3AKOH 3A KPBBTA, KPbBOJAAPSABAHETO U
KPBBOIPEJIUBAHETO

Oo6n. /IB. 6p.102 om 21 Hoemepu 20032., usm. /IB. 6p.70 om 10
Aseycm 2004e., uzm. /{B. 6p.30 om 11 Anpun 2006¢e., usm. /[B. 6p.65 om 11
Aeseycm 2006e., usm. J{B. 6p.31 om 13 Anpun 20072.

I'maBa nppBa.
OB TTOJIOKEHUA

Yn. 1. (1) C To3u 3aKkoH ce ypexaar OOIIECTBEHUTE OTHOILICHHS, CBBP3aHH C
JapsiBAaHETO, B3E€MAHETO, IMArHOCTHKAaTa, MpPepadOTBAaHETO, TPAHCIOPTA, CHXPAHIBAHETO,
ynotpebara Ha KPbB W KPBBHU CBCTAaBKM W OCUTYPSBAHETO HA TAXHOTO KayecTBO H
0€30MacHOCT.

(2) Ha muiaHupasne noanexar BUIBT M KOJMYECTBATAa KPbB M KPbBHU CHCTaBKU 3a
3aJJ0BOJISIBAHE HY)KJIUTE Ha JICUeOHUTE 3aBEJICHUS U 3 MPOU3BOJICTBO HA JIEKAPCTBA, OJTYUYECHU
OT IUIa3Ma.

(3) IIpocnensBaneTo Ha KPbBTa U KPBBHUTE CHCTABKU OT JIOHOpA /0 PELUIIHUEHTA U
o0paTHO ce rapaHTHpa 4pe3 OCHIIECTBSIBAaHE HAa TPaHC(HY3HMOHEH HAA30p KaTo CHUCTEMa 3a
perucTpupane M aHajau3 Ha MH(OpPMAaIUATa U 3a KOHTPOJ MO0 OCUTypsiBaHE HAa KayeCTBOTO W
0€301MacHOCTTa Ha KPhBTAa U KPbBHUTE ChCTABKH.

(4) Heitnocture mo an. 1 ce OcChIIECTBABAT CHIJIACHO MEAUIIMHCKUA CTaHAApPT IO
TpaHc(y3HMOHHA XeMaTOJIOTHs, YIBBPJIEH C Hapea0a Ha MUHUCTBPA Ha 3paBeoIa3BaHETo.

Un. 2. Pa3mopenbure Ha 3akoHAa HE ce€ NpujaraT 3a TPaHCIUIAHTAIMATa Ha
XEMOIIOETUYHU CTBOJIOBH KJIETKH.

Un. 3. (1) JeliHocTUTEe MO TO3M 3aKOH CE€ OCBIIECTBABAT MpH CIa3BaHE Ha
MPUHIIAITATE 32:

1. MoGPOBOTHOCT 1 0€3BB3ME3HOCT NPU JAPSBAHETO HA KPBB U KPBBHU CHCTABKU;

2. 3amuTa Ha MpaBaTa U 3[[paBeToO Ha JOHOPUTE U PELUNIUCHTHUTE;

3. paBHOIIOCTaBEHOCT Ha JIOHOPUTE U PELUITUEHTUTE;

4. parmoHaHa ynorpeda Ha KPbBTa U KPBBHUTE ChCTaBKH;

5. caM03aJI0BOJISIBAHE HA CTPaHATa C KPbB U KPHBHHU ChCTABKH.

(2) KppB 1 KpbBHHM CHCTABKU CE€ U3IMOJI3BAT 32 MEAUIIMHCKUA HYKJU MO MEIUIUHCKHU
MOKa3aHUsI UM KOTaTO APYTH METOJIH 3a JICYCHHE ca Hee(hEKTUBHU.

Un. 4. KppBTa U KpHbBHHUTE CHCTaBKM HE MOTAT Ja OBJAT MpeaMeT Ha BBh3ME3/IHA
CIEJIKAa OCBEH B CIIyYauTE 110 TO3U 3aKOH.

Un. 5. (U3wm. - 1B, 6p. 65 ot 2006 1., B cuna ot 11.08.2006 r.) (1) MHOTOMIpPOdMITHNATE
OOJHUIM 332 aKTUBHO JICUEHHE, B YHATO CTPYKTypa UMa OTACIEHUE MO TpaHCPy3HMOHHA



XEMaTOJIOT s, JOCTaBAT Ha IEHTPOBETE 3a TpaHC(y3MOHHA XEMATOJIOT U BCSAKA eIMHUIIA B3€Ta
OT TSAX KPBB CPEILly Bb3ME3/IIBaHE HAa PAa3X0IUTE 32 HEMHOTO B3EMAHE.

(2) Uentposere 3a TpaHChY3MOHHA XEMATOJIOTHUS IOCTABAT HA JICUEOHUTE 3aBEICHUS
3a OOJHMYHA MMOMOI U Ha JUCIAHCEPUTE C JieTJia TUarHOCTUIUPAaHH U NpepaboTeHu KPbB U
KPBBHH ChCTaBKH O€3BB3ME3IHO B pAMKHUTE Ha YTBBPAECHUTE KOJIMYecTBa 1o 4. 26, 1. 1.

(3) U3BBH ciydauTe 1O aj. 2 IEHTPOBETE 3a TpaHC(PY3MOHHA XEeMAaTOJIOTUSI MOTaT Ja
JOCTaBAT Ha JIe4ueOHNUTE 3aBeCHUS 3a OOJHMYHA MMOMOII U Ha AUCIAHCEPHUTE C Jieria KPbB U
KPBBHU CBCTaBKHM CpEILly BBb3ME3/AABAaHE HA pa3XOJUTE IO TIXHOTO IMArHOCTULUPAHE M
npepaloTka.

(4) YcnoBusTta v peIbT 3a Bb3ME3IIBAHETO MO all. 1 U 3, KaKTO U 32 OCTOMHOCTSIBaHE
Ha pa3xoJMTe, Ce ONpPeNeNAT ¢ Hape10a Ha MUHUCTEPCKUS ChBET.

(5) UentpoBere 3a TpaHCy3MOHHA XEMATOJOTHUA JOCTaBIAT IUla3Ma Ha
MIPOU3BOIUTEIINTE HA JICKApCTBa MO LIEHH, TIPU YCIOBUS U MO PE, ONpeesieH! ¢ Hapenda Ha
MuHucTEpCKHS CHBET.

(6) YcioBusAta U peanpT 3a CTUMYJIMPAHETO, OPraHU3UPAHETO M IPOBEXKJAHETO HaA
JIEWHOCTUTE, CBBP3aHU C KPhBOJAPSBAHETO, CE ONPENENIAT C Hapeadara 1o ai. 4.

(7) CpenctBara no an. 3 1 5 nocTbIBaT B MUHUCTEPCTBOTO Ha 3paBEONa3BAHETO,
BKJIIOYBAT c€ MO OOJDKETUTE Ha LIEHTPOBETE 3a TpaHC(Py3MOHHA XEMaToJIOTHUS U Ce
pas3IpenensT, KakTo Ce/iBa:

1. He mo-manko ot 60 Ha cTO - 3a (UHAHCHpaHEe HA MPOMOLUS HA JOOPOBOJHOTO U
0€3Bb3ME3THOTO KPBBOJAPSIBAHE M 3a MPUI0O0MBaAHE HA TBIATOTPAHU MaTepUaAIHU aKTHUBHU 32
CbOTBETHHUS LICHTHP 32 TPAHCPY3UOHHA XEMATOJIOTHUS;

2. 10 40 Ha cTO - 3a MaTEpUAIIHO CTUMYJIMPAHE HA PAOOTEIINTE B CHOTBETHUS LIEHTHP
3a TpaHC(hy3MOHHA XeMaTOJIOTHSL.

Un. S5a. (Ho - JIB, 6p. 65 or 2006 r., B cuma ot 11.08.2006 r.) (1)
BoenHomenuimHcKkaTta akajeMus JOCTaBsi Ha IIEHTPOBETE 3a TPAaHCPY3MOHHA XEMAaTOJIOTHUS
HE/IMarHOCTULIMPAHU KPBB M KPBBHM CBHCTaBKH, KOTraTo KOJHMYECTBaTa, HAOpaHW TIpu
KpbBOJapsiBaHEe, HAIXBBPIAT KOJIMYECTBATa, HEOOXOAMMH 3a 3aJI0BOJIIBAHE HYXKIUTE Ha
7e4yeOHOTO 3aBEJICHUE.

(2) B ciyuaute 1o an. 1 BoeHHOMenMIMHCKaTa akaJeMus 10CTaBsl Ha LIEHTPOBETE 3a
TpaHC(y3HOHHA XEMATOJIOTUsI KPbB U KPBBHU ChCTaBKH 0€3BB3ME3 THO.

(3) Han yrBbpaenute 3a BoeHHOMeuIMHCKaTa akaJeMusl KOJIMYeCcTBa 1o 4wi. 26, 1. 1
LIEHTPOBETE 32 TPAHC(PY3MOHHA XEMATOJIOTHMsI MOTaT Jla JIOCTAaBAT Ha JICYEOHOTO 3aBEJCHUE
KPBB Cpellly Bb3Me3/IIBaHe Ha Pa3X0UTe MO AMArHOCTHLIMPAHE U MpepaboTKa.

(4) YcnoBusiTa M peanT 3a Bb3ME3ABAHETO MO all. 3, KAKTO U 332 OCTOMHOCTSBAaHETO
Ha pa3xoJMTe, Ce ONpeNeNIAT ¢ Hapendara 1o ui. 5, ai. 4.

(5) BoenHomemuuuHCcKaTa akaJeMHs JOCTaBs IUIa3Ma Ha IPOU3BOJUTEIUTE Ha
JIeKapcTBa 110 IIeHH, TP YCIOBHS U TIO PeJl, OTPEIEICHU ¢ Hapeabara 1o ui. 5, ai. S.

Un. 6. (1) Homycka ce neueOHUTE 3aBeleHMsA MO Wi 15 1a B3eMaT KPbB CpELLy
3aIIalaHe B CICHUTE CIIydau:

l. mpu crmeurHM ciaydad W TMPH JIMIICA HA HAJMYHM KOJMYECTBAa OT HeoOXoaumaTa
KpbBHA I'pyIa B CbOTBETHUS LIEHTHP 3a TPaHC(Py3MOHHA XEMATOJIOTUs;

2. 3a MPOM3BOJCTBO Ha BAKCUHU, CEPYMU U UMYHOTJIOOYIHHH;

3. 32 HAYYHOM3CIICOBATEIICKM M TUArHOCTUYHU 1IeJH B MEAULIMHATA.



