaTa cucTeMa 1o KauecTBOTO, KOTaTo TOBA Ce M3MCKBA OT MpOIleaypaTa 3a Ol[eHsBaHe Ha ChOTBETCTBHUETO;

17. HapbUHMK M IPOLIEAYPH HA CHCTEMATA 10 KAYECTBOTO;

18. IOKyMEHT 3a IUIaTeHa Takca 3a OICHSBaHE Ha NpEJACTaBeHara JOKYMEHTAIlMs B pa3Mmep, OmpelelieH B
tapudara mo wr. 7, ain. 1.

(4) Koraro nuuero, KoeTo KaHIUJATCTBa 3a IMOJy4aBaHE Ha pa3pelicHUE 3a OLEHSBaHE Ha ChOTBETCTBUETO,
MpeacTaBu cepTHUKAT 3a aKpeAUTaIUs ChIIACHO CTaHapTH, TOCOYEHH B ChOTBETHATa Hapenda mo wi. 18 , mpuema
ce, 4e TO uMa (yHKIMOHHWpANA CHUCTEMa IO KadecTBOTO, OTrOBaps Ha W3MCKBAHHUATA 32 HE3aBUCHMOCT,



0e3MpUCTPacTHOCT, KOH(HUACHIIMAIHOCT M MPHUTEKaBa HEOOXOAMMAaTa KOMIIETEHTHOCT. B To3u ciydail nuiero He
NpecTaBa JOKyMeHTuTe 1Mo ai. 3, 1. 8, 10, 11 u 17.

Ya. 62. (1) Ilpeacenarenst Ha [Ibp:kaBHATa areHIUs 32 METPOJIOTUUEH M TEXHUYECKU HAJ30P OMPENEs ChC
3amoBe]l eKCIIepTHA KOMUCH A, KOSITO OIIEHSIBA Mpe/ICTaBeHaTa JOKyMeHTaus 1o wi. 61, an. 3 nim 4 .

(2) Komucusra o ain. 1 ce cbCTOM OT NpeACTaBUTENN Ha J[bpikaBHATa areHIUs 3a METPOJIOTUYEH U TEXHUYECKU
Ha/30p, ONpesieNIeHN OT HelHus npeacenaren, u Ha MAJL, onpeneneHu oT M3NBIHUTENHUS U AUPEKTOP.

(3) IIpu HEoOXOmMMMOCT B KOMHCHSATA MO ajl. 1 Morar ga OBAAaT NPUBJICYCHUW BBHIHU EKCIEPTH, KOWTO
MpUTEKABaAT 3HAHUS M TPAKTUUYECKH OMUT B 00JIACTTa HA ChOTBETHUTE U3/ICTHSL.

(4) Korato ce ycTaHOBAT HEMBJIHOTH U HECHOTBETCTBUS C M3UCKBAHMATA Ha JOKyMEHTalusATa mo ai. |1,
npejacenarensaT Ha J[bp>kaBHATa areHIMsI 32 METPOJIOTUUEH U TEXHUUYECKU HaJ30p MPEAOCTaBs Ha 3asiBUTENS KOMIUE OT
eKCIIepTHaTa OLIEHKAa Ha KOMUCHSTA 10 al. 1 ¥ onmpenens AByMEceueH CPOK 3a OTCTpaHsBaHETO UM. Jlo OoTcTpaHsBaHe
Ha HEM'BJIHOTUTE U HECHOTBETCTBUATA CPOKBT O Wi. 63, ai. 5 criupa ja Teue.

(5) Koraro 3asBUTENAT HE OTCTpaHW TMPOMYCKATE W HECHOTBETCTBHUATA B CpPOKa MO ai. 4, mpolleaypara ce
MpeKpaTsBa.

Ya. 63. (1) B aBymecedeH cpok oT jarara Ha MOJaBaHE Ha BaIWAHA JOKyMEHTaus mo wi. 61, an. 3 umu 4
KOMHUCHUSTA 10 4i. 62, an. | u3BbpIIBa MPOBEPKA Ha MSCTO 32 YCTAaHOBSIBAHE KOMIIETEHTHOCTTA Ha KaHIWJaTa M
BB3MOXKHOCTTA JIa U3IIBIHSABA 3aIBEHUTE TPOIEAYPU 3a OIEHSIBaHE Ha CbOTBETCTBUETO. 3a U3BBPIIBAHE HA MPOBEPKA
Ha MSICTO C€ 3arulaiia Takca B pa3Mep, orpesesieH B Tapudara mo wi. 7, ai. 1 .

(2) KoraTo mpu mpoBepkaTa Ha MSCTO C€ YCTAaHOBSAT HECHOTBETCTBHUSI MEX]y MpE/ICTaBeHATa JOKYMEHTAIUS T10
. 61, an. 3 unu 4 U U3UCKBAHMATA 32 OICHSIBaHE HAa CHOTBETCTBHETO, ONpENENeHH B Hapeadute mo wi. 18
npejacenarensT Ha [Ibp)kaBHATa areHIIUsS 32 METPOJIOTUUEH M TEXHUYECKH HAJ[30p MUCMEHO YBEIOMSIBA 3asBUTENS U
orpeessl IByMECEUYEH CPOK 3a OTCTpaHsABaHETO M. Jlo oTcTpaHsBaHE Ha HECHOTBETCTBUATA CPOKBT MO ajl. S criupa Ja
Teue.

(3) Koraro 3asgBurtensrt He OTCTPaHU YCTAHOBCHUTC HCCHOTBCTCTBUA B OIIPCACICHUA 110 aJl. 2 ABYMECCUCH CPOK,
npeaceaarcyiaT Ha I[’bp)KaBHaTa arcHius 3a MCTPOJIOTUYCH U TCXHUYCCKA HAA30p C MOTHBHpAHa 3allOBCI OTKa3Ba
HU3JaBaHCTO Ha pa3pCUICHUC.

(4) Komucusra no ain. 1 B 1ByMecedeH CpOK OT IpOBEpKAaTa Ha MSCTO M3rOTBS CTAHOBHUILE /10 Ipeiceaarens Ha
JbpxkaBHaTa areHIUs 3a METPOJOTHMYEH M TEXHWYECKH HaJ30p C MOTHUBHPAHO MpeAsioKeHHE 3a ono0peHue 3a
HOTU(UIIMpaHE UM 33 OTKA3.

(5) B 6-meceueH cpok OT MoJjaBaHETO Ha JOKyMEHTanusTa mo wi. 61, an. 3 unu 4 npeacenarenst Ha [IbpxkaBHara
areHIMsI 32 METPOJIOTUYCH M TEXHUUYECKH HAJ[30p YBEJAOMSBA 3asSBUTENS, Y€ € 0J00peH 32 HOTHU(UIIMPAHE UIH U3/1aBa
MOTHBHpaHa 3all0BE]] 32 OTKA3.

Ya. 64. (1) IIpencenarensr Ha [IbpkaBHaTa areHIMs 32 METPOJIOTUYEH U TEXHUYECKH HAJ30p B CPOK J0 TPHU
JHA OT yBEIOMJICHHETO To wi. 63, an. 5 o0sBsBa npen EBponelickata KOMUCHS U IbP’KaBUTE YICHKUA OIOOPEHUTE

JMia mo ui. 61, am. 1.

(2) UnenTUKAIIMOHHUAT HOMEp Ha JIHMIAaTa 1Mo aj. 1, HapuyaHW "HOTHU(UIIMpPAHW OpraHu', ce ompenesis OT
EBponeiickara koMucus.

(3) Ilpencenmarenst Ha JIbpkaBHAaTa areHUMs 3a METPOJOTMYEH M TEXHMYECKM HaJ30p M3[aBa Ha
HOTU(HITUPAHUTE OPTAHH 110 AJl. 2 pa3pelieHNe 3a U3BBPIIBAHE OLICHSIBAHE HAa CHOTBETCTBUETO.

(4) Umero m anmpechT Ha oOpraHa o aja. 2, MEAMIIMHCKUTE HW3JENUs M TNPOIEIypUTe 3a OICHSABAaHE Ha
CBHOTBETCTBUETO ce NMyonukyBart B "Oduuuanes BecTHUK' Ha EBpomnelickus cbio3.

Y. 65. IlponenypuTte 3a orieHsIBaHE HAa CbOTBETCTBUETO MOTAT Ja C€ M3IMBIHABAT OT OpPTraHU 3a OIEHsSBaHE Ha



CBHOTBETCTBUETO, 00sIBEHU TIpe EBpomnelickaTa KOMUCHS OT APYrd IbPKaBU WICHKH.
Y. 66. Pazpemiennero 3a H3BbpIIBaHE OLICHSIBAaHE HA CHOTBETCTBUETO ChABPIKA!
1. HauMeHOBaHKE Ha OpraHa, u3Jajl pa3peuicHueTo;
2. UMe/HauMEHOBaHHE, CEIATHIIE, aJ[peC Ha YITPaBJIECHUE U MPEICTABUTEICTBO HA HOTU(PUITMPAHUS OPTaH;
3. MEIMIIMHCKUTE U3/IENIUS U TPOLIEAYPUTE 32 OI[CHSIBAHE HA ChOTBETCTBUETO UM;
4. naTa Ha W3/1aBaHE Ha Pa3peUICHUETO;
5. uneHTHUKAITMOHHKS HOMEDP Ha HOTU(UITUPAHUSI OpraH 1o wi. 64 , ai. 2 .
Ya. 67. (1) B peructbpa mo ui. 19 ot 3akoHa 32 TEXHHYECKUTE M3MCKBAHUS KbM MTPOJAYKTUTE CE€ BIIMCBAT:
1. maHHUTE IO YII. 66 ;
2. natara Ha OTHEMaHe Ha pa3pellieHUeTO U OCHOBAHMSATA 32 TOBA.

(2) dannute mo an. 1 ce oOsiBsaBaT B odurmamHus OroyieTMH Ha JIbp)kaBHATa areHIUS 3a METPOJIOTHYEH W
TEXHUUYECKH HA/30D.

Yu. 68. (1) Hotuduuupanure opranu ca JUTHKHHU Ja YBEAOMST Ipezcenarens Ha J[pp)kaBHaTa areHIHs 3a
METPOJIOTUYEH U TEXHUYECKH HAA30p MpH:

1. INpOMCHHU B IPAaBHUA U aKPCAUTAOUOHHUA CTATYC, CTPYKTypara, oOxBara Ha JIEMHOCTTa U npoucaypuTe 3a
O CHABAHC HA CbOTBCTCTBUCTO,

2. IMPpOMCHHU B CUCTCMATA 110 KAYCCTBOTO, PBKOBOJACTBOTO WJIK ICPCOHAIA, KOUTO BJIUAAT BBHPXY HU3INBIHCHUCTO
Ha MpoucayprTe 3a OUCHABAHC HAa CbOTBCTCTBUCTO,

3. IpoMsIHA Ha OAU3I'BIHUTEIIUTE;
4. mpoMeHH B 00CTOSTEICTBATA, CBBP3aHM ChC 3aCTpaxoBKaTa 1o wi. 61, an. 3, 1. 7 .

(2) JIumata mo ain. 1 momaBat 1o mpeacenaTens Ha I bp)kaBHATa areHIIUs 32 METPOJIOTHYEH U TEXHUYECKH HaI30]
JIOKyMEHTAIMSTa, CBhp3aHa C MPOMEHHUTE, U 3aIlIalaT Takca B pa3Mep, onpeieneH B Tapudara mo wi. 7, an. 1 .

(3) B cpok 10 enuH Mecerl OT MoJaBaHe Ha JOKyMEHTAIIHMTA MO al. 2 eKCliepTHaTa KOMHUCHS 1Mo wi. 62, aim. 1
HU3roTBsA CTAHOBHUIIC MO0 IMPCACCHATCIIA Ha IL'Lp)KaBHaTa arcHius 3a MCTPOJIOTMYCH W TCXHUYCCKU HAA30p 3a
oJ100psiBaHE HA TPOMEHUTE.

(4) B cinyyaute, KoraTo MpoOMEHHMTE MO ajl. | HajaraT mpoBepka Ha MACTO, KOMHcHATA Mo 4i. 62, an. 1 B
JIByMECEUEH CPOK OT I0JIaBaHe Ha JOKYMEHTAIUATa 10 al. 2 M3roTBsl CTAHOBUIIE J10 Npeaceaarens Ha JIbp:kaBHaTa
areHIlys 32 METPOJIOTUYECH U TeXHUYECKH HaJ30p 3a 0100psiBaHe Ha IIPOMEHHUTE.

(5) Bp3 ocHOBa Ha CTaHOBHMINETO 1O all. 3 W 4 mpenacenateNaT Ha JIbp)kaBHATa areHIUSA 3a METPOJOTHYEH H
TEXHUYECKH HAA30p ChC 3aMOBE]] U3/1aBa JOM'BIHEHUE KbM Pa3pelieHUeTo Mo wi. 64, ai. 3 .

(6) Koraro mpu mnpoBepkaTa Ha JAOKYMEHTAIMATa MO ajl. 2 WIM NpPU INPOBEpKaTa Ha MSACTO C€ YCTAHOBSAT
MPONYCKW WJIM HECHhOTBETCTBUSI C M3UCKBAaHMATa Ha HapeaOute mo wi. 18 , xomucusAra no ui. 62, an. 1 naBa
IpEeANHICcaHue ChC CPOK 32 OTCTPAHABAHETO M. [0 M3MBIIHEHHE Ha MTPEAICAaHUATa CPOKOBETE 10 al. 3 win 4 crupar
Jla TeKar.

(7) Korato HOTHU(UIIMpaHUTE OpTraHW HE U3MBIHAT MpEANHCcCaHusATa Mo al. 6, mpenaceaarenst Ha [IbpxkaBHara
areHIMs 3a METPOJIOTMUEH U TEXHUUYECKM HAI30p ChC 3aMOBE] OTKa3Ba H3JABAHETO Ha JIONMBIHEHHUE KbM



pa3peicHUeTo.

Y. 69. 3a pasumpsiBaHe 00XBaTa Ha pa3pelieHNETO 3a U3BBPIIBAHE OIICHSBaHE HA CHOTBETCTBUETO CE MO/aBa
3asBJICHUE 110 pelia Ha Wi 61 .

Yui. 70. (1) Hotuduuupanure opranu ca JTbXKHH Jja IPeACTaBAT B JIbpikaBHATA areHIUs 32 METPOJIOTUYEH U
TEXHUYECKH Ha/30p TOJAWIICH JOKIA] 3a JEHHOCTTa CH, KOWTO BKIIOYBA MH(POpPMANHS 332 U3BHPIICHUTE OICHKH 3a
CHOTBETCTBHETO HAa MEAWLMHCKH W3JCTHs, NPEISBEHU peKIaMalHM, >XajJOu W MpeaIpUeTHTe ACHCTBHS I10
peIaBaHeTo UM B CpOK 10 31 siHyapu cieaBamaTa roguHa.

(2) Konne Ha moxnazaa mo ain. 1 ce nmpeaocTaBs Ha U3MBIHUTENHUS nupekTop Ha MAJL
Ya. 71. (1) Komucum, onpenenenu che 3amoBe] Ha peacenaTens Ha J{ppikaBHaTa areHI|s 32 METPOJIOTHYEH 1
TEXHUYECKH HAaJ30p, MpU TOAUIIHUTE IUJIAHUPAHU MPOBEPKHM HHCIEKTUPAT HU3MBIHEHUETO Ha MPOLEIypuTe 3a

O CHABAaHC HA CbOTBETCTBUCTO.

(2) 3BBbHpEAHM MTPOBEPKH HA MSICTO HAa HOTU(HUIIMPAHUTE OPTraHU Ce U3BBPIIBAT MU MOJTy4yaBaHE HA CUTHAJIH,
KaJOu M peKIaMaliu, CBbpP3aHy C JEHHOCTTA UM.

(3) Koraro mpu mpoBepKUTE c€ YCTaHOBST MPOIMYCKH B JIGHHOCTTa Ha HOTU(PUITUPAHUTE OPTaHU, ITPEICECIATEIISAT
Ha J[pp>kaBHATa areHIMs 32 METPOJIOTUYEH M TEXHUUYECKH HaJ30p M3/aBa MpeucaHue CbC CPOK 3a OTCTPAHSIBAHETO
UM.

(4) Ilpencenatenat Ha Jlpp>kaBHATa areHIMsA 3a METPOJOTMYEH U TEXHUYECKH HaJa30p H3/1aBa 3amoBe] 3a
BPEMEHHO CHUpaHe JIHHOCTTa Ha HOTU(UIMPAHUTE OPTraHH J0 OTCTpaHsBaHE Ha mpomyckuTe rno ain. 3. Komue Ha
3anoBenTa ce usnpaia Ha MAJL.

Ya. 72. (1) Ilpencenarenst Ha JbpkaBHAaTa areHIUS 32 METPOJOTHYEH W TEXHUYECKH HAI30p ChC 3aMoOBe]
OTHEMa pa3pelieHHEeTO 32 M3BBPIIBAHE OIEHSBAHE HA CHOTBETCTBHETO, KOTaTO NMPU MPOBEPKUTE CE€ YCTAHOBH, Y€
HOTU(UITMPAHUST OPTaH:

1. e mpecTaHai fa OTroBaps Ha HIKOE OT YCJIOBUSATA, IPU KOUTO € U3/aJIEHO pa3pelieHueTo;

2. HE € B CbCTOSIHHE Ja IpOABIIKA U3IIBJIHCHUETO HA TPOLCAYPUTE 3a OLICHABAHC HA CbOTBETCTBUETO,

3. HEe U3MIBJIHSIBA MPOLEIYPUTE 32 OICHSBAHE HA CHOTBETCTBHETO CHOOPA3HO M3MCKBAHUATA HA CHOTBETHUTE
Hapeaou mo 4. 18

4. He e pennpues MEPKH 3a OTCTPaHsBaHE Ha MPOITYCKUTE 1Mo Wi. 71, ain. 3 B onmpeaeneHus Cpok.
(2) Koniue na 3anoBenra no ai. 1 ce uznpaia na MAJL.
Yn. 73. Ilpencenatensat Ha [IbpkaBHaTa areHUMs 32 METPOJOTHYEH M TEXHUYECKH HAI30p YyBEIOMSBA
EBpomnelickaTa KOMUCHUS U AbP’KaBUTE WICHKU 32 OTHETUTE pa3pellieHus 0 Wi. 72 1 3a U3BBPILICHUTE IPOMEHU 11O YII.

68,am 1, 1. 1.

Ya. 74. (1) JIuuero, Ha KOETO € OTKAa3aHO M3JaBaHE Ha paspelieHue 1no wi. 63, ain. 5 , MoXke Ja 1Mojaae HOBO
3asIBJICHHE 3a pa3pelleHie He TO-paHo OT 6 Mecella OT JaTaTa Ha BpbUBaHETO Ha 3aIlOBE/Ta 3a OTKa3.

(2) Hotuguuupan opras, Ha KOWTO € OTHETO pa3pelieHneTo o 4i. 72, an. | Moxe Ja rnojae 3asBjieHue 3a HOBO
paspeleHre He TI0-PaHo OT €Ha roAMHa OT JaTaTa Ha BphYBAHETO HA 3allOBE/ITa 3a OTHEMAHE Ha pa3peleHUETO.

Ya. 75. OTkazbT 3a W3JaBaHE Ha pa3pelicHUE 3a W3BBPIIBAHE OICHSBAHE HA CHOTBETCTBHETO, KAKTO M
3aloBe/ITa 32 OTHEMaHEe Ha pa3pellieHueTo MOXKe 1a ObaaT 00XallBaHU 1Mo pefa Ha AJMHHUCTPATUBHOMPOIIECYATHUS

KOJCKC.

Y. 76. (1) Hotuduuupanust opran usgaBa cepTHUKAT, yIOCTOBEPSBAIIl CHOTBETCTBUETO ChC CHIICCTBEHUTE



HU3UCKBaHU, ITPHUIIOKHUMHU 3a U3JACITUCTO, C BAJIMAHOCT 5 TOAWHU UJIU TIpaBU MOTHUBHPAH OTKA3.

(2) M3m. - B, 6p. 110 ot 2008 r.) Korato HOTH(UUIMPAHUAT OpraH YCTAaHOBM, Y€ NMPOM3BOAUTENAT HE €
M3ITBJIHUII WK € TIPECTaHall Jja U3II'bJIHABA M3UCKBAHUATA, ONPE/INIeHH B HapeaouTe mo wi. 18, uiam ca mpoMeHeHu
YCIIOBHSITA, TMPH KOUTO € OWMI WM3MaJeH CepTUUKATHT, W KaTO OTYETE CTEeNEeHTa Ha HEChOTBETCTBHE, OTHEMA
cepTHdUKaTa MJIM BPEMEHHO CHUpa JACHCTBHETO My, WJIM OIpaHMYaBa HETroBHsS OOXBAaT, JOKATO MPOM3BOAUTEINAT
npeanpreMe TOIXOASII KOPUTHPAIIH JEHCTBHS U OCUTYPH HEOOXOJMMOTO ChOTBETCTBHE.

(3) Mm. - 1B, 6p. 110 ot 2008 r.) Hotuduuupanust opran wuHdopmupa [IbpkaBHaTa areHUUs 3a
MeTpoJiornueH u Texaundeckn Haa3op (JAMTH) u MAJI B ciiydante Ha BpeMEHHO MPEyCTAaHOBSIBAHE BAJIMIHOCTTA HA
cepTHduKaTa, Ha OTHEMaHe WJIM HajllaraHe Ha OTPaHUYCHHUE UM KOraTo IPELeHH, Ye € HeoOXo1uMa TAXHaTa Hameca.

