3AKOH 3A KPBbBTA, KPbBOAAPABAHETO U KPBbBOIPEJINBAHETO

O6H. []B. 6p.102 ot 21 Hoemspu 2003r., usm. AB. 6p.70 ot 10 Asryct 2004r., nzm. [B. 6p.30 ot 11 Aripun 2006r., n3m. [B.
6p.65 or 11 Asrycr 2006r., usm. [B. 6p.31 ot 13 Anpun 2007T.

MnaBa nbpBa.
ObLLM NMNOJIOXKEHUA

Yn. 1. (1) C 7031 3aKOH Ce ypexxaaT obLIEeCTBEHNTE OTHOLWWEHMS, CBbP3aHW C AapsIBAaHETO, B3EMAHETO,
JMarHoctukara, NnpepaboTBaHeTo, TPAHCNOPTa, CbXPaHABAHETO, ynoTpebaTa Ha KPbB U KPbBHW CbCTABKM M OCUIYpPSIBAHETO Ha
TAXHOTO KauyecTBO M 6E30MacHOCT.

(2) Ha nnaHupaHe noanexar BUALT M KOMIMYECTBATa KPbB U KPbBHM CbCTaBKM 3a 33/10BOJISIBAHE HYXXAMTE Ha
neyebHUTe 3aBeaeHs 1 33 NMPOM3BOLACTBO Ha JIeKapCTBa, NOJy4YeHn OT Mniasma.

(3) Mpoc/easBaHeTo Ha KPbBTa M KPbBHUTE CbCTaBKK OT [OHOPA A0 PELMMMEHTa M 06paTHO Ce rapaHTupa Ypes
OCbLLECTBABAHE HA TPaHCGhY3MOHEH HAA30p KAaTO CUCTEMA 3a PErMCTPUPaHE M aHau3 Ha UHbOpPMaLMsTa U 3a KOHTPOS Mo
OCUrypsiBaHe Ha KauyecTBoTO ¥ 6e30MacHOCTTa Ha KPbBTA U KPbBHUTE CbCTaBKM.

(4) OeiiHocTuTe no asn. 1 ce oCbLECTBABAT CbIIAaCHO MEAULIMHCKM CTaHAAPT MO TPaHChy3MOHHa XeMaToMorus,
yTBbpAEH C Hapeaba Ha MUHUCTbPA Ha 34paBeonasBaHeTo.

Yn. 2. Pa3nopeabute Ha 3akOHa He ce MpunaraT 3a TPaHCNIaHTaUmMsiTa Ha XEMOMNOETUYHU CTBOSIOBU KJTETKM.

Yn. 3. (1) JeiiHoCTUTE MO TO3M 3aKOH Ce OCbLIECTBSBAT MPU CrnasBaHe Ha NPUHUMNUTE 3a:
1. 4OBPOBOMHOCT M 6E3BB3ME3AHOCT NPU AAPSBAHETO HA KPBB M KPbBHU CbCTaBKMU;

2. 3alUMTa Ha NpaBaTa U 34PaBETO Ha [OHOPUTE U PELIMMUEHTUTE;

3. paBHOMOCTABEHOCT Ha JOHOPUTE W PELIMMUEHTUTE;

4. pauuoHanHa ynotpeba Ha KpbBTa U KPbBHUTE CbCTaBKK;

5. CaM03aA0BO/IsIBaHe Ha CTPaHaTa C KPbB M KPbBHU CbCTaBKM.

(2) KpbB 1 KPbBHU CbCTaBKM Ce M3MOM3BAT 3@ MeAVLUMHCKM HYXAW N0 MeAULIMHCKU NMOKa3aHWs UK KoraTo Apyru
METOAM 3a NeveHune ca HeedeKTUBHM.

Yn. 4. KpbBTa 1 KpbBHUTE CbCTaBKu He MoraT Aa 6baaT npeaMeT Ha Bb3Me3aHa CAenka OCBEH B CrlyyauTe Mo
TO3U 3aKOH.

Yn. 5. (U3m. - OB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) (1) MHoronpodunHuTe 601HMLM 33 aKTUBHO
fleYyeHne, B YMATO CTPYKTypa UMa OTAENEeHUE No TPaHCPY3MOHHA XeMaTONOrus, AOCTaBAT Ha LIEHTPOBETE 3a TpaHCPY3NOHHa
XEMaTonorns Bcsika eAnH1La B3eTa OT TX KPbB Cpelly Bb3Me3asBaHe Ha pasxoauTe 3a HEMHOTO B3eMaHe.

(2) LUeHTpoBeTe 3a TpaHChy3MOHHA XeMaTOsOrMs AOCTaBAT Ha fleuyebHuTe 3aBedeHns 3a 601HMYHA NOMOLL M Ha
AMCnaHcepuTe C nerna AMarHoCcTUUMpaHn 1 npepaboTeHn KpbB U KpbBHU CbCTaBkM 6€3Bb3ME3AHO B PAMKUTE Ha YTBbPAEHUTE
KonuyecTsa no yn. 26, 1. 1.

(3) U3BBH cnyyanTe Mo an. 2 LeHTpoBeTe 3a TPaHCPY3MOHHA XEMATONOMUs MOraT Ja AOCTaBsT Ha nevebHuTe
3aBeeHns 3a 60HMYHA NOMOLL, M Ha AMCMaHCEpUTE C erna KpbB U KPbBHU CbCTaBKW Cpelly Bb3Me3asBaHe Ha pasxoauTte no
TSIXHOTO AMarHocTuumpaHe 1 npepabotka.



(4) YcnosusaTa v peabT 33 Bb3ME3AABAHETO MO an. 1 1 3, KaKTo M 3a OCTOMHOCTSAIBaHE Ha pa3XoauTe, ce
onpeaensT ¢ Hapeaba Ha MUHUCTEPCKUS CbBET.

(5) LUeHTpoBeTe 3a TpaHCcdy3MOHHa XeMaTomNOorMs JOCTaBAT Nia3Ma Ha NpoM3BOAMUTENUTE Ha IeKapCTBa Mo LEHM,
npu YCNoBKS 1 MO pea, onpeaeneHn ¢ Hapeaba Ha MUHUCTEPCKUS CbBET.

(6) YcnoBusiTa 1 peabT 3a CTUMYNIMPAHETO, OPraHU3UPAHETO M NPOBEXAAHETO Ha AENHOCTUTE, CBbP3aHu C
KpbBOAApPSIBAHETO, Ce ONpeaensT ¢ Hapeabata Mo an. 4.

(7) Cpencrsata no an. 3 1 5 nocTbnBaT B MUHUCTEPCTBOTO Ha 3[paBeonasBaHEeTO, BKIOYUBAT Ce Mo bropkeTuTe
Ha LieHTpoBETe 3a TpaHChY3MOHHa XEMATOMOrMs U Ce pasnpeaensT, KakTo creaBsa:

1. He no-mManko ot 60 Ha CTo - 3a MHaAHCMpaHe Ha MpoMoLMsS Ha A0OBPOBONHOTO ¥ 6€3Bb3ME3AHOTO
KpbBOAApsiBaHe M 3a npuaobusaHe Ha £l'bJ'II'OTpal7IHl/I mMaTepuanHu aKkTUBK 3a CbOTBETHUS LIEHTbP 3@ TpaHCdy3noHHa
Xematonorus,

2. 0o 40 Ha cTo - 3a MaTepUasnHoO CTUMyMpPaHe Ha paboTelmnTe B CLOTBETHUS LIEHTHP 3a TPAHCHY3MOHHA
xeMmarosorus.

Yn. 5a. (Hos - AB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) (1) BoeHHOMeauUMHCKaTa akagemMms AOCTaBs Ha
LieHTpoBeTe 3a TpaHCdY3MOHHA XEMATONOMMst HeEAUarHOCTULMPaHN KPbB M KPbBHWU CbCTaBKM, KOraTo KonmM4yecTBaTa, HabpaHu
npv KpbBoAapsiBaHe, HAAXBbPIISAT KONMYECTBaTa, HEO6X0AMMY 3a 3aA0BOMSIBAHE HYXXAUTE Ha Ne4ebHOTO 3aBefeHue.

(2) B cnyyawnTe no an. 1 BoeHHOMeAMLMHCKaTa akaieMus IOCTaBs Ha LIEHTPOBETE 3a TpaHChy3NOHHa
XEMaTosIorns KpbB U KPbBHW CbCTaBKM 6€3Bb3ME3AHO.

(3) Hap yTBbpaEHUTE 3a BoeHHOMeAMUMHCKaTa akafeMusl KOn4ecTsa no Y. 26, T. 1 LeHTpoBseTe 3a
TpaHCcdy3MOHHa XeMaTonorus MoraT fa [OCTaBsT Ha JIe4ebHOTO 3aBeAeHVe KpbB Cpelly Bb3Me3AsiBaHe Ha pa3xoauTe fo
AvarHocTuumpaHe 1 npepaboTka.

(4) YcnoBusiTa 1 pegbT 3a Bb3Me3AsSBAHETO M0 as. 3, KaKTO M 3a OCTOMHOCTSIBAHETO Ha pasxoauTe, ce OrnpeaensT
¢ HapegbaTa no un. 5, an. 4.

(5) BoeHHOMeaMUMHCKaTa akafemMus AOCTaBs Ma3Ma Ha NPou3BOAUTENNTE HA NeKapCTBa Mo LieHW, Npuy yCrioBust
1 Mo pea, onpeaenenHun ¢ Hapegbata no un. 5, an. 5.

Yn. 6. (1) Jonycka ce neuyebHuTe 3aBeaeHns No un. 15 aa B3emMaT KpbB CpeLly 3ansallaHe B ClieqHuTe Ciyyam:

1. Npy cnewHn cnyyau 1 Npy IUnNca Ha HaMYHU KOMIMYECTBa OT HeobxoaMMaTa KpbBHa rpyna B CbOTBETHMS
LIeHTBbP 3a TpaHcdy3MOHHa XeMaTomnorus;

2. 33 NPOM3BOACTBO Ha BaKCUHW, CEPYMU U UMYHOTNIOBYNNHK;
3. 33 Hay4HOM3CNeAOBATENCKM U AUArHOCTUYHM LieNy B MeavumMHaTa.

