3AKOH 3A KPBBTA, KPbBOIAPABAHETO "
KPBBOIIPEJIUBAHETO

O6wn. /IB. 06p.102 om 21 noemspu 2003e2., usm. /{B. 6p.70 om 10 aszycm 2004e.,
usm. IB. 6p.30 om 11 anpun 2006¢., usm. /[B. 6p.65 om 11 aseycm 2006¢., usm. /IB. 6p.31
om 13 anpun 20072., usm. /IB. 6p.41 om 2 1onu 20092., usm. /IB. 6p.74 om 15 cenmemepu
2009z., usm. /[B. 6p.59 om 31 1onu 2010e., uzm. /[B. 6p.98 om 14 oexemspu 2010e., uzm.
HB. 6p.60 om 5 ageycm 201 12., usm. /[B. 6p.38 om 18 mau 20122., usm. u don. /[B. 6p.54
om 17 woau 2012e., usm. /IB. 6p.68 om 2 aseycm 2013e., oon. [[B. 6p.77 om 18 cenmemapu
2018ez., usm. /[B. 6p.102 om 11 oexemspu 20182., usm. u oon. /[B. op.54 om 16 onu 2020e.,
oon. /[B. op.85 om 8 okmomepu 20242.

ITpoext: 302-01-30/06.06.2003 r.

I'naBa nmbpBa.
OB MOJIOKEHUSA

Y. 1. (1) C To3u 3aK0H ce ypexaaT oOLIECTBEHUTE OTHOIIEHNUS, CBbP3aHU C
JlapsiIBaHETO, B3EMAHETO, AMArHOCTHKATa, IpepaboTBaHETO, TPAHCHIOPTA, ChXPaHIBAHETO,
yrnoTpebara Ha KpbB M KPBBHH CHCTaBKM M OCUTYPSBAHETO HA TSAXHOTO Ka4eCTBO WU
0€30I1aCHOCT.

(2) Ha nutanupane nojasiexar BUABT U KOJIMUECTBATa KPbB U KPbBHU ChCTABKU
3a 33JJ0BOJIIBAHE HYXIWUTE HA JeueOHUTE 3aBEJCHUS U 3a IPOM3BOJICTBO Ha JIEKApCTBa,
IIOJIy4EHH OT IUIa3Ma.

(3) IlpocnensBaneTo Ha KpbBTa U KPBbBHMTE CBCTaBKM OT JOHOpa [0
peLunueHTa U 00paTHO Ce rapaHTHpa 4Ype3 OChIIECTBSIBaHE Ha TpaHC(HY3UOHEH HAJ30D
KaTO CHCTEMa 3a PErUCTpUpaHe M aHAJIN3 Ha MH(POPMALIUATA U 32 KOHTPOJI [10 OCUTYpsIBaHe
Ha Ka4eCTBOTO U OE30MaCHOCTTA Ha KPbBTA U KPHBHUTE ChCTaBKH.

(4) HetinoctuTe mo ain. 1 ce oChLIECTBIBAT ChIVIACHO MEAUIIMHCKU CTAHAAPT
no TpaHCpY3MOHHA XEMaToJOrHs, YTBBPJAEH ¢ Hapeada Ha MHHHCTbpa Ha
3/IpaBEONA3BAHETO.

Un. 2. Paznopenbure Ha 3aKoHa HE ce MpuiiaraT 3a TpaHCIUIAaHTAIUsATa Ha
XEMOIIOETUYHHU CTBOJIOBH KJIETKH.

UYn. 3. (1) HeiiHocTuTe MO TO3M 3aKOH CE€ OCBIIECTBSABAT IMpH CHa3BaHe Ha
MPUHIIMIINTE 3!

1. noOpoBosHOCT U 0€3BB3ME3THOCT MpPH JapsSBAHETO HA KPBB U KPBHBHU
CHhCTaBKHU;

2. 3amuTa Ha IpaBaTa U 3paBeToO Ha JIOHOPUTE U PELIUITUEHTUTE;

3. paBHOIIOCTaBEHOCT Ha JOHOPUTE U PELIUITUEHTHUTE;

4. paunoHaiHa yrnorpeda Ha KPbBTa U KPbBHUTE ChCTABKH;

5. cam03a/10BOJISIBaHE Ha CTpaHaTa ¢ KPbB U KPbBHU ChCTABKHU.

(2) KppB U KpbBHHM CBHCTAaBKM C€ H3IOJ3BAT 32 MEAWLUHCKU HYXIU IO
MEAMIMHCKH IMOKa3aHMsI UM KOTaTo IPYTH METOJIU 32 JIeueHUe ca Hee()eKTUBHH.
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Un. 4. KpeBra m KpBHBHUTE CBHCTAaBKM HE MoOraT Ja ObAaT HpeaMeT Ha
Bb3ME3/HA CJICJIKA OCBEH B CIy4YauTe MO TO3U 3aKOH.

Un. 5. (M3m. - JIB, Op. 65 ot 2006 r., B cuima ot 11.08.2006 r.) (1)
MHoromnpopuiHuTe OOJTHUIM 32 AKTHBHO JICUCHHUE, B YUATO CTPYKTYpa UMa OTACIICHHUE 110
TpaHC(y3HMOHHA XEMATOJIOTHS, IOCTABAT HA IIECHTPOBETE 3a TPaHC(Y3MOHHA XEMATOJIOTUS
BCSIKAa €IMHHIIA B3€Ta OT TAX KPBB CpElly BB3ME3IsIBaHE Ha Pa3XOAUTE 33 HEHHOTO
B3EMaHe.

(2) (M3m. - B, 6p. 98 ot 2010 r., B cuna ot 14.12.2010 r.) Llentposete 3a
TpaHC(y3HOHHA XEMATOJIOTHs JOCTABST Ha JICUCOHUTE 3aBe/ICHHs 32 OOJIHUYHA TTOMOII U
Ha KOMIUJICKCHUTE OHKOJIOTMYHM LIEHTPOBE IUArHOCTULUPAHU U NPEepadOTEeHH KPBHB U
KPBBHH ChCTABKU OC€3BH3ME3/IHO B PAMKHTE Ha YTBBPJIACHUTE KOJIMYECTBA 110 Wi. 26, T. 1.

(3) (U3m. - IB, 6p. 98 ot 2010 r., B cuna ot 14.12.2010 r.) M3BBH ciyyauTte
1o aj. 2 IEHTPOBETE 3a TpaHC(y3MOHHA XEMAaTOJIOT sl MOTaT Jia IOCTaBsAT Ha JIeYeOHHUTE
3aBeJICHUs 3a OOJHMYHA MOMOII M Ha KOMIUIEKCHUTE OHKOJIOTUYHHU IIEHTPOBE KPBB U
KPBBHH ChCTaBKH CPEIIy Bh3ME3/SIBAHEC Ha PAa3XOIUTE MO TAXHOTO JUATHOCTHIIMPAHE U
npepadboTKa.

(4) YcnoBusta W peabT 3a BB3ME3ASABaHETO Mo ain. | u 3, KakTo U 3a
OCTOMHOCTSIBaHE HA Pa3XOJUTE, C€ ONPEACIAT ¢ Hapeada Ha MUHHUCTEPCKHUS ChBET.

(5) LentpoBere 3a TpaHC(y3MOHHA XEMATOJIOTHS JOCTABAT IUIa3Ma Ha
IPOM3BOIUTEIUTE HA JIEKApPCTBA 110 [IEHH, IPU YCIOBHUS U TI0 P, OTPEICICHU ¢ Hapenoa
Ha MUHHCTEPCKHS ChBET.

(6) YcnoBusTa u pebT 3a CTUMYJIUPAHETO, OPTAaHU3UPAHETO U MPOBEKIAHETO
Ha JICHHOCTHTE, CBbP3aHH C KPbBOJAAPSIBAHETO, CE OMPEACIIAT ¢ Hapendara 1o ai. 4.

(7) (U3m. - 1B, 6p. 38 or 2012 1., B cuna ot 01.07.2012 r.) CpencrBata 1o ai.
3 u 5 mocTbpnBaT B MUHHCTEPCTBOTO Ha 3JpaBEONA3BAHETO U C€ BKIIOUBAT IO OI0/KETUTE
Ha [IEHTPOBETE 3a TPAaHC(PY3MOHHA XEMATOJIOTHS.

Un. 5a. (HoB - JIB, Op. 65 ot 2006 r., B cunma or 11.08.2006 r.) (1)
BoenHomenunuHckarta akajeMHus JIOCTaBsi Ha IIEHTpPOBeTe 3a TpaHC(y3HMOHHA
XEMATOJIOTusd HEAUArHOCTULIUPAHW KPbB W KPBBHU CBHCTABKH, KOIaTO KOJIMYECTBATA,
HaOpaHU IIPU KPbBOJapsiBaHe, HAAXBBPIIAT KOJIMYECTBAaTa, HEOOXOAMMH 32 33JJ0BOJISIBAHE
HY)XJIUTE Ha JIE4eOHOTO 3aBEICHUE.

(2) B cinyuaute no an. 1 BoeHHOMenumuuMHCKaTa akaieMHusi JOCTaBs Ha
LEHTPOBETE 3a TPAaHC(HY3UOHHA XEMATOJIOTHSI KPBB U KPbBHH ChCTaBKH 0€3BB3ME3HO.

(3) Hax yrBBpenute 3a BoeHHOMeMIIMHCKATA aKaIeMHsI KOJIMYECTBA 110 4Jl.
26, 1. 1 uenTpoBere 3a TpaHCHY3MOHHA XEMATOJIOTHsI MOTaT Ja JOCTaBAT Ha JIe4eOHOTO
3aBeJICHHE KPbB CpPEIly Bb3Me3/AABaHe Ha Pa3X0IUTe MO AUArHOCTHLIMPAaHE U IpepadoTKa.

(4) VYcinoBusta W pempT 3a BB3ME3AIBAHETO MO al. 3, KaKTO W 3a
OCTOMHOCTSIBAHETO Ha Pa3xO/UTe, ce ONPELIAT ¢ HapeadaTa 1o wi. 5, ai. 4.

(5) BoerHOoMemMIIMHCKATA aKaIeMHS JOCTABS IJ1a3Ma Ha MPOU3BOIUTEIIUTE Ha
JIeKapcTBa 10 LIeHH, IIPU YCIIOBUSA U 110 pejl, ONpesiesieHH ¢ HapeabaTa 1o ui. 5, ai. 5.
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Ui 6. (1) omycka ce ieueOHUTE 3aBEICHUS 110 4. 15 1a B3eMaT KPbB cperry
3aIlIallaHe B CIEIHUTE CIydyau:

. mpu cmnemHM ciIy4au W TpU JIMICA HAa HAJIUMYHU KOJIMYECTBA OT
Heo0Xo/MMaTa KpbBHA IPyIia B ChOTBETHUS LIEHTHP 32 TpaHC(y3MOHHA XEMATOJIOTHUS;

2. 3a IPOU3BOJICTBO HA BAKCHHH, CEPYMHU U UMYHOTJIO0YINHMY;

3. 32 HAyYHOM3CIJIEJOBATEICKH U AUATHOCTUYHU LI€JH B MEIUIIMHATA.

(2) JleueOHuTe 3aBeeHus MO WiI. 15 Morar jga MOKpUBAT HEMOCPEICTBEHUTE
pa3xou Ha KPbBOJAPUTEIUTE, KAKTO U Ja T'M CTUMYJIUPAT CbC CUMBOJIMYHU NTOJAPBLU U
0 IPYT, ChbBMECTHM C MPHUHIIMIA 32 JOOPOBOIHOCT Ha KPHBOAAPSBAHETO HAUHH.

(3) 3annamaneTo Ha KpbBTa U KPbBHUTE CHCTaBKU B cllyyauTe 1o ai. 1 ce
U3BBPIIIBA 110 PE] U LIEHH, OIIpe/ieJIeH! B HapeadaTa 1o ui. 5, ai. 4.

Un. 7. (1) KpbB U KpBbBHU CHCTaBKH C€ M3HACIAT M3BBH TEPHUTOPHATA HA
CTpaHaTa camo IO pelieHre Ha MUHHUCTEPCKHS ChBET, KOTATO ca MpeHAa3HAUYCHH 34!

1. oka3BaHe HA XyMaHUTAapHA MTOMOIIL;

2. MpOU3BOJICTBO HA JIEKAPCTBA 32 HYKIUTE HA CTpaHATA.

(2) MuHUCTBPBT Ha 3ApaBeONa3BaHETO OPTaHU3MpPa U3HOCA HA KPBB U KPHBHU
CBhCTaBKH B CiIy4auTe 1o aji. 1, T. 2.

Un. 8. (1) (Hom. - B, 6p. 41 ot 2009 1., B cmia ot 02.06.2009 r.) KpsB 1
KPBbBHM CBbCTaBKM C€ BHACAT Ha TEPUTOpHUATA Ha CTpaHaTa caMO C pa3pellieHHe Ha
MUHUCTbHpA Ha 3]JpaBeONa3BaHETO WM HA ONPABOMOUIEH OT HEr0 3aMECTHUK-MUHUCTBD B
cillyyall Ha W3BBHPEIHM OOCTOSATENICTBA, IPU KOUTO KOJUYECTBaTa KPbB U KPbBHU
CbCTAaBKHM, C KOUTO CTpaHaTa pasloJjiara, He ca JOCTaThYHU 3a 3allUTa Ha 3paBeTO Ha
xopara.

(2) BHocwT 1o an. 1 ce nomycka, B ciydail 4e KpbBTa U KpPbBHUTE ChCTaBKHU Ca
JMarHOCTUIMPaHU, NMPepaboTeHU, ETUKETUPAHU M OCUTYPEHU OT MHCTUTYIHS, 3aKOHHO
npu3HaTa OT CHOTBETHATa AbpiKaBa, U C€ MPUApPYKaBaT OT JOKYMEHTalus, JaBallia
BBH3MOKHOCT 32 WICHTU(PULMPAHETO Ha BCSKA €IMHUIIA KPBB HIIM KPbBHU ChCTaBKHU, U OT
uH(popMalns 3a IPOBEACHH JJaOOPaTOPHU U3CIIEIBAHUS U 32 METOAUTE HA IUAarHOCTUKA U
npepaboTKa.

(3) YcnoBusita, Ha KOUTO TpsOBAa Ja OTrOBapsi KaueCTBOTO Ha KPBbBTA U
KPBbBHUTE ChCTABKH M0 ajl. 1, ce onpenensaT ¢ HapeadaTa o wi. 20, an. 2.

(4) (U3m. - B, 6p. 31 or 2007 r., B cmia ot 13.04.2007 r.) JlekapctBa,
NPOM3BEACHU OT IJIa3Ma, C€ BHACAT IO peAa Ha 3aKoHa 3a JIEKApCTBEHUTE MPOIYKTH B
XyMaHHaTa MeJIUI1HA.

Un. 9. 3abpansBa ce pekiaMara Ha KpbB UM KPbBHU ChCTaBKU.

