3AKOH 3a meaquunuuckuTe U3genums

O6H., JIB, 6p. 46 ot 12.06.2007 r., B cuna ot 12.06.2007 ., u3Mm. u gor., 6p. 110 ot 30.12.2008 r., mgom., 6p. 41 ot
2.06.2009 r., B cuna ot 2.06.2009 1., u3m., 6p. 82 ot 16.10.2009 r., B cuna 16.10.2009 r., 6p. 98 ot 14.12.2010 ., B
cuna ot 1.01.2011 r., u3m. u nom., 6p. 39 ot 20.05.2011 ., B cuna ot 1.01.2012 1., 6p. 60 ot 5.08.2011 1., B cuna ot
5.08.2011 ., 6p. 54 ot 17.07.2012 1., nom., 6p. 84 o1 2.11.2012 1., B cuna ot 2.01.2013 r., u3m., 6p. 14 ot 20.02.2015
I., U3M. U Jio1., Op. 38 ot 26.05.2015 ., B cuina ot 26.05.2015 r., uzm., 6p. 14 ot 19.02.2016 1., B cuna ot 19.02.2016
r., 0p. 43 oT 7.06.2016 1.

I'naBa nbpBa
ObLIA TOJIOKEHUA

Paznen I
OO0mu pasnopeadou

Y. 1. (1) To3u 3akoH ypexnaa:
1. ycnoBusATa ¥ pezia 3a MycKaHe Ha Nas3apa U/MjM IycKaHe B JICHCTBUE HA MEAMLMHCKH U3ENNSA;

2. 3abJDKCHUSATA HaA HpOI/I3BOIII/ITeJ'I$I, Ha HCIOBUS YHT)HHOMOHIGH HpeZ[CTaBI/ITeJ'I 1 HA BHOCHUTCIII HAa MCIUIIWHCKHA
n3penus;

3. (u3m. — JIB, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) ycnoBusTta U pena 3a ONpeAeisiHE W HaONIOJCHUE Ha
HOTU(UIIMPAHUTE OPTaHH;

4. ycnoBusATa ¥ pesia 3a U3BBbPUIBAHE HA KIMHUYHU M3IIUTBAHUS HA MEAULIMHCKE U3AENUSA;
5. (u3m. - IB, Op. 54 or 2012 r.) ycnoBusATa ¥ peJia 3a U3BBPIIBAHE HA THPrOBHS C MCIULIMHCKA U31E/1US ;
6. Ha/J30pa Ha Na3apa Ha MEAULMHCKA U3EeNNN;

7. cuctemara 3a yBEOMSBAaHE M OLEHSBAaHE HA WHIMACHTHU/MOTEHUHAIHU WHIUMICHTH, CBBP3aHU C MEIUIIUHCKU
ns3nenns.

(2) (M3m. — 1B, 6p. 38 ot 2015 1., B cuza ot 26.05.2015 r.) 3akoHBT UMa 3a Le:

1. ma rapanTHpa MyCKaHETO Ha Ia3apa W/WIIM B JEHCTBHE Ha MEIMUUHCKH WU3/€/INSl, KOUTO HE 3acTpallaBaT
XnMBoTa U 34paBE€TO Ha NauMUEHTUTE, Ha MeAUUMHCKUTE cCneunasmctm UM Ha TpEeETU Jnua,
KOrato maaenndta Ce Mn3nona3BaTt rno npeagHasHayeHne n ce CbXpaHAaBaT, pPa3npoCTpaHABaT,
MHCTanunpar, UMMNaHTUNpaT n noaabp>XXat B CbOTBETCTBUE C MHCTPpYKLUMNUTE Ha
npomnssoanTennTe,

2. na ocurypu nipunaranero Ha Permament 3a uanbiaHenue (EC) Ne 920/2013 na Komucusita ot 24 cenrempu 2013 1.
3a ompeziesiHe U HaOoIeHNe Ha HoTUGuIupanuTe opranu cbrnacHo Jupexrusa 90/385/EMO na CbBera OTHOCHO
aKTUBHUTE HMMILIAHTHPYEMH MEIWIMHCKA KU3aenuns m AdupektmBa 93/42/EMMO Ha CbBeTa OTHOCHO
meanuuHckmnte wmspgenma (OB, L 253/8 ot 25 centemBpu 2013 r.), HapuyaH nNO-HaTaTbk
"PernameHT 3a nsnbvnHeHune (EC) 920/2013".



Ya. 2. (1) B 3aBUCHMOCT OT NpEeNHA3HAUYEHOTO OT IMPOU3BOJIUTENS JEHCTBHE MEIUUUHCKUTE U3AE/NA Ce
pa3fenart Ha:

l. ¥H BUTPO IMAarHOCTHYHU MEAULIMHCKA U3AENNS;
2. aKTUBHU UMILIAHTHPYEMU MEIMLIMHCKA N3JENNS;
3. MEIMUMHCKH U3AESINSA, PA3/IUYHM OT NocodeHnTe B T. 1 u 2.

(2) Memuuuuckute u3penus no an. 1, 7. 1 B 3aBUCMMOCT OT NOTEHUMAHUSA PUCK, CBbpP3aH C TAX,
ce rpynupaTt B CNUCBbK A, CNMUCBHK b n nagenusa 3a camoTeCcTyBaHe W Apyru rpynu, onpeaeneHu
B Hapeabute no un. 18.

(3) Memuunnckute u3paenus no an. 1, 7. 3 B 3aBUCMMOCT OT NOTEHUMANHUSA PUCK, CBbp3aH C TAX,
ce pa3pendat Ha knacoee I, Ila, II6 wmn III cbrnacHo kKnacuuKaumMoHHMUTE nMpasBuna,
onpeneneHn B Hapeabute no un. 18.

(4) (M3m. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) Koraro npou3BOAMTENAT U HOTU(ULIUPAHUAT OpPraH,
OIpeJieSieH MO pela Ha IJlaBa 4eTBbpPTa, MMAT pa3zIM4YHU CTAaHOBMINA IpPHU TMPUIIATAHETO Ha KIaCH(UKALIMOHHUTE
npaBwia mo an. 3, M3nenHutenHara areHuus no sekapctBata (MAJI) B3ema pemenue. Koraro mpenenu, de e
HEOOXOMMO W TpH HaJIMYMe Ha ycloBUATa Mo wi. 6a, T. 1 mmm 2, MAJl u3roTBS MOTHBHUPAHO HCKaHE [0
EBpomneiickaTa koMuCHs 3a IpeapreMaHe Ha HEOOXOAUMHUTE MEPKH.

(5) (U3m. - JIB, 6p. 110 ot 2008 r.) [Ipn HEOOXOAUMOCT OT MPHUBEKIAHE HA KIaCH(PUKAIIMOHHUTE TIpaBuja Mo al. 3 B
CHOTBETCTBUE C Pa3BUTHUETO HA HOBH TEXHOJIOTUH /WA B CHOTBETCTBUE C MHQOpPMAIIUs, MTOTydeHa 110 peia Ha TiiaBa
cenma, MAJI U3roTBsi MOTUBUPAHO WCKaHE 3a MpearpueMaHe Ha HEOOXOTUMHUTE MEPKH, KOETO Ce MPEHAOCTaBs Ha
EBpormeiickaTa KoMUCHSI.

Ya. 3. M3uckBaHusTa KbM MEIMLIUHCKATE n3pgenna, onpeaesieHn rno To3m 3aKoH, ce rnpunarat un 3a.:

1. MNPpUHAJIC)KHOCTU KbM TC3U U3NCIIUS,

2. m3nenus, KOUTO BKIIOYBAT KATO HEpas/ellHa 4acT BEILECTBO, KOETO, M3IIOJI3BAHO OTIAEIHO, MOXE Ja Obae
OIIPEEIIEHO KAaTO JIEKAPCTBEH MPOIYKT 110 CMUCHJIA HA 3aKOHA 3a JICKAPCTBEHUTE NPOLYKTH B XyMaHHATa MEIULIMHA W
yneTo [JencTBMe BbPXY OpraHMsMa € cnoMaraTeslIHo MO OTHOWEHME Ha OCHOBHOTO
npeaHasHadyeHuUe Ha n3genneTo,

3. u3denus, KOUTO BKIIOUBAT KaTO HeEpas/elHa 4acT BEIIECTBO, MOJYYEHO OT YOBENIKa KPBbB WJM IJIa3Ma, KOETO,
M3MO0JI3BAHO OT/ACIHO, MOXKE Ja OBbJie ONMpENEeICHO KAaTO ChCTaBKa Ha JICKAPCTBEH MPOMYKT WM KaTO JICKApCTBEH
IPOYKT II0 CMUChJIa Ha 3aKOHA 3a JIEKAPCTBEHUTE IPOIYKTU B XyMaHHATa MEIULUHA L YMETO AENCTBUE BbPXY
OpraHn3amMa € cnomMaraTtesiHo rno oTHoweHmne Ha OCHOBHOTO NpeagHa3HayYeHne Ha U3AENNETO,

4. n3nenus, ¢ OMOLITa Ha KOUTO €€ MpUJIarat JIEKApCTBEHHU IPOIYKTH.

Y. 4. (1) Korato naseH npoIykT momnaja B IPHUJIOKHOTO MOJIE€ HAa TO3M 3aKOH U Ha Hapezabata 1o wi. 7 oT 3akoHa 3a
TEXHUYECKUTE W3UCKBAHMUS KbM HPOAYKTHUTE, OTHOCHO JIMYHUTE NpPEINa3sHU CpeACTBa, BbBeXAam@a Jlupekrupa
89/686/EMIO Ha CbBeTa, 3a HETO Ce MpHJIaraT U ChOTBETHUTE OOLM M3UCKBAHUS 3a O€30MacHOCT, ONMpEJeNieHH B
Hapezbara.

(2) (B cuma ot 29.12.2009 1. - JIB, 6p. 46 ot 2007 r., u3m., 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) Koraro
MEIMIMHCKO U3IeNIie ToMajia U B MPUJIOKHOTO IOJIe Ha HapeadaTa Mo wi. 7 oT 3aKoHa 32 TEXHUYECKUTE M3HUCKBAHUS
KbM IpoaykTrute, BbBexaana upexrusa 2006/42/EO na EBponeiickus mapnameHT u Ha CobBera oT 17 mait 2006 .
OTHOCHO MallMHUTE U 3a u3MeHeHue Ha JlupekruBa 95/16/EO, u chiuecTBYBa PUCK MpHU yIOTpedaTa My, 3a HEro ce
npuiiaraT U ChOTBETHUTE CHIECTBEHH H3UCKBAHUS 32 OE30MAaCHOCT, ONpPEICNICHH B Hes, B CIydauTe, KOraTo Te3u
M3UCKBAHUS Ca TO-CIIeU(DHIHN OT MOCOYEHUTE B HapeabaTa mo 4. 18.

(3) (Hosa - IB, 6p. 84 ot 2012 r., B cuia ot 2.01.2013 r.) Koraro memunuHcko u3genue mo wi. 2, ain. 1, 7. 1 u 3
momnajga B MPHJIOKHOTO IMMOJie Ha mIaBa mera "a" oT 3akoHa 3a 3alMTa OT BPEAHOTO BB3ICHCTBHE HA XUMUYHUTE
BEIECTBA M CMECH, 3a HETro Ce NpujaraT M HM3UCKBAaHMATA 3a OTpaHWYaBaHE yIoTpebara Ha OMAaCHHU BEIIECTBA,
ompeneieHu ¢ Hapeabdara mo wi. 217, ain. 1 oT chIms 3aK0H.



(4) (Hosa - 1B, 6p. 84 ot 2012 r., B cuna ot 2.01.2013 r.) M3uckBanusTa Ha an. 3 ce mpuiarat u 3a kabenu wim
pPE3epBHU YACTH 3a PEMOHTA, 3a IOBTOpHATa ymoTpebda, 3a OCHBPEMEHSBAHETO HA XapaKTCPUCTUKUTE WU 32
MOBUIIIABAHE KalaIuTeTa Ha TOBA U3/ICIIHE.

Y. S. (1) To3u 3akoH He ce mpuiiara 3a:

1. (mom. - JIB, Op. 110 ot 2008 T.) JIeKApCTBEHU MPOIYKTH MO CMHUCHIA HAa 3aKOHA 3a JIEKAPCTBEHHUTE MPOJYKTH B
XyMaHHaTa MCIMIIMHA,; TMpeueHKaTa Aajin AafeH MNPOoAYKT nonaga B MPUJIOXHOTO MNOJie Ha TO3U

3aKOH WM B MPWUIOXHOTO MoJsle Ha 3aKoHa 3a JleKapCTBEHUTe MPOAYKTM B XyMaHHaTa
MeANLMNHA Ce€ N3BbpLlBa Bb3 OCHOBA Ha OCHOBHOTO npeaHa3Ha4eHWeE Ha NpoAyKTa,

2. MEIMIMHCKH WN3AEeNNSl, KOUTO Ca HepasdesiHa 4acT OT JIeKapCTBEHM MNpoaykKTM M ca
npefiHa3Ha4YeHM OT NPOM3BOAUTENS 3@ eAHOKpaTHa ynotpeba eaMHCTBEHO B TO3U BUA;

3. KO3METHUHHU IMpOAYKTH 11O CMHCBJIA HAa 3akoHa 3a 3ApaBCTO,

4. (mom. - IB, 6p. 110 ot 2008 r.) opraHu, ThKaHU WM KIETKM OT YOBEUIKM IPOU3XOJ, IpEIHa3HAYECHU 3a
TPaHCIUIAHTALIMS, KAKTO U MPOJYKTH, BKIIOYBAIIM WM MOJYYEHU OT ThKaHW WM KIETKM OT YOBELIKM MPOM3XOJ IO
CMHCBJIa Ha 3aKOHA 33 TPAHCIUIAHTAIMs HA OPTaHU, ThKaHU U KIETKH, C U3KIIOUCHUE Ha MEAULIMHCKH U3AeNINA MO
yn. 3, 7. 3;

5. OpraHHu, TbKaHU HJIM KICTKU OT KUBOTUHCKHA HPOU3XOJ, NPCAHAZHAYCHHU 3a TPAHCIJIAHTAlUA, OCBCH aKO IIpH
MNpoOn3BOACTBOTO HAa MCAUIOHWHCKOTO H3ACIUEC € HU3I0J3BaHa HEKHU3HECIIOCOOHA JKMBOTUHCKA THKAaH WJIH
HEXU3HECITOCOOHHU MMpOAYKTHU, IMMOJTYICHH OT ) KUBOTHHCKA THhKAH;

6. KpbB, KPBbBHHM CBHCTAaBKA OT YOBEIIKM MPOM3XOJ IO CMHUCBHIAa Ha 3aKOHa 3a KPbBTA, KPHbBOAAPSBAHETO H
KPBBOIIPEIIMBAHETO, KAKTO W 3a W3JCJIHS, KOUTO B MOMEHTA Ha IYCKaHE Ha Maszapa ChbAbPKAT KPbBHU IPOIYKTH,
j1a3Ma WM KPEBHM KIETKH, C U3KIIOUYEHNE HA MEAUIIMHCKA U34eNna no yun. 3, 7. 3 ;

7. MEIMITUHCKH U3Aennsa no un. 2, an. 1, T. 1 , KOUTO He ca npeaHasHadeHW 3a MyckaHe Ha
nasapa, W3non3BaT Ce€ Ha MACTOTO Ha MpPOM3BOACTBO M aKoO Ce M3Mnon3BaT B 06eKkTn B
HenocpeAcTBeHa 6/1M30CT A0 Hero, co6CTBEHOCTTA BbPXY TAX He Ce MpexBbpas Ha ApYyro
IOpUANYECKO NULE.

(2) B cnyqanTe mo ain. 1, T. 2 u3aenuero TpsOBa 1a OTTOBaps HAa M3UCKBAHMATA HA 3aKOHA 3a JICKAPCTBEHUTE MPOAYKTH
B XyMaHHara MeaunuHa, CbleCTBEHUTE U3 MCKBaHWA, ornpeaeneHnm no peaa Ha TO3UM 3aKOH, Ce

npunaratT caMoO MO OTHOLWIEHME HA XapaKTepUCTUKUTE, CBbp3aHM C 6He3onacHoTo
DYHKLMOHNPAHE Ha U3AEeNMeTo.

Y. 6. B u3nbiHeHne Ha MpaBOMOIIMSATA CH 11O TO3H 3akoH MAJT:
1. (m3m. - [IB, 6p. 110 ot 2008 r.) u3BBpIIBA PETHCTPAIIUS IPH YCIOBHUSATA U 11O PE/Ia HA IJIaBa BTOPA,

2. (moBa— /1B, 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) u3naBa paspelieHus 3a OllCHsBaHE HAa ChOTBETCTBUETO HA
MCIMIOMHCKUTC N30EeNNA MO NaBa YeTBbpTa,

3. (mpemummHa 1. 2 — 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) n3naBa pa3peiieHus 3a TpoBekKAaHe Ha KIIMHUYHU
U3NUTBAHUSA C MEUIIUHCKH U3AENNSA;

4. (u3m. - [IB, 6p. 54 ot 2012 r., mpeaummHa 1. 3, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) u3gaBa pasperieHus 3a
THProBHs Ha €IPO C MEIULIMHCKH U31ESNS ;

5. (mpemumma 1. 4 — 1B, 6p. 38 or 2015 1., B cuna ot 26.05.2015 1.) n3BBpIIBa HAA30P HA MMYCHATUTE HA MMa3apa Wu/uiu
B JIeiCTBME METULIMHCKA U3LEe/INS;

6. (u3m. - [IB, 6p. 54 ot 2012 r., mpeaunma 1. 5, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) oChIEeCTBABa KOHTPOI
BBPXY CbXPaHEHUETO, THPrOBUATA, KIMHUYHUTE U3UTBAHUSA U 6€3011aCHOCTTa Ha METUIIMHCKUTE U3ESINS ;

7. (mpemumma 1. 6 — 1B, 6p. 38 ot 2015 1., B cumna ot 26.05.2015 1.) mourbpxka cucTeMa 3a pETUCTPUPAHE U aHAJIM3 HA
CHOOILIEHHUS 32 HHIMJICHTH C MEAUIMHCKUTE n3aenna m npeanpmnemMa CboTBETHU MEPKU,



8. (mpeaumma 1. 7 — JIB, 6p. 38 o1 2015 1., B cuna ot 26.05.2015 1.) yyacTBa cbc cBOM npejactaButenu B LleHTpanHara
KOMHCHs 110 €TUKA, Ch3/1aJicHa 10 pe/ia Ha 3aKOHa 3a JIEKAPCTBEHUTE NPOITYKTH B XyMaHHATa MEIMLIMHA;

9. (mpemumma 1. 8 — /IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) npenocrass nHdopmarus B EBponeiickara 6a3a
JaHHM BBB BPB3Ka C ITyCHATUTE HA [1a3apa U/WJIK ITyCHATUTE B ICHCTBUE MEIULIMHCKA U3AESINS;

10. (mpemuumma 1. 9 — JIB, Op. 38 ot 2015 1., B cunma ot 26.05.2015 r.) yuacTBa B JeifHOCTH B o0OJiacTTa Ha
MCIMIOUHCKUTEC WN3AeNnda, CBbpP3aHUN C pa60TaTa Ha MeXAyHapoaHW OpraHun, opraHm3aumm wu
AOroBopu, No kKomuto Penybnuka bbnrapus e ctpaHa, C perynaTopHUTE U KOHTPOJIHUTE OpraHu
Ha ApyrM AbpXaBu M C opraHusaummute, pabotewm B obnactra Ha perynauusta Ha
MeANUUNHCKN n3aennd,

11. (u3m. - JIB, 6p. 110 ot 2008 r., npeaunma 1. 10, mom., 6p. 38 ot 2015 r., B cuna ot 26.05.2015 r.) ch3naBa u
MOJUTbpsKa perucTpute mo wi. 31, an. 2, un. 58, an. 1, wi. 67, ain. 1 u un. 81;

12. (mpemummna 1. 11 — JIB, 6p. 38 ot 2015 1., B crma ot 26.05.2015 1.) oChIeCTBSIBA APYrH JCHHOCTH, TIPEABUJICHH B
TO3H 3aKOH.

Y. 6a. (Hos - /IB, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 1.) M3mbaHuTEIHATA areHITUAS 11O JIEKapCTBATa U3TOTBS
MOTHBHpAHO HCKaHe 0 EBpormelickaTa KOMUCHS 32 TPeAIpreMaHe Ha HEOOXOAMMHUTE MEPKH, KOTaTo MpeIeH!, Je:

1. mpunaraneTo Ha K1acu(pUKAIIMOHHUTE MpaBUia Mo Wi. 2, all. 3 U3UCKBA B3EMAHETO HA pPeIleHUE 3a KIacH pUKaIUATA
Ha OMPEIeICHO MEAUIIMHCKO U3/EINE WA KaTEropus OT U3AeNus 1o Wi. 2, ai. 1, T. 3;

2. TajiecHO MEAWITMHCKO W3JIeINe WJIM Tpyna OT WU3ACNUs Mo Wi. 2, an. 1, T. 3, He3aBUCUMO OT KIacCH(UKAITUOHHHUTE
MpaBuiia Mo wi. 2, ai. 3, Moxke Aa 0bJe Kacu(UIIPAHO KaTo APYT KIac U3ICIHUS;

3. ChOTBETCTBUETO Ha JIaJICHO MEIMLIMHCKO M3/eNIMe UK Ha Tpyna OT M3Jenus mno wi. 2, ain. 1, 1. 2 wim 3 tpsdsa na
Ob/ie OLIEHEHO NTPH IpUJIaraHe caMo Ha €JJHa OT IIPEeIBUICHUTE B HapeaouTe 1o wi. 18 npouenypu;

4. ce Hayara B3eMaHe Ha pellieHHe 3a TOBa, Jaji ONpe/esieH MPOAYKT WU Tpyla OT MPOIYKTH MOMNaaa B MPHUIOKHOTO
MOJI€ Ha TO3M 3aKOH.

Ya. 7. (1) 3a peructpanus U U3aBaHE Ha YJIOCTOBEPEHHUE 3a PErUCTpallMs, 3a H3/1aBaHE Ha pa3peuieHUus U
VIOCTOBEPEHHMS 1O pejia Ha TO3M 3aKOH, KaKTO M 3a BIIMCBAaHE Ha MPOMEHH B TAX, C€ 3aIllallldT TaKCH B pasMmep,
omnpezeneH B Tapuda, ogodpeHa oT MUHHCTEPCKHS CHBET.

(2) (M3m. — 1B, op. 38 ot 2015 1., B cuma ot 26.05.2015 r.) CpencrBara oT TakcuTe 1Mo ai. | U OT rIo0uTe u
UMYITICCTBEHUTE CAHKI[MH, HAJIATaHW Ha (QU3WYCCKA W IOPHIAMYCCKH JIMIA 10 pejia Ha TO3W 3aKOH, CE BHACAT KAaTO
npuxoj mo Oromkera Ha MAJL.

Paznea 11
Ilyckane Ha ma3apa /WM NyCKaHe B IeCTBME HA MeIUIUHCKU U3AEeNIns

Y. 8. (1) MenuuuuckuTe M3aenusa ce nyckaT Ha nasapa WU/unu ce nyckaTt B AENCTBME, KoraTo
OTroBapAT Ha M3UCKBAHMATA HA TO3W 3aKOH U Ha aKTOBETE MO MpUIaraHeTo My.

(2) MemMuuHCKATE U34Ee1US, C U3KITIOYEHME Ha M3paboTeHUTe MO Mopbyka, Cce MyckaT Ha nasapa
n/vunun ce nyckaTt B AeUCTBMe, Korato mMmaT HaHeceHa "CE" mapkumposBka no un. 15 , kosaTto
YAOCTOBEpPSIBA, 4Ye CbOTBETCTBMETO Ha u3aenusata CbC CbLWECTBEHUTE MU3UCKBaHUSA € 6uno
OLEeHEeHO Mo NpUIoXKKUMUTE Npoueaypu 3a oLeHssBaHe Ha CbOTBETCTBMETO.

Y. 9. (1) M3nbaautennusat nupexrop Ha MAJI n3naBa 3amoBe]] 3a BpeMEHHO IIPEyCTaHOBSIBaHE MJIM 3a 3a0paHa Ha
MyCKaHETO Ha Ta3apa W/Uiu MyCKaHEeTO B JCWCTBHE U 32 U3TETVISTHE OT Ma3apa Ha MEIUIIMHCKH U34e/IUSA C
HaHeceHa "CE" mapkupoBKa no 4n. 15, Kakto n Ha usaenus, napaboteHn No NopbYKa, KOUTO



MOraT Aa 3acCTpallaTt 34paBETO U 6e3onacHOCTTa Ha NauneHTUTe, Ha MeAUUMHCKUTE
cneunanncTm Uianm Ha TpeTn nmua, Korato Ca rnpaBuUiHO UHCTaIMpPpaHW, Nnoaabp>XaHU U ce
n3non3BaTt No npeagHa3Ha4dyeHne.

(2) U3npiHuTENHATA areHIMs 0 JieKapcTBaTa He3abaBHO nHGopMupa EBpomneiickata komucus 3a 3amoBeara mno ai. 1
U 32 IpEeANpPUETUTE MEPKU, KaTO MTOCOYBA MPUUMHUTE 32 HECHOTBETCTBUETO HAa U3JCNUITA C U3HCKBAHUATA HA TO3MU
3aKOH M Ha aKTOBETE M0 MPHUJIaraHeTo My, KOUTO MOTaT Jia ce AbJKaT Ha!

1. HeM3MbJIHEHNE HA CHILIECTBEHUTE U3UCKBAHUSI, OTIPE/IeNIEHN B Hapeaoure mo ui. 18 ;
2. HEeMPAaBUJIHO MpHUJIaraHe Ha CTaHAapTUTe 1o wi. 13, an. 1 ;
3. HeoCTaThllM B CcTaHAapTuTe o wi. 13, am. 1.

Yia. 10. (1) Jlumero, koeTo HOCHM OTTOBOPHOCT 3a IYCKAaHETO Ha Ia3apa W/MIM 3a MYCKaHETO B JecTBHE Ha
MCIUMIMHCKUTC N30eNnda, € Npon3soanTendT.

(2) (M3m. - IB, 6p. 110 ot 2008 r.) Korato npou3BOAUTENAT HE € YCTAHOBEH HA TEPUTOPUATA HA JbprKaBa WICHKA HIIH
Ha JbpXkaBa OT EBponeiickoTo MKOHOMHYECKO MPOCTPAHCTBO, TOM MHCMEHO YIBIHOMOIABA CBOW IpPEICTaBUTEIN,
HapU4aH MO-HaTaThK "yII'BIIHOMOILEH NpeACTaBUTEN". 32 MEAULIMHCKO U3/ENIUEe WIN U3JENNe OT €AUH U ChII MOJEII,
ycHaTo/u Ha nasapa Ha OOIHOCTTA, TPOU3BOAUTENST YITBIHOMOLABA CAMO €HO JIUIIE.

Ya. 11. (1) (Hom. - JIB, 6p. 84 ot 2012 ., B cuna ot 2.01.2013 r.) [Ipon3BoauTensT Ha MEIULUHCKA U3AENNA €
AONbXEH Aa T'M NPOEKTUPA, pa3pa60TBa, npomseexaga, onakoBa M €TUKETUPA B CbOTBETCTBUE
CbC CbLLIECTBEHUTE U3NCKBaAHNA, ONpeaesIEHN B Hape,u,6MTe no 4n. 18 oT TO3” 3aKOH VI/VIJ'IVI Ha
rnaea neta "a" u Ha Hapeabata no un. 214, an. 1 oT 3akoHa 3a 3awmTa OT BpeaHOTO
B'b3,£l,el71CTBMe Ha XMMUWYHUTE BELLECTBA N CMECU, N Oa OCUTYPU OLUEHABaHE Ha CbOTBETCTBUETO
MM MO NPpUNOXKKMUMUTE 3a TAX npouenypu.

(2) (U3m. - IB, 6p. 110 ot 2008 1.) O11eHsiBaHETO HA CHOTBETCTBHUETO IO ajl. 1 ce U3BBPIIBA OT MPOU3BOAUTEIIS.

(3) (HoBa - B, 6p. 110 ot 2008 r., nom., 6p. 84 ot 2012 r., B cuna ot 2.01.2013 r.) [IpousBogutensT Moxe aa
BB3JIOKH Ha YII'BIHOMOIICHUS CHU TPEACTABUTEN Ja TPHUIIOXKH MPOIEIypUTE IO OICHSBAaHE HAa CHOTBETCTBUETO,
ompejieNieHd B HapeaOuTe mo wi. 18 oT To3u 3akoH W/WiM Ha raBa mera "a" u Ha HapemOara mo wi. 21x, an. 1 oT
3akoHa 3a 3aIMTa OT BPEIHOTO BBH3CHCTBIE HA XHMUYHHUTE BEIIECTBA M CMECH.

(4) (Ilpenummna an. 3, uzm. - /1B, 6p. 110 ot 2008 1., 6p. 38 oT 2015 1., B cuna ot 26.05.2015 r.) Koraro npornenypure,
ompejeNieHy B HapenouTe mo 4wi. 18, u3nckBaT HaMecaTa Ha HOTU(QUIIMpPAH OpraH mo 4i. 63, an. 4, TpOU3BOAUTEISAT
UJIM YITBIHOMOUICHUAT My IPEACTAaBUTEN B ClydauTe MO ajl. 3 Bb3jlara Ha U30paH OT HETrOo HOTU(UIIMpaH OpraH Ja
W3ITBJIHM PUIIOKUMHTE 32 BUA HA H3/ICITHETO MPOIICTYPH B PAMKUTE Ha KOMIETCHTHOCTTA MY.

(5) (omn. - 1B, 6p. 110 ot 2008 r.) B cimyyanTe Ha MpoM3BOACTBO HA MEMLIMHCKA U3AeNna no un. 2, an. 1, T.
3, NMpn KOETO € WUn3roJsiaBaHa HEeXN3HecnocobHa XMBOTMHCKA TbKaH WU HEXWU3HEeCnocobHu
npoAyKtHn, noay4d4yeHum oT XK MBOTUHCKMN TbKaHW, npean oueHdaBaHE Ha CbOTBETCTBMETO MM MO ail.
1 Npon3BOANTENAT M3BBbPLIBA aHaIM3 Ha puUCKa W ynpaB/ieHME Ha puUCKa Npu cna3BaHe Ha
N3NCKBAHUATA, onpeaeneHn B Hapeabute no ua. 18 .

(6) (Ilpenuuma an. 4, uzm. - JIB, 6p. 110 ot 2008 r.) [Ipon3BOAUTENAT UIH HETOBUAT YII'BIHOMOIIECH MPEACTABUTEN U
HOTU(QUITMPAHUAT OpraH Mo ajl. 4 CKIYBAT JIOTOBOP 32 YCIOBHUATA, NMPU KOUTO C€ IPOBEXKAA OICHSIBaHE
ChOTBETCTBUETO Ha METULIUHCKUTE U3AENTUA.

Yiu. 12. (1) (Hom. - IB, 6p. 41 ot 2009 r., B cuna ot 2.06.2009 r., uszm., 6p. 98 ot 2010 1., B cuma ot 1.01.2011 r., 6p.
38 oT 2015 1., B cuna ot 26.05.2015 1.) B unTEpec Ha 3ApaBeTO HA HACEIEHUETO U IO MOTUBUPAHO UCKAHE HA
perroHaNHaTa 3/jpaBHa HHCICKIHs, Ha HalimoHamHus IEHTHp 10 OOIIECTBEHO 3/IpaBe U aHAIM3H UITH Ha JICUeOHO
3aBCACHUC MUHUCTBPHT HA 3APABCONA3BAHCTO UJIM ONIPABOMOUICH OT HETO 3aMCCTHUK-MUHUCTHP MTPU IMTOJIOKUTCITHO
CTaHOBUIIE HA U3ITBIHUTEIHUS qupekTop Ha MAJI Moke chC 3amoBe/1 o U3KITI0YCHHE Ja Pa3peln yCKaHeTo B
JeficTBHE Ha MEAUITMHCKO U3/ienue, 0e3 Aa ca HaJUIle YCIOBUsATA 1Mo 4il. 8.

(2) YcnoBusita U peabT 3a MycKaHe B JACMCTBHE HaA U3JEIUs MO al. 1 ce ompenensT ¢ Hapenda Ha MUHUCTBPa Ha
31paBEOIa3BaHETo.



Ya. 13. (1) (Homn. - IB, 6p. 84 ot 2012 r., B cuna ot 2.01.2013 r.) Koraro menuuuuckute uagenma ca
NpoOeKTUpaHu N NponsBeaeHn B CbOTBETCTBME C HALMOHANIHU CTaHAApPTN, KOUTO BbBexXaaT
XapMOHU3MpPaHUTE €BPONenCcKn CTaHaapTh, npueMa ce, Yye Te OTroBapsT Ha CbLUECTBEHUTE
U3NCKBaHMA, onpeaeneHn B Hapeanbute no yn. 18 oT To3mM 3aKOH U/MnNu Ha rnasa neta "a" u
Ha HapeabaTa no un. 214, an. 1 oT 3aKoHa 3a 3awWmMTa OT BPpeAHOTO Bb3AEeNCTBME Ha
XMMUYHUTE BeLlecTBa U CMecCMu.

(2) (U3m. - B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) Koraro meaununckute nsgenmsa no un. 2, an. 1,
T. 2 1 3 ca npoeKkTMpaHn U NpomsBedeHN B CbOTBETCTBME C oduumanHaTta dapmakones B
Penybnuka bBbnrapusa, onpegeneHa B 4a. 12 Ha 3akoHa 3a JleKapCTBEHUTE MNPOAYKTU B
XyMaHHaTa MeguuMHa, npueMa ce, 4ye Te OTroBapAT Ha CblecTBeHUTe WU3UCKBaHUA,
onpeaeneHn B Hapeabute no yun. 18 .

(3) Koraro meqununckure uagenunsa no un. 2, an. 1, 1. 1 ot cnucbk A, a npn Heob6XxoAMMOCT - U OT
cnucbk B, ca npoektMpaHn W NpoM3BEeAEHM B CbOTBETCTBME C OOLIKM TEXHUYECKMU
cneundmkaumm, npmeMa ce, 4ye Te OTrOBApPSAT Ha CbLECTBEHUTE MU3UCKBAHWUSA, OMpeaeneHn B
Hapeabute no 4un. 18 .

(4) Koraro IMPOU3BOJUTCIIAT HC MOKC Jia CIIa3h N3N CKBAHUWATA Ha all. 3, TOH npueMa TCXHHYCCKU PCUHICHH S, C KOUTO Ia
MMOCTUTHC CKBUBAJICHTCH PE3YJITAT.

(5) Koraro ycraHoBu, ye CTaHAapTUTE MO ajl. | HE MOKPHUBAT HANBJIHO CHUIECTBEHUTE W3HUCKBAHUS, ONpPEACICHU B
Hapenoute mo wi. 18, MAJI um3rorBs m chriacyBa oduIlMaiHa Ibp)KaBHA IO3MIIUS, KOATO CE€ TPEACTaBs Ha
EBponeickara koMucus.

Ya. 14. (1) (Hom. - B, 6p. 84 or 2012 r., B cuna ot 2.01.2013 r.) IlpousBoautenat Ha MEIULMHCKH WU3AENUA
CbCTaB4d TEXHMYECKa [OOKyYyMEHTauud, 4YMETO CbAbpXaHme € onpeaeseHo B CbOTBETHUTE
Hapeabu no un. 18 oT To3M 3aKOH W/MNM Ha HapeabaTta mo un. 214, an. 1 oT 3akoHa 3a
3aWunTa OT BPpEAHOTO B'b3£l,el‘;1CTBMe Ha XMMNUYHUNTE BelleCTBa U CMECMH.

(2) CJ'IeI[ HU3NBJIHCHUC Ha MPUIIOKUMUTC HPOLHCAYPU 3a OICHABAHC HA CBOTBCTCTBUCTO MNPOU3BOAUTCIIAT HIIN
HCTOBHAT YII'BJIHOMOIICH MPEACTABUTCII ChCTAaBA ACKIIapalusa 3a CbOTBETCTBUEC HA MCAULIMHCKOTO U3ACTIUEC.

(3) IlpowsBoauMTeNSAT WM HETOBUSAT YITBIHOMOIICH TMPEJACTABUTENl € JIHKEH Ja CbXpaHsBa TEXHUYECKaTa
JOKyMEHTalusi mo ain. | W Jexnapanusta 3a ChbOTBETCTBHME MO al. 2 Hall-Manko 5 TOAMHUM OT Jarara Ha
MpEyCTaHOBSIBAHE HA MPOU3BOJCTBOTO HA MEIUIIMHCKOTO U3JIEINE U Jla T PEACTaBs IPU MTOMCKBAaHE 3a MPOBEpPKa Ha
JMIara mo wi. 86, an. 2 .

Ya. 15. (1) "CE" mapkupoBkarta ¢ TpaduuHO H300paKE€HHWE CHINIACHO MPHIOKEHHETO, KOATO C€ HaHAcsi BBPXY
MEIMITMHCKOTO W3/eIHe Mpean MYyCKAHeTO My Ha Ma3apa W/WIU MyCKaHeTO My B JCWCTBUE, TpAOBa Ja ce pa3uuTa
JIECHO U J]a HE MOJKE Jia ce 3aJIn4u 0e3 CIe/u.

(2) "CE" mMapkupoBKaTa c€ HaHAcsi Ha BUJIMMO MSCTO BBPXy H3JCIMETO, B WHCTPYKIMATA 3a yImoTpeda U BBPXY
HEroBara CTEpPHJIHA OMAKOBKa, ako MMa TakaBa. Korato € BB3MOXKHO, T C€ HaHAacsi U BBPXy MOTpeOMTEencKara
OTIaKOBKa.

(3) "CE" mapkupoBKaTa MMa BUCOUYMHA Hall-MaJIko 5 MM, ako ChbOTBETHAaTa Hapeala 1o wi. 18 He mpenBHXkaa Jpyro.
[Tpu HamansiBaHe wiM yBenuuaBaHe pasmepa Ha "CE" mapkupoBkaTa mpomnopuuuTe B rpadguuHara Mpexa TpsoBa aa
ObaaT CrazeHu.

(4) (U3m. - IAB, Op. 110 ot 2008 r.) o "CE" mapkupoBkata mo an. 1 ce HaHacsd MACHTHU(QUKALMOHHUAT HOMEp Ha
HOTU(UIIMPAHUS OpTaH B ciy4auTe mo wi. 11, am. 4, xorato mpouexypuTe, ONpeAeieHrn B HapenouTte mo 4wi. 18,
M3MCKBAT HAHACSIHETO MY.

(5) "CE" mapkupoBKaTa U WICHTH(QUKAIIMOHHUAT HOMEp MO aji. 4 He ce HaHACAT BBPXY M3JCTUETO CaMO KOraTo
pasmepuTe U opMmaTa Ha U3/IEIUETO HE 03BOJIABAT TOBA.