(2) NeuebHuTe 3aBeaeHMs no us. 15 MoraT fa NOKpMBaT HEMOCPEACTBEHUTE Pa3xoau Ha KPbBOAAPUTENUTE, KaKTo
W [a rm CTUMYNIMPAT CbC CMMBOJIMYHM MOZApbLUM M MO APYr, CbBMECTMM C MPUHLMNA 3a A06POBOMHOCT HA KPpbBOAAPSIBAHETO
HauMH.

(3) 3annawiaHeTo Ha KpbBTa M KPbBHUTE CbCTaBKM B CrlydanTe Mo an. 1 ce M3BbpLUBA MO pe U LEHH,
onpeaeneHu B Hapeabata no un. 5, an. 4.

Yn. 7. (1) KpbB 1 KPbBHM CbCTaBKM CEe U3HACAT M3BbH TEPUTOPUSTA HA CTpaHaTa caMo Mo peLLeHVe Ha
MUWHWUCTEpCKMS CbBET, KOraTo ca NpeAHasHaveHu 3a:

1. oka3BaHe Ha XyMaHuUTapHa NoMoLL;

2. NPOM3BOACTBO Ha /IeKapCTBa 3a HYXAWTE Ha CTpaHaTa.



(2) MUHUCTBPBLT Ha 34PaBEONA3BaHETO OPraHM3MpPa M3HOCA Ha KPbB M KPbBHU CbCTaBKM B ClydauTe no an. 1, T.

Yn. 8. (1) KpbB v KpbBHM CbCTABKU CE BHACAT Ha TEPUTOPUSAITA Ha CTPaHaTta CaMo C paspelLeHne Ha MUHUCTBLPA
Ha 3/1paBEOMNa3BaHETO B C/lyyall Ha M3BLHPEAHU OBCTOATENCTBA, NPU KOMTO KOIMYECTBATA KPbB U KPbBHU CbCTABKM, C KOUTO
CTpaHaTa pasnosnara, He ca AoCTaTbYHM 3a 3aliMTa Ha 34PaBeTo Ha xoparta.

(2) BHoCbT Mo an. 1 ce gornycka, B C/lydalt Ye KpbBTa M KpbBHWUTE CbCTaBKM Ca AMAarHOCTULMpaHu, npepaboTexu,
€TVKETUPaHN U OCUIYPEHW OT MHCTUTYLIMUS, 3aKOHHO MpU3HATa OT CbOTBETHATa AbpXKaBa, ¥ Ce NpuapyxasaT OT JOKyMeHTaLus,
[laBallia Bb3MOXHOCT 3@ MAEHTU(MULIMPAHETO Ha BCSIKA eAMHMLIA KPbB MM KPbBHU CbCTaBKK, M OT MHMOpMaumMs 3a npoBesaeHn
nabopaTopHu u3cneaBaHus U 3a METOAUTE Ha AMarHocTuka v npepaboTka.

(3) YcnosusTa, Ha KouTO TpsibBa @ OTroBapsi KAYEeCTBOTO Ha KpbBTa M KPbBHUTE CbCTaBKM Mo an. 1, ce
onpeaensT ¢ Hapeabata no un. 20, an. 2.

(4) (U3m. - OB, 6p. 31 o1 2007 r., B cuna ot 13.04.2007 r.) JlekapcTBa, NPOM3BEAEHN OT MasMa, Ce BHAcsAT Nno
peaa Ha 3aKoHa 3a NekapcTBeHUTE NPoAyKTU B XyMaHHaTa MeauumHa.

Yn. 9. 3abpaHsBa ce pexnamMara Ha KPbB UM KPbBHU CbCTaBKM.

MnaBa BTOpAa.
AOAPABAHE, BBEMAHE, AUATHOCTUKA, NMPEPABOTBAHE U
CbXPAHABAHE HA KPBbB U KPbBHU CbCTABKUA

UYn. 10. [JapsiBaHeTo e XyMaHeH 1 J06POBOMEH akT Ha MUIOCbpAVE U YOBELLKA CONMAAPHOCT, NpY KOUTO OT
faputens 6e38b3Me3AHO Ce B3eMa KPbB N KPBBHU CbCTaBKMU.

Y. 11. (1) MUHUCTBPLT HA 34PaBEONA3BaAHETO, MUHUCTBPLT HA 06PAa30BAHMETO M HAayKaTa, MUHUCTBLPBT Ha
oTbpaHaTa, bbarapckusT YepBeH KpbCT, NeYebHUTE U 34paBHUTE 3aBEAEHWS OPraHU3MpaT M M3BBPLLBAT NPOMOLMS Ha
[apsIBAHETO Ha KPbB UMW KPbBHU CbCTaBKM.

(2) Npw opraHu3vpaHe Ha NpoMoumsiTa no an. 1 MoraT Aa y4yacTBaT U CpefcTBaTa 3a MacoBO OCBEOMsIBaHe,
HENPABUTENCTBEHUTE OPraHW3aLmMmu U PENUTMO3HUTE UHCTUTYLMU, PEFUCTPUPAHK MO pefa Ha 3aKoHa 33 BEpOM3MNOBeAaHUATA.

(3) OpranHuTe Ha LEHTpanHaTa ¥ MecTHaTa B/acT, OPUMANYECKUTE U DU3UYECKUTE NNLA Ca 3aAb/DKEHN Aa
CbAENCTBAT 3a OCbLIECTBABAHE HA MPOMOLMATA M NPY B3EMAHETO HA KPbB.

Yn. 12, (1) JoHOpW Ha KPbB UK KPbBHW CbCTaBKu MoraT fa 6baaT AeecnocobHu nuua Ha Bb3pacTt oT 18 go 65
FOAVHM, KOUTO HAMAaT MEAMLIMHCKU NPOTUBOMOKA3aHWs 3a ToBa.

(2) NHTepBansT OT BpeMe Mexay [ABe CTaHAapTHU B3EMaHuWsi Ha KpbB He Moxe Aa 6bae no-Mambk oT 60 AHW.

(3) Ob6CTOATENCTBOTO MO an. 2 ce YCTaHOBsABa Ype3 M3BbpLUBAHE Ha NPOBEpPKa B PErUCTbpa Mo us. 36.

Yn. 13. (1) JoHopbT AaBa MUCMEHO MHGMOPMUPAHO CbIiacve M MoMb/Ba AEKNapaumns 3a 3APAaBOC/IOBHOTO CH
CbCTOSIHUE.

(2) 3a nonyyaBaHe Ha CbrnacveTo Mo an. 1 Ha AoHopa ce NPeAOCTaBs Ha AOCTbMEH e3UK HdOopMaLWs 3a
npoLeaypaTa no B3eMaHe Ha KPbB UM KPbBHU CbCTaBKW, 3@ PU3MNONOrMYHUTE MPOMEHM, KOUTO HACTLINBAT B OPraHM3Ma
BCIEACTBME HA TOBA, 338 MepKUTE 3a 6e30MacHOCT U 3@ NOTEHUMANHUTE PUCKOBE.



Yn. 14. (1) KpbB 1nu KpbBHM CbCTaBKM Ce B3eMaT crief MEAULIMHCKN NMpernes, U3BbpLUEH OT Nlekap U nog Heros
KOHTpOJI.

(2) B3eMawmaT KPbB MM KPbBHU CbCTABKW MM €TUKETVPA, NOAroTBs M 0603HaYaBa caTenuTHa KpbBHa npoba u
KOMMN/EKTyBa AOKYMeHTauusl, CbabpKalla nombaHeHn hopmu 3a:

1. nHdopmupaHo cornacve;

2. feknapauus 3a 34paBoC/IOBHOTO CbCTOSIHUE;

3. pesynTaTuTe OT MEeAMLUMHCKMS npernes u ot nabopaTopHUTe U3cneaBaHus;
4. npeHTUdMKaLMs Ha B3eTaTa eAnHMLA KPbB U KPbBHU CbCTaBKU.

(3) OpurnHanMTe Ha AOKYMEHTUTE MO an. 2 ce CbXpaHsBaT OT /Ie4ebHOTO 3aBefeHVe, M3BBbPLUNIO B3EMAHETO, 3a
nepuoa 15 roauuHu.

(4) QoHop®bT MMa NpaBo Aa noy4Yn UHGOpMaLMs 3a 3APaBOC/IOBHOTO CU CbCTOSIHUE, YCTAHOBEHO NMpy Mperneaa
no an. 1, u 3a pe3yntaTuTe OT U3BbLPLLEHWUTE NIA6OPaTOPHU U3CIEeABaHMS.

Y. 15. B3eMaHETO Ha KPbB UM KPbBHW CbCTaBKM Ce OpraHu3vpa 1 W3BbpLLBa OT:
1. ueHTpoBeTe 3a TpaHCdy3MOHHA XeMaTomnorms;

2. MHOronpoMUIHMUTE 6OMHWLM 33 aKTUBHO JIEYEHME, B YMATO CTPYKTYpa MMa OTAENEHWUE MO TPaHChy3MoHHa
XemaTosorus;

3. BoeHHOMeauuMHCKaTa akagemust.

Yn. 16. (1) JleuebHuTe 3aBeaeHns no yn. 15 nsgaeat kapTa Ha BCEKM AOHOP.

(2) B kapTaTa no an. 1 ce oTpassBaT YHUKANHUAT MAEHTU(MUKAUMOHEH HOMEpP, TpUTe uMeHa, EMH, noctosHHMST
afipec, KpbBHOrpynoBaTa NpUHaANEXHOCT, AaTaTa U KOIMYECTBOTO Ha B3ETUTE KPbB MM KPbBHW CbCTaBKM.

Yn. 17. JleyebHuTe 3aBeaeHmst no un. 15 ocurypsieaT ycrioBus 3a 3alumMTa Ha 34paBETO Ha AOHOpUTE.

Yn. 18. (MU3m. - OB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) (1) MMHUCTEPCTBOTO Ha 3apaBeona3BaHETO
npenocTassi 6e3Bb3Me3HO Ha NeyebHuTe 3aBegeHuns no un. 15, 1. 1 1 2 MeaMUMHCKUTE N3aenus 3a B3eMaHe,
AMarHocTuumpaxe, npepaboTBaHe U CbXpaHsiBaHe Ha KPbB U KPbBHW CbCTaBKW NpW YCNIOBUS U MO pes, onpeaeneHn ¢ Hapeaba
Ha MUHUCTbPA Ha 34paBeona3BaHeTo.

