MUHUCTEPCTBO HA 3JPABEOITIA3BAHETO
IIpaBu/jHNK 32 H3MEHEHHE U TOMbJIHEHHE HA Y CTPOiiCTBeHHs MPABUJIHUK HA
PeruoHaJHUTE 3ApaBHU MHCHeknuu (00H., /IB, 6p. 6 ot 2011 r.; u3m., 6p. 31 ot 2011 1., Op. 34
ot 2013 r., 6p. 68 ot 2014 1., 6p. 2, 47 1 63 o1 2015 1., Op. 68 1 89 o1 2016 T.)

§ 1. B un. 31, ann. 2 ce npaBsT CIEHUTE U3MEHEHMUSL:

1. Touka 1 ce m3MeHs Taka:

,» 1. M3BBPILBA MPOBEPKHU 3a CIla3BaHE HA YTBBPJCHUTE MEAMIIMHCKUA CTaHIAPTU BbB BPB3Ka C
perucTpanusara Ha JiedeOHHUTE 3aBEJCHMS 3a M3BHHOOJHMYHA TIOMOII M XOCIHUCHTE U JieueOHara
JEWHOCT 110 WI. 2a OT 3aKOoHa 32 JIeueOHUTE 3aBEICHNSI ¥ aJIMUHUCTPHpPA MPOIIeCca M0 PErUCTPAIHs 10
M3MpallaHe Ha 3asBJIICHUETO 3a€THO ChC CHOpaHUTE JOKYMEHTH Ha M3mbIHWTETHA areHIus
»MEIUIMHCKA HAaa30p ;.

2. Touka 2 ce n3MeHS Taka:

,»2. H3BBPIIBA TIPOBEPKH 32 M3IIBJIHECHHE HA M3MCKBAHUATA HAa 3aKOHA 3a JICUYCOHUTE 3aBEICHUS,
HapenOata mo ui. 46, an. 3 or 3akoHa 3a JeuyeOHUTE 3aBE/ICHUS U Ha YTBBPJICHUTE MEIULIMHCKU
CTaHJIapTU BHB BPBh3Ka C M3/1aBAHETO HA pa3pelleHus 3a JeueOHa IeHHOCT Ha JICUCOHUTE 3aBEICHUS
3a OOJHMYHA TOMOII, IIEHTPOBETE 3a IICUXUYHO 3/paBe, LICHTPOBETE 3a KOXXHO-BEHEPUUYECKHU
3a00JIsIBaHNSI, KOMIUICKCHUTE OHKOJIOTHYHH IICHTPOBE, JOMOBETE 3a MEIUKO-COIMATHU TPHXKH,
JTUAIM3HUTE IEHTPOBE U ThKaHHUTE OAHKMU M aJIMUHHCTPUpA IpoIieca 0 U3/1aBaHe Ha pa3pelieHue
70 M3MIpaliaHe Ha 3asBJICHUETO 3a€THO ChC CHOpaHUTE AOKYMEHTH Ha M3MbiaHHUTENHA areHIus
»MEIUITMHCKA HAI30p ;.

3.B 1.3 u 7 nymure ,,MeTuIIMHCKU OJUT" C€ 3aMEHSIT C ,,MEeTMITMHCKU HA30p" .

4. B 1. 8 gymuTe ,,i OCBIIECTBSIBA KOHTPOJ IO CHAa3BaHETO HA METOJMKATa 3a CyOCHAMpaHe Ha
neueOHN 3aBEICHUS ChC CPEJICTBA OT Oro/pkeTa Ha MUHHCTEPCTBOTO Ha 3JIPaBEOMa3BaHETO™ ce
3aMEHSIT C ,,i y4acTBa B U3BBPIIBAHETO HA MMPOBEPKHU IO M3IIBIHEHNE Ha HapeaOaTa o wi. 106a, an.
6 ot 3aKkoHa 3a JIe4eOHUTE 3aBEICHUS .