(4) U3m. - 1B, 6p. 110 ot 2008 r.) M3nbiHUTETHATA areHIUS MO JeKapcTBaTa MHQPOPMHUpA PETYIATOPHUTE
OpraHd Ha JAPYTUTE IbpPKABU UJICHKH, PETYIATOPHUTE OpraHM Ha IbpKaBUTE OT EBPOMENWCKOTO MKOHOMHUYECKO
pOCTpaHCTBO U EBporeiickaTa KOMUCHS 32 CIIydauTe Mo aj. 3.

Yu1. 76a. (Hos - 1B, 6p. 110 ot 2008 1.) (1) HoTuduupanute opranu ca ArexHu Ja npenoctassat Ha JAMTH
n Ha MAJT:

1. xorMe Ha BCUYKM W3IaJIeHU cepTH(UKATH, WH(OpMAIUs 3a OTKa3aHUTE CEPTH(HUKATH, 32 CEpTH(HUKATUTE,
YHUATO BAJUAHOCT BPEMEHHO € IPEYCTAaHOBEHA, 32 OTHETUTE cepTU(UKATH, 32 MOAMGUIIMPAHUW HWIHM JOIBIHEHU
cepTHU(UKATH - HAa BCEKU TPU MECela;

2. JOIIBJIHUTCIIHA I/IH(bOpMaHI/IH n HeO6XOI[I/IMaTa JOKYMCHTalusA, CBbp3aHa C HeﬁHOCTHTe II0 OOCHJABAHC Ha
CbOTBCTCTBUCTO - MPU IOHMCKBAHC.

(2) Hotuduuupanute opranu ca JUIbXXKHH J1a IIPEJIOCTaBAT Ha JAPYTMTE HOTH(GUIIMPAHU OpPTaHU OT JbpXKABUTE
YIICHKH WH(POPMAIIHS 32 OTKAa3aHUTE CEPTUPUKATH, 32 CEPTUPUKATUTE, YUSITO BAJHIAHOCT BPEMEHHO € MpPEyCTaHOBEHaA,
U 32 OTHETUTE CEPTU(UKATH, a IPU IOUCKBAHE - 32 U3/1aICHUTE CEPTUPHKATH.

I'naBa nmera
THPI'OBUSI C MEANIUHCKUA U3 AEJINSA
(3ara. u3m. - /B, op. 60 or 2011 r., B cnia o1 5.08.2011 r.)

Ya. 77. (U3m. - [IB, 6p. 54 ot 2012 1. ) (1) TeproBus Ha enpo ¢ MEAUITMHCKA H3CIHS HA TEPUTOPHUATA HA
PenyOnuka bearapust Morat na u3BbpIIBAT (PU3MUYECKH WM FOPUAWYECKH JIUIA, PETUCTPUPAHU KAaTO THPTOBIU MO
THproBckus 3aKOH WJIM IO 3aKOHOJATEJIICTBOTO Ha Jpyra JbpykaBa WIEHKa WJIM Ha Jpyra Jbp)KaBa - cTpaHa IO
Cnopazymenuero 3a EBporeiickoTo HKOHOMHUYECKO TTPOCTpaHcTBO, uian Ha Kondenepamus IlIBeitnapus, Ha kouTo €
M3/13JICHO pa3pellieHue 3a ThProBUs Ha €Ap0 ¢ MeIUUMHCKU u3nenus oT MAJl unm apyr JOKyMEHT, yIOCTOBEpSIBAII]
MPaBOTO UM Jia THPTYBAT C MEIUIIMHCKA U3/ENNS, U3aJICH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA AbpiKaBa.

(2) IlpousBoauTENNTE, YCTAHOBEHH Ha TepuTopusta Ha Penmybnuka bbiarapus, MoraT ja W3BBPIIBAT THPIOBCKH
CIIEJIKU C MPOU3BEACHUTE OT TSIX U3AeIHs 0e3 TOKyMeHTa 1o ail. 1.

Yn. 78. (M3m. - JIB, 6p. 110 ot 2008 r., 6p. 60 ot 2011 1., B crma ot 5.08.2011 1., 6p. 54 ot 2012 1. ) (1)
Du3NYeCKH WU IOPUINYECKH JIMIA, PETUCTPUPAHM IO pella Ha THProBCKHs 3aKOH WM IO 3aKOHOJATEJICTBOTO Ha
Jpyra Ibp>kaBa WICHKAa WIM Ha Jpyra JabpaBa - crpaHa no CropasymeHHeTo 3a EBpOIEHCKOTO MKOHOMHYECKO
npoctpancTBo, Wi Ha Kondenepauus [Beiinapus, KOUTO MCKAT Aa MOJIydaT pa3pellieHHe 3a THPrOBHS Ha €IIpO C
MeIMLHUHCKU u3aenus, noaasar B MAJI 3asBieHue no odpasel, yrBbpAeH OT U3MbIHUTENHUS qupekrop Ha MAJL, kbM
KOETO IpUJIarar:

1. nannm 3a EMK Ha nunata, peructpupasu 1o peaa Ha ThproBCKHS 3aKOH, a 3a JIMIaTa, PETUCTPUPAaHU B JIpyra
IbpKaBa WIEHKa WJIM B Jpyra JbpkaBa - cTpaHa no CnopasymeHuero 3a EBpomneiickoTo MKOHOMHYECKO
npocTpancTBO, itk Ha Kondenepanus [Beiinapus - 1aHHU, yA0CTOBEPSBAIIM THPrOBCKATa UM PETUCTPAIIHS;



2. CIUCBK HAa KaTErOPUUTE MEAULIMHCKU M3A€Nus cblilacHO HoMeHKinaTypHa cucrema bJIC EN ISO 15225 3a
KaTeropu3alys Ha MEAUITNHCKUTE U3eITUs K Ha ChOTBETHUTE UM IIPOM3BOJANTEIH HAa XapTHEH U MarHUTEH HOCHUTEIT,

3. IOKyMEHT 3a IUIaTeHa Takca B pa3Mep, onpelelieH ¢ Tapudara mo wi. 7, ai. 1.

(2) Korato pasmonarat ¢ moMelieHus 3a ChXpaHeHHe Ha MEAMIIMHCKU H3IENUs Ha TepuTopusara Ha PemyOnmka
bbarapus, nuiara no an. 1 mocouBar B 3asBJECHUETO W ajapeca UM. B To3u cimyyail KbM JOKyMEHTaUuATa mo ai. 1 ce
npujarar:

1. neknapanusi, ye:

a) MOMEIIEHUATA OTTOBAPAT HA YCIOBHSATA 32 ChXpaHEHUE HAa MEIUIIMHCKUTE M3IEIHS, TTOCOUYCHH B CIUCHKA IO
anm. 1, T. 2, B 3aBHCUMOCT OT crienu(uKaTa UM W yKa3aHUSATa Ha MPOM3BOIUTENS, ONPEIEICHN B MHCTPYKIHUATA 3a
ynotpe0ba, u

0) mpuTexaBaT WIM pasnoyiaraT ¢ TPAHCIOPTHU CPEACTBA, OCUTYpPSBAIM IPABUIHOTO UM ChXpaHEHHE HpPH
pasnpocTpaHEeHUE U TPAHCIIOPTUPAHE;

2. JaHHHU 3a UMCTO, ITOCTOAHHUS aIp€C U aIpeCa 3a KOPECCIIOHACHIHUA C JIMLIECTO, OMPCACIICHO 34 PBKOBOJUTEII HA
MOMCHICHUATA 3a CbXPAHCHUC U THPrOBHUA C MCAUIIUHCKU U3CJIN A, KAKTO U KOIIKC Ha JOroBOpa, Bb3 OCHOBA Ha KOMTO
€ Bb3HUKHAJIO ITPAaBOOTHOMCHUECTO MY CBHC 3asABUTECIIA.

Ya. 78a. (Hos - /1B, Op. 54 ot 2012 r. ) Korato nuuara no wi. 77 npuTekaBar JOKYMEHT, YAOCTOBEpSBAILl
MPaBOTO UM 3a U3BBPIIBAHE HA THPIrOBUs Ha €APO C METULIMHCKU M3/ENHs, U3/1aJIeH OT KOMIIETEHTEH OpraH Ha Jpyra
IbpKaBa 4WIEHKAa WM Ha Jpyra JbpkaBa - cTpaHa no CnopasyMeHuero 3a EBponeickoTo MKOHOMHYECKO
npoctpaHcTBo, uin Ha Kondenepauus lIBeiinapus, u pasmonarat ¢ MOMELIEHUS 3a ChbXpaHEHHWE Ha MEIUILIMHCKU
u3Jenus Ha Teputopusta Ha Penyonuka bearapus, npeacrasar B MAJL:

1. dopma 3a yBemomMsiBaHE 1O 00pasell, YIBBP/IEH OT U3IIBIHUTEIHUS Aupekrop Ha MAJTT;

2. Komue OT JIOKYMEHTa, YJIOCTOBEPSBAIl MPAaBOTO MM 3a W3BBPIIBAHE HAa THPrOBHUs Ha €IpO, MPHUIPYKEH C
MPEBOJ Ha OBITAPCKU €3UK;

3. CIIUCBHK Ha KaTETOPUHUTE MEAUIMHCKA HM31enus cbhriiacHO HoMeHknatypHa cucrema bJIC EN ISO 15225 3a
KaTeropu3alus Ha MEAUIIUHCKUTE U3/I€TIUs U Ha ChOTBETHUTE UM IPOU3BOJIUTENN HA XaPTUEH U MAarHUTEH HOCUTEN;

4. nOKyMEeHTalusATa 1o 4i. 78, aiu. 2.

Ya. 79. (M3m. - 1B, Op. 54 or 2012 r. ) (1) UsmpaHuTenHara areHIUs MO JIEKAPCTBAaTa IPOBEPsIBA
JIOKyMeHTanusTa o ui. 78 u 78a. Ilpu koHCTaTMpaHe HA HEMBJIHOTU B JoKyMeHTauusta MAJl yBenomsBa mucMeHO
3asIBUTENS U JaBa CPOK 32 OTCTPAHSIBAHETO UM.

(2) Msnenautennust aupekrop Ha MAJI B 30-1HeBeH Cpok OT JaTaTa Ha M0jlaBaHe Ha JOKYMEHTAIlUATa Mo 4Jl.
78 M3maBa paspelleHHue 3a ThProOBHS Ha €Ip0 C MEAUIIMHCKH M3/eJus Ha JuIara mo wi. 78, an. 1, karo JaHHHUTE 3a
MOMEIICHHUSATa UM 32 ChXPaHEHHE W THPTOBUS M CHUCHKBT HA KaTErOPHHUTE MEAWIMHCKH HW3JEIHs Ce BIHCBAT B
perucTtbpa mno wi. 81.

(3) CpOKBT o ai. 2 CIivpa Aa Te4eC OT JaTaTa Ha YBEAOMJICHUCTO I10 aJl. 1 A0 OTCTpaHABAHC Ha HCII'BJIHOTHUTC.

(4) M3nbpiHUTENHATA areHIUs IO JIeKapcTBaTa B 7-JHEBEH CPOK OT YBEJOMJICHHMETO MO 4wi. 78a BIHCBa B
perucTbpa 1o wi. 81 JTaHHUTE OT YBEAOMIIEHHUETO.

Y. 80. (Hom. - IB, 6p. 110 ot 2008 1., u3m. u mom., 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., u3m., 6p. 54 ot
2012 r. ) (1) IIpu mpomMsiHa Ha ajpeca Ha MOMEIICHUSTA 32 ChXPAHEHHE U THPTOBUS C MEAMIIMHCKM W3JENUs Ha
TepuTopusaTa Ha PenyOnuka bearapus nunara no wi. 78 monasat B MAJI 3asBieHne 3a npoMsiHa Ha pa3pelieHueTo 1no
yi1. 79, an. 2, a nunara no 4i. 78a - yBeoMieHue 3a npomsHaTta. KM 3asBJI€HHETO WM YBEIOMIIEHUETO CE Mpujiarat
CBBp3aHaTa C NpOMsHATa JOKYMEHTAlLlUs U JIOKYMEHT 3a IIaT€Ha Takca 3a JIlara 1o wi. 78 B pa3Mep, ONpeieseH ¢



tapudara mo ui. 7, an. 1.

(2) 3asgBICHUETO WU YBCAOMIICHUCTO 3a MNPOMsAHA CC IIoJdaBa B 7-nHEBEH CpOK cCJI€ H3BBPIIBAHC HaA
CbOTBCTHUTEC IPOMCHHU.

(3) Jlumara mo an. 1 yBegomsiBar MAJI B 7-IHEBEH CpOK ciell M3BBPIUIBAHE HA MPOMsIHA HA MPaBHUS CTaTYC,
CEANTMILIETO W/UJIH ajjpeca Ha yIpaBJICHUE U/WUIW MPU MPOMSHA Ha JIMIIETO 1Mo Wi. 78, aji. 2, T. 2, U/Uiau Ipu IpOoMsHa
Ha CIHCHKAa Ha BUJOBETE MEIUIIMHCKH U3JENUs, C KOUTO ThpryBaT. KbM yBeOMIIEHHETO ce Mpuiara CBbp3aHaTa C

MPOMsIHATA JOKYMEHTALIUSL.

(4) Msnenautennust aupekrop Ha MAJI u3naBa paspelieHue 3a MpoMsHa Ha paspelieHueTo 1no 4wi. 79, an. 2 B
14-1HEBEH cpoK OT JaTrara Ha M0JIaBaHe Ha JJOKyMEHTaIusaTa 1o ai. 1.

(5) M3nbpnHuTENHATA areHIIus 110 JICKapCTBaTa BIIMCBA B pErucCThpa 1o 4. 81 INPpOMCHUTC B 00CTOSITEIICTBATA 110
an. lu3s 7-I[H€B€H CPOK OT U3JaBaHCTO Ha Pa3pCHICHUETO 3a MPpOMsAHA, CbOTBETHO OT YBECIOMIICHUCTO 3a ITPOMsIHA.

Y. 80a. (Hos - /IB, 6p. 54 o1 2012 1. ) (1) JIunara mo 4. 78 u 78a B 10-1HEBEH CPOK ciel MpeKpaTsBaHe Ha
JIEITHOCTTa CH, CBBbpP3aHa C ThPTOBUS C MEIULIMHCKH U3/IeNus Ha TepuTopusta Ha PenyOnuka benrapus, ca nibxHu aa
YBEIOMSIT MHUCMEHO U3MBIHUTENHUS aupekTop Ha MAJL

(2) B caygante mo an. 1 wmanmbaHuTenHuAT aupektop Ha HMAJl cbec 3amoBen mpekpaTsiBa JIEHCTBHETO Ha
M3/13aJICHOTO pa3pelieHue mno wi. 79, an. 2. M3nbiHuTeNHATa areHIMS MO0 JIEKAPCTBATa B 7-THEBEH CPOK OT U3JaBaHE Ha
3aroBeATa 3a NPEKpaTsBaHE Ha pa3pelieHUEeTO BIHMCBAa B perucrbpa mo wi. 81 gaTata Ha MpekpaTsBaHEe Ha

paspelieHueTo Ha ThproBena mno ui. 78.

(3) UsnpnHuTENHATA areHMs MO JieKapcTBaTa BIKMCBA B perucTbpa mo wi. 81 garata Ha mpekpaTsBaHe Ha
JIETHOCTTa Ha JIMIiaTa 1o 4i. 78a.

Ya. 81. (M3m. - JIB, 6p. 54 ot 2012 r. ) M3nbiaHUTEIHATA areHITUS 110 JICKAPCTBATA BOJU PETHUCTHD Ha JIMIAaTa
o wi. 78 u 78a, KOUTO ChabpHKa:

1. (u3m. - IIB, Op. 54 ot 2012 1. ) HOMEp W AaTa Ha Pa3peUICHUETO 3a THPTOBUS HA PO C MEIUIIMHCKA W3ICTUS
3a JuIaTa mo ui. 78;

2. (u3Mm. - [IB, Op. 54 ot 2012 1. ) uMe, cenanulle U ajpec Ha yrpaBJieHHe Ha Junara 1o 4i. 78 u 78a;
3. (u3m. - 1B, 6p. 54 ot 2012 r. ) nara Ha mpeKpaTABaHE Ha pa3peUICHUETO 1Mo WI. 79, a. 2;
4. (u3m. - [IB, 6p. 54 ot 2012 1. ) agpec Ha MOMEIICHUATA 3a ChbXpaHEHHE HAa MEAUIITUHCKU WU3/ICIHUS,;
5. (u3m. - 1B, 6p. 54 ot 2012 1. ) uMe U aapec Ha TuIaTa mo wi. 78, a. 2, T. 2;
6. (u3Mm. - /1B, 6p. 54 o 2012 1. ) CIUCHK HAa KATETOPUUTE MEUIIMHCKH M3/IEIHsI, C KOUTO CE€ U3BBPIIBA THPTrOBHS;
7. (HoBa - 1B, 6p. 54 ot 2012 . ) mpoMeHH MO BIUCAHUTE 0OOCTOSATEIICTBA.
Ya. 82. (1) (U3m. - [IB, 6p. 54 ot 2012 r. ) TeproBunte ¢ MEAUIIMHCKA U3JIETUs, KOUTO U3BBPIIBAT THPTOBUS
Ha TepuTOopusTa Ha Penybnuka bearapus, ca Jurb)kHU 1a ThpryBaT caMO ¢ MEAMIIMHCKM U3/ENusl, HA KOUTO CPOKBT Ha
TOJHOCT HE € U3TEKBJI U NUMAT:
1. Hanecena "CE" MapkupoBKa B CbOTBETCTBUE C U3UCKBAHUSTA HA WiI. 15 ;

la. (HOBa - 1B, Op. 54 ot 2012 1. ) HaHECEH MaPTUCH/CEPHEH HOMEP BBPXY OMMAKOBKHUTE, KOTAaTO € MPHUIOKHUMO;

2. (u3m. - JIB, 6p. 110 ot 2008 r.) HaHeceH uAeHTU(PUKAIIMOHEH HOMEP Ha HOTU(HUITUpaHUs OpTraH 1o wi. 64, a.
2 , KoraTo MpoIeaypuTe, ONpeieTICH! B HapeaOuTe Mo wi. 18, H3uCKBAT HAHACSIHETO MY;



3. HaHeCeHU HAMMEHOBAHUE U aJ[pec Ha yIpaBJIeHUE Ha MPOU3BOIUTEIS H/MJIA YII'BLIHOMOIICHUS TTPEICTAaBUTET
1 BHOCUTEJIS,

4. vHCTPYKIU 32 YIOTpeda, C U3KIIOUEHNE Ha U3JIENINTA, 32 KOUTO TOBA HE € MPEJBUJICHO B 3aKOHA.

(2) (M3m. - IB, 6p. 54 ot 2012 1. ) JInmara mo an. 1 ca ATBKHH Ja MOAIBPKAT MTOMEIICHUSTA 32 ChXpaHEHUE Ha
MEUIIMHCKA W3/IETHUs, KOTaTo pa3rojiaraT ¢ TaKMBa B ChOTBETCTBUE C M3MCKBAHMSATA 32 ChXpaHEHHE 32 ChOTBETHHS
BH/JI U3JIEIHE, ONIPENICTICHH OT IPOU3BOIUTENS.

(3) (M3m. - IIB, 6p. 54 ot 2012 1. ) TeproBunTe Ha €APO C MEAMIIMHCKA W3ACTUS OCUTYpPSBAT M TOIIBPKAT
JIOKyMEHTHpaHa CHCTeMa 3a MpociensBaHe 0e30MacHOCTTa Ha MEIULIMHCKUTE W3MeNHs, MyCHATH Ha Mmas3apa, U 3a
OJIOKMpaHe M M3TEIVITHE OT Ma3zapa Ha MEAMIIMHCKUTE M3JeNUs, MOKa3all HECHhOTBETCTBHME C HM3UCKBAHUATA 3a
0€30macHOCT [0 CMHCHJIa Ha IJIaBa ceMa.

(4) (U3m. - IB, Op. 54 ot 2012 r. ) KbM qoKyMeHTamusTa o aji. 3 ce ChbXpaHsBaT MapTUAHUTE CEPTUPUKATHA HA

MCIUITUHCKUTC U3ACIINS 3a CPOK 5 TOOUHH U Ce OpeaoCTaBAT ITPpU MOMCKBAHC HA AJIBXKHOCTHUTC JIWIA 11O YJI. 86, aim. 2.

(5) (M3m. - IB, 6p. 54 ot 2012 1. ) JIumara no ain. 1 ca ATbKHU J]a ChXpaHIBAT MEAUIIUHCKUTE U3JIEIHS C U3TEKBI
CPOK Ha TOIHOCT, OJIOKMPAHUTE W/WIIM U3TEIIICHUTE MEAUIIMHCKA M3JeNUsl Ha OMpPEeNIeHO 3a IIeJITa MCTO C TPaiiHO
CUTHAJIHO 0003HAaYEHUE J0 MPEIOCTaBsIHETO UM Ha MPOU3BOIUTENS WU JI0 YHUIIO)KABAHETO UM.