(2) MeanumMHckMTE U3aenwms no an. 1 3a AeiiHoCTUTe No B3eMaHe, AMarHocTMUMpaHe, npepaboTBaHe U
CbXpaHsiBaHe Ha KPbB M KPbBHW CbCTaBKM, M3BbLPLLBAHM OT BoeHHOMeaAMLMHCKaTa akaaeMus, ce 3anawat oT MUHUCTEPCTBOTO
Ha oTbpaHaTa.

Yn. 19. JleyebHuTe 3aBegeHmns no yn. 15, 1. 2 1 3 NpeaocTaBsT B3ETUTE KPbB UM KPbBHU CbCTaBKW 3a€AHO CbC
caTeNMTHUTE KPbBHU NPo6K, Konne OT AOKYMEeHTaumsTa no yn. 14, an. 2 n NpoToKoNn 3a npeAaBaHe Ha LeHTbpa 3a
TpaHcdy3MOHHa XeMaTomorus.

Yn. 20. (1) AnarHocTvkaTa, NpepaboTBAHETO U CbXPAHSIBAHETO Ha BCKA €AMHULIA KPbB UMW KPbBHU CbCTaBKM Ce
U3BbPLLBAT OT LIEHTPOBETE 3a TPaHChy3MOHHA XEMATONOMMsl NpU CrasBaHe Ha NpaeunaTa 3a [obpa nabopaTopHa NpakTvka u
[Jo6pa npon3BoaCTBEHa NpaKTUKa.



(2) YcnosusaTa v peabT 3@ U3BLPLUBAHE ANMArHOCTUKA, NPepaboTKa M CbXPaHsIBaHE Ha KPbB M KPbBHU CbCTaBKU Ce
onpeaensT ¢ Hapeaba Ha MUHUCTBPA Ha 3[paBeona3BaHeTo.

(3) (Hosa - AB, 6p. 65 ot 2006 r., B cvna ot 11.08.2006 r.) BoeHHOMeAMUMHCKATa akageMmns AMarHoCcTmumpa,
npepaboTBa ¥ CbxpaHsiBa KPbB 1 KPbBHU CbCTaBKM CaMo 3a COBCTBEHM HYXAM B PaMKWUTE Ha YTBbPAEHWUTE KOMYECTBa Mo Y.
26, 7. 1.

Yn. 21. MHoronpo®uiH1Te 60/HULM 33 aKTUBHO SIEYEHNE C OTAENEHME MO TPaHCPY3MOHHA XeMaTonorvs,
LieHTpoBETE 3a TpaHCchy3MOHHa XeMaTosiorms u BoeHHoMeaMUMHCKaTa akadeMmns NoANeXaT Ha akpeauTaums no peaa Ha
3aKoHa 3a neyebHUTE 3aBEAEHNS 33 U3BbPLLBAHUTE OT TAX AEMHOCTU MO B3EMAHE, AMarHoCTVKa, NPepaboTKa, CbXpaHsiBaHe
pasnpeaeneHne Ha KPbB U KpbBHU CbCTaBKM.

Yn. 22. (1) J/lMuaTa, KOMTO M3BLPLUBAT B3EMAHE, ANArHOCTVKA, NPepaboTBaHe U CbXpaHABAHE Ha KPbB U KPbBHM
CbCTaBKM1, MPEMUHABAT 3ab/DKUTENEH KYPC Ha 0ByyeHre Hai-Manko BeAHbX Ha B FOAWHW.

(2) O6yueHueTO ce ocblLecTBsiIBa MO NporpamMa, YTBbpAeHa OT MUHUCTbPa Ha 34paBeona3BaHeTo no
npeanoXeHne Ha ANpeKTopa Ha HaumoHanHus LeHTbp NO XeMaTtonorus 1 TpaHcdysunonorus.

Yn. 23. 3abpaHsBa ce pa3npocTpaHsBaHETO Ha AaHHW, NO3BONSBALUM MAEHTUMULMPAHE Ha AOHOpUTE.

NnaBa TpeTta.
NIAHUPAHE N OCUTYPABAHE HA KPbB N KPbBHU CbCTABKMU

Yn. 24. (1) AMpeKTopbT Ha LEHTHP 3a TPAHCPY3MOHHA XEMATOMOMMS EXXEFOAHO aHaNU3Mpa 1 naaHupa 3a
HYXAMTE Ha 0BC/YXKBaHUS PaiioH:

1. pefHocTWTE NO npomMoumnst Ha A06pOBOTHOTO N 6e3Bb3ME3AHO KPbBOAAPSIBAHE;

2. KOMMYECTBATa KPbB M KPbBHU CbCTAaBKM 32 33[10BOMIABAHE HA MIAHOBUTE W CMIELHATE HYXAU U1
pasnpeneneHneTo UM rno obnactu;

3. KONMYeCTBOTO nnasma 3a Npon3BOACTBO Ha NEKapCTBa,;

4. (pon. - B, 6p. 65 o1 2006 r., B cuna ot 11.08.2006 r.) MeauuMHCKuTe nsgenus, HeobxoamMmm 3a B3eMaHe,
AnarHoctTuumpaHe, npepaboTeaHe 1 CbXpaHsiBaHe Ha KPbB M KPbBHU CbCTaBKy;

5. 0YaKBaHwWs1 6poii KpbBOAAPSIBaHWS U rpaduka 3a TAXHOTO NPOBEXAAHE;

6. OYaKkBaHUs 6O NAaTEHN B3EMAHUS Ha KPbB.

(2) AHanu3bT ce o0CHOBaBa Ha:

1. nHdopMauums, nonyyeHa oT NeyebHWUTe 3aBefeHNs, YNnoTpebsBaluy KpbB U KPbBHU CbCTaBKW;

2. Bb3MOXHOCTUTE Ha LieHTbPa 3a OCUIypsiBaHE Ha KPbB U KPBbBHWU CbCTaBKU.

Yn. 24a. (Hos - 1B, 6p. 65 o1 2006 r., B cuna ot 11.08.2006 r.) (1) HayanHukbT Ha BoeHHOMeaMUMHCKaTa
aKafieM1si eXXErofHO aHanm3mnpa 1 NaaHvpa 3a HyXXauTe Ha ne4ebHOTo 3aBeaeHue:

1. KONMYeCcTBaTa KPbB M KPbBHM CbCTaBKW 3@ 33[10BO/ISIBAHE Ha M/IaHOBUTE U CMIELIHUTE HYXKAM W1
pasnpeaeneHneTo UM no CTPYKTypu;

2. KONMYeCTBOTO NJia3Ma 3a Npou3BOACTBO Ha JIeKapCTBa;



3. oYakBaHus 6poii KpbBOAAPsSIBaHUS M rpaduka 3a TAXHOTO NPOBEXAAHE;
4. ouaKBaHus 6pOI NIaTEHN B3EMAHMS Ha KPbB.

(2) AHanM3bT ce 0CHOBaBa Ha MHGOPMaLMs, MOMyYeHa OT CTPYKTypuTe Ha BoeHHOMEeAMUMHCKATA akadeMus,
yrnoTpebsiBaLLy KPbB U KPbBHU CbCTaBKM.

Yn. 25. (Jdon. - 4B, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) PesyntaTTe OT U3BLPLUEHUTE aHANN3 U
nnaHupaHe no un. 24 n 24a ce NpeaoCcTaBAT Ha AMPeKTopa Ha HauMoHanHWs LeHTbP MO XeMaTonorms U TpaHcdy3nonorus u Ha
AMPEKTOpUTE Ha palioHHWTE LIEHTPOBE MO 3ApaBeora3BaHe.

Y. 26. AMpeKTopbT Ha HauMoHaNHUS LEHTBP MO XeMaTosorms 1 TpaHcdy3nonorust eXXerogHo aHanmsmupa,
060611aBa ¥ NpeaocTaBs 3a YTBbPXKAABaHE OT MUHUCTBPA Ha 3paBEONa3BaHETO MlaHWPaHUTE:

1. KOIMYecTBa KPbB U KPBbBHWU CbCTaBKW 3a 33[j0BONISIBAHE HA MEAULMHCKUTE HYX/AW B CTpaHaTa;
2. KONMYeCTBO Nyia3ma 3a Npou3BOACTBO Ha NIEKapCTBa;

3. (pon. - AB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) MeaVUMHCKM U3Aenus 3a B3eMaHe, AMarHoCTUUmMpaHe,
npepaboTBaHe 1 CbXpaHsiBaHe Ha KPbB U KPbBHWU CbCTaBKW.

Yn. 27. (1) JleuebHnTe 3aBeaeHnst 3a 60MHMYHA NOMOLL M AMCNAHCEPUTE C NIerNa, HaMMpaLLyM ce Ha TepuTopusiTa
Ha 06nacT, B KOSITO MMa OTKPUT LIeHTbP 3a TpaHCdY3MOoHHa XeMaTosorus, ce cHabasBaT ¢ AMarHocTuumpaHa 1 npepaboteHa
KPbB U KPbBHW CbCTaBKM OT TO3M LIEHTHP.

(2) NeuebHuTe 3aBeaeHUs 3a 60HMYHA NOMOLL M AUCTIAHCEPUTE C NIEra, HaMMPaLLW Ce Ha TEPUTOPUSTA Ha
06/1aCT, B KOSATO HIMa OTKPUT LIEHTBLP 3a TPaHChy3MOHHa XeMaTosorus, Ho MMa oblacTHa MHOronpodmaHa 6o/HMLa 3a
aKTUBHO fleYeHmne C OTAENEHNE MO TPaHChY3MOHHA XEMATOSOMMS, Ce CHABAABAT C AMarHOCTULMPaHa U npepaboTeHa KpbBs W
KPbBHW CbCTaBKM OT Tasu 60MHMALA.

(3) NNeuebHnTe 3aBeaeHMs 3a 60IHMYHA NOMOLL U AUCTIAHCEpUTE C flerna, HamMmmMpallm ce Ha TepuTopusiTa Ha
061acT, B KOSITO HsIMA@ OTKPWT LIEHTbP 3a TpaHCdy3MoHHa XxeMaTonorus 1 obnactHa MHoronpodunHa 601HMLA 32 aKTUBHO
NleyeHve C oTAeneHne no TpaHcdy3noHHa XxemaTonorus, ce cHabassaTt ¢ AnarHocTvumpaHa U npepaboTeHa KpbB U KPbBHU
CbCTaBKW OT LIEHTPOBETE 3a TPaHCdY3MOHHA XEMATOSOMUst UMK OT Hal-6nm3kaTa obnactHa MHoronpodunHa 6onHuLa 3a
AKTMBHO NeYeHue C OTAENeHVe No TpaHCy3nOHHa XeMaTomorusl.