§ 2. IIpunoxxkenue Ne 5 kM ui1. 26 ce U3MEHS Taka:

Ll Iprioskenue Ne 5 kbM uit. 26
Uucnenoct Ha nepcoHana B Pernonanna 3apaBHa HHCTIEKIMS — Buaus — 52 matHu Oporku

Mupexrop Ha P31 1
3aMEeCTHUK-AUPEKTOP 1
I'naBeH cexperap 1
OO611a aAMUHUCTpALIUSA, B T.4.: 10
TUPEKIHS ,,AIMUHUCTPATUBHO-TIPABHO,

(UHAHCOBO U CTONAHCKO 00CTYXBaHE 10
Crenanusupana aMUHUCTpAIUS, B T.4.: 39
JIUpeKuns ,, MeTUIMHCKH JEHHOCTH 11
nmupekius ,,Hamg3op Ha 3apa3nuTte Oonectu 11
nupekmus ,,O01ecTBeHo 31pase’ 17

§ 3. IIpunosxkenue Ne 11 xbM ui. 26 ce U3MEHs Taka:
nHlIpunoxenue Ne 11 kbm 4. 26
Yucnenoct Ha nepcoHana B Pernonanua 3apasHa uncnekiust — Jloeu — 57 matHu Opoiku



Hupexrop na P31

3aMEeCTHUK-AUPEKTOP

I'maBen cekperap

OO01ma aqMUHUCTpAIHS, B T.4.:

TUPEKIus ,,AIMUHUCTPATUBHO-TIPABHO,
(MHAHCOBO U CTOMAHCKO 00CITyXBaHe
Crenanusupana aAMUHUCTpALUS, B T.4.:
JUpeKuns ,, MeTMIMHCKH JEHHOCTH
nupeknyst ,,Haazop Ha 3apaznute OomecTu
JupeKius ,,O0IIecTBeHO 3paBe’

§ 4. [Ipunoxxenue Ne 18 kbM uit. 26 ce U3MeHs Taka:

s

13

13
41
11
11
19%.

L Ipunoxxenue Ne 18 kbm wit. 26

YucneHoct Ha nepcoHasia B Pernonanna 3apaBHa uHCnekus — Pyce — 92 matau 6poitku

HupexTop Ha P31
3aMeCTHUK-AUPEKTOP
I'maBen cekperap
OO0111a aAMMHACTPALINSA, B T.4.:
JTUPEKIHS ,, A TMUHHUCTPATUBHO-TIPABHO,
(UHAHCOBO U CTOMAHCKO 00CTYyKBaHE"
Crneunanusupana aJIMAHUCTPAIuS, B T.4.:
JTUpEKIUs ,,MeTUIMHCKHA JeHHOCTH
nupeknus ,,Haazop Ha 3apazuute Oonectu
Jupeknys ,,O0IIecTBEeHO 3IpaBe’

§ 5. Ilpunoxxenue Ne 19 xkbM ui1. 26 ce U3MeHs Taka:

Hupexrtop Ha P3U

3aMeCTHUK-AUPEKTOP

I'maBen cekperap

OO11a aIMUHUCTpALHS, B T.4U.:

TMPEKIHS ,,AIMUHACTPATHBHO-TIPABHO,
(MHAHCOBO U CTOMAHCKO 00CITyXBaHe
Crenanusupana aMUHUCTpalUs, B T.4.:
JUpEKyst ,, MeaUIIMHCKH JeMHOCTH
nupeknust ,,Haazop Ha 3apazuute Oonectu
Jupeknus ,,O01ecTBeHo 3paBe’

§ 6. Ilpunosxenne Ne 20 kbM 1. 26 ce U3MEHs Taka:

1
1
1
15

15
74
12
23
39%.

Ll Ipunoxenue Ne 19 kpm ui1. 26
YucneHocT Ha

1  nepcoHaia B Pernonanna

1 3/IpaBHA WHCIIEKIIUS —

1 Cunuctpa — 51 matHu

9 Opoliku

9
39
11
11

17¢.