(6) Besika npyra MapKupOBKa, KOSITO ce HaHacsl BbPXY U3/E/IMETO, BbPXY OMMaKOBKAaTa My H/HJIM B UHCTPYKIIUATA MY 32
ynorpeda, He TpaAOBa Ja MOJBEXKIA IOTPEOUTENs - MEIMLMHCKA CMeuMasucT UM NaunmeHT, OTHOCHO



MapKupoBKaTa no an. 1 n He TpF|6Ba Aa HapylwaBa HeMnHaTa BMAMMOCT N YeT/IMBOCT.

(7) B cimydaii Ha m3nenus, KOUTO Ce MyCKAT Ha Ma3apa B cTepuiiHa onakoBka, "CE'" mMapkupoBkaTra ce HaHacs KakTo
BBPXY CTEpPUJIHATA, TAKa U BBPXY NOTpEOUTENICKAaTa ONIAKOBKA Ha U3/IETHETO.

(8) IIpu msmocTHO MpepaboTBaHE HA U3MEITMETO, KOSTO MOJKE JIa TTOBJIMsSIe Ha HETOBOTO Oe3omacHo u3noiseane, "CE"
MapKUpOBKAaTa ce€ HaHaCs Clie/] TOBTOPHO OIEHSBAHE HA U3/ICIHETO CHINIACHO MPUIOKUMHUTE MPOIEAYPH, ONPEACICHI
B HapeaOuTe mo ui. 18 .

(9) (Hom. - JIB, 6p. 84 ot 2012 ., B cuna ot 2.01.2013 r.) Korato MeIuuimHCKOTO M3/ETUE € B MPHUJIOKHOTO TOJIE Ha
HapenouTe 1Mo wi. 7 oT 3aKoHa 3a TEXHHYECKUTE M3MCKBAHUS KbM IIPOJIYKTUTE W/WUITU Ha Ti1aBa rneTa "a" u Ha Hapendara
mo ui. 21x, an. 1 or 3akoHa 3a 3aMTa OT BPEIHOTO BH3/ICHCTBME HAa XUMUUHHUTE BEIICCTBA U CMECH, TTPEABMKIAIIM
HaHacgHe Ha "CE" mapkupoBKa, MapKHPOBKATa yIOCTOBEPSIBA ChOTBETCTBUETO HA U3CIMETO C M3UCKBAHMATA HA BCAKA

OT HapeI0HnTe, OCBEH aKko B HapeAOuTe € MPEBUICHO JIPYTO.

(10) Ha wu3nox0Ou, maHaupu, NEMOHCTpAIMU, MPOMOIMH, HAYYHW U TEXHUYECKH KOH(EepeHIHH Morar aa ce
NPE/ICTaBAT MEIMIUHCKA n3enuns 6e3 HaHeceHa "CE" mapkupoBka.

(11) B ciygauTte no an. 10 mpou3BOIUTENSIT HAHACS BBPXY U3AETUATA BUAUMO 0003HAUEHHE, KOETO HEIBYCMHCIIEHO
MIOKa3Ba, Y€ Te He ca MpelHa3HAueH! 3a ITyCKaHe Ha Ma3apa U/WIK 3a IyCKaHe B JAeHCTBHUE.

Ya. 16. (1) IlpoussoauTensr Ha MEIUIMHCKA U3AEUS € ONbXEH Aa NOCOYM MMETO, celdaslnWeTo u
aZpeca CUM Ha ynpasJieHMe BbpXYy U3LeNMeTo, BbpPpXy ONakoBKaTa My UM B MHCTPyKUMUsSITA 3a
ynotpeba. MHCTpyKumsa 3a ynotpeba He ce U3nCKBa 3a u3genua no un. 2, an. 1, 1. 3 oT Knac
I n Ila, KoMTO NO npeueHKa Ha npou3BoAMTENS MoraT Aa ce u3anons3eat 6e3onacHo 6e3
MHCTPYKUMA 3a ynoTpeba.

(2) Bppxy omakoBkaTa M B HHCTPYKIUATA 3a ynoTpeba Ha H3/A€IMsA, KOUTO C€ BHACAT OT TPETH IbpXKaBU Ha
TepUuTOpHATa Ha EBpONENCKHS CBIO3 WM HA TEPUTOpHUATA Ha EBPONENCKOTO MKOHOMHYECKO IPOCTPAHCTBO, CE
IIOCOYBAT JAOI'BIHUTEIHO UMETO U aAPECHT HA YII'BJIHOMOLIEHUS IPEACTABUTEN U HA BHOCUTEIIS.

(3) Uncrpykiusara 3a ynorpeba TpsOBa 1a ObJie chcTaBeHa U Ha OBITapCKH €3UK.

Ya. 17. TlpousBoAMUTENSAT WM HETOBUST YIIBIHOMOILIGH MPEICTABUTEN € JUIbXKEH Ja OCUTYpH O€30MacHOTO
WHCTATMPAaHe Ha MEIUIMHCKAUTe WU3[esinsg Ha TepuTtopusita Ha Penybnuka bbnrapus, Korato

cneundurkata UM M3UCKBA TOBa CbIACHO MHCTpyKUMsITa 3a ynoTpeba, M Aa rapaHtupa
noaapbXKaTa UM.

Ya. 18. (M3m. - JIB, 6p. 82 ot 2009 r., B cuna ot 16.10.2009 r., 6p. 14 ot 2015 r.) MUHUCTEPCKUAT CHBET MO
IpeIoKEHNEe Ha MHUHHUCTBPA Ha 3[paBEOIa3BaHETO M HA MUHHCTBbPA Ha MKOHOMHKATa OIpENes ¢ Hapeaou 3a
MEMLHHCKATE N3AeSMs Mo yn. 2, an. 1 :

1. ChIICCTBCHUTC N3HUCKBAHU A,

2. mpoueIypuTe 3a OLICHABaHE HAa ChOTBETCTBUETO ChC CHIIECTBEHUTE U3UCKBAHUS U CHIBPKAHUETO HA TEXHUUYECKaTa
JIOKYMEHTAITHS;

3. mpaBunara 3a KIacnQUKalusa Ha METUIIMHCKUTE U3Aenmsa no un. 2, an. 1, 1. 3 ;
4. cnuchIMTe, ONPEENAIM 00XBaTa Ha TPYNUTE HH BUTPO TUArHOCTUYHU MEITUIIMHCKA U3AENUNS;

5. U3UCKBaHUATA 3a IPOBEXAAHE HAa aHAIM3 HA PUCKA U 32 YIIPAaBJICHUE HA PUCKA 33 MEAULIMHCKA U3AEe/IUA MO YJl.

11, an. 5.

Paznen 111
Ilyckane Ha ma3zapa /WM NyCKaHe B JelCTBHEe HAa MeIMIMHCKH W3AeNus,
n3paboreHm No nopobukKa



Y. 19. (1) (M3m. - B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) [Ipon3BOAUTENAT WM HETOBUST YITHITHOMOIIICH
MpeJICTAaBUTEN, IPEAM J1a YCHE Ha Tazapa U/Uiu B IeUCTBUE MEIUIIMHCKO U3Ieaue Mo wi. 2, an. 1, 1. 2 wim 3,
13paboOTEHO MO MOPHYKA, ChCTaBs JOKYMEHTAIIHS, KOSITO ChIbpKa:

1. umMeTo U agpeca Ha MPOU3BOAUTEIS,
2. uIeHTU (DU KAITMOHHYU JaHHU Ha U3JIEIUETO;

3. nexmapanus, 4¢ MeITUIIMHCKOTO M3/IeNHe € MPeIHa3HAYCHO 3a CIeIHaIHA YIIOTpeOa OT KOHKPETEH MaIlueHT, YUETO
HMe€ Ce IT0COYBa;

4. HMCTO Ha JICKapd WKW Ha JICKapsd 10 ACHTAJIHA Me,Z[I/II_II/IHa, Kol‘/JlTO e wm3rortBmn 3aadHNETO 3a
n3paboTtBaHe Ha Wu3AenMeTo, M HaWMMEeHOBAHMETO Ha J1eyebHOTO 3aBejAeHuMe, Korato e
Bb3MOXHO;

5. cienu(pUYHU XapaKTepUCTUKH Ha METUITMHCKOTO U3/eNIMe ChITIaCHO 3a/1aHUETO;
6. nexnapanus, ye u3IeIMeTO ChOTBETCTBA HA TPUJIOKUMHTE 33 HETO ChIECTBEHU M3UCKBAHUSL.

(2) (M3m. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) B cimyuaute, korato u3aeanueTo He OTroBaps Ha HIKOE OT
MPUJIOKUMHUTE 32 HETO CHIIECTBEHU U3UCKBAHMS, HECHOTBETCTBUETO C€ OOOCHOBABA B JEKIapalnusTa o ai. 1, T. 6.

(3) (Hom. - B, 6p. 110 or 2008 r., B cuma ot 21.03.2010 r.) [JoxymeHrtanusita mo ain. 1 ce cbxpaHsiBa OT
MMPOU3BOAUTCIIA HJIM OT HCTOBUA YIIBJIHOMOHIICH ITPCACTABUTCII 3a CPOK Hal-MajKo 5 roonHu, a B CIY4auTC Ha
UMIUTAHTUPYEMU METMIIMHCKA M34ennd no 4n. 2, an. 1, 7. 3 U Ha v3genna no yn. 2, an. 1, 1. 2 -
3a CpoK Han-manko 15 roguHu.

(4) (HoBa - IB, 6p. 110 ot 2008 ., B cruta ot 21.03.2010 r.) JlokymeHTamusaTa 1o ai. 1, mpuapykaBaiia u3aeausra mo
ui. 2, an. 1, T. 2 u uznenusra no 4wi. 2, an. 1, 1. 3 ot wiac Ila, 116 u III, ce mpemnocTaBss Ha KOHKPETHUS MAIMEHT,
UJICHTU(DUITUPAH ¢ UME, aKPOHUM WJIH U (POB KOJI.

(5) (Ilpenuuma an. 4, uzm. - /1B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) [IpousBoautenst Ha u3aenus Mo 4. 2,
an. 1, 7. 2 u 3 , u3paboTeHu Mo mopbuka, Mpeaocrass npu nouckBane oT MAJl cnuchbk Ha u3nenusATa, MyCHATH B
JeiicTBHe Ha TepuTopHsTa Ha PenyOnuka buarapus.

Y. 20. (1) (U3wm. - IB, 6p. 110 ot 2008 1.) [Ipon3BOAUTENAT CHCTABS JOKYMEHTAIIHSI, BKIIOUBAIIA ONTUCAHUE HA
MPOEKTUPAHETO, Ha TTPOU3BOJICTBOTO U HA JCHCTBUETO HA U3/ICIHETO, BKIIIOYUTEIHO OYaKBAHOTO ACHCTBUE, KOSTO
MO3BOJISIBA OLIEHSABAHE CHOTBETCTBUETO HA U3/ICTTMETO C M3UCKBAHMITA HA TO3M 3aKOH U Ha Hapeabute mo wi. 18. B
JOKyMEHTAIMATa Ce TIOCOYBA U aJIpeChT Ha MPOU3BOICTBEHOTO/IIPOU3BOICTBEHUTE MIOMEIIICHHU €/TIOMEIICHUS.

(2) [IpousBoauTENAT € ATBKEH Aa MPpEeArprueMe HeOOXOJUMUTE MEPKH, 3a J1a OCUTYPH Upe3 MPOU3BOACTBEHUS MPOIEC
CBHOTBETCTBUE Ha U3ENUATA 110 Wwi. 19 ¢ moxymeHTanusra mo ai. 1.

(3) (HoBa - 1IB, 6p. 110 ot 2008 r.) IIpon3BoauTensT mpemocTaBsl JOKYMEHTAIUATa MO ajl. | 3a mpoBepka Inpu
IMOMCKBAaHE Ha JIMIIaTa 1o wi. 86, ai. 2.

Pazgea IV
IIyckaHe Ha ma3apa Ha CUCTeMM MJIM HA0Opu MeJUIUHCKN U3AENIUA

Y. 21. (1) ®usuuecko MM FOPUIUYECKO JIMIE, KOETO KOMILICKTYBa MEIUIIMHCKH U3Je/Ms No Yn. 2, an. 1, 1.

3 ¢ HaHeceHa "CE" mMapkupoBKa, npeaun ga rm nNycHe Ha nasapa KaTo cuctema umnm Habop,
CbCTaBSA AeKnapauus, B KOSTO 3asBsiBa, Ye:

1. e KoMILIEKTYBald cucTeMaTa WM Habopa B 3aBUCHMOCT OT MpEIHA3HAUEHHWETO Ha OTICITHUTE H3ACTUS U
OTPaHUYECHUSITA UM 3a YIIoTpeda, ONPeICICHH OT MPOU3BOAUTEINTE;



2. ¢ OpOBCPHUII CBBMECTUMOCTTAa Ha OTIACIHUTC MCIAULIMHCKH WN3AEeNIMA W € MpoBes1 onepauummnte no
KOMIJieKtyBaHe B CbOTBETCTBUE C MHCTPYKLUMUUTE Ha MPOnN3BOAUNTENTUTE;

3. e omakoBajJ cHCTeMara WM Habopa M € MpenocTaBusl HeoOxoaumara MHGOpMalus Ha MOTPEOUTENTUTE, KOSITO
BKJTIOYBA CHOTBETHUTE HHCTPYKIIMH OT TPOU3BOIUTEINTE;

4, JIeHOCTTa My € 00EKT Ha ChOTBETHU nponeaypu 3a BbTPCHICH KOHTPOJI U ITPOBCPKA.

(2) Korato HsKO€ OT M3MCKBAHUATA Ha all. | HEe € U3MBIHEHO, CUCTeMaTa UM Ha0OpbhT MOJyIekKaT Ha OICHSBAaHE HA
CHOTBETCTBUETO ChC CHIIICCTBEHUTE U3UCKBAHMUS, ONIPECIICHU B HapeIouTe mo wi. 18 .

Y. 22. (1) ®usnuecko UM IOPUANYECKO JHIIE, KOETO CTEPUIIM3UPA CUCTEMH MIIM HaOOpU MEAULIMHCKH U3 AeNNg
no 4n. 21 n/mnn MeguunMHCKM usgenua no 4vn. 2, an. 1, 1. 3 ¢ HaHeceHa "CE" mapkunpoBkKa,
npeaHasHa4vyeHn oT NnpousBoauTens aa é6vaaT ctepunmanpaHu npeau ynotpeba, 3a aa rm
nycHe Ha na3sapa, TpsbBa Aa oueHn CbOTBETCTBMETO MM MO npoueaypu, onpeaeneHu B
cboTBeTHaTa Hapeaba no un. 18.

(2) (Jom. - JIB, 6p. 110 ot 2008 r.) [Ipunaranero Ha npoueaypuTe Mo an. 1 u aelcTBUATa Ha HOTUGULUPAHUS OpraH
ce OrpaHMyYaBar JI0 MOCTUTaHe Ha U3MCKBAHUATA 32 CTEPUITHOCT JO MOMEHTA Ha HapyllaBaHe IIeJI0CTTa Ha OIaKoBKaTa
Ha U3JIEITNETO.

(3) .HI/II_ICTO mo aim. 1 cecraBs ACKIIapanusd CbITIACHO H3UCKBAHUATA, MPCABUACHU B CBOTBCTHATA Hapeﬂ6a, e
CTCpUuIin3anuAdaTa € U3BbPUHICHA B CbOTBECTCTBUC C MHCTPYKIUUUTE HA MIPOU3BOAUTCIIMTEC.

Y. 23. (U3m. - IB, Op. 110 ot 2008 1.) JInmata mo wi. 21, an. 1 u 4. 22, an. 1 ceXpaHsBar AeKiapalnuTe 3a CPok 5
TOJMHU U TH MIPEIOCTABSAT MPHU MOMCKBAHE 3a MMPOBEPKA Ha JIUIIaTa 1Mo 4wi. 86, ain. 2 .

Y. 24. CucremuTe nin HabOpUTE MEIUIIMHCKA U3AENA MO Y. 21 , CTepUAU3UPAHUTE CUCTEMU UK
Habopun N MeanuMHCKMUTE u3genms no 4n. 2, an. 1, T. 3 ¢ HaHeceHa "CE" MapkunpoBka,
npeAHa3sHa4yeHW OT Npom3BoauTens Aa 6baaT cTepunmnanpaHun npeauw ynortpeba, ce nyckart Ha
nasapa 6e3 gonbvnHutenHa "CE" MapkupoBKa, NpUApYy>XXeHU OT MHCTPYKUMA 3a yrnoTpeba,
KOSITO BK/IKOYBA, KOrato € Heob6xoammo, nHdpopmMaumsaTa, npeaocTtaBeHa OT NpouM3BOAUTENUTE
Ha OTAeNnHuUTe u3aenus oT cuctemaTta uam Habopa, N3NCKBaHMATA KbM KOSATO ca onpeneneHun B
cboTBeTHaTa Hapeaba no un. 18.

Pa3zpea V
OueHsiBaHe HA IeMICTBMETO HA UH BUTPO IMATHOCTUYHM MeIMIIMHCKU U3AEJIUSA

Y. 25. (1) Ouenkara Ha CbOTBETCTBUETO Ha UH BUTPO AMATHOCTUYHUTE METUIIMHCKH U3AE/IUA CbC

crneumdnyHOTO UM NpeaHa3HavyeHme npu ycnoBusa Ha ynotpeba, onpeaenenun ot
Npou3BOAUTENSA, CE€ U3BBPLUBA C OLIEHKA Ha AENCTBUETO Bb3 OCHOBA Ha:

1. cOOpHU JaHHU OT HAaydHATa JUTEPATypa, OTHACSIIM CE JIO0 MPEAHA3HAYCHHETO Ha M3/CIIMETO, U KPUTHYCH aHau3 Ha
TE3W JaHHU, U/UIu

2. PE3YATATUTE OT UBMMUTBAHUATA ITPHU OLICHKA HA IleICTBHGTO HJIA APy TOAXOAAIIN TCCTOBC.

(2) Tlpon3BOAUTENAT MM HETOBUST YIIBIHOMOIIEH IPEICTAaBUTEN, IPEIu J1a MPEIOCTaBU UH BUTPO JUATHOCTUYHHU
MeIMIMHCKH U3EeSINA 33 OLEeHABaHe Ha AelCTBMETO B aKkpeauTupaHa nabopaTtopus, CbCTaBs
AOKYMEHTaUNA, KOATO CbAbp>XKa:

1. I/IZ[CHTI/I(bI/IKaI_[I/IOHHI/I JaHHHW Ha U30CIUCTO,



2. nyuaH 3a OLEHSABAaHE, KOWTO ChbAbpKA I1€ITA, HAYYHHUTE, TCXHMYECKUTE WIIM MEIMUMHCKMTE OCHOBAHWS,
ob6xBaTa Ha OLUEHSABAHETO M 6pos Ha U3AenuaTa;

3. CHUCBK Ha aKpeIUTHPAHUTE JIabOpaTOPHH, KOUTO Y4acTBAT B OLICHSBAHETO;
4. HayaJlHa JjaTa ¥ NIJIaHUpaHa MPOABIKUTEIHOCT Ha OLIEHSBAHETO;

5. Ipu W3AeTUs 32 CAaMOTECTyBaHe - MACTO U Opol Ha juIara 6€3 MeIUIIMHCKA KBATU (PUKAIIUs, KOUTO IT¢ y4acTBAT B
OILICHSIBAHETO;

6. Aexnapaius, 4e¢ MEAUIIMHCKOTO U3/IeJNe ChOTBETCTBA HA MPUIIOKUMUTE CHIICCTBEHU U3UCKBAHUS, C U3KIIOUCHHE
Ha T€3H, KOUTO ca OOEKT Ha OICHSIBAaHE HA JACHCTBHETO U KOMTO Ca M3PUYHO IMOCOYCHH, U Y€ Ca MPEAIPUETH BCUIKH
IpeaasHy MEpKU, HEOOXOJMMH 3a 3allMTa Ha 3ApaBeTo M 0e30MacHOCTTa Ha MEAMUUHCKHTE CreumasiucTi, Ha
nauneHTnTe UM Ha TPpETU J1NLUa.

Y. 26. (1) [IpousBoauTensT chCTaBs TEXHUUECKaTa JOKyMEHTaIUs 1o wi. 14, an. 1 u s npeacTass 3a npoBepKa Mpu
IMOMCKBAHE Ha JUIlaTa Mo 4wi. 86, air. 2 .

(2) Ilpon3BOIUTENAT € NTBKEH J1a peArnprueMe HeoOX0AUMUTE MEPKH, 33 Ja OCUTYPH Ype3 MPOU3BOJICTBEHUS IPOIIEC
ChOTBETCTBUE HAa WUH BUTPO TUATHOCTUYHHUTE MEIULUHCKA U3AENIUA 3a OLEeHABaHe Ha AelCTBUeTO C
AOKYMEHTauudaTa no aln. 1.

I'naBa BTOpa

PETUCTPAIIMS HA JIMIA, KOUTO ITYCKAT MEAMIIMHCKU U3OEJINA HA
NMA3APA

(3arn. uam. - 4B, 6p. 110 o1 2008 r.)

Yiu. 27. (1) (M3m. - JIB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) Korato nmpou3BOAMTENSIT HA MEAUITUHCKA
nsgenus no yun. 2, an. 1, 1. 3 ot knac I, nponssoamTenaT Ha m3genusa no 4yn. 2, an. 1, 1. 2 u
3, n3paboTeHn No NopbyKa, KaKTo U PU3INYECKOTO WUAU tOpUaNYecKoTo nuue no yn. 21, an. 1
M un. 22, an. 1 ca peructpympaHu no TbproBCKMA 3aKOH, Te nojaBaT 3asBJ/ieHMe 3a
permcTpauusa no obpasey A0 M3NbAHUTENHUSA AMpeKTop Ha MAJT He No-KbCHO OT 14 AHu cneg
nyckaHe Ha wu3genMeTo Ha nasapa w/win B [AeNcTBME Ha TeputopusaTa Ha Penybnuka
Bvnrapwus.

(2) KsM 3asiBIIeHHETO 3a peructpanus mno aji. 1 ce mpumiarar:

1. (u3m. - [IB, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r.) enuHeH uaeHTH(UKAITMOHEH KO Ha IPYKECTBOTO;
2. HaMMEHOBAHUE U ONHMCAHUE HA U3/ICIIHETO;

3. TOKYMEHT 3a TJIaTeHa Takca B pa3Mmep, omnpeaeseH B Tapudara mo uwi. 7, ai. 1 .

(3) (M3m. - IB, 6p. 110 ot 2008 1., B cuita ot 21.03.2010 r.) JInumara mo an. 1 ca IIBKHHU 13 yBeIOMST B 14-1HEBEH
CpOK M3nBIHUTENHUS qupekrop Ha MAJI mpu npomsiHa Ha afgpeca cu Ha ynpasierue. [Ipu npomsHa B uH(opmammsaTa
no ai. 2, T. 2 nunara no ajia. | momaBaT 10 U3MbIHUTENHUS aupekrop Ha MAJI 3asBiaenuero mo an. 1, KbM KOETO
Mpujarat CBbp3aHUTE C MPOMSIHATa JOKYMEHTH U JOKYMEHT 3a IJIaTeHa Takca B pa3Mep, onpeesieH B Tapudara mo 9.
7,am 1.

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

Y. 28. (1) KoraTo npou3BoauTEISAT Ha U3ACIUS 1O WI. 2, all. 1, T. 1 IMycKka OT CBO€ MMe Ha Ta3apa W/uiid B ACHCTBHE
Ha TepuTOopusTa Ha Penybnuka beiarapus Te3n uznenus u € peructpupas 1no ThbproBckust 3aK0H, TOH MoaBa
3asBJICHUE 32 PETUCTpAIUs 10 00pa3ell 10 U3IMIBIHUTEIHUS AupekTop Ha NAJL.



(2) KbM 3asiBIeHHETO 3a perucTpanus 1o ai. | ce mpuiarar:
1. (u3m. - [IB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) enquHeH MACHTHGUKAITMOHEH KO Ha JIPY)KECTBOTO;

2. uadopmarus 3a o0IMTE TEXHOJOTUYHU W/MITM aHAJTMTHYHU XapaKTEPUCTUKH, CBBP3aHa C PEAKTUBUTE, MPOIYKTHTE
OT pEeaKTUBUTE, KAIMOPATOPUTE U KOHTPOIHUTE MaTepHaliu;

3. B citydail Ha u3Aenus oT cuuchblu A, b 1 n3nenus 3a camoTecTyBaHe - HAUMEHOBAHME, BUJ U MOJIEN Ha U3JIENIUETO,
AHAJIMTUYHHU M KOIaTO € HGOGXO,Z[I/IMO, JAUArHOCTUYHHU MapaMEeTpu MO0 OTHOHICHUEC Ha CBIICCTBCHUTC M3HMCKBAHUA,
MIOCOYEHU B HapeaOuTe mo wi. 18 , pe3yntaTu oT olleHKaTa Ha JeHCTBUETO 110 IJ1aBa I'bpBa, pasaen V;

4. MHCTPYKIIUS 32 yIoTpeda Ha OBJITAPCKU €3HK;
5. IOKyMEHT 3a TJIaTeHa Takca B pa3Mep, OlpeeiicH B Tapudara mo wi. 7, ai. 1 .

(3) (U3m. - B, 6p. 110 ot 2008 r.) [Ipon3BOaUTENAT, KOWTO OT CBOE MME MyCKa Ha Taszapa W/WIu B JEHCTBHE Ha
TepuTOpHuATa Ha Penyonuka bearapust HOBO UH BUTPO JUATHOCTUYHO MEIUIIMHCKO HM37ENUE, KOTaTo € PErHCTpUupaH
1o ThproBckus 3akoH, nmojasa 10 MAJI nokymeHTalusTa no ai. 2, KakTo U yKa3aHue, 4ye U3EIUETO € HOBO.

(4) (U3m. - JIB, 6p. 110 ot 2008 1.) IH BUTpO IMarHOCTHYHO MEIUITMHCKO M3/IeIIME € HOBO, aKO Ha Ima3apa Ha JIbpyKaBa
YJIEHKa WK Ha AbpkaBa OT EBponelcKkoTo HKOHOMHYECKO MPOCTPAHCTBO MPE3 MOCIETHUTE TPU TOJUHH:

1. TakoBa U3/1eHe HE € OMIJIO TOCTOSHHO HAIMYHO 32 AaHAJM3UPAHUTE BEIISCTBA WJIH JIPYTH TTapaMeTpH, HIIH
2. He e OWJla HATMYHA aHATMTHYHATA TEXHOJIOTH S, H3M0JI3BaHa 3a JIQJICHUTE aHATN3UPAHU BEIIeCTBA WU TTapaMeTpPH.
(5) (Ot™m. - 1B, 6p. 110 ot 2008 1., B crma ot 21.03.2010 1.).

(6) (M3m. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) 3asBienuero 3a perucrparus mo ai. 1 u 3 ce mojgasa B
14-1HEBEH CpOK OT JaTara Ha MyCKaHe Ha Ia3apa W/Wid IMyckaHe B JSHCTBUE HA U3enusTa mo ui. 2, an. 1, 1. 1.

(7) (M3m. - OB, 6p. 110 ot 2008 ., B cuma ot 21.03.2010 r.) Jlumara mo an. 1 u 3 ca ITBXKHU Ja YBEAOMST B
14-nHeBeH cpok M3NbIHUTENHUS nupekTop Ha MAJI npu:

1. mpoMsiHa B aJpeca Ha YIpaBJIeHUE;
2. 3HAYUTETHU NTPOMEHU B MHpOpMaNHATa 10 all. 2, T. 2 U 3;
3. (ot™m. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.);

4. y3TerisgHe Ha HU3OCIIMCTO OT I1a3apa.

Ya. 29. (M3m. - 1B, 6p. 110 ot 2008 1., B cruta ot 21.03.2010 1.) (1) B cmygante no 4. 10, ain. 2, korato
YI'BJIHOMOILEHUSIT IIPEACTAaBUTEN € perucTpupan 1no TbproBckus 3akoH, nogasa 10 MAJI 3asBnenue u
NpHApYKaBalaTa ro JOKyMEHTAIHs 32 U3AeausaTa o wi. 27, an. 1 u/unm no wi. 28, an. 1 umm 3.

(2) YopaaoMoteHUAT nipeAcTaBuTen o an. 1 yBegomsisa MAJI pu Besika mpoMsiHa Ha aJipeca CH Ha yIpaBJICHHE.

Ya. 30. (M3m. - 1B, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) 3a Bcuuku u3nenus mo wi. 2, ai. 1, T. 2 1 mo 4. 2,
an. 1, 1. 3 ot wnac Ila, 116 nmm III, mycHatu B nelictBue Ha Teputopusra Ha PenyOnuka benrapus, MAJI moxe na
MOMCKA JJAaHHU, UJICHTU PUITMpaly U3/1€TUETO, ETUKET U MHCTPYKIUSA 3a YoTpeoa.

Y. 30a. (Hos - IB, 6p. 110 ot 2008 r., u3m., 6p. 82 ot 2009 r., B cuuta ot 16.10.2009 r., 6p. 39 ot 2011 r., B cuna ot
1.01.20121.) (1) (M3m. — IB, 6p. 43 ot 2016 r. ) I3mbaHuTEIHATA areHIUS 110 JIEKapCTBaTa MOIbpPKAa HA HHTEPHET
CTpaHHUIIaTa CHU CIMIHCHK HA MEAUIIMHCKUTe N3A4e/Insl, KOUTO MoraT Aa 6baaT 3annawaHu CbC cpeacTtsa
oT 6toakeTa Ha HauwmoHanHaTa 34paBHOOCUrypuUTeNIHA Kaca, OT AbpXXaBHuUA 604XKeT, U3BbH
obxBaTa Ha 3a4b/MKUTENHOTO 34PaBHO OCUrypsiBaHe, OT AbpXaBHuUS 6roaxeT, ype3 broaxeTta
Ha MMHUCTEPCTBOTO Ha TpyAa U coumanHaTta nonumTuka, ot 6roaxeTa Ha nevyebHUTe 3aBeaeHUs
no 4n. 5 ot 3akoHa 3a ne4yebHUTe 3aBedeHUsl, KAKTO W CbC CpeacTBa Ha nevyebHute
3aBedeHns C AbpxXaBHO U/MNN OBWMHCKO ydyactme no 4na. 9 m 10 oT 3akoHa 3a nedyebHute



3aBeEeHus.

(2) Cnuchkbt 10 an. 1 chabpxa:
1. 0Oum MACHTHUKAITMOHHY TaHHHU M XapaKTePUCTUKU Ha MEIUIIMHCKOTO H3JeNneE;
2. cepTU(PMKAITMOHEH U PETUCTPAIMOHEH CTaTyC Ha MEIMIIUHCKOTO U3/ICIHE;

3. TbproBcka uH(pOpMalus, BKIIOYMTETHO MpOJa)kHA II€HAa 3a MEAMIMHCKOTO U3JeNue, Kakro U 32
IIPOM3BOUTENS/YII'BIHOMOIICH U] TPEJICTABUTEN WJIM ThProBella Ha MEIUIMHCKOTO U3/IeNINE;

4. croiinoct 1o 4wi. 300, ai. 1.

(3) YcnoBusra u PEABT 3a BKIIFOYBAHE B CITUCHKA IO all. 1 1 3a HEroBOTO MNOAABPIKAHC CC OMPCACIIAT B Hapezl6a Ha
MI/IHI/ICTepCKI/ISI CbBCT, IMPHUECTA MO NPECAIIOKCHUEC HAa MUHUCTHpA Ha 3JPaBCOMMAa3BaAaHCTO WU MHUHHCTBPA HA Tpyda U
conuajaHarta IOJHUTHUKA.

(4) He ce 3amutamar cbe cpecTBa Mo all. 1| MEIUIIMHCKU U34e/UsA U3BBbH CNMCbKa no an. 1.

Y. 306. (Hos - [IB, 6p. 39 ot 2011 1., B cuma ot 1.01.2012 r.) (1) dbpkaBara eKeroaHo OMpeeNs CTOMHOCTTA, 10
KOSITO C€ 3aIljIalliaT MeIUIMHCKUTE U34eNns, BKNYEHN B cnucbka no 4n. 30a, an. 1.

(2) YcnoBusita u pebT 3a ONpEeNsHe Ha CTOMHOCTTa Ha MEIMIMHCKATE U3AeNMsa no an. 1 ce onpenensT B
HapeabaTta no un. 30a, an. 3.

Yiu. 31. (1) (Otw™. - [IB, 6p. 110 ot 2008 1., B crura ot 21.03.2010 1.).

(2) U3m. - B, 6p. 110 ot 2008 1., B cunma ot 21.03.2010 r.) M3nbeiHuTenHaTa areHIMUsS MO JeKapcTBaTa BOAU
PETHCTBP, KONTO ChIAbpIKa:

1. HOMep U JaTa Ha peTUCTpaIlus;

2. HaHUMEHOBaAHME, BUJ U KJIac Ha MEIUI[MHCKOTO U3IEIINE;

3. UMe U aJipec Ha ynpaBJjieHUe Ha 3asBUTels 1o wi. 27, an. 1, un. 28, an. 1 u 3 u . 29, an. 1;
4. nata Ha 3aJM4YaBaHe HA MEIUITMHCKOTO U3JIeJNE OT PErUCThpa U OCHOBAHUETO 32 TOBA;

5. 3a0€eJIe:KKH 110 BIUCAHUTE 00CTOATEIICTBA.

(3) (M3m. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) M3npaHUTEIHATA areHITUS IO JIEKapCTBaTa MPEAOCTaBs
JJAHHM 3a PEeTHCTpaluara Ha u3aenusara mno wi. 27, an. 1, un. 28, an. 1 u 3 u no un. 29, an. 1 npu nouckBane ot
peryJaTopHM OpraHU Ha JPYrd IbP’KaBU UJIEHKA WM OT PEryJlaTOpHU OpraHu Ha AbpkaBu OT EBporeiickoto
WKOHOMHUYECKO MPOCTPAHCTBO U OT EBponeiickaTa KOMUCHS.

I'naBa TpeTa
KJINMHUYHU U3IIUTBAHUS HA MEJUIIMHCKU U3AEJINA

Paszpea 1
OO0wmm pasnopeadu

Y. 32. (U3m. - 1B, Op. 110 ot 2008 r., B cuna ot 21.03.2010 r.) KnuHn4yHO M3NUTBaHE C MEAULUHCKH U3AE/1USA
nouyn. 2, an. 1, . 2 n 3 ce npoeexaa c uen:



1. MOTBBPIKAABAHEC, YC IIPU HOPMAJIHU YCJIOBHS HaA YHOTpe6a HU3OCITUCTO U3ITBJIHABA €HA UJIK ITOBCYC OT (I)yHKI_II/II/ITe,
OIMPCACIICHU OT MPONU3BOJUTECIIA,

2. uneHTUUIIMpaHe HA HEXKETaHU CTPAaHUYHU e()eKTH TPU HOPMAJIHH YCIIOBHUS Ha yoTpeda Ha U3JENINETO;

3. mpeleHKa JOKOJIKO MICHTH(UIIMPAHUTE HEXKENaHW CTPaHUYHH e(eKTH ca B PaMKUTE Ha MPUEMIIMBHUS PHUCK,
MPELEHEH CIPSMO T0J13aTa OT MPEIBUACHOTO MpeHa3HAUCHUE Ha U3/IETTUETO.

Y. 32a. (Hos - IB, 6p. 110 ot 2008 1., B cruta ot 21.03.2010 r.) OuieHsiBaHeTo Ha KIMHUYHUTE TAaHHU OT
M3IHUTBAHETO CE U3BBPIIBA IIPU YCIOBUS, ONIPECIICHU B HapeadaTa mo wi. 48, ai. 2.

Y. 33. KinMHUYHO U3NUTBAHE ce MIPOBEX/a B JIEUEOHH 3aBEICHNUS 110 CMUCHIA Ha 3aKOHA 3a JIEYEOHUTE 3aBE/ICHMUSL.

Y. 34. (1) KnuHUYHOTO M3NUTBaHE € U3ENUAITa 1Mo 4i. 32 ce MpOBEXAa MpU Cla3BaHe Ha OCHOBHUTE NMPUHLMIIH,
KOWUTO TapaHTUpaT IpaBaTa, 0€30MaCHOCTTA, 3APAaBETO M YOBEIIKOTO JOCTONHCTBO Ha YJYAaCTHUIIMTE B M3MUTBAHETO,
onpeneneHu B Jleknapanuara oT XeJI3WHKUA 3a €TUYHUTE NPUHLUNU IIPU IPOBEXKAAHE HA KIMHUYHU W3IUTBAHUS

BBPXY XOpa.

(2) IpaBara, 6e30MacHOCTTa U 3[PABETO HA YYACTHHUIIMTE B KIMHUYHOTO M3IMHUTBAHE CE IMOCTABST HAJl HHTEPECHTE Ha
HayKaTa 1 0OILIEeCTBOTO.

(3) KnuHM4HOTO M3NHUTBAaHE Ce MpEeAlpueMa U MPOBEXK/a, IPU YCIOBUE Y€ MPEIBUANMUTE MOJI3U 32 YYaCTHUKA U 3a
OO0ILECTBOTO OIPAB/IaBaT PUCKOBETE.

(4) KnuanynoTto u3nuTBaHe TpsAOBa Ja ce IMIaHupa Taka, 4e HeyAoO0CTBOTO, OoJKaTa, CTpaxbT U APYrUTe MPEIBUANMHU
PUCKOBE BHB BPB3Ka ChC 3a00JSIBAHETO JIa Ca CBEJICHU JI0 MHHHUMYM U MParbT Ha PUCKA U CTENeHTa Ha (u3mdecka
0o0JKa Ja ca MIpeIBapUTEIHO ONMPECIIEHU U JIa MOJUIeKaT Ha MOCTOSIHEH KOHTPOJ 110 BpeMe Ha U3MUTBAHETO.

(5) He ce nomycka mpenocTtaBsiHe Ha (MHAHCOBU MJIM APYTM CTUMY/IHM 3a BKIIOUYBaHE HA YYAaCTHHUIM B KIMHUYHOTO
M3MUTBAHE OCBEH KOMITCHCAINH (pa3Xxo/iy 3a IbTHH, THEBHU U JPYIH).

Y. 35. (Otm. - 1B, 6p. 110 oT 2008 1., B cuna ot 21.03.2010 1.).

Y. 36. (1) Lsanata nH@opmaius oT KIMHUYHO U3MHUTBAHE ce 3aKucBa, 00paboTBa U ChXpaHsABa IO HAYMH, KOMUTO
OCUTYpsIBa TOUHOTO M JIOKJIa/IBaHE, UHTEPIPETUPAHE U MOTBBPKAaBaHe. JINUHNTE JaHHU HA YYaCTHULIMTE B
KIMHUYHOTO U3MUTBAHE CE ChbXPAHSBAT CHIVIACHO 3aKOHA 3a 3allMTa Ha JINYHUTE JaHHHU.