(2) JleueOHUTE 3aBeeHUs MO WI. 15 MoraT Ja OKpUBAT HETIOCPEICTBEHUTE Pa3X0 11
Ha KPbBOJAPUTEIUTE, KAKTO M J1a TM CTUMYJIUpPAT CbC CUMBOJIMYHU NOJAPBLUU U IO JIPYT,
CBbBMECTHUM C MIPUHIUIIA 32 JJOOPOBOIHOCT Ha KPBBOIAPSIBAHETO HAUMH.

(3) 3amamaneTo Ha KpbBTa M KPbBHUTE ChCTABKHU B CIy4auTe MO ajl. 1 ce u3BbpIlBa
0 peJl ¥ LIeHH, OTIPEe/IeIeHU B Hapeabara mo ui. 5, ai. 4.

Y. 7. (1) KpbB U KpBBHU CBHCTaBKU CE€ M3HACAT U3BBH TEPUTOpHATA HA CTpaHATa
camo I0 pelieHne Ha MUHHUCTEPCKUS ChBET, KOraTo ca MpeAHa3HAuEH! 3!

1. oxa3BaHe Ha XyMaHUTapHa IIOMOIII;

2. IPOU3BOJICTBO HA JIEKApCTBA 3a HYXKJUTE HA CTpaHaTa.

(2) MuHHCTBPBT Ha 3/paBEOINA3BAHETO OpPraHM3Mpa H3HOCA HAa KPbB U KPBHBHU
ChCTaBKH B CIIy4auTe 1o ai. 1, T. 2.

Ui. 8. (1) KppB 1 KpbBHM CBCTaBKM CE€ BHACST HA TEPUTOPUATA HA CTpaHaTa caMo C
paspelieHre Ha MUHHCTBpPa Ha 37]paBEOIa3BaHETO B CIy4yail Ha W3BBHPEIHH OOCTOSTENCTBA,
IIpM KOUTO KOJIMYECTBATa KPbB M KPBBHU CBCTaBKU, C KOMTO CTpaHaTa pasmnoJjiara, He ca
JOCTaThYHHU 32 3alllMTa Ha 3/IpaBETO Ha XOpara.

(2) BrocwT mo an. 1 ce pomycka, B ciiydyall ye KpbBTa U KPBBHHUTE CHCTAaBKHM Ca
JIMAarHOCTUIIMPAHH, NPEpadOTEeHH, ETHKETUPAHM M OCHUT'YPEHH OT HMHCTUTYIHS, 3aKOHHO
IIpU3HaTa OT CBOTBETHATa JbpXKaBa, W CE€ MPUAPYXKABaT OT JOKYMEHTalMs, [aBalia
BB3MOKHOCT 332 MJCHTU(UIMPAHETO Ha BCSKA €JUHULA KPbB HIM KPBbBHU CHCTABKH, U OT
uHboOpMaIKs 3a MPOBEICHU JTAOOPATOPHM M3CIEIBAHUSA M 32 METOAWTE Ha JMArHOCTUKA U
npepaloTKa.

(3) YcinoBusiTa, Ha KOUTO TpsAOBa Ja OTroBapsi KaueCTBOTO HA KPbBTAa U KPHBHUTE
CHhCTaBKH 1O al. 1, ce onpeaensT ¢ HapeabaTa mo wi. 20, am. 2.

(4) (M3m. - IB, 6p. 31 ot 2007 r., B cuna ot 13.04.2007 r.) JIlekapcTBa, mpou3BeIeHA
OT IUIa3Ma, C€ BHACAT MO pela Ha 3aKoHa 3a JIEKapCTBEHWTE IPOJIYKTH B XyMaHHATa
MEIUIIMHA.

Un. 9. 3a0pansiBa ce pekiaMaTa Ha KpbB WM KPbBHU ChCTaBKU.

I'maBa BTOpA.
JNAPABAHE, BSEMAHE, IUATHOCTHUKA, ITPEPABOTBAHE 1
CBbXPAHABAHE HA KPbBB 1 KPbBHU ChbCTABKHU

Un. 10. HdapsiBaneto € XymMaHeH M JOOpPOBOJICH aKT HAa MIJIOCHPAWE M YOBEIIKA
COJIMJIAPHOCT, TPU KOWTO OT JapUTeNs 0€3Bb3ME3THO Ce B3eMa KPbB UM KPHBHHU CHCTABKH.

Yn. 11. (1) MUHHCTBPBT Ha 3/paBeoNa3BaHETO, MUHUCTHPBT HA O0Pa30BAaHHETO U
HayKaTa, MUHUCTBPBT Ha oTOpaHara, bbarapckust UepBeH KpbCT, JeueOHUTE U 3ApaBHHUTE
3aBE/ICHUS] OpPraHM3MpaT M M3BBPIIBAT MPOMOLMS Ha JapsBaHETO HAa KPBbB WJIM KPHbBHU
CbCTaBKH.

(2) Ilpu opranusupaHe Ha MPOMOLMATA O aj. 1 MoraT Ja ydyacTBaT U CpeJCTBaTa 3a



MacoBO OCBEIOMSBAHE, HENPABUTEICTBEHUTE OPraHU3allMd M PEIUTMO3HUTE WHCTUTYLIHH,
pErUCTPUPAHU IO peia Ha 3aKOHA 32 BEPOU3IOBEJaHUATA.

(3) OpranuTe Ha LEHTpaJHaTa ¥ MECTHATa BJIACT, IOPUIUYECKUTE M (PU3HMUCCKUTE
JMIa ca 3a4bJDKEHH J1a ChJEHCTBAT 3@ OCBHUIECTBSIBAHE HA MPOMOLMATA U IIPU B3EMAHETO Ha
KPBB.

Un. 12. (1) JloHopu Ha KpbB MM KPBBHHM ChCTaBKM MOTAT Ja ObJAaT AEEeCHOCOOHU
JMIa Ha Bb3pacT OT 18 10 65 roiHHU, KOUTO HAMAT MEIUIIMHCKHU MPOTUBOIIOKA3aHUs 32 TOBA.

(2) NHTEepBanbT OT BpeMe MEXy JIBE CTaHJApPTHU B3€MaHHUs Ha KPbB HE MOXE Ja
Obae mo-MabK o1 60 1HU.

(3) O6crosTencTBOTO MO aj. 2 ce yCTaHOBSBAa 4Ype3 M3BBPIIBAHE HA NPOBEpPKA B
peructupa no ui. 36.

UYn. 13. (1) HoHOPBT JaBa NUCMEHO MH(POPMHUPAHO ChIJIACHE U MOIBIBA ACKIApaIis
3a 3JIpaBOCIIOBHOTO CH ChCTOSIHUE.

(2) 3a momydaBaHe Ha CBHIJIACHETO IO al. | Ha JOHOpa Ce€ MPEAOCTaBs Ha JOCTBIEH
e3uk uHpopMauus 3a TMpoleaypaTa IO B3eMaHe Ha KpPbB WIM KPBbBHU CHCTaBKH, 32
(U3MOJIOTUYHUTE TPOMEHH, KOUTO HAaCTHIIBAT B OpraHU3Ma BCIIEJACTBHE Ha TOBA, 32 MEPKUTE
3a 6€30MacHOCT U 33 MOTEHIIMAIHUTE PUCKOBE.

Un. 14. (1) KppB nmnm KppBHU CBbCTaBKM CE€ B3€MAaT Clie[, MEIULMHCKU IIPETJIeN,
U3BBPIIECH OT JIEKap U M10J] HErOB KOHTPOJL.

(2) B3emamusaT KpbB MM KPBBHU ChCTaBKU TM €THKETHPA, MOJATOTBS U 0003HAYaBa
caTelMTHA KpbBHA Mpo0a M KOMIUIEKTYBA JOKYMEHTAIH, ChAbprKallla MOMbJIHEHH (JOpMHU 3a:

1. uHpOpMHpaHO ChIIIACHE;

2. nexnapanus 3a 34paBOCIOBHOTO ChCTOSIHUE;

3. pe3ynTaTure OT MEAUIIUHCKHUS MIPETJIe]] U OT JJaDOPaTOPHUTE U3CIIeIBAaHUS;

4. uneHTuUKaIMs Ha B3eTaTa eAMHUIA KPBB UM KPbBHH ChCTABKH.

(3) OpuruHanure Ha TOKYMEHTHTE IO all. 2 c€ ChbXPaHABAT OT JICYEOHOTO 3aBE/ICHUE,
U3BBPLINIO B3EMaHETO, 3a epuo 15 roauHu.

(4) JoHOpBT MMa MpaBo Ja MOIy4d MH(OpPMAIUS 3a 3qpaBOCIOBHOTO CH ChCTOSIHUE,
YCTAaHOBEHO MpH Mperyiea Mo aid. 1, W 3a pe3yaTatuTe OT M3BBPLICHHUTE J1a00paTOpHH
n3cieaBaHusl.

UYn. 15. B3emaHeTo Ha KPbB WIM KPbBHH ChCTABKU CE OpPraHU3HMpa U U3BHPIIBA OT:

1. neHTpoBere 3a TpaHc(y3MOHHA XEMATOJIOTHUS;

2. MHorompo¢puiHuTe OOJHHUIM 3a aKTUBHO JICUEHHE, B YHUATO CTPYKTypa HMa
OTJeNIeHHE MO TpaHC(Hy3MOHHA XEeMAaTOJIOTHUS;

3. BoeHHOMeEIMIIMHCKATA aKaJAEMHUSsL.

Yn. 16. (1) JleueOuuTe 3aBeneHus 1Mo wi. 15 u3aBat KapTa Ha BCEKH JIOHOP.

(2) B xaprara no an. 1 ce orpa3siBaT yHUKATHUAT UJICHTU()UKALMOHEH HOMEp, TPUTE
nMmeHa, EI'H, mnocrosHHuMAT angpec, KpbBHOIPyNOBaTa IIPUHAUICKHOCT, Jarara |
KOJIMYECTBOTO HA B3€TUTE KPbB UM KPbBHU CHCTABKHU.



Un. 17. JleueOuuTe 3aBeieHus 10 Wi. 15 ocUTypsBaT yCIOBHUS 32 3alIUTA HA 3APABETO
Ha JIOHOPUTE.

Y. 18. (U3wm. - IB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) (1) MuHUCTEpCTBOTO
Ha 3JIpaBEOIa3BaHETO MPEAOCTaBsl 0€3Bb3ME3THO HA JIeUeOHUTE 3aBeeHus 1Mo Wi. 15, 1. 1 u 2
MEIUIIMHCKUTE W3JENHsS 32 B3eMaHe, JUAarHOCTUIIMpaHe, mpepaboTBaHe M ChXpaHSBaHE Ha
KPBB U KPBBHU CHCTABKU IPH YCJIOBHS M 1O PEJll, ONMPEICIICHN ¢ Hapeada Ha MHUHHCTHPa Ha
3/1paBEOIa3BAHETO.

