3AKOH 3A KPBBTA, KPbBOJAPSABAHETO U KPBbBOIIPEJIMBAHETO

Oo6wn. JIB. 6p.102 om 21 Hoemspu 2003e., usm. /[B. 6p.70 om 10 Ascycm 2004e.,
usm. [{B. 6p.30 om 11 Anpun 2006e., usm. JB. 6p.65 om 11 Aseycm 2006¢., usm. /B.
op.31 om 13 Anpun 2007e2., uzm. /IB. 6p.41 om 2 FOnu 2009e., usm. /[B. op.74 om 15
Cenmemspu 20092., usm. /[B. 6p.59 om 31 FOnu 2010z., usm. /IB. 6p.98 om 14 Jlexemepu
2010e., usm. JIB. 6p.60 om 5 Aseycm 20112., uzm. /[B. 6p.38 om 18 Maii 2012e2., uzm. u
oon. /IB. 6p.54 om 17 Onu 20122., usm. /[B. 6p.68 om 2 Aéeycm 20132., oon. /[B. 6p.77
om 18 Cenmemepu 2018e., uzm. /IB. 6p.102 om 11 Jexemepu 20182., uzm. u oon. /IB.

op.54 om 16 FOnu 2020..
ITpoexTt: 302-01-30/06.06.2003 T.

I'naBa nbpBa.
ObII ITOJIOKEHUSA

U 1. (1) C to3u 3aKk0oH ce ypexaaT OONIECTBEHUTE OTHOIICHUS, CBBP3aHH C JapsSBAaHETO,
B3€MaHETO, JIMArHOCTUKAaTa, MpepaboTBaHETO, TPAHCIOPTa, ChXPaHSABAaHETO, yNoTpebdara Ha KPbB U
KPBbBHU CbCTaBKH U OCUTYPSBAHETO HA TAXHOTO KA4€CTBO U 0€30I1aCHOCT.

(2) Ha ruianupaHne mojaiexar BUIBT U KOJIMYECTBATa KPbB M KPBBHH ChCTABKH 32 3a/I0BOJISIBAHE
HYXIWUTE Ha JIe4eOHUTE 3aBEICHHS U 32 IIPOU3BO/ICTBO HA JIGKAPCTBA, TIOJTYYCHHU OT IUIa3Ma.

(3) IlpocnensBaneTo Ha KPBBTA U KPhBHUTE CHCTABKH OT JOHOPA JI0 PEIUITUEHTA U 00paTHO ce
rapaHTypa 4pe3 OChIIECTBsIBaHE HA TpaHC(Yy3MOHEH HA30p KaTO CUCTEMA 3a PETUCTPUPAHE U aHAIIN3 Ha
uHpOpMaIKATA U 32 KOHTPOJI [0 OCUT'YPSIBAHE HAa Ka4eCTBOTO M 0€30IacCHOCTTAa Ha KPHBTA M KPHBHUTE
CbCTAaBKH.

(4) [HeiinoctuTe 1O ai. 1 ce OCHIIECTBSIBAT CBIJIACHO MEIUIMHCKH CTaHAApT 110
TpaHc(y3HMOHHA XEeMaTOJIOTHS, YIBBPJIEH ¢ Hapea0a Ha MUHUCTBPA Ha 3/IpaBeoa3BaHETo.

Yn. 2. PaBHOpe,[[6I/ITC Ha 3aKOHA4 HE CC IIpujaraTt 3a TpPaHCIUIaHTaOHuATa Ha XCMOIIOCTHUYHU
CTBOJIOBH KJICTKH.

Y. 3. (1) JeitHocTHTE 1O TO3M 3aKOH C€ OCBILECTBABAT MPH CIIa3BaHE HA PUHIUIINTE 3a:

1. 10GpoOBONHOCT U 0€3BB3ME3AHOCT MPHU AAPSBAHETO HA KPBB U KPbBHU CHCTABKU;

2. 3amMTa Ha IpaBarta M 3JpaBeTO Ha JOHOPUTE U PELIUITUEHTUTE;

3. paBHOIIOCTaBEHOCT Ha JJOHOPUTE U PEIUITHECHTHUTE;

4. paunoHaiHa yrnorpeda Ha KPbBTAa U KPbBHUTE ChCTABKH;

5. caM03a/I0BOJISIBAaHE HA CTPAaHATa C KPbB U KPbBHU CHCTABKH.

(2) Kp®B 1 KpbBHU CHCTABKU C€ M3IO3BAT 32 MEAULMHCKN HYXIU 110 MEAMLIMHCKU TTOKa3aHUs
WJIM KOTaTO APYTry METOH 3a JIeYeHHE ca Hee(PeKTUBHHU.

Y. 4. Kp’bBTa U KPBbBHUTC CbCTABKHU HC MOraT Ja 6’B,ZlaT npeaAMET Ha Bb3ME3/1HA CACIIKA OCBCH
B CJIy4auTEC 110 TO3U 3aKOH.

Un. 5. (M3wm. - IB, 6p. 65 o1 2006 1., B cuna ot 11.08.2006 1.) (1) MHOTONpOdUIHITE GOTHUII
32 aKTHBHO JICUCHHUE, B YHATO CTPYKTypa UMa OTJEICHHE MO TpaHC(HY3NOHHA XEMaTOJIOT S, IOCTABAT Ha



IIEHTPOBETE 3a TpaHC(Yy3MOHHA XEMAaTOJIOTHsI BCAKA €IMHUIIA B3€Ta OT TAX KPBB CPElly Bh3ME3/ISIBaHE
Ha pa3XoJUTE 32 HEHHOTO B3€MaHe.

(2) (M3m. - [IB, 6p. 98 ot 2010 r., B cuma ot 14.12.2010 r.) LlenTpoBere 3a TpaHcPy3noHHA
XeMaToJIOTHsl JIOCTaBAT Ha JiedeOHUTE 3aBeleHUs 3a OOJHUYHA IOMOL] M HAa KOMILJICKCHUTE
OHKOJIOTUYHH IIEHTPOBE TUATHOCTHUIIMPAHU U MPEepadOTEeHU KPHB U KPHBHU CHCTABKU OC3BBH3ME3/IHO B
paMKHUTE Ha YTBBPJICHUTE KOJWYECTBA MO 4. 26, T. 1.

(3) (U3m. - B, 6p. 98 or 2010 r., B cuna ot 14.12.2010 r.) M3BbH ciaydaute mo ai. 2
LEHTPOBETE 32 TpaHCPY3HMOHHA XEeMATOJIOTHsI MOTaT J1a JOCTABST Ha JIeYeOHUTE 3aBe/IeHUs 3a OOJIHUYHA
MTOMOII] ¥ Ha KOMIUJICKCHUTE OHKOJIOTUYHU IIEHTPOBE KPBB M KPHBHU CHCTABKHU CPEIy BH3ME3IIBAHE HA
pa3xoJuTe MO TAXHOTO AUArHOCTULIMPaHE U pepaboTKa.

(4) YcnoBusita ¥ penbT 3a Bb3ME3ABAHETO MO al. 1 W 3, KaKTO U 3a OCTOMHOCTSBAHE Ha
pa3xoquTe, ce ONpeAessaT ¢ Hapenda Ha MUHUCTEPCKUS ChBET.

(5) Lentposere 3a TpaHc(hy3MOHHA XEMATOJIOTUS JOCTABAT IJIa3Ma Ha MPOU3BOJMTEINTE HA
JIEKapCTBa M0 LIeHU, IIPU YCIOBUS U 10 Pell, ONpe/ieieHH ¢ Hapen0a Ha MUHUCTEpCKUS ChBET.

(6) YcnoBusTa v peIbT 32 CTUMYJIMPAHETO, OPTAHU3UPAHETO U MPOBEKIAHETO HA ICHHOCTHTE,
CBBP3aHH C KPHBOJAPSIBAHETO, CE ONPELIST ¢ Hapeadara mo ai. 4.

(7) (M3m. - B, 6p. 38 o 2012 1., B cmma ot 01.07.2012 r.) CpencrBaTa mo ai. 3 U 5 mocThIBAT
B MMHHCTEPCTBOTO Ha 3ApaBEONa3BaHETO U CE€ BKIIOYBAT IO OIOHPKETUTE Ha LIEHTPOBETE 3a
TpaHC(y3MOHHA XEMAaTOJIOTHI.

. 5a. (HoB - JIB, 6p. 65 ot 2006 1., B cuna ot 11.08.2006 r.) (1) BoeHHOMenuuuHCKaTa
aKaJeMusl JIOCTaBs HA IIEHTPOBETE 3a TpaHC(y3MOHHA XEMATOJOTHS HEIUArHOCTUIUPAHU KPBB H
KPBbBHH CHCTaBKH, KOTaTO KOJHMYECTBAaTa, HAOpaHW NPH KPBBOAAPSBAHE, HAIXBBHPISAT KOJIUYECTBATA,
HEOOXO0/IMMHU 32 33JI0BOJISIBAHE HYXKIUTE Ha JIEYeOHOTO 3aBE/ICHHE.

(2) B ciuyuante mo ain. 1 BoeHHOMeaMIIMHCKaTa akaleMHsl JIOCTaBs Ha IEHTPOBETE 3a
TpaHCy3MOHHA XEMAaTOJIOTUS KPBB U KPbBHU CHCTABKH OE€3BB3ME3IHO.

(3) Han yrBbpaeHute 3a BoeHHOMenuuMHCKaTa akaaeMus KojiuuecTBa mo wi. 26, T. 1
[IEHTPOBETE 32 TpaHC(y3MOHHA XEMAaTOJIOTHsI MOTaT Jla JOCTABST Ha JIEYeOHOTO 3aBEICHNE KPBB CpEILy
BB3ME3/sIBaHE HA Pa3XOUTe MO AUArHOCTUIIUPAHE U MpepaboTKa.

(4) YcnoBusita U peabT 3a BBH3ME3ISIBAHETO MO al. 3, KaKTO M 32 OCTOMHOCTSIBAHETO Ha
pa3xoquTe, ce ONMpeAeNsT ¢ HapeadaTa 1o 4. 5, an. 4.

(5) BoeHHOMenMIIMHCKATA aKaJeMHUsl JOCTaBs IIa3Ma Ha MPOU3BOJHUTEINTE HA JIEKApCTBa IO
IIEHU, TIPU YCIOBUA U TIO PeJl, ONpeeNIeHH ¢ HapenbaTa 1o 4. 5, am. 5.

Un. 6. (1) Homycka ce yieyeOHUTE 3aBeleHUs O 4i. 15 1a B3emar KpbB cpellly 3alljiallaHe B
CIIEIHUTE CIyJau:

1. mpu crienHM CIyYau W MPH JIMTICA Ha HAJTMYHHU KOJMYECTBA OT HE0OXOoAUMaTa KpbBHA Ipyma
B CbOTBETHUS LIEHTHP 32 TPAaHC(PY3MOHHA XEMATOJIOTUS;

2. 3a IPOU3BOJICTBO HA BAKCUHH, CEPYMHU U UMYHOTJIO0YINHHY;

3. 3a HAYYHOM3CIIEIOBATEICKU U JUATHOCTHYHY LI€JIM B MEIUIIMHATA.

(2) JleyueOHuTe 3aBeneHus Mo 4ia. 15 moraT na MOKpPHUBAT HEMOCPEICTBEHUTE pa3XxoIu Ha
KPBBOJAPUTEIUTE, KAKTO U J1a TH CTUMYJIHMpAT CbC CUMBOJIMYHM MOJAPBIM M MO JAPYT, CbBMECTHUM C
MIPHUHITAIA 33 JOOPOBOIHOCT HA KPBBOIAPSIBAHETO HAUWH.

(3) 3arutanianeTo Ha KPbBTa U KPhBHUTE CHCTABKHU B CIIy4auTe MO ajld. 1 ce U3BBpIIBA IO pea U
IIEHU, OTIpeIeJICHU B Hapeabdara mo wi. 5, ai. 4.



Yn. 7. (1) KppB 1 KpBbBHU CBCTaBKM CE€ M3HACAT WM3BBH TEPUTOPHUSTA HA CTpaHaTa caMo IO
pemieHre Ha MUHUCTEPCKHSI ChBET, KOTaToO ca MpeIHa3HAuYEH! 3a:

1. oxa3BaHe Ha XyMaHUTapHa IIOMOIII;

2. IpOM3BOJICTBO Ha JIEKApCTBA 3a HY)KIUTE Ha CTpaHaTa.

(2) MuHHCTBPBT Ha 3ApaBEONA3BaHETO OPraHM3Mpa U3HOCA Ha KPbB M KPBbBHU CHCTABKU B
ciydauTe o ai. 1, T. 2.

Uin. 8. (1) (dom. - IB, 6p. 41 ot 2009 r., B cuna ot 02.06.2009 r.) KpbB 1 KpbBHU CHCTABKHU C€
BHACAT Ha TEPUTOPHSTA HA CTpaHaATa caMO C pa3pelleHre Ha MUHHCThpa Ha 3/IpaBEOIa3BaHETO WM Ha
OMPABOMOIIEH OT HEro 3aMECTHUK-MUHHUCTBD B Cllydail Ha U3BBHPEIHU OOCTOSITEICTBA, MPU KOUTO
KOJIMYeCTBaTa KPbB U KPbBHU ChCTABKH, C KOUTO CTpaHaTa pasroJjara, He ca IOCTaThYHH 3a 3alluTa Ha
3/IpaBETO Ha XOpara.

(2) BuHochT mo aim. 1 ce momycka, B cClydaii 4Ye KpbBTa M KPBBHHUTE CBCTaBKH ca
JTUArHOCTULIMPAHHU, MPEepabOTEeHU, €TUKETUPAHU M OCUTYPEHH OT MHCTHUTYIMSA, 3aKOHHO IPHU3HATA OT
CbOTBETHATa /JbpKaBa, M c€ TMpUAPYKaBaT OT JOKYMEHTAllMs, JaBamja Bb3MOXKHOCT 3a
UICHTH(HUIIMPAHETO HA BCSAKA CIUHUIA KPHB WIM KPBBHH CHCTaBKH, U OT MH(OpMAIHS 32 POBEIACHH
n1abopaTopHU U3CTEABAHMS U 32 METOJIUTE HAa TUArHOCTHKA U MpepadoTKa.

(3) YcnoBusita, Ha KOUTO TPsIOBA J1a OTTOBAPS KAYECTBOTO HA KPHBTA U KPBBHUTE CHCTABKH IO
an. 1, ce onpenenar ¢ Hapeabara mo 4. 20, ai. 2.

(4) (U3m. - B, Op. 31 ot 2007 r., B cia ot 13.04.2007 r.) JlekapcTBa, MpOU3BEACHH OT
1a3Ma, ce BHACAT MO pesia Ha 3aKOoHa 3a JIGKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA.

