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I'naBa nbpBa
ObIII1 NOJIO’KEHUA

Yur. 1. (1) C To3u 3aK0OH ce ypexkaaT OOIIECCTBEHUTE OTHOIICHUS, CBBbP3aHU C JapsABAHETO, B3CMAHETO, TUATHOCTHKATA,
pepadOTBAHETO, TPAHCIIOPTA, CHXPAHIBAHETO, yIOTpedaTa Ha KPBB U KPHBHU ChCTABKU U OCHUTYPSBAHETO HA TAXHOTO
KayecTBO U 0€30IIacHOCT.

(2) Ha nnanupane mopasiexar BUIBT M KOJMYECTBaTa KPbB M KPBbBHU CBHCTaBKM 3a 3a/I0BOJIIBAHE HYXKAUTE Ha
nedeOHUTE 3aBEJICHUS U 32 MPOU3BOJICTBO HA JIEKAPCTBA, TTOMYYSHH OT TjIa3Ma.

(3) IlpocnensBanero Ha KpbBTa U KPBBHUTE CHCTaBKM OT JOHOpPA O PELIUIIMEHTa U OOpaTHO C€ rapaHTHpa upe3
OCBIIECTBSIBAaHE HA TPaHC(Y3MOHEH HA30p KaTO CUCTEMA 3a PETHUCTPUPAHE U aHAIU3 Ha UHQOpMAIUATa U 32 KOHTPOJI
10 OCUTYpsIBaHE Ha KAa4eCTBOTO U O€30M1aCHOCTTa Ha KPbBTA U KPBBHUTE ChCTABKHU.

(4) HeitnoctuTe mo an. 1 ce OCHIIECTBABAT CHIVIACHO MEAMIMHCKMA CTAaHAAPT MO TpaHC(y3MOHHA XeMaTOJIOTHS,
YTBBPJEH ¢ Hapea0da Ha MUHUCTBPA Ha 3paBeoOIa3BaHEeTo.

Y. 2. PaznopendouTe Ha 3aKk0HA HE C€ TIpUJIaraT 3a TPAHCIUJIAaHTAI[UATa HAa XeMOIIOETUYHH CTBOJIOBU KIICTKH.
Y. 3. (1) JleliHOCTHTE IO TO3M 3aKOH C€ OCHINECTBSABAT MPHU CITa3BaHE HA MPUHITUITUTE 3a:

1. 10GpOBOTHOCT U 6E3BB3ME3THOCT MPU IAPSIBAHETO Ha KPBB U KPbBHU CHCTABKH;

2. 3alMTa Ha IpaBaTa U 3/[paBeTO Ha JOHOPUTE U PEIUITUEHTHTE;

3. paBHOMOCTABEHOCT Ha JOHOPUTE U PELUIUECHTHUTE;

4. partnoHaIHA yOTpeda Ha KPbBTA U KPHBHUTE ChCTaBKU;

5. camM03aJ]0BOJISIBAHE Ha CTpaHaTa C KPbB U KPbBHU ChCTABKHU.

(2) KpbB 1 KpbBHU CHCTaBKU C€ M3MOJ3BAT 33 MEAUIIMHCKU HYKIU MO MEAMIIMHCKU MOKa3aHUs WM KOTraTo JIPYru
METO/IY 32 JIeYeHHE ca Hee(PeKTUBHU.

Y. 4. KpLBTa U KPBBHHUTC CbCTABKU HC MOraT Ja 6’b)laT npeaAMET Ha Bb3ME3JIHA CACIIKa OCBCH B CIIy4aUTC 11O TO3U
3aKOH.

Ya. S. (U3m. - [IB, 6p. 65 ot 2006 1.) (1) MHOTrOnpoduiianTe OOJHUIIM 32 aKTUBHO JICUEHUE, B YUATO CTPYKTYpa UMa
OTACTCHHE TO TpaHC(hy3MOHHA XEMATOJIOTHS, JOCTaBAT Ha IIEHTPOBETE 3a TpaHCPY3MOHHA XEMAaTOJIOTHS BCSKa
eMHHUIIA B3eTa OT TSIX KPBB CPEIlly Bh3ME3IIBAHE HA PA3XOUTE 32 HEHHOTO B3eMaHe.

(2) (M3m. - IB, 6p. 98 oT 2010 1., B cuna ot 14.12.2010 r.) LleaTpoBere 3a TpaHC]y3nOHHA XEMATOJIOTHS JJOCTABST HA
nedeOHUTE 3aBelleHUs] 3a OOJIHMYHA TOMOII M Ha KOMIUIGKCHHUTE OHKOJIOTHYHU IICHTPOBE IWAarHOCTUIIMPAHU W
npepaboTeH! KPBB M KPBBHU CHCTABKU OE3BBH3ME3IHO B PAMKUTE HA YTBBPJACHUTE KOJIMYECTBA MO 4. 26, T. 1.



(3) U3m. - IB, 6p. 98 ot 2010 r., B cuna ot 14.12.2010 r.) M3BBH ciaydauTe Mo aj. 2 HEHTPOBETE 3a TpaHC(hy3nOHHA
XEMaTOJIOTHsI MOTaT Jla JIOCTaBAT Ha JieyeOHUTE 3aBEACHUS 32 OOJHUYHA ITOMOII M Ha KOMITJIEKCHUTE OHKOJIOTHYHU
[IEHTPOBE KPBB U KPBBHH CHCTAaBKH CpPEIly BB3ME3AIBaHE HA PA3XOAUTE MO TAXHOTO TUATHOCTHIIMPAHE U MpepaboTKa.

(4) YcnoBusTa U peabT 3a Bb3ME3AABAHETO MO all. 1 U 3, KAKTO U 3a OCTOMHOCTSIBAHE Ha Pa3XOJIUTE, CE€ OMPEAETAT C
Hapenba Ha MUHHCTEPCKHS ChBET.

(5) LlentpoBere 3a TpaHCPy3MOHHA XEMATOJIOTHS TOCTABAT IJIa3Ma Ha MPOU3BOAUTEINTE HA JIEKAPCTBA IO I[EHH, MPU
YCIIOBHS U TIO PE/I, OTpeieiicHH ¢ Hapea0a Ha MUHUCTEPCKUSI ChBET.

(6) YcnoBusiTa M peAapT 3a CTUMYIUPAHETO, OPraHU3UPAHETO M MPOBEXKAAHETO Ha JEWHOCTHTE, CBBP3aHH C
KpBBOJApSBAHETO, CE ONPEEIIAT C HapeadaTa 1o ai. 4.

(7) (U3m. - IB, 6p. 38 ot 2012 1., B crta ot 1.07.2012 1.) CpenctBata mo ain. 3 U 5 nmoctsnBaT B MUHUCTEPCTBOTO Ha
37]paBEOIa3BaHETO M CE BKIIOUBAT 110 OFOJKETUTE HA IIEHTPOBETE 32 TpaHC(Hy3MOHHA XEMATOJIOTHSI.

Y. 5a. (Hos - IB, 6p. 65 ot 2006 1.) (1) BoeHHOMemMIIMHCKaTa akaAeMusl TOCTaBsI Ha IIEHTPOBETE 3a TpaHC]y3MOHHA
XEMATOJIOIUA HEANArHOCTULIMPAaHW KPBB U KPEbBHU CBCTAaBKU, KOTAaTO KOJIXMYECTBATA, Ha6paHI/I Ipu KpbBOJapsABaHE,
HaJXBBPIAT KOJIMUECTBATA, HEOOXOIMMHU 32 33/I0BOJISIBAHE HY)KJIUTE Ha Ie4eOHOTO 3aBe/ICHHUE.

(2) B cnyqaute mo an. 1 BoeHHOMenUIIMHCKaTa akaaeMus JOCTaBs HA IEHTPOBETE 3a TPaHCQY3MOHHA XEMATOJIOTHS
KpPBbB U KPBbBHU ChCTaBKH 0€3BB3ME3/IHO.

(3) Han yrBwpaenuTe 3a BoeHHOMeIMIIMHCKATA aKaieMusl KOJIMYecTBa 1Mo wi. 26, T. 1 meHTpoBere 3a TpaHc]y3noHHa
XEMaToJOTUsl MOTaT Jla JOCTaBST Ha JIEYeOHOTO 3aBEACHHE KpPBB CpeIly BB3ME3IsSBAHE Ha pa3XoJIuTe IO
JIMarHOCTHUIIMPAHE U MpepadoTKa.

(4) YcnoBusaTa U penbT 32 BB3ME3IIBAHETO MO ajl. 3, KAKTO U 32 OCTOMHOCTSIBAHETO Ha Pa3XOJUTE, CE€ OMPENEIAT C
HapenOara 1o 4. 5, an. 4.

(5) BoenHoMmenuIIMHCKaTa akaJeMus JOCTaBs Mi1a3Ma Ha IPOU3BOIUTENNTE HA JIEKapCTBA MO I[€HU, NIPU YCIOBUS U 1O
pen, onpeeNieHn ¢ HapeaoarTa 1mo 4i. 5, ai. 5.

Y. 6. (1) Homycka ce nedueOHUTE 3aBECHUS 11O WI. 15 1a B3emMar KPBbB Cpellly 3aIlIaliaHe B CICTHUTE CIydau:

1. Ipu CHEemHM ClTydad U MpHU JIUIIca HAa HAJTMYHU KOJIMYECTBa OT HeoOXoIuMaTa KpbBHA Ipyna B ChOTBETHUS LICHTHP
3a TpaHc(y3MOHHA XeMaTOJIOTHS;

2. 3a MPOU3BOJICTBO HAa BAKCHHU, CEPYMU U UMYHOTJIOOYINHU;
3. 32 HAYYHOM3CJIEIOBATENICKH U AMATHOCTUYHU IEJIM B MEUIIMHATA.

(2) JleuebnuTe 3aBeieHus IO Wi. 15 MoraT 1a MOKPUBAT HEMOCPEICTBEHUTE Pa3Xxo/Id Ha KPBBOJAPUTEIIUTE, KAKTO U Ja
T CTUMYJIHMpAT ChC CHMBOJMYHH TONAPBIIM W TO JpPYyr, CHBMECTHM C MpPHHIMIA 32 JOOPOBOJHOCT Ha
KpBBOJAPSBAHETO HAYMH.

(3) 3annamaHeTo Ha KpbBTAa U KPBbBHUTE ChCTaBKU B CIlydauTe IO al. 1 ce u3BbpIIBA MO PEI U I[€HU, ONPENEIECHU B
Hapezabara 1o wi. 5, ai. 4.

Ya. 7. (1) KpeB U KpBBHU CBCTaBKM CE€ HM3HACAT W3BBH TEPUTOPHATA HA CTpaHaTa caMO [0 pelieHHuEe Ha
MuHUCTEPCKHS ChbBET, KOTaTo ca MpeIHa3HAYeHH 3a:

1. oxa3BaHe HAa XyMaHUTapHa IOMOL
2. IpOU3BOJCTBO Ha JICKAPCTBA 32 HY)KJUTE HA CTPaHaTa.

(2) MuHHCTBPBT Ha 3/1paBEONa3BaHETO OPraHMU3KUPa U3HOCA HA KPBB U KPbBHU ChCTaBKU B ciydauTe 1o ai. 1, T. 2.

Y. 8. (1) (Jom. - 1B, 6p. 41 oT 2009 ., B cuna ot 2.06.2009 r.) KpbB 1 KpBbBHU ChCTAaBKU CE BHACAT HA TEPUTOPUATA



Ha CTpaHaTa CaMoO C pa3pCHICHUC Ha MUHUCTHPA Ha 3APaBCOINa3BaHCTO UJIM HA ONTPABOMOIICH OT HECTO
3aMECTHUK-MHUHHUCTHP B cnyqaﬁ Ha U3BBHPCAHU O6CTO$IT€J'ICTBa, IIpHU KOUTO KOJIMYECTBATa KPbB U KPBBHU CHCTABKU, C
KOUTO CTpaHaTa pasnojiara, He €a JOCTATbYHU 3a 3allMTa Ha 3ApaBCTO HAa XOpara.

