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I'naBa mepBa

OBIIU ITOJIOXKEHU A

Y. 1. (1) C To3u 3aK0H ce ypexaaT OOIIECTBEHUTE OTHOIICHUS, CBBP3aHU C JIapSIBAHETO,
B3€MaHETO, TMarHOCTHKATa, IPepadOTBAaHETO, TPAHCIIOPTA, ChXPaHIBAHETO, yIoTpedaTa Ha KPHB
Y KPBBHH ChCTABKU M OCHTYPSIBAHETO HA TSXHOTO Ka4eCTBO U O€301acHOCT.

(2) Ha mnmanupane mnoanexar BUABT MU KOJMYECTBaTa KPbB M KPBBHU CBHCTABKH 3a
3aJI0BOJISIBAHE HYXIWUTE Ha JiedeOHUTE 3aBEJCHUS U 3a MPOU3BOJICTBO HA JIEKApCTBA, MOJIYUYCHH
OT IlJIa3Ma.

(3) [IpocneasiBaneTo Ha KPBbBTA U KPBbBHUTE ChCTABKU OT JIOHOpA JI0 pELUITUEHTa U 00OpaTHO
Ce rapaHTHpa 4pe3 OChIIECTBABAHE Ha TPAHC(PY3MOHEH HAI30p KaTO CHUCTEMA 3a PErUCTPUpPAHE U
aHaM3 Ha WHQOpPMAIMITa M 32 KOHTPOJ MO OCUTYPSIBAaHE HA KaueCTBOTO W 0€30MacHOCTTa Ha
KPBbBTa U KPHBHUTE ChCTABKHU.

(4) [HeitHocTnTe MO ai. | ce OChIIEeCTBSIBAT CHIVIACHO MEAWIIMHCKH CTaHAapT TI0
TpaHc(y3nOHHA XeMaTOJIOTHsl, YTBBP/ICH ¢ Hapea0a Ha MUHUCTHpA Ha 3/IPaBeOIa3BaHETO.

Yua. 2. Paznopendure Ha 3akoHA HE ce MpuUjarar 3a TPaHCIDIAaHTAIMATa HA XEMOIIOSTUIHH
CTBOJIOBH KJIETKH.

Y. 3. (1) JetinocTTe 1O TO3M 3aKOH CE€ OCHIIECTBABAT NIPH CIIa3BaHE HA MPUHITUIIUTE 3a:

1. 106poBOTHOCT U 0€3BB3ME3IHOCT MPH JAPSIBAHETO HAa KPBB U KPHBHH ChCTABKHU;

2. 3aIlMTa Ha MpaBaTa U 3[paBETO Ha JOHOPUTE U PEIUITUCHTHTE;

3. paBHONOCTAaBEHOCT Ha IOHOPUTE U PELUITUECHTUTE;

4. panroOHaJIHa yHOTpe6a Ha KPpbBTAa U KPbBHUTEC CbCTABKH;

5. caM03aJ]0BOJISIBaHE HA CTPAaHATa C KPbB U KPbBHU ChCTABKHU.



(2) KpbB M KpBBHU CBCTaBKM C€ M3IOJ3BAT 3a MEAMIMHCKHA HYXIU 0 MEIUIIMHCKU
HOKa3aHMsI UM KOraTo JAPYTH METO/IU 32 JIeueHHe ca Hee(eKTUBHH.

Yia. 4. KppBTa ¥ KpbBHUTE ChCTaBKM HE MOTAT Ja ObJaT MpeaMeT Ha Bh3ME3JHA CICNIKA
OCBEH B CIIy4auTe IO TO3H 3aKOH.

Ya. 5. (U3m. - IB, G6p. 65 ot 2006 r.) (1) MuoronpodumHuTe OOTHHUIIM 33 AKTUBHO
JICUYEHUE, B YMATO CTPYKTypa MMa OT/ACICHHE MO TpaHC(Py3MOHHA XEMAaTOJIOTHs, JOCTaBSAT Ha
IICHTPOBETE 3a TpaHC(Py3MOHHA XEMaTOJIOTHS BCSKAa EIMHMIIA B3€Ta OT TAX KPBB CpEILy
BB3ME3/IIBAHE HA PA3XOJUTE 32 HEMHOTO B3EMAaHE.

(2) LentpoBete 3a TpaHc(hy3nOHHA XEMATOJOTHs JOCTABAT Ha JICUCOHHUTE 3aBEICHUS 3a
OOJTHMYHA TIOMOII ¥ Ha TUCHIAHCEPUTE C JIeTjia TMarHOCTULIMPAHU U TPepaboTeHH KPbB U KPbBHU
CHhCTaBKH O€3BB3ME3THO B PAMKHUTE Ha yTBBPICHUTE KOJIMYECTBA 110 1. 26, T. 1.

(3) U3BBH ciayuamTe MO ai. 2 LEHTpPOBETEe 3a TpaHC(hy3MOHHA XEMaToJOTHs MoraT aa
JOCTaBAT Ha JIeYeOHHWTE 3aBelleHHs 3a OONHMYHA MOMOIN W HA JWUCHAHCEPUTE C JieTJa KPbB U
KPBBHU CBCTaBKH CpEIly BB3ME3[SBAaHE Ha pa3XxoAUTEe IO TAXHOTO TUATHOCTHLUpPAHE H
npepaloTka.

(4) YcioBusiTa ¥ pebT 3a BB3ME3IBAHETO MO al. | M 3, KAKTO M 3a OCTOMHOCTSIBaHE Ha
pasxo/uTe, Ce ONPEALIIAT ¢ Hapenda Ha MUHHUCTEPCKHUS ChBET.

(5) UentposeTe 3a Tpanchy3nOHHA XeMATOJIOTHS TOCTABSAT IJa3Ma Ha MPOU3BOAUTEIINTE HA
JIeKapcTBa MO IICHH, IIPH YCIIOBUS | IO PeJI, OTIpeiesieH: ¢ Hapen0a Ha MUHHCTEPCKHUS ChBET.

(6) VYcnoBusita M peapT 3a CTUMYJIMPAHETO, OPTaHU3UPAHETO U IPOBEXKIAHETO Ha
JeHOCTUTE, CBBP3aHU C KPHBOAAPSIBAHETO, CE ONPELIAT ¢ Hapeadara 1o ai. 4.

(7) CpenctBata mo an. 3 m 5 mocTenBaT B MMHHCTEPCTBOTO Ha 3/paBEOIa3BaHETO,
BKJIIOYBAT C€ MO OIOKETUTE Ha LIEHTPOBETE 3a TPAHC(Y3MOHHA XEMATOJIOTUS U Ce Pas3NpeersT,
KaKTO cJe/Ba:

1. e mo-mManko oT 60 Ha cTo - 3a (MHAHCHpaHE HA MPOMONHS Ha JOOPOBOIHOTO M
0€3BB3ME3THOTO KPBBOAAPSBAHE M 3a MpHUI00MBaHE HA ABITOTPAHN MaTepHaHU aKTUBU 32
CHOTBETHHS LIEHTHP 32 TPAHCPY3HMOHHA XEMATOJIOTHS,

2. 1o 40 Ha cTO - 32 MaTepUaIHO CTHUMYJHUpPaHE Ha pabOTEIIMTEe B CHOTBETHHUS IIEHTHD 32
TpaHc(y3nOHHA XEeMaTOJIOTUI.

Ya. 5a. (Hos - /IB, 6p. 65 ot 2006 r.) (1) BoenHomMenuuuHckaTa akajaeMusi JOCTaBsl HA
IIEHTPOBETE 3a TPaHC(PY3MOHHA XEMATOJIOTHS HEAMATHOCTUIIUPAHU KPBHB U KPBBHU CHCTABKH,
KOraTo KOJM4ecTBaTa, HaOpaHu NMpu KPpbBOAAPSBAHE, HATXBBPIAT KOJIMUECTBATa, HEOOXOIUMHU 3a
3a/I0BOJISIBAHE HYXKIUTE HA JIe4YeOHOTO 3aBEICHHE.

(2) B CJIy4auTe I10 all. 1 BOCHHOMCI[I/ILII/IHCKaTa aKaacMus OOCTaBsl Ha LCHTPOBCTC 3a
TpaHC(l)y3I/IOHHa XEMATOJIOTHA KPBbB U KPBbBHU CbCTABKU 663BT)3MC3I[HO.

(3) Hag yrBBpmenuTe 3a BoeHHOMemWIIMHCKAaTa akajaeMus KoJu4ecTBa mo wi. 26, T. 1
IIEHTPOBETE 3a TPAaHC(PY3MOHHA XEMATOJIOTHSI MOTaT JIa IOCTaBAT Ha JIe4eOHOTO 3aBelIeHNE KPhB



Cpelly Bb3Me3/sIBaHe Ha Pa3XOJUTe MO AUArHOCTUIIMPAHE U NpepadoTka.

(4) YcrnoBusiTa ¥ peapT 3a BB3ME3SBAHETO MO ajl. 3, KAKTO M 32 OCTOWHOCTSIBAHETO Ha
pasxoauTe, ce ONpeAeIAT ¢ HapeadarTa mo 4i. 5, an. 4.

(5) BoenHoMmenuHCKaTa akaaeMusl 10CTaBs I1a3Ma Ha IPOM3BOIUTEIINTE HA JIEKapCTBa 10
LIEHU, IIPU YCIIOBUS U IO PeJl, ONIPEeJIEHH C Hapeadara o wi. 5, ai. 5.

Y. 6. (1) Homycka ce neuyeOHUTE 3aBeJCHUS 1O 4. 15 1a B3eMaT KpbB Cpellly 3aIvialiaHe B
CJIEHUTE CIIy4Yau:

l. mpu crieniHM cilydyaud W IpU JIMIICA HA HAJMYHU KOJMYECTBA OT HEoOXOAMMaTa KpbBHA
rpyna B CbOTBETHHS IIEHTHD 32 TPaHC(HY3UOHHA XEMATOJIOTHS;

2. 3a IPOU3BO/ICTBO HA BAKCHHHU, CEPYMH U UMYHOTJIOOYJIMHU;
3. 3a HAYYHOHU3CJIEJOBATEIICKU U IMarHOCTUYHU 1IEJIM B MEIULIMHATA.

(2) JleueOuute 3aBefeHuss Mo wi. 15 Morar ja MOKpUBAT HEMOCPEICTBEHUTE Pa3XOoiu HA
KPBBOJAPUTEINTE, KAKTO U Ja TM CTUMYJIMPAT CbC CHMBOJMYHHM MOAAPBUM M MO JIPYT,
CHBMECTHM C MPUHIIHIA 32 JOOPOBOIHOCT Ha KPHBOIAPSIBAHETO HAYMH.