L Ipunoxxenue Ne 20 kbM uit. 26

UucneHoct Ha iepcoHana B Pernonanna 3apaBHa uncnekiys — CiuseH — 60 maTHu Opoiiku

Hupexrop Ha P3N
3aMeCTHUK-AUPEKTOP

I'naBeH cexperap

OO61ra aAMUHUCTpALINSA, B T.4.:
JMPEKLHs ,,AIMUHUCTPATUBHO-TIPABHO,
(UHAHCOBO U CTOMAHCKO 00CTYyXBaHE"

el

10

10



Crenuanu3upana aIMUHUCTPAITUS, B T.4.: 47

JUpeKuns ,, MeTMUMHCKH JEHHOCTH 11
nupeknyst ,,Haazop Ha 3apaznute OomecTu 17
JTupeKius ,,O0IIecTBeHO 3paBe’ 19%

§ 7. llpunoxxenne Ne 25 kbM 4. 26 ce U3MEHs Taka:
L Ipunoxxenue Ne 25 kbM wit. 26
YucneHocT Ha TiepcoHalia B PernonaiHa 31paBHa MHCIIEKIINS — ThproBuIle — 56 maTHu OpoiKu

Hupexrop Ha P31 1
3aMeCTHUK-IUPEKTOP 1
['maBeH cexperap 1
OO011a aAMUHACTPALINSA, B T.4.: 10
JTUPEKIHS ,, A IMIHUCTPATUBHO-TIPABHO,

(MHAHCOBO M CTOIAHCKO 0OCITy)KBaHe 10
Crenpanusupana aAMUHUCTpaLUs, B T.4.: 43
JTUPEKIHs ,, MeIUIIMHCKH JCHHOCTH 11
nupeknust ,,Haazop Ha 3apazuute Oonectu 11
JIMPEKIUS ,,3ApaBeH KOHTPOJ 21

§ 8. IIpunoxxenue Ne 26 xkbM ui1. 26 ce U3MEHs Taka:
L Ipunoxenue Ne 26 kbM 4i1. 26
YucneHocT Ha

Jupekrop Ha P31 1  nepcoHana B Pernonanna
3aMEeCTHUK-AUPEKTOP 1 3/paBHa MHCIICKITMA —
I'aBeH cekpeTap 1 XackoBo — 79 marHu
OO01ma aqMUHUCTpAIHS, B T.U.: 14 Opoiiku
TUPEKIUS ,, A IMUHUCTPATUBHO-TIPABHO,

(UHAHCOBO U CTOMAHCKO 00CTYKBaHE" 14

Crenanusupana aAMUHUCTPAIUS, B T.4.: 62

JIUpeKuns ,,MeTMIMHCKH JEHHOCTH 11

mupekius ,,Hagzop Ha 3apasHute Oonectu 21

nupekus ,,O01ecTBeHo 31paBe’ 30%.

IIpexoaHu U 3aKJIIOYMTETHH Pa3nopendu

§ 9. o 30 ampuu 2019 r. morar J1a ce mojaBaT 3asBJICHUs 32 OPraHU3ALMOHHO U (PUHAHCOBO
MIOJIIOMaraHe 3a U3BbPIIIBAHE HA ACUCTHPaHAa PENPOIYKIINS ChIVIACHO JOCETAIIHOTO MpuiioxkeHne Ne
2 kM uil. 31, an. 1 or IlpaBuiHuka 3a opranuzanuara Ha paGota M jaediHocTTa Ha LleHTBp 3a
acuctupana penpoaykius (1B, 6p. 21 ot 2009 r.).

§ 10. B IIpaBunHuka 3a opraHuzanusaTa Ha paboTta u AeitHoctTa Ha LleHTBHp 3a acucTHpaHa
penpoaykuus (o6H., /1B, 6p. 21 ot 2009 1.; u3m., Op. 58 ot 2011 r., 6p. 43, 56 u 103 ot 2012 ., Op.
13 o1 2014 1., 6p. 4 1 73 o1 2018 T.) ce MpaBAT CICTHUTE U3MEHEHHS U IO BIHEHHS:

1. Bum 26, an. 2, 1. 2 gymute ,,1 1o 1,4 ng/ml* ce 3amensr ¢ ,,0,5 no 1,1 ng/ml*.

2.Bun 27, an. 1, 1. 2 ntymure ,,1 ng/ml (7,4 pmol/l)*“ ce 3amensr c,,0,5 ng/ml*.