(2) BaocwT mo an. 1 ce momycka, B ciiydail 4e KpbBTa U KPBBHHUTE CHCTaBKH Ca AMArHOCTHIIMPAHU, MpepaboTeHH,
eTUKETUPAaHU U OCUTYPEHU OT MHCTHUTYLMS, 3aKOHHO IpH3HATa OT ChOTBETHATa Abp)KaBa, U C€ NPHUAPYXKaBaT OT
JOKyMEHTaIUs, JAaBalia Bb3MOXKHOCT 32 MACHTU(UIMPAHETO HA BCSAKA €AMHMIIA KPBB WUIU KPBBHU CHCTaBKH, U OT
uH(popMaIus 3a IPOBeICHH JTa0OPaTOPHH U3CIECABAHMS U 32 METOIUTE HA TMArHOCTUKA U MpepaboTKa.

(3) YcnoBusra, Ha KOUTO TPSOBA JAa OTTOBAPsSl KAYECTBOTO HA KPBBTA U KPBBHUTE CHCTAaBKH IO ajl. 1, ce ompenensr ¢
Hapeabara mo wi. 20, an. 2.

(4) (Mzm. - B, 6p. 31 or 2007 r.) JlekapcTBa, MpOM3BENECHU OT IJa3Ma, Ce BHACAT MO pela Ha 3akoHa 3a
JIEKApCTBEHUTE MPOJIYKTH B XyMaHHAaTa MEJUIIMHA.

Y. 9. 3abpansBa ce pekiaMara Ha KpbB UM KPbBHU ChCTABKU.

I'naBa BTOpa

JAPABAHE, B3EMAHE, TUAT'HOCTUKA, ITPEPABOTBAHE U CBXPAHSABAHE
HA
KPBHB U KPbBHU CbCTABKH

Y. 10. lapsBaneTo € XxyMaHeH U JOOPOBOJICH aKT Ha MUJIOCHPME M YOBEIIKA COTUIAPHOCT, TP KOUTO OT JapUTEIIS
0e3BB3ME3IHO Ce B3eMa KPbB MIJIH KPHBHU CHCTABKH.

Y. 11. (1) (U3m. - [IB, 6p. 74 ot 2009 1., B cuna ot 15.09.2009 1., 6p. 68 oT 2013 1., B cuia ot 2.08.2013 r.)
MUHHCTBEPBT Ha 3/1paBEONa3BaHETO, MUHUCTHPHT Ha 00pPa30BaHUETO M HayKaTa, MUHUCTBPBT Ha OTOpaHara,
bwirapckust UepBeH KpbCT, Je4eOHUTE U 3IpaBHUTE 3aBEJICHUS OPraHU3UpaT U U3BBPIIBAT IPOMOLIMS Ha JapSIBAHETO
Ha KPpBB UJIM KPBBHU CHCTABKHU.

(2) Ilpu opranuzmpaHe Ha MpoMoOIMATa MO ajid. | MoraT Ja ydacTBaT M CpeAcTBaTa 3a MacoBO OCBEIOMsIBaHE,
HEMPABUTEICTBEHUTE OpraHu3allii W PETUTHO3HUTE HMHCTUTYIIMU, PETHUCTPUPAHU IO peJa Ha 3akoHa 3a
BEPOM3IOBEJAHUATA.

(3) Opranure Ha IeHTpaJlHaTa 1 MECTHATa BJIACT, IOPUIUYECKATE U (PU3NUYECKUTE JIMIIA Ca 3aIbJDKEHU J1a ChACHCTBAT
3a OCBHILIECTBSIBAHE HA MIPOMOLIUATA U IIPU B3EMAHETO Ha KPbB.

Yu. 12. (1) JJoHopu Ha KpBB WM KPBBHU CHCTAaBKM MOTraT Aa ObAAT JEeClOoCOOHM JMIla Ha BB3pacT oT 18 go 65
TOIMHU, KOUTO HAMAT MEAUIIMHCKU MPOTUBOMOKA3aHUS 3a TOBA.

(2) UnTepBairsT OT BpemMe MEX/1y ABE CTaHIapTHHU B3eMaHUs Ha KpbB HE MOKe J1a ObJie Mo-MainbK oT 60 AHH.
(3) O6cTOATENCTBOTO MO ajl. 2 € YCTAaHOBSBA YPE3 U3BBPIIBAHE HA MMPOBEPKA B pETHCTHpa Mo 4. 36.

Ya. 13. (1) JoHophT maBa mucMeHO WHGPOPMUPAHO ChITIACHE U MOMBJIBA JEKIapanus 3a 37paBOCIOBHOTO CH
CbCTOSIHUE.

(2) 3a monyuaBaHe Ha CHIVIACHETO IO aJI. | HA JJOHOpA Ce MPEI0CTaBs Ha JOCTHIICH 3K MH(OpMaIHs 3a mpoleaypara
10 B3e€MaHE Ha KPBbB WIJIM KPHBHH CBCTaBKH, 32 (PU3HOJIIOTHYHHUTE TPOMEHH, KOMTO HACTBIIBAT B OPraHHU3Ma
BCIIEZICTBHE Ha TOBA, 32 MEPKUTE 32 0€30MacCHOCT U 32 MOTCHIIMAITHUTE PUCKOBE.

Ya. 14. (1) KpbB niam KpbBHH ChCTaBKU C€ B3e€MaT CJEJ MEIUIIMHCKHA TpEryell, U3BBPILICH OT JieKap U TOJ HEroB
KOHTPOIL.

(2) BzemanmsT kpbB WM KPBBHH CBHCTaBKH T'M €TUKETHpa, MOATOTBS M O0OO3HAuaBa caTelIMTHA KpbBHa Ipoba u
KOMILIEKTYBa JOKYMEHTAIIHS, ChABPKAIlA MOMBIHEHN (GOPMH 3a:

1. maopMUpaHO ChITIACHE;



2. JACKJIapanus 3a 31paBOCIOBHOTO CbCTOSITHUC,
3. PE3YATATUTE OT MCAULIMHCKUSA TIPCTIICA U OT Ha60paTOpHI/IT€ N3CIICABAaHM I,
4, I/IZ[GHTI/I(i)I/IKaIII/ISI Ha B3€TaTa CIMHUIA KPBB UJIM KPBBHU CbCTABKU.

(3) OpuruHanuTe Ha JOKYMEHTHTE MO al. 2 C€ ChXpaHsSBaT OT JIEYEOHOTO 3aBE/ICHHE, M3BBPIIMIO B3EMaHETO, 3a
nepuoa 15 roguum.

(4) JoHOpBT MMa MPaBo Ja Moidydu nHGopMaIus 3a 3APaBOCIOBHOTO CH ChCTOSHUE, YCTAHOBEHO MPH Mperieaa mo a.
1, 1 3a pe3ynTaTuTe OT U3BBPIICHUTE JTA0OPATOPHU U3CIICIBAHUS.

Y. 15. B3emaHeTo Ha KPBB UM KPBbBHU ChCTAaBKH CE OPTaHU3Mpa U U3BBHPILIBA OT:
1. neHTpoBeTe 3a TpaHC(PY3MOHHA XEMATOJIOTUS;

2. MHOTONpOQMIHUTE OOJHULM 3a AKTUBHO JIeYeHHE, B UUITO CTPYKTypa MMa OTHENIEHHE IO TpaHC]y3nOHHA
XEMaTOJIOTH S,

3. BoeHHOMEMIIMHCKATa aKaIEMUsI.
Y. 16. (1) JleuebHuTE 3aBeAeHUA 10 Wi. 15 M31aBaT kapTa Ha BCEKH JIOHOP.

(2) B xapraTa o ain. 1 ce oTpa3sBaT yHUKIHUSAT UIEHTU QUKallMOHEH HOMep, TpuTe uMeHa, EI'H, moctosHHuSAT anpec,
KpBBHOTPYIOBaTa MPUHAAIEKHOCT, 1aTaTa U KOJIMYECTBOTO HA B3€TUTE KPbB MJIM KPbBHH ChCTABKU.

Ya. 17. JleueOHuUTE 3aBeeHUS 11O Wi. 15 oCUTypsBAT yCIOBHUS 3a 3alllMTa Ha 3[paBETO Ha JIOHOPUTE.

Y. 18. (U3wm. - IB, Op. 65 ot 2006 1.) (1) (U3m. - IB, Op. 54 ot 2012 r.) HarmonamuusT neHTHp 3a TpaHchy3noHHa
XEMAaTOJIOTHsI OCUTYpsIBa METUIITMHCKATE U3/ICIHS 32 B3eMaHe, IMarHOCTUIIUpaHe, TpepaboTBaHe U ChXpaHsSBaHE Ha
KpPBB U KPbBHU ChCTaBKH, HEOOXOMMHU 3a JIedeOHUTE 3aBe/ieHus 1o ui. 15, T. 1 u 2, u uM ru npenocTass
0e3BB3ME3/THO MPU YCIIOBUS | 110 PEJI, ONPE/ICIICHU ¢ Hapea0a Ha MUHUCTBPA Ha 3/IpaBeoIla3BaHEeToO.

(2) (HoBa - IB, 6p. 54 ot 2012 r.) HeoOxogumuTe cpeicTBa 3a U3MBIHEHUE HA IEHHOCTUTE MO al. 1 ce ocurypsiBaT
neneBo Ha HamuoHamHus TEHTHp 3a TpaHCPy3MOHHA XEMaToJorHs 4pe3 Orokera Ha MUHHCTEPCTBOTO Ha
3/IpaBeOIa3BaHETO.

(3) (Ilpemumuma an. 2, usm. - JAB, Op. 54 or 2012 r.) MeaunuHckuTe H3AENHS 3a JNEHHOCTHUTE MO B3eMaHe,
JIMarHOCTUIIMpaHe, TpepaboTBaHE M ChbXpaHsIBaHE Ha KPbB W KPBBHU CHCTaBKH, M3BBPIIBAHU  OT
BoenHomenuuHcKkara akaieMus, ce 3arjamar oT MUHUCTEPCTBOTO Ha OTOpaHara.

Y. 19. Jleuebuute 3aBeAeHus o wi. 15, T. 2 1 3 npeAocTaBsT B3eTUTE KPbB UM KPBBHU CHCTABKH 3a€JHO ChC
caTeTUTHUTE KPbBHU MPOOH, KONIME OT JOKyMEHTAaIuATa o wi. 14, an. 2 ¥ mpoTOKOJ 3a IpeAaBaHe Ha LIeHThpa 3a
TpaHc(y3MOHHA XeMaTOJIOTHUSI.

Ya. 20. (1) Auarnoctukara, mpepabOTBaHETO U CHXPAHSIBAHETO Ha BCSIKA €IUHUIIA KPBB UM KPBbBHU ChCTABKH CE
M3BBPIIBAT OT IIEHTPOBETE 32 TPAaHCQY3MOHHA XeMaTOJIOTHS IIPH Clla3BaHe Ha mpaBuiiaTa 3a JJoOpa maboparopHa
npakTtuka u JloOpa mpou3BOACTBEHA MPAKTUKA.

(2) YcnoBusita U peabT 3a U3BBPIIBAHE AUATHOCTHKA, MPEepabOTKa U ChXpaHsIBAaHE Ha KPBB M KPBbBHU CHCTAaBKH CE
OTIpEeIeIIAT ¢ Hapen0a Ha MUHHUCTBpA Ha 3/IpaBeola3BaHeTo.

(3) (HoBa - JIB, Op. 65 ot 2006 r.) BoeHHOMeqMITMHCKATA aKaJIeMUs THarHOCTUITUPA, TpepaboTBa U ChXPaHSIBA KPHB U
KpPBBHU CHCTAaBKU CaMO 32 COOCTBEHH HYXX/IU B PAMKUTE Ha YTBBPACHUTE KOJIMUYECTBA MO Wwi. 26, T. 1.

Yua. 21. MuorompoduiHuTe OOMHUIM 32 aKTHBHO JICUEHHE C OTACICHHE IO TpaHCQY3MOHHA XeMaToJIOTHS,
LEHTPOBETE 3a TpaHC(y3MOHHA XeMaToJorusl 1 BoeHHOMeIMIIMHCKaTa akaieMUsl TIOJUIeXKAT Ha akpeIuTalus o peaa



Ha 3akoHa 3a JieueOHMTE 3aBEJCHMS 3a M3BBPIIBAHUTE OT TAX JEHHOCTH IO B3eMaHe, JUArHOCTHKa, MpepaldoTka,
ChXpaHsBaHE U paslpeeIICHUE HAa KPbB U KDBBHU CHCTaBKH.