(4) LUeHTpoBeTe 3a TpaHChy3MOHHA XeMaTosIOrns OCUrypsieaT C AMarHocTuumpaHa v npepaboTeHa KpbB U KPbBHU
CbCTaBKW Pa3MoJSIOKEHUTE B palioHa MM Ha obcyxBaHe 061acTHY 60HMLM Mo an. 2.

(5) ObnactHuTe 6onHULM NO an. 2 CbXpaHsIBaT NPEeAOCTaBEHUTE UM KPbB M KPbBHW CbCTaBKM 3a CBOM HYXAM U 3a
HYXXAMTE Ha CHabasBaHUTE OT TsX NeyebHu 3aBeseHus.

(6) Mpu BpEMEHEH HEAOCTUI Ha KPbB M KPbBHU CbCTaBKM LIEHTPOBETE 3a TPaHCPY3MOHHA XeMaToNorus
CHabaABaT NeuebHUTE 3aBEAEHUS C KPbB M KPbBHU CbCTaBKM MO KIIMHUUYHW KPUTEPUM.

Yn. 28. (1) LleHTpoBeTe 3a TpaHChy3MOHHA XEMATO/OMMsl OCUIypsIBaT CrieLmanmavpaH TPaHCIoPT Ha KPbB UMK
KPBbBHU CbCTaBKM A0 Pa3roIOKEHUTE B palioHa MM Ha obcnyxBaHe 061acTHY 60nHUMUM No yn. 27, an. 2.

(2) TpaHCNOpTLT Ha KPbB MMM KPbBHU CbCTaBKW OT LIEHTPOBETE 3a TPaHCY3MOHHA XeMaTosNorus Unm ot
06nacTHuTe 60MHMUM A0 neyebHWUTE 3aBeAeHUs!, NON3BaLUM KPbB U KPbBHU CbCTaBKU, CE OCUIYpsiBa OT neyebHuTEe 3aBefeHus..

(3) Mpw nunca Ha KpbB MM KPbBHU CbCTaBKW 3@ MALMEHT CbC CMELUHO CbCTOsSIHME TPaHCMOPTLT Ce OcUrypsisa ot
LIEHTBP 3a CrelwHa MeauUMHCKa NnoMoL.

(4) B ciyyanTe no an. 3 KpbB UM KPbBHM CbCTaBKW Ce AOCTaBAT OT Hal-6/1M3K0TO NleuyebHO 3aBeaeHue,
pasnosarato c TsX.



FnaBa yeTBBbpPTA.
NMPENIMBAHE HA KPbB U KPbBHU CbCTABKU

Yn. 29. MNpenvBaHe Ha KPbB UM KPbBHU CbCTaBKU CE Ha3HayaBa OT NPaBoCnocobeH fekap, KOMTo onpeaens u
BMMCBa B MEAMLIMHCKATa AOKYMEHTaLMS BUAA, KOMIMYECTBOTO M HAYMHa Ha NpuiaraHeTo uM.

Yn. 30. MpenmBaHETO Ha KPbB UM KPbBHM CbCTaBKM CE M3BbPLLBA MOA KOHTPOsIa Ha NpaBoCrocobeH fiekap.

Yn. 31. (1) MpenvBaHe Ha KPbB UM KPbBHM CbCTaBKM CE M3BbLPLUBA NpY Cra3BaHe npasaTa Ha nauveHTa u cnea
noslyyaBaHe Ha MUCMEHO MHMOPMUPAHO CbIacue OT HEro, 3a KOETO My Ce NpefoCTaBst Ha AOCTbMEH e3uK MHdopMaums 3a:

1. NpUYMHMTE 3a NpenmBaHe Ha KPbB UM KPbBHU CbCTaBKU;
2. uenTa Ha NpennBaHETO M OYaKBaHUs pe3ynTarT;

3. Bb3MOXHUTE HEXENIaHW peakumn U NOTEHLUMANTHUTE PUCKOBE, CBbP3aHM C NPEIMBAHETO Ha KPbB UM KPbBHU
CbCTaBKW;

4. CbllUeCTBYBaLUMTE anTepHaTUBUN U PUCKOBETE, NPOU3TUYALLN OT THX.

(2) KoraTo nauMeHTLT e HeaeecnocobeH, MHOPMUPAHOTO Cbrfiacve no an. 1 4aBa HErOBMST 3aKOHEH
MpeACTaBUTEN UK NomnedunTe.

Yn. 32. (1) MNpenmBaHe Ha KPbB UM KPbBHU CbCTaBKM 63 MoslyyaBaHe Ha MHAOPMMPAHO Cbracke MoXe Aa
6bae M3BbPLLIEHO, KOraTo € 3acTpalleH XMBOTBLT Ha nauveHTa u:

1. HM3M4ecKoTO M NCMXMYHOTO My CbCTOSIHME HE MO3BOMsABa NosyYaBaHe Ha MHDOPMUPAHO Cbrnacue;

2. MAUMEHTBT e HeaeecnocobeH 1 He € Bb3MOXXHO CBOEBPEMEHHO MO/yYaBaHe Ha Cbriacue OT 3aKOHHUSI My
npeacTtaBuUTEN MU NonevYnTen.

(2) PeleHvieTo 1 MoTMBMTE MO an. 1 ce oTpassiBaT B MeaMUMHCKaTa JOKYMEHTaLMs Ha NalMeHTa OT fiekapsi,
Ha3Hauun NpenmMBaHeTo.

Yn. 33. (1) MauMeHTbLT, CbOTBETHO 3aKOHHUAT My MPEACTABUTES WM MOMEYNTESN, MOXE Aa OTKaXe NpenBaHe Ha
KPbB MM KPbBHU CbCTaBKU MO BCAKO BPEME HA SIEYEHMETO.

(2) OTkasbT no an. 1 ce yaocToBepsiBa C MOAMMCK Ha SIMLIETO M Ha NIEKYBALLMS fleKap WK Ha fIeKyBalLms nexkap 1
Ha CBUAETES, aKo NIMLIETO OTKAXE Aa Ce MOAMMLLE.

UYn. 34. 3abpaHsiBa ce npenmBaHe Ha:
1. HeguarHOCTMLUMpPaHW KPbB M KPbBHWU CbCTaBKW, OCBEH MpU aBTOXeMOTpaHcdy3us;

2. KPbB U KPbBHM CbCTaBKW C U3TEKBJT CPOK HA MOAHOCT.

Yn. 34a. (Hos - 4B, 6p. 70 ot 2004 r., B cvna ot 01.01.2005 r.) (1) Benukmn neuebHu 3aBeaeHus 3a 60nHNYHa
MOMOLL, ¥ AVCMaHCepU C fierna MoraT Aa B3eMaT KpbB 3@ aBTOXeMOTpaHCy3us Npu cnas3BaHe U3WCKBaHWsTa Ha un. 12, an. 2,
KOraTo HsiMaT MeaULMHCKV NPOTMBOMOKa3aHWs 3a TOBa U Cfief nosydaBaHe Ha NMCMeHo MHGOPMUPaHO cbriacve.



(2) Korato nuueTo e HeMb/IHONETHO, MUCMEHO MH(OPMUPAHO Cbriacue ce B3eMa OT 3aKOHHWUS MpeaCTaBUTeN Unm
nonevynTen Ha HENb/IHONETHUA.

Yn. 35. 3abpaHsBa ce pasnpoCTPaHABAHETO Ha AaHHM, MO3BOMSABALLM MAEHTUMMUUMPAHE Ha PeLMMUEHTA.

MhaBa nera.
TPAHC®Y3UOHEH HAA30P

Yn. 36. (1) HaumMoHanHWST LEHTLP MO XeMaTosorusi U TpaHcdy3nonorus Cb3asa perucTbp, KOMTO BKIIHOUBA
UHdOPMaLMs OTHOCHO:

1. AOHOPUTE U PELIUMNEHTUTE;
2. pesy/TaTuTe OT NpoBeAeHUTe NabopaTopHU U3CIeABaHNS;
3. BCsIKa eanHuLa B3eTa KPbB M KPbBHU CbCTaBKK;

4. pelHoCTUTE NO B3eMaHe, AMarHoCTvka, NpepaboTBaHe, eTUKETUPaHe, AOKYMEHTUPaHe, pa3npesensHe,
CbXpaHsiBaHe 1 ynotpeba Ha KpbB M KPbBHU CbCTaBKY;

5. yHULOXaBaHETO Ha BCSKa eAnHULA KPbB U NPUUYMHUTE 3a TOBa.

(2) UHdopmaumsTa no an. 1 ce BNUCBa B perncTbpa U B C/ly4auTe, KOrato KpbBTa M KPbBHUTE CbCTaBKM Ca
BHECeHM Mo peaa Ha yn. 8, an. 1.

(3) NleuebHWTe 3aBeAEHMs, KaKTO M iLaTa, KOUTO M3BbPLUBAT AEHOCTY MO B3eMaHe, AMarHoCTuKa,
npepaboTBaHe, eTUKETUPaHe, AOKYMEHTUPaHe, pa3npesensiHe, CbXxpaHsiBaHe U yrnoTpeba Ha KPbB U KPbBHU CbCTaBKM, Ca
[JTbXHM [ia 0TpassBaT B perncrbpa uHdopmauumsita no an. 1. B cnyyaute no un. 8, an. 1 uHcbopmaumsTa ce oTpassisa B
perncrtbpa oT HaumoHanHWsi LeHTbp Mo XeMaTonorus 1 TpaHcdysuonorus.

(4) UeHTpoBeTe 3a TpaHCdhy3nOHHa xemMaTonorns 06paboTsaT u aHanmsmpat uHbopMaumsTa U NpeaocTaBaT
0606LLUeHN AaHHU Ha HauWoHanHWs LeHTbP MO XeMaTonorust v TpaHCcdy3nonorus.

(5) UHdopmaumsiTa no an. 1 e cnyxebHa TaiiHa M ce CbxpaHsiBa 3a cpok 30 roauHu.

