3AKOH 3A MEJUIIUHCKUTE U3AEJMS

B cuna om 12.06.2007 2.

Ob6n. /IB. 6p.46 om 12 FOnu 2007e., usm. [B. 6p.110 om 30 Hexemepu 20082., usm. [B. 6p.41 om 2 Onu
2009z., usm. /[B. 6p.82 om 16 Oxmomepu 20092., usm. /[B. 6p.98 om 14 Jlexemepu 2010e., usm. /{B. 6p.39 om 20 Maii
2011e., usm. [B. 6p.60 om 5 Aseycm 2011z., usm. u oon. [B. 6p.54 om 17 IOau 2012e., oon. /[B. 6p.84 om 2
Hoemepu 2012e.

I'naBa nbpBa.
OBIIM IMOJIO’KEHU A

Pazpean 1.
O0umu paznopendoun

Ui 1. (1) To3u 3aKk0oH ypexaa:

1. ycrioBusiTa ¥ penia 3a MycKaHe Ha Ta3apa W/Wii MycKaHe B IeHCTBUE HA METUIIMHCKU U3]IEITUS;

2. 3aIbIDKCHUSITa Ha TPOW3BOJUTENS, HA HETOBUS YITBIHOMOIIECH TPEJICTABUTENl M HAa BHOCHTEINS Ha
MEIUIIMHCKA U3JIEIINS;

3. ycioBusTa W pela 3a HW3JlaBaHEe Ha pa3pellieHUs] 3a OICHSIBAaHE CHOTBETCTBHETO Ha MEIWITMHCKUTE
U3JETIHS;

4. yclIoBUSTA M pejia 32 U3BLPIIBAHE HAa KIMHAYHU M3MUTBAHUS HA MEAUITUHCKH U3JICTIVIS,

5. (m3m. - JIB, Op. 54 oT 2012 r.) ycnoBusTa U peia 3a U3BHPIIBAHE HA ThPTOBHS C MEIUIIUHCKY H3/ICIIHS;

6. HaJ30pa Ha Ma3zapa Ha MEIUIIUHCKY U3/ICIHS;

7. cucrtemara 3a yBEJOMsIBAHE W OICHSBaHE HA WHIMJCHTH/TIOTCHUIUATHW HWHIUACHTH, CBBP3aHH C
MEUITUHCKH U3CTHS.

(2) Lenta Ha TO3W 3aKOH € Ja rapaHTUpa MYCKaHETO Ha Ma3apa W/WIW B JEHCTBHE HAa MEIUIIMHCKH
U3JeNusl, KOUTO HE 3acTpallaBaT XKMBOTA M 3[PaBETO HA MALMCHTUTE, HA MEIUIIMHCKUTE CIIEHUAUCTH UM Ha TPETH
JIUIIAa, KOTaTo W3JeHATa Ce H3IOJI3BAT IO MpEJHAa3HAYeHUEe W Ce CBhXPaHsBAT, Pa3lPOCTPAHSBAT, WHCTAIHPAT,
HUMIUIAaHTUPAT U TOJABPKAT B CHOTBETCTBUE C MHCTPYKIMHUTE HA TIPOU3BOAUTEIHUTE.

Ui 2. (1) B 3aBucuMoOCT OT MpeaHa3HAYEHOTO OT MPOU3BOAUTENSA JICHCTBHE MEIUITMHCKUTE U3ICIHS Ce
pa3zenar Ha:

1. ¥H BUTPO MUATHOCTUYHH MEIUIIMHCKH WU3JIEIUS;

2. aKTUBHU UMIUTAHTHPYEMH MEIUIIMHCKH H3JICITHS;

3. MEIUIMHCKU U3AETUsl, Pa3INYHU OT MOCOYEHUTE B T. 1 1 2.

(2) MemunuHCKUTE W3AETUs Mo ain. 1, T. 1 B 3aBUCHMOCT OT MOTEHITHAIHHS PUCK, CBBP3aH C TAX, CE
IpynupaT B CIIMCHK A, CIUCHK b 1 n3nienus 3a caMmoTecTyBaHe U IpyTry TPYIH, ONPEIEICHN B HapeaOuTe mo wi. 18,

(3) MemumuHCKUTE W3ACTUS 10 aia. 1, T. 3 B 3aBUCHMOCT OT IOTCHITHAIHHS PHUCK, CBBP3aH C TAIX, CC
pazzenst Ha knacose I, Ila, 116 u 11l cpriacHo kiacudukauoHHUTE IpaBuiia, ONpeaesieHH B HapeaouTe mo 4. 18.

(4) (U3m. - B, 6p. 110 or 2008 1., B cmma ot 21.03.2010 r.) Korato mpomsBomguTeisT W
HOTU(QHIMUPAHUIT OpraH, ONpeelieH M0 peja Ha TJaBa YeTBhPTa, MMAT Pa3IMYHH CTAHOBHIIA TPHU MNPHIIATaHETO Ha
KIacU(UKAIMOHHUTE TpaBmiIa mo aji. 3, M3mpaHutenHara areHnus no jekapcrBata (MAJI) Bzema pemenue. Koraro
MIPEIIeHH, Y€ € He0OXO0IMMO 1 NIPH HAIWYHe Ha yCIOBHATA MO Wi. 6a, T. 1 mn 2, MAJI u3roTBst MOTHBHPAHO WCKaHE /10
EBpomnelickaTa koMHCHS 3a IpeANpreMaHe Ha HEOOXOIUMHUTE MEPKH.

(5) (U3m. - JIB, 6p. 110 ot 2008 1., B crma ot 21.03.2010 1.) [Ipy HEoOXOAMMOCT OT MPHUBEXKIAHE HA
KJIacu()UKAIMOHHNUTE MPaBUiIa 1O aj. 3 B ChOTBETCTBUE C PAa3BUTHETO Ha HOBU TEXHOJIOTHH W/WIU B CHOTBETCTBHE C
nH(popMaIs, TMoiydeHa 1o pena Ha rmaBa ceama, MAJl m3rorBs MOTHBHpaHO WCKaHe 3a MpEANpHEMaHe Ha
HEOOXOTUMHTE MEPKH, KOETO ce IpeaocTasst Ha EBponeiickaTa KoMHCHSI.

Y. 3. 3uckBaHusaTa KbM MCIULUMHCKUTE U3JACIINA, OIIPEACICHU 10 TO3U 3aKOH, CC IIpUjIaraT M 3a:

1. MPUHAIJIC)KHOCTHU KbM TC3U U3ACIINUA,

2. H3ACIINA, KOUTO BKIIOYBAT KAaTO HEPA3JC/IHA YaCT BCIICCTBO, KOCTO, U3IIOJI3BAHO OTACIHO, MOXKE Ja
6’[)[[6 OMpEACIICHO KaTO JICKAPCTBCH IPOAYKT IO CMHUCHJA Ha 3akoHa 3a JICKAPCTBCHUTEC MNPOAYKTU B XyMaHHaTa



MEJIUIUHA U YUETO JICHCTBHE BBPXY OPraHM3Ma ¢ CIIOMArarelIHO MO OTHOIICHHWE Ha OCHOBHOTO MpeJHA3HAuCHHE Ha
U3JEINETO;

3. u3zienvis, KOUTO BKJIFOYBAT KATO HEPa3/eliHa JyacT BEIIECTBO, MOTYUYEHO OT YOBEIIKA KPBB WM II1a3Ma,
KOETO, U3ITOJI3BaHO OTIETHO, MOKE J1a OBbJIe OMpeeeHO KaTo ChCTaBKa Ha JIEKApCTBEH HPOIYKT MIIH KATO JIEKAPCTBEH
MPOAYKT MO CMHUCHIIA Ha 3aKOHA 3a JICKAPCTBCHUTE MPOAYKTH B XyMaHHAaTa METUIIMHA M YHETO JEHCTBHE BBPXY
OpraHu3Ma € CIIOMaraTejIHO 110 OTHOIICHHE Ha OCHOBHOTO ITPeIHa3HAUYCHUE HA U3/ICIIUETO;

4. u3zienvs, C MOMOIITAa Ha KOUTO CE TPUJIArat JIEKapCTBCHU TPOTYKTH.

Y. 4. (1) Koraro magen npoayKT momnana B IPHUIIOKHOTO ITOJIE HA TO3W 3aKOH M Ha Hapeadara 1o wi. 7 ot
3akoHa 3a TEXHUYECKUTE HW3UCKBAHUS KbM TMPOAYKTHTE, OTHOCHO JIMUHUTE TpEeANa3sHH CpeACTBa, BBBEXJalla
HupextuBa 89/686/EMIO na ChbBera, 3a HEro ce MpWwiaraT U ChOTBETHUTE OOIIM HM3UCKBAHUS 3a OE€30MacHOCT,
oTpesiesieHH B Hapeaoara.

(2) (B cuma ot 29.12.2009 r., uam. - [IB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) Korato
MEIUIIMHCKO M3JIENNe MOTala M B MPUIIOKHOTO TT0JIe Ha HapenOaTa 1mo wi. 7 oT 3aKOHa 3a TEXHUYECKUTE M3UCKBAHUS
KbM NpOAyKTHUTE, BbBexaama Jupextusa 2006/42/EO na EBponeiickus napiament u Ha CeBeta ot 17 mait 2006 r.
OTHOCHO MAaIllMHWUTE W 3a m3MeHeHue Ha JupekTtuBa 95/16/EO, u chIllecTBYBa pHCK IpH yIoTpedaTa My, 3a HETO Ce
mpuiaraT U ChOTBETHHUTE CHINECTBEHM HM3HCKBAaHHUS 32 O€30MACHOCT, OIpEICNieHH B Hes, B CIy4YauTe, KOTaTo Te3H
W3WCKBaHMS Ca MO-Cenu(UIHY OT MOCOYCHNTE B HapeadaTa mo 1. 18.

(3) (Hora - 1B, 6p. 84 o1 2012 r., B cua ot 02.01.2013 r.) Korato MeIUIIMHCKO U3JEIUE 110 Wi. 2, all. 1,
T. 1 1 3 nonaga B NpUJIOXKHOTO IOJI€ HA I1aBa neta "a" oT 3aKoHa 3a 3alIMTa OT BPEIHOTO Bb3ACUCTBUE HA XUMUYHUTE
BEIIeCTBA W CMECH, 32 HEro ce NpWiiaraT M M3UCKBAHMATA 3a OrpaHMYaBaHe yrnorpedara Ha ONACHU BeIECTBa,
orpejeneHu ¢ HapeabaTa 1mo wi. 211, an. 1 oT chIus 3aKOH.

(4) (Hosa - 1B, 6p. 84 ot 2012 1., B cuma ot 02.01.2013 r.) M3uckBanusTa Ha ai. 3 ce mpujarar u 3a
Ka0enu WM Pe3epBHH YacTU 32 PEMOHTA, 3a MOBTOpHATa yHOTpeda, 32 OChbBPEMEHIBAHETO HA XapaKTEPHUCTUKUTE HIIH
3a MMOBUINIABaHE KalaluTeTa Ha TOBA U3JIENHe.

Ui 5. (1) To3u 3aKOH HE ce mpujara 3a:

1. (mom. - JIB, 6p. 110 ot 2008 r.) nmekapcTBeHH MPOAYKTH MO CMHCHIa Ha 3aKOHA 3a JIEKAPCTBEHHUTE
MPOAYKTH B XyMaHHaTa MeaunuHa. [lperenkara naau 1ajeH MNpoayKT Momaia B MPUII0KHOTO T0JI€ Ha TO3M 3aKOH MU
B MPUIOKHOTO IOJIE Ha 3aKOHA 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MEAMIIMHA C€ M3BBPIIBA Bb3 OCHOBA Ha
OCHOBHOTO TIpeTHa3HaYeHNE Ha MPOIYKTa;

2. MEIMLIMHCKYU H3JIeHsl, KOUTO ca Hepas3/elHa 4acT OT JEKapCTBEHU MPOAYKTH M ca MpeIHa3HAYeHU OT
IIPOM3BOJUTEINS 32 €IHOKpPATHA yIOTpeOa eANHCTBEHO B TO3U BH;

3. KO3METHYHH MPOJYyKTH 110 CMUCHJIa Ha 3aKOHA 3a 3/IpaBeTo;

4. (mom. - JIB, 6p. 110 ot 2008 1.) Opranu, ThKaH! WX KIETKH OT YOBEIIKH IIPOU3XOJ, TpeTHA3HAYCHH 32
TpaHCIUIAHTAIUS, KaKTO U MPOAYKTH, BKIIOYBAIIM WM MOJYYEHH OT ThKAHW WJIM KJIETKH OT YOBEUIKH MPOMU3XOJ IO
CMHCBJIa Ha 3aKOHA 32 TPAHCIUIAHTALMs Ha OpPraHd, ThbKaHU U KJIETKH, C U3KIIOYEHHE Ha MEAULMHCKN U3ICIHs 110 UJl.
3, T1.3;

5. opraHu, ThKaHU WM KJIETKH OT >KMBOTHHCKH IPOM3XOJ, MPEAHA3HAYEHH 32 TPAHCIUIAHTAIs, OCBEH
aKO IpPU IPOU3BOACTBOTO HAa MEAMUIMHCKOTO W3JENME € H3I0JI3BaHa HEKU3HECIIOCOOHA >KMBOTHMHCKA THKAaH WM
HEXU3HECTIOCOOHU MPOJYKTH, MOTYYEHHU OT KUBOTHHCKA THKaH;

6. KpbB, KPbBHU ChCTaBKH OT YOBELIKH IIPOU3XOJ I10 CMUCHJIA HAa 3aKOHA 3a KPBbBTA, KPbBOJAPABAHETO
KpPBBOIIPEINBAHETO, KaKTO M 3a M3ZENUs, KOUTO B MOMEHTa Ha ITycKaHe Ha Ma3apa ChABP)KaT KPBbBHU IPOJYKTH,
IU1a3Ma WM KPbBHU KJIETKH, C U3KIIOUCHHE Ha MEIULMHCKY M3eNus 110 1. 3, T. 3;

7. MEIUIMHCKHU W3Menus 1o wi. 2, aim. 1, T. 1, KouTo HE ca NMpeAHA3HAUYCHM 3a MyCKaHE Ha ma3apa,
U3II0N3BAaT C€ Ha MSCTOTO Ha IMPOM3BOACTBO M AKO CE M3IOJI3BAT B OOEKTH B HEMOCPEACTBEHa OJIU30CT A0 HETO,
COOCTBEHOCTTa BBPXY TAX HE C€ MPEXBHPJISA HA IPYTO IOPUINIECKO JIHLIE.

(2) B caywaute mo am. 1, T. 2 u3nmenuero TpsAOBa Aa OTroBaps Ha HW3UCKBaHMATA Ha 3aKOHA 3a
JICKapCTBEHUTE MPOJAYKTH B XyMaHHaTa MeauluHa. ChIIECTBEHUTE U3UCKBAHU, ONPEAEICHHU 10 pea Ha TO3M 3aKOH,
ce MpuJjIaraT caMmo 1o OTHOILIEHHE Ha XapaKTEPUCTHKHUTE, CBbP3aHU ¢ 6€30MacHOTO (YHKIMOHUPAHE HA U3ENUETO.

Ui 6. B u3nbiiHeHHE HA TPABOMOUIIUSATA CH 110 TO3H 3aKoH UAJI:

1. (u3m. - IB, 6p. 110 ot 2008 T.) M3BBpILIBA perucTpanys IpH YCIOBHATA U TI0 pe/ia Ha TJiaBa BTOPa,
2. U3/1aBa pa3penieHus 3a IPOBeKJaHe Ha KITMHUYHY U3IUTBAHUS C METUIIMHCKH WU3JICIHS;

3. (m3m. - [IB, Op. 54 ot 2012 r.) u3gapa paspeiieHus 3a ThProBHs Ha €IPO C MEIUIIMHCKH U3ICIIHS;
4. U3BBPILBA HAA30P HA ITyCHATUTE HA Ma3apa W/WIK B ICHCTBUE METUIIMHCKY U3]ICIHS,



5. (m3m. - JIB, Op. 54 ot 2012 r.) ochIiecTBsIBa KOHTPOI BHPXY CbXPaHEHHETO, THPTOBUATA, KIIMHUIHHUTE
U3MUTBAHUS U 0€30MacHOCTTa HA MEAULIMHCKUTE U3/1ETHS;

6. TmoAIbpKa CHCTEMa 3a PETHCTPUpPaHe M aHaIW3 Ha ChOOIICHHMSA 33 MHUMACHTH C MEAWIMHCKUTE
W3/IeNnd U TIpeAnpueMa CbOTBETHH MEPKU;

7. ydacTBa CbC CBOU IpeacTaBUTENH B LleHTpamHaTa KOMUCHS 1O €THKA, Ch3AaJeHa 110 peAa Ha 3aKoHa 3a
JICKApCTBEHUTE IIPOAYKTH B XyMaHHAaTa MEIHULIMHA,;

8. mpenocraBs uHpopmanusi B EBpormeiickata 6a3a naHHM BBB Bpb3Ka C IyCHATHTE Ha Ma3apa /WM
IIyCHaTHUTE B JEHCTBUE MEAULIMHCKU H3/EIHNS;

9. yuacTBa B IefHOCTH B 00JlacTTa Ha MEJUIMHCKUTE U3JENUs, CBHP3aHu ¢ paboTaTa Ha MEXIyHAPOIHH
OpraHH, OpraHU3aluy U JOTOBOPH, 0 KouTo Pemybnuka brarapus e crpana, ¢ perylaTopHUTE U KOHTPOJIHUTE OpraHu
Ha JIPYTH IbpPKaBH U C OpraHU3aIllMUTe, paboTely B 00JacTTa Ha peryaausaTa Ha MeTUIIUTHCKH U3/IeTIHS;

10. (u3m. - [IB, Op. 110 ot 2008 1.) ch3aaBa 1 moAABbpXKa perucTpure no wi. 31, an. 2, un. 58, an. 1 u wi.
81;

11. ocpiiecTBsiBa ApYr AEHHOCTH, MPEIBUIECHN B TO3H 3aKOH.

Ui 6a. (HoB - IB, O6p. 110 or 2008 r., B cmma ot 21.03.2010 r.) M3nbaHATETHATA arcHIHS II0
JIeKapcTBaTa U3rOTBS MOTHUBUPAHO MCKaHe 0 EBponeiickaTa koMHCHs 3a TpEANpUeMaHe Ha HEOOXOJIUMUTE MEPKH,
KOTaTO TPEICHH, Ye:

1. mpunaranero Ha KJIACH(PUKAUOHHWUTE MPaBUiIA MO WiI. 2, al. 3 W3UCKBA B3EMaHETO Ha pelleHHe 3a
KIacu(UKAIHITA HA ONPECIICHO MEUIIMHCKO U3/IEINe HITH KaTEeropus OT U3JeNus mo wi. 2, ain. 1, 1. 3;

2. MaieHo METUITMHCKO H3JeNHe WIW Tpyma OT H3Jenus mo wi. 2, ai. 1, T. 3, HE3aBHUCHUMO OT
KJIACU(UKAITUOHHUTE MPaBUIIA TIO WI. 2, aJl. 3, MOXe Ja 0blie KiIacu(QUIMPAHO KaTo APYT KI1ac U3/,

3. ChOTBETCTBHETO Ha AaJICHO MEIUITMHCKO M3/IEINE IIM Ha TPYIIa OT U3ACTHs 10 Wi. 2, ai. 1, 1. 2 wmm 3
TpsiOBa Ja ObJIC OLICHEHO NPY NpUJIaraHe caMo Ha eIHa OT MPEBUACHUTE B HapeaOuTe 1Mo wi. 18 mpouenypu;

4. ce HayNara B3eMaHe Ha PElICHUE 32 TOBA, JAllM OIPEJeNIeH POAYKT WM Ipyla OT NPOJYKTH Momajaa B
MPUIIOKHOTO T0JIE HA TO3H 3aKOH.

Yo 7. (1) 3a peructpanus 1 U31aBaHe Ha YAOCTOBEPEHHE 3a PETHCTPAIINs, 32 H3/IaBaHe HA pa3peIeHus 1
yIIOCTOBEPEHUS 110 pella Ha TO3W 3aKOH, KAKTO M 3a BIHCBaHE HA MPOMEHHM B TAX, CE€ 3alllaliaT TakcH B pasmep,
orpenesneH B Tapuda, oqo0peHa oT MUHUCTEPCKUS CHBET.

(2) CpencrBata OT TakcuTe 1O aji. 1 U OT MIOOWUTE W UMYIIECTBEHUTE CAHKIIMH, HajaraHu Ha (PU3HYECKU
U I0pUAMYECKH JIMLA 110 pefia Ha TO3M 3aKOH, Ce BHACAT KaTo mpuxox mo Oromxera Ha MAJI u Ha JIbpkaBHATa areHIus
3a METPOJIOTUYCH U TEXHHYECKU HA/I30p B CHOTBETCTBHE C N3BBPIICHATE OT TAX ACHHOCTH 10 ai. 1.

Pazpea I1.
IIyckane Ha ma3apa u/WiiM NyCcKaHe B JefiCTBHE HA MeIUIIUHCKU W31eTUs

Un. 8. (1) MeaunuHckuTe U3AeIMs ce MyCKaT Ha Ta3apa W/WiH ce MyCKaT B JCHCTBUE, KOraTO OTrOBAPSIT
Ha U3UCKBAHUATA HA TO3M 3aKOH U Ha aKTOBETE IO NMPHJIArAHETO MY.

(2) MenunuHCKHTE W3NS, C U3KITIOUEHUE Ha N3pab0TeHUTE 110 IOPBYKA, CE ITyCKaT Ha Ma3apa W/Wim ce
IyCKaT B ACWCTBHUE, Korato nMat HaHeceHa "CE" MapkupoBka 1mo wi. 15, KosSTo yaocToBepsiBa, ue ChOTBETCTBHETO HA
U3JIENHATa ChC CHIICCTBCHUTE HW3UCKBAaHUSA € OWIO OICHCHO IO MPHIIOKUMUTE TPOIEAYypU 3a OIICHSBAaHE Ha
CHOTBETCTBUETO.

Uin. 9. (1) U3nbnuurennust nupekrop Ha MAJI uznaBa 3amoBen 3a BpeMEHHO IPEYCTAHOBSIBAHE WIIH 32
3a0paHa Ha IMyCKaHETO Ha Ma3apa W/WiH IyCKaHeTO B JISHCTBHE M 3a M3TETJISIHE OT Ma3apa Ha MEAWIIMHCKH H3/IEIHs C
HaHeceHa "CE" mapkupoBka mo wi. 15, kakTo ¥ Ha H3AenHs, U3paboTeHH MO MOpBhYKa, KOUTO MOrar Jia 3acTpaiiaT
3/IpaBeToO W 0E30MacHOCTTA Ha MAIIMEHTUTE, Ha MEJUIIMHCKUTE CIISIUATMCTH WM HA TPETH JIMIA, KOTAaTO Ca MPaBUIIHO
WHCTAMPaHU, TOAABPKAHN U C€ M3MOI3BAT 110 TpeAHa3HAuYCHHE.

(2) M3mpnHuTenHaTta areHIUs IO JieKapcTBara He3ab0aBHO uH(opmupa EBpormelickata komucus 3a
3amoBeATa Mo ail. | W 3a mpeAnpHeTHTe MEPKH, KaTo MOCOYBa NMPHYMHHUTE 32 HECHhOTBETCTBHETO HA W3JIENUATA C
M3MCKBaHMSATA Ha TO3U 3aKOH U Ha aKTOBETE 110 MPUJIaraHeTo My, KOUTO MOTAT J1a Ce JIbJIKAT Ha:

1. HeM3IThIHEHUE Ha CHIECTBEHUTE N3NCKBAHUS, OMIPE/IIICHN B HapeaouTe 1Mo 1. 18;

2. HETIPABUJTHO MpUJIaraHe Ha CTaHAapTuTe mo wi. 13, am. 1;

3. HeooCTaThUU B CTaHAAPTUTE MO wi. 13, an. 1.



Un. 10. (1) Jlumero, koeTo HOCH OTTOBOPHOCT 3a ITyCKaHETO Ha Ta3apa W/WiU 3a IMyCKaHeToO B JeiicTBHE
Ha METUIIMHCKUTE U3/IENNs, € IPOU3BOJUTEIAT.

(2) (U3m. - IB, 6p. 110 or 2008 r.) Korato mpow3BOIUTENAT HE € YCTAHOBEH Ha TEPUTOpHUATA Ha
IbpKaBa WIEHKa WIM Ha JbpKaBa OT EBpONENiCKOTO MKOHOMHYECKO MPOCTPAHCTBO, TOH MHCMEHO YITBJIHOMOIIABA
CBOH NpeJCTaBUTEN, HApUYaH MO-HATaThK "YI'BIHOMOIIIEH MpeacTaBuTen". 3a MEAUIMHCKO U3JeNUe WIN U3JENUe OT
€/IMH U ChLI MOJIeJI, IIyCHAaTO/U Ha na3apa Ha OOIIHOCTTA, IPOU3BOAUTEIAT YIIBIHOMOIABA CAMO €/IHO JIMLIE.

Un. 11. (1) (Jom. - IB, 6p. 84 ot 2012 r., B cuia ot 02.01.2013 r.) IIpousBoguTENAT HA MEIUIIMHCKH
W3Nenud € JUThXEeH Ja TH TPOEKTHpa, pa3paboTBa, NMPOU3BEXIA, OMAKOBAa M ETHKETHpPa B CHOTBETCTBHE ChC
CBILICCTBEHUTE W3WCKBaHHA, OMpeEJielieHH B HapenOurte mo wi. 18 oT TOo3W 3aKOH W/WiIM Ha TiaBa mera "a" u Ha
HapenoOara rmo wi. 217, an. 1 ot 3akoHa 3a 3amIUTa OT BPEIHOTO BB3/IEHCTBIE HA XUMUYHHUTE BEIIECTBA M CMECH, U JIa
OCHUTYpH OICHSBaHE HA ChOTBETCTBUETO MM TI0 MPUIIOKUMHUTE 32 TSAX HPOLEAYPH.

(2) (U3m. - IB, Op. 110 ot 2008 r.) OueHsBaHETO Ha CHOTBETCTBUETO MO ajl. | ce W3BBHPIIBA OT
MIPOM3BOIUTEIIS.

(3) (Hosa - JIB, Op. 110 ot 2008 r., mon. - [IB, Op. 84 ot 2012 r., B cwia ot 02.01.2013 r.)
[IponsBoauTensT Moe /1a Bb3JIOKM Ha YIIBIIHOMOIIECHUS CH MPEACTABUTEN JIa TIPHIIOKH TPOIIeTypUTe M0 OLICHSBaHE
Ha CHOTBETCTBHUETO, OIpEeIeHd B HapeaAOuTe 1Mo wi. 18 oT To3M 3aKOH W/WiM Ha TJaBa nera "a" u Ha HapenOara 1o
yi. 211, ann. 1 oT 3akoHa 3a 3alIKdTa OT BPEJHOTO BB3/IEHCTBHE HA XMMUYHUTE BELIECTBA U CMECH.

(4) (ITpenumina an. 3, usm. - JIB, 6p. 110 ot 2008 r.) Korato npoueaypure, onpeaeicHu B HApEAOUTE 110
1. 18, u3ucKkBaT HaMmecaTa Ha HOTH(HUIMPAH OpraH Mo Wi. 64, an. 2, IPOU3BOAUTENAT WIN YIIBIHOMOIICHUAT MY
MIpeJICTaBUTEN B CIy4YauTe 1O ajl. 3 Bb3Jara Ha M30paH OT HEero HOTH(HIMpPAH OpraH Ja M3IBJIHU IPUIOKUMHTE 32
BH/JIa HA U3/ICJIUETO MPOIEAYPU B PAMKHUTE HAa KOMIIETEHTHOCTTA MY.

(5) (Hom. - 1B, 6p. 110 ot 2008 1.) B ciryyante Ha IPOU3BOJACTBO HA METUITMHCKH H3ACINS 110 49II. 2, ajl.
1, T. 3, IpH KOETO € M3MOJI3BaHa HEXKU3HECITOCOOHA )KUBOTHHCKA ThKaH WM HEXU3HECTIOCOOHU MPOJYKTH, MMOTyUICHU
OT JKMBOTHHCKH THKaHU, MPEIN OICHABAHE HAa CHOTBETCTBHETO MM IO al. | MPOW3BOAMTENSAT M3BBHPINBA aHAIH3 Ha
pHCKa W yIpaBJIeHUE Ha pUCKa MPHU ClIa3BaHEe Ha M3UCKBAHUATA, ONIPE/IeNICHH B HapeaouTe 1o 4i. 18.

(6) (Ilpegumua an. 4, usm. - [IB, 6p. 110 ot 2008 r.) [IpoM3BOAUTENAT WM HETOBHAT YIIBIIHOMOIICH
NpeACTaBUTEN W HOTHQUIMPAHHUAT OpPraH MO ajl. 4 CKIIOYBAT JIOTOBOP 32 YCIIOBHATA, MPU KOWUTO CE MPOBEKIA
OIICHsIBaHE ChOTBETCTBHETO HA MEIUIIUHCKUTE H3ICIHSL.

Y. 12. (1) (Hom. - [AB, 6p. 41 ot 2009 r., B cmia ot 02.06.2009 r., u3m. - IB, 6p. 98 ot 2010 1., B cuma
or 01.01.2011 r.) B uHTepec Ha 31paBeTO Ha HACEIIEHHETO W MO MOTHBHPAHO HCKaHE Ha perHoHalHaTa 3ApaBHA
nHCHeKuus, Ha HamuoHanHus weHTbp mo mpoOiieMHTe Ha OOILIECTBEHOTO 3ApaBe WM Ha JICUeOHO 3aBeicHHUE
MUHUCTBPBHT Ha 3/IpaBeola3BaHETO WJIM ONPABOMOILIEH OT HETO 3aMECTHUK-MHUHUCTBD NPH MOJIOKUTEITHO CTAHOBUILE
Ha W3IBJIHUTENHUS AupekTop Ha MAJl MoXe chC 3aloBeA IO M3KIIOYEHHE J1a pa3pelld IyCKaHeTO B JeiicTBuEe Ha
MEJUILUHCKO U3zenue, 06e3 1a ca HaJIUIe YCJIOBUATA 110 4Il. 8.

(2) YcnoBusita M penbT 3a IMyCcKaHe B ACHCTBHE Ha M3Aenus mo an. | ce ompeaensT ¢ Hapeaba Ha
MUHHUCTBpPA Ha 3[JpaBe0Na3BaHETO.

Yn. 13. (1) (Jom. - B, 6p. 84 ot 2012 r., B cma ot 02.01.2013 r.) Koraro MequnuHCKUTE U3ACTUS ca
MIPOEKTUPAHA W TPOM3BEICHH B CHOTBETCTBHE C HAIMOHAJIHH CTAaHAApPTH, KOUTO BBHBEXKIAT XapMOHU3HWPAHUTE
€BPOIEHCKYU CTaHIapTH, IPUEMa Ce, Y€ TE OTTOBAPAT HA CHIECTBCHUTE U3UCKBAHMSI, ONIPEIICIICHN B HAPEIOUTE I10 HJI.
18 oT TO3W 3aKOH W/WIW Ha TJaBa mera "a" w Ha Hapexabara mo wi. 21m, am. 1 ot 3akoHa 3a 3alMTa OT BPEIHOTO
BB3/ICHCTBHE HA XUMUYHHUTE BEIIECTBA U CMECH.

(2) (U3m. - JIB, 6p. 110 ot 2008 1., B cmma ot 21.03.2010 r.) Koraro MequnuHCKUTE U3AETUS 110 9I. 2,
an. 1, T. 2 1 3 ca MpoeKTHpaHH U MPOU3BEICHH B CHOTBETCTBHE ¢ ouunanHara papmakornes B Perryonuka brirapus,
ompeneneHa B wi. 12 Ha 3aKoHa 3a JIEKapCTBEHUTE MIPOAYKTH B XyMaHHATa MEUIMHA, TPHEMa ce, Y€ T OTrOBapsT Ha
CBIIIECTBCHUTE U3UCKBAHMSI, OTIPEICIICHN B HapeaouTe mo wi. 18.

(3) Koraro menuiuHCcKUTE M3enus 1Mo wi. 2, ai. 1, T. 1 oT ciuchbk A, a mpu HEOOXOAUMOCT - U OT CIIUCHK
b, ca mpoekTrupanu u Mpon3BeIeHN B CHOTBETCTBHE C OOIIM TEXHUYECKH cHenu(puKanmy, mprueMa ce, 9e Te OTTOBapsT
Ha CBIIECTBCHUTE U3UCKBAHUS, ONIPEJICIICHU B HapeaouTe mo uwi. 18.

(4) Korato mpom3BoAMTENSIT HE MOXE Ja CHa3W M3WCKBAaHWATA HA aj. 3, TOM NpueMa TEeXHHYECKH
pEIIeHHs, C KOUTO Ja MOCTUTHE EKBUBAJICHTCH PE3yJITaT.

(5) Koraro ycraHoBm, We cTaHAapTHUTE TO al. | He MOKPHBAT HAITBIHO CHIIECTBEHUTE H3WUCKBaHUS,
onpenenern B Hapeaodute mo wi. 18, MAJI u3rorss u ceriacyBa opuaiia IbpyKaBHA IMO3UIUS, KOSITO C€ MPEICTaBs



Ha EBponeiickaTta komucusl.

Un. 14. (1) (Jom. - IB, 6p. 84 ot 2012 r., B cuia ot 02.01.2013 r.) [Ipou3BoaUTENAT HA MEIUIIMHCKH
W3JIeNHs ChCTaBs TEXHUYECKA JOKYMEHTAIHS, YHETO ChIbPKaHNE € ONPEIEICHO B ChOTBETHUTE HAPEIOH 110 4. 18 oT
TO3W 3aKOH W/WJIM Ha Hapeadara mo wi. 21x, an. 1 or 3akoHa 3a 3aliuMTa OT BPEAHOTO BB3ACHCTBHEC HA XUMUYHUTE
BEII[ECTBA U CMECH.

(2) Cnen w3npJIHEHNE Ha MPUIOKUMHATE TIPOIICIYPH 3a OICHIBAaHE Ha CHOTBETCTBUETO IMPOU3BOIUTEIISAT
WJIM HETOBUSAT YITBJIHOMOIICH MPEJICTABUTEN ChCTaBs JICKJIApallns 32 CbOTBETCTBHE HA MEUIIMHCKOTO U3JIENIHE.

(3) Ilpon3BOANTENAT WM HETOBHUAT YITBITHOMOIIIEH TIPEJCTABUTEN € JTHKEH /1a ChXpaHsIBa TEXHUUECKaTa
JOKYMEHTanmMs mo ai. 1 u Jexiapanuara 3a ChOTBETCTBHME MO aj. 2 Hail-Maiko 5 TOAMHM OT JaraTa Ha
MIPEyCTaHOBSBaHE Ha MPOM3BOACTBOTO HA METUIIMHCKOTO M3/EJHe U JIa TH MPEACTaBs IPU IMOMCKBAHE 3a ITPOBEpKa Ha
JMIaTa mno 4i. 86, an. 2.

UYn. 15. (1) "CE" mapkupoBkara ¢ rpaduuHo M300paKeHHe ChITIACHO MPHJIOKEHUETO, KOSTO Ce HaHacs
BBPXY MEIUIMHCKOTO H3JIeHe MpPEAH MyCKaHeTO My Ha Ta3apa W/WIH ITyCKaHeTO My B JeWCTBHeE, TpsOBa na ce
pas3uuTa JECHO U J1a He MOXKe J1a ce 3aIu4u Oe3 cieau.

(2) "CE" mapkupoBKaTa ce HaHacs Ha BHIAMMO MSCTO BHPXY H3AEITHETO, B HHCTPYKIIUATA 32 YIIOTpeOa u
BBPXY HEroBaTa CTEpPHJIHA OMAKOBKa, aKo MMa TakaBa. KoraTo e Bb3MOXKHO, TS C€ HAaHACS U BBPXY MOTpeOHTeNcKaTa
OITaKOBKa.

(3) "CE" mapkupoBKaTa MMa BHCOYHMHA Hai-Majko 5 MM, akO ChOTBETHaTa Hapemba mo wi. 18 He
npensmwkaa npyro. [lpu HamansBane wim ysennuaBane pasmepa Ha "CE" mapkupoBkara nmponopuuure B rpaduynata
Mpexa TpsOBa Ja ObJaT Cra3eHu.

(4) (M3m. - 1B, 6p. 110 ot 2008 1.) Ho "CE" mapkupoBkarta mo ai. 1 ce HaHacsd HICHTU(UKALTMOHHUAT
HOMEp Ha HOTH(HUIMPAHUSI OpPTaH B cioydauTe 1mo wi. 11, an. 4, korato mpouenypure, onpeAeaeH: B HapeAOnuTe o Wl
18, u3ncKBaT HAaHACSIHETO MY.

(5) "CE" mapkupoBKaTa v HACHTH(GUKATUOHHUAT HOMEp IO all. 4 HE ce HAHACAT BhPXY U3/EIINETO CaMO
KOTaTo pa3MepuTe U popMaTa Ha M3JIEJIMETO HE TIO3BOJISIBAT TOBA.

(6) Bceska mpyra MapkupoBKa, KOSTO Ce HaHAcs BBPXY H3AEIHETO, BBPXY OIMAKOBKaTa My H/WIU B
UHCTPYKIMATa My 3a ymnoTrpeba, He TpsAOBa Ja MOJABEXKIA IMOTPEOUTENs - MEAUIUHCKH CHEIUANNCT WM TAIWeHT,
OTHOCHO MapKUpOBKaTa Mo aJl. 1 u He TpsAOBa Ja HapyIllaBa HefHAaTa BUAUMOCT U YETIHBOCT.

(7) B cimydaii Ha m3menus, KOUTO Ce IyCKaT Ha Taszapa B crepriHa omakoBka, "CE" MapkupoBkara ce
HaHAacsl KaKTO BbpPXY CTEPUIIHATA, TaKa U BHPXY HOTPEOUTENICKATa OTIAKOBKA HA U3/EIHETO.

(8) Ilpm msutocTHO TIpepabOTBaHE HAa HM3ACIMETO, KOETO MOXKE Ja TOBIHsAC Ha HETOBOTO O€30IacHO
m3non3pade, "CE" mapkupoBKaTa ce HaHacs ClieJ] TOBTOPHO OIEHSBAHE Ha W3JACITUETO CBHIVIACHO NPHJIOKHMHUTE
PO AYPH, OTIPENICTICHN B HapeaouTe mo 4. 18.