Ya. 22. (1) Jlunara, kouTo U3BBPIIBAT B3€MaHe, AMArHOCTHKA, IpepabOTBaHE U ChXpaHSBaHE HA KPBbB U KPbBHU
ChCTAaBKH, IPEMUHABAT 33bJDKUTENICH Kypc Ha 00ydeHHe Hali-MaJKo BEHBX Ha JIBE TOMHH.

(2) (M3m. - IIB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) OOyyeHuEeTO CE OCHINECTBSBA IO TIpOrpama, YTBbpJeHa OT
MUHHCTBPAa Ha 3/[paBEONa3BaHETO IO NPEIJIOKEHUE Ha JUPEKTOpa Ha HaruoHamHus HEeHTHp 32 TpaHC)y3MOHHA
XEMAaTOJIOTHSI.

Y. 23. 3alpansBa ce pa3npoCcTpaHsIBaHETO Ha JAHHH, TO3BOJIABALIM HACHTH(ULIMPAHE HA JOHOPHUTE.
I'naBa TpeTa
INTAHUPAHE U OCUT'YPABAHE HA KPbB U KPbBHU CbCTABKUA

Yu1. 24. (1) lupekTopbT Ha LEHTHP 3a TpaHCc(y3MOHHA XeMATOJIOTUS €KETOJHO aHAJIM3Kpa U MIJIaHUpa 3a HYXAUTe Ha
oOCIIyKBaHUS pailoH:

1. mefHOCTUTE 1O MIPOMOIIUS Ha TOOPOBOITHOTO U O€3BBH3ME3THO KPHBOJAPSIBAHE;

2. KoJU4ecTBaTa KpbB U KPBBHU ChCTABKH 32 3a/I0BOJISIBAHE HA IJIAHOBHUTE M CICIIHUTE HYXIW M Pa3MpPEICICHUETO
UM 110 00J1aCTH;

3. KOJIMYECTBOTO IIa3Ma 3a IMPONU3BOACTBO HA JICKAPCTBA,

4. (mom. - /1B, Op. 65 ot 2006 r.) METULIMHCKUTE U3/AETHS, HEOOXOAUMHU 32 B3€MaHe, TUarHOCTULMpaHe, IpepaboTBaHe
U ChXpaHsBaHE Ha KPbB M KPbBHU ChCTABKH;

5. oyakBaHMs Opoil KpbBOAAPSIBAHUS U rpaduKa 3a TIXHOTO MPOBEXKIAHE;

6. oyakBaHMs OpOil MJIATEHHU B3€MaHMsI HA KPBB.

(2) AHanu3bT ce OCHOBABA Ha!

1. maopMaIus, MoIydeHa oT JIedeOHUTE 3aBe/ICHUS, YTOTPEOsSBaIM KPBB U KPbBHU ChCTABKU;

2. BB3MOXKHOCTHTE Ha LHCHTHpPA 3a OCUTYPABAHC HAa KPBB U KPBbBHH CHCTABKH.

Y. 24a. (Hos - /IB, 6p. 65 ot 2006 r.) (1) HavanauksT Ha BoeHHOMEAMITMHCKATa aKaIEMHUsI €KETOAHO aHAIU3UPa U
MJaHUpPa 32 HY)KIUTE Ha JIeUeOHOTO 3aBeICHHUE:!

1. konuuecTBaTa KPbB M KPHBHU CHhCTABKHU 32 33/I0BOJISIBAHE HA TJIAHOBUTE U CICHIHUTE HYXIU U Pa3Npe/eICHUETO
UM IO CTPYKTYPH;

2. KOJIMYECTBOTO IJIa3Ma 3a IPOM3BOACTBO Ha JIEKapCTBA;
3. oyakBaHMs Opoil KpbBOAAPSIBAHUS U rpaduKa 3a TIXHOTO MPOBEXKIAHE;
4. oyakBaHMs OpOil MJIATEHW B3eMaHMs HA KPBB.

(2) AHanmu3bpT ce ocHOBaBa Ha HHQOpPMalUs, TOJIydeHa OT CTPYKTypuTe Ha BoeHHOMeEIMIIMHCKAaTa aKaaeMHus,
yIOTpeOsSBalM KpbB U KPbBHU CHCTABKHU.

Y. 25. (Jom. - JIB, 6p. 65 ot 2006 r., u3m., 6p. 98 ot 2010 1. B cuna ot 1.01.2011 1., 6p. 60 ot 2011 r., B cuna ot
5.08.2011 r.) Pe3ynTatuTe OT U3BBPIICHUTE aHAIM3 U IUIAaHUPAHE 110 4. 24 1 24a ce mpeaoCcTaBsT Ha AUPEKTOpa Ha



HaHI/IOHaJIHI/ISI LHCHTBHP 3a TpaHC(I)y31/IOHHa XCMATOJIOTUA U HA AUPCKTOPUTE HA PCTUOHAJTTHUTEC 3IpaBHU UHCIICKIIUHU.

Y. 26. (U3m. - IB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) JIupexkropsT Ha HarnoHnamHus eHTHp 3a
TpaHcQy3nOHHA XeMATOJIOTHS €XKETOHO aHaTN3Kpa, 0000IIaBa U MPEAOCTaBs 32 YTBBbPKAaBaHE OT MHHUCTHPA Ha
37IpaBEOIIa3BaHETO IMIAHUPAHUTE:

1. xommyecTBa KPBB U KPBBHU CHCTABKU 34 3a10BOJIIBAHEC HA MCIUIITUHCKUTE HY KU B CTpaHaTa,
2. KOJIMYECTBO IlJIa3Ma 3a IMIPpOU3BOACTBO Ha JICKAPCTBA,

3. (mom. - /1B, 6p. 65 ot 2006 r.) MEAUITUHCKH U3AETUS 32 B3eMaHe, JUarHOCTULIMPaHEe, TpepaboTBaHe U ChXpaHsSIBaHE
Ha KPBB U KPHBHU ChCTABKHU.

Ya. 27. (1) (U3m. - [IB, 6p. 98 ot 2010 ., B cuna ot 14.12.2010 r.) JleueOHuTe 3aBefeHUs 3a OOTHUYHA TTOMOII U
KOMITJICKCHUTE OHKOJIOTHYHH IICHTPOBE, HAMUpAIM C€ Ha TCPUTOPHATA HA 00JacT, B KOSTO MMa OTKPUT IIEHTHP 3a
TpaHC(y3MOHHA XeMAaTOJIOTHSI, CE CHAOAIBAT C JUATHOCTHIIMpaHa U MpepaboTeHa KPhB U KPBBHU CHCTABKUA OT TO3HU
LIEHTHP.

(2) (U3m. - 1B, 6p. 98 or 2010 r., B cuna ot 14.12.2010 r.) JleueOHuTe 3aBencHUsl 3a OOJHWUYHA ITOMOIL U
KOMILJIGKCHUTE OHKOJIOTUYHU I[EHTPOBE, HAMUPAIIM CE Ha TEPUTOPUSATA HA OOJACT, B KOSTO HsSIMa OTKPUT LICHTHP 32
TpaHC(y3MOHHA XEMATOJIOTHS, HO MMa 00JIacTHA MHOTONnpoduiIHa OOJIHHIA 32 AKTUBHO JICUCHUE C OTJCICHHE I10
TpaHc(y3MOHHA XeMaTOJIOTHS, CE CHAOAABAT C JMATHOCTHIIMPAaHA U MPEpaOdOTeHA KPHB M KPHBHU ChCTABKU OT Ta3u
OoHUIIA.

(3) (U3m. - 1B, 6p. 98 or 2010 r., B cuna ot 14.12.2010 r.) JleyeOuuTe 3aBeneHUsi 3a OOJHUYHA TOMOIL U
KOMILIEKCHUTE OHKOJIOTHYHH I[EHTPOBE, HAMHUPAIIM CE Ha TEPUTOPUATA HA OOJIACT, B KOSATO HIMa OTKPUT IICHTHP 3a
TpaHCy3MOHHA XEMaToJIOTUS M o0iiacTHa MHOronpodruiHa OONHWIIA 32 AKTHUBHO JIEYCHHE C OTJACJICHUE IO
TpaHC(y3MOHHA XEMATOJIOTHsS, Ce CHAOMABAT C JUATHOCTUIIMPAHA W TpepadoTeHa KPBbB W KPBBHH CHCTABKH OT
IIEHTPOBETE 3a TpaHC(Hy3MOHHA XeMATOJIOTHS MJIM OT Haii-OJiM3KkaTta 00JlacTHA MHOTOMPOQUIHA OOJTHHUIIA 32 aKTUBHO
JICYEHHE C OTJICJICHHE 1O TPpaHC(]y3nOHHA XeMAaTOJIOTHSI.

(4) LenTpoBere 3a TpaHc(y3MOHHA XEMATOJIOTHSI OCUTYPSIBAT C JUATHOCTUIIMPAHA U MpepadoTeHa KPbB M KPBBHHU
CHhCTAaBKU Pa3OJIOKEHHUTE B pailoHa UM Ha 0OCITy)KBaHE 00JaCTHU OOJHHIIU T10 aj. 2.

(5) ObnacTHUTE OONHMITK 1O aj. 2 CHXPAHSBAT MPEIOCTABEHUTE UM KPBB U KPBBHHM CHCTaBKH 32 CBOM HYXKIH U 32
HYXJIUTE Ha CHAO/IIBAHUTE OT TSIX JICUCOHH 3aBECHMUSI.

(6) Ilpu BpeMeHEH HENOCTUT HAa KPBB M KPBBHU CHCTABKU LIEHTPOBETE 3a TpaHC(Hy3MOHHA XEMAaTOJIOTHSI CHAOAsBAT
JeuyeOHUTE 3aBE/ICHUS C KPbB U KPbBHU ChCTaBKU 10 KIIMHUYHU KPUTEPHH.

Y. 28. (1) LenTtposere 3a TpaHcdy3nOHHA XeMATOJIOTHS OCUTYPSIBAT CIICIIUATH3UPAH TPAHCIIOPT HA KPBB WU KPHBHU
CHhCTaBKH JI0 PA3IOJIOKEHUTE B palloHa UM Ha 00CITy>kBaHe 00JaCTHU OOJIHUIH 110 4WiI. 27, ai. 2.

(2) TparCIOPTHT HA KPBB MJIM KPBBHHU CHCTABKH OT I[EHTPOBETE 3a TpaHC(Py3MOHHA XEMATOJIOTHUS UJIA OT OOJIACTHHUTE
OOJHUIU JI0 JIeUeOHUTE 3aBEACHMU S, MOI3BAIM KPBB U KPBbBHU ChCTABKH, C€ OCUTYPSBA OT JICUCOHUTE 3aBECHUSI.

(3) Ilpn nunca Ha KPbB MM KPBbBHU CBCTABKU 32 MAIlMEHT ChC CIIELIHO CHCTOSHHUE TPAHCIOPTBHT CE€ OCUTYpSIBA OT
LEHTHP 32 CHEIIHA METUIINHCKA [IOMOLIL

(4) B cmyqanTe mo ai. 3 KpbB UM KPBBHU CHCTAaBKU CE€ JIOCTABSIT OT HaM-OJIM3KOTO JICUEOHO 3aBECHUE, Pa3IoJiaraiio
C TSIX.

I'nmaBa yeTBBpPTA
HNPEJINBAHE HA KPbB U KPbBHU CbCTABKHA

Y. 29. [IpenBaHe Ha KPBB WJIM KPbBHU ChCTAaBKH CE Ha3HAaYaBa OT IIPABOCIIOCOOCH JIeKap, KOWTO OmMpeess u



BIIMCBA B MCAUIITUHCKATA JOKYMCHTAIlMA B4, KOJJUYCCTBOTO MU HAYMHA HA MPUJIAraHCTO UM.