UYn. 37. YcnosusiTa U peabT 3a CbCTaBsiHe, 06paboTBaHe, CbXpaHsiBaHe W NPeocTaBsiHe Ha MHbopMaumsTa ot
perncTbpa, hopMUTe Ha AOKYMEHTaUMsTa No AapsiBaHe, B3eMaHe, ANarHoCTvKa, NnpepaboTBaHe, pasnpeaensiHe, ynotpeba u
YHULLIOXaBaHe Ha KPbB M KPbBHU CbCTaBKM U 33 CbOGLIABAHE HA CEPUO3HUTE HEXENaHW peakLmm U CEPUO3HUTE MHLMAEHTU ce
onpeaensiT ¢ Hapeaba Ha MUHUCTbPa Ha 34paBEeona3BaHeTo.

Yn. 38. (U3m. - AB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) (1) U3NbAHATENHUST AMPEKTOP Ha
M3nmbaHWTENHaTa areHums Mo nekapcrsaTa U3nb/HaBa yHKUMMTE Ha KOMMETEHTEH OpraH Nno OTHOLLEHWE Ha AeWHOCTTa Ha
neyebHUTe 3aBeaeHVs MO B3eMaHe, AMarHoCTVKa, NpepaboTka, CbxpaHsiBaHe, ynoTpeba, pa3npocTpaHeHne, ocurypsiBaHe Ha
KayecTBoO M 6€30MacHOCT Ha KPbBTa U KPbBHUTE CbCTaBKM M MO OTHOLIEHWE Ha TPaHChY3MOHHMS HaA30p, 3a CnasBaHe
M3NCKBaHMSATA Ha 3aKOHa, CTaHAapTa no un. 1, an. 4 n npasunata 3a [Jobpa nabopatopHa v [lobpa Npon3BOACTBEHA NPaKTUKa.

(2) VBNbAHWUTENHMAT AMPEKTOp Ha U3MbaHUTEeNHaTa areHums No fekapcTBaTta OCbLUECTBSIBa HEMOCPEACTBEHUS
KOHTPO/ Ype3 OnpeaeneHn OT Hero [UTbXXHOCTHY Nnua.

Yn. 39. (1) (U3m. - OB, 6p. 65 oT 2006 r., B cuna ot 11.08.2006 r.) B n3nbaHeHWE Ha CBOUTE KOHTPOJHM
NpaBOMOLLWS U3MbIHUTENHUAT AUPEKTOP Ha M3nbiHMTENHaTa areHums No fiekapcTeaTa OpraHuavpa U3BbpLUBAHETO Ha
VHCMEeKUMM B neyebHuTe 3aBeseHus.



(2) (U3m. - OB, 6p. 65 o1 2006 r., B cnna ot 11.08.2006 r.) MHCcnekummTe ce NpoBeXaaT NoHe BeAHBX roAULLHO.
MHcneKkuunTe ce NpoBeXAaT U BbB BCEKM ClyYail Ha CEPUO3EH MHUMAEHT UK CEPUO3HA HEXEeNnaHa peakumsl, UM Ha CbMHEHWe
3@ CEPUO3HUN MHLMAEHTMN UM CEPUO3HM HEXENAHW peaKLm.

(3) (U3m. - B, 6p. 65 o1 2006 r., B cuna ot 11.08.2006 r.) Jinuata no yn. 38, an. 2 umaT NpaBo Ha cBoboaeH
[OCTbIN B MHCMEKTVPaHUTE nevebHn 3aBeAeHus), NpaBo Ha AOCTbM A0 AOKYMEHTauusTa, CBbp3aHa C npeaMeTa Ha MHCMeKumsTa,
KaKTo 1 MpaBo Aa B3eMaT npobu.

(4) (Hoea - B, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) U3nbnHUTENHaTa areHumMs No fiekapcreaTta
npeaoctass B MMHUCTEPCTBOTO Ha 34paBeona3BaHeTo MHMOPMaLMS 3a U3BbPLUEHWUTE UHCMEKLMN U 33 pe3ynTaTute OT TSX Ha
BCEKM 6 MeceLa.

(5) (Hoea - B, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) [IMpeKTopuTe Ha permoHasHuTe LEHTPOBE MO
3ApaBeona3BaHe Ha BCeKW TpW Mecela NpefocTaBsaT Ha M3nbnHuTenHaTta areHums No nekapcreata MHdopmaums 3a
n3aafeHunTe oT TAX HaKa3aTenHW NOCTaHOBMEHNS 3a HapyweHus no yn. 50, 51 n 53.

(6) (MpepwnwHa an. 4, n3Mm. - 1B, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) Ycnosusita u peabT 3a
NPOBEXAAHETO Ha MHCMEKLIMWUTE Ce onpeaensT C Hapeaba Ha MUHWUCTbPa Ha 34paBeona3BaHeTo.

Yn. 40. (1) (U3m. - OB, 6p. 65 o1 2006 r., B cuna ot 11.08.2006 r.) KbM MUHUCTEPCTBOTO Ha 34paBeona3BaHETo
Ce Cb3AaBa PerncTbp Ha neyebHuTe 3aBefeHus], KOUTO U3BBLPLLBAT AEMHOCTY MO B3eMaHe, AMarHoCTu1Ka, npepaboTka,
CbXpaHsiBaHe W pasnpeaeneHre Ha KpbB U KPbBHU CbCTaBKy.

(2) (U3m. - OB, 6p. 65 0T 2006 r., B cvna ot 11.08.2006 r.) B peructbpa no an. 1 ce BnnceaT AaHHK 3a:
1. neyebHOTO 3aBeAeHME W YNPaBUTENHUTE My OpraHu;
2. VHCNeKuumTe No Y. 39, M3BbpLUEHM MO OTHOLLEHME Ha Nle4ebHOTO 3aBeaeHume.

(3) (Hosa - B, 6p. 65 o1 2006 r., B cna ot 11.08.2006 r.) M3nbnHWTeNHaTa areHUMs No fiekapcTBaTa Cb3AaBa U
BOAM PErUCTbP Ha CEPUO3HUTE MHLMAEHTU U CEPUO3HUTE HEXENTaHW peakuum, CBbp3aHu C B3EMaAHETO M ynoTpebaTta Ha KpbB 1
KPbBHU CbCTaBKW.

(4) (NpeaunwHa an. 3 - AB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) YcnoBusiTa 1 peabT 3a Cb3haBaHe U
BOAEHE Ha perucTpuTe ce onpeaensT ¢ Hapeaba Ha MMHUCTBbPa Ha 34paBeoMNa3BaHETo.

(5) (MpeanwHa an. 4, gon. - B, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) UHdopmaumsTanoan. 1 m 3 e
cny>xebHa TaiiHa 1 ce CbxpaHsiBa 3a cpok 30 roavHu.

UYn. 41. (1) B neyebHuTte 3aBegeHns 3a 601HNYHA NMOMOLL U B AMUCMAHCEPUTE C flerna ce Cb3aaBaT KOMUCKK 3a
KOHTPON BbPXy KayecTBOTO, 6e30MmacHOCTTa 1 pauymoHanHata ynotpeba Ha KpbBTa U KPbBHUTE CbCTaBKU.

(2) KomMucusita e KOHCYNTaTMBEH OpraH KbM PbKOBOAMTENS Ha NeuebHOTO 3aBefeHne, KOUTo:

1. KOHTPONMPA NPEANUCBAHETO, CbXPaHSBAHETO M paLMOHaHaTa yrnoTpeba Ha KPbBTa M KPbBHUTE CbCTaBKU 1
CnasBaHeTo Ha CTaHaapTa no un. 1, an. 4;

2. aHanu3vpa CEpPUO3HUTE HEXEeNaHW peakumu, UHUMAEHTU W FPeLLKM;
3. paBa npeanoxeHus 3a nogobpsisaHe Ha paboTaTa C KPbB U KPbBHW CbCTaBKM.

(3) CbcTaBbT Ha kOMUCKSATa Ce onpeaens CbC 3anoBea Ha PbKOBOANUTENS Ha NevebHOTO 3aBeaeHue.

Yn. 42. (1) (U3m. n gon. - 1B, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) /iua, KOUTO M3BLPLLBAT B3EMaHe,
AnarHocTuumMpaHe, npepaboTka, NpenMBaHe 1 CbXpaHsiBaHe Ha KPbB MM KPbBHU CbCTaBKW, Ca ANTbXHW Aa cboblyaBaT
He3abaBHO B M3nbaHUTENHATa areHumMs No SIekapcTBaTa 3a Bb3HUKHAMN CEPUO3HM MHUMAEHTU UM HEXENaHW peakumu, Uim 3a
CbMHEHWS 32 CEPVO3HM MHLIMAEHTU N CEPUO3HUN HEXENaHU peakuum.



(2) (U3m. - OB, 6p. 65 o1 2006 r., B cnna ot 11.08.2006 r.) U3NbAHUTENHUAT AMPEKTOP Ha M3nbnHuTeNnHaTa
areHumMs o nekapcreaTta aHanmsupa v 0606LaBa MHhOpMaUMSTa 3a CEPUO3HUTE MHLMAEHTU U CEPUO3HUTE HEXENaHW peakunm
1 NpeanpueMa MepKy 3a NpeaoTBpaTsBaHETO WM.

Yn. 43. (1) KpbB 1 KpbBHU CbCTaBKM, KOUTO HE OTrOBapsiT Ha CTaHAapTa no 4. 1, an. 4, ce usTernar ot
ynoTtpeba, yHULLOXaBaT UK NPeaoCTaBAT 3a y4eOHU UK HayYHO-MEANLIMHCKM HYXXAN C pa3peLLleHne Ha MUHUCTbpa Ha
3ApaBeona3BaHeTo, Npy YCNOBMS, OnNpeaeneHn ¢ Hapeaba.

(2) NeuebHuTe 3aBeaeHNs NpegocTaBaT MHGOPMaLUMs Ha MUHMCTEPCTBOTO Ha 34paBeona3BaHeTo 3a BCska
eAVHULA YHULLOXKEHA KPbB MM KPbBHU CbCTaBKW, KaTo CbobLLaBaT MAEHTU(MOUKALMOHHUTE UM A@HHU U NPUYMHUTE 33
YHULLOXaBaHETO.