(3) 3ammamanero Ha KpbBTa M KPbBHUTE CHCTAaBKU B CIIy4auTe 1O al. | ce M3BBPILIBA MO pej
U IICHH, OTIpeie]IeH! B HapeaoaTa mo wi. 5, an. 4.

Yua. 7. (1) KpbB 1 KpbBHU ChCTaBKU C€ M3HACAT M3BBH TEPUTOPHUSTA HA CTpaHATa caMmo IO
peuienne Ha MUHHCTEPCKUS ChBET, KOTaTO ca MpeJIHa3HAYeHH 3a:

1. oka3BaHe Ha XyMaHuTapHa MMoMOIII;
2. MMPOU3BOACTBO Ha JICKApPCTBA 3a HYXXJIUTC HA CTpaHATA.

(2) MUHUCTBPBT Ha 3paBEONa3BAHETO OPTaHU3MpPa M3HOCA HA KPBB M KPBBHU CHhCTAaBKU B
ciydaure 1o anu. 1, T. 2.

Yu. 8. (1) (Hdom. - AB, 6p. 41 ot 2009 1., B cwita ot 2.06.2009 r.) KpbB 1 KpbBHU CHCTaBKH
ce BHACST HA TEPUTOPHTA HA CTpaHATa caMo C pa3pelieHre Ha MUHUCThPa Ha 3/IpaBeOna3BaHeTO
WIA Ha OINPABOMOILEH OT HEro 3aMeCTHUK-MHUHUCTBP B CiIydyail Ha U3BBHPEIHH OOCTOSITEINCTBA,
OpU KOWTO KOJHMYECTBaTa KPbB M KPBBHU CBCTaBKH, C KOWTO CTpaHaTa pasmojara, He ca
JIOCTAaThYHM 3a 3allluTa Ha 3[[paBeTO Ha Xopara.

(2) Buochr mo an. 1 ce momycka, B ciydail uye KpbBTa M KPBBHUTE CHCTAaBKM ca
JMArHOCTULIUPAHU, IpepaOOTeH!, eTUKETUPAHU U OCUTYPEHU OT MHCTUTYLIMS, 3aKOHHO NpU3HAaTa
OT CbOTBETHATa Abp)KaBa, M c€ NpUApPYKaBaT OT JOKyMEHTalus, JaBalla Bb3MOXXHOCT 3a
UACHTU(GUIUPAHETO HAa BCSAKAa €IMHHMIA KPbB WIM KPBbBHU CHCTaBKH, U OT HH(OpMAIMs 3a
IIPOBE/ICHH J1a00paTOPHH U3CIIEIBAaHUS U 32 METOAUTE Ha IUArHOCTUKA U pepadoTKa.

(3) YcnoBusita, Ha KOWTO TPsIOBA J1a OTrOBapsl KAYECTBOTO HA KPHBTA U KPHBHUTE CHCTABKH
o ai. 1, ce onpenenar ¢ HapenOaTa mo wi. 20, ai. 2.



(4) (U3m. - 1B, Op. 31 ot 2007 r.) JIekapcTBa, IPOM3BEACHH OT TUIa3Ma, C€ BHACHT 10 peaa
Ha 3aKOHa 3a JIEKapCTBEHUTE NMPOIYKTH B XyMaHHAaTa MEUIIMHA.

Y. 9. 3abpansiBa ce pekiiaMara Ha KPbB WM KPBBHU ChCTaBKH.

I'naBa BTOpa

JAPABAHE, B3EMAHE, JTUATHOCTUKA, IMTPEPABOTBAHE U CBbXPAHSBAHE
HA

KPBHB 1 KPbBHU CHCTABKU

Ya. 10. [lapsiBaHetro € XymaHeH U JO0OpPOBOJIEH aKT Ha MWIOCHPAME W YOBEIIKA
COJIMIAPHOCT, IPY KOWTO OT AapuTelisi 0e3Bb3ME3THO CE B3eMa KPbB HIIM KPHBHU CHCTABKHU.

Ya. 11. (1) (U3m. - IB, 6p. 74 ot 2009 r., B cuma ot 15.09.2009 r.) MuHHCTBPHT HA
3[[paBeOIa3BaHeTO, MHUHUCTHPHT Ha OOpa30BaHHETO, MIIAJC)KTa M HayKaTa, MHHUCTBPBT Ha
orOpanara, bwirapckust UepBeH KpbCT, jIedeOHWTE M 3APABHHUTE 3aBEJCHUS OPraHU3UpAT H
U3BBPIIBAT IIPOMOIINS HA AAPSBAHETO HA KPHB WM KPbBHU CHCTABKH.

(2) Ilpu opranu3upaHe Ha MpoMOLIMATA IO aj. | Morar Jja y4acTBar U CpeJCTBaTa 3a MacoBO
OCBEJIOMsIBaHE, HENIPABUTEIICTBEHUTE OPraHU3ALUN U PEIMTMO3HUTE UHCTUTYLIMH, PETUCTPUPAHU
II0 pe/ia Ha 3aKOHA 3a BEpOU3IOBEIAHUATA.

(3) Opranure Ha HEeHTpaqHATa U MECTHATa BIACT, IOPUANYECKUTE U (PU3MUECKUTE JIUIA ca
3aJIBJDKEHH J]a ChACHCTBAT 32 OCHIIECTBABAHE HA MPOMOIIMATA U TIPY B3€MAaHETO Ha KPBB.

Yua. 12. (1) JoHopu Ha KpBB WK KPHBHU ChCTABKM MOTaT Ja ObJaT JeeCOCOOHM JUIa Ha
BB3pacT oT 18 10 65 roanHu, KOUTO HIMAT MEJIUIIMHCKU MPOTHUBOIIOKA3aHUSI 32 TOBA.

(2) MaTepBanbT OT BpeMe MEKIY JIBE CTaHJAAPTHH B3EMaHUs HA KPBB HE MOXeE Jia ObJe 1mo-
MaJIbK OT 60 qHU.

(3) OOGcTOATENCTBOTO O aJl. 2 Ce YCTAaHOBSIBA Ype3 M3BBPIIBAHE HA MPOBEPKA B PETUCTHPA
o 4. 36.

Y. 13. (1) doHOpBT naBa mUCMEHO WH(OPMHUPAHO CHIJIACHE WM TMOIBJIBA JIEKIapaius 3a
3/IpaBOCJIOBHOTO CH CHCTOSIHUE.

(2) 3a nmomyyaBaHe Ha CBIVIACHETO MO aj. | HA JOHOpa Ce MPEOCTaBs Ha JTOCTBHICH €3UK
uH(opMaIys 3a TpoleaypaTa o B3eMaHe Ha KPBbB WM KPbBHH ChCTAaBKH, 32 (DU3HOJOTUIHHUTE
MIPOMEHHU, KOUTO HACTHIIBAT B OpraHMW3Ma BCIIEACTBUE HA TOBA, 32 MEPKHUTE 32 OE30MacHOCT U 3a
MOTEHIIMATHUTE PUCKOBE.

Yua. 14. (1) KpbB unu KpbBHU ChCTaBKU C€ B3eMaT Clie]] MEAUIIMHCKU TPETJie]l, U3BbpIICH
OT JIEKap | MOJ] HErOB KOHTPOJI.

(2) BSGMaHII/ISIT KPpbB MWW KPBBHHU CHCTABKU TI'M C€THUKETHUpA, MOATOTBA H 0003HaYaBa
CaTCJIMTHA KPbBHA np06a 1 KOMIUICKTYBA JOKYMCHTALUs, CbAbpiKallld IOIIbJIHCHU (1)OpMI/I 3a.

1. uHpOpMHUpaHO ChIIacue;

2. ACKJIapanusd 3a 3ApaBOCIIOBHOTO ChCTOSAHUC,



3. pe3yaTaTtuTe OT MEIUIUHCKUS Mperiie U oT J1abopaTOPHUTE U3CIIEIBAHUS;
4. unentudukanys Ha B3eTaTa €MHULA KPbB UM KPBBHU ChCTaBKH.

(3) Opurunanure Ha JOKYMEHTUTE MO ajl. 2 C€ ChXpaHABAT OT JIEUeOHOTO 3aBE/ICHUE,
U3BBPIINIO B3EMAHETO, 32 IEpHo 15 roauHu.

(4) HdoHOpBhT mMMa MpaBoO JAa MOJIy4Yd WHGOpMAIMsS 3a 3APaBOCIOBHOTO CH CBHCTOSHUE,
YCTAaHOBEHO TNpU TperieAaa mo aia. l, u 3a pe3ynraTHTe OT HU3BBPIICHUTE JTabOpaTOpHH
W3CIICIBAHUS.

Y. 15. BzemaneTo Ha KPbB WM KPHBHU ChCTABKU CE€ OPTAaHU3UPA U M3BBHPINBA OT:

1. meHTpoBeTe 3a TpaHCHY3HMOHHA XEMATOJIOTHS;

2. MHOTONIPO(UIHUTE OOJHUIM 32 AKTUBHO JICUEHHUE, B UUATO CTPYKTYpPa UMa OTJEJIEHUE IO
TpaHCc(y3MOHHA XEMaTOJIOTUS;

3. BoeHHOMeAMIIMHCKATa aKaieMusl.
Y. 16. (1) JleueOuure 3aBefieHNs 1O Wi. 15 M3AaBaT KapTa HA BCEKHU JIOHOP.

(2) B xaptara mo an. 1 ce oTpazsBaT yHUKATHUAT WACHTH(PUKAIIMOHEH HOMEpP, TPUTE UMECHA,
EI'H, mocrossHHUAT ajapec, KpBbBHOTPYNOBAaTa MNPUHAIICKHOCT, JaTara M KOJIUYECTBOTO Ha
B3E€TUTE KPBB WK KPbBHH CHCTABKHU.

Yua. 17. JleueObuute 3aBeeHus Mo Wi. 15 ocurypsBaT yclIOBUs 3a 3aliuTa Ha 3[paBeTO HA
JIOHOPUTE.

Ya. 18. (U3m. - B, Op. 65 or 2006 r.) (1) MHUHHCTEPCTBOTO Ha 3paBeONa3BaHETO
npeocTaBsi 0€3Bb3ME3/IHO Ha JICUCOHUTE 3aBeIeHUs 1Mo Wi. 15, T. | U 2 MEIUIIMHCKUTE W3NS
3a B3eMaHe, IMarHOCTHIIUPaHe, IpepaboTBaHe U ChXpaHsIBaHE HA KPbB U KPHBHH CHCTABKHU MPHU
YCIIOBHSI H TIO PeJI, ONIPEJICIICH! C Hapea0a Ha MUHICTBPA Ha 37paBeoIa3BaHeTo.