Y. 83. (Jom. - /1B, Op. 41 ot 2009 r., B cuna ot 2.06.2009 r., 6p. 110 ot 2008 r., u3m., 6p. 54 ot 2012 1. ) (1)
Jlunara mo ui. 77 Morar Jja U3BBPIIBAT THPTOBCKU CACTKU C MEIUIIMHCKHA M3ENus MPU Clla3BaHe HAa U3MCKBAHUATA 3a
TAXHOTO ChbXpaHEHUE U PA3NPOCTPAHEHUE ChC:

1. Ipyru THProOBIIM Ha €IpO MO CMUCHIA HA TO3H 3aKOH;

2. nedyeOHU 3aBeACHUS 1O 3aKOHA 3a JICUCOHUTE 3aBEJICHUSI M BETEPUHAPHU JICUCOHU 3aBEICHHS MO 3aKOoHa 3a
BETEpUHAPHOMEAUIIMHCKATA IEHHOCT;

3. 3ApaBHM 3aBeqeHus o wi. 21, an. 2, 1. 1, 3 u 4 u an. 3 ot 3akoHa 3a 37paBETO;
4. BeTepUHAPHOMEIUITMHCKUTE allTeKH;
5. Iporepuu;

6. Jimga, KOUTO HU3BbpHIBAT JEMHOCTH 10 nNpcaoCTaBdHC Ha IIOMOINHHU CpCACTBa, HpI/ICHOCO6J'I€HI/I$I n
CbOPBKCHUA U MCIUITUHCKN U3ACIINA 3a XOpaTa € YBpCKaAaHuAd 110 3akoHa 3a HHTCTpals Ha XopaTa C YBpPCKIAAHU A,

7. Jana, MpuTe)KaBall ThbProBCKU OGGRTI/I, B KOHUTO CC Ipeajarat onpcaciiCHU CbC 3allOBCA HAa MUHHUCTHpPA HaA
3APaBCONIa3BaHCTO UJIM HAa OIIPABOMOIICH OT HETO 3aMECTHUK-MUHUCTHP MEAULIUHCKU U3ACIIN A,

8. O6IIII/IHI/I, OpraHM Ha AbpKaBHATa BJACT W AbpPKAaBHU HWHCTUTYHWHU, KOWUTO MPOBCKIAAT IIPOLCAYPH 3a
Bb3JIaraHE Ha O6H.[€CTB€HI/I IMOPBYKHU 34 JOCTaBKa HA MEAUIIUHCKU U3CIIN A,

9. yueOHU 3aBEICHUS;

10. nuia, KOUTO ca B IPOLIeIypa MO U3rpaKIaHe U 000py/IBaHe Ha ObJICH JIeYeOHU U 37paBHU 3aBEICHUS, CIIET
MOJIy4aBaHETO Ha pa3pellicHHe 3a CTPOEXK MO pe/ia Ha 3aKOHa 3a YCTPOMCTBO HA TEPUTOPHUSTA.

(2) MUHUCTBPBT Ha 3APABEONA3BAHETO OIPEILNSl ChC 3aMOBE] MEIUIIMHCKUTE H3JENNs, KOUTO MOrarT jJa ce
MpoaaBaT B ThPTrOBCKUTE 00€KTH 1Mo ai. 1, T. 7.

Y. 83a. (Hos - JIB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1.) (1) JleuebHuTe 3aBeneHus 32 OOJTHUYHA TOMOII]
MOTAT JIa U3BBPIIBAT THPTOBCKH CICIKH C MEAUIIMHCKA U3IENUS CaMO 332 HY)KTUTE Ha CBOMTE TAI[UCHTH.



(2) MenmuuuHCKUTE U3SIUsI, KOUTO MOTaT Ja ObAaT MpeaMeT Ha ThPrOBCKH CAETKH IO al. 1, ce ompenensT ¢
HapenbOara o ui. 30a.

Y. 836. (Hos - /1B, 0p. 54 ot 2012 1. ) (1) JIumata mo wi. 78 u 78a momabpkar wHGOpPMALIHS U ChXpaHSBAT
JIOKyMEHTAIU S 3a:

1. 3aKyII€CHO M IpOJaACHO KOJIUYECTBO IO BUAOBC MCAWMIWHCKU H3AC/IHA, IaTa Ha IMOKYyIIKaTa U npona>K6aTa,
CKIIaJIoBa HAJIMYHOCT, MAPTUACH HOMEP U CPOK Ha T'OAHOCT,

2. IMETO | aJipeca Ha yImpaBJICHHE Ha JIMIaTa, OT KOUTO Ca 3aKylHJIN U Ha KOUTO Ca MPOJATH METUIIMHCKUATE
HU3ICTINS;

3. HOMep U J1aTa Ha u3JaBaHe Ha JJOKYMEHTa, YJOCTOBEpsIBAIll IPAaBOTO 3a W3BBPIIBAHE HA THPrOBUS HA €IpO Ha
JuIara mo wi. 77, v JaHHH, UASHTUQUITUpAIIM OpraHa, U3/1ajl JTIOKyMEHTA.

(2) JIumara mo um. 83, aim. 1, 1.3 - Su T. 7 - 10 momabprkaT nHpopManus 3a:

1. 3aKyII€HO KOJHWYECTBO IO BHAOBEC MCAMLUHWHCKU M3ACITHUA, JaTa Ha IIOKyIIKaTa M HpO)Ia)K6aTa, CKJIaJgoBa
HaJIMYHOCT, HapTUACH HOMCD U CPOK Ha T'OJHOCT;,

2. IMETO W ajJpeca Ha yIpaBJICHHE Ha JIMIETO MO Wi. 77, OT KOETO ca 3aKylmuJd MEIUIMHCKA W3CIUs, H
JaHHWATE o ai. 1, 1. 3.

(3) JIunara o 4. 83, an. 1, T. 2 u 6 mogabpKaT HHGOPMAITHS 3a:

1. 3aKyII€HO KOJIMYCCTBO MO BUAOBC MCANIIMHCKN U3ACIIN, JaTa HA IMOKYyIIKaTa, CKlIaJJoBa HAJIMYHOCT, IMApTUACH
HOMCD U CPOK Ha T'OJAHOCT;

2. IMETO W aJpeca Ha yIpaBJICHHE Ha JIMIETO MO Wi. 77, OT KOETO ca 3aKylmWJd MEIUIMHCKA W3CIUs, H
JaHHHUTE 1o ai. 1, T. 3;

3. JIHUIEC, Ha KOCTO Ca Hpe,Z[OCTaBI/IJ'II/I/HpI/IJ'IO)KI/IJ'II/I MCOUITUHCKOTO I/IS,HCJ'II/IC/I/ISI[GJ'II/ISI.

Ya. 84. (13m. - IB, 6p. 54 ot 2012 1. ) (1) JnexHOCTHUTE JIUIa 1O 9wi. 86, an. 2 W3BBPIIBAT MJIAHUPAHU U
BHE3aITHU MMPOBEPKH B TOMEIICHHUSITA 32 ChXPAHEHHUE U ThPTrOBUS C MEIUITUHCKA U3ACTHS.

(2) JrpxHOCTHUTE TMIa 1O all. 1| Morar Jja M3MCKBaT, IPOBEPSBAT U MPABAT KOMMS HA JOKyMEHTAIUATa 1O 4JI.
82, ast. 3 u mo ui. 8306, KaKTO U J1a B3eMaT 00pasy U Ipodu OT U3JeNusATa PH YCIOBHATa o wi. 93, an. 3.

(3) Koraro nmpu npoBepkara ce yCTAaHOBH, Y€ MEAUIIMHCKUTE U3ENUs HE OTrOBapsT Ha W3UCKBAHUSITA HA WI. 82,
an. 1, 1. 1, la, 2 uam 3 UM ca ¢ U3TEKbI CPOK HA TOJHOCT, UBMBIHUTEIHUAT nupekrop Ha UAJL pasmopexna cbe
3anoBe]] OJOKMpaHe M U3TEIVIsIHE Ha U3/IEHATa OT Ma3apa U/WiIH TSIXHOTO YHUILO)KAaBaHe.

(4) TIpu ycraHOBsIBaHE HECHOTBETCTBUS Ha IOMEUICHUATA 3a CbXPAHEHHE M TBHPIrOBUS C H3MCKBAHUATA,
OIIPEEIICHN OT IIPOU3BOAUTENS 32 CBOTBETHOTO M3/EIHNE, JUIBKHOCTHUTE JIMIA IO ajl. | JaBaT mpeanucaHus U Cpok
32 OTCTPAHSBAHETO UM.

(5) Koraro mpu nmpoBepkara ce yCTAaHOBH, Y€ B cMcTeMaTa 1o wi. 82, ain. 3 Ui B JOKyMEHTanusra mno 4i. 836
MMa HEM'BJIHOTU WJIM HETOUYHOCTHU, JUTHKHOCTHUTE JIMIIa MO ajl. | JaBar npeanucaHus U CPOK 3a OTCTPAHSIBAHETO UM.

(6) Korato HeChOTBETCTBHSATA, HEMBIHOTUTE UM HETOYHOCTUTE HE OBJAT OTCTPAaHEHU B CPOKOBETE MO al. 4 U
5, WIBKHOCTHUTE JIMIA MO ajl. | MpeACTaBAT CTaHOBUIIE 10 M3MBIHUTENHUA nupekrop Ha UAJL ¢ mpemnoxenue 3a
OTHEMAaHE Ha pa3pelieHUeTOo 3a ThPrOBUSA Ha €po, a 3a JUIlaTa mo wi. 78a - 3aJiM4yaBaHe OT perucrbpa mno wi. 81 u
3aKpUBaHE HA MMOMELICHUATA UM 32 CbXPaHEHHUE U ThPrOBUSL.

(7) 3anoBenute Ha u3nbBIHUTENHUS Aupekrop Ha MAJI mo am. 3 m 6 morar ga ce obOxainBar mo peaa Ha
AJMUHHCTPATUBHOMPOLIECYATTHUS KOJEKC, KaTO 00KaJIBAHETO HE CIIMPA U3IMBIIHEHUETO M.



Y. 85. (M3m. - 1B, 6p. 54 ot 2012 r. ) M3nbiaHuTENHATA areHUIHs 0 JieKapcTBaTa HH(GOPMUpa PEryIaTOpHUS
OpraH Ha Jpyrata Ibp’kaBa 4WIEHKAa WM Ha Jpyrata JbpkaBa - cTpaHa no CnopasymeHuero 3a EBpomneiickoTo
MKOHOMHYECKO TNpocTpaHcTBO, nin Ha Kondenepanus LIBeiimapus, u3ngan JOKyMEHTa, YIOCTOBEpSBAI MPABOTO 3a
W3BBPIIBAHE HA THPIOBUS HA €IpO ¢ MEAWIMHCKU H3/ENUs, 32 YCTAHOBEHHM HAPYIICHUS IPU THPTOBHUS Ha €IpO C
MEIMUMHCKA HM3eNHs Ha Teputopusara Ha Penybnuka benrapus m mpemoctaBs mHGopMaius Npu MOUCKBAaHE 3a
auIaTa no wi. 78.

I'naBa mecrta
HAJ/I30P HA ITA3APA

Y. 86. (1) HamzopbT Ha mazapa ce U3BBPIIBA, 32 J]a CE OCUTYPU CHOTBETCTBUETO HA MEAUIIMHCKUTE U3/ENHUS,
IyCHATH Ha Ia3apa W/Wiu MyCHATH B JIEHICTBUE, C N3MCKBAHUATA HA 3aKOHA U Ha HapeaOuTe mo 4. 18 .

(2) HamzopbT Ha ma3zapa Ha TepuTopusaTa Ha Penydnuka bwarapus ce ocobiiectBsBa ot MAJI upe3 nHCeKTopu 1
eKCIIepTH, ONIPEACTICHU ChC 3all0BE] HAa UM BIHUTEIHUS TUPEKTOP.

Y. 87. (1) HagzopsT Ha ma3zapa ce U3BBpIIBA YpE3:
1. mpoBepku Ha U3AENHATA, TYCHATH Ha Ma3apa W/Wiu MyCHATH B JICHCTBUE;
2. B3eMaHe Ha 00pa3ly UK TPOOU OT U3CTUATA U UBMUTBAHETO UM.

(2) I3snuTBaneTo HAa MEAMITUHCKUTE U3ICTUS HE MOXKE J1a C€ U3BBPIIBA OT HOTU(PUIIMPAHUTE OPTaHH, YIaCTBAIU
B OLICHSBAHETO HAa CHOTBETCTBUETO HA CHUMTE U3ICIUS.

Yn. 88. IlpoBepkuTe Ha MEIUIIMHCKUTE W3ACTUs, IMyCHATH Ha Iasapa W/WIW TYCHATH B JEHCTBHUE, Ce
M3BBPIIBAT MO:

1. mpenBapuTENHO yIBBPAEH I'OAMILEH IIJIaH 3a HAJA30p Ha 1a3apa M0 TPy MEAUIIMHCKU U3JENNs CbOTBETHO OT
M3IbIHUTENHUSA aupekTop Ha MAJL, u

2. CUTHAIU OT JPYI'd KOHTPOJIHU OPTaHU U MO UACHTU(UIIMPAHN TUCMEHU CUTHAIIU OT TPaXKIaHU.

Ya. 89. (Mzm. - [IB, Op. 54 ot 2012 r. ) JIunara mo 4. 86, an. 2 U3BBPIIBAT MPOBEPKH B OOEKTUTE MO WiI. 83,
an. 1, 7. 2 - 7, KakTO U B TPOHW3BOJCTBEHUTE IMOMEIICHHS W B IOMEIICHHATA 32 CHhXpaHEHHWE U THPIOBUS HA
MEIUIIMHCKA U3IeNus 1o wi. 78, an. 2 u 4i1. 78a.

Y. 90. (1) (Ipeaumen texer Ha wi. 90 - JIB, 6p. 110 ot 2008 r.) JIumara mo wi. 86, an. 2 mpoBepsBar 3a:

1. Hannuue Ha "CE" mapkupoBKa 1 3a CbOTBETCTBUETO 1 C M3UCKBAHUATA HA 3aKOHA;

2. (u3m. - JIB, Op. 110 ot 2008 1.) naeHTHPUKAIIMOHEH HOMEp Ha HOTHU(HUIMpaHus opraH mo 4wi. 64, am. 2 ,
KOTaTo MPOIeypUTe, ONIpEACTICHU B HapeAOuTe Mo Wwi. 18, H3uCKBAT HAHACSIHETO MY

3. HajIM4KMe Ha UHCTPYKIUA 32 YIoTpeba U ChOTBETCTBUE HA CHIBPKAHUETO M C M3MCKBAHUATA HA HapeIOUTe Mo
. 18, ¢ M3KIIOUeHNE Ha U3IeNHATa 1o Wi. 2, ai. 1, T. 3 , monamamw B ki1ac I u knac Ila, ako MoraT na ce m3moi3Bar

Oe3omacHO 0e3 MHCTPYKIIUS 32 ymoTpeoa;

4. (m3m. - JIB, 6p. 110 ot 2008 1.) HaMU4KMe HA €TUKET U CHOTBETCTBUEC HA CHIBPKAHUETO MY C H3UCKBAHHATA Ha
HapeaouTe mo 4. 18;

5. Hanuume BBpPXYy MCAUIIMHCKOTO U3ACJIMC HA HAMMCHOBAHUEC U aApCC Ha YINPABJICHHUC HAa IPOU3BOJUTEIIA U
YII'BJIHOMOIICHU S IPEACTABUTEII U BHOCUTCII,

6. CPOK Ha TOJTHOCT HAa MEUITMHCKOTO U3/CINE;



7. (otm. - [IB, 6p. 110 ot 2008 1.).

(2) (Homa - JIB, 6p. 110 ot 2008 1.) JIumara mo wi. 86, ai. 2 mpoBepsBaT 3a Clia3BaHETO HA M3UCKBAHETO HA YII.
27, am. 1 mum. 28, aim. 1 u 6.

Y. 91. (1) KoraTo mpu mpoBepkara auiiara mno @wi. 86, aj. 2 yCTaHOBST, Y€ MEIUITUHCKUTE U3/IENIHS ca MMyCHATH
Ha maszapa u/unu ca nmycHatu B pAelictBue Oe3 "CE" mMapkupoBka MJIM C M3TEKbJI CPOK HA TOAHOCT, T€ H3TOTBAT
CTaHOBUIIE 10 M3MBIHUTENHHS aupekrop Ha MAJl ¢ mpemioxeHue 3a HW3AaBaHE HaA 3amoBea 3a OJNOKUpaHE U
U3TErVIsTHE Ha U3ETUETO OT Mas3apa.

(2) U3m. - IB, 6p. 110 ot 2008 r.) Koraro mpu mnpoBepkara numara mo 4i. 86, ajl. 2 yCTaHOBST, 4e
MEUIIMHCKATE U3/CNsI ca MyCHATH Ha a3apa /Wiy ca IMyCHATH B JielicTBUE 0e3 MHCTPYKIMS 3a yIoTpeda u/umm 6e3
ETHKET WM CHABPKAHUETO Ha €THKEeTa HE € B ChOTBETCTBUE C M3MCKBAHUATA HA HapeaouTe mo wi. 18, u/umm BBpXy
W3JICINETO HE Ca HAHECCHW HAMMEHOBAHUETO U aPEChT Ha yIpaBJICHUE HA MPOU3BOAUTEIS HJIM Ha YITHITHOMOIICHUS
My TPEICTaBUTEN W Ha BHOCUTEINS, TE JaBaT NPEIIUCAHWE Ha MPOU3BOMUTEINS WU Ha HETOBUS YII'BIHOMOIICH
MPEJICTABUTEN ChC CPOK 32 OTCTPAHsBAaHE HA KOHCTaTUPAHOTO HapyIICHHUE.

(3) Koraro HapymeHunero mo ai. 2 He ObJie OTCTPAaHEHO B MOCOUYEHUs CPOK, JHIaTa 1Mo 4i. 86, aj. 2 U3roTBAT
CTaHOBUIIE 10 M3MBIHUTENHUs aupekrop Ha MAJl ¢ mpemiokeHue 3a W31aBaHe Ha 3aloBeja 3a OJIOKMpaHE U
U3TEINIsIHE Ha U3/IeIIMETO OT Iasapa.

(4) M3m. - IB, 6p. 110 ot 2008 r.) Korato u3ucksanero Ha wi. 90, an. 1, T. 2 He € U3N'BIHEHO WJIM HaHEceHaTa
MapKUpOBKa HE ChOTBETCTBA HA M3UCKBaHWATA HA 4. 15, unu uma cemHenue, ye "CE" mapkupoBkata € HaHeceHa
HEIMPaBOMEPHO, JINIIaTa Mo Wwi. 86, ai. 2 U3UCKBAT OT IPOU3BOAUTENS UM OT HETOBUS YITBIHOMOUIEH NPEACTaBUTEI,
UJIM OT BHOCUTEJS J1a UM MpeJCcTaBu B cpok 10 AHM OT gaTaTa Ha yBEIOMSBAHETO:

1. nexnapanus 3a CbOTBETCTBHUE;
2. TexHUUecKaTa JOKyMeHTauus no wi. 14, an. 1.

Ya. 92. (1) JIumara mo uin. 86, an. 2 U3roTBAT CTAHOBHIIE JI0 M3ITBIHUTENHUS qupekrop Ha MAJI, koiiTo n3maBa
3amoBe] 3a Oyokupane u 3a0paHa Ha paspPOCTPAHCHUETO HA W3MCIHETO, ako B cpoka mo wi. 91, am. 4 He Obaar
MPEJICTAaBEHH JIEKIapallsaTa 32 ChOTBETCTBHUE M TEXHHYECKATa JTOKyMEHTAIlHs, OCBEH B CIydauTe, KOTaTO CPOKBT IO
yi1. 14, ann. 3 € U3TEKbII.

(2) B 30-1HeBeH Cpok OT JaTaTa Ha BphUBaHE HA 3allOBEATA MO all. | TPOU3BOIUTENAT, HETOBUST YII'BITHOMOIICH
MPEJACTaBUTEI UM BHOCUTENAT € JUThKEH J1a U3TETIM U3ENIUETO OT ma3apa.

Ya. 93. (1) (U3m. - JIB, 6p. 110 ot 2008 1.) KoraTo mpu mpoBepkara Ha TEXHHYECKaTa JOKYMEHTAIHS 110 Wi, 14,
an. 1 u Ha gexnapanusTa 3a CboTBeTCTBHE 1Mo Wi. 91, an. 4, T. 1 Bb3HUKHAT CbMHEHHUS, Ye U3/ICIUETO HE ChOTBETCTBA
Ha CBINECTBEHUTE M3UCKBAHUS, ONIPEICICHN B HapenouTe mo wi. 18, numara mo wi. 86, ai. 2 B3eMar o0pas3iu WiIu
MpoOu OT U3MIEITHETO 32 U3MUTBAHE.

(2) I3nuTBaHeTo ce U3BBPIIBA B aKpeAUTHPaHa J1aboparopus oT M3mbaHuTenHa areHIus "brirapcka ciyxoa 3a
akpeauTausA" UM B JabopaTtopus, akpeaIuTHpaHa OT OpraH Ha JbpiKaBa YiICHKA WIIM JIbpxkaBa oT EBpomeiickoTo
MKOHOMHYECKO ITPOCTPAHCTRO.

(3) (M3m. - IB, 6p. 82 ot 2009 1., B cruta ot 16.10.2009 1.) YcnoBusita u peasT 3a B3eMaHe Ha 00pa3iu U mpoou
OT MEJMITMHCKH M3/CIUS 32 M3IMUTBAHE CE OMPEICIAT C Hapeada Ha MUHUCThpPA Ha 3paBeoNa3BaHETO U MUHHCTBHPA
Ha NKOHOMHKATA, CHEPreTUKaTa U Typru3Ma.

(4) TIpu ocropBaHe Ha pe3ylTaTUTEe OT H3BBPIICHUTE JTa0OpAaTOPHU HW3MUTBAHHUS IMPOU3BOJUTENAT HIH
VITBJIHOMOILCHUAT MY IipeactaButen npeacrass B MMAJl nucMeHo uckane B 7-JHEBEH CPOK OT JlaTaTa Ha MOJIydyaBaHe

Ha pe3yiiTata OT IbPBOHAYAITHOTO U3MMUTBAHC 34 U3BBPIIBAHC HA ITIOBTOPHO U3IIUTBAHC.