Y. 30. [IpenuBaneTo Ha KpbB HIJIM KPBbBHU CHCTaBKH CE€ U3BBPIIBA MO KOHTPOJIA Ha MIPABOCIIOCOOEH JIeKap.

Ya. 31. (1) IlpenuBaHe Ha KpbB MM KPBbBHU CHCTaBKU C€ M3BBPIIBA MPU Ca3BaHE MpaBaTa Ha MalMeHTa U CJej
MOJlydaBaHe Ha MUCMEHO HMH(MOPMHUPAHO ChIVIACHE OT HEro, 3a KOETO My Ce MpenocTaBs Ha JOCTBIEH €3UK
uHdopmarus 3a:

1. MNPpUYNHUTE 3a MPCIMBAHC HA KPBB UJIM KPBbBHHU CHbCTABKU,
2. eJITa Ha IPEIIMBAHCTO U OUaKBaHUA PE3YITAT,

3. BBE3MOKHHTE HEXEJIaHU p€akun W IMOTCHUOUAIHHUTE PHCKOBE, CBHP3aHU C IMPCIWBAHCTO HA KPBB HJIM KPBBHH
ChCTaBKH,

4, ChIICCTBYBAIIUTEC AJITCPHATHUBHU U PUCKOBCTEC, MPOU3THUYAIIN OT TAX.

(2) Koraro manueHTsT € Heeecrnoco0eH, NH(GOPMUPAHOTO ChIVIaCHE 1O al. | JaBa HETOBUSAT 3aKOHEH IMPEICTaBUTEN
WJIM TTONEYUTEN.

Y. 32. (1) [lpenuBane Ha KpbB WJIM KPBBHU ChCTaBKU Oe€3 MojydyaBaHe Ha MHPOPMHUPAHO ChITIACHE MOXKeE Ja ObJie
U3BBPILCHO, KOTATO € 3aCTpallieH >KUBOTHT Ha MAllMEHTA U:

1. pU3M9IECKOTO MM TICHXUIHOTO MY ChCTOSTHUE HE TTO3BOJIsIBA MTOJTyIaBaHe HAa HHGOPMUPAHO CHITIACHC;

2. NanuCHTHT € HCI[@GCHOCO6€H N HC € BB3MOXKHO CBOCBPCMCHHO ITIOJydaBaHC Ha CbIJIIACUC OT 3aKOHHUA MY
NpeaACTaBUTCI UJIU ITOMMCYHUTCII.

(2) Pemmiennero u MoTUBHTE 1O al. | ce OTpa3sgBaT B MEJUIIMHCKATA JOKYMEHTAIIMS Ha MalMEeHTa OT JIeKaps, Ha3HadMII
IPEIUBAHETO.

Y. 33. (1) [TauueHThT, CHOTBETHO 3aKOHHUAT MY MPEACTABUTEN WJIU TMOMEYUTEN, MOXKE J1a OTKaXKE IMpeIuBaHe Ha
KPBB WJIM KPbBHM ChCTABKU IO BCSIKO BPEME Ha JICYEHUETO.

(2) OTka3bT Mo an. 1 ce YAOCTOBEpABA C IOAIIMCHU HaA JIMICTO U HaA JICKYBAllKA JICKAp WJIM Ha JICKYBAIllA JICKAPD U Ha
CBHJCTCII, aKO JIMIECTO OTKaXE Ja CC ITOAIIHNIIIC.

Y. 34. 3a0pansiBa ce npeauBaHe Ha:
1. HeMarHOCTUIIMPaHU KPbB U KPbBHU CHCTABKH, OCBEH MPU aBTOXEMOTpPaHC]y3Hs;

2. KpbB U KPBBHU CHCTABKH C U3TEKbJ CPOK HA TOTHOCT.

Y. 34a. (Hos - [IB, 6p. 70 ot 2004 1.) (1) (M3m. - JIB, 6p. 59 o1 2010 1., B cuna ot 31.07.2010 r.) Beuuku nede6HU
3aBe/ICHUS 32 OOJTHMYHA TOMOIIL ¥ IICHTPOBE 3a TpaHC(y3MOHHA XeMaTOJIOTHSI MOTAT Jia B3eMaT KPbB 3a
aBTOXeMOTpaHCQy3usi IPU Cla3BaHe U3UCKBaHUATA HA WI. 12, ajl. 2, KOrato HIMaT MEUIIMHCKA TIPOTHBOIOKA3aHUSI 38
TOBA U CJIE]] MOJy9aBaHe Ha MICMEHO NHPOPMHUPAHO ChITIACHE.

(2) Korato nuuero € HenbJIHOJETHO, IUCMEHO MH(POPMHUPAHO ChIVIACHE CE B3€Ma OT 3aKOHHUS IPEINCTAaBUTEN WIIU
MONEYUTEN HAa HEMbIHOJIETHHUSL.

Y. 35. 3abpansiBa ce pa3npoCcTpaHsIBaHETO HA JaHHU, TTO3BOJISIBAIIM HACHTU(PUITUpAHE HA PEIUITUCHTA.
I'naBa nmera
TPAHC®Y3UOHEH HA/I30P

Yua. 36. (1) (U3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) HammoHamHusT HEHTBP 3a TpaHCQy3HMOHHA
XEMAaTOJIOTHsI Ch3/1aBa PETUCTHP, KOUTO BKIIOUBA HH(GOPMAIIHS OTHOCHO:



1. JOHOpHTE U PEIUTTHEHTHUTE;
2. pe3ylnTaTUTe OT MPOBEICHUTE JJA00PATOPHU M3CIICABAHUS,
3. BCsIKa €IMHUIIA B3€Ta KPBB U KPHBHU ChCTABKH,

4. neifHOCTUTE 110 B3€MaHe, IMarHOCTUKa, MpepaboTBaHe, ETUKETHPAHE, JOKYMEHTUPaHe, pa3npeaeisHe, ChbXpaHsBaHe
U ynorpeba Ha KpbB M KPbBHH ChCTABKH;

5. YHUIIOXKABAHCTO HA BCAKa CAMHUIA KPBB U IPUYNHUTE 3a TOBA.

(2) Undopmarnusra mo an. 1 ce BIUCBA B PETUCTHhPA U B CIy4auTe, KOTAaTO KPhBTA U KPBBHUTE CHCTABKH Ca BHECEHU
mo pena Ha 4i. 8, ai. 1.

(3) (U3m. - JIB, 6p. 60 ot 2011 r., B cuma ot 5.08.2011 r.) JIeueOHuTE 3aBEIEHUS, KAKTO W JIMI[aTa, KOUTO U3BBPIIBAT
JEMHOCTH MO B3eMaHe, JUarHoCTHKa, MpepaboTBaHe, €TUKETHpaHe, TOKyMEHTHpaHe, pasnpeeisHe, ChbXpaHsIBaHe U
yrnoTpeba Ha KpbB M KPBBHU ChCTABKH, Ca JUIBKHH J1a OTpa3siBaT B perucTbpa uHpopmanusra no ai. 1. B caysaure no
1. 8, ain. | nH@opmanusra ce oTpa3saBa B perucrbpa oT HarmoHamHus HeHThp 3a TpaHC(Y3MOHHA XeMaTOJIOTHS.

(4) (U3m. - IB, 6p. 60 ot 2011 r., B crma ot 5.08.2011 1.) LlenTpoBere 3a TpaHc]y3nOHHA XeMaTOJIOTHsI 00pabOTBaT U
aHanmu3upar MHGOpMaIUATa M IPEAOCTaBAT O00OLmICHM JMaHHUM Ha HanuoHamHus LEeHTBp 3a TpaHc]y3HOHHA
XEMAaTOJIOTHSI.

(5) Uadopmanmsrta o ain. 1 e cayxkeOHa TaliHA M ce ChXpaHsBa 3a Cpok 30 ToauHU.

Yui. 37. YcnoBusiTa U peIbT 3a ChCTaBsHEe, 00paboTBaHe, ChbXpaHABaHE U MPEJOCTaBsHE HAa HH(OpMaIUsATa OT
perucTbpa, popMHUTE Ha JOKyMEHTAlMsITa [0 JapsiBaHe, B3eMaHe, TMarHOCTHKa, TpepadoTBaHe, pasnpeaeisaHe,
ynoTpe0a M yHUIO)KaBaHE Ha KPbB U KPBBHU ChCTaBKHU U 3a ChOOLIABAHE HA CEPUO3HUTE HEXEJaHU Peaklnu 1
CEpHO3HHUTE UHLUJECHTH CE ONPENENIAT C Hapea0a Ha MUHUCTBPA Ha 3[]paBeOa3BaHeTo.

Y. 38. (U3wm. - IB, Op. 65 ot 2006 1.) (1) M3BnbIHUTETHUAT JUPEKTOp Ha M3 bIHUTETHATA areHITUs 110 JICKapCTBaTa
M3IBIHSABA (PYHKIIMUTE HA KOMIETEHTEH OpPTaH MO OTHOIICHHUE Ha ICHHOCTTA Ha JICYeOHHUTE 3aBEICHUS 110 B3EMaHe,
JIMarHOCTHKa, TpepaboTka, ChXpaHsIBaHe, ynorpeda, pa3npocTpaHeHne, OCUTYpsSIBaHE Ha Ka4eCTBO M 0€30MacHOCT Ha
KPBBTA U KPHBHHUTE ChCTABKH M 110 OTHOIICHUE Ha TpaHC(y3MOHHUS HA/I30D, 32 ClIa3BaHE U3MCKBAHUATA HA 3aKOHA,
cranjapTa o wi. 1, an. 4 u npaBunara 3a J{oOpa maboparopHa u JJoOpa mpou3BOACTBEHA TPAKTHKA.

(2) MBnbaHuTenHUAT Aupekrop Ha M3mbiHUTEeNHaTa areHIus IO JIeKapcTBaTa OCBHIIECTBSABA HEMOCPEICTBEHUS
KOHTPOJI Ype3 ONPEACIECHH OT HErO JUIBXHOCTHH JIUIIA.

Y. 39. (1) (U3m. - IB, 6p. 65 ot 2006 1.) B u3nbiHeHre Ha CBOUTE KOHTPOJIHU MPABOMOIM S U3ITbITHUTEITHUST
JUPEKTOp Ha M3NBIIHUTETHATA areHITUS 110 JISKApCTBATa OPTaHU3MPa U3BBPIIBAHETO HA WHCIICKIIUHU B JICYCOHUTE
3aBEICHUSI.

(2) (M3m. - IB, 6p. 65 ot 2006 r.) MHCTIEKIHUTE Cce MPOBEkKAAT MOHE BEIHBXK TOAUIHO. VHCTIEKIIMUTE Ce TPOBEXKIAT
¥ BBB BCEKH CITydail Ha CEPHO3CH WHIMJCHT WJIM CEpHUO3HA HEXellaHa PEaKlus, VJIM Ha ChbMHEHHE 3a CEPHO3HU
WHIIUJCHTH WJIM CEPUO3HU HEXKENaHU PEaKIu.

(3) (U3m. - AB, Op. 65 ot 2006 1.) JInnara mo un. 38, an. 2 ©Mar MpaBo Ha CBOOOACH JOCTHII B MHCIEKTUPAHUTE
JIedeOHU 3aBEJICHU S, TIPABO HA JOCTBIT JIO IOKYMEHTAIHITA, CBBP3aHa C TIpeIMeTa Ha HHCIEKIUATA, KAKTO M IPaBo Jia
B3eMaT poOu.

(4) (Hosa - IB, Op. 65 ot 2006 r.) M3nmbaHUTENHATa areHIUs MO JeKapcTBaTa MpeaocTaBs B MHUHUCTEPCTBOTO Ha
3/IpaBeoIa3BaHeTo MHQPOPMALIHS 32 U3BBPILICHUTE HHCIICKIIUU U 3 PE3YJTATUTE OT TSIX HAa BCEKU 6 Mecelia.

(5) (Homa - B, 6p. 65 ot 2006 r., u3Mm., Op. 98 ot 2010 r., B cuna ot 1.01.2011 r.) Jupekropute Ha pEeruOHATHUTE
3IpaBHU MHCIEKIUHM Ha BCEKU TPU Mecella MPelIoCcTaBsAT Ha M3mbaHuTeHaTa areHIUs 0 JieKapcTBaTa UHQopMaus
3a U3/1aJICHUTE OT TSAX HAKa3aTEIHU MMOCTAaHOBJICHUS 3a HapyieHus o wi. 50, 51 u 53.