(9) (don. - B, Op. 84 ot 2012 r., B cuna ot 02.01.2013 r.) Korato MEemuUIIMHCKOTO H3IENHE € B
MIPIJIOKHOTO TTOJIe Ha HapeIOUTe 1o Wi. 7 OT 3aKOHA 3a TEXHHUYECKUTE W3NCKBAHUSA KbM MPOAYKTUTE W/WIIH Ha TIaBa
meta "a" v Ha HapexOaTa mo wi. 217, an. 1 ot 3akoHa 3a 3amIUTa OT BPEAHOTO BB3/CHCTBHE HA XUMUYHHTE BEIIECTBA U
cMmecH, npensrwxkaamy Hanacsiue Ha "CE" MapkupoBka, MapKUpOBKaTa yJI0CTOBEpsIBA ChOTBETCTBUETO HA U3JEITHETO C
M3WCKBAHMATA HAa BCSIKA OT HAPEIOUTE, OCBEH aKO B HAPEIOUTE € MPEABUACHO IPYTO.

(10) Ha n3nox0u, naHaupu, 1eMOHCTPALlMH, TPOMOIIMH, HAYYHN M TEXHHYECKH KOH(EPEHIMH MOraT 1a
ce TPEeICTaBAT MEeTUITHHCKH n3aenus 0e3 HaneceHa "CE" mapkupoBKa.

(11) B cnyuante no an. 10 mpoM3BOAMTENSAT HAHACSH BBPXY HM3IENUSATA BHIMMO O0O3HAUYEHHE, KOETO
HEJBYCMHCIICHO TTOKa3Ba, Y€ T€ He ca MpeHa3HaYeHH 3a ITyCKaHe Ha Ia3apa W/IM 3a IMyCKaHe B IeHCTBHeE.

Ui 16. (1) [IpousBoguTenar Ha MEAUIIMHCKHA HM3ACIUSA € JUTBXKEH Ja MOCOYH HMMETO, CEAIHIIETO U
ajZipeca cu Ha yIpaBJIeHHE BbPXY HU3IEIUETO, BbPXY OMAKOBKaTa My M B MHCTPYKLMSATA 3a ynoTpeba. MHCTpyKuus 3a
yrnoTtpeba He ce M3MCKBa 3a M3AeNus Mo wi. 2, ant. 1, T. 3 ot kiac | u Ila, kouto mo mpenenka Ha TPONU3BOANUTENS MOTAT
Jla ce U3I0JI3BaT Oe30MmacHo 0e3 MHCTPYKIHS 33 yroTpeoda.

(2) Bppxy omakoBKaTa ¥ B HHCTPYKIMATA 32 YIIOTpeba Ha M3AETUs, KOUTO C€ BHACAT OT TPETH IbPIKaBU
Ha TEpUTOpHUsATa Ha EBpONEHCKHS CBIO3 WIM Ha TEPUTOpUSATAa HA EBPONEHCKOTO MKOHOMHUYECKO IPOCTPAHCTBO, CE
ITOCOYBAT JOITBJIHUTEITHO HMETO U a/IpEChT Ha YITBITHOMOIIIEHUS TIPEACTABUTEN W Ha BHOCHTETIS.

(3) UHcTpykuusTa 3a ynorpeda TpsiOBa 1a ObJie ChCTaBeHA U Ha OBJITapCKHU €3UK.

Un. 17. IIpow3BOAMTENAT MM HETOBHAT YIBIHOMOLIEH MpPEICTaBUTEN € AJIBXKEH Ja OCUTYpH
0e30MacHOTO WHCTANMpaHE Ha MEIWIMHCKUTE W3JAeius Ha TepuTopusita Ha PenyOmmka boarapus, koraro



CHGHI/I(i)I/IKaTa UM HU3HCKBA TOBA ChITIACHO MHCTPYKIHATA 34 yHOTpeGa, " [1a TapaHTHUpa DOAAPBIKKATA UM.

Un. 18. (M3m. - [IB, 6p. 82 ot 2009 r., B crna ot 16.10.2009 1.) MUHHCTEPCKUSAT CHBET MO MPEIIOKEHUE
HA MHUHUCTBpPA HA 3]paBEOINa3BaHETO W HA MUHHCThpPAa HAa MKOHOMHKATA, CHEPreTHKATa M TYpH3Ma OMNpPEIes C
Hapea0u 3a METUITMHCKUTE U3ACTUS 10 9. 2, all. 1:

1. CBIECTBEHNUTE U3UCKBAHMS;

2. MPOLICAYPHUTE 3a OLIEHABAHE HA ChOTBETCTBHETO CHC CHIECTBCHUTE U3NCKBAHUSA U ChIBPKAHUETO Ha
TEXHUYECKaTa JOKYMCHTAIIUS;

3. mpaBmIIaTa 3a KiIacu(pUKaIusa Ha MEIUITMHCKATE U3IETHS 110 WI. 2, ai. 1, T. 3;

4. ciUChIIUTE, ONPEICIIAIIM 00XBaTa Ha TPYNUTE HH BUTPO JUATHOCTUYHU MEIUITUHCKHU H3/ICTIVS;

5. M3UCKBaHUATA 32 TIPOBEK/IAHE HA AHAJIM3 HA PUCKA U 32 yIPaBICHUE HA PUCKA 32 MEIMIIUHCKH U3JICITHSI
mo wi. 11, am. 5.

Paznea I11.
IIyckane Ha ma3apa u/Wjid MyCKaHe B JielicTBHE HA MeIUIIUHCKH U3/1eJ1Us1, U3Pad0TEeHH M0 MOPbUYKa

Ut 19. (1) (M3m. - IB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) IIpon3BOUTENAT WM HETOBUAT
YITBIIHOMOIIIEH MPEJICTaBUTEN, IPEIH J1a ITyCHE Ha Ma3apa W/WiH B IeiicTBUE MEULIMHCKO U3ZemHe no wi. 2, ai. 1, T. 2
nin 3, n3paboTeHO TI0 TOPHUKA, ChCTaBs JOKYMEHTAINS, KOSITO ChIbpiKa:

1. ©MeTO ¥ ajpeca Ha IPOUIBOTUTEIIS,;

2. uaeHTH(hMKAIMOHHN JaHHU Ha U3JICITHETO;

3. nexmapanus, 4ye MEIWIIMHCKOTO HM3ZENHe € MpEeAHAa3HA4YeHO 3a CIIeIUaliHa yrnoTpeda OT KOHKPETeH
MAIUeHT, YHETO UME CE MTOCOYBA;

4. WMeTo Ha JeKapsd WIM Ha JeKaps IO JCHTAJIHAa MEAWIHMHA, KOWTO € WM3TOTBHJI 3aJaHHeTO 3a
n3paboOTBaHE HA U3JICIUETO, 1 HAMMEHOBAHUETO Ha JICYeOHOTO 3aBE/ICHUE, KOTaToO € Bh3MOXKHO;

5. cnenu(pUUHN XapaKTEPUCTUKHA HA METUIITHCKOTO U3/IEIHE CHIIIACHO 33/I1aHUETO;

6. nexiapanys, 4ye U3JIeIMeTo ChbOTBETCTBA HA TIPHUIIOKUMHTE 32 HETO CHIECTBEHU M3UCKBAHUS.

(2) (U3m. - IB, 6p. 110 ot 2008 T., B cuima ot 21.03.2010 r.) B cirywante, KoraTo U3/IeNUETO HE OTTOBAPS
Ha HSIKOE OT MPHJIOKHMHUTE 32 HETO ChIIECTBEHN W3UCKBAHHS, HECHOTBETCTBHETO CE 00OCHOBABA B JCKIIapalllaTa Io
am 1, 1. 6.

(3) (dom. - 1B, 6p. 110 ot 2008 1., B cmma ot 21.03.2010 r.) JlokymenTarusTa mo ai. 1 ce chXxpaHsBa OT
MIPOU3BOJMTENS WM OT HETOBUS YITBIHOMOIICH IPEICTAaBUTEN 3a CPOK HaW-Mallko 5 TOJWHHU, a B CIydyauTe Ha
UMIUTAHTUPYEMHU MEJIMIIMHCKA U3JIENUs 1Mo uil. 2, an. 1, T. 3 u Ha u3aenus no wi. 2, ai. 1, T. 2 - 3a cpok Hai-Manko 15
TOJIUHU.

(4) (Hosa - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) lokymeHTanusATa 110 ai. 1, mpuapyxasamia
U3JeNIUATA 10 Wi. 2, ail. 1, T. 2 u u3genusaTa no wi. 2, ain. 1, T. 3 ot kiac Ila, 116 u III, ce mpemocTaBst Ha KOHKPETHUS
MAIUEeHT, WICHTUDUINPAH C UMe, aKPOHUM WA MU(POB KOJ.

(5) (Ilpequmaa an. 4, m3m. - JAB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) [Ipom3BoautensT Ha
u3genus mo wi. 2, ain. 1, 1. 2 u 3, n3paboreHu 1o nopbUKa, NpeAocTaBs Npu norcksane oT MAJI cnucek Ha n3aenusTa,
IyCHATH B JICHCTBHC HAa TEPUTOpHUATA Ha PemyOnmka beiarapus.

Un. 20. (1) (M3m. - AB, 6p. 110 ot 2008 r.) [Ipon3BoauTeNAT CHCTaBsl TOKYMEHTALMs, BKIIIOYBAIlA
ONMCAaHHWE Ha INPOEKTHUPAHETO, HAa IPOM3BOACTBOTO M Ha JEHCTBHUETO HAa H3JCIHETO, BKJIIOYUTEIHO OYAaKBAHOTO
JeiCTBHUE, KOSITO MTO3BOJISIBA OLICHSIBAaHE CHOTBETCTBUETO HA M3/ICNTUETO C U3UCKBAHMATA HA TO3HU 3aKOH M HA HapeaouTe
mo wi. 18. B pgokymeHramusra ce 1ocoyBa M aApechT HAa  IMPOU3BOJCTBEHOTO/NPOM3BOJICTBEHUTE
NOMEIIeHHE/TTIOMETICHHS.

(2) IlpouwsBoguTensaT € HOTBXKEH Ja MpeanpueMe HEeoOXOAWMHUTE MEpKH, 3a Jla OCHIYPHU upe3
MIPOU3BOACTBEHUS TIPOIEC CHOTBETCTBHUE HA M3MIEIHATA 110 WI. 19 ¢ mokyMeHTarusTa 1o ai. 1.

(3) (Hosa - 1B, 6p. 110 ot 2008 1.) [Ipou3BomuTemsT NpeAOCTaBs JOKyMEHTaUusATa Mo an. | 3a mpoBepka
TIpU TIOMCKBaHe Ha JIMIaTa mo wi. 86, a. 2.

Pazgen IV.
IIyckaHe Ha ma3apa Ha CHCTeMH HJIM HA00PH MeIMIMHCKH U3/1eJIusl



Un. 21. (1) Ousznyecko win I0PUIAIECKO JTUIE, KOETO KOMIUIEKTYBA METUIIMHCKH W3NS 110 WI. 2, aJl.
1, . 3 ¢ Hanecena "CE" MapkupoBka, Ipe/y Jia T'M IIyCHE Ha ma3apa KaTo CUCTeMa WU Habop, ChCTaBs JeKiapalius, B
KOSITO 3asiBsIBA, Ue:

1. e KOMITJIEKTYBaJ CHCTEMAaTa Wiu Habopa B 3aBHCHMOCT OT MPEJHA3HAYCHUETO HA OTACTHUTE U3JCIHS ’
OTPaHUYCHHATA UM 32 yHoTpeOa, Onpe/IeNIeHH OT MPOU3BOIUTEIUTE;

2. € TpOoBepWJI CHBMECTUMOCTTa Ha OTACTHUTE METUIIMHCKH H3AETUS W € MPOBEN OIepanuuTe Io
KOMIUICKTYBaHE B ChOTBETCTBUE C UHCTPYKIIUUTE HA TIPOU3BOIUTEIINTE;

3. ¢ omaKoBaJI cUCTeMaTa WM Habopa U e MPeaoCTaBII HeoOXoaumaTa HH(opMariisa Ha MOTPeOUTETITE,
KOSITO BKJIFOUBA CHOTBETHUTE MHCTPYKIIMU OT ITPOU3BOIUTEIIUTES;

4. netHOCTTa My € OOEKT Ha ChOTBETHH MPOIEYPH 32 BETPEIIEH KOHTPOJ U IPOBEPKA.

(2) Koraro HsKOe OT M3MCKBaHMATA HA aJl. 1 HE € U3IIBJIHEHO, cHUcTeMaTa WM HaOOpBT MOJUIekKaT Ha
OIICHsIBaHE Ha ChOTBETCTBUETO ChC CHIECTBEHUTE U3UCKBAHUS, ONIPEICIICHU B HApeaOuTe 1o ui. 18.

Un. 22. (1) Ousnyecko Wi IOPUANYECKO JHIIE, KOETO CTEPIIIN3Npa CUCTEMH WM HAOOPH MEAWIIMHCKU
u3aenus mno wi. 21 u/unu MeIuIMHCKY U3Aenus 1o wi. 2, ai. 1, T. 3 ¢ Hanecena "CE" MapkupoBKa, NpeHa3HAYEeHH OT
[IPOM3BOIMUTENS Ja ObOaT CTEPWIM3HpaHU Ipeau yrorpeba, 3a Ja T'M IIyCHE Ha Ia3apa, TpsiOBa 1a OLIEHH
CBHOTBETCTBHETO UM I10 MIPOLIEYPH, ONIPEAEITICHN B ChOTBETHATa Hapeaba mo wi. 18.

(2) (Hom. - OB, 6p. 110 ot 2008 r.) [lpumaranero Ha mpouenyputre mo amx. 1| W AeicTBHATa Ha
HOTHU(QHIIUPAHUS OpTaH Cce OTpaHW4YaBaT 10 MOCTUTaHEe HAa W3UCKBAHMATA 32 CTEPHIHOCT JI0 MOMEHTA Ha HapyllaBaHE
LIEJIOCTTA Ha OMAaKOBKaTa Ha M3JEJINETO.

(3) JIumeto mo an. 1 cheraBs AEKIapaIis ChIVIACHO W3UCKBAHUATA, IPEABUICHHN B CHOTBETHATA Hapenoa,
4ye CTepPUIIN3ALUATA € U3BBPILIEHA B ChOTBETCTBUE C MHCTPYKIMUTE Ha MPOU3BOIUTEITUTE.

. 23. (U3sm. - JIB, 6p. 110 ot 2008 r.) Jlumata mo wi. 21, an. 1 w wr. 22, an. 1 cepxpaHsBar
JICKJIapalluTe 3a CPOK 5 TOIAMHM U TH NPEJOCTABAT MPU MOUCKBAHE 3a MPOBEPKA Ha JIUIaTa Mo wi. 86, ai. 2.

. 24. CuctemMuTe WIM HAOOpUTE METUITMHCKH HM3ACIUSA MO WI. 21, CTePHMIM3UPAHUTE CHCTEMH WITH
Ha0OpY W MEIUIMHCKUTE u3fenus no wi. 2, amn. 1, 1. 3 c¢ HaHeceHa "CE" mapkupoBka, NpeaHa3HAYEHH OT
MPOM3BOAMTENS Ja ObIAT CTepWIM3UpaHW Tpenud ymorpeda, ce IMyckaT Ha mazapa 0Oe3 mombiaHutenHa "CE"
MapKUpPOBKa, MPHUJIPYKEHH OT WHCTPYKLHUS 32 yHnoTpeda, KOSTO BKIIOYBA, KOTaTo € HeoOxoanmo, mHpopMmanmsira,
MPeIOCTaBeHa OT MPOU3BOIUTEINTE HAa OTACTHUTE U3IENUS OT CUCTeMaTa WM Habopa, U3UCKBAHUATA KbM KOSTO ca
OTIpe/ieTIeHH B ChOTBETHATa Hapeada mo wi. 18.

Pa3zgea V.
OuensiBaHe HA IeliCTBHETO HA NH BUTPO IMATHOCTUYHU MeIUIMHCKH H3/1eJIHsl

Un. 25. (1) Ouenkara Ha CHOTBETCTBHETO HA WH BHUTPO JWATHOCTHYHUTE MEAHUIIMHCKU W3MIEIHS ChC
cHeru(GUUHOTO UM TpeJHA3HAUCHUE TPU YCIOBHS Ha YNOTpeOa, ONpECSiCHH OT MPOU3BOJUTENS, CE M3BBPIIBA C
OILIEHKAa Ha JEHCTBHUETO Bb3 OCHOBA Ha:

1. cOopHM &maHHM OT HAydYHATa JUTEPaTypa, OTHACSIIM CE€ A0 MPEAHA3HAUCHHETO Ha W3ACIUETO, W
KpUTHYCH aHATN3 Ha TE3W JaHHU, V/HIU

2. pe3yiTaTuTe OT M3MUTBAHUATA IIPH OIIEHKA Ha JCHCTBUETO WJIU IPYTH MOIXOISIIN TECTOBE.

(2) TIpou3BOMUTENAT WM HETOBHAT YITBIHOMOINEH MPEACTABUTEN, NPEIH Jla MPEAOCTaBH HH BUTPO
TUATHOCTHYIHN MEIWIWHCKHA HW3IEIUS 3a OICHABaHE Ha JIEWCTBHETO B aKpeIUTHpaHa JIabopaToOpHs, CHCTaBs
JIOKyMEHTAIHS, KOSITO ChAbpXKA:

1. naeHTN(HUKANMOHAN JaHHU Ha U3JIEIIHETO;

2. TUTaH 32 OIICHSBaHE, KOWTO CHhABPIKA IENITa, HAYUYHUTE, TEXHUUECKUTE I MEAUIIMHCKUTE OCHOBAHMUS,
00XBaTa Ha OLEHSIBAHETO M OPOs Ha U3/IEIHATA;

3. CIIUCHK HA aKpeAUTHPAHUTE JTA00paTOPHH, KOUTO YIACTBAT B OLICHABAHETO;

4. HavaHa J1aTa ¥ MIIaHUpaHa NPOABILKUTEIHOCT Ha OLICHSBAHETO;

5. TIpH U3MIENS 32 CAaMOTECTyBaHE - MACTO U Opol Ha juIaTa 6€3 MEIUITMHCKA KBATH(UKAIINAS, KOUTO IIIe
y4acTBaT B OILIEHSBAHETO;

6. mexaparus, Y€ MEAWIMHCKOTO W3JIene ChOTBETCTBA HAa MPUIOKHMHUTE CHINECTBEHH MU3UCKBaHUS, C
U3KIIIOYCHUE HAa TE3HM, KOMTO ca OOCKT Ha OIICHSBAaHE Ha JCHCTBUETO W KOMTO Ca M3PUYHO IIOCOYCHHU, U 4Ye ca
MIPEeNNPUETH BCUYKH TIPENa3HN MEPKH, HeOOXOJMMH 3a 3alliTa Ha 3/IpaBeTO M 0€30MacCHOCTTAa Ha MEIAMIIMHCKUTE



CIICIUAIMCTH, HA TAIUECHTUTE UJIN Ha TPETH JIUIIA.

Un. 26. (1) IIpousBoauTensT cbcTaBd TEXHUYECKaTa JTOKyMEHTAlus o wi. 14, an. 1 u g npencrass 3a
MpOBEpPKa NpU MOUCKBAHE HA JIUILIATA 10 4. 86, aj. 2.

(2) IlpousBomuTensaT € UIBKEH JAa MpeanpueMe HEOOXOIWMHUTE MEpKH, 3a Ja OCHTypH upe3
MIPOM3BOJCTBEHUS MPOLEC CHOTBETCTBUE HA WH BUTPO AWArHOCTHUYHUTE MEIUIMHCKHM H3JIENHA 3a OIEHSIBaHE Ha
JIEUCTBUETO C JIOKYMEHTAIMATA 110 ai. 1.

I'naBa BTOpA.
PETUCTPAIIUA HA JIMLHA, KOUTO ITYCKAT MEAUIIUHCKHA U3JIEJINS HA ITA3APA
GAI'JL. U3M. - 1B, BP. 110 OT 2008 T'.)

Un. 27. (1) (U3m. - B, Op. 110 ot 2008 r., B cuma ot 21.03.2010 r.) Korato mpou3BOIUTENSAT Ha
MEIUIIMHCKH W3ACTN 0 WiI. 2, an. 1, T. 3 oT kiac I, mpou3BoAUTENAT HA U3MSTHS 110 Wi. 2, all. 1, T. 2 u 3, u3paboTeHn
[0 MOPBYKA, KAKTO M (PU3NYECKOTO WM FOPUANYECKOTO Jume mo wi. 21, an. 1 u wi. 22, an. 1 ca perucTpupasu mo
TBproeckus 3akoH, T€ IMOJABAT 3asABJICHHE 32 PErHCTpanys MO oOpasen A0 M3NbIHUTEeNHHS nupektop Ha UAJL He
NO-KbCHO OT 14 JHW ciel MycKaHe Ha W3JCNHETO Ha Ia3apa W/WIM B JISWCTBHE Ha TepuTopuara Ha PemyOnmka
bearapust.

(2) KbMm 3asBieHmeTo 3a perucrpanud mo aji. 1 ce mpuarar:

1. (m3m. - IB, Op. 60 or 2011 r., B cwia or 05.08.2011 r.) enuHeH UACHTU(UKANMOHEH KOJ Ha
IPYKECTBOTO;

2. HAUMEHOBaHUE U ONHMCAaHUE Ha U3JIENIUETO;

3. IOKYMEHT 3a TUIaTeHa TaKkca B pa3Mep, OIpe/eseH B Tapudara mo wi. 7, ai. 1.

(3) (U3m. - [IB, 6p. 110 ot 2008 r., B crita ot 21.03.2010 r.) JInmara 1o ajn. 1 ca JUIbXKHH J1a YBEAOMST B
14-gHeBeH cpok u3mbIHUTENHUA AupekTop Ha MAJI mpu mpomsiHa Ha ajapeca cu Ha ympasinenue. [lpu mpomsiHa B
nH(popMarmsiTa 1Mo aju. 2, T. 2 aumara mo an. 1 mojmaBar 10 W3NBJIHATETHUS qupekTop Ha MAJI 3asBienuero mo ai. 1,
KBbM KOETO IpHWJIAraT CBbpP3aHUTE C MPOMSHATA JOKYMEHTH W JIOKYMEHT 3a IUIaTeHa Takca B pa3Mep, OIpeJeNicH B
tapudara o wr. 7, ain. 1.

(4) (Ot™. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.)

Y. 28. (1) Koraro npon3BoAATENAT HA U3AENUS 1O Wi. 2, at. 1, T. 1 mycka oT cBoe UMe Ha Ta3apa W/Win
B JelicTBUE Ha TepuTopusaTa Ha PermyOnuka bbarapus Te3um uzgenus M € perucTpupad 1no ThproBCKHUs 3aKOH, TOH
[10/1aBa 3asBJICHUE 3a PETUCTPALUs 110 00pasel A0 U3BIHUTEIHNU aupekrop Ha MAJL

(2) KbM 3asBenueTo 3a perucrpanud mo aji. 1 ce mpumiarat:

1. (uam. - IB, Op. 60 ot 2011 r., B cuma ot 05.08.2011 r.) enquHeH WACHTU(UKALMOHEH KO Ha
JIPY’KECTBOTO;

2. nHpopMaLus 3a OOIIUTE TEXHOJOTHYHH W/WIN aHAIMTHYHH XapaKTePUCTUKH, CBbp3aHa C PeaKTUBHTE,
MIPOAYKTHUTE OT PEAKTUBUTE, KAJINOPATOPUTE U KOHTPOJIHUTE MaTepHally;

3. B cilyd4aii Ha U3/ienus oT cnuchly A, b U u3enus 3a caMoTecTyBaHe - HAMMEHOBaHUE, BUJI U MOJIEJN Ha
W3JEeNUeT0, AaHAJUTUYHH M KOraro € HeoOXOAMMO, AMAarHOCTUYHHU IapaMeTpu IO OTHOIICHHE Ha ChIIECTBEHUTE
W3UCKBaHMs, [IOCOYCHU B HapeaOuTe 1o Wwi. 18, pe3ynraTu oT OlleHKaTa Ha AeWCTBHETO MO TJaBa IbpBa, pasiel V;

4. MHCTPYKIMS 32 yroTpeOa Ha OBJITapCKH €3UK;

5. IOKYMEHT 3a IJIaTeHa Takca B pa3Mep, orpejielieH B Tapudara mo wi. 7, ai. 1.

(3) (M3m. - B, 6p. 110 ot 2008 r.) Ilpon3BoaANTENAT, KOUTO OT CBOEC MME MyCKa Ha Iaszapa W/WIH B
JelicTBUe Ha TepuTopusaTa Ha PemyOmuka bbiarapus HOBO MH BUTPO AMAarHOCTUYHO MEAMIMHCKO H3/EIHE, KOTaTo €
peructpupat mo Tsproeekus 3akoH, nmogasa 1o MAJl nokymeHTanusaTa no aj. 2, KakTo M yKa3zaHue, 4e U3JEIHETO €
HOBO.

(4) (U3m. - B, 6p. 110 ot 2008 r.) M1 BUTpPO IMAarHOCTMYHO MEAMLMHCKO H3JIENHE € HOBO, aKko Ha
rasapa Ha JAbpKaBa 4WICHKa WJIM Ha IbpXkaBa oT EBponeickoTo MKOHOMHYECKO HPOCTPAHCTBO MpPe3 MOCIECIHUTE TPH
TOJUHHU:

1. TakoBa mM3neNMe HE € OMII0 MOCTOSIHHO HAJMYHO 32 aHAIM3UPAaHUTE BEIECTBA WM APYTH MapaMeTpH,
WA

2. He e Ouia HaJTMYHA aHAJIMTUYHATA TEXHOJIOTHS, U3MI0JI3BaHa 3a JaJeHUTE aHaJH3UPaHU BELIecTBa WU
HapaMeTpH.

(5) (Ot™. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.)



(6) (U3m. - [IB, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) 3asBnernero 3a perucrpanus o ain. 1 u 3 ce
nojiaBa B 14-THEBEH CPOK OT JjaTraTa Ha IyCKaHe Ha Ma3apa W/HiM MTyCKaHe B JeCTBUE HA M3JIENUATA [0 WI. 2, ai. 1, T.
1.

(7) (U3m. - JIB, 6p. 110 ot 2008 ., B cmma ot 21.03.2010 r.) Jlumara mo am. 1 u 3 ca IeXHU Aa
YBEAOMST B 14-THEBEH CPOK M3IMTBJIHUTENHUSA aupekTop Ha AT mpu:

1. mpomsiHa B ajpeca Ha yIpaBJIeHUE;

2. 3HAUUTEITHU IPOMEHH B HH(POPMALUATA IO all. 2, T. 2 U 3;

3. (otm. - JIB, 6p. 110 ot 2008 r., B crura ot 21.03.2010 1.)

4. u3TerNsHEe HA U3JICIMETO OT Tasapa.

Y. 29. (U3m. - JIB, 6p. 110 ot 2008 r., B cua ot 21.03.2010 1.) (1) B cmydaunTe no wi. 10, an. 2, korato
VII'BIHOMOIIICHUAT TPEACTABUTENl € pEerucTpupad 1o T[HproBckus 3akoH, mnojaBa g0 WAJl 3asBieHue
MIpHUIpYXKaBalaTa ro JOKyMEHTAIHs 33 U3/IeNusATa o wi. 27, ai. 1 w/vwim no wi. 28, an. 1 wim 3.

(2) YopnHOMOMIEHUAT TipeacTaButen mo an. 1 yBemomsiBa MAJI mpu Bcsika mpomsiHa Ha ajjpeca CH Ha
yIIpaBIICHUE.

Ui 30. (U3m. - JIB, 6p. 110 ot 2008 1., B cruma ot 21.03.2010 r.) 3a BCHUkH u3menus mo wi. 2, ai. 1, 1. 2
u mo ui. 2, an. 1, 1. 3 ot kinac lla, 116 wm III, mycHaTu B neiictBue Ha TepuTopusita Ha PenyOnuka Bearapus, MAJI
MOJKe [1a TONCKa JaHHH, HICHTU(UIMPALIH H3AEIUEeTO, ETUKET M HHCTPYKLUS 3a yIoTpeoa.

UYn. 30a. (Hos - IB, 6p. 110 ot 2008 r., m3m. - [IB, 6p. 39 ot 2011 r., B cuna ot 01.01.2012 1.) (1)
W3nbaHUTENHATA areHIMs MO JIeKapcTBaTa TOAIbPKA HAa HWHTEPHET CTPAaHHUIATA CH CIHCHK HA MEIUIIMHCKUTE
W3JeNUsl, KOUTO Morar Ja ObJaT 3aIuialllaHd ChC CpPeJICTBA OT Orojpkera Ha HanmoHamHaTa 3paBHOOCHUTYpPUTEITHA
Kaca, OT peryOnruKaHCKUs OO/KET, U3BBbH 00XBaTa Ha 3aJBJDKUTEIHOTO 3IPaBHO OCHUTYpPSABaHE, OT PEmyOIMKaHCKHS
Oropker, upe3 Oromkera Ha MUHHUCTEPCTBOTO Ha Tpyda M COITMANIHATA TOJWUTHKA, OT OMODKETa Ha JICUCOHWTE
3aBeJICHUS MO WI. 5 OT 3aKOHA 3a JIeueOHNTE 3aBEeICHHS, KAKTO M ChC CPEACTBA Ha JICUEOHHUTE 3aBEICHUS C IbPKABHO
v/vnm oOuIHCKO ydacTue mo wi. 9 u 10 ot 3akoHa 3a TedeOHUTEe 3aBEICHMS.

(2) CnuewksbT 10 ai. 1 chabpxa:

1. o6y uaeHTHHUKAIIMOHHN TAHHH U XapaKTEPUCTUKU HA METUIIMHCKOTO U3/IEIUE;

2. cepTU(PUKAIMOHEH U PETUCTPAIIMOHEH CTATYC Ha METUIIMHCKOTO U3/IEITHE;

3. ThproBcka MH(pOpMALMA, BKIIOYUTEIHO MPOAAKHA LEHAa 33 MEOUIMHCKOTO H3JeNhe, KaKTo W 3a
HpOI/I3BO}II/ITeHH/}IH'bHHOMOHIGHI/ISI npeaACTAaBUTEI UJIU ThPTOBELa HA MEAUMIMHCKOTO U3IACIIUC,

4. ctoiHoCT o 4. 300, ai. 1.

(3) YcnoBusiTa U peAsbT 3a BKIIOYBAHE B CHHCHKA MO al. | ¥ 32 HETOBOTO MOJIBPIKAHE CE ONMPENEIAT B
Hapezl6a Ha MI/IHI/ICTCPCKH}I CBBCT, NPHUETA IO NPCAJIOKCHNEC Ha MUHUCTBPA HAa 3JpPaBCONa3BaHCTO U MUHUCTHpPA HA
TPyJia ¥ COLMAITHATA TTOJIUTHKA.

(4) He ce 3arutamar cbC cpeACcTBa MO aji. | MEAWIIMHCKU U3/EHs H3BBH CIIUCHKA 110 ail. 1.

Y. 306. (Hos - JIB, 6p. 39 ot 2011 r., B cuma ot 01.01.2012 r.) (1) AbpkaBara eXeromHO OMpPeIes
CTOMHOCTTA, /IO KOATO Ce 3arianar MeIUIIMHCKUTE U3JeIHsl, BKIFOUSHH B criichbka o wi. 30a, am. 1.

(2) YcnoBusita ¥ perbT 3a ONPENEsIHE Ha CTOWHOCTTA Ha MEIUIIUHCKUTE H3CIVsI 110 al. 1 ce onpenensT
B Hapeabara o wi. 30a, axn. 3.

Y. 31. (1) (Orw™. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.)

(2) (U3m. - 1B, 6p. 110 ot 2008 T., B crma ot 21.03.2010 r.) M3meaHUTEIHATA areHIINS 110 JIeKapcTBaTa
BOJU PETUCTHP, KOUTO ChABPXKA:
. HOMEp | JjaTa Ha PeruCTpaIns;
. HANMEHOBAHUE, BUJ M KJTaC Ha METUITUHCKOTO U3/ICIINE;
. M€ U aipec Ha yNpaBJeHUE Ha 3asBUTENS 1o wi. 27, an. 1, wi. 28, an. 1 u 3 uun. 29, an. 1;
. laTa Ha 3aJIMYaBaHe HAa MEAUITMHCKOTO U3MIETTNE OT PETUCTHhPA U OCHOBAHHUETO 32 TOBA;
. 320€JIeKKHU IO BITUCAHUTE OOCTOATENICTBA.

(3) (M3m. - 1B, 6p. 110 ot 2008 T., B crma ot 21.03.2010 r.) M3meaHUTENHATA areHIIAS 110 JIeKapcTBaTa
MPEAOCTaBs JTaHHU 3a perucTpanyara Ha uiaenusta mo wi. 27, am. 1, wi. 28, an. 1 u 3 u mo wi. 29, an. 1 mpu
MIOWICKBaHEe OT PETyJaTOPHH OpraHW Ha JPYTH IbPXKaBU WICHKH WIH OT PEryJaTOpHH OpPTaHW Ha BbpPXKAaBH OT
EBponeiickoTo NKOHOMHYECKO TPOCTPAHCTBO U OT EBporneiickara KOMUCHS.
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I'naBa Tpera.
KIMHUYHUA N3IIUTBAHUSA HA MEIMIIUHCKHU U3JAEJINA

Pazpnean 1.
OO0mm pasnopenou

Y. 32. (U3m. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) KnuHUYHO M3NUTBaHE C MEIUIIMHCKH
u3zenus mo ui. 2, an. 1, 1. 2 u 3 ce npoBex/a ¢ uen:

1. mOTBBpXK/IaBaHE, Y& IPU HOPMAJHH YCJIOBHS Ha ymoTpeda MU3JeIMETO U3IBIHIBA €HA WM MTOBEYE OT
(GyHKIMUTE, ONPEACTICHU OT MPOU3BOIUTEIIS;

2. upeHTH(UIMpaHE HA HEXENAaHW CTPAaHWYHM e(PEeKTH NpU HOPMAalHH YCIOBUS Ha yrorpeba Ha
H3/IEITNETO;

3. IpeleHKa TOKOJKO UASHTH()HUIIMPAHUTE HEXKEIaHH CTPAaHUYHHU e(DEeKTU ca B PAMKHUTE Ha MPUEMJIUBHUS
PUCK, IPEIICHEH CIPSMO I10JI3aTa OT MPEIBUACHOTO PeIHA3HAUYCHUE HA U3JICIINETO.

Ui, 32a. (Hos - /IB, 6p. 110 ot 2008 1., B cmina ot 21.03.2010 r.) OnieHssBaHeTO HA KIIMHAYHATE JaHHU OT
H3IUTBAHETO CE U3BBPIIIBA NIPU YCIIOBHS, ONpEeTeHN B HapeabaTa mo wi. 48, ai. 2.

Ui, 33. KiimHAYHO M3NMHTBaHE ce MPOBEXk A B JICUCOHHN 3aBEJCHUS 110 CMHCHJIa Ha 3aKOHA 3a JIeUeOHUTE
3aBe/IeHUsl.

Un. 34. (1) KnuHUYHOTO M3MUTBaHE C M3AEIHSTA MO Wi. 32 ce MpOBeXa MpH Clla3BaHe HA OCHOBHHTE
NPUHIIMITK, KOUTO TapaHTUpaT NpaBaTa, 0e30MacHOCTTA, 3/IPABETO M YOBEHIKOTO JIOCTOWHCTBO Ha YYACTHHIIUTE B
M3MHATBAHETO, ONpeneneHu B Jlexknapanusara or XeN3WHKY 32 €TUYHUTE MPUHLUIMU MPH NPOBEXKAAHE HAa KIMHUYHU
M3MHATBaHUS BBPXY X0pa.

(2) IlpaBara, Ge30macHOCTTa U 3APABETO HAa YyYACTHULMTE B KIMHUYHOTO M3MHMTBAHE CE MOCTABAT HaJ
HHTEpeCUTE Ha HayKaTa 1 00IIECTBOTO.

(3) KnuanyHOTO W3NUTBaHE ce IMpealpueMa W MPOBEXAa, MPHU YCIOBUE Y€ NMPEABHIUMHUTE IOJ3H 3a
YYaCTHHKA U 32 OOIECTBOTO ONPABAABAT PUCKOBETE.

(4) KinmanyHOTO M3MUTBaHEe TPAOBa J1a ce TUIAaHWpa Taka, 4e HeyJo0CTBOTO, OoNKaTa, CTPaXbT U IPYTUTE
MPEIBUIMMH PUCKOBE BB BPb3Ka ChC 3a00JIIBAHETO Ja Ca CBEIEHH J0 MUHUMYM U IparbT HAa PUCKA U CTENEHTa Ha
(m3nyecka Oonka Na ca TMPEeABAPUTENTHO OMNpEAeNieHM W Ja TOJUIeKaT Ha MOCTOSHEH KOHTPOJI IO BpeMe Ha
W3MHUTBAHETO.

(5) He ce momycka mpenocrtaBsiHe Ha (PMHAHCOBM WJIM IPYIW CTHMYJIM 32 BKJIIOYBAHE HA yYacCTHHUIM B
KIMHUYHOTO M3MHUTBAaHE OCBEH KOMIIEHCAIIMH (Pa3Xxo/u 3a MbTHHU, THEBHU U JPYTH).

. 35. (Omm. - IB, 6p. 110 ot 2008 1., B cmma ot 21.03.2010 1.)

U 36. (1) Usnata uadopmalius OT KIMHUYHO U3MUTBAHE CE 3allMCBa, 00pab0OTBa U ChXpaHsBa 110 HAYUH,
KOWTO OCHUTYpsIBa TOYHOTO W JTOKIIAJBaHE, MHTEPIPETHPAHe W MOTBbpXKIAaBaHe. JINUHUTE NaHHM HA YYACTHUIUTE B
KJIMHUYHOTO M3IMTBAHE CE ChXPaHIBAT ChIJIACHO 3aKOHA 3a 3alllMTa HA JIMYHUTE JaHHU.