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

I'naBa BTOpA.
JAPABAHE, BBEMAHE, IUATHOCTHUKA, IPEPABOTBAHE U CbXPAHSABAHE HA
KPbB U KPBbBHU CBbCTABKHA

Y. 10. I[ap}IBaHCTO € XYMaHCH " I[O6pOBOJ'IeH AKT Ha MUJIOCHPAUC U YOBCHIKA COJIUAAPHOCT,
npu KOHTO OT JapuTeid 6€3B"I>3M€3]1H0 CC B3€Ma KPbB UM KPBbBHU CHCTABKH.

Un. 11. (1) (U3m. - AB, 6p. 74 ot 2009 r., B cuna ot 15.09.2009 r., uzm. - /IB, 6p. 68 ot 2013
r., B cuna ot 02.08.2013 r.) MuHUCTBPBT Ha 3/paBEONa3BaHETO, MUHUCTHPBHT Ha OOPa30BAHUETO U
HayKaTa, MUHUCTBPBT Ha oTOpaHaTa, bbarapckuar YepBeH KpbCT, JTEUEOHUTE U 3IpaBHUTE 3aBEACHUS
OpPTraHU3MPAT ¥ U3BBHPIIBAT POMOIIHS Ha JAPSBAHETO HA KPHB WIIM KPHBHHU ChCTABKH.

(2) Ilpu opranm3upaHe Ha MPOMOIMATA MO an. | Morar Ja ydacTBaT M CpPeICTBaTa 3a MacoBO
OCBEZIOMSIBAaHE, HETPABUTEIICTBEHUTE OPTaHW3AlMU W PEIUTHO3HUTE WHCTUTYIHH, PETHCTPUPAHU TI0
pena Ha 3aKOHa 3a BEpOU3IOBEIAHUSATA.

(3) Opranute Ha IeHTpaJHaTa ¥ MECTHATa BJIACT, IOPUANYECKUTE U (PU3MUECKHUTE JIHIA Cca
3aJIBJKEHU J1a ChICHUCTBAT 32 OCHIIECTBSIBAHE HA MTPOMOITUATA U TIPH B3€MAHETO Ha KPbB.

Un. 12. (1) JoHopu Ha KpbB WM KPBbBHHM CHCTABKM MoOrar Ja ObJaT JAEeCOCOOHM Jula Ha
BB3pacT oT 18 10 65 ronnHu, KOUTO HAMAT MEAULMHCKU IIPOTUBOINIOKA3aHUs 3a TOBA.
(2) VnTtepBanbT OT BpeMe MEXIy JBE CTaHIAPTHH B3e€MaHHUS HA KPbB HE MOXe Ja Obae



no-mMairbk ot 60 qHU.
(3) Ob6cToATENCTBOTO MO al. 2 C€ YCTAaHOBSIBA Ype3 U3BBHPIIBAHE HA MPOBEPKA B PETHCTHPA 1O
. 36.

Ui 13. (1) JoHopwsT nmaBa mucMeHO WH(POPMHUpaAHO ChIJIACHE M TIOMBJIBA JCKIapanus 3a
3/IpaBOCJIOBHOTO CH ChCTOSHUE.

(2) 3a monmyuaBaHe Ha ChIVIACHETO MO all. 1 Ha JIOHOpa Ce€ MPEeIOCTaBsi Ha JIOCTHIIEH €3UK
uH(popManus 3a Tpoleaypara Mo B3eMaHE Ha KPHbB HIJIM KPBBHU CHCTaBKH, 33 (DU3HOJIOTHYHUTE
IIPOMEHHU, KOMTO HACTBIIBAT B OpPraHuM3Ma BCIEACTBHE Ha TOBA, 32 MEPKUTE 3a 0€30MacHOCT U 3a
MOTEHI[MATHUTE PUCKOBE.

Ui 14. (1) KpbB mim KpbBHU CHCTAaBKHU CE€ B3eMaT CJIC]l MEIUIIMHCKH TIPETJIe, U3BbPIICH OT
JIeKap U M0/ HEroB KOHTPOJI.

(2) B3emamuar KpbB WM KPbBHU CHCTABKU T'M €TUKETUPA, IOJATOTBSA M 0003HAYAaBa CaTeIUTHA
KpbBHA MP0o0a ¥ KOMIUIEKTYBA JJOKYMEHTAIIHS, ChAbPIKAIA TOIIBIHCHA (DOPMH 3a:

1. uadopMuUpaHo chriacue;

2. nekiapanus 3a 3/JpaBoCIOBHOTO ChCTOSHUE;

3. pe3yaTaTuTe OT MEIUIIMHCKHUS IPETJIiel U OT JIaDOpaTOPHUTE U3CIICABAHMUS;

4. uneHTHUKAIUS Ha B3eTaTa SUHUIA KPBB WM KPBBHU CHCTABKHU.

(3) Opurunanure Ha [OKyMEHTHUTE MO al. 2 c€ ChXpaHSABaT OT JiIedeOHOTO 3aBeACHHUE,
M3BBPIINIIO B3€MaHETO, 3a IepuoJl 15 roguuu.

(4) HoHopbT uMMa mpaBo Ja MoAy4yd HHPOpManus 3a 3APaBOCIOBHOTO CH CBHCTOSHHE,
YCTaHOBEHO U NIperJieaa 1o ai. 1, u 3a pe3yiTature oT U3BbPIICHUTE J1a00paTOPHU U3CIIE/IBAHNUS.

Ui 15. BzeMaHeTo Ha KPbB WIM KPbBHHU ChbCTABKU C€ OpPraHU3HpPa U U3BBPILIBA OT:

1. neHTpoBere 3a TpaHC(y3NOHHA XEMATOJIOTHS;

2. MHOTOTIPOPHUIHUTE OOTHUIIM 32 AKTUBHO JICYEHHE, B YUATO CTPYKTYpa UMa OTHEJICHHE IO
TpaHc(y3MOHHA XEMATOJIOTHS;

3. BoeHHOMEIMIIMHCKATa aKaJeMus.

Un. 16. (1) Jleuebuute 3aBeneHus no wi. 15 u3zgasat kapTa Ha BCEKHU JIOHOP.

(2) B kaprara no azn. 1 ce oTpa3siBaT YHUKAJIHUAT UACHTU(PHUKAIIMOHEH HOMEp, TPUTE MMEHa,
EI'H, nocTosHHUAT ajipec, KpbBHOTPYNOBATA MPUHAUJIEKHOCT, JaTaTa U KOJIMYECTBOTO HA B3ETUTE KPbB
WA KPbBHU ChCTABKU.

Un. 17. JleueOHuTe 3aBefeHUs Mo 4i. 15 ocurypsBar yciaoBHs 3a 3allliTa Ha 3/paBETO HaA
JOHOPHUTE.

Y. 18. (M3m. - [IB, 6p. 65 o1 2006 1., B cuna ot 11.08.2006 r.) (1) (U3m. - AB, 6p. 54 ot 2012
r.) HanmoHanHuAT meHTHp 3a TpaHC(y3MOHHA XEMAaTOJIOTHSl OCUTypsiBa MEIUIIMHCKUTE H3JeNus 3a
B3eMaHe, JUarHOCTHIIMPaHe, MpepadoTBaHe W ChXpaHsSBaHE HA KPbB M KPBBHU CHCTaBKH, HEOOXOAMMHU
3a jeyeOHuUTE 3aBeieHus Mo Wi. 15, T. 1 1 2, U UM U npegocTaBs 6€3Bb3ME3/THO MIPU YCIOBHUS U IO pel,
OIIpEeZEIICHN ¢ Hapen0a Ha MHHHCTHPA Ha 37]paBeoIa3BaHETo.



(2) (Hosa - IB, 6p. 54 ot 2012 r.) HeoOxoaumuTe cpencTBa 3a H3MBIHCHUE HA ICHHOCTUTE 110
an. 1 ce ocurypsBar 1eneBo Ha HanmoHamHus HeHTHp 3a TpaHC(y3MOHHA XeMAaToJIOTHsl Ype3 Oropkera
Ha MUHHUCTEPCTBOTO Ha 3[JPaBEOIa3BAHETO.

(3) (ITpenumna an. 2, u3m. - JIB, 6p. 54 ot 2012 r.) MeauuuHCKUATE U3ACINS 32 ACHHOCTHUTE 110
B3eMaHe, JUarHOCTHIIMPAaHEe, MPepadOTBaHE U ChXpaHSIBAaHE HA KPBB U KPBBHHU ChCTaBKH, U3BBPIIBAHU
oT BoeHHOMeTuIIMHCKATa aKaieMus, ce 3aruiamaTr oT MHUHHCTEPCTBOTO Ha OTOpaHara.

Y. 19. JleueObuure 3aBeneHus no wi. 15, T. 2 U 3 npenocTaBAT B3€TUTE KPbB WU KPbBHU
CBCTaBKH 3a€JHO CHC CATEIMTHUTE KPBHBHM NpPOOHM, KOMHME OT JAOKyMEHTamusra mo wi. 14, am. 2 u
IPOTOKOJ 3a IpelaBaHe Ha IIEHTbpa 3a TpaHC(y3MOHHA XEMAaTOJIOTUsl.

Ui 20. (1) JAuarnoctukara, npepadOTBAaHETO M ChXPAaHSIBAHETO HA BCSIKA CIMHHIIA KPBB WIH
KPBBHH CBCTaBKH CE€ M3BBPIIBAT OT LIEHTPOBETE 3a TpaHC()y3MOHHA XEMaTOJIOTHs MpU CHa3BaHEe Ha
npasuiara 3a JoOpa naboparopHa npaktuka u JJoOpa nmpous3BoIcTBEHA MPAKTHUKA.

(2) YcnoBusita ¥ pebT 3a U3BBPILIBAHE JUArHOCTHKA, NIPEpadOTKa U ChXpaHsABAaHE HA KPBbB U
KPBBHU CHCTABKH C€ OMPEALIAT ¢ Hapeada Ha MUHHUCTHPA Ha 3/IPaBeOIa3BaHEeTo.

(3) (Hosa - JIB, Op. 65 ot 2006 r., B cuna ot 11.08.2006 r.) BoenHoMenuuuHckaTa akaaemMust
JIMArHOCTHUIIMPA, MpepadoTBa M ChXpaHsABA KPbB U KPHBHU CHCTABKU CaMO 3a COOCTBEHHM HYXKIU B
paMKuTE Ha YTBBPJAECHUTE KOJIMYecTBa 1o wi. 26, T. 1.

Un. 21. (Otm. - IB, 6p. 102 ot 2018 ., B cuia ot 01.01.2019 1)

Y. 22. (1) Jlunara, KouTo U3BBPILBAT B3EMaHE, JUATHOCTHKA, pepadOTBaHE U ChXPaHSBAHE
Ha KPbB U KPbBHH ChCTaBKH, IPEMHUHABAT 33bJDKUTENIEH KypC Ha 00y4YeHUe Haii-MajaKko BeHBK Ha JIBe
TOIMHHU.

(2) (U3m. - 1B, Op. 60 ot 2011 r.) OOyueHueTo ce OCHILECTBSABA MO MPOrpaMa, YTBbpJEHa OT
MUHHCTBPa Ha 37paBEOla3BaHETO MO MPENJIOKEHHWE Ha JupeKkTopa Ha HanuwoHamHWs HEHTBp 3a
TpaHC(y3MOHHA XEMaTOJIOTHUSI.

Un. 23. 3alpansiBa ce pa3NnpoOCTpaHSIBAHETO HAa JAaHHU, MO3BOJISIBAIIM HACHTHU(PUIIMpAHE HA
JIOHOpHUTE.

I'naBa Tpera.
INJIAHUPAHE U OCUT'YPSAABAHE HA KPbB U KPbBHU CbCTABKUA

Un. 24. (1) AupekTopbT Ha LEHTHP 3a TpaHCHY3UOHHA XEMATOJOTHUS €XKETOJHO aHAIM3Hpa U
TUTAaHUPA 32 HY)KIIUTE Ha 00CITY)KBaHHsI PaiioH:

1. neitHOCTHUTE 1O MPOMOILIUS HA TOOPOBOIHOTO M 0€3BB3ME3THO KPHBOIApPSBAHE;

2. KOJIMYeCTBaTa KPbB M KPHBHH ChCTaBKH 32 33JI0OBOJIIBAHE HA TUIAHOBUTE W CIICHTHUTE HYXJIN
U pa3mpeesieHueTo UM 1o 00acTu;

3. KOIMYECTBOTO IJIa3Ma 3a MPOU3BOJICTBO HA JIEKAPCTBA;

4. (mom. - JIB, O6p. 65 or 2006 r., B cunma ot 11.08.2006 T.) MEAMIIMHCKHUTE W3IEIHS,
HEOOXOJMMHU 3a B3EMaHe, IUArHOCTHIMpaHe, NMpepad0TBaHEe M CHXpaHsIBaHE Ha KPBB M KPHBHH



CbCTaBKU;
5. ouakBaHMs OpO¥ KPBBOAAPSIBAHUS U TpaduKa 3a TIXHOTO MPOBEKIAHE;
6. oyakBaHMs OpOii IIaTEHN B3€MaHUs Ha KPbBB.
(2) AHanu3bT ce OCHOBaBa Ha:
1. uadopmanus, moyueHa oT JeueOHUTE 3aBeICHHs, YIIOTPEOSBAIIN KPBB U KPHBHH ChCTABKH;
2. BB3MOXKHOCTHTE Ha IIEHTHPA 332 OCUT'ypsIBaHE HA KPbB U KPHBHH CHCTaBKH.

Un. 24a. (HoB - JIB, 6p. 65 or 2006 r., B cmia ot 11.08.2006 r.) (1) Havanaukspr Ha
BoenHoMmenunuHckaTta akageMHsl €XKEroJHO aHalu3upa M IUIaHUpa 3a HYXKIUTe Ha JIe4eOHOTO
3aBeJIeHuE:!

1. xonmuyecTBaTa KpbB U KPbBHU CHCTaBKHU 3a 33JJ0BOJISIBAHE HA TUIAHOBUTE U CHEIIHUTE HYKIU
Y pas3IpeesICeHUEeTO UM IO CTPYKTYPH;

2. KOJIMYECTBOTO IIa3Ma 3a MPOU3BOICTBO Ha JIEKAPCTBA,

3. ouakBaHMs OpOW KPHBOJAAPSIBAHUS U rpaduKa 3a TIXHOTO MPOBEKIAHE;

4. ouakBaHUs OpOIi MJIATEHU B3EMaHUsI Ha KPBB.

(2) Awmamu3bT ce ocHOBaBa Ha wuHMOpMalusA, TMOJy4eHa OT CTPYKTypUTE€ Ha
BoennomenuuHckara akagemMus, ynoTpeOsBaiy KpbB U KPbBHU CHCTABKHU.