(2) MemuuuHCKUTE M3AenUs MO an. | 3a JAEWHOCTUTE MO B3EMaHe, JAMArHOCTHUIMPAHE,
npepaboTBaHe W  ChXpaHsBaHe Ha KPbB W KPBBHU CBCTaBKH, W3BBPIIBAHU  OT
BoennomeauuuHckara akageMus, ce 3ariamar oT MUHHCTEPCTBOTO Ha OTOpaHara.

Y. 19. JleueOnuTe 3aBeneHus mo wi. 15, 1. 2 u 3 mpeaocTaBsT B3€TUTE KPbB WU KPHBHU
CHhCTaBKH 3a€HO ChC CATETUTHUTE KPBHBHU MPOOHU, KOMHE OT JOKyMEHTAausITa 1o 4. 14, an. 2 u
IIPOTOKOJI 3a [Ipe/laBaHe Ha EHTbpa 3a TpaHC(Py3MOHHA XeMAaTOJIOTHsl.

Y. 20. (1) duarnoctukara, mpepabOTBAaHETO U ChXPAHSBAHETO HA BCSAKA €IMHUIIA KPBB WU
KPBBHH CHCTaBKH C€ M3BBPIIBAT OT LIEHTPOBETE 32 TPaHC(HY3MOHHA XEMATOJIOTHS MPH CIla3BaHe
Ha npasuiiata 3a JloOpa nmaboparopHa npaktuka u JJoOpa npon3BoACTBEHA IPAKTHKA.

(2) YcnoBusdATta 1 peabT 3a U3BbPIIBAHE TUArHOCTHUKA, IpepaboTKa U ChXpaHsIBaHE HAa KPbB U
KPBBHHU ChCTAaBKH C€ ONPEAEIAT ¢ Hape0a Ha MUHHUCThpa Ha 3/IpaBeoIa3BaHeTo.

(3) (HoBa - JIB, Op. 65 ot 2006 r.) BoeHHOMeAWIIMHCKATa aKaaeMHUs IUATHOCTHIUPA,
npepaboTBa U ChXpaHsBa KPbB U KPBBHU CHCTaBKU CaMoO 3a COOCTBEHH HYKIU B PAMKHUTE Ha
YTBBPAEHUTE KOJIMYECTBA 1Mo 4. 26, T. 1.

Y. 21. MuoronpoduIHIUTE OOTHUIM 32 AKTUBHO JICUCHUE C OTACIICHHE 110 TpaHCHy3nOHHA



XEMaTOJIOTUs, LIEHTPOBETE 3a TpaHC(y3MOHHA XeMaToJaorus U BoeHHOMeaMIUMHCKaTa aKaJeMHusl
NOJJIEKAT Ha aKpeAUTaIHs 110 pella Ha 3aKOHa 3a JiedeOHUTE 3aBEICHHs] 3a U3BBPIIBAHUTE OT TAX
JEWHOCTH 110 B3€MaHE, JTUArHOCTHKA, NPepadOTKa, ChbXpAHSBAHE M PA3NpelelieHHe Ha KPbB U
KPBBHU CHCTABKH.

Ya. 22. (1) Jlupara, KOWTO U3BBPLIBAT B3eMaHe, OUATHOCTHKA, NpepadOTBaHe U
ChbXpaHsIBaHE HAa KPbB M KPBbBHU CHCTABKH, PEMHHABAT 3aJbJDKUTENCH KypC Ha 00y4deHue Haii-
MaJIKO BEJHBX Ha J[BE FOJINHHU.

(2) OOyuenmero ce OCBIIECTBsIBA IO Mporpama, YTBBpJIEHA OT MHUHHCTBpAa Ha
3/IpaBEONa3BAHETO MO MPEUIOKEHUE Ha AUPEKTOpa Ha HallmoHamHus LeHThp 10 XeMaTOoJIOTHs U
TpaHCy3HUOTOTHS.

Y. 23. 3abpansiBa ce pa3NpoCTPaHABAHETO HA JaHHU, TO3BOJSBAIIM WIACHTU(UIIMPAHE HA
JIOHOPUTE.

I'naBa Tpera

ITITAHUPAHE 1 OCUT'YPABAHE HA KPBB U KPBbBH CbCTABKU
Y. 24. (1) JJupekTopbT Ha UEHTHP 3a TpaHC()Y3UOHHA XEMATOJIOTHsI €XKEroHO aHAIU3Hupa
¥ IJIaHUPA 32 HyKAUTE Ha 00CTyKBaHUs paiioH:

1. neitHOCTHTE TIO POMOIIHS Ha TOOPOBOJTHOTO M 0€3BBH3ME3THO KPHBOIAPSBAHE;

2. KoJM4ecTBaTa KPbB M KPBBHU CHCTaBKM 3a 3aJ0BOJIIBAHE HA IUIAHOBUTE M CHEIIHUTE
HYXIH U pas3lpeaeIeHUeT0 UM Mo 00J1acTu;

3. KOMMYECTBOTO IJIa3Ma 3a IMPOU3BOACTBO Ha JICKApPCTBA,

4. (mom. - JIB, Op. 65 or 2006 r.) MEOUIIMHCKHTE W3ENUs, HEOOXOIMMHU 3a B3EMaHe,
JMarHOCTUITUPAHE, MPepadOTBaHe U ChXpaHsIBaHE HAa KPbB U KPHBHU ChCTABKHU;

5. ouakBaHus Opoii KPHBOJAPSBAHUS U rpaduKa 3a TAXHOTO MPOBEKIAAHE;
6. oYaKBaHUs OpOH TUTATEHU B3eMaHUS Ha KPbHB.
(2) Ananu3bT ce OCHOBaBa Ha:

1. undopmamus, moiaydeHa OT Je4eOHWUTE 3aBElCHUs, YNOTpeOsBallM KPbB M KPBHBHU
CHCTaBKH;

2. Bb3MOXKHOCTHTE Ha LIEHTHPA 3a OCUTYpPSBaHE HA KPbB U KPbBHU ChCTABKH.
Ya. 24a. (Hos - JIB, Op. 65 ot 2006 r.) (1) Hawanmnukbt Ha BoeHHOMenuuuHCKaTa

aKaJicMus C€KCTOAHO aHAJIM3UPpa U IJIaHUPaA 3a HYXKIUTC HaA J1Ie4eOHOTO 3aBCACHUC!

1. xonmuecTBaTa KPpbB U KPBbBHU CBCTABKH 3a 3aJJ0BOJIAIBAHC HA INNIAHOBUTC M CIICHIHUTC
HYXIHU U pa3slIpCACICHUCTO UM 110 CTPYKTYPHU,

2. KOJIUYECTBOTO IIJIa3Ma 3a IIPOU3BOACTBO HaA JICKApPCTBA,



3. ouakBaHus Opoil KpbBOJIApsIBaHUA U TpaduKa 3a TIXHOTO MPOBEKIAHE;
4. oyakBaHus Opoii MJIATCHH B3€MaHHUs Ha KPbB.

(2) Amnamu3pT ce ocHOBaBa Ha HMH(poOpMauusA, TMOIy4eHa OT CTPYKTypuUTe Ha
BoenHoMeauuuHcKkara akajieMus, yoTpeosiBaliy KpbB U KPbBHU ChCTABKH.

Y. 25. ([om. - JIB, 6p. 65 ot 2006 r.) Pesyntatute OT M3BBPUICHUTE aHAINU3 U TUITAHUPAaHE
no wi. 24 n 24a ce npenocTaBAT Ha AMpeKTopa Ha HanuoHaiHus LEHTHP MO XEMAaTOJIOTUS U
TpaHC(Y3HUOJOTHSI U Ha AUPEKTOPUTE HA pallOHHUTE LIEHTPOBE IO 37]paBeoIa3BaHe.

Ya. 26. [dupextopbT Ha HarnuoHamHMS LEHTBP MO XEMAaTOJNOTUS M TpaHC(y3HOIOTHS
©KEeroJIH0 aHajau3upa, o0o0laBa M MPEJOCTaBsl 3a YTBbp)KAAaBaHE OT MHMHUCTbpPAa Ha
3[IpaBEOIa3BaHETO IJIAHUPAHUTE:

1. xonmmyecTBa KpbB M KPBBHH CHCTaBKU 32 33/I0BOJISIBAHE HAa MEIWIMHCKHTE HYXIH B
CTpaHara;

2. KOJIMYECTBO IIIa3Ma 3a MMPOU3BOACTBO HaA JICKAPCTBA,

3. (mom. - JIB, Op. 65 ot 2006 r.) MEIUIIMHCKH W3JCIIHS 32 B3€MaHE, JHMArHOCTHIIUPAHE,
pepaboTBaHe U ChXpaHsIBaHE Ha KPbB U KPHBHU CHhCTABKH.

Yn. 27. (1) JleueOnuTe 3aBeAcHHWS 3a OOJHWYHA IOMOII W JUCHAHCEpUTE C JIeTJa,
HaAMHpAIF Ce Ha TEPUTOpUATA Ha 00JaCT, B KOSATO MMa OTKPUT IEHTBD 3a TpaHC(]y3nOHHA
XEeMaToJIOTHs, Ce CHAO/sBAT C JAMArHOCTUIMpPAHAa M MpepabOTeHa KPbB M KPBBHU CHCTABKH OT
TO3H IICHTBP.

(2) JleueOuute 3aBepeHus 3a OOJIHUYHA TTOMOIIL U JAUCIIAHCEPUTE C JIeTjia, HaMUpallld ce Ha
TEpUTOpUsATA HA 00JIaCT, B KOSITO HAMA OTKPHUT LIEHTHP 3a TpaHC(PY3UOHHA XEMATOJIOTHsI, HO UMa
obnactHa MHoOrompodwiHa OOJHHIIA 3a AKTUBHO JICYCHHE C OTACIEHHE 1O TpaHC(y3HMOHHA
XEeMaToJIOTusl, ce CHAaOJsIBaT ¢ JAUArHOCTHIIMPAHA U MpepadoTeHa KPBbB M KPHBHH CHCTABKH OT
Ta3u OOJHHUIIA.

(3) JleueOnmTe 3aBeneHMs 3a OOJIHUYHA ITOMOIII U JIUCITAHCEPUTE C JIeTJIa, HAMUpAId ce Ha
TEPUTOpHATA Ha OOJIACT, B KOSITO HSAMAa OTKPHUT IICHTHP 3a TpaHC(Hy3MOHHA XEMAaTOJIOTHS U
obnmacTHa MHOTOmnpo(driIHa OONHHWIIA 32 aKTUBHO JICYCHHWE C OTJACJEHHE IO TpaHC(hy3HOHHA
XEeMaToJIOTUsl, ce CHAOJsBaT C AMAarHOCTUIMpaHa M MpepadOTeHa KPbB U KPBBHU CHCTABKU OT
IIEHTPOBETE 3a TpaHCHy3MOHHA XEMaTOJOTHs WM OT Hai-Oim3Kara o0yiacTHa MHOTOMpodUIHA
OO0JIHUIIA 32 aKTHBHO JICUSHHE C OT/IeJICHHE N0 TpaHC(y3nOHHA XeMaTOIOTHsI.