(2) MenuuuHCKUTE U3JENHS 10 all. 1 3a IeHHOCTUTE MO B3eMaHe, JUarHOCTULIUPAHE,
npepabOTBaHe U ChXpaHSABaHE HAa KPBbB M KPBBHU CHCTABKH, W3BBPIIBAHU OT
BoenHomenunuHCckaTa akaaeMusl, ce 3aramar oT MUHHCTEpCTBOTO Ha OTOpaHaTa.

Un. 19. JleueOHute 3aBeneHus mo wi. 15, T. 2 1 3 mpeaocTaBsAT B3ETUTE KPbB HMITH
KPBBHH ChCTaBKHU 3a€JJHO ChC CATEIMTHUTE KPBBHU MPOOU, KOMUE OT JOKYMEHTAIUATA 110 YII.
14, an. 2 ¥ mPOTOKOJI 32 MIpeiaBaHe Ha LEHTHPA 32 TPAHCPY3MOHHA XEMATOJIOTHSL.

Un. 20. (1) Auarsoctukara, npepabOTBAaHETO M ChXPAHSBAHETO Ha BCAKA €AMHUIIA
KPbB WJIN KPBBHH ChCTaBKU C€ M3BBPIIBAT OT LIEHTPOBETE 32 TPAHC(PY3MOHHA XEMATOJIOTHUS
npu cra3BaHe Ha mpaBmiata 3a JloOpa mabGoparopHa mpaktuka u JloOpa HpoM3BOJCTBEHA
MIPAKTHKA.

(2) YcnoBusTa ¥ peabT 3a U3BBPIIBAHE JUATHOCTHKA, MPEPaObOTKa U ChbXpaHsIBaHE Ha
KPBB M KPbBHH ChCTABKU CE ONPEACTAT ¢ Hapeada Ha MUHHCTBPa Ha 3/[paBeona3BaHeTo.

(3) (Homa - JIB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) BoeHHOMeTUIIMHCKATa
aKaJieMusl JAMAarHOCTHUIMpA, MpepaboTBa M CHXpaHSABA KPbB M KPBBHU CBHCTaBKH CaMoO 3a
COOCTBEHHU HY)XJM B pAMKUTE Ha YTBBPACHUTE KOJUYECTBA 10 Wwi. 26, T. 1.

Un. 21. MuoronpoduiaHuTe OOJHMLIM 332 aKTUBHO JIEYEHHE C OTJECIIEHUE TI10
TpaHC(y3HMOHHA  XEMaToJIOTHS, LIEHTpOBETe 3a  TpaHC(pY3HMOHHA  XEMaToJIOTHUS U
BoenHomenuimHcKaTa akaieMus MOJUIeKaT Ha akpeIuTalus 1o pesia Ha 3aKoHa 3a JIeYeOHUTe
3aBEJICHUS 3a M3BBPIIBAHUTE OT TAX JEHHOCTH IO B3€MaHe, JHArHOCTHKA, IpepadoTka,
CbXpaHABAHE U PA3IPEAEICHUE HA KPbB U KPbBHU ChCTaBKHU.

Un. 22. (1) Jlumara, KOMTO W3BBPIIBAT B3eMaHe, MUArHOCTHKA, MpepadOTBaHE W
CbXpaHsBaHEe Ha KPbB U KPbBHU CHCTaBKH, MPEMHHABAT 3abJDKUTENICH Kypc Ha oOydeHue
Hall-MaJKo BEJHBX Ha JIBE TOJAUHHU.

(2) OOyueHuero ce OCBHIIECTBSIBA IO MNporpama, yTBBPJACHAa OT MHHHUCTBbpa Ha
3[IpaBeoIa3BaHETO MO MPEIoKEHNE Ha JUpeKTopa Ha HalmoHaHus IIEHTHp M0 XeMaToJIOTUs
U TpaHC(Y3UOJIOTHSI.

Un. 23. 3abpansiBa ce pasNpoCTpaHSABAHETO Ha JaHHHU, I[O3BOJISBAIIU
UACHTU(HUIMPAHE HA TOHOPUTE.

I'maBa Tpera.



IINTAHUPAHE U OCUT'YPABAHE HA KPBEB U KPbBHU CHCTABKH

Un. 24. (1) JupekropbT Ha LEHTHP 3a TPaHCPY3MOHHA XEMATOJIOTHUS E€XKETOTHO
aHAJIM3UPa U IJIAaHUPA 32 HYXAUTE Ha 00CITYy)KBaHUS PalOH:

1. nefiHOCTUTE 1O MTPOMOLIMS Ha TOOPOBOJIHOTO U O€3BB3ME3THO KPbBOJAAPSIBAHE;

2. Konud4ecTBaTa KpPbB W KPBBHM CBHCTaBKM 3a 3aJ0OBOJISIBAHE HA IUIAHOBUTE U
CTCLIHUTE HY)XJIU U pa3npeeICHUEeTO UM TI0 00JIacTH;

3. KOJIMYECTBOTO IJIa3Ma 3a MPOU3BO/ICTBO HA JICKAPCTBA;

4. (nom. - 1B, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) METUITUHCKUTE U3ACTHS,
HE0O0X0/IMMU 3a B3eMaHe, JMarHOCTUIMPaHe, IpepadoTBaHe U ChbXpaHsBaHE Ha KPBB M KPHBHU
CbCTaBKU;

5. ouakBaHUs Opo¥ KpbBOJAPSABAHUS U IpaduKa 3a TAXHOTO MPOBEXKIAHE;

6. ouakBaHUs OpOH MJIATEHU B3€MaHUS Ha KPbB.

(2) Amanu3bT ce OCHOBaBa Ha:

1. uaopmarus, nogydeHa oT JeuyeOHUTE 3aBEJCHUs, YIIOTpeOsBald KPbB U KPbBHU
CbCTaBKU;

2. Bb3MOXXHOCTHUTE Ha LIEHThpa 32 OCUTypsIBAHE HA KPBB M KPbBHU ChCTABKHU.

Un. 24a. (Hos - IB, 6p. 65 ot 2006 r., B cuia ot 11.08.2006 r.) (1) HauanHuKbT Ha
BoennomenuimHckaTa akaJeMus €KeroHo aHAM3Upa U TUIAaHUpa 33 HYXKAUTE Ha Je4eOHOTO
3aBe/ICHUE:!

1. konMyecTBaTa KpbB M KPBBHM CBHCTaBKM 3a 3aJOBOJISIBAHE HA IUIAHOBUTE U
CIEIIHUTE HYK/IU U Pa3IpPEIEICHUETO UM 110 CTPYKTYpPH;

2. KOJIMYECTBOTO IUIa3Ma 3a IPOU3BOJICTBO Ha JIEKApCTBa;

3. ouakBaHUs Opo¥ KpbBOJAPABAHUS U IpaduKa 3a TAXHOTO MPOBEXKIAHE;

4. ouakBaHus OpOH TJIATEHU B3EMaHUS Ha KPbB.

(2) Anamu3bT ce oOcHOBaBa Ha HWHGOpMalMsi, MOJydeHAa OT CTPYKTypUTE Ha
BoennomenuiuHckara akaieMusi, yrmoTpeosiBaliy KpbB U KPbBHU ChCTaBKH.

Un. 25. (Hon. - JIB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) Pesynratute ot
U3BBPIICHUTE aHaJIU3 U IUIaHUpaHe Mo 4i. 24 u 24a ce NpenocTaBAT Ha AUPEKTOpa Ha
HanuonanHus HEHTHP M0 XEMAaTOJIOTHS U TPAHC(Y3UOJIOTHS M Ha TUPEKTOPUTE HAa PaOHHUTE
LIEHTPOBE 110 3/]paBEONa3BaHe.

Un. 26. QupextopbT Ha HanmoHamHus HEHTHP MO XeMAaTOJIOTUs M TPAHC(Y3UOJIOTHS
©XKEroJJHO aHalu3upa, o0oOIIaBa M TMpPenoCTaBs 3a YTBbp)KJIaBaHE OT MHHHCTBpa Ha
3/IpaBeONa3BaHETO MIJIAHUPAHUTE:

1. Konm4ecTBa KpbB U KPbBHU ChCTAaBKH 32 33J0BOJISIBAHE HA MEIULIMHCKUTE HYXIU B
CTpaHaTa;

2. KOJIMYECTBO IJIa3Ma 3a MPOU3BOJICTBO HA JIEKapCTBa;

3. (mom. - IB, Op. 65 ot 2006 r., B cmia ot 11.08.2006 1.) MEIUIIMHCKA WU3JIETHS 32
B3eMaHe, TUarHOCTUIpaHe, IpepadoTBaHe U ChbXpaHsABaHE HA KPBbB U KPbBHU ChCTaBKU.

Un. 27. (1) JleueOHuTE 3aBefeHHs 3a OOJHUYHA MOMOIIl U JHUCIIAHCEPHUTE C JIETJIa,



HaMHpAIId Ce Ha TEPUTOpUATA HA 00JacT, B KOSTO MMa OTKPUT LIEHTHP 3a TpaHC]Py3MOHHA
XEeMaTOJIOT s, Ce CHAOAsABAT C IMAarHOCTULIMPaHA U MpepaboTeHa KPbB U KPbBHU CHCTABKU OT
TO3H LIEHTHP.

(2) JleueOHuTE 3aBeieHUS 32 OOJIHUYHA ITOMOII M AUCIAHCEPUTE C JIeTiIa, HAMUPAIH
ce Ha TePUTOPHATA Ha 00JIACT, B KOSATO HAMA OTKPUT LIEHTHP 3a TpaHC(Hy3MOHHA XeMaTOJIOTHs,
HO uMa oOmactHa MHorompo¢wuiHa OONHHMIIA 32 AKTUBHO JIEYEHHE C OTACJCHHE 10
TpaHC(y3HMOHHA XEMaToJIOTHs, C€ CHAaOAsBAT C MUArHOCTUIMpaHa U IpepadoTeHa KPbB H
KPBBHH CHCTABKH OT Ta3u OOJHHIIA.

(3) JleueOHuTE 3aBeieHUs 32 OOJIHUYHA ITOMOII M IUCIIAHCEPUTE C JIeTiIa, HAMUPALIH
ce Ha TepUTOpUsATA HAa 00JIACT, B KOATO HSIMA OTKPUT LIEHTHP 3a TpaHC(y3MOHHA XeMATOJIOT U
u o0yiacTHa MHOTOIpo(uIHa OONHUIA 32 AKTUBHO JICUCHHE C OTAEICHUE 10 TpaHCPY3MOHHA
XEeMaTOJIOT s, Ce CHAO/AsABAT C IMAarHOCTULIMPAHA U MpepaboTeHa KPbB U KPbBHU CHCTABKU OT
LEHTpOBETE 32 TpaHC(Py3MOHHA XEMaToJIOTHUS WM OT Hai-Onm3kara oOiacTHa
MHoronpoduiaHa OoNHUIIA 3a AaKTHUBHO JIEYEHHE C OTAEJICHHE MO0 TpaHCc(]y3HOHHA
XEMaTOJIOTUSl.