I'naBa BTOpA.
JAPABAHE, BSEMAHE, IMATHOCTHUKA, IIPEPABOTBAHE U
CBbXPAHSABAHE HA KPbB U KPbBHU CbCTABKH
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Ui 10. [IlapsiBaHeTO € XyMaHEH U IOOPOBOJICH aKT Ha MUJIOCHPAKE U YOBEIIKA
CONUAAPHOCT, TPU KOUTO OT JapuTeliss OE3BB3ME3IHO C€ B3eMa KPHbB WU KPHBHU
CHCTaBKH.

. 11. (1) (U3m. - IB, 6p. 74 ot 2009 1., B cua ot 15.09.2009 1., usm. - JIB,
Op. 68 or 2013 r.,, B cuna or 02.08.2013 r.) MUHUCTBPBT Ha 3ApPaBEONA3BAHETO,
MHUHHUCTBPBT Ha OOpa30BaHUETO U HayKaTa, MUHUCTBPBT Ha OTOpaHara, bbiarapckust
UepBeH KpBCT, JIe4eOHUTE U 3PABHUTE 3aBEICHUS] OPraHU3UPAT U U3BBPILIBAT IPOMOIIHS
Ha JIapsBaHETO Ha KPbB WM KPbBHU ChCTABKHU.

(2) Ilpu opranuszupaHe Ha OpoMoLMsTa MO al. 1 Morar Ja ydacTBaT M
CpeAcTBaTa 3a MAacoBO OCBEIOMSIBAHE, HENPABUTEICTBEHUTE OpraHu3aluu U
PETUTHO3HUTE UHCTUTYIIUH, PETUCTPUPAHH I10 pesia Ha 3aKOHa 32 BEPOU3IOBEIAaHUATA.

(3) Opranure Ha LEHTpaJHaTa W MeECTHAaTa BIACT, HOPUAUYECKUTE MU
¢u3nUecKkuTe A ca 3abJDKCHU Ja CHhACHCTBAT 32 OCBHIIECTBABAHE HA MPOMOLUATA H
IPY B3€MaHETO Ha KPbB.

Yn. 12. (1) JloHopu Ha KpbB WJIM KPbBHU CbCTaBKM Morar Ja ObaaT
JneecnocoOHM JUIla Ha BB3pAacT OT 18 10 65 TOauHU, KOWTO HSAMAT MEIUIUHCKU
IPOTHBOIIOKA3aHUs 32 TOBA.

(2) UnTepBasrbT OT BpeMe MeX Ay JIBE€ CTAaHJapTHU B3€MaHHUs Ha KPbB HE MOXKE
na 0bae no-MairbpK oT 60 qHuU.

(3) O6cTosTENCTBOTO 1O aJ. 2 C€ yCTAaHOBSABA YPE3 M3BHPIIBAHE HA IPOBEPKA
B perucrobpa 1o 4i. 36.

Un. 13. (1) JoHopbT maBa mUCMEHO WH(GOPMUPAHO ChIVIACHE M TOMBIBA
JEKJIapanus 3a 3[paBOCIOBHOTO CH ChCTOSIHUE.

(2) 3a monmyuyaBaHe Ha CBIVIACHETO MO aj. 1 Ha JIOHOpa ce MPenocTaBsl Ha
JOCTBIICH €3UK MH(POpMAITUS 3a TPOoIleIypaTa 1o B3eMaHe Ha KPbB WM KPBBHU ChCTABKH,
3a (U3HOJOTHYHUTE MPOMEHHU, KOUTO HACTHIIBAT B OpPraHM3Ma BCIEICTBHE Ha TOBA, 3a
MEpPKUTE 3a 0€30MTaCHOCT U 32 TIOTEHI[UAIHUTE PUCKOBE.

(3) (Homa - 1B, 6p. 85 ot 2024 1., B cuna ot 08.10.2024 r.) OGcTosTencTBaTa
3a 3/IpaBOCIIOBHOTO CHCTOSIHHE Ha JIOHOpa B JeKJapalusAra 1Mo ajl. 1 ce MmpoBepsBar B
Harmonannara 3apaBHOMH(OpPMAIIOHHA CHCTEMA.

Un. 14. (1) KpbB unm kpbBHU CHCTaBKH CE B3eMAT Clie]] MEUITMHCKY MPETTe,
U3BBPIICH OT JIeKap ¥ MOl HETOB KOHTPOIL.

(2) BzemamusaT KpbB WU KPBBHU CHCTABKU TH E€THKETHpA, MOJITOTBS H
o0o3HauaBa caTelMWTHAa KpPBhBHA MpoOa W KOMIUICKTYBa JOKYMEHTAIUs, ChIbprKalia
NOMbIHEHH (popmH 3a:

1. undopmupaHo chriaacue;

2. neKapais 3a 3[paBOCIOBHOTO ChCTOSIHUE;

3. pe3ynTaTuTe OT METUITMHCKHS TIPETIIE U OT JIAOOPATOPHUTE U3CIICIBAHHS,

4. uneHTHUKAIUS Ha B3eTaTa eUHUIIA KPBB WM KPBBHU CHCTABKHU.

(3) Opurunanure Ha JOKYMEHTHUTE IO al. 2 C€ ChXPaHABAT OT JICUCOHOTO
3aBe/ieHre, U3BHPILINIIO B3EMaHEeTO, 3a Mepuoj 15 ronuHu.
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(4) HoHOpBT MMa mpaBo Ja MOJy4yd HH(OpMAIMS 3a 3PaBOCIOBHOTO CU
CBhCTOSIHUE, YCTAaHOBEHO MpH IMperjiefa mno ai. 1, u 3a pe3yaTaTUTe OT HU3BBPIICHUTE
71a00paTOPHU U3CTICIBAHMUS.

Ui 15. B3emaHeTo Ha KpbB WIK KPbBHU CbCTABKU CE OPTaHU3UPA U U3BBPILBA
OT:

1. uenTpoBere 3a TpaHC(hHy3UOHHA XEMATOJIOTHS;

2. MHOTOIIPOGUIHNTE OOTHHIIM 332 aKTUBHO JICYCHUE, B YUATO CTPYKTypa UMa
OTJIeJICHHE 10 TPaHC(PY3MOHHA XEMAaTOJIOTUS;

3. BoeHHOMEIMIIMHCKATA aKaJAEMHUS.

Un. 16. (1) JleueOuute 3aBeneHus mo wi. 15 u3gaBat kapra Ha BCEKU JIOHOP.

(2) B xaprara o azn. 1 ce oTpa3sBaT yHUKaJIHUAT UACHTU(DHUKALIIOHEH HOMED,
Tpute umeHa, EI'H, nmocTtosHHUAT aapec, KpbBHOIPyIOBaTa IPUHAJIEKHOCT, AAaTaTa U
KOJIMYECTBOTO Ha B3€TUTE KPBB WM KPBBHU ChCTABKHU.

Un. 17. JleueObuute 3aBefeHus 1Mo Wi. 15 OCUTypsBaT yCIOBHS 3a 3alUTa Ha
3paBETO HA JOHOPHUTE.

Uin. 18. (M3m. - IB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) (1) (U3m. -
1B, 6p. 54 o1 2012 r.) HannoHanHUAT HEHTHD 32 TpaHC(Yy3MOHHA XEMATOJIOTUSI OCUTYpsIBa
MEAMIIMHCKUTE U3JIEIHS 3a B3EMAHE, IMarHOCTULIMPaHe, IpepaboTBaHE U ChbXpaHsIBaHE Ha
KPBB ¥ KPbBHU CHCTaBKH, HEOOXOAUMH 3a JIeUeOHUTE 3aBeIeHUs 1Mo wi. 15, T. 1 u 2, u um
T TpefocTaBs OE3BB3ME3AHO IPH YCIOBUS WM 1O pEa, OMpenesieHH ¢ Hapenda Ha
MUHUCTBpA Ha 3/]paBEOMa3BaHETO.

(2) (Hosa - IB, 6p. 54 ot 2012 r.) Heobxoaumure cpencTsa 3a U3IMbIHEHHE
Ha JeiHocTuTe Mo an. | ce ocurypsBar I1eneBo Ha HaruoHamHus LEHTBp 3a
TpaHC(y3MOHHA XEMaTOJIOTus upe3 Orokera Ha MUHUCTEPCTBOTO Ha 3/IpaBEONa3BAHETO.

(3) (Ilpegumna an. 2, uzMm. - 1B, 6p. 54 ot 2012 r.) MeauuuHckuTe U3AeIus
3a JEMHOCTUTE 1O B3€MaHe, AMArHOCTULIMPAHE, IPepadOTBaHE U ChbXpaHsIBaHE Ha KPbB U
KPBBHU CHCTABKH, M3BBPIIBAHU OT BoeHHOMeIWIIMHCKAaTa akaaeMus, ce 3aruiamar oT
MuHucTepcTBOTO HAa OTOpaHaTa.

Y. 19. Jleuebuure 3aBepeHus no wi. 15, T. 2 1 3 mpeocTaBsT B3€TUTE KPbB
WY KPBBHH ChCTABKH 3a€/IHO ChC CATEIMTHUTE KPbBHU IPOOH, KOMHE OT JOKYMEHTALUsATa
o 4ui. 14, an. 2 v mMpoOTOKOJ 32 MpeAaBaHe Ha IIEHTHPA 3a TpaHCPY3MOHHA XEMATOJIOTHSI.

Un. 20. (1) duarHoctukaTta, mpepabOTBaHETO U ChXPaHSBAHETO Ha BCsKa
€IMHUIAa KPBB WM KPBbBHU CHCTAaBKHM C€ MU3BBPIIBAT OT LIEHTPOBETE 3a TpaHC(y3MOHHA
XEMaToJIOTHSI TIPH Clia3BaHe Ha mpaBmiara 3a J[oOpa maGoparopHa mpaktuka u JloOpa
IIPOM3BOJICTBEHA MTPAKTUKA.

(2) VcnoBusiTa M peabT 3a M3BBPIIBAHE JUArHOCTHKA, TpepadoTka U
ChbXpaHsIBaHE Ha KPbB M KPBBHU CHCTABKHU CE OINpeENeNAT ¢ Hapenbda Ha MHUHHMCTbpA Ha
3JIpaBeoIla3BaHEeTo.
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(3) (Hoea - JIB, Op. 65 or 2006 r., B cuma ot 11.08.2006 r.)
BoennomenuiuHckara akajeMus JAHATHOCTUIIMpPA, MpepadoTBa M ChbXpaHsIBa KPbB H
KPBBHH ChCTaBKH CaMO 3a COOCTBEHHU HYX/IM B PAMKHUTE Ha YTBBPJICHUTE KOJIMUYECTBA I10
yi. 26, 1. 1.

Yn. 21. (Otm. - [IB, 6p. 102 ot 2018 1., B cuma ot 01.01.2019 1)

Un. 22. (1) JIumata, KOUTO U3BBPIIBAT B3E€MaHe, IMArHOCTHKA, TpepabOTBaHe
U ChXpaHsBaHE HAa KPbB M KPBHBHU CBHCTaBKM, NMPEMHUHABAT 3aJBbJDKUTENIEH Kypc Ha
oOydeHre Hali-MallKo BEAHBK Ha JIBE TOIMHH.

(2) (M3m. - ]IB, 6p. 60 ot 2011 r.) O6yueHneTo ce oChIIeCTBSIBA 10 MPOrpama,
VIBBpJICHA OT MHHHUCTBHPA Ha 3JpaBEONa3BaHETO IO MPEIOKEHHWE Ha TUPEKTOpa Ha
Hanmonanuus neHTsp 3a TpaHCPy3MOHHA XEMaTOJIOTHS.

Un. 23. 3abpaHsiBa ce pa3npoOCTPaHsIBAHETO Ha JAaHHHU, IO3BOJISABALIU
UACHTU(PULIIMPAHE HA JOHOPUTE.

I'naBa Tpera.
IINTAHUPAHE U OCUT'YPABAHE HA KPbB U KPbBHU CbCTABKHU

Un. 24. (1) [dupekTopbT Ha UEHTHbpP 3a TpaHC(Y3MOHHA XEMATOJOTHUS
€XKEroJIHO aHAJIM3Kpa U IUIaHUPa 33 HYKAUTE Ha OOCITy)KBaHUS paiioH:

1. neliHocTUTE 1O TpPOMONMS Ha JOOPOBOJIHOTO H  OE3BB3ME3NIHO
KPBBOJApsBaHE,;

2. KOJIMYEeCTBaTa KPbB U KPbBHU ChCTABKH 32 3a/I0BOJISIBAHE HA MJIAHOBUTE U
CHEIIHUTE HYXAHU U Pa3npeeIeHUeTo UM Mo 00J1acTH;

3. KOJIMYECTBOTO IJIa3Ma 3a MPOU3BOJICTBO Ha JIEKAPCTBA;

4. (mom. - JIB, 6p. 65 ot 2006 1., B cuna ot 11.08.2006 r.) MeAUITMHCKUTE
u3JIenus, He0OXOIMMHU 32 B3€MaHe, TUarHOCTUIMpaHe, MpepadoTBaHe U ChbXpaHsIBaHE Ha
KPBB U KPBBHU CHCTaBKH;

5. oyakBaHMs Opoil KpbBOJapsiBaHUS U IpaduKa 3a TAXHOTO NPOBEKIAHE;

6. ouakBaHMsI OpOM IJIATEHU B3€MaHHUs Ha KPbB.

(2) AHanu3BT ce OCHOBaBa Ha:

1. uHpopManus, mosiyueHa OT Je4eOHUTE 3aBeJIeHus], ynoTpeOsBallyu KpbB U
KPBHBHU ChCTaBKH,

2. Bb3MO)KHOCTHUTE Ha IIEHTHPA 32 OCUTypsIBaHE HA KPBB U KPBBHU ChCTABKH.

Un. 24a. (Hos - JIB, 6p. 65 ot 2006 r., B cuna or 11.08.2006 r.) (1)
HavannukbT Ha BoeHHOMeAWIIMHCKATa aKaJeMus €XKETOJHO aHalW3Hupa W TUIaHUpa 3a
HY)XJIUTE Ha JIE4YeOHOTO 3aBE/ICHUE:

1. xonuyecTBaTa KPbB U KPHBHU CHCTABKH 32 33JJOBOJISIBAHE HA MJIAHOBHUTE U
CICIITHATE HYXIH U PA3NPEICIICHUETO UM 10 CTPYKTYPH;

2. KOJMYECTBOTO TUIa3Ma 3a MPOU3BOICTBO HA JIEKAPCTBA,

3. ouakBaHHs Opo KpBHBOJAAPSIBAaHUS U rpadrKa 3a TIXHOTO IPOBEKIAHE;
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4. ouakBaHUs OpoOii MJIATEHU B3€MaHUsI Ha KPbB.
(2) Ananu3bT ce OCHOBaBa Ha WH(OpPMAIIUs, MMOJyYeHA OT CTPYKTYPHUTE Ha
BoennomenuuHckaTa akajgeMusi, yrnoTpeOsBaly KpbB U KPbBHU ChCTABKH.