(4) LenTtpoBeTe 3a TpaHC(Y3HMOHHA XEMATOJIOTHSI OCUTYpPSBAT C JUATHOCTUIMpaHA W
npepaboTeHa KPbB U KPBBHU ChCTaBKU PA3MOJIOKCHUTE B paiioHa UM Ha 00CTy»BaHE 00JaCTHU
OOJIHHUIIM 1O aJ. 2.

(5) OGmactHute OONMHHUIM MO ail. 2 CHXpAHSIBAT NPEJOCTABEHUTE UM KPBB H KPHBHH
CHCTaBKH 3a CBOM HYKIIU U 32 HY>KJIUTE HA CHAOASIBAHUTE OT TAX JICUCOHH 3aBE/ICHHUS.

(6) IIpu BpeMeHEH HEIOCTHT Ha KPHB M KPBBHU CHCTAaBKH IIEHTPOBETE 3a TPAaHC(PY3MOHHA
XEMaTOJIOTHsl CHAOIIBAT JIedeOHWTE 3aBEICHHS C KPBB U KPHBHH CHCTABKH MO KIMHUYHU



KPHUTEPHUH.

Ya. 28. (1) LlentpoBere 3a TpaHChy3HOHHA XEMATOJOTHS OCHUTYPSBAT CHEIHATM3UPAH
TPaHCTIOPT Ha KPBB WM KPBHBHH CHCTABKU JO PA3MOJIOKEHUTE B paiioHa UM Ha 0OCITyKBaHE
00xacTHH OOJIHUIH IT0 4. 27, ai. 2.

(2) TpancmopThT Ha KpPBB WM KPBBHU CHCTaBKH OT LEHTPOBETE 3a TpaHC]y3nOHHA
XEMAaTOJIOTUsl MU OT 00JIaCTHUTE OOJIHUIM [0 JIedeOHUTE 3aBEJCHMSI, MOI3BAIM KPbB U KPbBHU
CHCTaBKH, C€ OCUTYpsIBa OT JIe4eOHHUTE 3aBEICHUS.

(3) Ilpu nunca Ha KpbB WJIM KPBBHU CHCTABKH 32 MAIMEHT CBHC CIICUIHO CHCTOSIHHUE
TPaHCHOPTHT CE€ OCUTYPSIBA OT LEHTHP 3a CIIECIIHA MEAUIIMHCKA TOMOLI.

(4) B ciiyqante 1o an. 3 KpbB WU KPBBHU CHCTaBKH CE JIOCTABAT OT HAW-OJIM3KOTO JIeueOHO
3aBeJieHHe, pa3nojaramio c TAx.
I'naBa yeTBBpTa

I[MPEJINBAHE HA KPbB 1 KPbBHU ChbCTABKU

Y. 29. [IpenuBane Ha KPbB UM KPBBHU ChCTABKH C€ Ha3HauaBa OT MPABOCIOCOOEH JeKap,
KOWTO ompeJesss U BIHUCBA B MEAUIIMHCKATa JOKYMEHTalusl BUa, KOJMYECTBOTO M HauyMWHA Ha
MIPUJIATaHeTO WM.

Yn. 30. [IpenuBaneTo Ha KpbB WJIM KPbBHU CHCTABKM C€ W3BBPINBA TOJ KOHTpOJa Ha
MPaBOCTIOCOOCH JIeKap.

Y. 31. (1) [IpenuBane Ha KpBB WM KPbBHU CHCTaBKU CE€ U3BBPIIIBA MIPHU CIIa3BaHE MpaBaTa
Ha MAaIUeHTa U cjie]l Moly4YaBaHe Ha MUCMEHO MH(OPMUPAHO ChIJIaCHE OT HETo, 32 KOETO My ce
IpeoCTaBs Ha IOCTBICH €3UK MHPOpMaILUs 3a:

1. IIPUYIMUHHUTE 3a IIPCJIIMBAHC HAa KPBB UJIM KPbBHU CbCTABKH,
2. eJTa Ha MpeJIMBAHCTO U OYaKBAHUSA PE3YJITAT,

3. BE3MOXKHUTE HEXEJIaH! p€akuun U MOTCHUHUAIHHUTC PUCKOBC, CBbP3aHU C IIPCIUBAHCTO
Ha KPbB WM KPbBHH ChCTABKU;

4. cplecTBYBAIUTE AITEPHATUBU U PUCKOBETE, IPOU3THYAILH OT TAX.

(2) Korato mamueHTHT € HeaeecnocoOeH, MHGOPMHUPAHOTO chIvlacue To aiu. 1 1aBa
HETOBMSAT 3aKOHEH NPEJICTABUTEI HIIU MTONEUUTEIL.

Y. 32. (1) [IpenuBane Ha KPBB WIM KPHbBHU CHCTaBKH 0Oe3 MoiydyaBaHe HAa MH(OPMHPAHO

ChI'IaCuC MOXKCE J1a 6’[))16 H3BBPUICHO, KOIaTO € 3aCTPAlICH XUBOTHT HA MMAIIUCHTA H:

1. ¢u3MYECKOTO WM TICUXMYHOTO My CBCTOSHHUE HE TI03BOJISIBA IIOJIy4aBaHE Ha
UH(POPMHUPAHO CHIIIACHUE,

2. HalMCHTBT € HG,Z[CGCHOCO6€H " HE € Bb3MOXHO CBOCBPECMCHHO IIOJIy4aBaHC HA CBIJIACUC
OT 3aKOHHHA MY HPCACTABUTE UJIU IMOIICUYUTEI.

(2) Pemennero W MOTHMBHTE MO ajll. 1 ce OTpa3sBaT B MEIUIIMHCKATa JTOKYMEHTAIUS Ha



HalMeHTa oT JIeKapsi, Ha3HAYWI [IPEJTMBAHETO.
Yua. 33. (1) [TanueHTHT, CHOTBETHO 3aKOHHUAT MY MPEACTABUTEN WIIA TIOTIEYUTEN, MOXKE Ja
OTKa’ke TpeIMBaHe Ha KPbB WM KPBBHHU ChCTABKH 10 BCAKO BpEME Ha JICUEHHUETO.

(2) Otka3bT Mo an. 1 ce yaocTtoBepsiBa ¢ MOANKUCH Ha JTUIETO U HA JIEKYyBaIUs JIEKap WK Ha
JIEKyBaIlIUs JIeKap U Ha CBUJETEN, aKO JIMIIETO OTKaXe Ja Ce MOJIIHIIIE.
Y. 34. 3abpansBa ce MpearBaHe Ha:

1. HCAUArHoCTULIUPAaHHU KPbB U KPbBHHU CbCTABKU, OCBCH IIPpU aBTOXeMOT‘paHC(i)YSI/ISI;

2. KpBbB U KPBBHU CHCTABKH C U3TEKBJ CPOK HA TOTHOCT.

Ya. 34a. (Hos - JIB, 6p. 70 ot 2004 1.) (1) Beuuku seueOHM 3aBeneHUs 3a OOJTHUYHA
TIOMOTIl ¥ JTMCTIAHCEPH C JIeTJIa MOTaT Ja B3eMaT KPBB 3a aBTOXEMOTpaHC(hY3Us TPH Clia3BaHE
M3UCKBAHUATA HAa Wi. 12, aj. 2, KOrato HAMAaT MEAUIMHCKU MPOTHUBOIIOKA3aHUs 33 TOBA U CJE]
MoJIy4aBaHe Ha MUCMEHO MHPOPMUPAHO ChIJIacHe.

(2) Korato nmumnero € HEmbJIHOJETHO, MUCMEHO WH(POPMHUPAHO ChIJACHE CE B3eMa OT
3aKOHHUS MPEICTABUTEN UM TIOTIEYUTEN Ha HEITbIHOJIETHHS.

Y. 35. 3a0paHsBa ce pa3npOCTpaHSIBAHETO HA JaHHH, IMO3BOJISABAIIN WACHTHU(PHUIIMPAHE HA
peIUIeHTa.

I'maBa nera

TPAHC®Y3UOHEH HAA30P

Y. 36. (1) HanuoHamHUAT HEHTHP MO XeMAaTOJIOTHS U TPAaHC(PY3HOIOTHS Ch3/laBa PETUCTHD,
KOWTO BKITIOYBAa MH(POPMAIHSI OTHOCHO:

1. TOHOpUTE U PELIUITUEHTHTE;

2. pe3yaTaTuTe OT MPOBEACHUTE TAOOPATOPHU U3CIICIBAHMUS;

3. BCcsKa CAMHUIA B3€Ta KPbB U KPbBHU CbCTABKH;

4. nedHOCTUTE 1O B3€MaHe, JAWArHOCTHKA, MpepadOTBaHE, €THKETHPaHe, JOKYMEHTHpaHE,
pasmpenensHe, CbXxpaHsBaHe U ynorpeda Ha KpbB U KPbBHU CHhCTABKH;

5. YHHUIIO0XXAaBAHETO Ha BCAKA €AMHULIA KPBB U IPUYHUHHUTE 3a TOBA.

(2) Nndopmanusta no an. 1 ce BOUCBA B perucTbpa M B CIIydauTe, KOraro KpbBTa U
KPBbBHUTE CbCTABKM Ca BHECEHHU 110 pesa Ha wil. 8, ai. 1.

(3) JleueOHuTe 3aBeneHHs, KaKTO M JIMIATa, KOUTO HM3BBHPIIBAT JEWHOCTH MO B3E€MaHe,
JIMarHOCTUKA, TpepadoTBaHEe, €TUKETUPAaHE, JOKyMEHTHUPaHEe, paslpelessiHe, ChbXpaHsBaHE M
ynoTtpeba Ha KpbB U KPBBHU ChCTABKH, Ca JUIHXHHU JIa OTPa3sABaT B PETUCTbpa HHPOPMAIIHATA T10
an. 1. B cmyuaute no un. 8, an. 1 uadopmanusara ce oTpassiBa B perucrbpa oT Harmonanaus
LEHTBP 10 XEMATOJIOTHs U TPaHC(y3HUOJIOTHSI.