Ui 25. (Hom. - B, 6p. 65 ot 2006 r., B cuina ot 11.08.2006 r., u3m. - JIB, 6p. 98 ot 2010 1., B
cwia ot 01.01.2011 r., u3m. - /IB, 6p. 60 ot 2011 r.) Pe3ynratute OT U3BbPIICHUTE aHAIIU3 U TUIAHUPAHE
mo wi. 24 w 24a ce mpemocTaBAT Ha JAMpeKTopa Ha HanuoHamHWsS LEHTBHP 3a TpaHCy3HOHHA
XEMAaToJIOTHs U Ha AUPEKTOPUTE HA PErHOHATHUTE 3{PaBHHU UHCIIEKIINU.

Un. 26. (U3sm. - B, 6p. 60 or 2011 r.) dupexktopbT Ha Hamumonamnus I1eHTBp 3a
TpaHcy3MOHHA XEMaTOJOTHSl €XKEroAHO aHamu3upa, o000IaBa U MPEJOCTaBs 3a YTBBPXKIaBaHE OT
MUHUCTHPA Ha 3/IpaBEONa3BaHETO TIIAHUPAHUTE:

1. konuuecTBa KPHbB M KPBbBHM CBHCTaBKM 3a 3a/I0BOJIIBAHE HA MEAUIIMHCKUTE HYXIU B
CTpaHara;

2. KOJIMYECTBO IJIa3Ma 3a MPOU3BOJICTBO HA JIEKAPCTBA;

3. (mom. - JIB, 6p. 65 ot 2006 r., B cuia ot 11.08.2006 r.) MEAUIIMHCKY U3ETHUS 32 B3€MaHeE,
JIMarHOCTHIIMPaHE, MpepadOTBaHe U ChbXpaHsIBaHE HA KPHB U KPbBHH CHCTaBKHU.

Un. 27. (1) (U3m. - B, 6p. 98 ot 2010 r., B cuna ot 14.12.2010 r.) JleuebHUTE 3aBEaEHUS 3a
OOJIHWYHA MTOMOII M KOMITJIEKCHUTE OHKOJIOTMYHH LIEHTPOBE, HAMMpAILK C€ Ha TepUTOpHsITa Ha 00JacT,
B KOSITO MMa OTKPUT IIEHTHP 3a TPaHCPY3MOHHA XEMAaTOJIOTHs, C€ CHAOAABAT C TUArHOCTUIMpAHA U
npepaboTeHa KpbB U KPbBHHU ChCTABKH OT TO3H LIEHTHP.

(2) (U3m. - AB, 6p. 98 oT 2010 1., B cuita ot 14.12.2010 r.) JleueOHuTe 3aBeeHUS 3a OOTHUYHA
MIOMOIIl ¥ KOMIUIEKCHUTE OHKOJIOTHYHU IIEHTPOBE, HAMUPAIIM C€ Ha TEPUTOpHUATA HAa 00JacT, B KOSATO
HSIMa OTKPUT LIEHTHP 3a TpaHC(HY3MOHHA XEMAaTOJIOTHs, HO UMa 00JlacTHA MHOTonpoduiIHa OOTHUIA 32
aKTHBHO JIEYEHHE C OT/EJIEHHUE 10 TpaHC(PY3MOHHA XEMATOJIOIHs, ce CHAOAIBaT ¢ AMArHOCTHIMPaHA U
npepaboTeHa KpbB U KPbBHU ChCTABKHU OT Ta3u OOIHMIIA.

(3) (M3m. - AB, 6p. 98 ot 2010 1., B cuma ot 14.12.2010 r.) JIeueOHuTe 3aBeeHUS 32 OOTHIYHA
MIOMOIIl ¥ KOMIUIEKCHUTE OHKOJIOTHYHHU IIEHTPOBE, HAMUPAIIM CE Ha TEPUTOPHATA Ha 00JacT, B KOSTO
HSMa OTKPUT LEHTBP 3a TpaHC(Y3MOHHA XEMaToJoTHs M objacTHa MHorompoduiHa OOJHHLA 3a
aKTHBHO JICYCHHE C OT/EJICHHUE 10 TpaHC(Y3MOHHA XEMATOJIOTH, Ce CHAOIIBAT C JUATHOCTHIIMPAHA U



npepaboTeHa KpbB UM KPBBHU CBHCTaBKH OT IIEHTPOBETE 3a TpaHC(Y3MOHHA XEMAaTOJOTHUS WM OT
Hal-Onm3kara oOnacTHa MHorompodriiHa OoJNHWIIA 3a aKTHBHO JICYEHHE C OTACICHHE TI0
TpaHc(y3HOHHA XEMaTOJIOTHUSI.

(4) LlentpoBere 3a TpaHC)PyY3MOHHA XEMATOJOTHSl OCUTYpSABAaT C JMArHOCTHLMpaHa U
npepaboTeHa KPbB M KPBHBHHM CHCTaBKM PAa3MOJIOKEHUTE B pailoHa UM Ha oOCIy)XBaHE O00JacTHU
OOIHHILIHU 110 a. 2.

(5) ObnacTHuTe OOMHHUIM TO ajl. 2 ChXpaHIBAT NPEAOCTABEHUTE UM KPBB M KPBBHH CHCTABKU
3a CBOM HYX/IM U 3a HY)KJUTE Ha CHAOJIBaHUTE OT TsX JIeYeOHU 3aBe/ICHUS.

(6) Ilpu BpemMeHEH HENOCTHI Ha KPbB U KPBBHH CHCTaBKU LIEHTPOBETE 3a TpaHC]y3HOHHA
XEMaTOJIOT s CHAOIABaT JICUEOHUTE 3aBE/ICHUS C KPbB U KPbBHM CHCTABKH IO KIIMHUYHU KPUTEPUH.

Un. 28. (1) LentpoBere 3a TpaHC]y3MOHHA XEMATOJOTHS OCUTYpSBAT CHEIHMAIH3UPAH
TPAHCHOPT HA KPBB WU KPbBHU ChCTABKH JI0 PA3IOJIOKEHUTE B pailoHa UM Ha oOCily)KBaHe 00JaCTHU
OoJHMIM 110 WiI. 27, alL. 2.

(2) TpancropTbT Ha KpbB WIM KPBBHU CBCTaBKM OT LIEHTPOBETE 3a TpaHC(Y3MOHHA
XEMaTOJIOTHsI WJIM OT oOjacTHUTE OONHHUIM [0 JIeueOHWTE 3aBEACHHUS, NOJ3BAIlM KPBB U KPHBHHU
CbCTaBKH, CE€ OCUTYpPSBA OT JICUEOHUTE 3aBEJCHMUS.

(3) Ilpu nunca Ha KpHB WM KPBBHU CBHCTABKM 3a MAIlMEHT CBC CHEIIHO CHCTOSHUE
TPAHCHOPTHT CE OCUTYPsIBa OT LIEHTHP 3a CHEIIHA MEJUIIMHCKA TOMOLLI.

(4) B cmyyante no ai. 3 KpbB WIH KPBBHH CHCTaBKH C€ JAOCTABSIT OT Hal-OJIM3KOTO Je4eOHO
3aBeJIeHHE, pa3IoJaramio ¢ TAX.

I'naBa yeTBBpTA.
NNPEJIUBAHE HA KPbB U KPbBHU CbCTABKH

Un. 29. IlpenuBane Ha KpbB MM KPBbBHM ChCTaBKM C€ Ha3HayaBa OT MPABOCIOCOOEH JIeKap,
KOWTO oOIpeaenss W BOKMCBA B MEIULMHCKAaTa JOKYMEHTAlUs BHJA, KOJMYECTBOTO M HAuyWHA Ha
MIPUTIAraHETO UM.

Un. 30. IlpenuBaHeTOo Ha KpPbB WJIM KPBBHU CHCTaBKM CE€ W3BBPILBA IO KOHTpOJa Ha
MIPaBOCIIOCOOEH JIeKap.

Un. 31. (1) IlpenuBaHe Ha KpbB UM KPBBHU CHCTaBKU CE€ U3BBPILBA MPU ClIa3BaHe IIpaBaTa Ha
NalMeHTa U Cle]] MoJlydyaBaHe Ha MMCMEHO HH(POPMHUPAHO ChIVIACHE OT HEro, 3a KOETO My Ce MpeloCcTaBs
Ha JIOCTBIICH €3UK MH(OopMaIus 3a:

1. npuYMHKTE 3a MpeIUBaHe Ha KPbB WM KPBbBHU ChCTAaBKHY;

2. 1enTa Ha IPETMBAaHETO U OYaKBaHUS pPe3yiTar;

3. BB3MOXKHUTE HEXEJIAaHU PEaKIUH M MOTCHLIUAIHUTE PUCKOBE, CBBP3aHU C MPEIUBAHETO Ha
KPBB MM KPHBHH CHCTABKH;

4. ChIECTBYBAIUTE AITEPHATUBU M PUCKOBETE, TPOU3THUYAIIHN OT THIX.

(2) KoraTo mamueHThT € HeJeecrnoco0eH, NHPOPMUPAHOTO ChIVIAaCHe MO all. | JaBa HETOBUSAT
3aKOHEH MPECTABUTEI WM MOMECUUTEIL.

Un. 32. (1) [IpenuBane Ha KpbB WIM KPbBHU CHCTaBKMU 0Oe€3 MojydaBaHE Ha HMH(OpPMUPAHO



chriacue Moxe Ja Obe U3BBPIICHO, KOTATO € 3aCTPaIlleH )XHUBOTHT HA MAIUEHTA U:

1. ¢pu3HUECKOTO WM NCUXUYHOTO MY CHCTOSIHME HE MO3BOJISBA MOJIy4yaBaHe Ha MHPOPMUPAHO
CBIJIACHE;

2. MaUEeHThT € HeJeecnoco0eH U He € Bb3MOXKHO CBOEBPEMEHHO IMOJTy4YaBaHe Ha ChIVIACHE OT
3aKOHHUS MY MPEICTABUTEI UM MOMEYUTE.

(2) Pemenunero u motuBHTE MO al. 1 ce OTpa3siBaT B MEIUIIMHCKATa JOKYMEHTAIUsl Ha
MalKUeHTa OT JIEKapsi, HA3HAYMWII MIPETUBAHETO.

Ui 33. (1) IlamueHTHT, CHOTBETHO 3aKOHHUAT MY MPEICTABUTEN WM IOMEYHUTEN, MOXKE J1a
OTKaXe MpPEeJIMBaHe Ha KPbB WK KPbBHHU ChCTABKHU IO BCAKO BpEME Ha JICUEHHETO.

(2) Otka3wT No an. 1 ce ynocToBepsiBa ¢ MOJIMUCH Ha JIMIETO U Ha JIEKyBaIlIUs JIeKap WM Ha
JIEKyBAIlIMsl JIEKap U Ha CBUAETEN, aKO JIMIETO OTKAXKE /1a C€ MOIHIIIE.

Un. 34. 3abpansiBa ce npenuBaHe Ha:
1. HeIMarHOCTUIIMPAHU KPBB M KPbBHU ChCTaBKU, OCBEH IIPH aBTOXEMOTpaHCy3usi;
2. KpbB U KPbBHH CHCTaBKU C U3TEKBJ CPOK HA TOTHOCT.

Y. 34a. (Hos - IB, 6p. 70 ot 2004 r., B cuna ot 01.01.2005 .) (1) (M3wm. - JIB, 6p. 59 ot 2010
r., B cuna ot 31.07.2010 r.) Bcuuku nedyeOHM 3aBefieHUS 3a OOJHUYHA TIOMOI] M IIEHTPOBE 3a
TpaHCy3MOHHA XEMaTOJIOTHsI MOraT Jla B3eMaT KpPBbB 3a aBTOXEMOTpPAHCQY3Wsl IPHU Cla3BaHE
M3UCKBaHMUATA HAa Wi 12, an. 2, KoraTo HsAMAaT MEAMIIMHCKH IPOTUBOIIOKA3aHUs 3a TOBA W ClIE[
MOJTy4aBaHe Ha MICMEHO HH(POPMHUPAHO CHIIIACHE.

(2) Koraro nuiiero € HembIHOJETHO, TMCMEHO HHPOPMHUPAHO ChIVIACHE CE B3eMa OT 3aKOHHUS
MPEACTaBUTEN WM MTONIEYUTEI HA HEMIbIHOJIETHUS.

Un. 35. 3alpaHsBa ce pa3NpoCTpaHsSBAHETO HA JIaHHW, MO3BOJISIBALM WACHTU(UIMpaHE Ha
PELUIIEHTA.

I'naBsa nera.
TPAHC®Y3UOHEH HAA30P

Un. 36. (1) (U3m. - OB, 6p. 60 or 2011 r.) HamuoHamHusAT 1eHTHP 3a TpaHc)y3HMOHHA
XEMaTOJIOTHsl Ch3/JaBa PETUCTHP, KOMTO BKIIOUBAa MHPOPMALIUS OTHOCHO:

1. ToHOpHUTE U PELIUITUEHTHUTE;

2. pe3ynTaTuTe OT IpOBEAEHUTE J1a00paTOPHU U3CIICABAHNUS;

3. BCsIKa €IMHMIIA B3€Ta KPBB U KPBBHU CHCTABKH,

4. neliHOCTHTE TO B3e€MaHe, JUAarHOCTHKA, NpepaboTBaHe, €TUKETHpaHEe, IOKYMEHTHpPAaHE,
pasmpenensHe, ChbXpaHsiBaHe U ynoTpeda Ha KpbB U KPbBHU ChCTABKU;

5. YHUIIIO)KaBaHETO HA BCSAKA €IMHUIA KPBB M IPUYMHUTE 3a TOBA.

(2) Undopmanusara no an. 1 ce BIUCBa B perUCTbpa U B CIyyauTe, KOraTo KPbBTa U KPbBHUTE
ChCTaBKHU Ca BHECEHHM IO peja Ha uJl. §, ai. 1.

(3) (U3m. - IB, 6p. 60 ot 2011 r.) JleueOHuTE 3aBeACHUS, KAKTO M JUIATa, KOUTO U3BBPIIBAT
JIeWHOCTH TO B3eMaHe, JAMAarHOCTHKa, NpepadoTBaHE, €THKETHpaHe, JOKYMEHTHpaHe, pas3lpeneisHe,
CbXpaHsiBaHE W ymHoTpeba Ha KpbB M KPBBHM CBCTaBKH, Ca JUIHKHU J1a OTpa3siBaT B PErHCThpa



uHpopmanuara no ain. 1. B caydamte mo ui. 8, an. 1 mHpopmamusaTa ce oTpas3siBa B perucTbpa OT
Hanmonanuus eHTHp 3a TpaHCPY3MOHHA XEMAaTOJIOTHS.

(4) (M3wm. - JIB, 6p. 60 ot 2011 1.) LlenTpoBere 3a TpaHcy3MOHHA XeMaTOJIOTUsI 00paboTBaT U
aHaM3upaT HHPOpMAIMATA U MPEeNoCTaBiIT 0000IIeHM JaHHM Ha HanuoHanHUS UEHTBp 3a
TpaHc(y3HOHHA XEMaTOJIOTHUSI.

(5) Nudopmarusra o ai. 1 e cioyxkeOHa TaliHa U ce ChbXpaHsBa 3a cpok 30 roauHM.