(6) (Ilpemuuma an. 4, uzm. - JAB, 6p. 65 ot 2006 r.) YcrnoBusta U peabT 3a MPOBEKAAHETO HA MHCHEKIUUTE CE
OMpeNeNAT ¢ Hapeada Ha MUHUCTBPA Ha 3paBeora3BaHeTo.

Y. 40. (1) (M3m. - JIB, 6p. 65 ot 2006 1.) KbM MUHHCTEPCTBOTO Ha 3/IpaBEOIa3BaHETO CE Ch3/1aBa PETHCTHP Ha
NedeOHUTE 3aBEJICHI S, KOUTO U3BBPIIBAT JCHHOCTHU M0 B3eMaHe, JMAarHOCTUKA, TpepaboTKa, ChXpaHsBaHE U
pasnpeeicHie Ha KPbB M KPbBHH CHhCTaBKH.

(2) (U3m. - JIB, 6p. 65 ot 2006 1.) B peructbpa 1o an. 1 ce BIUCBAT JaHHHM 3a:
1. 1eueOHOTO 3aBeACHHE U YIIPABUTEIHUTE My OpPTaHu;
2. MHCTIEKIUUTE 10 Wi. 39, N3BBPILCHH 110 OTHOIIICHHE Ha JICUEOHOTO 3aBE/ICHHUE.

(3) (HoBa - /IB, O6p. 65 ot 2006 r.) M3mpaHuTeTHATa areHIMs IO JIEKQpCTBAaTa Ch3JAaBa W BOJAU PETUCTHD Ha
CEpUO3HUTE MHIMJICHTH U CCPUO3HUTE HEKEJaHU PEaKI[MH, CBBP3aHH ¢ B3EMaHETO W ynmoTpedara Ha KPbB U KPBBHH
ChCTaBKH.

(4) (Ilpepuuma an. 3 - [1B, 6p. 65 ot 2006 1.) YcnoBusTa U peabT 3a Ch3/IaBaHE U BOJICHE HA PETUCTPUTE CE ONPEACTIST
c Hapea0a Ha MUHUCTBpA Ha 3/]paBEONa3BAHETO.

(5) (Ilpenummna an. 4, gom. - /1B, 6p. 65 ot 2006 1.) Undopmanusta mo an. 1 u 3 e cmyxebHa TaliHA U c€ ChXpaHsBa 3a
cpok 30 roguHu.

Yiu. 41. (1) (U3m. - 1B, 6p. 98 o1 2010 1., B cuna ot 14.12.2010 r.) B neuebunTe 3aBeneHus 3a OOTHUYHA TOMOIII U B
KOMILICKCHUTE OHKOJIOTUYHU I[EHTPOBE C€ Ch3J]aBaT KOMHCHHU 3a KOHTPOJ BBPXY KaueCTBOTO, OE30MMaCHOCTTa M
parmoHaHaTa ynorpeda Ha KpbBTa U KPbBHUTE ChCTaBKH.

(2) Kommcusra e KOHCYJITATUBCH OPraH KbM PBKOBOIAUTCIIA HA JIeYCOHOTO 3aBCACHHUC, KOMTO:

1. KOHTpoJIMpa TPEAIMUCBAHETO, ChXPAHIBAHETO W palMOHAIHATA yrmoTpeda Ha KPbBTa M KPBBHUTE CHCTaBKH U
Cra3BaHETO Ha CTaHaapTa 1mo 4wi. 1, an. 4,

2. aHAJIM3Upa CEPUO3HUTE HEXKETIAaH! PEAKIIUH, HHITUICHTH U TPEIIKH;
3. AaBa mpeUIoKEeHUS 3a MoJ00psBaHe Ha paboTaTa ¢ KpbB U KPbBHU CHCTABKHU.

(3) CbCcTaBBT Ha KOMHCHSATA CE OIIpCaciIsd CbC 3allOBC Ha PBKOBOJUTCIIA HA J1e4eOHOTO 3aBCACHUC.

Y. 42. (1) (U3m. u gom. - 1B, 6p. 65 ot 2006 1.) JIuia, KOWTO U3BHPIIBAT B3eMaHe, TUATHOCTUIIUPAHE, TpepaboTka,
MpeJIMBaHe U ChbXpaHsBaHE Ha KPbB UIIM KPbBHU ChCTaBKH, Ca JUTHKHU Jla ChoOIIaBaT He3abaBHO B M3mbiHUTENHATA
areH1Ms 10 JICKAPCTBATA 32 Bb3HUKHAIM CEPUO3HU MHIIMJICHTH WJIM HEXEJIaHU PEaKiMy UM 32 CbMHEHUS 3a
CCPUO3HN MHIOUJACHTHU UJIA CCPUO3HU HEKCIIAHU PCAKIIUU.

(2) M3m. - B, 6p. 65 ot 2006 r.) M3nBAHUTETHUAT AUpekTop Ha W3mbiHUTENHAra areHuus MO JeKapcTBaTa
aHanmu3upa u 00001aBa nHQPOpPMaIKATa 32 CEpUO3HUTE HHIIMICHTH U CEPUO3HUTE HEXKEINAHU PEaKIUU U MpeanpueMa
MEPKH 32 MPEAOTBPATIBAHETO UM.

Y. 43. (1) (dom. - [AB, 6p. 41 ot 2009 1., B cuna ot 2.06.2009 r.) KpbB 1 KpbBHU CHCTAaBKU, KOUTO HE OTTOBAPST HA
CTaHJapTa 1o 4i. 1, an. 4, ce U3TerIAT OT ynorpeda, YHUIIOKABAT WIIH MPEJOCTaBAT 32 YUeOHU WIIH
HayIHO-MEIUIIMHCKHA HYX]IU C pa3pelieHre Ha MUHUCTHPA Ha 3/[paBeoOITa3BaHETO WM Ha OIMIPABOMOIICH OT HETO
3aMECTHUK-MUHUCTBP, IIPH YCIIOBHS, ONIPEICICHU ¢ Hapeaoa.

(2) JleueOuuTe 3aBCIACHUA IPCAOCTABAT HH(bOpMaHHH Ha MI/IHI/ICTepCTBOTO Ha 3ApaBCOIIa3BaHCTO 3a BCAKa CAUHHUIIA
YHUIIOXKCHA KPBB WM KPBBHU CHCTaBKH, KaTO C”I)O6HIaBaT I/I)I@HTI/I(i)I/IKaHI/IOHHI/ITe UM JaHHU W NPUYUHHUTC 3a
YHHUIIOKABAHECTO.

(3) (M3m. - 1B, 6p. 60 ot 2011 r., B cuna ot 5.08.2011 r.) Undopmanus 3a BCsika €AMHMIA YHUINO)KEHA KPBB HUITU
KPBBHU CBHCTaBKU C€ IMPENOCTaBs M Ha JUpekropa Ha HammoHamHUs LEHTBp 3a TpaHCQY3MOHHA XEMaTOJOTUS 3a



BIIUCBAHC B PCTrUCTHpPA.

Y. 43a. (Hos - IB, 6p. 65 ot 2006 1., B cuna ot 1.01.2007 r.) (1) (U3m. - JIB, 6p. 60 ot 2011 r., B cuia ot 5.08.2011
r.) MEHUCTBPBT Ha 37]paBEONa3BaHEeTO Bbh3 OCHOBA Ha €KETOHU JIOKIAIN Ha TUpeKkTopa Ha HanmoHanHus HEeHTHp 3a
TpaHCcQy3MOHHA XeMATOJIOTHS U3TOTBSI JOKIA/l 32 MPEIPUETUTE MEPKH 32 HachpuaBaHe HAa JOOPOBOIHOTO H
0e3BB3ME3THOTO KPhBOIApsIBaHE.

(2) M3nenauTeIHUAT JUPCKTOP Ha M3nenauTenHara arcHOus I10 JICKapCTBaTa HM3IrOTBSA AOKIAA 3a HeﬁHOCTTa Ha
arcHouATa KaTO0 KOMIICTCHTCH OpraH IO TO3W 3aKOH, BKIIFOYHUTCIIHO OTYCT 3a MPCANPUCTUTE MCPKU, CBBP3aHU C
HHCIICKIHATA 1 KOHTpPOJIA.

(3) Konue ot noknaaa mmo an. 1 ce m3npaiia Ha EBporieiickaTta KOMUCHS BETHBX HA TPU TOJIMHH, a OT JIOKIaja 1mo ai. 2
- BEIHBXK Ha JIBE TOAUHHU.

I'naBa miecra

IHNPUHYJIUTEJIHHU AAMUHUCTPATUBHHU MEPKM.
AIMUHUCTPATUBHOHAKA3SATE/IHHA
PA3IIOPE/IBA

Ya. 44. (1) (dom. - JIB, 6p. 65 ot 2006 1.) MUHUCTBPHT HA 3IpaBEOIIa3BAHETO 0 MPEAJIOKEHUE Ha U3 BITHUTEITHUS
JTMPEKTOp Ha M3mbIHUTETHATA areHITUS 110 JISKApCTBaTa MOXKE Jia 3a0paHu OCHIIECTBSIBAHE HA JCWHOCTH 110 B3EMaHE U
ChXpaHsBaHE Ha KPBB U KPBBHU CHhCTABKU U TPaHC(y3MOHEH HAJ30p MPH HapyliaBaHe Ha CTaHIapTa Mo
TpaHC(y3MOHHA XEMATOJIOTHSL.

(2) (M3m. - IB, 6p. 65 ot 2006 1.) MUHUCTBPBT Ha 3/paBeoIla3BaHETO 3a0paHsBa JCHHOCTUTE MO al. 1 ¢ MUCMEHa
MOTHBHpaHAa 3aM0BE]l, B KOSITO CE TTOCOYBA JIaTaTa, OT KOSATO CE 3aIMYaBaT ACWHOCTUTE B pa3pelieHueTo mo 4wi. 48 ot
3akoHa 3a JiedeOHUTE 3aBe/ICHUS.

(3) (Mmm. - B, 6p. 30 or 2006 r.) 3amoBeara Mo ajia. 2 TOMISKHM Ha oOXKalBaHe IO pelda Ha
AJIMHUHUCTPATHBHOMPOIECYATHHS KOJCKC.

(4) OG:xanBaHeTO HA 3aMIOBEATA HE CIIUPa U3M'BIIHCHHUETO .

Y. 45. KolTo B HapyllleHHE Ha I71aBa BTOPA UJIM YETBBPTA U3BBPIIM B3EMaHE UJIU NIPEIUBaHEe HAa KPbB UJIN KPBBHHU
CBCTAaBKH, aKO He MOJJIeKH Ha MO-TEXKKO HaKazaHue, ce HakasBa ¢ riioda 2000 1B., a mpy MOBTOPHO HapyILIEHHE - C
rino6a 5000 nB.

Y. 46. KoliTo B HapymeHe Ha pa3nopea0nTe Ha TO3M 3aKOH M3BBPIIM CEITKa, BKIIOYATEIHO 32 BHOC HJIM H3HOC HA
KPBB WJIN KPbBHU CHhCTABKM, aKO HE MOJJIEKH Ha MO-TEXKKO HakazaHue, ce Haka3Ba ¢ roba 1000 51B., a mpu MOBTOPHO
HapyieHue - ¢ obda 10 000 nB.

Y. 47. (1) Koiito pexnamupa KpbB MJIM KPbBHU ChCTaBKU B HapyIIEHHE HA TO3M 3aKOH, ce Haka3Ba ¢ 11o6a ot 1000
10 10 000 iB.

(2) Hakazanusdra no an. 1 ce Hajarat ¥ Ha JHIaTa, JONYCHAIM U3TBbUBAHETO MJIM MYOJIMKYBaHETO Ha pekiamara B
CPEICTBO 32 MaCOBO OCBEJOMSBAHE.

Y. 48. JleueOHO 3aBeieHNE, KOETO HApYIIM M3MCKBAaHUATA HA Wwi. 19, ce Haka3Ba C UMYIIECTBEHA CAHKLHS B pa3Mep
1000 n1B., a mpu NOBTOPHO HAPYIIEHUE - C UMYILECTBEHA caHKIus B pazmep 5000 nB.