(5) IloBTOpHOTO M3NMUTBaHE MO al. 4 ce U3BBPLIBA OT EKCIEPTU, KOUTO HE Ca Y4acTBAIM B I'bPBOHAYAIHOTO



HU3IIUTBAHC.

Y. 94. (1) B cnyqaute mo wi. 93 u3nbaHUTeTHUAT qupekrop Ha MAJI n3naBa 3amoBes 3a BpeMEHHO CIIMPaHe
Ha Pa3NpOCTPaHEHUETO WM YoTpedaTa Ha KOHKPETHOTO U3JIENHE.

(2) Kommue ot 3a11oBCATa 110 all. 1 ce BpbUBa HAa NPOU3BOAUTCIIA UJIM HA HCTOBHA YITBJIHOMOIICH IMPCACTAaBUTCII,
WJIN Ha BHOCHUTCIIA.

Ya. 95. Koraro nunara nmo wi. 86, aji. 2 yCTaHOBAT, Y€ HECHOTBETCTBUETO ChC CHUICCTBEHUTE M3UCKBAHUS
MOJKE JIa C€ OTCTPaHH, U3TOTBST CTAHOBUIIE J0 M3NBIHUTEIHUS aupekrop Ha AJl u naBat mpeanucanue chbC CPOK,
ChIVIAaCYBAaH C MPOU3BOAMUTENS WM HErOBUS VIIBIHOMOINCH IMPEICTaBUTEN, 32 H3BBPIIBAHE HAa HEOOXOIUMUTE
KOPUTHPAII JCUCTBUS WJIH 32 ITBITHO OI[EHSBAHE ChOTBETCTBUETO HA U3JICIIUETO ChC CHIIICCTBEHUTE N3MCKBAHUSI.

Y. 96. (1) Koraro nunara mo ui. 86, an. 2 yCTaHOBSAT, Y€ HECHOTBETCTBHETO ChC CHINECTBEHUTE M3MCKBAHUS
HE MOXE J1a C€ OTCTPaHU, T€ U3TOTBAT CTAHOBHUIIE JI0 U3IMTBIHUTEIHUS Aupekrop Ha MAJL.

(2) UznpnauTenuust qupekrop Ha MAJI Bb3 ocCHOBa Ha CTaHOBMILETO 110 ajl. | M3/1aBa 3anoBe] 3a OJOKUpaHe U
3abpaHa 3a pa3[pOCTPaHEHUETO WM ynoTpedaTa Ha U3EINETO U pa3nopekia U3TENISIHETO My OT nas3apa B 30-1HeBeH
CPOK OT JlaTaTa Ha BpbYBAHETO 1 HAa IPOU3BOAMTENS WM HA YITBIHOMOILCHUS My IIPEACTaBUTEN U HA BHOCUTEIIS.

(3) 3nbHuTenHATA areHIMs 10 JIeKapCTBaTa yBEJIOMSIBA PErylaTOpHUS OpraH Ha Jbp)kaBaTa YieHKa, B KOSITO
MPOU3BOAUTEIIAT UM YITBIHOMOILCHUAT MYy IIPEICTaBUTEN U BHOCUTEIST € YCTAHOBEH, 3a 3all0BE/TA MO ajl. 2.

Yoa. 97. 3anmoBeaute 1o wi. 92, an. 1, wr. 94 , ui. 96, an. 2 u wi. 99, an. 1 moke ga ObIaT oOXKaJIBaHU IO pea
Ha AJIMUHHCTPATUBHOIIPOIECYATHUSI KOJICKC, KaTO KayidaTa HEe CIIUpa U3 BIHCHUETO.

Y. 98. (1) Koraro crnex uanutBaneto mo wi. 93 ce ycraHOBU, Y€ MEIUIIMHCKUTE U3/ HE ChOTBETCTBAT HA
CBIIICCTBEHUTE HW3HCKBAHUS, PA3XOAWTE 3a B3eMaHE Ha oOpa3mu WM TpoOM 3a M3MUTBAHE ca 3a CMETKA Ha
MIPOU3BOUTEIIS, HA YITBTHOMOIICHUS TTPEJACTAaBUTEN I Ha BHOCUTEIS.

(2) Koraro cnex wm3nutBaHero mo wi. 93 ce ycTaHOBHU, Y€ MEAMIIMHCKUATE H3JENUs CHOTBETCTBAT Ha
CBIIECTBCHUTE M3UCKBAHUS, PA3XOUTE 3a B3eMaHe Ha 00pa3u mim mpoOu 3a U3NUTBaHe ca 3a cMeTka Ha MAJL.

Ya. 99. (1) (U3m. - 1B, 6p. 110 ot 2008 1., mom., 6p. 41 ot 2009 r., B cuna ot 2.06.2009 r.) MUHUCTBPBT HA
3paBEOIa3BaHETO WU OMPABOMOIICH OT HEro 3aMECTHHUK-MUHHUCTBP, MO MOTHBHPAHO TWpEIIOXKEHUE Ha
M3IBJIHUTENHUS aupekrop Ha WAJI, xorato ToBa € B MHTEpec Ha OOIIECTBEHOTO 3]paBe W/WIM Ce Hajara 3a
M3ITBIHCHUE Ha HAIIMOHAHATA 3/IpaBHA TMOJUTHKA, MOXKE ChC 3aII0BE]] BpEMEHHO J1a:

1. 3a0paHu MycKaHETO Ha Mma3apa W/uiM MyCKaHEeTO B JIeHCTBUE, UITH
2. 3a0paHu pas3pOCTPAHECHUETO, UITU
3. orpanuuu 0OXBaTa Ha JACHCTBUE, HIH

4. HaJOXXM JOMBJIHUTEIIHN W3UCKBAHUS 3a MYCKAHETO Ha Ia3apa W/WIM MMYCKAaHETO B JICHCTBUE HA JAJCH BH]
W3/eTUe UK TpyIa U3Aeusl.

(2) (Hom. - 1B, op. 110 or 2008 r.) B cnygante mo ain. 1 WAJI undopmupa EBpomeiickata komMucus u
pEryJIaTOPHUTE OpraHW Ha IbPKABUTE WICHKH U PEryJaTOpHUTE OpraHW Ha JIbpkaBuTe OT EBpomenckoTo
WKOHOMHYECKO ITPOCTPAHCTBO 3a 3aII0BE/ITa, MOTUBUTE 32 HES U TIPEANIPHUETUTE MEPKH.

Y. 100. (1) JInuara mo wi. 86, ann. 2 ce 3acTpaxoBar 3a cMeTka Ha Orokera Ha MAJI cpernty 3momnoiyka, KOSITo
MOYKE JIa HACTBITH MPH FJIM IO MIOBOJ U3ITBIHCHHUE Ha CITY)KEOHUTE UM 3aIBJIKCHUSL.

(2) U3m. - IB, 6p. 98 ot 2010 1., B cuma ot 1.01.2011 1.) [Ipn u3BbpmBane Ha MPOBEPKU JIUIIATa IO Wi. 86, ai. 2
MOTaT Ja TMOMCKAT ChIACWCTBHE OT pETHOHAIHATA 3/[paBHA WHCICKIHS, OT OpraHuTe Ha MHWHUCTEPCTBOTO Ha
BBTPEIIHUTE PA0OTH M OT KOMIIETEHTHUTE OPTaHU Ha MECTHOTO CaMOYIpaBJICHUE.



Y. 101. Vi3nbaHuTeNHATA areHLKs 110 JieKapcTBaTa MyOIrKyBa Ha CTpaHUIlaTa CM B MHTEPHET WHpopMaIus 3a
HU3JETINATA, 34 KOUTO UMa U3JaacHa 3anoBe mo 4. 91, an. 1, un. 92, am. 1, un. 94 u un. 96, an. 2 .

Y. 102. JInmaTta mo 4i1. 86, an. 2 ca JIBKHA Ja:

1. He pasmpocTpaHsBaT oOCTOSTENCTBA U (JAKTH, CTAHAIM WM HU3BECTHH IO BpPEME Ha WU BBB BpPB3KA C
M3IBITHEHUE Ha CIY)KEOHUTE UM 3aIbIIKCHUS;

2. U3M0a3BaT MOJIy4EeHUTE JOKYMEHTH U HH(OpPMaLHMs caMo 3a LIeJTUTE Ha Ha/I30pa Ha Ma3apa;

3. ce IEeruTUMHPAT IPU U3BBPIIBAHE HA IIPOBEPKUTE.

I'naBa ceama
CUCTEMA 3A YBEJOMSBAHE U OLIEHSABAHE HA UHIHIUJIEHTU

Y. 103. (1) ITpon3BoauTeNnAT € UTbXKEH J1a Ch3aje U Aa MOAIbpikKa TOKyMEHTHpaHa CUCTeMa 3a TIPOCyeIsIBaHe
0e30MmacHOCTTa Ha MPOU3BEACHUTE OT HETO MEAMIIMHCKH M3/eNusl, MyCHAaTH Ha Ia3apa W/Wii MMyCHATH B JICHCTBUE Ha
TEPUTOPHUATA HA JbpKaBU UWICHKH, Ha IbpKaBH OT EBpOMEiCKOTO MKOHOMHYECKO MHPOCTPAHCTBO M Ha TPETH
IbpIKaBH, U J1a pa3roiiara C MeXaHW3MH 3a MpujlaraHe Ha HE0OXOJUMHUTE KOPUTHUPAIIM ICHCTBHUSL.

(2) Cucremara o an. 1 ce npumnara 3a MEIUITUHCKA U3AETUS:
1. c nanecena "CE" mapkupoBKa;

2. xouto HsMar HaHeceHa "CE" mapkupoBka, KOraro MHUMAECHTHT WJIM MOTEHUHAJIHUAT UHIUJEHT C TAX IO
cMuchiia Ha uit. 106, an. 1 1 2 HanaraT u3BbpIIBaHE HA KOPUTUPAIM ACUCTBUS, IPUIOKUMU 32 U3ETUS MO T. 1.

(3) Cucremara He ce mpujara 3a U3eNus, peJHa3HAUYCHH 32 KIMHUYHU U3IMUTBAHUS, U U3JICIHS 32 OI[CHIBAHE
Ha JEeHCTBUETO.

(4) Cucremara o an. 1 BIouBa mpoyuBaHe 0€30MMaCHOCTTA Ha M3/CNIUATA 110 ajl. 2, TyCHATH Ha Taszapa u/ Uik B
JICHCTBHE Ype3:

1. chOupane, TOKyMEHTHpaHE U aHAJIU3 Ha ChOOIICHUS 32 CHOUTHS 110 Wi. 105 OT MEAUIIMHCKA CHEeIHATNCTH, OT
MalMeHTH, OT JINIIa, KOUTO U3BBPIIBAT HHCTATHPAHE, TOAIPHKKA UITH KaTuOpupaHe Ha uzaenusra, u ot MAJL;

2. aHANM3 Ha PE3YATATUTE OT JOMBIHUTEIHH U3MUTBAHUS Ha U3JENUSITA, U3BBPIICHH OT MPOU3BOINUTENS,
3. chOupaHe U TOKyMEHTHpaHEe U aHAJIM3 Ha JaHHU OT HayyHara JINTepaTypa.

Ya. 104. (1) (Ilpeaumen teket Ha wi. 104, usm. - B, 6p. 110 ot 2008 r., 6p. 54 ot 2012 r. ) Jlekapure,
JICKapUTe O JICHTAIHA MEAWITUHA U JPYIH MEUITUHCKH CITCIIMAIMCTH, U JIMIaTa, KOUTO OCHIICCTBIBAT UHCTAIMPAHE,
MOAIPBKKA UK KaOprpaHe Ha MEAUITMHCKUATE U3JIENUs, ca JIHKHHA He3a0aBHO na chobmmasaTt Ha MAJI 3a cxouTus
mo wi. 105 B o6exTute 1o 4. 83, ain. 1, T. 2 OTHOCHO JiIeueOHHUTE 3aBEJICHUS 10 3aKOHA 3a JICUeOHUTE 3aBEJICHUS.

(2) (Homa - IB, 6p. 110 ot 2008 r.) M3nbaHUTETHATA areHIIHMS TI0 JIGKAPCTBATa MPEJOCTaBs HA TPOU3BOIUTENS
WJIM Ha HETOBUS YITHIHOMOIICH TIPEACTaBUTEN HHPOPMaIHATA IO all. | B CPOK TpH JTHU CJIE]T TTOTydaBaHETO M.

Y. 105. (1) IlpouzBogutensar yBeaomsisa MAJI 3a Bcsika HEM3NPAaBHOCT WM BIIOIIABAHE HA XapaKTEPUCTUKHUTE
Ha W3JIeHe, MTPOU3BEICHO OT HEro, W/ Ha JACHCTBHETO My, KaKTO M 32 HEI'bJIHA MJIM HETOYHA MHQOPMAIUSI BBPXY
eTUKETa U B UHCTPYKIUATA 32 YIIOTPeOa, KOETO € MPUUUHHIIIO CMBPT UM CEPUO3HO YBPEXkKAaHE Ha 3/IpaBETO WU OU
MOTJIO J]a TPHYMHH CMBPT HJIM CEPUO3HO YBPEXKIAHE Ha 3[PAaBETO HA MAMEHT, MEAUIIMHCKHA CIEIUAINCT WU TPETH
JWIa Ha TepuTopusTa Ha Perryonuka bearapus.

(2) TIpousBomutenst yeBemomsiBa MAJI m 3a Bcska TeXHMYecka WM MEIMLMHCKA IMPUYUHA, CBBpP3aHA C



XaPAKTCPUCTUKUTEC NN HeﬁCTBHCTO Ha U3ACITUECTO, KOATO IMOpau MPpUINHUTE, TIOCOUYCHU B aJl. 1, BOJU 10 CUCTEMHO
H3TCITIAHE OT Imasapa Ha U3ACJIIHUA OT €AWMH U CbIW THUII.

Ya. 106. (1) IIpousBonutensar nogaBa B MAJI mbpBoHauaneH aokiaa mo odOpasen B 10-AHEBEH CpPOK OT
nocThIIBaHe Ha WHpopManus 3a cpouTHE MO Wi. 105 | MPUYMHUIO CMBPT WM CEPHUO3HO YBPEXJaHE Ha 3IPaBETO,
HapU4aHO MO-HATAaThK UHIUICHT.

(2) IpouszBogutensat nmogaa B MAJI mepBoHavyaneH faokiag mo obpaserr B 30-1HEBEH CPOK OT MOCTHITBAHE Ha
nHpopmaIus 3a crouTre mo wi. 105 , koeTo € Mokeno Ja MPUYMHU CMBPT UIIM CEPUO3HO YBPEKIAHE Ha 3IIPaBETO,
MPEOTBPATCHU MOPaau OJIarompusTHO OOCTOSATEICTBO WJIM JIEKApCKa HaMmeca, HapU4yaHO IO-HATaThK MOTEHINAICH
WHIIMJICHT.

(3) KoraTo MHITMIEHTHT WJIM MOTCHIIMATHUAT MHIMACHT 3acsra u3aenus ot kiac Ila, 116 wmu wnac I, unun un
BUTPO AUArHOCTUYHHM MEIUIIMHCKU M3JENHsl OT COUCHhK A WM cnuchbk b, mnm um3nenus 3a camMoTecTyBaHE U €
BB3HHMKHAJI B TpeTa Jbp)kaBa, MPOU3BOJUTENAT MojAaBa B cpoka no an. 1 wim 2 B MAJI nmppBoHauaneH nokiaj B
cllydauTe, KoraTo HOTU(HUIIMpaH opraH mo 4ji. 64, an. 2 e U3BBPIIMI OIEHSIBaHE Ha CHOTBETCTBUETO HA M3IEIUETO, C
KOCTO € CTaHAJl HHIIUACHTHT.

(4) Korato MHIMAEGHTHT UM MOTSHIIUATHUAT UHIMACHT 3acsra U3eNus oT Ki1ac | uim uH BUTPO JUArHOCTUYHHU
MECIUIIMHCKU H3ACIIHUA, KOUTO HC Ca OT CIIMCBK A 1 CIITUCBK bu HEC Ca 3a CaMOTeCTYBaHe, U € BBb3HHKHAJ B TpeTa
JIbp>KaBa, MPOU3BOAMUTENAT MoJaBa B cpoka mo an. 1 unu 2 B MAJI mbpBOHayaneH JOKIaa B ClydauTe, KOraTo
MPOU3BOAUTEIIAT UM YITBITHOMOILCHUAT My IIpecTaBuTen € peructpupan B MAJI mo pena Ha rmaBa BTOpa.

Y. 107. Koratro MHIUACHTHT WK MOTEHIIMATHUSIT UHITUJEHT CE€ AbDKM Ha KOMOMHHpaHa yrmoTpeda Ha JBe
WU TIOBEYE OTICIHHM W3ACTUS W/MIIM Ha TPUHAIICKHOCTH, MPOU3BEACHH OT PAa3IUYHU IMPOU3BOTUTENH, BCEKU
npousBoauten npeacrtass B UAJI oraenen noknan mo wi. 106 .

Yur. 108. [Ipon3BoauTenaT yBeJoMsiBa HETIOCPEACTBEHO ClIe]] OJydaBaHe Ha MH(POpMALHs 32 HHITUIACHT WU
NOTEHIIMAJICH HHIU/ICHT YITBIHOMOILCHUS CH TpencTaBuTes 1o wi. 10, an. 2 , Thproeena Ha epo U HOTU(UIIUPAHUS

opraH, U3BbPHIUII OOCHABAHC HA CbOTBCTCTBUCTO HA U3ACINCTO ChC CHILICCTBCHUTC U3UCKBAHU .

Yua. 109. (1) MB3obaHuTenHaTa areHUMs MO JIeKapCcTBaTa MOJAbp)Ka CHCTEMa 3a pPErucTpUpaHe, aHalu3 U
00001TaBaHe Ha MHIUICHTH U MOTESHIIMATHUA UHITUJCHTH C METUITMHCKHA H3CIHSL.

(2) HM3nbaHuTenHaTa areHIus Io JICKapCTBaTa HY6J'II/IKyBa Ha CTpaHUIaTa CHU B UHTCPHCT PBHKOBOACTBATA 3a
npocicasaBaHe Ha Oe30macHOCTTa Ha MCIUIUHCKUTE U3ACINA, H3AAACHU OT EBpOHefICKaTa KOMHCHUA H OT

EBpomneiickata areH1us 1o jJekapcTBara.

Y. 110. (1) M3neaHUTETHATA areHITUS 110 JICKApCTBaTa perucTpupa B cuctemara mo wi. 109, an. 1 gaHHuTe OT
I'bPBOHAYATHUS JIOKIA]] HA POU3BOIUTEINS U OIIEHSBA MpeoCcTaBeHaTa HHGOpMaIusl.

(2) M3npaHUTENTHATA areHIIUS 10 JIEKapCTBaTa OCHINECTBSIBA HAA30P BBPXY JNEHCTBUATA HA MPOU3BOJAUTEINS T10
MIPOYYBAHETO HA MHIIMJICHTA UJIU IIOTEHIMAJHUA HHIUACHT U MOKE J1a U3/1aBa MPEANMCAHUS U YKa3aHU.

(3) Ilo Bpeme Ha mpoyuyBaHETO HA WHIMJEHTAa WM ToTeHONHaTHUS wHOUACHT WAJl cpaelictBa Ha
MPOU3BOAUTENS, PU HEOOXOAMMOCT, 32 OCBHIIECTBSIBAHE HA BPB3Ka ChC:

1. HOTI/I(1)I/II_II/IpaHI/I$I OopraH, U3BbpIIMJI OICHABAHEC HAa CbOTBECTCTBUCTO,

2. peryJlaTOpHHU OpPraHu Ha JPYTW 3aCETHATH IbPKaBH YJIECHKU WJIM IbpKaBH OT EBpONENCKOTO MKOHOMHUYECKO
IIPOCTPAHCTBO;

3. peryJaTopHU OpraHu Ha JbpiKaBU YICHKU WJIM Jbp>KaBU OT EBpOINeickoTo MKOHOMHUYECKO MPOCTPAHCTBO 3a
JIEKapCTBEHU MPOIYKTH B CIydauTe HA MHIIMJECHTH WJIM MOTEHIIMAIIHU UHIIUJICHTHU ¢ u3aenus no wi. 3, 1. 2,3 u 4

4. Ipyry IPOU3BOJIUTENH B ciiydauTe mo wi. 107 ;



5. mox3BaTeNd Ha U3IIUETO UIIA C TPETH JIULA.
Ya. 111. Koraro B nmbpBOHavYaHusA A0K1aa o wi. 106 ca mocoyeHn KOpUTHpaly ASHCTBUS WM C€ ChAbpXKa
3aKTI0YEHHE, Y€ UHITUICHTHT 3acTpaliaBa 0€30MacHOCTTa Ha MalMeHTa, Ha MEAUIIMHCKUS CIEHHAINCT UM Ha TPETH
JIMIla, HO BCE OIIE HE ca ONpeeieHn Kopurupaumrte nerctBus, MAJI n3npama noknajn 10 peryiaTopHUTe OpraHd Ha

ABPIKABUTC WICHKH, HA AbPXKABUTC OT EBpOHeﬁCKOTO HNKOHOMHYCCKO IMPOCTPAaHCTBO U 10 EBpOHeﬁCKaTa KOMUCHA.