Un. 37. YcnoBusita U peapT 3a ChCTaBsIHE, 00pabOTBaHe, ChbXpaHABAHE U MPEAOCTABSIHE Ha
uHpopMalnuaTa OT PEerucTbpa, (GopMUTE Ha JOKYMEHTaLusATa IO JapsiBaHe, B3€MaHE, JUarHOCTHKA,
npepaboTBaHe, pasmpenensHe, ynorpeda M YHHUIIOKaBaHE HAa KPbB M KPBBHU CHCTaBKM U 3a
ChOOLIaBaHE HAa CEPUO3HUTE HEXKEJIAHU PEAKLIUU U CEPUO3HUTE MHLUACHTHU CE ONpeNeNaT ¢ Hapeada Ha
MUHUCTBpA Ha 3/1paBEOIa3BaHETO.

Ui 38. (U3m. - [IB, 6p. 65 ot 2006 1., B cruta ot 11.08.2006 1.) (1) MU3NBJIHATETHUAT TUPEKTOP
Ha M3mbiHUTENHATAa areHuusl MO JIeKapcTBaTa M3MBJIHSABA (YHKIHMHUTE HA KOMIIETEHTEH OpraH II0
OTHOIIIEHHE Ha JEWHOCTTa Ha JIeYeOHWTE 3aBEJACHMS 10 B3E€MaHe, AMArHOCTHKA, MpepadoTKa,
CbXpaHsiBaHe, ynorpeda, pa3lpoCTpaHEHHE, OCHTYpsiBAaHE Ha KayeCcTBO M OE30MacHOCT Ha KPbBTa U
KPBBHUTE CHCTaBKM W 1O OTHOIICHHWE Ha TpaHC(Y3HMOHHHUS HAA30p, 3a Clla3BaHe H3HCKBAaHUATA Ha
3aKOHa, cTaHaaprta mo 4ia. 1, an. 4 u mpaBwmiara 3a J{oopa maboparopHa u [{oOpa mpou3BojcTBEHA
MPAKTHKA.

(2) U3nbnHUTENHUIT JUpEKTOp Ha M3mbiaHUTENHaTa areHIus MO JeKapcTBaTa OCBIIECTBSIBA
HEMOCPEACTBEHUSI KOHTPOJ Ype3 OMpPeeTIeHH OT HETO UThKHOCTHU JIMIIA.

Uin. 39. (1) (U3m. - IB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) B usnbiHeHue Ha cBOUTE
KOHTPOJHHM TPAaBOMOIIUS HM3MBJIHUTEITHUAT AUPEKTOp Ha M3mbiIHMTENHATa areHIus Mo JieKapcTBaTa
OpraHHU3Mpa U3BBPIIBAHETO HA WHCIICKIIUY B JICUCOHHUTE 3aBEICHUS.

(2) (U3m. - 1B, 6p. 65 ot 2006 t., B cuna ot 11.08.2006 r.) MHcnekuuuTe ce MpoBexaaT MOHE
BEeIHBXK TOAWINHO. VHCIEKIMUTE ce TPOBEXKJAT M BHB BCEKH CIIydall Ha CEPUO3CH WHIUICHT WIIH
Cepruo3Ha HEeKellaHa peakIlvsl, UM Ha CbMHEHHE 3a CEPHO3HHM HMHIIMJCHTH WU CEPUO3HU HEXKelaHU
peaKIum.

(3) (U3m. - IB, 6p. 65 ot 2006 1., B cuia ot 11.08.2006 r.) Jlunata mo 4. 38, an. 2 uMar npaBo
Ha CBOOOJICH JOCTHIT B MHCICKTUPAHUTE JICYCOHU 3aBEJCHHUS, MPABO HA JIOCTHII IO JOKYMEHTAITUSATA,
CBBbp3aHa ¢ mpeaMeTa Ha UHCIIEKIUATA, KaKTO U MPaBo Ja B3eMaT IpoOH.

(4) (Hosa - JIB, Op. 65 ot 2006 r., B cuna ot 11.08.2006 r.) U3nbiaHUTENHATAa areHIUs 10
JeKapcTBaTa MpeaocTaBs B MHHHCTEPCTBOTO Ha 37paBeorna3BaHeTo WHGOpMaIus 3a H3BBPIICHUTE
WHCTICKIIMY U 32 PE3YJITaTUTE OT TSAX HA BCEKH 6 Mecera.

(5) (HoBa - /1B, 6p. 65 ot 2006 1., B cuna ot 11.08.2006 r., u3m. - /IB, 6p. 98 ot 2010 1., B cuiia
or 01.01.2011 r.) Jlupekroputre Ha pErHOHAIHUTE 3ApPaBHU HMHCIEKIMM Ha BCEKH TpU Mecela
MperocTaBiIT Ha V3mbIHUTENHATa areHIUs IO JIeKapcTBaTa HHQOpMAIUS 3a H3TAJCHUTE OT TsX
HaKa3aTEeJIHU MOCTAHOBIICHUS 3a HapymeHus o wi. 50, 51 u 53.

(6) (Ilpequmna an. 4, u3m. - JIB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) YcnoBusita u
pemrpT 3a TPOBEKIAHETO HA WHCIEKIMHTE C€ ONpeleNsiT ¢ Hapenda Ha MHHHCTBpa Ha
3JIpaBeOIa3BaHEeTo.

Ui 40. (1) (U3m. - [IB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) KbM MuHHCTEPCTBOTO Ha



3JIpaBEOIa3BaHETO C€ Ch3/1aBa PETUCTHp Ha JIeYeOHUTE 3aBEICHHUS, KOUTO H3BBPIIBAT JACHHOCTH IO
B3EeMaHe, JMarHOCTHKa, MpepaboTKa, ChXpaHsBaHE U pa3NpeieicHie Ha KPbB U KPhBHU ChCTABKH.

(2) (M3m. - IB, Op. 65 ot 2006 r., B cuna ot 11.08.2006 r.) B peructbpa no ain. 1 ce Bnucsar
JIaHHU 3a:

1. me4yeGHOTO 3aBe/ICHHUE U YIPABUTEIHUTE My OpTaHu;

2. MHCTIEKIMUTE 110 WI. 39, U3BBPILEHH [0 OTHOIIIEHHE Ha JICYeOHOTO 3aBE/ICHHUE.

(3) (Hosa - IB, Op. 65 ot 2006 r., B cuna ot 11.08.2006 r.) 3nbiHuTenHara areHuus mo
JIeKapCcTBaTa Ch37aBa U BOJU PErHCThD HA CEPUO3HUTE WHIMJICHTH U CEPUO3HHUTE HEKEIIAHU PEaKIUH,
CBBP3aHU C B3EMAHETO M yIoTpedara Ha KPbB U KPHbBHU CHCTABKH.

(4) (ITpegumna an. 3 - JIB, 6p. 65 ot 2006 1., B cuna ot 11.08.2006 r.) YcnoBusta u peabT 3a
Cbh3/1aBaHE U BOJICHE HA PErHCTPUTE CE ONPENEeNAT ¢ Hapea0a Ha MUHUCThPA Ha 37paBEOIa3BaHETO.

(5) (Ilpenumrna an. 4, gom. - JIB, 6p. 65 ot 2006 1., B cruta ot 11.08.2006 1.) MHdopmarusra
no an. 1 u 3 e cnyxxe0OHa TaiiHa U ce chbXpaHsBa 3a Cpok 30 roJuHH.

Ui 41. (1) (U3m. - JIB, 6p. 98 ot 2010 r., B cria ot 14.12.2010 r.) B neueOHUTE 3aBeiCHUS 3a
OOJIHWYHA TTOMONI ¥ B KOMIUIEKCHUTE OHKOJIOTUYHU LIEHTPOBE CE Ch3/IaBaT KOMHCUU 33 KOHTPOJ BBPXY
Ka4eCTBOTO, 0€30MMaCHOCTTA U PAallMOHAIHATA YIIOTpeOa Ha KPbBTA M KPHBHUTE ChCTABKH.

(2) Komucusta € KOHCYITaTUBEH OpraH KbM PHKOBOJIUTENS HA JIEYeOHOTO 3aBe/ICHHE, KOUTO:

1. KOHTpoOJIUpa TMPEANUCBAHETO, CHhXPaHSBAHETO W palloHAJHATA ynoTpeba Ha KpbBTA U
KPBBHHUTE CHCTABKH M CIIA3BAHETO HA CTaHJapTa 1o 4i. 1, ai. 4;

2. aHATM3UPA CEPUO3HHUTE HEIKEIIAHU PEAKIMH, UHIIUJCHTH U TPEIIKH;

3. 1aBa mpeaioKeHus 3a mooOpsiBaHe Ha paboTara ¢ KPbB U KPHBHU ChCTABKH.

(3) CbcraBbT Ha KOMHCHATA C€ OMpENeNs ChC 3aloBe] HAa PHKOBOJUTENS Ha JIe4eOHOTO
3aBeJICHHE.

Un. 42. (1) (U3m. u nmom. - IB, Op. 65 ot 2006 r., B cuna ot 11.08.2006 r.) Jluma, kouTto
M3BBPIIBAT B3€MaHE, TMAarHOCTUIpaHe, IpepadoTKa, MpeuBaHe U ChbXpaHsSBaHE HAa KPbB WM KPHBHU
CbCTaBKH, Ca JIBKHU Ja cbhoOIIaBaT He3a0aBHO B M3mbiaHMTENHaTa areHIMs MO JeKapcTBaTa 3a
BB3HUKHAIN CEPUO3HU MHIMICHTH WM HEXKEJIaHU PEaKIUH, WIN 32 CbMHEHHS 32 CEPUO3HH MHIIHJICHTH
WA CEPUO3HM HEXXETAHU PEaKLUH.

(2) (U3m. - B, 6p. 65 ot 2006 1., B cuna ot 11.08.2006 r.) U3NBIHUTENTHUAT TUPEKTOP Ha
M3mbpiHuTeNHATa areHus Mo JieKapcTBaTa aHalu3upa W o0oOliaBa MH(OpMalusATa 32 CEpUO3HHUTE
WHIMJICHTH U CEPHO3HUTE HEXKEJTaH! PEaKIUU | MpeIIpreMa MEpPKH 3a MPeI0TBPATSIBAHETO UM.

Un. 43. (1) (Jom. - B, 6p. 41 ot 2009 1., B cuna ot 02.06.2009 r., uzm. - JIB, 6p. 54 ot 2020
I., B cuia ot 16.06.2020 r.) KpbB 1 KpbBHU CHCTABKH, KOMUTO HE OTTOBApsT HA CTaHAapTa 1o 4ui. 1, ai. 4,
Ce U3TErJIAT OT ynoTpeda, YHUILOKABAT UITH MPEIOCTABAT 32 y4EeOHU WM HAYYHO-MEJUIIMHCKU HYXIU C
paspelieHrne Ha MUHUCTHPA Ha 3/JpaBeOIa3BaHETO WM Ha ONPABOMOIIEH OT HETO 3aMECTHUK-MHHHUCTED,
IIpH pej1, OTpeieNieH ¢ Hapeaoa.

(2) (HoBa - 1B, 6p. 54 oT 2020 1., B cunia ot 16.06.2020 r.) KpbB 1 KpbBHU ChCTaBKH, KOUTO HE
OTroBapsT Ha cTaHjaapTa o 4i. 1, an. 4, ca Te3u, IPU KOUTO Ce YCTAaHOBM WJIM UMa ChbMHEHUE 3a:

1. HapyIIeHa XepMETUYHOCT Ha ONTaKOBKATa,

2. HEeMPaBWJIHO ChbXPAHEHUE UM TPAHCIOPTUPAHE;

3. HapymIeHa IBUTOCT HA €THKETa W/WJIM JIUICA WM HEYETIIMBOCT Ha HEOOXOJAWMHUTE NaHHH
BBpPXY HEro;

4. HaMYHe Ha KOAryJyMH, XeMOJU3a MM HeOONYaeH IIBSIT;



5. M3TEKbJ CPOK Ha TOAHOCT;

6. mpesiMBaHEe Ha KPbBHA ChCTABKa, YPE3 KOATO € MpeiaJieHa TPAaHCMUCUBHA MH(EKLUs, KOSATO
MOJKE J1a ce IpeaJie M ¢ HacTOosIaTa KpbBHA ChCTAaBKa, MOJIYYEHA OT ChIIAaTa €INHUIIA KPbB;

7. BB3MOXHOCT 3a IIpeJaBaHe Ha 3a00JsiBaHE WM MHTOKCUKAILlUS Ha PELUIMEHTa, ThbH KaTo
JOHOPHT € OWJI HOCHUTEN Ha BHpPYCHAa WJIM OaKTepHajdHa TpPaHCMUCHBHA HWH(peEKuus, OoyieH OT
3JI0KaueCTBEHO 3a00JIIBaHE WIIM TaKOBA C HEM3BECTEH IIPOU3XO0]] WIN € OMJI U3JI0KEH Ha Bb3JICHCTBUETO
Ha TOKCUYHU CYOCTaHIINH;

8. HechbOTBETCTBME Ha O0eMa Ha eIMHUIaTa KPbB WM KPBBHU CBCTABKU C IIOCOYEHUS B
MEIULUHCKHUS CTaHAAPT MO TPaHC(PY3MOHHA XEMaTOJIOTHS;

9. HeNbJIHA WJIM HENIPABUIIHO MOI'bJIHEHA IPUPY’KaBalla J0KyMEHTALHS;

10. MoIOKUTETHN MapKepH 32 TPAHCMUCUBHH WH(EKITUH;

11. HechbBHaJeHHE MEXJy OPUEHTHPOBBYHO M OKOHUYATEIHO OIpe/eleHaTa KpbBHA IpyIa,
OCBEH KOTaTO MOXeE Jla C€ B3eMe HOBa KpbBHA MP0o0a 3a HACHTU(DUIMPAHE HA TAPUTEIIS;

12. HechOTBETCTBHE MEXIy KpbBHATa Ipyra, 00O3HaYeHa Ha €THKETa, U ChIbP)KaHUETO Ha
eIMHUIIaTa KPbB WM EPUTPOLIUTEH KOHIICHTPAT;

13. noI0XKUTENEH JUPEKTEH aHTUIII00YJINHOB TECT;

14. HeCbOTBETCTBUE C M3MUCKBAHUATA 33 KAUYECTBO M OE30MAaCHOCT, YCTAHOBEHO C MPOBEICHH
1a00paTOPHU U3CIIEBAHMS;

15. mpyru HECHOTBETCTBHSI C M3MCKBAHUATA 32 KAYECTBO U O€30MaCHOCT.