(2) HokymeHTanusTa 1o ai. 1 ce chXpaHsBa OT TJIaBHHS WM KOOPIUHUPAIINS H3CIIeN0BaTeN 3a cpok 20
TFOJMHKM OT JaraTa Ha MPHUKIIYBAHE HA KJIMHMYHOTO M3MHUTBAHE M CE MPEAOCTaBs IPU IMOMCKBAHE HAa ChOTBETHATA
KOMUCHS/CHOTBETHUTE KOMHUCHUY 110 eThKa u Ha MAJL

Ui 37. (1) KnuHUYHO M3NMUTBAaHE HA U3MIETUATA 110 WI. 32 ce TOIMyCcKa caMoO BBPXY JIHIIC:

l. Ha KOeTo € MpeldocTaBeHa MpeIBapUTENTHO NHCMeHa WHQOpPMalus 3a CBITHOCTTa, 3HAYCHHETO,
MIOCIIEAICTBHAATA ¥ €BEHTyaJTHUTE PHCKOBE HA KIMHUYHOTO M3MHTBAaHE M B Pa3roBOp C JIEKap HIIU JIeKap 110 JIEHTAJIHA
MEUITMHA - YWICH Ha M3CJIEeI0BATEICKUS EKHUII, CA My Pa3sCHEHHU IIeJIUTE, PUCKOBETE, HEY10OCTBaTa HA U3MMTBAHETO U
YCIIOBUSATA, IPU KOUTO 1€ CE MPOBEK/A;

2. KoeTo € nHPOPMHUPAHO 32 MPABOTO CH JIa C€ OTKaXE 0 BCIKO BPEMe OT M3IHUTBAHETO, O€3 TOBA Jla MMa
OTPHULIATEIHH MOCIEACTBUS 32 HETO;

3. KOeTO € JTajIo JIMYHO MHUCMEHO WH()OPMHUPAHO ChIJIaCHe 3a YUaCTHE.



(2) Koraro nunero e HecrmocoOHO J1a U3pa3H MHUCMEHO ChIVIACHe, TO MOXKE Ja Jajie YCTHO ChIIIacHe B
NPUCHCTBUETO HAa He3aBUCHM cBuzeres. CBUAETENAT yIOCTOBEpsiBA MUCMEHO, Y€ JIMIETO € H3Pa3wio JIMYHO
HHGOPMHUPAHO CHIIIACHE 33 YUACTHE B KIIMHUYHOTO U3ITUTBAHE.

(3) Camo neeciocoOHO JHIE, KOETO pa3dMpa CHITHOCTTA, 3HAYSHUETO, MTOCIIEICTBUATA U CBEHTYATHUTE
PHUCKOBE OT KIMHHYHOTO M3MUTBAHE, MOXKE JIa Nlaje MHPOpPMUpaHO chritacue mo ai. 1, 1. 3 u an. 2. MHdpopmupanoTo
ChIVIACHE 3a y4yacTHe B KIMHHYHO W3IHTBAHE MOXe Jia OBbJie OTTEINIEHO MO BCSKO BpeMe 0e3 OTpHIATEeNTHH
MOCIICACTBUS 32 JIMIIETO.

(4) KnMHAYHOTO M3MUTBAHE BBPXY OTPAHUYCHO JICECIIOCOOHO IIBIIHOJIETHO JIUIE MOXKE Jla ce MPOBEXKIa
Clle/ TIoJTyYaBaHe Ha MUCMEHO MHPOPMHUPAHO ChIJIache OT JIMIETO M OT 3aKOHHHA My NpezcTaBuTen. Ha orpanndeno
JieecriocoOHO MBJIHOJIETHO JIMIE Ce MpenocTaBs HHopMmanusara o ai. 1, T. 1 B ChbOTBETCTBUE C HEroBaTa COCOOHOCT
3a pazbupane. M3puuHOTO My JKellaHHWE Ja € OTTETNIM MO BCSKO BpeMe OT KIMHMYHOTO M3NMHUTBaHe TpsOBa ma Obje
B3€TO MPEABHUJ OT U3CIIeIOBATENs, a IPH HEOOXOAUMOCT - OT TJIABHUS H3CIICOBATEN.

(5) Hudopmupano ceriacwe 3a HEIEECIIOCOOHO ITBIHOJICTHO JIMIE MOXKE M1a Jaae 3aKOHHHAT MY
MIPEJICTABUTEIL.

(6) B cmygante mo wi. 162, aim. 3 ot 3akoHa 3a 3apaBeTo MHYOPMHPAHO CHITIACHE TaBa HA3HAUYCHOTO OT
chJa JHIe.

Y. 38. (1) KnuHIYHOTO M3MUTBaHE BHPXY MAJIOJETHO JIMIIE MOXKE JIa C€ MMPOBEXKAA CIe/ MOoTyJYaBaHe Ha
MUCMEHO MH(MOPMHPAHO ChIJIACUE OT 3aKOHHUTE MY MPEACTABUTENIN - OT JBaMaTa POJUTENIM WIK OT HACTOWHUKA Ha
JULETO, IPU CHa3BaHe W3UCKBAHMATA Ha ui. 37, an. 1, T. 1 u 2 u an. 3. Koraro enIuHUAT pOOUTEN € HEU3BECTEH,
TIOYHMHAII WJIH € JIUIIEH OT POJMTENICKH IpaBa, WM HE ca My IPEIOCTaBEHW TaKWBa IpaBa B CIydanTe Ha Pa3BoO,
MMMCMEHO UHPOPMHUPAHO ChIIACHE JaBa POTUTEIAT, KOUTO yIPAXKHIBA POTUTEICKUTE MpaBa.

(2) KnUHUYHOTO M3MUTBAaHE BHPXY HEITBIHOJETHO JUIIE MOXKE Ja Ce MPOBEXAa CIiel TOoJydyaBaHe Ha
MMMCMEHO MH(MOPMHUPAHO CHIIIACKUE OT JIUIETO M OT 3aKOHHUTE MY IPEICTABUTEIU - OT JBaMara POJUTEIIN WU OT
MONEYUTENsT My, IPHU Clla3BaHe M3UCKBaHMATa Ha wi. 37, an. 1, . 1 u 2 u an. 3. Korato equHusT poauren e
HEU3BECTECH, MMOYMHAT WU € JIUIICH OT POIUTENICKH MpaBa, UK HE ca My MPEJIOCTAaBEHU TaKUBa MpaBa B CIydauTe Ha
pa3Boi, MHCMEHO WH(GOPMHPAHO ChIIIACHE JaBa HEMBIHOJETHOTO JIMIIE W POAUTENST, KOWTO YIpaKHSIBA
POJUTENICKUATE TIpaBa.

(3) Ha ™ManoieTHOTO WM HENBIHOJIETHOTO JIMIE C€ IMpenocTaBs HHQOpMamus 3a CHIITHOCTTA,
3HAYCHUETO, TMOCIIC/ICTBUATA, CBEHTYATHUTE PUCKOBE W TMOJIBUTE OT KIMHUYIHOTO M3MUTBAHE IO pa3bupaeM 3a HETO
HaYMH OT JICKap C MPU3HATA CIICIUAITHOCT IO JETCKU OOJIECTH MM JETCKH IICUXOJIOT.

(4) Cerimacuero Ha POAUTEIINTE WIIM HACTOWHWKA TPsSOBa Ja MPEACTaBIIsABA IMpeAriojaraeMara BOJSI Ha
MAaJIOJIETHOTO JIUIIC U MOXKE Ja ObJIe OTTEIJICHO MO BCSKO BpPEME MPU MPOBEKIAAHE HA KIMHUYHOTO U3MUTBaHE 0€3
OTPHIIATEITHH MOCIIEACTBUS 32 MAIIOJIETHOTO JTUIIE /WM 32 TAX.

(5) Ceriacuero Ha HEIBJIIHOJETHOTO JIMIE M HA POJUTEIIUTE WM Ha IONCYHUTEIS MOXE Ja Oble
OTTErJICHO TI0 BCSAKO BpeMe B MpoIleca Ha MPOBEXJaHe Ha KIMHUYHOTO M3MHUTBaHE 0€3 OTPHUIATEITHH MOCIEICTBUS 3a
THX.

Un. 39. PemenmeTro 3a BKIIOYBAaHEC B KIMHUYHO M3MIUTBAaHE Ha MaJIOJCTCH, HCIIBIHOJCTCH,
H€II€CCHOC06GH WX OI'paHUYCHO Z[CCCHOCO6CH IIBJIHOJICTCH IIaIlMCHT, KOraro HE MOXKC Ja C€ B3E€MC CIICIIHO
I/IH(I)OpMI/IpaHO Chrjacuc oOT pOHI/ITeJ'II/ITC/pOI[I/ITCJ'I}l WIM CHOTBETHO OT HACTOMHHKA WM OT MOICUYMTENISI M KOraTo
HENIOCpEACTBEHATA 1€ € CIaCsiBaHEC Ha XUBOTa MY, CE€ B3cMa Hali-MaJIko OT JBaMa JICKapu, HE3aBUCHMHU OT
BB3JIOKUTEIA U OT INIaBHUSA WX KOOPAUHHUPAIIUA U3CIICI0BATCII.

Y. 40. (1) KnuanyHo n3nuTBaHe BPXY OpEMEHHH MOXKE Aa ce IpednpHeMe U MPOBeXIa Ipyu CHa3BaHe
M3MCKBaHUATA Ha wi. 37 camMo B CIIy4auTe, KOraTo HsAMa JIOKa3aHU JPYTH alTepHATHBHH METOIM 3a M3BBpPILIBaHE Ha
IUAarHOCTHKA WJIM JICYEHHE U KOTaTo TOBa HE 3acTpallaBa )KMBOTA M 3paBETO Ha OpeMEHHaTa M >KU3HECIIOCOOHOCTTa
Ha IJ107a.

(2) PemenneTo 3a BKJIIOYBaHE B KIMHUYHO M3MUTBaHE B Cly4yaWTe MO aj. 1 ce B3eMa OT JeKapcka
KOMHCHS, ChCTaBEHA OT CIELUAIUCTH, HE3aBUCHMU OT BB3JIOKHUTENS U OT [NIABHUS/KOOPAUHUPAIINS U3CIIEI0BATEL.

Un. 41. (1) Ilo BpeMe Ha U3MUTBAHETO YYAaCTHUKBT MpPHU TOMCKBAaHE TIOJdydaBa JOMbIHUTEIHA
nHGOPMAIUS OT HE3aBUCUMO OT BB3JIOKUTES JIHLIE.

(2) [Mucmenara nHGOpPMAIHS, TPEAOCTABIHA HA YIACTHHIIUTE B KJIMHUYHO U3ITUTBAaHE, ChABPKA JaHHU 32
KOHTAaKT C HE3aBUCUMOTO JIMLE 110 aj. l.



Un. 42. (1) llpm mpoBexaaHe HAa EIHOIEHTPOBO WJIM MHOTOIEHTPOBO KIMHWYHO W3MUTBaHE Ha
TepuTopusita Ha PenyOnuka Bbarapus, Korato BB3IIOKHUTENST HE € YCTaHOBEH Ha Teputopusara Ha EBponelickus cbio3
WO Ha TEPUTOpHUATAa Ha IbpKaBa OT EBpPONEHCKOTO HMKOHOMHUYECKO IMPOCTPAHCTBO, TOM YIBIHOMOIIABa CBOM
MIpeICTaBUTEN, YCTAHOBEH Ha TepuTopusaTa Ha PenyOmnuka bearapus.

(2) (U3m. - 1B, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) IIpn mpoBexgaHe HA MHOTOIEHTPOBO
KIMHUYHO W3MUTBaHe Ha Tepuropuara Ha PenyOmmka bbeirapus w Ha TepuTOopHsATa Ha Jpyra Ibp’KaBa
YJICHKA/IbpKABH UJICHKW, W/WIM Ha TCEPUTOPHUATA Ha JbpKaBa/IbpKaBH OT EBpONEHCKOTO HKOHOMHYECKO
MIPOCTPAHCTBO, W/MIIN Ha TEPUTOPHSTA Ha TPETa IbpXKaBa, KOTaTO BH3JIOKHUTEISAT HE € YCTAHOBEH Ha TEPUTOPHUSATA Ha
EBpomneiickust Cbr03, TOM yIIBIHOMOIIABA CBOW MPEACTaBUTEN, YCTAHOBEH HAa TEPUTOPUATA HA JbP:KABA WICHKA WIH
IbpsKaBa 0T EBponeicKOTO HKOHOMUYECKO MPOCTPAHCTBO.

(3) YObIHOMOIIEHUAT TPEACTABUTENT MO ajl. | WiId 2 HOCH OTTOBOPHOCT 3a MPOBEXKIAHETO HaA
KIIMHUYHOTO M3MUTBAaHE HA TepUTOpHsTa Ha PermyOnuka bhirapus cbriiacHO JeicTBaoTO 3aKOHOAATENCTRO.

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

(5) (Ot™. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.)

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

(7) (Otm. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.)

Un. 43. (U3m. - JIB, 6p. 110 ot 2008 r., B cmma ot 21.03.2010 r.) (1) Knuangnotro m3nmuTBaHe ce
U3BBPIIIBA NIOJ] PHKOBOJICTBOTO Ha U3CJIEAOBATE.

(2) KoHTpOJBT BBPXY KIMHHYHOTO U3MHUTBAHE CE U3BBPIIBA OT BH3JIOKUTENSA WU OT YIIBIHOMOIICHUS
My TIpeJCTaBUTEN 0 Wi. 42, an. | win 2, Wik OT Ha3HAYEHO OT HETO JIMIIE - HaOJIro1aBalll.

(3) Ilo Bpeme Ha KIMHUYHOTO M3MHUTBAHE JIEKap, CHOTBETHO JIeKap IO ACHTalHa MEIULKHA, IpOCcieasIBa
3J[PaBOCIOBHOTO ChCTOSIHUE HA YYaCTHHKA U MPH HEOOXOJUMOCT TIPEANpPHEMa ChOTBETHUTE MEJIUITUTHCKA MEPKH.

(4) W3uckBaHMSTa KBM BB3JIOKHTENS, TJaBHUA WM KOOPAMHUpAIIMS H3CIENOBaTel WKbM
HAOJIOIABAINUS M TEXHUTE 3aIBJKCHUS MPH MPOBEKIAHE HA KIMHUYHOTO WU3MUTBAHE CE OMpPECIAT ¢ Hapeadara Imo
1. 48, ai. 2.

Un. 44. (1) BB3/I0KUTENAT M TIABHUAT WIM KOOPAMHUPAIIMAT W3CIENOBATEN CKIIOYBAT IOrOBOP 3a
3aCTpaxoBKa, IMOKpHBalla OTrOBOPHOCTTAa MM 3a MPUYUHCHHUTE IIPU WM IO MOBOA IMPOBCKIAHCTO HAa KIMHUYHOTO
M3MHATBaHE HEMMYILECTBEHN U UMYIIIECTBEHH BPEN Ha YUaCTHULIUTE.

(2) Bp3noxxurensT HOCH OTTOBOPHOCT B CIIy4ail Ha YBpeXKJaHE Ha 3APaBETO WM Ha CMBPT, IPUIMHEHU
Ipy WIM IO IOBOJ IPOBEKAAHETO Ha KIMHUYHOTO H3IMTBAaHE, KOTaTO HM3MUTBAHETO € IPOBEXKAAHO CBITACHO
W3MCKBAHUATA U MPOLEAYPUTE HA OI0OPEHUSI OT KOMUCHATA 110 €THKA ILIaH.

(3) T'maBHUAT WM KOOPAWHUPALIUAT H3CIEN0BaTeNl HOCH OTIOBOPHOCT B Cilydail Ha yBpeKIaHe Ha
3IPaBETO WM HA CMBPT, NPUYMHEHH MPH WIH MO IOBOJ MPOBEKIAHETO HA KIMHUYHOTO W3IUTBAaHE, KOraTo He ca
CIIa3€HU U3UCKBAHUATA U MIPOUCAYPUTE HaA OZ[OGPCHI/ISI OT KOMHCHATA I10 €THUKA IIJIaH.

Pasnea I1.
Pa3pemenne 3a npoBexaaHe HA KJIMHUYHO U3NIMTBAHE

Ui 45. (1) KnuanyanTe W3NUTBAHUS HAa MEAUIIMHCKA W3menus 1o wi. 2, an. 1, T. 3 or wiac III, Ha
MMIUTAHTUPYEMH METUITMHCKHU W3/ ¥ Ha MHBA3UBHU MEAMIIMHCKU U3JICNUS 32 MPOIBIDKUTEIHA yHoTpeba 1o 4. 2,
an. 1, 7. 3 ot xmac Ila wm 116 m Ha w3menmsTa mo wi. 2, ail. 1, T. 2, KOUTO c€ MPOBEKIAT Ha TEPUTOPHATA HA
PenyOnuka bwirapus, Morat fa 3ano4Har clie/I MoJiy4aBaHe Ha MOJIOKUTEIIHO CTaHOBUIINe oT Komucusra mo eTuka 3a
MHOTOIICHTPOBU HM3MUTBAHHUS WA OT KOMHUCHSITA MO €THKA KbM CHOTBETHOTO JICUEOHO 3aBe/CHHE, Ch3IAJCHH ChC
3akoHa 3a JICKAPCTBCHHUTE NPOAYKTH B XyMaHHaTa MEIUIIMHA, U HA Pa3pelICHHE OT M3MBIHUTEIHUSA IUPEKTOpP Ha
HAJL

(2) KAvHUYHUTE U3MHUTBAHUS HA MEIUIIUHCKU U3JCIUs, Pa3IMYHU OT TE3H M0 all. 1, KOUTO ce MPOBEXKAaT
Ha TeputopusaTa Ha PenyOnmka Bbirapus, MoraTt ja 3amoyHar clief] YBEIOMSBAaHE HA M3IBIHUTEIHUS JUPEKTOP HA
MAJI, ako croTBEeTHATAa KOMHCHS ITO €THKA 110 al. | € Jjama moJ0KUTEITHO CTAHOBHIIIE.

(3) Pasnopendute Ha an. 1 u 2 ce mpwiaratr U 3a MEAULIMHCKU u3zaenus ¢ HaHeceHa "CE" mapkupoBka,
KOTaTO KJIMHUYHUTE U3MUTBAHUS Ce MPOBEXKIAT C IIEJ CMSIHA Ha MPEHA3HAYCHUETO UM.

Uit 46. BB37I0KUTEIST WIH TIABHUAT WIA KOOPAUHUPAIIUAT U3CICAOBATET MOXE J1a TIOJIaJIe 3asBICHUC
3a yBeIOMSIBaHE WM pa3pelliaBaHe 3a MPOBEXJaHe Ha KIMHUYHOTO M3MUTBAHE 0 ChOTBETHATA KOMHUCHS 110 €TUKA U



10 MAJI eqHOBpEMEHHO WM MOCJIEIOBATEIHO.

Un. 47. (1) Ilpu MHOTOLIEHTPOBO KJIMHUYHO M3MHUTBAaHE Ha TepuTopusaTa Ha Pemybnuka bearapus nunara
o wi. 46 nmoxasar 3asBieHue 10 KomucusaTa o eTuka 3a MHOTOLIEHTPOBH U3MUTBAHUSL.

(2) Ilpu enHOIEHTPOBO KIMHUYHO U3MUTBaHE HA TepuTopusTa Ha Peny6nuka bearapus numara mo 4. 46
MoraT Jia ojajar 3assieHue 10 KoMucusaTa mo eTuka 3a MHOTOLIEHTPOBH M3MMTBAHUS WM O KOMHCHATA 110 €THKA,
Cbh3/1a/IeHa B CbOTBETHOTO JIe4eOHO 3aBE/ICHHE.

Un. 48. (1) 3a nony4yaBaHe Ha CTAaHOBHUIIEC OT CHOTBETHATA KOMHCHS IO €THKA TJIaBHHST, ChOTBETHO
KOOPIMHHUPAIIHUAT U3CIEIOBATEN WIH BB3IIOKUTEIAT, MPEICTaBS:

1. aTMUHUCTpATUBHA TOKYMEHTAITHS;

2. napopMaIys 32 YIaCTHUK;

3. TOKyMEHTaIusI 3a TUIaHa Ha U3MUTBAHETO;

4. TOKyMEHTAaIMs 332 U3NUTBAHOTO MEAULIMHCKO U3/IEIIUE;

5. JMOKyMEHTaIlus 3a TEXHUYECKUTE BB3MOKHOCTH Ha JIe4eOHOTO 3aBelleHWe W TpodecHoHaIHATa
KBaJIM()UKALIMS HA U3CIICAOBATEIICKHS CKHIT;

6. M3TOYHUK Ha (PUHAHCUpPaHE ¥ aIMIUHICTPATHBHA OPTaHN3AINS Ha M3IUTBAHETO.

(2) CuappxkaHueTo Ha JOKyMEHTaUusATa 1O ail. | ce ompeaens B Hapenda Ha MHHHCTBpa Ha
3/IpaBeOIa3BaHETO.

(3) Koraro xoMmmucusTa MO €TUKAa YCTAaHOBH, Y€ MOKyMEHTAIHATa MO aj. 1 € HembiIHa, TS YBEIOMsBa
3as;BUTENS B 14-THEBEH CPOK U MY JlaBa CPOK 32 OTCTpaHsIBaHE HA HEITBIHOTHTE.

(4) Komucusara mo eTwka W3TOTBA cTaHOBuUINe B 30-IHEBEH CPOK OT MPEACTAaBSIHETO Ha BaJHIHA
JOKyMEHTAIIU, KOETO IIPeIOCTaBs Ha BB3I0xuTes U Ha MAJL

Ui 49. (1) Koraro cTaHOBHUIIIETO Ha KOMHCHSATA IO €THKA MO WI. 48 € OTPUIIATEITHO, BB3IOKHUTEIAT B
14-mHEeBEeH CpPOK OT JaTaTa Ha YBEJIOMIICHHETO MoOKe Ja oOkajBa pemieHueTo 1o LleHTpamHarta KOMECHS TIO €THKa,
Ch3/a/ieHa ChC 3aKOHA 3a JIEKapPCTBEHUTE MPOIYKTH B XyMaHHAaTa MEIUIIMHA.

(2) LenTpanHara KOMUCHS IO €THKa B 14-THEBEH CPOK OT Jlarara Ha MoJiydaBaHe Ha MHCMEHOTO MCKaHe
OT BB3JIOKUTEIIS Ce POU3HACS C PEIICHHE.

(3) Pemrenunero Ha llenTpanHaTa KOMHCHS 10 €THKA € OKOHYATEITHO W 33bJDKUTEITHO 32 KOMHUCHSTA T10
eTHKA.

Ui 50. (1) (M3m. - IB, 6p. 110 ot 2008 r., B cua ot 21.03.2010 r.) 3a mory4aBaHe Ha pa3pelieHue 3a
MPOBEX/IaHEe Ha KIIMHUYHO W3MUTBaHe 1o 4wi. 45, an. 1 Bw3noxutenst nomasa no MAJI 3asBienue mo oOpaserr,
MIPUIIPYKEHO ChC CIeHATA JOKYMEHTAIIUS:

1. I/IILCHTI/Iq)I/IKaHI/IOHHI/I JaHHU 3a MCUIIUHCKOTO U3ACJINEC HA XapTUCH U CIICKTPOHCH HOCUTECIT,

2. TUTaH HAa KIIMHUYHOTO W3IHUTBAHE;

3. Oporrypa Ha U3CIIEIOBATEINS;

4. NTOKyMeHTAaIHs 3a oJlydyaBaHe Ha MHPOPMHUPAHO ChIIIACHE;

5. mexjapaliysi OT MPOU3BOAMUTES AaJH ChOTBETHOTO U3JEIIME MOXKE J1a ObJie OIPE/IeICHO KaTo U3/e/Iue
mo ui. 3, T. 2, 3 uinu 4;

6. nmexiaparusi OT IPOW3BOMWTENS JaJIM TPU MPOW3BOACTBOTO HA HM3AEIHETO TO wi. 2, aim. 1, T. 3 ¢
M3I0JI3BaHa HEXKU3HECIIOCOOHA JKMBOTHHCKA THKaH WJIM HEXKU3HECTIOCOOHU MPOJYKTH, MOJYYCHHU OT KHUBOTUHCKHU
THKaHH;

7. UMeHaTa Ha M3CIEAOBATEIIUTE, HA TJIABHUS WU TJIaBHUTE U3CJICIOBATCIH WM HAa KOOPJAMHUPAIIUSI
W3CcIeIoBaTell, KAKTO W HaWMEHOBAaHMETO W ajpeca Ha JieueOHHWTE 3aBelieHVs, B KOUTO C€ MPOBEXIa KIMHUYHOTO
W3MNHUTBAHE;

8. HauayHa, KpaiiHa jaTta v rpadyK Ha IPOBEXKIAHUTE U3CIICIBAHUS;

9. MOJIOKUTEIIHO CTAHOBHILE OT KOMHUCHSATA IO €THKA, KOTaTO BB3JIOKUTEIAT € MOJAAN IMOCIEI0BATEITHO
3asiBJIEHHUS 110 WI. 46;

10. mexmaparusi, 4e MEIUIIMHCKOTO M37eNie ChOTBETCTBA HA MPUIIOKIMHTE ChIIECTBEHN M3UCKBAaHUS, C
HU3KIIOYCHHUEC Ha TE3H, KOUTO Ca O6CKT Ha KIIMHUYHOTO M3IMUTBAHE, U Y€ Ca MNPCABUACHU BCUYKH IPEAINIa3HU MCEPKU,
HEOOXOIMIMH 32 3all[UTa Ha 3[PaBETO W 0€30MaCHOCTTA HA YYACTHUITUTE B U3MUTBAHETO U HA U3CIICIOBATEIICKUS SKHUII;

11. moroBop 3a 3acTpaxOBKa, IMOKpPHUBAIlla OTTOBOPHOCTTA HA H3CJCAOBATENI W HA BB3JIOKHUTEIS 3a
MIPUYMHEHUTE HMMYIIECTBEHH W HEUMYIIECTBEHHM BpEAW Ha YYACTHUIIUTE B W3MHTBAHETO IMPU WIH IO IIOBOJ
MPOBCKIAHE HA KIIMHUYHOTO U3IUTBAHE,



12. IpoeKT Ha AOTOBOP MEXY BB3IIOKUTEIS U IeYe0HOTO 3aBe/ICHUE;

13. MOKyMEHT 3a IUIaTeHa Takca B pa3Mep, onpezeiicH B Tapudara mo wi. 7, ai. 1.

(2) (Ot™. - IB, 6p. 110 ot 2008 T., B cuma ot 21.03.2010 1.)

(3) (U3wm. - JIB, 6p. 110 ot 2008 ., B cria ot 21.03.2010 1.) [Ipu emHOBpEeMEHHO MOAaBaHe Ha 3asBIICHUS
0 4. 46 BB3IOKUTEIAT MOXKE Jia MPEICTABU CTAHOBUIIETO 1O ai. 1, T. 9 cien morydaBaHeTo My, HO HE MO-KbCHO OT
cpoka 1o wi. 51, am. 1.

(4) (U3wm. - IB, 6p. 110 ot 2008 1., B cuia ot 21.03.2010 1.) Be3moxkuTensar nexinapupa, ue mojajcHaTa
1o UAJI n no xomucHsATa IO eTHKa HH()OpMAITUs B TOKyMEHTAIUATA € UICHTUYHA.

(5) (Homa - IB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) CeabppkaHueTo Ha JOKYMEHTAIIMATA 110 ajl.
1 ce ompenens ¢ HapeaOara o 4. 48, ai. 2.

Un. 51. (1) U3nenHuTenHaTa areHIMs MO JIeKapcTBaTa OIEHABA MOJajeHaTa JoKyMeHTarus mo wi. 50 B
60-1HEeBEH CPOK OT JaTaTa Ha MOJaBaHETO M.

(2) (U3m. - IIB, 6p. 110 ot 2008 t., B cmia ot 21.03.2010 1.) U3neiaauTENHATA areHNNS 11O JIeKapcTBaTa
MOKE J]a IOUCKa JOMBIHUTEIHA HHPOPMAaLHs, CBbpP3aHa ¢ JOKyMeHTanusaATa o wi. 50, an. 1.

(3) B cayuamte mo an. 2 60-mHEBHHAT CpPOK CIHpa Ja Tede IO MPEACTaBIHETO Ha HWCKaHATa
JOKyMEHTAaIuSI.

(4) MBnpmautenHusT qupektop Ha MAJL B cpoka 1o an. 1 yBeqoMsBa MUCMEHO BB3IOKHUTENS, Ue:

1. pa3zpemaBa NpOBEKAAHETO HA KIIMHUYHOTO U3MTUTBAHE, WIH

2. U3MIATBAHETO HEe MOXKe Ja ObJIe MPOBEICHO, KaTO MOCOYBA MOTHBHTE 33 OTKa3a.

(5) B cayuaute 1o an. 4, T. 2 BB3IOKUTEISIT MOXe B 30-THEBEH CPOK OT JaTaTa Ha YBEIOMIICHHETO J1a
npencrasu B AJI 3asBneHne, IpOMEHEHO B CHOTBETCTBHE C M3JIOKEHUTE MOTUBH 3a HETIpHEMaHe Ha MPOBEKIAHETO
Ha KIMHAYHOTO W3MHATBAHE.

(6) B 30-mHeBeH cpok OT AaTara Ha MpeAcTaBsHE Ha MPOMEHEHOTO 3asBieHue mo ain. 5 MAJl yBegomsBa
MMMCMEHO BB3IOKHUTES, e:

1. pazpemaBa NpoOBEKAAHETO HA KIIMHUYHOTO U3MTUTBAHE, WIH

2. U3MIATBAHETO HEe MOXKe Ja ObJIe MPOBENICHO, KaTO MOCOYBA MOTHBHTE 33 OTKa3a.

(7) Ilpenuc OT pa3pemieHUETO 3a MPOBEXKTAHE HAa KIWHUYHOTO H3MHUTBAHE CE M3Mpalia B JIEYEOHOTO
3aBeicHHEe, IOCOUEHO B 3asBlIeHUETO 1o . 50, an. 1.

(8) Ilpu HEIpon3HacsHE B CpOKa 1O ajl. 1 BB3MOKHUTEIAT MOKE J1a 3aII0YHE M3CIEBAHETO BEIHATA.

Un. 52. (1) U3opnautennust aupektop Ha MAJI MOTMBUpaHO OTKa3Ba M3/1aBaHETO HA pa3pelieHUe 3a
MPOBEXK/IAHE HAa KIIMHUYHO U3MUTBAaHE HA TepuTOpusITa Ha Penyonuka brirapus, korato:

1. He ca MpPEJCTaBeHH JOCTATHYHO JOKA3aTEJICTBA 32 OYAKBAHWUTE HAYYHU W MEIUIIMHCKH TOJ3U OT
yrnoTpedaTa Ha MEAUIUHCKOTO U3JICIHE;

2. He ca MpeACTaBeHH YOCTUTEIHH I0Ka3aTelcTBa 3a 0E30IacHOCTTa HAa yYaCTHUIIMTE B WU3MUTBAHETO
W/WITN HA U3CIICIOBATEIICKHS CKUIT,

3. mpenocraBeHata wuHGpOpMalUs 3a OIEHsABaHe OE30MacHOCTTa Ha KIMHUYHOTO U3IMHUTBaHE ¢
HEJ0CTaThYHA;

4. nefiCTBHETO Ha U3JINTUETO HE OTrOBApPsl Ha MPEHA3HAYCHUETO, OTPENICIIEHO OT IPOU3BOIUTEIIS.

(2) Otkazbt mo an. 1 moaexxu Ha 0OKaIBaHe MO pella Ha A TMUHHCTPATUBHOIPOIIECYATHUS KOJIEKC.

(3) (M3m. - B, op. 110 or 2008 r.) M3mpiaHWTENHATa areHOWs IO JIeKapcTBaTa yBEIOMsBa
pETYJaTOPHUTE OpraHu Ha JPYTUTE AbPXKABU WICHKH, PETYJATOPHUTE OpraHu Ha Abp:KaBUTE OT EBpomeickoTo
HKOHOMHYECKO MPOCTPAHCTBO U EBporieiickata KOMUCHS 3a OTKa3a 1Mo aj. | u mpencTaBs MOTUBUTE 32 TOBA.

Un. 53. (1) BB3noxuTensT Moke 1O BCSIKO BpeMe Ja MpaBH NPOMEHM B IUIaHA Ha KIMHUYHOTO
U3IUTBAHE, Pa3JIYHU OT ChILECTBEHUTE IPOMEHH.

(2) B cnyuanre mo an. 1 BB3IOKHUTENAT ChXpaHABa JIOKYMEHTAIUITA, CBbp3aHA C TPOMEHHTE, U S
npenoctaBs Ha UAJl 1 Ha chOTBETHATa KOMHCHS TI0 €THKA.

Uit 54. (1) Be3m0oKHATETAT MOXKE J1a TIPUIIOKH TIaHUPAHU CHIIECTBECHH MPOMEHH B TUTAHA HA KIIMHUIHOTO
M3MUTBAHE.

(2) B cnydanTe o an. 1 BB3NOKHUTENST [MO/IaBa 3asBIICHUE, MPUAPYKEHO C JOKYMEHTAIUs, CBhpP3aHa C
MIPOMEHHUTE, 0 CHhOTBETHATAa KOMHUCHS 10 eThka u 10 MAJL.

(3) Komucusara mo ernka B 15-IHEBEH CPOK OT IMONyYaBaHETO HA 3asABICHUETO IO al. 2 W3TOTBS
CTaHOBMILIE U 'O TIPEIOCTaBs Ha Bb3jokuTtend u Ha MAJL.



(4) B 15-mHEBeH Cpok OT JaTaTa Ha TMONydaBaHE HAa CTAHOBHWINE OT CHOTBETHATa KOMHCHS 1O €THKa
U3IIBJIHATENHUAT aupekTop Ha MAJL:

1. W3maBa NOMBIHEHHWE KBM pa3pelieHHeTO 3a MPOBEXKIaHE Ha H3IHTBAHETO, C KOETO OA00psBa
IpoMsIHATa Ha TUTaHa, TN

2. MOTHUBHPAHO OTKa3Ba ChIIECTBEHA MPOMSHA MO ai. 1.

(5) OTka3bt 110 ai. 4, T. 2 He MOIS)KH Ha 0OKaIBaHe.

(6) Ako B cpoka mo ajn. 4 3asgBUTENIAT HE MOIy4u oTka3 oT MAJL, Toit Moxe Aa MpoBekAa KIMHUYHOTO
M3MHATBaHE CHIIIACHO TPOMEHEHHS TUTaH.

(7) (HoBa - JIB, Op. 110 ot 2008 r.) B ciydaute no an. 4, T. 2 mpu MHOTOIICHTPOBO u3nuTBaHe MAJI
YBEIOMSIBA PETYJATOPHUTE OPTaHHW HA 3aCETHATUTE JBP)KABU WICHKU WIHM PETYJIaTOPHUTE OPraHU Ha Ibp)KaBUTE OT
EBporeiickoTo IKOHOMHYECKO MPOCTPAHCTBO, aKO YIacTBAT B M3MUTBAHETO, 32 OTKAa3a M MPeICTaBs MOTUBUTE 3a TOBA.

Un. 55. (1) Ilpu Bb3HMKBaHE Ha HOBM OOCTOSTENICTBA, KOUTO MOTraT Jia 3acTpamar 0e30MacHOCTTa Ha
YYACTHUIIUTE B KIMHWYHOTO HW3MUTBAHE II0 BpPEME HA MPOBEXKIAHETO MY, BB3JIOKUTENSAT W H3CICIOBATEINSAT
npeanpreMaT CIIeIHN MEPKH 32 3aIlUTaTa UM OT BHE3aITHO Bb3HUKHAIUTE PUCKOBE.

(2) (M3wm. - /1B, 6p. 110 ot 2008 1.) B ciryganTe 110 ait. 1 BB3JIOKHUTEIAT MOXKE Ja:

1. U3BBPIIM NPOMEHH B TNIaHA HA KITMHUYHOTO M3MHUTBAHE;

2. IpeKpaTH KIMHUIHOTO M3IMTBAHE MPEeIN NPEABUICHNS B TUIaHA Ha KITMHIYHOTO M3MUTBAaHE CPOK.

(3) (U3m. - IB, Op. 110 ot 2008 r.) Bp3noxurensr He3adaBHO MHPOPMHUPA ChHOTBETHATA KOMHCHS I10
etuka u MAJI 3a:

1. mpeanpueTHTEe MEPKH, MPUINHUTE 32 HAJATaHETO UM U TIPOMEHHTE B IJIaHA;

2. IpeKpaTsABaHe Ha KJIMHUYHOTO U3IUTBAHE MPEIH MPeABUICHHUS B IJIaHA CPOK U MPEIACTaBsS MOTHBHTE
3a TOBa.

(4) (Homa - 1B, 6p. 110 ot 2008 r.) B cnyuaute no an. 3, T. 1 AJI yBenomsiBa peryiaTopHUTE OpraHu
Ha 3acerHaTUTE IIbPXKaBU UWICHKH WIIM PEryJIaTOpPHUTE OpPraHd Ha IbpKaBUTE OT EBPOIEHCKOTO MKOHOMHYECKO
MPOCTPAHCTBO, KOWTO YYacTBAT B HM3MHTBAHETO, 33 NMPEANPUETUTE MEPKH M 32 MPOMEHHTE B IUIaHA M TPEACTaBs
MOTHBHTE 3a TOBA.

(5) (Hosa - JIB, 6p. 110 ot 2008 r.) B ciayuaurte no an. 3, 1. 2 MAJI yBenomsBa peryiaTropHUTEe OpraHu
Ha JPYTUTE AbPKaBU WICHKH, PETYJATOPHUTE OPTaHH Ha IbPKABUTE OT EBPONECKOTO MKOHOMHYECKO TPOCTPAHCTBO
u EBporeiickara koMUCHS 3a TIPEXKIEBPEMEHHOTO MTPEKpaTsBaHe Ha KIMHUYHOTO U3MTUTBAHE U MPEJCTaBs MOTHBHTE 32
TOBA.