(3) MHdopMaums 3a BCsika eAyHULA YHULLOXEHA KPbB UM KPbBHM CbCTaBKU Ce MPeAoCTaBs U Ha AMpeKTopa Ha
HauvoHanH1s LeHTbp Mo XeMaTonorust U TpaHcdysnonorus 3a BNMcBaHe B perucTbpa.

Yn. 43a. (Hos - [1B, 6p. 65 o1 2006 r., B cuna OT AeHsl Ha BAM3aHETO B cuia Ha [loroBopa 3a npucbeanHsiBaHe
Ha Peny6nuka Bbnrapust kbM EBponelickus cbto3) (1) MUHUCTBLPBLT Ha 3apaBeona3BaHETO Bb3 OCHOBA Ha eXEroAHV Aokiaam Ha
AMpeKkTopa Ha HaumoHanHus LeHTbP No XemMaTonorns u TpaHcdy3nonorns U3roTest AOKNaA 3a NnpeanpuveTuTe Mepku 3a
HacbpyaBaHe Ha A06POBONHOTO M 6€3BB3ME3AHOTO KpbBOAAPSIBaHE.

(2) VB3NbAHWUTENHMAT AMPEKTOp Ha U3mbaHUTeNHaTa areHumMs Nno nekapcTeaTta M3roTBs AoKIaj 3a AeMHOCTTa Ha
areHuMsTa KaTo KOMMETEHTEH OpraH Mo TO3W 3aKOH, BKIIIOUMTE/THO OTYET 3a NpearnpueTuTe MepKU, CBbP3aHu C MHCMEKUUSTa 1
KOHTpona.

(3) Konue ot goknapa no an. 1 ce usnpaila Ha EBponeiickata KOMUCUS BEAHBXK Ha TPW rOfAMHM, @ OT AOKaaa no
an. 2 - BeAHbX Ha [Be FoAWHU.

MaBa wecra.
NMPUHYAUTENHN AOMUHUCTPATUBHU MEPKM.
AAMNHUCTPATUBHOHAKA3ATEJIHU PA3NOPEABMN

Yn. 44. (1) (Jon. - 4B, 6p. 65 o1 2006 ., B cvna ot 11.08.2006 r.) MUHUCTBPBT Ha 34paBeona3BaHETo Mo
npeanoXeHne Ha U3NbIHUTENHNS ANPEKTOP Ha M3nbiHWTeNnHaTa areHumMs no fekapcTeata Moxe Aa 3abpaHu ocbluecTBsiBaHe
Ha AEMHOCTM MO B3eMaHe W CbXpaHsiBaHe Ha KPbB U KPbBHM CbCTaBKM U TpaHCY3MOHEH HaA30p Npu HapyliaBaHe Ha
CTaHAapTa no TpaHCdy3VoHHa XeMaTosnorus.

(2) (U3m. - OB, 6p. 65 o1 2006 r., B cnna ot 11.08.2006 r.) MMHMCTBLPBT Ha 34paBeona3BaHETO 3abpaHsBa
feHocTuTe Mo an. 1 ¢ nMcMeHa MOTMBMPaHa 3anoBes, B KOSTO Ce NocoYBa AataTa, OT KOSITO ce 3anMyaBaT AelHoCcTUTe B
paspeLleHneTo no Yn. 48 oT 3akoHa 3a nevebHUTEe 3aBeaeHus.

(3) (U3m. - OB, 6p. 30 o1 2006 r., B cnna ot 12.07.2006 r.) 3anoBeaTa no an. 2 Noanexu Ha obxansaHe no peaa
Ha AAMWMHUCTPaTMBHOMPOLIECYanHUS KOAEKC.

(4) O6>xanBaHETO Ha 3aMOBEATa HE CMUPa U3MbHEHMETO 1.

Un. 45. KoiiTo B HapyLUeHWe Ha rnaBa BTOpa WK YeTBbpTa M3BbPLUM B3EMaHE UM NpenvBaHe Ha KPbB Uiu
KPBBHW CbCTaBKW, ako He MOASIEXMN Ha MO-TEXKO HakasaHue, ce Haka3ga ¢ roba 2000 f1B., a Npy NOBTOPHO HapyLUeHWe - C
rnoba 5000 ns.

Yn. 46. KolTo B HapyLLeHWE Ha pa3nopeabuTe Ha TO3M 3aKOH U3BBLPLUM CAESKA, BKIOUMTENHO 3@ BHOC Unn
M3HOC Ha KPbB MM KPbBHU CbCTaBKW, ako HE NOAJIEXM Ha MO-TEXKO HaKa3aHue, ce Hakasga ¢ rnoba 1000 n.., a npy NOBTOPHO
HapyleHue - ¢ rnoba 10 000 nB.



Un. 47. (1) KolTo peknamMmpa KpbB UM KpbBHU CbCTaBKW B HapyLLEHWE Ha TO3M 3aKOH, Ce HakasBa ¢ rnoba ot
1000 po 10 000 niB.

(2) HakazaHusita no an. 1 ce HanaraT v Ha fMuaTa, AoMyCcHanM U3NbYBAHETO UK NyBIMKYBaHETO Ha peknaMaTta B
CpefcTBO 3a MacoBO OCBEAOMSsIBAHE.

Yn. 48. JleyebHo 3aBeeHME, KOETO HapyLUM U3NCKBaHMUATa Ha Y. 19, ce Haka3Ba C UMyLLECTBEHA CaHKLUS B
pa3mep 1000 nB., @ Npy NOBTOPHO HapYLUEHWE - C UMYLLECTBEHa caHKums B pa3mep 5000 nis.

UYn. 49. (1) 3a Hem3nbnHEHWE Ha 3aab/keHne no yn. 14, an. 2 unu un. 36, an. 3 CbOTBETHOTO NMLE Ce Haka3Ba C
rnoba 300 nB., @ Np1 NOBTOPHO HapyLueHue - ¢ rnoba 700 n..

(2) 3a Hem3NbHEHWE Ha 3a4b/MKEHNETO MO Y. 36, an. 3 Ha neyebHWTe 3aBeAeHWs Ce Hanara UMyLLecTBeHa
caHkuusa B pasmep 1000 fB., @ Npy NOBTOPHO HapyLueHue - B pa3mep 5000 n..

Yn. 50. KoitTo He npeaocTaBu MHbopMauusTa no Y. 14, an. 4, ce Hakasga c rnoba 50 nB., @ Npy NOBTOPHO
HapyleHue - ¢ rnoba 100 nB.

Yn. 51. PrkoBogutenute Ha nevyebHUTE 3aBefeHMs, KOMTO HE U3Mb/HAT pasnopeabata Ha yn. 17, ce Hakasgat C
rno6a 500 nB., @ Npy NOBTOPHO HapyLeHue - ¢ rnoba 2000 n..

Yn. 52. KoiTo Hapywm pa3nopeabute Ha un. 23 uim 35, ce Hakasga ¢ rnoba 1000 nB. 3a BCsKO
naeHTUdULMpaHo nuue.

Yn. 53. (1) AupeKTop Ha LeHTBLP 3a CrelHa MeauLMHCKa NoMoLL, KOWTO Hapylum pasnopeabata Ha un. 28, an. 3,
ce Haka3ga ¢ rnoba 300 ..

(2) PokoBoauTeNnUTE Ha NeyYebHUTe 3aBeAeHNs, KOMTO HapyLaT pasnopeabata Ha un. 28, an. 4, ce HakasBsaT C
rnoba 500 n..

Yn. 54. (U3m. - 1B, 6p. 65 o1 2006 r., B cuna ot 11.08.2006 r.) (1) JInue, ynpaxHsiBallo MeamumMHCKa npodecus,
KOETO A0MyCHe HapyllaBaHe Ha CTaHAapTa no yn. 1, an. 4, ce HakasBa ¢ rnoba 1500 nB.

(2) Mpu NOBTOPHO HapyLUEHWE MUHWUCTBPBT Ha 3APaBE0ONA3BaHETO MOXE Aa OTHEME MO NpeanoXeHne Ha
M3MbIHUTENHMS AMpPeKTop Ha U3mbaHWTENHaTa areHums no fekapcreata M no peaa Ha yn. 193, an. 1, T. 1 oT 3akoHa 3a
3ApaBeTo NPaBOTO Ha NMULETO Aa YNpaXkHsiBa MeAMUMHCKa npodecus.

Yn. 55. (1) (U3m. - OB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) Korato HapyweHusTa no un. 45 - 47 ca
M3BbPLUEHN OT IOPUANYECKM NIL WY €4HONMYHW ThProBLM, Ce HanaraT UMYLLEeCTBEHWU CaHKLMW. Pa3MepbT Ha UMyLLecTBeHaTa
CaHKLUWSI € TPOMHUST pa3Mep Ha NpeaBuaeHUTe CbOTBETHU rnobu.

(2) HanaraHeTo Ha MMyLLECTBEHa CaHKLMS HE M3KITH0UBA HanaraHeTo Ha rnoba Ha BUHOBHWUTE AMbXHOCTHY Nvua.

Yn. 56. (1) (U3m. - B, 6p. 65 o1 2006 r., B cuna ot 11.08.2006 r.) HapylueHusiTa No TO3M 3aKOH Ce yCTaHOBABaT
C aKTOBE, CbCTaBEHWN OT ANTLXXHOCTHM NMua B M3MbAHMTENHATa areHums No fekapcTeaTa, onpeaeneHn oT AMpeKTopa Ha
areHumsTa.



(2) (U3m. - B, 6p. 65 o1 2006 r., B cnna ot 11.08.2006 r.) HakasaTenHWTe NOCTaHOB/IEHMS Ce U3aaBaT OT
W3MbIHUTENHWUS AMPEKTOP Ha M3mbiHMTENHaTa areHumMs no fekapcraeara.

Yn. 57. (1) HapyweHusTa no yun. 50, 51 n 53 ce ycTaHOBSIBAT C akTOBE, CbCTABEHWN OT AJTBXXHOCTHU iMLa OT
PaioHHMSI LIEHTHP MO 3paBeoNasBaHe, ONpeaesieHn oT AUpeKTopa.

(2) HakasaTesnHuTe NMocTaHOB/EHMUS CE U3AABaT OT AMPEKTOPA HA PaOHHMS LEHTLP MO 3ApaBeomnasBaHe.