(2) HoxymeHnTanusTa mo aji. 1 ce cbxpaHsiBa OT IVIaBHUS WJIM KOOPAWHUPAIMS U3CIe0BaTeN 3a CpoK 20 TOAUHHU OT
aarara Ha HpI/IKJIIO‘-IBaHe Ha KIMHHUYHOTO HU3IIUTBAHC U CC HpeIIOCTaBSI HpI/I IIOUCKBAHC Ha CBOTBCTHATA
KOMHCHST/CHOTBETHUTE KOMUCHU IO eTrka 1 Ha MAJI.

Y. 37. (1) KnuanyHO M3NUTBaHE HA U3ACTHUATA 1O WI. 32 ce JOIMycKa caMO BBPXY JIUIIE:

1. Ha KOeTO € MpenocTaBeHa MpeIBAPUTETHO MIUCMeHa WH(OpPMaIus 3a ChIIHOCTTA, 3HAUEHUETO, MOCIEACTBHUATa U
€BEHTYaJIHUTE PUCKOBE HAa KIMHUYHOTO U3MUTBAHE U B PA3roBOP C JIEKap WM JIeKap Mo JAeHTaTHa MEAUIMHA - YJeH

Ha WuU3cnepoBaTtesiCkmda eKun, Cca My pa3sdCHEHU UennTe, PUCKOBETE, Hey,D,O6CTBaTa Ha
M3MUTBAHETO U YCZ10BUATa, NMpn KOUTO LLE Ce NpoBeEXaa,

2. xoero ¢ WH(OPMHpaHO 3a MPABOTO CH Ja C€ OTKaKE IO BCAKO BpeME OT M3MHUTBAHETO, 0e3 ToBa 1a MMa
OTpPHULIATEIIHH TTOCIEICTBHS 32 HETO;

3. koeTo € JaJIO IMYHO IINCMCHO I/IH(i)OpMI/IpaHO ChITIACUC 3a YHaCTHUC.

(2) Koraro JIUIICTO € HECIIOCOOHO Ja u3pasu MHCMCHO ChINIaCUEC, TO MOKE Ja A€ YCTHO ChITIACUEC B IPUCBCTBUECTO HaA
HE3aBHUCHUM CBUACTCII. CBI/IIIGTGHHT YAOCTOBCpsBA MIMCMCHO, Y€ JIMIECTO € U3pPa3nuJIio JIMYHO I/IH(l)OpMI/IpaHO ChbIJIacuc 3a



y4aCTUuC B KIIMHUYHOTO U3MHUTBAHC.

(3) Camo neecriocoOHO nuIle, KOETO pa3dupa CHIIHOCTTA, 3HAYEHUETO, MOCIEACTBUATA U €BEHTYATHUTE PUCKOBE OT
KIMHUYHOTO U3MHUTBaHE, MOXe Jla fajae nHGopMupaHo cernacue no ai. 1, 1. 3 u an. 2. MUadopmupaHoTo cwriacue 3a
y4acTHe B KIMHUYHO U3MHUTBaHE MOXe Jla ObJie OTTEIVIEHO 110 BCAKO Bpeme 0e3 OTpHUIaTEeIHH MOCIECTBHS 3a JIUIIETO.

(4) KnuHUYHOTO HW3NUTBaHE BBPXY OTPAHUUYEHO JEEeCOCOOHO MBIHOJETHO JHUIE MOXKE Ja ce MPOBEXIa Clel
MoJy4aBaHe Ha MUCMEHO MHGOPMHUPAHO ChIVIACHE OT JIMIETO M OT 3aKOHHUS My TpeicTtaButen. Ha orpanuyeHo
JieecriocoOHO MBJIHOJIETHO JIUIIE ce TpeaocTaBsl HHGopManusTa o ai. 1, T. | B chbOTBETCTBHE C HEroBaTa CIOCOOHOCT
3a pazoupane. M3puyHOTO My *KellaHHWE J1a ¢ OTTETIH IO BCSAKO BpeMe OT KIMHHUYHOTO W3MHTBaHE TpsOBa aa Oble
B3€TO IPEBU OT U3CIIEIOBATENS, a TPH HEOOXOIMMOCT - OT INIABHUS H3CIIEeI0BaTell.

(5) Uadopmupano cwriacue 3a HeJICeCIIOCOOHO IIBITHOJIETHO JIMIE MOXKE J1a JaJie 3aKOHHHSAT MY IPEICTaBUTEN.

(6) B cimyqanTe mo wi. 162, an. 3 ot 3akoHa 3a 37paBeTo HHOOPMUPAHO CHIVIACKE JJaBa HA3HAYEHOTO OT ChJIa JIHIIC.

Y. 38. (1) KnuHNYHOTO M3NHUTBaHE BBPXY MAJIOJIETHO JIMIIE MOXKE JIa CE POBEX/IA CIIE TOIy4aBaHe Ha TUCMEHO
WHGOPMHUPAHO CHITIACKE OT 3aKOHHUTE MY MIPEACTABUTEINH - OT ABaMaTa POJUTEIN UM OT HACTOWHUKA HA JIUIIETO,
MIpU clia3BaHe u3nuckBaHuATa Ha 4. 37, an. 1, 7. 1 u 2 m an. 3 . Koraro eAMHUST pOAUTEN € HEU3BECTEH, TOYNHAI WU
€ JINIIIEH OT POJIMTEJICKU MpaBa, UJIM HE ca MY MPEIOCTABEHH TaKUBa MpaBa B CIy4auTe HA Pa3BOJ, MUCMEHO
WHGOPMHUPAHO ChITIACHE JaBa POJIUTEIAT, KOUTO yIPaXKHsBA POAUTEICKUTE MPaBa.

(2) KnuHUYHOTO M3MUTBAHE BBPXY HEMBIHOJETHO JIMIIE MOXKE Ja C€ MPOBEXAa Clie] MoJydyaBaHEe Ha MHUCMEHO
I/IH(i)OpMI/IpaHO ChITIaCuC OT JIMLUCTO U OT 3aKOHHUTC MY INPCACTABUTCIN - OT ABaMaTa pOAUTCIN UJIIA OT MONCUYUTCIIA
My, IIpH Clia3BaHe U3uckBanuATa Ha wi. 37, an. 1, 7. 1 m 2 u an. 3 . Korato eIMHUAT pOAUTEN € HEU3BECTEH, MOYMHAI
WM € JIUIIEH OT POJMTENCKU MpaBa, UM HE ca My IPEAOCTAaBEHU TaKMBA MpaBa B CIydauTe€ Ha pa3Boj, MHUCMEHO
WHGOPMHUPAHO ChITIACHE JaBa HEIBIHOJIETHOTO JUIIE U POJAUTEIST, KOMTO YIIPaXKHSIBA POJUTEICKUTE TpaBa.

(3) Ha manonerHoTo WM HENBIHOJETHOTO JHUIE Ce MpeAocTaBs HHGOpMaIMs 3a CHIHOCTTAa, 3HAUYEHUETO,
MOCJIEJICTBUATA, €BEHTYATHUTE PUCKOBE U MOJI3UTE OT KIMHUYHOTO U3MUTBAHE MO pa3dupaeM 3a HETO HA4WH OT JIeKap
C MpU3HaTa CIELHAIHOCT 110 JETCKU OOJIECTU MJIN JETCKU MTCUXOJIOT.

(4) CprimacueTo Ha pOAUTENNTE WJIM HACTOMHUKA TPsOBA Jla MpeCTaBisiBa MpeArnoiaraeMara BOJisi Ha MajloJIETHOTO
JTUIEe U MOXe Aa Ob/ie OTTETNIEHO MO BCAKO BpeMe MpPH MPOBEXKIaHE Ha KIMHUYHOTO M3MUTBaHE 0€3 OTPUIIATEITHU
IIOCICACTBHUA 3a MAJIOJICTHOTO JIUIIC I/I/I/IJII/I 3a TAX.

(5) CaINIacueTo Ha HEN'BIHOJCTHOTO JUIOC U HA POAUTCIUTC UJIN HaA MOIICUUTEIIA MOXKE 1a 6T)I[e OTTCITICHO II0 BCAKO
BpEME B ITpoL€Ca HA IPOBEKAAHE HA KTMHUYHOTO U3IUTBAHEC 0e3 OTpHUIATCIHU MMOCIEACTBUA 3a TAX.

Y. 39. Pemennero 3a BKIIOYBAHE B KIMHUYHO U3MUTBAHE HA MAJIOJIETEH, HEIbIHOJIETEH, HEJIeeCIOCOOEH MU
OTPaHMYEHO JICECIIOCOOEH MIBJIHOJIETEH MTALMEHT, KOraTO HE MOKE J1a C€ B3eME CIIEIHO UH(MOPMUPAHO ChITIACKE OT
POOUTETUTE/POAUTENS NI CHOTBETHO OT HACTOMHMKA MJIHM OT MONEYUTENS U KOraTO HEeoCpeICTBeHAaTa 11l €
criacsiBaHE Ha )KMUBOTa My, CE€ B3€Ma Hall-MaJIKO OT JIBaMa JIEKapH, HE3aBUCUMHM OT BB3JI0KHUTEINS U OT ITITaBHUS WK
KOOPJMHUPALIMS U3CIe10BaTEN.

Y. 40. (1) KnuanuHo U3NUTBaHE BBPXY OpEeMEHHHU MOXeE Ja ce MpearnpreMe U MpoBexk/ia P Cria3BaHe
M3HMCKBaHUATA Ha 4i. 37 caMo B clydanTe, KOraTo HsMa JOKa3aHU JPYrd ajJTepHAaTUBHU METOJU 3a U3BBPIIBAHE Ha
JIMarHOCTHKA UJIH JIeYEHHE U KOraTo TOBA He 3acTpallaBa )KUBOTA U 3[JpaBETO Ha OpeMeHHaTa 1 AKHU3HECII0COOHOCTTa
Ha IJ10/a.

(2) Pemenuero 3a BKIIOYBAHE B KIMHUYHO U3MUTBAHE B CIydyauTe Mo aj. 1 ce B3eMa OT JieKapCcKka KOMHCHS, ChCTaBeHa
OT CIELIMATUCTH, HE3aBUCUMHU OT BB3JI0XKHUTENS U OT IIaBHUSA/KOOPANHUPAILM S U3CIIEJ0BATEIL.

Y. 41. (1) Ilo Bpeme Ha U3NUTBAHETO YYACTHUKBT IPU MTOMCKBAHE MOJIy4aBa JOM'BIHUTEIHA HHpOpMaIus ot
HE3aBUCHUMO OT BB3JIOKHUTENS JIULE.



(2) Iucmenara nHdopmanus, TPEIOCTaBsSIHA HA YIACTHUIINTE B KIMHUYHO M3MUTBAHE, ChIbPKA JaHHU 32 KOHTAKT C
HE3aBUCHUMOTO JIHUIIE 10 ai. 1.

Y. 42. (1) [Ipu npoBexiaHe Ha €AHOLEHTPOBO UJIM MHOTOIIEHTPOBO KIMHUYHO U3MUTBAaHE HA TEPUTOPUATA HA
Penybnuka brirapusi, KoraTo BB3I0KUTENSAT HE € YCTAHOBEH Ha TepuTopusATa Ha EBpornelickus chlo3 WK Ha
TEPUTOPHSATA HA AbpKaBa OT EBpONENcKOTO NKOHOMMYECKO TPOCTPAHCTBO, TOM YITBJIHOMOIIABA CBOM MPECTABUTEIL,
YCTaHOBEH Ha TepuTopusTa Ha Penybnuka bearapus.

(2) (M3m. - OB, 6p. 110 ot 2008 ., B cuma ot 21.03.2010 r.) Ilpu mpoBexgaHe Ha MHOTOLIEHTPOBO KIMHUYHO
M3IMUTBAHE HAa TepuTopusTa Ha Peryonuka brirapus u Ha TepuTOpHsITa Ha Jpyra JbpKaBa WICHKA/IbPKABU WICHKH,
W/WIU Ha TEPUTOpUSITA HA AbPKaBa/IbpkaBu 0T EBpomneickoTo MKOHOMUYECKO TPOCTPAHCTBO, U/UITK Ha TEPUTOPHUSITA
Ha TpeTa JbPKaBa, KOraTo BB3IOKHUTEISAT HE € YCTAHOBEH Ha TEPUTOpHUsITA HAa EBpoTeiicKis Chi03, TOW YITBITHOMOITABA
CBOM IpE/ICTABUTEIl, YCTAHOBEH HAa TEPUTOPHTA HA IbpKaBa WICHKA MIIA JAbpKaBa OT EBpoOIelickoTo NKOHOMHYECKO
MPOCTPAHCTBO.

(3) YrbIHOMOLIEHU ST IPEACTABUTEN 1O al. | MM 2 HOCH OTTOBOPHOCT 3a MPOBEXIaHETO Ha KIMHUYHOTO U3INUTBaHE
Ha TepuTopusta Ha Penybnrka beirapus cbriiacHO AeCTBAIOTO 3aKOHOIATENICTBO.

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

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

Y. 43. (M3m. - IB, 6p. 110 ot 2008 1., B cua ot 21.03.2010 r.) (1) KnuHu4HOTO M3NUTBaHE CE U3BBPIIBA O]
PBKOBOJICTBOTO Ha M3CIIEA0BATEN.

(2) KoHTposbT BBpPXy KIMHUYHOTO H3MNMTBAHE CE H3BBPLIBA OT BB3IOKUTENS WM OT YIBIHOMOLIEHUS MYy
IpeICTaBUTEN 10 4. 42, an. 1 uny 2, WK OT Ha3HA4YEHO OT HETO JIMLE - HaOro1aBarl,

(3) Ilo Bpeme Ha KIMHMYHOTO M3IUTBAHE JIEKAap, CHOTBETHO JIEKAap IO JEHTalHa MEIMIMHA, MpOoC/easiBa

30paBOC/IOBHOTO CbCTOAHME Ha Y4YaCTHUKa U TMpU HeobxoamMMocCT npeanpneMa CbOTBETHUTE
MEANUNHCKN MEPKMU.

(4) U3uckBanusTa KbM BB3IOKUTENS, TNIABHUS WM KOOPAUHUPALMS U3CIIeI0OBATEI U KbM HAOJ01aBallsl U TEXHUTE
3abJDKEHUS TIPY MPOBEXKIaHEe Ha KIMHUYHOTO U3MUTBAHE CE OMPEEIAT ¢ HapeadaTa mo wi. 48, ai. 2.

Y. 44. (1) Bb3noxuTensar u mIaBHUAT UITH KOOPANHHUPpAIIUAT U3CJICAOBATCII CKIIFOUBAT JOTOBOP 3a 3aCTpaxoOBKa,
IMMOKpUBaIllda OTTOBOPHOCTTA UM 3a IPUYUHCHUTC NIPU UJIA 110 MOBOA IMTPOBCKAAHCTO HA KIIMHUYHOTO U3IMHUTBAHEC
HCUMYHICCTBCHU U UMYIICCTBCHH BPCAN HA YYJaCTHHUIIUTE.

(2) Bb310XKHTENAT HOCH OTTOBOPHOCT B CJ'Iy’-IB.fI Ha YBPCKAAHC HA 3ApaBCTO UJIU HA CMBPT, IPUYUHCHU IIPpHU UJIK I10
MOBOJ MPOBCKIAHCTO HA KIIMHUYHOTO HU3MUTBAHC, KOraTO M3MUTBAHCTO € IMPOBCKIAAHO CBHITIACHO H3HWCKBAHUATA U
IpoucaAypruTeE Ha OI[O6PCHI/IH OT KOMHUCHATA 11O €THKA I1JIaH.

(3) I'maBHUAT WM KOOPAUHUPALMST H3CIEI0BaTeNl HOCH OTTOBOPHOCT B CITydail Ha YBpeKJaHE Ha 3[paBeTO UM Ha
CMBPT, MPUUMHEHU NPU WIKW MO MOBOJ NPOBEKIAHETO HA KIMHUYHOTO H3MHUTBAHE, KOraTo HE ca CIa3eHu
M3UCKBAHUSATA U TIPOIETYPUTE HA OTOOPEHUS OT KOMUCHSTA 11O €THUKA TIJIaH.

Pazgea 11
Pa3pemienue 3a npoBe:kaaHe HA KIMHUYHO U3NIUTBAHE



Y. 45. (1) KinuanunuTe M3NMTBaHUA HA MCIULIMHCKA U34e/Ms No Y. 2, an. 1, T. 3 oT knac III, Ha
UMMNAHTUPYEMU MEAMUMHCKN U34EUSA U Ha MHBA3UBHU MEAULUMHCKN U3Lennd 3a
npoab/HKuTENHa ynotpeba no un. 2, an. 1, 7. 3 ot knac Ila vnn 116 n Ha n3pgenuaTta no un. 2,
an. 1, 7. 2, KOMTO ce nposexaaT Ha TepuTopuaTa Ha Penybnuka bvnrapusa, morat aa
3ano4yHaT cnepj noslydaBaHe Ha NosIoXuTenHo ctaHosuuwe ot KoMucugaTa no etmka 3a
MHOMOLUEHTPOBU U3NUTBAHUS UM OT KOMUCUSTA MO €TUKa KbM CbOTBETHOTO NleyebHo
3aBejeHne, Cb3aZleHN CbC 3aKOHa 3a JieKapCTBEHUTE NPOAYKTU B XyYMaHHaTa MeauumHa, U
Ha pa3peleHne OT U3NBbJHUTENHUA AupeKTop Ha WNAJT.

(2) KnuHu4HUTE M3NUTBAHUA HA MEIULHMHCKM W3AENIMSA, Pa3/IM4HM OT Te3um no an. 1, kouto ce
npoeexxaaT Ha TeputopuaTa Ha Penybnuka Bbnrapus, moraTt ga 3ano4dHaT cnep yBeaoMsiBaHe
Ha M3NbNHUTENHUA anpekTop Ha WAJI, ako cboTBeTHaTa KOMUCUA MO eTuKa no an. 1 e pana
MONOXUTENHO CTaHOBMULLE.

(3) Pasmopenbute Ha an. 1 u 2 ce mpuiarat W 3a MEIMLIMHCKA KU3aenns C¢ HaHeceHa "CE" mMapkmpoBKa,
KOrato KImMMHN4YHUTE U3NNTBAHUA Ce€ NpoBeXAaT C Uuesn CMdHa Ha npeaHa3Ha4eHUETO UM.

Yg. 46. Bu30oXKUTENSIT WM TIABHUAT WM KOOPJWHUPALMAT W3CIENA0BATEI MOXE Ja MOJaJNe 3asBICHUE 3a
YBEIOMSIBaHE WJIM pa3peliaBaHe 3a NPOBEXKIAHE HA KIMHUYHOTO U3IUTBAHE 10 ChOTBETHATA KOMUCHUS IO €THUKA U 0
HNAJI emrHOBpEeMEHHO MJIM TIOCIIEIOBATEIHO.

Y. 47. (1) IIpyn MHOTOIIEHTPOBO KIMHUYHO M3MUTBaHE HAa Teputopusta Ha Penydnuka beirapus naunara no ui. 46
nosiaBar 3asBiieHue 10 KoMucusTa o eTuka 3a MHOTOLEHTPOBU HM3MUTBAHUSL.

(2) IIpu enHOIEHTPOBO KIMHUYHO U3MUTBAaHE Ha TepuTopusATa Ha PenyOnuka bbarapus naunara mo uin. 46 morat j1a
nojaajar 3assieHue 10 Komucusra 1o eTuka 3a MHOTOLIEHTPOBU U3MUTBAHUS WM 10 KOMUCHUATA 110 €THKA, Ch3/a/IeHa
B CHOTBETHOTO JIEUEOHO 3aBe/ICHUE.

Y. 48. (1) 3a MoJIydaBaHC Ha CTAHOBHIIC OT CbOTBCTHATA KOMHCH A IO €TUKA ITIaBHUAT, CbOTBCTHO KOOPAUHHUPAIIUAT
H3CJICA0BATECI UJIA BB3JIOXKUTEIAT, MPECACTABA:

1. aTMUHHCTpaTHBHA TOKyMEHTAIIHS;

2. nHdopmaIus 3a y4acTHHUK;

3. JOKyMEHTAIIus 3a TJIaHa Ha U3 TBAHETO;

4. TOKyMEHTaIUs 32 U3MUTBAHOTO MEAUIIMHCKO U3/ICIIHE;

5. JOKyMEHTAIUsl 32 TeXHUYECKUTE BB3MOXXKHOCTH Ha JIeyeOHOTO 3aBEICHHUE U MpodecroHaNHAaTa KBAIU(UKALUSI Ha
U3CIIEe0BATENICKUS €KUII;

6. U3TOUYHHK Ha (MHAHCUpaHE U aIMUHHUCTPATUBHA OpraHU3allisl Ha U3MUTBAHETO.
(2) CoabpxanneTo Ha JOKyMEHTAIUsATA 1Mo al. | ce ompesens B Hapen0a Ha MUHHUCTBpa Ha 3/[paBeona3BaHeTo.

(3) Koraro xomucusTa o e€THKa YCTaHOBHU, Y€ JAOKYMEHTAIMATa MO aji. | e HembiHa, TS yBEeIOMsBA 3asBUTENS B
14-1HEBEH CPOK U My J1aBa CPOK 3@ OTCTPaHsSBaHE Ha HEITBIHOTUTE.

(4) Komucusra no ernka u3rorss craHoBulle B 30- THEBEH CPOK OT MPEJICTaBSIHETO HA BAIM/AHA JOKYMEHTAIMs, KOETO
MpeIocTaBs Ha BB3I0XUTENsA U Ha AJL.

Y. 49. (1) Korato cTaHOBHIIETO HA KOMUCHUATA 110 €TUKA 110 WI. 48 € OTPULIATENHO, BB3JIOXKUTENAT B 14-THEBEH CPOK
OT JlaTaTa Ha yBEeJIOMJIEHHETO MOXKeE J1a 00kasBa pemeHueTo 10 LleHTpanHara KOMHCHsS IO €THKA, Ch3a/IeHa ChC
3aKoHa 3a JIEKApCTBEHUTE NIPOAYKTH B XyMaHHAaTa MEIULIMHA,

(2) Lentpannara xoMHucus MO €TUKAa B 14-7HEBEH CpPOK OT Jarara Ha IOJydyaBaHE Ha MUCMEHOTO HCKaHE OT
BB3JIOKUTENS C€ TIPOU3HACS C pElIeHUE.



(3) Pemenuero Ha HeHTpaﬂHaTa KOMHUCHSA 11O €THUKA € OKOHYATCIIHO U 3aJbJIDKUTCIIHO 34 KOMUCHATA 110 €THUKA.

Ya. 50. (1) (U3m. - IB, 6p. 110 ot 2008 1., B cuina ot 21.03.2010 r.) 3a moydaBaHe Ha pa3pelieHue 3a TPOBEKIaHE Ha
KIMHUYHO M3MTUTBaHE 1Mo 4. 45, an. 1 Bp3noxkutensat noaasa a0 MAJI 3asBieHne mo odpasell, NpHAPYKEHO ChC
Clle/IHaTa IOKyMEHTALHSL:

1. I/IZ[CHTI/I(l)I/IKaIII/IOHHI/I JaHHHU 3a MCIUIIMHCKOTO U3ACTIUC Ha XapTHUCH U CIICKTPOHCH HOCUTEII;
2. IU1aH Ha KIKHUYHOTO HU3IUTBAHC,

3. Oporrypa Ha H3CIIEI0BATEIIS;

4. TOKyMEHTAIIH 32 MTOJy4aBaHe Ha HH(POPMHUPAHO ChINIACHE;

5. Aexnapanus OT MPON3BOIUTENS AalTd CHOTBETHOTO M3JIEHE MOXKE J]a ObJIe ONpeAeNIeHO KaTo U3/eHe 1Mo Wi. 3, T. 2,
3 unu 4;

6. Aexnapanus OT MPOU3BOAUTENS JAIX NMPU MPOM3BOJACTBOTO HA U3JCIMETO Mo wi. 2, ai. 1, T. 3 e u3nona3BaHa
HEXHU3HECIOCOoOHa )KMBOTHHCKA ThKaH WM HEKU3HECTIOCOOHU MPOIYKTH, MOTY4EHU OT )KUBOTUHCKU THKaHU;

7. UMEHaTa Ha HU3CJIICAOBATCIIUTEC, HA TTIABHUSA WJIU TIIABHUTC U3CIICAOBATCIIN HJIM HAa KOOpAWHHUpAIUA U3CIICA0OBATCI,
KaKTO U HAUMCHOBAHUCTO U a/ipeCa Ha JIeYCOHUTE 3aBCIACHUS, B KOUTO CC IPOBECKAA KIIMHUIHOTO UMW TBAHC,

8. HauaHa, KpaliHa Jata u rpaduK Ha TPOBEKTAHUTE U3CIICIBAHUS;

9. MOJIOKUTEITHO CTAHOBHIIE OT KOMUCHSATA 10 €THKA, KOTaTO BB3IIOKHUTEIAT € TOAAT TTOCISI0BATEIIHO 3asSBICHUS 110
4. 46;

10. ACKiIapanus, 4¢ MCAUIIUHCKOTO U3ACIINC CbOTBETCTBA HA NPUITIOKUMHUTC CBIICCTBCHU M3UCKBAHUS, C U3KIIFOUCHUC
Ha TE€3H, KOUTO Ca 00CKT Ha KIMHHYHOTO HU3IUTBAHC, U Y€ Ca NMPCABUACHN BCUYKU MPCANIa3HN MCPKU, HCO6XOI[I/IMI/I 3a
3alliTa Ha 3JpaBCTO U 0e30MacHOCTTa Ha YH4aCTHUIHUTEC B UBITUTBAHCTO M HA U3CJICAOBATCIICKUA CKUII,

11. AOTOBOp 3a 34CTPAaxOBKa, IMOKpUBAIlld OTTOBOPHOCTTA Ha H3CJICAOBATCIIA M HA BB3JIOKHUTCIA 34 NPUUYUHCHUTC
HUMYHICCTBCHU W HCHUMYIICCTBCHHU BpPCAHM HA YYAaCTHUIUTC B HUIINHUTBAHCTO IPU MWK 110 MOBOJ IMPOBCKIAAHC Ha
KIMHUYHOTO U3IIUTBAHC,

12. mpoeKT Ha JOTOBOP MEXTy BBH3IIOKUTEIS U JICUCOHOTO 3aBEACHHUCE;
13. HOKyMeHT 3a IjaTeHa Takca B pa3Mep, ompeseneH B Tapudara mo wi. 7, ai. 1.
(2) (Otm. - IIB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.).

(3) (Uzm. - IB, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) [Ipu eqHOBpEeMEHHO TO/IaBaHE Ha 3asBJICHUS MO Wi. 46
BB3JIOKUTEIAT MOJKE J1a TIPEJICTAaBH CTAHOBHINETO IO ajl. 1, T. 9 ciel mojaydaBaHeTO My, HO HE IMO-KbCHO OT CpoKa Io
g1 51, am 1.

(4) (M3m. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) Be3noxkurensat aexnapupa, 4e noganeHata 10 MAJl u mno
KOMHCHSITA 110 €THKa WHPOPMAIHS B IOKYMEHTAIHSITA € HICHTHYHA.

(5) (HoBa - JIB, 6p. 110 ot 2008 r., B cuma ot 21.03.2010 r.) ChappkaHUeTO Ha JOKyMEHTAIUsATa Mo al. 1 ce
ompenens ¢ HapeabaTa mo 4i. 48, an. 2.

Ya. 51. (1) BnbaauTenHaTa areHIys 1Mo JekapcTBaTa OlleHsIBa 1mojiajieHaTa JoKyMeHTanus no 4i. 50 B 60-1HeBeH
CpPOK OT J1aTaTa Ha MOoJaBaHeTo M.

(2) (U3m. - B, 6p. 110 ot 2008 r., B cuna ot 21.03.2010 r.) M3neiHuTenHATA areHIUs MO JIeKapcTBaTa MOXE Ja
MOMCKA JIOMMBITHUTETHA HH(OPMAIIHs, CBbp3aHa ¢ JoKyMeHTarusra mo wi. 50, ai. 1 .

(3) B cnyganTe mo ain. 2 60-AHEBHUAT CPOK CIIUPA Ja TeUe J0 MPEACTaBSIHETO HAa UCKaHaTa JTIOKyMEHTaIlHsI.



(4) Mznenautennust qupexkrop Ha MAJI B cpoka o ain. 1 yBenomsiBa MUCMEHO BB3IIOKUTES, YE:
1. pa3pemaBa IpoOBEXJAHETO HA KIIMHUYHOTO U3NUTBAHE, WIIN
2. U3MUTBAHETO HE MOXeE J]a ObJie MPOBEJIEHO, KATO TOCOYBA MOTHBHTE 3a OTKa3a.

(5) B cayuaute no ain. 4, T. 2 BB3IOXKUTENAT Moke B 30-1HEBEH CpPOK OT JlaTaTa Ha yBEJOMJICHUETO Jia MpEACTaBU B
HAJIl 3asBneHHWe, MPOMEHEHO B CHOTBETCTBHE C HW3JIOKEHUTE MOTHBHU 3a HENpHEMaHEe Ha NPOBEKIAAHETO Ha
KIMHUYHOTO HU3IINTBAHC.

(6) B 30-1HeBeH cpok OT JaTaTa Ha MpeICTaBsSHE Ha MPOMEHEHOTO 3asBiieHHe 1o ain. 5 MAJI yBenomsiBa mucMeHO
BB3JIOKHTEIIS, Ue:

1. pas3peuiaBa MpoBCIKAAHCTO Ha KIMHUYHOTO U3ITUTBAHC, UJIHU
2. U3MUTBAHETO HE MOXKE Ja 6’]5,[[6 IMPOBCACHO, KATO ITOCOYBA MOTHUBHTC 3a OTKa3a.

(7) llpenuc OT pa3pelieHHETO 3a MPOBEXKAAHE HAa KIMHHUYHOTO M3MUTBAHE CE M3Mpalla B JIEYEOHOTO 3aBEJCHUE,
IMOCOYEHO B 3asABJeHHeTo no 4. 50, am. 1.

(8) Ilpu HenpousHacsaHe B cpoka Mo ajl. 1 BB3IOKHUTENIAT MOXKE J1a 3aTI0YHE U3CIIeIBaHEeTO BeIHara.

Y. 52. (1) Isnenautennust qupekrop Ha MAJl MmoTuBUpaHOo 0TKa3Ba M3aBaHETO HA pa3pelicHue 3a MPOBEKIaHE Ha
KIMHUYHO U3MUTBAHE HA TepuTOpusATa Ha Pemybnuka beiarapusi, koraro:

1. He ca mpeacTaBeHM JOCTAaThYHO JOKA3aTENCTBA 3a OYAKBAHWUTE HAYYHU W MEJMUMHCKH MON3W OT ynoTpebaTa
Ha MeaANUMHCKOTO usapenue,

2. HE ca nNpeACTaBCHU Y6e,Z[I/ITeJ'IHI/I J0Ka3aTcJICTBA 3a 0e30macHOCTTa Ha Y4aCTHUIOUTEC B U3IHUTBAHCTO U/MIu Ha
N3CIICAOBATCICKUSA CKUII,

3. mpenocraBeHaTa HHGOPMAIKsI 32 OLICHSIBaHE O€30MMaCHOCTTa Ha KITMHUYHOTO U3MUTBAHE € HEJOCTAThUHA,
4. neficTBMETO Ha U3/IEINETO He OTIrOBaps Ha MpeJHA3HAYEHUETO, ONPEAENIEHO OT MTPOU3BOIUTENSL.
(2) OTka3bT Mo ai. 1 mojyIeku Ha oOKaJIBaHe 110 peia Ha AIMUHHUCTPATUBHOIIPOIIECYATHUS KOJCKC.

(3) (U3m. - JIB, 6p. 110 ot 2008 r.) M3mbaHUTEIHATA areHIUS 10 JIEKAPCTBATa YBEIOMSIBA PETYJaTOPHUTE OPTaHU Ha
JIPYTUTE AbP’KaBU WICHKU, PETYJATOPHUTE OpraHu Ha Abp)KaBUTE OT EBpoOnelickoTo MKOHOMUYECKO MPOCTPAHCTBO U
EBponeiickaTa KOMHCHS 3a OTKa3a 1O ajl. 1 U MpeacTaBst MOTUBUTE 32 TOBA.

Y. 53. (1) BB3110KUTENAT MOXKE IO BCSKO BpEMC 1a IIpaBu IPOMCHHU B IIJIaHA HA KIIMHUYHOTO U3IIUTBAHC, PA3JIMYHU
OT CBIICCTBCHUTC ITPOMCHHU.

(2) B ciiyqanTe 1o ain. 1 BB3IOKUTENAT ChXpaHsABa JOKYMEHTAIMSITa, CBbp3aHa ¢ MPOMEHUTE, U 5 npeaoctass Ha MAJL
Y Ha CbOTBETHATA KOMUCHS 110 €TUKA.

Y. 54. (1) Be3noxuTenst Moxke J1a TPUIIOKU TUIAHUPAHU CHIIICCTBEHU TPOMEHU B MJIaHa HA KIIMHUYHOTO
M3MUTBAHE.

(2) B ciyganTe 1o an. 1 BB3MOKUATENSAT MOaBa 3asBJICHUE, PUIPYKEHO C TOKYMEHTAIUsI, CBhp3aHa C IPOMEHHUTE, 10
CBOTBETHATA KOMHUCHS 110 eThka u qo MAJL.

(3) Komucusita o eruka B 15-1HEeBeH CpOK OT MOJTy4aBaHETO Ha 3asBJICHUETO MO ajl. 2 W3TOTBS CTAHOBHIIE M TO
MpeIocTaBsl Ha BB3I0XUTENsA U Ha AJL.

(4) B 15-1HeBeH cpok OT jaraTa Ha MOJy4aBaHE HAa CTAHOBUIIE OT ChOTBETHATA KOMHCHS MO €TUKA U3IMbIHUTEIHUST
nupekrop Ha UAJT:



1. H3JaBa JOMbJIHCHUEC KbM PA3PCHICHUCTO 3a IMPOBCKIAHC HAa U3IIUTBAHCTO, C KOCTO o;[o6p5113a IMpoMsAHAaTa Ha I1JIaHa,
nIn

2. MOTHBHPAHO OTKa3Ba CHIECCTBEHA MTPOMSIHA 110 al. 1.
(5) OTkazbT o an. 4, T. 2 He TOYICKN Ha 00KaJIBaHE.

(6) Ako B cpoka 1o aji. 4 3asBUTENAT He moiydu oTkaz oT MAJI, Toit Moxe na mpoBexJa KIMHUYHOTO M3MUTBAHE
CBIJIACHO MPOMEHEHHU S TIJIaH.

(7) (HoBa - 1B, 6p. 110 ot 2008 r.) B ciyyaute mo an. 4, T. 2 npu MHoroueHTpoBo usnutBane MAJI yBenomssa
pPEeTYJIaTOPHHUTE OpraHW Ha 3aceTHATUTE JbP)KABH UICHKA WU PETYJIaTOPHUTE OpPraHW Ha JIbpPKaBUTE OT
EBpomneiickoTo MKOHOMHUYECKO TPOCTPAHCTBO, aKO Y9acTBAT B M3MUTBAHETO, 32 OTKA3a M MPEJCTaBsi MOTUBUTE 32 TOBA.

Ya. 55. (1) IIpu Bp3HUKBaHE Ha HOBU OOCTOSTEJICTBA, KOUTO MOTAT Jia 3acTpamiaT 0e30MacHOCTTa Ha YYaCTHUIIUTE B
KIMHUYHOTO U3MUTBAHE [0 BpEME Ha MPOBEKIAHETO MY, BB3JIOKUTEIAT U U3CIEAOBATENST NPEATPUEMAT CIECIHH
MEPKH 3a 3alTaTa UM OT BHE3AIIHO B3HUKHAINTE PUCKOBE.

(2) (M3m. - IB, 6p. 110 ot 2008 r.) B cimyuaute no an. 1 BB3IOKUTENAT MOXKE Ja:

1. M3BBPIM TPOMEHH B TUIaHA HA KIMHUYHOTO U3ITHUTBAHE;

2. IpeKpaTy KIMHUYHOTO U3MUTBAHE MPEH NMPEABUICHUS B TJIaHA HA KITMHUYHOTO U3IMUTBAHE CPOK.

(3) (U3m. - JIB, 6p. 110 ot 2008 1.) BB3nmoxkuTenstT He3abaBHO HHPOPMHUPA CHOTBETHATA KOMHUCHS 110 eTuka 1 MAJI 3a:
1. mpeanpueTuTe MEPKU, TPUUMHUTE 32 HAJIATAHETO UM U MPOMEHUTE B TIJIaHA;

2. mpeKkpaTsABaHe Ha KIMHUYHOTO U3MHUTBAHE NIPEeIU MPEABUCHUS B TIJIaHA CPOK U MPEACTaBs MOTHBUTE 3a TOBA.

(4) (Homa - IB, 6p. 110 ot 2008 r.) B cmydaute no an. 3, 1. | MAJI yBegomsiBa peryJaTopHUTE OpPTraHW Ha 3aCETHATUTE
JbPKaBY WICHKH WJIM PETYJIATOPHUTE OPTaHHU Ha JBbPKABHUTE OT EBPOMEHCKOTO HKOHOMHUYECKO MPOCTPAHCTBO, KOUTO
y4acTBAT B U3MUTBAHETO, 32 MPEANPUETUTE MEPKU U 3a IPOMEHUTE B IJIaHA U MPEJICTAaBsI MOTUBUTE 33 TOBA.

(5) (HoBa - IB, 6p. 110 ot 2008 r.) B ciiyqaute no ain. 3, T. 2 UAJI yBenomsiBa peryinaToOpHUTE OpPraHHM Ha JPYTUTE
JTbpP)KaBU WICHKH, PETYJaTOpPHHUTE OPraHH Ha JIbp)KaBUTE OT EBpONEHCKOTO MKOHOMHYECKO IPOCTPAHCTBO U
EBpomneiickaTa KOMHCHS 33 IPEKAEBPEMEHHOTO MPEKpaTsBaHe Ha KIMHUYHOTO U3IUTBAHE U MPEJCTaBsI MOTUBHTE 32
TOBA.