(4) LenTposete 3a TpaHCPY3MOHHA XEMATOJIOTHsI OCUT'YPSBAT C TUArHOCTULIMPAHA U
npepaboTeHa KpbB UM KPBBHU CBHCTAaBKH pPAa3MOJIOKEHUTE B palloHa MM Ha OOCIIy)KBaHE
oOacTHH OOJTHUIIM TO all. 2.

(5) OGnacTHUTE OOJHUIM 1O ajl. 2 ChXpaHsSIBAT MPEJOCTAaBEHUTE UM KPbB M KPHBHHU
CHCTaBKHU 32 CBOU HY)KJIU U 32 HYX/JIUTE HAa CHAOASIBAaHUTE OT TSIX JICUSOHH 3aBE/ICHHS.

(6) Ilpm BpemMeHEH HENOCTUI Ha KPbB M KPBBHU CBCTABKM ILIEHTPOBETE 3a
TpaHc(y3HMOHHA XeMaTOoJIOTUsI CHAOAABAT JIedeOHUTE 3aBEICHUS C KPbB U KPbBHU CHCTAaBKHU TI0
KIMHUYHHU KPUTCPHH.

Y. 28. (1) LenTposete 3a TpaHC)Y3MOHHA XEMATOJIOTHsI OCUT'YPSBAT CHELUATU3HUPAH
TPAHCHOPT HA KPBB MM KPBBHU CHCTaBKHU JI0 PA3IOJIOKEHUTE B palioHa UM Ha 0OCITy)XBaHE
001acTHU OOJMHULIA 110 4. 27, alL. 2.

(2) TpaHcopThT Ha KPBB WM KPBBHHU CHCTaBKH OT LIEHTPOBETE 3a TpaHC(HY3MOHHA
XEMaTOJIOTHSI MJIM OT OOJacTHUTE OONHUIM 10 JIe4yeOHUTE 3aBENCHMs, TMOJN3BAIM KPHB U
KPBBHH ChCTABKH, C€ OCUTYpsIBa OT JICUEOHUTE 3aBE/ICHHS.

(3) Ilpu nurca Ha KpbB WINM KPBBHU CHCTaBKM 3a MALIMEHT ChC CIIEHUIHO ChCTOSTHHUE
TPaHCIOPTHT CE OCUTYpPsABA OT LIEHTHP 3a CIEIIHA MEAULIMHCKA TOMOLL.

(4) B cnyyaute mo an. 3 KpbB MM KPBBHU CHCTaBKH C€ JOCTABAT OT Hal-OJM3KOTO
JeueOHO 3aBeIeHUE, Pa3Nojaramuo ¢ TsX.

I'maBa uerBBpTA.
ITPEJINMBAHE HA KPBB U KPbBH ChbCTABKH

Un. 29. [IpenuBaHe Ha KPbB WIM KPBBHU ChCTaBKHM C€ HA3HA4YaBa OT MPABOCIOCOOEH
JeKap, KOMTO ompenens M BIMCBA B MEIULMHCKATa JOKYMEHTAlUsl BHUJA, KOJIMYECTBOTO U
HAYMHA HA IPUJIaraHeTo UM.

Ui 30. IlpenuBaHeTO HAa KPBB WJIM KPBbBHU CHCTABKM CE€ M3BBPIIIBA [10J] KOHTPOJIA Ha
MIPaBOCIOCOOEH JIeKap.



Ui 31. (1) IlpenuBane Ha KpbB WJINM KPBBHU ChCTaBKU CE€ M3BBPIIBA IIPU CIa3BaHE
IpaBara Ha MalMeHTa U Clie]] MOoJy4yaBaHe Ha MUCMEHO MH(OPMUPAHO ChIJAacHe OT HEro, 3a
KOETO MY c€ IIPEJO0CTaBs Ha JOCTBIIEH €3UK HH(OpMAaIHs 3a:

1. mpyYMHHUTE 32 IPETUBAHE Ha KPBB WK KPbBHU ChCTaBKH;

2. 1enTa Ha IPEIUBAHETO U OYaKBAHUS PE3YIITaT;

3. BB3MOXKHHUTE HEXKEIAaHW pPEAKIMM U MOTEHIUAJIHUTE PUCKOBE, CBBP3aHU C
IIPEIMBAHETO HAa KPBB WM KPBBHU ChCTABKH;

4. cplIECTBYBAINTE AITEPHATUBU U PUCKOBETE, POU3THYAIIH OT TSIX.

(2) Korato mamueHTsT € Heneecrnoco0eH, HHHOPMUPAHOTO ChIyIacue Mo aji. 1 naBa
HETOBMST 3aKOHEH IPEJICTABUTEI UM MTOIIEUNTEN.

Un. 32. (1) IlpenuBaHe Ha KpbB WIM KPbBHH CBCTaBKM 0Oe€3 IMoJiyyaBaHe Ha
MH(POPMHUPAHO ChHIVIACHE MOKE Ja ObJe HM3BBPIICHO, KOTaTo € 3acTpalleH >XUBOTHT Ha
MalueHTa u:

1. ¢u3MUeCKOTO WM TCUXUYHOTO MYy CHCTOSIHUE HE I03BOJIABA IIOJIydaBaHE Ha
MH(POPMHPAHO ChHIIIACHE;

2. MAIMEeHTBHT € HEeJeecrocoOeH M He € BBb3MOXHO CBOECBPEMEHHO IOJyyaBaHe Ha
chrJacue OT 3aKOHHMS MY IIPEACTaBUTEN WIN MTOTIEUUTEIL.

(2) Pemienuero u MoTUBHUTE MO aj. | ce oTpa3siBaT B MEIMLIMHCKATa TOKYMEHTAllUs Ha
MalUeHTa OT JIEKaps, Ha3HA4YMJI IIPEIUBAHETO.

Un. 33. (1) ITauueHThT, CHOTBETHO 3aKOHHUAT MY MPEACTABUTEN WIM MOMEYUTEN,
MOXe€ Ja OTKaXKE MpEeJIMBaHE HA KPBB UM KPbBHU ChCTABKHU 110 BCSIKO BPEME Ha JICUEHUETO.

(2) OTka3bT 1o an. 1 ce ynocroBepsiBa ¢ MOJINUCH HA JIMIIETO M HA JIEKYBAILUS JIEKap
WJIU HAa JICKYBAILMs JIEKap U Ha CBUJIETE, aKO JIMIIETO OTKAXKE /1 CE MOIIIHIIIE.

Un. 34. 3abpansiBa ce IpeIMBaHe Ha:
1. HeAMarHOCTULIMPAHU KPBB U KPBBHU ChCTABKH, OCBEH IIPU aBTOXEMOTpaHChy3us;
2. KpbB U KPBBHU ChCTaBKHU C U3TEKBJI CPOK HA TOJHOCT.

Y. 34a. (Hos - [IB, 6p. 70 ot 2004 r., B cuma ot 01.01.2005 r.) (1) Beuuku neueGHI
3aBeJleHUs 3a OOJHHMYHA IOMOII M JUCIIAHCEpU C JIerja Morar Ja B3eMaT KpbB 3a
aBTOXEMOTpAaHC(y3usi MpHU CIMA3BaHE HW3HUCKBAaHUATA Ha wi. 12, am. 2, Korato HsAMaT
MEIMLMHCKA TMPOTUBOIOKA3aHMs 32 TOBAa M CIlieA TOJy4YaBaHE Ha MHCMEHO HH(POPMHPAHO
ChIJIacHe.

(2) Koraro nuiero e HEMbJIHOJIETHO, TUCMEHO MH(POPMUPAHO CHITIACKE CE B3eMa OT
3aKOHHHUS NPEACTABUTEN UJIU MONIEYUTEN Ha HEITBJIHOJIETHUS.

Un. 35. 3abpansiBa ce pasNpoCTpaHSBAHETO Ha JaHHU, I[O3BOJISBAIIU
UACHTUHUIMPAHE HA PEIUITHEHTA.

I'maBa mera.
TPAHC®Y3MOHEH HAJI30P



Un. 36. (1) HaunoHamHUAT LEHTHP MO XEMATOJOTHUS U TPaHC(Y3UOJIOTUS Ch3/AaBa
PErucTbp, KOUTO BKIIOUBA HH(POPMALIKS OTHOCHO:

1. TOHOPUTE U PELIUITUEHTUTE;

2. pe3ynTaTure OT IPOBEACHUTE Ja00paTOPHU U3CIIEABAHNUS;

3. BCsIKa €IMHUIIA B3€Ta KPbB U KPBBHU ChCTABKH;

4. nedHOCTHTE IO B3E€MaHe, JMArHoCTHKa, MpepadoTBaHE, ETUKETUPAHE,
JIOKYMEHTUPAHE, pasIpeiesisiHe, ChbXpaHsBaHe U yrnoTpeda Ha KpbB U KPbBHU ChCTaBKH;

5. YHHUIII0’)KABAHETO HA BCSIKA €IMHULA KPBB U IPUUMHUTE 32 TOBA.

(2) Undpopmanusra no an. 1 ce BIUCBa B PETHCThPa U B CIy4auTe, KOraTo KpbBTa U
KPBBHUTE CbCTABKH Ca BHECEHU 10 pejia Ha ui. §, ai. 1.

(3) JleueOuuTe 3aBeiCHUS, KAKTO U JUIaTa, KOUTO U3BBHPIIBAT JCHHOCTH IO B3EMaHe,
JMarHOCTHKa, TpepadoTBaHe, €TUKETUPaHEe, TOKYMEHTHpaHe, paslpeesiHe, ChbXpaHsIBaHe U
ynoTtpeba Ha KpbB U KPbBHU ChCTABKH, Ca JUIHKHHU Jla OTPa3siBaT B PETUCThpa UH(OpMAIHTA
no an. 1. B caywaure mo un. 8, anm. 1 umHpopmammsita ce oTpa3siBa B PErHCTbpa OT
HanponanHusi HEHTHP MO XeMaToJI0TUs U TpaHC(y3UOTIOTHSL.

(4) LentpoBere 3a TpaHc(y3HMOHHA XeMmaTojorus oOpaboTBaT W aHAIU3UPAT
uHpOpMaIMATA U IPEIOCTABAT 0000IIEH! TaHHU HAa HanmoHamHUs HEHTHp MO0 XeMaToJIOTHUs U
TpaHC(y3HOTOTHSL.

(5) Undopmarmsra no ain. 1 e coyxeOHa TaifHa U ce ChbXpaHsBa 3a Cpok 30 roUHH.