(4) LenTtpoBete 3a TpaHCPy3MOHHA XEMATOJIOTHsI 00paboTBAT W aHATM3UpAT HHPOPMAITAATA



UM TpenoctaBAT o0000meHM HaHHU Ha HanuwoHamHWS LEHTBP 1O XEMaToNOTHS W
TpaHCcy3uOTOTHS.

(5) Undopmanmsta o an. 1 e coykeOHa TaifHa U ce chbXpaHsiBa 3a cpok 30 TOauHHU.

Y. 37. YcnoBusita U pedbT 3a ChCcTaBsiHe, 00paboTBaHe, ChbXpaHsIBaHE M MPEJOCTaBIHE HA
uHpOpManMiITa OT perucTbpa, GopMHTE Ha JOKyMEHTalMsATa IO JapsBaHe, B3eMaHe,
JMarHOCTHKA, TpepaboTBaHe, pasmpeaessHe, ymorpeba M yHHIIO)KaBaHE Ha KPbB U KPBBHU
CbCTaBKU M 3a ChOOIaBaHE HAa CEPHO3HHUTE HEKEJAHW PEAKLUU M CEePUO3HUTE HMHIMJICHTU Ce
OIIpeJeNAT ¢ Hape10a Ha MUHHCTBPA Ha 37paBeona3BaHeTo.

Y. 38. (M3wm. - /1B, 6p. 65 ot 2006 r.) (1) U3nbnauTennusaT aupekrop Ha M3mbiHuTenHATA
areHIusl 1O JIGKApCTBAaTa M3MBJIHABA (DYHKIMUTE HA KOMIIETEHTEH OpraH IO OTHOIICHHWE Ha
JeMHOCTTa Ha JIe4eOHUTE 3aBEJCHHMS 10 B3€MaHe, IUArHOCTHKA, MpepadoTKa, ChXpaHSIBaHE,
ynotpeba, pa3pocTpaHeHHe, OCUTYpsSBaHE Ha KayeCTBO M 0E30MacHOCT HA KPHBTA U KPHBHUTE
ChCTAaBKH U IO OTHOILIEHUE Ha TpaHC(Y3MOHHHUS HA/30p, 33 CHa3BaHE M3UCKBAHUATA HA 3aKOHA,
cragmapra nmo wi. 1, an. 4 u npaswiara 3a [{oOpa maGoparopna u JloOpa mpou3BOACTBEHA
IpaKTHKA.

(2) M3bJIHUTENHUAT AUPEKTOp HAa M3MbJIHUTEIHATA areHIHs 10 JIKapCTBaTa OChIIECTBIBA
HEMOCPEICTBEHUS] KOHTPOJ Ype3 ONpEe/IeNIEH! OT HETO JUThKHOCTHH JIHIIA.

Ya. 39. (1) (U3m. - JIB, Op. 65 or 2006 r.) B wm3nmbiHEHHE HAa CBOWTE KOHTPOJIHHU
MPaBOMOIIUST HM3IBIHATCIHUAT JUPEKTOp Ha V3MbIHWTENHATa areHIus 10 JIeKapcTBaTta
OpraHM3Mpa U3BHPIIBAHETO HA HHCIICKIIMU B JICUCOHUTE 3aBEIICHUSI.

(2) (U3m. - [IB, 6p. 65 ot 2006 r.) MHCNeKnuuTe ce MpoBEXAAT TOHE BEAHBK TOJIUIITHO.
WHcnekunTe ce TMpOBeXJaT W BbB BCEKH CIIydyail Ha CEpUO3CH HMHIUACHT WIH CEepHO3HA
HEe)KEJIaHa pEeaKIMs, WJIM Ha CHhbMHEHHE 32 CEPHO3HW HHIUACHTH WM CEPUO3HHU HEXKETaHU
peaknuu.

(3) (U3wm. - JIB, Op. 65 ot 2006 r.) JIunata mo 4. 38, an. 2 uMar npaBo Ha CBOOOJICH JTOCTBIT
B MHCICKTHPAHHUTE JICUeOHU 3aBEIICHHS, MPABO HA JOCTBI JO JOKYMEHTAIUATA, CBHP3aHa C
IpeaMeTa Ha HHCIIEKIMATA, KaKTO M IIPaBo Jia B3eMaT IpOOH.

(4) (Homa - JIB, 6p. 65 ot 2006 1.) U3npJIHUTEIHATA areHIKs 110 JIeKapcTBaTa MPeI0CTaBs B
MUHHCTEPCTBOTO Ha 3/paBeONa3BaHETO WHQPOPMAIUS 32 W3BBPIICHUTE WHCICKIUU H 34
pe3yJATaTUTe OT TSX Ha BCEKH 6 Mecera.

(5) (HoBa - JIB, Op. 65 or 2006 r.) JlupekropuTe Ha pPETHOHAIHUTE IIEHTPOBE IIO
3paBeola3BaHe Ha BCEKM TpPHU Mecela MNpeAoCTaBAT Ha VI3MbIHUTENTHATa arcHIUs 10
JeKapcTBaTa HHPOpPMAIIUS 32 U3/IaJICHUTE OT TSIX HAKa3aTEJIHU MMOCTAHOBJICHUS 332 HAPYIICHHUS T10
1. 50, 51 u 53.

(6) (ITpenumna an. 4, u3m. - /1B, 6p. 65 ot 2006 r.) YcioBusiTa U peabT 3a MPOBEKAAHETO
Ha MHCTICKIIUUTE CE OTPEACIIST C Hape10a Ha MUHHCThPA Ha 3paBEOIa3BaHETO.

Y. 40. (1) (M3m. - IB, 6p. 65 ot 2006 r.) KbM MHUHHCTEpCTBOTO Ha 3/IpaBEOIa3BAHETO CE
Ch3/1aBa PErHCThP Ha JiedeOHUTE 3aBEJCHHS, KOWTO W3BBPIIBAT JEHHOCTH MO B3EMaHe,
JMarHOCTUKA, IpepadoTKa, ChXpaHIBaHE U Pa3NpeaeTeHHe Ha KPbB U KPbBHH ChCTABKH.



(2) (U3wm. - [IB, 6p. 65 ot 2006 1.) B peructbpa mo ai. 1 ce BmucBaT 1aHHU 3a:
1. 1e4eGHOTO 3aBE/IEHNE U YIPABUTEIHUTE My OpraHU;
2. MHCHEeKIMUTE 10 Wi. 39, N3BBPIIEHHU 110 OTHOLLIEHHE Ha JIEYEOHOTO 3aBECHHUE.

(3) (Homa - 1B, Op. 65 ot 2006 r.) M3mbiaHuTenHaTa areHIus Mo JeKapcTBaTa Ch3aBa U
BOJIM PETHCTBP HA CEPUO3HUTEC HWHIUACHTH M CEPUO3HHUTE HEXKEIIAHW PEaKIMH, CBBbpP3aHH C
B3EMaHETO U yNoTpedara Ha KPbB U KPbBHU CHCTABKH.

(4) (Ipenumna an. 3 - 1B, 6p. 65 ot 2006 r.) YcnoBusTa 1 peIbT 3a Ch3JaBaHe U BOJICHE HA
PETUCTPHTE Ce ONPEeIIsT ¢ Hapea0a Ha MUHICThPA Ha 37]paBeoa3BaHeTo.

(5) (Ilpegumnaa an. 4, mom. - JAB, 6p. 65 ot 2006 r.) Madopmanusara mo an. 1 u 3 e
ciy>keOHa TaliHa U ce CbhXpaHsBa 3a cpok 30 TroauHH.

Yu. 41. (1) B neyeOuure 3aBeneHus 3a OOJTHUYHA MOMOIN M B JUCIAHCEPUTE C JIETJia ce
Ch3/1aBaT KOMUCHH 332 KOHTPOJ BbPXY KaueCTBOTO, O€30MacHOCTTa M pallMOHaJIHaTa yrnorpebda Ha
KPBBTA U KPbBHUTE ChCTaBKU.

(2) Komucusata € KOHCYJNTAaTUBEH OpraH KbM pPBKOBOJIUTENS Ha JICUEOHOTO 3aBE/ICHHE,
KOWTO:

1. KOHTposMpa NPEeANHUCBAHETO, ChbXPAHSABAHETO M pallOHAlHATa yrnoTpeda Ha KpbBTa U
KPBBHUTE ChCTABKHU U CIIA3BAHETO HA CTaHJapTa 1o 4. 1, an. 4;

2. aHAJIM3Mpa CEPUO3HUTE HEXKENAHU PEaKIIUY, MHIIUJCHTH U TPEILKH;
3. 1aBa npeUIoKeHHUs 3a MoA00psiBaHe Ha paboTaTa ¢ KPbB U KPbBHU ChCTaBKH.

(3) CbcTaBbT Ha KOMHCHATA CE€ OIpENeNs ChC 3alloBe]l HA PHKOBOAUTENS Ha JEUYEOHOTO
3aBeJICHUE.

Ya. 42. (1) (U3m. u mom. - JIB, Op. 65 ot 2006 r.) JIuma, KouTo M3BHPIIBAT B3EMaHe,
JIMAarHOCTUIIpaHe, MpepaboTka, MpeuBaHe M ChXpaHsIBaHE Ha KPHB WIH KPHBHH CHCTABKH, Ca
JUIBKHU J1a choOIIaBaT He3a0aBHO B M3mbIHHUTENHATA areHIMs 10 JIEKapCcTBaTa 32 Bh3HUKHAIU
CEpUO3HU MHIMICHTH WU HEXelaHH PeaKIW{ WM 32 ChbMHEHHS 32 CEPHO3HU MHIUIACHTH HIIH
CEpUO3HU HEXEJaHH PEeaKIUH.

(2) (U3m. - [IB, 6p. 65 ot 2006 1.) U3nbAHUTETHUAT AUPEKTOP Ha M3MbIHUTETHATA areHIus
1o JieKapcTBaTa aHanm3Wpa M 0000maBa WHPOpPMANUATA 32 CEPUO3HHUTE WHIMICHTH U
CEpUO3HUTE HEXKEJIAaHU PEAKIIUH U MIPEIIpUeMa MEPKH 3a MPEIOTBPATIBAHETO HM.

Y. 43. (1) (dom. - [IB, 6p. 41 o1 2009 1., B cuna ot 2.06.2009 r.) KpbB 1 KpbBHH ChCTaBKH,
KOUTO HE OTTOBApAT Ha CTaHAapTa Mo Wi. 1, an. 4, ce U3TerysT OT ynoTpeda, yHHUIOKABAT UITH
MPEIOCTaBAT 3a yU4eOHM WJIM HAyYHO-MEAMIIMHCKUA HYXXAM C pa3pelieHHe Ha MHHHUCTBhpa Ha
3/IpaBeola3BaHETO WJIM Ha ONPABOMOIIEH OT HEr0 3aMECTHHK-MHHUCTBD, IPH YyCIOBUS,
OTIpEJICIICHH ¢ Hapeaoa.