Y. 56. (1) (U3wm. - JIB, 6p. 110 ot 2008 ., B cuna ot 21.03.2010 1.) BB310KUTENAT HA KTMHUYHOTO U3MUTBAHE €
JUTKeH Jia mpenoctaBs Ha MAJI mpu mourckBaHe JOKYMEHTAIIHS, KOSITO ChIbpiKa:

1. 06H.IO OMHUCAHUC HA U3ACITUCTO U HA HCTOBOTO IMPCAHA3ZHAYCHUC,

2. MPOCKTAHTCKH YCPTCIKU, TPOU3BOACTBCHU MCTOAN, BKIIFOUUTCIIHO ITO OTHOIICHUEC HA CTCPpUIIN3AllHUATA, AUATPAMH Ha
KOMIIOHCHTH H ,Z[eTaﬁJ'IPI, Ha4YWHHU Ha CBHP3BAHE U APYIU;

3. onHcaHue U OOSICHEHHS Ha YCPTCIKUTC U JUAT'PAMUTE U I[CﬁCTBH@TO Ha MCAUMITUHCKOTO U3ACIHNC,

4, PE3YINTATUTEC OT aHAJIM3a HAa PUCKAa U CITUCBK HAa TPUITOKCHUTC HAII'BJIIHO NUJIN YaCTUYIHO CTAHAAPTU 110 YJI. 13, ar 1wm
OIMMMCAaHUEC Ha MPUCTUTC TCXHUYCCKU PCHICHUA 3a OCUTYPSBAHC HAa CHOTBCTCTBUC CHC CHIICCTBCHUTC H3MCKBAHWA,
KOTraTO CTAaHAAPTUTE HE Ca IIPUIIOKCHU

5. pe3yATaTUTe OT M3MUTBAHMATA, IPOBEIACHU OT PETYIAaTOPEH OpraH Ha JIbpkaBa 4WieHka WM OT EBpormeiickarta
areHIUsI 10 JIGKapCTBaTa MPH OICHSBAHETO HA KA4eCTBOTO M 0E30MacHOCTTa Ha BEIIECTBOTO MO CMUCHIA HA 4. 3, T.
2, 3 nim 4, KaKTo U IPH OLIEHABAHETO Ha MOJ13aTa OT HETO BbB BPh3Ka € MPEIHA3HAYCHUETO Ha U3IETUETO;

6. mpeanpueTUTe MEPKU 3a HaMaJlsiBaHe Ha pUCKa OT MHQEKIUHU, BKIIOYEHH B CHCTEMaTa 3a yIpaBJeHUE Ha pUCKa B
cllydauTe Ha HW3[enue mo wi. 2, an. 1, T. 3, mpu TPOU3BOJICTBOTO HA KOETO € W3IMOJI3BaHA HEXKHU3HECTIOCOOHA



JKHBOTHHCKA ThKAaH WU HE)KU3HECIIOCOOHH MMpOAYKTH, TOJTYYCHHU OT )KUBOTUHCKU ThKaHU,
7. PE3YIATATUTEC OT HIPOCKTAHTCKUTC U3YHUCIICHUSA U IPOBCACHUTEC TPOBCPKU U TCXHUYCCKU U3ITUTBAHUS.

(2) (U3m. - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) Be3noxxutensar Ha KIMHUYHOTO U3MUTBAHE € JUTHKEH Ja
ChXpaHsBa JOKyMEHTAIIMATA 0 all. 1 3a cpok 15 ronuHM crien 3apbplBaHe Ha KIMHUYHOTO W3MUTBAHE - 3a M3/CIHUATA
o wi. 2, an. 1, T. 2 ¥ 32 UMITAHTUPYEMU U3AENUs 10 Wi. 2, an. 1, T. 3, u 5 ronuHy - 3a u3aenusra no wi. 2, an. 1, 1. 1.

(3) (M3m. - IB, Op. 110 ot 2008 1., B cuna ot 21.03.2010 r.) [Ipou3BoauTensr € JUIb)KEH Aa OCUTYpU IIPOU3BOJICTBEH
IpOLEC, TPU KOWTO MEIUIMHCKUTE n3agenunda, npegHasdHa4d4ye€eHn 3a KIMHUYHO WM3nntBaHe, Ce
nponsseXaaTtT B CbOTBETCTBNE C AOKYMEHTALUMUATaA MO an. 1.

Ya. 57. (1) B cpok 90 nHu cien npuKIOuYBaHe Ha KIMHUYHOTO U3MUTBaHE BB3NOXKUTENT nipeactass B MAJI u na
CHOTBETHATA KOMHUCHS IO €THKA OKOHYATEJICH JIOKIaJl, KOUTO ChABPIKa OMMCAaHNWE Ha METOJOJIOTUATA U
OpraHMu3alMATa, KPUTHYHA OLIEHKA U CTATUCTUUYECKU aHAJIM3 Ha TIOJIyYEHUTE JTAHHMU.

(2) HoxnanbT mo an. 1 ce moAnMucBa OT BB3IOKUTENS U OT BCUUKHU M3clieqoBaTenn. Korato HAKOM OT u3cieoBaTennTe
OTKaKe JIa TO MOJIHUIIe, TOW Tpujara NMCMEHO MOTUBHUTE CH.

(3) HoxnaabeT mo an. 1 0600m@aBa AJaHHWUTE, MOJYYCHU OT BCHYKH JICUCOHU 3aBEJCHUS U OT BCHUYKH yYJAaCTHUIIH B
U3IATBAHETO.

(4) JInyHUTE NaHHHU HA YYACTHUIIUTE B U3MUTBAHETO, ChABPIKAIIM CE B JIOKIAa 1Mo al. 1, TpsOBa ga ObaaT KOJAUPAHU.

Y. 58. (1) MBoeaauTenHaTa areHIKS MO JIEKapCTBATa BOJIU PETUCTHD HA M3AJICHUTE M OTHETUTE Pa3peIICHHS 3a
MPOBEXKJaHE HAa KTMHUYHU U3MUTBAHUSL.

(2) M3npiHATEHATA areHIUS IO JIEKapCTBAaTa OPraHU3Mpa U Ch3/1aBa CUCTEMA 3a PEruCTpallus, aHalu3 U 0000IIaBaHe
Ha HaCThIIMJIM HHOWUACHTH C MCIMIHMHCKM WU3JeNnd No BpeMe Ha npoBeXaaHeTo Ha KIAWHUYHUTE
N3nNMTBaHMA.

(3) HpouezlypaTa o IpocCiIcAdBaHC Ha 6630HaCHOCTTa Ha MECIJUIIUHCKUTE U3aeImd B XoAd HA KIIMHMYHOTO
n3nmMTBaHe ce onpenens B Hapeabata no uyn. 48, an. 2.

Ya. 59. (1) Boenautenausat aupekrop Ha MAJI Moke ¢hC 3am1oBel BpeMEHHO J1a CITPe TTPOBEKAAHETO HA
M3MUTBAHETO WJIM Ja o MpeKpaTH, Koraro:

1. M3nUTBAaHETO CE MPOBEXK/IA IPH YCIOBUS, PA3IMUYHU OT ONPEIECICHNUTE IPU U3JaBaHE Ha Pa3pEIICHHUETO;
2. e Hanu1e HH(pOPMAIIHS 32 OTTIOpOYaBaHE HaydHATa BATMAHOCT HA UIUTBAHETO;

3. CBIIECTBYBA PUCK 32 0€30MTaCHOCTTA HA YIACTHUIIUTE.

(2) llpenun na npennpueme aerctusTa o an. 1, MAJI nucmeHo yBenomsiBa 3a HaMepeHUATA CH:

1. BB3IIOXKUTENST U KOOpAMHHpaIs U3CII€A0BATEI, OTTOBOPEH 3a MPOBCKAAHE HA U3IHMTBAHETO HA BCHUYKHU JeueOHn
3aBCACHM I, UJIU

2. BB3JIOKUTEHSA U TTIaBHUS H3CJICA0BATCI, OTTOBApsIl 3a CbOTBETHOTO JIe4eOHO 3aBCACHHUC, KbJICTO TpHGBa Ja cc C1pe
HU3IIHUTBAHECTO.

(3) B 7-nHEBeH CPOK OT YBEAOMIICHHETO 10 ajl. 2 BB3JIOKUTEIAT WIJIM TIIABHUAT WM KOOPIUHHUPAIMAT U3CIICT0BATEI
MOKe JIa IPEIOCTaBu MUcMeHH oOsicHenus 10 MAJL

(4) AnuHes 2 He ce mpuiiara, ako ChIIECTBYBa HEMOCPEJACTBEH PUCK 3a 3/IpaBETO M 0€30M1aCHOCTTA HA YUaCTHUIIUTE B
U3IIHUTBAHCTO.

(5) 3anmoBenra mo an. 1 mMoxke ga Obae oOajaBaHa MO pena Ha AJMHUHHCTPATUBHOIPOIECYATHUS KOJEKC, KaTo



00’kaJIBaHETO HE CIiMpa U3IBJIIHCHUCTO.

(6) FJ’IaBHI/IHT NnJIn KOOp,Z[I/IHI/IpaH_II/ISIT HN3CJIeaA0BaTci yBCI[OMHBa y‘-IaCTHI/II_[I/ITe B KIIMHUYHOTO U3IIUTBAHC 3a 3allOBCATA
o ai. 1.

Y. 60. (M3m. - /1B, 6p. 110 ot 2008 1.) (1) [Ipu npekparsBane Ha KIMHUYHOTO U3MHUTBAHE U3IIBIHUTEITHUAT
mupekrop Ha MAJ] yBenomsiBa He3a0aBHO PeTyIaTOPHUTE OPTAaHH Ha JbPKABUTE YWICHKU WIIH PETyIaTOPHUTE OpraHu
Ha IbpKaBUTE OT EBpONercKOTO MNKOHOMUYECKO MPOCTpaHCTBO U EBporieiickata koMucus 3a 3amoBeATa Mo wi. 59, ai.
1 1 mpeacTaBst MOTUBHTE 32 TOBA.

(2) B caydaii Ha BpeMEHHO CHUpaHe HAa KIMHUYHOTO M3MUTBAHE U3MBIHUTENHUAT aupekrop Ha MAJI yBenomssa
He3a0aBHO peryJaTopHUTE OpraHM Ha 3acerHaTuTe Abp)KaBU WICHKM WIIM Ha JAbpkaBuTe OT EBpomneiickoto
HMKOHOMHYECKO MPOCTPAHCTBO, KOUTO Y4aCTBAT B U3MIUTBAHETO, 32 3aMOBEATA 10 Wi. 59, an. 1 u npeacraBss MOTUBUTE
3a TOBaA.

I'nmaBa yeTBBpPTA
HOTUOUIIUPAHU OPT'AHU

Y. 61. (M3m. - /1B, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 r., 6p. 38 o1 2015 1., B cuna ot 26.05.2015 1.) (1)
Pa3pemeHHe 3a OLCHABAHC HAa CbOTBCTCTBUCTO HA MCANLIMHCKU U3 AO€E)1 n4, BKJTOYUNTEJTHO OUeHABaAHE Ha
KIMHUYHUTE AaHHU, Ce u34aBa Ha (PU3NYECKO UM IpUaANYECKO Nnue, perncTpmpaHo no
THbproBCKUA 3aKOH, OT U3MbAHUTENHNA AnpekTop Ha WUAJI.

(2) V3mbiHUTEIHATA areHITUs 10 JIEKApCTBATa € OMpPEIeIsil OpraH Mo cMHUChIa Ha wi. 1, Oykea "n" ot PermameHnTt 3a
m3mbaHeHue (EC) Ne 920/2013.

(3) .HI/II_IGTO, KOCTO KaHAHUAATCTBA 3a U3MABAHC HaA Pa3pCHICHUC 3a OLCHABAHC HA CHbOTBCTCTBHCTO Ha MCIUIIMHCKU
n3pgenuns, nogasa A0 WAJT Ha enekTpoHeH HocuTen 3asBneHne no obpasel cbrnacHo
npunoxenue II Ha PernameHT 3a usnbiHeHue (EC) 920/2013, B KOETO MOCOYBa U3genusaTa
W npoueaypute, 3a KOUTO KaHAMAATCTBa, chepute Ha KOMMETEHTHOCT M noAapa3jesieHusaTa Ha
Tesn cdepu - 4pe3 wu3MNon3BaHe Ha KoaoBeTe OT WUWHPOpMaUMOHHATa cCuUCTeMa Ha
Esponenckata kommucma NANDO (HotudwuumpaHun n onpegeneHm opraHm ot HoB noaxoa), u
NPUNOXEHMATA KbM 3asiBIEHMETO, NMocoYeHn B npunoxeHue II Ha PernameHT 3a usnbaHeHUe
(EC) 920/2013 r.

(4) 3asBHUTENAT 3amiala Takca 3a W3/laBaHE Ha pa3pelicHHue 3a OICHSBaHE Ha CHOTBETCTBUETO HA MEIUITMHCKH
n3nenvs B pa3Mep, onpeaeneH B TapudaTa no un. 7, an. 1.

Y. 62. (M3m. — 1B, 6p. 38 ot 2015 1., B cua ot 26.05.2015 r.) (1) OueHsiBaHeTO Ha JIUIETO, KOETO KaHIUATCTBA 32
paspellieHue 3a OlCHSABAHE HAa CHOTBETCTBUETO HA MEIUIMHCKH U3JENNS, CE W3BbpPLUBA OT EKCMepTHa
KOMUCUSA, onpedesieHa CbC 3anoBej Ha M3nbAHUTeNHUSA anpektop Ha MAJL. Mpun HeobxoammocT
B KOMUCUATa MoraT aa 6baat npmBnedvyeHnM BbHLWHU €KCnepTn, KOUTO MNpUTEXaBaT 3HAHUA WU
NMpaKTM4eCKn OrNnunT B obnacTtra Ha CbOTBETHUTE MeEANLIMHCKN N3AENNA.

(2) Korato JIMICTO, KOCTO KAHAWAATCTBA 3a H3JdaBAHC Ha Pa3pCHICHHUC 3a OLCHABAHC Ha CBHOTBCTCTBUCTO Ha

MEIMIIMHCKA U3AefINs, € NMOCOYUSI0 B 3asiBJIEHMETO no 4. 61, an. 3 MeaAMUMHCKU u3aenus no
yn. 2, an. 1, 1. 1, UAJ1 n3ebpwiBa oyeHkaTa No pena Ha 4n. 62a.



(3) Koraro JUIOECTO, KOCTO KaHAMIATCTBA 3a HU3AAdBAHC Ha pa3pClICHUC 3a OLCHABAHC Ha CBOTBCTCTBHCTO HaA
MEJIMLIUHCKA N34esinsg, € NoOCOYUI0 B 3asBeHmeTo no yn. 61, an. 3 MeaAnUMHCKUTE M3genus no
un. 2, an. 1, 1. 2 nnmn 3, NAJ1 n3sbpluBa ouLeHKaTa No pega Ha 4n. 62a OT TO3M 3aKOH M Ha
yn. 3 ot PernameHT 3a nanbnaHeHune (EC) 920/2013.

(4) UsnpnHuTENHATA areHIMs MO JIeKapcTBaTa IMpujara KpUTEpUUTE 3a OLEHsSBaHE Ha JIMIETO Mo ajl. 2 uiu 3 B
ChOTBETCTBUE ¢ Tpriokenue | ot PermamenT 3a u3nwianenue (EC) Ne 920/2013.

Y. 62a. (Hos — JIB, 6p. 38 ot 2015 1., B cruta ot 26.05.2015 1.) (1) ExcnieprHaTta komucus o wi. 62, ai. 1, a korato e
MPHJIOKUMO — ITAPATICITHO, KOMHUCHSI OT TIPEJICTABUTEIH HA ONPEACIISIII OPTaHHW HA JPYTH JIBE JTbPKaBU WICHKH H
npeacTaBuTen Ha EBporneiickara koMucHs, U3BBPIIBAT MIPETIIe]] Ha MMOojja/IeHaTa TIOKYMEHTAIHSL.

(2) Korato ce ycTaHOBAT HEMbIHOTH M HECHOTBETCTBMS C M3UCKBAHUATA HA JOKyMEHTALIMATA, U3MBIHUTEITHUST
nupekrop Ha MAJI yBemoMsiBa MUCMEHO 3asBUTENIA 32 TOBA U OMPEJIENS IBYMECEUEH CPOK 3a OTCTpaHsiBaHETO UM. J[o
OTCTpPaHSIBaHE HA HEMBJIHOTUTE U HECHOTBETCTBUSATA CPOKBT O Wi. 63, an. 1 vim 2 cniupa z1a Teye.

(3) Korato 3asBUTENSIT HE OTCTpAaHUM HEMBIHOTUTE M HECHOTBETCTBUATA B CpOKa MO all. 2, Mpolieaypara ce
MpeKpaTsBa.

(4) B 75-nHeBeH cpok OT jaTaTa Ha I0JaBaHe Ha BaUAHA JOKyMEHTaUus 1o 4wi. 61, an. 3 KOMHCHSATa U3BBPIIBA,
CHOTBETHO KOMHCHUTE 10 aJ. 1 H3BBPIIBAT MMPOBCPKA HA MACTO 3a YCTAHOBABAHC KOMIICTCHTHOCTTA HA 3asABUTCIIA U
BB3MOXKHOCTTA J1a U3II'BIHSBA 3asIBEHUTE MPOLEIYPH 3a OICHSIBaHE HA CHOTBETCTBHETO, BKIIOYUTEIHO IPOBEpPKa Ha
MSCTO Ha MOAM3MBIHUTENSA. 32 M3BBPIUIBAaHE HAa MpPOBEpPKAa HAa MsCTO Ce 3alllallla Takca B pa3Mep, OMpeIeiieH B
tapudata mno wi. 7, an. 1.

(5) Korarto mpu mpoBepkara Ha MSCTO CE€ YCTAHOBST HECHOTBETCTBHUS MEXAY IpEACTaBeHaTa JOKyMEHTAlUus M
M3UCKBAHMSTA 32 OI[CHSIBAHE Ha ChOTBETCTBUETO, ONPECIICHN B HapeAOUTE MO Wi. 18, M3MIBIHUTETHUIT JUPEKTOp Ha
HAJI yBenoMsBa MMCMEHO 3asiBUTEINSI M ONpPEIeNsl IBYMECEUEH CPOK 3a OTCTpaHsBaHEeTO UM. Jlo OTcTpaHsBaHe Ha
HECBHOTBETCTBUSATA CPOKBT 110 Wil. 63, an. 1 uium 2 cniupa ja teye.

(6) Koraro 3asBuTenar He OTCTpPaHW YCTAHOBCHUTC HECCHLOTBCTCTBUA B OIIPCACIICHUA 11O aJl. 5 CPOK, UBITIBJIHUTCIHUAT
nupekrop Ha MAJI ¢ MoTMBHpaHa 3armoBe]l 0TKa3Ba M3AaBAHETO HA pa3pelicHHE.

(7) B 45-1HEeBeH CpOK OT MpOBEpKaTa Ha MSCTO KOMHUCHSTA M3TOTBS, CHOTBETHO KOMHCHHUTE U3TOTBSIT OKOHYATEIICH
OLICHBYEH JIOKIAJ], KOMTO ce 00sBsBa B 06azata naHHH Ha uHpopMalrnonHara cuctema NANDO.

Ya. 63. (M3m. — JIB, 6p. 38 oT 2015 1., B cuia ot 26.05.2015 1.) (1) B cnywyanTe mo 4. 62, an. 2 B 4-MeceueH CpoK OT
MoJlaBaHe Ha JOKYMEHTAIUATA 1Mo 4i. 61, an. 3 u3ambIHUTEeTHUAT qupekrop Ha MAJI B3 OCHOBaA Ha IOKIaja Mo 4l.
62a, an. 7 yBeZoMsIBa 3asBHUTENs, U€ € 000peH 3a HOTUUIIMpaHe, UM U3jaBa MOTHBUPAHA 3aIOBE] 3a OTKA3.

(2) B cnyqante mo un. 62, ain. 3 B 6-MecedeH CpPOK OT IMOJABAHETO Ha JOKyMeHTauusara mo wi. 61, am 3
M3MBJIHUTETHUAT qupekTop Ha MAJI B3 0OCHOBa Ha JOKIa/a 1Mo Wi. 62a, ann. 7 yBeIoMsiBa 3asBUTENS, Y€ € 0JI00peH 3a



HOTI/I(pI/ILII/IpaHC, HJIKM U31aBa MOTUBHpPaHa 3allOBCJ 3a OTKA3.

(3) B cpox o Tpu aHu oT yBenomierueTo o an. 1 unu 2 MAJI obsBsiBa ogobpenute nuia upe3 cucremara NANDO.

(4) UnenTHpMKaIMOHHUAT HOMEP Ha oJ00peHus U HoTuduIupan npe EBponelickaTa KOMUCHS OpraH 3a OLEHSBaHE
Ha ChOTBETCTBUETO, HAPUYAH MO-HATaThK "HOTU(ULIMpaH opraH", ce onpenesns oT EBporeiickara KOMUCHSL.

(5) Mznpnuurtennust aqupekrop Ha MAJI n3naBa Ha HOTU(GUIIUPAHUS OpraH Mo al. 4 paspelieHHe 3a OlEHsABaHE Ha
CBhOTBETCTBUETO.

(6) Pa3pemienuero no ai. 5 € ¢ MakCUMaJIeH CPOK Ha BaTUIHOCT 5 rojguHH. [loHOBSIBAaHETO Ha pa3pelieHUeTo ce
W3BBpIIBA IO peAa Ha Wi. 62, ant. 2 unu 3.

Yua. 64. (M3m. — JIB, Op. 38 or 2015 r., B cuima ot 26.05.2015 1.) (1) Koraro nuimero, KoeTo KaHAWIATCTBA 3a
MoJIydaBaHe Ha pa3pelicHHe 3a OICHSBAHE Ha CHOTBETCTBHETO, MPEJACTABU CEPTUQPHUKAT 32 aKpeIUTAIUs CHIIIACHO
M3HCKBAHUS, TTOCOYCHU B CHOTBETHATa Hapemba mo wi. 18, ce mpuema, 4e TO MMa (yHKIMOHHpAIIA CHUCTEMa IO
Ka4eCTBOTO, OTTOBaps Ha KPUTEPUHUTE 32 HE3aBUCHUMOCT, OC3MPHUCTPACTHOCT M KOH(HMACHIIMAIHOCT M TMpHUTEkKaBa
HEeOo0XoIMMaTa KOMIETEHTHOCT.

(2) B cnyqanTe mo ain. 1 nuieTo He MpeacTaBs aApyra TOKyMEHTaIlHs, YIOCTOBEPSIBAIA ChOTBETCTBUE C KPUTEPUUTE 1O
an. 1.

Y. 65. (M3m. — [IB, Op. 38 oT 2015 1, B cuna ot 26.05.2015 r.) [Ipouenypute 3a olieHsiBaHe Ha CbOTBETCTBUETO,
MOCOYEHHU B HapeaouTe 1Mo wi. 18, MoraT J1a ce M3MBIHSABAT OT HOTU(GULUPAHU OPTaHH OT IPYrd AbPKaBU WICHKH.

Y. 66. (M3m. — JIB, 6p. 38 oT 2015 1., B cuna ot 26.05.2015 r.) Paspemenuero 3a omeHsBaHe Ha ChOTBETCTBUETO
ChIbpPKa:

1. (u3m. — JIB, 6p. 38 ot 2015 1., B cuuta ot 26.05.2015 r.) HauMeHOBaHKE Ha OMPEIEIAIIMS OpPTaH;

2. IMe/HanMEHOBaHMNe, CeAUIIE, aJpec Ha YIIPABJICHHUE U MPEJCTABUTEIICTBO HA HOTH(UIIMPAHHS OPTaH;
3. MEIMLIMHCKATE U3AENNS U NpoLeaypuTe 3a OLEHSIBAHE Ha CbOTBETCTBMETO UM;

4. nata Ha U3JaBaHe HA Pa3pPEIICHUETO;

5. (u3m. — JIB, Op. 38 o1 2015 1, B cuna ot 26.05.2015 1.) naeHTHPUKALMOHHUSI HOMEP Ha HOTU(GUIIMPAHUSI OpraH.

Ya. 67. (1) (U3m. — 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) UsnmbaHuTeNHATa areHIUs 110 JIEKapCTBaTa BOIU
PETUCTBP, KOUTO ChIBpPIKA:

1. JTaHHUTE 110 YII. 66 ;
2. 1aTaTa Ha OTHEMaHE Ha pa3pellieHNeTo U OCHOBAHUSITA 3a TOBA.

(2) (M3m. — 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) Jlanuute mo an. 1 ce o0sBsiBaT Ha oUITMATHATA UHTEPHET
ctpanuna Ha MAJL.

Ya. 67a. (Hos — 1B, 6p. 38 ot 2015 ., B cua ot 26.05.2015 1.) (1) PasumpsBane Ha 06xBaTa Ha pa3pelieHUETo U



[OJHOBSIBAHE HA Pa3pEIICHUETO 3a paslMpsiBaHe Ha 00XBaTa Ha Pa3peLICHUETO 3a OLICHABaHE Ha ChOTBETCTBUETO CE
M3BBPIIBAT IO pela Ha Wi. 62, an. 2 vim 3.

(2) M3npnautennust qupexkrop Ha MAJI cbe 3anoBes n3naBa JOMbIHEHNE KbM pa3pelieHueTo mo ui. 63, ai. 5.

Y. 68. (1) (M3m. — IB, Op. 38 oT 2015 1., B cuna ot 26.05.2015 r.) HoTnuuupaHusT opras € JUI'bXeH Ja yBeJoMsIBa
NAJT npu:

1. (u3m. — IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) mpoMeHn B TIpaBHUS CTaTyT W OpTraHHU3aI[MOHHATA
CTPYKTYpa;

2. (moBa— JIB, 6p. 38 or 2015 1., B cuna ot 26.05.2015 r.) npomenu B o0xBaTa Ha JEWHOCTTAa U3BBH CIy4auTe IO 4.
67a, ain. 1 ¥ TpOMEHU B MPOLIETYPUTE 32 OIICHSBAaHE Ha ChOTBETCTBUETO;

3. (mpegummHa T. 2 — B, 6p. 38 or 2015 1., B cuna ot 26.05.2015 r.) mpoMeHn B cucTeMara MO KadyecTBOTO,
PBKOBOACTBOTO WU TMEpPCOHANla, KOUTO BIHUSAT BBPXY M3MNBIHCHHETO Ha TMPOIEAYPUTE 3a OIICHSBaHE Ha
CBbOTBCTCTBHUCTO,

4. (mpegunmHa 1. 3 — JIB, 6p. 38 oT 2015 1., B cuya ot 26.05.2015 r.) mpoMsiHa Ha TOAU3ITBIHUTEIINTE;

5. (mpegumma 1. 4, u3M. — /1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) mpomMeHH B 00CTOSTENCTBATA, CBBP3aHU ChC
3acTpaxoBKaTa.

(2) (U3m. — 1B, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) JIunata no an. 1 momaBar mo MAJI mokymeHTarusra,
CBBpP3aHa ¢ MPOMEHHUTE, U 3aIlJIalliaT TaKkca B pa3Mep, orpeesicH B TapudaTa mo wi. 7, ai. 1.

(3) (U3m. — 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) B cpok 10 enuH Mecel OT mojaBaHe Ha TOKyMEHTAI[USITa
Mo aJl. 2 eKcrepTHaTa KOMUCHs o Wi. 62, ann. 1 U3roTBs OIEHBYEH JOKIAJl 10 U3MBbIHUTETHUS qupekrop Ha MAJI 3a
0J100psiBaHE HA IIPOMEHUTE.

(4) (U3m. — 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) B cnydanTe, KOrato mpoMeHUTE 10 al. | Hajlarat mpoBepka
Ha MACTO, KOMUCHATA IO 4i. 62, an. | B AByMEecedeH CpPOK OT IIOAAaBaHE Ha JOKyMEHTAalusATa MO0 ajl. 2 HU3rOTBS
OLIEH'BYEH JOKIA 10 U3NBIHUTENHUS AupekTop Ha MAJI 3a onoOpsiBaHe Ha TPOMEHHUTE.

(5) (M3m. — 1B, Op. 38 ot 2015 1., B cuna ot 26.05.2015 r.) Bu3 ocHoBa Ha nokiazna mo aji. 3, ChOTBETHO U MO ajl. 4
U3NBIHUTETHUAT AupekTop Ha MAJI cbe 3anmoBes n3aBa JOMBbJIHEHUE KbM PA3peIIeHUETO Mo uil. 63, ai. 5.

(6) Koraro mpu mpoBepkara Ha JOKyMEHTAIMATA 10 ajl. 2 MK TIPH MPOBEpPKaTa Ha MACTO C€ YCTAHOBSAT MPOITYCKH HITH
HECHOTBETCTBHS C M3MCKBAHUSTA HA HapeaouTe mo 4wi. 18 , komucusta mo wi. 62, an. 1 qaBa mpeanucanue chC CPoK 3a
oTCTpaHsBaHETO WM. Jl0 U3ITBIHEHNE HA IPSIITUCAHKUATA CPOKOBETE 11O all. 3 WM 4 CIIMpAT Ja TeKar.

(7) (U3m. — JIB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) Koraro HOTHU(UIIMpaHWUTE OpPraHW HE H3MBJIHAT
MPEANUCAHUATA 110 al. 6, U3MBIHUTETHUAT nupekTop Ha MAJI che 3amoBe]] 0TKa3Ba U3/1aBAHETO HA JOMBIHEHUE KbM
paspeeHneTo.

(8) (HoBa — /1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) B cmyganTe mo 4. 62, an. 2 ornjeHKaTa Ha JTOKyMEHTaIlUsITa
o aJl. 2 ¥ MpoBepKaTa Ha MACTO MO all. 4 ce U3BBPIIBAT, KOTATO € MPUIIOKUMO, M OT IPEICTABUTEINTE HAa IPYTUTE JBE
JIbpPKaBU WICHKU U OT MPEACTaBUTEINS Ha EBporeiickaTa KOMHCHS, KOUTO Ca y4acTBAJIA B MIPOIIEIyparTa 1Mo OICHSIBAHE
o wi. 62a.

Y. 69. (Otm. — [IB, 6p. 38 o1 2015 1., B cuna ot 26.05.2015 1.).

Ya. 70. (1) (U3m. — [IB, Op. 38 ot 2015 1., B cuma ot 26.05.2015 r.) Hotuduuupanute opranu ca JUrb)XKHH 12
npenctassaT B MAJI roauieH 1oknan 3a JeMHOCTTa CH, KOMTO BKIIOUBA MH(OpMaIus 3a U3BBPIICHUTE OLEHKH 3a
CHOTBETCTBUETO HA MEIUMIIMHCKA U3JENINS, peKTaMaunn, xanbu n npeanpmetute 4encTBus no
pellaBaHeTo MM B Cpok A0 31 sHyapu cneaBalaTta roanHa.



(2) (Otm. — 1B, 6p. 38 o1 2015 1., B cuna ot 26.05.2015 1.).

Ya. 71. (M3m. — JIB, 6p. 38 ot 2015 1., B cuita ot 26.05.2015 r.) (1) Komucumu, onpeneneHu che 3amoBe]1 Ha
WBITBIHUTEIHUS qupekTop Ha MAJL, nHCneKkTHpaT qeHHOCTTa Ha HOTU(QUIIMPAHUTE OPTaHU, BKIIFOYATEITHO HA TEXHUTE
MOM3ITBIHUTENH, Ype3 U3BbPIIBAaHE Ha IMJIAHUPAHU MTPOBEPKH 110 pea Ha ui. 5, maparpad 1, 6yksu "a"u "6" ot
PernmamenTt 3a uanbiaaenne (EC) Ne 920/2013.

(2) Ilpu monmydaBaHe Ha CUTHAIH, KAJIOW M PEKIAMAIIMU 32 HEH3ITBIHECHHE HA 3aAb/DKCHUATa HA HOTH(OUIIUPAHHUTE
OpraHd WJIM 32 OTKJIOHEHHE OT OOMYaiHUTE WU NOOpHUTE MPAKTUKA KOMUCHUUTE MO an. | W3BBPIIBAT M3BBHPEIHU
MPOBEPKU Ha MSICTO.

(3) Korato mpu mpoBEepKUTE CE YCTAaHOBST MPOMYCKH B JIEHHOCTTa Ha HOTU(MUIIMPAHUTE OPTraHU, U3MBIHUTCIHUST
nupekrop Ha MAJI n3gaBa npeanucanme cbC CPOK 32 OTCTPAHSIBAHETO U M.

(4) W3nenautennust qupexrop Ha MAJI u3nasa 3amoBes 3a orpaHUyaBaHe UM BPEMEHHO CIIMPAaHe Ha JIEHCTBUETO Ha
paspeleHneTo 10 OTCTPaHsBaHE B ONPeJIeNIEHUs CPOK Ha MPOITYCKUTE 110 ail. 3.

Yu. 72. (1) (U3m. — [IB, 6p. 38 ot 2015 1., B cuma ot 26.05.2015 r.) M3menautenaust nupekrop Ha MAJI cbe 3amoBen
OTHEMa pa3peleHNneTo 3a N3BBPIIBaHE OIEHsBaHE HAa ChOTBETCTBUETO, KOTATO IPU MPOBEPKHUTE CE YCTAHOBH, Ue
HOTU(UIIMPAHUSAT OPTaH:

l.e npecTaHal Ja OTroBapsd Ha HAKOC OT YCJIOBUATA, ITPU KOUTO € U3AAaJICHO PA3PCHICHUCTO,
2. HE € B CbCTOSIHUE Ja NpOABJIKU U3NBIHCHUCTO HA TPOLUCAYPUTE 3a OLICHABAHC Ha CbOTBETCTBUCTO,

3. He U3M'BJIHSBA MPOIIEIYPUTE 32 OIICHABAaHE HAa ChOTBETCTBUETO CHOOPA3HO M3UCKBAHMATA HA CHOTBETHUTE Hapeaou
mo ui. 18 ;

4. He e IpeIpPHUEN MEPKU 3a OTCTPAHSBAHE HA MIPOIYCKUTE 10 Wi. 71, ann. 3 B onpeAencHus Cpox.

(2) (Otm. — 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.).

Yau. 73. (M3m. — 1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) MI3nbaHuTeNHAaTa areHL U 110 JIeKapcTBaTa yBeloMsIBa
EBponelickaTa KOMUCHS, IPYTUTE IbpXKaBU WICHKU, Ibp:KaBUTE — cTpaHu 1o Crniopazymenueto 3a EBponerickoro
MKOHOMHYECKO ITpocTpaHcTBo, M Kondeneparus [IBelinapus 3a OTHETUTE pa3peiieHus o Wi. 72 U 3a U3BBPUICHUTE
MPOMEHHU 1o wi. 67a, an. 1 u ui. 68, an. 1.

Yau. 74. (1) (U3m. — [IB, 6p. 38 o1 2015 1., B cumna ot 26.05.2015 r.) JIumeTo, Ha KOETO € OTKA3aHO M3/aBaHe Ha
paspeleHue mo wi. 63, ai. 2, MoXe Ja 1MoJajJe HOBO 3asBJICHUE 3a pa3peliecHrne He Mo-paHo OT 6 Mecela OT Jarara Ha
BPBHUBAHETO Ha 3aIOBE/ITA 32 OTKA3.

(2) Hotuduuupan oprad, Ha KOHTO € OTHETO pa3pelieHHeTo Mo wi. 72, an. 1 Moxke Ja mojaze 3asBjeHHE 32 HOBO
paspelleHne He [10-PpaHo OT €/lHa FoJMHa OT JaTaTa Ha BpbUBAHETO Ha 3all0BETA 32 OTHEMAHE Ha Pa3peLICHUETO.

Yu. 75. (U3m. — JIB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) OTKa3bT 3a M3aBaHE Ha pa3pelieHHE 3a OLICHIBAHE Ha
CHOTBETCTBUETO, KAKTO M 3aIIOBEJITA 32 OTHEMAHE Ha Pa3pelieHueTo MOXKe Ja ObAaT 00KalIBaHM 110 pea Ha
AJIMUHUCTPATHBHOIIPOIECYATHHU ST KOJICKC.

Y. 76. (1) (Hon. — [IB, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) Hotudguiupanust opran u3iaBa cepTuUKar,



YAOCTOBEpABALL CbOTBECTCTBHUCTO CHC CHIICCTBCHUTC U3UCKBAHU S, ITPHUJIOKUMH 3a U3JACIINECTO, C BAJIMAHOCT, MIOCOYCHA
B HETO, HO HEC ITOBC€YEC OT 5 TOAWHH WUJIN IIpaBHU MOTHBHpPAH OTKa3.

(2) (M3m. - IB, 6p. 110 ot 2008 r.) Koraro HOTH(HUITUPAHHUAT OpraH YCTaHOBH, Y€ MPOM3BOJUTEIAT HE € WU3IMBIHUI
UJTU € TIPeCTaHal Ja U3IBIHIBA U3UCKBAHUATA, OMIPEIICIICHH B HapeaOuTe 1o wi. 18, uim ca MpOMEHEHH YCIOBHSTA,
MPU KOUTO € OWJI M3IaZcH CepTU(HUKATHT, M KaTO OTYETE CTEICHTa Ha HEChOTBETCTBUE, OTHEMa cepTU(dHKAaTa WU
BpPEMEHHO chHpa ACWCTBUETO My, WM OrpaHMYaBa HEToBHS OOXBaT, MOKATO MPOU3BOAUTENAT MpearpueMe
MTOIXO/ISIIM KOPUTHUPAIIH ISHCTBHS U OCUTYPH HEOOXOIUMOTO CHOTBETCTBUE.

(3) (M3m. - IB, 6p. 110 ot 2008 1., 6p. 38 o1 2015 1., B cuia ot 26.05.2015 r.) Hotudunupanusar opran nuapopmupa
HAJI B ciaydanTe Ha OTKa3 3a W3JaBaHE Ha CEPTH(UKAT, HAa BPEMEHHO IPEYCTAHOBSBAHE BaIWJHOCTTAa Ha
cepTHduKaTa, Ha OTHEMaHe MJIM HaJlaraHe Ha OTpaHUYCHHE UM Ha MOJU(DUIIMPAaHU UM JTOTTBIHEHH CepTU(UKATH.

(4) (Hosa — /1B, 6p. 38 ot 2015 1., B cua ot 26.05.2015 r.) B ciiygante 1o an. 3 HOTHQUIUPAHHUAT OpTraH MPEIOCTABS
npu nmouckBane oT MAJI nombpnuuTenna wHpopmarnus u u3uckaaute ot MAJl nokymeHTH.

(5) (M3m. - 1B, O6p. 110 or 2008 r., mpemumma an. 4, usm., Op. 38 or 2015 r., B cmma or 26.05.2015 r.)
M3nbeiHuTeNHATA areHIHs MO JeKapcTBaTta WHQOpPMEpA PEryIaTOPHUTE OPraHW Ha APYIUTe IbpiKaBU HWICHKH,
pEryJlaTOpHUTE OpraHu Ha JbpKaBUTe — CcTpaHu no CrnopasymeHuero 3a EBpONenckoT0O HKOHOMHYECKO
npocTpancTBo, U Ha Kondenepanus [Iseitnapus u EBporeiickara KoMucHs 3a CIIydauTe 1o ai. 3.