Un. 37. VYcimoBusiTa M peapT 3a CbCTaBsHe, OOpabOTBaHE, ChXpaHSABaHE U
npeocTaBsiHe Ha MH(pOpMaIUATa OT PErucThpa, popMHUTe HAa JOKyMEHTALMATA 110 JapsiBaHe,
B3€MaHe, TMarHoCTUKa, MpepaboTBaHe, pa3npeaeisHe, ynorpeda U yHUIO)KaBaHe HA KPBB U
KPBbBHM CBCTAaBKM M 3a CHOOIIAaBaHE HA CEPUO3HUTE HEXKEIAHW PEaKIUH U CEPHO3HUTE
MHIUJICHTH C€ ONPEIETAT ¢ Hapea0a Ha MUHHCTBpA Ha 3/IpaBeoIa3BaHETo.

Un. 38. (U3wm. - JIB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) (1) U3mbaHUTETHUST
IupekTop Ha M3mbiaHUTENHAaTa areHuus IO JIeKapcTBaTa W3MBJIHABA (QYHKIMHUTE Ha
KOMIIETEHTEH OpraH 0 OTHOIIEHHE Ha JEWHOCTTa Ha JeyeOHUTe 3aBEJCHUS 10 B3EMaHe,
IMarHOCTHKa, TpepadoTKa, ChXpaHsBaHE, YNOTpeda, paszlpoCTpaHEHHE, OCUTypsiBaHE Ha
KayecTBO M 0€30MacHOCT Ha KpbBTa M KPBBHUTE CHCTAaBKM M 10 OTHOILICHHWE Ha
TpaHC(y3HOHHUS HA30p, 32 ClIa3BaHe M3MCKBAaHMATA HA 3aKOHA, CTaHAapTa 1o 4wi. 1, an. 4 u
npasuiara 3a JloOpa nabopatopna u JJoOpa npou3BoICTBEHA MPAKTUKA.

(2) W3npnHUTENHUAT IUpEKTOp Ha M3nbiHUTENHaTa areHuus IO JieKapcTBaTa
OCBIIIECTBSIBA HETIOCPEICTBEHHSI KOHTPOJI Upe3 ONMPEAETICHH OT HEro JUTbKHOCTHH JIMLA.

Ui 39. (1) (U3wm. - [IB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) B usneiHeHne Ha
CBOUTE KOHTPOJHU MPABOMOIIHUS U3ITBIHUTEIHUAT TUPEKTOP HA M3MbIHUTETHATA areHIUs 10
JIeKapcTBaTa OpraHu3rupa U3BHPIIBAHETO HA MHCTICKIINH B JICYCOHUTE 3aBEICHHUSL.

(2) (M3m. - 1IB, 6p. 65 ot 2006 r., B cmma ot 11.08.2006 r.) Uncnekuuute ce
MPOBEXKJAT MMOHE BEIHBK TOJMUINHO. MHCHEKIMUTEe ce MPOBEXKIAT U BB BCEKU CIIy4ail Ha
CEepUO3CH WHIMJICHT WJIM CEPHO3HA HEXKEJTaHa peaklus, WIM Ha ChbMHEHHE 32 CEpPHO3HH
WHITUJCHTH WIH CEPUO3HH HEXEIIaH!U PEAKIIHH.

(3) (U3m. - [IB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) Jlumara no . 38, an. 2
UMaT TIPaBo Ha CBOOOJICH AOCTHIT B MHCIICKTHPAHUTE JICUSOHH 3aBECHMSI, TPABO HA JOCTBHII JI0



JOKYMEHTAIUATa, CBhp3aHa C MpeMeTa Ha MHCTICKIIUATA, KaKTO U TIPaBo Ja B3eMaT MmpoOu.

(4) (Homa - JIB, Op. 65 ot 2006 r., B cuma ot 11.08.2006 r.) W3mbnautenHaTa
areHIus 1o JIeKapcTBaTa MpenocTaBsi B MUHUCTEPCTBOTO Ha 37paBeola3BaHeTo WH(pOpMAaIus
3a U3BBPIICHUTE UHCIIEKIIUU U 32 PE3YJITATUTE OT TAX Ha BCEKH 6 Mecela.

(5) (Homa - JIB, 6p. 65 ot 2006 r., B cuma ot 11.08.2006 r.) upekropure Ha
pETHMOHAIHUTE IICHTPOBE IO 3JIpaBeola3BaHe Ha BCEKH TpPHU Mecela MpeNoCTaBsAT Ha
W3mbnHUTENHATA areHIus 1o JekapcTBara HHGOpMaIus 3a U3IAJCHATE OT TSIX HaKa3aTeIHU
IIOCTaHOBJIEHU 3a HapywmeHus no wi. 50, 51 u 53.

(6) (Ilpemumua an. 4, uam. - JIB, O6p. 65 ot 2006 r., B cuma ot 11.08.2006 r.)
YcinoBusita W penpT 3a MPOBEXKIAHETO HA HWHCIEKIIMUTE CE OMpEeNensiT ¢ Hapeaba Ha
MUHHUCTBPA Ha 3paBeONa3BaHETO.

Un. 40. (1) (Usm. - B, Op. 65 ot 2006 r., B cuma ot 11.08.2006 r.) KM
MUHUCTEPCTBOTO Ha 3[[PaBEOIa3BAHETO CE Ch3/IaBa PETUCTHP HA JICYCOHUTE 3aBEJICHHS, KOUTO
U3BBPIIBAT ACHHOCTH TI0 B3€MaHe, JUAarHOCTUKA, TPepab0TKa, ChXpaHsIBaHE U pa3lpe/eicHIe
Ha KPBB M KPBBHU CHCTABKH.

(2) (U3m. - [IB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 1.) B perucrbpa mo an. 1 ce
BIMCBAT JaHHM 3a:

1. nedeGHOTO 3aBEJICHNE U YIIPABUTEIIHUTE MYy OPTaHH;

2. MHCTIEKIMUTE 10 Wi. 39, U3BBPLICHH MO OTHOIICHHE Ha JIEYEOHOTO 3aBEICHHUE.

(3) (HoBa - JIB, 6p. 65 ot 2006 r., B cuma ot 11.08.2006 r.) M3mbnaurenHaTa
areHIus Mo JieKapcTBaTa Ch3/laBa U BOJAM PETUCTHP HA CEPUO3HUTE UHIIMIACHTU U CEPUO3HUTE
HEeXKeJlaH!W PEeaKIINK, CBhP3aHU C B3EMaHETO U ynoTrpedaTa Ha KPbB U KPHBHU ChCTABKH.

(4) (ITpepumna an. 3 - 1B, 6p. 65 ot 2006 1., B cuna ot 11.08.2006 r.) Ycnosusita u
pEenBT 3a Ch3/IaBaHE W BOJCHE HA PErHCTPUTE CE OIMpeNeisaT ¢ Hapeada HA MUHUCTHhpa Ha
3/1paBEOIa3BAHETO.

(5) (Ilpemumua an. 4, gom. - JIB, Op. 65 ot 2006 r., B cuna ot 11.08.2006 r.)
WNudopmanmsra no an. 1 u 3 e ciyxebHa TaiiHa U ce chxpaHsBa 3a cpok 30 roauHu.

Un. 41. (1) B neueOnute 3aBeaeHus 3a OOJIHUYHA IOMOLI U B AUCIAHCEPHUTE C JIEriia
ce Ch3JaBaT KOMHUCHHM 3a KOHTPOJ BBPXY KauecTBOTO, OE30MacHOCTTa W palMOHAIHATA
ynoTtpeba Ha KpbBTa U KPHBHUTE ChCTABKU.

(2) Komucusita e KOHCYATaTUBEH OpraH KbM PHKOBOJAUTENS Ha JIeUeOHOTO 3aBE/ICHUE,
KOWTO:

1. KOHTpoJMpa NpPENHCBAHETO, CBHXPAHABAHETO M pallMOHAJHATA YIOTpebda Ha
KpBBTa M KPbBHUTE CbCTABKH M CIIa3BaHETO HA CTaHAapTa Mo wi. 1, ai. 4;

2. aHaNM3Upa CEPUO3HUTE HEKETAHU PEaKLUU, MHIUJIEHTH U FPELIKH;

3. AaBa mpeIoKeHHs 3a 1Mo1o0psiBaHe Ha paboTara ¢ KPbB U KPHBHU CHCTABKH.

(3) CobcraBbT Ha KOMHCHSTA CE€ ONpEAENs CbC 3al0BEJ Ha PBKOBOIUTENS Ha
71e4eOHOTO 3aBE/ICHHE.

Un. 42. (1) (Usm. u mom. - JIB, Op. 65 ot 2006 r., B cuna ot 11.08.2006 r.) Jlua,
KOUTO HM3BBPIIBAT B3eMaHEe, AMATHOCTHUIIMPAHE, MpepadoTKa, MpelMBaHe U ChXpaHsIBaHE Ha
KPbB WJIH KPHBHU CHCTaBKH, Ca JUTHKHU Ja ChOOIIaBaT Heza0aBHO B M3mbIHUTENHATA
areHIus 1O JIeKapCcTBaTa 3a BH3HUKHAIN CEPUO3HU WHIUJICHTH WM HEXEJIaHU PeaKIUH, WIH



3a ChMHEHUS 332 CEpUO3HU MHIMICHTH WM CEPUO3HU HEKEIIaHU PEaKIIUH.

(2) (M3m. - IIB, 6p. 65 ot 2006 r., B cuma ot 11.08.2006 r.) M3mbIHUTETHUST
IUpekTop Ha M3mpiaHWTENHATa areHmusl 10 JieKapcTBara aHaimM3upa U oOoOmiaBa
nH(popMaNKATA 32 CEPUO3HUTE WHITMACHTH U CEPUO3HUTE HEXKEIAHU PEaKIUU U MpearnpruemMa
MEpPKH 32 MPEIOTBPATIBAHETO UM.

Y. 43. (1) KpbB 1 KpBBHU CHCTABKU, KOUTO HE OTIOBApAT Ha CTaHJApTa Io 4i. 1, ai.
4, ce uM3TErNAT OT ymoTpe0a, YHMIOKAaBAaT WM MPEIOCTaBAT 3a Y4eOHM WIM HAy4dHO-
MEIUIMHCKU HYKIU C pa3pellieHHe Ha MHHHCThpa Ha 3]paBEOIa3BAaHETO, INPU YCIOBUS,
oTIpeJieNieHu ¢ Hapeaoa.

(2) JleueOuure 3aBemeHUs NPEAOCTABIAT HHPOpManus Ha MUHUCTEPCTBOTO Ha
3/IpaBEONa3BaHETO 3a BCSKAa EAMHUIIA YHUINOKEHA KPbB WM KPBBHU CBCTaBKH, Karo
ChOOIIaBaT UACHTU(DUKAIIMOHHUTE UM JJTAHHU U IPUYUHHUTE 32 YHHUIL0’KaBAHETO.