(3) (Hosa - JIB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) 3a mosny4yaBaHe Ha pa3pelieHHe 3a
U3TErJIsTHE OT yrnoTpeda, YHUIIO)KaBaHEe WIIM MPEIOCTaBsSHE 32 YUeOHU WM HAyYHO-MEAMIUHCKU HYXKIH
Ha KPbB WIN KPbBHHU ChCTaBKU, KOUTO HE OTTOBAPAT Ha CTaHJapTa Mo wi. 1, ai. 4, ppbKOBOJAUTEINTE HA
JeueOHUTE 3aBeICHU 1T0/1aBaT 3asiBJICHUE O MUHICTBPA Ha 3/IpaBeoNa3BaHETo.

(4) (Homa - JIB, 6p. 54 o1 2020 r., B cruta ot 16.06.2020 r.) MUHHUCTBPBT Ha 37paBEONa3BaHETO
WIA ONPABOMOIIEH OT HEro 3aMECTHHK-MUHHCTBD H3/laBa MHCMEHO pa3peuieHHe 3a H3TErJITHE OT
yrnoTpeba, yHHUIOKaBaHe WM MPeJOCTaBsAHE 32 Y4eOHU WM HAYYHO-MEIUIMHCKU HY)KIU Ha KPbB WIH
KPBHBHH CHCTABKH WJIM IIPABH MOTHBHPAH OTKAa3 B TPUIHEBEH CPOK OT MOJyYaBAHETO HA 3asBICHHETO 110
an. 3.

(5) (Hosa - 1B, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) B cpoka no an. 4 MUHHCTBPBT Ha
3/IpaBEOINa3BaHETO WJIM ONPABOMOIIEH OT HEro 3aMECTHUK-MHUHHCTBHP MOXKE Jla M3UCKa JOMbIHUTEIHA
nHpOpMaIHs OT PHKOBOIUTENS HA JIEYeOHOTO 3aBE/ICHHE.

(6) (Hosa - JIB, 6p. 54 ot 2020 r., B cuna ot 16.06.2020 r.) 3asiBineHuero mo ai. 3 Moxe 1a ce
moJiaBa M 1O €JIEKTPOHEH BT, MOJIMCAHO C YCHBBPIICHCTBAH €JIEKTPOHEH MOJINC, YChBBPIICHCTBAH
€JIEKTPOHEH MOJIKC, OCHOBAaH Ha KBAIU(UIMPAHO YIOCTOBEPEHHE 3a EJIEKTPOHHHU TMOMAINUCH, WU
KBaIM(ULIMpaH €JIEKTPOHEH MoAnuc chriacHo u3uckBaHusatra Ha Permament (EC) Ne 910/2014 na
EBponeiickusa napaamenT u Ha CbBera oT 23 ronu 2014 r. OTHOCHO €JeKTpOHHATa MAECHTHU(UKALUSI U
YIIOCTOBEPUTEITHUTE YCIYTH TPH EJIeKTPOHHM TPAaHCAKIMM Ha BBTPEIIHHS I1a3ap W 3a OTMsIHA Ha
HupextuBa 1999/93/EO (OB, L 257/73 ot 28 aBryct 2014 r.) 1 Ha 3akoHa 3a €JIEKTPOHHUS JOKYMEHT U
EJIEKTPOHHHUTE YJJOCTOBEPUTEIHH YCIYTH U 3aKOHA 3a €IEKTPOHHOTO YIPaBJICHHUE.

(7) (IMpenumna an. 2 - JIB, 6p. 54 ot 2020 1., B cuna ot 16.06.2020 r.) JleueOHUTE 3aBeeHUs
npenocTaBsaT uHGopMarys Ha MUHUCTEPCTBOTO Ha 3ApaBEOINa3BaHETO 32 BCAKA CIMHMIIA YHUIIOKEHA
KPbB WJIM KPBBHU CBCTaBKM, KAaTO ChOOIIABAT WIACHTU(UKAMOHHUTE UM JaHHU W TPUYMHUTE 32
YVHHIII0KABAHETO.

(8) (M3m. - JIB, 6p. 60 ot 2011 r., npenumnua an. 3 - JIB, 6p. 54 ot 2020 r., B cuna ot
16.06.2020 r.) Madopmarus 3a Beska eMHATIA YHUIIOKEHA KPBB MM KPBBHU CHCTAaBKU CE€ TIPEAOCTABS
U Ha JupeKTopa Ha HanmoHanHus HEeHTHp 3a TpaHCPY3MOHHA XeMaTOJIOTHs 32 BIIUCBAHE B PETHCTHPA.

Y. 43a. (Hos - JIB, 6p. 65 ot 2006 r., B cua ot 01.01.2007 r.) (1) (M3m. - B, 6p. 60 ot 2011



r.) MHHHCTBPBT Ha 3/paBEONa3BaHETO BB3 OCHOBA Ha €XKETrOJHM JOKIaaW Ha JAUPEKTOpa Ha
Hannonanuus neHTHp 3a TpaHC(Y3MOHHA XEMATOJIOTHS M3TOTBS JAOKJIAJ 32 MPEINPUETUTE MEPKU 3a
Hachp4aBaHE Ha JOOPOBOJIIHOTO U 0€3BB3ME3THOTO KPbBOJAPSIBAHE.

(2) M3npnHUTEAHUAT AUPEKTOP Ha M3mbIHUTENHATA areHIus 10 JEKapcTBaTa U3TOTBS JOKIa]]
3a JEMHOCTTa Ha areHlUsATa KaTo KOMIIETEHTEH OpraH MO TO3M 3aKOH, BKJIIOYMTEIHO OTYET 3a
IPEANPUETHTE MEPKH, CBBP3aHU C MHCIEKIUATA U KOHTPOJIA.

(3) Konue or nmoknaza no ain. 1 ce m3mpama Ha EBpomneiickaTa KOMUCUS BEAHBX Ha TpU
TO/IMHM, a OT JOKJIaja MO aj. 2 - BEAHBX Ha JIBE TOANHHU.

T'1aBa mrecra.
NPUHYAUTEJIHU AIMUHUCTPATUBHU MEPKM.
AJIMUHUCTPATUBHOHAKA3ATEJIHU PA3IIOPEJIBA

Un. 44. (1) (Jom. - IB, 6p. 65 ot 2006 1., B cmuia ot 11.08.2006 r., nom. - JIB, 6p. 77 ot 2018
r., B cta ot 01.01.2019 r.) MUHHUCTBPBT Ha 3PABEONA3BAHETO WIIA OMPEICICHO OT HEro JIbXHOCTHO
JUIE OT ChCTaBa HA MHUHUCTEPCTBOTO MO TMPEIIOKEHWE HA M3MBIHUTEIHUS JTUPEKTOp Ha
W3nbaHuTenHaTa areHuus mno JeKapcTBara MoXe Ja 3a0paHy OCBIIECTBSIBAHE HA JIEHHOCTHU 1O B3€MaHe
U ChXpaHSBaHE HA KPbB M KPBBHU CHhCTABKH U TPaHCHY3UOHEH HAI30p MPHU HApyIIaBaHE HA CTaHIAPTa
0 TpaHC(Py3HMOHHA XEMaTOJIOTHS.

(2) (M3m. - IB, 6p. 65 ot 2006 1., B cmma ot 11.08.2006 r., mom. - IB, 6p. 77 ot 2018 1., B cuiia
or 01.01.2019 r.) MUHHCTBHPBT Ha 37paBEONA3BAHETO WJIM ONPEACICHO OT HErO JIBKHOCTHO JIUIE OT
ChCTaBa HA MHHHCTEPCTBOTO 3a0paHsBa ACHHOCTUTE 1O ajl. | ¢ MMCMEHAa MOTHBHpaHA 3aIlOBE/I, B KOSTO
ce MmocoyBa Jarara, OT KOSATO CE€ 3alu4aBaT JCWHOCTHTE B pa3pelieHueTro mno wi. 48 or 3akoHa 3a
NedeOHUTE 3aBEICHHUS.

(3) (U3m. - 1B, 6p. 30 ot 2006 r., B cuna ot 12.07.2006 r.) 3anoBenra mo ai. 2 MOANEKH Ha
o0XaJIBaHe 10 pe/ia Ha AJIMHHHCTPATHBHOIIPOIIECYATHUS KOJICKC.

(4) OGxanBaHeTo Ha 3aMOBETa HE CIIMPA U3MBIHEHUETO I.

Un. 45. Koiito B HapyllIeHHE Ha IJlaBa BTOpa WJIM YETBbPTa U3BBPIIM B3E€MAaHE WU MpEIUBaHe
Ha KPbB MM KPBBHU ChCTaBKH, aKO HE MOJUIEkKH Ha MO-TEXKKO HaKa3aHUe, ce Haka3Ba ¢ riioda 2000 is.,
a py NOBTOPHO HapyueHue - ¢ rioda 5000 iB.

Y. 46. KoiiTo B HapyIleHHe Ha paznopeAOUTe Ha TO3U 3aKOH M3BBPIIN CIENKA, BKIIOYUTEIHO
3a BHOC WJIM M3HOC Ha KPbB WJIM KPBbBHHM CHCTABKHM, aKO HE IOJJIEKH Ha MO-TEKKO HaKa3zaHHUE, Ce
Haka3zBa ¢ rio6a 1000 nB., a mpu NOBTOPHO HapyueHue - ¢ raoda 10 000 nB.

Un. 47. (1) Koiito pexiiaMupa KpbB WM KPbBHU ChCTaBKM B HapyllI€HHWE Ha TO3U 3aKOH, CE
Haka3Ba ¢ ri106a ot 1000 go 10 000 aB.

(2) Hakazanmsita mo an. 1 ce HamaraT W Ha JUWIATa, JOMYCHAIW W3IBYBAHETO WU
MyOIMKyBaHETO Ha peKjiaMaTa B CPEICTBO 32 MACOBO OCBEIOMSIBAHE.

Un. 48. JledeOHO 3aBeneHHME, KOETO HAPYIIM HW3WCKBaHMATA Ha wi. 19, ce HakasBa C
uMyIiecTBeHa caHkius B pazmep 1000 71B., a mpy NOBTOPHO HApPYIIEHUE - C UMYIIECTBEHA CAHKIIUS B
pazmep 5000 nB.



Uin. 49. (1) 3a HeusmbJIHEHUE Ha 3aIbJDKEHHE 10 4. 14, an. 2 wiu ui. 36, an. 3 CbOTBETHOTO
nuie ce Hakas3Ba ¢ 1i106a 300 nB., a mpu MOBTOPHO HapyIIeHHE - ¢ Ti106a 700 nB.

(2) 3a HeW3MBIHEHUE HA 33BIDKEHUETO MO Wi. 36, an. 3 Ha Je4yeOHUTE 3aBEJCHUS Ce Hajara
uMylecTBeHa cankuus B pazmep 1000 B., a mpu MOBTOpHO HapymieHue - B pazmep 5000 iB.

Un. 50. Koiito He mpenoctaBu uHpOpManuaTa mo wi. 14, an. 4, ce Haka3Ba ¢ roda 50 nB., a
IIPU TOBTOPHO HapyIieHue - ¢ riioda 100 nB.

Un. 51. PekoBoguTenuTe Ha JIedeOHUTE 3aBEJCHUS, KOUTO HE M3MBJIHAT pa3nopeadara Ha Uil
17, ce nakassar c rio6a 500 nB., a mpu MOBTOPHO HapymieHue - ¢ riaoda 2000 niB.

UYn. 52. Koiito Hapymm pasnopeadute Ha wi. 23 wiu 35, ce Haka3Ba ¢ rioda 1000 1iB. 3a BCAKO
UICHTH(DUIPAHO JIHILIE.

Un. 53. (1) HdupexTtop Ha UEHTHP 3a CHEIIHA MEIUIMHCKA TIOMOIL, KOWTO HapylIu
pasnopeadara Ha wi. 28, ain. 3, ce HakasBa ¢ rioba 300 is.

(2) PproBoaMTENMTE HA JICUEOHUTE 3aBEJCHUS, KOUTO HApYIIAT pa3nopendara Ha wi. 28, an. 4,
ce Haka3Bar c rioba 500 iB.

Un. 54. (U3m. - JIB, Op. 65 ot 2006 r., B cuia ot 11.08.2006 r.) (1) Jluue, ympaxHsBamio
MeIHIMHCKA Mpodecus, KOeTo JOMyCcHe HapyllaBaHe Ha cTaHAapTa mo 4i. 1, ai. 4, ce Haka3Ba ¢ r100a
1500 nB.

(2) (Hom. - AB, 6p. 77 ot 2018 r., B cuna ot 01.01.2019 r.) IIpu moBTOpHO HapyIIeHUE
MUHUCTBPBHT HA 3JIPaBEOMAa3BAHETO WJIM OIPENEICHO OT HEro JUILKHOCTHO JIUIE OT ChCTaBa Ha
MUHHUCTEPCTBOTO MOXE J]a OTHEME I10 MPEAOKEHUE Ha U3IMTBIHUTENHUS TUPEKTOp Ha M3nbIHUTENHATA
areHIIus 1o JIeKapcTBaTa U 1o pena Ha wi. 193, an. 1, . 1 ot 3akoHa 3a 37paBeTo MPaBOTO HA JMIIETO J1a
yIpakHsIBa MEIULIMHCKA TTpodecus.

Y. 55. (1) (U3m. - [IB, 6p. 65 ot 2006 1., B cuna ot 11.08.2006 r.) Koraro Hapyiienusra mno
ui1. 45 - 47 ca U3BBPIICHU OT IOPUANYECKH JIUIA WK €IHOJUYHU THPTOBIH, CE HajaraT UMYIIECTBEHH
caHkuuu. Pa3mepbhT Ha MMylllecTBEHaTa CaHKIMA € TPOWHUAT pa3Mep Ha IMPEABHICHUTE ChOTBETHU
TJI00H.

(2) Hanaraneto Ha MMyIIIECTBEHA CAHKIIMS HE M3KJIIOYBA HAJaraHeTo Ha TJIo0a Ha BUHOBHHTE
JUTHKHOCTHHU JIUTIA.

Un. 56. (1) (U3m. - [AB, Op. 65 ot 2006 ., B cuna ot 11.08.2006 r.) Hapymenusita mo to3u
3aKOH C€ YCTaHOBSIBAT C aKTOBE, ChCTABCHHW OT JUTH)KHOCTHH JIMIAa B V3MBJIHUTEIHATA arcHIUS 0
JIeKapCTBaTa, ONpEIEIEHH OT JUPEKTOpA HA areHIUATA.

(2) (U3m. - [IB, 6p. 65 ot 2006 1., B cmita ot 11.08.2006 r.) Haka3aTeaHUTE MOCTAHOBICHHS CE
M371aBaT OT U3IIBIHUTEIHNS JUPEKTOP Ha VI3IIBIHUTEIHATA areHIIHs 110 JIEKapCTBaTa.



Un. 57. (1) (U3m. - 1B, 6p. 98 oT 2010 1., B cumma ot 01.01.2011 r.) Hapymenusra no 4. 50, 51
1 53 ce yCTaHOBSIBAT C aKTOBE, ChCTABCHU OT JITBKHOCTHH JIMIA OT PETMOHAIHATA 3/{paBHA WHCIICKIIHS,
OTIpEeJICJIEHU OT TUPEKTOpA.