Y. 76a. (Hos - 1B, 6p. 110 ot 2008 1., u3m., 6p. 38 ot 2015 1., B cuna ot 26.05.2015 1.) Hotrdunupanute opranu ca
JUIBKHH JIa TPEJOCTAaBAT Ha HOTU(GUIIMPAHU OPTaHu, ONPEAETICHU OT IPYrd Abp)KaBU WICHKU, HHPOpMAIIH 32
OTKa3aHHUTE CePTU(UKATH, 32 CEPTUPUKATUTE, YUATO BAIUTHOCT BPEMEHHO € IPEYCTAaHOBEHA, U 3a OTHETUTE
cepTu(duKaTy, a Ipy MOUCKBAHE — 3a U3JaICHUTE CEPTUPUKATH.

I'naBa nmeta
THPTOBUA C MEAUIIMHCKU U3OEJINSA
(3arn. nam. - B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.)

Ya. 77. (Usm. - IB, Op. 54 or 2012 r.) (1) Tepropus Ha €apo ¢ MEIMLUUHCKA U3AESIUA Ha TepuTopusiTa Ha
Penybnnka bbnrapms moraTt ga M3BbplwBaT MU3NYECKM UM OPUANMYECKU NNLA, PErNCTPUpPaHmn
KaToO TbproBuUM MO TbProBCKMUS 3aKOH WNM MO 3aKOHOAATENICTBOTO Ha Apyra Abp)KaBa 4/ieHKa
WM Ha pApyra AbpxaBa - CTpaHa no Cnopa3yMeHMeTo 3a EBpONEMcKOoTo WMKOHOMWYECKO
npocTpaHcTBO, Win Ha KoHdeaepauus LBenuapus, Ha KOUTO € U3AaneHO pa3pelleHue 3a
TbProBMs Ha eapo C MeauuMHCKM msgenus oT UMAJT wan apyr AOKYMEHT, yAOCTOBepsiBall
npasoto MM pga Tbpryeat C MeaAUWUUMHCKU wuM3aennda, wm3aaaeH OT KOMNEeTeEHTEH OpraH Ha
CbOTBETHATA AbpXKaBa.

(2) IlpousBoauTenuTe, yCTaHOBEHU Ha TepuTOpUsTa Ha Permybnuka beirapus, Morar 1a U3BBPIIBAT THPTOBCKU CIIEIIKH
C MPOU3BEICHUTE OT TAX M3/eNus 6e3 ToOKyMeHTa 1o aj. 1.

Yiu. 78. (U3m. - IB, 6p. 110 ot 2008 1., 6p. 60 ot 2011 1., B cua ot 5.08.2011 r., 6p. 54 ot 2012 1.) (1) Dusnyecku
HJIA FOPUINYCCKU JINLa, pCTUCTPUPAHH IO pCa Ha T’pr‘OBCKI/IH 3aKOH HMJIM TTO 3aKOHOIATCJIICTBOTO Ha Jpyra AbpiKaBa
YICHKa WJIM Ha JApyra IbpxKaBa - crpana no CnopasymeHuero 3a EBporeiickoTo MKOHOMHUYECKO MPOCTPAHCTBO, UJIH Ha
Kondenepanusa 1Beiinapus, KOUTO HCKAT Ja NOTydaT paspelicHHE 3a THPrOBHs Ha €Ip0 C MEJMLIMHCKA U3AENNS,
nopasat B NAJ1 3aaBneHne no obpaseul, YTBbPAEH OT U3NMbJHUTENHUA AnpekTop Ha WUAJ1, KbM
KOeTO npwunarar:

1. mannm 3a EMK Ha nmunara, perucrtpupanu 1no peaa Ha THproBCkus 3aKOH, a 3a JullaTa, pETHCTPUPAHU B JIpyra
IbpKaBa WIGHKa WJIM B Jpyra JbpkaBa - cTpaHa o CnopasymeHuero 3a EBpomneickoTo HMKOHOMHYECKO
npocTpaHcTBo, WK Ha KoHdenepauns LlBeiiapus - 1aHHU, YIOCTOBEPSBAIIM ThPrOBCKaTa M PETHCTPAIIHS;

2. CIUCBHK HA KAaTETOPMUTE MEAUIMHCKA M3A4EeNMs CbrlaCHO HOMeHKnaTypHa cuctema BAC EN ISO
15225 3a kaTteropmsaums Ha MeAUUMHCKUTE U3L4eNNS U HA CbOTBETHUTE UM MNPOU3BOAUTENN HA



XapTMEH N MAarHMUTEH HOCUTEN,

3. TOKyMEHT 3a IJIaTeHa Takca B pa3Mep, onpezesieH ¢ TapudaTa mo wi. 7, ai. 1.

(2) Koraro pasmonarar ¢ IOMEIICHHS 32 CbXPaHEHHME HAa MEIMUMHCKA W3AE/IMS Ha TepuTopusaTa Ha
Penybnuka bbnarapus, nuuaTta no an. 1 nocoyBaT B 3asiBJIEHMETO M agpeca uM. B To3u cnyyan
KbM AOKYMeHTauudaTa no an. 1 ce npunarar:

1. nexnapanusi, 4e:

a) IIOMCIICHUATA OTTOBapsAT Ha yCIIOBHATA 3a ChbXpAaHCHMC Ha MCIMIMHCKUTC U3 0Ee/ b, NMOCOYEHUM B CMNMUCHKA

no an. 1, T. 2, B 3aBUCMMOCT OT cneumdukata MM M YyKasaHUsTa Ha Npou3BoAUTENS,
onpeaeneHn B MHCTpyKuMsaTa 3a ynoTtpeba, u

0) mpuTexkaBaT MM pasnoyiaraT C TPAHCHOPTHU CPEICTBA, OCUTYpSIBAIM MPAaBHJIHOTO WM ChXpaHEHUE IpH
pa3snpoCTpaHEHUE U TPAHCIIOPTUPAHE;

2. JaHHU 32 UMETO, MOCTOSIHHUS aJpec U ajpeca 3a KOPECIOHJEHIUS C JHUIETO, ONMPEIeiIeHO 3a PhKOBOIUTEN Ha
NOMELICHUATA 38 ChbXPaHCHHE M THPrOBHA C MEIMLIHMHCKH W3AESINSA, KAaKTO U KOMNMEe Ha A0oroBopa, Bb3
OCHOBA HA KONUTO € Bb3HUKHAO NMPpaBOOTHOLWUEHMWUETO MY CbC 3adBUTENA.

Y. 78a. (Hos - /IB, 6p. 54 ot 2012 r.) Koraro nuara mo wi. 77 mpuTexaBar JOKYMEHT, yAOCTOBEPSBAIIl TPABOTO UM
3a U3BBPIIBAHC HA ThProOBH:A Ha CIPO C MCAUIMHCKU N3AeinA, n3aaaeH oT KOMMNETEHTEH OpraH Ha Apyra
AbpXaBa 4YNeHKa WM Ha Apyra AbpxaBa - cTpaHa no Crnopa3yMeHueTo 3a EBponeickoTo
MKOHOMMYECKO NpoCTpaHCcTBO, wunm Ha KoHdepepauus LBenuapus, wn pasnonarat c
noMeweHnd 3a CbXpaHeHME Ha MEANMUMHCKU WUM3AENNA Ha TEPUTOPUATA HaA Per|y6nvn<a
Bvnrapua, npeacrtasart 8 NAJT:

1. dopma 3a yBeomsiBaHe 1o 0Opasell, yIBbPACH OT U3IMIBIHUTETHUS qupekrop Ha AT,

2. KOTHE OT JIOKYMEHTA, YIOCTOBEPSBAIIl TPABOTO UM 3a U3BBPIIBAHE HA THPTOBHS Ha €JIPO, MPUIPYKEH C IPEBOI Ha
OBITApPCKH €3HK;

3. CIIUCBK Ha KATETOPUUTE MEIMIUHCKH K3AeNMs Cbr1acHO HOMeHKnaTypHa cuctema BAC EN ISO
15225 3a kaTteropusaumsa Ha MeaNUUMHCKUTE n3aesinad N Ha CbOTBETHUTE UM MNPOU3BOAUTENIN HA
XapTUMEH N MarHUTEH HOoCUTen;

4. noKyMeHTauusTa mo 4i. 78, ai. 2.

Y. 79. (Uzm. - IB, Op. 54 ot 2012 1.) (1) M3neaHUTETHATA areHIIKS 11O JICKapCTBaTa MPOBEPsiBa JOKYMEHTAIUSTA 10
yi1. 78 u 78a. [lpu koHCTaTHpaHe HAa HEMBIHOTU B TokyMeHTarusta MAJl yBegomMsiBa mucMEHO 3asBUTENS U J1aBa CPOK
3a OTCTPAHSIBAHETO MM.

(2) snbaautennusat aupexkrop Ha MAJL B 30-1HEeBeH Cpok OT JaTara Ha MoJaBaHe Ha JAOKyMEHTalusATa mo 4i. 78
U3/laBa pa3pellcHHe 3a THPrOBHMs Ha €IpO C MEAMLHUHCKA W3AeSIMS Ha numuata no 4n. 78, an. 1, kato
AJaHHUTE 3a MNOMEWEHUATa MM 3a CbXpaHEHUE U TbpProemd WM CIANCBKbT Ha KaTeEropuunte
MEeANLMHCKN n3aenusa ce BNMceBaT B perncrtbpa no yn. 81.

(3) CpoxbT 1o ai. 2 cmupa /a Tede OT JAarara Ha YBEAOMIICHUETO 10 al. | 10 OTCTpaHsBaHE HAa HEMBJIIHOTUTE.

(4) IBrpiHUTEIHATA areHITHS 1O JIEKApCTBATa B 7-THEBEH CPOK OT YBEIOMIICHHETO IO WiI. 782 BIUCBA B PETHCTHPa MO
wI. 81 TaHHUTE OT YBEIOMIIEHUETO.

Ya. 80. (Jomn. - B, 6p. 110 ot 2008 1., u3m. u som., O6p. 60 ot 2011 r., B cuna ot 5.08.2011 r., uzm., 6p. 54 ot 2012 1.)
(1) Ilpn mpomsiHa Ha azapeca Ha IOMEIIEHUATA 33 CbXpPAaHEHUWE M THPIOBHS C MEAMLMHCKH U3AEeNUd Ha
Teputopusta Ha Penybnuka bbnrapus nuuata no yn. 78 nogasaT B WAJ1 3asBneHue 3a
npoMsHa Ha paspeweHueTo no 4n. 79, an. 2, a nuuata no 4n. 78a - yBedoM/ieHMe 3a
npomsHaTta. KbM 3aaBneHMeTO unm yBeAOM/IEHMETO Ce rnpwuiaraT CBbp3aHaTa C nMpoMsHaTta
AOOKYMeHTauus n OOKYMEeHT 3a rnjflaTeHa Takca 3a amuaTta no 4n. 78 B pa3Mmep, onpeneneH c
TapudaTa no yn. 7, an. 1.



(2) 3asBneHMETO MM YBEJOMJICHUETO 3a IIPOMsHA C€ MOJaBa B 7-HEBEH CPOK CIIe[ U3BBPIIBAHE HAa CHOTBETHUTE
IIPOMEHH.

(3) Jlunata mo an. 1 yBemomsiBar MAJI B 7-mHEBEH CpOK ciell WM3BBPLUIBAHE HA MPOMSHA HA IpPaBHUS CTATYC,
CeJAJIMIIIETO U/MITH aJipeca Ha yIpaBJIeHUE U/UIIM IPU MPOMSHA Ha JUIETO Mo 4i. 78, an. 2, T. 2, W/Uiau Npu NpoMsHa
Ha CIIMChKa Ha BUAOBCTC MCIMIHNHCKH N3aAe/ind, C KOUTO TbpryBar. KbM YBEAOMJIEHUETO CE MNpwuara
CBbp3aHaTa C NpoMAHaTa AOKYMEHTauu4.

(4) MBnwenauTenHuatr aupekrop Ha MAJI m3maBa paspelieHure 3a MpoMsHAa Ha paspelmeHueTo mo wi. 79, am. 2 B
14-1HeBeH CpoK OT Jarara Ha MOJaBaHE Ha JOKyMEHTalusATa o ai. 1.

(5) smbiHHUTETHATA areHIIs 110 JIEKapCTBaTa BIIMCBA B PETUCTbpa Mo Wwi. 81 mpoMeHuTe B 00CTOsITeNCTBATa Mo ail. 1
u 3 B 7-IHEBEH CPOK OT U3/1aBaHETO Ha Pa3pelICHUETO 32 IPOMSIHA, CbOTBETHO OT YBEJIOMJICHUETO 3a IPOMSHA.

Y. 80a. (Hos - /IB, 6p. 54 o1 2012 r.) (1) JInnata mo un. 78 u 78a B 10-aHEBEH CPOK Clief MpEeKpaTsBaHe Ha
JENHOCTTA CH, CBbp3aHa C ThProBUs C MEIMIIMHCKH U3Ae/1Msl Ha TepuTtopuaTa Ha Penybnuka bBbvnrapus,
Ca A/TbXHU Aa YBeAOMAT MUCMEHO U3NBbIHUTENHUA AnpeKTop Ha WNAJL.

(2) B cmydaute no an. 1 msnenautenHusat gupexkrop Ha MAJL cbe 3amoBen mpekparsiBa AEHCTBUETO HAa M3AAZCHOTO
pasperenue no wi. 79, an. 2. 3neIHUTENHATA areHLIMs 10 JIEKapCcTBaTa B 7-THEBEH CPOK OT M3/1aBaHE Ha 3all0BEATA
3a IpEeKpaTsBaHE Ha Pa3pelleHUEeTO BIUCBA B PErucThpa 1Mo wi. 81 garaTta Ha IpeKpaTsBaHE Ha pa3pelIeHUETO Ha
ThproBena 1o 4i. 78.

(3) UsnpiHUTEMHATA areHIMS 10 JIEKapCTBaTa BIUCBA B PETUCTHpa Mo 4. 81 nataTta Ha mpekpaTsBaHe Ha AEHHOCTTa
Ha Jidara mo wi. 78a.

Ya. 81. (Mzm. - [IB, 6p. 54 ot 2012 1.) UsmbaHuUTENHATA areHIUS 11O JIEKapCcTBaTa BOAM PETUCTHP HA JUIIaTa 1Mo Wwi. 78
u 78a, KOUTO ChABpPIKA!

1. (u3m. - [IB, Op. 54 ot 2012 1.) HOMEp U AaTa Ha pa3peIIeHUETO 3a THPrOBUS Ha €IpO C MEAULIMHCKA U3Ae/nsA 3a
nuuyata no yn. 78;

2. (u3m. - [IB, 6p. 54 ot 2012 1.) ume, cenanuiie u ajpec Ha ynpaBJIeHHE Ha JIuIara mo wi. 78 u 78a;
3. (u3m. - 1B, 6p. 54 ot 2012 r.) nata Ha MpeKpaTsABaHEe Ha Pa3peIIeHUETO 1Mo Wi. 79, an. 2;

4. (m3m. - IB, 6p. 54 ot 2012 r.) agpec Ha NOMENIEHUATA 33 CbXPaHEHNE Ha MEMIIMHCKU U3 ENNSA;
5. (m3m. - 1B, 6p. 54 ot 2012 r.) ume u axpec Ha JmIaTa mo 4i. 78, aim. 2, T. 2;

6. (u3m. - JIB, 6p. 54 or 2012 r.) cnuMCbK Ha KaTeropuMTe MEIMLUHCKH U3JENNSl, C KOUTO Ce W3BBbPLUBA
TbproBsus;

7. (HoBa - /1B, Op. 54 ot 2012 1.) npoMeHHU MO BIIUCAHUTE OOCTOSATEIICTBA.

Ya. 82. (1) (Usm. - IB, 6p. 54 or 2012 1.) TeproBunTe ¢ MEAULMHCKA U3/, KOUTO U3BBbPLUBAT TbproBuUs
Ha TeputopusiTa Ha Penybnuka bbnarapus, ca ANbXHWM Aa TbpryBaT CcaMO C MeAULMHCKU
n3aennd, Ha KOUTo CpoKbT Ha NOAHOCT HE € U3TEKDLJT U UMaT.

1. Hanecena "CE" MapkupoBKa B CbOTBETCTBUE C U3UCKBAHMATA HA Wil 15
la. (HoBa - [IB, Op. 54 ot 2012 r.) HaHECEH MApPTUJICH/CEPUEH HOMEP BBPXY OMAKOBKHUTE, KOTATO € MPUII0KUMO;

2. (u3m. - /1B, 6p. 110 ot 2008 1., 6p. 38 oT 2015 1., B cuma ot 26.05.2015 r.) HaHEeCceH UICHTU(DUKAIIMOHEH HOMED Ha
HOTU(UUHpPAHUS opraH mo 4wi. 63, an. 4, Korato MpOIEIypUTe, ONMpEACIICHN B HapeaOute mo wi. 18, m3ucKBaT
HAHACSHETO MY

3. HaHECeHW HAaMMEHOBAHWE W aJpec Ha yImpaBJeHUE Ha MPOU3BOAUTENS W/WIIM YITHIHOMOIICHUS TPEICTaBUTEN U
BHOCHTEIIS,



4, HHCTPYKIUA 34 YHOTpe6a, C UBKIIIOYCHUEC HA U3CINATA, 3d KOUTO TOBA HC € MTPCABUJICHO B 3aKOHA.

(2) (M3m. - B, 6p. 54 ot 2012 r.) JIunarta nmo an. 1 ca IBKHHU JAa MOJIbpPKAT MOMEIICHUATA 32 ChXpPAaHEHUE Ha
MCIMIMHCKH U3AeJINd, KOrato pa3nojiarat C TakKmBa B CbOTBETCTBME C WU3NCKBAHUATA 3a
CbXpaHeHME 3a CbOTBETHUA BUA U3 AEJTUE, OonNpeaesieHn OT Npon3BoanTENA.

(3) (M3m. - B, 6p. 54 ot 2012 1.) TeproBuuTe Ha €ApO C MEAMLUMHCKA U3AENUS OCUIYpsiBaT U NOAAbPXKAT
JIOKYMEHTMpaHa cucteMa 3a npocneasBaHe 6e30MacHOCTTAa Ha MeAUUMHCKUTE u3genus,
MycHaTM Ha na3apa, M 3a 6/oKMpaHe U U3TernsiHe OT Ma3apa Ha MeAUMUMHCKUTE mn3aenuvs,
nokKas3aJjiu HeCbOTBETCTBME C U3UCKBAHUATA 3a 6@30MacHOCT MO CMUCH/IA HA rnaBa ceama.

(4) (M3m. - 1B, Op. 54 ot 2012 r.) KpM mokymMeHTanusTa 1mo aj. 3 ce ChbXpaHSABAT MApTUAHHUTE CEPTUPUKATH HA

MEMIUHCKUTE U3efINg 3a CPOK 5 roAuHU U ce NpenocTaBAaT Npu NOUCKBAHE Ha A/TbXHOCTHUTE
nvua no 4n. 86, an. 2.

(5) U3m. - IB, 6p. 54 ot 2012 r.) JInnara no azn. 1 ca JUIb)XKHU J1a CbXpaHIBaT MEAULIMHCKUTE U3AE/IUA C U3TEKDBI

CpPOK Ha roaHocT, 6J'IOKVIpaHVITe W/ Vnn mn3terneHnTe MeauUMHCKU n3genuns Ha onpeaesnieHo 3a
LUeNTa MACTO C Tpal\;1HO curHanHo ob6osHaveHune ao npeaocCtaBdaHETO MM Ha Npon3BoauUTENA UITN
A0 YHULLOXaBaHETO UM.

Ya. 83. (Hom. - IB, 6p. 41 ot 2009 r., B cuna ot 2.06.2009 ., 6p. 110 ot 2008 1., u3m., 6p. 54 ot 2012 r.) (1) JIunara
10 4j1. 77 MOraT ia U3BBPIIBAT THPrOBCKH CJIENKH C MEIULIMHCKE U3AE/INA MPU CNa3BaHe Ha U3UCKBAHUATA
3a TAXHOTO CbXpaHEHUE N Pa3NpoOCTpaHEHUE CbC.

1. Ipyru THProBIM HA €IPO MO CMUCHIIA HA TO3H 3aKOH;

2. (u3m. — JIB, 6p. 14 ot 2016 1., B cuna ot 19.02.2016 r.) teueOHU 3aBeieHUs MO 3aKOHA 3a JICUeOHUTE 3aBEACHUS U
BETEPUHAPHOMETUITMHCKH 3aBECHHS 110 3aKOHA 3a BeTepHHAPHOMEIMITUHCKATA JICHHOCT;

3. 3ApaBHM 3aBefeHus o wi. 21, an. 2, T. 1, 3 u 4 u an. 3 ot 3akoHa 3a 37ApaBETO;
4. BeTepUHAPHOMEAUILIMHCKUTE allTeKH;
5. Iporepuu;

6. Jina, KOuTo I/I3B'pr_IBaT I[eﬁHOCTPI 10 Hpe[[OCTaBSIHe Ha IIOMOIIIHHU CpeI[CTBa, HpI/ICHOCO6JIeHI/I$I nu C’bOp’b)KeHI/I}I 158
MEMIMHCK U3AE/IUA 3@ XopaTa C YBpeXAaHuss no 3akoHa 3a MHTerpauuMs Ha xopaTta C
yBpexaaHus;

7. Jimga, MmpuTe)KaBallld ThPTOBCKA O6eKTI/I, B KOUTO CC IIpejiarat OIPCACIICHHU CBC 3allOBCA HAa MHUHUCTBpPA Ha
3/IpaBCOIIa3BaHCTO MJIM Ha OIIPAaBOMOIICH OT HCTO 3aMCCTHUK-MUHUCTBP MCIUIIMHCKH N3 OETTINA,

8. O6IIII/IHI/I, OpraHv Ha Abp’KaBHATa BJIACT U AbpPKaBHU MHCTUTYLHHUH, KOUTO IPOBECKAAT MPOUCAYPH 3a Bb3JIaraHc Ha
06IH€CTBCHI/I ITOPBYKHM 3a JOCTaBKa Ha MCIMIIMHCKU U3 OEJ1UA,

9. yueOHU 3aBe/IeHUS;

10. M, KOUTO ca B MPOIEAypa MO U3rPaKIaHe U 00OpyIBaHE Ha OBJCHM JICYCOHU M 3/PaBHU 3aBEACHUS, CIIE]
MOJIy4aBaHETO Ha pa3pellicHHE 3a CTPOSK MO pe/ia Ha 3aKOHa 3a YCTPOMCTBO HAa TEPUTOPUSTA.

(2) MUHHCTBPBT Ha 3/PABEOITA3BAHETO OIMPEILISI ChC 3aMOBEl METUIIMHCKATE n3pennda, Kouto morart ga ce
npoaaBaT B TbproBckute obektn no an. 1, 1. 7.

Y. 83a. (Hos - /IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1.) (1) JIeueOHuTE 3aBeIcHUS 32 OOJHIUYHA TOMOIIl MOTAT
Ja U3BBPIIBAT THPTOBCKM CACIKM C MCIMIIMHCKH N3AEe/TUA CaMO 3a HYXAUTE Ha CBOUTE NMauUMEHTWU.

(2) MemuuunckuTe U34E€NMUS, KOUTO MOraT Aa 6baaT npeaMeT Ha TbProBCKM cAenkum no an. 1, ce
onpeaensaT ¢ Hapeabata no yn. 30a.



Y. 836. (Hos - /IB, 6p. 54 or 2012 1.) (1) JInmata mo wi. 78 u 78a moaabpxaT nHOOPMALIHS U ChXpaHsSBaT
JIOKyMEHTAITUS 3a:

1. 3aKyllcHO H IpOAAACHO KOJHWYECTBO IIO BHAOBC MCIMIMHCKM U3AeSINHG, AaTa Ha NOKynKata Ww
npoaa>K6aTa, CKnaagoBa HaAJIMYHOCT, rnaptmaeH HOMEP M CpoOK Ha NrOAHOCT,

2. UMETO U aZpcCa Ha YNpaBJICHHUC Ha JIMIaTd, OT KOUTO Ca 3aKyllUJIM W Ha KOUTO Ca mpoAaikd MCIUIHHCKUTC
n3penus;

3. HOMep W JaTa Ha W3/laBaHe Ha JOKYMEHTa, YIO0CTOBEpsBall MPAaBOTO 3a M3BBHPIIBAHE HA THPIrOBHUS HA €IpO Ha
Juiara mo wi. 77, v JaHHH, UASHTUQUIIUpAIIM OpraHa, U3/1ajl JTOKyMEHTa.

(2) JIunara mo ui. 83, an. 1, 1. 3 - Su 1. 7 - 10 mogawspkat uHGOpMaIus 3a:

l. 3aKymeHO KOIMYECTBO IO BHUJIOBE MEIUIMHCKA W3JEeSNSA, AaTa Ha NoKynkaTta v npoaaxbaTa,
CKnaagoBa HAJIMYHOCT, naptmaeH HOMEpP U CPOK Ha FrOAHOCT,

2. UIMETO W ajJpeca Ha YIpaBJ€HHE Ha JHUILETO MO 4. 77, OT KOETO ca 3aKymHJIM MEAULNHCKA nspennd, u
AaHHUTe no an. 1, T. 3.

(3) JIunata mo ui. 83, an. 1, 1. 2 u 6 moaabpkat UHQopMaIus 3a:

1. 3aKyIeHO KOIMYECTBO 110 BUIAOBE MEIMIIUHCKH n3aennda, Aata Ha MOKyrkKaTa, CKjlagoBa HAJIMYHOCT,
naptmaeH HOMeEpP M CpoK Ha rogHOCT,

2. UMETO M ajJpeca HAa YNPABJICHUE HA JIMIETO MO WI. 77, OT KOETO Ca 3aKyWIM MEIULIMHCKH WU3AENUSA, U
AaHHUTe no an. 1, 1. 3;

3. JIMIC, HA KOCTO Ca Hpe,HOCTaBI/IJ'II/I/HpI/IJ'IO)KI/IJ'II/I MCIUIIMHCKOTO I/IB,Z[eJ'II/Ie/I/I?»I[eHI/IH.

Y. 84. (M3m. - JIB, 6p. 54 o1 2012 1.) (1) JAnbKHOCTHUTE NUIIA TTO Wi. 86, ai. 2 U3BBPIIBAT IJIAHUPAHU U BHE3AIMHU
MIPOBEPKH B MIOMEICHUATA 332 ChbXpaHEHNE U THPTOBUSI C MEIUIIUHCKH U3AE/NA.

(2) AnpxHOCTHUTE M1 IO ajl. | MoraT Ja u3HMCKBaT, IPOBEPSIBAT U MPABST KOMUSA HA JOKyMEHTAIUsTa 10 4. 82, aj.
3 1 mo wi. 830, KakTo M J1a B3eMaT 00pa3iu u MPOOH OT M3EIHATA IIPH YCIOBHUATA 0 4. 93, ai. 3.

(3) Koraro IIpU MpOBEpKaTa c€ yCTaHOBH, Y€ MEAULUUHCKUTE U34E/IUA HEe OTroBapAT Ha U3UCKBAHUATA Ha
yn. 82, an. 1, 1. 1, 1a, 2 vam 3 uvanm ca C U3TEKb/T CPOK Ha FOAHOCT, WU3NbAHUTENHUAT
avpekTop Ha WAJ1 pasnopexaa cbC 3anoses 6nokupaHe w u3TernsiHe Ha wusgenusaTta oT
nasapa u/wunmn TAXHOTO YHMLLOXaBaHe.

(4) HpI/I YCTAHOBABAHC HECCHOTBETCTBUA HA TIOMCIHICHHATA 3a CbXPAaHCHUEC U ThbpPIrOBUsA C H3UCKBAHUATA, OIIPCACICHHU OT
MNpOU3BOAUTCIIA 3a CBOTBCTHOTO M3ACIHC, JIB)KHOCTHUTC JIMIA 110 all. 1 AaBaT IMpCANUCAHHA H CpPOK 3a
OTCTPAHABAHETO UM.

(5) Korato mpu mpoBepkaTa ce YCTaHOBH, Y€ B CHCTeMara 1o Wi. 82, ai. 3 Wik B JOKyMEHTaIuATa 1mo 4. 836 uma
HEM'bJIHOTU UJIM HETOYHOCTH, JUTbKHOCTHUTE JIMLIA 110 ajl. 1 JaBaT mpeAnucanus U CPOK 32 OTCTPAHSIBAHETO UM.

(6) Korato HecbOTBETCTBUATA, HEM'BIHOTUTE UM HETOUHOCTUTE HE ObJAT OTCTPAaHEHHW B CPOKOBETE IO al. 4 u 5,
JUI'B)KHOCTHUTE JIMIA 10 all. 1 MpeicTaBAT CTaHOBUIIE OO M3NBIHUTENHMS aupekrop Ha MAJL ¢ mpemioxenue 3a
OTHEMaHE€ Ha pa3pellEeHUETO 3a THProBUs HA €1po, a 3a JILara 1o 4wi. 78a - 3a1M4aBaHe OT perucrspa mno wi. 81 u
3aKpMBaHE Ha IOMEILEHUTA UM 32 CbXpaHEHUE U ThPTrOBUSL.

(7) 3amoBeauTe Ha u3NBIHUTENHUS aupekrop Ha MAJI mo am. 3 m 6 moraTr ga ce oOxkaiBaT TO pena Ha
AJIMUHUCTPATUBHOIPOLIECYATHU ST KOACKC, KATO 00’KAIBAHETO HE CITUPA U3ITBIHCHHUETO UM.

Y. 85. (M3wm. - /1B, 6p. 54 ot 2012 r.) M3mbiHUTENHATA areHIIN 10 JIEKapcTBaTa HH(OpMUpa peryJaTopHUs OpraH Ha
JpyraTa IbpKaBa 4iICHKa WM Ha Apyrata abpxkasa - cTpaHa no CrnopasymeHHneTo 3a EBponeiickoTo MKOHOMHYECKO
npocTpaHcTBo, WK Ha KoHdenepauus [Beiiapus, u3nan J0KyMeHTa, yAOCTOBEPSIBAIL IPABOTO 32 U3BBPIIBAHE HA
THPrOBHUS Ha €IPO C MEMMIMHCKA U3EeNMNs, 3@ YCTAHOBEHW HapyLUEHUSA NMPU TbproBus Ha eapo C
MeANUNHCKM n3agenusa Ha TeputopusTta Ha Penybnuka Bbnrapus n npegoctaBs nHdopmaums



rnpuv NoOUCKBaHe 3a nuuaTta no 4ya. 78.

I'nmaBa mecra
HAJI3OP HA ITA3APA

Y. 86. (1) (Hom. - JIB, 6p. 84 oT 2012 1., B cuna ot 2.01.2013 r.) Ham3opsT Ha mazapa ce U3BBPIIBA, 32 J1a CE OCUTYPH
CHOTBETCTBHETO HAa MEAMLIHMHCKATE M3AEeNINs, MNyCHATUM Ha nasapa W/Wau nycHatu B AeUcTBue, C
M3NCKBAHMATA Ha 3aKOHa U Ha Hapenbute no 4n. 18 OT TO3M 3aKOH U/MIK Ha rnasa neta "a"
M Ha Hapepbata no uyn. 214, an. 1 oT 3akoHa 3a 3awuTa OT BPeAHOTO Bb3AEUCTBME Ha
XUMUYHUTE BELLECTBA U CMECH.

(2) HamzopbT Ha mazapa Ha Teputopusara Ha PemyOnmmka bwiarapust ce ocwmectBsiBa ot MAJI upe3 mHCHekTopu u
EKCIIEPTH, ONPEICTICHU ChC 3aM0BE] HA U3II'BIIHUTEIHUS JUPEKTOP.

Y. 87. (1) HanzopbT Ha mazapa ce U3BBbpIIBA UPE3:
1. mpoBepKM Ha U3ETHATA, ITYCHATH HA Ia3apa W/WiM IyCHATH B AeHCTBUE;
2. B3eMaHe Ha 00pa3Iy Wik TpoOu OT U3ASIHATA U U3MUTBAHETO UM.

(2) IBnuTBaHeTO HAa MENMIIMHCKATE U3AEJINS HE MOXE [a Ce M3BbPLUBA OT HOTUMMUMPAHUTE OpraHu,
ydacTBasn B OLEHSABAHETO Ha CbOTBETCTBMETO Ha CbLUUTE U3AENNnS.

Y. 88. IIposepkuTe Ha MEIMLIMHCKUTE U3ENUSA, MYCHATX Ha Nasapa W/wiun nycHat B AeNCTBUE, Ce
M3BBbPLUBAT MO:

1. mpeABapUTENHO YTBBPJEH TOJIMIICH TIJIaH 32 HA/I30p Ha Mmasapa Mo Tpylnu MEAUIMHCKA U3 Oennst CbOTBETHO OT
U3NbaHUTENHUA anpekTop Ha NAJT, n

2. CUTHaIH OT APYrd KOHTPOJIHU OpPraHu | 1o I/IJIGHTI/I(I)I/II_II/IpaHI/I IMUCMCHU CUTHAJIN OT I'pakKaaHu.

Y. 89. (M3wm. - /1B, 6p. 54 ot 2012 r.) JInnara mo 4. 86, ajn. 2 u3BbpIIBAT MPOBEPKH B 0OEKTUTE 1O Wwi. 83, an. 1, T. 2
- 7, KaKTO ¥ B TPOHM3BOJCTBEHUTE IMOMEIICHUS W B TOMEIICHUATA 332 ChXPAaHEHHE W THPTOBHUS HA METUIIMHCKA

nsgenusa no 4n. 78, an. 2 n un. 78a.

Y. 90. (1) (Ilpeauien texct Ha wi. 90 - JIB, 6p. 110 ot 2008 r.) JIuniara o ui. 86, an. 2 mpoBepsiBar 3a:
1. Hannuue Ha "CE" mapkupoBKa 1 3a CbOTBETCTBUETO M C M3UCKBAHUATA HA 3aKOHA;

2. (u3m. - JIB, 6p. 110 ot 2008 r., 6p. 38 or 2015 r., B cunma ot 26.05.2015 1.) uaCHTHPUKAIMOHEH HOMEp Ha
HOTU(UUIHpPAHUS opraH 1o 4wi. 63, an. 4, Korato MpOIEIypUTe, ONMpEACIICHH B Hapeadute mo wi. 18, m3uckBar
HAHACSIHETO MY

3. HaIM4YMe Ha UHCTPYKIUA 32 ynoTpeda U ChOTBETCTBUE Ha CHABPKAHUETO U C M3MCKBAHUATA HA HApPEIOUTE MO Y.
18 , ¢ u3KkIrOUEeHME Ha U3AenusaTa mo wi. 2, ai. 1, T. 3 , monagauM B kiac I u kiac Ila, ako mMoraTt ga ce M3MOJ3BaT
Oe3omacHo 0e3 MHCTPYKIIUS 32 ymoTpeoa;

4. (u3m. - JIB, 6p. 110 ot 2008 r.) HaTM4YMe Ha €TUKET M ChOTBETCTBHE HA CHIBPIKAHUETO MY C M3MCKBAHUATA HA
HapenouTe 1o ui. 18;

5. Hagu4dme BBPXYy MCAWIMUHCKOTO HM3ACIUME HAa HAMMCHOBAHUEC M aJpCeC Ha YINPABJICHHUC Ha IMPOU3BOAUTCIIA WA
YII'BJIHOMOIICHU A ITPECACTABUTCIT U BHOCUTCIIA,

6. CpPOK Ha TOJJHOCT Ha METUIIUHCKOTO H3JICIHCE;
7. (ot™. - [IB, 6p. 110 ot 2008 1.).

(2) (Homa - IB, 6p. 110 ot 2008 r.) JInmara mo 4. 86, ai. 2 npoBepsiBaT 3a Clia3BaHETO HA U3UCKBAHETO Ha 4. 27, a.



1 mun. 28, an1. 1 u6.

Y. 91. (1) Koraro npu nposepkara Jiiara 1mo 4i. 86, aj. 2 yCTaHOBST, Y€ MEIAUIMHCKATE U3Ee/INS ca MyCHaTu
Ha nasapa wu/unm ca nycHa™ B gencteue 6e3 "CE" mMapkumpoBKa WM C M3TeKb/l CPOK Ha
rOAHOCT, T€é U3rOTBAT CTAHOBULLE A0 M3MbJHUTENHUA AupekTop Ha WAJ1 c npeanoxexHue 3a
n3gaBaHe Ha 3anoBej 3a 6J'IOKMpaHe N U3TErNAHE Ha N3JEJTIMETO OT Na3apa.

(2) (U3m. - IB, 6p. 110 ot 2008 1.) KoraTo mpu mpoBepkara Juimara mo 4wi. 86, ai. 2 yCTaHOBST, Y€ MEIUIIMHCKUTE
n3aenns ca nycHatu Ha nasapa u/unm ca nycHatM B aencteue 6e3 MHCTpyKUuMs 3a ynoTpeba
VI/VI}'IVI 6e3 eTukeT nnu CbAbpXaHMETO Ha €TUKETa HE € B CbOTBETCTBUE C MU3NCKBAHUATA Ha
Hapeabute no un. 18, n/unu BbLPXY U3AENETO HE Ca HAaHECEHM HAMMEHOBAHWETO U aApechT
Ha YynpaBJaeHUE Ha rnpomssoamTeEnda WM Ha YNbJHOMOWEHNA MYy nMNpeactTaBuUTE/Zl U HaA
BHOCUTENA, TE€ A[AaBaT npeanncaHne Ha npoumssoaunTenda WM Ha HErosmda Yynb/IHOMOLUEH
npeacTaBUTEN CbC CPOK 3@ OTCTPAHSABAHE Ha KOHCTATUPAHOTO HapyLUEHME.

(3) Koraro Hapymenuero mo ai. 2 He ObAe OTCTPAaHEHO B TOCOYEHHUS CPOK, JHIaTa MO 4. 86, aja. 2 H3TOTBAT
CTaHOBHIIE 10 M3MBIHUTENHHS Aupekrop Ha MAJl ¢ mpemnokeHue 3a HW3[aBaHE HaA 3amoBeja 3a ONOKUpaHE U
U3TErVIsTHE Ha U3ETTUETO OT Masapa.

(4) (U3m. - IAB, Op. 110 ot 2008 r.) Koraro u3ncksanero Ha wi. 90, an. 1, T. 2 He e U3NBJIHEHO WM HaHeceHaTa
MapKUpOBKa HE ChOTBETCTBA HAa M3MCKBAHMUATA Ha Wwi. 15, unu uma cebMmHeHue, ye "CE" mapkupoBkaTta € HaHeceHa
HEIMPaBOMEPHO, JINIIaTa Mo wi. 86, ai. 2 U3UCKBAT OT IPOU3BOAUTENS UM OT HETOBUS YITBIHOMOUIEH MPEICTaBUTEI,
WJIA OT BHOCHUTEIIS J]a UM TIPEACTaBU B Cpok 10 JHU OT J1aTaTa Ha yBEIOMSIBAHETO:

1. JCKIapanus 3a CbOTBECTCTBUC,

2. TexHUYeCKaTa JOKyMEHTaluus 1o wi. 14, an. 1.

Y. 92. (1) JIunara o ui. 86, an. 2 U3roTBST CTAHOBUIIE 10 U3N'BJIHUTENHUS qupekrop Ha MAJI, koiiTo n3nasa
3aroBej 3a OJOoKUpaHe u 3a0paHa Ha pa3NpOCTPAHEHUETO Ha U3/ICITUETO, aKo B cpoka 1mo 4. 91, an. 4 He Obp1at
MPEJICTAaBEHHU JICKIapalusiTa 3a CbOTBETCTBUE M TEXHUYECKaTa JOKYMEHTAI[Us1, OCBEH B CIydauTe, KOTaTo CPOKBT 110
ui. 14, ain. 3 € U3TEKbII.