(3) Undopmanus 3a BcAka eIMHUIA YHHUILIOKEHA KPbB WIM KPBBHU CBHCTaBKH Ce
MpeoCTaBsl M Ha AUpeKTopa Ha HalmoHanHus HEHTBp MO XeMATOJOTHs U TPaHC(Y3UOJIOTHS
3a BIMCBAHE B PETUCTBPA.

Y. 43a. (Hos - [IB, 6p. 65 ot 2006 ., B cuna ot 01.01.2007 r.) (1) MUHUCTBPBT Ha
3/IpaBeOIa3BaHETO Bb3 OCHOBA HA KErOJHM JOKIAIU Ha AUpeKTopa Ha HannoHamHUs LEHTHp
[0 XEeMaToJIOTUS W TPAaHC(Y3UOJIOTUS M3rOTBSA JAOKJIAX 3a MpEIIpUeTHTE MEPKH 3a
HachbpuaBaHe Ha JOOPOBOIHOTO M OE3BB3ME3HOTO KPbBOAApsIBAHE.

(2) U3npnHUTENHUAT IUPEKTOp Ha M3nbiHUTENHATa areHuus IO JieKapcTBaTa
M3rOTBS JIOKJNAJ 3a JICHHOCTTa Ha areHUUsATa KaTO KOMIIETEHTEH OpraH IO TO3H 3aKOH,
BKJTIOYMTEITHO OTYET 32 MPEANPUETUTE MEPKH, CBBP3aHU C MHCIIEKIIUATA U KOHTPOJIA.

(3) Konne ot noknana mo an. 1 ce usnpaia Ha EBponelickata KOMUCHS BEAHBX Ha
TPH FOJMHH, a OT JOKJIa/1a 1O all. 2 - BEJHBX Ha JBE TOAUHU.

I'naBa mecra.
IMPUHY AUTEJIHN AIMNHUCTPATUBHN MEPKM.
AJIMNMHNCTPATUBHOHAKA3ATEJIHA PA3IIOPE/IbM

Un. 44. (1) (dom. - B, 6p. 65 ot 2006 1., B cmia ot 11.08.2006 r.) MUHHCTBHPBT Ha
3/IpaBEOTa3BaHETO MO TMPEUIOKEHNWE Ha HM3NBIHUTEIHHUS JIUpEeKTop Ha M3mbiHuTenHata
areHIys 1o JIeKapcTBaTa MOJKE J1a 3a0paHM OCBIIECTBABAHE HA JEHHOCTH IO B3E€MaHE U
CbXpaHsBaHEe Ha KPbB U KPBBHH CBHCTAaBKH U TPaHC(HY3MOHEH HAI30p NpU HapyllaBaHe Ha
CTaHJapTa Mo TpaHc(y3MOHHA XEeMAaTOJIOTHSI.

(2) (M3m. - B, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) MuUHHCTBPBT Ha
3/IpaBeoma3BaHeTo 3a0paHsaBa JEWHOCTUTE MO all. | ¢ mMcMeHa MOTHBHMpaHa 3aloBe]], B KOSITO
ce I0coYBa JaraTa, OT KOSITO CE 3aJInyaBaT ACHWHOCTUTE B Pa3pelIEHUETO 10 wi. 48 oT 3akoHa
3a Jje4yeOHUTE 3aBe/ICHHS.

(3) (M3m. - 1B, 6p. 30 ot 2006 r., B cuna ot 12.07.2006 r.) 3amoBeAra mo am. 2
MOJUIEKHU Ha 00XKaJBaHe MO peaa Ha AIIMUHUCTPATUBHONPOLIECYATHUS KOJICKC.

(4) OGxanBaHETO Ha 3aTIOBE/TA HE CIIUPA U3IIBJIHEHUETO H.



Ui 45. KoliTo B HapyllleHHEe Ha IJ1aBa BTOpPa WM YETBHPTA U3BBPIIM B3EMaHE WU
IpejrBaHe Ha KPbB MIM KPbBHU CHCTABKH, aKO HE IMOMJICKH HAa TO-TEKKO Haka3aHHe, ce
Haka3Ba ¢ ri06a 2000 51B., a mpu NOBTOPHO HapymieHue - ¢ rioda 5000 iB.

Un. 46. Koiito B HapylieHHe Ha pasznopenOuTe Ha TO3M 3aKOH HM3BBPIIN CIEIKA,
BKJIIOYMTETHO 32 BHOC WJIM M3HOC Ha KPBbB WM KPHBHU CHCTABKH, aKO HE IMOJJIEKH Ha IO-
TEXKO HakazaHue, ce Haka3Ba c riioba 1000 nB., a mpu MOBTOPHO HapyuieHue - ¢ rioda 10 000
JB.

Y. 47. (1) Koiito pexnamupa KpbB WIM KPbBHU ChCTaBKM B HApYILIEHHE HAa TO3U
3aKo0H, ce HakasBa ¢ rio6a ot 1000 go 10 000 ns.

(2) Hakazanusita nmo an. 1 ce Hamarat W Ha JuIaTa, JIONYCHAIW W3JIbYBAHETO WU
MyOMMKyBaHETO Ha peKJIaMaTa B CPEJCTBO 32 MaCOBO OCBEIOMSIBAHE.

Un. 48. JleueObHO 3aBeieHUE, KOETO HApYyIIM M3UCKBAaHUATA Ha 4i. 19, ce Haka3Ba C
uMmyliecTBeHa caHkuus B pazMep 1000 1B., a mpu MOBTOPHO HApYyIIEHUE - C MMYIIECTBEHA
ca"kuus B pazmep 5000 nB.

Un. 49. (1) 3a HeM3IIBIHCHHUE HA 3adb/KeHHE mo wi. 14, an. 2 uau i 36, anx. 3
CHOTBETHOTO JIHIIE ce Haka3Ba ¢ rioba 300 nB., a mpu MOBTOPHO HapylieHue - ¢ riaoda 700 ..
(2) 3a HEeU3IBIHEHNE HA 33IBJDKCHUETO 10 Wi. 36, all. 3 Ha JIeueOHUTE 3aBEJICHUS Ce

Hajara umyilectBeHa caHkuus B pazmep 1000 1B., a mpu MOBTOPHO HAPYILIEHUE - B pa3Mep
5000 ns.

Y. 50. Koiiro He npenoctasu unpopmarmsara no 4i. 14, an. 4, ce Haka3Ba c riaoda 50
JIB., @ TIPU MIOBTOPHO HapyIieHue - ¢ raoda 100 nB.

Un. 51. PbkoBoauTenuTe Ha JIeYeOHHTE 3aBEACHUS, KOWUTO HE H3IBJIHAT
pasnopenbara Ha wi. 17, ce Haka3Bat ¢ riob6a 500 nB., a IpU MOBTOPHO HApyLIEHHE - € II100a
2000 n8.

UYn. 52. Koiito Hapymu pa3nopenoure Ha wi. 23 wiu 35, ce Haka3Ba ¢ rio6a 1000 mB.
3a BCSAKO MJICHTU(DUIIMPAHO JIHLIE.

Y. 53. (1) [lupekrop Ha LEHTHDP 3a CHEIIHA MEAULMHCKA MTOMOI, KOWTO HapylIx
pasmopendara Ha wi. 28, an. 3, ce Haka3Ba ¢ 1i1o6a 300 nB.

(2) PproBoauTenuTe Ha JeyeOHUTE 3aBEACHUS, KOUTO Hapylar pasrnopeadaTa Ha 4.
28, an. 4, ce Hakassar c ri106a 500 iB.

Un. 54. (M3m. - JIB, Op. 65 ot 2006 r., B cuma ot 11.08.2006 r.) (1) Jlume,
YIpaKHABALIO0 MEAMLIMHCKA Mpodecusi, KOeTo JOMyCHE HapyllaBaHe HA CTaHJapTa Mo wi. 1,
ain. 4, ce Haka3Ba c¢ rio6a 1500 iB.

(2) IIpu MOBTOPHO HAapyLIEHHME MUHHUCTHPBHT HA 3PaBEOIa3BaHETO MOXKE Ja OTHEME



10 IPEJUIOKEHUE HA U3IIBIHUTEIHUS AUPEKTOP Ha M3IbIHUTENHATA areHIMs 10 JIeKapcTBaTa
u 1o peaa Ha 4. 193, an. 1, . 1 ot 3akoHa 3a 3ApaBeTO MPABOTO HA JIMLIETO J1a YIPaKHsABA
MEIHUITMHCKA Tpodecus.

Un. 55. (1) (M3m. - 1B, Op. 65 ot 2006 r., B cuma ot 11.08.2006 r.) Korato
HapyleHusTa no wi. 45 - 47 ca U3BbPIUICHU OT IOPUIUUYECKH JTUIA WU €THOJIUYHU ThPrOBIIH,
ce HajaraT MMYIIECTBEHHM CaHKUHMHU. Pa3mMepbT Ha HMMYIIECTBEHAaTa CAHKLUMS € TPOWHHUAT
pa3Mep Ha MPeIBUICHUTE ChOTBETHH TJIOOH.

(2) Hamaranero Ha MMYIIECTBEHA CaHKIMS HE W3KIIOYBA HAJIaraHETO Ha rioda Ha
BUHOBHUTE JIHKHOCTHH JIMIIA.

Y. 56. (1) (U3wm. - IB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) Hapymenusita mo
TO3U 3aKOH C€ YCTAaHOBSIBAT C aKTOBE, ChCTABEHH OT JIBKHOCTHH JIa B V3MbIHUTEIHATA
areHIus 1o JIEKapCcTBaTa, OMpeeNiEH! OT AUPEKTOpa HA areHIUATA.

(2) (U3m. - JIB, 6p. 65 ot 2006 r., B cuma ot 11.08.2006 r.) Hakazaremnute
MMOCTAHOBJICHHS CE€ W3/1aBaT OT W3MBIHUTEIHUS NUPEKTOp Ha M3MbIHHUTENHATA arcHIUS IO
JIeKapcTBara.

Un. 57. (1) Hapymenusra no uin. 50, 51 u 53 ce ycTaHOBSIBaT C aKTOBE, ChCTABEHH OT
JUIbKHOCTHU JIMLIA OT PallOHHUSA LIEHTHP 110 3[[paBEOIIA3BAHE, ONPEAEIEHHU OT AUPEKTOPA.

(2) Haka3zarenHuTe NOCTAHOBJIEHHS C€ M3AaBaT OT JUPEKTOpa HA pallOHHMS LIEHTBHP
110 37]paBeONa3BaHe.