(2) JleueOHuTe 3aBenmeHUs MpenocTaBIT WHGoOpMamws Ha MMHHCTEPCTBOTO HaA



3ApaBCOIIa3BaHCTO 3a BCAKA €JMHHIIA YHUIIOKCHA KPbB WM KPbBHU CbCTAaBKH, KATO C'bO6H_IaBaT
I/I,ZIeHTI/I(bI/IKaLII/IOHHI/ITe UM JaHHU U IIPUYIUHUTE 3a YHUIITOKABAHCTO.

(3) Undopmarus 3a Besika eqMHUIA YHUIIIOKEHA KPBB WM KPHBHU ChCTABKHU C€ MIPEIOCTaBS
¥ Ha JUpPEKTOpa Ha HalnoHATHUS HEHTHP MO XEMAaTOJIOTHSI U TPAHC(Y3HOJIOTHS 3a BIIMCBAHE B
peructnpa.

Y. 43a. (Hos - IB, Op. 65 ot 2006 r., B cuna ot 1.01.2007 r.) (1) MuHHCTBPBT Ha
3/IpaBeoIa3BaHETO Bb3 OCHOBA HA €KErOJHH JOKJIAN Ha JUpEeKTOpa Ha HannoHamHus HEHTH) 110
XEeMaTOoJIOTUSI U TPAHC(Y3HOJIOTHS U3TOTBS JTOKIIA] 32 MPEANPHUETUTE MEPKH 32 HAChbpYaBaHE Ha
JTO0OPOBOJTHOTO M O€3BB3ME3THOTO KPbBOAAPSBAHE.

(2) WzmbaauTenHuAT AupekTop Ha M3mbiHuTENHATa areHIuUs MO JIeKapcTBaTa M3TOTBA
JOKJIAJ 3a JACMHOCTTAa Ha areHUUATa KAaTo KOMIIETEHTEH OpraH IO TO3U 3aKOH, BKIIOYUTEIIHO
OTUET 3a IIPEANPUETUTE MEPKH, CBBP3aHU C MHCIEKIIMUATA U KOHTPOJIA.

(3) Konme ot moknama mo an. 1 ce msmpamia Ha EBporelickata KOMUCHS BEIHBX Ha TpU
TOJIMHU, a OT JOKJIaJa Mo aji. 2 - BeIHbX Ha JIBE€ TOJIMHHU.
I'maBa mecra

[MPUHY AUTEJIHU AIMMHUCTPATUBHUA MEPKH.
AIMNHUCTPATUBHOHAKA3ATEJIHUA

PA3IIOPEJIEU

Ya. 44. (1) (Hom. - 1B, Op. 65 or 2006 r.) MuHUCTBPBT Ha 3apaBEOINa3BAHETO IIO
HpeIOKCHNE Ha M3ITBIHUTEITHNS JUPEKTOp Ha V3MbIHUTEIHATA areHIus 10 JeKapcTBaTa MOXe
Ja 3a0paHu OCBHIICCTBSIBAaHE Ha JCWHOCTH IO B3€MaHE U ChXpaHSIBAaHE Ha KPHB U KPHBHU
ChCTaBKM W TpaHC(Y3WMOHEH HAJ30p TpPU HapyllaBaHE Ha CTaHIapTa IO TpaHCPy3HMOHHA
XEMaTOJIOTHsl.

(2) (M3m. - OB, Op. 65 ot 2006 r.) MuUHUCTBPBT Ha 3[apaBeona3BaHETO 3a0paHsBa
JEMHOCTHTE 1O ajl. | ¢ mrucMeHa MOTHBHpAHA 3aroBe, B KOATO C€ IMOCOYBA JaTara, OT KOSTO Ce
3aJIM4aBaT JICMHOCTUTE B pa3pemeHrueTo 1mo wi. 48 ot 3akoHa 3a JICUeOHUTE 3aBEACHMUS.

(3) (U3m. - AB, 6p. 30 ot 2006 r.) 3amoBenra o aiu. 2 MOAJEKH Ha OOKaiaBaHe O peaa Ha
AJIMUHUCTPAaTUBHOIIPOIIECYATHHS KOJIEKC.

(4) O6xanBaHeTO Ha 3aMOBE/ITA HE CITUPA U3ITBIIHEHUETO .

Ya. 45. Koiito B HapyllleHHWE Ha IJIaBa BTOpa WJIM YETBBPTa HM3BBPIIM B3EMaHE WIIH
npeBaHe Ha KPbB WIH KPBBHU ChCTABKH, aKO HE TTOJUICKH Ha MO-TEXKKO HaKa3zaHHE, ce HaKa3Ba
¢ ro6a 2000 11B., a MpU MOBTOPHO HapyIIeHue - ¢ Taoba 5000 nB.

Ya. 46. Koiito B HapymieHHE Ha pa3MopenOWTe Ha TO3M 3aKOH W3BBPINU CHEJIKa,
BKJIFOUMTEITHO 32 BHOC WJIM M3HOC HA KPBB WM KPBBHHU ChCTaBKHU, aKO HE MOJJICKU Ha MO-TEKKO
Haka3zaHue, ce HakasBa ¢ rimoba 1000 nB., a mpu moBTOpHO HapyieHue - ¢ riroda 10 000 niB.

Y. 47. (1) Koiito pexiamMupa KpbB WIKM KPBBHU CHCTABKU B HAPYIIEHHE HAa TO3H 3aKOH, CE
HakasBa ¢ ri1o0a ot 1000 mo 10 000 ms.

(2) Hakazammara mo ai. 1 ce HajaraT W Ha JIMIATa, JOMYCHAIW W3IIFYBAHETO WIIH



nyOJIMKYBaHETO Ha peKjiamara B CpPeJCTBO 32 MaCOBO OCBEJOMSIBAHE.

Ya. 48. JleueObHOo 3aBeneHUE, KOETO HapyIId HM3UCKBaHHWATAa Ha 4. 19, ce Haka3Ba ¢
uMylecTBeHa caHkuus B pasmep 1000 nB., a mpu MOBTOPHO HapylUIEHUE - C MUMYIIECTBEHA
cankius B pazmep 5000 nB.

Ya. 49. (1) 3a "Hew3mbJiHEHHE Ha 3aAb/DKeHHe Mo wi. 14, am. 2 wim un. 36, am. 3
CHOTBETHOTO JIMIIE € Haka3Ba ¢ rmoda 300 nB., a mpu MOBTOPHO HapyIIeHHe - ¢ ri1oda 700 JB.

(2) 3a HEeM3ITBIIHEHKE HA 3aBJDKCHUETO 10 WI. 36, ai. 3 Ha JIeueOHUTE 3aBEJICHUS CE Hajara
uMyniecTBeHa cankuus B pazmep 1000 5B., a mpu moBTOpHO HapyueHue - B pazmep S000 ns.

Y. 50. Koiiro He mpenocTaBu nHpopmanusTa mo wi. 14, an. 4, ce Hakaspa ¢ rioba 50 jiB., a
MIPU TIOBTOPHO HapymieHue - ¢ roda 100 is.

Y. 51. PrrkoBoguTenuTe Ha JiedeOHUTE 3aBEJCHUS, KOUTO HE M3IIBIHAT pasnopendara Ha
1. 17, ce HakasBat ¢ rioba 500 1B., a Mpu MOBTOPHO HapymieHue - ¢ rimoda 2000 iB.

Ya. 52. Koitto Hapymu pasnopenoure Ha 4wi. 23 wim 35, ce Haka3Ba ¢ rioba 1000 nB. 3a
BCSIKO MJIEHTU(DHUIMPAHO JIHILIE.

Ya. 53. (1) Jupekrop Ha TEHTHP 3a CIENIHA MEIUIIMHCKA TIOMOI, KOWTO HapyIIH
pasnopendata Ha 4. 28, ai. 3, ce Haka3Ba ¢ 1y106a 300 iB.

(2) PproBoauTENHTE HA JIEUEOHUTE 3aBEJCHHS, KOUTO HApYyIIaT pa3nopendara Ha wi. 28, ai.
4, ce Hakassart ¢ 17100a 500 nB.

Ya. 54. (U3wm. - JIB, 6p. 65 ot 2006 r.) (1) Jlume, ynpaxHsBamo MeAUIIMHCKA TTpodecws,
KOETO JIOIyCHE HapyIllaBaHe Ha CTaHaapTa mo 4. 1, ai. 4, ce Hakaspa ¢ rimoba 1500 nB.

(2) Ilpu moOBTOpPHO HapylIeHHE MUHHCTBHPHT Ha 3[PaBEONa3BaHETO MOXE Ja OTHEME II0
NpeTIOKECHNE HA M3ITBJIHUTEIHUS TUPEKTOp Ha V3MbJIHUTENHATA areHIMs 10 JIeKapcTBaTa M 1Mo
pena Ha wi. 193, an. 1, T. 1 or 3akoHa 3a 3apaBeTO NPABOTO HA JHUIETO Ja YIpakKHsIBa
MeIUIMHCKA podecHs.

Ya. 55. (1) (M3m. - IB, Op. 65 ot 2006 r.) Korato Hapymenusta mo wi. 45 - 47 ca
U3BBPIICHH OT MOPUAMYECKH JUIAa WIA EJIHOJWYHH THPrOBLHM, C€ HajaraT HMMYIIECTBEHU
caHkiuu. Pa3mepbT Ha HMYyIIECTBEHATa CaHKIUSA € TPOWHUAT pa3Mep Ha MPEIBUICHHUTE
CHOTBETHH TJIOOU.

(2) Hamaramero Ha WMYyIIeCTBEHA CaHKIWA HE W3KJIIOYBA HAJaraHeTo Ha T1obda Ha
BUHOBHUTE JIHKHOCTHH JIUIIA.

Yua. 56. (1) (Uzm. - IB, 6p. 65 ot 2006 r.) HapymieHnusita mo TO3M 3aKOH C€ YCTAaHOBSIBAT C
aKTOBE, CBHCTABEHU OT JUTHKHOCTHU JIMIa B VI3MbIHUTENHAaTa areHmus IO JIeKapcTBara,
OTIpEJIeNICHH OT AUPEKTOpA Ha areHINsATA.

(2) (U3m. - OB, Op. 65 ot 2006 r.) HakazaTenHure MOCTAaHOBJIEHHUS C€ HU3JaBaT OT
W3IIBJIHUTEIHUS JUPEKTOP Ha V3MbIHUTEIHATA areHIus 110 JIEKapCcTBaTa.