(2) B 30-1HEeBeH Ccpok OT maTaTa Ha BpbYBAaHE Ha 3allOBEATA MO aj. | MPOU3BOAMTENST, HETOBUST YITHIHOMOIICH
MPEJACTaBUTEI UM BHOCUTENAT € JUThKEH J1a U3TETIM U3EJIUETO OT ma3apa.

Ya. 93. (1) (U3wm. - IB, 6p. 110 ot 2008 1., mom., 6p. 84 ot 2012 1., B cuna ot 2.01.2013 r.) Korato nipu npoBepkara Ha
TeXHUYECKaTa IOKyMeHTalus no wi. 14, ain. 1 u Ha aexnapanusira 3a CbOTBETCTBHE 1o Wwi. 91, an. 4, T. 1 Bb3HUKHAT
CBMHEHHWSI, Y€ U3/ICTUETO HEe CHhOTBETCTBA HA CHICCTBEHUTE U3UCKBAHUS, ONIPEICTICHU B HapeaouTe mo wi. 18 ot To3u
3aKOH W/WJIM Ha TiaBa mera "a" u Ha HapenOara mo wi. 211, ain. 1 ot 3akoHa 3a 3ammTa OT BPEHOTO BB3ACUCTBUE HA
XUMUYHUTE BEIIECTBA U CMECH, JIMIaTa 1Mo wi. 86, aj. 2 B3eMaT o0pa3iy Uik MPOOH OT U3EIUETO 32 U3MUTBAHE.

(2) MsnuTBaHeTo ce M3BBHPIIBA B akpeAWTHUpaHa Jiaboparopusi or M3mbnnutenna areHius "bbiarapcka ciyxOa 3a
akpeauTanusa" WM B JlabopaTopus, akpeIuTHpaHa OT OpraH Ha Jbp)kKaBa YieHKa WJIM JIbpxkaBa oT EBpomeiickoTo
MKOHOMMYECKO ITPOCTPAHCTBO.

(3) (Uzm. - AB, 6p. 82 ot 2009 1., B cuna ot 16.10.2009 1., 6p. 14 ot 2015 1.) YcnoBusita U penbT 3a B3eMaHE Ha
o0pasuu ¥ mpodu OT MEAULMHCKH U3AENUS 3@ U3NUTBAHE Ce onpeaensaT C Hapeaba Ha MUHUCTbpa
Ha 34paBeona3BaHEToO N MMHUCTbPa Ha MKOHOMUKaATA.

(4) Ilpu ocmnopBaHe Ha pe3ylTaTUTe OT W3BBPLICHUTE JAO0OPATOPHM U3MUTBAHUS MPOU3BOAMUTENAT HUIU
YI'BIIHOMOILEHUSAT My IpeAcTtaBuTeln npeacrass B MAJI nmucMeHo nckaHe B 7-THEBEH CPOK OT JaTaTa Ha IOJydaBaHe
Ha pe3yiTara OT I'bPBOHAYAIIHOTO U3MUTBAHE 32 U3BBPIIBAHE HA IOBTOPHO U3NUTBAHE.

(5) IloBTOpHOTO M3NMUTBaHE MO ajd. 4 ce HM3BBPIIBA OT EKCIEPTH, KOMTO HE ca Y4acTBajdd B I'bPBOHAYATHOTO
M3IUTBaHE.



Ya. 94. (1) B cnyqante no wi. 93 uznbaautenuusat aupekrop Ha MAJI uznasa 3anoBes 3a BpEMEHHO CIIMpaHe Ha
pasnpoCTpaHEHUETO UJIH ynoTpedaTa Ha KOHKPETHOTO U3/eTHeE.

(2) Komnue ot 3al1oBCATa 110 ajl. 1ce BPpbUBa HA MPOU3BOJUTCIIA UJIM HAa HCTOBUA YII'BIIHOMOIICH ITPCACTABUTCII, UJIX HA
BHOCHUTCIIA.

Y. 95. Koraro nurara o 4i. 86, ajn. 2 yCTaHOBST, Y€ HECHOTBETCTBUETO ChC CHIIECTBEHUTE M3UCKBAHUS MOXKE J1a Ce
OTCTpPaHU, U3rOTBSAT CTAHOBULIE 10 U3NBJIHUTENHUA qupekTop Ha MAJI n naBar npeanucanue ¢bC CpoK, ChITIACYBAH C
HpOI/I?:BOIII/ITCJISI HNJIN HETOBU A YH'I)HHOMOIIICH HpeI[CTaBI/ITeJI, 3a I/I3B’prHBaH€ Ha H€O6XOZ[I/IMI/IT€ KOpI/IFI/IpaH]I/I I[GflCTBPISI
WJIH 32 II'BJIHO OLIEHSABaHE ChOTBETCTBUETO HA U3ENNETO ChC CHIIECTBEHUTE U3UCKBAHUS.

Y. 96. (1) Korato nuuara mo ui. 86, ajn. 2 yCTaHOBST, Y€ HECHOTBETCTBUETO ChC CHIICCTBEHUTE U3UCKBAHUS HE MOXKE
Jla c€ OTCTPaHM, T€ U3TOTBAT CTAHOBUILE O U3N'BIHUTEIHUS qupekTop Ha MAJL.

(2) Wnwnautenuust gupekrop Ha MAJI Bb3 ocHOBa Ha CTaHOBHILETO MO ai. | w3gaBa 3amoBen 3a OJOKUpaHe U
3abpaHa 3a pa3poCTPaHEHUETO WM yoTpedaTa Ha U3ETHETO U pa3nopesk/a U3TENIIHETO My OT naszapa B 30-1HeBeH
CpPOK OT JIaTaTa Ha BPhYBAHETO i HA IPOU3BOAMTES VIIH HA YITHTHOMOIICHUS MYy ITPEJICTAaBUTEN M Ha BHOCUTEIIS.

(3) M3nbaHuTenHATa areHUMs IO JIeKapcTBaTa YBEJAOMSBA PETYJaTOPHUS OpraH Ha JAbp)KaBaTa 4IEHKA, B KOSITO
MPOU3BOJAUTEIIAT UM YITBIHOMOILCHUAT MY IIPEICTaBUTEN U BHOCUTEIST € YCTAHOBEH, 3a 3all0BE/TA MO all. 2.

Y. 97. 3anoeaute 1o wi. 92, an. 1, wi. 94 , uin. 96, an. 2 u wi. 99, an. 1 moxe aa ObAaT 00KaIBAHU 1O pelia Ha
AJIMHUHUCTPATHBHOIPOIIECYATHHS KOJCKC, KaTo jkajndaTa He CIIMpPa U3ITBbIHESHUETO.

Y. 98. (1) Koraro cnen uznutaneTo no wi. 93 ce ycraHOBH, Y€ MEAULIUHCKUTE U3AEe/INA HE CbOTBETCTBAT Ha
CbleCTBEHUTE UBNCKBAHUA, pa3XoanUTeE 3a B3EMaAHE Ha 06pa3LI,VI nn I'Ip06l/| 3a n3nnTtBaHe Ca
3a CMEeTKa Ha npounssoaunTend, Ha ynbJiHOMOWEHUA NpeacTaBuUTen Wi Ha BHOCUTENA.

(2) Koraro cnen usnutBaHeTo nmo wi. 93 ce ycraHOBHM, 4e MEAMIMHCKATE KU3AEeSIMA CbOTBETCTBAT Ha

CbLECTBEHUTE U3NCKBAHMS, pa3XxoauTe 3a B3eMaHe Ha obpasum mnm npobu 3a manuteaHe ca
3a cMeTka Ha UAIJ.

Y. 99. (1) (U3m. - IAB, 6p. 110 ot 2008 r., gom., 6p. 41 ot 2009 r., B cuna ot 2.06.2009 r.) MUHUCTBPHT Ha
37paBEOIIa3BaHETO UM OMIPABOMOIICH OT HETO 3aMECTHUK-MUHUCTHP, 10 MOTUBUPAHO MPEIOKCHUE HA
M3ITBIHATETHUS qupekTop Ha MAJI, koraTto ToBa € B MHTEpeC Ha OOIMIECTBEHOTO 3/IpaBe W/MIIH ce Haylara 3a
M3IBITHEHNE Ha HAI[MOHATHATA 3/[paBHAa MOJIMTHKA, MOKE ChC 3aII0OBE]] BPEMEHHO Ja:

1. 3a0paHu IMycKaHETO Ha Ia3apa /M IYCKaHeTO B JICHCTBUE, HITH
2. 3a0paHu pa3npoOCTPAHEHUETO, UITH
3. orpaHuuu 0OXBaTa Ha JACHCTBHE, HIIH

4. HAJIOXU JOITBJTHUTEIIHN U3UCKBAHMS 32 TYCKAHETO Ha IMa3apa W/WJIA MYCKaHETO B JCHCTBHE HA JAJACH BU]I U3ICITHE
WITU TpYIIa U3ACTHsI.

(2) (Hom. - JIB, 6p. 110 ot 2008 1.) B cnydaute mo an. 1 MAJI undopmupa EBponeiickaTa KOMUCHS U PEryIaTOPHUTE
OpraHd Ha JbPKAaBUTC WICHKH W PETYIaTOPHUTE OpPraHW Ha JIbpXKaBUTE OT EBPONMEHCKOTO HKOHOMHYECKO
MPOCTPAHCTBO 3a 3aM0BE/ITa, MOTUBHUTE 32 Hes U MIPEANPUETUTE MEPKHU.

Y. 100. (1) JInuara mo wi. 86, an. 2 ce 3acTpaxoBar 3a cMeTka Ha Oroxeta Ha MAJI cpelty 37101moiyKa, KOSTO MOXKe
Jla HACTBITN MPH WJIM IO TMOBOJI U3ITBIHCHHUE Ha CITY)KEOHUTE UM 3aIBJIKCHHUSL.

(2) (M3m. - IB, 6p. 98 ot 2010 r., B cuna ot 1.01.2011 r.) IIpu u3BbpBaHe Ha MPOBEPKU JHIATa MO Wi. 86, am. 2
MOTaT Ja MOHMCKAaT ChACHCTBHE OT pErHOHAlHATa 3/paBHA HMHCIEKUHS, OT OpraHuTe Ha MHHHCTEpCTBOTO Ha



BBTPCIIHUTC pa60T1/1 1 OT KOMIICTCHTHHUTC OpraHd Ha MCCTHOTO CaMOYIIPAaBJICHUC.

Yua. 101. VM3obaauTeTHATa areHIUs MO JIeKapcTBaTa MyONMKyBa Ha CTpaHMIATa CHM B MHTEpHET HMHQOpMaLUs 3a
H3JIeNHTA, 32 KONTO MMa M37ajicHa 3amoBey mo wi. 91, an. 1, 9m. 92, am. 1, 1. 94 m . 96, am. 2 .

Y. 102. JInuara o wi. 86, an. 2 ca IIEXKHH Ja:

1. He pa3mpocTpaHsBaT 00CTOSATENCTBA M (JAKTH, CTAHATIM UM H3BECTHH 110 BpEME Ha HJIM BHB BPh3Ka C U3ITBIHCHUE Ha
CITY’)KEOHUTE UM 3aTbIDKCHUS,

2. M3M0J3BAaT MOJTy4eHUTE JOKYMEHTH U HH(OpMaIIMs caMo 3a LIETUTE Ha Ha/l30pa Ha asapa;

3. ce NeruTUMUPAT MPU U3BHPILIBAHE HA IPOBEPKUTE.

I'naBa ceama
CHUCTEMA 3A YBEAOMSBAHE U OIEHSABAHE HA HHIIUJIAEHTH

Y. 103. (1) [TpousBomuTenaT € ATBKEH J1a Ch3AaZe U Ja MOJUIbpXka JOKYMEHTHpaHa CHCTEMa 3a IMpOcCie/sBaHe
0e30macHOCTTa Ha MPOM3BENCHUTE OT HETO MEIULIUHCKH U3JeNNs, NMyCHATM Ha nasapa W/vau nycHam B
NENCTBUE Ha TEPUTOPUATA HA AbPXABU YNEHKM, Ha AbpXaBu oT EBponenmckoto MKOHOMUYECKO
NMPOCTPAHCTBO M HaA TPETUN Abp>XaBWU, W [Aa pa3nojilara C MEXaHUM3MU 3a TpUnaraHe Ha
Heo6xoaAnMUTe KOpUrnpalwinm AENCTBUS.

(2) Cucremara no an. 1 ce npuiara 3a MEJUIIMHCKA N3OS
1. ¢ nanecena "CE" mapkupoBka;

2. xouto Hsamar HaHeceHa "CE" MapkupoBKa, KOraTo MHIMACHTHT WM MOTEHIUATHUAT UHIIUJEHT C TAX 110 CMUCHIA
Ha wi. 106, an1. 1 n 2 HayaraT U3BbpIIBaHE HA KOPUTUPALLM JEHCTBUS, TPUIOKUMU 32 U3AEIUA O T. 1.

(3) Cucremara He ce mpuiara 3a M3JeNusl, TpeAHa3HAYEHU 32 KIMHUYHU U3MUTBAHUS, U U3JEIUA 3a OLICHSBaHE Ha
IEUCTBUETO.

(4) Cucremata mo an. | BrIOYBa NMpoydyBaHe OE30MMACHOCTTA HA W3JETUATA IO all. 2, MyCHAaTH Ha Taszapa W/ Wik B
JICHCTBHE Ype3:

1. ceOupane, TOKyMEHTUPAHE U aHAIM3 HA ChOOIIEHHM 3a chOMTHA 1O Wwi. 105 OT MeMMUMHCKU CNeuuanncTm, oT

naunveHTn, OT uua, KOUTO M3BBbPWBAT WMHCTaNUpaHe, noaapbXKa WM KanumbpupaHe Ha
unsgenuata, n ot UAJ;

2. aHaJM3 Ha PE3yATATUTE OT JOMBIHUTEIHU U3MUTBAHUS HA U3JIENIHATA, U3BBPIICHH OT IPOU3BOAUTEIIS;
3. chOupaHe U TOKyMEHTHpaHEe U aHAIM3 Ha JaHHU OT HaydyHaTa JIUTepaTypa.

Y. 104. (1) (IIpenumen Texet Ha wi. 104, u3m. - JIB, 6p. 110 ot 2008 r., 6p. 54 ot 2012 r.) Jlekapute, JeKapuTe 1Mo
ACHTAJIHA MCIuIKHHA W Apyrn MeaunuunHCKM cneunannctm, wm nuvmudata, KOUTO OCbliecTBABaT
MHCTaInpaHe, nogapbXKa WIn KanM6pV|paHe Ha MeanUunHCKnTE wunspeinnd, cCa AONMbXHU
He3abaBHO ga cvobwasaTt Ha MAJ1 3a cbbutna no un. 105 B obektnte no un. 83, an. 1, 1. 2
OTHOCHO neyebHuTe 3aBeaeHUsa No 3aKoHa 3a neyebHuUTe 3aBeaeHuUs.

(2) (Homa - IB, 6p. 110 ot 2008 r.) Mi3mbaHUTENHATA areHIIK 110 JIEKapcTBaTa MPEA0CTaBs Ha TPOU3BOIUTENS UITH HA
HETOBUS YITHTHOMOIIICH MPEICTaBUTEN HHMOpPMAIUITA 110 ajl. | B CPOK TPH JHU CIIe MOTydaBaHETO M.

Y. 105. (1) pouzsogutensar yBeaomssa MAJI 3a Bcsika HEM3MPaBHOCT WIIM BIIOIIABAHE HA XapaKTepUCTUKUTE Ha
W3JIeNne, MPOU3BEICHO OT HETOo, U/UJIH Ha JICHCTBUETO MY, KAKTO U 32 HEII'bJIHA WJIM HETOYHA WH(POPMAITUS BEPXY
eTHKeTa UM B MHCTPYKIIUATA 32 YIIOTpeOa, KOETO € MPUYUHUIIO CMBPT UITU CEPUO3HO YBPEKIaHE Ha 3/IpaBETO UK OU



MOIJIO Jia MPpUYUHHA CMBPT UJIM CCPUO3HO YBPCIKAAHE Ha 3PABCTO HA MMALIUCHT, MCAUIIUHCKHU CNeunancTt naun
TpeTu nuua Ha TepuTopusaTa Ha Penybnuka bbarapus.

(2) Ilpowmseommtensar yBenomsiBa MAJI m 3a Bcska TEXHMYECKAa WM MEIUIIMHCKA TIPUYMHA, CBBp3aHa C
XapaKkTepUCTUKUTE WU JACUCTBUETO HA U3JEIUETO, KOSITO MOPaayd IPUUMHUTE, TOCOYEHH B al. 1, BOJU 10 CUCTEMHO
HU3TCITIAHE OT Imasapa Ha U3ACJIHUA OT €ANH U CbIU THUII.

Y. 106. (1) IpousBoautensr nogaBa B MAJI nespBoHavanen poknan mo odpaseir B 10-1HEBEH CPOK OT MOCTHIIBAHE
Ha uH(opMarus 3a ceouTHe Mo Wi. 105 , TPUYUHUIO CMBPT HIIA CEPHO3HO YBPEXKIaHE Ha 3[PAaBETO, HAPUUIAHO
MMO-HaTaTbK MHIIUIECHT.

(2) IpouszBomutensat momaBa B MAJI mbpBoHavasieH noknman mo obOpasenr B 30-7HEBEH CpPOK OT TOCTHIIBaHE Ha
nHpopmaIus 3a crouTre mo wi. 105 , koeTo € Mokeno Ja MPUYMHU CMBPT UIIM CEPUO3HO YBPEKIaHE Ha 3IIPaBETO,
MPEOTBPATCHU MOPaau OJIarompusTHO OOCTOSATEICTBO WJIM JIEKApCKa HaMmeca, Hapu4yaHO IO-HATaThK MOTEHITMATICH
WHIIMJICHT.

(3) (U3m. — 1IB, 6p. 38 ot 2015 r., B cuma ot 26.05.2015 r.) Korato WHIUAGHTHT WJIM MOTEHIIUATHUSIT WHIIUICHT
3acsira u3aenus ot knac lla, 116 nmm xac III, mnu uH BUTPO IMArHOCTUYHM MEIULIMHCKA U3Ae/IUA OT CMUCBK A
nnm CnncbK 5, ninm wm3pgenna 3a CaMoTeCTyBaHeE W € BbBb3HWUKHa/T B TpeTa AbpXaBa,
NMpon3BOANTENAT NoAdaBa B CpOKa Mno ail. 1 vnn 2 B AT MbpBOHA4YaJZIEH AOK/aA B ClydHYauTe,
KOrato HOTUUUMPAH opraH no 4a. 63, an. 4 e U3BbLPLIKA OLEHSABAHE Ha CbOTBETCTBMETO Ha
n3gesneTo, C KoeTo € CtaHa/l MHUMOEHTDLT.

(4) Korato UHOUACHTHT UJIN NMOTCHOHUAJHUAT MHIUIACHT 3acdra HU34CJIndAd OT Kiac I wnu un BHUTPO AUATrHOCTUYHHU
MEMIIMHCKA U3AEe/IUA, KOUTO HEe ca OT CNMUCbK A M CnUCbK b U He ca 3a caMoTecTyBaHe, U €
Bb3HMKHA/ B TpeTa AbpXaBa, Npou3BOAUTENAT nodaBa B cpoka no an. 1 wam 2 B UNAJ
NMbpBOHa4dasieH Aoknag B ClyydyauTe, KOrato MNpou3BOAUTENAT WM  YMbJAHOMOLUEHUAT My
npeacrtasuten e peructpupaH B MAJ1 no pena Ha rnasa BTopa.

Y. 107. KoraTo MHIUACHTHT WM MOTEHIMAIHUAT UHITUJCHT c€ IbKU Ha KOMOMHUpaHa yroTpeda Ha 1B WU
MOBEYE OTACITHU U3CIHS U/UTU Ha IPUHAJICKHOCTH, TPOU3BEACHU OT Pa3IMUYHU TPOU3BOIUTEIH, BCCKH
npousBoauten npeacrtass B MUAJI otaenen goknan mo wi. 106 .

Yu1. 108. [Ipons3BoauTensT yBeqoMsiBa HEMIOCPEACTBEHO CIIe/I ITOoydaBaHe Ha MHPOPMALIHs 32 HHIIUJCHT WJIH
NOTEHIMAJICH HHIU/CHT YITBIHOMOILCHUS CH TpencTaBuTeN 1o wi. 10, ann. 2 , ThproBena Ha epo ¥ HOTH(QUITNPAHUS
OpraH, U3BBPILMII OL[EHSBaHE HAa ChOTBETCTBUETO Ha U3/ICIUETO ChC CHIIIECTBEHUTE N3UCKBAHUSI.

Y. 109. (1) UsmeaauTENHATA areHITUS 110 JIeKapCcTBaTa MOTbpKa CUCTEMA 3a PETUCTPUPAHE, aHAIN3 U 0000IIIaBaHe
Ha MHIUJCHTHU U ITOTEHLIMAIHU HHIUACHTH C MEIUIIUHCKU U3Ae/TNS.

(2) M3mpiaHuTenHATa areHIUs MO JeKapcTBaTa MyONMKyBa Ha CTpaHMIIaTa CH B HHTEPHET pPBKOBOJCTBATa 32
npocyeasBane Ha 6e30MacHOCTTa Ha MEIMIIMHCKATE U3eNNs, u3JaAeHn oT EBponeickata KOMUCUS U OT
EBponeickaTa areHuus no nekapcraaTa.

Y. 110. (1) M3nbeanuTenHaTa areHIus o JeKapcTBaTa perucTpupa B cucremara no wi. 109, an. 1 nannure ot
I'bPBOHAYATHUS JIOKIA]] Ha IPOM3BOIUTEINS U OLIEHSBA MpeocTaBeHaTa MHGOpMaIusl.

(2) M3nenautennara arcHuus I10 JICKapCTBaTa OCBIICCTBsABA HAA30P BbBPXY ﬂeﬁCTBHHTa Ha IIPpOU3BOAUTECIIA II0
MNpOYYBAaHCTO HA MHIUJACHTA UJIM ITOTCHIUAJIIHHUA HHIIUACHT U MOXKEC J1a U31aBa NPCAINNCAHUA U YKa3aHU .

(3) Ilo Bpeme Ha mpoyyBaHETO HAa MHIMJACHTA WU MoTeHIUaTHUs WHIUAeHT UAJI cpaeiicTBa Ha MPOU3BOIUTEIS,
MpU HEOOXOIMMOCT, 32 OCBIIECTBSIBAaHE HA BPH3KA ChC:

1. HOTI/I(bI/H_II/IpaHI/IH OopraH, U3BbPHIUII OCHABAHC HAa CbOTBCTCTBUCTO,

2. peryjiaTopHd OpraHu Ha APYIU 3aCCTHATH IAbpPKABU YIJIICHKU WIIM ObpKABU OT EBpOHCﬁCKOTO MKOHOMHNYECCKO



MMpOCTPaHCTBO,

3. perynatopHd OpraHu Ha AbpPKaBU UICHKUA WU IbpkKaBU OT EBpOMENCKOTO MKOHOMHUYECKO MPOCTPAHCTBO 3a
JIEKapCTBEHU MPOIYKTH B CIydanTe HA UHITUCHTH WJIM TTOTCHIIMAIIHN UHITUJICHTH ¢ u3aenus mo wi. 3, 1. 2,3 u 4,

4. npyrv NpoOM3BOJIUTENH B ciiydauTe 1o wi. 107 ;

5. moJ3BaTeu Ha U3JICITUETO UJIU C TPCTH JIMLA.

Ya. 111. Koraro B mbpBOHaYaTHUS JOKIA M0 4wi. 106 ca mOCOUYEHN KOpUTHpAIM ASUCTBUS UM CE ChIbpikKa
3aKIIIOYCHHE, Y€ MHIUICHTHT 3acTpaliaBa 0€3011acHOCTTa Ha MAIMEHTa, Ha MEULMHCKUSA CNeuuanncT Win Ha

TpeTV Mua, HO BCe OLLUE He ca onpeaesieHn Kopurnpawmute aencteus, MAJT nanpawa goknag
[10 perynaTopHMTE OpraHu Ha AbpXXaBUTE UYNEHKU, Ha AbpXxaBuTe oT EBponenckoTo
MKOHOMMYECKO MPOCTPAHCTBO U A0 EBponeinckata KOMUCKS.

Y. 112. (1) B cpok 10 Tpu Meceria oT rmojilaBane Ha Jok1aaa 1mo wi. 106 mpou3BOIUTENSAT U3TOTBS M TIPEACTABs B
NAJT oxoH4aTesneH 10KIaj 1o o0pasel, yrBbpAeH OT U3IbIHUTEIHUS AUPEKTOP.

(2) HoxnansT 1o an. 1 Moxe Aa ChIAbpkKa €IHO OT CICAHUTE 3aKITIOUCHUS:
1. He ce Hayara Jja ce mpeanprueMaT MEpKH;

2. (u3m. - JIB, 6p. 54 ot 2012 1.) AOIBIHUTENHO MPOCIEAIBAaHE HA W3ACITUETO WJIM MapTUiaTa WU3Ieus, MyCHaTH B
ZIeficTBHE B 00EKTUTE 110 4. 83, ann. 1, T. 2 OTHOCHO JIeueOHHUTE 3aBeIeHHU 10 3aKOHa 3a JIeUeOHUTE 3aBEICHUS;

3. pasnpocTpaHeHHe Ha HH(OPMAaLKs 10 MEAUIIMHCKUTE CNeLUManncTu B 06eKTuTe no 7. 2 U B anTekuTte m
AporepunTte Kato NMUCMeHa Npenopbka, N3roTBEHa OT NpoU3BOAUTENS;

4. KopUTHpaN| JEHCTBUS IPU MTPOU3BOACTBOTO HA OBICIIA TTPOTYKITHS;
5. KOpUTHpal| ACHCTBHS Ha U3IETUETO, TYCHATO B ICUCTBHUE B OOCKTUTE T10 T. 2;

6. U3TETIIsIHE HA HU3ACIINCTO UJIK Ha IMapTUJaTa U3ACIns, IIYCHATH Ha I1a3apa H/UJIH B ﬂeﬁCTBHC.

Y. 113. (1) B cnyqaute o un. 112, an. 2, 1. 2 MAJI n3BbpiBa KOHTPOJI BbPXY ACHCTBUSTA HA TPOU3BOJANUTENS HA
tepuTopusaTa Ha PenyOnuka bearapus.

(2) B cayqante mo wr. 112, am. 2, 1. 3 MAJI omneHsBa ChABPKAHUETO Ha MHCMEHATa MPEnopbka M 00CHKIa C
MPOU3BOIUTEIIS AJJPECATUTE HA MPErnopbKaTa U HAUMHA Ha Pa3lPOCTPAHEHUETO .

(3) B ciiywaute o un. 112, an. 2, 1. 5 MAJI Moxe Jja U3BBPIIM IPOBEPKA HA MSCTO.

(4) W3nenautennust qupexkrop Ha MAJI uznasa 3anosen 3a 6JI0KMpaHe U U3TEIVISIHE OT MPOU3BOAUTENS HA U3JCINETO
WJIM Ha NapTUaTa U3eus, ¢ KOUTO CE € CIyYHUJI MHIUACHTHT WM NOTEHIUATHUAT UHIUJCHT, KOraTo c€ YCTaHOBH,
4e MPOU3BOJUTEIIAT HE €:

1. U3BBPIIMI KOPUTUPALM JICHCTBUS B TOCOYEHUS OT HETO CPOK B JIOKIaaa mo uwi. 112
2. M3TETIINAI U3/ICTTMETO WITH TIApTUATa H3/ICIHs OT Ma3apa B TOCOYEHHUS OT HETO CPOK B JOKIaga mo wi. 112 .

(5) YcnoBusara um pensbT 3a ONOKMpaHe, W3TCIVISIHE W/WJIM YHUIO)KaBaHE Ha HW3JCTUATA, KOUTO HE OTrOBapsAT Ha
M3HCKBAHUATA HA TO3U 3aKOH, C€ OMPEEIAT C Hapeada Ha MUHUCTBPA Ha 3/[paBeona3BaHeTo.

Y. 114. (1) I3npiHATETHATA areHITNS 110 JIGKapCTBaTa MyOJMKyBa Ha CTPAHUIIaTa CH B MHTEPHET CITHCHK Ha
HU3JIeIUTa, BKIIFOUEHH B 3ammoBeaTra mo ui. 113, am. 4 .

(2) Koraro uznenusra mo an. 1 ce mpogaBat B obektute mo ui. 83, an. 2, MAJI yBenomsiBa obmectBeHocTTa upe3 BTA
U Cpe/ICTBaTa 32 MaCOBO OCBEIOMSIBAHE.



(3) Usnbauutennuar nupekrop Ha MAJI n3rorss noxiaj 3a Bb3HUKHAIWSA MHIUIECHT WIA TOTEHIMAJIEH UHIUJEHT B
ciydauTe 1o wi. 112 u u3npaiiia konue ot Hero A0 EBpomneiickara KOMUCHS M perylaTOpHUTE OpraHu Ha Jbp)KaBUTE
YJICHKU.

Y. 115. (1) Besixko qupektHo chobmmenue 10 MAJI 3a MHIUACHT WK TTOTSHITMATICH HHITUICHT C METUIIMHCKO U3JIEIINE
Ha TepuTopusiTa Ha PenyOnuka brirapus, mogaaeHo oT HASHTAPUIIMPAHO JIUIIE B TUCMEH BU]I, C€ JOKYMEHTHPA B
cucremara o 4i. 109 .

(2) B cpox 1o Tpu AHM OT MOJy4aBaHE Ha CHOOIIEHME 3a MHIMACHTA WJIM MOTEHIHWAIEH MHUMAEHT 1o an. 1 MAJI
MHpopMUpa MPOU3BOJUTENS, 3a J1a IpenpruemMe feicTBusTa, npeasuaeHu B wi. 106 - 108 u wi. 112 .

Y. 116. M3oeaautenHara AarcHI U 110 JICKapCTBaTa MOXKEC 1a 6T>I[e KOOPpAWHHPpAII pETyJIaTOPCH OpraH:

1.B CIY4auTC Ha MHIUACHT WJIM IMOTCHIUAJIICH MHIUACHT, BbSHUKHAI HAa TCPUTOPUATA HA TOBCYC OT €AHA JAbprKaBa
YICHKA UJIN ObpiKaBa OT EBpOHeI\/’ICKOTO HUKOHOMUYECCKO IIPOCTPAaHCTBO, U

2. KOraTo MHIUAEHTHT WM NOTEHIUATHUAT HHIUJCHT € PETUCTPUPAH 3a IbPBU M'bT HAa TEpUTOpHsATA Ha PemyOinka
boearapus, nnm

3. KOraTo OpraHbT, U3BBPIIMI OICHSIBAHE HA CHOTBETCTBUETO HA M3JCIHUETO ChC CHIUICCTBEHUTE HM3UCKBAHUS, €
MOJIYYHJI pa3pelicHue Mo peAa Ha IaBa YETBBPTA, KOraTO MHIMACHTHT WM MOTECHIIMAIHUAT UHIIMACHT € CTaHall C
uznenus ot kinac lla, 116 nnu xnac I, uaum uH BUTPO AMAarHOCTUYHU MEAMLMHCKA U3AESIUA OT CMUCHK A Uiu
CMNCBbK 5, nWin n3pgennd 3a CaMoTeCtyBaHe, UN

4. KoraTto MpoU3BOJUTENAT UJIM YITHIHOMOIICHUAT MY IpeacTaBuTeln € peructpupan B MAJI o pena Ha riaBa BTOpa,
KOTaTO MHIUJCHTHT MW MNOTEHUHAIHUAT WHUIUJACHT € CTaHajJ C M3JeIus OT KiIac | uiam MH BUTPO JUArHOCTUYHH
MCIUIMHCKN U3nennmd, KOUMTo HE Ca OT CNUCHK A n cnnucbk b 1 He ca 3a CaMOTeCTyBaHe.

Y. 117. JIluunuTe JaHHU Ha U3TOYHMKA Ha ChOOIIEHHETO ce chxpaHsaBar oT MAJI nmpu cna3BaHe U3MCKBAHUSATA Ha
3aKoHa 3a 3allMTa Ha JUYHUTE JaHHU.

I'naBa ocMa
EBPOIIEMCKA BA3A TAHHU

Y. 118. M3obeaauTenHATa areHIKS 10 JIeKapcTBaTa mpeaoctaBs B EBporieiickaTa 6a3a maHHU He3a0aBHO Cliel
MoJlydyaBaHeTo i cienHara nHQopMalus B CTaHAapTH3UpaH GopMart:

1. (u3m. - [IB, 6p. 110 ot 2008 r.) taHHM, CBBP3aHU C PETUCTPAIUATA HA TPOU3BOJUTEIUTE WIM Ha YII'BIHOMOIICHUTE
IPEICTaBUTENIN 110 Wi. 29 U Ha U3/IeNHusTa 110 IV1aBa BTOPA, C U3KII0UEHUE Ha U3/IeNINATa, U3pa00TEHNU MO MOPBHUKA;

2. TaHHU, MTOJIYYEHHU TPU KIMHUYHUTE U3IUTBAHUS HAa MEIUIIMHCKH U3AENNA NO peAa Ha riaBa TpeTa;

3. NaHHHM, NOJTYYEHH NPH HPOCIEIIBaHE OE30IIaCHOCTTAa Ha MEIMUMHCKHTE U3AESIMS, MyCHaTW Ha nasapa
W/Vnu NnycHatu B AelCTBME Ha Teputopusita Ha Penybnuka Bbnrapus no rnaea ceama;

4. naHHU, CBBP3aHU C HU3JlaBaHE, IPOMSHA, JOBbIHEHHE, BPEMEHHO CIUpaHe, U3TEIVITHEe WIM OTKa3 Ha cepTH(HUKaTh
OT HOTU(UIIMPAHUTE OPTraHH, ChITIACHO MPOLIETypUTE, TOCOYEHHU B HapeaouTe mo wi. 18 .

I'nmaBa ocma "a"
(Hosa - JIB, op. 110 o1 2008 r., B cus1a ot 21.03.2010 r.)
KOH®UJAEHIIUAJTHOCT



Y. 118a. (Hos - IB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 1.) (1) A1BKXKHOCTHUTE JTUIA U JIUIATA, KOUTO
MpUjIaraT TO3M 3aKOH U MOJ3aKOHOBHTE HOPMATUBHU aKTOBE 11O MPHUJIAraHETO MY, ca JUTHKHH JIa HE pa3lpOCTPaHsIBAT
uH(opMaIus, moxydeHa Mpy | 1o MOBOJ H3IIbITHEHUE Ha 33IbIDKCHUATA UM.

(2) Pasmopenbara Ha an. 1 He ce mpuara npu:

1. oOMeH Ha MHGOPMAITUS MEXIY JIBKHOCTHYU JIMIA, MEXTy HOTU(PUIIUPAHU OPTAaHU U MEXIY JIBHKHOCTHU JHUIA U
HOTU(UIIMPAHHU OpPraHu;

2. pa3npocTpaHeHKe Ha HHGOPMAITHSI, KOSTO IIeJIH Ja OCUTYpH 0€30MacHOCTTa M 3paBETO Ha X0para;

3. mpenocTaBsiHe Ha HHGOPMAIIHS B CIIyYauTe Ha HaKa3aTeJIHO MPOU3BOJICTBO.

(3) He e xondunenmnuania nHGopManusTa:

1. 3a peructpanusra Ha JIMIaTa, KOMTO IIyCKaT MEIUIIMHCKA U3AE/IMS Ha Ma3apa Nno peja Ha rfaBa BTopa;

2. KOSTO ce OpeaocTtaBsd Ha HOTp€6I/ITeHI/ITe OT IPOU3BOJUTECIIA, OT HCTOBUSA YI'BJIHOMOIICH MPCACTABHUTCI WA OT
THProB€iia Ha €ApO0 BBB BPBH3Ka C IPEANPHUECTUTC MEPKU 110 pE€aa Ha IriiaBa ceama,

3. chAaBpKaIia ce B U3MAJACHUTE, MOAUPUIIUPAHUTE, TOMBIHCHUTE U OTHETHTE CEpTUPUKATH W B CepPTHU(HUKATHTE,
YUATO BAJTUJHOCT BPEMEHHO € IPEYCTaHOBEHA.

I'1aBa neBeta
AJIMAHUCTPATUBHOHAKA3ATEJIHU PA3IIOPEJIBA

Ya. 119. KoiiTo mycka Ha nasapa W/MAM Iycka B JECTBME MEIUIMHCKA U3aenus, 6e3 nga € OLeHeHo
CbOTBETCTBMETO MM CbINM1aCHO MU3NCKBaHUATA Ha TO3M 3aKOH M Ha aKTOBETE NO MpwuiaraHeTo
My, ce Haka3Ba c rsio6a ot 10 000 go 20 000 nB..

Y. 120. KoiiTo chcTaBU M/MIIH M3IOI3BA ACKIapaIvs 32 ChbOTBETCTBUE ChC ChIBPIKAHUE, KOETO HE CHhOTBETCTBA Ha
CHIBP’)KAaHUETO, OTIPEICIICHO B HapeAOUTE 10 4il. 18 , aKo JIeSTHMETO HE ChCTaBJIsIBA IPECTHILICHHE, CE HaKa3Ba ¢ Tioba
ot 3000 mo 8000 xB.

Y. 121. KoiiTo mycka Ha Imasapa M/WIM ITycKa B ICHCTBHE MEAMIUHCKH U3aennsa cbC "CE" MapKnMpoBKa B
HapylweHMe Ha U3NCKBaHMATaA Ha 4n. 15, ce Haka3Ba c rnoba ot 500 ao 1000 nB..

Y1, 122. KoiiTo mmycka Ha Ia3apa /WM IycKa B I€kicTBHE MeIMIMHCKH n3aennsa cbe "CE" mapkmpoBka, 6e3

A3 € OLEHEHO CbOTBETCTBMETO MM CbC CbLUECTBEHUTE M3UCKBAHMUSA, ONpeaeneHn B Hapeaburte
no 4n. 18 , ce Haka3Ba c rnoba ot 10 000 go 20 000 nB..

Y. 123. JInnara, KOUTO NPEACTABAT MEUITMHCKA U3AENUS HA M3/10XKOM, NaHaupu, AEMOHCTpauUmu,
NPOMOLMN, HAYYHU N TEXHUYECKN KOHepeHUnn B HapyLlweHune Ha 4un. 15, an. 11, ce
Haka3gaT ¢ rnoba ot 500 go 1000 ns..