Ui 56. (1) (U3m. - JIB, 6p. 110 ot 2008 1., B cmma ot 21.03.2010 1.) BB3m0KuTEAAT HA KIMHHYHOTO
M3MUTBAHE € JUThXKEH Ja npenoctaps Ha MAJI npu nouckBaHe JOKYMEHTAIUS, KOSITO ChIbpiKa:

1. 00110 oTMCcaHUe Ha U3IENIMETO U Ha HETOBOTO MpeAHa3HaAYeHHE;

2. IPOCKTAHTCKH YEPTEIKH, IIPOU3BOJICTBEHU METO/IU, BKIIOYUTEIHO 110 OTHOIICHUE HA CTCPUIU3AIUATA,
JIUarpaMy Ha KOMITOHEHTH U JISTailii, HAYMHHA HA CBBP3BaHE U JIPYTH;

3. onucanue U 00SCHEHMS HA YePTSIKUTE U JUArpaMUTE M JCHCTBUETO HA MEIUIIMHCKOTO M3/IEIIHE;

4. pe3yATaTuTe OT aHAIM3a Ha PUCKA M CIHCHK Ha MPHJIOKESHUTE HAITBIIHO WJIM YaCTUYHO CTaHIAPTH IO
wi. 13, an. 1 u onncaHne Ha MPUETHTE TEXHUYECKH PEIICHHS 32 OCHUTYpsBaHEe Ha ChOTBETCTBHE CHC CHIIECTBEHUTE
W3HMCKBaHMSI, KOTaTO CTAHJAAPTHTE HE Ca IPUIIOKCHH,

5. pe3ynTaTuTe OT HM3MUTBAHHATA, MPOBEACHH OT PEryJaTopeH opraH Ha Abp)KaBa WIEHKAa WIH OT
EBpomneiickaTta areHuusi mo JeKapcTBaTa MHpPU OICHIBAHETO HA KAYECTBOTO M OE30MACHOCTTAa Ha BEIIECTBOTO IIO
CMHCHJA Ha WI. 3, T. 2, 3 wiu 4, KakTO W MPHU OICHSIBAHETO HA I10JI3aTa OT HETO BB BPB3Ka C MPEIHA3HAYCHUETO Ha
U3JIENTNETO;

6. IpeANPUETUTE MEPKU 32 HAMaJIIBaHE HA PUCKA OT MH(EKINY, BKJIOYCHA B CUCTEMATa 3a YIIPaBICHUE
Ha pHUCKa B CIy4YaWTe Ha M3/eHe 1Mo 9. 2, ai. 1, T. 3, mpH MPOM3BOACTBOTO Ha KOETO € M3MOI3BaHa HeXKU3HECTIOCOOHa
JKUBOTUHCKA THKaH WM HEXXH3HECTIOCOOHH MPOYKTH, TTIOJTYUYCHH OT KUBOTUHCKU THKAaHU;

7. pe3yATaTUTE OT MPOEKTAHTCKUATE U3YUCICHHUS U TIPOBEICHUTE MMPOBEPKU U TEXHIUUECKN U3ITUTBAHMSL.

(2) (U3m. - 1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) BB310KHTENAT HA KIMHUYHOTO H3MUTBAHE €
JUTHKEH J]a ChXpaHABa JOKYMEHTAIMsATA 10 all. 1 3a cpok 15 roauHu cief 3aBbpIIBaHe Ha KITMHUYHOTO M3MUTBAHE - 32
U3MIETUITA 10 WI. 2, aj. 1, T. 2 ¥ 32 UMIUTAHTUPYEMH U3IENUS 10 Wi. 2, ai. 1, T. 3, 1 5 roAuHM - 32 U3IETUATA 110 . 2,
am 1, 1. 1.

(3) (M3m. - 1B, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) [Ipon3BOAUTENAT € ATBKEH Aa OCUTYpPHU
MPOU3BOJICTBEH TIPOIEC, MPU KOWTO MEIUIUHCKUTE WU3JeNus, MPEeIHA3HAYCHW 3a KIWHUYHO W3MHUTBaHE, Ce
MIPOM3BEKAAT B CHOTBETCTBHE C JOKyMEHTAIUATA 110 ail. 1.



Un. 57. (1) B cpok 90 aau cnen mpuKITiOYBaHe HA KIMHAYHOTO M3MHUTBAHE BBH3JIOXKHUTEIST MPEICTaBs B
HNAJI u Ha chOTBETHATA KOMHCHSI IO €THKAa OKOHYATEJIEH JTOKIaJ, KOMTO ChIbp)Ka OMHCAHWE Ha METOJOJOTHATA H
OpTraHM3aIUATA, KPUTUYHA OIIEHKA U CTATUCTHYECKU aHAJIN3 Ha MONYYCHUTE TaHHHU.

(2) HokmaxsT mo an. 1 ce moAmmcBa OT BB3JIOXKUTENS M OT BCHUKH H3cienoBarenu. Korato HIKOW OT
M3CIIEIOBATEIINTE OTKAXE J]a TO MOJIIMHUIIEe, TOH Mpuiiara MICMEHO MOTUBUTE CH.

(3) HoxmamsT o an. 1 oboOmiaBa MaHHWTE, MOJYYCHH OT BCHYKH JIEUCOHU 3aBEIACHHUS W OT BCHUKH
YYaCTHUIIHA B U3ITUTBAHETO.

(4) JlnaaMTE MAaHHW HA YYACTHUIUTE B M3MUTBAHETO, CHABPKAIIM C€ B JOKJada mo an. l, TpsOBa ma
ObJaT KOJUPaHU.

Un. 58. (1) M3nenHUTENHATA arcHIUs MO JICKApCTBAaTa BOIAM PETHCThD HA HM3MAJICHUTE W OTHETHUTE
paspCUICHUs 3a MPOBCKIAHC HA KIIMHUYHU U3IMATBAHUA.

(2) M3mbHUTETHATA areHIINA T10 JIEKapCTBaTa OpraHu3KMpa U Ch3/1aBa CUCTEMa 33 PETUCTpalus, aHaIu3 U
0606maBaHe Ha HACTBNWIW WHOUACHTH C MCOWIMWHCKU HU3ACIHA 10 BPEME Ha MNPOBCKIAHCTO HA KIMHUYHUTC
W3MUTBAHUS.

(3) Ipomemypara mo mpociiensiBaHe Ha O€30MACHOCTTAa Ha METUIIMHCKHTE W3ICIAS B XOla Ha
KJIIMHUYHOTO M3MUTBAHE CE OIpeiesis B Hapeaoara no wi. 48, ai. 2.

Y. 59. (1) UsmenauTenausaT aupextop Ha MAJI Moke che 3amoBe]] BpEMEHHO Ja CTIpe MPOBEKIAHETO Ha
W3NUTBAHETO WJIH Ja TO MPEKPaTH, KOraTo:

1. H3OMTBAaHETO c€ TPOBEXKZA NPU YCIOBHUS, pPa3IMUHUM OT OINpEIeNiCHUTE NpU H3AaBaHE Ha
pa3pemeHueTo;

2. e Hanuue nHPOpPMaLKs 3a OOpoYaBaHe HaAyYHATa BAIMAHOCT Ha N3MTUTBAHETO;

3. CBIECTBYBA PUCK 3a 0€30ITaCHOCTTAa Ha YIACTHUITUTE.

(2) lpenu na npeanpueme neiictBusTa o an. 1, UAJI nucMeHo yBegomsiBa 3a HAMEPEHUSTA CH:

1. BB37OXKMTENSI W KOOPAMHMPALIUS M3CIENOBATENl, OTTOBOPEH 3a IPOBEXKIAHE HAa M3IMTBAHETO Ha
BCHYKH JICUeOHU 3aBE/ICHUSI, UITN

2. BB3JIOKUTEIS] W TJIABHUS W3CIENOBATel, OTrOBapsll 3a CHOTBETHOTO JIeUeOHO 3aBeACHHUE, KBIETO
TpsiOBa Ja ce crpe U3MUTBAHETO.

(3) B 7-mHeBeH CPOK OT YBEJOMIIGHHETO IO ajl. 2 BB3JIOKHUTEIAT WIN TJaBHUAT MM KOOPAMHUPAIIUAT
H3CIICIOBATEN MOXKE J1a TIPEIOCTaBH MUCMEHH o0sicHeHust 10 MAJL.

(4) Anunes 2 He ce mpuiara, ako ChLIECTBYBa HENOCPEICTBEH PUCK 3a 3/paBeTO M 0€30MacHOCTTa Ha
YYaCTHULUTE B U3IUTBAHETO.

(5) 3anoBeara no an. 1 Moxe na Obae obxanBaHa 1Mo peAa Ha AJAMUHUCTPATUBHONPOLIECYaTHUS KOJIEKC,
KaTo 00)KaJBaHETO HE CIMpPa U3IIBIHEHUETO.

(6) I'maBHHUAT WM KOOPAMHUPAIIMAT M3CIEIOBATEN YBEIOMSBA YYACTHUIUTE B KIMHUYHOTO M3IHUTBaHE
3a 3amoBeATa 1o ai. 1.

Un. 60. (M3m. - JIB, Op. 110 ot 2008 r.) (1) Ilpm mnpekpaTsiBaHe Ha KIMHUYHOTO H3MUTBAHE
M3MBIHATETHUAT AupekTop Ha MAJl yBemomsBa He3a0aBHO perylaTOPHUTE OpPTaHH Ha JIbPIKAaBUTE YJICHKH WU
peryJIaTOpPHUTE OpPraHu Ha JbpKaBUTE OT EBpOIECKOTO HKOHOMUYECKO ITPOCcTpaHcTBO U EBpornelickaTa KOMHUCHS 3a
3amoBeATa 1o wi. 59, an. 1 v npeacTaBst MOTUBHUTE 32 TOBA.

(2) B ciyvaii Ha BpeMEHHO CIMpaHE Ha KIMHHUYHOTO W3MUTBAaHE M3MBIHUTEIHHUAT aAupexTop Ha MAJI
yBeloMsiBa He3a0aBHO PEryJIaTOPHHUTE OPTraHM Ha 3acerHaTUTE AbpKaBM WICHKU WU Ha JbpkaBuTe oT EBpomelickoro
WKOHOMUYECKO IMPOCTPAHCTBO, KOUTO y4acTBaT B M3IMHMTBAHETO, 3a 3aMoBeTa 1o wi. 59, an. 1 u mpeacTaBsi MOTUBUTE
3a TOBa.

I'maBa yerBbpTAa.
HOTHO®UILIUPAHU OPI'AHU

Ui 61. (1) Pa3pemenne 3a u3BLpIIBaHE HA OICHIBAHE Ha CHOTBETCTBUETO HA METUITMHCKH H3JEIHS CE
n3JaBa Ha PU3MYECKO MM IOPHIUYECKO JIMIE, PETUCTPUPAHO Mo THProBeKHs 3aKOH, OT NpeaceaaTens Ha JbpxaBHaTa
areHIus 32 METPOJIOTUYCH U TEXHUUECKH HaI30P.

(2) JIuuero no an. 1 moxasa g0 mpeacenarens Ha Jpp)kaBHATa areHIUsS 32 METPOJIOTHYEH U TEXHUYECKU
HaJ30p MUCMEHO 3asBICHUE, B KOSTO MTOCOYBA U3JIEHUATA U MPOLICAYPHUTE, 32 KOUTO KaHAUIATCTBA.



(3) KpMm 3asiBieHmeTo 1o ai. 2 ce mpuiarar:

1. (u3m. - IB, 6p. 60 ot 2011 r., B cua ot 05.08.2011 r.) enuHeH UMACHTU(UKALMOHEH KOJ, KOraTo
JUIIETO € PEeTHCTPUPAHO MO THProBCKUS 3aKOH, WIIM KOIKE Ha aKTa 3a Ch3JaBaHEe, KOTATO JIUIETO € Ch3Aa/IEHO ChC
3aKOH WJIM C aKT Ha MUHHCTEPCKUSI ChBET;

2. yIOCTOBEpEHHE, Ue JIMLETO He € 00SBEHO B HECHCTOATEIIHOCT MIIM HE € B TIPOU3BOJICTBO 32 O0sIBsIBaHE B
HECHCTOSITEITHOCT;

3. JIOKYMEHTH, YJIOCTOBEpSBAIIM, Y€ JHUICTO HSIMa MApPUYHHU 3aIbJDKCHHS] KbM Jbp)KaBaTa WIA KbM
o0mmHa M0 CMHCHIA Ha JlaHBPYHO-OCHTYPHUTENHHS TPOLECyajeH KOJEKC, YCTAHOBEHM C BIS3BJI B CHJA akT Ha
KOMIICTCHTEH OpTaH, WU 3aJbJDKCHUS KbM OCUTYPHUTCIHH (JOHIOBE, OCBEH aKO KOMIICTCHTHHSIT OpPraH € JOIyCHAaJ
pascpoyBaHe WM OTCPOYBAHE HA 33 IBIKCHHATA;

4. KomMs Ha TPYAOBH W/WIM TPaXKJAaHCKH JIOTOBOPH Ha TiepcoHana, JOKYMEHTH 3a o0Opa3oBaHHE,
JOITBJIHUTEITHO MPUI00UTA KBATH(PHUKAIIHS,

5. KommWe Ha [0TOBOpa, KOraTro IHUIETO yd4YacTBa B OOEAMHEHUS HAa THPTOBCKH JIpPY>KECTBA WU
OpTraHU3aIINY;

6. KOs Ha TOTOBOPHTE C TIOJU3ITBIIHUTENNTE, KOTaToO Ce Bh3JIaraT N3cjeIBaHus U N3MUTBAHHS HA APYTH
JNNA;

7. KOIIMe Ha JO0TOBOpa 3a 3aCTPaxOBKa, KOATO MOKPHBA PUCKA MPH H3MBIHEHHWE HA 3abIDKESHUATA TIPU
U3BBPIIBAHE HA JICHHOCTHUTE 10 OLICHSIBAHE HA ChOTBETCTBUETO;

8. meknapanus, 4e JHUIETO, MePCOHATBT M MOAM3IBIHUTEINTE HE Ca Y4acTBalM NMPHU MPOCKTHPAHETO,
MIPOM3BOJICTBOTO, JIOCTABKATa M MOHTa)ka Ha W3JICIHATA, YUETO OICHSBAaHE I W3BBPIIBAT, KAKTO W Y€ HE ca
YI'BITHOMOIIIEHH MPEJICTABUTENIN WIIM KOHCYJITAHTH Ha IPOU3BOIUTES,

9. xomme Ha TOKyMEHTHPAHUTE TPOIIETYPH 32 OIlEHsIBaHEe HAa CHbOTBETCTBHETO, 32 KOUTO KaHAHUIATCTBA;

10. nexmapanus 3a OE3MPUCTPACTHOCT, ¢ KOSATO CE€ FapaHTUPA, Y€ M3MBIHCHUETO Ha 3aJb/DKCHUATA HA
IepcoHalla He Ce BJHse OT MOpalieH HaTUCK W ()WHAHCOBU MOAOYIW OT JIUIlA, 3aMHTEPECOBAHU OT PE3yNTAaTHTE OT
OLIEHSIBAaHETO;

11. nmexnaparusi, 4e EPCOHATBT € OOBBP3aH C M3UCKBAHETO 3a OMNa3BaHe Ha mMpodecroHaliHATa TaifHa
OTHOCHO MH(OPMAIUATA, KOATO M0JIydaBa IPU U3BHPILIBAHE HA JCHHOCTTA;

12. manHm 32 npodecHOHATHMSI ONUT HA MEePCOHANA M Ha MOJU3IIBIHUTEINTE, aKO UMa TaKWBa, KOUTO
JIOKa3BaT MEIUIIMHCKATa W TEXHUYECKAaTa KOMIIETCHTHOCT M MPHIOOUTHS OIUT 3a OIEHSABAHE HA IMOCOYCHUTE B
3asIBJICHUETO W3JCIUS IO TMPHIOKUMUTE 33 TAX MPOLEAYPU, BKIFOUUTEIIHO OMUT MPHU CHCTABSIHE HA IPOTOKOJIH,
TOKJIaN U CEPTHPUKATH;

13. cnpaBka 3a TEXHHYECKUTE CPEJCTBA, HCOOXOIUMH 3a M3BBPIIBAHE HA M3MUTBAHUS W U3CJICIBaHUS,
KOHUTO Ca 4acT OT MPOIleypuTe 3a OIIEHABaHE HA CHOTBETCTBHETO, C KOMTO pa3IoyiaraT COOCTBEHUTE My J1TabopaTopuu
3a M3MUTBAaHE W/WIIK J1a0OpPaTOPUHTE 3a U3IUTBAHE, C KOUTO UMa CKJIIOYEHHU JIOTOBOPH, U KOS Ha CEPTUPHUKATUTE 32
aKpenuTallys Ha JJaDOpaTOpUUTE, KOTaTo NMa TaKWBa;

14. cnuchbk Ha craHjgaptute mo wi. 13, an. 1| wnm mMoHorpaduurte Ha oduimanHara Qapmakornes B
Peny6nuka Boarapus no win. 13, an. 2, uim oOmuTe TEXHUYECKH crienudukanuy mo wi. 13, an. 3, oTHacAmm ce 10
W3MIeNHATa, IOCOYSHH B 3asBICHUETO;

15. METOIMKY M WHCTPYKIIUU 32 U3MUTBAHE HA U3JCIUATA, KOTaTO HE CE M3IMOJ3BAT CTAHJAPTUTE IO YL
13, an. 1 wnm moHoTpaduure Ha odunmanHara papmakornes B PenmyOnmka bearapus no wi. 13, an. 2, unm oOmuTe
TEXHUYECKH crienuduKkanuy mo wi. 13, a. 3;

16. komusi Ha JOKYMEHTHTE, YJIOCTOBEpsBalll 3aBHPIIEHO OO0Opa3oBaHWE, OOydUeHHE 3a OIUTOD,
npo)eCHOHANICH U OJJUTOPCKH ONUT chriacHo u3nckBanusaTa Ha BJIC EN ISO 19011 na oxuTopa, KOWTO Ie H3BBPIIIBA
OIICHsSIBaHE Ha BHEJApEHAaTa CHCTEMa I0 KayeCTBOTO, KOTaTO TOBa C€ HM3UCKBa OT IPOLEAypara 3a OICHSIBaHE Ha
ChOTBETCTBHUETO;

17. HapbYHUK M MPOLICAYPH Ha CHCTEMATa 10 Ka4eCTBOTO;

18. mMOKyMeHT 3a IaTeHa Takca 3a OICHSIBaHE Ha MpeAcTaBeHaTa JOKYMEHTAIMs B pa3Mep, ONpeaesieH B
tapudara no wi. 7, ain. 1.

(4) Koraro mumeTo, KOETO KaHIWAATCTBA 3a I[IONy4aBaHE Ha pa3pelieHre 3a OIeHsSBaHE Ha
CHOTBETCTBHETO, MPEACTABU cepTH(UKAT 3a aKpeaUTaIUsl ChITIACHO CTaHAapTH, IOCOYCHH B CHOTBETHATA Hapea0a 1o
1. 18, mpuema ce, ue To uMa QPyHKIIMOHHpAIIla CUCTEMa IO Ka4eCTBOTO, OTTOBAPS HA M3WCKBAHUATA 32 HE3aBHCUMOCT,
0e3MpHUCTPACTHOCT, KOHPHICHIIMAIHOCT M TPUTEXKaBa HE0OXoauMara KOMIIETEHTHOCT. B To3u ciydail jimiero He
MpeACTaBs JOKyMeHTuTe o ai. 3, 1. 8, 10, 11 u 17.

Ui 62. (1) [Ipeacenarensat Ha JbpKaBHATA arcHINS 32 METPOJIOTHYCH M TEXHWUECKH HAI30p ONpeneis
ChC 3aIMoOBe]] CKCIIEPTHA KOMUCHS, KOSITO OIICHSBA NMPEICTaBeHATa JJOKyMEHTaIus 1o wi. 61, ai. 3 wiu 4.
(2) Komucusara mo ai. 1 ce ¢chCTOM OT TMpeAcTaBUTENH Ha JIbpkaBHATa areHIMs 3a METPOJIOTHYCH H



TEXHUYECKH HaI30p, ONPEIeIeHN OT HelHus npecenaren, U Ha MAJL, onpeneneHn OT 3ITBIHATENHUS H TUPEKTOP.

(3) Ilpu HEOOXOAMMOCT B KOMHCHATA 1O ajl. 1 MOraT ja ObJaT NPUBJICYCHU BBHHIIHU EKCIEPTH, KOUTO
MIPUTEXKABAT 3HAHUS U TIPAKTUIECKH OMHT B 001aCTTa HA CHOTBETHUTE U3JIEIHS.

(4) Korato ce yCTaHOBSAT HEMBIHOTH W HECHOTBETCTBHUS C M3MCKBAHUATA HAa JOKYMEHTAIMATA IO ail. 1,
npeacenareisaT Ha [IbpikaBHATa areHIUS 3a METPOJIOTHYCH M TEXHUUECKH HAA30p MPEAOCTaBs Ha 3asiBUTEINS KOIMUE OT
eKCIlepTHaTa OIIeHKa Ha KOMHCHSATA 10 all. | M ompeaens JByMecedeH CPOK 3a OTCTpaHsBaHETO M. [lo oTcTpaHsBaHE
Ha HEM'BJIHOTUTE U HECHOTBETCTBUATA CPOKBT IO Wwi. 63, an. 5 crupa 1a Teue.

(5) Korato 3asBuTENAT HE OTCTPAHHU MPOITYCKUTE U HECHOTBETCTBHUATA B CpOKa TO ail. 4, poreaypara ce
MpeKpaTsBa.

Un. 63. (1) B aByMecedeH Cpok OT Jarara Ha IT0/IaBaHe Ha BaJWAHA JOKYMEHTANus 1o wi. 61, an. 3 wiu 4
KOMHCHATA 110 YJI. 62, am 1 H3BHpPIIBA NPOBEPKA Ha MIACTO 3a YCTAHOBABAHC KOMIICTCHTHOCTTa Ha KaHAuWAaTa H
BB3MOXKHOCTTA JIa M3MBIHABA 3asSBEHUTE TPOIIEIypH 32 OIICHSBaHE Ha CHOTBETCTBHETO. 3a M3BBPIIBAHE HA MTPOBEPKA
Ha MACTO C€ 3aIuiaiia Takca B pa3Mep, onpeneineH B Tapudara mo 4. 7, ai. 1.

(2) Korato mnpu mnpomepkara Ha MICTO C€ YCTAaHOBSAT HECHOTBETCTBUS MEXKIY NpEICTaBeHATa
JOKyMEHTAI¥s 10 Wwi. 61, an. 3 wim 4 1 N3NCKBaHUATA 3a OICHIBAHE HAa ChOTBETCTBHETO, ONIPEACIICHN B HApeaOUTE 110
YJI. 18, napeaceaareiiaT Ha I['I)p)KaBHaTa arcHuus 3a MCTPOJIOTUYCH M TCXHHUYCCKH HAA30p NHMCMCEHO YBEAOMSABa
3asiBUTENIS] M OTIPeNeisl ByMECEUEeH CPOK 3a OTCTpaHsBaHETO uM. J[o oTcTpaHsIBaHe HA HECHOTBETCTBUATA CPOKBT ITO
aj. 5 crnupa Jia Teye.

(3) Koraro 3asBuTeNsIT HE OTCTPaHW YCTAHOBEHUTE HECHOTBETCTBUS B ONPENCICHHUS IO ajl. 2 IByMeceueH
CPOK, mpejacenatensT Ha Jbp)kaBHaTa arcHIMSA 3a METPOJIOTMYEH M TEXHHYECKH HAI30p ¢ MOTHBHpPaHAa 3arloBe[
OTKa3Ba U3aBaHETO Ha pa3pelicHuE.

(4) Komucusara mo aim. 1 B JAByMecedeH CPOK OT IIpOBepKara Ha MSCTO HW3TOTBS CTAaHOBHINE [0
npencenarenst Ha JIbpkaBHaTa arcHIUs 32 METPOJIOTMYEH M TEXHUYECKHM HAA30pP C MOTHUBUPAHO NPEIJIOKEHHUE 3a
0100peHre 3a HOTU(DHUITUPAHE WITH 332 OTKA3.

(5) B 6-meceden cpok OT MOAaBaHETO Ha JOKyMEHTanusITa mo wi. 61, an. 3 wim 4 mpeacenarensT Ha
JIbprkaBHATA areHIUs 32 METPOJIOTHYEH U TEXHUYECKH HA/I30p YBEIOMSBA 3asiBUTENS, Ue € 000peH 3a HOTU(UIpaHE
WK U3/]aBa MOTHBUPAHA 3aIl0BE/] 3a OTKa3.

Un. 64. (1) llpeacenarensat Ha [IbpxkaBHaTa areHIMs 32 METPOJIOTHYCH M TEXHUYECKH HAJ30p B CPOK JI0
TPH THU OT yBEIOMIIEHHETO 10 WiI. 63, an. 5 00saBsiBa npex EBporeiickaTta KOMHUCHS U AbP)KaBUTE WICHKH OJJOOPEHUTE
Jvna mo wi. 61, an. 1.

(2) UnenTndrkaniOHHUAT HOMEp Ha JHIaTa mo ai. 1, Hapuyanu "HoTHHUIMpaHU opraHu', ce ONpeaes
oT EBpomneiickaTta KOMUCHSI.

(3) Ilpencenmarenst Ha JIppkaBHaTa areHNOWs 3a METPOJOTHYEH M TEXHWYECKH HAI30p H3AaBa Ha
HOTU(QHIUPAHUTE OPTaHH MO all. 2 pa3pellieHue 3a U3BbPIIBAHE OICHABaHE HA ChOTBETCTBUETO.

(4) Nmeto u anmpechT Ha OpraHa Mo all. 2, METUIIMHCKUTE W3JENUS U TMPOIEAypPHUTE 3a OICHSIBaHE Ha
CHOTBETCTBHETO ce MyOnnkyBar B "OdunnaneH BecTHUK "Ha EBponelickus chio3.

Yn. 65. [lpouenypute 3a oleHsSBaHE Ha CHOTBETCTBHETO MOTaT Ja C€ HU3MNBIHSABAT OT OpraHu 3a
OIIeHsIBaHE Ha CHOTBETCTBUETO, OOsIBEHHM Ipe EBpomneiickata KOMICHS OT JPYTH AbP)KaBH WICHKH.

Y. 66. PazpemienneTo 3a M3BBPIIBAHE OLICHSIBAHE Ha CHOTBETCTBHETO ChIBPKA:

1. HaMMeHOBaHKE HA OpraHa, U3/l pa3peleHneTo;

2. UMe/HaUMEHOBaHME, CENANMINE, aJpec Ha YIpaBlIeHWE W MPEACTABUTEICTBO Ha HOTHU(HUIMPAHUS
Opras;

3. MEIUIMHCKUTE U3/ICIHS U MPOIETypHUTE 32 OIICHSBaHE HA ChOTBETCTBUETO HM;

4. nata Ha M3/aBaHE Ha Pa3peLICHUETO;

5. uaeHTU(UKATMOHHNS HOMEp Ha HOTU(HUITMPAHUSI OpraH 1o 4. 64 , ai. 2.

Un. 67. (1) B peructbpa 1o wi. 19 ot 3akoHa 32 TEXHUYECKUTE U3UCKBAHNSA KbM MPOIYKTUTE C€ BIHCBAT:

1. mamHATE 1O YII. 66;

2. natata Ha OTHEMaHe Ha pa3peleHreTo U OCHOBAaHUATA 3a TOBa.

(2) JannuTe mo an. 1 ce o0saBsBaT B opuunantus OrwjaeTud Ha JIppKaBHATa areHIUs 32 METPOJIIOTHYEH U
TEXHUYECKH HaI30p.



Y. 68. (1) Hotudwummpanure opraiu ca ITHKHU 12 YBEIOMSIT TIpecenaTeNns Ha JIbp)kaBHaTa areHIN 3a
METPOJIOTUYCH U TEXHUUECKU HAI30D MPH:

1. mpoMeHH B IPaBHUSA U aKPEAUTAIIMOHHUS CTATyC, CTPYKTypaTa, 00XBaTa Ha JIEHHOCTTA U MPOLEAYPHUTE
3a OIICHSBAaHE Ha ChbOTBETCTBUETO;

2. TMPOMEHW B CHCTEMara IO KayeCTBOTO, PBHKOBOJACTBOTO WJIM IEPCOHANIA, KOUTO BIHSAAT BBPXY
M3ITBIHEHNETO Ha MPOIEIYPHUTE 3a OIIEHABAHE HA ChOTBETCTBUETO;

3. mpoMsiHa Ha TOU3IIBIHUTEIUTE,

4. MpoMeHH B 0OCTOSITENICTBATA, CBBP3aHU ChC 3acTpaxoBKara mo wi. 61, am. 3, 1. 7.

(2) JIunata no ain. 1 moxasar jo mpenceaarens Ha [IbpkaBHATa areHIUs 32 METPOJIOTHYEH U TEXHUYECKH
HaJ30p JOKyMEHTAIUATa, CBbp3aHa ¢ IPOMEHHUTE, U 3aIllalaT Takca B pa3Mep, onpe/elieH B Tapudara mo 4. 7, ai. 1.

(3) B cpok n0 eamH Mecell OT Mo/IaBaHe Ha JOKYMEHTAIMATA 10 al. 2 eKCIepTHATa KOMHUCHS 10 Wi, 62,
an. 1 WM3roTBsi cTaHOBHWINE O mpejacenarens Ha JIbpkaBHATa areHIUS 3a METPOJOTHYEH M TEXHHYECKH HaI30p 3a
onoOpsiBaHe Ha IPOMEHHTE.

(4) B cirydauTe, KOraTo IpOMEHHUTE IO al. | HajaraT MpPoOBEpKa Ha MACTO, KOMHCHUATA MO Wi. 62, an. 1 B
JIByMECEUYEeH CPOK OT IT0/IaBaHe Ha JOKYMEHTAIMsTa MO al. 2 W3TOTBsI CTAHOBHWIIE 10 Tpeacenarens Ha JlbpikaBHaTa
arcHIUS 32 METPOJIOTHYCH M TEXHUYCSCKHU HAJ[30p 32 0JI00psIBaHE HA TIPOMCHHUTE.

(5) BB3 ocHOBa Ha CTAaHOBHIIETO 10 al. 3 U 4 mpencenaressaT Ha [|ppKaBHATa areHINS 32 METPOJIOTHYEH
U TEXHUYECKH HAJ30P ChC 3aMOBe]] U3/1aBa JOMBIHEHUE KBM pa3pelieHueTo mo wi. 64, am. 3.

(6) Koraro mpu npoBepkaTta Ha JOKyMEHTAIUATA 10 ajl. 2 WIK IPH IpoBepKaTa Ha MSACTO C€ YCTaHOBST
MIPOITyCKH HMJIM HECHOTBETCTBHSI C HM3UCKBAaHUATa Ha HapenOute mo wi. 18, xommcumara mo 4in. 62, am. 1 maBa
MIPEITUCaHNEe ChC CPOK 32 OTCTPAHABAHETO MM. J{0 M3MBIIHEHNE HA MPEANUCAHUATA CPOKOBETE 10 al. 3 WK 4 CIiUpat
Jla TeKar.

(7) Korato HoTH(UIIMpaHWUTE OpPraHW HE H3MBIHAT MNPEANUCAHUATA MO all. 6, TpPEJCeNaTeNIAT Ha
JpprkaBHATA areHIHA 32 METPOJIOTUYECH M TEXHUYECKH HaI30p ChC 3allOBE/ OTKa3Ba M3JABAHETO Ha AOIMBIHEHHE KbM
pa3perieHueTo.

Un. 69. 3a pasmupsBaHe 00XBaTa Ha Pa3pelICHUETO 3a M3BBPIIBAHE OICHSIBAHE HA ChOTBETCTBUETO CE
M0/IaBa 3asBJICHUE 110 penia Ha wi. 61.

Un. 70. (1) Horudummpanute opranm ca UIHXKHH Ja TpeAcTaBAT B JIbpkaBHarta areHIus 3a
METPOJIOTHYEH ¥ TEXHUYECKHM HAI30p TOAWIICH MJOKJIAN 3a JCHHOCTTAa CH, KOWTO BKJIIOYBA HWHGOpMAIHS 3a
M3BBPIICHUTE OLICHKU 32 ChOTBETCTBUETO HA MEIUIIMHCKH H3JCIH, PSASBCHHU PEKIaMalliu, )KaJaOu U MPEAIPUECTUTE
JISUCTBUS T10 PEIIaBaHETO UM B CpOK J10 31 sHyapu ciejBailara rojauHa.

(2) Komue na noxnazga o ajn. 1 ce mpenocraBs Ha U3MBIHUTEIHUS qupekTop Ha MAJL

Un. 71. (1) Komucum, ompeneneHH ChC 3amoBel Ha TMpenacenarenss Ha JlppkaBHaTa areHIUs 3a
METPOJIOTHYEH M TEXHWYECKH HAI30p, MPHU TOIUIIHUTE IUIAHUPAHW TPOBEPKHA HHCIEKTHPAT HU3MBIHEHUETO Ha
MIPOLIEAYPHUTE 32 OLIEHSBaHE Ha CHOTBETCTBUETO.

(2) U3BbHpenHu MPOBEPKM HA MSICTO HAa HOTH(PHMIMpAHWTE OPTaHW Ce M3BHPIIBAT NPH MOJydyaBaHEe Ha
CUTHAJIH, KaJION U peKJIaMalliH, CBbP3aHU C ICHHOCTTA UM.

(3) Koraro mpm MpOBEpPKUTE CE YCTAHOBAT MPOMYCKH B JCHHOCTTa HAa HOTH()HIMpPAHWUTE OpTaHH,
npeacenarensaT Ha J[ppikaBHaTa areHIMs 3a METPOJIOTHYEH U TEXHUYECKU HAA30p M3/1aBa MPEINUCAHUE ChC CPOK 3a
OTCTPaHSBAaHETO WM.

(4) llpeacenarenst Ha [Ibp:kaBHATA areHIMS 32 METPOJIOTUYCH U TEXHUYECKU HAI30p U3/laBa 3aMoBe] 3a
BPEMEHHO CIIMpaHe JEeHHOCTTa Ha HOTH(UIMPAHUTE OPTaHU O OTCTpaHsBaHE Ha mporyckuTe mo an. 3. Komume Ha
3amnoBenTa ce usmnpaimia Ha MAJL

Un. 72. (1) Ilpencenarenar Ha JIbpkaBHarta areHIus 3a METPOJIOTHYEH W TEXHUYECKH HAA30p ChC
3aro0Bel OTHEMA Pa3PEIICHUETO 3a U3BBPIITBAHE OICHIBAHE Ha CHOTBETCTBUETO, KOTATO MPH MPOBEPKUTE CE YCTAHOBH,
4Ye HOTH(UIIMPAHUSIT OPTaH:

1. e mpecTanan 1a OTroBaps Ha HAKOE OT YCIOBHUSATA, IIPH KOUTO € M3AaJICHO Pa3pelIeHuETO;

2. HE € B ChCTOSIHHE JIa IPOIBIIKU U3ITBIHCHUETO Ha MPOIEAYPHUTE 32 OLICHABAHE HA CHOTBETCTBUETO;

3. He W3NBIHSABA TPOIEMypUTE 3a OIEHSABaHE Ha CHOTBETCTBHETO CHOOpPa3HO W3HWCKBAaHHMATA Ha
CHOTBETHHUTE Hapea0u 1mo wi. 18;



4. He e mpennpreT MEpKH 3a OTCTpaHsIBaHE Ha MPOITyCKUTE 0 Wi. 71, ai. 3 B onpeaeneHus CpoK.
(2) Komne na 3anmoBeara no an. 1 ce usnpamia na MAJL

Un. 73. Ilpeacenarenst Ha J[bpkaBHAaTa areHIUS 3a METPOJIOTUYCH U TEXHUYECKH HAI30p YBEIOMsBa
EBpomneiickaTa KOMUCHS U IBP’KABUTE WICHKU 32 OTHETUTE PA3pEIICHUS 110 WI. 72 U 3a U3BBPIICHUTE IPOMEHH 10 UJI.
68,am. 1, 1. 1.

Ui, 74. (1) Jlumeto, Ha KOETO € OTKa3aHO WM3JaBaHe Ha paspernieHue mo wi. 63, ai. 5, Moke 1ma momane
HOBO 3asIBIICHUE 3a pa3pelicHe He T0-paHo OT 6 Mecela OT JlaTaTa Ha BphYBAHETO HA 3alIOBE/ITA 33 OTKA3.

(2) Hotudwumupan opras, Ha KOUTO € OTHETO pa3pelIeHNueTo 1Mo Wi. 72, all. 1 Moke 1a moaaje 3asBiICHHE
3a HOBO pas3pelleHHe He I0-paHo OT eJHa ToJMHa OT JaTara Ha BPHYBAHETO HAa 3allOBEATa 3a OTHEMaHEe Ha
pas3perieHueTo.

Ui 75. OTKa3bT 3a U3JaBaHe Ha pa3pelIcHUE 3a M3BBLPIIBAHE OICHSIBAHE HA CHOTBETCTBHETO, KAKTO U
3armoBe/ATa 32 OTHEMaHE Ha Pa3pelIeHHeTo MOXe J1a ObAaT 00KaJBaHU 10 pela Ha AJMHHHACTPATUBHONPOIECYTHUS
KOJIEKC.

Un. 76. (1) Horuduuupanust opraH u3gaBa cepTH(UKAT, YAOCTOBEpSBAILl CHOTBETCTBHETO CbHC
CBIIECTBEHUTE U3UCKBAHUS, IPUIOKIMHU 33 U3EIHETO, C BAIMIHOCT 5 FOAMHU MM [IPAaBU MOTHBHUPAH OTKa3.

(2) (U3m. - [IB, 6p. 110 ot 2008 r.) Korato HOTU(HUIHMPAHUAT OpraH YCTaHOBH, Y€ MPOU3BOIUTENIST HE €
W3IIBJIHUI WK € TpecTaHall Aa W3IIBbJIHIBA M3UCKBAHUATA, ONpPEAENICHH B Hapeabute mo wi. 18, uim ca mpoMeHeHH
yCIOBUATA, TIPU KOUTO € OWi HM3JalieH CepTUQHKATBHT, M KaTO OTYETe CTEeleHTa Ha HECHhOTBETCTBHE, OTHEMA
ceptuduKaTta WIM BPEMEHHO CIHMpa ACUCTBHETO MY, WIM OrpaHM4YaBa HETOBHs OOXBaT, JAOKATO MPOU3BOIUTEIST
TpearnpreMe OAXO SN KOPUTHPAIIH JEHCTBUS U OCUTYPH HEOOXOIUMOTO CHOTBETCTBHE.

(3) (U3m. - AB, 6p. 110 or 2008 r.) Hotudpuuupanusr opran undopmupa JppxaBHaTa areHUus 3a
MeTposiorndeH 1 Texandeckd Ham3op (JJAMTH) u MAJI B cmydanTe Ha BpeMEHHO TIPEyCTAaHOBSIBAHE BAIMTHOCTTA HA
ceptuduKkarta, Ha OTHEMaHe WM HalaraHe Ha OrpaHMYCHHE WM KOTaTo TpeleH:, Ye € HeoOXoArMa TSXHaTa Hameca.

(4) (Usm. - JIB, Op. 110 or 2008 r.) Ms3mbnHWTENHATAa areHOMs II0 JieKapcTBara HWHQOpMHUpa
perynaTopHUTE OpPraHd Ha JPYTUTE IAbp’KaBH WICHKH, PEryJIaTOPHHTE OpraHd Ha AbpKaBUTE OT EBpomeickoTo
HWKOHOMHMYECKO MPOCTPAaHCTBO U EBporeiickara KOMUCHS 3a CIIydauTe 110 ail. 3.