Y. 49. (1) 3a Hew3mBIHEHUE HA 3aIBDKEHHE 110 Wi. 14, an. 2 unum 1. 36, ain. 3 chbOTBETHOTO JIMIIE CE HaKa3Ba ¢ Tio0a
300 nB., a mpu NOBTOPHO HapyleHue - ¢ rioda 700 nB.



(2) 3a HEM3M'BIIHEHHE HA 3aIBIKCHUETO 0 4iI. 36, an. 3 Ha JeueOHUTE 3aBEICHUsI Ce Hajara MMYIIECTBEHA CaHKIIHS B
pasmep 1000 nB., a mpu MOBTOPHO HapyIeHue - B pazmep 5000 nB.

Y. 50. Koiito He mpegocTtaBu nHbopManusara mo wi. 14, ai. 4, ce Haka3Ba ¢ 17100a 50 JB., a TPy TOBTOPHO
HapymeHue - ¢ rioda 100 nB.

Y. 51. PrroBoauTenuTe Ha JIeYeOHUTE 3aBEICHU S, KOUTO HE M3MBJIHAT pasmopeadara Ha wi. 17, ce Haka3BaT C mioda
500 nB., a mpu NOBTOPHO HapyeHue - ¢ rimoda 2000 nis.

Ya. 52. Koitto Hapynm pasnopeadute Ha wi. 23 unu 35, ce Haka3Ba ¢ mio6a 1000 nB. 3a BCSIKO UACHTHUUIIUPAHO
h11700 (8

Y. 53. (1) Jupexrop Ha HEHTHP 3a CHelHa MeTUIIMHCKA TOMOIILL, KOWTO HapyIM pasmopendara Ha 4i. 28, an. 3, ce
Haka3Ba ¢ io6a 300 nB.

(2) PproBOMITENIMTE HA JIeYEOHUTE 3aBECHNUI, KOUTO HapyIaT pasnopendara Ha 4i. 28, an. 4, ce Haka3BaT ¢ 1ioda
500 1nB.

Y. 54. (M3wm. - JIB, 6p. 65 ot 2006 1.) (1) JIume, ynpaxHsBamo MeIuiHCKa podecusi, KOeTo AOMyCHE HapyllaBaHe
Ha cTraHjapTa mo 4. 1, an. 4, ce Haka3Ba ¢ rio6a 1500 nB.

(2) Tlpy TOBTOPHO HapyIICHWE MHUHHUCTBPBHT Ha 37PaBEONMa3BaHETO MOXE Jla OTHEME II0 MPEIIOKEHHE Ha
M3I'BJIHUTENHUS qUpekTop Ha M3mbaHUTEeNHATa areHIus o JieKkapcTBata v no peaa Ha ui. 193, an. 1, 1. 1 ot 3akona
3a 3[[paBeTO MPABOTO Ha JIUIIETO JIa YIPAXKHABA METUIIMHCKA MTPOdecHsl.

Y. 55. (1) (M3m. - JIB, 6p. 65 ot 2006 1.) Koraro HapymeHnusTa o 4. 45 - 47 ca U3BBPIICHH OT IOPUIAYECKU JTUIIA
WJTU €IHOJIMYHY THPTOBIU, CE HAJIaraT MMYIIECTBCHHN CAHKIINHU. Pa3MephT Ha MMYIIIECTBEHATA CAaHKITUS € TPOMHUSAT
pa3mep Ha IPEIBUACHUTE ChOTBETHH TII00H.

(2) Hanaranero Ha HUMYHICCTBCHA CAHKIHNA HC U3KITIOYBA HAJIAraHETO Ha r100a Ha BUHOBHUTE JJIIBXKHOCTHH JIMIIA.

Y. 56. (1) (M3m. - 1B, Op. 65 ot 2006 r.) HapymeHnusra mo To3u 3aKOH C€ YCTAaHOBSIBAT C aKTOBE, ChCTaBEHU OT
JUITbKHOCTHH JIULA B VI3IIbIHUTENHATA areHIUsI 110 JIEKApCTBaTa, ONPEAEIIEHN OT TUPEKTOPa Ha areHLUATA.

(2) M3m. - OB, 6p. 65 ot 2006 r.) HakazaTenHuTe MOCTAaHOBJIEHUS CE€ M3/aBaT OT M3IM'BJIHUTEIHUS AUPEKTOp Ha
M3nenHUTETHATA areHIUs 110 JIEKapCcTBaTa.

Yur. 57. (1) (M3m. - [IB, 6p. 98 ot 2010 1., B cuna ot 1.01.2011 r.) Hapymenusra no 4i. 50, 51 u 53 ce ycraHOBSsIBaT ¢
aKTOBE, ChCTABEHH OT JUTHKHOCTHH JIMIIA OT PETHOHAIHATA 3ApaBHA WHCIEKIUS, OTIPE/ICIICHN OT JUPEKTOpa.

(2) (U3m. - JIB, 6p. 98 ot 2010 1., B crma ot 1.01.2011 1.) HakazaTterHuTe MOCTaHOBIICHUS CE M3aBAT OT IUPEKTOpA HA
pernoHaNHaTa 37JpaBHA HHCIEKIHSL.

Ya. 58. (1) (U3wm. - JIB, 6p. 65 ot 2006 r.) Hapymenueto mo wi. 46 ce ycTaHOBSIBA C aKT, ChCTaBEH OT JUIHKHOCTHHU
T, OTIpeAeNieH! OT U3MBIIHUTETHUS JUPEKTOp Ha M3mbIHUTeTHATa areHIIHS 110 JIeKapcTBaTa.

(2) (M3m. - B, 6p. 65 ot 2006 r.) Haka3arenrHOTO MOCTAaHOBJICHUE C€ M3JaBa OT HM3MBIHUTEIHUS AUPEKTOp Ha
M3npiHUTETHATA areHITUS 110 JISKapCTBATa.

(3) Hapymenwusira mo wi. 46 3a BHOC MJIM W3HOC Ha KPBB WJIM KPBBHH CHCTABKU CE YCTAHOBSIBAT C aKT, ChCTAaBEH OT
MUTHUYECKUTE OPTaHH, a HAKAa3aTETHOTO MOCTAHOBJIEHUE CE€ M3/laBa OT AUpPEKTopa Ha AreHius "MuTtHuUH" UM OT
OTIpEe/IeNIEHN OT HETO JJIBKHOCTHU JIMIIA.



Y. 59. (1) (U3m. u jom. - [IB, 6p. 65 ot 2006 r.) Hapymenuero mo 4. 54, an. 1 ce ycraHOBsIBa C akT, ChCTaBEH OT
JIIBXHOCTHU JIMIA, OIIPCACIICHN OT UBIIBJIHUTCIIHUA JUPCKTOP HA M3nwaantennara arcHuus 1o JCKapcTBara.

(2) M3m. - 1B, Op. 65 ot 2006 1.) HakazaTeaHOTO MOCTAaHOBJICHHE CE€ W3/1aBa OT HW3IIBJIHHUTCIHHUS JUPEKTOP Ha
M3nbaHuTenHara areHius mno jJekapcraara.

Yna. 60. YcraHoBsBaHETO Ha aJMUHHCTPATUBHU HAPYIICHHS, W3/IaBAHETO, O0KAJIBAHETO M W3MBIHCHUETO Ha
HAaKa3aTeJIHUTE MOCTAHOBJICHUSI CE€ U3BBPIIBAT IO peJia Ha 3aKOHA 32 aAMUHUCTPATUBHUTE HAPYIIICHUS U HaKa3aHUsL.

Yu. 61. CpencrBara oT moOM W UMYIIECTBEHU CAaHKIMHM 32 YCTAaHOBEHHM HapYyLICHUS MO TO3M 3aKOH MOCTHIIBAT B
npuxo 1o OropkeTa Ha MUHHCTEPCTBOTO Ha 3/[paBeona3BaHeTo.

JOITBJIHUTEJIHA PA3IIOPE/IBA

§ 1. [lo cMuchiia Ha TO3M 3aKOH:

1. "ToHop" e nuIle, OT KOETO Ca B3€TH KPbB U KPHBHU CHCTABKH 3a IMPEIMBAHE HA JAPYro JUIIE ¢ JieyeOHa 1ed.

2. "[lucmeno mH@popMHUpaHO chbIilacue" € chIvlache, IMPEIOCTaBEHO JOOPOBOJIHO CIIE] 3all03HABaHE C OINpefesieHa
nHpOPMAITHUSL.

3. "CepI/IOBGH I/IHLII/IIICHT" € BCAKO HCXKCIaHO C"[>6I/ITI/IC, CBBP3aHO C B3CMAHCTO, AUMAIrHOCTHKATA, npepa60TKaTa,
CbXpPaHABAHCTO U Pa3lPCACIICHUCTO HAa KPbB U KPBBHU CHCTABKM, KOCTO MOKC Ja JOBCAC OO CMBPT, 3aCTpaliaBalilo
KHUBOTAa CBCTOAHUE, WHBAIHMIU3aAIUA HWIIN 3360J’I${BaHe, BOJCHIO 0 YALJDKaBAaHC Ha OOIHUYHHS HpeCTOfI npu
PCUOUIIUCHT.

4. "KpbB" € HoBelIKa ThKaH, ChIbPKallA BCHUKU KPBbBHU ChCTABKU.

5. "KpbBHM CbhCTaBKH" ca KICTHYHHUTE €JIEMEHTH (JIEBKOI[UTH, CPUTPOLUTH M TPOMOOIIMTH) U IJa3Mara, KOUTO Ce
M3BJINYAT Ype3 U3MO0JI3BaHE HA CTAaHAAPTHHU METOIM 33 IpepaboTBaHe Ha KPbB, C U3KIIOUEHUE HA CTBOJIOBUTE KIETKU.

6. "Cepuo3Ha HekeNlaHa peakius'" € HenpeaBUIeHA PEaKUs TPy JOHOP WM PEIUITUEHT, CBbP3aHa ¢ B3EMAaHETO MU
MpEIMBAaHETO HAa KPbB MM KPbBHU CHCTABKU, KOATO € JOBEla J0 CMBPT, 3acTpallaBaIl0 XKUBOTA CBHCTOSIHUE,
WHBAJIMIA3AIMs] UK 3a00J1sIBaHe, BOJICIIO /10 YIbKaBaHe Ha OOJIHUYHUS MTPECTOH.

7. "PenuniueHT" € MIIE, HA KOETO Ca MPEJIETH KPhB WJIM KPBBHU CHCTABKHU C JieueOHa IIell.

8. "CarenutHa KpbBHA Tpoba" € komuuectBo ot 0,002 no 0,007 nuTpa KpbB, B3€Ta OT JIMIIETO, OT KOETO € HAIPaBEHO
CTaHJAPTHO B3€MaHEe Ha KPbB.

9. "CrangaptHo B3eMaHe Ha KpbB'" € B3emane oT 0,400 no 0,500 nuTpa KpbB.

10. "Tpancdy3nonHa XeMaToJIoTHs" € JIEWHOCT 110 3/IpaBeolia3BaHe, OCHOBaHA Ha €IHOMMEHHATa METUIIMHCKA HayKa 3a
B3eMaHe, IMarHOCTHKa, MpepadoTBaHe U YoTpeda Ha KPbB U KPHbBHH CHCTABKH.

11. "XeMOnmoeTU4YHHU CTBOJIOBU KIETKH'" ca KIETKUTE, OT KOUTO MPOM3IN3aT BCUUKU KIETKH HA KPBHBTA.
12. "KpbBOogapuTen" € TOHOP, OT KOrOTO 0€3BB3ME3/IHO Ca B3E€TH KPBB MJIM KPBBHU CHCTaBKH.

13. (HoBa - JIB, 6p. 70 ot 2004 r.) "ABTOXeMOTpaHC]y3us'" € MeToJ], IpU KOWTO Ha MAalMEHT Ce MpenruBa KpbB, B3ETa
IPEABAPUTETHO OT HETO.