Ya. 57. (1) Hapymenusita mo wi. 50, 51 u 53 ce ycraHOBsiBaT ¢ aKTOB€, ChCTaBEHU OT
JUTHKHOCTHH JIMIIA OT PAOHHUS LIEHTHP MO 3/[paBeola3BaHe, OMPEICIICHN OT JUPEKTOpa.

(2) Haka3zarenHuTe TMOCTAaHOBJICHHS CE€ W3/aBaT OT IJUPEKTOpa HA PalOHHUS IICHTBDP IO
3[[paBeoIla3BaHe.

Ya. 58. (1) (U3m. - [IB, 6p. 65 ot 2006 r.) HapymenueTo mo 4. 46 ce yCTaHOBSIBa C aKT,
CHCTaBEH OT JUIHKHOCTHH JIUIA, ONPEACIICHA OT U3IBIIHUTEIHUS TUPEKTOp Ha M3nbaHuTeIHATA



arcHuuA 110 JICKapCcTBaTa.

(2) (U3m. - OB, Op. 65 ot 2006 r.) HakazaTenHOTO NOCTaHOBJIEHHE CE€ H3/1aBa OT
W3IBIHUTEIHUS TUPEKTOP Ha V3MbIHNUTETHATA areHIHs IO JIEKapCTBaTa.

(3) Hapymienusita mo wi. 46 3a BHOC WJIM W3HOC Ha KPbB WJIM KPBHBHH CBHCTaBKH C€
YCTAHOBSBAT C aKT, ChCTABEH OT MUTHHYECKHTE OPraHH, a HAKA3aTeJHOTO MOCTAHOBJICHHE CE
U37aBa OT AUpeKTopa Ha AreHims "MUTHUIM" WK OT ONPEEIICH! OT HErO JUIbKHOCTHH JIHIIA.

Ya. 59. (1) (U3m. u gom. - JIB, 6p. 65 ot 2006 r.) Hapymenuero no wi. 54, an. 1 ce
YCTAHOBSIBA C aKT, ChCTABEH OT JITHXHOCTHH JIAIA, OTPE/ICIICHU OT U3IIBIHUTEIIHUS TUPEKTOP HA
W3nbIHUTEIHATA areHITHsI 10 JIEKapCTBaTa.

(2) (U3m. - JIB, Op. 65 ot 2006 r1.) Haka3aTeqHOTO TOCTaHOBJIEHHE CE€ H3/1aBa OT
U3IIBJIHUTENIHUS AUpeKTop Ha V3mbiaHUTEIHATa areHIus 110 JIEKapcTBaTa.

Y. 60. YcraHOBsSBaHETO HA aJIMHHHCTPATUBHU HApPYIICHHsI, U3IaBaHETO, 00KAIBAHETO U
U3IIBJIHEHUETO Ha HaKa3aTeJIHUTE IIOCTAHOBJIEHUS C€ M3BBPILIBAT IO pelJa Ha 3akoHa 3a
aJIMUHHCTPAaTUBHUTE HApYIIEHHUS U HAKAa3aHUS.

Y. 61. CpencTBara OT I100M U UMYILIECTBEHHM CAaHKLIMU 332 YCTAHOBEHU HapYyIIEHUS 10 TO3U
3aKOH IOCTBIIBAT B MPUXOJ 10 Or0keTa Ha MUHHUCTEPCTBOTO Ha 3/JpaBEOIa3BaHETO.

JOITBJIHUTEJIHA PA3IIOPE/IFA

§ 1. 1o cMuchia HA TO3W 3aKOH:

1. "JloHop" e nuiie, OT KOETO ca B3€TH KPbB U KPHBHHU CHCTABKHU 3a MpEJIMBaHE Ha JPYro
auie ¢ JiedeOHa 1ed.

2. "llucmeno wuHpopMHpaHO chriacue" € ChIVIacHe, MPEAOCTaBEHO IOOPOBOJIHO Cle[
3aIll03HAaBaHE C ONpeiesieHa HH(HOPMaIHs.

3. "Cepuo3eH HWHIUICHT' € BCAKO HEXKEIAHO CHOWUTHE, CBBP3aHO C B3EMaHETO,
JMAarHOCTUKATA, TpepadoTKaTa, ChbXPAaHIBAHETO U Pa3NPEACIICHUETO Ha KPbB M KPBBHHU ChCTABKH,
KOETO MOJKE Ja JIOBEJC JIO CMBPT, 3aCTpalllaBallo >XKHBOTA CHCTOSHHE, WHBAIUIU3AINS WU
3a00J1s1BaHe, BOJICIIO JI0 yAb/DKaBaHE Ha OOJTHHUYHUS MPECTON MPHU PEIUITHCHT.

4. "KpbB" € uoBelika ThKaH, ChbpKallla BCHYKA KPbBHU ChCTABKU.

5. "KpbBHM chcTaBKH" ca KIETHYHUTE €JIEMEHTH (JIEBKOIIMTU, EPUTPOIIUTH U TPOMOOIIUTH)
U IUIa3Mara, KOMTO Ce M3BJIMYAT Ype3 M3I0JI3BaHE Ha CTaHJAapTHU METOJM 3a MpepaboTBaHEe Ha
KPbB, C U3KIIOYEHHUE HA CTBOJIOBUTE KIIETKH.

6. "Cepuo3Ha HexellaHa peakius" € HeNpeABHEHA peaklys MpH JOHOP WIM PELUIHUEHT,
CBBbp3aHa C B3€MAaHETO WJIM IPEIMBAHETO HAa KPbB MU KPBBHU CHCTaBKU, KOATO € JOBENA J0
CMBPT, 3acTpallaBallo >XHUBOTa CHCTOSIHUE, WHBAIUIW3AIMs WK 3a0o0jsBaHe, BOJAEIIO [0
yABbJDKABaHE Ha OOJTHUYHUS MPECTOM.

7. "PeruniuenT" e ynuiie, Ha KOETO ca MPEJIeTH KPBhB WM KPBhBHH ChCTAaBKH C JieueOHa IIeT.

8. "CarenutHa KpbBHa mpoda" e kommuectBo oT 0,002 mo 0,007 mutpa KpbB, B3ETa OT



JIMIIETO, OT KOETO € HAllPpaBeHO CTAHJapTHO B3€MaHE Ha KPbB.
9. "CrangaptHo B3emaHe Ha KpbB" € B3eMane oT 0,400 mo 0,500 nutpa KpbB.

10. "Tpancdysnonna xematonorus" e JeMHOCT MO 3]paBeona3BaHe, OCHOBaHA Ha
eIHOMMEHHAaTa MEMIIMHCKa HayKa 3a B3eMaHe, JUarHOCTHKa, pepaboTBaHe U ynoTpeda Ha KPbB
¥ KPBBHH CHCTaBKU.

11. "XeMOnoeTHYHN CTBOJIOBH KJIETKH'" ca KJIIETKUTE, OT KOUTO MPOU3IN3AT BCUUKH KIICTKU
Ha KPbHBTA.

12. "KpwBomapuren" e J0OHOp, OT KOTOTO OE3BB3ME3JHO Ca B3€TH KPHB WIH KPBHBHU
CHCTaBKH.

13. (HoBa - JIB, 6p. 70 ot 2004 r.) "ABTOoXemoTpancysus" € MeToN, Mpu KOWTO Ha
HAlMEeHT Ce MPeNBa KPbB, B3eTa MPEIBAPUTEITHO OT HETO.

14. (HoBa - /IB, Op. 65 ot 2006 r.) "CbMHEHHE 3a CEPUO3€H WHUMUIACHT WIM CEPHO3HA
HeXellaHa peaknusa" € HaIMuyue Ha TOJ03PEHHE 3a MPUYMHHO-CIEICTBEHA BPB3KA MEXKIY
WHIIMJICHTA WM PEaKIMsATa U B3EMAHETO W/WIM yHoTpebara Ha KpbB U KPHBHH CHCTaBKH.

15. (HoBa - JIB, Op. 65 ot 2006 r.) "NHCcnekmms" € MEHHOCT TO OCHIIECTBSIBAHE Ha
O00EKTUBEH KOHTPOJI CIIOpE]] NMPHUETUTE CTAHIApTH C e Ja ce MPEICHU Jald ca CIIa3eHU
W3MCKBAHHUATA HA TO3W 3aKOH U HOPMATHBHHUTE aKTOBE I10 MPUJIArAaHETO MY U 33 YCTaHOBSIBAaHE Ha
€BEHTYaJIHU MTPOOIIEMH.

16. (HoBa - JIB, 6p. 65 ot 2006 r.) "IloBTOpHO HapyIlieHue" € HapyIIeHHETO, U3BBPILICHO B
€IHOTOJIMIIICH CPOK OT BJIM3aHE B CHJa HA HAKa3aTEJIHOTO TIOCTAHOBJIEHHE, C KOETO Ha
HaApYIIUTENS € HAJIO)KEHO HAaKa3aHMe 3a ChIUS BUJI HAPYIICHHUE.

ITPEXOJHU 1 3AKJIIOUYUTEJIHU PA3IIOPEABA

§ 2. B pgeBerMecedyeH CpPOK OT BJIHM3aHETO B CHJIA Ha TO3M 3aKOH ChHIIECTBYBAIIUTE
MHOTOIPO(HITHA OOJTHUITK 32 aKTHBHO JICYCHHUE C OTACIICHHE M0 TpaHC(Hy3HMOHHA XeMaTOJIOTHS,
IIEHTPOBETE 3a TpaHCHy3WOHHA XeMaTOJIOTHS W BoeHHOMeIWIIMHCKaTa akaJgeMHs TPUBEKIAT
JEHHOCTTA CH B CHOTBETCTBHE C MOA3aKOHOBUTE aKTOBE TIO MPHIJIATAHETO MY .

§ 3. Cunen npuBexjgaHe Ha JEHHOCTTa CH C HM3HCKBaHUsATa HAa TO3M 3aKOH M Ha
M0/I3aKOHOBHUTE aKTOBE MO0 HETOBOTO MpHJIaraHe, B Cpoka 1o § 2, MHOronpoQmiHUTe OOJIHUIIN 32
AKTUBHO JICYCHHE C OTICJICHHUE 10 TPaHC(PY3MOHHA XEMAaTOJIOTHs T10/1aBaT 3asBJIECHUE 3a MPOMsHA
B pa3pelleHreTo 3a JjeueOHa AelHoCT no wi. 48 ot 3akoHa 3a JieueOHUTE 3aBEICHUSI.