3. B g 28, am. 2:

a) Touka | ce U3MeHs Taka:

,»1. 1a UMaT U3AaJIeHO pa3pelleHne, ChOTBETHO YI0CTOBEPEHHE MU PErucTpalus 3a JeHHOCTH 10
acHCTHpaHa PeNpoayKIus;

0) Touka 2 ce OTMEHS.

4.Bun. 31:



aypam I, 1. I:

aa) B OykBa ,,0* mymute ,,im0 wi. 131, ain. 1 ot 3akoHa 3a 3apaBeTO™ ce 3aMEHSIT ChC ,,ChOTBETHO
YIOCTOBEPEHHE WJIM PETUCTPALIMS 3a JICHHOCTH 10 aCUCTUPaHa PEIPOTYKITUS;

60) B OykBa ,,r*‘ IyMHTE ,,C €IMH U CHIIl MAPTHHOP™ CE 3aJIMYaBaT;

0) B ay1. 3 cen tymara ,,pa3pelieHue’ ce mocTaBs 3arneTas u ce 100aBs ,,ChOTBETHO YI0CTOBEPEHHE
WIN PEerucTpanus‘, a JyMuTe ,,cbriacHo wi. 131, an. 1 ot 3akoHa 3a 31paBeTo® ce 3a1nu4aBar.

5. B un. 40, an. 2, T. 2, OykBa ,,a“ HaKpasi ce MOCTaBs 3areTas u ce J00aBs ,,M3TOTBEHA Bb3 OCHOBA
HAa CTaHAAPTU3UPAHU BBHTPEIIHU (OPMATH, MMOCOYCHHU B MEAWIMHCKHS CTAaHIAPT 1O aCHCTUpPaHa
pEenpOyKIUA ‘.

6. B wn. 43, an. 1, 1. 4 Hakpas ce mocraBs 3ameTras U ce J100aBs ,,M3rOTBEHA Bh3 OCHOBA HA
CTaHJIAPTU3HPAHU BBHTPEIIHA (GOpMaTH, MOCOYCHH B MEIWIMHCKUS CTaHAApPT IO acUCTHpaHa
penpoayKuus .

7. B un. 43a, an. 1, 1. 3 Hakpas ce MOCTaBs 3areras U ce J00aBs ,,M3rOTBEHA Bb3 OCHOBA Ha
CTaHIAPTH3MPAHU BBHTPEIIHU (OPMATH, TOCOYCHHW B MEIUIMHCKHS CTaHIAPT [0 aCHCTHpaHa
penpoayKuus .

8. Bui. 430, an. 1, T. 2, OykBa ,,r*“ HaKpas ce IMocTaBs 3areTas u ce J100aBs ,,A3rOTBEHA Bb3 OCHOBA
Ha CTaHJAPTH3MPAHU BBHTPEHIHH (OpMaTH, IMOCOYCHH B MEAMIIMHCKHS CTaHAApPT IO aCHCTHpaHa
penpoTyKIrs ‘.

9. Bun. 47 an. 3 — 5 ce OTMEHSIT.

10. HaBcskbae B mpaBWIHMKA TyMuTe ,,M3MbJIHUTENHATA areHUMs MO TpaHCIUIAHTALMA™® ce
3aMEHAT C ,,I3mbaHUTEIHATa areHuus ,,MeTUIIMHCKA Ha130DP .