Ui 25. (Hom. - 1B, 6p. 65 o1 2006 1., B cuna ot 11.08.2006 1., u3m. - JIB, Op.
98 or 2010 r., B cuna ot 01.01.2011 r., uzm. - JIB, 6p. 60 ot 2011 r.) PezynraTture or
W3BBPIICHUTE aHAIM3 W IUTAHHpaHe 1o wi. 24 u 24a ce NpeaoCTaBIT Ha JUPEKTOpa Ha
Hammonanmuus [eHTBp 3a TpaHCPy3WMOHHA XEMATOJOTHS H Ha JUPEKTOPHTE Ha
PETHOHAITHUTE 37PAaBHUA WHCIICKITUH.

Ui 26. (U3m. - IB, 6p. 60 ot 2011 r.) upextopbT Ha HanimoHamHus EHTHP
3a TpaHC(y3MOHHA XEMaTOJOTHSl €XKETOJHO aHaIM3Mpa, 0000maBa W MPEIOoCTaBs 3a
YTBBPKIaBaHE OT MHHHCThPA Ha 3]JpaBEOIa3BaHETO TUIAHUPAHUTE:

1. xonm4yecTBa KPBbB U KPbBHHU CHCTABKH 32 33J0BOJISIBAHE HA METUITUHCKUTE
HYX/IU B CTPAHATa,;

2. KOJTMYECTBO IJIa3Ma 33 MPOU3BOJICTBO HA JICKAPCTBA;

3. (mom. - /IB, 6p. 65 o1 2006 ., B cua ot 11.08.2006 1.) METUIIMHCKY U31CTUS
3a B3eMaHe, JMArHOCTUIIMpaHe, MpepadOTBaHE M CHXPAHSIBAHE HA KPbB M KPHBHU
CBHCTaBKH.

Ui 27. (1) (U3m. - JIB, 6p. 98 o1 2010 1., B cuma ot 14.12.2010 1.) JIeueOHUTE
3aBeJICHHS 32 OOJTHIYHA MIOMOII U KOMIUIEKCHUTE OHKOJIOTHYHH IIEHTPOBE, HAMHUPAIIIN CEe
Ha TEPUTOPHITA HA 00JIacT, B KOATO MMa OTKPHUT IIEHTHP 32 TPAHC(Y3UOHHA XEMATOJIOTHs,
ce CHadasBaT C JMAarHOCTHIIMPaHa W TpepadoTeHa KPbB U KPBBHU CHCTAaBKH OT TO3U
LEHTBD.

(2) (U3m. - B, 6p. 98 ot 2010 r., B cuna ot 14.12.2010 r.) JleueOuute
3aBeJIeHH 3a OOJTHMYHA MOMOII U KOMIUIEKCHUTE OHKOJIOTHYHH 1IEHTPOBE, HAMUPAIIIN Ce
Ha TepUTOpHsTa Ha 00JacT, B KOATO HAMa OTKPUT IIEHTHP 3a TpaHC(PY3MOHHA
XEeMaToJIoTHs,, HO UMa o0iacTHa MHorompo¢uiHa OOJNHHUIA 32 aKTHBHO JICUEHHE C
OTJeNieHHe IO TpaHC(y3MOHHA XEMAToJIOTHs, CE€ CHAOIsIBaT ¢ AMArHOCTHIMpAHA M
npepaboTeHa KpbB M KPbBHH ChCTaBKH OT Ta3u OOJHUIIA.

(3) (U3m. - B, 6p. 98 ot 2010 r., B cunma ot 14.12.2010 r.) JleueOuure
3aBeJIeHH 3a OOJTHMYHA MOMOII U KOMIUIEKCHUTE OHKOJIOTHYHH 1IEHTPOBE, HAMUPAIIIN Ce
Ha TEPUTOPHATA HA 00JIACT, B KOSTO HAMA OTKPUT LIEHTH 32 TPAaHC(PY3MOHHA XEMATOJIOTHS
U oOnacTHa MHorompo¢puiHa OOJHHMIIA 3a aKTUBHO JIEYEHHE C OTAeNeHHE IO
TpaHC(y3HOHHA XEMATOJIOTHsI, CE CHAOASABAT C JUArHOCTUIIMPAHA U PepaboTeHa KPbB U
KPBBHU CBCTABKH OT LIEHTPOBETE 3a TPAaHC(PY3MOHHA XEMATOJIOTUS WM OT Hai-Onu3kara
o0nacTHa MHOTOINpo@uiIHa OOJTHUIA 32 AKTUBHO JICYEHHE C OT/IEJICHHE 10 TPaHC(HY3MOHHA
XEeMaToJIOTUsl.

(4) llentpoBere 3a TpaHC()Y3MOHHA XEMAaTOJOTHsSI OCHUTYpsIBAT C
JMarHOCTUIIMpaHa U NpepaboTeHa KPbB U KPbBHU ChCTaBKU PA3IOIOKEHUTE B pailoHa UM
Ha o0cTy>kBaHe 00JaCTHU OOJTHUITU TIO all. 2.

(5) O6nacTHUTE OONHUIM 10 aj. 2 ChXpaHIBAT MPEJOCTABEHUTE UM KPBB U
KPBBHH CHCTaBKH 32 CBOM HYXIU W 32 HYXJWTE Ha CHAOISBAaHUTE OT TAX Jie4eOHU
3aBEJICHMUS.
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(6) Ilpu BpeMeHEH HENOCTHI Ha KPbB U KPBbBHH CHCTAaBKH IIEHTPOBETE 3a
TpaHCy3MOHHA XEMATOJIOTHs CHAOMsABAaT JiedeOHUTE 3aBEACHUS C KPBB U KPBBHU
CHCTABKU MO KIMHUYHU KPUTEPUU.

Un. 28. (1) LlentpoBere 3a TpaHC(Py3HMOHHA XEMATOJOTHS OCUTYpSBAT
CIICLUATM3UPAH TPAHCIIOPT HA KPBB MUJIM KPBbBHHU CHCTAaBKH JI0 PA3IOJIOKEHUTE B pailoHa
UM Ha 00ciTy’kBaHe 00J1aCTHU OOJTHUIIY 110 Wil 27, ail. 2.

(2) TpaHcnopThT Ha KpbB WIM KPBbBHM CBHCTaBKM OT LIEHTPOBETE 3a
TpaHCcy3MOHHA XEMAaTOJIOTUsl WK OT OOJacTHUTE OOJHMIU A0 JiedeOHUTE 3aBEICHMUS,
MOJI3BAINY KPBB M KPBBHU CHCTABKH, CE OCUTYPSIBA OT JICUCOHUTE 3aBEACHHUS.

(3) Ilpu nunca Ha KpbB WIM KPBHBHU CHCTaBKU 3@ IMALUEHT ChC CIIELIHO
CBHCTOSIHUE TPAHCIIOPTHT CE€ OCUTYPSIBA OT LIEHTHP 3a CHEIIHA MEIUIIMHCKA TOMOIII.

(4) B cnydaute mo an. 3 KpbB WM KPHBHU ChCTABKH CE JOCTaBAT OT Haii-
0JIM3KO0TO JIeyeOHO 3aBEICHHE, PA3IOJIaramio ¢ TiIX.

I'naBa yeTBBpTA.
HNPEJIUBAHE HA KPbB U KPbBHU CHbCTABKH

Y. 29. IlpennBaHe Ha KpbB WJIM KPBBHU CBbCTaBKHM C€ Ha3HadaBa OT
NPaBOCIIOCOOCH JIeKap, KOMTO OIMpe/esis U BIIMCBA B MEIMIIMHCKATA JOKYMEHTAIUs BU/IA,
KOJIMYECTBOTO U HAYMHA HA MPUJIAraHETO UM.

Un. 30. IIpenuBaneTo Ha KPbB WM KPHBHU CHCTAaBKH C€ HM3BBHPILIBA IOJ
KOHTpOJIa Ha IPABOCIOCOOEH JIeKap.

Un. 31. (1) [IpenuBane Ha KpbB WM KPBBHU CHhCTAaBKH CE€ W3BBPIIBA IpHU
cra3BaHe IpaBaTa Ha MaIMeHTa U cJe]] MoTydyaBaHe Ha MUCMEHO HH(OPMHUPAHO ChITIacue
OT HEro, 32 KOETO MY C€ IIPEJ0CTaBs Ha AOCTHIIEH €3UK HHpOopMaIus 3a:

1. npuYMHKTE 3a MpeIBaHe Ha KPbB WU KPbBHU ChCTABKH;

2. enTa Ha IPETUBAaHETO U OYaKBAHUS PE3YJITarT;

3. Bb3MOXHHTE HEXKEJIaHU peakIH U MOTEHIUAIHUTE PUCKOBE, CBbP3aHH C
NPEIMBAHETO HA KPHB WM KPBBHHU ChCTABKH,

4. chlIeCTBYBAIUTE aITEPHATUBU M PUCKOBETE, IPOU3THYAIIHN OT THIX.

(2) KoraTo manueHTHT € HeneecrnocoOeH, HPOPMUPAHOTO ChIIacKe 1o ail. |
JlaBa HETOBUSAT 3aKOHEH MPEICTaBUTEI UITH MOMEeYUTE.

UYn. 32. (1) [IpenuBaHe Ha KpbB WIK KPbBHU ChCTaBKU 0€3 IOJydyaBaHE Ha
MH(OPMUPAHO ChIVIacHe MOXKe Ja ObJie M3BBPIIEHO, KOTaTo € 3acTpalleH >KMBOTHT Ha
NAIUEHTA U:

1. ¢u3mUeckoTO UM MCUXUYHOTO MY ChCTOSTHHE HE MO3BOJISBA MOJydyaBaHe
Ha UH()OPMUPAHO CHITIACHUE;

2. NallMEeHTHT € HEJIEeCIOCOOEH U HE € Bb3MOYKHO CBOEBPEMEHHO I10JIy4aBaHe
Ha ChIUIacH€ OT 3aKOHHHUS MY IPEACTABUTEN UJIU MONIEUUTEI.
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(2) Pemenunero u motuBHUTE MO aji. 1 ce oTpa3daBaT B MeIUIIMHCKAaTa
JIOKYMEHTAIMs Ha MalUeHTa OT JIeKapsi, Ha3HAYWII [IPEIUBAHETO.

Un. 33. (1) IlaumeHTHT, CHOTBETHO 3aKOHHUAT MY MPEACTABUTEN WU
HOTMICYUTEN, MOXKE J]a OTKaKe MPETMBaHEe Ha KPBB MIIM KPBBHU CHCTaBKH 10 BCIKO BpeMe
Ha JICYEHUETO.

(2) OtkazbT 10 ai. 1 ce ymocroBepsiBa ¢ MOANHMCH HA JIMIETO M HA JIEKYBaIHs
JeKap WIX Ha JIEKYBAIIMs JIEKap U HA CBUETEI, aKO JIMLETO OTKaXKe J1a Ce IMOAMHUIIIE.

Ui 34. 3abpaHsiBa ce npenuBaHe Ha:

l. HeauMarHOCTUIMpaHW KPbB M KPBBHU CBCTaBKH, OCBEH IIpH
aBTOXEMOTpaHCY3HUs;

2. KpbB ¥ KPbBHU CHCTABKH C U3TEKBJ CPOK HA T'OJTHOCT.

Ui 34a. (Hos - /IB, 6p. 70 ot 2004 1., B cruta ot 01.01.2005 r.) (1) (M3m. -
B, 6p. 59 ot 2010 ., B cmma ot 31.07.2010 r.) Bcuuku neueOHu 3aBeieHus 3a O0JIHUYHA
MOMOI U UEHTPOBE 3a TpaHCPy3MOHHA XEMAaToJIOTHs MOraT Ja B3eMmaT KpbB 3a
aBTOXEMOTpaHCy3Usl TPH Cla3BaHE M3WUCKBAaHHMATA Ha Wi 12, aj. 2, KOrato HsMar
MEAMIIMHCKN MPOTUBOIMOKA3aHUs 32 TOBA U CJIE/ MOTydYaBaHe Ha MUCMEHO UH(GOPMHUPAHO
ChIJIacue.

(2) Korato nuiieto € HeMbIHOJETHO, MUCMEHO MH(GOPMHUPAHO ChITIacHUE CEe
B3€Ma OT 3aKOHHUS MPEACTABUTEN WX MTONCYUTEI HA HEII'bIHOJIECTHHUS.

Un. 35. 3alpansiBa ce pasnpoOCTpaHSIBAHETO HA JaHHU, TMO3BOJISIBAIIN
uAeHTU(pHUIIpaHE HA PEIIUITUEHTA.

I'1aBa nera.
TPAHC®Y3UOHEH HAJ/I30P

Un. 36. (1) (U3m. - JIB, 6p. 60 ot 2011 r.) HamuoHasHMUST HEHTHp 3a
TpaHC(y3MOHHA XEeMAaTOJIOTUS Ch3/laBa PETUCThP, KOMTO BKIIOYBA HH(POPMALIUS OTHOCHO:

1. ToHOpHUTE M PELIUITUEHTUTE;

2. pe3ynTaTuTe OT IPOBEAECHUTE J1a00paTOPHU U3CIIECABAHNUS;

3. BcsiKa eIMHUIIA B3€Ta KPbB U KPbBHU ChCTaBKH;

4. nefiHOCTMTE MO B3eMaHe, JMArHOCTHKA, NpepadOTBaHE, E€TUKETHpaHE,
JOKYMEHTHUpaHe, pa3npeessHe, CbXpaHsIBaHe U ynoTpeda Ha KpbB U KPbBHU ChCTaBKH;

5. YHUIIIO)KaBaHETO HA BCAKA €IMHUIA KPBB U IPUIMHUTE 3a TOBA.

(2) Undpopmanusara mno an. 1 ce BNUCBa B PETUCTbpa U B CIydyauTe, KOTaTo
KpBBTa U KPbBHUTE ChCTABKM Ca BHECEHU I10 peja Ha ui. 8, ai. 1.

(3) (U3m. - IB, 6p. 60 ot 2011 r.) JleueOHUTE 3aBeEeHNS, KAKTO H JIUIIATA,
KOMTO W3BBPIIBAT JEHHOCTH MO B3eMaHe, JWAarHOCTHKa, MpepaboTBaHe, €TUKETHPAaHE,
JTOKyMEHTHUpaHe, pa3Npe/essHe, CbXpaHsBaHe U yrnoTpebda Ha KPpbB U KPbBHU ChCTaBKH,
ca JUTbXKHHM J1a OTpa3siBaT B perucrbpa MHdopmanusaTa no ain. 1. B caydanrte mo wi. 8, an.
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1 nadopmarusaTa ce oTpassiBa B perucTbpa oT HarmoHanHus neHThp 3a TpaHc(hy3nOHHA
XEMAaTOJIOTHSl.

(4) (M3m. - JIB, 6p. 60 ot 2011 r.) IlenTpoBere 3a TpaHChy3HOHHA
XEMaToJIoTusl 00paboTBAT U aHAIM3UPAT UH(HOPMALIUATA U TPEIOCTABSIT 0000IIECHU TaHHU
Ha HarmoHanHus 1eHThp 3a TpaHC(y3nOHHA XEMATOJIOT U

(5) Uadopmarusara mo an. 1 e cuyxeOHa TaiiHa U ce chXpaHsBa 3a cpok 30
TOJIMHH.