(2) (U3m. - AB, 6p. 98 ot 2010 1., B cruta ot 01.01.2011 r.) Haka3zaTeaHuTe MOCTAaHOBJICHUS CE
M3/1aBaT OT JUPEKTOPA HA perHOHATHATA 3/[paBHA MHCTICKITHSI.

Ui 58. (1) (U3m. - IB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 1.) Hapymenuero o wi. 46 ce
YCTAQHOBSIBA C aKT, ChCTABEH OT JJIBKHOCTHHU JIMIIA, ONPENENCHU OT HM3MBIHUTEIHUS JAUPEKTOp Ha
M3nbiiHuTENHATA areHIusl 110 JIeKapcTBaTa.

(2) (U3m. - IB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) Hakazare1HOTO OCTaHOBIJIEHUE CE€
U3JaBa OT U3IIBJIHUTEIHUS TUPEKTOp Ha V3bJIHUTEIHATA areHIus 110 JIeKapcTBaTa.

(3) Hapymienusra o ui. 46 3a BHOC WJIM U3HOC HA KPbB WJIN KPbBHU CHCTABKU CE YCTAHOBSIBAT
C aKT, CbCTaBEH OT MUTHHUYECKUTE OpraHHU, a HAKa3aTeJIHOTO IIOCTAHOBJIEHUE C€ M3/1aBa OT AUPEKTOpa Ha
Arenuust "MuTHULIK" WIKA OT ONPEIEICHH OT HETrO JUThKHOCTHH JIUIIA.

Y. 59. (1) (U3m. u nom. - JIB, 6p. 65 ot 2006 1., B cuna ot 11.08.2006 r.) Hapymenuero mo 4.
54, an. 1 ce ycTaHOBsIBa C aKT, CbCTaBE€H OT JIBKHOCTHH JIMIA, OMPEICIICHH OT H3ITBIHUTEIHUS
aupeKTop Ha M3mbIHUTEIHATA areHIIMs 10 JIeKapCcTBara.

(2) (U3wm. - IB, 6p. 65 ot 2006 r., B cuna ot 11.08.2006 r.) HakazareaHOTO OCTaHOBJIEHUE CE
W3J1aBa OT U3IIBJIHUTEIHUS TUPEKTOp Ha V3IIbIIHUTETHATA areHIUs 110 JIEKapCTBaTa.

Un. 60. YcraHOBSIBaHETO HAa aJMHUHUCTPATHBHU HApYLIEHUS, W3JaBaHETO, O00KaJBAaHETO U
U3IIBJIHEHUETO Ha HAKa3aTEeJIHUTE IIOCTAHOBJIEHMsS C€ M3BBPIIBAT IO peJa Ha 3akoHa 3a
a/IMMHHUCTPATUBHUTE HAPYIIECHUS U HAKa3aHUS.

Yn. 61. Cpe,Z[CTBaTa OT TJIOOU HUMYHICCTBCHU CAHKIHUH 3a YCTAHOBCHU HAPYIICHHUA IO TO3U
3aKOH IOCTBIIBAT B IMIPUXO/ 11O 6IOI[)K€Ta Ha MI/IHI/ICTCpCTBOTO Ha 3/1paBCOITa3BaAHCTO.

JonbIHUTEIHN pa3nopendu

§ 1. ITo cMuchbia Ha TO3M 3aKOH:

1. "lonop" e nuIie, OT KOETO ca B3€TH KPHB U KPBBHH ChCTABKHU 3a MPEJIMBAHE HA APYTO JIUIIE C
nedeOHa 1ed.

2. "llucmeno wuHpoOpMUpaHO CcbhIJIacue" € chbIylacue, MPeAoCTaBeHO JT0OPOBOIHO Clel
3alo3HaBaHe C ompeeseHa HHpopManus.

3. "Cepro3eH UHIIUICHT" € BCAKO HEXEIAaHO ChbOUTHE, CBBP3aHO C B3€MAHETO, TMAarHOCTUKATA,
npepaboTKaTa, ChbXpaHsIBAaHETO U PAa3MPEEICHUETO Ha KPbB U KPHBHH ChCTaBKH, KOETO MOXKE J1a JIOBEIC
70 CMBPT, 3acTpallaBallo >KMBOTA CBCTOSHHE, WHBAIMIM3ALMA WM 3a00JsiBaHe, BOJELIO [0
yI'bJbKaBaHe Ha OOJTHUYHUS TPECTOM MPH PEIUTTUCHT.

4. "KppB" € yoBelIKa ThKaH, ChIbpKallld BCHYKH KPbBHU ChCTAaBKH.

5. "KpbBHUM ChCTaBKU'" ca KJICTHYHHUTE €JIEMEHTU (JIEBKOIUTH, EPUTPOIIUTH U TPOMOOIUTH) U
mazMaTa, KOMTO C€ M3BJIMYAT 4Ype3 M3IOJI3BAaHE HA CTAaHAAPTHU METOJHU 3a IpepaboTBaHE HA KPBB, C



M3KJIIOYEHUE HA CTBOJIOBUTE KIIETKHU.

6. "Cepuo3Ha HexenaHa peakuusa' € HENpeIBUICHA PEaAKUUs MPU JTOHOP WIM PEIUIUECHT,
CBbp3aHa C B3€MAaHETO WJIM IPEJMBAHETO Ha KPbB MM KPBBHU CHCTABKU, KOATO € JOBEJA 10 CMBPT,
3acTpallaBanio KUBOTa CHCTOSHME, WHBATUAM3ALMS WIM 3a00JsBaHE, BOJACLIO 0 YABbDKaBaHE Ha
OOJIHUYHUS TIPECTOH.

7. "Penunuent" € JMIie, Ha KOETO ca MpeJieTH KPbB WU KPhBHU CHCTABKH C JiedeOHA 11edl.

8. "CarenutHa kpbBHa mpoda" e xonuuectBo ot 0,002 go 0,007 nutpa KpbB, B3€Ta OT JIMIIETO,
OT KOETO € HalpaBeHO CTaHJapPTHO B3€MaHe Ha KPbB.

9. "CrannapTtHo B3emane Ha KpbB" € B3eMaHe ot 0,400 no 0,500 nuTpa KpbB.

10. "Tpancdy3monHa xemartoyorus" € JACHWHOCT 110 3JpaBeolla3BaHe, OCHOBaHAa Ha
eIHOMMEHHATa MEJMIMHCKA HayKa 3a B3eMaHe, JMarHoCTHKa, IpepadoTBaHe M ynoTpeda Ha KPbB U
KPBbBHU CHhCTABKH.

11. "XemMonoeTuuHN CTBOJIOBU KJIETKU'" ca KJIETKUTE, OT KOUTO IMPOM3IM3aT BCUUKU KIETKU Ha
KpBBTa.

12. "KpbBomapuren" € JOHOpP, OT KOTOTO O€3BB3ME3IHO Ca B3€TH KPbB MM KPBBHU CHCTABKH.

13. (voBa - IB, 6p. 70 ot 2004 r., B cuia ot 01.01.2005 r.) "ABTOXeMoTpaHCchy3us" € METOoI,
IIpY KOWTO HA MAIMEHT C€ IIPEIUBa KPbB, B3€Ta IIPEABAPUTEIHO OT HETO.

14. (noBa - /IB, Op. 65 ot 2006 r., B cuia ot 11.08.2006 r.) "CbMHEHHE 32 CEPUO3EH HHIIUICHT
WM CEpUO3HA HEXKENaHa peaklys'" € HaJIMYhe Ha M0/I03pEHHE 32 MPUYMHHO-CIIEICTBEHA Bpbh3Ka MEXKIY
MHIUACHTA WIHM PEaKIUsATa U B3EMAHETO U/WIK yroTpedaTa Ha KPbB U KPbBHU ChCTaBKH.

15. (moBa - JIB, 6p. 65 ot 2006 r., B cmia ot 11.08.2006 r.) "Mucnekuus" € ASWHOCT 1O
OCBIIIECTBsIBAHE Ha OOEKTHBEH KOHTPOJ CIIOpe] NMPHUETUTE CTaHIapTU C el Ja ce MpEeleHU Aaau ca
CIa3€HU M3MCKBAHUATA HA TO3U 3aKOH U HOPMAaTUBHUTE aKTOBE I10 MPUJIArAaHETO MY U 32 YCTAaHOBSBAHE
Ha €BEHTYAIHH MIPOOIEMH.

16. (woBa - JIB, Op. 65 ot 2006 r., B cuia or 11.08.2006 r.) "IloBropHO HapymeHue" e
HapYIICHUETO, U3BHPILIEHO B €IHOTOMILIEH CPOK OT BIM3aHE B CHJIa HA HAKA3aTEIHOTO IMOCTAHOBIICHHE,
C KOETO Ha HapYyUIUTENs € HAJIO)KEHO HaKa3aHue 3a ChIIUS BUJ HApYLICHHE.

IMpexoanu u 3aKII0YUTETHH pa3nopeon

§ 2. B neBerMecedueH CpOK OT BJIM3aHETO B CHJIa Ha TO3M 3aKOH CBIIECTBYBAIIUTE
MHOTOTIPOGWIHE OOJHHUIM 32 aKTHBHO JICYCHHWE C OTJCJICHWE M0 TpaHC()y3HMOHHA XEeMaTOJOTHS,
[IEHTPOBETE 32 TpaHC(Hy3NOHHA XeMaToNoOrusl 1 BoeHHOMeTUITMHCKAaTa akaJieMUs MPUBEXKIAT JeHHOCTTa
CH B ChOTBETCTBHE C TIOJI3AKOHOBUTE aKTOBE I10 TIPUJIATAaHETO MY.

§ 3. Cnen mpuBexJaHe Ha JIEWHOCTTA CH C U3MCKBAHMSTA HA TO3U 3aKOH M Ha TMOJ3aKOHOBHUTE
aKTOBE 1O HETOBOTO MpUJIaraHe, B CPoKa 1o § 2, MHOTONPO(MIHUTE OOJHUIM 32 aKTUBHO JICYEHHUE C
OTJeNIeHHe MO TpaHCc(y3MOHHA XEMaTOJIOTHs TOAaBaT 3asBJICHHE 3a MPOMSHA B pa3pelIeHHETO 3a
neyeOHa IeWHOCT Mo wi. 48 oT 3aKoHa 3a JIeueOHUTE 3aBEICHHUS.

§ 4. B 3akona 3a neuyeOHuTe 3aBeaeHus (06H., JIB, Op. 62 ot 1999 r.; u3m., 6p. 88 u 113 ot
1999 r.; momp., 6p. 114 ot 1999 r.; uzm., 6p. 36, 65 u 108 ot 2000 r., 6p. 51 ot 2001 1. - Pemmenne Ne 11
Ha Koncrurynuonuus cpa ot 2001 r.; m3m., 6p. 28 u 62 ot 2002 r., 6p. 83 or 2003 r.) ce mpassr
CIICTHUTE U3MCHCHHS U JIOTTBTHCHUS

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

"46. B3eMaHe, CbXpaHsBaHe, CHa0AsiBaHe ¢ KPbB U KPbBHU ChCTaBKHU, TpaHCHY3MOHEH HAA30p;".

2. Unen 25 ce u3MeHs Taka:

"Un. 25. (1) LenTsp 3a Tpancy3noHHA XeMATOJIOTHSI € JIEYEOHO 3aBE/ICHHE, B KOETO JIEKapH C
MOMOIITa Ha APYT IEPCOHAI:

1. B3emMar KpbB U KPBBHH CHCTABKU;



2. TMarHOCTHIIMPAT, MPepad0TBAT, ChbXPAHIBAT, OCUTYPSBAT KPBB U KPbBHU CHCTABKU;

3. IpOU3BEXKIAT, ChXPaHABAT U OCUTYpPSIBAT KPbBHU OHOIIpEnapaTu;

4. OCBIIECTBSABAT JCHHOCTH IO TPaHC(HY3MOHEH HAA30D.

(2) Llentposere 1o ain. 1 ockliecTBsIBAT AIEUHOCTTA CU CHIVIACHO U3MCKBAHUSTA HA TO3H 3aKOH U
3aKoHa 3a KpbBTa, KPbBOAAPSBAHETO U KPHBOIPEIUBAHETO.

(3) MuHUCTBPBT Ha 3/IpaBeOla3BaHETO MOXE Jla HANpaBU NPEUIOKEHHE 3a 3aKpUBaHE Ha
HEHTHP 32 TPaHCPY3MOHHA XEMAaTOJIOTHsI, KOMTO OCHIIECTBABA ACHHOCT B HapylIeHue Ha aj. 2."

3. B un. 86, an. 1 cinex aymwure "muanum3HUTE LEHTpoBe" ce m00aBs "HIEHTpOBETE 3a
TpaHc(y3HOHHA XeMaTOJIOTus "

§ 5. B 3akona 3a HapoaHoTo 3apaBe (00H., JIB, Op. 88 ot 1973 r.; monp., 6p. 92 ot 1973 r;
U3M. U 011, Op. 63 ot 1976 1., 6p. 28 ot 1983 1., Op. 66 oT 1985 1., O6p. 27 o1 1986 T., 6p. 89 oT 1988 1.,
op. 87 u 99 ot 1989 r., 6p. 15 ot 1991 r.; momp., Op. 24 ot 1991 r.; u3m., 6p. 64 ot 1993 1., 6p. 31 oT
1994 r., 6p. 36 ot 1995 ., Op. 12, 87 u 124 ot 1997 r., 6p. 21, 70, 71 u 93 ot 1998 r., 6p. 30, 62, 67, 90
u 113 ot 1999 r., 6p. 10 u 36 ot 2000 r., 6p. 63 or 2002 1., 6p. 83 or 2003 T.) Ce MpaBIT CICITHUTE
TOIBIIHEHUS

1. Co31aBa ce wi. 32a:

"Un. 32a. (1) Becnuku neyeOHM 3aBeieHUs 32 OOJHIYHA TOMOII U IMCIIAHCEPH C JIETIa MoraT Jia
B3eMaT KPHbB 3a aBTOXEMOTpaHC(y3Hsl MpH CHa3BaHE M3HCKBaHUATA Ha wi. 12, am. 2 or 3akoHa 3a
KPBBTa, KPHBOAAPSBAHETO M KPHBONPEINBAHETO, KOTATO HAMa MEIUIIMHCKH ITPOTHBOIIOKA3aHMS 32 TOBA
U clie]] ToJIy4YaBaHe Ha MUCMEHO HH()OPMHUPAHO ChIIIacHe.

(2) Koraro muiieTo € HembJIHOJIETHO, ITUCMEHO HH(POPMHUPAHO ChITIACHE CE B3eMa OT 3aKOHHUS
MIPEJICTAaBUTEI WJIH MONEYUTEN Ha HEI'bJIHOIETHUS."