Y. 76a. (Hos - JIB, 6p. 110 ot 2008 r.) (1) Hotudunupanure opranu ca JUThXKHH Jia IPEJOCTaBAT Ha
JJAMTH un na UAJI:

1. xomme Ha BCHUYKH WU3AaJeHN cepTUHUKATH, HWH(POpManmus 3a OTKa3aHWTE CepTU(UKATH, 3a
cepTu(UKATUTE, YUATO BAJUIHOCT BPEMEHHO € MPEYyCTaHOBEHA, 32 OTHETUTE CEepPTUHKATH, 32 MOJUPULIUPAHH HIIH
JOI'BIIHEHU CePTU(UKATH - HA BCEKU TPU MECela;

2. nombJIHUTENHA HHOpMaNrs U HeoOXoAuMaTa TOKYMEHTaIMsl, CBbp3aHa ¢ IEHHOCTHUTE MO OLECHSIBaHE
Ha CbOTBETCTBUETO - IIPH ITIOMCKBAHE.

(2) Hotuduumpanure opraHu ca UIbKHH Ja IMPEJOCTaBIT HA APYTHUTE€ HOTU(PHUIMPAHU OPTraHH OT
IObP)KABUTE WICHKH WHGOpPMaIUs 3a OTKa3aHUTE CepTU(HKATH, 32 CepTUPHUKATUTE, YUATO BATUIHOCT BPEMEHHO €
MIpeyCTaHOBEHA, U 32 OTHETUTE CepTU(UKATH, a IIPH MTOUCKBAHE - 32 U3AaIeHUTE CepTU(UKATH.

I'naBa nera.
THPT'OBUS C MEJIUIIUHCKHA U3JAEJUSA (BAT'JI. U3M. - JIB, BP. 60 OT 2011 T'., B CUJIA OT
05.08.2011 T

Yn. 77. (U3wm. - IB, 6p. 54 ot 2012 r.) (1) TeproBus Ha eApo ¢ MEAULMHCKHU M3JIENIUs Ha TEPUTOPUATA Ha
Peny6nuka bearapus moraT na m3BbpHIBAT (PU3MUECKH WIN FOPUANYECKU JIUIA, PETUCTPUPAHU KAaTO THPrOBLY IO
THproeckusa 3akoH WIM N0 3aKOHOAATEICTBOTO HA Jpyra Jbp)KaBa YJ€HKAa WM Ha Jpyra JIbpXaBa - CTpaHa IO
Criopazymennero 3a EBpomneiickoTo HKOHOMHYECKO MPOCTpaHCTBO, win Ha Kondenepanus llIBeimapus, Ha KOUTO €
M3J1aJICHO pa3pellleHue 3a ThProBUS Ha €po C METUIMHCKH u3nenus oT MAJI wnm apyr HOKyMeHT, yJI0CTOBEpSBAI]
MIPaBOTO UM J1a ThPIyBaT C MEJUIIMHCKH U3JIENHA, U31aIeH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATA IbpPrKaBa.

(2) IIpomsBoauTenuTe, yCTaHOBEHH Ha TepuTOpuATa Ha Pemybnuka bbarapus, moraT ga M3BBPIIBAT
TBHPTOBCKH CIEIIKH C IPOU3BEICHNUTE OT TAX MU3AEH 0e3 JOKyMeHTa 1o ai. 1.



Un. 78. (U3m. - [IB, 6p. 54 ot 2012 r.) (1) ®usnvecku Wi ROPUINYECKH JIUIA, PETUCTPUPAHH 110 pefa Ha
THproBekust 3aKOH WM M0 3aKOHOJATENICTBOTO Ha Apyra AbpkaBa WiIEHKa WIH Ha Jpyra Ibp)KaBa - CTpaHa IIo
Criopazymenuero 3a EBporelickoTo HKOHOMHYECKO TpocTpaHcTBO, Win Ha Kondeneparus LlBelinapus, KOUTO UCKAT
Jla ToNly4yaT pa3pellieHHe 3a THProBUs Ha €ApO ¢ MEIUIMHCKH u3nenusi, nomaBar B MAJI 3asienue mo obpase,
YTBBPJCH OT U3MBIHUTEIHUS JupekTop HAa MAJL, KbM KOETO Ipujarar:

1. nanau 3a EVK Ha nuiaTa, peructpupalu 1no peja Ha ThproBCKUsl 3aKO0H, a 3a JiMliaTta, perucCTpUpaHu B
Ipyra ObpikaBa WiIEHKa WIM B JIpyra IbpxkaBa - crpana mo CropasymeHHeTO 3a EBpOIEHCKOTO MKOHOMHYECKO
mpocTtpaHcTBo, Win Ha Kondeneparus IBeitapus - qanan, yocToBepsBaIll ThpPrOBCKaTa UM PErHCTPAIIHS;

2. CIIMCHK HA KaTErOPUHUTE MEIUIIMHCKH HW3JeNusl chbrilacHo HoMmeHkimarypHa cucrtema bJIC EN ISO
15225 3a kareropu3anusi Ha MEIUIIMTHCKUTE U3/IENNs M Ha CHbOTBETHUTE MM MPOU3BOAMTEIN HA XapTUEH W MarHUTEH
HOCHTET,

3. IOKyMEHT 3a IJIaTeHa Takca B pa3Mep, onpeseleH ¢ Tapudara mo wi. 7, an. 1.

(2) Koraro pasmonaraT ¢ MOMEIIEHHS 32 ChbXpaHEHHWE HAa MEIWIIMHCKM W3JEIHs Ha TEPUTOpHUATA Ha
Peny6nuka bearapus, nuuara mo an. 1 mocoyBat B 3asBJIEHUETO U ajpeca UM. B To3u citydail KbM JOKyMEHTaUUsATa
mo ajn. 1 ce nmpunarar:

1. nexnapanus, 4e:

a) TOMEIIeHHUATa OTTOBAPAT Ha YCIOBHATA 3a ChXpaHEHHE HAa METUIIMHCKHUTE W3JeNus, IMMOCOYCHH B
CIHChKa MO an. 1, T. 2, B 3aBUCHMOCT OT cnenuuKaTa UM ¥ YKa3aHHATa Ha MPOU3BOIUTENS, OMpENeICHH B
WHCTPYKIUSATA 32 yHoTpeda, 1

0) mpuTekaBaT WIM pas3loiiarar ¢ TPAHCIOPTHU CPEJICTBA, OCHTYPSIBAIM MPABUIIHOTO MM ChXpaHEHHUE
[IPU PaslpoCTpaHEeHUE U TPAHCIIOPTUPAHE;

2. DaHHW 3a WMETO, TIOCTOSHHHUS aapec M ajpeca 3a KOPECHOHIEHIWS C JHUIETO, ONpeAeNieHO 3a
PBKOBOJIUTEN Ha MOMEUICHUSTA 32 ChbXpaHEHUE U THPrOBUS ¢ MEAWIIMHCKU U3JICTHs, KAKTO U KOMKE Ha I0T0BOPa, Bb3
OCHOBA Ha KOHTO € BH3HMUKHAJIO PAaBOOTHOIIIEHHETO MY ChC 3asBUTEIIS.

UYn. 78a. (Hos - [IB, 6p. 54 ot 2012 r.) KoraTo nunara no wi. 77 nputexaBat JOKYMEHT, YOCTOBEPSIBAII
[IPaBOTO MM 3a U3BBPIIBAHE HA THPrOBUs Ha €ApO C MEAMLIMHCKU HM3JENHs, U31aJeH OT KOMIIETEHTEH OpraH Ha Apyra
IbpKaBa WIGHKa WM Ha Jpyra AbpkaBa - cTpaHa no Crnopa3dymeHueTo 3a EBpOIEHcKOTo HKOHOMHYECKO
npoctpancTBo, Wi Ha Kondenepauus IlIBeiinapus, u pasmosarat ¢ MOMEIIEHHUS 32 ChbXPaHEHHE HAa MEIULIMHCKH
n3nenus Ha Teputopuira Ha Pemybnuka beirapus, npeacrasar B MAJIL:

1. popma 3a yBemomsiBaHe 1o oOpasel, YTBbPACH OT U3IIBJIHUTENHUS AupekTop Ha AL,

2. XomHe OT AOKYMEHTA, YAOCTOBEPSBAILl IPAaBOTO UM 33 U3BBPIIBAHE HA THPTOBUS HA €10, IPUAPYKEH
C MPEBOA Ha OBITAPCKU €3UK;

3. COUCBK Ha KaTErOpUHUTE MEOUIMHCKHA HM3JEIUs ChINacHO HOMeHkinatypHa cuctema bJIC EN ISO
15225 3a kareropusanusi Ha MEIUIIMHCKUTE U3/ENNS U Ha CbOTBETHUTE UM MPOU3BOAMTEIHN HA XapTUEH M MarHUTEH
HOCHTET,

4. moKyMeHTAaIMATa 10 WI. 78, air. 2.

Yn. 79. (U3m. - [IB, Op. 54 ot 2012 r.) (1) UsnenHUTeNHATA areHIHs 1O JIEKapcTBaTa MPOBEpsBa
mokyMmeHTanuaTa mo wi. 78 u 78a. [Ipu koHCTaTHpaHe HA HEMBIHOTH B HoKyMeHTarusaTa MAJI yBemoMsaBa THCMEHO
3asIBUTEJNS U J1aBa CPOK 33 OTCTPAHSBAHETO HM.

(2) Usnpaaurenauar aupextop Ha MAJI B 30-mHEBEH cpoK OT Aarara Ha MOJaBaHE Ha JOKYMEHTAIHATA
o wi. 78 u3zaBa paspelieHre 3a ThproBUs Ha €1po ¢ MEAMIIMHCKY M3/IeNIMs Ha JIMIaTa 1o 4i. 78, aji. 1, kaTo JaHHHTe
3a TIOMEIICHHATA UM 32 ChXPAHEHHWE W THPTOBUS U CIUCHKBHT HAa KATETOPHHUTE MEIUIIMHCKH W3JENUs Ce BIHCBAT B
peructbpa 1o 4. 81.

(3) CpoxbT mo an. 2 chnupa Aa Tede OT JaraTa Ha YBEJOMIICHHETO IO ajl. | 10 OTcTpaHsBaHE Ha
HCIIBJIHOTUTC.

(4) UsmrpiHUTEIHATA areHIUS 110 JICKapCTBaTa B 7-IHEBEH CPOK OT YBEJAOMIICHHUETO I10 WI. 78a BIHCBA B
peructbpa no 4i. 81 JaHHUTE OT YBEJIOMJIEHUETO.

Y. 80. (U3m. - IB, Op. 54 ot 2012 r.) (1) [Ipu npomsiHa Ha ajgpeca HA TIOMEIICHUATA 32 ChXPAHCHUE H
THPTOBHA C MEIWIIMHCKH W3JeNns Ha Tepuropusta Ha PenmyOmmka bwarapus numara mo wi. 78 momaBat B MAJI
3asBJICHUE 3a MPOMSHA Ha pa3penieHueTo mo wi. 79, an. 2, a numara mo wi. 78a - yBemomiieHne 3a npomsiHata. Kem
3asIBIICHUETO WJIH YBEAOMIJICHHETO C€ IMpHiaraT CBbp3aHaTa C NMpoMsSHAaTa JOKYMEHTAIWs W JIOKYMEHT 3a IIaTeHa
TakKca 3a JIMiaTa 1o 4i. 78 B pasMep, onpezeiicH ¢ tapudara mo 4. 7, aji. 1.



(2) 3asBneHMETO WM YBEIOMJICHHETO 3a NMPOMSHA CE€ IOAaBa B 7-IHEBEH CPOK cJell M3BbPIIBAHE Ha
CHOTBETHHUTE MTPOMEHH.

(3) Jlumara no an. 1 yBemomsBar MAJl B 7-mHEBEH CpOK clie[ M3BHPIIBaHE HA MPOMSHA HA MPaBHUS
CTaTyc, CEAAIUINETO /WM aJpeca Ha YIpaBJICHUE W/ MPH MPOMSAHA HA JIMLETO o wi. 78, ai. 2, T. 2, u/wiu npu
MpOMsIHA HAa CHHUCHKAa Ha BHUAOBETE MEIUIMHCKH HW3JENUs, ¢ KOUTO ThpryBaT. KeM yBenomieHHeTo ce mpuiara
CBBp3aHaTa C IPOMsIHATA JOKYMEHTAIIHS.

(4) Usnbmautennust aupextop Ha MAJI nznaBa paspemieHue 3a MpoMsiHa Ha paspelieHueTo mo wi. 79,
an. 2 B 14-1HeBeH CpoK OT JaTaTa Ha [IOAABaHE HA TOKyMEHTAIUsTa 1o al. 1.

(5) WzmbnHuTenHaTa areHIUs IO JieKapcTBaTa BIHMCBa B perucTepa mo wi. 81 mpoMeHuTe B
oOcrosiTencTBaTa 1Mo aji. 1 U 3 B 7-IHEBEH CPOK OT M3[AaBaHETO HA PA3pELICHUETO 3a MPOMSIHA, CHOTBETHO OT
YBEIOMIIEHHETO 32 TPOMSIHA.

U 80a. (Hos - JIB, 6p. 54 ot 2012 1.) (1) JIumara no 4. 78 u 78a B 10-1HEBEH CPOK Clie]] IpEKpaTsIBaHe
Ha JICHHOCTTAa CH, CBbp3aHa C ThPIOBUA C MEAUIIMHCKU U3/ICNIUs HA TepUTOpHUATa Ha PenyOmuka bbirapus, ca IbKHA
Jla YBEJOMST ITMCMEHO U3ITBIHUTEIHHS qupekTop Ha MAJL

(2) B cmygante 1o an. 1 u3meaHUTENHUAT qupekTop Ha MAJI c¢he 3amoBen mpekparsBa ACHCTBHETO Ha
M3JIJICHOTO pa3penieHue no wi. 79, ajn. 2. U3mbiaHUTEIHATA areHIUs 110 JISKapCTBaTa B 7-IHEBEH CPOK OT M3/aBaHE Ha
3armoBeATa 3a TPEeKpaTsBaHe Ha pa3pelleHHeTo BIUCBA B perucrspa mo wi. §1 garara Ha mpekparsBaHe Ha
paspelieHrueTo Ha ThproBela mo wi. 78.

(3) M3npmHUTENTHATA areHIMs 10 JIeKapCcTBaTa BIKCBA B PETUCThpa Mo Wi. 81 maTara Ha mpekpaTsBaHe Ha
IeHHOCTTA Ha JIMIATa 110 4iI. 78a.

Y. 81. (M3m. - B, Op. 54 ot 2012 r.) M3nbaHuTenHaTa areHUus 1O JeKapcTBaTa BOAM PETUCTHP Ha
JuriaTa mo wi. 78 u 78a, KOHTo ChabpXKa:

1. (u3m. - [IB, Op. 54 ot 2012 r.) HOMep H AaTa Ha pa3pelICEHUETO 32 THPrOBUS HA €IPO ¢ MEIUIMHCKU
HM3MIeNI 3a JIUIaTa 1mo 1. 78;

2. (u3m. - JIB, 6p. 54 ot 2012 r.) uMe, ceaiuIie U aipec Ha YIIpaBJICHUE Ha JUIaTa 1o 4wi. 78 u 78a;

3. (mwm. - JIB, 6p. 54 ot 2012 1.) nata Ha mpekpaTsABaHe Ha pa3peuieHneTo 1Mo wi. 79, am. 2;

4. (m3m. - IB, 6p. 54 ot 2012 1.) agpec Ha TOMEIICHUATA 32 ChXPaHCHNUE HA MEIUITMHCKU U3/ICIIHS;

5. (m3wm. - JIB, 6p. 54 ot 2012 r.) uMe u agpec Ha IunaTa 1Mo Wwi. 78, ai. 2, T. 2;

6. (m3Mm. - [IB, Op. 54 ot 2012 T.) CIUCHK HA KATETOPHUUTE MEIUIIMHCKH HU3JEIHsS, C KOUTO CE M3BBHPINBA
THPTOBHSI;

7. (moBa - 1B, 6p. 54 ot 2012 r.) mpoMeHH 11O BITUCAHUTE OOCTOSATEIICTBA.

Ui 82. (1) (M3m. - JIB, Op. 54 ot 2012 r.) ThproBuuTe ¢ MEAMIIMHCKUA U3JCNIUs, KOUTO H3BBPIIBAT
THProBHUA Ha TepuTOpHiTa Ha PermyOnmuka bearapus, ca ITEKHHN Aa THPTryBaT caMO ¢ MEIUIIMHCKH H3/EIHs, Ha KOUTO
CPOKBT Ha TOJHOCT HE € U3TEKbI U IMAT:

1.HaHecena "CE" MapkupoBKa B CbOTBETCTBUE C H3UCKBaHUATA Ha Wil. 15;

la. (HoBa - JIB, Op. 54 or 2012 r.) HaHeceH MAapTHJCH/CEPUEH HOMEP BBHPXY OIAKOBKUTE, KOraTro €
MIPHIIIOKUMO;

2. (mwm. - JIB, 6p. 110 ot 2008 T.) HaHeceH NACHTU(GUKANMMOHEH HOMEP Ha HOTU(OHUIIMPAHUS OpTaH 10 I
64, an. 2, Korato npoIeypuTe, ONpeIeICHH B HapeA0UTe 1o 4. 18, M3UCKBAT HAHACSHETO MY,

3. HaHeCeHW HAaWMEHOBaHWE M aJ[pec Ha YNpaBICHWE Ha NPOW3BOIUTENS W/WIH YI'BITHOMOIICHUS
MIPEACTaBUTEN U BHOCUTEIIS,

4. vHCTPYKIMA 32 yroTpeda, ¢ U3KII0UeHHe Ha U3JeNUATa, 332 KOUTO TOBA HE € MPEBUCHO B 3aKOHA.

(2) (U3m. - B, 6p. 54 ot 2012 r.) Jlumata mo an. 1 ca MTBKHMA Ja TOIIBPXKAT MOMEIICHHITA 32
ChXpaHEHHE Ha MEIUIMHCKHU M3JIEHS, KOTaTO pa3loJiarar ¢ TaKhBa, B ChOTBETCTBUE C M3UCKBAaHUATA 32 ChXPAaHECHUE
3a CHOTBETHUS BUJ] U3JIEIHE, ONPEICIICHN OT IIPOU3BOIATEIS.

(3) (M3m. - IIB, Op. 54 ot 2012 r.) TeproBuute Ha €APO C MEIAUIIMHCKH W3JICIHS OCUTYpPSBAT U
MOAIBPKAT JOKYMEHTHpaHa CHCTEMa 3a TpociiesBaHe Oe30MacHOCTTa Ha MEAWIWHCKWTE W3AENHs, MyCHATH Ha
nasapa, U 3a OJIOKHpaHE M U3TErNITHE OT IMa3apa Ha MEIUIMHCKUTE U3JCNUs, I0Ka3adl HEChOTBETCTBHE C
M3WCKBaHMSTA 32 OE30MIACHOCT 0 CMUCHJIA Ha TTIaBa ceaMa.

(4) (U3m. - OB, 0p. 54 or 2012 r.) KpM nokyMmMeHTanmsaTa 1Mo ai. 3 ce ChbXpaHsSBaT MAPTUIHUTE
cepTudUKaTH Ha MEIUIIMHCKUTE U3/IENNS 32 CPOK 5 TOMHH U C€ TIPEJIOCTaBAT IPH MOUCKBAHE HA JIITHKHOCTHUTE JTUIA
o 4j. 86, ain. 2.

(5) (M3m. - 1B, Op. 54 ot 2012 r.) Jlumara 1o ain. 1 ca JIkXHU J]a ChbXpaHsABaT MEAUIIMHCKUTE U3JCITHUS C



M3TEKBJI CPOK Ha TOAHOCT, OJIOKUPAaHUTE W/WIIHA M3TETICHUTE MEIUIIMHCKH U3JIeNINsl Ha OIPEIeIeHO 3a IIeNiTa MSACTO C
TPaHO CUTHAJIHO 0003HAYCHHUE JI0 MPEAOCTABIHETO MM Ha TIPOM3BOIUTEIIS WIH J0 YHUIIIOKABAHETO HM.

Un. 83. (U3m. - JIB, Op. 54 ot 2012 r.) (1) JIumara mo 4. 77 Morar aa U3BBPIIBAT ThPTOBCKH CHEIKH C
MEIMIIMHCKH U3/ISNIMs IPU CHa3BaHe HAa U3MCKBAHUATA 3@ TSIXHOTO ChbXPAHCHHE U Pa3NPOCTPAHEHUE ChC:

1. ApyTH THPTOBIM HA €APO MO CMUCHIIA HAa TO3U 3aKOH;

2. nedeOHW 3aBeleHUS 1O 3aKOHA 3a JIeUeOHWUTE 3aBEICHUS M BETCPHUHAPHH JIeUeOHW 3aBEICHUS II0
3akoHa 3a BETCpUHAPHOMEIUITMHCKATA JCHHOCT;

3. 3apaBHU 3aBeqeHus o wi. 21, ain. 2, 1. 1, 3 u 4 u an. 3 oT 3akoHa 3a 37paBeTo;

4. BeTepUHAPHOMEIUIIMHCKUTE alTeKH;

5. oporepuu;

6. JuIla, KOMTO W3BBPIIBAT JCHHOCTH IO MPEAOCTaBIHE Ha MOMOIIHU CPEICTBA, MPUCIOCOOJICHUS U
CHOPBKEHUSI 1 MEIUIIMHCKY U3EIUS 32 X0paTa ¢ yBPEXAaHUs 10 3aKOHA 32 MHTErpalus Ha Xopara ¢ YBpeKIaHus,

7. nWia, TPUTEKABAIIM THPrOBCKH OOCKTH, B KOWTO C€ IMpeiaraT ONpPEC/ICHH ChC 3alloBe] Ha
MUHUCTHPA Ha 3][paBeONa3BaHETO WM Ha OMPABOMOIICH OT HEro 3aMECTHUK-MUHUCTBP METUITMTHCKY U3/ICIHS,;

8. oOmHN, OpraHd Ha TbpXKaBHATA BIACT W JAbPKAaBHH WHCTHTYIIMH, KOUTO MPOBEXKAAT MPOLEAYPH 3a
Bb3JIaraHe Ha OOIIECTBEHU MOPHYUKHU 32 JOCTaBKA HA MEIUIIMHCKH U3JICIIUS;

9. yueOHU 3aBe/IeHHAS;

10. nmma, KOMTO ca B TpoleAypa MO H3rpakaaHe W obopyaBaHe Ha ObAemU JiedeOHU W 3APaBHU
3aBeJIeHUs], CcJie]l oyYaBaHeToO Ha pa3pelieHne 3a CTPOeK o pesia Ha 3aKOHa 3a YCTPOHCTBO HA TEPUTOPHATA.

(2) MuUHHCTBPBT Ha 3PaBEONA3BAHETO ONMPEACS ChC 3allOBE] MEIUIIMHCKUTE U3ZCIUsI, KOUTO MOIaT Jia
Ce MpoJIaBaT B ThPrOBCKUTE 00CKTH 1o a. 1, T. 7.

Ui, 83a. (Hos - IB, 6p. 60 ot 2011 1., B cuia ot 05.08.2011 1.) (1) JleueOHMTE 3aBeneHns 3a OOTHHIHA
MOMOII[ MOTaT JIa U3BHPILIBAT THPTOBCKH CACIKH ¢ MEIUIMHCKHI U3JENUS caMo 3a Hy)KJUTE Ha CBOUTE MAIlHCHTH.

(2) MenunuHCKUTE W3JeNus, KOUTO MoraT jga OblIaT mpeaMeT Ha TBhPrOBCKH CACTKU mo aji. 1, ce
oTpenensT ¢ Hapenoara mo wi. 30a.

Un. 836. (HoB - [IB, 6p. 54 ot 2012 r.) (1) Jlumata mo 4wi. 78 m 78a mommbpxkar WHQOpPMALUS H
ChXpaHSBAT JOKYMEHTAIIUSA 3a.

1. 3aKymeHO W TPOJAJCHO KOJMYECTBO II0 BHUJIOBE MEIWIMHCKU H3JENus, JaTa Ha IOKyNKaTa Hu
npojaxx0ara, CKjiaIoBa HaJIMYHOCT, MAPTHICH HOMED U CPOK Ha FOJHOCT;

2. UIMETO W ajJpeca Ha yIpaBJCHWE Ha JIMIATa, OT KOWUTO Ca 3aKyNWId M Ha KOWTO Ca IpOJalid
MEIUIUHCKUTE U3JICITUS;

3. HOMeEp U JiaTa Ha M3JlaBaHe Ha JOKYMEHTa, YJOCTOBEpsBalll IMPABOTO 3a U3BBPIIBAHE HA THPrOBHS Ha
€/IpO Ha JIUIATa 1o Wi. 77, U TaHHU, HACHTU(DHUIUPAIIHA OpTraHa, U3aail JOKYMEHTA.

(2) JTunara o wi. 83, an. 1, T. 3 - SuT. 7 - 10 nogawspxat uadGopmanus 3a:

1. 3aKyTMeHO KOJIUYECTBO MO BUOBE MEIUIIMHCKY U3/ICITH, TaTa HA MOKYIKAaTa U mpojaaxbara, CKiaaosa
HaJIMYHOCT, MaPTHICH HOMEP U CPOK Ha FOHOCT;

2. IMETO U ajpeca Ha yMpaBJICHUE Ha JIMIIETO MO Wi. 77, OT KOETO ca 3aKyNMUIN MEIUIMHCKU U3JIEIHS, U
JaHHuTE 1o ai. 1, T. 3.

(3) JIuuaTa mo . 83, an. 1, 1. 2 u 6 moaABpKaT UHPOPMAIHA 3a:

1. 3aKyIneHO KOJIMYECTBO MO BUJIOBE MEIUIIMHCKU W3JCIHs, JIaTa Ha MOKYIKaTa, CKIaJoBa HAJTHYHOCT,
MapTUJCH HOMEP U CPOK Ha TOJHOCT;

2. IMETO U aJipeca Ha YMPaBICHUE HA JIUIETO 10 Wi. 77, OT KOETO ca 3aKyIMHUIH MEIUIIMHCKH U3ACITHS, U
JaHHuTe mo ain. 1, 1. 3;

3. nuie, Ha KOETO ca MPeI0CTABIITH/TPUIOKIIN MEITUITUHCKOTO U3/1CHe/ U3 ICIsL.

Ui 84. (U3wm. - JIB, 6p. 54 oT 2012 1.) (1) nmKHOCTHUTE JIHITA 10 WI. 86, all. 2 U3BBPINBAT IUIAHUPAHU U
BHE3AITHU POBEPKH B MMOMEIICHUATA 32 ChXPAHCHUE M ThPTOBHSI C MEIUIIMHCKU U3CITUSI.

(2) JITeXKHOCTHUTE JTUIIA TI0 ai. | Morar Jia M3UCKBaT, IPOBEPSIBAT U MPABAT KOMHUS HA JOKYMCHTAIIUATA
o wi. 82, an. 3 u o wi. 830, KaKTO U Ja B3eMaT 00pa3iy U MPOOH OT M3ACIUSITA IPH yCIOBUITA 0 WI. 93, an. 3.

(3) Koraro npu nmpoBepkara ce yCTAaHOBH, 4e MEUIIMHCKUTE U3JICITUS HE OTTOBAPST HA N3UCKBAHUATA HA
. 82, an. 1, T. 1, la, 2 wim 3 uiam ca ¢ U3TEKBJI CPOK HA TOJHOCT, U3MMBIHUTENHUAT AupekTop Ha MAJI pa3zmopexaa
ChC 3am0Be/1 OJIOKMpaHEe M U3TETJISIHE Ha U3JICTHATA OT Ma3apa U/WiH TAXHOTO YHHII0KABaHE.

(4) Ilpu ycraHOBsiIBaHE HECHOTBETCTBUS Ha IOMEIICHUATA 32 ChXPAHEHUE W THPrOBUS C W3UCKBAHMATA,



OTIpE/IeTICHH OT MPOU3BOUTENS 32 CHOTBETHOTO M3JIENHE, JIIHKHOCTHUTE JIUIA 110 all. | JaBaT MpearvcaHus U CPOK 3a
OTCTPAHSBAHETO UM.

(5) Korato mpu nmpoBepkara ce yCTaHOBH, Y€ B CHCTEMara 1o wi. 82, ai. 3 wiu B JOKYMEHTAIUATA TI0 YII.
830 MMa HEIBIHOTH WJIM HETOYHOCTH, JUTHXKHOCTHHUTE JIMIIA 110 ajl. 1 JaBaT MpeAnucanusi U CPOK 3a OTCTPAHIBAHETO
HM.

(6) Korato HeCHOTBETCTBHUATA, HEMBIIHOTUTE MM HETOYHOCTUTE HE OBAT OTCTPAHEHHW B CPOKOBETE IO
ar. 4 u 5, ITBKHOCTHUTE JHIAa NO alx. | TPEACTaBiAT CTAaHOBUIIEC 1O W3IIBJIHUTENHUs aupektop Ha HAJl ¢
MIPEIIOKCHIE 32 OTHEMaHE Ha pa3pelIeHHeTO 3a THPrOBHs Ha e€Apo, a 3a JHIara Mo 9wi. 78a - 3almJaBaHe OT
peructbpa mo wi. 81 u 3aKpuBaHe HA MOMEIICHUATA UM 32 CbXPaHCHHUE U ThPTrOBUSL.

(7) 3anoBemute Ha M3MBIHUTENHUS nupekTop Ha MAJI no am. 3 u 6 morar jga ce o0XkaiBaT 1Mo pefa Ha
AJIMAHUCTPaTHBHOMIPOIIECYATHUS KOACKC, KaTO 00’KaJIBAHETO HE CIIUPA U3ITBITHECHUETO M.

Un. 85. (U3m. - B, Op. 54 or 2012 r.) M3nbaHuTenHaTa areHUus MO JieKapcTBaTta WHPOpPMHUpa
perynaTopHusl OpraH Ha Jpyrara Jbp)KaBa YIeHKa WIM Ha JApyrara JIbpxkaBa - cTpaHa no CropasyMeHHETO 3a
EBpomelickoTo MKOHOMHYECKO MpocTpaHcTBO, uiauM Ha Kondenepanus [IBeimapus, wu3man IOKyMeHTa,
YAOCTOBEpPSIBAIL IIPAaBOTO 33 U3BBPIIBAHE HA THProBUS Ha €APO C MEIWLIMHCKH W3JENus, 32 YCTAHOBEHHU HapyLICHUS
[IPU THPTOBUS Ha €IpO C MEIUIMHCKHU U3/AeIHs Ha TepuTopusiTa Ha PenyOnuka beirapus u npempoctas nHPOpMaLHs
[IpY MTOMCKBAHE 3a JUIAaTa Mo WI. 78.

T'1aBa mecra.
HA30P HA ITIA3APA

Y. 86. (1) (dom. - AB, 6p. 84 or 2012 r., B cua ot 02.01.2013 r.) HagzopsT Ha ma3zapa ce u3BbpINBa, 32
Jla C€ OCHUTYPH CBHOTBETCTBHETO Ha MEIWIMHCKHATE W3AENHs, IyCHATH HA Ma3zapa W/WIM IyCHATH B JIEHCTBHE, C
W3KMCKBAHMSTA HAa 3aKOHA W HA HapeJ0uTe 1mo wi. 18 oT To3M 3aKOH W/WiW Ha TiaBa mnera "a" u Ha HapexdaTa Mo il
211, an. 1 ot 3akoHa 3a 3alMTa OT BPEJHOTO BH3/ICUCTBUE HA XUMUYHUTE BEIIECTBA U CMECH.

(2) Hamzoppr Ha mazapa Ha Teputopusra Ha PemyOmuka Bwnrapus ce ocbmectBsBa or MAJL upes
MHCIIEKTOPH U €KCIIEPTH, OIPEJIEIICEHN ChC 3allOBel Ha H3ITBIHUTEIHIS TUPEKTOP.

Un. 87. (1) HamzopsT Ha mazapa ce U3BBPIIBA Upe3:

1. mpoBepKy Ha U3/ENHATA, IyCHATH HA Na3apa W/WIK IyCHATH B JEHCTBUE;

2. B3eMaHe Ha 00pa3Iy WK MPOOH OT M3ACIIUATA U U3IMUTBAHETO UM.

(2) M3nuTBaHeTo HAa MEAMLIMHCKUTE W3JEIHs HE MOXE Ja Ce M3BBPILBA OT HOTH(QHLUMpPAHUTE OPraHu,
Yy4YacTBaJIM B OILICHSBAHETO HA CHOTBETCTBHETO HA CHIUTE U3/ICITHS.

Un. 88. [IpoBepkuTe Ha MEAMIMHCKUTE WM3JC/IMs, MMyCHATU HA Ta3apa W/WIM IyCHATH B JCWUCTBHUE, CC
M3BBPIIBAT T10:

1. mpemBapuTeTHO YTBBPIACH TOMUINCH IUIAH 3a HAA30p Ha Ta3zapa MO TPYNU MEAMIMHCKU H3JCIHS
CBOTBETHO OT U3MBJIHUTENHUS nupektop Ha UAJTL, u

2. CHTHAJIH OT JAPYTY KOHTPOJIHU OPTaHH U M0 HACHTU(DUIIMPAHN TUCMEHU CUTHAIHN OT TPaXKIaHH.

Un. 89. (U3m. - IB, 6p. 54 ot 2012 r.) JInnata no ui. 86, aji. 2 U3BHPIIBAT MPOBEPKH B OOEKTUTE 11O UJI.
83, an. 1, 1. 2 - 7, KaKTO M B IPOM3BOJCTBEHUTE IOMEINEHMS U B IIOMELICHUATA 3a CbXPAHEHHE U THPrOBUS HA
MEIHUIIMHCKY U31eaus Mo 4. 78, air. 2 u . 78a.

Ui 90. (1) (Ilpequmren Tekct Ha wi. 90 - JIB, 6p. 110 ot 2008 r.) JIumaTa mo wi. 86, ar. 2 mpoBepsBarT 3a:

1. rannyue Ha "CE" MapKkupoBKa U 3a CbOTBETCTBUETO I C U3UCKBAHUATA HAa 3aKOHA;

2. (m3m. - IB, 6p. 110 ot 2008 r.) npeHTHdUKAIIMOHEH HOMEp Ha HOTU(UITUPAHUS OpTaH 1o 4. 64, an. 2,
KOTaTo TPOLEAypUTE, ONPEACTICHN B HapeJOuTe 1o Wi. 18, N3UCKBaT HAHACSHETO MY;

3. HalMYMe Ha WMHCTPYKIHUSA 32 ynorpeba M CHOTBETCTBUE HA CHIBPKAHHETO W C HM3UCKBAHUATA Ha
Hapeabure mo wi. 18, ¢ M3KITI0UeHNE Ha W3ACIUATa 1Mo Wwi. 2, ai. 1, T. 3, momagamm B kiac [ u kimac Ila, ako morar ga
ce u3Moa3BaT 0e30macHo 0e3 HHCTPYKIHA 3a YIoTpeoa;

4. (m3m. - IB, Op. 110 or 2008 r.) HamuYMe HA €THKET M CHOTBETCTBHC HA CHABPKAHHETO MY C
M3UCKBAHMSITA HAa HapeaouTe 1o 4. 18;



5. HanmMuyue BhPXY MEIULMHCKOTO M3/eJINe Ha HAaMMEHOBAaHHE U aJIpec Ha yIpaBlieHHE Ha TPOU3BOIUTEIS
WIN yITBTHOMOIIEHUS TIPEICTaBUTEN U BHOCUTENS;

6. CPOK Ha TOJHOCT Ha MEAWIUHCKOTO H3/IENNE;

7. (ot™. - JIB, 6p. 110 ot 2008 1.)

(2) (Hosa - IB, 6p. 110 ot 2008 r.) JIunara no 4. 86, aji. 2 mpoBepsBar 3a clia3BaHETO HAa N3UCKBAHETO
Haw 27, an1. 1 uwr 28, an1. 1 u 6.

UYn. 91. (1) Koraro mpu npoBepkara junara no wi. 86, aj. 2 yCTaHOBSIT, Y€ MEAULIMHCKUTE M3JENHUs ca
ITyCHATH Ha Ma3apa W/uim ca mycHatu B feiicteue 6e3 "CE" MapkupoBKa MM C U3TEKBJI CPOK HA TOAHOCT, T€ U3TOTBAT
CTaHOBHWIIC N0 M3MBJIHUTENHUs AupekTop Ha MAJl ¢ mpemnoxkeHue 3a wW3naBaHe Ha 3amoBe]] 3a OJOKUpaHE H
U3TETJISIHE Ha U3AEIHETO OT Has3apa.

(2) (U3m. - B, 6p. 110 ot 2008 r.) Koraro mpu mpoBepkara aunara mo wi. 86, aji. 2 yCTaHOBST, ue
MEAWIMHCKUTE U3/IeNHs ca IyCHAaTH Ha Ma3apa /WK ca MyCHAaTH B JecTBUE 0e3 HHCTPYKLMS 3a yHnoTpeda n/wim 6e3
eTHKET WM ChABPKAaHUETO HAa €THKETa HE € B ChOTBETCTBHE C M3MCKBAaHUATA Ha HapeaOuTe mo 4wi. 18, n/uimm BepXy
W3JIeNIMETO HE Ca HaHEeCEHH HaMMEHOBAaHHUETO U aJIpechT Ha YIIPaBJIEHHE Ha MPOU3BOIUTENS WM HA YI'BIHOMOILEHUS
My IpEICTAaBUTEI U Ha BHOCHUTENS, T€ AABaT IpEANHCaHHE Ha IIPOM3BOJUTENS WIM Ha HETOBHS YIBIHOMOILECH
MIpeJICTaBUTEN ChC CPOK 332 OTCTPAHsBaHE Ha KOHCTATHUPAHOTO HapyIIEHHUE.

(3) Koraro Hapymennero mo ai. 2 He ObJe OTCTPAaHEHO B MOCOYEHUS CPOK, JIMIATa MO Wi 86, ai. 2
U3TOTBST CTAHOBUILE JI0 M3ITBIHUTENHHS qupekTop Ha MAJI ¢ mpeanoxeHue 3a u3gaBaHe Ha 3aroBe]] 3a OJ0KUpaHe 1
U3TETJISIHE Ha U3AEIHETO OT Has3apa.