Y1, 124. KoiiTo 1mycka Ha 1ma3apa U/ IycKa B ICHCTBUE MEIUIIMHCKE U3AE/INA B HapyLleHME Ha
pa3znopeabaTta Ha 4n. 16 , ce Haka3Ba c rnoba ot 5000 go 10 000 ns..

Yur. 125. KoiiTo mycka Ha 1ma3apa u/uiu Iycka B I€HCTBHE MEAUIIMHCKA N34e1na 6e3 MHCTPYKUUS 3a



ynotpeba, c n3KI4YeHne Ha ngenusaTta no 4Yn. 2, an. 1, 1. 3, nonagawmn B knac I n knac Ila,
aKo mMorart aa ce msnonssaTt 6e3onacHo 6e3 MHCTpyKuMs 3a ynoTpeba, ce HakasBa c rnoba ot
3000 go 5000 ns.

Y. 126. KoiiTo mycka Ha rmasapa M/WJIM Iycka B JISHCTBAE CUCTEMH U/UJIM HAOOPH MM METULIMHCKU U3MENUS,

npeaHa3Ha4vyeHn oT npoussoauTens ga é6vaaTt ctepunuanpaHu npegn ynotpeba, B HapyweHue
Ha M3UCKBaHMATaA Ha TO3M 3aKOH M Ha aKTOBETe Mo npunaraHeTo My, ce Haka3Ba Cc rnoba ot
10 000 mno 15 000 ns..

Y. 127. KoiiTo mycka Ha ma3apa U/Uiu B JeHCTBUE MEAUITUHCKO U3/eTUe, H3pab0TeHO MO MOphUKa, B HAPYIICHHUE Ha
HM3MCKBAHUITA Ha TO3M 3aKOH, ce Haka3Ba ¢ rimoba ot 5000 mo 10 000 iB.

Y1, 128. KoiiTo M3BBpIIBA THPrOBHA Ha €IPO C MEAULMHCKH N3aenuns 6e3 HaHeceHa "CE" MapkupoBKa,
ce HakasBa c rnoba B pa3smep 10 000 n..

Ya. 129. (1) PeroBonuTen Ha jne4eOHO WJIM 3paBHO 3aBE/IEHUE, KOMTO JOMYCKa HM3MOJI3BAHETO HAa MEIUIIMHCKA
n3gennsa 6e3 HaHeceHa "CE" MapkupoBKa, C M3K/IKWUYeHWEe Ha ulgenusaTta, mu3paboTteHn no
nopbyka, Ha usgenusaTa, KOUTO Ca NyCHaTM B AENCTBME Npean B/IM3AHETO B CuMla Ha TO3MU
3aKOH, U Ha usgenusaTa no un. 12, an. 1, ce Haka3Ba c rnoba ot 2000 go 10 000 ns..

(2) CpmoTo HakazaHWE Ce Hajgara U Ha PBKOBOJUTEN HA JIe4eOHO WIJIM 3JIPaBHO 3aBEJCHUE, KOWTO JOIMycKa
M3II0JI3BAHETO HA W3eNus 0e3 MHCTPYKIHS 32 YIoTpeda Uik ¢ N3TEKbI CPOK Ha TOITHOCT.

(3) (Hosa - IB, 6p. 54 ot 2012 r.) PproBoaMTEN Ha JIeUeOHO WJIM 37paBHO 3aBEJCHUE, KOWTO KyllyBa MEIUITMHCKH
nsgenusa ot nuua 6e3 paspeweHne uam 6e3 Apyr AOKYMEHT, yAOCTOoBepsBall, NpaBoToO 3a
M3BbpWBaAHE Ha Tbproeumda C MEANUUMHCKU U3AENUNA, M3JaA€EH OT KOMMNETEHTEH OpPraH Ha
AbpXaBa 4YJeHKa WM Ha Apyra AbpXaBa - cTtpaHa no Cnopa3yMmeHueTo 3a EBponenckoTo
MKOHOMMYECKO MpPOCTPaHCTBO, WM Ha KoHdeanepaums Leseruapus, ce Haka3Ba c rnoba 10
000 nB.

Y. 130. KoiiTo n3BbpiiBa ThProBys Ha €1pO ¢ MEAMLIUHCKH WU3EeNNS C U3TEKBJT CPOK Ha rOAHOCT, ce
Haka3Ba c rnoba B pasmep 10 000 ns..

Y. 131. (M3m. - JIB, 6p. 54 or 2012 r.) Teprosen ¢ MEIMUMHCKA U3ENNS, KOMTO HapyllaBa U3NUCKBaHUATA
Ha 4yn. 82, an. 2 , ce Haka3Ba C uMyLlecTBeHa caHkumsa B pa3mep 5000 ns..

Y. 132. (Usm. - [IB, 6p. 54 or 2012 r.) Teprosen ¢ MEAMUMHCKH U3/, KOUTO HapyllaBa U3MCKBaHUATA
Ha yn. 82, an. 3, 4 unn 5, ce Haka3Ba C MMyLleCcTBeHa caHkuuda B pasmep 1000 n..

Y. 133. Teproserr Ha epo ¢ MEIIMITMHCKA U341, KOUTO HapylwaBa M3NCKBaHMUATa Ha yn. 82, an. 1,
T. 2, 3 Mnn 4 , ce Haka3Ba C UMyLleCcTBeHa caHKuua B pa3mep 5000 nB..
Ya. 134, (Msm. - JIB, 6p. 54 or 2012 r.) KoiiTo M3BBpIIBA THPIroBHs Ha €IpO C MEIMLMHCKA U3Aenus, 6e3 aa

nputexasa AOKYMEHT, yAOCTOBepsBall NpaBoTO My Aa M3BbpLIBA Ta3u AENHOCT, C€ HakKa3Ba C
MMywlecTseHa caHkums B pa3mep 10 000 ns.

Y. 134a. (Hos - JIB, 6p. 54 ot 2012 r.) Teprosen Ha €po ¢ MEMULUHCKA U3E/TNS, KONTO HE U3MbIIHU
3aAab/HKeHneTo no 4. 78a, ce Haka3Ba C MMyLleCcTBeHa caHkuma B pasmep 10 000 ns.

Y. 135. (om. - [IB, 6p. 54 ot 2012 1.) Teprosemn Ha eapo, KOWTO He cra3Ba paznopendara Ha 4. 80, an. 1 uim 3, ce
Haka3Ba ¢ UMYLIECTBEHA caHKius B pazmep 3000 nB.



Yiu. 136. (U3wm. - [IB, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 1., 6p. 54 ot 2012 r.) Teproser Ha enpo, KOUTO HE CrIa3Ba
pasnopenbara Ha wi. 80a, ai. 1 , ce Haka3Ba ¢ UMYITIECTBEHA caHKIUs B pazmep 1000 nB.

Y. 137. KoiiTo M3BBpIIBA THPIOBUS HA APEOHO ¢ MEAMUMHCKH N3aenms 6e3 HaHeceHa "CE" MapKkupoBka
WU C N3TeKb/1 CPOK Ha roAHOCT, ce Haka3Ba c rnoba B pazmep 10 000 n..

Y. 138. (Mzwm. - [IB, 6p. 54 ot 2012 r.) KoifTo u3BBpIBa THProBUs Ha JPeOHO C METUIIMHCKA U3AESINSA U3BBHH

34paBHU 3aBeaeHusa no un. 21, an. 2, T. 4 v an. 3 OT 3akoHa 3a 34paBeTo W/ U3BBH
obektnte no un. 83, an. 1, 1. 4 - 7, ce Haka3ga c rnoba mnm nMmyuwecTseHa CaHKUMSA B pa3mep
10 000 ns.

Y. 138a. (Hos - JIB, 6p. 54 or 2012 r.) Teprosen ¢ MEAMUMHCKA U3AENNS, KOUTO HapyLUaBa
M3NCKBaHMATa Ha un. 836, ce Haka3sBa C MMyLlecTBeHa caHKkumsa B pa3mep 1000 ns..

Y. 139. (U3m. - IB, 6p. 110 ot 2008 r.) KoiiTo mycka Ha mmaszapa u/uiM mycka B IeMCTBHUE MEAUIIMHCKH U3 AN

Ha TepuTopusiTa Ha Penybnuka bbnrapus, 6e3 aa ce e pernctpmpan B onpeaesieHns B 3aKOoHa
CpOK, ce Haka3Ba c rnoba B pazmep 5000 nB..

Y. 140. (U3wm. - [IB, 6p. 110 ot 2008 1., B cuiia ot 21.03.2010 1.) KotiTo Hapymasa pasmopeadute Ha ui. 27, ai. 3,
. 28, an. 7, 4. 29, an. 2 u 4. 30, ce Haka3Ba ¢ rmo6a B pazmep 3000 nB.

Y. 141. (1) KoiiTo HapymaBa N3MCKBaHUATA 32 U3BBPIIBAHE HA KTMHUYHU U3MUTBAHUS, aKO U3BBHPIICHOTO HE
ChCTaBJIsIBA MIPECThILIEHUE, ce Haka3Ba ¢ roda ot 5000 mo 10 000 nB., a mpu MOBTOPHO U3BBHPIIBAHE HA CHIIOTO
HapyeHue - ¢ robda ot 10 000 mxo 20 000 nB.

(2) Ha menuuuncKkn cneumanuct, AOMYCHaN WAW M3BBLPLUMI HapylleHus no an. 1, Moxe da ce
HaJloOXXW W HakKasaHWe NuvwaBaHe OT MpaBoO Aa YynpaxHsiBa npodecusaTa CU 3a CPoK OT 6
Meceua A0 ABE roAuHM.

(3) Hakazanmero mo an. 2 ce Hajara OT MUHUCTBPA Ha 3[PaBEONa3BaHETO MO MPEITOKEHHE Ha HU3MBIHUTCITHUS
nupekrop Ha MAJL.

Y. 142. Ha HoTHUIIMPAaH OpraH, KOMTO HE Crla3Ba M3MCKBAHETO Ha Wi. 68, al. 1 , ce Hajara UMyIIECTBEHA CAaHKIUS B
pazmep ot 2000 1o 5000 1nB.

Y. 143. Ha HoTHUUIMPaH OpraH, KOMTO HE cra3Ba u3uckBaHeTo Ha wi. 70, ann. 1, ce Hajara UMyIIECTBEHA CAaHKIUS B
pazmep 1o 5000 nB.

Y. 143a. (Hos - /1B, 6p. 110 ot 2008 r., u3m., 6p. 38 ot 2015 r., B cuita ot 26.05.2015 r.) Ha HoTHuLIMpaH opraH,
KOWMTO HE cra3Ba M3MCKBAHETO Ha Wi. 76, an. 3 u 4, ce Hajlara UMyIeCTBeHa caHKius B pazmep 10 5000 niB.

Y. 144. KoiiTo npeun Ha aumata no wi. 86, aj. 2 1a ochIIECTBABAT CIYKEOHUTE CH 3abJDKEHUSI B CbOTBETCTBHUE C
pasnopea0OuTe Ha riaBa IecTa, ce Hakaszpa ¢ rioda ot 6000 o 10 000 nB.

Ya. 14S. [lponssoauTen Ha MEIUIIMHCKA U3AE/INSA, KOMTO Hapywm pasnopenbata Ha un. 103, an. 1,
Ce HakasBa C uMmylwecrtseHa caHkumsa ot 5000 go 10 000 ns..

Y. 146. [IpousBoauTen Ha MEUIMHCKA U34eNMs, KOMTO Hapywu pasnopeabata Ha un. 107, ce
Haka3Ba C nMmyuwectseHa caHkums ot 10 000 go 20 000 n..

Ya. 147. KoiiTo He chOOIM 32 MHIIMASHT MJIX 3a MOTEHIIMAIEH HHIIMAECHT ¢ MEAUIIMHCKO U3AEINEe ChITacHo wi. 104 ,



ce "Haka3Ba ¢ i1o6a ot 1000 go 2000 nB.

Y. 148. KoiiTo He u3mbanu 3anoBen mo wi. 113, an. 4 Ha uaneinauTenHUs qupekrop Ha MAJI, ce Haka3Ba c mioba ot
10 000 mo 20 000 mB.

Y. 149. KoiiTo Hapym pa3nopeadouTe Ha TO3U 3aKOH MJIM Ha aKTOBETE IO MPHUJIaraHeTo MY, U3BBH CIy4auTe IO 4.
119 - 148, ce nakasBa c r1o6a ot 1000 g0 3000 n1B., a Tpu MOBTOPHO M3BBPIIBAHE HA CHINIOTO HAPYIICHUE - C TJI00a OT
3000 mo 5000 nB.

Y. 150. KoiiTo He M3MBIHM pa3nopexkaane, npeanucanue uin ykasanue Ha MAJI, ce Haka3Ba ¢ mio6a ot 1000 mo
3000 nB.

Y. 151. (1) Koraro napymenusra mo wi. 119 - 150 ca u3BbpIieHN OT IOPUANYECKA JTUIIA W €JHOJMYHU THPTOBIIH,
ce HajaraT UMYIIECTBEeHU CaHKIHWU. Pa3MephT Ha UMYIIIECTBEHATA CAHKIIHMS HE MOXeE J1a ObJie TO-HUCHK OT JBOHHHS
pasMep Ha TpeABUJICHUTE MUHUMAIHU pa3MepH Ha CbOTBETHUTE INIOOM U HE MOXE Ja ObJie MO-BUCOK OT JBOWHUS
pa3mep Ha IpeIBUACHUTE MAKCUMAIHH pa3MepHl Ha ChOTBETHUTE TIIO0H.

(2) Hanaranero Ha HUMYHICCTBCHA CAHKIHA HC U3KITIOUBA HAJIAraHCTO Ha ri1o0a Ha BUHOBHUTE JIIBXHOCTHH JIMIIA.

Ya. 152. (dom. - B, 6p. 110 ot 2008 r., u3m., 6p. 38 ot 2015 r., B cuma ot 26.05.2015 1.) (1) Hapymenusita mo To3u
3aKOH CE YCTaHOBSBAT C aKTOBE, ChCTABCHH OT MHCIICKTOPH U CKCIIEPTH, ONPEACIICHU ChC 3allOBE]l Ha U3MBIHUTEITHHUS
nupexrop Ha MAJL.

(2) HakazarenHUTE MMOCTAHOBJICHUS C€ U3/IaBAT OT U3IIBJIHUTEIHUA AUpekTop Ha AJI umm oT onmpaBOMOIIIGHH OT HETO
JUTBKHOCTHH JIM1IA.

Y. 153. CecTaBIHETO HA aKTOBETE, U31aBAHETO M 00KAJIBAHETO M MU3IIBIHEHUETO Ha HaKa3aTEIIHUTE OCTAHOBIICHU S
ce U3BBPIIBAT M0 pea Ha 3aKoHa 3a aIMUHUCTPATUBHUTE HAPYIICHUS U HaKa3aHUSL.

JOIBJHUTEJHU PASITIOPEIBA

§ 1. [lo cMuchiia Ha TO3M 3aKOH:

1. "AKTUBHO UMIUIAHTUPYEMO MEAMITUHCKO U3/enue" € akTHBHO MEIUIIMHCKO W3/eNue, KOETO € MpeAHa3HaueHo Ja
ObJIc YaCTUYHO WJIM M3ISUI0 UMIUIAHTHPAHO 4Ype3 XUPypruyecka WM Ype3 MEIUIIMHCKA MHTEPBEHIIUS B YOBEIIKOTO
TAJIO UJIU ‘Ip63 MCIUIINHCKA I/IHTCpBeHI_II/IH B €CCTCCTBCHUTEC OTBepCTI/IH Ha YOBCIHIKOTO TAJIO U Ja OCTAHEC B TAJIIOTO CJICH
I/IHTepBeHHI/IHTa.

2. "AKTHBHO MEIUIIMHCKO H3Jenue" € METUIMHCKO H3/Aelie, YueTo (yHKIHMOHWpAHE 3aBHCH OT HW3TOYHUK Ha
€JIEKTpUYECKa WJIM JApyra €HEprus, pa3idyHa OT €HEprusira, reHeprupaHa B YOBELIKOTO TsUIO, MJIM OT 3E€MHOTO
IIPUTETIISAHE.

3. "BanuaHa AokymeHTamus'" € JOKYMEHTAIUsl, KOSITO IO ChAbPXKAHWE W MBJIHOTA OTroBaps Ha W3MCKBAHMATA,
MPEIBUJICHHU B ONPEIEIIEHA IIPOLIEIypa 10 TO3H 3aKOH.

4. "Brocuten" e pu3MUECKO WU IOPUINIECKO JTUIE, KOETO € YCTAHOBEHO Ha TePUTOPHUATA HA AbpKaBa WICHKA UK Ha
abpikaBa OT EBpOnelcKOTO MKOHOMHYECKO IPOCTPAHCTBO M KOETO BHACAd MEIUIMHCKA WU3AE/UA OT TPEeTU
[bpXXaBM Ha nasapa Ha EBponeickusa cbios.

5. "Be3mokuTEeN HA KIMHUYHO W3NMUTBaHe" € MNPOU3BOAUTCIIAT WJIM HCTOBHUAT YII'BJIHOMOLICH MPCACTABUTCII, KOMTO
OTTOBap4 3a 3all04YBAHCTO, YIIPABJICHUCTO /M (bI/IHaHCI/IpaHeTO Ha ¢JHO KIMHUYHO W3IIUTBaHC.

6. 'TnaBen m3cnenoBaren" € JMIETO, MO YHMETO PBKOBOACTBO HU3CIENOBATENICKUST €KUI MPOBEXAA KIMHUYHOTO
U3MUTBAHE.



7. "loOpa KIMHUYHA MpaKTUKA" € ChBKYMHOCTTa OT MEXKIYyHapOJHO MPHU3HATH €TUYHM W HAy4yHU M3HCKBaHHS 32
KauecTBO, KOWUTO C€ cIa3BaT IpH IUIAaHUPAHETO, MPOBEXKIAHETO, OTYMTAHETO M JIOKIAJABAHETO Ha KIMHUYHU
U3MUTBAHMSL.

8. "[IbpxkaBa ujeHKa" € IbpKaBa - YICHKa Ha EBporneickus cbro3.
9. "MneHTHUKAITMOHHY TaHHU Ha U3/IETUETO" ca:
a) JaHHU 32 TPOM3BOAUTEIS, MOJET U TUIIOB HOMEp Ha U3JIETHETO, BKIIOYUTEITHO copryep U MPUHAUICKHOCTH;

0) mnpenHa3HAYeHO JIEUCTBUE, OIMPENEICHO OT MPOU3BOIUTENS, BKIIOYUTEIHO KIMHUYHU WHIAUKAIUM U
KOHTpPauHIMKaIlUK MpU yroTpedaTa U uIeHTUQUIIMpaHe Ha TPYNUTE MAallUeHTH, 32 KOUTO € MpeIHa3HaYeHO;

B) OIMCAHKWE HA U3/CIIMETO - ONMKMCAHUE Ha MaTepUaId, KOUTO BJIM3aT B KOHTAKT C YOBCUIKM THKAHHW WM TEYHOCTH,
BKITFOYBA JIM M3CTUETO JICKAPCTBEH MPOAYKT, YOBCUIKM /UM KUBOTHHCKA THKAHW WJIM TEXHU MPOW3BOJTHU, WUIU
OMOJIOTMYHO aKTUBHU BEIICCTBA,

T) HHCTPYKIIUH 32 MHCTAIMPAHE W W3MOJ3BAaHE HAa M3/ICIHETO, BKIIOUYUTEIHO aKO Ca HAJHIE CIEIHAIHU YCIOBHS 3a
ChXpaHEHUE W M3UCKBAaHMS 3a paboTa - mpenBapUTeIHAa MOATOTOBKA MPeau yroTpeda - CTepuiIM3alus B Clydad Ha
MOBTOpHA yIoTpeba, MpoBepKa 3a 6€30MacHOCT, MEPKH, KOUTO TPSIOBA Ja ce MpearprueMar cien ynorpeoa;

1) IPENOPBUNUTEIHO O0Y4EHHE U OITUT, HEOOXOUM 3a YoTpeda Ha U3AEIHETO;

€) ONMCaHue Ha HEOOXOAUMHTE MEAULIMHCKH 1 XUpyprmnyeckm npouenypu, CbnpoBoXxgalu yn0Tpe6aTa
Ha U3AOENNETO.

10. "W3penue 3a camoTecTyBaHe" € HMH BUTPO JMATHOCTUYHO MEAUIIMHCKO HU3JeNne, MPEeJHAa3HAYeHO OT
MPOU3BOJIUTEIIS J]a CE MOJI3Ba OT JUIla 0e3 MeIUIIMHCKA KBaTM(PUKAIIKS B JOMaIllHa OOCTaHOBKA.

11. "MIHBa3MBHO MEIMIIMHCKO M3JCIHE 32 MPOIBIDKUTENHA yIoTpeda" e m3nenue, KOeTo ISTIOCTHO WM YaCTHYHO
IIPOHUKBA B YOBEIIKOTO TSUIO IIPE3 ECTECTBEHUTE My OTBOPH WJIM MPE3 MOBBPXHOCTTA My U NPOJBILKUTEIHOCTTA Ha
MPECTOsI My B YOBEIIKOTO Tsi10 € Haja 30 qHU.

12. "M BUTPO TMArHOCTUYHO MEAUIIMHCKO U3/enne" € MeAUIIMHCKO U3JIeNINe, KOETO € PEaKTUB, MPOJYKT OT PEAKTUB,
KalmOpaTop, KOHTPOJIEH Marepual, KUT (Habop), MHCTPYMEHT, amapaT, oOOpylBaHE WJM CHCTeMa, H3IO0JI3BaHO
CaMOCTOATCIHO UJIU B KOM6I/IHaI_II/I$I, MpCAHASHAUYCHO OT MPOU3BOJUTECIIA 34 U3IOJI3BAHC UH BUTPO MPU HU3CICABAHC HA
HpO6I/I OT YOBCHIKOTO TAJIO, BKIIFOUYHUTCIIHO KPBbB U ThKaH, CAMHCTBCHO UJIM TTIABHO C LECJI ITOJTydYaBaHE Ha I/IH(bOpMaI_[I/IH
3a:

a) (M3UOIOTMYHO UITU TTATOJIOTUYHO CHCTOSHUE, HITH

0) BpOJICHU aHOMAITUU, UITN

B) Oompe/ieNisiHe Ha 0€30MaCHOCTTa M ChbBMECTUMOCTTA C MOTEHIIUAIHY PELIUTTUEHTH, UITH
T) KOHTPOJIMPAHE HA TEPATTCBTUIHH JICHCTBUSL.

WH BUTPO IMAarHOCTMYHH MEIMLHUHCKH WU3AE/IUS Ca U U3AenuaTa 3a CaMoTecTyBaHe, CbAOBeTe 3a
CbXpaHeHMe Ha npobu OT YOBEWKOTO TAMN0, C MUIK/IYEHMEe Ha wulgenuata 3a obuwa
nabopaTopHa ynoTpeb6a, OCBEH aKo M3AENMETO MO OTHOLWIEHWE Ha XapaKTePUCTUKUTE My €
cneuuanHo nNpeaHa3HauYeHo OT NPou3BOAMTENS 3a@ MH BUTPO ANMATHOCTUYHU U3CNeABaHUS.

13. "MH BUTPO AMArHOCTUYHO MEIUIIMHCKO H3JETHE 3a OlICHKAa Ha JEHCTBUETO" € WH BUTPO JUArHOCTUYHO
MEUIIMHCKO HW3JIeNe, PeIHa3HauYeHO OT MPOM3BOIUTENS 3a MPOBEXKIAHE HA €IHO WJIM IOBEYE HW3CICABAHUS 3a
OIlCHKA Ha JCHCTBHETO, MPOBEKJAHU B Ja0OpaTopus 3a MEIUIMHCKA U3C/eABaHUS WAM B Apyra
noaxogsdiwa cpeaa m3aBbH MACTOTO Ha Npomn3BOoACTBO.

14. "MudopmupaHo cwriacue" € BOJEHU3SIBICHUE Ha JIEECIIOCOOHO JIMIIE MJIM Ha 3aKOHEH IMpeACTaBUTeNl Ha
HeeecrnocoOHO JIMIle, C KOETO € M3pa3eHO ChIVIaCHe 3a y4yacTHe B KIMHMYHO HM3MNUTBAHE, Cle] KaTo JULETO €
oIpOOHO MH(POPMHUPAHO 32 CHIIHOCTTA, 3HAYEHHUETO U PUCKOBETE OT M3MUTBaHEeTOo. MH(popMupaHOTO ChINacue € B
nucMeHa (opma U ChAbpXKa MOJNUC HA JIMLETO U aata. [Ipy HeBB3MOXKHOCT Ha JIMIETO J]a U3pa3u ChIVIACHETO CH B



IIHUCMCHA q)opMa I/IH(I)OpMI/IpaHOTO ChIjzaCu€ MOXEC aa 6’BI[C AaICHO YCTHO B MPUCBCTBHUCTO Haii-MajJIK0O Ha €IUH
CBHJICTCII.

15. "KanuOparop u KOHTpoJIeH MaTepuan' € BEeLEeCTBO, MaTepual Wi U3zenue, NpeJHa3HauyeHo OT MPOU3BOIUTENS 32
YCTaHOBSIBAHE Ha W3MEPBAaTEIHM CHOTHOLICHUS WM 3a MPOBEpKa Ha pabOTHHUTE XapakTepUCTHKM Ha HH BHUTPO
JUArHOCTUYHO MECAUIUHCKO U3CTINC B CbOTBETCTBUEC C MPCAHA3HAYCHUCTO MY.

15a. (HoBa - /1B, 6p. 110 ot 2008 r., B cuia ot 21.03.2010 r.) "Knuauynu nanuu" e npopmanusra, cbOpaHa mnpu
ynorpebara Ha H3/IETMETO OTHOCHO O0€30MaCHOCTTa /WK AeHCTBUETO My. KITMHUYHUTE JTaHHHU Cce MOJTydaBaT oOT:

a) PE3YITATUTE, IMOJYUCHU ITPU MPOBCIKAAHCTO HA KIIMHUYHO U3IIUTBAHC HAa UBIIUTBAHOTO MCAUIIUHCKO U3ACITNUC, UITH

6) JaHHHU OT KIMHUYHO/KIMHUYHU W3NUTBAHE/U3MUTBAHUS HIIH AaHHU OT ApPYru IMpOy4YBaAHMHA, HY6J'II/IKYBaHI/I B
Hay4dYHaTa JIMTCpaTypa, BbpXY HOI[06H0 MCOAUIIMHCKO U3JCINEC, 3@ KOCTO €KBMBAJICHTHOCTTA C M3IMUTBAHOTO H3ACINC
MOXKE Ja CC JOKaXE, NJIN

B) HY6J'II/IKYB8.HI/I H/Uian HCHY6J'II/IKyBaHI/I AOKIIaan OT APYI' KIMHUYCH OIIUT Ha U3INUTBAHOTO U3ACINUC UJIK HaA HO,[[O6HO
MCIUIMHCKO U3ACIINE, 3a KOCTO CKBUBAJICHTHOCTTA C U3IIMTBAHOTO U3ACINEC MOXKE Ja CC JJOKaXXE.

16. "Koopaunupani wuscienoBaten" € JHUIETO, KOETO KOOPAMHUPA WU3CIENOBATEIUTE TIPU MPOBEXKIAHE Ha
MHOTOI[EHTPOBO KIMHUYHO U3IUTBAHE.

17. "Kopurupanm aeiicTBus" MoraT Ja BKIIOUBAT: M3TEIVIIHE Ha W3JEIMETO, MYCHATO B JIEMCTBUE; M3/laBaHE Ha
MHUCMEHA MPENOPHKA, B KOSTO CE ONMCBAT MEPKUTE, KOUTO TPIOBa J1a ce MpeaIprueMar; JOMbIHUTESIHO MPOCIIeasBaHe
I Mo (UKAITKSI Ha U3CIIUETO, MyCHATO B JIEHCTBHUE, C 1] O00psBaHe HA XapaKTEPUCTUKUTE U JICHCTBHETO MY,
MpOMSIHA B MPOEKTa, IPOMSIHA HA OTJEITHU KOMIOHEHTH Ha U3/IeJIUETO WM IPOMSIHA B IPOU3BOACTBEHUS MPOLEC TPHU
OBJEIIOTO MPOU3BOJCTBO HA MOJOOHU H3IENNS; NU3MEHEHHE Ha ChABPKAHUETO Ha €TUKETa WJIM Ha WHCTPYKIUSTA 3a

yroTtpeba u IpyrH.

18. "Kputnuen ananus" e:

a) KpaTKo ONMMCaHKHEe Ha MEIUIIMHCKOTO H3/IeNTUE - TPEIHAa3HaYeHO ACHCTBUE, THII, XapaKTePUCTUKY;
0) aHanu3 Ha moA0paHaTa JUTEepaTypa U Ha BCHUYKU HAIUYHU JaHHH,

B) KDUTHYEH aHAIHM3 HA HICHTHQUIIMPAHUTE BPEIU MPHU YIoTpedara Ha M3/ICIHETO, Ha CBBP3aHUTE C TSIX PHUCKOBE U
HOAXOAAIIM MEPKH 3a O€30IIaCHOCT IO OTHOLICHUE HA NALMEHTH, MEIULIMHCKA MepCcoHan n Tpetn nuua;

) METO/IM 3a MOA00pP Ha M3MOI3BAHUTE JIUTEPATYPHU M3TOYHHUIM, MPHIIOKEHUTE CTATUCTHYECKH METOJIU 3a aHalu3,
METOJUTE 32 OLIEHKA, TUIIA U IPOABIDKUTEIHOCTTA HAa IIPOYYBAHETO, XCTEPOICHHOCT Ha BKIKOYEHATa B IIPOYYBAHETO
MTOITYJIAIHS;

Jl) KpaifHa OlLIEHKa Ha MoJj3ara OT yrnoTpedaTa Ha HM3JENHETO CIPAMO PHUCKa, KaTO C€ OTYUTAT IMOCTHXKEHHUATa Ha
ChbBpEMEHHATa Hayka U MEIUIIUHCKA MTPAKTHKA;

e) 3aKIIIOYCHUE, B KOCTO CC ITOCOYBA JaJid Ca HMIIMBIHCHH LCIUTEC Ha 3aJaHHCTO, I/II[GHTI/I(l)I/IKaLII/ISI Ha MOPasHOTU B
OI€HKaTa Ha CBHOTBETCTBUECTO Ha HU3ACIHUETO CHC CBIICCTBCHUTC HW3UMCKBAHUA IO OTHOINICHUEC Ha 0e30macHOCT M
NpeAHa3HAYCHO KIMHUYHO JIeficTBUE ", 1Ipu HeO6XO,[[I/IMOCT - aprymMCeHTanud 3a MNPOBCKIAHC HA KIWMHWYHH
HU3NIKUTBAaHUA - CJIN U I1JIaH HAa U3IIUTBAHETO.

19. "Jlune, ycTaHOBEHO Ha TEPUTOPHATA HA IbprKaBa YJICHKAa WJIM Ha JAbpkKaBa OoT EBpomeickoTo MKOHOMHUYECKO
MPOCTPAHCTBO" € MpPaBEeH CYOEeKT, PETHCTPUpaAH MO TPa)KAaHCKOTO WJIM THPrOBCKOTO 3aKOHOAATEICTBO Ha JIbpiKaBa
YJIEHKa WK AbpKaBa 0T EBpOIECcKOTO MKOHOMHYECKO MPOCTPAHCTBO MJIM CH3/AAJIEH MO CHJIaTa Ha HOPMATUBEH aKT,
KOMTO MMa cefaulle U aJipec Ha yIpaBlieHWE B Jbp)KaBa WIEHKA MU B Jbp)kaBa oT EBpoIeiickoTo MKOHOMHUYECKO
MIPOCTPAHCTBO.

20. "JInuno MNpCArnasHo CpeI[CTBO" € BCSKO YCTPOﬁCTBO HJI1 CPCACTBO, NPCAHAZHAYCHO a CC U3II0JI3Ba OT JIUIC, 3a J1a
ro nmpeamnasBsa OT €iHa UK IMOBCYC Bb3MOXKHHU OIMAaCHOCTH, 3alljlallIBaAllld HETOBOTO 3/IpaBC€ U 0e3omacHocT. Karo nuuHu
npeamasHu CpeacTBa C€ OMpCACIIAT ChIIO H:



a) CBBKYITHOCT OT YCTpOﬁCTBa M CpeaACTBa, B3AUMHO CBBP3aHU OT MPOU3BOAUTCIIA, C LICJT Ja MPCAIIa3BaT €AHO JIUIC
OT €aAHAa UJIM MHOXXCECTBO OITACHOCTHU, KOMUTO MOTAT Aa CC MpOoABABAT CAHOBPEMCHHO,

0) mpeAmnazHo yCTPOUCTBO HIIH CPEJICTBO, CBBP3aHO HEJEIMMO HIIH JISTUMO C JIMYHO CPEICTBO Oe3 3ammTHa (PyHKIIHS,
M3MOI3BAHO OT JIUIETO 33 U3BBPIIBAHE HA OMpe/esieHa JEHHOCT;

B) 3aMCHACMU CBCTABHHU YaCTH HaA C€AHO JIMYHO MNPCAIIa3HO CPCACTBO, KOUTO Ca OCHOBHH 34 HCTOBOTO IPABHUIIHO
(1)YHKHI/IOHI/IpaH€ M KOHUTO CC U3MI0JI3BAT CJUHCTBCHO 3a TOBA JIMYHO MPCANA3HO CPEACTBO.

21. (M3m. - JIB, 6p. 110 ot 2008 1., B cuma ot 21.03.2010 r.) "Memuunncko u3aenue’ € MHCTPYMEHT, amapart, ypen,
coryep, MaTepuan UM APYro HU3AEIUE, U3MOJ3BAH CAMOCTOATENHO HJIM B KOMOWHAIIWSA, BKIIOUUTETHO codryep,
npcaHasHa4YCH OT MPOU3BOAUTEIIA da 6'I)I[C M3I10JI3BaH CHCHI/I(l)I/I‘-IHO 3a IUArHOCTUYHHN I/I/I/IJII/I TCPANCBTUYHHN LCIIN U
HEOOXOIMM 3a MpaBUIIHATA MY YITOTpeOa, KOWTO HE IMOCTHTa OCHOBHOTO CH JCWCTBHE IO MpEeIHA3HAUYCHUE BHB HIIN
BBPXY YOBEIIKOTO TSJIO MO (hapMaKoJIOTHUeH, UMYHOJIOTHYEH UJIM METa0OJIUTEeH MBT, HO MOXe Ja ce MojaroMara mpu
CBOETO JICHCTBHE OT CPECTBA C TAKbB €()eKT, M KOWTO € MpeJHa3Ha4YeH OT IMPOM3BOAUTEINS JIa Ce MpHJIara mpu xopa ¢
eI:

a) TMarHOCTHKa, MPOQIIaKTHKA, HAOIIOICHHE, JIeUeHIE WM OOJIeKuaBaHe Ha 3a00IIBaHuUS;

0) IMarHocTuka, HaOMOeHNE, ICYeHHEe, 00JIeKYaBaHe HITM KOMIIEHCHUPaHe Ha TPAaBMH WJIH WHBAJIHIHOCT;
B) H3CJICABAHC, 3aMdHa UJIM KOPCKI WA Ha aHATOMHWYHA YacCT UJIN (1)I/I3I/IOJ'IOFI/I‘ICH mponec;

T') KOHTPOJI BBPXY ITpolieca Ha 3a0peMeHsBaHe.

22. (M3m. - 1B, 6p. 110 ot 2008 r., B cusa ot 21.03.2010 r.) MeaunuHcko u3aenue 3a KIMHUYHO HU3NUTBaHE" €
MEIUIIMHCKOTO M3/eNue 1o 4. 2, an. 1, T. 2 u 3, mpeqHa3sHAa4YeHOo J1a Ce M3IMO0JI3Ba OT MEIUIMHCKA CreLuuanucTt
nWwin o1 Apyr cneumnanunct, KOUTO TMpUTeEXaBaT Mnoaxoasila 34 UeJImtTe Ha WU3NUTBaAHETO
KBaJ'IVICbVIKaLI,VIﬂ, npmn npoBeXxaaHe Ha KIWHUWYHUN WM3NUTBAHUA B neyebHo 3aBeaeHmne 3a
noctTuraHe Ha uenTta no 4n. 32.

23. (M3m. - JIB, 6p. 110 ot 2008 1.) "MeauuuHCKO U3eNHe, U3paboTeHO MO MOphYKa" € METUIIMHCKO H3/SIUE 110 HII.
2,an. 1, 1. 2 unu 3 , mpou3BeACHO MO MUCMEHO 33/1aHHe Ha KBATM(UIIMPaH MEIUIMHCKA CheunmanncT Win Ha
nvue ¢ noaxoaswa npodecnmoHanHa Keanudukauus, ¢ KoeTo ce onpenensar cneunduyHute
NMPOEKTHU XapaKTePUCTUKMN Ha MU3AENMeTO U npeAHa3HauyeHMeTo My 3a ynotpeba OT KOHKpPEeTEH
naumneHT, N 3a KOeTOo TOW HOCU OTrOBOPHOCT.

CepHﬁHO HpOI/ISBe,Z[CHI/ITC n3aciins, a,Z[aHTI/IpaHI/I C IcJI na OTI‘OBOpHT Ha CHCI_[I/I(i)I/I‘-IHI/I N3NCKBAHUA HAa MCAUIIHCKHN
CNeunanucT Ui Ha Apyr oby4yeH nNoTpebuTen, He ca U3aenus, M3paboTeHU No NopbUKa.

24. "MHOTOIIEHTPOBO KIMHUYHO U3MUTBAHE" € KIMHUYHO U3MUTBAHE, KOETO C€ MPOBEXa MO €ANH MJaH, HO B TOBEYE
OT eIWH U3CJEeNIOBATEICKUA LIEHTHP/eueOHO 3aBelleHHe W OT TOBeYe OT €AWH u3ciiefoBaren. M3ciemoBaTeNncKuTe
HCHTpOBe Morart aga 6’BZ[aT paBHOJ'IO)KeHI/I Ha TepI/ITOpI/ISITa Ha ¢IHa I[T)p}I(aBa YJICHKa, B IIOBEYEC OT €JHa I[”I)p)KaBa
YWICHKA WJIM B IBPXKABH WICHKHA M B TPETH AbPIKABH.

25. "HabmromaBain' e nuile, Ha3HAUEHO OT BB3NOKHUTENS, KOETO HabM0aBa Jaiu KIMHUYHOTO U3MHUTBAHE HAa BCEKU
eTan ce MpOBEX/a, 3allMCBa U JIOKIa/JBa B CbOTBETCTBHUE C IJIaHA, ChC CTAHJAPTHUTE ONEPaTUBHU MPOLEIYPH, C
JoOpara KIMHUYHA MPAKTUKA U C IPUIIOKUMHUTE KOHTPOIHHU HU3MCKBAHUS.