2. B nomrpaHuTENIHUTE pasnopeadu ce ch3nana § 8a:

"§ 8a. "ABToxemoTpaHchy3us" € MeToH, MpU KOMTO Ha MAIMEHT ce€ MpeluBa KPbB, B3eTa
IIPEIBAPUTEIIHO OT Hero."

§ 6. B emHOMEceUYeH CpOK OT BIM3aHETO B CHJIA HAa 3aKOHAa MUHHCTEPCKUAT CHBET U3MEHS U
JOI'BJIBA YCTPOMCTBEHUS MPABIIHUK HA M3MbIIHUTETHATAa areHIus 10 JIEKapCcTBaTa B CHOTBETCTBUE C
TO3HU 3aKOH.

§ 7. B TpuMeceueH cpoK OT BIM3aHETO B CHJIAa HA 3aKOHA MUHUCTEPCKUSAT ChBET U MUHUCTHPBHT
Ha 3]JpaBeO0Na3BaHETO U3/1aBaT MOA3aKOHOBUTE HOPMATHBHH aKTOBE I10 MPUIIATAHETO MY.

§ 8. To3u 3akoH OTMEHS 3aKOHa 3a KpbhBOAapsBaHe U KpbBonpenuBane (/IB, op. 31 ot 1994 1.).

§ 9. U3nbaHEeHHETO Ha 3aKOHA Ce Bb3JIara Ha MUHUCTBPA Ha 37paBeona3BaHETo.

3akonbT e npuer oT XXXIX Haponno cbrOpanne Ha 6 HoemBpu 2003 1. M e moaneyaraH c
odunmanHus neyat Ha Hapoanoro crOpanue.

IMpexoanu u 3aKII0OYUTETHH pa3nopeIon
KbM AIMUHUCTPATUBHOIIPOLUECYAJIHUA KOOAEKC

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

§ 142. KomekchT BIM3a B cWiia TPU Mecera cien oOHapoaBaHeTo My B "JIbpikaBeH BECTHUK", ¢
M3KIIIOYEHUE Ha:

1. gsm tpetu, § 2, T. 1 m § 2, T. 2 - OTHOCHO OTMSIHAaTa Ha riaBa Tpeta, pazaen Il "O6xanBane
mo ceaeben pen”, § 9, . 1u2, § 11, 7. 1u2,§15 8§44, 7. 1u2,§51, 1. 1,§ 53, 1. 1,§ 61, 1. 1, § 66, T.
3,§76,1.1-3,8§78,§79,8§83,1.1,§84, 1. 1m2,§89,1.1-4,§101,1.1,§ 102, 1.1,§ 107, 8§ 117,
T.1mu2,§ 125, § 128, 1. 1u2,§ 132, 1.2u § 136, 1. 1, kaktou § 34, § 35, 1.2, § 43, 1.2,§ 62, 1. 1, §
66, 7.21u4,§97, 1. 21 § 125, 1. 1 - 0OTHOCHO 3amMsiHaTa Ha Aymata "OKpbXKHHUS'" ¢ "aIMUHUCTPATUBHUS"



u 3amsHara Ha nymurte "Coduiickus rpaacku cpa’ ¢ "AamuHucTpaTHBHUS CbJ - Tpaa Codus", kouto
Bim3ar B cwia ot 1 mapt 2007 r.;

2. maparpad 120, koiiTo Bim3a B cuia ot 1 ssayapu 2007 r.;

3. maparpad 3, KOWTO BiM3a B CWja OT JieHs Ha OOHapoJBaHETO Ha Kojekca B "/IbpikaBeH
BECTHHK".

3aKJII0uNTEeTHU pa3nopeaoun
KBbM 3AKOHA 3A UIBMEHEHUE U JOIIbJIHEHUE HA 3AKOHA 3A KPBbBTA,
KPBbBOJAPSIBAHETO U KPbBOIIPEJIMBAHETO
(OBH. - 1B, BP. 65 OT 2006 I'., B C1JIA OT 11.08.2006 T".)

§ 21. B eaHomeceyeH CpPOK OT BIM3aHETO B CHJIa HAa 3aKOHA MUWHHUCTEPCKHUAT CBHBET I10
MpeIIOKEHHEe Ha MHUHUCTBpPAa Ha 3[paBEONa3BaHETO W3BHPIIBA HEOOXOAMMHTE TPOMEHU B
YCTPOWCTBEHHS PABMITHUK Ha V3MbJIHUTETHATA areHIIKS 110 JIEKapCTBaTa B ChOTBETCTBUE C TO3U 3aKOH.

§ 22. B 6-meceueH CpoK OT BIM3aHETO B CHUJIa HA 3aKOHA MUHHUCTEPCKUAT CHbBET U MUHUCTHPBHT
Ha 3/IpaBeoIlla3BaHETO U3BBPIIBAT HEOOXOIUMHUTE IPOMEHH B HOPMATHBHUTE aKTOBE IO MPUJIAraHeTo Ha
3aKOHa.

§ 23. 3akoHBT BIM3a B cuja OT JeHsS Ha OOHapoaBaHeTo My B "/IbpkaBeH BeCTHHUK', C
m3KkIroueHne Ha § 13, kodTO BIM3a B Ccuja OT JIeHA Ha BiIM3aHEeTO B cuia Ha JloroBopa 3a
npucbhenuHsaBaHe Ha PeryOnuka brarapus koM EBpomneiickus cbhro3.

IIpexoaHu 1 3aK/IIOYHUTESHH pa3nopeadn
KBbM 3AKOHA 3A JIEKAPCTBEHUTE NPOAYKTU B XYMAHHATA ME/IMLIUHA

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

§ 37. 3akoHBT BIM3a B CWJa OT JEHA Ha OOHapojaBaHeTo My B "/IbpXkaBeH BeCTHMK', C
U3KIIIOYeHne Ha § 22, KOWTO BiIM3a B CUJjla €IHA TOAMHA CJIe] BIM3aHETO B CUJjla Ha TO3U 3aKOH.

IMpexoanu u 3aKII0OYNTETHH pPa3nopenon
KBbM 3AKOHA 3A UBSMEHEHHUWE U JOITBJIHEHUE HA 3AKOHA 3A 3JIPABETO

(OBH. - 1B, BP. 41 OT 2009 I'"., B CWJIA OT 02.06.2009 T".)

§ 96. 3akoHBT BiAM3a B cuia OT JAEHS Ha OOHapoaBaHeTo My B "JIbpkaBeH BeCTHHUK", C
U3KIIIOYEHHE Ha:

1. maparpadu 3, 5, 6 u 9, xouto BiaM3at B cuia ot 1 guyapu 2009 r.;

2. maparpadu 26, 36, 38, 39, 40, 41, 42, 43, 44, 65, 66, 69, 70, 73, 77, 78, 79, 80, 81, 82, 83,
88, 89 n 90, xouto Bim3ar B cwita ot 1 roam 2009 r.;

3. maparpad 21, xoiito Bnu3a B cuia ot 1 rouu 2010 .

3ak/II0unTeTHU pa3nopeaoun
KBM 3AKOHA 3A UBMEHEHUE U JOITBJIHEHUE HA 3AKOHA 3A
MNPO®ECHUOHAJIHOTO OBPA30OBAHUE U OBYUYEHHUE
(OBH. - 1B, BP. 74 OT 2009 I'"., B CWJIA OT 15.09.2009 T".)

§ 48. 3akoHBT BiAM3a B CWia OT JAEHS Ha OOHapoaBaHeTo My B "JIbpkaBeH BECTHUK', C
u3KItoueHue Ha § 1, koirto Biau3a B cuna ot 15 centemBpu 2009 r., u § 47, kolto Bau3a B cuia oT 1



oktoMBpu 2009 1.

IIpexoanu u 3aKIIOYUTESTHU pa3nopeadn
KBbM 3AKOHA 3A UIBMEHEHUE U JOITBbJJHEHUE HA 3AKOHA 3A JIEYEBHUTE
3ABEJIEHUA

(OBH. - 1B, BP. 59 OT 2010 T"., B CWJIA OT 31.07.2010T".)

§ 77. 3akoHBT BIM3a B CHWJIa OT JIeHS Ha oOHapojBaHero My B "JIbpaBeH BeCTHUK" ¢
U3KJIIOUYEHUE Ha!

1. maparpadu 9 (orHOCHO wi. 19, ai. 4), 53, 60 u 66 (otHOCHO wi. 98, an. 5 1 6), KOUTO BIU3AT
B cuia ot 1 ssuyapu 2011 r.;

2. maparpad 75, xoiTo Bim3a B cuia ot 30 centemBpu 2011 r.

IIpexoaHu U 3aK/IIOYHUTESHH pa3nopeadn
KbM 3AKOHA 3A UBMEHEHUE U JOIIbJIHEHUE HA 3AKOHA 3A 3IPABETO

(OBH. - 1B, BP. 98 OT 2010 T"., B CWJIA OT 14.12.2010T.)

§ 121. 3akonsT Bausa B cuia ot 1 auyapu 2011 r. ¢ u3kinrodeHue 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,§102,1.3,4,5,7u8,§105,1.1,3u5,§107,1. 1,2, 3,4, 6,0ykBa "a", 1. 7, 10, 11, 13 u 15,
Oyksa "a", § 109, 110, 112, 113, § 115, 1. 5,§ 116, T. 41 6,§ 117, 7. 5u7u § 118, 1. 1, KOUTO BIIM3AT B
CuJa OT JcHs Ha 0OHApOJIBaHETO Ha 3aKoHa B "/[bpikaBeH BECTHUK";

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

3. maparpadu 22, 1. 1 (oTHOCHO ui. 36, an. 1, uzpedenue BTopo), § 37, § 48, 1. 2, § 51 u 59,
KouTO BiM3aT B cuiia oT 1 roam 2011 r.;

4. maparpad 107, 1. 15, 6ykBa "6", xoifTo Bnu3a B cuia ot 30 centemspu 2011 r.

IIpexoaHu U 3aKIIOYUTESTHH pa3nopeadn
KBbM 3AKOHA 3A UBMEHEHUE U IOITbJIHEHUE HA 3AKOHA 3A JIEKAPCTBEHUTE
HPOAYKTHU B XYMAHHATA ME/IMLIUHA

(OBH. - 1B, BP. 60 OT 2011 I'., B CWJIA OT 05.08.2011T".)

§ 83. B 3akoHa 3a KpbBTa, KPbBOJIAPSBAHETO U KpbBOMpenuBaneto (06H., /B, 6p. 102 ot 2003
r.; u3M., op. 70 ot 2004 r., 6p. 30 u 65 ot 2006 1., 6p. 31 ot 2007 1., Op. 41 1 74 ot 2009 1. U Op. 59 n
98 ot 2010 r.) HaBcsakbAe aymuTe "HalnOHATHUAT LEHTHP MO XeMaToyorus u TpaHcdysuonorus" u
"HanuoHamHus HEHTHP MO XeMaTOJIOTHsI U TpaHChy3HONoTus" ce 3aMeHT ChOoTBEeTHO ¢ "HarmonanHusT
LEHTHP 3a TpaHc(hy3noHHa xematosorusa" u "HaunoHnanHus HeHThp 3a TpaHC(y3MOHHA XeMaTOoIOoT s "

§ 84. 3akoHbT BIM3a B CWJIa OT JIeHS Ha OOHapojBaHeTo My B "JIbp>kKaBeH BECTHHUK' C
M3KJII0UeHue Ha § 65, koito Biu3a B cuiia oT 30 centemspu 2011 r.

IIpexoanu u 3aKIIOYUTETHU pa3nopendn
KBbM 3AKOHA 3A UIBMEHEHUE U JTOII'bJJHEHHUE HA 3AKOHA 3A IbPKABHUSA
CJHY/XKUTEJ



(OBH. - 1B, BP. 38 OT 2012 T'., B CWJIA OT 01.07.2012T".)

§ 84. (B cuma or 18.05.2012 r.) B cpok mo enuH mecenl OT 00HAPOJIBAHETO HA TO3U 3aKOH B
"IbpKaBeH BECTHUK':

1. MunucrepckusT cbBeT npuBexaa Knacudukatopa Ha JUTBKHOCTHTE B aIMUHHUCTPALIUATA B
CbHOTBETCTBUE C TO3U 3aKOH;

2. KOMIICTEHTHHTE OpraHd TPUBEXKIAT YCTPOWCTBEHHTE aKTOBE Ha ChOTBETHATa
aJIMMHUCTpAIMS B ChOTBETCTBUE C TO3H 3aKOH.

§ 85. (1) IlpaBooTHOmIEHMATA € JMLATa OT AJAMHUHUCTPALIMUTE IO 3aKOHA 3a paauoOTO U
TEJeBU3UATA, 3aKOHA 32 HE3aBUCUMUS (PUHAHCOB OJUT, 3aKOHA 3a EJIEKTPOHHHUTE CHOOIICHUS, 3aKOHA 3a
Komucusra 3a ¢punancoB Haa30p, 3aKoHa 3a JIOCTHI M Pa3KpHUBaHE HA JOKYMEHTHTE M 3a 00sBSIBaHE Ha
MIPUHAIJISKHOCT Ha OBJIrapcKH rpakJaHu KbM JIbpkaBHa CUTYPHOCT M pa3y3HaBaTEITHUTE CIY:KOU Ha
Bbrrnrapckara HapoaHa apmusi, 3aKOoHa 3a OTHEMaHE B T10J13a Ha JbpKaBaTa Ha UMYIIECTBO, IPUIOOUTO
OT MpecThIIHA JEeHHOCT, 3aKOHa 3a MpPEeNOTBPATSBAHE U YCTAHOBSIBAaHE HAa KOH(DIUKT Ha HMHTEpECH,
Kopekca 3a coumanno ocurypsiBane, 3akoHa 3a 37paBHOTO OCHTypsiBaHE, 3aKOHA 3a MOJIOMaraHe Ha
3eMeJIEJICKUTE MMPOU3BOAUTENH U 3aKOHA 3a MIbTHILATA Ce YPEeKIaT MpHU YCIOBUATA U 1O peaa Ha § 36 ot
IIPEXO/IHUTE M 3aKIOYUTEIHUTE pasnopeaOu Ha 3aKOHa 3a U3MEHEHUE M JONbJIHEHHE Ha 3aKoHa 3a
nbpxaBHUs ciyxkuren (B, op. 24 ot 2006 r.).

(2) C axTa 3a Ha3HAYaBAHETO HA JbPKABHUS CIIY>)KUTEJ CE:

1. mpuckxna omnpeaeneHuss B Kiacudukatopa Ha IBKHOCTUTE B aIMUHHUCTpALUATA
MUHHMAJICH PaHT 32 3a€MaHaTa JIHKHOCT, OCBEH aKO CITY)KUTEJIST MPUTEkKAaBa MO-BUCOK PaHT;

2. ompenens UHIUBUIYyaTHa OCHOBHA MECEYHa 3ariaTa.