Ya. 112. (1) B cpok g0 Tpu Mecena oT rmojiaBade Ha AokIaaa 1mo wi. 106 mpou3BOIUTENIAT U3TOTBS U TIPEACTaBS
B MAJI okoHuUaTeneH AOKIaJ Mo 00pasell, YIBbPACH OT U3IMBIHUTEIHUS TUPEKTOP.

(2) HoxnaasT 1o ain. 1 Moke /1a ChAbpKa €HO OT CICAHUTE 3aKITIOYCHHUSL:
1. He ce Hayara Jia ce mpeArnpueMar MepKH;

2. (u3m. - [IB, 6p. 54 o1 2012 1. ) TOMBJIHUTETHO MPOCTEASIBAHE HA U3/CIUETO UITK MapTUIaTa U3IeIus, IyCHATH
B JeHCTBHUE B 00eKTUTE MO Wi. 83, ai. 1, T. 2 OTHOCHO JIeUeOHHUTE 3aBEACHM 10 3aKOHA 3a JICUYCOHUTE 3aBEACHHS;

3. pasmpocTpaHeHrue Ha WHQOpMaIUs 10 MEAUIIMHCKUATE CIEIUATUCTA B OOCKTUTE MO T. 2 U B amnTEKUTE H
JIPOTepUHTE KaTO MUCMEHA PENOPbKA, U3TOTBEHA OT MPOU3BOIUTENS;

4. xopurupany AeMCTBUS IPHU MPOU3BOJICTBOTO Ha ObJeIa TPOYKIIHS;
5. KopuUTHpaImM ASHCTBHS Ha U3JIEINETO, TYCHATO B ACHCTBHUE B OOEKTUTE T10 T. 2;
6. U3TETVIsTHE Ha W3/ICTTMETO WM Ha TTapTHAaTa U3/eNus, TyCHATH Ha 1ma3apa u/uiu B JeiCTBUE.

Y. 113. (1) B cmywaurte no wi. 112, an. 2, 1. 2 MAJI u3BbpIimBa KOHTPOJI BBPXY JEHCTBUATA HA TTPOM3BOAUTEIS
Ha Teputopusta Ha Penyonuka benrapus.

(2) B ciywaute no un. 112, an. 2, 1. 3 MAJI oneHsiBa chAbp)KaHUETO Ha MHUCMEHATa MpEnopbhka U 00CHKIA C
MPOU3BOIUTEIIS aJPECaTUTE HA MPETophKaTa U HaUYMHA Ha Pa3lPOCTPAHEHUETO M.

(3) B ciywaute o wi. 112, an. 2, 1. 5 AJI Mmoxe 1a U3BBpIIM TPOBEPKA HA MSCTO.

(4) MBnbaautennusat nupekrop Ha WAJI u3naBa 3amoBen 3a ONOKMpaHe M M3TEMVISHE OT MPOM3BOAUTENS Ha
M3JIENTUETO WIIM Ha TTApTUIaTa U3AeHs, C KOUTO Ce € CIIyYHJI HHIIMJACHTHT WM MOTCHIHATHUAT WHIUJICHT, KOraTo ce
YCTaHOBH, Y€ MMPOU3BOIUTEIIAT HE €:

1. U3BBPIIMIT KOPUTHPAIM JIEHCTBUS B TOCOYEHHUS OT HETO CPOK B JIOKIaga mo ui. 112

2. U3TEruI U3ACIIUCTO WM MMapTuaaTa U34CInA OT I1a3apa B TOCOYCHU OT HCTO CPOK B JJOKJIa/da IO 4JI. 112.

(5) YcnoBusTa u peabT 3a 6n01<1/1paHe, U3TCIJISHE U/HIIN YHUIIOKaBAHC Ha HU3ACIINATA, KOUTO HC OTrOBApAT Ha
HU3UCKBAHUATA HA TO3U 3aKOH, CC OIIPCACIIAT C Hapeﬂ6a Ha MUHHCTBHpPA HA 3JpaBCOIa3BaHCTO.

Yiu. 114. (1) VBnenHuTenTHATA areHIMS 10 JIeKapCcTBaTa MyOJIMKyBa Ha CTPAHHIATa CH B MHTEPHET CIUCHK Ha
H3JICTINATA, BKIIOYEHH B 3amoBeATa Imo wi. 113, an. 4 .

(2) Koraro uznenusra mo ain. 1 ce mpomaBar B ooekrute mo wi. 83, an. 2, MAJI yBemomsiBa OOIIECTBEHOCTTA YpeE3
BTA u cpencTBaTa 3a MacoBO OCBEIOMSIBAHE.

(3) Wznbanutennust mupexkrop Ha WAJl m3rorBs AokiIaa 3a BB3HUKHAIWS MHUUACHT WM IOTEHI[MANICH
WHIMUJCHT B CIydauTe 1o wi. 112 u usnpaina konue ot Hero 10 EBporneiickata KOMUCUS U PETyJaTOPHUTE OPTaHU Ha
JbP’KABUTE YJICHKU.

Ya. 115. (1) Besko mupextHo chobiieHne 10 MAJI 3a MHIUMACHT WIIM MOTEHIIMAICH WHITUJICHT C MEIUITUHCKO
u3nenne Ha Teputopusta Ha PenmyOnmka bbiarapus, mogaieHo OT UIASHTU(UIIMPAHO JTUIE B TUCMEH BHJ, CE



JIOKyMEHTHpa B cuctemara o wi. 109 .

(2) B cpok 10 Tpu THU OT MOJydyaBaHe Ha ChOOILICHUE 32 MHIIM/ICHTA WM MOTEHI[MaleH HHIMEHT 1o an. 1 MAJI
uH(opMUpa MPOU3BOIUTENS, 32 a TIPEAIprUeMe IeHCTBUATA, TpeaBuaeHH B wi. 106 - 108 u un. 112 .

Y. 116. MBoeaHuTenHaTa Arc¢HI M4 110 JICKapCTBATa MOXKC 11d 6’5)16 KOOpAUWHUPpALI PpEryjiaTOPCH OpraH:

1.B CIy4auTC Ha MHIOHUJACHT HJIMU IMOTCHHHAJICH HHOUACHT, Bb3HUKHAI Ha TCPUTOPHATA HA IMOBCUC OT €AHA
AbpiKaBa YJICHKA UJIK OAbpiKaBa OT EBpOHCﬁCKOTO HKOHOMHUYCCKO MMPOCTPAHCTBO, U

2. KOraro MHIMJEHTHT WIM NOTEHUHATHUAT WHLUUACHT € PEruCTpPUpaH 3a IBbPBM IIBT HA TEPUTOpHUATA Ha
Penybnuka benrapus, nnm

3. KOraTo OpraHbsT, U3BBPILIUII OLICHABAHE HA CHOTBETCTBUETO HA M3JEIMETO ChC CHUICCTBEHUTE U3UCKBAHUS, €
MOJIYYMJI pa3pelieHue Mo peAa Ha IlaBa YETBBPTA, KOraTo MHUMACHTHT WM MOTEHIMAIHUAT UHIMACHT € CTaHal C
m3nenus ot kiac Ila, 116 nim knac IIl, nim UH BUTPO TUArHOCTHYHU MEIAMITMHCKH M3JIENHS OT CITUCHK A MM CITUCHK
b, nnu u3nenus 3a caMoTecTyBaHe, MU

4. xorato MMPOU3BOAUTCIIAT NN YII'BJIHOMOIICHUAT MY IIPCACTABUTCII € PCTUCTPUPAH B HNAIJI no pcaa Ha 1i1aBa
BTOpA, KOraTo0 MHOUACHTBHT HJIIA MOTCHHHUAJIHUAT HHOUACHT € CTaHall C HM3ACIHA OT KJiac I umn wH BHUTPO
JUArHOCTHYHH MEIUITHMHCKHU U3ACJIHUsA, KOUTO HE Ca OT CIIMCHK A wn cnucek b 1 He ca 3a CaMOTECTYBaHC.

Y. 117. JInuHuTe JaHHU Ha U3TOUYHMKA HA CHOOILEHHETO ce chxpaHsaBat oT MAJI mpu cna3BaHe M3MCKBaHUATA
Ha 3aKOHa 3a 3alMTa Ha JINYHUTE JaHHHU.

anaBa ocMa
EBPOIIEMCKA BA3A JIAHHH

Y. 118. MBnbpaauTenHaTa areHIus Mo JIeKapcTBara npeaoctaBs B EBponeiickara 6a3a qaHHM He3a0aBHO Clie[
MoJlydyaBaHeTo i cienHara nHQopmalus B CTaHAapTH3UpaH GopMart:

1. (uam. - JIB, 6p. 110 or 2008 r.) maHHUW, CBBP3aHH C pErucTpalusiTa Ha MPOU3BOJUTEIMTE WA Ha
YI'BIIHOMOILEHUTE MPEICTaBUTENN MO wWi. 29 M Ha u3AenusAra MO IJlaBa BTOpa, C M3KIYEHHE Ha WU3JENHATA,
M3pabOTEH! 10 MOPBUKA;

2. JaHHU, ITOJYUCHU IPU KIIMHUYHUTC U3NUTBAHHUA HA MCAUIIUHCKU U3ACJINS 11O pClia Ha ITlaBa TPCTaA,

3. 1aHHU, MOJY4EHH IpH MpociesBaHe 0e30MacHOCTTa Ha MEIUIIMHCKUTE U3JeNus, yCHaTH Ha Hasapa u/Win
IyCHAaTH B JICHCTBUE Ha TepuTOopusATa Ha PemyOnuka brarapus o rimasa ceama;

4. nmaHHM, CBBP3aHM C H3JaBaHe, MPOMsHA, JONMBIHEHHE, BPEMEHHO CIIHpaHe, W3TErJITHE WM OTKa3 Ha
cepTudUKATH OT HOTU(PUIIMPAHUTE OPTaHU, CHINIACHO MPOIEYPUTE, TOCOYCHU B HapeaouTe mo wi. 18 .

I'raBa ocma "a"
(Hosa - JIB, op. 110 o1 2008 r., B cus1a ot 21.03.2010 r.)
KOHOUJAEHIINAJTHOCT

Y. 118a. (Hos - /1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 1.) (1) JA0BKHOCTHUTE TUIIA U JTUIIaTa, KOUTO
MpUJIaraT TO3W 3aKOH Y MOJI3aKOHOBUTE HOPMATUBHH aKTOBE MO MPHJIATAHETO MY, ca JUIHKHU Ja HE Pa3npoCTpaHsBaT
uH(popMaIus, MoJy4eHa MPHU U MO MOBOJI U3IIBIHEHUE Ha 3aIBDKEHUSTA M.

(2) Pasnmopenbara Ha an. 1 He ce mpuara mpu:

1. oOMeH Ha nHGpopMaIUs MEXAY JUIBKHOCTHU JIULA, MEXIYy HOTU(QUUHUPAHU OPraHu U MEXIY ATbKHOCTHHU
JMIAa U HOTU(GUIIMPAHU OPTaHy;



2. pasnpocTpaHeHne Ha HHPOPMAIIHsI, KOATO IEITH Ja OCUTYpH O€301aCHOCTTa U 3paBETO Ha XOpara;

3. mpenocTaBsiHe Ha HHMOPMAITUS B CIIyYanTe Ha HAKa3aTEIIHO MPOU3BOJICTRO.

(3) He e xonduaenuansa nHdopmanusra:

1. 3a perucTpamnusaTa Ha JIMI[aTa, KOUTO IMyCKaT MEAUIIMHCKA U3IC/Us Ha [a3apa o pejia Ha IlaBa BTopa,

2. KOSITO Cce MpeaocCTaBsdg Ha HOTpe6I/ITeJ'II/ITe OT MPOU3BOAUTEIIA, OT HCTOBHA YIIBJIHOMOIICH IPEACTABUTEI UJIIN OT
THProBClia HAa €ApO BbB BPb3Ka C NPCANPUCTUTC MCPKU 110 PClia HA ITIaBa CCAMaA,

3. chABpIKAIla ce B U3AICHUTE, MOJIU (PUITMPAHUTE, TOMIBITHEHUTE U OTHETUTE CEPTU(PUKATHA U B CEPTUPUKATUTE,
YUATO BAJTUJHOCT BPEMEHHO € IPEYCTaHOBEHA.

I'n1aBa neBera
AJIIMUHUCTPATUBHOHAKA3ATEJIHA PA3IIOPE/IBHA

Ya. 119. KoifTo mycka Ha maszapa W/WIM IycKa B JCHCTBHE MEIUIIMHCKA W3JeTus, 0e3 J1a € OIEHEHO
CHOTBETCTBUETO MM CBHITIACHO U3MCKBAHUATA HA TO3W 3aKOH M Ha aKTOBETE IO MPHUJIATAaHETO MY, C€ Haka3Ba C rjo0a OT
10 000 mo 20 000 mB.

Y. 120. Koiito chcTaBu W/WIM M3MON3BA JCKIapalus 3a CHOTBETCTBUE CHC ChIbpPXKAHUE, KOETO HE
CHOTBETCTBA HA CHABPKAHUETO, ONIPEJICIICHO B HApeaOuTe 1Mo Wi. 18 , ako NesTHUEeTO He ChCTaBIIsABA MPECTHIJICHUE, CE
HakazBa ¢ 1106a ot 3000 1o 8000 nB.

Ya. 121. KoifTo mycka Ha masapa W/WiiM mycka B nedcTBue MemunuHcku usnenusi cbe "CE" mapkupoBka B
HapylleHHe Ha U3MCKBaHUATa Ha Wil 15 , ce Haka3Ba ¢ rio6a ot 500 1o 1000 nB.

Y. 122. KoiiTo mycka Ha T1a3apa H/UjIu MycKka B JIeicTBue MeaunnmHcku u3nenus cbe "CE" mapkupoBka, 6e3 1a
€ OIIEHEHO CHOTBETCTBHETO MM ChC CHIECTBEHUTE U3UCKBAHUs, OMpEeNieHn B Hapeadute mo wi. 18 , ce Haka3Ba C
r1o6a ot 10 000 mo 20 000 aB.

Yan. 123. Jluuara, KOUTO TPEACTABAT MEIULIMHCKA H3JCNIUS Ha H3JI0KOM, TaHaupH, JIEMOHCTpalluH,
MPOMOIIMHY, HAYYHH U TEXHUYECKH KOH(epeHIInu B HapyleHue Ha 4. 15, an. 11, ce Haka3Bart ¢ ro6a ot 500 mo 1000
JB.

Yna. 124. KoliTo mycka Ha maszapa W/WJIM Tycka B JICHCTBUE MEAMIIMHCKM HW3/ACITUs B HapylieHHE Ha
pasnopenbara Ha ui. 16 , ce Haka3Ba ¢ T1o6a ot 5000 mo 10 000 nB.

Y. 125. KoiiTo mycka Ha ma3apa /UM MycKa B IeCTBUE MEIUIIMHCKUA U3/IeTHs 0e3 MHCTPYKIUS 3a yIoTpeoa,
C M3KIIOYEHHME Ha u3denusaTa mo wi. 2, ain. 1, T. 3 , momagaum B kinac I u xmac Ila, ako mMorar jga ce HM3MOJ3BaT
Oe3omacHo 0e3 MHCTPYKIIHUS 3a yroTpeda, ce HakasBa ¢ r1oda ot 3000 mo 5000 nB.

Y. 126. KoiiTo mycka Ha T1a3apa /Uiy Mycka B JCHCTBUE CUCTEMHU H/UIU HA0OpU WM MEIUIIMHCKA W3ETHus,
npeIHa3HA4YeHU OT MPOM3BOAUTENS JMa OBbIAT CTEPUIIM3UPAHH Tpeau ynorpeda, B HapyllleHHEe Ha M3WCKBAaHUATA HA
TO3M 3aKOH U Ha aKTOBETE I10 MPHUJIaraneTo My, ce Haka3Ba ¢ riobda ot 10 000 1o 15 000 nB.

Yu. 127. KoifTo nycka Ha masapa W/Wiad B JeMCTBHE MEIMLMHCKO H3Jelue, u3paboTeHO MO MOpbuka, B
HapyllleHHEe Ha N3MCKBAHUSITA HA TO3M 3aKOH, ce€ Haka3Ba ¢ 1106a ot 5000 no 10 000 nB.

Y. 128. KoiiTo u3BbpuBa THProBus Ha €Apo ¢ MEeIUIIMHCKU u3aenus Oe3 HaneceHa "CE" mapkupoBka, ce
Haka3Ba c r100a B pazmep 10 000 nB.

Y. 129. (1) PeroBOoauTEN Ha JIeYeOHO WM 3APABHO 3aBEJICHUE, KOWTO JIOMYCKA U3IMOI3BAHETO HA MEAUITUHCKU
m3nenus 0e3 HaneceHa "CE" mMapkupoBka, ¢ M3KIIOUEHHE HA W3METUATA, U3PAOOTCHHW MO TOpbhYKA, HA HW3ACTHUAITA,



KOHMTO Ca IyCHATH B JIEUCTBUE MPEIU BIIM3aHETO B CUJIA HA TO3U 3aKOH, U Ha U3AenusTa rno wi. 12, an. 1 , ce Haka3Ba ¢
rimo6a ot 2000 go 10 000 miB.

(2) CppoTo Haka3aHue ce Hajlara U Ha PHKOBOAMUTEN Ha JIEYEOHO WJIM 3JIpaBHO 3aBEACHUE, KOWTO JOIYyCKa
M3II0JI3BAHETO HA U3JEeNUs 0€3 MHCTPYKIHS 32 YyIoTpeda Uik ¢ U3TEKbI CPOK Ha TOTHOCT.

(3) (HoBa - JIB, Op. 54 ot 2012 r. ) PpkoBomauTen Ha JieueOHO WM 3ApPaBHO 3aBEJCHUE, KOWTO KyITyBa
MEAMIIMHCKU W3MIENHS OT Julla 6e3 pa3pelieHrne uiu 0e3 Apyr JOKyMEHT, YO0CTOBEpsIBAlll TPaBOTO 32 U3BBPIIBAHE Ha
TBPTOBHS C MEIUIIMHCKU W3/CHs, U3a/IeH OT KOMIIETCHTCH OpraH Ha JIbpKaBa WICHKA WJIM Ha Jpyra IbpXKaBa -
ctpana mo CriopazymeHnueTo 3a EBponeiickoTo ”KOHOMHYECKO TTpocTpancTBo, nim Ha Kondenepamus [IBeiinapus, ce
HakazBa ¢ r106a 10 000 nB.

Y. 130. KoliTo n3BbpiBa THProBus Ha €Ip0 ¢ MEAUIITMHCKH U3/EJINS C U3TEKbII CPOK HA TOJHOCT, CE HaKa3Ba C
rio6a B pazmep 10 000 nB.

Ya. 131. (M3wm. - JIB, 6p. 54 ot 2012 1. ) ThproBer ¢ MEIUIIUHCKA W3NS, KOUTO HapyliaBa W3MCKBAHUATA Ha
1. 82, an. 2, ce Haka3Ba ¢ UMyIlECTBeHa caHKius B pazmep 5000 iB.

Y. 132. (U3m. - 1B, 6p. 54 ot 2012 1. ) TeproBer; ¢ MEAUITUHCKA U3ENUsI, KOWTO HApYIlIaBa M3UCKBAHUSTA HA
. 82, an. 3,4 unu 5, ce Haka3Ba ¢ UMyIllecTBeHa caHkius B pazmep 1000 is.

Y. 133. Teprosen Ha €1po ¢ MEAUIIMHCKU U3JENNsL, KOWTO HapylllaBa WU3UCKBaHUsTA Ha wi. 82, ai. 1, T. 2, 3
Wi 4 , ce HaKa3Ba ¢ UMYIIECTBeHA caHKius B pazmep S000 iB.

Y. 134. (M3m. - IB, 6p. 54 ot 2012 r. ) KoiiTo u3BBpIIBA THPrOBUS HA €APO C MEAUIIUHCKH U3JENHs, 0e3 1a
MpUTEXKaBa TOKYMEHT, YIOCTOBEPSBALIl IIPABOTO MY J1a U3BBPILBA Ta3U JEHHOCT, c€ HaKa3Ba C UMYILECTBEHA CAHKIIUS B
pasmep 10 000 ns.

Ya. 134a. (Hos - IB, 6p. 54 ot 2012 1. ) TeproBen Ha eApo ¢ MEAMIIMHCKA W3ACIHUs, KOUTO HE W3IBIHHU
33IBJDKEHUETO 10 WiI. 78a, ce Haka3Ba Cc UMYyIIecTBeHa caHkuusa B pasmep 10 000 ns.

Ya. 135. (Jomn. - [IB, 6p. 54 ot 2012 r. ) Teprosemn Ha eapo, KOWTO HE cra3Ba pasnopendarta Ha wi. 80, an. 1
Ui 3 , ce HaKa3Ba C UMyIECTBeHa caHkKius B pazmep 3000 iB.

Y. 136. (U3m. - 1B, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 1., 6p. 54 ot 2012 1. ) Teprosen Ha eaApo, KOUTO HE
cnasBa paznopendara Ha 4i. 80a, an. 1, ce Haka3Ba ¢ UMyIecTBeHa cankius B pazmep 1000 nB.

Y. 137. KoiiTo u3BBpIIBA THPrOBUS HA APEOHO ¢ MEAUIIMHCKU u3nenus 6e3 HaneceHa "CE" mapkupoBka uiu ¢
M3TEKbJI CPOK Ha TOAHOCT, C€ Haka3Ba ¢ rioba B pazmep 10 000 nB.