Un. 37. YcnoBusaTra M peapT 3a ChCTaBsgHE, 00pabOTBaHE, ChXpaHSIBAaHE M
npenocTaBsiHe Ha HMH(OpManuaTa OT PErucTbpa, (HOopMHUTE HAa JOKYMEHTAIUsTa IO
napsiBaHe, B3eMaHe, JHarHoCTHKa, IpepadoTBaHe, pasmpeiensHe, ymnorpeda u
VHHIIIO’)KaBaHE HA KPBB M KPHBHU CHCTABKU M 33 CHOOIaBaHE HA CEPUO3HUTE HEXKEIIaHU
peakuuu M CEePHUO3HUTE HWHIUACHTH CE€ OIpeneisT ¢ Hapeada Ha MUHUCTbpa Ha
3/1paBeoIa3BaHETO.

Un. 38. (M3m. - [IB, 6p. 65 ot 2006 r., B cuna or 11.08.2006 r.) (1)
M30bIHUTETHUAT JUpeKkTop Ha V3MbiHUTENHATa areHuus IO JIeKapcTBaTa M3IbJIHSABA
(GyHKIMUTE HA KOMIETEHTEH OpraH 10 OTHOIIEHHUE Ha ISHHOCTTA Ha JICYEOHUTE 3aBEICHUS
[0 B3e€MaHe, JMAarHOCTHKAa, NpepadoTKa, ChXpaHsBaHE, YNOTpeda, pa3NpoCTpaHEHHE,
OCHUTYpsSIBAHE HAa KadecTBO M 0€30MacHOCT Ha KPBbBTa M KPHBHHUTE CBCTABKH U TI0
OTHOILIEHHE Ha TPAaHCQY3MOHHUS HAA30p, 3a CHA3BaHE M3UCKBAHMATA Ha 3aKOHA,
cranmapTa mo wi. 1, an. 4 u nmpaswiara 3a Jloopa nadboparopna u JJodpa npon3BoaCcTBeHA
IPaKTHKA.

(2) U3nbaHUTENHUAT IUpEKTOp Ha M3bJIHUTEIHATA areHIus 110 JIEKapcTBaTa
OCBILIECTBSIBA HEIIOCPEICTBEHHSI KOHTPOJI Upe3 ONPEAETICHH OT HEro JUITbXKHOCTHH JIMLA.

Un. 39. (1) (U3m. - [AB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) B
U3MBTHCHHE HA CBOUTE KOHTPOJHHU TIPABOMOIIUS W3MBJIIHUTEITHAAT JAHPEKTOp Ha
M3nbaHUTENTHATA areHIys M0 JIEKapcTBaTa OpraHu3upa W3BBPIIBAHETO HA WHCIEKIIUU B
Je4eOHUTE 3aBeICHNUS.

(2) (M3wm. - IB, 6p. 65 ot 2006 1., B cuna ot 11.08.2006 r.) UHCcnekiuute ce
MPOBEXKAT MMOHE BEIHBXK rOJUITHO. IHCTIEKITMUTE ce MTPOBEkKIAT U BHB BCEKH CITydail Ha
CEpUO3€H MHIUICHT WU CEPUO3HA HEeXellaHA Peakius, WM Ha ChbMHEHHE 32 CEPUO3HU
WHITUICHTH WA CEPUO3HU HEXKEIIAaHU PEaKIIHH.

(3) (U3m. - [IB, 6p. 65 ot 2006 1., B cuna ot 11.08.2006 r.) JIumara no 4. 38,
aj1. 2 UMat MpaBo Ha CBOOOJICH JOCTHIT B MHCIICKTUPAHUTE JIeUeOHU 3aBeCHUs, TPaBo Ha
JOCTBI 10 JOKYMEHTAIMSITA, CBbp3aHa ¢ MpeaMeTa Ha MHCIEKIHITA, KaKTO U MpaBo Jia
B3eMaT Mpoou.

(4) (Homa - JIB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) U3smbpnauTenHATA
areHIusl IO JIeKapCcTBaTa TMpEnocTaBs B MUHHCTEPCTBOTO Ha 3/IPaBEOIa3BaHETO
uH(pOpMaIIKs 32 U3BBPIICHUTE UHCTICKIIUH U 32 PE3yJNTaTUTE OT TSIX Ha BCEKU 6 Meceria.

(5) (Homa - JIB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r., u3m. - JIB, Op. 98
or 2010 1., B cuna ot 01.01.2011 r.) Jlupexkropure Ha pErMOHAIHUTE 3IpaBHU UHCIIEKIIUN
Ha BCEKHM TPH Mecela MpeaocTaBiIT Ha M3mbaHuTenHaTa areHmus IO JieKapcTBaTa
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UHpOpMaIUs 32 U3IJCHUTE OT TSIX HaKa3aTeITHH MOCTAHOBJICHUS 32 HAPYIICHUS I10 YII.
50,51 u 53.

(6) (ITpegumrna ain. 4, u3m. - IIB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 1.)
YcioBusTa U penbT 3a MPOBSXKIAHETO HA MHCIEKIMHUTE C€ ONpeNeNaT ¢ Hapenda Ha
MUHHCTBPA Ha 3[[PaBEOIa3BaHETO.

Ui 40. (1) (U3m. - IB, Op. 65 ot 2006 r., B cua ot 11.08.2006 r.) Kem
MUHUCTEPCTBOTO Ha 3/IpaBEOMAa3BAHETO CE Ch3/IaBa PETUCTHD Ha JICYCOHUTE 3aBEACHHUS,
KOUTO WU3BBPIIBAT JEWHOCTH MO B3€MaHEe, MAarHOCTUKA, MpepadoTKa, ChbXpaHSBaHE U
pasmpeneicHre Ha KPbB U KPbBHU ChCTABKH.

(2) (U3m. - ]IB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) B perucrbpa mo
azn. 1 ce BIMCBAar JaHHU 3a:

1. 1eueGHOTO 3aBeICHNUE U YIIPABUTEIHUTE MY OpPTraHH;

2. uHcnekuuure no wi. 39, U3BBPIIEHU IO OTHOLIEHUE Ha JIe4eOHOTO
3aBeJieHuE.

(3) (Homa - JIB, 6p. 65 ot 2006 1., B cruia ot 11.08.2006 r.) UsmeaauTeHATA
areHuus MO JIeKapcTBaTa Ch3JaBa U BOAM PETUCTBD HA CEPUO3HUTE HHIUICHTH U
CEPHUO3HUTE HEXKEJIAaHU PeaKIMH, CBhP3aHu C B3EMaHETO U yroTpedaTa Ha KPbB U KPBBHU
CHCTaBKH.

(4) (IIpepumua ain. 3 - IAB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.)
YcnoBusiTa 1 peabT 3a Ch3aBaHE U BOJICHE HA PETUCTPUTE CE OMpPENeNT ¢ Hapeada Ha
MUHHUCTBPA Ha 3/]paBEOIa3BaHETO.

(5) (Ilpeaumrna an. 4, nom. - JIB, 6p. 65 ot 2006 1., B cua ot 11.08.2006 1.)
Nudopmanusara o an. 1 u 3 e ciryxebHa TaifHa 1 ce chXpaHsiBa 3a cpok 30 TouHHU.

Un. 41. (1) (U3m. - B, 6p. 98 or 2010 r., B cuia ot 14.12.2010 1.) B
JeyeOHUTE 3aBeIeHNs 3a OOJTHUYHA TOMOII U B KOMIUIEKCHUTE OHKOJIOTMYHHU IIEHTPOBE ce
Ch3J]aBaT KOMHUCHHM 3a KOHTPOJ BBPXY KauecTBOTO, O€30MacHOCTTa W pallOHalIHaTa
ynoTpe6a Ha KpbBTa U KPbBHUTE ChCTABKHU.

(2) Komucusara e KOHCYJITaTUBEH OpraH KbM PBKOBOAUTENS HA JIEYEOHOTO
3aBeJCHUE, KOUTO:

1. KOHTpOJIMpa NPEANUCBAHETO, ChXPAHIBAHETO U pallMOHANIHATA yIIoTpeda Ha
KPbBTa U KPbBHUTE ChbCTABKU M CIIA3BAHETO Ha CTaHJapTa 1o wi. 1, ai. 4;

2. aHaIM3Upa CEPUO3HUTE HEXKETAaHU PeaKLUU, MHIIUJIEHTH U TPELIKU;

3. naBa mpeUIOKEeHHUs 3a MojoOpsiBaHe Ha paboTaTa C KPbB M KPBbBHU
CbhCTaBKHU.

(3) CrcTaBbT Ha KOMHCHSATA C€ ONPEAET ChC 3al0BE]l Ha PbKOBOJUTENS Ha
Je4eOHOTO 3aBEeICHHUE.

Un. 42. (1) (U3m. u gom. - JIB, 6p. 65 ot 2006 r., B cuia ot 11.08.2006 r.)
Jluma, KOMTO W3BBPIIBAT B3E€MaHe, JAWATHOCTULMpaHE, NpepadoTka, MpeTuBaHe H
ChXpaHsBaHE Ha KPbB WJIM KPBBHHU CHCTAaBKH, Ca JIBKHHU Jla ChOOIIaBaT He3a0aBHO B
M3nbiHuTenHATa areHus Mo JeKapcTBaTa 3a BB3HUKHAIM CEPUO3HM MHLUACHTH WU
HEXKEJTaH! PEaKIny, UM 32 CbMHEHHS 332 CEPUO3HH MHITUICHTH WM CEPHO3HU HEXKEIaH!
PEaKINH.
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(2) (U3m. - 1B, 6p. 65 ot 2006 1., B cruta ot 11.08.2006 1.) U3mbIHUTETHUSAT
nupekTop Ha M3mbaHUTENHAaTa areHuus IO JIeKapcTBaTa aHanmuM3upa W 0000ImaBa
UHpOpMaLKATAa 33 CEPHO3HUTEC HHIMUIACHTH W CEPUO3HUTE HEXKEIAHH pEaKIud |
npearnpueMa MEpKH 3a MPEJ0TBPATABAHETO UM.

Un. 43. (1) (dom. - AB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r., usm. - /1B,
op. 54 ot 2020 1., B cuna ot 16.06.2020 r.) KpbB 1 KpbBHU ChCTABKH, KOUTO HE OTTOBAPST
Ha CTaHjaapra 1o wi. 1, aj. 4, ce U3TerasaT OT ynorpeda, yHUI0KABAT WK IPEAOCTABIT 32
yueOHM WIM HAYYHO-MEAMIIMHCKM HYXAM C pa3pelleHHe Ha MHHHCThpa Ha
3/1paBEONa3BaHETO WJIM HA OINPABOMOLIEH OT HEr0 3aMECTHUK-MUHHUCTBD, IPU per,
orpezesnieH ¢ Hapeaoa.

(2) (Hosa - 1B, 6p. 54 ot 2020 r., B cuia ot 16.06.2020 r.) KpbB u KpbBHU
CbCTaBKH, KOMUTO HE OTrOBapsAT Ha cTaHiapTa mo 4i. 1, an. 4, ca Te3u, MNP KOUTO ce
YCTaHOBU WJIM UMa CbMHEHHUE 3a:

1. HapyIIeHa XepMETUYHOCT Ha OMIAKOBKATa;

2. HEIIPaBWJIHO ChbXPAHEHUE WIN TPAHCIIOPTUPAHE;

3. HapylleHa LsUIOCT HAa €TUKeTa W/WIW JIMICAa WIM HEYeTIIMBOCT Ha
HEOOXOJUMUTE JJAaHHU BbPXY HETO;

4. HanM4YKe Ha KOAaryJayMH, XeMOJIN3a WM HEOOWYaeH IBAT;

5. U3TEKBJ CPOK Ha TOJTHOCT;

6. mpenMBaHe Ha KPbBHA ChCTaBKa, Ype3 KOATO € IMpeaajieHa TPAaHCMHUCHBHA
MH(pEKLNs, KOSTO MOXKE J1a Ce MpeAaJie U ¢ HacTosAllaTa KpbBHA ChCTaBKa, MOJyuyeHa OT
ChlllaTa eIMHULIA KPbB;

7. BB3MOXKHOCT 3a IpeJaBaHe Ha 3a00JsABaHE WM HWHTOKCHKAIMS Ha
pEelUNHeHTa, Thl KaTO JOHOPBT € OWJI HOCUTENl Ha BHpPYCHAa WM OakTepuaiHa
TpaHCMHMCHUBHA UH(EKIHS, OOJIEH OT 3710KaUeCTBEHO 3a00JIsIBaHE NN TAKOBA C HEU3BECTEH
MPOM3XO0/1 WK € OWJI U3JI0KEH Ha Bb3JIEHCTBUETO HA TOKCUYHU CYOCTaHIINH;

8. HEChOTBETCTBHE Ha 0OeMa Ha €JUHUIaTa KPbB WU KPbBHU CHCTABKHU C
MOCOYECHHSI B METUITUHCKUS CTAHIAPT 10 TpaHC(HY3NOHHA XEMAaTOJIOTHS,;

9. HembJIHA WJIM HEMPABUITHO MOMbJIHEHA NPUAPY’KaBalla JOKyMEHTAIINS;

10. MONOKUTENHN MapKepH 32 TPAHCMHUCUBHU WH(EKIINH;

11. HechBIAEHNE MEXKIY OPUEHTUPOBBUHO M OKOHYATEIHO OIIpE/esIeHaTa
KpbBHA I'pyIa, OCBEH KOraTo MOJKE J1a c€ B3eMe HOBa KpbBHA Mpobda 3a uaeHTU(UIIpaHe
Ha JIapUTeNs;

12. HechbOTBETCTBHE MEXIY KpbBHaTa rpymna, o0O3HaueHa Ha €TUKeTa, U
ChIBP’KaHUETO Ha €AMHUIIATA KPbB WM €pUTPOLUTEH KOHIIEHTPAT;

13. mosiokuTeNeH TUPEKTEH aHTUTTIO0YIMHOB TECT;

14. HecbOTBETCTBHE C M3UCKBAHUATA 3a KAUYECTBO U 0€30I1aCHOCT, YCTAHOBEHO
C NPOBEJICHU J1a00OPATOPHU U3CIICABAHUS;

15. npyru HECHOTBETCTBHS C U3UCKBAHUSATA 3a KAUECTBO U 0€30I1aCHOCT.

(3) (Homa - IB, 6p. 54 o1 2020 1., B cuna ot 16.06.2020 r.) 3a monmyyaBaHe Ha
pa3peleHue 3a U3TETJISIHE OT yIoTpeda, YHUII0KaBaHEe I ITPEIOCTaBsIHE 32 yYEOHU WIIH
HAay4YHO-MEIUIIMHCKN HYKIU Ha KPbB WJIM KPbBHU CBHCTaBKH, KOUTO HE OTrOBapsT Ha
cTaHjaapTa 1o 4ui. 1, ain. 4, ppKOBOJUTENUTE HA JeUeOHUTE 3aBEACHUS [10/1aBaT 3asiBICHHE
JI0 MUHUCTBPA Ha 3paBEONa3BaHETO.
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(4) (Homa - JIB, 6p. 54 ot 2020 1., B cuna ot 16.06.2020 r.) MUHHCTBPBT Ha
3/IpaBEONa3BaHETO WJIM ONPABOMOIIEH OT HEro 3aMECTHHUK-MHHUCTBD H3/1aBa MHCMEHO
pa3peleHue 3a U3TETJISIHE OT yIoTpeda, YHUILIOKaBaHEe WM ITPEIOCTaBsIHE 32 yUYEeOHU WU
HAyYHO-MEUITMHCKU HYX/IU HA KPBB WIH KPBBHU ChCTABKH WJIH ITPAaBU MOTUBUPAH OTKA3
B TPUJIHEBEH CPOK OT IOJIy4aBaHETO Ha 3asiBICHUETO I10 all. 3.