(3) ombaHUTETHO HEOOXOIUMHUTE CPEICTBA 32 OCHUTYPUTEIIHU BHOCKHM Ha JIMIIATA IO al. 2 ce
OCUTYpSIBAT B PaMKUTE Ha Pa3XOJUTE 3a 3aIlUIaTH, BB3HATPAKIACHHUS U OCUTYPUTEIHH BHOCKHU II0
OIOJKETUTE Ha CHOTBETHUTE PA3MOPEIUTENH ¢ OFOKETHU KPEIUTH.

(4) MuHHCTEPCKUSAT CHBET J]a U3BBPILIU HEOOXOAUMHUTE TPOMEHH 0 U3BBHOIO)KETHATA CMETKA
Ha /IppxaBeH ¢oHp "3emenenue”, MPOU3TUYALIN OT TO3H 3aKOH.

(5) Opranute Ha ynpaBienue Ha HannoHamHust ocurypurenaeH HHCTUTYT U Ha Hanmonamnara
3/IpaBHOOCUTYpHUTENTHA Kaca Ja W3BhpIIAT HEOOXOJMMHTE MPOMEHH II0 CHOTBETHUTE OIODKETH,
MPOU3THYAIIN OT TO3U 3aKOH.

(6) Heusmon3BaHuTe OTMYCKM IO TPYJIOBUTE IMPABOOTHOILIEHUS C€ 3ama3BaT M He ce
KOMIIEHCUPAT C MapuyHU 00e311eTEeHus.

§ 86. (1) B eqHOMEcedeH CpPOK OT BIM3aHETO B CHJIAa HA TO3W 3aKOH WHIMBHUyaJlHaTa OCHOBHA
MeceyHa 3aljiaTa Ha CIYXHUTEJs ce OIlpelens Taka, ye Chbllara, HaMajleHa C IBbJDKMMHUSA JaHBK U
3aJBJDKUTEITHUTE OCUTYPUTEITHN BHOCKH 32 CMETKa Ha OCUTYPEHOTO JIUIIE, aKO ca OWMITN IBJDKUMH, 13 HE
€ IMO-HUCKa OT NoJydaBaHaTa J0 TO3M MOMEHT OpyTHa MeceuHa 3aljaTa, HaMajleHa C JbDKUMHTE
3aBJDKUTEIHA OCHTYPHUTEIIHH BHOCKH 332 CMETKa Ha OCHUTYPEHOTO JIMIE, aKO ca OWIM IIBIDKHMHU, U
IBIKUMUS TaHBK.

(2) B OpytHara 3armuiara o aji. 1 ce BKJIro4Bar:

1. ocHOBHATa Mece4Ha 3aruiaTa Uil OCHOBHOTO MECEUHO Bb3HAIPaKJICHUE;

2. NOIBIIHUTEITHN BB3HArPAXKICHHS, KOUTO CE M3IUIAIIAT ITOCTOSHHO 3ae/IHO C IoJlaramiara ce
OCHOBHA MECEYHA 3aIulaTa MM OCHOBHO MECEYHO Bb3HATPaXJIEHUE U Ca B 3aBUCHUMOCT €IMHCTBEHO OT
0TpabOTEHOTO BpEME.

§ 87. 3akonsT BiM3a B cuiia oT 1 ronu 2012 r. ¢ u3kioueHue Ha § 84, KOMTO BIU3a B cUila OT
JieHs1 Ha 0OHapoABaHETO Ha 3aKoHa B "J[bpikaBeH BECTHHK".

IIpexoanu u 3aKIIOYUTETHU pa3nopendn
KBbM 3AKOHA 3A UIBSMEHEHUE U JTOIbJITHEHUE HA 3AKOHA 3A JIEYEBHUTE



3ABEJIEHUA

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

§ 17. B enHoMecedeH CpOK OT BIM3aHETO B CHJIA HA TO3M 3aKOH MHHHUCTBPBT Ha
3/IpaBeoINa3BaHeTO MpUBEXaa HapenOara mo wi. 18, anm. 1 or 3akoHa 3a KpbBTa, KPHBOAAPSBAHETO U
KPBBOIIPEIMBAHETO B CHOTBETCTBHE C TO3U 3aKOH.

§ 18. Hammonannara 3/1paBHa KapTa ce NMPUBEXKJA B CbOTBETCTBUE C M3UCKBAHUATA HA TO3MU
3aKOH B CPOK JI0 6 Mecela OT BIM3aHETO My B CHJIA.

3aKJII0YMTEHHA Pa3nopendu
KbM 3AKOHA 3A UBMEHEHUE HA 3AKOHA 3A MJIAJIEKTA
(OBH. - 1B, BP. 68 OT 2013 I'., B C1JIA OT 02.08.2013T".)

§ 55. 3akoHBT BM3a B CHJjIa OT JeHs HAa oOHapoaBaHeTO My B "JIbp)kaBeH BECTHHK".

IIpexoaHu 1 3aK/IIOYHUTESHU pa3nopeadn
KbM 3AKOHA 3A UBSMEHEHUE U JOITbJIHEHUE HA
AIMUHUCTPATUBHOIIPOLHECYAJIHUA KOAEKC

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

§ 156. 3akonbT Briu3a B cwiia ot 1 suyapu 2019 1., ¢ u3kiIoueHue Ha:

1. maparpadwu 4, 11, 14, 16, 20, 30, 31, 74 u § 105, T. 1 OTHOCHO U3PEUCHHUE ITBPBO U T. 2, KOUTO
Biu3at B cwiia oT 10 okromBpu 2019 1.5

2. maparpadu 38 u 77, KOUTO BIM3AT B CHJIa JBa MECeIa CJie]l 0OHAPOBAHETO HAa TO3HM 3aKOH B
"JIbpKaBeH BECTHUK";

3. maparpad 79, 1. 1, 2, 3,5, 6 u 7, § 150 u 153, xouro BAM3aT B cUjJa OT JCHS Ha
00HapOBAaHETO Ha TO3M 3aKOH B "JbpikaBeH BECTHUK'.

IIpexoaHu U 3aKIIOYUTESTHH pa3nopeadn
KbM 3AKOHA 3A BIOJ’KETA HA HAIIUOHAJIHATA 3IPABHOOCUI'YPUTEJIHA KACA
3A 2019T.

(OBH. - IB, BP. 102 OT 2018 I'., B CHMJIA OT 01.01.2019T".)

§ 43. 3akonbT BiM3a B cuia ot 1 ssayapu 2019 r., ¢ u3kitoueHue Ha:

1. maparpad 29, 1. 13, 6ykBa "0", T. 14 u 15, § 30 u § 42, T. 2, KOMTO BIAM3aT B CHJIA OT JICHA Ha
oOHapo/BaHETO Ha 3aKOHA B "J[bprkaBeH BECTHUK";

2. maparpad 28, T. 6 - 12 uT. 14 - 19, § 35, 1. 3, ¢ U3KITIOYEHHE HA Y. 7a, all. 4 U wI. 7B, al. 4,
T.5u6,T.8-22uT. 36-40,§ 41, 1.2 -8, 1.9, 6ykBu "a" u "B" u 1. 10, KouTO BNIM3aT B cuia ot 1
anpun 2019 r.;

3. maparpad 29, T. 5, 6ykBa "a" oTHOCHO AymwuTe "W upe3 OroKeTa Ha MHHHCTEPCTBOTO Ha
3paBEOlNa3BaHETO 3a  3aluvlalllaHe Ha  MEAUIMHCKUTE  W3JeNUs, IOMOIIHUTE  CPEJCTBA,
MPUCTIOCOOJICHUTA U ChOPBKEHUATA 32 XopaTa ¢ yBpexaanus', T. 9, Oyka "a" 0THOCHO AyMuTe "KaKTo
U MEIUIHMHCKH W3JeTHs, TOMOIIHU CpEeACTBa, MPHUCIOCOOIEHUS ¥ CHOPHKEHHUS 3a XopaTa C
yBpexxaanus", 1. 9, OykBa "r" OTHOCHO aymMHuTe "W TOMOIIHHMTE CPEICTBA, MPHUCIOCOOJIEHHITA U
ChOPBKEHUATA 32 XOpaTa C YBPEXJIaHUS" M OTHOCHO AyMHUTE "KakTO U C JIMIATa, OCHILIECTBIBALIU
JEHHOCTH TI0 MPEJOCTaBsIHE U PEMOHT Ha MEIUIIMHCKU U3/CIINSI, TTIOMOIIHU CPECTBA, MPUCIIOCOOIECHUS



U ChOPBKEHHUS 3a XOpa C YBPEXKIAHUs, PETMCTPUPAHU KAaTO THPTOBLM W BIKMCAHU B PETUCTHpPa HaA
JUIaTa, OCBHIIECTBSABALIM JEWHOCTHM IO TMpPENOCTaBsSiHE M PEMOHT Ha TIOMOIIHU CpPEICTBa,
NPUCTIOCOOJICHUS, CHOPBKEHUS M MEIWIMHCKH U3ENUs 3a XopaTa ¢ yBpexganus" u 1. 9, Oyksa "n"
OTHOCHO ai. 15, T. 3 u an. 16 oTHOCHO AymMuTe "KakTO M C JIMIATa, OCBHUIECTBSABAIIM JCHHOCTH IO
MPEAOCTaBsIHE W PEMOHT Ha IOMOIIHU CPEJCTBA, IMPHUCIOCOOJICHUS, CHOPBKEHUS M MEAUIMHCKU
U3JIeHs 32 XOpa C YBPEXKJaHUS, PErUCTPUPAHU KAaTO THPTOBLUU M BIHCAHU B PETMCTbpa Ha JUIATa,
OCBIIECTBSIBAIKA JIEHHOCTH IO TPEJOCTAaBIHE W PEMOHT HA TIOMOIIHHM CPEJICTBA, MPHUCIIOCOOICHHS,
CbOPBXKEHUS U MEIUIMHCKU H3JeHs 3a XopaTa C yBPeXAaHMUsS - 3a 3aIulaljaHe Ha MEAMIHUHCKU
U3JeNusl, TIOMOILIHH CPENICTBA, MPHUCIIOCOOICHHSI U ChOPBKEHHS 3a Xopa ¢ yBpexxaanus', T. 25, OykBa
"a" - am. 1, T. 13 OTHOCHO AyMHTE "TTIOMOIIHM CPEICTBA, MIPUCIIOCOOICHHS M ChOPHKECHHS 3a XopaTa C
yBpexkaanus" u 1. 25, OykBa "0" OTHOCHO aj. 4 OTHOCHO AyMHUTE "W JHIaTa, OCHIIECTBIBAIIM JCHHOCTH
[0 TPEJOCTaBIHE U PEMOHT HAa MEIUIMHCKU HW3JeIHs, TMOMOIIHU CPEICTBA, MPHUCIOCOOICHUS U
CHOPBKEHUS 32 XOpa C YBPEKJIAHUS, PETUCTPUPAHU KaTO THPTOBIM U BIUCAHU B PETUCTHpA HA JIMIIATA,
OCBIIECTBSIBAIIA JEHHOCTH IO MPEJOCTaBIHE W PEMOHT Ha IOMOIIHU CPENCTBA, MPUCIIOCOOJIECHMUS,
ChOPBKEHUST W MEIULMHCKH U3JIeIUsl 3a Xopara ¢ yBpexaaHus" U "W TIOMOIIHHM CPEICTBA,
MpUCTIOCOOJICHHST U ChbOPBKEHUS 3a xopaTa ¢ yBpexnaanus", § 36 u § 37 orHocHo un. 14, an. §, 1. 2,

OykBa "0", kouto BiIm3aT B cuia ot 1 ssayapu 2020 T.

IIpexoaHu U 3aK/IIOYUTESHH pa3nopeadn
KbM 3AKOHA 3A UIBMEHEHUE U JOII'bJIHEHUE HA 3AKOHA 3A JIEYEBHUTE
3ABEJIEHUSA

(OBH. - 1B, BP. 54 OT 2020 I"., B CWJIA OT 16.06.2020T".)

§ 38. 3akoHBT BIM3a B CWJIa OT JeHSA Ha OOHapojBaHeTo My B "/[bpkaBeH BECTHHK', C
M3KJIroueHue Ha § 23, koiTo Biau3a B cuiia ot 1 ssuyapu 2021 r.
PesieBanTHH akTOBE 0T EBpOIEiicKOTO 3aKOHOAATEICTBO

z!HpeKTHBI/IZ

JUPEKTHUBA (EC) 2016/1214 HA KOMUCHITA ot 25 ronu 2016 roguHa 3a u3BMEHEHUE Ha
HupextuBa 2005/62/EO nmo oTHoOIIEHHE HA CTaHAAPTU M cHelu@UKaluy Ha cUcTeMaTa 3a KauecTBO Ha
KPBBHU IIEHTPOBE

JUPEKTHUBA 2005/62/EO HA KOMUCHUATA ot 30 centemBpu 2005 ronnHa 3a npusarase
Ha JlupextuBa 2002/98/EO nHa EBpornelickus napiaMeHT U Ha ChbBeTa 10 OTHOIIEHHE HA CTaHIAPTH U
cneunpukanuy Ha OOLUIHOCTTa, CBhP3aHH ChC CUCTEMA 3a KaUeCTBO Ha KPbBHU LIEHTPOBE

JUPEKTUBA 2005/61/EO HA KOMUCHSTA ot 30 centemBpu 2005 ronuHa 3a npujiarane
Ha upektuBa 2002/98/EO na EBporneiickus napiameHT U Ha CbBeTa 110 OTHOLLIEHHE HAa U3MCKBaHUATA
3a MpocyeIBaHe U yBEIOMSBaHE 3a CEpUO3HU HEXKEJaHU peakluy U UHIIUJICHTH

JUPEKTHUBA 2004/33/EO HA KOMUCHUATA ot 22 mapt 2004 roauHa 3a mpuiiaraHe Ha
HupextuBa 2002/98/EO na EBpomneiickusi mapiameHT 1 Ha CbBeTa OTHOCHO HSKOM TEXHUYECKH
M3HMCKBaHUS 33 KPbBTA U KPBBHUTE ChCTaBKU

JIMPEKTUBA 2002/98/EO HA EBPOIIEMCKUS TTAPJJAMEHT U HA CBBETA or 27
aayapu 2003 roauHa 3a OmNpelessHe Ha CTaHJApTUTE 3a KayecTBO M OE€30MacHOCT MpPU B3EMaHETO,
JIMarHOCTHKaTa, MpepadoTKaTa, ChbXpaHEHUETO U Pa3IpPEeITHETO Ha YOBEIIKA KPbB U KPHbBHU ChCTAaBKH
u 3a u3MeHenue Ha Jlupexkrusa 2001/83/EO

JIMPEKTUBA 2001/83/EO HA EBPOITEMCKHS TIAPJJAMEHT U HA CBBETA or 6
HoeMBpH 2001 ronuHa 3a yIBbpKAaBaHe Ha Koaekc Ha OOIIHOCTTAa OTHOCHO JIEKAPCTBEHU MPOJIYKTH 3a
XyMaHHa yroTpeoa