Y. 138. (U3m. - /1B, Op. 54 ot 2012 1. ) KoiiTO M3BBpIIBA THProBUs Ha APEOHO C MEAULIIMHCKUA U3ETHUS U3BBH
3IpaBHM 3aBeeHUs 10 4. 21, ant. 2, T. 4 1 ain. 3 oT 3aKoHa 3a 3paBeTO W/UJIU U3BBH 0OekTuTe 1Mo wi. 83, an. 1, T. 4 -
7, ce Haka3Ba ¢ I7100a WM UMyLIecTBeHa caHkuus B pasmep 10 000 iB.

Y. 138a. (Hos - JIB, 6p. 54 oT 2012 1. ) Thprosern ¢ METUITMHCKA U3IETHUs, KOUTO HapyITiaBa W3MCKBAHUATA HA
yi1. 830, ce Haka3Ba ¢ UMylIecTBeHa caHKuMs B pazmep 1000 nB.

Y. 139. (M3m. - [IB, 6p. 110 ot 2008 r.) KoiiTo mycka Ha ma3apa W/Wiu Mycka B JIEHCTBUE MEIUIIUHCKU
u3nenus Ha TepuTopusaTa Ha PemmyOnuka bearapusi, 6e3 1a ce e perucTpupal B OIMPEIeICHHs B 3aKOHA CPOK, c€ HaKa3Ba
¢ mo6a B pazmep 5000 iB.

Ya. 140. (U3m. - 1B, 6p. 110 ot 2008 1., B cuta ot 21.03.2010 r.) KoiiTo HapymaBa pasnopendoute Ha wi. 27,
an. 3, wn. 28, an. 7, wi. 29, an. 2 u . 30, ce Haka3Ba ¢ ro6a B pazmep 3000 B.

Y. 141. (1) Koiito HapymaBa N3MCKBaHUATA 32 U3BBPIIBAHE HA KIMHUYHU U3NUTBAHUS, aKO U3BBPUICHOTO HE
ChCTaBJIsIBA MpPECThIICHHE, ce Haka3Ba ¢ mioda ot 5000 mo 10 000 nB., a MpU MOBTOPHO HM3BBPIIBAHE HA CHIIOTO
HapymeHue - ¢ rioda ot 10 000 go 20 000 nB.



(2) Ha MeaumuHCKU CHEUAIUCT, JOMYCHAJA WJIM W3BBPUII HapylleHUs Mo aja. 1, Moxke Ja ce HaloXH U
Haka3aHMe JMIIABaHEe OT IPaBO Jia YIpaxkHsBa MpodecusTa cu 3a cpok oT 6 Mecela J10 B TOAUHH.

(3) Hakazanuero no ain. 2 ce Hajlara OT MUHUCTBPA Ha 3JpaBEONa3BaHeTo M0 MPeI0KEeHNE Ha U3ITBIHUTEIHUS
nupekrop Ha MAJL

Ya. 142. Ha HoTuduumpad opraH, KOWTO HE Cla3Ba M3MCKBAHETO Ha 4. 68, an. 1 , ce Hajlara UMYIIECTBEHA
cankuus B pazmep ot 2000 1o 5000 nB.

Yu1. 143. Ha HoTuduuupan opraH, KOiHTo He cna3Ba U3MCcKBaHeTo Ha wi. 70, an. 1 , ce Hajara MMyIIECTBEHA
caHkuus B pazmep 10 5000 nB.

Yu1. 143a. (Hos - /IB, 6p. 110 ot 2008 r.) Ha HOTHuIIMpaH opraH, KOWTO He clla3Ba U3MCKBAHETO Ha 4i. 76a,
an. 1, ce Hayara UMyIecTBeHa caHkius B pazmep 10 S000 iB.

Yu. 144. Koiito mpeun Ha Junara mo wi. 86, an. 2 Ja OCHINECTBSBAT CIYKEOHUTE CH 3aJBJDKCHUS B
CBHOTBETCTBHUE C pa3Nope0NTe Ha I1aBa IecTa, ce Hakaspa ¢ ri1o6a ot 6000 o 10 000 ns.

Y. 145. TlpousBoauten Ha MEIUIIMHCKA U3ENUs, KOUTO Hapylm pasnopendara Ha wi. 103, an. 1, ce Haka3Ba
¢ umyiectBeHa caukius ot 5000 qo 10 000 nB.

Ya. 146. [IpousBoauten Ha MEAUITMHCKA M3JCNNS, KOWTO HApylm pasnopendara Ha wi. 107 , ce Haka3Ba ¢
umyiectseHa cankius ot 10 000 qo 20 000 nB.

Y. 147. KoiTo He chOOIM 3a MHIMAEHT WX 34 IMOTEHIIMAJIEH WHIIUICHT C MEAUIIMHCKO U3AEINE CBIVIACHO
. 104 , ce HakasBa ¢ m1o6a ot 1000 go 2000 aB.

Y. 148. KoiiTo He u3mbJIHU 3anmoBen o wi. 113, an. 4 Ha usnbaauTenuus aupekrop Ha MAJI, ce Haka3Ba ¢
m1o6a ot 10 000 o 20 000 1B.

Yu1. 149. Koiito Hapynm pa3nopenOuTe Ha TO3M 3aKOH MJTM Ha aKTOBETE IO MPUJIAaraHETO MY, U3BBH CIyJauTe
mo uwi. 119 - 148 , ce Haka3Ba ¢ rmoba ot 1000 mo 3000 nB., a MpU MOBTOPHO M3BBPIIBAHE HA CHIOTO HAPYIIICHHUE - C
rimo6a ot 3000 go 5000 iB.

Y. 150. KoiiTo He M3MbIHU pa3nopexiaHe, Npeanucaiyue nuinym ykazanue Ha MAJL, ce Hakas3Ba c rmo6a ot 1000
1o 3000 ns.

Ya. 151. (1) Korato Hapymenusara mo 4ia. 119 - 150 ca u3BBpIICHU OT OPUANYECCKHA JHUIA WIH €THOTUYHU
THPTOBIIH, CE€ HaJjlaraT UMYILECTBEHU CaHKIMU. PasMepbT Ha UMyIleCTBEHATa CaHKIMS HE MOXKe /1a Ob/ie MO-HUCHK OT
JBOMHUS pa3Mep Ha MPEIBUICHUTE MUHUMAIHHU Pa3Mepu Ha CHOTBETHUTE IMIOOM M HE MOXKE Jia ObJe MO-BHCOK OT
JIBOWHUSI pa3Mep Ha MPEABUICHUTE MAKCHMATHU pa3MepH Ha ChOTBETHUTE TJIOOH.

(2) Hanaranero Ha MMYIIIECTBEHA CAaHKIIMS HE M3KIIOUBA HAJaraHEeTo Ha r1100a Ha BAHOBHUTE UTHKHOCTHH JIMIIA.
Yur. 152. (1) (Hom. - JIB, 6p. 110 ot 2008 r.) HapymeHusra 1o To3u 3aK0H C€ YCTaHOBSIBAT C aKTOBE, ChCTaBEHU
OT MHCIIEKTOPU W EKCIIEpTH, ONPEACIIEHH ChC 3alOBE] Ha M3NBJIHUTENHUA aupekrtop Ha MAJL, ¢ n3kiodeHue Ha

CIIydauTe 1o aj. 3.

(2) (Hom. - 1B, 6p. 110 ot 2008 r.) Haka3zarenHuTe NOCTAHOBIIEHHUSI C€ U3/1aBAaT OT U3MBIHUTEIHUS TUPEKTOp Ha
WAJI, c n3xiroueHue Ha cilyqauTe 1o ai. 3.

(3) (Homa - IB, 6p. 110 ot 2008 r.) Hapymmenusta o wi. 68, an. 1, un. 70, an. 1 u un. 76a, an. 1 ce ycraHOBsIBatT
C aKTOBe, ChCTaBEHU OT EKCIEPTH, OMpeleNieHH ChC 3amoBen Ha mpencenatens Ha JJAMTH, a nHakasarenHute

MOCTaHOBJICHUS ce u3aaBar oT npeacenarens Ha JJAMTH uiau ot onpaBOMOITEHN OT HETO JIHKHOCTHU JIUIIA.

Y. 153. ChcraBSHETO Ha aAKTOBETE, M3JAaBAHETO M O0KAJIBAHETO M M3MBIHCHHETO HAa HAKA3aTEIIHUTE



MMOCTAHOBJICHU CC U3BBPIIBAT 11O pC€aa Ha 3akoHa 3a AAMHUHHUCTPATUBHUTC HAPYUICHUSA U HaKa3aHU .
JOITbJIHUTEJIHU PA3IIOPEIBN
§ 1. [lo cmuchbiIa Ha TO3U 3aKOH:

1. "AKTUBHO UMILTAHTUPYEMO MEAUIIMHCKO M3/eine" € akTHBHO MEIMIIMHCKO M3/IeNIne, KOETO € MpeIHa3HaueHO
Jia ObJIe YACTUYHO MIIM M3LSUI0 UMIUIAHTHPAHO Ype3 XUpYprudyecka Ui 4pe3 MeIMIIMHCKa UHTEPBEHIUS B YOBEIIKOTO
TAJIO UJIN YPE3 MCANTTUHCKA UHTCPBCHIIUA B CCTCCTBCHUTE OTBCPCTHA HAa YOBCIIKOTO TAJIO U Aa OCTAHE B TAJIOTO CJICH
HHTCPBCHI MATA.

2. "AKTHBHO MEIHMITMHCKO M3lenue" ¢ MEIUIIMHCKO W3JeNne, YneTo (QyHKIIMOHUPAHE 3aBUCH OT M3TOYHUK Ha
eJIeKTpUYecKa WJIM Jpyra €Heprus, pa3iuyHa OT EHEprusAra, I'eHepHpaHa B YOBEIIKOTO TsUIO0, WU OT 3EMHOTO
MPUTETIISHE.

3. "Bannz[Ha ,Z[OKYMGHTaI_[I/IH" € JOKYMCHTAIHA, KOATO IO CHABPKAHHUC U II'BJIHOTA OTroBaps HAa HW3UCKBaHUATA,
NpCABUACHU B OMMPCACIICHA ITPOLCAYypa IO TO3U 3aKOH.

4. "Baocuten" ¢ (I)I/ISI/I‘ICCKO HJIM FOPpUAUYCCKO JINIEC, KOCTO € YCTAHOBCHO Ha TCPUTOPUATA Ha AbpiKaBa YJICHKA
HJIM Ha ObpKaBa OT EBpOHGfICKOTO HUKOHOMUYECCKO IMPOCTPAHCTBO M KOCTO BHACA MCIAWUIITMHCKH U3OCIUSA OT TPETU

JIbp>KaBH Ha ma3apa Ha EBporneiickus Chro3.

5. "BB310kUTEN Ha KIMHUYHO HM3MUTBaHE" € MPOU3BOAUTCIIAT WJIM HETOBUAT YII'BJIHOMOUICH MPCACTABUTCII,
KOMTO OTTOBaps 34 3alI0OYBAHETO, YIIPABJICHUCTO H/UIIH (1)I/IH3.HCI/IpaHCTO Ha ¢JHO KIIMHHUYHO U3IIUTBAHC.

6. 'T'maBen uscnenoBaren" € JIMUETO, O YAETO PHKOBOJACTBO M3CIIEAOBATEICKUSIT €KUM MPOBEXKIA KITUHUYHOTO
U3IUTBAaHE.

7. "1oOpa KIMHUYHA IPAKTUKA" € CHbBKYITHOCTTA OT MEXAYHAPOIHO MPU3HATH €TUYHU M HAYYHU U3HMCKBAHUS 3a
Ka4eCTBO, KOMTO C€ cla3BaT MNpH IUIAHUPAHETO, MPOBEKIAHETO, OTYUTAHETO M JOKIAJABAHETO HAa KIMHUYHHU
W3MUTBAHMUSL.

8. "/IppxaBa uneHka" € IbpkaBa - WieHKa Ha EBpornelickus cbo3.

9. "MneHTHMKAlMOHHY JaHHU Ha U3AeTueTo" ca:

a) JaHHU 32 TPOU3BOAUTENS, MOJIET U TUIIOB HOMEP Ha U3AETUETO, BKIIIOYUTEIHO cOPryep U MPUHAATICKHOCTH;

0) mpeAHA3HAUEHO JCWCTBHE, OMPENCIICHO OT MPOU3BOIUTENS, BKIIOYUTEIHO KIMHUYHU WHIWKAIIUUA U
KOHTpPauHIMKAIlUK MPU yIioTpedaTa U uIeHTUpUIIMpaHe Ha TPYMUTE MAallUeHTH, 32 KOUTO € MpeIHa3HaueHo;

B) OIMMCaHUEC Ha U3ACIHUCTO - OIMMCAHUC Ha MaTCpraid, KOUTO BJIM3aT B KOHTAKT C YOBCHIKM THKaHU HIIHA
TCYHOCTHU, BKIKOUBA JIM HU3ACIUCTO JICKAPCTBCH IIPOAYKT, YOBCIIKH H/UIA SKUBOTHMHCKHA TBKAHM HIH TEXHU
MpOU3BOAHU, UITN OMOJIOTMYHO aKTUBHU BCIICCTBA,

T) MHCTPYKLUH 3a HHCTAJIMPAHE U U3I0JI3BAHE HA U3/IENINETO, BKIIOUNTEIHO aKO Ca HAJIUIE CIIEIUAIHHN YCIOBUS
3a ChbXpaHEHUE U U3HMCKBaHUs 3a padoTa - MpeaBapuTesiHa MOAr0TOBKa Ipen ynoTrpeda - cTepuin3alus B cilydad Ha
MOBTOpPHA yIoTpeba, MpoBepKa 3a 6e30MacHOCT, MEPKU, KOUTO TpsIOBa Ja ce mpeanpuemMar ciesl ynorpeoa;

1) IPENOPBUUTEIIHO OOY4EHHE U ONUT, HEOOXOUM 3a ynoTpeda Ha U3EIHeTo;

€) ONmMcaHue Ha HEOOXOJAMMHUTE MEAMIIMHCKM W XUPYPTHUYECKH MPOIEAYypH, CHIPOBOXKIAIM YIOTpebaTa Ha
U3JIEIUETO.

10. "M3genue 3a camorecTyBaHe" € WH BUTPO JUATHOCTUYHO MEIUIIMHCKO H3/eNWe, TMpeaHa3HAuYe€HO OT
MIPOM3BOIUTENS JIa Ce MOJI3Ba OT JIUIa 0e3 METUITMHCKA KBTI (DMKAIUS B JJOMAaIlHA 0OCTaHOBKA.



11. "MuBa3uBHO MEAMITMHCKO U3/ICTHNE 3 MPOABIDKATETHA yoTpeba' € u3aenue, KOeTo MsUI0CTHO FIJIM YaCTUYHO
MPOHUKBA B YOBEIIKOTO TSJIO MPE3 €CTECTBEHUTE My OTBOPH WJIM TIPE3 MOBBPXHOCTTA MY M MPOABHKUTEITHOCTTA Ha
MPECTOSsI My B HOBEWIKOTO Tsu10 € Haja 30 qHU.

12. "MH BUTPO OUArHOCTUYHO MEIUIIMHCKO W3JAeNHe" € MEAUIMHCKO HU3JIeJINe, KOETO € PEaKTUB, MPOIYKT OT
pEeaKTuB, KamuOpaTop, KOHTPOJEH Marepual, KuT (HaOop), WMHCTPYMEHT, amapaT, oOOpydBaHE WIIM CHCTEMA,
M3M0JI3BAHO CAMOCTOSITETHO WM B KOMOMHAIIMSA, MPEIHA3HAYCHO OT MPOU3BOJUTENS 32 M3IMOJI3BAHE WH BUTPO MPHU
u3cie/iBaHe Ha TPOOH OT YOBEIIKOTO TS0, BKIIOYUTEIHO KPBB M ThKaH, EAMHCTBEHO WUJIM TJIABHO C IIeJ MOJy4aBaHe
Ha MH(popMaIus 3a:

a) (U3MOTIOTUYHO UITM MATOIOTUYHO CHCTOSHUE, WITH

0) BpOZICHU aHOMAaJINH, UIIN

B) OmpeiessiHe Ha 0€30MacHOCTTa M ChbBMECTUMOCTTA C MOTCHITUAIHYA PEIUTTUEHTH, UITH
') KOHTPOJIMPAHE HA TEPANIEBTUYHU ACHCTBUS.

WH BUTPO TUArHOCTUYHU MEIUITMHCKA M3/ICIHS Ca U U3CIHAITA 32 CAMOTECTYBaHE, ChIOBETE 32 ChXpaHCHHE Ha
npoOu OT YOBEIIKOTO TSUIO, C M3KIIOUCHIE Ha M3/IeNusTa 3a o0l 1abopaTopHa yrnoTpeda, OCBEH aKko M3ICIHETO IO
OTHOIIICHUE HA XapaKTEPUCTUKUTE MY € CIICIUATHO MPEIHA3HAYCHO OT MPOU3BOIUTENS 32 UH BUTPO JTUArHOCTUYHU
U3CIICIBAHUS.

13. "MH BUTPO MMArHOCTUYHO MEIUIIMHCKO HM3JENIME 3a OIEHKAa Ha JCHCTBUETO" € MH BUTPO JAMATHOCTUYHO
MEIULMHCKO U3JIeNe, IpeAHa3HauYeHO OT MPOU3BOIUTENS 3a MPOBEXKJAAHE HA €IHO WIIM IOBEYE HM3CICABAHUA 32
OIIEHKa Ha JCWCTBHETO, MPOBEXKIAHHU B JabOpaTOpus 3a MEAWIITMHCKA H3CICABAHUS WU B JIpyra MOAXOJIIA cpea
M3BBH MACTOTO HA MPOU3BOACTBO.

14. "Madopmupano ceriiacue" € BOJICU3SBICHHE Ha JIEECIIOCOOHO JIMIIE WM Ha 3aKOHEH MpEJICTaBUTENl Ha
HeJleecrnocoOHO Ui, C KOETO € M3pa3eHOo ChIVIacHe 3a ydacThe B KIMHUYHO H3MUTBAHE, Cle] KaTo JHUIETO €
opoOHO UHMOPMUPAHO 32 CHIHOCTTA, 3HAYEHUETO M PUCKOBETE OT M3MUTBaHETO. MHPOpMUpPaHOTO ChITTacHe € B
nucMeHa GopMa U ChIbpKa MOAMUC Ha JUIETO U 1aTa. [Ipu HEeBB3MOXKHOCT Ha JHIETO J1a U3pas3u ChIJTIACHETO CH B
nucMeHa ¢opma HHOOPMHPAHOTO CHIVIACHE MOXKE Ja ObJe JaieHO YCTHO B MPUCHCTBUETO HAaW-Mallko Ha eIWH
CBU/JIETEIL.

15. "Kanubparop ¥ KOHTpOJEH MaTepuas’" € BEIIEeCTBO, MaTepuall WM U3JeNhe, MNpeIHa3HAaYeHO OT
MIPOM3BOIUTENS 32 YCTAHOBSIBAHE HA M3MEPBATEIIHH CHOTHOIICHUS WJIM 32 TIPOBEpPKAa Ha PabOTHUTE XapaKTePHUCTUKU
Ha UH BUTPO JUATHOCTUYHO METUIIMHCKO U3JIENINE B ChOTBETCTBUE C MPEIHAZHAYCHUETO MY.

15a. (Homa - JIB, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) "Knuanuau ganHu" € nHpOpManusaTa, cropaHa
pu ynorpedara Ha U3ACTUETO OTHOCHO OE€30ITaCHOCTTA U/UITH ACHCTBUETO My. KTMHUYHUTE JTaHHU CE MOy4aBar oT:

a) PE3YITATUTEC, IMOJYUCHU ITPU MPOBCKIAAHCTO HA KIMHUYHO U3IIUTBAHC HA U3IIUTBAHOTO MCAUIIUHCKO U3CINC,
niIn

6) JaHHHU OT KIMHUYHO/KIMHUYHU U3NUTBAHE/U3MUTBAHUS UIIH JaHHU OT APpYIru MpOYy4YBaAHMHA, HY6J'II/IKYBaHI/I B
Hay4dYHaTa JIMTCpaTypa, BbpXY HOI[06H0 MCOIUIIMHCKO U3JCINEC, 3@ KOCTO €KBHMBAJICHTHOCTTA C M3IMUTBAHOTO H3ACINC
MOXKE Ja C€ JOKaXE, NJIN

B) MyOJIMKYBaHU W/MJIM HEMYOJMKYyBaHM JOKIaId OT APYr KIMHUYEH OMUT HAa M3MUTBAHOTO M3ZAEIUE WM Ha
110/100HO MEAUIIMHCKO U3/IEIHe, 32 KOETO €KBUBAIIEHTHOCTTA C M3MUTBAHOTO U3/ETIHE MOXKE J1a CE JTOKaXKe.

16. "Koopauuupamy u3cieaoBaren’ € JMIETO, KOETO KOOPJAWHHPA H3CIEIOBATEIUTE IMPH MPOBEKIAHE Ha
MHOTOILEHTPOBO KIMHUYHO U3MUTBAHE.