26. "He3aBUCHMO OT BB3IOKHUTENS JUIle" € U3UUYECKO JUIIE, KOSTO € 3alT03HATO C XapaKTePUCTUKUTE M ICHCTBUETO Ha
MEAMITUHCKOTO H37eNne, OOCKT Ha KIMHUYHOTO W3MHTBAaHE, W C METOAOJOTHITa Ha MPOBEKIAHE Ha KIMHUYHO
M3MUTBaHE U € ((MHAHCOBO HE3aBMCUMO OT BB3JIOKHUTEIIS.

27. "llnaH Ha KIMHUYHOTO M3MHUTBaHE" € JOKYMEHT, OMHUCBAI LEIUTE, AU3ailHa, METOJOJIOTUATa, CTATUCTHYECKUTE
METO/M Y OPraHU3alMATa HA €IHO KIMHUYHO U3MHUTBAHE.

28. "Tlpeana3Havenne" € ynorpedara, 3a KOATO € MpeAHA3HAYCHO MEIUIIMHCKOTO M3JIEIHE CHhITIACHO MPEIOCTABCHUTE
OT MPOU3BOAMTENS JaHHU BBPXY €THKETa, B MHCTPYKIIUATA 3a YIIOTpeba U/MiIi B peKIaMHHU MaTepHalIH.



29. '"llpunaanexHocT" € u3JIenue, KOETO HE € MEIUIIMHCKO U3JeiIue, HO € CIElUaTIHO MpelIHa3HAayeHO OT
MIPOU3BOIUTEIIS MY 32 U3MOJI3BAHE 3a€IHO C METUIIMHCKO U3/CNINE, C 1IeJI MEAUIIMHCKOTO U3JIeIHNe J1a Ce U3MO0JI3Ba 110
OMPENEICHOTO OT MPOU3BOIUTENS MY ITPETHa3HAYCHUE.

29a. (Hosa - /IB, 6p. 39 ot 2011 r., B cuna ot 1.01.2012 r.) '"TIponakHa 1ieHa" e mieHara 3a Opoiika Ui 3a OmpeaeeHo
KOJIMYECTBO, BKITFOYBAINA JTAHBK BBPXY JO0OABEHATAa CTOMHOCT M BCUYKU JOMBIHUTEIHU JAHBIM M TaKCH, HA KOSITO
MEAMIIMHCKOTO U3JIENINE Ce Mpe/yiara Ha MOTpeOuTes.

30. '"TIpon3BoauTen" € BCAKO (PM3UUECKO MITH IOPUINUYECKO JIUIIE, KOETO:

a) OTTOBapA 3a MPOCKTUPAHETO, IPOU3BOACTBOTO, OITAKOBAHCTO U CTUKCTUPAHCTO HA MCIULIMHCKO HU3ACIINC, IPCAN [a
ro MyCHE Ha 1ma3apa OT HETOBO UMC HJIM C HCTOBa ThProBCKa MapkKa, HEC3aBUCUMO OaJil TC3U OI€paliuu CC U3BBPIIBAT
OT CaMOTO JIUIE, UJIN C€ U3BHPUIBAT 3a HETO OT TPETO JIUIIEC,

0) (u3m. - IB, 6p. 110 ot 2008 T.) KOMIJICKTYBA, OITaKOBa, 00pab0TBa, HAITBIHO MpepadoTBa WU/UIIM ETUKETHPA €THO

WA TIOBEYC TOTOBH MEIWIIMHCKA m3genuss u/mnn e OTroBOPpHO Aa onpeaenn TAXHOTO
npeaHa3Ha4veHune C uen nyckaHe Ha na3sapa 3a nMbpBuM NbT OT HEFOBO MNME.

®Ou3NYECKH HIIHN OPUAUYCCKA JIMIa, KOUTO KOMILICKTYBAT HWJIM aAaallTUpaT IIYCHATW Ha I1a3dapa MCIUIHNHCKA

n3pgenna 3a KOHKpeTeH NauMeHT B CbOTBETCTBUE C TAXHOTO nMNpegHa3Ha4deHune, He Ca
npomnssoanTeEIN NO CMUCHJ1a HA TO3UN 3aKOH.

31. '"Tlyckane B AelicTBHe" € eTambT, P KOWTO TOTOBO 3a YIOTpeda Mo mpeaHazHaueHUEe MEIUIIMHCKO H3/EHe ce
nNpeaocCTaBd 3a NIBbPBU BT B AbpPiKaBa YICHKA HJIM B AbpKaBa OT EBpOHGfICKOTO HKOHOMHUYECKO IMPOCTPAHCTBO Ha
KpaiiHus notpeduten. [lyckane B gelicTBHE HAa aKTUBHO UMIUIAHTUPYEMO MEIUIIMHCKO U3JIeTNe € MPEI0CTaBIHETO My
Ha KBaTM(DUIMPaH MEIUIIHHCKH cneunanuncT 3a MMIMJIaHTUPAHE.

32. '"llyckane Ha maszapa" € MBPBOTO MPEIOCTaBSHE 3a Pa3NpOCTPaHEHHE W/UIM ymoTpeba Ha TepUTOpHATa Ha
EBpomneiickus cpto3 u Ha TepuTopusra Ha EBpONMEHCKOTO MKOHOMHUYECKO MPOCTPAHCTBO CpEIly 3arulalliaHe HIIN
0e3MIaTHO Ha HOBO MJIM HAIIBIHO OOHOBEHO MCIUIIMHCKO HM3ACIUEC, C HM3KIHYCHHUEC Ha MCIUIIHMHCKO H3ACIHUEC 3a
KIMHUYHO U3IIUTBAHEC U HA UH BUTPO JUATHOCTUYHO MCIUITUHCKO U3ACIINEC 3a OLICHKA Ha HeﬁCTBI/IeTO.

33. "Cepuno3HO yBpexkaaHe Ha 31paBeTo" €:
1. ®MBOTO3aCTpaIllABAILIO CHCTOSHUE UK 3a00JsBaHe, WM HapaHsBaHE;
2. TpaifHO yBpeXJaHe Ha )KH3HeHa (DYHKIHS UM Ha YOBEIKWA OPTaH UM Ha THhKaH;

3. ChCTOSIHUE, KOETO Hajlara MEIUITMHCKA TTOMOIIT FUIM XUPYpPrUYecka HaMeca, 3a Jia ce MPEAOTBPATAT YBPEKIAHUATA 110
T. 2.

34. "CpoBe 3a CbXpaHEHHE HAa MPOOM OT YOBEIIKOTO TsIO" Ca MH BUTPO JMATHOCTHMYHM MEIWLMHCKH WU3JEeNNA,

HE3aBMUCUMMO AaJiIn Ca BaKyyMeH Tnn UIn He, cneumasiHo npeaHa3Ha4deHM OT NMpom3BoaUTENA
3a MNMbpBOHA4aJ/IHO c1:6V|paHe N CbXpaHEHUE Ha I'Ip06l/l OT 4YOBE€LWKOTO TAJIO 3a WUH BUTPO
ANarHOCTM4HM nacnenBaHuA.

35. "CepiecTBeHa MpoMsiHA B IIJ1aHA HA KIMHUYHOTO M3MUTBaHE" € BCsAKa MPOMsIHA B IJIaHa W/WIK B MHQOpManusiTa B
CBITBTCTBAIIATA JOKYMEHTAIMS, KOSTO TIOBIUSBA!

a) 6e3zomacHoCTTa MK (pM3UUYECKaTa U MCUXUYECKAaTa HEPUKOCHOBEHOCT Ha YYaCTHUIIUTE,
0) Hay4HaTa CTOIHOCT Ha U3MUTBAHETO;
B) IPOBEXJAHETO UJIM OpraHU3alUATa Ha U3IUTBAHETO.

35a. (Hosa — JIB, 6p. 38 ot 2015 r., B cuina ot 26.05.2015 r.) "Tpera nppkaBa" € BCska JIbpkaBa, KOSITO HE € WICH Ha
EBpomneiickusi cpi03 uaM HE € JbpkaBa — crpaHa no CrnopasymeHueTo 3a EBpoOmenckoTo HKOHOMHYECKO
npocTtpancTBo, i Kondenepanus Iseiinapus.

36. (Msm. - [IB, 6p. 54 ot 2012 r.) "TeproBus Ha npeOHO" ca BCUYKH JACWHOCTH MO MPUIOOMBAHE, ChXpaHSBAHE W
npoax0a Ha MEMLIIMHCKA U3AEe/INS Ha HaCesIeHMETO.



37. (M3m. - JIB, 6p. 54 ot 2012 r.) "T'sproBust Ha eapo" ca BCUYKH JIEHHOCTH IO NPUIOOMBAHE, ChXpaHsSBaHE,
CHabJsIBaHe, BHOC WIIM M3HOC Ha MEIUIIUHCKH n3aenna C uen npo,qa>i<6a, C U3KJTIDYEHNE Ha CliydauTte
Ha npeaocCtaBdHeE Ha MEAULMHCKUN U3JeNTna AUPEKTHO Ha HaCeJIEHUETO.

38. (M3m. - [IB, 6p. 110 ot 2008 r.) "YIreaHOMOIICH TIpeacTaBUTEN" € (PU3HYECKO WIIH FOPHANIECKO JIUIIE, YCTAaHOBEHO
Ha TEpUTOpHUSATA HA JbpXKaBa WICHKA WU JIbpkaBa OT EBpomeickOTO MKOHOMHUYECKO MPOCTPAHCTBO, H3PUYHO
YI'BTHOMOIIEHO OT IMPOU3BOJIUTEINS 2 JAeicTBa OT HErOBO MME U 3a HEroBa CMETKa MpeJl PeryllaTOpHUTE OpraHu Ha
JbP’KaBUTE YJICHKU UJIM PETYIAaTOPHUTE OPraHU Ha JIbp>KaBUTE OT EBpONECcKOTO MKOHOMHYECKO MPOCTPAHCTBO MPHU
M3I'BIIHEHUE HA 33IDKCHUS] Ha TPOU3BOIUTENIS TTO TO3HM 3aKOH.

§ 2. (U3m. - JIB, 6p. 110 ot 2008 1., B cuna ot 21.03.2010 r.) To3u 3ak0H BBBEXKIa pasmopenoute Ha JlupexruBa
90/385/EMO na CwBera oT 20 romu 1990 1. oTHOCHO cONMMIKaBaHE Ha 3aKOHOJATEIICTBOTO Ha JIbP)KABUTE YJICHKH,
CBBpP3aHO C AKTUBHUTC HUMIUIAHTUPYECMHU MCIAUIIUHCKA M3ﬂeﬂMﬂ, nocneagHo M3MeHeHa C ,D,leeKTMBa
2007/47/EO Ha EBponenckmna napnameHT n Ha CbBeta oT 5 centemBpu 2007 r. 3a u3MeHeHune
Ha [OupektmBa 90/385/EMO Ha CbBeTa OTHOCHO cbnmxaBaHe Ha 3aKOHOAATE/ICTBOTO Ha
AbpXXaBUTE YJNIEHKW, CBbP3aHO C AaKTUBHUTE UMMNAHTUPYEMU MEeAUUMHCKU U3[ennsa, Ha
Ounpektnea 93/42/ENO Ha CbBeTa OTHOCHO MeAMUMHCKUTE m3genus n Ha Aupektmea 98/8/EO
OTHOCHO NyCKaHeTo Ha nasapa Ha 6uoumam (OB, L 247/21 ot 21 centemBpu 2007 r.), Ha
OunpektmBa 93/42/EMO Ha CobBeTta oOT 14 toHM 1993 r. OTHOCHO MEAULMHCKUTE Wun3aenus,
nocnegHo usMeHeHa c AupektmBa 2007/47/EO Ha EBponenckust napnamMeHT n Ha CbBeTa, U
Ha OdupektnBa 98/79/EO Ha EBponenckma napnameHT u Ha CbBeTa oT 27 oktoMBpu 1998 r.
OTHOCHO AMArHOCTUYHUTE MeAUUMHCKUM m3genus in vitro, nocneaHo uaMeHeHa c PernameHT
(EO) 1882/2003 Ha EBponenckus napnameHT n Ha CbBeTa oT 29 centemBpu 2003 r. 3a
ajantmpaHe kbM PeweHune 1999/468/EO Ha CbhBeTa Ha pasnopenbute OTHOCHO KOMUTETUTE,
KouTto nognomarat KoMucumaTa Npu yrnpaxHABAHETO Ha M3NbAHUTENHUTE W NpaBoOMOLWMSA,
ornpenesnieHn B aKTOBeTe, KOUTO NoAfnexaT Ha npouenypaTa, nocodeHa B 4. 251 ot [Jorosopa
3a EBponenckaTta o6LHOCT.

§ 3. (1) HanmeHoBaHUATa U PETUCTPALMOHHUTE HOMEPA HAa XapMOHU3UPAHUTE €BPOIEHCKH CTaHAAPTH U Ha
Monorpaduute Ha EBporneiickara gapmaxones 3a MEIMIMHCKATE U3aenns ce nybnukysaT B "OduumaneH
BECTHUK" Ha EBpONENCKMS Cbio3.

(2) XapMoHU3UpaHHUTE €BPOIEHCKN CTaHIAAPTH C€ BBBEXIAT HICHTUYHO Ype3 MyOIMKyBaHe Ha TEKCTa Ha CTaHAapTa B
MPeBOJ Ha OBIATAPCKH €3WK MIIM Ype3 MOTBBPKIAABaHE 3a MpHIIaraHe KaTo OBJATapCKH CTaHAApT IO peja Ha 3akoHa 3a
HaIMOHAIHATA CTaHAapTU3AIHL.

(3) HaumeHnoBaHusATa U PETUCTPAlUOHHUTE HOMEpa Ha OBJITAPCKUTE CTAHAAPTH, BBHBEKAALNM XapMOHHU3UPAHUTE
EBPOICHCKA CTaHJAPTH, Ce MyONUKyBaT B OQUIIMANIHHS OJIeTHH Ha J[IbpkaBHaTa areHIUs 3a METPOJOTHUS H
TEXHUYECKH HA/I30p, KaTO MPH MMYOJIMKYBAHETO 3aJbJDKUTENIHO Ce M0COUBa Bph3KaTa ChbC ChOTBETHATa Hapenda Mo 4.
18.

§ 4. (1) C oOmmTe TEXHUYECKH CTISITU(DUKAIINY CE ONPEISIIT U3UCKBAHUS 32 OIICHKA U MPEOIICHKA Ha ICHCTBUETO,
MyCKaHETO Ha Ma3apa U/UiM MyCKaHETO B JIEHCTBHE Ha MAPTUAH, peepeHTHH METOAM U pedepeHTHU MaTepuaiu 3a UH
BUTPO IMArHOCTUYHU MEAUIIMHCKUA U3AENUS.

2) O6nmTe TeXHUYecKkd crerudukauy ce nyosmkysar B "Odunnanen BecTHUK" Ha EBponeickus Cbro3.
KyB

§ 4a. (Hos — /1B, 6p. 38 ot 2015 1., B cuna ot 26.05.2015 r.) M3nbenauTenauar gupekrop Ha MAJI moxke na Bb3mara
CBOM IIPaBOMOIIMS 10 TO3U 3aKOH HA 3aMECTHUK-U3MBIHUTETHUS AupekTop Ha MAJL.

HPEXOJ1HU U 3AK/TIOYUTEJ/IHU PASIIOPE/IBU

§ 5. (1) TeproBumTe, NMOMYYHMIM Da3pelleHHE 3a THPIOBHS Ha €IpO C JIEKApCTBA - MEIMLIMHCKH WU3JEeNUA,



nspaneHo cnen 29 pgekemBpu 2002 r. no peda Ha OTMeHeHMs 3aKOH 3a JsiekapcTBaTta U
anTtekuTe B XyMaHHaTa MeauumHa (06H., AB, 6p. 36 o1 1995 r.; 6p. 61 oT 1996 r. - PelweHue

10 Ha KOHCTUTYUMOHHMA cba OT 1996 r.; nsm., 6p. 38 o1 1998 r., 6p. 30 0T 1999 r., 6p. 10
oT 2000 r., 6p. 37 oT 2000 r. - PeweHne 3 Ha KoHCcTUTyunoHHus cba ot 2000 r.; mnsm., 6p.
59 o1 2000 r., 6p. 78 o1 2000 r. - PeweHue 7 Ha KOHCTUTYUMOHHUS cba oT 2000 r.; usmMm.,
6p. 41 o1 2001 r., 6p. 107 1 120 o1 2002 r.; nonp., 6p. 2 oT 2003 r.; n3Mm., 6p. 56, 71 n 112
ot 2003 r., 6p. 70 1 111 oT 2004 r., 6p. 37, 76, 85, 87, 99 n 105 ot 2005 r., 6p. 30, 31, 34,
75 n 105 ot 2006 r.; ot™m., OB, 6p. 31 ot 2007 r.), nogasaT B CPpOK AO Tpu Meceua OT
B/IM3@HETO B CU/la Ha 3aKoHa 3aaBsieHue no obpaseu 3a cnyxebHo BNMcBaHe B peructbpa no
un. 81 , KbM KOeTO npwniaraT AOKYMeHTuTe no yn. 78, an. 1, 1.1 n 2, an. 2, . 3 n4 ,n
AeKnapaumsi, 4e He e Hanuue npoMsiHa B ajpeca Ha NoMelweHussiTa 3a CbXpaHeHue U
TbproBus.

(2) B cpok n0 30 gHM OT mojaBaHe HaA JOKyMEHTANMATa MO an. | m3mbaHUTEenHUAT aupektop Ha MAJl usmaBa
paspelieHre 3a THProBUs Ha €Ip0 ¢ MEIULIMHCKU U3AeNNS.

(3) C u3naBaHe Ha pa3pelIeHUETO 1Mo ajl. 2 ce MpeKpaTsIBa U3IaJeHOTO MO pe/la Ha OTMEHEHHs 3aKOH 3a JieKapcTBaTa U
alITCKMTC B XyMaHHaTa MCIMIIMHA pa3pelleHne 3a Tbproeumd Ha eapo.

§ 6. TeproBiuTe, MOMYIHJIA OE3CPOYHO pa3pellicHUe 3a THPTOBUS Ha €1IpO C JIEKapCTBa, U3aACHO clel 29 nekeMBpH
2002 r. mo pena Ha OTMEHEHMs 3aKOH 32 JIEKAPCTBATA M AIITEKUTE B XyMaHHAaTa MEAMIMHA, KOUTO TbpryBaT U C

MEANUMNHCKUN U3fgenna, nogaBat 3adBineHne N AOKyYMeHTauua 3a pa3pelleHmne 3a TbproBuAa Ha
epo C MeAULIMHCKN n3aennsa no peaa Ha To3u 3akKoH B cpok Ao 31 aekemBpu 2007 r.

§ 7. TeproBuiuTe, MOTYIHIIH OE3CPOUHO pa3peIicHUE 32 ThPTOBHUS HA €pO C JICKAPCTBA, U3/AaJIeHO TIpean 29 NeKeMBpHU
2002 r. o pesia Ha OTMEHEHM s 3aKOH 3a JIEKapCTBaTa M alTeKUTe B XyMaHHaTa MEJMIIMHA, KOMTO TbPryBaT C

MeANUUHCKN U3aenud, nogasaT 3a8B/IeHne U JOKYMEHTauusa 3a pa3pelleHne 3a Tbprosus Ha
eApo C MeAUUMHCKN n3genusa no peaa Ha To3M 3aKOoH B Cpok o 31 aekemspu 2007 r.

§ 8. 3asgBnenus 3a n3IaBaHC Ha paspClICHU: 3a ThPTOBUA Ha €ApO C MCIMIMHCKH N3aeNnd, nogaaeHum Ao

B/IN3AHETO B CWJ1a HA TO3UM 3AdKOH, Ce pa3rnexaat n npuknarysaT rnpum ycjioBmnAaTa U no peaa,
npeapungeHmM B HEro.

§ 9. (1) M3mamenutre mo pema Ha OTMEHEHHsS 3aKOH 3a JIeKapcTBaTa M anTeKUTE B XyMaHHATa MEIUIIMHA

pa3peweHmnd 3a yr|0Tpe6a Ha MEAMUMHCKUN U3OENNA CE MpeKpaTdaBaT OT AaTaTa Ha BJZIN3aHE B
CWJ/1a Ha 3aKOHa.

(2) Tlpomseomurenure mo win. 29, am. 1 m 2 Ha MEIMUMHCKA W3JESINS, HA KOWUTO € NpeKpaTeHO
paspeweHneTo No peda Ha an. 1, nopgasaT yBeaomneHume no obpasel A0 U3MbAHUTENHUS
anpektop Ha UAJT B CpoK 4O TpU Meceua OT BJIM3AHETO B CU/la Ha 3aKOHa.

§ 10. HanmnunuTe KOIMYECTBA MEAUIIMHCKA N3AE/IUSA, KOUTO HAMAaT OLEHEHO CbOTBETCTBME CbC
CblLECTBEHUTE U3NCKBAHMUSA Mo peaa Ha ampektuen 90/385/EMO, 93/42/EO n 98/79/EO B
CK/laZloBe 3a TbproBus Ha eapo, anTeku, Aporepuun, onTUMKU U ApYru TbproBckn obektn, moraTt
Aa ce nNpoaaBaT A0 M34YepnBaHETO MM, HO HE MO-KbCHO OT €4Ha roauHa OT B/IM3aHEeTo B cua
Ha 3aKOHa.

§ 11. MemnuuHckd n3pgenuns ce Cb3aasBaT, CbxpaHsaBaT M O6HOBSABAT KaTO AbpPXXaBHU pe3epBu U
BOEHHOBPEMEHHM 3aMacu Npu yCrIoBMSTa M MO peda Ha 3akoHa 3a AbpXXaBHUTE pe3epBu u
BOEHHOBpPEMEHHUTE 3arnacuM U Ha aKToBeTe MO HEroBOTO MpuaaraHe.

§ 12. MuHUCTEPCKUAT CHBET U3BBPIIBA IPOMEHH B YCTpOMCTBeHUTE NpaBriHMIM Ha AJI n Ha /{ppxaBHaTa
areHIys 3a METPOJIOTUYECH U TEXHUYECKH HaJ[30p B TPUMECEUEH CPOK OT JIeHs Ha 00HApOABAaHETO HA 3aKOHA B
"JIbp>kaBeH BECTHUK'.



§ 13. [loa3aKOHOBUTE aKTOBE MO MPHUJIATaHETO Ha 3aKOHA CE M3/1aBaT B 6-MeceueH CPOK OT JIeHS Ha 0OHAPOJBAHETO MY
B "JIbp>kaBeH BECTHUK".

§ 14. B 3akoHa 3a uHTerpamus Ha xopaTa ¢ yBpexaanus (06H., JIB, 6p. 81 ot 2004 r.; u3m., 6p. 28, 88, 94, 103 u 105
ot 2005 ., Op. 18, 30, 33, 37, 63, 95,97 u 108 ot 2006 1., 6p. 31 oT 2007 T.) CE MPABSAT CACAHUTE U3MCHECHUS U
JIOTTBITHEHUSL:

1. Buwi. 8 T. 1 ce u3MeHs taka:

"1. perucrpupa Jnna, KOUTO OCBIICCTBABAT HeﬁHOCTH IO IMpEAOCTaBsAHC HA IMOMOIIIHHU CPCACTBA, HpI/ICHOCO6HeHI/I}I )51
ChOPHKEHHMS 3a XOpaTa ¢ yBPEKIAHUSA M MEIAUIMHCKA U3Je/INS, MOCOYEeHN B cnucbumTe no 4n. 35a, an.
1, N KOHTpPONMpPa cha3BaHETO Ha YTBbPAEHUTE KpUTEPUU 3a NPEeAOCTaBAHETO UM;".

2. Bun. 15, an. 2 T. 8§ ce u3MeHs Taka:

"8. Ha3Ha4YaBaHE HAa MCIUIIMHCKA U3[4eNMNs, NMOMOLLUHM CpeaCcTBa U CbOpbXeHus."
3. Unen 35 ce u3MeHs Taka:

"Ui. 35. (1) 3a mpenocraBsiHe Ha MOMOIIHH CPEJICTBA, IPUCIOCOOICHUS U ChOPHKEHUS U MEAUIIMHCKH U3AE/NA MO

un. 44, an. 3 AreHumaTa 3a XopaTa C YyBpexhaHud BOAM PerncTtbp Ha uuaTta,
ocbllecTBABaWM Te3n AENHOCTHU.

(2) HeiiHocTHTe MO MpEeAOCTaBSHE Ha IOMOIIHU CPEACTBA, NPHUCHOCOOJNECHUS U CHOPBKEHUS M MEIUIIUHCKU

n3penus ce wu3BbpWBAT OT JMLA, PEerucTtpyupaHM Kato TbproBUM MO  HALMOHAIHOTO
3aKOHOAATENICTBO Ha [AbpXaBa YNEHKa WM AbpXaBa oOT EBpPoONenckoTo MKOHOMMYECKO
NPOCTPaHCTBO.

(3) 3a BiuCcBaHe B perucThpa MO ajl. | JuIlata MojaaBaT 3asBJICHUE JI0 M3IIBIHUTEITHUS TUPEKTOp Ha ATCHIMATA 32
XopaTa ¢ yBpeXJIaHU s, KaTo IMpuiiarat 1 HeoOX0IMMUTE JOKyMEHTH, ONIpe/IeJIeH! B HapeadarTa 1o ai. S.

(4) B cpok 10 enuH Mecel] OT JaTaTa Ha M0/IaBaHe Ha 3asiBJICHUETO MO all. 3 U3N'BIHUTEIHUSAT TUPEKTOp Ha AreHuusTa
3a XopaTta ¢ yBpeXJaHus U3aBa yI0CTOBEPEHHUsI Ha JIUIaTa, BIMCAHU B PETUCTHPA.

(5) MuHHCTBPBT Ha Tpyla M COIlMAlIHATAa TOJHUTHKA H37aBa Hapembda 3a HM3WCKBAHUSITA 32 OCBIIECTBSIBAHE Ha
HeﬁHOCTHTe IO IMpEAOCTaBsAHC HA IMOMOIIIHHU CPCACTBA, HpI/ICHOCO6HeHI/I}I U CBOPBKCHUSA 3a XOpaTa C YBPCKIAAHUSA U
MCIUIIMHCKA U34eNnsi, NoCoOYeHn B cnmcbumTe no 4n. 35a, an. 1."

4. Cn3gaBa ce wi. 35a:

"Un. 35a. (1) MuHHCTBPBT Ha TpyJda W COIMAJHATA MOJUTHKA CBHIJIACYBAHO C MHUHHCTBpPA Ha 3PaBEONa3BAHETO
YTBBPK/IaBa €KETOJHO CIIMCHIH Ha:

1. MMOMOIIHUTC CPCACTBA, HpI/ICHOCO6J'IeHI/I$I " CHbOPBIKCHUA 3a XOpaTa C YBPCIKIAAHU S,

2. MEIMIIUHCKATE n3aenva, npeaHasHa4d4eHu 3a XopaTta C yBpeXaaHus.

(2) B ciiyuait Ha cCbMHEHUE Jalld €UH MPOJIYKT € MEIUIIMHCKO M3JENIUE WU MOMOIIHO CPEACTBO, MPUCIIOCOOICHE
U ChOPBHKEHHE 3a XOpa C YBpeXJaHUs, MEXKIyBEJIOMCTBEHA EKCIEepTHa KOMHCHUs, Ch3aJieHa ChC 3aloBel Ha
MUHUCTBpPA Ha TPYyJa U COLIMAIHATA MOJUTHUKA U HA MUHUCTHPA Ha 3/IpaBEOIa3BAHETO, JaBa OKOHYATEITHO CTAHOBHIILIE.

(3) YcnoBusita 1 peapT 3a paboTa Ha KOMUCHSITA TI0 aJl. 2 Ce OMPEIeNST B MPAaBUIIHUKA 33 TIPUJIaraHe Ha 3akoHa."
5. Bun. 44 an. 3 ce u3MeHs Taka:

"(3) Xopara ¢ yBpexnanusi choOpa3HO CBOMTE MOTPEOHOCTH MOTAT Ja MOydaBaT I[€JEBH MOMOIM U OOJEKYCHUS 3a
IOKyIIKa U PEMOHT Ha IOMOIIHU CPEJCTBA, IPUCIIOCOOIECHUS, ChOPBKEHHS U MEAUILIMHCKH U3[E/INSA, NMOCOYEHU
B CMMMCbUUTE MO UYJl. 353, an. 1, C U3KNKYEHUNE HaA MeAUUMNHCKUTE WU3aena, KOUTO Ce
3annalwaT Hanb/IHO UM YacTUYHO OT HaunoHanHaTa 34paBHOOCUIypuUTEiHa Kaca."



6. B § 1 ot nombinHuTEeNHATA pasnopeada T. 7 ce U3MEHs Taka:

"7. '"TloMonHU CpeacTBa, MPUCIOCOONCHHUS U CHOPBKECHHUS' ca MOCcOoOWs, MpeqHa3HAYeHW OT IPOU3BOAUTENS Oa
KOMITEHCUpAT 3ary0eHa WIJIM yBpeneHa (YHKIHMS Ha YOBCIIKA OpraH, C e yBeJIW4YaBaHE BB3MOKHOCTUTE 3a
camMoo0CITy’KBaHe, 32 U3BBPIIBAHE HA TPYJAOBA U JIpyra JEHHOCT Ha XopaTa ¢ yBpexaaHus."

§ 15. B 3akona 3a 3apaseto (00H., [IB, 6p. 70 ot 2004 1.; u3m., Op. 46, 76, 85, 88, 94 u 103 ot 2005 ., Op. 18, 30, 34,
59, 71,75, 81,95 u 102 ot 2006 1., 6p. 31 o 2007 1.) B § 1 OT HOBIHUTENHATA pasnopeada B T. 9, Oyksa "3" mymara
"exapcTBa' ce 3aMeHs ¢ "TeKapCTBEHU MPOAYKTU U MEIULIMHCKA n3aenmsa'.

§ 16. 3akoHBT BJIM3a B CHJIa OT JICHS HA OOHapoaBaHETO My B "J[bpikaBeH BECTHUK', C M3KITIOYEHUE Ha pasnopeadara
Ha 4. 4, an. 2 , kosITo Biin3a B cuiia ot 29 nekemBpu 2009 r.

3akonsT € ipuet oT 40-to HaponHo crOpanue Ha 29 mait 2007 r. 1 € mojneyaTas ¢ opuIHATHUS TTeUaT Ha
Haponnoro chOpanue.

3AKJIIOUYUTEIIHU PA3ITIOPE/IBU

KbM 3aKoHa 3a H3MEHEHHUE U JOII'BJIHCHUE

Ha 3aKoHa 3a MCINIUHCKUTE U3 0eTUA

(B, 6p. 110 oT 2008 1.)

§ 51. MUHHCTEPCKUSAT CHBET B CPOK J0 6 Mecella OT BIM3aHETO B CUJIa HAa TO3W 3aKOH Mpuema Hapendata mo ui. 30a,
an. 2.

§ 52. MUHHCTBPBT Ha 37paBEOIa3BaHETO B CPOK JIO JIBA MECEIa OT BIM3AHETO B CUJIa HAa TO3U 3aKOH MpHEMa
HapenOara o 4. 32a.

§ 54. Pasnopenoutena § 1, 1. 1,§2,5,8,10,15,§ 16, 1.3,4u 5, § 17, 18, 20, 21, 22, 23, 24, 25, 26, 27,31,45,47 n
§ 50, 1. 1, 6ykBH "a", "0", "B" 1 T. 2 Bnu3at B cuiia ot 21 mapt 2010 1.

SAKJIIOUYUTEIIHU PA3ITOPE/IBN

KbM 3aKoHa 3a U3MEHEHHUE U JOIIBJIHCHUC
Ha 3aKOHa 3a MEAULIMHCKUTE U3 e/

(4B, 6p. 39 or 2011 1., B cuna ot 1.01.2012 1.)

§ 4. B CPOK 0 ABa MecClia OT BJIM3aHCTO B CUJId HA TO3U 3aKOH MI/IHI/ICTepCKI/I}IT CBbBCT IIpUEMa Hapez(6aTa 110 4J1. 303,



IMPEXOIHN 1 3AKJIYOUUTEJIHU PA3ITIOPE/IBN

KbM 3aKOHAa 32 U3MEHCHUE U JOII'bJIHCHUEC
Ha 3aKoHa 3a MCINIUHCKUTE N30ennsd

(JIB, 6p. 54 0T 2012 1.)

§ 28. 3asBiieHMATA 32 U3aBAHE HA PAa3PEIICHMS UM YAOCTOBEPEHMS 3a THPrOBMS HA €IPO C MEAULIMHCKA U3EeNNS,

noaageHn A0 BJIN3aHETO B CUJ/1a HA TO3UN 3aKOH, CE pa3rnexaart npum ycinosumdta M no pena,
npeaBunaeHm B HEro.

IMPEXOIHN 1 3AKJIYOUUTEJIHU PA3ITIOPE/IBN

KbM 3aKOHAa 32 U3MEHCHUE U JOIIBJIHCHHUEC HA 3akoHa 3a 3anmTa
OT BPpCAHOTO BLS)IGf/iCTBI/IG Ha XUMWUYHHUTEC BCIICCTBA U CMECHU

(B, 6p. 84 oT 2012 1., B cuna ot 2.01.2013 1)

§ 12. Paznopenbara Ha ui. 21e, an. 1 He ce mpuJara 3a:

1. MenuuMHCKE M34enns, NyCHaATU Ha nasapa npeaun 22 wonun 2014 r.;

2. mpubopH 3a KOHTPOJ U YIIpaBJIEHUE, TyCHATH Ha nasapa npeau 22 ronu 2014 r.;

3. MH BUTPO JIMarHOCTUYHU MEMIUHCKA U34e/ NS, MYCHATU Ha na3apa npeau 22 tonum 2016 r.;
4. MpOMUIITIEHHU MTPHUOOPH 32 KOHTPOJI U yIIpaBJICHUE, MyCHATH Ha ma3apa npeau 22 o 2017 r.;

5. xabenu wau PE3CpBHU YaCTU 3a PCEMOHTA, ITOBTOpHATa y1'IOTp€6a, OCBbBPCMCHABAHCTO Ha (I)YHKI_[I/IOHaJ'IHI/ITe
XaPAKTCPUCTUKU WUJIW ITOBUIIABAHCTO HA KallallUTCTA Ha:

a) eJICKTPUYECKO U EJICKTPOHHO 000pyIBaHe, MycHaTo Ha ma3zapa npeau 1 romum 2006 T.;

0) MEIMUMHCKA U34ENUS, MYCHATX Ha Na3apa npeau 22 tonn 2014 r.;

B) puOOpH 3a KOHTPOJ U YIIpaBJeHUE, MyCHATH Ha ma3apa npeau 22 romu 2014 1.;

T) MH BUTPO JMarHOCTUYHY MEIULMHCKH U3AENNSA, MYCHATU Ha nasapa npeau 22 tonun 2016 r.;
1) IPOMUIITICHH MPUOOPH 32 KOHTPOJ U yIpaBJIeHUE, yCHAaTH Ha na3zapa npeau 22 ronu 2017 r.;

e) CJIICKTPHUYCCKO U CJIICKTPOHHO 060py,uBaHe, 34 KOCTO € IIOJI3BAHO HPaBOTO Ha OCBO60)KI[aBaHe U KOETO ¢ OMIIo
IIYCHATO Ha Imasapa npcau U3TUYaHCTO Ha CpOKa Ha OCBO60)K)IaBaH€TO, JOKOJIKOTO TOBAa C€ OTHACA A0 CBOTBCTHOTO
OCBO60)KI[aBaHC;

6. IOBTOPHO M3IOJI3BAHM PE3EPBHM 4YacTH, Bb3cTaHOBeHM OoT EEO, mycHatu Ha mnasapa npeau 1 romm 2006 1. u
M3I0JI3BaHU B 0o0Opy/ABaHe, MycHAaTO Ha maszapa npeau 1 ronu 2016 1., mpu ycioBHe ye MOBTOpHATa ynorpeda ce
OCBILECTBSIBA B KOHTPOJMpYyeMa 3aTBOPEHA CHCTEMa 3a BPBIIAHE MEXIy CTONAHCKU CYOEKTH U IOTPEOUTENAT €
YBEJIOMEH 3a Ta3u MOBTOPHA ynoTpeda Ha 4acTH.

§ 13. EnexTpudeckoTo U eIeKTPOHHOTO 000py/ABaHe, KOETO HE ToIaia B 00xBarTa Ha npuiiokeHust Ne 1 1 2 kpM
Hapenbara 3a n3nckBaHusITa 3a MyCKaHE Ha Ta3apa Ha eJIEKTPUYECKO U EICKTPOHHO 000pY/IBaHE U TPETHPAHE U
TPAHCIIOPTUPAHE HA OTHAABIUA OT EIEKTPUUYECKO U EIEKTPOHHO oOopyaBaHe (00H., JIB, 6p. 36 ot 2006 1.; u3m., Op. 57



ot 2006 ., 6p. 53 ot 2008 1., 6p. 5 0T 2009 T. M Op. 29 0T 2011 TI.), HO HE CHOTBETCTBA HA M3MCKBAHUATA HA ITIaBa MeTa
"a" u HapemOaTa mo . 211, an. 1, Moke J1a mMPOIBIKH Jia Ce MPeIoCcTaBs Ha mma3apa jo0 22 ronu 2019 r., ako ToBa € B
cboTBEeTCTBUE € § 12, T. 1 - 5.

§ 14. MUHHCTEPCKUSAT CHBET MpremMa HapeadaTa mo 4wi. 211, an. 1 B TpuMeceyueH cpok OT 00HAapOABaHETO Ha TO3HU
3aKoH B "JIbp’kaBE€H BECTHUK'.

[MPEXOIHU U 3AKJIYOUUTEJIHU PA3ITIOPE/IBN

KbM 3aKoHa 3a U3MEHEeHHe Ha 3aKoHa 3a 3a0paHa Ha XUMHYECKOTO OPBKUE
Y 32 KOHTPOJI Ha TOKCHYHUTE XMMHYECKU BEIECTBA U TEXHUTE MPEKypCOpH

(B, 6p. 14 o1 2015 1)

§ 20. B 3axona 3a meguuunckute u3aenmsa (o6H., B, 6p. 46 ot 2007 r.; u3mM., 6p. 110 ot 2008 r.,
6p. 41 1 82 ot 2009 r., 6p. 98 0T 2010 1., 6p. 39 1 60 oT 2011 r., 6p. 54 N1 84 o1 2012 T.)
HaBCsaKbAE AyMuUTe "MMHUCTbPA Ha MKOHOMUKATA, eHepreTmkaTa u Typmama" ce 3aMeHsaT C
"MWUHUCTbpa Ha MKOHOMMKATA".
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KbM 4n. 15, an. 1