(4) (U3m. - IB, 6p. 110 ot 2008 r.) Koraro m3uckBanero Ha @wi. 90, an. 1, T. 2 HE € UBMBIHEHO WIH
HaHeceHaTa MapKHPOBKa HE CHOTBETCTBA Ha M3UCKBaHMATA Ha wi. 15, nim uma ceMHenue, ye "CE" mapkupoBkara e
HaHEeceHa HENPaBOMEPHO, JMIAaTa 0 wWi. 86, an. 2 M3UCKBAT OT NPOU3BOAUTENS. WIM OT HETOBHUS YIIBIHOMOILEH
MIpeICTaBUTEN, UM OT BHOCUTENS 1a UM MpeACTaBU B Cpok 10 1HU OT HaTaTa Ha yBEJIOMSIBAHETO:

1. nexknapanus 3a CbOTBETCTBHUE;

2. TeXHUYECKaTa JOKyMeHTarus mo wi. 14, an. 1.

Un. 92. (1) Jlunara no 4. 86, ann. 2 U3roTBAT CTAHOBHIIE JI0 U3MBJIHUTENHUS qupekTtop Ha MAJL, koiiTo
u3J1aBa 3amoBe/] 3a OJIOKUpaHe U 3a0paHa Ha Pa3NpPOCTPAHCHUETO HA U3JICIIUETO, aKo B cpoka 1o wi. 91, an. 4 He ObaaT
MIPEJICTAaBEHH JISKIapalusaTa 3a ChOTBETCTBUE M TEXHHYECKaTa JOKYMEHTAIIHSI, OCBEH B CIy4YaWTe, KOTaTO CPOKBT 110
1. 14, an. 3 € U3TeKbII.

(2) B 30-gHEeBeH cpok OT jAaraTta Ha BpPbYBAaHE Ha 3aloBelTa MO ajl. | MPOU3BOJUTEISAT, HETOBUST
YITBTHOMOIIICH MIPEACTABUTEI MIH BHOCHTEIIAT € IITHKEH JIa M3TETIIN U3ICITUETO OT Ima3apa.

Ui 93. (1) (M3m. - IB, 6p. 110 ot 2008 r., nom. - JIB, Op. 84 ot 2012 r., B cuiia ot 02.01.2013 r.) Koraro
IIpH TIPOBEpKaTa Ha TEXHWYeCcKaTa JOKyMEHTaus 1mo 4wi. 14, an. 1 u Ha meknaparusiTa 3a ChOTBETCTBHE 10 WiI. 91, air.
4, 1. 1 Bb3HUKHAT ChbMHEHUS, Y€ U3ACIUETO HE ChOTBETCTBA HA CHIICCTBCHUTE U3MCKBAHUS, ONPEICICHH B Hapea0uTe
o wi. 18 oT TO3M 3aKOH W/WIK Ha ThaBa nera "a" u Ha HapenOara mo wi. 211, an. 1 ot 3akoHa 3a 3aIuTa OT BPEIHOTO
BB3/ICHCTBIEC HA XMMUYHHUTE BEIIECTBA M CMECH, JIMIIATa 1O WI. 86, all. 2 B3eMaT 00pa3Iiy Wik MPOOH OT MU3CIHETO 3a
W3MUTBAaHE.

(2) UznuTBaHeTO ce M3BBPIIBA B aKpeAWTHpaHa JlabopaTopus oT M3mbaHuTeNHa areHmus "beiarapcka
cinyx0a 3a akpeaurtanus" WM B JabopaTopusi, akpeIUTHpaHa OT OPraH Ha Jbp)KaBa UICHKA WU JbpKaBa OT
EBporieiickoTo HKOHOMHUYECKO MPOCTPAHCTBO.

(3) (U3m. - [IB, 6p. 82 ot 2009 1., B cuiia ot 16.10.2009 r.) YcioBusTa U peabT 3a B3eMaHe Ha 00pa3iy U
MpoOM OT MEIWUIIMHCKU W3JIeNHs 3a M3IHUTBaHE C€ ONpPENeNAT ¢ Hapeada Ha MHHHCTBpPA Ha 3/IpaBEOIa3BaHETO U
MUHHCTBHPA HA HKOHOMHKATa, CHEPreTUKaTa U TypU3Ma.

(4) Ilpu ocmopBaHe Ha pe3yNTAaTUTE OT M3BBPIICHUTE Ja00PATOPHU W3MUTBAHUS MPOU3BOAMUTEIAT WIIN
YIBITHOMOIIEHUAT My TIpeacTaButen npenctass B MAJl miucMeHo nckaHe B 7-THEBEH CPOK OT JaTaTa Ha MoJydaBaHe
Ha pe3yJiTaTa OT ITbPBOHAYAIHOTO M3MUTBAHE 332 U3BHPIIBAaHE HA MOBTOPHO M3ITUTBAHE.

(5) TloBTOpHOTO W3MUTBAHE IO al. 4 ce HW3BBPIIBA OT EKCIIEPTH, KOWTO HE Ca yYacTBAIA B
I’bPBOHAYATHOTO U3MUTBAHE.

Un. 94. (1) B caywanre mo wi. 93 m3nbpaHUTENHUAT Aupektop Ha MAJl m3maBa 3amoBes 3a BpeMEHHO
CIIMpaHe Ha Pa3lIPOCTPAaHEHUETO WM yIoTpedaTa Ha KOHKPETHOTO U3JIENue.

(2) Komme ot 3amoBenta mo an. 1 ce BpbUBa Ha MPOM3BOAMTENS WM HAa HETOBHS YIIBIHOMOILEH
MIpeICTaBUTEN, UM Ha BHOCHTEJI.



Ui 95. Koraro aunara no wi. 86, an. 2 yCTaHOBST, Y€ HEChOTBETCTBUETO ChC CHIIECCTBEHUTE U3UCKBAHUS
MOJXKE JIa C€ OTCTPAHU, U3TOTBIT CTAHOBUIIE /IO M3MBJIHUATETHUS nupekTop Ha MAJl u gaBaT mpeanmucaHue chC CPoK,
CBIJIACYBAaH C TPOM3BOJAWTENS WM HETOBHS YITBIIHOMOIICH IPEICTAaBUTEN, 3a HW3BBPIIBAaHE HA HEOOXOJMMHUTE
KOPUTHPAIITN TSUCTBHSI WU 32 IIBJIHO OICHIBAHE CHOTBETCTBHETO HA M3CIIUETO ChC CHIECTBEHUTE M3UCKBAHIIS.

Yn. 96. (1) Koraro mumarta mo wi. 86, an. 2 yCTaHOBST, Y€ HECHOTBETCTBHUETO CHC CHINECCTBECHHUTE
M3WCKBAHMS HE MOXeE JIa C€ OTCTPAaHHU, T€ M3TOTBSIT CTAHOBUIIE JIO M3ITBJIHUTENHUS AupexTop Ha MAJL.

(2) UsnbnautennusaT mupekrop Ha MAJI BB3 OCHOBa Ha CTaHOBHUIIETO MO ajl. | W3jgaBa 3amoBen 3a
Omoxupane u 3a0paHa 3a pa3NpOCTPAHEHHETO WM yHoTpedaTa Ha M3AEITHUETO W paslopekna M3TETNITHETO My OT
nazapa B 30-THEBEH CPOK OT JaTaTa Ha BPHUYBAHETO U HA MIPOU3BOAUTENS WM HA YIIBIIHOMOIIEHUS MYy TPEICTABUTEN U
Ha BHOCHTEIIS.

(3) M3npiiHUTETHATA areHIIMS 10 JIEKapCTBaTa YBEIOMSBA PETYJIATOPHUS OpTaH Ha JbpiKaBara 4icHKa, B
KOSITO IIPOU3BOJIUTENAT WK YITBIIHOMOIIEHUST My NMPEACTABUTEN U BHOCUTEIAT € YCTAHOBEH, 3a 3all0BEITa IO aj. 2.

Yn. 97. 3anoseaure mo wi. 92, an. 1, wi. 94, wi. 96, an. 2 u 4. 99, an. 1 Moxe ga ObAaT 00KaJIBaHM I10
pena Ha AIMUHUCTPATUBHOIPOIECYATHHS KOACKC, KaTo KanbdaTa He CIIMpa U3ITbIIHCHUETO.

. 98. (1) Koraro cimem w3muTBaHETO MO wWI. 93 ce YCTAaHOBH, Ye MEAWIMHCKUTE W3METUS HE
CHOTBETCTBAT HAa CHINECCTBCHUTE W3UCKBAHMSA, Pa3XOJUTE 3a B3eMaHE Ha O0Opas3lM WM MpoOW 3a W3MUTBAHE ca 3a
CMETKa Ha TIPOU3BOIUTEINS, HA YITBIIHOMOIICHHUS TIPEJCTABUTEN UM HA BHOCHUTEIIS.

(2) Koraro cmen msnuTBaHeTo 1Mo wi. 93 ce yCTaHOBH, Y€ METUITMHCKHUTE WM3CIHS ChOTBETCTBAT Ha
CBIIECTBEHUTE U3NCKBAHUS, Pa3X0IUTE 32 B3eMaHe Ha 00pasly WK IpoOH 3a U3MMTBaHe ca 3a cMeTka Ha MAJL

Un. 99. (1) (M3m. - B, 6p. 110 ot 2008 r., mom. - JAB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r.)
MUHHCTBPBT Ha 3APaBEONa3BaHETO WK ONPABOMOLICH OT HErO 3aMECTHHUK-MUHHUCTBP, 10 MOTHBHPAHO NPEATIOKEHUE
Ha M3IBIHATENHUS aupekTop Ha MAJI, xorato ToBa € B MHTepec Ha OOIIECTBEHOTO 37ApaBe W/WJIM Ce Hajara 3a
U3IIbJIHEHNE Ha HALIMOHAIHATA 3[]paBHA MOJUTHUKA, MOXKE ChC 3all0BE]] BpEMEHHO Ja:

1. 3a0paHy IMyCKaHEeTO Ha Ma3apa W/WiH IyCKaHeTo B JeCTBHE, HIH

2. 3a0paHu pa3NpOCTPAHCHUETO, HITH

3. orpannym oOXBarta Ha IEHCTBHE, WU

4. HaJIOXH JIOITBIHUTEITHA U3UCKBAHMUS 32 MTyCKAHETO HA IMasapa W/Miy MyCKaHEeTO B JICHCTBHE Ha NaJieH
BUJ U3JENUe WIK Tpya U3Jeusl.

(2) (Jom. - AB, Op. 110 ot 2008 r.) B cnyuanre mo an. 1 MAJI uadopmupa EBpomneiickata komucus u
peryinaTopHUTEe OpraHM Ha [JbpXKABHTE WIEHKH M peryjJaTOpHUTE OpraHd Ha JAbpXaBuTe OT EBpomeiickoTo
MKOHOMHYECKO ITPOCTPAHCTBO 3a 3aM0BE/ITa, MOTHBUTE 3a HEsl U IIPEANIPUETUTE MEPKH.

Ui, 100. (1) JIumara mo 4wi. 86, an. 2 ce 3acTpaxoBar 3a cMeTka Ha Oropkera Ha MAJT cpery 3710momyKa,
KOSITO MO>KE J1a HACTBITH MPH WK TI0 TIOBOJ] H3MTBJIHEHHE HA CITY)KEOHUTE UM 33 IbIKCHHSL.

(2) (U3m. - [IB, 6p. 98 o1 2010 1., B cruta ot 01.01.2011 r.) [Ipu u3BbpIIBaHE HA TPOBEPKH JIUIIATA IO YL
86, an. 2 Morart Jia TIOUCKAT ChACUCTBHE OT PErHMOHAHATA 3[paBHA WHCIICKIUS, OT OPraHuTe Ha MUHHCTEPCTBOTO HA
BBTPELIHUTE PAOOTH U OT KOMIIETEHTHUTE OPI'aHHd Ha MECTHOTO CaMOYIIPaBJICHHE.

Un. 101. M3mpinHuTenHaTa arcHIMs MO JIeKapcTBaTa IyOJWKyBa Ha CTPaHUIATa CH B HMHTEPHET
nHpOpMaITUs 3a U3IETUATa, 32 KOUTO UMa HU3IajeHa 3amose mo wi. 91, am. 1, wr. 92, am. 1, wr. 94 u 4. 96, an. 2.

Y. 102. JInnara mmo 4. 86, ai. 2 ca JIBKHH Ja:

1. He pasmpocTpaHsABaT 00CTOATEICTBA M (AaKTH, CTAHAIM MM M3BECTHHU IO BPEME Ha WU BBB BPh3Ka C
U3IBJIHCHUE Ha CIYKEOHUTE UM 33]bJIKCHUS,

2. U3TIONI3BAT IOyYEeHUTE JOKYMEHTH U HHPOPMAIIHsI caMo 3a LIEIUTe Ha HaJ30pa Ha Ma3apa;

3. ce JIeTUTUMHUPAT MPHU U3BBPIITBAHE HA TPOBEPKUTE.

I'naBa cenma.



CUCTEMA 3A YBEJOMSBAHE U OHEHABAHE HA THIIUAEHTH

Un. 103. (1) IlpousBomuTensaT € IUTbXKEH Ja Chb3laje M Ja MOAMbpiKa JOKyMEHTHpaHa CUCTEMa 3a
TpociiesIBaHe 0€30IacHOCTTa Ha MIPOU3BEICHUTE OT HETO MEIUIIMHCKH M3JIENHsI, ITyCHATH Ha Tla3apa W/WiM IMyCHATH B
JIEHCTBYE Ha TEPUTOPHUATA HA NHPKABU WICHKH, Ha AbpKaBU OT EBPOIENHCKOTO MKOHOMHYECKO MPOCTPAHCTBO U HA
TPETH AbPKaBH, U J]a pasIioyiara ¢ MEXaHU3MHU 3a MpUIIaraHe Ha HEOOXOIMMUTE KOPUTUPAIITH IEHCTBHSL.

(2) Cucremara mo ain. 1 ce mpusara 3a MEAULIUHCKY U3ETHUS:

1. c Harecena "CE" MapkupoBka;

2. xouto HaMmat HaHeceHa "CE" MapKupoBKa, KOTaTO WHIUACHTHT WM MOTEHITHATHHUST WHIUIACHT C TAX
1o cMuchia Ha wi. 106, an. 1 u 2 HanaraT U3BbPIIBAHE HA KOPUTHPALIU ACUCTBUS, MPUIOKUMU 33 U3AETUS IO T. 1.

(3) Cucremara He ce mpuiara 3a W3ISNHs, MpeTHA3HAYCHU 33 KIMHWYHW W3MUTBAHUS, W W3S 32
OLICHSBaHE Ha JCHCTBHUETO.

(4) Cucremara mo an. | BKITIIOYBa MpoydyBaHe 0e30MMacHOCTTa HA M3MIEHSATA 110 aj. 2, yCHATH Ha ma3apa
W/ WK B IEUCTBUE Upe3:

1. crOupaHe, NMOKyMEHTHpaHE W aHAIW3 Ha CHOOMIEHWs 3a chOuTHa mo wi. 105 oT MeaumuHCKH
CHEIHMAUCTH, OT MAI[MCHTH, OT JIUIA, KOUTO U3BBPIIBAT UHCTAJIMPAHE, TOUIPHKKA WK KATMOpUpPaHEe Ha M3/ICTUITA, U
ot UAJL;

2. aHaJIu3 Ha Pe3yJITATUTE OT JOIMBIHUTEIIHA U3MUTBAHUS Ha W3CIIAATA, U3BBPIIICHH OT IPOU3BOIUTEIS;

3. chOupaHe U TOKYMEHTUPAHE U aHAIHM3 HA JAHHU OT Hay4yHaTa JIUTeparypa.

Ui 104. (1) (Ilpeaumen Texket Ha wi. 104, u3m. - IIB, 6p. 110 ot 2008 r., m3m. - JIB, 6p. 54 ot 2012 1.)
HeKapI/ITC, JICKApUTE MO ACHTAJIHA MEAWIIMHA U APYTr'd MCAULMUHCKU CIICHUAINCTH, U JIMIAaTa, KOUTO OCHLIICCTBABAT
WHCTallMpaHe, MOAAPHKKA WM KaduOprpaHe HA MEIUIIMHCKUTE W3SV, ca JIBHKHU He3a0aBHO Ja ChoOmaBaT Ha
HAIJI 3a cu0utug mo 4. 105 B o6exture mo 4. 83, an. 1, T. 2 OTHOCHO Je4eOHUTE 3aBeAeHHUS 110 3aKOHA 3a JIeYeOHNTE
3aBeJIeHUs.

(2) (Hoea - JIB, 6p. 110 ot 2008 r.) M3nmpaHuTenHaTa areHIys MO JIEKapcTBaTa IMPEAOCTaBs Ha
MIPOU3BOJMTENS MM HAa HETOBHS YITBIIHOMOIICH NpPEACTaBUTE HH(pOpManusaTa 1Mo ain. | B CPOK TpU JHU ClE[
MOJy4YaBaHETo H.

Un. 105. (1) Ilpouwssomutensar ysenomsBa MAJI 3a Bcsika HEM3NPAaBHOCT WIM BIIOIIABAHE Ha
XapaKTePUCTUKHUTE Ha W3/eJHe, MPOU3BEIeHO OT HEro, /WM Ha JAEHCTBUETO MY, KaKTO M 3a HEIbJIHA WM HETOYHA
uHpOpMaIHsI BbPXY €THKETa WU B HHCTPYKIIUATA 32 YyOTPeOa, KOSTO € NPUYMHHUIIO CMBPT UM CEPUO3HO YBPEKIaHE
Ha 37paBeTo WM OW MOTIIO Ja MPUYMHH CMBPT HIM CEPHO3HO YBPEXJTaHE HA 3[paBeTO Ha IMAlUEHT, MEIUIIUHCKU
CIICITUAIIVICT WJTU TPETH JINIIA Ha TepUTOpHUsiTa Ha PenyOnmka briarapust.

(2) pousBoaurenst yBenomsBa MAJI u 3a Bcsika TeXHHUYECKA WIM MEIUIIMHCKA MPUYMHA, CBHP3aHa C
XapaKTEPUCTUKUTE WU JICUCTBHETO HA M3ACINETO, KOATO TMOPaJAN MPUIMHHATE, TTIOCOYCHH B ajl. 1, BOIW JO CHCTEMHO
M3TETJIsTHE OT Ma3apa Ha U3JENUsI OT €AMH U CHIIU THIL.

Ui, 106. (1) IpomsBomutenst nmogasa B MAJI mppBoHavaieH qoknan mo oopaser; B 10-qHEBEH CPOK OT
nocTblBaHe Ha MHGoOpManus 3a chOuTHEe Mo Wi. 105, IPUYMHUIIO CMBPT WM CEPHO3HO YBpEXKIaHE Ha 31paBeTo,
HapW4aHO MO-HATATHK WHIUICHT.

(2) TpoumzBomutenst momaBa B MAJI mbepBoHauanmeH pokian mo obpaseny B 30-IHEBEH CpPOK OT
nmoctTeBaHe Ha H(popMarus 3a crouTue mo wi. 105, KOeTo € MOXKeNo Ja MPUYUHN CMBPT UM CEPUO3HO yBpEXKIaHe
Ha 3/IpaBeTo, MPENOTBPATECHH MOpaau ONaronpusTHO OOCTOSATEICTBO HIIM JIEKapcKa Hameca, HAPHYAHO IMO-HATATHK
MMOTCHIIUAJICH UHIIUJICHT.

(3) KoraTo MHIMACHTHT WIN MOTCHIMATHUAT MHIMICHT 3acsara m3fenus ot xiac lla, 116 wmm xmac 111,
WJIW UH BUTPO AUArHOCTUYHU MEAUIMHCKHU U3JACIUA OT CIIUCHK A UM cnuceK B, WK nu3geiand 3a CaMOTCCTYBAaHE U €
BBb3HUKHAJ B TpeTa JIbpiKaBa, NMPOU3ZBOAMUTENST MoaaBa B cpoka mo ain. 1 unu 2 B MAJI mbpBoHavalieH AOKJIaa B
CllyyauTe, KOraTo HOTU(QUIMpaH Oprad 1o wi. 64, an. 2 e U3BbPIIMI OLIEHsSBAaHE Ha ChOTBETCTBUETO HA U3JEIHUETO, C
KOETO € CTaHaJl HHIUACHTHT.

(4) Korato WHIMIEHTHT WIM MOTEHIIMATHUAT WHIUACHT 3acsAra W3JEnusl OT Kjiac | Wim WH BHTPO
JMUArHOCTUYHH MEIWIIMHCKU U3JIENUs, KOUTO HE ca OT CIUCHK A U ciuChK b 1 He ca 3a camoTecTyBaHe, U € Bh3HUKHAI
B TpeTa JbpXKaBa, MPOU3BOJMUTEINAT NOJaBa B cpoka 1o ain. 1 unu 2 B MAJI mbpBOHAvYaieH J0KIa)] B Cly4anTe, KOraTo
MIPOU3BOIAUTEIAT WM YIIBTHOMOIICHUST My TIpecTaBuTeNn € peructpupad B MAJI mo pena Ha rimaBa BTOpa.

Uit 107. Koraro MHIIMACHTHT WM MMOTSHITHATHIIT HHIIMICHT CE TB/DKM Ha KOMOWHHpaHa ymoTpeba Ha



JIBC WJIM MOBEYE OTICITHH M3JCNUs W/WIH Ha MPUHAIJICKHOCTH, MPOU3BEJCHN OT Pa3IHYHH MPOU3BOJUTEIH, BCCKH
npousBoauten npeactass B MAJI ornenen noknaxg mo wi. 106.

Un. 108. [IponsBoauTensaT yBenoMsIBa HEMOCPEACTBEHO CIIe]] IMOJTydaBaHe Ha MHPOPMAIHS 32 HHIUICHT
WU TIOTCHIMAJCH WHIMACHT YIBIHOMOINEHUS CH TpencraButren mo wi. 10, am. 2, TeproBema Ha eaApo H
HOTH(HUIIMPaHUS OpTaH, U3BHPIIWI OIICHSIBaHE HA ChOTBETCTBUETO HA U3JICITHETO ChC CHIIICCTBEHUTE U3UCKBAHMUSL.

Ui, 109. (1) M3meaHUTEHATA areHINsI 110 JIeKapcTBaTa MOIIbpKa CHCTEMa 3a pEerucTprupaHe, aHaIu3 1
0000IIaBaHe HA MHIUJCHTY U MOTCHIIMATHA UHITUICHTH C MEAUIIMHCKU U3/ICIHS.

(2) U3nbnHUTENHATA areHIIMS 10 JIeKapCTBaTa MyOJIMKyBa Ha CTpAaHHUIIATa CU B HHTEPHET PHKOBOJICTBATA
3a MpociensBaHe Ha O€30MacHOCTTa Ha MEAMIIMHCKHUTE W3JIeNus, HM37alieHH OT EBpomeiickata KOMHUCHUS U OT
EBpomnelickaTa areHIus o JIeKapcTBara.

Un. 110. (1) M3nenauTenTHATA arcHIMS IO JIEKapcTBaTa perucTpupa B cucremara mo wi. 109, am. 1
JMAHHWUTE OT IBPBOHAYAIHUS JOKJIA/ HA TIPOU3BOUTENS U OIICHBA MPEIOCTaBeHAaTa MHPOPMAIIUS.

(2) MWzmenHWTENHaTa areHIWs II0 JIeKapcTBaTa OCBINECTBABA HAA30p BBPXY JeWcTBHATA Ha
MIPOU3BOAUTENS MO0 MPOYYBAHETO HA WHIIMJICHTA WM TOTSHIMATHUS WHIUACHT U MOXE Ja W3JaBa NPEIINUCAHHS U
YKa3aHHA.

(3) Ilo BpemMe Ha mpoydBaHETO Ha WHIUACHTA WiM TNoTeHnuanHuss uHnuaeHT WAJL ceaelictBa Ha
MIPOU3BOAUTES, IPH HEOOXOMMOCT, 32 OCBHIIIECTBSIBAHE Ha BPB3Ka ChC:

1. HoTHUIIMpaHHS OpTaH, U3BBPILII OIICHSBaHE HA ChOTBETCTBUETO;

2. perynaTtopHuW OpraHM Ha JPYrH 3aceTHAaTH IbPXKaBU WIEHKA WM JbpKaBU OT EBpomenckoTo
WKOHOMUYECKO MPOCTPAHCTBO;

3. perymatopHu OpraHH Ha JbPKaBU WICHKH WIA IbpXKaBU OT EBpPONEHCKOTO MKOHOMHUYECKO
MIPOCTPAHCTBO 32 JIEKAPCTBEHHU MPOAYKTH B CIIyYaWTe HA WHIUACHTH WM HOTEHIMATHN WHIMIECHTH C U3ENUS 110 WL
3,1.2,3u4,

4. Ipyru Opou3BOJUTENH B cirydauTe 1o wi. 107;

5. IoN3BaTeN! Ha U3/I€TUETO UITH C TPETH JINIIA.

Un. 111. Koraro B mbpBOoHauanHusi qokinan mno wi. 106 ca mocoyeHu KOpUTUpallyd JEHCTBUS WU CE
ChIbpIKa 3aKIIOUCHUE, Y€ MHIMICHTHT 3acTpaliiaBa 0e30MacHOCTTa Ha MallMeHTa, Ha MEIUIIMHCKUS CIICIIUAIUCT WU
Ha TPEeTH JULA, HO BCE OIlle HE ca ompeielieHn Kopurupamure aercteus, MAJl usnpaia qokman A0 peryiaTropHUTE
OpraHu Ha ABpXKABUTE WICHKH, HA IbP>KaBUTE OT EBpONEMCKOTO HKOHOMUYECKO MPOCTPAHCTBO U 10 EBponelickara
KOMHUCHSI.

U 112. (1) B cpok o Tpu Mecema OoT IojaBaHe Ha Jokiana 1mo wi. 106 mpow3BOAMTENAT H3TOTBS U
npencrass B IAJI okoHuaTeneH qokiaa mo oopasel, yTBbPIACH OT U3IBIHUTEITHUS JUPEKTOP.

(2) Hoxmanpt mo an. 1 Moxke Aa ChABPIKA €IHO OT CIETHUTE 3aKITFOUCHUS:

1. He ce Haylara Ja ce mpearnpueMaT MepKH;

2. (m3m. - [IB, Op. 54 ot 2012 r.) MOMBIHUTENHO MPOCTEAsIBaHE HA U3/IEIUETO WM MapTHIaTa U3/IEIHS,
[yCHATH B JCUCTBUE B OOCKTHTE MO wWi. 83, ajn. 1, T. 2 OTHOCHO JIeYeOHUTE 3aBEACHUS MO 3aKOHA 3a JICYeOHUTE
3aBEJICHMUS;

3. pasnpocTpaHeHre Ha HHGOPMAIHS 10 MEAUITTHCKATE CIICITHAINCTH B OOEKTHTE T10 T. 2 U B allTEKUTE U
JIPOrepUUTE KaTO MUCMEHA MPENOpbhKa, U3TOTBEHA OT MIPOU3BOAUTEIIS;

4. KopUTHpaIIy JeHCTBHUA MIPH MTPOU3BOACTBOTO Ha OB/eIIa MPOYKIIHS,

5. KOpUTHpaIH JCHCTBUS Ha U3/ICTUETO, TyCHATO B JICHCTBYUE B 0OCKTUTE 110 T. 2;

6. M3TETIISTHE Ha U3JIeNIMeTO WK Ha MapTHIaTa U3/Ieius, TyCHATH Ha Na3apa W/WIH B ICHCTBUE.

Un. 113. (1) B caywyaure mo wn. 112, am. 2, 1. 2 MAJl u3BbpiiBa KOHTPOJ BBPXY AeiCTBHATA Ha
MIPOM3BOIUTEINS Ha TepuTopuara Ha Peryoiuka brirapust.

(2) B caoyygamre mo un. 112, am. 2, 1. 3 MAJI oueHsBa chabp)KaHWETO HA MHCMEHaTa MpENnopbKka u
00CBHXKIa C MPOU3BOJMUTEINS aIpECcaTUTE Ha PENopbKaTa U HAYMHA Ha Pa3lIPOCTPAHEHUETO H.

(3) B cayuante mo wi. 112, an. 2, 1. 5 UAJI Moxe 1a U3BBPIH MPOBEPKa Ha MSICTO.

(4) Usnbaaurennusat aupektop Ha MAJI u3naBa 3anoBen 3a OJOKUpaHE U M3TETIISIHE OT MPOU3BOIUTEIS
Ha W3/IEJIMETO WM Ha MapTUAATa U3EIsl, C KOUTO C€ € CIIYYr WHIMACHTHT WU IMOTCHIUATHAAT HHIUACHT, KOTaTo



Ce YCTaHOBH, Y€ MPOU3BOJUTEIIAT HE €:

1. M3BBPIINIT KOPUTHPAIITU ACUCTBHUS B IOCOYCHISI OT HETO CPOK B JTOKJIaaa 1mo wi. 112;

2. M3TETJIUIT U3JICITUETO WK MapTHAATa M3/CHs OT Ta3apa B MOCOUCHHS OT HEro0 CPOK B JOKJIAa MO Y.
112.

(5) YcrnoBusita u penbT 3a ONOKHpaHe, W3TETISHE W/WIM YHUIIO)KABaHE HA H3JACIUATA, KOWTO HE
OTTrOBapsT Ha M3UCKBAHUATA HA TO3M 3aKOH, CE OTPENENIAT C Hapea0a Ha MUHUCThPA Ha 37]paBeona3BaHeTo.

Un. 114. (1) M3nenHuTEeNHAaTAa areHUUs IO JIeKapcTBaTa NMyONMKyBa Ha CTpaHMLATa CH B HHTEPHET
CIIHCHK Ha W3JIENINATA, BKIFOUECHH B 3aImoBeaTa mo 4. 113, am. 4.

(2) Koraro wmzgenmusita mo amn. 1 ce mpomaBar B obektute mo wi. 83, am. 2, UAJI yBenomsiBa
obmectBeHoctTa upe3 bTA u cpencrara 3a MacOBO OCBEIOMSIBAHE.

(3) Usneaautennuar qupextop Ha MAJL u3roTBs JoKian 3a Bh3HUKHAINS HMHITUACHT WM MOTEHITHATICH
WMHIUAEHT B ciiydauTe 1o wi. 112 u n3npaimna xomue ot Hero 10 EBponeiickaTa KOMHCHS U pEryJlaTOpHUTE OpTaHu Ha
IBPKABUTE WICHKU.

Un. 115. (1) Besiko aumpextHo cbhoOmienne no MAJl 3a MHIMIEHT WIM MOTCHIMAICH HHIUACHT C
MEINIIMHCKO M3JIeNne Ha TepuTopusTa Ha PermyOnmka brarapus, monageHo oT HASHTH(GHUIIMPAHO JUIE B TUCMEH BHU/I,
ce JOKyMEHTHpa B cucTemata mo wi. 109.

(2) B cpok 1o Tpu AHH OT TOJTy4YaBaHe Ha ChOOIICHNE 32 HHIUCHTA WM TIOTEHIIMAJIeH HHIUCHT I10 al.
1 UAJI nuadopmupa npou3BoIUTEN, 3a 1a IpeanpruemMe JeiCTBHITa, npeasuaeHu B wi. 106 - 108 u wr. 112.

Un. 116. M3npnHUTETHATA areHIUs 110 JIeKapcTBaTa MOXKe a Ob/ie KOOPIUHHUPAII PETyIaTOPEH OpraH:

1. B cirydanTe Ha MHIUACHT WUIA TTOTEHITHAJICH WHIIHJICHT, BH3HUKHAII Ha TEPUTOPHAITA Ha TIOBEUE OT €IHA
I'bp>KaBa WICHKA WK JbpxKaBa 0T EBponeiickoTo HKOHOMUYECKO MPOCTPAHCTBO, U

2. KOTaTo MHITUACHTHT WM TOTCHIINATHUAT HHIIHICHT € PETUCTPUPAH 3a IIbPBH IIBT HA TEPUTOPHUATA Ha
Peny6nuka bearapus, nim

3. Koraro OpraHbT, M3BBPIIMJI OLICHSIBaHE Ha CHOTBETCTBHUETO Ha W3JCJIMETO ChC ChHIIECTBEHUTE
WU3UCKBaHMUS, € MOJIYUYMII pa3pelicHUE 10 pe/ia Ha TJlaBa YeTBHPTA, KOraTO MHIIMACHTHT WIN MOTCHIIUATHUST UHITUIACHT
e craHan ¢ m3genus ot kiac Ila, 116 nim kmac III, wim wH BUTPO AMArHOCTUYHU MEIUITUHCKU H3/EIHS OT CIIMCHK A
WM CIUCHK b, vt u3nenus 3a caMoTecTyBaHe, WK

4. KOraTo IpOU3BOAUTENAT WU YI'BIHOMOIICHUIT My MpeAcTaBuTen € peructpupad B MAJI o pena Ha
TJIaBa BTOpa, KOTaTO WHIUICHTHT WM MOTCHIIMATHUAT WHIMICHT € CTaHaJI C W3IeIus OT Kiac | wim wH BHTPO
JUArHOCTUYHU MEIULIMHCKH U3JENNs, KOUTO HE ca OT CIIUCHK A U cuchK b 1 He ca 3a camoTecTyBaHe.

Uin. 117. JlnaaATe NMaHHA Ha W3TOYHWKA HAa CHOOMICHHWETO ce chXpaHsBar oT MAJl mpu cmazBane
M3UCKBaHMITA HA 3aKOHa 3a 3aluTa Ha JJUMYHUTE JaHHU.

I'naBa ocma.
EBPOIIEMCKA BA3A JAHHH

Uit 118. M3npiHATETHATA areHIys 10 JIeKapcTBaTa mpeaocTass B EBporelickara 0a3a qaHHM He3a0aBHO
CJIe]] TIOTyYaBaHeTo U ciieHaTa HHGOopMaI¥sl B CTaHAapTH3UPpaH popMar:

1. (m3m. - JIB, Op. 110 ot 2008 T.) maHHW, CBBP3aHH C PETHCTpAIUATa HA IMPOU3BOAUTEIIATE WM HA
YI'BJIHOMOIIICHUTE MPEACTAaBUTENN MO wWi. 29 M Ha H3AENUATa MO TJaBa BTOpa, C M3KIIOUCHHUE HAa W3AETUsTA,
M3pabOTECHM T10 TTOPHYIKA;

2. TaHHU, TIOJYYEeHH MPU KIMHUYHUTE U3MUTBAHUS Ha MEUIIMHCKY M3JIENNA [0 pesia Ha IJIaBa TPEeTa;

3. maHHU, MOyYEHH IIPH MPOCieasiBaHe 0€30MacHOCTTa Ha MEAWIMHCKUATE M3JENHs, ITyCHATH Ha Imas3apa
W/WITY ITyCHATH B JICHCTBHE Ha TepuTopusTa Ha PenmyOinka beirapus no riaBa cenma,

4. naHHU, CBBP3aHU C W3/aBaHe, MPOMSHA, JAOMBIHEHHE, BPEMEHHO CIMPaHe, U3TETJISIHEe MM OTKa3 Ha
cepTrdUKATH OT HOTUDHUITUPAHUTE OPTaHU, CHIIACHO MPOIIETyPUTE, TOCOUCHH B HapeaouTe 1mo 1. 18.

I'naBa ocma.
"a" KOHONJIEHIIUMAJHOCT (HOBA - IB, BP. 110 OT 2008 I'., B CHJIA OT 21.03.2010T".)



Un. 118a. (Hos - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 1.) (1) AnBKHOCTHUTE JUIIA U JIATIATA,
KOWTO MpWiIararT TO3W 3aKOH M IOJI3aKOHOBUTE HOPMATHBHHM aKTOBE [0 MPHJIAraHeTo My, Ca JIBKHH Ja He
pasnpocTpaHsaBaT HHPOPMAIHS, TIOTyUCHA ITPH U MO MOBOJ U3MTBIHCHUE HA 3aIBIKCHUATA UM.

(2) Pasnopenbara Ha an. 1 He ce npunara npu:

1. oOmMeHn Ha wWHpOpPMALUs MEXAYy ATBXHOCTHU JHIA, MEXKIYy HOTHUQUIHMPAHH OpPraHd U MEXKIY
JUIbKHOCTHH JIMIA U HOTH(QHIIUPAHN OPTaHy;

2. pasmpocTpaHeHue Ha HHPOPMaLs, KOSTO LeIH Aa OCUTYpH 0€30MacHOCTTa U 31paBeTo Ha X0paTa;

3. mpenocraBsiHe Ha HHGOPMAITUS B CITyYaUTe HA HAKA3aTEIHO MPOU3BOJICTBO.

(3) He e xonduaennmansa uapopManuara:

1. 3a perucTparnmsaTa Ha JIMIaTa, KOUTO MyCKaT METUIIMHCKU M3/IENNs Ha Ta3apa 1o pejia Ha ri1aBa BTopa;

2. KOSITO C€ MPEOCTaBs Ha TIOTPEOUTENUTE OT MIPOU3BOUTEINS, OT HETOBHS YITBIIHOMOIIICH MPEICTABUTEI
WK OT THProBela Ha eJpo BbB BPb3Ka C MPEANPHETUTE MEPKHU TI0 pe/ia Ha TlaBa CeMa;

3. ceappKama ce B HM3NAJCHUTE, MOAUDUIMPAHUTE, JOIBIHEHUTE W OTHETUTE CepTH(UKATH U B
cepTudUKaTUTE, YUATO BAJIMIHOCT BPEMEHHO € MPEyCTaHOBEHA.

I'naBa neBerta.
AJIMUHUCTPATUBHOHAKA3ATEJIHU PA3SITIOPE/IBU

Un. 119. Ko#iTo mycka Ha mazapa W/Wid IMycKa B JCHCTBHE MEIUIMHCKU H3JeNus, 0e3 Ja € OICHEHO
CHOTBETCTBHETO UM CBHIJIACHO M3MCKBAHUATA HAa TO3H 3aKOH M HA aKTOBETE I10 NMPHUJIaraHeTo My, ce Haka3Ba ¢ ri100a oT
10 000 o 20 000 nB.

Un. 120. Koiito chcTaBH W/MIM W3ION3BAa JACKIApanus 3a ChOTBETCTBHE CHC ChIBpIKAHUE, KOSTO HE
CHOTBETCTBA Ha CHIBPIKAHUETO, ONIPEACICHO B HApEeIOUTE 10 WI. 18, ako JeTHUETO HE ChCTaBIABA MPECTHIUICHAE, CE
HakasBa ¢ ri106a ot 3000 go 8000 iB.

Un. 121. Koiito mycka Ha ma3apa W/iim mycka B qeiictBue MeaunuHcky uzaenus cbe "CE" MmapkupoBka B
HapyllIeHre Ha U3UCKBaHMATa Ha wi. 15, ce Haka3Ba ¢ rio6a ot 500 1o 1000 nB.