17. "Kopurupaum neiictBus’ Morar Aa BKIIOYBAT: U3TEIVIIHE HA U3JIEINETO, IYCHATO B JICHCTBUE; U3aBAHE Ha
MHUCMEHA MPENOPHKa, B KOSTO CE OMMCBAT MEPKUTE, KOUTO TPIOBa J1a ce MpeaprueMar; JONbIHUTEIHO MPOCIeAsBaHe



WU MoJU (DUKAITHS Ha U3IETUETO, MTyCHATO B JISHCTBHE, C 1€ MOJ00psSBaHEe HA XapaKTePUCTUKUTE U JICHCTBUETO MY;
MPOMsIHA B MTPOEKTa, MPOMSIHA Ha OTJICTHU KOMIIOHEHTH Ha U3ACIMETO WU MPOMSHA B TPOU3BOJACTBEHUS MPOLIEC TPU
OBACIIOTO MPOU3BOJCTBO HA TOJOOHM W3MENHS; U3MEHEHHE Ha ChIbP)KAHUETO Ha €THKEeTa UM Ha WHCTPYKLIHATA 32

yrnorpebda u JIpyru.
18. "KputnueHn ananuz" e:
a) KpaTKO OMKCaHHe Ha MEAUIIMHCKOTO U3JIeNHe - MpeJHa3HAaYeHO AeWCTBUE, TUII, XapaKTePUCTHKH;
0) aHanu3 Ha mo0paHaTa JIMTepaTypa U Ha BCUYKA HATMYHU JaHHU;

B) KpUTHUYEH aHaIM3 Ha HACHTUQUUMpAHUTE BpEenu NpU yrmorpedara Ha HM3IAETHETO, HAa CBBP3AHHUTE C TAX
PHUCKOBE M MOIXOASAIIM MEPKU 3a O€30MacCHOCT 110 OTHOLICHHE Ha NAI[MEHTH, MEAUIIMHCKH NTEPCOHAN U TPETH JINLA;

I) METOAM 3a MOJAOOP Ha W3MOJ3BAHUTE JINTEPATYpPHU HU3TOYHULIM, MPUIIOKEHUTE CTATHUCTUYECKH METOIU 3a
aHaJau3, METOIUTE 3a OLIEHKA, THIAa U IPOABIDKUTEIHOCTTa Ha IPOYYBAHETO, XETEPOICHHOCT Ha BKIIOYEHATa B
[IPOYYBAHETO IO YJaLs;

)1) KpaﬁHa OIICHKa Ha I10J3aTa OT yHOTpe6aTa Ha U3ACIIUCTO CIPSAMO pHUCKA, KATO CC OTHUTAT IMMOCTUIKCHUATA HaA
CbBpCMCHHATA HaYKa U MCIUIIMHCKA ITPAKTHUKA,

e) 3aKIIOYCHHUEC, B KOCTO CC ITOCOYBA JaJIM Ca U3N'BJIHCHU ICIUTC HAa 3aaHUCTO, I/IILGHTI/I(I)I/IKaI_II/I}I Ha IMpa3sHOTH B
OI€HKaTa Ha CBHOTBECTCTBUECTO Ha HU3ACIHUETO CHC CBIICCTBCHUTC HW3MCKBAHUA IO OTHOHNICHUHEC Ha 0e30macHOCT U
NpeaAHa3HAYCHO KIMHUYHO ,I[eﬁCTBI/Ie H, IIpH HCO6XOI[I/IMOCT - JAprymMmcHTanusa 3a IHIPOBCKIAAHC Ha KIWMHUYHH
MU3MIKUTBaHUWIA - ICJIN U I1JIaH Ha U3IIUTBAHETO.

19. "JIuue, ycTaHOBEHO Ha TEPUTOPHUATA HA JbpKaBA WICHKA UM Ha AbpkKaBa OT EBpONeicKOTO NKOHOMHYECKO
MPOCTPAHCTBO" € TPaBEH CYOEKT, PETHCTPHpPaH MO TPaKIAHCKOTO MJIM THPTOBCKOTO 3aKOHOJATEICTBO Ha JIbp)KaBa
YJIeHKa WK IbpKaBa oT EBpOneiickoTo MKOHOMHYECKO TPOCTPAHCTBO MJIM Ch3/aJIeH MO cujaTa Ha HOPMAaTHUBEH aKT,
KOMTO MMa CeJaJIuILE U aJpec Ha YIPaBJICHUE B JIbp)KaBa WICHKA WU B JIbp’KaBa OT EBPOINECKOTO MKOHOMUYECKO
MPOCTPAHCTBO.

20. "JInyHo npeana3Ho cpeAcTBO" € BCAKO YCTPOWCTBO WM CPENCTBO, IPEAHA3HAUYEHO J1a CE€ M3I0JI3BA OT JIULE,
3a Jla ro Ipe/rasBa OT €1Ha MM I10BeUYe Bb3MOXKHU ONACHOCTH, 3aIUIAlIBAIld HErOBOTO 37paBe U Oe3omacHocT. KaTto
JUYHY IPEAINA3HU CPEACTBA CE ONPEIEIIAT CHUIO U:

a) ChbBKYITHOCT OT YCTPOMCTBA UJIM CPEJICTBA, B3AMMHO CBBP3aHU OT IIPOU3BOAUTEIS, C 1IN Jla MpeArna3Bar eIHo
JUIIe OT €Ha UM MHOXECTBO OMAaCHOCTH, KOUTO MOTaT Ja Cce MPOsBSIBAT €AHOBPEMEHHO;

0) mpeana3sHo yCTPOMCTBO MIIM CPEACTBO, CBBP3aHO HENEIMMO WIIU JAEIMMO C JMYHO CPEeICTBO Oe3 3alTHa
(yHKIIMS, M3MI0I3BAHO OT JIMIIETO 33 U3BBPIIBAHE HA ONpe/esieHa ICHHOCT;

B) 3aMCHACMU CBbCTAaBHU YaCTU HA CIHO JIMYHO MPCAIIa3HO CPEACTBO, KOUTO Ca OCHOBHHU 34 HCTOBOTO IIPABUIIHO
(1)YHKIH/IOHI/IpaHe H KOHUTO CC U3IIOJI3BAT CJUHCTBCHO 3a TOBA JIMYHO MPCANA3HO CPCACTBO.

21. (Mswm. - [IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) "MeauuuHcko uzzaenue" € HHCTPYMEHT, anapar,
ypen, codryep, MaTepHrai UM JIpyro U3AeNne, U3M0JI3BaH CAMOCTOATEIHO MM B KOMOMHANNSI, BKIIIOYUTEIHO codryep,
IpeaHa3HavYeH OT MPOM3BOJMTENA Ja ObJie M3MOI3BaH CreNU(DUYHO 32 AMATHOCTHYHU W/MIIM TEPAieBTHYHU IETU U
HEOOXOZMM 3a MpaBUJIHATA MY YIIOTpeda, KOWTO HE IMOCTHIa OCHOBHOTO CH JCWCTBHE IO MpeIHa3HAuYeHUE BHB HIIU
BBPXY YOBEIIKOTO TSUIO IO (papMaKOJIOTHYCH, HMYHOJIOTHYCH MM METa0OIMTEH 1T, HO MOJKE J]a C€ MOAIoMara mpu
CBOETO JICHCTBHE OT CPEJCTBA C TAKbB €(heKT, M KOWTO € MpeAHa3HadeH OT MPOM3BOAUTEINS Jla ce MpHJIara pu xopa ¢
el

a) JUarHoCTHuKa, HpO(bI/IJ'IaRTI/IKa, Ha6J'IIO)IeHI/Ie, JICUCHHEC WU O0JICKYaBaHE Ha 38.6OJ'ISIBaHI/ISI;

6) JUAaraOCTHKa, Ha6J'IIO,I[eHI/Ie, JICYCHHUC, o0lexyaBaHe UJIN KOMIICHCHUPAHEC HAa TpaBMHU UJIM UHBAJIMJIHOCT,



B) M3CIIe/IBaHE, 3aMsIHA WJIM KOPEKIIHMS Ha aHATOMHYHA YacT UM (U3HOJIIOTHYEH MPOIIEC;
I') KOHTPOJI BBPXY Ipolieca Ha 3a0peMeHIBaHe.

22. (M3m. - [IB, 6p. 110 ot 2008 1., B cuuta ot 21.03.2010 r.) MenumuHCKO U3eue 3a KIMHUYHO U3MUTBaHE" €
MEAMITUHCKOTO U3JENNE Mo 4il. 2, al. 1, T. 2 u 3, mpeaHa3Ha4YeHo Ja ce U3IM0I3Ba OT MEAUIIMHCKU CIICITUATHCT UIH OT
ApPYyr CreuuaivucCT, KOUTO MPUTECIKABAT MOAXOAAIIA 3a HEJIUTC HA U3IIHUTBAHETO I(BaJ'II/I(l)I/IKaIII/Ifl, IIpyu MPOBCKIAHEC Ha
KIMHUYHU W3IHTBAHUS B JIEYeOHO 3aBEACHUE 32 IIOCTUTAHE HA TeNTa 1Mo Wi. 32.

23. (U3m. - JIB, 6p. 110 ot 2008 1.) "MeauuuHcKo uzaenue, u3paboTeHo Mo nopbyuka" € MEeAUIIMHCKO U3JIeNHe o
1. 2, an. 1, 7. 2 wnm 3 , mpou3BeIeHO MO MUCMEHO 33aJaHKe Ha KBaTM(UIIMpPaH MEAWLIMHCKUA CIELHUATIUCT WJIM Ha
JMIIE ¢ TOIXOAMIA TpodecnoHaIHA KBATU (PUKAIIKS, C KOETO CE OINpPEeNeNAT cuelu(UIHUTE MPOSKTHH XapaKTePHUCTUKU
Ha U3JENNETO U MPEeAHa3HAYeHNEeTO My 32 YIToTpeOa OT KOHKPETEH MalMeHT, U 32 KOETO TOH HOCH OTTOBOPHOCT.

CepuitHO TPOU3BEICHUTE W3ACTHUS, aNallTUPAHU C 1] Ja OTTOBOPSAT Ha cHenuuUHU W3UCKBAHUS Ha
MEAMIIMHCKU CIIENHUAMCT WM Ha IPYr 00ydeH MOTpeOuTeN, He ca u3Ienus, u3paboTeH! Mo MOphUKa.

24. "MHOrOueHTpOBO KIMHUYHO U3NUTBAHE" € KIMHUYHO U3MUTBAHE, KOETO CE MPOBEXK/A MO €IUH IJIaH, HO B
MoBeYe OT €AWH HU3CIEAOBATEICKH IEHThP/IeueOHO 3aBeleHHe HM OT TMOBE€Ye OT €IUH H3CIeN0BaTell.
N3cnenoBarenckute EHTPOBE MOTaT Jla ObJaT pa3loIoKEeHH Ha TEPUTOPUSTA HA €HA IbpKaBa YiICHKa, B MTOBEYE OT
eHa IbprKaBa WICHKA WJIK B IbP>KaBHU WICHKUA U B TPETHU JTbPKABHU.

25. "HaOmromaBarl(' € JuIle, Ha3HA4YEHO OT BB3JIOKHUTENS, KOETO HaOIomaBa Jajld KIMHWUYHOTO HM3MHATBaHE Ha
BCEKHU eTal ce IMPOBEXk/1a, 3allMCBa U JIOKIa/IBa B ChOTBETCTBHUE C IJIaHA, ChC CTAHAAPTHUTE ONEPATUBHH MPOIECIYPH, C
JloOpaTa KIMHIYHA TPAKTUKA U C TTPUIIOKUMHUTE KOHTPOJIHU U3UCKBAHUSI.

26. "HezaBHUCHMMO OT BB3NOXKHUTENs duIle" € (U3MYecKo IMIle, KOETO € 3al03HATO C XapaKTepPUCTUKUTE U
JIEHCTBUETO Ha MEIUIIMHCKOTO M3/eNue, OOEKT Ha KIMHUYHOTO M3MUTBAHE, U C METOJOJIOTHSATA Ha MPOBEXKIaHE Ha
KIMHUYHO U3MUTBAHE U € (MHAHCOBO HE3aBUCHMO OT BBH3JIOKUTEIIS.

27. '"llnan Ha KIMHAYHOTO W3NHUTBaHe" € JIOKyMEHT, OIKCBAll I[euTe, Au3aiiHa, METO0JIOTHAITA,
CTaTUCTUUYECKUTE METOJIM M OPTaHHM3aIlMATa Ha €IHO KITMHUYHO U3MUTBAHE.

28. 'llpennasnaueHue" e ymorpebaTa, 3a KOSTO € TIPEAHA3HAYECHO MEIUIIMHCKOTO W3/EIHE CBITIACHO
MPEIOCTaBEHUTE OT MPOU3BOAMUTENS ITaHHU BBPXYy CTHKETa, B HMHCTPYKIUITA 3a ymoTpeda W/MIM B pPEKIaMHHU
MaTepHuaiu.

29. "llpunaanexHocT" € H3aeNne, KOETO HE € MEAUIIMHCKO HW3Jeiue, HO € CIEIUAHO MPEIHAa3HAYeHO OT
MIPOU3BOIUTEIIS MY 32 U3MOJI3BAHE 3a€IHO C METUIIMHCKO U3/CNINE, C 1IeJI MEAUIITMHCKOTO U3JIeIHe J1a Ce U3MO0JI3Ba 110
OTIPEZIeNIEHOTO OT MPOU3BOAUTENS MY ITpEAHA3HAUCHHE.

29a. (Hosa - JIB, 6p. 39 ot 2011 r., B cuma ot 1.01.2012 1.) 'TIponaxna 1ena" e 1eHara 3a Opoifka WM 3a
OTpeeNIeHO KOJIMYECTBO, BKIIOYBAIIA JaHBK BHPXY J00aBeHaTa CTOWHOCT M BCUYKU JOMBIHUTEIHH JAaHBIN U TaKCH,
Ha KOSITO MEJUITMHCKOTO M3JIeNINe Ce pe/yiara Ha MoTpeOuTes.

30. '"TlpousBoauTen" € BCAKO GU3MUECKO UITH FOPUIUIECKO JIUIIE, KOETO:

a) OTroBapsg 3a IPOCKTUPAHCTO, ITPOU3BOJACTBOTO, OIIAKOBAHCTO W CTUKCTHPAHCTO Ha MCAWMIHWHCKO H3ICIUC,
npcau aa ro myCcHeE Ha masapa OT HEroBO UMC UJIM C HCTOBA THPTOBCKA MapKa, HE3aBUCHMO JAJIM TC3W OIlCpalluu CC
HU3BBPIIBAT OT CAMOTO JIUIE, HJIM CC U3BBPHIIBAT 3a HETO OT TPETO JIMIIEC,

0) (u3m. - /1B, 6p. 110 ot 2008 r.) KOMIIJIEKTyBa, OMakoBa, 00paboTBa, HAMMBIHO MpepaboTBa W/MIIM €TUKETHpA
eTHO WJIM TOBEYE TOTOBU MEIMIIMHCKU W3JCIHS W/WIH € OTTOBOPHO Jia ONPENeNN TAXHOTO IpeAHA3HAuYCHHUE C Il
IyCKaHe Ha a3apa 3a I'bpBU BT OT HETOBO UME.

DusndecKku UiIu IOPpUIUYCCKU JIMIda, KOUTO KOMIIJICKTYBAT WJIM aJalITUPAT IIYCHATH Ha I1adapa MCIUI[WMHCKU
HU3ACJIMA 3a KOHKPETCH MAllUCHT B CbOTBCTCTBUC C TAXHOTO MPCAHASHAYCHHUC, HC Ca IMMPOU3BOAUTCIIN MO CMUCHJIA HaA



TO3H1 3aKOH.

31. "l[lyckane B aeficTBUE" € e€TaNbT, IPU KOWTO TOTOBO 3a ynoTpeda Mo npeiHa3HayeHne MEIUIIMHCKO H3/eIHe
ce MPENOCTaBs 32 I'bPBU IBT B JbpKaBa Yi€HKAa UM B JIbpKaBa OT EBponeiickoTo NKOHOMHYECKO IIPOCTPAHCTBO Ha
KpaiiHus notpeduTen. [lyckane B aelicTBHE HAa AKTUBHO UMIUIAHTUPYEMO MEIUIIMHCKO U3JIENNE € NMPETOCTaBIHETO My
Ha KBIM(UIIMPAaH METUIIMHCKU CIEIHAMCT 32 UMIUJIaHTHPAHE.

32. '"Tlyckane Ha masapa" € MbPBOTO MPEJOCTaBSIHE 32 pa3pOCTpaHEHUE U/WIIM yIoTpeda Ha TepUTOpUATa Ha
EBponeiickus Cbr03 U Ha TEPUTOPUSATA HAa EBPONEHCKOTO MKOHOMHUYECKO IPOCTPAHCTBO Cpelly 3allIalliaHEe WU
0e3MJIaTHO Ha HOBO WJIM HANbJIHO OOHOBEHO MEIMIIMHCKO HU3JeNIhe, C W3KII0YEeHHWE Ha MEIUIMHCKO H37eNue 3a
KIMHUYHO U3MUTBAHE U HA UH BUTPO JUATHOCTUYHO MEIUIIMHCKO U3/IEIHE 3a OLEHKA Ha IEHCTBUETO.

33. "Cepuno3Ho yBpexaaHe Ha 31ApaBeTo’ €:
1. ’HMBOTO3aCTpaIlABAILO ChCTOSHUE UM 3a00JsIBaHe, MM HapaHsIBaHE;
2. TpaifHO YBpeXIaHe Ha XKU3HEeHA (DYHKIIHS WJIM Ha YOBEIIKA OPTaH WM HA THKAaH,

3. CBCTOSIHME, KOETO Hajlara MEIUIIMHCKAa IIOMOIl MM XUpPyprMyecka Hameca, 3a Jla Ce IIpeloTBPaTAT
YBpEXIaHUSATA IO T. 2.

34. "CpaoBe 3a ChXpaHEHHE Ha MPOOH OT YOBEIIKOTO TsUI0" ca MH BUTPO AUATHOCTUYHU MEAUIIMHCKU H3/ACTHS,
HE3aBUCUMO I ca BaKyyMeH THI WJW HE, CHCUHAIHO TpeAHA3HAUYeHW OT MPOU3BOJMUTENS 3a IMbPBOHAUYATHO
chOMpaHe U ChbXpaHEHHUE Ha TPOOH OT YOBEIIKOTO TSUIO 32 HH BUTPO JTUATHOCTHYHH H3CIICIBAHUL.

35. "CeobliecTBeHa MNMpoMsHa B IJlaHAa HA KIMHUYHOTO M3MUTBaHe" € BCsKa MPOMsSHA B IUJlaHA H/WIM B
uH(opMarusATa B ChIIbTCTBAILATA JOKYMEHTAI M, KOSTO MOBIIHUBA!

a) 6ezomacHOCTTa WM (U3UUYecKaTa M TICHXUYECKaTa HEPUKOCHOBEHOCT Ha YIaCTHUITHUTE;
0) Hay4dHaTa CTOWHOCT Ha U3IUTBAHETO;
B) MPOBEXJAHETO UM OPTaHU3AIUATA HA H3MUTBAHETO.

36. (M3wm. - /1B, 6p. 54 ot 2012 r.) "T'bproBus Ha JpeOHO" ca BCUUKU AEHHOCTH MO NMPUIA0OUBaAHE, ChbXpaHsABAaHE U
npojaax0a Ha MEIUIIUHCKY U3/IEIIHS HAa HACEICHUETO.

37. (U3m. - ]IB, 6p. 54 ot 2012 r.) "T'pproBust Ha eapo" ca BCUUKU JACWHOCTH MO NMPUJIOOMBAHE, ChXpaHSIBaHE,
cHa0AsBaHe, BHOC MJIM W3HOC HAa MEIUMLMHCKA H3JENUs C ILel Npojax0da, ¢ HU3KIIOUEHUE Ha CIydauTe Ha
IpeI0CTaBsHE Ha MEIMLIMHCKU U3/IeNUs IUPEKTHO Ha HACEeJICHUETO.

38. (M3m. - JIB, 6p. 110 ot 2008 r.) "YIObIHOMOIICH TpeacTaBuUTeN" € (U3HYECKO WM IOPUINUYECKO JIUIIE,
YCTaHOBEHO Ha TEPUTOpPHUATA Ha ABbP)KaBa WICHKAa UM AbpkaBa OT EBpOINENcKOTO MKOHOMHUYECKO MPOCTPAHCTBO,
W3PUYHO YITBITHOMOIICHO OT MPOM3BOJIUTEINS Jla ACWCTBAa OT HETOBO MME M 32 HETOBa CMETKAa TPEJ PeryJaTOPHUTE
OpTraHM Ha IbpP)KABUTE WICHKH WJIM PETYJaTOPHUTE OpPraHM Ha Ibp)KaBUTE OT EBPOINEHCKOTO WKOHOMHYECKO
MPOCTPAHCTBO MPHU U3MBIHEHHUE HA 33 IbJDKCHHS Ha MPOU3BOIUTEINS IO TO3H 3aKOH.