(5) (Hosa - IB, 6p. 54 ot 2020 r., B cmia ot 16.06.2020 r.) B cpoka o ai. 4
MUHUCTBPBT Ha 3/IPaBEOIa3BAaHETO WJIM OMPABOMOIIEH OT HETr0 3aMECTHHUK-MHHHUCTBD
MOXe€ J]a U3UCKA JONBJIIHUTEITHA HHPOPMALIUS OT PHKOBOIUTENS HA JIeUeOHOTO 3aBEICHHE.

(6) (Hosa - JIB, 0p. 54 ot 2020 1., B cuna ot 16.06.2020 r.) 3asaBiI€HUETO MO
al. 3 MOXe Ja ce MojaBa M 1O EJIEKTPOHEH ITbT, MOJNHCAHO C YCHBBPIICHCTBAH
€JIEKTPOHEH MOJIKUC, YChbBbPIICHCTBAH €JIEKTPOHEH MOJIIUC, OCHOBAH Ha KBAIU(UIIUPAHO
yIIOCTOBEpEHHE 3a EJEKTPOHHM MOINKMCH, WIM KBATH(PHUIUPAH EJIEKTPOHEH IOAINC
chriacHo n3uckBanusaTa Ha Permament (EC) Ne 910/2014 na EBponelickust mapyiaMeHT U
Ha CwBera ot 23 romu 2014 1. OTHOCHO €JNEKTpOHHATa WICHTU(DUKAIUS U
YIOCTOBEPUTEIIHUTE YCIYTH MPHU E€JIEKTPOHHH TPAHCAKIMKM HA BBTPELIHUS Tazap U 3a
ormsiHa Ha Jupektusa 1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 r.) 1 Ha 3akoHa 3a
CJIEKTPOHHUS JOKYMEHT M eJNEKTPOHHUTE YJOCTOBEPUTETHH YCIYrH M 3akoHa 3a
€JIEKTPOHHOTO YIIPaBIICHUE.

(7) (IMpepumaa an. 2 - JIB, 6p. 54 or 2020 r., B cuma ot 16.06.2020 r.)
JleueOHuTe 3aBeneHWs MpenocTtaBAT HMHPoOpManmus Ha  MHHHCTEPCTBOTO  Ha
3/IpaBeOIa3BaHEeTO 3a BCAKA €AMHMIIA YHUIIOXKEHA KPBbB UM KPHBHU CHCTaBKU, KaTO
choOImaBaT UACHTU(HUKATMOHHUTE UM JIAHHH U IPUYMHUTE 33 YHUIII0)KABAHETO.

(8) (U3m. - [IB, Op. 60 ot 2011 r., mpeaumna an. 3 - JIB, 6p. 54 ot 2020 r., B
cuna ot 16.06.2020 r.) Mudopmanus 3a BCsKa €IUMHHIIA YHHUILO)KEHA KPbB WIM KPBBHU
CHhCTAaBKHU CE€ MPEIOCTaBsl U Ha AUpPEKTOpa Ha HarumoHamHus HEHTHp 3a TpaHCy3HOHHA
XEeMaTOJIOTHS 32 BIIMCBAHE B PETUCTHPA.

Un. 43a. (Hos - JIB, 6p. 65 ot 2006 r., B cuia ot 01.01.2007 r.) (1) (1U3Mm. -
B, 6p. 60 ot 2011 r.) MUHUCTBPBT Ha 37pPaBEONa3BaHETO Bb3 OCHOBA HA €XKETOJIHU
JOKJIaau Ha JUpeKkTopa Ha HauuoHanHusg HEHThp 3a TpaHCPyY3MOHHA XEMaTOJIOTHUs
U3rOTBS JIOKJIQA 3a TMpeIIpUeTHTe MEpKH 3a HachbpyaBaHe Ha JIOOPOBOJIHOTO U
0€3Bb3ME3THOTO KPHBOIAPSIBAHE.

(2) U3rbIHUTETHUAT AUPEKTOp Ha M3mbIHUTEIHATA areHIus 110 JeKapcTBara
U3TOTBS JOKJIAJ 3a JIEHHOCTTa Ha areHIusATa KaTo KOMIIETEHTEH OpraH IO TO3U 3aKOH,
BKJIIOYMTEIHO OTYET 3a MPEeIIPUETUTE MEPKH, CBbP3aHU C MHCIIEKIUATA U KOHTPOJIA.

(3) Konme ot moknama mo an. 1 ce um3mpamia Ha EBporelickaTa KOMHCHS
BEJIHBX Ha TP FOJIMHM, a OT JOKJIAAA MO all. 2 - BEAHBXK Ha JIBE TOJUHH.

I'naBa mecra.
NPUHYJIUTEJHU A IMUHUCTPATUBHU MEPKMU.
AJIMUHUCTPATUBHOHAKA3ATEJIHU PA3IIOPEABUA

Un. 44. (1) (Hom. - JIB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 1., gom. - JIB,

op. 77 ot 2018 r., B cwia ot 01.01.2019 r.) MUHHMCTBPBT Ha 3ApaBEONa3BAHETO HIIU
OIIPEJIETICHO OT HETO JUTHKHOCTHO JIMIIE OT ChCTaBa HA MUHHUCTEPCTBOTO IO TPEIOKEHHE
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Ha M3I'BJIHUTEIHUS TUPEKTOp Ha M3mbJIHUTENHATa areHuus Mo JieKapcTBaTa MOXeE Ja
3a0paHy OCBHINECTBSIBAHE HA JACHHOCTH IO B3€MaHE W ChXPAaHSIBAHE HA KPbB U KPHBHU
CHhCTaBKU M TPaHC(PY3MOHEH HAJ30p MpPH HapyllaBaHe Ha CTaHJApTa MO TpaHC(y3MOHHA
XEMAaTOJIOTHSL.

(2) (U3m. - JIB, Op. 65 ot 2006 1., B cuna ot 11.08.2006 1., nom. - JIB, 6p. 77
ot 2018 1., B cuna ot 01.01.2019 r.) MUHUCTBPBT HA 37APaBEOIAa3BAHETO WIIH ONIPEAEICHO
OT HEro JUIbXHOCTHO JIMIIE OT ChCTaBa HA MUHUCTEPCTBOTO 3a0paHsiBa IEHHOCTUTE TIO all.
1 ¢ mucMeHa MOTHMBHpAHA 3aOBE/, B KOSITO C€ MOCOYBA JaTaTa, OT KOSATO CE 3ajlu4aBaT
JIEHHOCTUTE B Pa3pelIeHUeTo 1o 4wi. 48 oT 3aKkoHa 3a JIe4eOHUTE 3aBEACHUSI.

(3) (U3m. - 1B, 6p. 30 ot 2006 r., B cuia ot 12.07.2006 r.) 3anoBeara 1o ai.
2 moasiexu Ha oOXKaJBaHe Mo peAa Ha AJMUHUCTPATUBHOINPOLIECYATHUS KOJCKC.

(4) OOxanBaHETO Ha 3all0BETA HE CIIMPA U3IBIHEHUETO U.

U 45. KoiiTo B HapylleHHE Ha IJ1aBa BTOPA WIM YETBbPTA U3BBPILU B3EMaHe
WIM IIPEJIMBaHE Ha KPBbB WIN KPbBHU ChCTABKHU, AKO HE MOJIEKH HA IIO-TEXKKO HaKa3aHUE,
ce Haka3Ba ¢ 17100a 2000 7B., a Mpy MOBTOPHO HapyIieHue - ¢ riaoda 5000 nB.

Un. 46. KoiiTo B HapylieHHE Ha Pa3NOpeNOUTE HA TO3M 3aKOH HM3BBHPIIH
CcJIeJIKa, BKIFOUUTEITHO 32 BHOC MJIM U3HOC Ha KPBB MJIM KPBBHU ChCTABKH, aKO HE ITOJIJICKU
Ha TO-TEKKO Haka3aHue, ce Haka3Ba ¢ rioba 1000 nB., a mpu MOBTOPHO HAPYILIEHHE - C
rio6a 10 000 nB.

Un. 47. (1) Koiito peknamupa KpbB WIH KPHBHU CHCTaBKHU B HapyIICHHUE Ha
TO3HM 3aKOH, ce Haka3Ba ¢ 1i100a ot 1000 mo 10 000 is.

(2) HakazanusTa no an. 1 ce Hanmarar v Ha JMIlaTa, JOMYCHAIN U3TbUBAHETO
WM MyOJIMKYBAaHETO Ha peKiamMaTa B CPEJICTBO 32 MAaCOBO OCBEIOMSIBAHE.

Un. 48. JleueOHO 3aBeneHHE, KOETO HApYIIW M3UCKBaHUATA HA wi. 19, ce
HaKa3Ba C UMYyIIECTBeHa caHkius B pasmep 1000 nB., a mpu MOBTOPHO HapyIIEHUE - C
UMyIIecTBeHa caHkius B pazmep 5000 niB.

Y. 49. (1) 3a Heu3n'bJIHEHUE Ha 3abJDKeHHE 110 Wwi. 14, an. 2 win . 36, an.
3 cbOTBETHOTO JIMIE ce Haka3Ba ¢ ryiob6a 300 yB., a MpHU MOBTOPHO HapyllleHHe - ¢ rioda
700 nB.

(2) 3a Hew3mBIHEHUE HA 3adbJKEHHETO Mo 4. 36, an. 3 Ha jedyeOHUTe
3aBEe/ICHUs C€ Hajara MMyllecTBeHa caHkuus B pasmep 1000 7nB., a mpu MOBTOPHO
Hapy1ieHue - B pazmep 5000 isB.

Y. 50. Koiito He npenocraBu nHpopmanusara o wi. 14, an. 4, ce Haka3Ba C
rno6a 50 JB., a Mpy MOBTOPHO HapyIieHue - ¢ rioda 100 niB.

Un. 51. PekoBoguTeuTe Ha JIeYCOHWUTE 3aBEACHUS, KOWTO HE H3ITHIHSAT
pasnopenbara Ha wi. 17, ce Haka3Bart ¢ rimoba 500 nB., a TpU MOBTOPHO HAPYIICHUE - C
ro6a 2000 nB.
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UYn. 52. Koiito Hapymm pasnopeadute Ha wi. 23 uinu 35, ce Haka3Ba ¢ riioda
1000 nB. 3a BCSIKO UACHTU(DHUITUPAHO JIUIIE.

Ui 53. (1) JlupekTop Ha HEHTHP 3a CHENIHA MEAMITMHCKA IMOMOII, KOWTO
HapyIy pasnopendara Ha wi. 28, an. 3, ce Haka3Ba ¢ rio6a 300 niB.

(2) PproBOoguTENIMTE HA JIeYeOHUTE 3aBEACHMS, KOUTO HApyIIaT pa3nopendara
Ha ui. 28, an. 4, ce Haka3Bar ¢ rioba 500 1B.

Un. 54. (U3m. - 1B, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) (1) Jlume,
YIOPaKHSIBAIO MEIUIIMHCKA IPOo(decHs, KOSTO JOMyCHE HapyIllaBaHe Ha CTaHAapTa 1o 4Jl.
1, an. 4, ce HakasBa ¢ ri1o6a 1500 nB.

(2) (Hom. - JIB, 6p. 77 ot 2018 r., B cuma ot 01.01.2019 r.) IIpu nmoBTOpHO
HapyllleHne MUHUCTHPHT Ha 3PABEONA3BAHETO HJIM OMPENEIEHO OT HErO JThKHOCTHO
JUIE OT ChCTaBa HAa MHHUCTEPCTBOTO MOXE Ja OTHEME II0 TPEIJIOKCHHE Ha
U3ITBITHATEITHUS TUPEKTOP Ha VI3BIIHUTEIIHATA areHITHS 110 JISKapCcTBaTa v 1o pejia Ha 9il.
193, an. 1, 1. 1 ot 3akoHa 3a 3apaBeTO MPABOTO HA JIMLETO /1A YIPAKHABA MEAUIMHCKA
npodecus.

Y. 55. (1) (U3m. - [IB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) Korato
HapyleHusara 1no wi. 45 -47 ca U3BBPUICHH OT IOPUAMYECKH JIMIA WIA €IHOJIUYHU
THProBIM, CE HajaraT UMYIIECTBEHU CaHKIUHU. Pa3MepbT Ha UMYIIECTBEHATA CAHKIIUS €
TPONHMAT pa3Mep Ha NPEABUIEHUTE CbOTBETHHU TJI00M.

(2) HanmaraneTo Ha IMyIIIECTBEHA CAHKIMS HE M3KIIIOYBA HAJIaraHETO Ha 1i100a
Ha BUHOBHMTE JUIbXHOCTHHU JIMLA.

Un. 56. (1) (U3m. - 1B, 6p. 65 ot 2006 r., B cuma ot 11.08.2006 r.)
Hapymenusita 1mo To3u 3aK0H c€ yCTaHOBSBAT C aKTOBE, ChCTABEHH OT JITHXHOCTHH JIMIIA
B M3biiHUTETHATA areHIMs 1o JeKapcTBaTa, ONpeesieH! OT JUPEKTOpa Ha areHIHsITa.

(2) (U3m. - AB, Op. 65 ot 2006 r., B cuna ot 11.08.2006 r.) Hakazarennure
MOCTaHOBJICHHUS C€ N3/1aBaT OT U3IIBJIIHUTENHUS AUPEKTOP HAa M3mbaHUTENIHATA areHII s TIO
JeKapcTBara.

Un. 57. (1) (U3m. - B, 6p. 98 ot 2010 r., B cmma ot 01.01.2011 r.)
Hapymenwusita mo wi. 50, 51 u 53 ce ycTaHOBSIBAaT ¢ aKTOBE, ChCTABEHU OT JUTH)KHOCTHHU
JIMIIA OT PerHOHAHATA 3/JpaBHA UHCIICKIHSI, ONIPE/ICIICHH OT AUPEKTOpa.

(2) (U3m. - IIB, 6p. 98 ot 2010 r., B cuma ot 01.01.2011 r.) Hakazarenuure
MOCTaHOBJICHUS CE U3/IaBaT OT JUPEKTOpa Ha perHoHalHATa 3JpaBHA HHCIIEKITHU.

Un. 58. (1) (M3m. - 1B, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.)
Hapymennero mo un. 46 ce ycraHOBSBa C aKT, CbCTaBEH OT JIBKHOCTHHU JIMIA,
OTIpeNIeNIeH! OT M3ITBJIHUTEHUS AUPEKTOP Ha V3MbIHUTEIHATA areHIUs 110 JIEKapCcTBaTa.
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(2) (M3m. - IB, Op. 65 ot 2006 r., B cuna ot 11.08.2006 r.) HakazareaHoto
[IOCTaHOBJIEHUE CE€ U3/aBa OT U3II'BJIHUTEIHMS JUPEKTOp Ha V3nbIHUTEIHATA areHus 110
JIeKapcTBara.