§ 4. B 3akona 3a neuebnure 3aBenenus (06H., AB, 6p. 62 ot 1999 r.; uzm., 6p. 88 u 113 ot
1999 r.; nomp., 6p. 114 ot 1999 r.; uzm., 6p. 36, 65 u 108 or 2000 r., O6p. 51 ot 2001 r. -
Pemenue Ne 11 na Koncruryuuonnust bz ot 2001 1.5 u3m., 6p. 28 u 62 ot 2002 r., 6p. 83 oT
2003 r.) ce mpaBsIT CICIHUTE U3MCHEHUS U JOTBJIHCHUS:

1. B un. 19 ce cp3maBa 1. 40:

"46. B3eMaHe, ChXpaHsIBaHE, CHaOJsIBaHE C KPBbB W KPBBHH CHCTABKH, TpaHCHY3HOHEH
HaBop;".



2. YneH 25 ce u3MeHs Taka:

"Yn. 25. (1) Lentsp 3a TpaHcy3noHHA XEMATOJIOTHA € JIe4eOHO 3aBe/IeHUE, B KOETO JIEKapu
C MOMOIITa Ha JIPYT MEePCOHAII:

1. B3eMaT KpbB ¥ KPbBHU ChCTABKHU;

2. TMarHOCTUIIUPAT, MPEPadOTBAT, ChXPAHIBAT, OCUTYPSBAT KPBB U KPHBHH CHCTABKHU;
3. IpOM3BEX/IAT, CbXPaHABAT M OCUTYPSABAT KPHBHH OHOIIperapaTy;

4. oCBIIECTBIBAT ACHHOCTH IO TpaHCHY3NOHEH HA30P.

(2) LUentpoBere mo an. 1 ochliecTBABaT NEWHOCTTa CH CHIVIACHO M3WCKBAHUATA Ha TO3U
3aKOH M 3aKOHa 3a KpbBTa, KpHBOJIAPSIBAHETO U KPBHBOIIPEIUBAHETO.

(3) MuHHCTBPBT Ha 3/IpaBeola3BaHETO MOXKE Ja HallpaBH IPEUIOKEHHUE 33 3aKpUBaHE Ha
LEHTHP 3a TpaHC(y3MOHHA XEeMaTOJIOTHsl, KOHTO OChIIECTBSABA ICHHOCT B HapyllleHue Ha ai. 2."

3. B un. 86, an. 1 cmen mymute "nmuanusHATE MEHTpoBe" ce 100aBs "IEHTPOBETE 3a
TpaHchy3nOHHA XEMaTOJIOTHS".

§ 5. B 3akona 3a Hapoanoto 3apase (00H., [IB, 6p. 88 ot 1973 r.; momp., 6p. 92 ot 1973 1.;
U3M. U J1011., Op. 63 ot 1976 1., Op. 28 ot 1983 1., 6p. 66 oT 1985 1., O6p. 27 oT 1986 1., Op. 89 OT
1988 r., 6p. 87 1 99 ot 1989 r., 6p. 15 ot 1991 r.; momp., O6p. 24 ot 1991 r.; usm., 6p. 64 ot 1993
r., 0p. 31 ot 1994 1., 6p. 36 oT 1995 1., 6p. 12, 87 u 124 ot 1997 1., Op. 21, 70, 71 1 93 o1 1998
r., op. 30, 62, 67,90 u 113 ot 1999 r., 6p. 10 u 36 ot 2000 1., 6p. 63 0T 2002 T., Op. 83 OT 2003
I.) CE MPaBST CJACIHUTE NOTbIHCHHUS:

1. Ce3naBa ce ui. 32a:

"Un. 32a. (1) Benuku nmedeOHM 3aBefieHUs 3a OOJHWYHA TIOMOI W JUCIAHCEPH C JIeTja
MOTaT Jia B3eMaT KPbB 3a aBTOXeMOTpaHChy3Us NPH Clla3BaHe W3MCKBaHUATA HA WiI. 12, air. 2 oT
3akoHa 3a KPBBTA, KPHBOJAAPABAHETO M KPBHBOMPEIMBAHETO, KOTAaTO HAMA MEIMIIUHCKU
IPOTHBOIIOKA3aHUs 32 TOBA U CJIE/I [TOJy4yaBaHE Ha MUCMEHO MHPOPMHUPAHO ChIJIacHe.

(2) Koraro nmiero € HEMbIHOJIETHO, MUCMEHO HH(POPMUPAHO ChIJIACHE CE€ B3eMa OT
3aKOHHUS TIPEJCTABUTEN WM MOTICUYUTEI Ha HEIIBJIHOJICTHHSL."

2. B nonbinuTenHUTE pasnopeadu ce ch3gana § 8a:

"§ 8a. "ABToxemoTpaHchy3us" € METOJ, IPU KOWTO Ha MAIMEHT CE MpeinBa KPbHB, B3eTa
MpeABapUTETHO OT Hero."

§ 6. B eqHoMeceueH Cpok OT BIM3AaHETO B CUJIa HA 3aKOHA MUHUCTEPCKUAT CHBET U3MEHS U
JIOTTBJIBA yCTPOWCTBEHHUS] TPABWIHMK Ha V3nbaHuTenHaTa areHuus MO JIeKapcTBaTa B
CHOTBETCTBHE C TO3H 3aKOH.

§ 7. B TpumecedeH CpoK OT BIM3aHETO B CHJia Ha 3aKOHA MMHHUCTEPCKUST CHBET U



MHUHHCTBPBT Ha 3/IpaBeOlla3BaHETO U3JaBaT IOJ3aKOHOBUTE HOPMAaTHUBHM aKTOBE IO
IpUJIAraHETO My.

§ 8. To3u 3ak0oH oTMEHs 3aKOHA 3a KpbBOAapsABaHe U KpbBomnpenuBane (B, 6p. 31 or 1994
r.).

§ 9. M3rbIHEHUETO HA 3aKOHA Ce Bh3Jlara Ha MHWHHCTBHPA HA 3JpPaBCOMAa3BaAHCTO.

3akonbT € mpuer oT 39-to Haponno cwrOpanue Ha 6 moemBpu 2003 T. ¥ € moamevaraH ¢
odunmanaus neyatr Ha HapogHoto crOpanue.

SAKJIIOYUTEJIHA PA3IIOPEJIBU xbM 3akoHa 3a M3MEHECHHE M JONBIIHCHHE Ha 3aKOoHA
3a KpBBTa, KPBBOAAPSBAHETO U KPHBOIIPEITUBAHETO

(IB, 6p. 65 o1 2006 1., B cua ot 11.08.2006 T.)

§ 21. B emHomeceueH CpOK OT BIM3aHETO B CHUJia Ha 3aKOHA MUHHUCTEPCKHUST CHBET IO
NPe/UIOKEHHE HAa MUHHUCThPA Ha 3/pPABEOINAa3BaHETO W3BBHPIIBA HEOOXOJMMHTE IMPOMEHU B
YCTPOUCTBEHUS MPAaBUIHKUK Ha M3MbIHUTETHATA areHIIUs 110 JISKapCTBaTa B ChOTBETCTBHE C TO3U
3aKOH.

§ 22. B 6-MeceueH cpoKk OT BIM3aHETO B cujia Ha 3aK0oHA MUHHCTEPCKHUST CHBET W
MHUHHCTBHPBT Ha 3/paBEOIa3BaHEeTO U3BBPUIBAT HEOOXOJUMHUTE IPOMEHN B HOPMATUBHUTE aKTOBE
0 IIPUJIAaTaHEeTO Ha 3aKOHA.

§ 23. 3akoHBT BIM3a B cWJIa OT JICHA Ha oOHapoaBaHeTo My B "JIbp)KaBeH BECTHHK', C
u3kimoyeHre Ha § 13, KolTo BiIM3a B cuiia OT JIEHA Ha BJIM3aHETO B cuia Ha JloroBopa 3a
npucbennHsaBaHe Ha PeryOnuka bwirapus kbM EBponelickus cbro3.

IMPEXO/IHN 1 3AKJIIOYUTEJIHA PA3IIOPEJIBM xbM 3akoHa 3a JIEKapCTBEHHTE
MPOJIYKTH B XyMaHHATa MEAUIIMHA

(IB, 6p. 31 ot 2007 1., B cuia ot 13.04.2007 1.)
§ 19. (1) B cpok o Tpu meceria oT BIU3aHe B CHjla Ha TO3U 3aKOH:

1. MI/IHI/ICTepCKI/IflT CbBET MH3MCHA W  AOIIbJIBA YCTpOﬁCTBCHHH MMpaBUJIHUK Ha
WM3neiaaurennara arcHIus 110 JICKapCTBaTa B CbOTBCTCTBUEC C TO3U 3aKOH;

2. MUHUCTBPBT Ha 3/IpaBeolla3BaHeTo U3/1aBa Hapeaoara no ui. 82, ai. 3.
(2) B cpok 1o 6 mecena oT BiIM3aHe B CHJIAa HA TO3U 3aKOH MUHHUCTEPCKUSAT ChBET NpHEMa U
MHUHHUCTHPBT Ha 3]paBEOla3BaHETO HM3/aBa JPYyTrUTe HOPMATHBHU AKTOBE IO MPHJIAraHETO Ha

3aKOHa.

§ 20. Cnen n3TyaHe Ha IHPBUTE JBE TOJWHUA OT MaH/AaTa HA YWICHOBETE HA KOMUCHUUTE T10



1. 103, 107, 259 u 261 no xpebuii ce onpenessaT MOJOBHHATA OT WICHOBETE, YUHTO MaHAAT Ce
npeKparsBa.

§ 21. B cpok 510 enHa roaMHa OT BiM3aHe B cujia Ha To3u 3akoH MAJl mpeampuema
HEOO0XOAMMUTE JEMCTBUA 3a aKpeAUTHUPAHE Ha JIabopaTopusATa CHU 3a KOHTPOJ Ha JIEKAPCTBEHU
NPOJAYKTH M aKTUBHU BellecTBa oT EBpomeiickusi AupeKkTopaT Mo KauecTBOTO Ha JeKapcTBaTa U
3/IpaBeolla3BaHe.

§ 36. Jlo Biu3aHeTo B cwia Ha akTtoBeTe Mo § 19 u3majseHuTe HOPMATHUBHU AKTOBE 10
MpUIaraHeTO Ha OTMEHEHHUsSI 3aKOH 3a JIeKapcTBaTa M anTeKWTEe B XyMaHHAaTa MEIUIIMHA Ce
TIpUIIaraT, TOKOJIKOTO HE MPOTUBOpEYAT Ha TO3U 3aKOH.

§ 37. 3akoHBT BAM3a B cWia OT JeHS Ha oOHaponaBaHero My B "Jlbp)kaBeH BeCTHHUK', C
M3KIII0UeHne Ha § 22, KONUTO BlIM3a B CHJIa €IHa TOJIMHA CJIe BIW3aHETO B CHJIa Ha TO3H 3aKOH.