Un. 122. KoiiTo mycka Ha 1ma3apa W/Wid ImycKa B aeiicTBue MeaunuHcku m3nenus cbe "CE" mapkupoBka,
0e3 Ja € OLIEHEHO CHOTBETCTBHETO MM CbhC CBIIECTBEHHWTE H3MCKBAaHUSA, ONpeAeNieHH B Hapeaowurte mo wi. 18, ce
Hakassa c rimoba ot 10 000 o 20 000 xB.

Ui 123. Jlumara, KOWTO TPEACTABAT MEAWITMHCKHA HW3ICTUS Ha HW3JI0KOH, TMaHaWpH, JEMOHCTPAITUH,
MIPOMOLIMH, HAYYHH M TEXHUYECKH KOH(EpEeHINN B HapyleHue Ha wi. 15, an. 11, ce Hakassar c rio6a ot 500 go 1000
JB.

Un. 124. Ko#iTo mycka Ha masapa W/WIM MycKa B JICHCTBME MEIUIIMHCKU W3ACTHS B HapylIeHUE Ha
pasmopenbara Ha 4. 16, ce Haka3Ba c rimo6a ot 5000 go 10 000 nB.

Y. 125. KoiiTo mycka Ha mazapa W/Wid MyCKa B JACHCTBUE MEIUIIMHCKH U3JENMs 0€3 MHCTPYKIHsS 3a
ynorpeba, ¢ M3KIIOUEHUE Ha HM3AeiusTa mo wi. 2, an. 1, T. 3, monmamanm B kiac | u kiac Ila, ako morar nma ce
M3TOJ3BaT 0e30macHo 0e3 MHCTPYKITHS 3a yrnoTpebda, ce Hakaszsa ¢ riaoda ot 3000 mo 5000 xs.

Un. 126. Koiito mycka Ha mas3apa W/HiM Mycka B ACHCTBHE CHCTEMH W/WIM HAOOPH WM MEAWIMHCKU
W3Jenusi, NpeJHa3HAYeHH OT IPOU3BOIUTENS Ja ObJAT CTEPMWIIM3UPAaHU Ipead yHoTpeda, B HapylleHHE Ha
W3MCKBAHMATA HA TO3U 3aKOH M HA aKTOBETE 110 MpHJIaraHeTo My, ce Haka3Ba ¢ rioba ot 10 000 go 15 000 xB.

Un. 127. Koiito mycka Ha ma3apa W/Wid B JAEHCTBHE MEIUIIMHCKO W3enne, U3paboTeHo MO MOpPbhUKa, B
HapyIlIeHHE Ha U3UCKBAHMATA HA TO3M 3aKOH, ce HakasBa c rioba ot 5000 mo 10 000 nB.

Un. 128. KoiiTo u3BbpiIBa THProBUS HA €IPO C METUIIMHCKY n3enus 6e3 HaHeceHa "CE" mapkupoBka,



ce Haka3Ba c rio6a B pazmep 10 000 ms.

Un. 129. (1) PbkoBomuTen Ha JiedueOHO WM 3ApaBHO 3aBeACHUE, KOWTO IOMyCKa HM3MOJI3BAHETO Ha
MeIUIMHCKH m3enus 6e3 HaHeceHa "CE" mapkupoBka, ¢ M3KIIOUYEHHE Ha W3JENUATa, U3pabOTEeHU MO MOphUKa, Ha
U3JIeNUsTa, KOUTO ca MyCHATH B JICHCTBHE MPEIU BIM3aHETO B CHIIA HA TO3W 3aKOH, M Ha M3JIeNusTa 1o wi. 12, an. 1, ce
Haka3Ba ¢ rioba ot 2000 o 10 000 nB.

(2) Cemroro HakazaHHe ce Hajara W Ha PHKOBOIWTET Ha JIedeOHO WM 3ApaBHO 3aBelCHHE, KOHTO
JIOITyCKa W3MOI3BaHETO Ha M3/ICiusl 0e3 MHCTPYKIIHS 32 yIOTpeOa WU ¢ U3TEKbJ CPOK Ha TOJHOCT.

(3) (HoBa - 1B, 6p. 54 ot 2012 r.) PpkoBoauTeN Ha JIe4eOHO WM 3APaBHO 3aBEJeHHE, KOWTO KyITyBa
MEIUIUHCKY U3JeNusl OT Juia 0e3 paspelieHne win 0e3 Apyr TOKYMEHT, YJOCTOBEPSBalll MPaBOTO 3a U3BBPIIBAHE HA
THPTOBHSA C METUIIMHCKH W3[ENWs, U3/IaJileH OT KOMIIETEHTEH OpraH Ha JIbpXKaBa WICHKa WIM HA Apyra Ibp)KaBa -
crpana o Criopazymenuero 3a EBponeiickoTo nKoHOMHYecKo pocTpaHcTBo, win Ha Kondenepanus Iseitnapus, ce
Haka3Ba ¢ rioba 10 000 sB.

Un. 130. Ko#iTo u3BBpIIBa THPTOBUS HA €APO C MEIUIIMHCKH M3IETUS C M3TEKBJI CPOK HAa TOAHOCT, Ce
Haka3Ba c rioba B pasmep 10 000 nB.

i 131. (M3m. - JIB, Op. 54 ot 2012 1.) ThproBem ¢ METWUITMHCKH HW3ICTHSA, KOMTO HapyliaBa
W3UCKBAHMSITA HA WI. 82, all. 2, ce HaKa3Ba ¢ UMyIleCTBeHa caHKuus B pazmep 5000 mB.

Un. 132. (Usm. - JIB, Op. 54 ot 2012 r.) ThproBem ¢ METUIIMHCKH HW3ENHS, KOWTO HapyIllIaBa
M3HUCKBaHUATA HA wWi. 82, ai. 3, 4 unu 5, ce Haka3Ba ¢ UMYIIIECTBEHA CaHKIMs B pazmep 1000 iB.

Un. 133. Teprosen Ha eApo ¢ MEIULUHCKY U3JENNs, KOUTO HapyllaBa U3UCKBAHMSITA HA wi. 82, an. 1, T.
2, 3 wnm 4, ce HaKa3Ba ¢ UMYIIEeCTBeHA caHKIs B pazmep S000 iB.

Y. 134. (Uzm. - B, 6p. 54 ot 2012 r.) KoiiTo u3BbpIIBa THProBUs HAa €APO C MEAULIMHCKH H3eNus, 03
Jla TIpUTEXaBa JOKYMEHT, yJOCTOBEpsBalll IPaBOTO My Ja W3BBPILIBA Ta3W NEHHOCT, C€ HaKa3Ba C MMYIIECTBEHA
caukuus B pazmep 10 000 ns.

Uir. 134a. (Hos - IB, Op. 54 ot 2012 r.) Tsproselt Ha eApo ¢ MEAWIIMHCKH H3ACIHS, KOUTO HE M3ITBIHU
3aJIBJDKEHUETO 110 Wwi. 78a, ce Haka3Ba ¢ UMyIlecTBeHa caHkuus B pasmep 10 000 nis.

Un. 135. (Jom. - JIB, 6p. 54 ot 2012 r.) Tsproeen Ha enpo, KOMTO He cria3Ba pasnopeadara Ha 4. 80, a.
1 mnm 3, ce HaKa3Ba C UMyIeCTBEHA caHKius B pazmep 3000 iB.

Ui 136. (U3wm. - /1B, 6p. 60 ot 2011 r., B cuna ot 05.08.2011 r., u3m. - IB, 6p. 54 ot 2012 r.) Tsprosen
Ha eJ|po, KOWTO He cra3Ba pasnopendara Ha 1wi. 80a, an. 1, ce Haka3Ba ¢ UMyIIeCTBeHA caHKIHS B pazmep 1000 mB.

Y. 137. Koiito u3BbpIIBa THProBus Ha JpeOHO ¢ MEAUIMHCKY u3aenus 6e3 Hanecena "CE" mapkupoBka
WJTU C U3TEKBJI CPOK Ha TOAHOCT, Ce HakasBa ¢ ioda B pazmep 10 000 is.

Ui, 138. (M3m. - IB, 0p. 54 or 2012 r.) KoiiTo u3BbpIIBa THProBUs Ha APEOHO ¢ MEIUIIUHCKU U3JIEITHS
W3BBH 3[IpaBHU 3aBeIeHUs 10 Wi. 21, ain. 2, T. 4 u ain. 3 oT 3aKoHa 3a 3/IpaBEeTO W/WIIM U3BBH 00EKTUTE 1Mo 9. 83, ai. 1,
T. 4 - 7, ce HaKa3Ba C rio0a Win UMyIIecTBeHa cankius B pazmep 10 000 mB.

Un. 138a. (Hoe - JIB, Op. 54 ot 2012 r.) TeproBern ¢ MEIWIIMHCKH HW3JENHS, KOWTO HapyllaBa
M3UCKBAaHMSTA HA WI. 8§30, ce HaKa3Ba ¢ UMYIIECTBEHA caHKIHS B pazmep 1000 nB.

Y. 139. (M3m. - [IB, 6p. 110 ot 2008 r.) KoiiTo mycka Ha ma3zapa u/uny mycka B IeHCTBHE MEIUIMHCKU
n3genus Ha TeputopuATa Ha PemyOnmka Bearapus, 06e3 ma ce € perucTpupan B ONpEAeIeHHs B 3aKOHA CPOK, ce
HakasBa ¢ rio0a B pasmep 5000 B,



Un. 140. (U3m. - IB, 6p. 110 ot 2008 T., B cmia ot 21.03.2010 r.) Ko#iTo HapymaBa pasnopenouTe Ha HII.
27, an. 3, un. 28, an. 7, un. 29, an. 2 u . 30, ce Haka3Ba ¢ r7106a B pazmep 3000 miB.

Un. 141. (1) Koiito HapymaBa W3WCKBaHHATA 3a W3BBPIIBAHE HAa KIWHUYHUA W3IUTBAHUS, aKo
H3BBPIICHOTO HE ChCTABIISBA MPECThILICHNE, ce Haka3Ba ¢ rioba ot 5000 mo 10 000 niB., a mpu MOBTOPHO M3BBPILIBAHE
Ha CBIOTO HapymieHue - ¢ rioba ot 10 000 mxo 20 000 ns.

(2) Ha MeaumuHCKH CTIEMAITACT, JOITYCHA TN U3BBPIIIIT HApYIISHUS M0 aj. 1, MoKe a ce HAJIOXHU U
HaKa3aHHe JIMIIaBaHe OT MPaBo Ja yNpaskKHsIBa MpodecusiTa Cu 3a CPoK OT 6 Mecela 10 JIBE TOIUHH.

(3) Hakazammero mo aj. 2 ce Hajmara OT MHHHCTHPA Ha 3JpaBeOla3BaHETO IO TPEAJIOKCHHE Ha
U3IIBIHUTENHUS TupekTop Ha MAJL.

Un. 142. Ha HoTHduuupan opraH, KOHTO He cla3Ba H3HWCKBaHeTO Ha wi. 68, an. 1, ce Hamara
UMYyIIeCTBeHa caHKIHs B pazmep oT 2000 1o 5000 mB.

Un. 143. Ha HOTM(uUupaH opraH, KOWTO HE cma3Ba W3UCKBaHeTo Ha wi. 70, am. 1, ce Hamara
AMYIIIECTBEHA CAaHKITUSA B pazmep 1o 5000 is.

Un. 143a. (Hos - [IB, 6p. 110 ot 2008 r.) Ha HOoTHdUIMpaH OpraH, KOMTO He cra3Ba U3MCKBAHETO Ha 4Il.
76a, an. 1, ce Haslara uMyIniecTBeHa caHkius B pasmep 10 5000 nB.

Un. 144. Ko#iTo mpeuyn Ha JMiaTa mo Wi, 86, aji. 2 Ja OCBIIECTBSABAT CIIY)KCOHHTE CH 3aJIbJIKCHHS B
CHOTBETCTBHE C pa3lopeIONTE Ha TIaBa IIecTa, ce HakasBa ¢ riaoda ot 6000 qo 10 000 ms.

Un. 145. [IpousBoauTen Ha MEIUIMHCKU U3JENNs, KOMTO Hapyliu pasnopenbarta Ha wi. 103, am. 1, ce
Haka3Ba ¢ umyiectseHa caukius ot 5000 go 10 000 ns.

Uit 146. IIpon3BoauTel Ha MEAUITMHCKY U3IETHS, KOUTO HAPYITH pa3nopeadara Ha wi. 107, ce Haka3Ba c
umymiectBeHa cakuus ot 10 000 go 20 000 ns.

Y. 147. KoWro He choOIIM 3a MHOMASCHT WM 3a IMOTEHIUAIEH MHUOWASCHT C MEIWIMHCKO H3IEIINE
cwrimacHo 4. 104, ce Hakassa ¢ rio6a ot 1000 mo 2000 ns.

Uin. 148. Koitto He u3nmbiHu 3anoBes 1o wi. 113, an. 4 Ha usnbiaHuTenHusA qupektop Ha MAJL, ce Haka3Ba
¢ rimo6a ot 10 000 mo 20 000 nB.

Un. 149. Koiito Hapymmu pa3nopeiOuTe Ha TO3HM 3aKOH HIIM Ha aKTOBETE I10 MPHJIATaHEeTO MY, W3BBH
cinydgaute mo wi. 119 - 148, ce nakaspa ¢ ro6a or 1000 mo 3000 7B., a MpU MOBTOPHO M3BBHPIIBAHE HA CBHIIOTO
HapymeHue - ¢ riioba ot 3000 o 5000 nB.

Y. 150. Koiito He M3MbIHM pa3nopexaHe, Mpeanucanne win ykazanne Ha MAJI, ce Hakaspa ¢ rioba ot
1000 mo 3000 8.

Ui 151. (1) Korato Hapymrenusra mo @wi. 119 - 150 ca u3BbpIIeHN OT IOPUANICCKH JIUIA WK €THOJTHIHN
THProBUH, CC HajIaraT UMYIICCTBECHU CaHKIIUH. Pa3Mep'bT Ha UIMYUICCTBCHATA CAHKIUA HEC MOXKC Ja 6’[)1[6 IIO-HUCBK OT
JIBOWHUS pa3Mep Ha MpeIBUICHUTE MHUHUMAIHN pa3MepH Ha CHOTBETHHTE TJIOOM M HE MOXE Jla OBJIe MO-BHCOK OT
HBOﬁHHH pasMeEp Ha NPCABUACHUTE MAaKCUMAJIHU PasMEPU Ha CbOTBETHUTEC I‘HOGI/I.

(2) HanaraneTto Ha wWMyIIeCTBEHa CAaHKIHMS HE W3KIIOYBA HajaraHeTo Ha TJI00a HAa BUHOBHHUTE
JJIBKHOCTHH JIUIIA.

Yn. 152. (1) (Jom. - AB, Op. 110 ot 2008 r.) HapymeHusita mo T03u 3aKOH C€ YCTaHOBSIBAT C aKTOBE,



ChCTAaBCHM OT WHCICKTOPH M EKCIEPTH, OMpPEIeNieHH ChC 3aloBeJ] HA M3MBIHUTENHHS aupekTop Ha HAJL ¢
M3KJTIOYCHHE Ha CIIy4JauTe 1Mo ail. 3.

(2) (Jom. - JIB, 6p. 110 ot 2008 r.) HakazarenHuTe MOCTAHOBIEHHS CE€ W3/IaBaT OT W3ITBIHUTEITHUS
mupektop Ha MAJL, ¢ u3kimoueHne Ha cirydauTe 1o aj. 3.

(3) (Homa - [IB, 6p. 110 ot 2008 r.) Hapymenusta mo wi. 68, an. 1, wn. 70, an. 1 u wn. 76a, an. 1 ce
YCTaHOBSIBAT C aKTOBE, CHhCTABEHU OT EKCIEPTH, OMNpENENIeHH ChC 3amoBe]] Ha mnpenacenarens Ha JIAMTH, a
HaKa3aTeJIHUTE IOCTAHOBJICHHUS ce u3naBaT oT mpencexarens Ha JAMTH wim or ompaBoMoOIeHH OT HEro
JUTBXKHOCTHH JTHIIA.

Ui 153. ChcTaBsiHETO Ha aKTOBETE, W3JABAHETO M O0YKAJIBAHETO U W3IIBIIHCHUETO HAa HAKa3aTCITHUTE
ITIOCTAHOBJICHUS C€ M3BBPIIIBAT IO pella Ha 3aKOHA 33 a/IMHHUCTPATUBHUTE HAPYIICHUS U HaKa3aHWsL.

JdonmbaHuTe/IHH pa3nopendu

§ 1. ITo cMuchaIa HA TO3W 3aKOH:

1. "AKTUBHO WMIUIAaHTHPYEMO MEIUITMHCKO W3Aenue" € aKTHBHO MEIWIIMHCKO H3JENHe, KOETO ¢
MpeIHA3HAYCHO Ja ObJe YaCTHMYHO WIM H3LSJI0 UMIUIAHTHPAHO 4Ype3 XHUPYpruuecka WM Ype3 MEAUIMHCKA
WHTEPBEHIIUS B YOBEIIKOTO TSUIO WIIH Ype3 MEeIUITMHCKA MHTEPBEHIIHS B €CTECTBEHUTE OTBEPCTHS Ha YOBEUIKOTO TSIIO
U JIa OCTaHE B TSJIOTO CJIe] MHTCPBEHIIUATA.

2. "AKTHBHO MENWIMHCKO u3Aenue" € METUIIMHCKO H3Jeine, 4YhueTo (YHKIMOHWPAaHE 3aBUCH OT
M3TOYHUK Ha €JCKTpUYECKa WM Jpyra CHEPrus, pa3jiudHa OT CHEPrusTa, reHepUpaHa B YOBELIKOTO TSJIO, HJIM OT
36MHOTO TIPUTETIISHE.

3. "Banmmmua mokymeHTarusa" € IOKyMEHTAIUS, KOATO II0 CBHIABP)KAHWE W IWBIIHOTAa OTTOBaps Ha
W3MCKBAHUATA, IPEABUICHHU B ONPE/ICIICHA MPOIIeypa 110 TO3U 3aKOH.

4. "Buocuten" e pu3myuecko WM OPUANYECKO JUIlE, KOETO € YCTAaHOBEHO Ha TEPUTOPHTA HAa JbpKaBa
YIEHKAa WK Ha JIbpXKaBa OT EBPOMNEWCKOTO MKOHOMHYECKO MPOCTPAHCTBO M KOETO BHACS MEIUIIMHCKU W3JENUS OT
TpeTH AbPKaBU Ha ma3apa Ha EBpomneiickus cbro3.

5. "Bp3noxuTen Ha KIMHUYHO W3NUTBaHE" € TNPOU3BOMUTENAT WM HETOBUAT YI'BIHOMOIIEH
MIPEJICTaBUTEN, KOUTO OTTOBAps 3a 3all0YBAHETO, YIIPABICHUETO W/MIN (PMHAHCHPAHETO Ha €THO KIIMHUYHO H3IUTBAHE.

6. "I'maBeH wm3ciemoBaren" € JIMIETO, TOJ YHUETO PHKOBOJACTBO M3CIEAOBATEICKHUIT EKHIl IPOBEXKIA
KIIMHUYHOTO M3MUTBAHE.

7. "Jlobpa KNIWHWYHA TpPaKTHKA" € CHBKYIMHOCTTa OT MEXIYHAPOTHO TPH3HATH C€THYHH W HAyJHH
M3KMCKBAHMS 332 KAa4e€CTBO, KOMTO C€ CIa3BaT NpPH IUIAHUPAHETO, MPOBEKIAHETO, OTYMTAHETO M JOKJIAJIBAHETO Ha
KIIMHUYHU U3MTUTBAHMS.

8. "IIbprkaBa wieHka" € Abpr)kaBa - WieHKa Ha EBpornelickus chio3.

9. "UnenTrdukanmoHHN JaHHH HA U3AeTueTo" ca:

a) JaHHM 3a MPOM3BOAUTENS, MOJCI M THUIIOB HOMEP Ha U3JCIMETO, BKJIIOYUTEIHO cOpTyep H
MIPUHA]ICKHOCTH;

0) mpegHa3HaueHO ACWCTBHE, OMPEIENIEHO OT MPOU3BOAMUTENS, BKIIOYUTETHO KIMHWYHU WHAWKAINH U
KOHTpPaWHAUKAIIMK TIPH yIIoTpedaTa u UASHTU(DUIMPAHE HA TPYIUTE MAIUEHTH, 32 KOUTO € MPEJHA3HAYCHO;

B) OMHMCAaHWE HA M3IEIUETO - OMUCAaHNe Ha MaTepUAII, KOUTO BIM3AaT B KOHTAKT C YOBEIIKH THKaHH WA
TEYHOCTH, BKJIIOYBA JIM W3JCIMETO JICKAPCTBCH TMPOJYKT, YOBCIIKA /WM JKUBOTUHCKA THKAHU WU TEXHU
MIPOW3BOIHH, WJIA OMOJIOTMYHO aKTUBHU BEIIIECTBA;

I') MHCTPYKIIUH 32 MHCTAJIMPAHE U U3IOJI3BAHE HA M3JCIUETO, BKIOUYHUTEIHO aKO Ca HAJIMIE CICLUATHU
YCIIOBHS 32 ChbXpPaHEHWE W M3UCKBaHUsA 3a paboTa - MpenBapuTeIHa IMOATOTOBKA MPEIu yrnoTpeda - CTepuiIn3alvs B
CIIy4yau Ha MOBTOPHA yroTpeda, MpoBepKa 3a 6€30mMacHOCT, MEPKH, KOUTO TpsIOBa Jla ce MpeapreMar ciea ynorpeoa;

) IPENOPBYUTEITHO 00yUEHUE U OIHUT, HEOOXOIUM 3a YIoTpeda Ha U3/ICIHETO;

€) ONHCcaHne Ha HEOOXOAMMHTE MEIUIIMHCKU M XHUPYPrHUECKH MPOIETypH, CHIIPOBOXKIAIIN yIoTpedara
Ha U3JICIUETO.

10. "Uznenue 3a caMOTeCTyBaHE" € UH BUTPO JNUAarHOCTHMYHO MEAMLMHCKO U3JENHE, MPEAHA3HAYEHO OT
MIPOU3BOIMTEIS JIa CE M0JI3Ba OT JIMIla 0€3 MEIUIIMHCKA KBAIM(UKALIMS B JIOMAIlIHA 00CTaHOBKA.

11. "MHBa3MBHO MEAWIIMHCKO W3JeNie 3a MPOABIDKUTENHA yIoTpeda" e mu3nenne, KOeTo ISUIOCTHO WIIH
YaCTMYHO NPOHMKBA B YOBEHIKOTO TSJIO IIPEe3 €CTECTBEHUTE MYy OTBOPH WM Mpe3 IOBBPXHOCTTA My H
MIPOJBIDKUTEITHOCTTA HA MIPECTOS MY B YOBEIIKOTO Ts10 € Hax 30 mHu.

12. "VH BUTPO TUATHOCTUIHO MEIUITMHCKO HU3Meaue" € MeIUITMHCKO U3JIeINe, KOETO € PEaKTHUB, MMPOIYKT



OT peakTuB, KaauOparop, KOHTPOJIEH MaTepuain, KUT (Habop), MHCTPYMEHT, amapar, o0OpyABaHE WM CHCTEMA,
U3M0JI3BAHO CAMOCTOSITENTHO WJIM B KOMOWHAIWs, MPEAHAa3HAYEHO OT MPOM3BOJUTENS 32 W3ION3BaHE UH BUTPO IIPH
W3CcIeIBaHe Ha MPOOH OT YOBEIIKOTO TSUIO, BKIFOUUTEITHO KPBB W THKaH, €AUHCTBEHO WJIM TJIABHO C IIeJl MOJTyYaBaHe
Ha uHpOpMaIHs 3a:

a) (QU3HOJIOTMYHO MJIH MATOJIOTUYHO CHCTOSHUE, WIIN

0) BpOJICHH aHOMAJIHH, WITH

B) omnpezeisiHe Ha 6€301acHOCTTa U ChbBMECTUMOCTTA C MOTEHIIMAIHU PEIUITUEHTH, WIIN

') KOHTPOJIMPaHEe Ha TEPAIIEeBTUIHH JHCTBHUS.

WH BUTpO OUArHOCTUYHM MEAMIMHCKM U3JENus ca W H3JeNusTa 3a CaMOTECTyBaHE, CBhJOBETE 3a
ChXpaHEHHE Ha MPOOU OT YOBEMIKOTO TSJIO, C M3KIIFOUEHUE Ha M3JIeNnsATa 3a 001a JabopaTopHa yrnoTpeda, OCBEH ako
U3JIEJINETO 10 OTHOIIEHHE Ha XapaKTePHUCTUKHUTE MYy € CICHHAIHO MpeJHa3HAue€HO OT MPOU3BOIUTENS 3a UH BUTPO
JUAarHOCTUYHU M3CIICIBAHUS.

13. "W BHUTPO AWMATHOCTHUYHO MEIUITMHCKO H3JEIHE 3a OICHKAa Ha JeHCTBHETO" € WH BHTPO
JUarHOCTUYHO MEAMLMHCKO H3JeNne, NpeAHAa3HAauYeHO OT IPOM3BOAUTENA 3a MNPOBEXKJAaHE HAa €IHO WM IIOBEue
W3CITIeIBAaHUS 3a OlleHKa Ha JEWCTBHETO, MPOBEXKIAaHU B JabopaTopHs 3a MEAWIMHCKHA W3CIEABAHUSA WM B Apyra
MIOIXOJIAIIA CpeJia U3BBH MACTOTO Ha IPOU3BOCTBO.

14. "Undopmupano ceriacue" € BOJSH3SBICHHE Ha JIEECTIOCOOHO JIHIIE WIIH HAa 3aKOHEH MPEICTaBUTEN Ha
HeJleecriocoOHO JIHIE, ¢ KOETO € W3Pa3eHO ChIVIACHE 3a ydyacThe B KIMHUYHO H3IUTBAaHE, CJe] KaTo JIHIETO ¢
moipoOHO MH(MOPMHUPAHO 32 CHIHOCTTA, 3HAYEHUETO W PUCKOBETE OT M3MUTBaHeTo. MHpopMHpaHOTO chriacue € B
nucMeHa (popma M ChIbpXKa MOAMKC HA JIMIETO W jAarta. [Ipn HEBB3MOXKHOCT Ha JIUIETO /1a M3pa3u ChIVIACHETO CH B
nucMeHa Gopma MHPOPMUPAHOTO ChHIVIACHE MOXKE Ja OBl JaJeHO YCTHO B NPHCHCTBUETO Hal-MalKo Ha €IUH
CBUJIETEN.

15. "KanuOpaTtop M KOHTPOJCH MaTepual’ € BEIISCTBO, MaTepual WIA W3JCIUe, MpPeAHa3HAueHO OT
MIPOM3BOIMTENS 32 YCTAaHOBSBaHE HA M3MEPBATEIIHN CHOTHOIICHUS WM 3a IPOBEPKa Ha PaOOTHUTE XapaKTePUCTUKH Ha
WH BUTPO JTUATHOCTUYHO MEAULIMHCKO U3/IeHe B CHOTBETCTBHE C IPEHA3HAUEHUETO MY.

15a. (noBa - JIB, O6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) "Kimman4an nanHu" e nHpopManusTa,
chOpaHa mpu ynorpedara Ha HM3ACIHUETO OTHOCHO OE30MACHOCTTa W/WIIM ACUCTBHETO My. KIIMHWYHHTE NaHHU ce
MOJTy4aBar OT:

a) pe3yiTaTuTe, MOIYYeHH MPH MPOBEXKIAHETO HAa KIMHUYHO M3MUTBaHE Ha M3MUTBAHOTO METUIITHCKO
n3zenue, win

0) HaHHW OT KJIMHUYHO/KJIVMHWYHN W3MUTBAHE/M3MHUTBAHUS WJIM HaHHA OT JPYTH MPOYYBaHUS,
nyONMKyBaHM B HayyHaTa JUTEparypa, BbPXY MOJOOHO METUIIMHCKO H3ZENHe, 32 KOETO EKBHBAaJCHTHOCTTa C
M3MHATBAHOTO M3/IeTHE MOXKE Ja Ce TOKaXKe, WIH

B) MyOJIMKYBaH! W/WITU HEMyOIHKYyBaHH JTOKIAAW OT IPYT KIMHUYCH OMHUT HA U3MUTBAHOTO HM3JENNE WIN
Ha TI0JJOOHO MEIUIIMHCKO H3/IEJIHe, 32 KOSTO €KBUBAJICHTHOCTTA C M3IIMTBAHOTO M3/EIHE MOXKE Jla Ce JJOKaxKe.

16. "Koopauauparr u3ciaenaoBaren” € JUIETO, KOSTO KOOPAMHHUPA H3CICIOBATEINTE IIPH MIPOBEKIAHE HA
MHOTOLIEHTPOBO KJIIMHUYHO U3IHUTBAHE.

17. "Kopurupamu aeicTBus" MoraT na BKJIIOYBAT: M3TETVITHE HAa W3AEIHETO, ITyCHATO B JIEHCTBHE;
W3JaBaHe Ha MICMEHa MPernopbKa, B KOATO C€ OMHMCBAT MEPKHUTE, KOUTO TPsOBa Aa ce MpeAnpreMaT; JOMbIHUTEIHO
MpociensiBaHe MM MOIUGUKAIUSI Ha W3/IEIHETO, IyCHATO B JCHCTBHUE, C IEN MOJ00OpsSBaHE HAa XapaKTEPUCTUKHUTE U
JIeficTBHeTO My; TNpOMsSHa B IPOEKTa, NPOMSIHA HAa OTACTHH KOMIIOHEHTH Ha H3ACTHEeTO WM TNpOMsIHA B
MIPOM3BOJCTBEHUS TPOLEC MpH OBAEHIOTO MPOHU3BOJICTBO HA MOJAOOHHM H3MEHs, M3MEHEHHE Ha ChABPKAHUETO Ha
eTHKETa WM Ha MHCTPYKIMATA 32 yroTpeda U APYyTH.

18. "Kputrnuen a"anus" e:

a) KpaTKO OMMCaHWe Ha METUITMHCKOTO H3JIENNe - TPeIHA3HAYEeHO IEHCTBHIE, THII, XapaKTEPUCTUKU;

0) aHanu3 Ha moOpaHaTa JUTEpaTypa U Ha BCUUKW HAJIMYHH JaHHH;

B) KpUTHYEH aHANN3 Ha WACHTUUIIMPAHUTE BpEeaU NpH yrnoTpedaTa Ha U3JENNETO, HA CBBP3AHUTE C TIX
PHUCKOBE M MOJXOISIIN MEPKH 3a O€30MacHOCT 10 OTHOIIEHHE Ha MAllMeHTH, MEJUIMHCKH IIEPCOHAN U TPETH JIUIIA;

T') METOJH 32 MOA00p Ha M3MOJI3BAHUTE JINTEPATYPHU U3TOYHUIIH, TPUIOKEHUTE CTATUCTHUECKHA METOIN
3a aHanM3, METOIUTE 3a OIeHKa, THUIa U MPOABDKUTENHOCTTa Ha NMPOYYBAHETO, XETEPOI€HHOCT Ha BKJIIOYEHATa B
MIPOYYBAHETO TMOITYJIAINS;

J) KpaliHa OIleHKa Ha IoJi3aTa OT ymoTpebaTa Ha W3JENHETO CHPSMO PHUCKA, KATo Ce€ OTYUTAT
MOCTI)KEHHUATA Ha ChBPEMEHHATa HayKa W MEJHIIMHCKA MTPAKTHKA;

€) 3aKII0YeHHe, B KOETO Ce MMOCOYBa Jajl Ca M3MBJIHEHH IENUTE Ha 33JaHheTo, WACHTH(HKAIWsS Ha
Mpa3HOTH B OlEHKaTa Ha CHOTBETCTBHETO Ha M3AEIUETO CBhC CHIIECTBEHUTE H3MCKBaHMs 10 OTHOIIEHHE Ha
0e30MacHOCT W TpeNHAa3HAYeHO KIMHUYHO NEHCTBHE W, MPH HEOOXOIMWMOCT - apryMEHTaIis 3a IMPOBEXAaHE Ha
KJIMHUYHU U3MUTBaHMS - [IETTH U TUIaH Ha U3MUTBAHETO.

19. "JIume, yCTaHOBEHO Ha TEPUTOPUSITA HA Ibp>KaBa 4WIEHKAa WIM Ha IbpKaBa OT EBpomneickoTo



WKOHOMHYECKO IMPOCTPAHCTBO" € TIpaBeH CyOeKT, PETUCTPUPAH 10 TPaXAaHCKOTO MM THPTOBCKOTO 3aKOHO/IATEIICTBO
Ha Jbp)KaBa WICHKA WK JbpkaBa OT EBpOIEHCKOTO MKOHOMHYECKO MPOCTPAHCTBO HIIM Ch3JaJICH IO CujaTa Ha
HOPMaTHBEH aKT, KOMTO MMa CelajIvile U aJpec Ha yIpaBJIeHUE B IbpKaBa YIeHKa Wi B JbpkaBa oT EBpomneiickoTo
HMKOHOMUYECKO ITPOCTPAHCTRO.

20. "JImuHO mpeana3Ho cpeAcTBO" € BCAKO YCTPOWCTBO MM CPEACTBO, MPEAHA3HAUEHO Ja C€ U3MO0JI3Ba OT
JIATIE, 3a Ja TO MpeArna3Ba OT €IHa WIIH ITOBEYE BE3MOKHU OMACHOCTH, 3aIlIalIBallld HETOBOTO 3ApaBe M OE30TacHOCT.
Karo nmuuHu npena3Hu cpejicTBa ce ONPEeIIAT ChINO U:

a) CBBKYIHOCT OT YCTpPOWCTBAa WM CpPEICTBAa, B3aUMHO CBBP3aHU OT MPOWU3BOTUTENS, C MeN Ja
MpeIa3Bar eIHO JIUIIEC OT €{HA UM MHOXKECTBO OIACHOCTH, KOMTO MOTarT Jia ce POsBABAT ¢IHOBPEMEHHO;

0) mpenmnasHo YCTPOHCTBO WJIM CPEICTBO, CBBP3aHO HEAETMMO WM JEINMO C JUYHO CPEICTBO 0e3
3anuTHA QYHKIUS, U3MOI3BAHO OT JIMIIETO 32 U3BBPIIBAHE HA OMPE/e/ieHa ICHHOCT;

B) 3aMEHSIEMH ChCTaBHM YacTH HA €HO JIMYHO IPENAINa3HO CPEICTBO, KOUTO Ca OCHOBHHU 32 HETOBOTO
MpaBUIIHO (DYHKIIMOHHUPAHE U KOMTO C€ M3I0JI3BaT €AMHCTBEHO 33 TOBA JHUYHO MPEINa3HO CPEICTBO.

21. (m3m. - JIB, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) "MeaunuHcko uzjenue” € HHCTPYMEHT,
amapar, ypena, cotyep, MaTeprai Wik APYyTro U3Aelne, U3M0I3BaH CaMOCTOSTEITHO WM B KOMOMHAITHS, BKIIFOUHTEITHO
coryep, nMpeHA3HAYCH OT MPOU3BOAUTEIIA Ja ObJC U3IOJ3BaH CHEIM(PUUHO 33 TUATHOCTHYHH W/WIA TEPANICBTHUHU
[IeTM ¥ HEOOXOIMM 3a MpaBHIIHATA MY ynoTpeba, KOMTO He IOCTUTa OCHOBHOTO CH JISHCTBHE T10 TIpeHa3HAuYECHUE BB
WIHA BBPXY YOBEIIKOTO TSJIO MO (papMaKoJIOTH4eH, UMYHOJIOTHYEH WIIM METa0OJUTEH IThT, HO MOXeE Jla Ce MoJroMara
IIPH CBOETO JIEMCTBHE OT CPENCTBA C TaKBB €(PEeKT, U KOUTO € MpeHa3HaueH OT MPOU3BOAMTENS Jla Ce Mpuiara mpu
Xopa C IIeT:

a) MTMarHOCTHKa, MPO(UITaKTHKA, HAOIIOICHHE, JICUCHHE WIH 00JIeKYaBaHe Ha 3a00IIIBaHuUS;

0) TMarHoCTHKa, HAOJIIOICHNE, JIeUeHNe, O0JIeKIaBaHe WIH KOMIICHCHpaHe Ha TPABMH WU MHBAIHIHOCT;

B) U3CJIC/IBAHE, 3aMsHA WX KOPEKIIUS HA aHATOMUYHA YacT WK (DU3HOIIOTHYCH MPOLIEC;

T') KOHTPOII BBPXY MpoIleca Ha 3a0peMeHsIBaHe.

22. (w3m. - B, 6p. 110 ot 2008 1., B cunma ot 21.03.2010 r.) "MenuuuHCKO HU3AETUE 332 KIMHUYHO
M3NUTBaHE" € MEAUIMHCKOTO U3Jeiue mo 4ui. 2, an. 1, T. 2 u 3, npeaHa3HAyeHo Ja Ce U3MO0JI3Ba OT MEIULUHCKU
CHEIMATTUCT WK OT IPYT CIEIHAUCT, KOUTO MPUTEKABAT ITOAXOIAIIA 32 [IEIUTE Ha U3MMTBAHETO KBATU(UKAIIUS, IPU
MIPOBEX/IaHEe Ha KIIMHUYHU U3MTUTBAHMS B JIeUeOHO 3aBEICHNE 3a TIOCTUTAaHe Ha [eNTa 1o . 32.

23. (m3m. - JIB, Op. 110 ot 2008 r.) "Meauuuucko uzaenve, u3paboTeHo Mo Mmophyka’ € METUIIMTHCKO
u3nenue mo wi. 2, an. 1, 1. 2 wim 3, npou3BeeHO 10 MUCMEHO 33JaHrie Ha KBaTU(QUIIMPaH MEAUIIMHCKU CIICIUAIUCT
WM Ha JIMIE C TMOAXoAsmia mpodecroHanmHa KBATH(PHUKAINA, ¢ KOETO C€ ONPEACHAT CHCHU(PUIHUTE ITPOSKTHH
XapaKTePUCTUKK HAa U3JCIUETO U TNpEAHA3HAUCHUETO MYy 3a ynorpeda OT KOHKPETEH NAllMeHT, M 3a KOETO TOH HOCH
OTTOBOPHOCT.

CepuiiHO TPOU3BEACHUTE HM3JCIHUS, aJalTUPaHU C IIeJ Ja OTTOBOPSIT HAa CHeUU(DUYHM HM3UCKBAHHS Ha
MEMIIMHCKH CTIEIIMAIUCT WIH Ha APYT 00Y4eH MOTPeOUTeN, He ca U3/eNns, H3padOTEeHH 10 MOPhUKa.