Yn. 58. (1) (U3m. - OB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) HapyweHneTo no un. 46 ce ycTaHOBsBa C
aKT, CbCTaBEH OT A/TbXXHOCTHW NMLA, OnpeaeneHn OT U3Mb/HUTENHMS AMPEKTOP Ha M3nbaHUTeNnHaTa areHuums no fekapcreara.

(2) (U3m. - OB, 6p. 65 0T 2006 r., B cvna ot 11.08.2006 r.) HakaszaTenHOTO NOCTaHOBJIEHWE Ce M3AaBa OT
W3MbAHUTENHUS AMPEKTOP Ha M3nbinHMTENHaTa areHums no nekapcrsara.

(3) HapylueHusita no us. 46 3a BHOC U/ M3HOC Ha KPbB WM KPbBHM CbCTABKM CE YCTAHOBSABAT C aKT, CbCTaBEeH
OT MUTHWUYECKMTE OpraHu, a HaKa3aTe/IHOTO NOCTAaHOB/EHWE Ce U3AaBa OT AMPEKTOPA Ha AreHumus "MuUTHULM" Uan oT
ornpeaeneHn OT HEro JTLKHOCTHU L.

Yn. 59. (1) (U3m. n pgon. - AB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) HapyweHnwueTo no yn. 54, an. 1 ce
YCTaHOBSIBA C aKT, CbCTaBeH OT [Tb)XHOCTHU NULA, ONPeAEeneHn OT U3MbHUTENHUS AMPEKTOP Ha M3nbnHuTenHaTa areHums no
nekapcrsara.

(2) (U3m. - B, 6p. 65 o1 2006 r., B cnna ot 11.08.2006 r.) HakaszaTenHOTO NOCTaHOB/EHWE Ce M3haBa OT
M3MbAHUTENHWUS AMPEKTOP Ha M3MbHMTENHaTa areHumMs no fekapcraeara.

Yn. 60. YCTaHOBSIBAHETO Ha aAMUHUCTPATMBHY HapyLLUEHWUs, U3AaBaHETO, 06XKanBaHETO U U3MbIIHEHWETO Ha
HakKasaTe/HWTe NOCTaHOBMIEHMS Ce U3BBLPLLBAT MO pefa Ha 3akoHa 3a aAMUHUCTPATUBHUTE HAPYLUEHUS U HaKa3aHusl.

Yn. 61. CpeacrsaTa OT 106U M UMYLLECTBEHU CaHKLMK 3@ YCTAHOBEHW HapyLUEHUS MO TO3M 3aKOH MOCTbNBaT B
npuxoa no 6roaxeta Ha MUHUCTEPCTBOTO Ha 3A4paBeona3BaHeTo.

AonbnHuTenHu pasnopeabmu

§ 1. Mo cMUCBbMa Ha TO3M 3aKOH:
1. "[loHop" e n1ue, OT KOETO Ca B3ETU KPbB M KPbBHU CbCTABKW 3a NpesivMBaHe Ha Apyro fmue c feyebHa uen.

2. "MucMeHo nHdOopMUMpaHo cbriacue” e cbriacue, NpeaocTaBeHo A406pOBOMHO Cries 3ano3HaBaHe C onpeaeneHa
nHdbopMauus.

3. "Cepro3eH MHUMAEHT" € BCAKO HeXenlaHo CbbUTMe, CBbP3aHO C B3EMAHETO, AMarHoCT1KaTa, npepabortkara,
CbXPaHSIBAHETO W Pa3npeaeneHneTo Ha KpbB 1 KPbBHM CbCTaBKM, KOETO MOXE Aa A0BEAE A0 CMbPT, 3aCTpallaBaLlo XMBOTa
CbCTOSIHUE, MHBaNMAM3aLMs UK 3a60N19BaHE, BOAELLO [0 YAb/DKAaBaHE Ha 6OMHUUYHMS MPECTON NpU PELMMUEHT.

4. "KpbB" e YoBellKa TbKaH, CbAbpXKalla BCUYKN KPbBHU CbCTaBKU.

5. "KpbBHM CbCTaBKK" ca KNETbYHUTE €NleMEHTH (IEBKOLMTU, EPUTPOLIMTM M TPOMOBOLUMTI) M Nna3maTa, KOMTO ce
M3BMYAT Ype3 U3MOoM3BaHe Ha CTaHAapTHU METOAM 3a NpepaboTBaHe Ha KPbB, C U3K/TIOYEHWUE Ha CTBONOBUTE KNETKMU.

6. "CepunosHa HexxenaHa peakums" e HenpeaBuaeHa peakums Npy AOHOP MM PELIMMNEHT, CBbp3aHa C B3EMaHETO
WK NPeNVBAHETO Ha KPbB MM KPbBHU CbCTaBKW, KOSITO € AoBena A0 CMbPT, 3acTpallaBallo XWBOTA CbCTOSHUE,
VHBanuau3auums unm 3abonsBaHe, BOAELLO A0 YAb/MKaBaHe Ha 60HUYHMS NpecTou.



7. "PeumnueHT" e nunue, Ha KOETO Ca MpeneTy KpbB UM KPbBHU CbCTaBKKM C nevebHa uen.

8. "CaTtenuTHa KpbBHa npoba" e konuuyectso ot 0,002 go 0,007 nuTpa KpbB, B3eTa OT JIMLETO, OT KOETO €
HanpaBeHO CTaHAAPTHO B3eMaHe Ha KpbB.

9. "CraHaapTHO B3eMaHe Ha KpbB" e B3eMaHe ot 0,400 go 0,500 nuTpa KpbB.

10. "TpaHcdy3noHHa xemaTonorms” e AeMHOCT Mo 34paBeornasBaHe, OCHOBaHA Ha eAHOMMEHHaTa MeanUMHCKa
HayKa 3a B3eMaHe, AMarHoCTuKa, NpepaboTeaHe 1 ynoTpeba Ha KPbB U KPbBHM CbCTaBKM.

11. "XeMOnoeTNyYHM CTBONOBM KIETKN" Ca KIETKUTE, OT KOUTO MPOM3NM3aT BCUYKM KIETKU Ha KpbBTa.
12. "KpbBoaaputen" e AOHOP, OT KOroTo 6e3Bb3Me3HO Ca B3eTU KPbB WU KPbBHU CbCTaBKMU.

13. (HoBa - B, 6p. 70 ot 2004 r., B cvna ot 01.01.2005 r.) "ABTOXEMOTpPaHChy3us" e MeToa, Npy KOMTO Ha
MauueHT ce NpenvBa KpbB, B3€Ta NPeaBapuTENIHO OT Hero.

14. (HoBa - B, 6p. 65 oT 2006 r., B cvna o1 11.08.2006 r.) "CbMHEHWE 33 CEPUO3EH UHLIMAEHT WM CEPUO3HA
HexxenaHa peakuus" e Hanmune Ha NoAO3PEHNE 3a NPUYMHHO-CIEACTBEHA BPb3Ka MeXAY MHUMAEHTa UK peakumsiTa u
B3eMaHeTo u/unu ynotpebaTa Ha KPbB U KPbBHU CbCTaBKMU.

15. (HoBa - [B, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) "UHcnekums" e AeHOCT NO OCbLIECTBSIBAHE Ha
06eKTUBEH KOHTPON Cropes NpUeTUTe CTaHAapTy C LUen fa ce NpeleHn Aanu ca CnaseHn U3UCKBaHWUSTa Ha TO3M 3aKOH U
HOpMaTVBHUTE aKTOBe MO0 NpuiaraHeTo My W 3a yCTaHOBsIBaHE Ha eBEHTYaslHu npobnemu.

16. (HoBa - 4B, 6p. 65 oT 2006 r., B cvna ot 11.08.2006 r.) "MOBTOPHO HapyLUeHWe" e HapYLLEHUETO, U3BbPLLEHO
B €4HOrOAMLLEH CPOK OT B/I3aHe B CUJ1a Ha HaKa3aTeNHOTO MOCTaHOBNEHME, C KOETO Ha HapyLUMTENS € HaNIOXXEHO HakasaHue
3a CbLUMS BUA HapyLUeHKe.

MpexoaHu n 3akNouUTENHN pa3nopeabm

§ 2. B geBeTMeceyeH CpOK OT BMM3AHETO B CUMa Ha TO3M 3aKOH CbLUeCTByBaLLMTe MHOronpodunHu 6onH1umM 3a
AKTUBHO NleYeHune C OTAeNeHne Nno TpaHCPy3nMOHHa XeMaToNorus, LLEeHTpoBETe 3a TpaHChY3MOHHA XeMaTonorms u
BoeHHOMeauUMHCKaTa akagemMmsa npueexaat [EHOCTTa CM B CbOTBETCTBME C NOA3AKOHOBUTE aKTOBE MO npunaraHeTo My.

§ 3. Cnen npuBexaaHe Ha AEMHOCTTA CM C U3UCKBAHMATA HA TO3M 3aKOH M Ha NOA3aKOHOBUTE aKToBE Mo
HEroBOTO NpusiaraHe, B CPoKa Mo § 2, MHOronpoduIHMUTE 6OHMLM 33 aKTUBHO JIEYEHWE C OTAENEHME MO TPAHCPY3MOHHA
XEMaTosIor1s NoAaBaT 3asiBieHne 3a NPOMsiHA B pa3peLLEeHMETO 3a fievebHa AeMHOCT Mo Y. 48 oT 3akoHa 3a neyebHuTe
3aBeieHus.

§ 4. B 3akoHa 3a ne4yebHuTe 3aBeaeHus (06H., B, 6p. 62 ot 1999 r.; n3m., 6p. 88 1 113 ot 1999 r.; nonp., 6p.
114 ot 1999 r.; u3mM., 6p. 36, 65 1 108 oT 2000 r., 6p. 51 o1 2001 r. - PeweHune N2 11 Ha KOHCTUTYLMOHHMS cba oT 2001 r.;
n3M., 6p. 28 1 62 ot 2002 r., 6p. 83 o1 2003 r.) ce NpaBsT CNEAHNUTE U3MEHEHUS U AOMbJIHEHNS:

1. B un. 19 ce cv3paBa T. 46:
"46. B3eMaHe, CbXpaHsiBaHe, cCHabasiBaHe C KPbB U KPbBHWU CbCTaBKW, TPAHCPY3UOHeH Haa3sop;".
2. YneH 25 ce n3MeHs Taka:

"Yn, 25. (1) LeHTbp 3a TpaHCcdy3MoHHa XeMaTonorus e ne4ebHo 3aBeaeHune, B KOETO iekapy C NoMoLUTa Ha Apyr
nepcoHan:

1. B3eMaT KpbB U KPbBHU CbCTaBKK;

2. AMarHoCTUUMpaT, NpepaboTBaT, CbXpaHsABaT, OCUIypsABaT KPbB M KPbBHM CbCTaBKU;



3. NPOM3BEXAAT, CbXPaHABAT U OCUIypsIBaT KPbBHW 6Uonpenapaty;
4. OCbLLECTBSABAT AEWHOCTM MO TPaHCHY3NOHEH HAA30P.

(2) UeHTpoBeTe no an. 1 ocbliecTBsBaT [eHOCTTa CY CbIIacHO M3MCKBaHMSITA Ha TO3M 3aKOH M 3aKkoHa 3a
KPbBTa, KPpbBOAAPABAHETO N KPbBONPENUBAHETO.