§ 2. (M3m. - ]IB, Op. 110 ot 2008 r., B cuma ot 21.03.2010 r.) To3u 3akoH BBBEXIa pasnopendouTe Ha
Hupexrusa 90/385/EMO na Cobeta ot 20 ronu 1990 r. oTHOCHO cONMMKaBaHE Ha 3aKOHOJATEJICTBOTO HA IBPKABUTE
YJIEHKHA, CBBP3aHO C AaKTUBHUTE MMIUIAHTHPYEMH MEAWIIMHCKU U3JeNus, MociaelHo u3MeHeHa ¢ JlupekruBa
2007/47/EO na EBpomneiickus napiameHT U Ha CbBera oT 5 centemBpu 2007 r. 3a u3MeHeHue Ha JlupekruBa
90/385/EMIO na CbBera OTHOCHO cONMKaBaHE HAa 3aKOHOJATEJICTBOTO Ha JbP)KAaBUTE WICHKH, CBBP3aHO C aKTHBHUTE
UMILUTAaHTUPYEMHU MEIUIIMHCKN n3aenus, Ha {upexruBa 93/42/EMO na ChBeTa OTHOCHO MEIUIIMHCKUATE W3ICTUS U Ha
HupextuBa 98/8/EO oTHOCHO myckaHeTo Ha maszapa Ha Owoumau (OB, L 247/21 ot 21 centemBpu 2007 r.), Ha
HupexrtuBa 93/42/EMO na CuBera oT 14 toHM 1993 1. OTHOCHO MEIMIIMHCKUTE M3AETHS, MOCIEIHO HW3MEHEHa C
Hupexrtua 2007/47/EO na EBpomeiickus mapiameHT U Ha CwBera, u Ha JlupekruBa 98/79/EO Ha EBpomneiickus
napiamMeHT ¥ Ha CbBeta oT 27 OKTOMBpH 1998 I. OTHOCHO TMAarHOCTUYHUTE METUIIMHCKU M3/ENHUs in Vitro, IOCIEIHO



u3menena ¢ Permament (EO) No 1882/2003 na EBpomneiickus mapiameHT u Ha CbBera oT 29 centemBpu 2003 1. 32
anantupane kbM Pemenue 1999/468/EO na CbBera Ha pasnoper0MTe OTHOCHO KOMHUTETHTE, KOMTO IOJAIoMaraT
KoMucusira npu ynpaxHsSBaHETO Ha U3M'BIHUTEIHUTE i IPaBOMOIIWSI, ONPEAEIEHN B aKTOBETE, KOUTO IOJUIEkKAT Ha
nporeaypara, nocodena B wi. 251 ot JloroBopa 3a EBporneiickara o0mHoOCT.

§ 3. (1) HaumeHoBaHuATa U PETUCTPALIMOHHUTE HOMEpPAa Ha XapMOHH3UPAHUTE EBPOIMECHCKH CTAaHAAPTH U Ha
MoHorpaduuTe Ha EBporieiickara gapmakornes 3a METUIIMHCKATE U3IeTus ce myonukyBaT B "OduunaneH BecTHUK" Ha
EBpomneiickus cbro3.

(2) XapMoHUM3UpaHUTE E€BPOIEHUCKA CTaHAAPTH C€ BBBEXKIAT MJACHTUYHO upe3 MYyOIMKyBaHE Ha TEKCTa Ha
CTaHJapTa B NMPEBOJI Ha OBJATAPCKH €3UK MJIM Upe3 MOTBBPIKJaBaHe 3a MpUJlaraHe KaTo OBJIrapcku CTaHIapT 10 pefa Ha
3aKkoHa 3a HallMOHAJIHATA CTaHJapTU3aIusl.

(3) HaumeHoBaHUsATa U PETHCTPAIMOHHUTE HOMEpA Ha OBITapCKUTE CTAaHJAPTH, BHBEKAAIM XapMOHU3HPAHUTE
€BpPOMNEHUCKH CTaHJAPTH, C€ IMMYONUKyBaT B oduilMamHusi OroeTMH Ha J[bpkaBHaTa areHIMS 3a METPOJIOTUS U
TEXHUYECKH HA/I30D, KaTO MPH MYOJIMKYBAHETO 33abDKUTENTHO Ce MO0COYBa Bph3KaTa ChC ChOTBETHATA Hapeada Mo 4.
18.

§ 4. (1) C oOumTe TexHUYECKH clieUUUKAIUM C€ ONpEAeTSAT M3MCKBAaHUS 3a OIEHKa M TPEOlleHKa Ha
JICHCTBUETO, TyCKAHETO Ha IMa3apa W/WIU MYCKAaHETO B JICHCTBHE HA MapTHAU, PEPSPEHTHH METOAU U pedepeHTHU
MaTepHaIy 32 UH BUTPO TUATHOCTUYHU MEIUITUHCKHA H3JIEIHSI.

(2) O0umTe Texuuuecku crnenudukanuu ce myoaukysat B "OdunnaneH BecTHUK" Ha EBponeiickus cbro3.
MMPEXO/IHN U 3AKJIFTOUYUTEJIHU PA3ITIOPE/IBA

§ 5. (1) TrproBumuTe, MOTYYUITU paspelicHHE 3a THPrOBUS HAa €pO C JIGKAPCTBA - MEAWIIMHCKU HM3ENHs,
us3naaeHo cuen 29 nekemBpu 2002 r. mo peaa Ha OTMEHEHHUs 3aKOH 3a JIeKapCTBaTa M alTeKUTE B XyMaHHAara
MeaunrHa (00H., JIB, 6p. 36 ot 1995 1.; Op. 61 oT 1996 . - Pemenne Ne 10 na Konctutynmonnus cpa oT 1996 1.;
u3M., Op. 38 ot 1998 1., 6p. 30 oT 1999 1., 6p. 10 o1 2000 r., Op. 37 oT 2000 1. - Pemenue Ne 3 ma KoHcTuTynimoHnuus
cb1 oT 2000 1.; u3M., O6p. 59 ot 2000 1., O6p. 78 o1 2000 1. - Pemenne Ne 7 na Koncrurynuonaus cba ot 2000 T.; u3m.,
op. 41 ot 2001 ., 6p. 107 u 120 ot 2002 r.; momip., O6p. 2 ot 2003 T.; U3M., Op. 56, 71 1 112 o1 2003 1., 6p. 70 m 111 oT
2004 r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 1., O6p. 30, 31, 34, 75 u 105 ot 2006 r.; ot™., JIB, Op. 31 ot 2007 1.),
MojIaBaT B CPOK JIO TPU Mecella OT BIM3aHETO B CHJIA HA 3aKOHA 3asBJICHHWE O OOpasell 3a CIIy)KeOHO BITMCBAaHE B
peructbpa no wi. 81 , KbM KO€TO mpuiaaraT J0KyMeHTuTe o wi. 78, an. 1, 1. 1 u 2, an. 2, 1. 3 u 4 , u Aexnapamnus, ue
HE € HAJIUIIC MMPOMSHA B aJIpeca Ha MOMEIICHUTA 332 ChXPAHCHUE U THPTOBUSL

(2) B cpok no 30 gHM OT mo/AaBaHe Ha JOKyMEHTAIMATA MO al. | M3MBIHUTETHUAT Aupekrop Ha MAJI uznasa
paspelieHue 3a ThproBUs Ha €pO C MEAUITUHCKU U3/ICITHL.

(3) C u3naBane Ha pa3pelicHUETO MO all. 2 ce MpeKpaTsBa M3AaJEHOTO MO pela Ha OTMEHEHHUsS 3aKoH 3a
JIeKapCcTBAaTa M allTEKUTE B XyMaHHATa MEIUIIMHA pa3pellicHUe 3a THPTOBUS HA €/Ipo.

§ 6. TeproBiuTe, MONYIHJIH OE3CPOYHO Pa3peIiCHUE 32 THPTOBUS HA €ApO C JICKAPCTBA, M3IaJeHO ciex 29
nekemBpu 2002 1. mo pesla Ha OTMEHEHM 3aKOH 3a JICKQpCTBATa M allTEKUTE B XyMaHHaTa MEAMIIMHA, KOUTO ThPryBaT
U C MEIMIIMHCKHU U3/IENINS, MOJaBaT 3asBJICHUE U JIOKYMEHTAIUS 33 Pa3pelleHHE 3a ThProBUs Ha €IpO ¢ MEAUIIMHCKI
W3/IeTUS 110 Pelia Ha TO3W 3aKOoH B Cpok 10 31 nexemBpu 2007 .

§ 7. TeproBuute, NOIy4UIN OE3CPOUHO paspelicHUE 32 THPrOBUSA Ha €IpO C JIEKapcTBa, U3JaieHo npenu 29
nexemBpu 2002 1. o peta Ha OTMEHEHHUS 3aKOH 3a JIEKapCTBaTa M allTEeKUTE B XyMAHHATa MEIHUIIMHA, KOUTO THPryBaT
C MEIMIIMHCKU M3/EIMs, NI0aBaT 3asBJICHUE U JOKyMEHTAlUs 3a pa3pellieHHE 3a THPrOBUs HA €IpO ¢ MEIUIUHCKH
W3/IeTUs 110 Pe/ia Ha TO3W 3aKOoH B cpok 10 31 nexemBpu 2007 .

§ 8. 3agBneHus 3a HU3JaBaHC Ha Pa3pCHICHUA 3a TbProBHUA Ha CAPO C MCAULMWHCKU H3ACIIHA, MMOAAJACHU IO
BJIM3aHCTO B CHJIa HA TO3U 3aKOH, CC PA3ITICKAAT U IIPHUKIIOYBAT IIPU YCIIOBHATA U 110 peaa, MPCABUICHHU B HETO.

§ 9. (1) Usnanenute mo pena Ha OTMEHEHUs 3aKOH 3a JIeKapCcTBaTa M alTEKUTE B XyMaHHaTa MEIUIIMHA



pa3pCuiICHuAd 3a YHOTPGGB. Ha MCOAUIIUHCKU U3CJTIUA CC IPCKPATABAT OT AaTaTa HAa BJIM3aHC B CUJIa HA 3aKOHA.

(2) llpousBonutenuTe mo wi. 29, an. 1 u 2 Ha MEAUIIMHCKUA U3JIENHS, HA KOUTO € MPEKPaTeHO pa3peuicHueTo mo
pena Ha an. 1, moxaBar yBeAoOMIIEHHE 11O oOpaszer] 10 U3NbIHUTENHUs nupekrop Ha MAJL B cpok a0 Tpu Mecena ot
BJIM3aHETO B CUJIa HA 3aKOHA.

§ 10. HayimuawuTe KoaM4ecTBa MEAUITUHCKA U3/ICNNSI, KOUTO HSIMAT OIEHEHO ChOTBETCTBUE ChC CHINCCTBCHHUTE
n3uckBaHus mo pena Ha aupekruBu 90/385/EMO, 93/42/EO u 98/79/EO B cknamoBe 3a THProBUs Ha €ApO, alTEKH,
JPOTepHH, ONITUKUA U IPYTH THPTOBCKH OOCKTH, MOTAT Jia c€ MpoJaBaT IO U3YEpIIBAHETO UM, HO HE MO-KbCHO OT €Ha
roJIMHa OT BJIM3AaHETO B CHJIA HA 3aKOHA.

§ 11. MemuuuHCcKM U3ACIUs CE€ CBH3IABAT, CbXpaHABAT U OOHOBSBAT KaTO JIbPXKABHU pPE3EPBU U
BOCHHOBPEMEHHHU 3aIlacy MIPH YCIOBUATA U T10 pe/ia Ha 3aKOHa 3a IbP’KaBHUTE PE3EPBH U BOCHHOBPEMEHHUTE 3armacu
Y Ha aKTOBETE [0 HETOBOTO IMpHUJIAraHe.

§ 12. MuHUCTEPCKUSAT CHBET U3BBPIIBA MPOMEHU B ycTpoiicTBeHUTe nmpaBwiHUIU Ha MAJI u Ha [IppxkaBHara
areHIMsl 32 METPOJIOTHYECH W TEXHWYECKH HAJ30p B TPUMECEUEH CpPOK OT JeHS Ha OOHapOoJBAHETO HA 3aKOHA B

"/Ibp’KaBeH BECTHUK .

§ 13. lloa3akoHOBUTE aKTOBE IO MpPHUJIATAaHETO Ha 3aKOHA C€ M37aBaT B O-MeceueH CpPOK OT JCHs Ha
oOHapoaBaHeTo My B "J[bpKaBEeH BECTHHK'.

§ 14. B 3akona 3a uHTerpanus Ha xopata ¢ yBpexaanus (00H., /B, 6p. 81 ot 2004 r.; uzm., 6p. 28, 88, 94, 103
u 105 ot 2005 1., 6p. 18, 30, 33, 37, 63, 95, 97 u 108 ot 2006 1., O6p. 31 oT 2007 I.) Ce MpaBAT CICAHUTE U3MECHCHUS U
JION'BIHEHUS:
1. Bun. 8 T. 1 ce u3MeHd Taka:

"l. peructpupa nuIla, KOUTO OCBHIIECTBABAT JCHHOCTHM TIO0 TNPEAOCTaBSIHE Ha TMOMOIIHU CPEICTBA,
MPUCIIOCOOJICHHS U ChOPHKEHHUS 32 XOpaTa ¢ YBPEXKIAHUS M MEAUIIMHCKA HU3ETHs, TOCOYCHH B CHUCHIIUTE MO IL.
35a, an. 1, 1 KOHTPOAMPA CHIA3BAHETO HA YTBBPJACHUTE KPUTEPHUH 32 IIPEIOCTABSIHETO UM;'".

2. Bun. 15, an. 2 1. 8 ce H3MEHS Taka:

"8. Ha3HauaBaHe HAa MEAULMHCKU U3/EIHsl, TOMOIIHHU CPEACTBA U ChOPBHKEHUS."

3. UneH 35 ce n3MeHs Taka:

"Un. 35. (1) 3a npenocTaBsiHe Ha TTOMOIIHU CPEJCTBA, TPUCIIOCOOJICHHS U CHOPHKCHUS U MEAUITUHCKH U3JICITHS
o wi. 44, an. 3 AreHnusTa 3a XopaTa ¢ YBpexkJIaHUsl BOJIU PETUCTHP HA JIMIIATa, OCHIICCTBSIBAIM TE3H JICHHOCTH.

(2) HeitHocTHTe MO MpEAOCTaBSHE HAa MOMOIIHU CPEJICTBA, MPHUCIOCOOICHUS U CHOPHKEHUS U METUIIUHCKU
U3JEIUs Ce U3BBPIIBAT OT JIMIA, PETMCTPUPAHU KAaTO THPIOBLM I10 HALIMOHAIHOTO 3aKOHOJATEJICTBO HAa Ibp)KaBa
YICHKAa WK AbpKaBa OT EBpONENcKOTO HKOHOMHYECKO ITPOCTPAHCTBO.

(3) 3a BiucBaHe B perucThpa 1o aji. 1 Junara 1mojaaBar 3asBiIeHUE IO U3MBIHUTEIHUS TUPEKTOP Ha AreHIuATa
3a XOpaTa ¢ yBpexkJaHus, KaTo puilaraT 1 HeoOXOJUMHUTE JOKYMEHTH, OIIPE/IeJIEH! B Hapea0aTa o ai. 5.

(4) B cpok no eauH Mecel OT jaTaTa Ha IOJaBaHE Ha 3asBJICHUETO IO ajl. 3 M3IBIHUTEIHUAT AUPEKTOpP Ha
AreHmusTa 32 X0paTa ¢ YBpeXKIaHUs M3/1aBa yIOCTOBEPEHHUS Ha JIUIaTa, BIIMCAHHU B PETHUCTHPA.

(5) MuHHCTBPBT HA TpyJa U COLIMATHATA MOJUTUKA HU37aBa Hapeada 3a MU3MCKBAHUSATA 32 OCBIICCTBABAHE Ha
JIETHOCTUTE MO MPEAOCTaBsSHE HAa TTOMOIIHU CPE/ICTBA, MPUCIIOCOOICHHS U ChOPHKEHUS 32 XOpara ¢ YBPeXAaHUS U

MEIUIIMHCKHY M3JIENHS, TOCOYECHHU B CIIMCBIIMTE MO WiI. 35a, an. 1."

4. Cp3naBa ce ui. 35a:



"Un. 35a. (1) MUHUCTBPBT Ha TpyJa U COIMANIHATA MOJMTUKA ChITIACYBAHO C MUHHCTBpPA Ha 3paBEONa3BaHETO
YIBBPIKIaBa €KETOHO CIHCHIN Ha:

1. moMoIHHTE CpeACTBa, MPUCITOCOOICHHS U CHOPHKEHHUS 32 XOpaTa ¢ YBPEKIaHUs;
2. MEIVUIMHCKUTE U3JENH, IPEAHA3HAUYEHHU 3a X0OpaTa C YBPEkKIaHHUsL.

(2) B cnyuaii Ha CBHMHEHHE Jalld €IWH MPOAYKT € MEAMIIMHCKO U3JeNHe WIM TOMOIIHO CPEJICTBO,
MPUCIIOCOOJICHUE UITH CHOPHKEHUE 32 XOpa C YBPEXKIAHUS, MEKTyBEIOMCTBEHA EKCIIEPTHA KOMUCHS, Ch3/IaJICHA ChC
3armoBej] Ha MUHHUCTBpa Ha TPYy/la U COI[MaliHATa MOJUTHKA U HA MUHUCTBPA Ha 37paBeOINa3BaHETO, JaBa OKOHYATEITHO
CTaHOBHMIIIE.

(3) YcnoBusita u penpT 3a paboTa Ha KOMUCHSITA 110 all. 2 Ce ONPEeIsIT B IPaBUJIHMKA 3a TIpUJIaraHe Ha 3aKoHa."
5. Bui. 44 an. 3 ce u3MeHs Taka:

"(3) Xopara ¢ yBpexaaHusi ChOOpa3HO CBOUTE MOTPEOHOCTH MOTAT Jia MOTy4aBar I[eIeBU MOMOIM U OOJICKUCHUS
3a IMOKYIIKa U pEMOHT Ha IMOMOIIIHU CPCICTBA, HpI/ICHOCO6J'IeHI/I5{, CHOPBKEHUA U MCAUIWUHCKN HU3OCJIHA, ITOCOYCHU B
CHUCBIUTE MO 4wi. 35a, an. 1, ¢ u3KIoYeHNEe Ha MEAUIIMHCKUTE U3IeNUs, KOUTO CE 3alljlalliaT HA'bJIHO MJIM YaCTUYHO
ot Hanimonannara 31paBHOOCUTYpHUTENHA Kaca."

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

"7. "TloMOIIHU CpencTBa, MPUCIIOCOOICHUS M CHOPHKCHUS' ca MOcoOus, MpeAHa3HAUYeHH OT MPOM3BOJUTENS Ja
KOMIICHCHPAT 3aryOeHa WM YyBpeneHa (yHKIHMS Ha YOBCHIKM OpraH, C IeJl YBEIHMYaBaHE BBH3MOXKHOCTHUTE 32
camMo00CITy’)KBaHe, 3a U3BBPIIBAHE HA TPYAOBA U JIpyra ACHHOCT Ha XopaTa C yBpeKIaHus."

§ 15. B 3akona 3a 3apaseto (00H., IB, 6p. 70 ot 2004 1.; u3m., 6p. 46, 76, 85, 88, 94 u 103 ot 2005 r., Op. 18,
30, 34,59, 71,75,81,95u 102 ot 2006 1., 6p. 31 or 2007 1.) B § 1 OT HOMBIHUTENHATA pa3nopenda B T. 9, Oyksa 3"
ITymara "nekapcTBa' ce 3aMeHs C 'IeKapCTBEHU NPOLYKTH U MEIULIMHCKH U3Aenus".

§ 16. 3akoHbT BIM3a B cuja OT JeHS Ha oOHapojBaHeTo My B "/IbpkaBeH BeCTHUK", C HM3KIIOUEHHE Ha
pasnopendara Ha 4. 4, ain. 2 , KosITO Biu3a B cuia ot 29 nexkemspu 2009 1.

3akoHbT € npuer oT 40-to HapoaHno cwbpanue Ha 29 mait 2007 1. 1 e nmoanedaTaH ¢ oQUIIMAIHUS MeYaT Ha
Haponnoto cvOpanue.

3AKJTIOUUTEIIHU PA3IIOPEJIBM kbM 3akoHa 3a M3MEHEHHE U JOITBIHEHUE Ha
3akoHa 3a METUIINHCKUATE U3AEIIUA
(B, 6p. 110 ot 2008 1.)

§ 51. MUHHUCTEpPCKUSAT CHBET B CPOK JI0 6 Mecella OT BIM3aHETO B CHJIa HAa TO3M 3aKOH MpueMa Hapeadara mo 4il.
30a, am. 2.

§ 52. MUHHUCTBPBT Ha 3APABEOIAa3BAHETO B CPOK JIO JBA MECElla OT BJIM3aHETO B CHJIAa HA TO3M 3aKOH NpHeMa
HapenOara 1o 4. 32a.

§ 54. Paznopenburena § 1, 1. 1,§2,5,8,10, 15, § 16, 1. 3,4 u 5, § 17, 18, 20, 21, 22, 23, 24, 25, 26, 27, 31,
45,47 u § 50, 7. 1, 6yxBu "a", "0", "B" u T. 2 Bim3at B cuiia ot 21 mapt 2010 1.

3AKJIFOUUTEIJIHU PA3ITIOPE/IBU xbM 3akoHa 3a UI3BMEHEHUE U IOM'BJIHEHUE HA



3akoHa 3a METUIINHCKATE U3AEIIUA
(AB, 6p. 39 0T 2011 1., B cuna ot 1.01.2012 1.)

§ 4. B cpok 10 1Ba Mecella OT BIM3aHETO B CHJIa HA TO3U 3aKOH MUHHCTEPCKHUSAT ChBET MpUeMa HapeadaTa mo
yi1. 30a, ain. 3.

IMPEXO/JIHN N 3AKJTFOUNTEIIHA PA3IIOPEJIBM xbM 3akoHa 3a U3MEHEHHUE U JOMBIHEHHE Ha 3aKoHa 3a
MEJIUITUHCKATE U3ICITTNS

(1B, 6p. 54 or 2012 1)

§ 28.3&HBH€HHHTaI%lH3HaBaHe Ha paspClIiCHUA WKW YAOCTOBCPCHHA 3a THPTOBHUA HA €ApPO C MCIAUIIMHCKU
HU3ACIMA, TOJAACHU N0 BJIM3aHCTO B CUJIa HA TO3U 3aKOH, CC Pa3MIC)KIAAT NpPU YCIOBUATA U IO pCld, NPCABUACHU B
HETO.

[Ipunoxexumne
KBM W . 15 ,am . 1
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