(3) Hapymenusita 1o 4. 46 3a BHOC WM U3HOC Ha KPBB WM KPbBHH ChCTaBKU
CE YCTAHOBSBAT C aKT, CbCTaBEH OT MHUTHHUYECKUTE OpraHU, a HaKa3aTeIHOTO
MOCTaHOBJICHHE CE U3/aBa OT AUpeKTopa Ha AreHuus "MUTHULM" WU OT ONPEeNeNICHU OT
HEro JJIBKHOCTHH JIUIA.

Ui 59. (1) (U3m. u gom. - [IB, 6p. 65 ot 2006 r., B cruta ot 11.08.2006 r.)
Hapymenuero nmo uwi. 54, an. 1 ce ycraHoBsiBa C aKT, CbCTaBEH OT JUTBKHOCTHHU JIUIIA,
OTIPENICIICHU OT M3ITBJIHUTEIHUS JUPEKTOP Ha V3MbIHUTEIHATA areHIUS 110 JIEKapCcTBaTa.

(2) (U3m. - B, 6p. 65 ot 2006 r., B cua ot 11.08.2006 r.) HakazarenHoro
MIOCTAaHOBJICHHE CE U3/IaBa OT U3ITBIIHUTEIIHUS TUPEKTOp Ha M3MbIHUTEIHATA areHIUs 110
JeKapcTBara.

Un. 60. YcraHoBsiIBaHETO Ha aJMUHUCTPATUBHU HapyILEHHUS, W3JIaBaHETO,
00’KaJIBaHETO U M3ITBIHEHUETO Ha HaKa3aTeIIHUTE IIOCTAHOBJICHHS C€ M3BBPIIBAT T10 pesia
Ha 3aKoHa 32 a[IMUHUCTPATUBHUTE HAPYIICHHUS U HAKa3aHMUs.

Un. 61. CpencrBara OT r100M U HUMYIIECTBEHHM CAHKIMM 32 YCTaHOBEHH
HApYIICHHS 110 TO3HM 3aKOH MOCTBHIIBAT B MPUXOJ MO Oro/pKeTa Ha MUHHCTEPCTBOTO Ha
3/IpaBEOMa3BaHETO.

JonbIHUTEIHN pa3nopendu

§ 1. ITo cMuchbia Ha TO3M 3aKOH:

1. "Jlonop" € nuie, OT KOETO ca B3€TU KPbB U KPbBHU ChCTABKU 32 MPEINBAHE
Ha JIpyTo JUIe ¢ JeueOHa 1edl.

2. '"IlucmeHno wuHpOpMHpaHO chbriacue" € cbIJacue, MpeloCTaBEHO
J0OpOBOJIHO CJIE] 3all03HaBaHe ¢ OompesesieHa HHpopMarus.

3. "Cepuro3eH HHIIUJIEHT" € BCSIKO HEXellaHO ChOUTHE, CBBP3aHO C B3EMAHETO,
JMarHOCTHKaTa, IpepaboTKaTa, ChbXpaHsIBAHETO U Pa3NpeesIeHUeTO Ha KPbB U KPbBHU
CbCTaBKM, KOETO MOXE Ja JOBeIe [0 CMBPT, 3acTpallaBallo >XUBOTA CHCTOSHHE,
MHBaJIMIM3alMs UM 3a00Js1BaHe, BOJIEIIO 0 yAb)KaBaHE Ha OOJIHUYHUS MPECToi mpu
PELIMIHEHT.

4. "KpbB" € uoBelIKa ThKaH, ChAbprKallla BCHUKH KPbBHU ChCTABKHU.

5. "KpbBHM cbhCTaBKH" ca KJIETHYHUTE €JIEMEHTH (JIEBKOLIUTH, EPUTPOLIUTH U
TPOMOOLIMTH) U MJIa3MaTa, KOUTO C€ U3BJIMYAT Ype3 U3MOI3BaHEe HAa CTAHIaPTHU METOIU 3a
npepaboTBaHe Ha KPbB, C U3KIIOUEHHE HA CTBOJIOBUTE KIIETKH.

6. "Cepro3Ha HeKenaHa peaklys' € HEelpeABUIACHA PeaKlys Mpu JTOHOp WU
PELIMIMEHT, CBbpP3aHa C B3€MAHETO WJIM IPEIMBAHETO HA KPbB MM KPBBHU CHCTABKH,
KOSITO € JI0BeJla J0 CMBPT, 3acTpallaBallo >KMBOTAa CHCTOSHUE, WHBAIWIU3ALUS WIH
3a0oJs1BaHe, BOJIEIIO JI0 yIbJKaBaHe Ha OOTHUYHUS MPECTOH.
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7. "Peuunuent" e JMIEe, HA KOETO ca MPEJIeTU KPbB WM KPBBHU ChCTaBKH C
nedeOHa 1edl.

8. "CarenutHa KpbBHA npoba" e komuyecTBo OT 0,002 mo 0,007 nmutpa KpbB,
B3€Ta OT JIULETO, OT KOETO € HAllPaBEHO CTaHJapTHO B3€MaHE HA KPbB.

9. "CrangaptHo B3eMane Ha KpbB" € B3emane ot 0,400 o 0,500 nutpa KpbB.

10. "Tpancdy3nonHa xeMaToJaorus" € IeHHOCT Mo 3paBeola3Bane, OCHOBaHA
HAa E€JHOMMEHHAaTa MEJMIIMHCKA HayKa 3a B3€MaHe, IUarHoCTHKa, MpepaboTBaHe U
yrmorpe0da Ha KPbB U KPHBHU ChCTABKH.

11. "XeMOnoeTuyH! CTBOJIOBH KJIETKH" Cca KJIETKUTE, OT KOUTO MPOMU3IU3AT
BCUYKH KJIETKU Ha KPbBTA.

12. "KpbBogapuren" € I0HOpP, OT KOrOTO O€3BH3ME3/IHO Ca B3€TH KPbB WU
KPBBHH ChCTABKHU.

13. (moBa - JIB, 6p. 70 or 2004 r., B cuma ot 01.01.2005 r.)
"ABTOXeMOTpaHC]y3usa" € MeTon, mpU KOWTO Ha TAIHMEHT Ce MpeliuBa KPbB, B3ETa
MPEBAPUTEITHO OT HETO.

14. (woBa - JIB, Op. 65 ot 2006 r., B cuna ot 11.08.2006 r.) "CbpmHeHUE 32
CEpHUO3€H MHIMACHT WM Cepruo3Ha HeKelaHa peakius' € Haluyuhe Ha IMOJ03pEHHE 3a
NPUYHHHO-CJIEICTBEHA BPb3Ka MEXAY MHIUICHTA MM PEAKUUsATa W B3EMaHETO W/WIIN
yrnorpebaTta Ha KPbB U KPbBHH ChCTaBKH.

15. (noBa - /1B, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) "Mucnekuus" e
JEIHOCT MO OCHIIECTBSBaHE HA OOEKTUBEH KOHTPOJI CIIOpE]] IPUETUTE CTAHIAPTH C LeNT Aa
ce MpELEHH J1ajli ca CIa3eHU MU3UCKBAHMSATA HA TO3U 3aKOH U HOPMATHBHMUTE aKTOBE IO
MPUJIAraHeToO MY U 32 YCTAHOBSIBAHE HA €BEHTYAJIHU IIPOOJIEMH.

16. (moBa - JIB, 6p. 65 ot 2006 r., B cuma ot 11.08.2006 r.) "IloBTOpHO
HapylIeHue" € HapyIIeHUeTO, U3BHPILIECHO B €AHOTOJUIIECH CPOK OT BIIM3aHE B CHJIA Ha
HAKa3aTeJIHOTO IOCTaHOBJIEHHE, C KOETO Ha HAPYILLIUTEIS € HAJIO)KEHO HaKa3aHUE 3a ChIUs
BU/JI HApYLIEHUE.

IIpexoanu u 3aKIIOUYUTETHHA pa3nopeadoun

§ 2. B neBeTmeceueH CpOK OT BIM3aHETO B CHJa HAa TO3U 3aKOH
CHILECTBYBAIIUTE MHOTONMPOPUIHA OOJHUIM 3a AaKTUBHO JIEYEHHE C OTIEJIEHHE IO
TpaHC(y3HMOHHA XEMaToJIOTHs, LIEHTPOBETE 3a TpaHC()Py3MOHHA XEMaTONOTHUi U
BoennomenunuHckara akajaeMusi TpPUBEXKAAT JIEHHOCTTa CHU B CHOTBETCTBUE C
N0J3aKOHOBUTE aKTOBE I10 NIPHJIATaHETO MY.

§ 3. Cnen npuBexIaHe Ha ACHHOCTTA CH C M3UCKBAHUATA HA TO3HM 3aKOH M Ha
MOJI3aKOHOBUTE aKTOBE MO HETOBOTO TpUJIaraHe, B Cpoka mo § 2, MHOTOMPOUIHHUTE
OOJTHUIIM 32 aKTUBHO JICUCHUE C OTJEJICHHE 10 TpaHC()Y3MOHHA XEMAaTOJIOTHS I10JIaBaT
3asBJICHHE 3a MPOMsIHA B pa3pelIeHHeTo 3a jeuedHa AerHocT mo 4. 48 oT 3akoHa 3a
J1e4eOHUTE 3aBEACHMUS.

§ 4. B 3akona 3a nmeuebnuTe 3aBeaeHus (00H., B, 6p. 62 ot 1999 r.; u3Mm., Op.
88 u 113 ot 1999 r.; momp., 6p. 114 ot 1999 r.; u3m., 6p. 36, 65 u 108 or 2000 r., Op. 51
ot 2001 r. - Pemrernie Ne 11 na Koncturynmonnust ¢cv ot 2001 r.; u3Mm., Op. 28 u 62 ot
2002 r., 6p. 83 or 2003 1.) ce mpaBsAT CAESAHUTE U3MEHEHUS U JOMBIHCHUS:
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1. B 1. 19 ce cp3maBa 1. 40:

"40. B3emaHe, ChbXpaHsBaHE, CHaOsBaHE C KPBbB U KPBBHU CHCTABKH,
TpaHchy3uOHEH HaI30D;".

2. YneH 25 ce u3MeHs Taka:

"Un. 25. (1) Hentsp 3a Tpancy3noHHA XEMATOJIOTHS € JIe4eOHO 3aBe/IeHrE, B
KOETO JIEKapH C IIOMOIITA Ha JPYT IIEPCOHA:

1. B3emar KpbB U KPbBHU ChCTaBKU;

2. IMarHOCTUIMpAT, MpepaboTBaT, ChbXPaHsIBAT, OCUTYPSBAT KPbB U KPBHBHH
CbCTaBKU;

3. Ipou3BEXIaT, CbXpaHIBAT U OCUTYPSABAT KPbBHU OHMONpEnaparTy;

4. oCchIIECTBSABAT ACUHOCTH 1O TpaHC(HY3UOHEH HAI30P.

(2) DLentpoBere mno an. 1 ocbliecTBABAT JAEWHOCTTa CH CBIJIACHO
M3MCKBaHUATA Ha TO3M 3aKOH W 3akoHa 3a KpbBTA, KPHBOJAPSIBAHETO U
KPBBOIPEITUBAHETO.

(3) MuHUCTBPBT Ha 37paBeONa3BaHETO MOXE Ja HANpaBU MPEIJIOKEHUE 3a
3aKpUBaHE Ha ICHTBP 3a TpaHC(Py3MOHHA XEMATOJIOTHs, KOUTO OCHUIECTBSABA JACHHOCT B
HapyleHue Ha ai. 2."

3. B un. 86, an. 1 cmen mymure "mumanu3Hure ueHTpoBe" ce 100aBs
"[EHTPOBETE 3a TpaHCHY3NOHHA XeMATOIOTHS "

§ 5. B 3akona 3a HapogHoTO 31pase (00H., [AB, 6p. 88 ot 1973 r.; monp., Op.
92 ot 1973 r.; u3m. u nom., O6p. 63 ot 1976 r., 6p. 28 oT 1983 1., 6p. 66 OoT 1985 1., Op. 27
ot 1986 1., 6p. 89 o1 1988 1., 6p. 87 1 99 ot 1989 1., 6p. 15 or 1991 r.; momp., 6p. 24 oT
1991 r.; u3m., 6p. 64 ot 1993 r., 6p. 31 or 1994 1., Gp. 36 o1 1995 ., Op. 12, 87 1 124 ot
1997 r., 6p. 21, 70, 71 m 93 ot 1998 r., Op. 30, 62, 67,90 1 113 ot 1999 1., 6p. 10 11 36 oT
2000 r., 6p. 63 oT 2002 1., 6p. 83 0T 2003 T.) CE MPABST CICTHUTE AOIIBITHCHUS:

1. Cp3naBa ce wi. 32a:

"Yn. 32a. (1) Benuku neuedbHu 3aBesieHus 3a O0JIHUYHA TOMOL] U AUCTIaHCEPU
C JIeTJIa MOTaT J1a B3eMaT KPbB 32 aBTOXEMOTpaHC(y3us MU Clia3BaHe M3MCKBAHUATA HA
1. 12, an. 2 ot 3akoHa 3a KPbBTa, KPhBOJAPSIBAHETO U KPHBOIIPEITMBAHETO, KOTATO HAMA
MEIUIUHCKH MPOTUBOIOKA3aHUs 3a TOBA U CJIe/l MOJIyyaBaHEe Ha MUCMEHO MH(POPMUPaHO
ChIJIacHe.

(2) KoraTo 1uueTo € HembJIHOJIETHO, MUCMEHO MH(OPMHUPAHO ChIJIACHE Ce
B3€Ma OT 3aKOHHHUS NPEACTABUTEN HIIU TONEUYUTEI Ha HeITbJITHOJICTHHS."

2. B nonbaHUTENHUTE pasniopendu ce ch3iana § 8a:

"§ 8a. "ABTroxemoTpaHcy3us" € METoJ, MpU KONTO Ha MAIUEHT Ce MpesInBa
KpbB, B3€Ta MPEIBAPUTEIHO OT HEro."

§ 6. B enHOMEceUeH CpOK OT BJIM3AaHETO B CHJIA HA 3aKOHA MUHUCTEPCKUSIT
CHhBET U3MEHS W JOMBJIBA YCTPONHCTBEHUS MPABWIHHUK Ha VI3MBIHUTENHATa areHIUs 1O
JIeKapcTBaTa B ChOTBETCTBHE C TO3H 3aKOH.

§ 7. B TpuMecedeH CpOK OT BJIM3AHETO B CHJIa Ha 3aKOHA MUHUCTEPCKUAT
ChBET U MUHHUCTBPBT Ha 3/IpaBEONa3BaHETO U3aBaT MOA3aKOHOBUTE HOPMATUBHU aKTOBE
M0 MPUIIATAaHETO MY.