11. B npunoxenue Ne 2 kbm uit. 31, an. 1:

a) penoBe

Tpute nmena Ha cpIpyra win NapTHLOPA
(JIM1e OT MBXKKH 110J1) — HE Ce MOI'bJIBA IPU

nojaBaHe Ha 3asBjicHUE 1o wi. 32, ai. 1, T.
1

EI'H nHa cpnpyra nim naptHbopa (JiMie ot
MBKKH T10J1) — HE C€ TOITbJIBA NPU

nojaBaHe Ha 3asBicHHE 1o wi. 32, an. 1, T.
1

CC UBMCHST TaKa.:

Tpute nMeHa Ha ChIIpyra Uiy NapTHLOPA
(JIU1e OT MBXKKH I10JT) — HE CE MOITBJIBA MIPU:

1. momaBaHe Ha 3asBIICHHE 110 WI. 32, all.
1, T 1;

2. urica Ha ChIIPYT WK NapTHHOP KbM
MOMEHTA Ha MOJaBaHE Ha 3asIBIICHUETO.




[Tpu nurica Ha CHIPYT WK IAPTHHOP HE CE
nogaBaT AOKyMeHTH 1o wi. 31, an. 1, 1. 5, 1.
6 (B yacTTa OTHOCHO CHIIPYTa/MapTHHOPA) U
T. 8.

EI'H Ha cbnpyra uinu naptabopa (JIMie oT
MBKKH T10J1) — HE C€ MOITbJIBA NIPU:

1. momaBaHe Ha 3asgBJIEHUE 110 4. 32, aJl.
1,T.1;

2. aUIca Ha ChIPYT WIK NAPTHHOP KbM
MOMEHTA Ha I101aBaHE Ha 3asBJICHUETO.

2

0) cien pen

HaumeHnoBaHue Ha I/I36paHOTO oT
3asBUTENIKATa JICYCOHO 3aBCICHHUC

CC Cb3JaBa pCa:

3asBsiBaM JKEJIAHUETO CH U3IaJCHUAT
WHIUBUAYAJICH aAMUHUCTPATUBEH aKT J1a Obe
MOJTYYCH:

[] Ypes muuensupan nowerckn oneparop Ha
anpec:

JeKJIapupam, 4e MOLIeHCKUTE Pa3X0IH ca 3a Mos
CMCTKaA, IJIaTUMU IIPU TOJTYUABAHECTO MY 3a
BBTPEIIHU MOUICHCKU IPAaTKHU, U CbM ChITIACEH
JOKYMEHTHUTE J1a ObJIaT MPEHACSHU 32 CITY)KEOHH
uenu. MHaIMBUyaTHUAT aIMUHUCTPATUBEH akT Jia
ObJie U3IPATEH:

[]xaro Berpemma npenopruana momencka nparka
[] xato BeTpemma kypuepcka nparka

[] xato mexaynaposa npenopbyana momeHcka
nparka

D JIMYHO B ICHTHpa




D IO CJICKTPOHCH II'BT HA CIICKTPOHHA ITOIIIAa

|:| ype3 cay>KeOHO u3MpallaHe oT HEHThpa B
MIOCOYEHOTO B HACTOSIIIOTO 3asIBJICHUE JICYEOHO
3aBe/ieHUe KaTo BbTPEIllHA aIMUHUCTPATUBHA

ycayra.

(IpUIIOKMMOTO C€ MapKUpa)

(13

§ 11. B IlpaBuiHuka 3a ycTpOHCTBOTO M AeiHOCTTa Ha HanuoHanHus HeHThp 3a 00ydeHue u
KBaTMUKAIMA B CHCTEMATa 3a crienHa Meauinacka nomont (B, 6p. 87 or 2016 1.) B wi. 17, an.
1, T. 2 gymuTe ,,HAITMOHAIIHUTE KOHCYJATAHTH MO ChOTBETHUTE MEIAMIIMHCKU CHEIMAIHOCTU S ce
3aMEHSIT C ,,eKCIIEPTHUTE ChBETU MO 4Jjl. 6a, ain. 1, T. 1 oT 3akoHa 3a 37paBeTO MO ChOTBETHUTE
MEIHUIIMHCKH CIICIIUATHOCTH WIM OTICITHA MEIUIIMHCKH ASHHOCTH .

§ 12. IIpaBuiHUKBT BiM3a B cuia Ha 1 anpun 2019 r.

Munuctsp: Kupuia Ananues