(3) MUHUCTBLPLT Ha 34PaBEONA3BaAHETO MOXE @ HaNpaBu NPEAOXKEHVE 3a 3aKpUBAHE HA LIEHTLP 3a
TpaHCdhy3MoHHa XEMATONOrMs, KOMTO OCBLUECTBABA AEHHOCT B HapylleHue Ha an. 2."

3. B un. 86, an. 1 cnea aymute "ananusHuTe LeHTpoBe" ce Aob6aBs "UeHTpoBeTe 3a TpaHChy3noHHa
xemaTonorus".

§ 5. B 3akoHa 3a HapogHoTo 3apase (06H., 1B, 6p. 88 ot 1973 r.; nonp., 6p. 92 ot 1973 r.; u3m. u gon., 6p. 63
ot 1976 1., 6p. 28 0T 1983 ., 6p. 66 OT 1985 ., 6p. 27 OT 1986 1., 6p. 89 OT 1988 1., 6p. 87 1 99 0T 1989 r., 6p. 15 0T 1991
r.; nonp., 6p. 24 ot 1991 r.; u3m., 6p. 64 ot 1993 r., 6p. 31 0T 1994 r., 6p. 36 OT 1995 1., 6p. 12, 87 1 124 0T 1997 1., 6p. 21,
70,71 193 or 1998 r., 6p. 30, 62, 67,90 1 113 0T 1999 1., 6p. 10 1 36 OT 2000 r., 6p. 63 OT 2002 1., 6p. 83 0T 2003 TI.) Ce
NpaBsT CNEAHNUTE AOMbHEHNS:

1. Cb3paBa ce un. 32a:

"Yn. 32a. (1) Bcuukn nevebHun 3aBeaeHns 3a 601HUMYHA NOMOLL M AMCMAHCEPM C Jier/ia MoraT Aa B3eMaT KpbB 3a
ABTOXEMOTpaHCdY3ua Npu cnas3BaHe M3MCKBaHUATA Ha Y. 12, an. 2 oT 3akoHa 3a KpbBTa, KpbBOAApsIBAHETO U
KPbBOMNPENMBAHETO, KOraTo HsIMa MeAMUMHCKM NPOTUBOMOKa3aHus 3a ToBa U ced nosyyaBaHe Ha NMCMEHO MHOPMUMPAHO
cbrnacue.

(2) KoraTo nMueTo e HeMbJIHOMETHO, MUCMEHO MHAOPMMPAHO Cbracue ce B3eMa OT 3aKOHHWUS NPeaACTaBUTEN Un
noneynTen Ha HeMbAHONETHUS."

2. B ponbnHuTenHuTE pasnopeabu ce cb3gasa § 8a:

"§ 8a. "ABTOXEMOTpaHcdy3us" e MeToa, Npu KOMTO Ha NaLMEHT Ce NpesvBa KpbB, B3€Ta NpeaBapuUTeNHO OT
Hero."

§ 6. B eaHOMeceyeH CpoK OT B/IM3AHETO B CUNA Ha 3aKOHa MUHUCTEPCKUAT CbBET U3MEHS U [OMb/iBa
yCTpOVICTBEHMﬂ NPaBUNHWK Ha M3MbaHUTENHATa areHums no fiekapcreaTa B CbOTBETCTBME C TO3M 3aKOH.

§ 7. B TpUMeCEYEH CPOK OT BNM3aHETO B CWNa Ha 3aKoHa MUHUCTEPCKUST CbBET U MUHWUCTBLPBT Ha
3/ipaBeona3BaHeTo M3AaBaT NoA3aKOHOBUTE HOPMATVBHU aKTOBE MO MpUIaraHeTo My.

§ 8. To3u 3akoH 0TMeHs 3akoHa 3a KpbBogapsiBaHe v kpbeonpenusaHe (4B, 6p. 31 ot 1994 r.).

§ 9. M3nbIHEHMETO Ha 3aKOHA Ce Bb3/lara Ha MUHUCTbPa Ha 34PaBeona3BaHeTo.

3akoHbT e npueT oT XXXIX HapoaHo cbbpaHue Ha 6 HoemBpym 2003 r. 1 e noaneyaTaH ¢ ouumanHna neyaT Ha
HapogHoTto cbbpaHue.

MpexoaHu n 3aKkNoUuUTENHN pa3nopeabm
KbM AAMUHUCTPATUBHONPOLECYAJTHUA KOAQEKC



(OBH. - AB, BP. 30 OT 2006 I'., B CUNA OT 12.07.2006 I".)
§ 142. KogekcbT BnM3a B cunia Tpy Meceua cneg obHapoaBaHeTo My B "[bpxaBeH BECTHMK", C U3K/IOYEHME Ha:

1. psn Tpetn, § 2, T. 1 1 § 2, T. 2 - OTHOCHO OTMsIHaTa Ha rnaea TpeTa, pasgen II "O6xansaHe no cbaebeH pen”,
§9,1.1n2,811,7.1n2,815,844,7.1n2,851,7.1,853,7.1,861,1.1,866,1.3,8§76,T.1-3,878,8§79,8§83,T.
1,884,1.112,889,1.1-4,8§101,1.1,8§102,7.1,8§107,8§117,7.1n2,§125,§ 128, 7.1mn2,§132, .21 § 136, 1. 1,
kakton § 34,8 35,7.2,843,1.2,8§62,7.1,8§66, T.21 4,897, 7. 21 § 125, 1. 1 - OTHOCHO 3aMsHaTa Ha AymaTa
"OKpBXHUA" € "aaMUHUCTPaATMBHMS" U 3aMaHaTa Ha aymuTte "Coduickus rpaacku cba” ¢ "AAMUHUCTPATUBHUSA CbA - rpaj
Cochms", kouto Bnm3at B cuna ot 1 mapt 2007 r.;

2. naparpad 120, koiTo Bnu3a B cuna oT 1 saHyapu 2007 r.;

3. naparpacd 3, KOMTO BNM3a B CUMa OT [eHs Ha 06HApPOABAHETO Ha Koaekca B "[bpXaBeH BECTHUK".

3aKs1rouMTeNnHn pasnopenébm
KbM 3AKOHA 3A USMEHEHUE U AONBJIHEHUE HA 3AKOHA 3A
KPBBTA, KPbBOAAPABAHETO U KPbBOMNMPEJIMBAHETO

(OBH. - B, BP. 65 OT 2006 I'., B CWJTIA OT 11.08.2006 TI".)

§ 21. B eaHOMeCeYeH CPOK OT B/IM3AHETO B CMJ1A Ha 3aKOHa MUHUCTEPCKUAT CbBET MO NpeasioXeHne Ha
MWHMCTbPa Ha 34paBeona3BaHeTo M3BbpLLUBa HEO6XOAMMUTE NMPOMEHM B YCTPOMCTBEHWSI NPAaBUHMK Ha U3mbaHUTeNnHaTa
areHums Mo nexapcreata B CbOTBETCTBME C TO3W 3aKOH.

§ 22. B 6-MeceyeH CpoK OT B/IM3aHETO B CUJ1a Ha 3aKOHA MUHUCTEPCKUST CbBET U MUHUCTBPBLT Ha
3ApaBeona3BaHeTo M3BbPLIBAT HEOOXOANMUTE NPOMEHN B HOPMATVBHWUTE aKkTOBE NO NpuUiaraHeTo Ha 3akoHa.

§ 23. 3aKoHbT B/IM3a B CMna OT AeHs Ha 0bHapoaBaHETO My B "[IbpXXaBeH BECTHUK", C U3KTIOYeHNe Ha § 13,
KOWTO B/IM3a B Cna OT AEHS Ha BNIM3aHETO B cuna Ha [loroBopa 3a npucbeAnHsiBaHe Ha Penybnvka Bbarapus kbm
EBponeinckus cbios.

MpexoaHu n 3akNouUTENHU pa3nopeabm
KbM 3AKOHA 3A JIEKAPCTBEHUTE NPOAYKTU B XYMAHHATA
MEAVLINHA

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

§ 37. 3aKOHbT BNM3a B CWNa OT AeHst Ha 0bHapoABaHeTO My B "[IbpXxaBeH BECTHUK", C M3K/OYeHWe Ha § 22,
KOWMTO B/IM3a B CWJa €4Ha roanHa ciej BIM3aHETO B CMJIa HA TO3M 3aKOH.

PeneBaHTHM aKkTOBE OT EBPOHGFICKOTO 3aKOHOAATEeNICTBO

JVPEKTVBA 2002/98/ EO HA EBPOMEIMNCKMSI NMAPJTAMEHT W HA CbBETA ot 27 siyapy 2003 roanHa 0THOCHO
onpeaensiHe CTaHAapTMTE 3@ Ka4ecTBO M 6€30MacHOCT Npu B3EMaHeTO, AMarHoCTMKaTa, npepaboTkaTta U CbXpaHEHWETO Ha
YOBELLKA KPbB M KPbBHU CbCTaBKW M 3a M3MeHeHne Ha [Aupektnea 2001/83/EO

JVPEKTVBA 2001/83/EO HA EBPOMEMCKWS MAPJIAMEHT M HA CbBETA oT 6 HoemBpy 2001 roamHa 3a
YTBbpXAaBaHe Ha KoAekc Ha OBLIHOCTTa OTHOCHO JIEKAPCTBEHUN MPOAYKTM 3a XyMaHHa ynoTtpeba