24, "MHOTOIICHTPOBO KIMHUIHO M3NUTBAHE" € KIMHUIHO M3MUTBAHE, KOETO CE MPOBEXKIa 10 €IUH IUIaH,
HO B IIOBEYE OT EAWH U3CICIOBATENCKU IICHTHpP/JICYeOHO 3aBEJCHHE W OT TIOBEeYe OT €IUH H3CICAOBaTEll
N3cremoBaTeIcCKuTe MEHTPOBE MOTaT J1a OBAAT Pa3MoIOKEHH Ha TEPUTOPHATA HA €IHA IhpKaBa WICHKA, B TOBEYE OT
e/IHa Jbp)KaBa YWICHKA WU B IbPIKABU WICHKU U B TPETU JTbPIKABU.

25. "HaOmrogaBai" € JIMIEe, Ha3HAYEHO OT BBH3JIOKUTENSA, KOETO HAaOJIr0AaBa Jadi KIMHUYHOTO M3IIUTBAHE
Ha BCEKM €Tal Cce MPOBEKJa, 3allkMCBa M JOKIAJBa B ChOTBETCTBUE C IUIAHA, ChC CTaHJAPTHUTE OMNCPATUBHU
npoueaypH, ¢ JJoOpara kTMHIYHA MPAKTUKA U C TPUIIOKUMHUTE KOHTPOIIHU U3UCKBAHUSI.

26. "He3aBUCUMO OT BB3JIOKUTENS JHLe" € (PU3rUecKko Juile, KOETO € 3al03HaTO C XapaKTePUCTUKUTE U
JNEHCTBHETO Ha MEIUIIMHCKOTO U3JeNne, OOSKT Ha KIMHUYHOTO U3IUTBAHE, M C METOAOJIOTHATA HA MPOBEXIaHE Ha
KJIMHUYHO M3MMTBAaHE U € (PUHAHCOBO HE3aBUCUMO OT BB3JIOKUTEIIS.

27. "l[lnaH Ha KIMHUYHOTO W3MNHUTBaHE" € JOKYMEHT, OIMCBAIl IEIUTE, TU3aiiHa, METOJOJOTHITA,
CTATUCTHUYECKUTE METOIN M OpPTaHM3AIMATa Ha STHO KIIMHUIHO W3MTUTBAHE.

28. "llpennazHauenue" e ymorpebara, 3a KOSTO € MpeIHa3HAYeHO MEIUIIMHCKOTO H3JEeNHe CHIIIACHO
MPEeIOCTaBEHUTE OT TPOW3BOJUTENS NaHHU BBPXY €THKETa, B WHCTPYKIUATA 3a ymoTpebda W/WiM B PEKIaMHHU
MaTepHaIH.

29. "IIpuHaanexHOCT" € u3Aenue, KOeTo He € MEIULUHCKO U3eNe, HO € CIIEUATHO IPEeIHA3HAUYECHO OT
MIPOM3BOAUTENS My 3a M3IOJI3BAHE 3aCAHO ¢ MEIUITMHCKO MU3JEIHUE, C el MEAUIIMHCKOTO M3/ENHe /1a Ce U3II0I3Ba 110
OTIPEICTICHOTO OT MPOU3BOAMUTENSI MY TPEIHA3HAYCHHE.

29a. (HoBa - /IB, 6p. 39 ot 2011 1., B cmma ot 01.01.2012 r.) "[IpomaxHa mena" e meHara 3a Opoiika UiIu
3a ONpEJCNICHO KOJIMYECTBO, BKJIIOYBAIA JaHBK BHPXY Jo0aBEeHaTa CTOMHOCT W BCHUYKH JOMBIHUTCIHH JAaHBIU U
TaKCH, Ha KOSTO MEIUIIMHCKOTO M3JENIHE Ce TIpeayiara Ha oTpeOnTes.

30. "IIpousBoauten" € BCIKO (PU3UYESCKO WITH FOPUAUYCCKO JIHIIE, KOCTO:

a) OTroBaps 3a NPOEKTHUPAHETO, MPOU3BOJCTBOTO, OIAKOBAHETO W ETUKETUPAHETO HAa MEIUIIMHCKO



n3nenue, Tmpeay 1a To MyCHEe Ha IMa3apa OT HeroBO MME WIIM C HeroBa THPrOBCKAa MapkKa, HE3aBUCHUMO Jalld Te3U
OTIepaly C€ U3BHPIIBAT OT CAMOTO JIUIIE, HJIM C€ M3BBPIIBAT 32 HETO OT TPETO JIUIIE;

6) (m3m. - IB, 6p. 110 or 2008 r.) KOMILUIEKTYBa, OMaKoBa, 0OpabOTBa, HAIIBIHO MPepadOoTBa /WK
€THKETUPA €JTHO WIIU ITOBeYe TOTOBH MEIUITMHCKU M3J/ICIHS U/WITH € OTTOBOPHO J1a ONPE/ICIH TAXHOTO MpeHa3HAYeHUE
C IIeJT IMyCKaHe Ha a3apa 3a MbPBY IIbT OT HETOBO MME.

Ou3ndeckn WM IOPUIUYECKH JUIa, KOWTO KOMIUIEKTYBAaT WJIHM aJanTHpaT IyCHATH Ha masapa
MEJIMIIMHCKH U3JICNUsS 32 KOHKPETCH MAI[MCHT B ChOTBETCTBUE C TAXHOTO MpEAHA3HAUCHHE, HE Ca MPOU3BOIUTEIU 110
CMUCBHJIa Ha TO3H 3aKOH.

31. "I[lyckane B jeiicTBUE" € €TANBT, MPU KOWTO FOTOBO 33 yINOTpeda Mo MpeHa3HAuYCHHE MEIUIIMHCKO
W3JleNne Ce TPEeJOoCTaBs 3a IIbPBH IBT B JIbpXKaBa WICHKAa MM B IbpKaBa OT EBpOMENWCKOTO HNKOHOMHYECKO
IPOCTPAHCTBO Ha KpaitHus morpedurten. [lyckane B JeHCTBHE Ha aKTUBHO WMIUIAHTAPYEMO MEIUIIMHCKO H3JIENNE €
MIPEIOCTaBIHETO MYy Ha KBAU(HUIIMPAH METUIIMHCKH CIISIIUAUCT 32 UMILIAaHTHPAHE.

32. "Ilyckane Ha ma3apa" € WTBPBOTO IMPEIAOCTAaBSIHE 3a pa3NpPOCTpaHEHWE W/WIN yIoTpeda Ha
TepuTopusATa Ha EBpONEWcKHs ChIO3 U HAa TEpUTOpUATA HAa EBpPONEHCKOTO WKOHOMHUYECKO HPOCTPAHCTBO CpEILy
3ariamane Wid 0e3IuIaTHO Ha HOBO WJIM HAITBJIHO OOHOBEHO MEIWITMHCKO H3JEJHE, C W3KIIOYeHHE Ha MEUIIMHCKO
n3Jene 3a KIMHUYHO W3MUTBAaHE M HA WH BUTPO TUATHOCTHYHO MEJUIIMHCKO U3/eJIHe 3a OL[CHKA Ha JIEHCTBUETO.

33. "CepHo03HO yBpeKIaHE Ha 3ApaBeTo” €:

1. )KxMBOTO3acTpalIaBallO0 CHCTOSHHUE WU 3a00JsIBaHe, UM HapaHsBaHE;

2. TpalfHO yBpeKIaHe Ha )KU3HEHA (DYHKIWS WA Ha YOBEIIKA OPTaH WK Ha THKaH;

3. ChCTOSIHHME, KOETO Hajara MeJUIIMHCKA MOMOII MM XHpypruyecka Hameca, 3a Jla ce MPeJOTBPATT
YBPEKAAHUATA TIO T. 2.

34. "CpaoBe 3a ChXpaHEHHE Ha MPOOHM OT YOBEMIKOTO TsUIO" Ca WH BUTPO MHATHOCTUIHH METUITUHCKH
W3JeNusl, HE3aBUCHMO Jald Ca BaKyyMEH TUI WM He, CHCHUAIHO TMpeJHa3HaYeHW OT MPOU3BOIUTENS 3a
ITbPBOHAYATHO CHOMpPaHe ¥ ChXpaHeHHEe Ha MPOOH OT YOBEIIKOTO TSUIO 33 HH BUTPO JUATHOCTHYHU M3CIICIBAHISL.

35. "CeIiecTBeHa MPOMSIHA B IJIaHA HA KJIMHUYHOTO M3MHMTBaHE" € BCsAKAa MPOMSHA B IUIaHA W/WIU B
rH(pOpMaIUATa B CHITBTCTBAIIATA TOKYMEHTAIHUS, KOATO ITOBJIHSBA:

a) Oe30macHOCTTa WK (PU3UYECKaTa U ICUXUIECKATa HEMPUKOCHOBEHOCT HA YYACTHUIUTE;

0) HayYHaTa CTOWHOCT Ha U3MHUTBAHETO;

B) MPOBEXKIAHETO WIIM OPTraHU3aIUAITa Ha U3ITUTBAHETO.

36. (u3m. - JIB, Op. 54 ot 2012 r.) "TpproBust Ha ApeOHO" ca BCHYKU ACHHOCTH MO NpHI0OUBaHE,
ChXpaHABaHEe U MpoJiak0a Ha MEIUIIMHCKA U3/IENNS Ha HaCEICHNUETO.

37. (m3m. - [IB, Op. 54 ot 2012 r.) "TpproBus Ha enpo" ca BCHYKH JEHHOCTH IO TNPHIOOHBAHE,
ChXpaHsABaHe, CHaOsIBaHe, BHOC MIIM U3HOC HAa MEIUIIMHCKY U3JENHS C el MPOoAak0a, ¢ M3KIIIOUSHHE Ha CIIyJYanTe Ha
NpeA0oCTaBsHE HA MEJUIIMHCKH U3JeNTUs TUPEKTHO Ha HACEICHUETO.

38. (u3m. - [IB, Op. 110 ot 2008 r.) "YIbIHOMOIIEH MTpecTaBuTeNn" € GU3NIECKO WK IOPUINIECKO JIHIIE,
YCTaHOBEHO Ha TEPHTOPHSITA Ha JIbpKaBa WICHKA WM JbpKaBa OT EBpPONMEHCKOTO MKOHOMHYECKO MPOCTPAHCTBO,
W3PUYHO YITBITHOMOIIEHO OT MPOU3BOJUTENS Jia JCHCTBa OT HETOBO MME M 3a HEroBa CMETKa INpej PeryJaTOpHUTE
OpraHM Ha IbP)KaBUTE WIEHKH WM PEryJlaTOpHUTE OpraHd Ha IbpKaBuUTe OT EBpOMEicKOTO MKOHOMHYECKO
IIPOCTPAHCTBO MPH U3ITBIHCHUE Ha 33IbJDKCHISI Ha TIPOM3BOIUTEIS MO TO3U 3aKOH.

§ 2. (U3m. - JIB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) To3u 3akoH BBBEXIA pa3MoOpeaOUTe Ha
HupextuBa 90/385/EMO na CoBera ot 20 romm 1990 r. oTHOCHO cOnmkaBaHe HA 3aKOHOMATEICTBOTO HA ITHPIKABUTE
YICHKHU, CBBHP3aHO C AKTUBHUTE HWMIUIAHTHUPYEMH MEIUIIMHCKH W3JCIHs, IOCIeIHO W3MEHeHa ¢ JlupekTuma
2007/47/EO ma Empomeiickus mapimameHT W Ha CwBera oT 5 cenremBpu 2007 r. 3a m3MmMeHeHWe Ha JlupekTuBa
90/385/EMO na CbBeTa OTHOCHO cOJNMKaBaHE Ha 3aKOHOJATEICTBOTO HAa ABP)KaBUTE WICHKH, CBBP3aHO C aKTHBHUTE
MMIUTAHTUPYEMH MeIUIMHCKN m3nenwst, Ha JupextuBa 93/42/EVIO Ha ChBeTa OTHOCHO MEIUIIMHCKHUTE M3/CIHS U Ha
HupexrtuBa 98/8/EO oTHOCHO myckaHeTro Ha masapa Ha Owormmu (OB, L 247/21 ot 21 centemBpu 2007 r.), Ha
HupextuBa 93/42/EVO Ha CbBera oT 14 toHM 1993 r. OTHOCHO MEIWIIMHCKHUTE W3JIENHA, MOCIEAHO W3MEHEHa C
HupextuBa 2007/47/EO na EBpomneiickus napiamednt u Ha CwBera, U Ha [upextuBa 98/79/EO Ha EBpomneiickus
napiaameHnT u Ha ChBeTa oT 27 okToMBpr 1998 r. OTHOCHO JTUArHOCTUYHHUTE MEAMIIMHCKY H3JCHS in Vitro, MOCiIeaHo
mMeHeHa ¢ Permament (EO) Ne 1882/2003 ma EBpomneiickus mapiamenT u Ha CoBeTa ot 29 centemspu 2003 1. 3a
amantupane kbM Pemrenue 1999/468/EO na CpBeTa Ha pa3nopenduTe OTHOCHO KOMHUTETHTE, KOMTO MOAIOMAarar
Komucusra mpu ynpaxxHsIBaHETO Ha W3IIBIHUTEIHATE i MPABOMOIIHS, ONPENEICHA B aKTOBETE, KOMTO TOJJIekaT Ha
mpoleaypara, nmocouena B wi. 251 ot JloroBopa 3a EBpomneiickara oOIIHOCT.

§ 3. (1) HaumeHoBaHuUsATa U PETHCTPANIMOHHUTE HOMEPA HAa XapMOHU3UPAHUTE €BPOIEHCKU CTAaHAAPTH U
Ha MoHOoTpaduute Ha EBponeiickara hapmakornes 3a MEIUITMHCKHATE W3AeTHUs ce myOoauKkyBat B "OdurnaneH BeCTHUK"



Ha EBponeiickus cbro3.

(2) XapMoHHM3HpaHUTE €BPOTIEHCKH CTAHIAPTH CE BHBEXKAAT UIASHTHYHO Ype3 MyOJMKyBaHe Ha TEKCTa Ha
CTaHAapTa B MIPEBOJ Ha OBITapCKH €3UK WM 4Ype3 MOTBBPKAAaBaHE 3a MpHIaraHe KaTo OBJIrapcKd CTaHAapT MO peaa
Ha 3aKoHa 3a HallMOHAJHATa CTaHJaPTHU3ALIUS.

(3) HaummeHoBaHusiTa W pETUCTPALIMOHHUTE HOMepa Ha OBJITapcKUTE CTAHAAPTH, BBBEXKIAIIH
XapMOHHM3UPAHUTE €BPONEHCKU CTaHAApTH, ce MyOnauKyBaT B oduuuanHus OroneTuH Ha [IbpikaBHaTa areHuus 3a
METPOJIOTHS ¥ TEXHHUYECKH HaJ30p, KaTo NMpH MyOIMKYyBaHETO 3aABIDKUTEIHO C€ IMOCOYBA BPB3KaTa ChC ChOTBETHATA
Hapenba mo wi. 18.

§ 4. (1) C obmuTe TEXHUYICSCKN CIEIU(PUKAIINN CE ONPEACIAT M3UCKBAHKS 3a OIICHKA W MPEOICHKA Ha
JeCTBUETO, IMyCKAHETO Ha IMa3zapa M/WIM IIyCKaHeTO B JCWCTBHE HA MapTUAM, peQepeHTHH METOIU U pedepeHTHH
MaTepHaJH 32 UH BUTPO JUArHOCTUYHN MEIULIIMHCKY U3EINHsI.

(2) OOmuTe TexHUYECKH crenudukanuu ce myonukyear B "Od¢unmaneH BecTHHK" Ha EBpomeickus
CBIO3.

IIpexoanu u 3aK/IHOYUTETHU pa3nopeadn

§ 5. (1) TeproBumte, MONYYMIH pa3pelICHUE 32 ThPTOBUS HA €IPO C JIEKAPCTBA - MEIUIIMHCKH U3JICIHS,
maaneno cuen 29 mekemBpu 2002 r. Mo pema Ha OTMEHEHHS 3aKOH 3a JICKapcTBaTa M alTeKUTE B XyMaHHaTa
MeaunuHa (00H., JIB, 0p. 36 ot 1995 r.; Op. 61 ot 1996 1. - Pemenne Ne 10 na Koncrurynmonnus cba ot 1996 r.;
mM., op. 38 ot 1998 r., 6p. 30 oT 1999 1., 6p. 10 ot 2000 T., 6p. 37 0T 2000 T. - Permerne Ne 3 Ha KoHCTHTYITHOHHMS
cbx ot 2000 r.; u3m., 6p. 59 ot 2000 r., 6p. 78 ot 2000 r. - Pemenue Ne 7 Ha Koncrurynmonnus cb ot 2000 r.; u3Mm.,
op. 41 ot 2001 r., 6p. 107 m 120 ot 2002 r.; momp., 6p. 2 ot 2003 T.; U3M., 6p. 56, 71 u 112 ot 2003 1., 6p. 70 m 111 oT
2004 r., 6p. 37, 76, 85, 87, 99 u 105 ot 2005 r., 6p. 30, 31, 34, 75 u 105 or 2006 r.; ot™., [IB, 6p. 31 ot 2007 r.),
[0/IaBaT B CPOK JIO TPH Mecela OT BIM3aHETO B CHJIa Ha 3aKOHA 3asBIICHHE MO oOpasell 3a CIIy>)keOHO BIHCBAaHE B
perucTbpa mo 9wi. 81, KbM KOETO TpriiaraT TOKyMeHTuTe 1o wi. 78, an. 1, 7. 1 u 2, an. 2, 1. 3 u 4, u nexnapanmsi, 4e He
€ HaJIUIIe MPOMSIHA B aJIpeca Ha MOMEIICHUSATA 32 ChXPaHCHHUE U ThPrOBUSL.

(2) B cpok mo 30 gam OT mogaBaHEe Ha JOKYMEHTANMATA 1O al. | W3MBIHUTEIHHUIT aupekrop Ha MAJI
M3J1aBa pa3pelieHue 3a ThPrOBUS Ha AP0 C MEJULIMHCKU U3CIUs.

(3) C uznaBaHe Ha pa3pemIeHUETO MO al. 2 ce MpeKpaTsIBa W3IaJACHOTO 10 pe/ia Ha OTMEHEHHs 3aKOH 3a
JICKapCTBaTa M aliTeKUTE B XyMaHHATa MEMIIMHA pa3peIICHUE 3a ThPrOBHUS Ha eAPO.

§ 6. Teproeuure, NOXy4YwIN 0E3CPOYHO pa3pelIeHUe 3a THProBYsI HA €IPO C JICKAapCTBa, U3IaJICHO CIICH
29 nexemBpu 2002 T. M0 peaa Ha OTMEHEHHs 3aKOH 3a JIEKapcTBaTa W alTEKUTEe B XyMaHHATa MEIUIIMHA, KOUTO
THPryBaT U ¢ MCAWIIMHCKU H3JCNHS, MOJAaBAT 3asiBJICHUE W JOKYMEHTAIMs 3a pa3pelleHHe 3a THPrOBHUS Ha €ApO C
MEIULUHCKH U3AENus IO peJa Ha TO3U 3aKOH B cpok A0 31 aexempu 2007 r.

§ 7. TeproBIUTE, MOTYYUITH OE3CPOUHO Pa3peIICHUE 3a THPTOBHUSA Ha €IpO C JIEKApCTBA, U3AaICHO TIPEIN
29 nexemBpu 2002 1. Mo pema Ha OTMEHEHHUS 3aKOH 3a JICKApCTBaTa M aNTEKUTE B XyMaHHATa MEIUIIMHA, KOUTO
THPryBaT ¢ METUIIMHCKHU W3JeNns, MOJaBaT 3asBlieHHEe M JAOKYMEHTAIWs 3a pa3pelieHre 3a THPTOBUS Ha eIpo C
MEUITMHCKA U3MIETHUS TI0 Peia Ha TO3U 3aKOH B ¢pok 10 31 aexemBpu 2007 T.

§ 8. 3asBicHU 3a HU31aBaHC Ha pa3pCHICHUA 3a ThProBusd Ha €ApO C MCAUIIMHCKU U3 LI, ITOJAACHU 10
BJIM3aHETO B CHJIa HA TO3M 3aKOH, CC pa3TJICKAaT U NPUKIIIOYBAT IIPU YCJIOBUATA U IO pe€aa, IPECABUACHU B HETO.

§ 9. (1) UzmanenuTte 1Mo peqa Ha OTMEHEHMS 3aKOH 3a JIEKapCcTBaTa W anTeKUTE B XyMaHHATa MEIUIIMHA
paspeiieHus 3a ynorpeda Ha MEUIIMHCKH U3JICNUS CE MPEKPATABAT OT JaTaTa Ha BIU3aHE B CHJIa Ha 3aKOHA.

(2) HpowmsBomurenute mo wi. 29, am. 1 W 2 Ha MEOUIIMHCKHA HW3ICIHSA, HAa KOWTO € IPEKPaTEHO
pa3peleHreTo 1o peaa Ha aj. 1, mojgaBaT yBeoMIICHHE 110 00paser] 10 U3bJIHUTeNHUs Aupektop Ha MAJL B cpok 10
TPH Mecella OT BIIM3aHETO B CHJIa Ha 3aKOHA.

§ 10. HanuyauTe KoOIMYECTBAa MEIULHMHCKHA HM3ICIHUSA, KOWTO HSIMAT OIICHEHO CBHOTBETCTBHE ChC



CBIIECTBEHUTE W3UCKBAaHUA IO peaa Ha aupektuBu 90/385/ENO, 93/42/EO u 98/79/EO B ckiamoBe 3a THPTOBUS Ha
epo, anTeKH, IPOrepUH, ONTUKA M APYTrd THPrOBCKH OOEKTH, MOTAT Jla Ce MpojJaBaT J0 M3YECPIBAHETO UM, HO HE
II0-KBCHO OT €IHa TOMHA OT BJIM3aHETO B CUJIA HA 3aKOHA.

§ 11. MenmumuHCKM H3IENHs CEe Ch3AaBaT, ChbXpaHABAT W OOHOBSBAT KaTO IbpPXKABHU PE3CPBU U
BOCHHOBPEMEHHH 3aIlacy MPHU YCIOBHITA U MO pe/ia Ha 3aK0oHA 3a IHP:KaBHUTE PE3CPBU U BOCHHOBPEMEHHUTE 3aIlacu
Y Ha aKTOBETE 110 HETOBOTO IMpHJIaraHe.

§ 12. MuUHHUCTEPCKUSIT CHBET HM3BbBPIIBAa MPOMEHH B YCTpoiicTBeHUTEe mpaBuiaHuild Ha HMAJl u Ha
JbpkaBHaTa areHIysl 32 METPOJIOTMYECH M TEXHWYECKH HaA30p B TPUMECEUYEH CPOK OT JIeHsS Ha OOHApOIBaHETO Ha
3aKoHa B "/IbpKaBeH BECTHUK'.

§ 13. Ilog3akoHOBHTE aKTOBE IO IPHJIAraHETO HA 3aKOHA CEe M3JaBaT B 6-MECEUeH CPOK OT NIeHS Ha
oOHapoaBaHeTO My B "JIbpikaBeH BECTHHK'.

§ 14. B 3akona 3a uHTerpanus Ha xopara ¢ yBpexxaanus (00H., [IB, 6p. 81 ot 2004 r.; u3m., Op. 28, 88,
94, 103 u 105 ot 2005 r., 6p. 18, 30, 33, 37, 63, 95, 97 u 108 or 2006 r., 6p. 31 oT 2007 T.) ce MPaBAT CICAHUTE
W3MEHCHUS U JIOMBIHCHUS:

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

"1. peructpupa IHUIA, KOUTO OCBIIECTBSIBAT JEHHOCTH MO MPEAOCTAaBIHE Ha IIOMOIIHHU CpPEICTBA,
MIPUCTIOCOOJICHUST U CHOPHKEHUS 3a XopaTa ¢ YBPEXKIaHUS ¥ MEIUIWHCKU W3JIENHS, TOCOYCHN B CIHCHIUTE 10 UL
35a, an. 1, ¥ KOHTPONUpA CHa3BaHETO HAa YTBBPACHUTE KPUTEPHUH 32 MIPEIOCTABIHETO UM;'".

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

"8. Ha3HAYaBaHE HA MEIUITMHCKY W3EIHs, TIOMOITHU CPECTBA U ChOPHKCHHUS. "

3. Unen 35 ce u3MeHs Taka:

"Un. 35. (1) 3a mpemocTaBsHe Ha TIOMOITHU CPEJICTBA, TIPUCTIOCOOICHUS U CHOPBKEHUS U MEIUITMHCKA
m3aenus mo wi. 44, an. 3 AreHmusaTa 3a XopaTa ¢ YBPEXKIaHHS BOJU PETUCTHD Ha JIMIATA, OCHIIECTBABAIIU TE3U
JEHHOCTH.

(2) [eitHocTuTe MO TMpPENOCTaBsHE Ha IIOMOIIHM CpEACTBA, IPHCIOCOONECHUS W CBHOPBKEHUS |
MEIUIIMHCKHA U3JIeNNsl C€ U3BBPIIBAT OT JIMIIA, PETUCTPUPAHN KaTO THPTOBIH 10 HAIIMOHAIHOTO 3aKOHOJATEJICTBO HA
I'bprKaBa WICHKA WK JbpxKaBa 0T EBpONEHCKOTO HKOHOMUYECKO MPOCTPAHCTBO.

(3) 3a BnucBaHe B peructhbpa Mo an. | muara mojmaBaT 3asBICHHE O W3IBIHHUTENHUS JUPEKTOpP Ha
AreHrmusaTa 3a XopaTa ¢ YBpSXKIaHUS, KaTO IpWIaraT 1 HeOOXOAUMHTE TOKYMEHTH, OIIPEIeIICHN B Hapeaoara 1o ai. 5.

(4) B cpok 1o eanH Mecell OT JaTaTta Ha MOoJaBaHe Ha 3asBICHUETO 110 al. 3 M3MBIHUTCIHUIT AUPEKTOP
Ha ATEHITUATA 3a XOpara ¢ YBpeXXIaHHs U3/1aBa yIOCTOBEPEHHS Ha JINIIATa, BIFICAHN B PETHCTHPA.

(5) MUHUCTBPBT HA TPYJA U COI[MAIIHATA IMOJIMTUKA U3]IaBa Hape0a 32 M3UCKBAHUATA 32 OCHINECTBABAHE
Ha JEHHOCTHTE TIO MPEIOCTABSIHE Ha MMOMOIIHA CPEJICTBA, IPUCTIOCOOTICHNS U ChOPHKEHHS 32 XOpaTa ¢ yBpeXKIaHUSI U
MEIUIMHCKH U3JIENIMs, IIOCOYECHH B CIIMCBLMTE 110 wi. 35a, am. 1."

4. Cp3gaBa ce wi1. 35a:

"Un. 35a. (1) MuHUCTBPBT Ha TpyZa M COIMAIHATA TOJWTHKA CHIJIACYBAHO C MHHHCTBpa Ha
3/1paBEOMNAa3BaHETO YTBBPKAABA €KETOIHO CIUCHIM Ha:

1. moMOIIIHUTE CpeACTBa, MPUCTIOCOOTICHNS U CHOPBKEHHS 33 XOpaTa C YBPEXKJaHHS,

2. MEIMIMHCKUTE U3/ICNHUs, IPEeIHA3HAUCHHU 32 X0paTa C YBPExKAaHHUsI.

(2) B cayuait Ha chMHEHHE Jalld €IWH MPOAYKT € MEIUIIMHCKO HW3[eNIe WU TOMOIIHO CPEeICTBO,
MIPUCIIOCOOJICHUE WM ChOPBIKECHUE 32 XOpa ¢ YBPSKIaHHs, MEKTYBEIOMCTBEHA SKCIIEPTHA KOMHUCHS, Ch3/IaJIeHa ChC
3armoBej] Ha MUHHCThpa Ha TpyJa M COIMAIHATA MOJMTHKA U HA MUHUCTHPA Ha 3paBeoa3BaHeTo, JaBa OKOHYATEITHO
CTaHOBHUIIIC.

(3) YcioBusita ¥ penbT 3a paboTa HA KOMUCHSTA TI0 ajl. 2 CE ONPENeNsIT B MPaBUIIHUKA 32 MIpHUJIaraHe Ha
3aKoHa."

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

"(3) Xopara ¢ yBpeXmaHUS ChOOPAa3HO CBOWTE MOTPEOHOCTH MOTAT Ja IMOJIy4YaBaT IEJICBH TOMOIIHM H
00JICKYCHHS 3a TOKYIKA U PEMOHT Ha MOMOIIHU CPEJCTBA, MPUCIIOCOOJICHUS, ChOPHKCHUS U MEIUIIMHCKU U3ICIHS,
MTOCOYEHH B CIUCHINTE MO Wi. 35a, an. 1, ¢ U3KITIOYEHNE HA MEIUIIMHCKUTE HM3/EIHsI, KOUTO Ce 3allamaT HaIThIHO
WM 9acTUIHO OT HanmoHnanHata 31paBHOOCUTYpHUTETHA Kaca."

6. B § 1 oT nompnHUTENHATA pa3nopenda T. 7 ce U3MEHS Taka:



"7. "llomomrHM CpencTBa, NPHUCIOCOONEHUS W CHOPHKEHWsA" ca TMOCcoOMs, NpeaHa3HAuYeHH OT
NPOM3BOAMTENSI Aa KOMIIGHCHpAT 3ary0eHa WM YBpelcHa (YHKIUS Ha YOBEIIKH OpraH, ¢ IeJ yBelM4aBaHe
BB3MOKHOCTHTE 3a CaMOOOCITy>KBaHe, 3a U3BbPIIBaHE Ha TPYIOBa U Ipyra ACHHOCT Ha Xopara ¢ yBpeKaaHus."

§ 15. B 3akona 3a 3mapaseto (06H., JIB, 6p. 70 ot 2004 r.; u3Mm., 6p. 46, 76, 85, 88, 94 u 103 ot 2005 T.,
op. 18, 30, 34, 59, 71, 75, 81, 95 u 102 ot 2006 1., 6p. 31 oT 2007 r.) B § 1 OT MONBIHUTETHATA pa3nopenda B T. 9,

nyn

Oyksa "3" mymara "nexapctBa' ce 3aMeHs ¢ "IIeKapCTBeHH MPOAYKTH M METUIIMHCKY U3/Ienus’ .

§ 16. 3aKoHBT BIIM3a B CHJIa OT JIeHA Ha oOHapoaBaHeTo My B "/IbpkaBeH BECTHHK', ¢ U3KIIIOUCHHE Ha
pasmopendara Ha 4. 4, ain. 2, KoATo Biu3a B cuwia oT 29 nexemspu 2009 T.

3akonsbT € npuet ot 40-to HapogHo crbpanue Ha 29 maii 2007 1. 1 € nojnedaTad ¢ OpHUIIMATHUS TIedaT
Ha HapomHoto chOpaHnue.

3aKJII0UYNTEIHUA pa3nopeadu
KBbM 3AKOHA 3A UIBSMEHEHHUE U JOITbJHEHUE HA 3AKOHA 3A MEJUIIUHCKUTE
N3AEJINA

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

§ 51. MUHHCTEPCKUAT CHBET B CPOK 10 6 Mecella OT BIM3aHETO B CHJIa HA TO3M 3aKOH IpueMa HapeadaTa
o 4i. 30a, ain. 2.

§ 52. MUHUCTBPBT Ha 37paBeola3BaHETO B CPOK O JBa Mecela OT BIM3aHETO B CHJIA Ha TO3U 3aKOH
npuema Hapeabata mo ui. 32a.

§ 54. Paznopenbure na § 1, 1. 1,§ 2,5,8,10,15,§ 16, 1.3,4u 5, § 17, 18, 20, 21, 22, 23, 24, 25, 26, 27,
31,45,47u § 50, 1. 1, 6yxBu "a", "0", "B" u 1. 2 Bu3at B cuia ot 21 mapt 2010 1.

IIpexoanu u 3aKJIIOYUTETHN pa3nopeadon
KBbM 3AKOHA 3A UBSMEHEHUE U JOII'BJIHEHUE HA 3AKOHA 3A 3IPABETO

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

§ 96. 3aKOHBT BIIM3a B CHJIA OT JACHS Ha 0OHapoaBaHEeTO My B "JbpikaBeH BECTHHK', ¢ U3KITIOUCHHE Ha:

1. maparpadu 3, 5, 6 u 9, kouto Biu3aT B cuina ot 1 sayapu 2009 r.;

2. maparpadu 26, 36, 38, 39, 40, 41, 42, 43, 44, 65, 66, 69, 70, 73,77, 78, 79, 80, 81, 82, 83, 88, 89 u 90,

KOUTO BJn3aT B cuia oT 1 romm 2009 1.;
3. maparpa¢ 21, xoiito Biau3a B cuia ot 1 tonu 2010 1.

IMpexoanu u 3aKJIIOYUTESTHU pa3nopendon
KBbM 3AKOHA 3A UBSMEHEHUE HA 3AKOHA 3A TYPU3MA
(OBH. - IB, BP. 82 OT 2009 I'., B CWJIA OT 16.10.2009 T".)
§ 59. 3akoHBT BNM3a B cHiIa OT JeHS Ha oOHapoaBaHeTo My B "JIbpikaBeH BECTHHK'.

IIpexoanu u 3aKIIOYUTETHU pa3nopeadon
KBbM 3AKOHA 3A UBMEHEHHUE U JOITbJIHEHUE HA 3AKOHA 3A 3IPABETO



(OBH. - IB, bP. 98 OT 2010 I'., B CWJIA OT 01.01.2011T".)

§ 121. 3akousT Bim3a B cwia oT 1 sayapu 2011 r. ¢ u3kimtoueHue Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35,42, 44, § 56, 1. 1 u 2, § 65, 68, 70, 76, 80, 81, 90, 92, 96, §
102,1.3,4,5,7u8,§105,1.1,3u5,§ 107, 1.1, 2, 3, 4, 6, 6ykBa "a", 1. 7, 10, 11, 13 u 15, 6yksa "a", § 109, 110,
112,113, § 115, 1.5, § 116, 7. 4u 6,§ 117, 7. 5u7u § 118, 1. 1, KOUTO BIM3AT B CHJIA OT JICHS HAa OOHAPOJIBAHETO HA
3akoHa B "/|bpkaBeH BECTHHK";

2. maparpad 102, 1. 1, 2 u 6, xouto Bim3at B cuina ot 1 mapt 2011 r;

3. maparpadwu 22, T. 1 (otHOCHO wWi. 36, an. 1, m3pedenue BTopo), § 37, § 48, 1. 2, § 51 u 59, xouTo BIM3aT
B cuna oT 1 roiau 2011 r.;

4. maparpad 107, T. 15, 6ykBa "0", ko#iTo Bim3a B cuia ot 30 cenremBpu 2011 r.

3aKJII0YNTEHUA pa3nopeadu
KBM 3AKOHA 3A UBMEHEHHUE U JOITbJIHEHUE HA 3AKOHA 3A MEJUIIUHCKUTE
N3AEJINA

(OBH. - 1B, BP. 39 OT 2011 I'., B CH1JIA OT 01.01.2012T".)

§ 4. B cpox nmo nBa Mmecena OT BIM3aHETO B CWJIa Ha TO3M 3aKOH MMUHHUCTEPCKUAT CHBET NpUEMa
Hapeno6ara no wi. 30a, ai. 3.

§ 5. 3akonbT BiU3a B cuia ot 1 sHyapu 2012 1.

IIpexoanu u 3aKIHOYUTETHH pa3nopeadn
KBbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
MNPOAYKTU B XYMAHHATA MEJIUIITUHA

(OBH. - IB, BP. 60 OT 2011 I'., B CWJIA OT 05.08.2011 I".)

§ 84. 3akoHBT BIM3a B cHjia OT JIeHA Ha OOHapoaBaHETO My B "JbpkaBeH BECTHHUK' C M3KJIIOUEHHE Ha §
65, xoiito Bnu3a B cuia ot 30 centemspu 2011 1.

IMpexoanu u 3aKkJIIOYUTETHU pa3nopendon
KBbM 3AKOHA 3A UIBSMEHEHUE U JJOIIbJHEHUE HA 3AKOHA 3A MEJUIIUHCKUTE
N3AEJIUA

(OBH. - IB, BP. 54 OT 2012 T.)

§ 28. 3asBneHusATa 32 U3JaBaHE HA Pa3pellCHUs WK yIOCTOBEPEHUS 3a ThPrOBHUS Ha AP0 C MEAUITMHCKU
W3MIeNnnd, MONaJeHN 0 BIM3aHETO B CHJIa HA TO3W 3aKOH, CE€ pasIIeXJaT MPH YCIOBHUATA W IO pela, MPEeABHICHH B
HETo.

IIpexoanu u 3aK/IHOYUTESHU pa3nopeadn
KBbM 3AKOHA 3A UBMEHEHHUE U JOITbJHEHUE HA 3AKOHA 3A 3ALIUTA OT
BPEIJHOTO BB3AEUCTBUE HA XUMHWYHUTE BEHLIECTBA U CMECH

(OBH. - IB, bP. 84 OT 2012 I'., B CWJIA OT 02.01.2013 T".)

§ 13. EnexTpudeckoTo U eJIeKTPOHHOTO 000pyABaHe, KOETO HE Momaaa B o0XBaTa Ha mpriiokeHus Ne 1 u
2 xbM HapenOata 3a u3uCcKBaHUATA 3a IyCKaHE HA Ma3apa Ha €IeKTPUIECKO U eIIEKTPOHHO 000pyABaHE U TPETUPAHE U
TPaHCIIOPTHUPAHE HA OTHAIBIH OT CICKTPUUIECKO U EICKTPOHHO obopyaBaHe (00H., JIB, 6p. 36 ot 2006 r.; u3Mm., 6p. 57
ot 2006 1., 6p. 53 ot 2008 ., O6p. 5 0T 2009 1. M 6p. 29 oT 2011 r.), HO HE CHOTBETCTBA HA M3UCKBAHUATA HA IJ1aBa IeTa



nyn

a" m HapenOaTa mo wi. 217, an. 1, MoXke J1a MPOABIDKA Jla ce TIpeaocTaBs Ha masapa a0 22 ronu 2019 r., ako ToBa € B
crotBeTCTBHE € § 12, T. 1 - 5.

§ 14. MuHHCTEPCKHST ChBET MpUeMa HapeadaTa 1o wi. 211, ain. 1 B TpUMEceUYeH CpoK OT 00HAPOIBAHETO
Ha TO3M 3aKOH B "J[bpKaBeH BECTHHUK".

§ 15. 3akonbT BiM3a B cuia oT 2 stHyapu 2013 1.

[Ipunoxxenue xkpM wi. 15, an. 1
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