§ 8. To3u 3akoH OTMEHs 3aKOHA 3a KpbBOJapsiBaHEe U KpbBompenuBane (/1B,
op. 31 ot 1994 1.).
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§ 9. MHsnmpinHeHmero Ha 3aKOHa ce Bb3Nara Ha MHHUCTBpPAa Ha
3/IpaBeOa3BaHETO.

3akonsT e npuer or XXXIX Haponno crOpanue va 6 HoemBpu 2003 1. u €
nojneyaTa ¢ opunuanHus neyatr Ha HapogHoTo crOpanue.

IIpexoanu n 3aKII0OYUTETHA pa3nopeaoun
KbM A IMUHUCTPATUBHOINIPOLECYAJIHUSA KOJAEKC

(OBH. - 1B, BP. 30 OT 2006 I'., B CWJIA OT 12.07.2006 I".)

§ 142. KonmekcwsT BiM3a B CHiIa TPH Mecela ciel OOHApOJIBaHETO MY B
"JIbpkaBEH BECTHHK', C U3KIIIOUCHHUE Ha:

1. man tpetu, § 2, 1. 1 1 § 2, T. 2 - OTHOCHO OTMSIHATa Ha TJIaBa TPETa, pa3el
IT "O6xanBane no cpaeden pea”, § 9, 7. 1u2,§ 11, . 1mu2,§15,§44, . 1u2,§ 51,1
1,§53,1.1,§61,1.1,§66,1.3,§ 76, T.1-3,§78,§79,§83,1.1,§ 84, 1. 1 u 2, § 89,
T.1-4,§101,7.1,§ 102, 7. 1,§ 107, § 117, 1. 1 m2,§ 125,§ 128, 7. 1 u 2,§ 132, 7.2 n
§ 136, 1. 1, kakTom § 34, § 35, 1.2,§43,1.2,§ 62, 1. 1,§66,1.214,§ 97, 1.2 1§ 125,
T. 1 - OTHOCHO 3amsiHaTa Ha AyMara "OKpbXKHUA" ¢ "aIMUHUCTPATUBHUA" U 3aMsiHATa Ha
aymute "Codwuiickus rpaacku cpa” ¢ "AnMuHucTpatuBHUA ChA - rpaa Codus", kouto
BiM3at B cwia ot 1 mapt 2007 r.;

2. maparpad 120, xoitto Biau3a B cusia ot 1 auyapu 2007 r.;

3. maparpad 3, KOHTO BJIM3a B CHJIa OT JIeHs1 Ha 0OHApPOJIBaHETO HA KOJEKCa B
"JIbp>KaBeH BECTHUK'".

3ak/II0uYNTeIHU pa3nopenou
KbM 3AKOHA 3A UBMEHEHMUE U JIOITbJIHEHUE HA 3AKOHA 3A
KPBBTA, KPbBOJAPSBAHETO U KPbBOIIPEJIMBAHETO

(OBH. - 1B, BP. 65 OT 2006 I"., B CMJIA OT 11.08.2006 I".)

§ 21.B CAHOMCCCUCH CPOK OT BJIM3aHCTO B CHUJIa HA 3aKOHA MI/IHI/ICTepCKI/IHT
CBBCT IO MPEAIOKCHNE HAa MUHUCTBHpA HA 3ApaBCONa3BaHCTO U3BHPIIBA H€O6XOI[I/IMI/IT€
IMPOMCHHU B yCTpOfICTBeHI/ISI IpaBHUJIHUK Ha HM3nbpnHuTenHaTa areHmus mo JICKapCTBaTa B
CbOTBETCTBHEC C TO3H 3aKOH.

§ 22. B 6-MecedeH CpOK OT BJIM3aHETO B CHJIA HAa 3aKOHa MHUHHCTEpPCKUAT
CbBET U MHUHHUCTHPBHT Ha 3pPaBEONa3BaHETO H3BBPIIBAT HEOOXOJWMHUTE INPOMEHHU B
HOPMAaTHUBHUTE aKTOBE IO MPUJIAraHeTO Ha 3aKOHA.

§ 23. 3akOHBT BIM3a B CHJIA OT JIeHS Ha oOHapojaBaHeTo My B "JlbpikaBeH
BECTHHK", ¢ M3KJIIOUeHHe Ha § 13, KOWTO BIM3a B CHJa OT JICHS Ha BIM3aHETO B CHUJIa Ha
JloroBopa 3a npuckeauHsBane Ha Penyonuka bwiarapus kem EBponeiickus cbio3.
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IIpexognu u 3aKIIOYUTETHN Ppa3nopendu
KBbM 3AKOHA 3A JIEKAPCTBEHUTE ITPOAYKTU B XYMAHHATA
MEJUIIUHA

(OBH. - 1B, BP. 31 OT 2007 I'., B CWJIA OT 13.04.2007 I".)

§ 37. 3akoHBT BIM3a B CWJIA OT JIeHS Ha oOHapoaBaHETO MY B "/[bpkaBeH
BECTHHK'", C M3K/IIOUEHHE Ha § 22, KOMTO BIM3a B CHUJIa €JHA TOJAMHA CJIe] BIN3aHETO B CHIIa
Ha TO3H 3aKOH.

IIpexoanu n 3aKII0OYUTETHN pa3nopenoun
KbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
3APABETO

(OBH. - 1B, BP. 41 OT 2009 I'"., B CWJIA OT 02.06.2009 I'.)

§ 96. 3akoHBT BIM3a B CHJIA OT JIeHS Ha oOHapoaBaHeTo My B "J[bpkaBeH
BECTHMK", ¢ H3KIIOUCHHE Ha!

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

2. maparpadu 26, 36, 38, 39, 40, 41, 42, 43, 44, 65, 66, 69, 70, 73, 77,78, 79,
80, 81, 82, 83, 88, 89 u 90, kouto Bim3aT B cuia oT 1 roau 2009 r.;

3. maparpad 21, xoitTo Bnu3a B cuia ot 1 ronu 2010 T.

3ak/II0YNTeIHU pa3nopeaou
KBbM 3AKOHA 3A UIBMEHEHMUME U JIOITbJIHEHUE HA 3AKOHA 3A
MNPOPECHOHAJIHOTO OBPAZ3OBAHUME U OBYUEHHUE

(OBH. - 1B, BP. 74 OT 2009 I"., B CWJIA OT 15.09.2009 T".)

§ 48. 3akoHBT BIM3a B CHJIa OT JIeHS Ha oOHapojBaHETO MYy B "J[bpkaBeH
BECTHUK", ¢ M3KIIIOUeHHe Ha § 1, KolTo Bim3a B cwia ot 15 centemBpu 2009 1., u § 47,
KOMTO Biu3a B cuiia oT 1 okromBpu 2009 r.

IIpexoanu u 3aKIIOUYUTETHHA pa3nopeadon
KBbM 3AKOHA 3A UIBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEHEBHUTE 3ABEJAEHUSA

(OBH. - 1B, BP. 59 OT 2010 I'., B CWJIA OT 31.07.2010T".)

§ 77. 3akoHBT BIM3a B CWJIa OT JIeHS Ha oOHapoaBaHeTo MYy B "J[bpkaBeH
BECTHHUK'" C N3KJIIOUYEHHUE Ha:

1. maparpadu 9 (otHocHO ui. 19, an. 4), 53, 60 u 66 (oTHOCHO ui. 98, ain. 5 u

6), xouto BiM3aT B cuna ot 1 suyapu 2011 r.;
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2. maparpad 75, xoiTo Bim3a B cuia ot 30 centemBpu 2011 r.

IIpexoanu n 3aKII0OYUTETHE pa3nopeaoun
KBbM 3AKOHA 3A UBMEHEHUE U JOIIBJIHEHUE HA 3AKOHA 3A
3APABETO

(OBH. - 1B, BP. 98 OT 2010 T'., B CWJIA OT 14.12.2010T".)

§ 121. 3akonsT Biu3a B cuiia ot 1 auyapu 2011 r. ¢ u3KkIItoueHue Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35,42, 44, § 56, 1. 1 m 2, § 65, 68,
70, 76, 80, 81, 90, 92, 96, § 102, 1.3,4,5,7u8,§ 105, 1. 1,3 us5, §107,1. 1,2, 3, 4, 6,
Oykma "a", 1. 7,10, 11,13 u 15, 6yksa "a", § 109, 110, 112, 113, § 115, 1.5, § 116, 1. 4 u
6,§ 117, 7.5u7u § 118, 1. 1, KOUTO BAM3AT B CHJIA OT JICHS HA OOHAPOIBAHETO HA 3aKOHA
B "JIbp>kaBEeH BECTHHK';

2. maparpad 102, 1. 1, 2 u 6, xouro Bnu3at B cuna ot 1 mapt 2011 r.;

3. maparpacwu 22, T. 1 (oTHOCHO 4. 36, ai. 1, u3peuenue BTopo), § 37, § 48, T.
2,8 51 u 59, xouto Bimm3ar B cuna ot 1 romm 2011 r.;

4. maparpad 107, 1. 15, 6ykBa "0", koiiTo Bnu3a B cuia oT 30 centemBpu 2011
T.

IIpexoanu u 3aKIIOUYUTEHHA pa3nopeadon
KBbM 3AKOHA 3A UBMEHEHHUE U JOITBJIHEHUE HA 3AKOHA 3A
JEKAPCTBEHUTE ITPOAYKTU B XYMAHHATA ME/IUIIUHA

(OBH. - 1B, BP. 60 OT 2011 I"., B CWJIA OT 05.08.2011T".)

§ 83. B 3akoHa 3a KpbBTa, KPbBOAAPSIBAHETO U KpBBOIpearBaHeTo (00H., /B,
op. 102 or 2003 r.; usm., 6p. 70 ot 2004 r., 6p. 30 1 65 ot 2006 1., Op. 31 OT 2007 T., OPp.
41 u 74 o1 2009 1. 1 6p. 59 u 98 ot 2010 r.) HaBcAKbAE AyMUTe "HalMoOHAIHUAT HEHTHP
no xemaroyioruss U TpaHcdysuonorus" u "HanuoHamHUS UEHTHP MO XEMaTOJOTUS U
TpaHcy3nonorusa" ce 3aMeHsT ChOTBETHO ¢ "HallMoHaIHUAT HEeHTHp 3a TpaHCPY3HOHHA
xemarosiorus" u "HannoHamHus HEHTHP 3a TpaHC(Py3HOHHA XEeMATOJIOTus "

§ 84. 3akoHBT BIM3a B CWJIa OT JIeHS Ha oOHapoaBaHeTO MYy B "JIbpkaBeH
BECTHHUK' C N3KJII04YEeHHE Ha § 65, xoiiTo Biu3a B cuna ot 30 cenremspu 2011 r.

IIpexoaHu u 3aK/JIIOYUTETHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A
ABPKABHUSA CIHYKUTEJ

(OBH. - 1B, BP. 38 OT 2012 T'., B CWJIA OT 01.07.2012T".)
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§ 84. (B cuna ot 18.05.2012 r.) B cpok n0 enun Mecelr OT 0OHapoABaHETO HA
TO3U 3aKOH B "/IbpkaBeH BECTHUK":

1. Munuctepckuar cbBeT npuBexaa Knacudukaropa Ha NIBKHOCTHTE B
aJMUHMCTPALUATA B CbOTBETCTBUE C TO3H 3aKOH,;

2. KOMIIETEHTHUTE OpraHM TPUBEKIAT YCTPOHCTBEHUTE AaKTOBE Ha
ChOTBETHATA aIMUHUCTPALIMS B CHOTBETCTBUE C TO3U 3aKOH.

§ 85. (1) IIpaBooTHOLIEHUATA € JAUIATa OT aJIMUHHUCTPALIUUATE O 3aKOHA 3a
paguoTO M TeNeBU3MATA, 3aKOHAa 3a He3aBUCMMHUS (DUHAHCOB ONIUT, 3aKOHa 3a
EJICKTPOHHUTE ChoOIIeHus, 3aKkoHa 3a KoMucusita 3a puHAHCOB HAa30p, 3aKOHA 32 TOCTBIT
U pa3KpuBaHE Ha JIOKYMEHTUTE U 3a OOsBsIBAaHE HA MPHUHAJICKHOCT Ha OBITapcKu
rpaXaaHu KbM J[bp’kaBHA CUTYPHOCT M pa3y3HaBaTEIHHUTE CIy)KOM Ha bbiarapckara
HapoJHa apMusi, 3aKOHA 32 OTHEMaHe B M0J13a Ha JbpKaBaTa Ha UMYIIECTBO, MPUIOOUTO
OT TIPECThITHA JEHHOCT, 3aKOHA 3a MPEJAOTBPATSIBAHE M YCTAHOBSIBAaHE Ha KOH(JIMKT Ha
untepecu, Kojekca 3a comuanHo OcUrypsiBaHe, 3aKkoHa 3a 3APaBHOTO OCHUTYpsBaHE,
3akoHa 3a MOATNIOMAaraHe Ha 3€MEJIENICKUTE MPOM3BOJUTENN M 3aKOHa 3a IbTHUIATA CE
ypexaaT mpH YCIOBUSITA U MO peaa Ha § 36 OT NPEXOIHUTE U 3aAKIIOUUTETHHUTE
pasmopendu Ha 3aKOHA 32 U3MEHEHHE U JIOITBIHCHUE Ha 3aKOHA 32 JIbPIKABHUS CITYKHTEIT
(1B, 6p. 24 ot 2006 1.).

(2) C akTa 3a Ha3HAYABAHETO HA JbPXKABHHS CIIY)KUTEI CE:

1. npucwxkna omnpeaeneHuss B Kiacudukatopa Ha ATBKHOCTHTE B
aIMUHUCTpAIMsATa MUHUMAJICH PaHT 3a 3a€MaHaTa JIHXHOCT, OCBEH aKO CIIYKHUTEJSIT
MIPUTEKABa MO-BUCOK PAHT;

2. omipezielis UHIUBHUIyalHa OCHOBHA MECEYHa 3arliaTa.

(3) dombiHUTETHO HEOOXOAMMHUTE CPENICTBA 32 OCUTYPUTEIHU BHOCKH Ha
JUIaTa 1Mo ajl. 2 c€ OCUTYPSIBAT B PaMKHUTE Ha Pa3XOAHUTE 3a 3aIljIaTH, Bb3HATPAXKICHUS U
OCUTYPUTEJIHU BHOCKHU MO OIOJDKETHTE Ha CHOTBETHUTE PA3MOPEIUTENU C OI0HKETHU
KPE/HTH.

(4) MuHHCTEpPCKHAT CBBET Ja U3BBPIIM HEOOXOIUMHUTE TMPOMEHH IO
M3BBHOIOKETHATA cMeTka Ha JIbpkaBeH doupa "3emenenue", MpoU3TUYANIM OT TO3MU
3aKOH.

(5) Opranure Ha ynpapiieHre Ha HaninoHnaHUSI OCUTypUTENIeH HHCTUTYT U Ha
Harmonannata 3ApaBHOOCHTYpHTENHA Kaca Ja U3BBPIIAT HEOOXOAUMUTE MPOMEHH IO
CHOTBETHUTE OIOKETH, MPOU3TUYAIIHN OT TO3U 3aKOH.