14. (Hosa - JIB, 6p. 65 ot 2006 r.) "ChMHEHHE 32 CEpHO3EH MHIIUMIACHT MJIM CEPHO3HA HEXKETaHa peakius' € HaTnIne
Ha MO/I03pPEHHE 32 TPUUNHHO-CIIEICTBEHA BPb3Ka MEK/y MHITUJCHTA UJIM pEaKiusiTa U B3eMaHETO U/UIK ynoTpebara
Ha KPBB U KPbBHU CHCTAaBKU.

15. (Homa - JIB, 6p. 65 ot 2006 r.) "MHCcnekuus" € AEWHOCT MO OCBILECTBSIBAHE HA OOEKTUBEH KOHTPOJ CIOPEN
MPUETHTE CTAaHAAPTH C I1eJI /1a Ce TMPEIeHHN JajH ca Ca3eH! N3MCKBAHMITA HAa TO3M 3aKOH U HOPMAaTHBHUTE aKTOBE I10
MpPHJIaraHETO MY U 32 YCTAaHOBSIBAHE HA €BEHTYaJTHU MPOOJIEMH.



16. (HoBa - JIB, 6p. 65 ot 2006 r.) "TloBTOpHO HapyieHHe" € HapyIIeHUETO, U3BBPILIEHO B €IHOTOAMILIEH CPOK OT
BIIM3aHE B CHJIa HA HAKA3aTEIHOTO IIOCTAHOBJIEHHE, C KOETO HAa HAPYIIMTENS € HAJOXKEHO HaKa3aHWE 3a CHIMS BH]
HapyIeHHe.

HPEXOJHU U 3AKJTIOYUTEJIHU PASIIOPE/IBA

§ 2. B neBeTmeceyeH CpoK OT BIM3aHETO B CHJIa HA TO3U 3aKOH ChUICCTBYBALMTE MHOTOMPOMHIHN OOJHUIHU 32
aKTUBHO JICYEHHE C OTAEJICHHE 10 TpaHC(y3MOHHA XeMaTOJIOTUs, LIECHTPOBETE 3a TpaHC(y3MOHHA XeMaTOJIOTUs U
BoenHoMmenuIMHCKaTa akaieMusl IPUBEXAAT AEHHOCTTA CH B CbOTBETCTBUE C M10/I3aKOHOBUTE aKTOBE 1O
IPUJIATaHETO MYy.

§ 3. Cnen npuBexxgaHe Ha IEHHOCTTA CU ¢ M3UCKBAHUATA HA TO3U 3aKOH U Ha IOA3aKOHOBHUTE aKTOBE 10 HETOBOTO
IpUJIaraHe, B Cpoka 1o § 2, MHOronpoQuIHUTe OOJTHUIIM 3a aKTUBHO JICYEHUE C OT/ICJIEHUE 110 TpaHC(hy3HOHHA
XeMaToJIOTHsI TO/1aBaT 3asBJICHUE 3a IPOMSHA B pa3pelleHHeTo 3a jeyeOHa IeifHOCT 1o wi. 48 oT 3aKoHa 3a JIeUeOHUTe
3aBEJICHHUSIL.

§ 4. B 3akona 3a neueOHuTe 3aBeneHus (00H., [IB, 6p. 62 ot 1999 r.; u3m., 6p. 88 u 113 ot 1999 r.; momnp., 6p. 114 ot
1999 r.; u3m., 6p. 36, 65 u 108 ot 2000 1., O6p. 51 ot 2001 T. - Pemenne Ne 11 na Koncrurynuonuus ¢ ot 2001 r.;
u3M., 6p. 28 u 62 ot 2002 r., 6p. 83 ot 2003 r.) ce MpaBAT CICTHUTE U3MECHEHUS U JIOTIBIHCHUS:

1. Bun. 19 ce cp3maBa 1. 40:
"46. B3eMaHe, CbXpaHsABaHe, CHa0AsBaHE C KPbB U KPbBHH ChCTaBKH, TpaHC(y3MOHEH HaI30p;".
2. Uinen 25 ce u3MeHs Taka:

"Un. 25. (1) UenTsp 3a TpaHchy3mOHHA XeMaTOJOTHS € JIeYeOHO 3aBEACHHE, B KOETO JIEKapU C MOMOIITa Ha JPYyr
MepPCOHAI:

1. B3emMar KpbB U KPbBHU CHCTABKH;

2. TMarHOCTHUIMPAT, MPepaboTBaT, ChbXPaHIBAT, OCUTYPSBAT KPbB U KPbBHU ChCTaBKU;
3. mpou3BeXaT, ChbXpaHsBaT U OCUTYpsIBAT KPbBHU OHOIIpenapary;

4. oCBILECTBSABAT JCHHOCTH MO TpaHC(HY3MOHEH HAI30D.

(2) UentpoBere mo ain. 1 ochliecTBIBAT JEHHOCTTA CU CHIVIACHO M3MCKBAHUATA HA TO3M 3aKOH U 3aKOHA 3a KPbHBTA,
KPBBOJIAPSBAHETO U KPBBOIMPEITMBAHETO.

(3) MUHHCTBPBT Ha 3paBEONa3BaHETO MOXKE J]a HAIIPABH MPEIUIOKECHUE 32 3aKpUBAaHE Ha IEHTHp 3a TpaHc(y3noHHA
XEMAaTOJIOTHsI, KOWTO OCBINECTBSBA JICHHOCT B HapyIllcHUE HA al. 2."

3. Bun. 86, an. 1 cnen aymute "muanuzHuTte neHTpoBe" ce 100aBs "EHTpOBETE 3a TpaHC(]y3MOHHA XeMAaTOIOTHS .

§ 5. B 3akona 3a HapoaHoTO 371paBse (00H., /IB, 6p. 88 ot 1973 r.; monp., 6p. 92 ot 1973 r.; u3m. u gom., 6p. 63 ot 1976
r., 0p. 28 o1 1983 1., 6p. 66 0T 1985 1., O6p. 27 0T 1986 T., Op. 89 OT 1988 1., Op. 87 11 99 0T 1989 1., Op. 15 0T 1991 1.}
monp., op. 24 ot 1991 r.; u3m., 6p. 64 ot 1993 1., 6p. 31 o1 1994 1., Op. 36 0T 1995 1., Op. 12, 87 1 124 oT 1997 1., Op.
21,70,71 u 93 ot 1998 1., Op. 30, 62, 67,90 u 113 ot 1999 ., 6p. 10 u 36 ot 2000 ., 6p. 63 oT 2002 ., Op. 83 OT
2003 r.) ce mpaBsT ClAEAHUTE AOMIBIHEHHUS:

1. Co3maBa ce 4. 32a:

"Un. 32a. (1) Beuuku neueOHM 3aBeeHUs 3a OONHMYHA MOMOIN U TUCHAHCEPH C Jiera MoraT Jia B3eMar KpbB 3a
aBTOXEMOTpaHCQy3Hs TPU CHa3BaHe M3UCKBaHMATA Ha Wwi. 12, am. 2 or 3akoHa 3a KPBBTA, KPHBOAAPSBAHETO H



KpPBBOIIPEJIMBAHETO, KOTaTO HAMA MEAMIIMHCKU IPOTUBOIOKA3aHMS 3a TOBA M CIEJA IOJIy4aBaHE Ha IIHMCMEHO
MHQOPMUPAHO CHIIIACHUE.

(2) Koraro nuiero € HembIHOJIETHO, MUCMEHO WH(POPMUPAHO ChITIaCHE C€ B3eMa OT 3aKOHHUS TMPEICTABUTEN WU
HOIEYUTEN Ha HEMMBIHOIETHUA."

2. B nonbIHUTETHUTE pa3nopendu ce ch3naBa § 8a:

"§ 8a. "ABTOXeMOTpaHc(y3u" € MeTO, MPU KOWTO HA MAI[MEHT ce MPeIrBa KPbB, B3eTa MPEIABAPUTEIHO OT Hero."

§ 6. B enHOMeceUeH CpPOK OT BIM3AaHETO B CHJIA HA 3aKOHA MUHUCTEPCKUAT CHBET U3MEHS U JOITBIBA YCTPOMCTBEHUS
IIpaBUJIHUK Ha V3bJIHUTENHATA areHIUs 110 JIEKApCTBAaTa B CbOTBETCTBUE C TO3H 3aKOH.

§ 7. B TpumeceyeH cpok OT BIM3aHETO B CHJIa HA 3aKOHa MUHUCTEPCKUST ChbBET U MUHUCTBPBT Ha 3/[paBEOINa3BaHETO
M3/1aBaT MOA3aKOHOBUTE HOPMATUBHU aKTOBE I10 IIPUJIATAHETO MY.

§ 8. To3u 3akoH oTMeHs 3aK0oHa 3a KpbBoOIapsiBaHe U kpbBompenuBane (IB, op. 31 ot 1994 1.).

§ 9. snbiiHEeHMETO Ha 3aKOHA Ce Bb3Jara Ha MUHUCTBPA HA 3/IpaBEOITa3BAHETO.

3akoHbT € mpueT oT 39-to Hapogno cwrOpanue Ha 6 HoemBpu 2003 T. M € moanedaraH ¢ oQUITMATHHS Te4YaT Ha
Haponnoro crbpanue.

SAKJIFOUUTEJIHA PA3IIOPEJIBM xpMm 3akoHa 3a HW3MEHEHHWE U JIONBIHEHHE Ha 3akoHa 3a KPBBTA,
KpBBOJAPSBAHETO M KPHBOMPEINBAHETO

(B, 6p. 65 ot 2006 T., B cuna ot 11.08.2006 r.)

§ 21. B CAHOMCCCUCH CPOK OT BJIM3aHCTO B CHJIA HA 3aKOHA MI/IHI/ICTepCKI/I}IT CbBCT IO MPCAJIOKCHUEC HAa MUHHUCTBHpPA
Ha 31paBCOIIa3BaHCTO U3BBHPIIBA H€06XO)II/IMI/ITC IIpOMCHHU B yCTpOﬁCTBGHPISI IMpaBUJIHUK HA M3nbpnauTenHaTa arcHIIus
I10 JICKapCTBATa B CbOTBCTCTBUC C TO3H 3dKOH.

§ 22. B 6-MmeceueH CPOK OT BJIM3aHCTO B CHJIa HAa 3aKOHaA MI/IHI/ICTepCKI/ISIT CbBCT U MUHHUCTBPBT HA 3APaBCOIA3BAHCTO
HU3BBpIIBAT H€O6XOI[I/IMI/IT€ IMPpOMCHU B HOPMATUBHUTC AKTOBC I10 MPUJIAraHETO HA 3aKOHA.

§ 23. 3akoHBT BJIM3a B CHJIA OT JiIeHS Ha OOHapoJBaHeTo My B "/IbpkaBeH BeCTHHUK', ¢ M3KIIOUeHUE Ha § 13, KOWTO
BIIM3a B CHJa OT JeHS Ha BIM3aHeTo B cuja Ha [loroBopa 3a mpucwhenuHsBaHe Ha Penybnuka bearapus xem
EBponenckus cbro3.

MMPEXOAHU U 3AKJIFOYNTEJIHU PA3TIOPE/IBU xbM 3akoHa 3a IeKapCTBEHUTE MPOIYKTH B XyMaHHATa MEAUIIMHA

(B, 6p. 31 oT 2007 1., B cuna ot 13.04.2007 1.)
§ 19. (1) B cpok 10 Tpu Mecera OT BIM3aHE B CHJIa HA TO3U 3aKOH:

1. MUHHCTEPCKMAT CBBET U3MEHS M JONBIBAa YCTPOWCTBEHUS NPABUIHUK Ha M3mbiaHUTENHaTa areHUUs IO
JIEKApCTBAaTa B CbOTBETCTBUE C TO3H 3aKOH;

2. MUHUCTBPHT Ha 3/IpaBeOIla3BaHETO W3/1aBa HapeabaTa mo 4. 82, ai. 3.

(2) B cpok mo 6 Mmecera OT BiIM3aHE B CHUJIa Ha TO3M 3aKOH MMHHUCTEPCKUST ChBET IpHeMa U MUHHUCTBPHT Ha



3APaBCONAa3BaAHCTO U3IaBa JPYTUTC HOPMATUBHU AKTOBC I10 ITPUJIATAHCTO HA 3aKOHA.