Y. 58. (1) (U3m. - JIB, 6p. 65 ot 2006 r., B cma ot 11.08.2006 r.) Hapymenuero mo
1. 46 ce yCTaHOBSABA C aKT, CbCTABEH OT JUIbXHOCTHU JIMIA, ONPEACIEHN OT U3ITbIHUTEIHUS
IupekTop Ha M3mbiaHUTENHATa areHus 1o JeKapcTBarTa.

(2) (U3m. - 1IB, 6p. 65 ot 2006 r., B cuma ot 11.08.2006 r.) HakazaremHoTO
IIOCTAHOBJIEHUE CE€ M3/laBa OT M3MIBJIHUTEIHUSA NUPEKTOp Ha M3mbiHuTenHaTa areHuus Io
JeKapcTBara.

(3) Hapymenusara no ui. 46 3a BHOC WM U3HOC Ha KPbB WJIM KPBbBHHM CHCTAaBKH CE
YCTaHOBSIBAT C aKT, CbCTaBEH OT MUTHUUYECKUTE OpPraHH, a HAKa3aTe€IHOTO ITOCTAHOBIEHUE CE
u3/aBa OT AMpEKTOpa Ha AreHIUs "MUTHUIM" WM OT ONPENEIEHH OT HETO IJIBXKHOCTHHU
Iuna.

Un. 59. (1) (M3m. u pom. - JIB, Op. 65 ot 2006 r., B cuna ot 11.08.2006 r.)
Hapymennero mo un. 54, an. 1 ce ycTaHOBsiBA C aKT, CbCTaBEH OT JIBKHOCTHM JIMIIA,
OTIpENIeNIEHU OT U3ITBbJIHUTEIHUS JUPEKTOP Ha M3bIHUTENHATA areHIM 10 JIeKapcTBaTa.

(2) (U3m. - 1IB, 6p. 65 ot 2006 r., B cuma ot 11.08.2006 r.) HakazaremHoTo
MIOCTAHOBJICHHE C€ W3/1aBa OT M3MBIHHUTEIHHUA IUPEKTOp Ha V3MbIHMTENHATa areHIus IO
JIeKapcTBaTa.

Un. 60. VYcraHOBSBaHETO HAa AaJMUHUCTPATUBHU HApYUIEHMS, HW3JaBaHETO,
00KaBaHETO U U3MBJIHEHUETO Ha HAaKa3aTEJIHUTE MMOCTAHOBICHHS C€ M3BBPILBAT 10 peaa Ha
3aKoHa 3a aIMUHUCTPATUBHUTE HAPYLICHUS U HaKa3aHUSI.



Un. 61. CpencrBara oT T71I00M M UMYIIECTBEHH CAHKLMU 32 YCTAHOBEHH HAPYILECHUS
10 TO3H 3aKOH MOCTHIIBAT B MPUXOJ] MO 010/keTa HA MHUHHUCTEPCTBOTO Ha 3/JpaBEOIa3BaHETO.

JlombIHUTENHN pa3nopeadu

§ 1. ITo cMucBIa HAa TO3U 3aKOH:

1. "/loHop" e nuie, OT KOETO Cca B3€TH KPbB M KPBBHU CHCTaBKU 3a INPEJIMBAHE Ha
APYro JHIIE ¢ JieueOHa eIl

2. "IlucmMeno uHGOPMUPAHO Chriacue” € ChIlache, MPEIOCTaBEHO JOOPOBOIHO ClIEH
3aro3HaBaHe ¢ onpeseneHa nH(OpMaIHsL.

3. "Cepuo3zeH WHIUACHT' € BCSIKO HEXEIaHO CHLOWTHE, CBBP3aHO C B3EMAHETO,
IMarHOCTHKaTa, IpepaboTkara, CHhXpaHSBAHETO W pPa3NpEAeTICHUETO Ha KPbB M KPbBHU
CbCTaBKM, KOETO MOXE€ Ja JOBEAE€ [0 CMBbPT, 3acTpallaBallo >KUBOTa CbCTOSHUE,
MHBAIMM3AMS WM 3a00JsBaHe, BOJCIIO A0 yIbJDKaBaHe Ha OOJHUYHHUS TPECTOM Tpu
PELUIHNEHT.

4. "KpbB" € HoBelIKa ThKaH, ChAbpKallla BCUYKH KPbBHH ChCTaBKH.

5. "KppBHM cBhCTaBKM"' ca KJIETHUHUTE €JIEMEHTU (JIE€BKOLIUTH, EPUTPOLIUTH U
TPOMOOIIMTH) M TJIa3MaTa, KOMTO C€ M3BIMYAT 4Ype3 M3MOJ3BAaHE HA CTaHIAPTHU METOIM 32
npepaboTBaHe Ha KPBB, C U3KIIOUEHUE HAa CTBOJIOBUTE KIIETKH.

6. "CepuosHa HeelaHa peakluss' € HENpeIBUJCHA peakUus IMpU JOHOp WIH
PELMITUEHT, CBBP3aHa ¢ B3€MAaHETO MJIM MPEIUBAHETO HA KPBB MM KPbBHU ChCTABKH, KOATO €
J0BeNa /0 CMBPT, 3aCTPAIIaBal0 >KUBOTA CHCTOSHUE, MHBAIMAM3ALMSA WU 3a00JsABaHe,
BOJICUIO /10 YABJDKABaHE HAa OOJIHUYHHUS IPECTOH.

7. "PenunueHt” e nuile, Ha KOETO ca MpeyeTH KPbB UM KPbBHU CHCTABKH C JiedeOHA
Lenl.

8. "CarenutHa KpbBHA mpoba" e komuuectBo ot 0,002 mo 0,007 nmutpa KpbHB, B3€Ta OT
JIMIIETO, OT KOETO € HAIPaBEHO CTaHJapTHO B3eMaHe Ha KPbB.

9. "CrangaptHo B3emaHe Ha KpbB" € B3emane ot 0,400 no 0,500 nutpa KpbB.

10. "Tpancdy3nonHa xemaronorus" € IEHHOCT MO 3/ApaBeora3BaHe, OCHOBaHA Ha
eIHOMMEHHATa MEIUIIMHCKA HayKa 3a B3eMaHe, TMarHoCTUKa, mpepadoTBaHe U ynorpebda Ha
KPBB U KPbBHH CHCTABKH.

11. "XeMOnoeTuuHN CTBOJIOBU KJIETKU" ca KJIETKUTE, OT KOMUTO MPOU3IIN3AT BCHUUKU
KJIETKH Ha KPBHBTA.

12. "KpwBogaputen" € HOHOP, OT KOTOTO OE3BB3ME3THO Cca B3ETH KPHB MIU KPHBHU
CHCTaBKHU.

13. (noBa - /IB, 6p. 70 ot 2004 r., B cuna ot 01.01.2005 r.) "ABTOoXemMoTpanchy3us" e
METO/I, TP KOMTO Ha MAIMEHT Ce MpPEeIuBa KPbB, B3€Ta MPEABAPUTETHO OT HETO.

14. (voBa - 1B, 6p. 65 ot 2006 t., B cma ot 11.08.2006 r.) "ChMHEHHUE 32 CEprUO3EH
MHIMJICHT WJIM CEpHO3HA HEXellaHa peakius' € HaJu4yhe Ha MOJO03peHHe 3a MPUYUHHO-
CIIEZICTBEHA BpPb3Ka MEXJy WMHIUACHTA WIM PeaKIHsITa U B3eMaHETO W/WiM yrnoTpebara Ha
KPBB U KPbBHH CHCTABKH.

15. (woBa - IB, 6p. 65 ot 2006 t., B cuna ot 11.08.2006 r.) "UHcneknus" e 1elHHOCT
10 OCBHILECTBSIBAHE Ha 0OEKTUBEH KOHTPOJI CIIOPE MPUETUTE CTAHJAPTH C LIEJ Ja C€ MPELeHU
JIaTii ca CMa3eHU M3MCKBAHUATA HA TO3M 3aKOH U HOPMATUBHUTE aKTOBE MO MPUJIAraHETO MY U
3a yCTAaHOBSIBAHE HA €BEHTYAJIHU MPOOIEMH.



16. (voBa - 1B, Op. 65 ot 2006 r., B cuna ot 11.08.2006 r.) "[loBTOpHO HapymieHue"
€ HapyUIeHHETO, M3BBPILIEHO B €IHOTOJUINEH CPOK OT BJIM3aHE B CHJIa HAa HAKa3aTEIHOTO
MIOCTAHOBJICHHE, C KOETO Ha HAPYILIUTENS € HAaJ0KEeHO HaKa3aHUe 3a ChIINS BUJ HApyLICHHE.

[Ipexonuu n 3aKITOUUTEITHN pa3nopeaou

§ 2. B neBerMecedeH CpPOK OT BJIM3AHETO B CHMJIAa HA TO3M 3aKOH CHIIECTBYBAIIHUTE
MHOTONpO(UIHN OONHUIM 32 AKTUBHO JIEYEHHE C OTIEIEHHE IO TpaHC]Py3nOHHA
XEMaTOJIOTHs, LEHTPOBETE 3a TpaHC(py3HMOHHA XeMaToJioruss M BoeHHOMemuIMHCKaTa
aKaJieMusi TPUBEXKAAT JEWHOCTTa CH B CBOTBETCTBUE C IIOJI3aKOHOBUTE aKTOBE IIO
MPUIIAraHETO MY.

§ 3. Cnen mpuBekJaHe Ha JEHHOCTTAa CU C M3MCKBAaHUATA HA TO3M 3aKOH M Ha
M10/I3aKOHOBHTE aKTOBE M0 HETOBOTO MpUJIaraHe, B Cpoka mo § 2, MHOronpomIHUTe OOTHULIN
32 aKTHUBHO JICUYCHHE C OT/EJICHUE MO TpaHC(y3MOHHA XEMaTOJOTHs MOJaBaT 3asBIICHHE 32
IIPOMSHA B pa3pelIeHUETo 3a JieueOHa JeWHOCT 1o 4. 48 oT 3akoHa 3a JeuyeOHUTE 3aBe/ICHHS.

§ 4. B 3akona 3a neuebnute 3aBeneHus (o6H., /1B, 6p. 62 ot 1999 r.; usm., 6p. 88 u
113 ot 1999 r.; momp., 6p. 114 ot 1999 r.; u3m., 6p. 36, 65 u 108 ot 2000 r., 6p. 51 ot 2001 T.
- Pemmenue Ne 11 na Koncrurynuonnus cva oT 2001 r.; u3m., 6p. 28 u 62 ot 2002 r., 6p. 83 ot
2003 r.) ce npaBsT CAECTHUTE UBMEHEHUS U AOMTbIHCHHUS:

1. B un. 19 ce cp3naBa T. 46:

"46. B3eMaHe, CbXpaHsIBaHe, CHaOsIBaHe ¢ KPbB M KPBBHU ChCTaBKH, TPaHC(Y3HOHEH
Haa30p;".