(6) Henzmon3BaHuTe OTIMYCKHU 10 TPYIOBUTE MPABOOTHOIIEHUS CE 3ama3Bar u
HE ce KOMIIEHCUPAT C TapUIHHU 00€3IIETeHUSI.

§ 86. (1) B emHomeceueH CpOK OT BIM3aHETO B CHUJia Ha TO3U 3aKOH
MHAMBHyaJlHaTa OCHOBHA MECEYHa 3aIljiaTa Ha CIIy>KUTEJIs ce ONpesenis Taka, 4ye chllara,
HaMaJIeHa ¢ JBJDKMMUS JAHBK U 3aQbDKUTEITHUTE OCUTYPUTEIHU BHOCKHM 3a CMETKa Ha
OCHUTYPEHOTO JIUIIE, aKO ca OWIM ABJKUMHU, Ja HE € IMO-HUCKa OT MoJy4aBaHaTa /10 TO3U
MOMEHT OpyTHa MeceyHa 3ariaTa, HaMajueHa ¢ IbDKUMUTE 3aIbJDKUTEITHU OCUTYPUTEITHU
BHOCKH 32 CMETKAa Ha OCUTYPEHOTO JIMIIE, aKO ca OMIIM IBJKUMU, U IbJKUMHUS TaHBK.

(2) B 6pyrHara 3amnata mo ai. 1 ce BKIIOYBAT:

1. ocHOBHaTa MeceuHa 3aIjiaTa Wil OCHOBHOTO MECEYHO Bh3HArPaKACHUE;

2. TONBJIHUTENHU Bb3HAIPaXKI€HUS, KOMTO CE€ M3IUIALIAT IOCTOSHHO 3a€AHO C
roJlaraiiaTa ce OCHOBHa MECeyYHa 3aIjiaTa Wil OCHOBHO MECEUHO Bb3HArpakJeHue 1 ca B
3aBHCUMOCT €IMHCTBEHO OT OTPabOTEHOTO BpeEME.
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§ 87. 3akonsT Bauza B cuia otT 1 ronu 2012 r. ¢ uzkimouenue Ha § 84, KOUTo
BJIM3a B CHJIA OT JIeHs Ha 00HApo/IBaHETO Ha 3aKoHa B "J[bpKaBeH BECTHHK".

IIpexoanu u 3aK/JII0YUTETHU pa3nopeadu
KbM 3AKOHA 3A UBMEHEHUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEHEBHUTE 3ABEJAEHUSA

(OBH. - 1B, BP. 54 OT 2012 T.)

§ 17. B enHOMece4YEeH CPOK OT BJIIM3AHETO B CHJIa HAa TO3W 3aKOH MUHUCTBHPHT
Ha 3J[paBeoNa3BaHETO IMpUBEXKIa Hapendata mo wi. 18, an. 1 or 3akoHa 3a KpbBTa,
KPBBOJAPSIBAHETO U KPHBOIPEIUBAHETO B CHOTBETCTBUE C TO3U 3aKOH.

§ 18. Hamuonannara 3ApaBHa KapTa CC€ IIpUBCKIa B CBOTBCTCTBHUC C
HN3UCKBAaHMATA HA TO3U 3aKOH B CPOK O 6 MeECCla OT BJIM3aHCTO MY B CHJIA.

3aK/II0YUTeIHU pa3nopendu
KBbM 3AKOHA 3A UIBMEHEHUE HA 3AKOHA 3A MJIAJIE/KTA

(OBH. - 1B, BP. 68 OT 2013 I'., B CWJIA OT 02.08.2013 T".)

§ 55. 3akoHBT BAM3a B CUJIa OT JIeHS Ha oOHapoaBaHEeTO MY B "/IbpkaBeH
BECTHUK".

IIpexoaHu u 3aK/JIOYUTEHH pa3nopeadu
KBbM 3AKOHA 3A UIBMEHEHUE U JOITBJIHEHUE HA
AIMUHHUCTPATUBHOIIPOLECYAJIHUSA KOAEKC

(OBH. - 1B, BP. 77 OT 2018 I'., B CWJIA OT 01.01.2019T".)

§ 156. 3akonbT Bnu3a B cwiia ot 1 suyapu 2019 1., ¢ u3kiItoueHue Ha:

1. maparpadu 4, 11, 14, 16, 20, 30, 31, 74 u § 105, T. 1 OTHOCHO H3pEUECHHE
I'BPBO U T. 2, KOUTO BiM3aT B cuiia ot 10 okromBpu 2019 1.5

2. maparpadu 38 u 77, KOUTO BAM3aT B CHJIA JIBAa Mecella cjie]l 0OHapOBaHETO
Ha TO3M 3aKOH B "J[bp’kaBeH BECTHUK';

3. maparpad 79, 1. 1,2,3,5,6u 7, § 150 u 153, kouTo BIU3aT B CUIJIA OT JCHS
Ha 00HapOBaHETO Ha TO3M 3aKOH B "JIbp)kaBeH BECTHUK'.

IIpexoaHu u 3aK/IIOYUTETHU pa3nopeadu
KBbM 3AKOHA 3A BIO/I’KETA HA HAIITUOHAJIHATA
3APABHOOCUT'YPUTEJIHA KACA 3A 2019T.

(OBH. - 1B, BP. 102 OT 2018 I'., B CHJIA OT 01.01.2019T".)
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§ 43. 3akonsbT BiM3a B cuia ot 1 ssayapu 2019 r., ¢ u3kitoueHue Ha:

1. maparpad 29, 1. 13, 6ykBa "0", 1. 14 u 15, § 30 u § 42, T. 2, KOWTO BIU3AT B
CHWJIa OT JieHs Ha 0OHAPOJIBAHETO Ha 3aKoHA B "/[bpkaBeH BECTHHK",

2. maparpad 28, T.6 - 12 u 1. 14 - 19, § 35, T. 3, ¢ U3KItOUCHUE HA 4JI. 74, all.
4uun 7B,an.4,17.5u6,T.8-22uT.36-40,§41,1.2-8, 1.9, 6ykBu "a" u "B" u 1. 10,
KOMTO BJM3aT B cwia ot 1 anpuin 2019 r.;

3. maparpad 29, 1. 5, OykBa "a" oTHOCHO nymuTe "H Ype3 OroKeTa Ha
MuHHCTEpCTBOTO Ha 3/paBeola3BaHETO 3a 3aIUlalllaHe Ha METUIUHCKUTE W3JENUs,
MOMOIITHUTE CPEJICTBA, PUCTIOCOOICHUSATA B ChOPHIKEHHUATA 33 XOpaTa C YBpeKIaHus", T.

nyn

9, 6ykBa "a" OTHOCHO IOyMHUTE "KAKTO M MEIUIMHCKHM W3/EIMsl, IOMOLIHU CpE/ACTBa,
npucnocoOIeHnss U ChOPHKEHHS 3a Xopara ¢ yBpexxaanusa', T. 9, OykBa "r" OTHOCHO
OymMuTe "M IOMOIIHHUTE CPEACTBA, NMPUCIOCOOIEHUATA U ChOPBKEHHUATA 3a XopaTa C
yBpeXIaHUs" U OTHOCHO JyMHUTE "KakTO U C JIMIATa, OCBIIECTBSIBAILM JEHHOCTH IO
IPEJOCTaBsIHE U PEMOHT Ha MEUIIMHCKU M3/€EJHsl, IOMOIIHH CPEICTBA, IPUCIIOCOOICHUS
U ChbOPBKEHHUS 3a XOpa C YBPEXKIaHMs, PETUCTPUPAHU KAaTO THPrOBLM M BIMCAHU B
perucTppa Ha JuIaTa, OCHIIECTBSBALIM JEHHOCTH IO IPEeJOCTaBIHE U PEMOHT Ha
IIOMOIIHH CPEACTBA, MPUCIOCOOIEHHS, ChOPBKEHHS U MEIULIMHCKU U3JIEIHs 3a XOpaTta ¢
yBpexxaanus" u T. 9, 6yksa "a" orHocHo an. 15, T. 3 u an. 16 oTHOCHO JyMuUTe "KaKTo U ¢
JMIAaTa, OCHIIECTBIBAILN JAEHHOCTH IO MPEIOCTABSIHE U PEMOHT Ha IOMOIIHU CPE/CTBA,
OPUCHOCOOJICHUS, CHOPBHKEHUS U MEIUIMHCKM M3JeNUs 3a Xopa C YBPEXKAaHus,
perucTpupaHy KaTo THPrOBLUM U BIMCAaHM B pPErucTbpa Ha JMIATA, OCHLIECTBSIBAIIU
JNEMHOCTH MO MpeloCTaBIHE M PEMOHT Ha IOMOUIHM CPEACTBA, IPHUCIIOCOOICHMS,
CbOPBKEHUS W MEAMIMHCKM M3JENUs 3a XopaTa C YyBPEKIaHHUS - 3a 3alUlalllaHe Ha
MEMIUHCKN U3/€Ms, TOMOIIHU CPEACTBA, IPUCIOCOOIEHUS U ChOPBHKEHUS 3a X0pa ¢
yBpexaanus", T. 25, 6ykBa "a" - anm. 1, T. 13 OoTHOCHO AymMuTe "TIOMOIIHHU CPEACTBA,
IpUCHOCOOJICHUS U ChOPBHKEHUS 3a XopaTa ¢ yBpexaanus" u 1. 25, Oyksa "0" OTHOCHO ail.
4 OTHOCHO AyMUTE "W JNMIIaTa, OCBHIIECTBSIBAIIN JEHHOCTHU MO NMPEAOCTaBsIHE U PEMOHT Ha
MEIUIUHCKN U3/eMs, TOMOIIHU CPEACTBA, MPUCIOCOOIEHUS U ChOPHKEHUS 3a X0opa C
YBPEXKIaHUs, PETUCTPUPAHU KaTO THPrOBUM M BIHMCAaHW B pErucTbpa Ha JUIaTa,
OCBUIECTBSBAIM JIEWHOCTH IO NPEJOCTAaBSIHE M PEMOHT Ha IIOMOIIHU CpEACTBA,
MPUCTIOCOOJIEHUS], ChOPBKEHUS U MEIULIMHCKU U3JeNNs 3a XopaTa ¢ yBpexxaaHus" u "u
MIOMOIIIHYU CPEJICTBA, MPUCIIOCOOIEHUS U ChOPBKEHHSI 3a XopaTa ¢ yBpexxaanus'", § 36 u §
37 otHOCHO 4. 14, an. 8, T. 2, 6ykBa "0", kouTo Bnu3ar B cuia ot 1 stHyapu 2020 r.

IIpexoanu u 3aKIIOUYUTETHHA pa3nopeadoun
KBbM 3AKOHA 3A UBMEHEHMUE U JOITbJIHEHUE HA 3AKOHA 3A
JIEHEBHUTE 3ABEJIEHUSA

(OBH. - 1B, BP. 54 OT 2020 I'., B CUJIA OT 16.06.2020 T".)

§ 38. 3akoHBT BiM3a B CHJIa OT JIeHS Ha oOHapojaBaHeTo My B "JlbpikaBeH
BECTHHK", ¢ M3KJIIOUEHHUE Ha § 23, KoWTO Biu3a B cwiia oT 1 ssHyapu 2021 1.
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IIpexoanu u 3aK/JII0YUTETHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JOIIBJIHEHUE HA 3AKOHA 3A
3APABETO

(OBH. - JIB, BP. 85 OT 2024 T'., B CUJIA OT 08.10.2024 T")

§ 18. 3akoHbT BIIM3a B cWja OT JeHsS Ha OOHapojBaHeTo My B "JIbpkaBeH
BECTHMK", ¢ H3KIIOUCHHC Ha!

1. maparpad 11, 1. 1, kosiTo Bu3a B cuia ot 1 anpun 2025 1.5

2. maparpad Su § 11, 1. 2, 3 u 4, kouro Bau3ar B cuiia ot 1 ssuyapu 2026 1.

PesieBanTHH akTOBe 0T EBpOIEiicKOTO 3aKOHO1ATEICTBO

EI/I[!QKTHBI/I:

JMPEKTHUBA (EC) 2016/1214 HA KOMUCUSTA ot 25 ronu 2016 roguna
3a u3meHenne Ha upextuBa 2005/62/EO mo oTHOIIEHHE HA CTAaHAAPTU U CleM(pUKAIIN
Ha CHUCTEeMaTa 3a KaueCTBO Ha KPbBHH LIEHTPOBE

JUPEKTHUBA 2005/62/EO HA KOMUCHUSATA ot 30 cenremBpu 2005
roguHa 3a mpuinarane Ha JupektuBa 2002/98/EO na EBpomeiickus mapiamMeHT U Ha
CpBera 10 OTHOLIEHHE Ha CTaHAApTH U creuudukanuu Ha OOIIHOCTTA, CBbP3aHU ChC
cucTeMa 3a KaueCTBO Ha KPbBHH LIEHTPOBE

JUPEKTHUBA 2005/61/EO HA KOMUCHUSATA ot 30 cenremBpu 2005
roguHa 3a mpuinarane Ha JupektuBa 2002/98/EO na EBpomeiickus mapiamMeHT U Ha
CpBera M0 OTHOIIEHNE HA U3MCKBaHUATA 3a MPOCIIEISBAHE U YBEAOMSABAHE 32 CEPUO3HU
HE)KEJIaHU PEeaKLUU U MHIIUJIEHTH

JUPEKTHUBA 2004/33/EO HA KOMUCUATA ot 22 mapt 2004 ronusa 3a
npunarade Ha {upextusa 2002/98/EO na EBponelickus napnameHT U Ha CbBeTa OTHOCHO
HSIKOU TEXHUYECKU U3UCKBAHUSA 32 KPbBTA U KPbBHUTE ChbCTaBKU

JIMPEKTUBA 2002/98/EO HA EBPOIIEMICKMS ITAPJIAMEHT U HA
CBbBETA ot 27 suyapu 2003 roauHa 3a OmpelensiHe Ha CTaHIApTUTE 3a KayecTBO U
0€30IacCHOCT TMpH B3€MaHETO, JMarHocTUKara, IpepaboTKkaTra, CbXpaHEHHETO U
pasnpeiensHeTO Ha YOBEIIKAa KPbB U KPbBHU ChCTABKU U 32 MU3MEHEHHE Ha JlupekTuBa
2001/83/EO

JIMPEKTUBA 2001/83/EO HA EBPOIIEMCKMS ITAPJIAMEHT U HA
CBBETA or 6 HoemBpu 2001 rommHa 3a yTBBbpXAaBaHe Ha Kojekc Ha OOIHOCTTa
OTHOCHO JIEKapCTBEHU MPOJYKTH 3a XyMaHHa yrnoTpeda

PerjiamenTu:

PEIJIAMEHT (EC) Ne 910/2014 HA EBPOIIEVMICKUS TTAPJIAMEHT U
HA CBBETA ot 23 rwomu 2014 roauHa OTHOCHO €JIEKTpOHHATa WJACHTHU(PHUKALUS U
YIAOCTOBEPUTEITHUTE YCIYTH IPHU E€JIEKTPOHHM TPAHCAKLIMK HAa BBTPEIIHMS Ma3ap M 3a
otMsiHa Ha J{upektusa 1999/93/EO
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