§ 20. Cnien n3Tyane Ha MbPBUTE JBE TOJUHU OT MaHJlaTa Ha WwieHoBeTe Ha komucuute mno wi. 103, 107, 259 u 261 no
XKpeOuil ce onpeessT MOJOBUHATA OT WICHOBETE, YNMUTO MAaH/IAT CE TPEKPATSBA.

§ 21. B cpok 1m0 emHa roguHa OT BiM3aHE B cuja Ha To3u 3akoH MAJI mpeampuema HEoOXOAMMHUTE NEHCTBUS 3a
aKpeUTHpaHe Ha JJabopaTopHsATa CH 3a KOHTPOJ Ha JICKAPCTBEHU MPOAYKTH U aKTUBHU BelecTBa OoT EBpomeiickus
JIUPEKTOpAT M0 Ka4eCTBOTO Ha JIeKapCcTBaTa M 3JpaBeora3BaHe.

§ 36. Jlo Bim3aHeTo B cujla HA akToBeTe Mo § 19 mM3gajgeHuTe HOPMATUBHU AKTOBE MO MPHUJIAraHETO HAa OTMEHEHUS
3aKoH 3a JIEKapCTBaTa U alTeKUTE B XyMaHHATa MEUIIMHA C€ IpUJIarat, JOKOJIKOTO HE MPOTUBOPEUYAT Ha TO3U 3aKOH.

§ 37. 3akOHBT BIU3a B CHJIA OT JIeHS Ha OOHapoaBaHeTo My B "I[bpikaBeH BECTHHK', C U3KIIOYCHHUE Ha § 22, KOUTO
BIIM3a B CHJIA €THA TOJMHA CJIE]] BJIM3aHETO B CHJIa HA TO3M 3aKOH.

I[MPEXO/IH1 1 3AKJIFOUUTEJIHU PA3ITOPE/IBU xbM 3akoHa 3a M3MEHEHHE U AON'BIHEHHUE Ha
3akoHa 3a 3/[paBeTo
(B, 6p. 98 o1 2010 1., B cuma ot 1.01.2011 1.)

§ 105. B 3akoHa 3a KpbBTa, KpHBOJAPSBAHETO M KpbBOINpenuBaHero (06H., B, 6p. 102 ot 2003 r.; usm., 6p. 70 ot
2004 r., 6p. 30 u 65 ot 2006 r., 6p. 31 oT 2007 1., Op. 41 W 74 oT 2009 1. 1 6p. 59 or 2010 T.) ce mpaBAT CIETHUTE
U3MEHEHUS:

§ 121. 3akonsT Bin3a B cuiia ot 1 stHyapu 2011 . ¢ u3kiItoueHue Ha:

1. maparpadu 1, 16, 20, 29, 30, 32, 33, 34, 35,42, 44, § 56, 1. 1 u 2, § 65, 68, 70, 76, 80, 81, 90, 92, 96, § 102, 1. 3, 4,
5,7mu8,

§105,1.1,3u5,§107,1. 1, 2,3,4, 6, 0ykBa "a", 1. 7, 10, 11, 13 u 15, 6yksa "a", § 109, 110, 112, 113, § 115, 1. 5, §
116, 7.4u6,§ 117, 17.5u 7u § 118, 1. 1, KOUTO BIM3AT B CHJIA OT JICHS Ha OOHAPOJBAHETO Ha 3ak0oHA B "J[bpkaBeH
BECTHHK",

2. maparpad 102, T. 1, 2 u 6, kouTo BiaM3atT B cruia oT 1 mapt 2011 1.;

3. maparpadu 22, 1. 1 (oTHOCHO uJI. 36, ai. 1, u3zpeuenue BTOpo), § 37,
§48,T1.2,§ 51 u59, kouto Bauzat B cuia ot 1 ronm 2011 .

4. maparpad 107, 1. 15, 6ykBa "6", koitTo Bnu3a B cuina ot 30 centempu 2011 1.

[MPEXOHN 1 3AKIIFOYUTEJIHU PA3IIOPEJIBM xbM 3akoHa 3a M3MEHEHUE U JAONBbIHEHHE Ha 3akoHa 3a
JICKAPCTBCHUTE NPOAYKTH B XyMaHHAaTa MCIAWUIITWHA

(B, 6p. 60 ot 2011 1., B cuna ot 5.08.2011 1.)

§ 83. B 3akoHa 3a KpbBTa, KpbBOAAPSIBAHETO U KpbBOMIpearBaHeTo (00H., [IB, 6p. 102 ot 2003 r.; u3m., 6p. 70 ot 2004
r., 6p. 30 u 65 ot 2006 1., 6p. 31 oT 2007 ., Op. 41 U 74 ot 2009 1. M Op. 59 u 98 or 2010 r.) HaBCAKBAE TyMUTE
"HamnoHamHUAT TEHTBp 1O xeMartoyioruss W TpaHcdysmonmorus" w "HammoHamHUs LEHTBP MO XEMaTOJOTUS U
TpaHchy3uosorus" ce 3aMEHSAT CBhOTBETHO ¢ '"HanMOHamHMAT LEHThP 3a TpaHCy3MOHHA Xemarojorus" u
"Haumonanuus neHTsp 3a TpaHchy3MOHHA XeMaTonorus'".



IMPEXOIHU U 3AKJIFOYNTEJIHU PA3TIOPE/IBU xbM 3akoHa 3a U3MEHEHHE U JOMbIHEHNE Ha 3aKoHa 3a
JbPKABHUSI CITYKUTEI

(4B, 6p. 38 o1 2012 1., B cuna ot 1.07.2012 1.)

§ 84. (B cma ot 18.05.2012 1. - IB, 6p. 38 ot 2012 r.) B cpok 70 enuH Mecenr OT 00OHApOABAaHETO HAa TO3M 3aKOH B
"/Ibp’KaBeH BECTHUK'

1. MunucTepckusar cbBeT npuBexaa Knacudukaropa Ha JUIBKHOCTUTE B aAMUHUCTPALUATA B CHOTBETCTBHE C TO3U
3aKOH;

2. KOMIIETCHTHHTE OpTraHU TPUBCKIAT YCTpOﬁCTBCHHTC AKTOBC Ha CHOTBCTHATA aAMHUHHUCTpALUA B CHbOTBCTCTBUC C
TO3HU 3aKOH.

§ 85. (1) IlpaBooTHOIIEHUATA ¢ JUIIaTa OT AJAMHUHHCTPAIIMUATE MO 3aKOHA 3a PaJMOTO M TEIEBH3UITA, 3aKOHA 3a
He3aBUCUMUS (HAHCOB OAMT, 3aKOHA 3a ENEKTPOHHUTE ChoOmeHus, 3akoHa 3a Komucusara 3a ¢uHAHCOB HAaI30p,
3akoHa 3a JOCTHI M pa3KpHMBaHE Ha JOKyMEHTHUTE U 3a OOSBsIBAHE HA MPUHANICKHOCT HA OBIATApPCKU TPAXKIaHU KbM
JbpxkaBHa CUTYPHOCT U pa3y3HaBaTEIHUTE CIykOu Ha bbiarapckata Hapo/Ha apMus, 3aKOHA 32 OTHEMaHE B I0J3a Ha
JIbp’KaBaTa Ha MMYIIECTBO, MPHA0OMTO OT MpecThITHA JEHHOCT, 3aKoHa 3a NMpPEAOTBpATsABAaHE U YCTaHOBSBAaHE Ha
koH(MUKT Ha uWHTepecu, Koaekca 3a conHManmHO OCUTypsiBaHE, 3aKkOHA 3a 3JIPaBHOTO OCHUTYpsIBaHE, 3aKkoHa 3a
MOJIIOMaraHe Ha 3eMeIeJICKUTE TPOU3BOIUTENN U 3aKOHA 3a IbTUIIATA CE YPEXKAAT MIPU YCIOBUATA U 110 pena Ha § 36
OT MPEXOAHHUTE M 3AKITIOYUTEITHUTE paznopeadn Ha 3aKOHA 32 U3MEHEHHE U JIONMBJIHEHHE Ha 3aKoHa 3a JbpKaBHUS
cyxkuten (JIB, 6p. 24 ot 2006 T.).

(2) C axra 3a Ha3HAYaBaHETO Ha AbP>KaBHUS CITYXKHUTEI CE:

1. MNpUCHKIAAd OIPCACICHUS B Knacn(I)HKaTopa Ha JUIB)KHOCTUTC B aIMUHUCTpAllUATA MUHUMAJICH PAaHT 3a 3a€MaHaTa
JJIBXKHOCT, OCBCH AKO CIIYXKUTCIIAT NPUTEKaBa IMO-BUCOK pPaHT,

2. onpenens UHAMBUyalHa OCHOBHA MECEUHa 3aIljiaTa.

(3) JombaHUTETHO HEOOXOAUMHUTE CPEJICTBA 32 OCHTYPUTEITHA BHOCKH Ha JIMIATA 110 all. 2 CE OCUTYPSIBAT B PAMKHTE
Ha pa3XoAMTe 3a 3alljaTH, Bh3HATPAKICHUS U OCUTYPUTEIIHU BHOCKU MO OIO/KETUTE Ha CHOTBETHUTE PA3IMOPEAUTETH
¢ OIO/PKETHH KPEJUTH.

(4) MuHUCTEPCKUST CHBET J1a U3BBPIIM HEOOXOJAUMHUTE IPOMEHU MO M3BBHOIOKETHAaTa cMeTKa Ha JlbpikaBeH (oHT
"3emenenue", mpou3THYAIM OT TO3U 3aKOH.

(5) Opranute Ha ynpasyieHue Ha HanmoHanHus ocUTypUTeNeH MHCTUTYT U Ha HannoHanHara 31paBHOOCUTYpUTETHA
Kaca Jia U3BbpIIAT HeOOXOJMMHUTE TPOMEHH 110 CHOTBETHUTE OFOJIKETH, TIPOM3THYAIIM OT TO3H 3aKOH.

(6) Hewmsnon3BanuTe OTIYCKH MO TPYJAOBUTE MPABOOTHOINCHHS C€ 3ama3BaT U HE CE KOMIIEHCHUPAT C TMapUUYHU
00e3IeTeHusl.

§ 86. (1) B egnomeceuen CPOK OT BJIM3aHCTO B CHUJIa HA TO3U 3daKOH MHAHWBHAYAJIHATA OCHOBHA MCCCUHA 3alljlaTa Ha
CIIY’KUTCIIA C€ OMMPCACIIA TaKa, Y€ ChlllaTa, HaMaJICHA C ABJDKUMUA JAHBK U 3aIbJDKUTCIIHUTC OCUTYPUTCIIHU BHOCKHU 3a
CMCTKa Ha OCUTYPEHOTO JIMIE, aKO Ca onm ABJDKUMHU, Ja HE € MMO-HHCKa OT IMoJydaBaHaTa g0 TO3H MOMCHT 6p}/THa
MCCCYHa 3aIujiara, HaMaJiCHa ¢ OBJDKUMUTEC 3aAbJKUTCIIHU OCUTYPUTCIIHU BHOCKHU 3a CMCTKAa Ha OCUTYPCHOTO JIMIC,
aKo ca omm ABIDKUMH, U IBJDKUMUA TaHBK.

(2) B 6pyrHata 3annata mo an. 1 ce BKIIOYBAT:
1. ocHOBHAaTa Mece4Ha 3arJiaTa HJId OCHOBHOTO MECEYHO BB3HATPAXKICHHE;

2. JOIIBJIHHUTCIIHU BB3HAIPAXKACHHSA, KOUTO CC MIIIIAAT IMOCTOAHHO 3aCIHO C IToJIaram@ara €€ OCHOBHA MCCCYHA
3arjiata ujid OCHOBHO MECCCYHO BB3HAIpaXXJACHHUEC U Ca B 3aBUCUMOCT CIUHCTBCHO OT OTpaGOTCHOTO BpcEMeE.

§ 87. 3akoHbT Bau3a B cuina ot 1 romau 2012 . ¢ uskioueHue Ha § 84, KOWTO BiIM3a B CHJIa OT JIEHS Ha 0OHApO/IBaHETO



Ha 3aKkoHa B "JIbp>KaBeH BECTHHUK'.