2. YneH 25 ce U3MEH Taka:

" 25. (1) LHenTsp 3a Tpancdy3MOHHA XeMaTOJIOTHs € JIe4yeOHO 3aBeZeHUE, B KOETO
JIeKapy C MOMOIITA Ha JPYT IepCOHAN:

1. B3eMaT KpbB U KPbBHHU ChCTABKH;

2. MarHOCTUIMPAT, TNpPepadOTBAT, CHXpPAHSIBAT, OCUTYpPSBAT KPBB U KPBBHHU
ChCTaBKU;

3. IpoM3BEXJAT, ChbXPAaHABAT U OCUTYPSABAT KPbBHU OHMOTIpEnapaTH;

4. ochIIeCTBSABAT ICHHOCTH 1O TpaHC(HY3MOHEH HAI30p.

(2) LentpoBete no an. 1 ochlliecTBABAT ACMHOCTTAa CH ChIJIaCHO M3UCKBAHUATA Ha
TO3H 3aKOH U 3aKOHA 33 KPbBTa, KPHBOJIAPSBAHETO U KPHBOIIPEIUBAHETO.

(3) MuHHCTBPBT Ha 3IpaBEOIAa3BAaHETO MOXKE Ja HANpaBU MPEIJIOKEHHE 3a
3aKpUBaHEe Ha IIEHTHP 3a TPaHC(PY3MOHHA XEMAaTOJIOTHS, KOMTO OCBIIECTBSABA JIEHHOCT B
HapylleHue Ha ai. 2."

3. B un. 86, an. 1 cnen gymure "nuanu3HUATE HEHTpoBe" ce 100aBs "LIEHTPOBETE 3a
TpaHC(y3HOHHA XEeMaToJIOTus".

§ 5. B 3akona 3a HapomHoTo 31pase (00H., JIB, 6p. 88 ot 1973 r.; momp., 6p. 92 ot
1973 r.; u3m. u fom., 6p. 63 ot 1976 1., 6p. 28 oT 1983 1., Op. 66 oT 1985 1., Op. 27 OT 1986 T.,
op. 89 ot 1988 1., 6p. 87 1 99 ot 1989 1., Op. 15 oT 1991 1.; MoOMIP., Op. 24 OT 1991 T.; U3M., OP.
64 ot 1993 1., 6p. 31 oT 1994 1., Op. 36 0T 1995 1., Op. 12, 87 1 124 o1 1997 1., Op. 21, 70, 71



93 ot 1998 r., Op. 30, 62, 67,90 u 113 ot 1999 1., 6p. 10 1 36 ot 2000 1., 6p. 63 0T 2002 T,
Op. 83 o1 2003 r.) ce mpaBsT CICTHUTE JOITBITHCHHUS:

1. Cp3pnaBa ce ui. 32a:

"Un. 32a. (1) Beuuku neuebHu 3aBeneHUs 3a OOJHUYHA TOMOIN W TUCHAHCEPU C
JIeTJia MOTarT Jia B3eMaT KpbB 32 aBTOXEeMOTpaHC(hy3Hs P ClIa3BaHe M3UCKBAHUATA Ha Wi. 12,
al. 2 or 3akoHa 3a KpbBTA, KPHBOAAPSABAHETO U KPBBOMPEIMBAHETO, KOraTto HsiMa
MEIMLMHCKA MPOTUBOIOKA3aHMs 32 TOBAa M CIlieA TOJy4YaBaHE HAa MHCMEHO HH(POPMHPAHO
ChIJIacHe.

(2) Koraro nuiero e HEMbJIHOJIETHO, MUCMEHO MH(POPMHUPAHO CHITIACHE CE B3eMa OT
3aKOHHHUS MPEJICTABUTEN WIH MOTEYUTEN HA HEMTBJIHOJIETHUS. "

2. B nombnHUTETHUTE pa3nopendu ce ch3aana § 8a:

"§ 8a. "ABToxemoTpaHcy3us' € METOJ, IpU KOHTO Ha MAIMEeHT ce MpeHBa KPbB,
B3€Ta MPEABAPUTEIHO OT HETO."

§ 6. B eqHomecedeH CpOK OT BIM3aHETO B CHjla HA 3aKOHAa MUHHUCTEPCKUST ChBET
W3MEHSI U JIOMBJIBA YCTPONUCTBEHUS MPABUIIHUK HA V3MBIHUTETHATA areHIus 1o JIeKapcTBaTa
B CHOTBETCTBHUE C TO3U 3aKOH.

§ 7. B TpumecedyeH CpOK OT BJIM3AHETO B CUJIAa HA 3aKOHa MHHHCTEPCKHUST ChBET U
MHUHUCTBPBT Ha 3JpAaBEONA3BAHETO H3ABAT II0J3aKOHOBUTE HOPMATUBHU aKTOBE IO
MPUJIAraHETO MY.

§ 8. To3u 3akoH 0TMeHs 3aKOHa 3a KpbBOapsBaHe U kpbBomnpenusane (B, Oop. 31 ot
1994 r.).

§ 9. M3mbyiHEHMETO HA 3aKOHA Ce Bh3Jlara Ha MUHHCThPA Ha 3/IpaBeOIa3BaHEToO.
3akonbpT € mpuer oT XXXIX Haponuo cwOpanme Ha 6 HOoemBpu 2003 1. M e
nojmneyataH ¢ odunmannus neyatr Ha HapoaHoTto ceOpanue.

[Ipexonuu n 3aKTOUUTEITIHN pa3nopeadu
KbM AIMUHUCTPATUBHOITIPOLHECY AJIHUA KOJIEKC

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

§ 142. KonekchT BIM3a B cujla TPU Mecena cie o0HapoaBaHETO My B "JIbpikaBeH
BECTHUK'", C U3KJIIOUYEHHE HA:

1. gsin tpetu, § 2, 7. 1 u § 2, T. 2 - OTHOCHO OTMsIHATa Ha TJaBa TpeTa, pasaen Il
"O6xanBane no ceacdeH pen’, § 9, 7. lu2, § 11, . 1uw2,§15 §44, 1. 1u2,§51, 1.1, § 53,
1.1,§61,1.1,8§66,1.3,§76,1.1-3,8§78,§79,8§83,1.1,§84, 1.1m2, §89,1.1-4,3§
101, 1. 1,8 102, . 1, § 107, § 117, 1. 1 m 2, § 125, § 128, 1. 1 u 2, § 132, 7. 2 u § 136, 1. 1,
kakto 1 § 34,835, 1.2,8§43,1.2,8§62, 1.1,866, T.214,8§ 97, T. 21 § 125, T. 1 - OTHOCHO
3aMsHaTa Ha JAymara "OKpBXKHHUSA" C "aIMHUHUCTPAaTUBHMA' M 3aMsHaTa Ha JyMHTE



"Coduiickus rpajacku cpa” ¢ "AnMuHUCTpaTuBHUSA CbA - Tpax Codus", KOUTO BIU3AT B CUIIA
ot 1 mapt 2007 r.;

2. maparpad 120, xoiiTo Bim3a B cuiia ot 1 ssayapu 2007 r.;

3. maparpa¢ 3, KOWTO BIM3a B CHJia OT JEHS Ha OOHApOJABAHETO HAa KOJIEKCa B
"JIbp>KkaBeH BECTHHK .

3aKJIIOYUTENTHU pa3nopeadu
KBbM 3AKOHA 3A UBMEHEHUE U JJOITBJIHEHUE HA
3AKOHA 3A KPBBTA, KPbBOJAPSIBAHETO U
KPBBOITPEJINMBAHETO

(OBH. - IB, BP. 65 OT 2006 I'., B CWJIA OT 11.08.2006 I'.)

§ 21. B eqHOMEceU€EH CPOK OT BIM3aHETO B CHJIa HAa 3aKOHA MUHHUCTEPCKUAT ChBET O
NpeUI0’KeHNE HAa MHUHHUCTHpAa Ha 3[paBEONa3BaHETO H3BBPIIBA HEOOXOAWMHUTE MPOMEHU B
YCTPOMCTBEHMSI MPAaBUJIHUK Ha M3MbIHUTENHATa areHLUs IO JIEKapCTBaTa B CbOTBETCTBUE C
TO3HU 3aKOH.

§ 22. B 6-MeceueH CpoK OT BIM3aHETO B CHJIA HA 3aKOHAa MMHMCTEPCKUAT CBHBET U
MUHHUCTBPBT Ha 37paBEOINAa3BaHETO W3BBPIIBAT HEOOXOJMMHTE NMPOMEHH B HOPMATHUBHHTE
aKTOBE M0 IIPUJIATAaHETO HA 3aKOHA.

§ 23. 3akoHBT BiIM3a B CHJIA OT JIeHS HAa OOHApOIBaHETO MYy B "JIbpikaBeH BECTHHUK ", C
u3KiIoueHue Ha § 13, koiTo BiM3a B cuiia OT JIEHS Ha BIM3aHETO B cuia Ha [loroBopa 3a
npuchenuHsaBaHe Ha PemmyOnnka bearapust kbM EBpomnelickust cbio3.

[Ipexonuu n 3aKIIOUUATEITHN pa3nopeaou
KbM 3AKOHA 3A JIEKAPCTBEHUTE ITPOAYKTHU B
XYMAHHATA MEJIUIIMHA

(OBH. - /1B, bP. 31 OT 2007 T"., B C1JIA OT 13.04.2007 I'.)

§ 37. 3akoHBT BIM3a B CHJIA OT JIeHS HAa OOHApOIBaHETO My B "JIbpikaBeH BECTHHUK ', C
U3KIIIOUeHUe Ha § 22, KOWTO BJIM3a B CHJIA €QHA TOAWHA CJIE BIN3aHETO B CHJIA HA TO3U 3aKOH.

PeneBantHM akToBE OT EBpONENCKOTO 3aKOHOAATEICTBO

JIMPEKTHUBA 2002/98/ EO HA EBPOIIEMCKUS ITAPJIAMEHT U HA CHBETA
ot 27 suyapu 2003 roanHa OTHOCHO OTpEAEsIHE CTAaHAAPTUTE 332 KaueCTBO M 0E30MacHOCT
IIPU B3€MAHETO, TMArHOCTHKATa, MpepaboTKaTa U ChbXPAaHEHUETO HA YOBEIIKa KPbB U KPHBHU
ChCTaBKH U 3a u3MeHenue Ha Jupexkrusa 2001/83/EO

JIMPEKTHUBA 2001/83/EO HA EBPOIIEMCKUS ITAPJIAMEHT U HA CHBETA
or 6 HoemBpu 2001 romuHa 3a yTBBpKIaBaHe Ha Kojekc Ha OOIIHOCTTa OTHOCHO



JICKapCTBEHM MPOIYKTH 3a XyMaHHa yroTpeda



