IHPOEKT
ITPABUJIHUK

3a N3MeHeHHUe U T0NMbJIHEHHE HAa Y CTPOHCTBEHNsI MPABMJIHUK HA PerHOHAJTHHUTE 3IPABHU
uncnekuu (O6H. JIB. 6p. 6 ot 2011 1., u3m. 6p. 31 ot 2011 r., 6p. 34 ot 2013 1., O6p. 68 ot
2014 r.,6p. 2,47 u 63 ot 2015 ., 6p. 68 1 89 o1 2016 1.)

§ 1. Bun. 31, an. 2 ce npaBAT ClIeIHUTE U3MEHEHHUS:
1. Touka 1 ce u3MeHs Taka:

,,1 . I/I3B'pr_IBa HpOBepKI/I 3a CIIa3BaHC Ha SI[paBHI/ITe N3UCKBAHUA U yTB'pr[CHI/ITe
MEIWIIMHCKH CTaHJapTH BBB BpPH3KA C pETHCTpaAIUsATa Ha JICUCOHWTE 3aBEICHUS 32
M3BBHHOOIHMYHA IIOMOII] M XOCIIMCHUTE U JeueOHaTa JEHHOCT [0 4iI. 2a OT 3aKOHa 3a JIEYEOHNUTE
3aBeJICHUS U aJIMHHUCTPHUpPA TIPOIIeca [0 PErHCTPaIlys 10 H3MpallaHe Ha 3asBICHUETO, 3aeHO
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CbC C’b6paHI/ITC AOKYMCHTH Ha HM3nbnHuTEeHA areHus ,,MG,Z[I/IL[I/IHCKI/I Haa30p ; .
2. Touka 2 ce U3MEH TaKa:

»2. U3BBPIIBA MPOBEPKU 32 M3ITBIHEHHE HA HW3WCKBAaHUATA Ha 3aKOHA 3a JIeYeOHHUTE
3aBeJieHHs, HapeaOaTa mo wi. 46, an. 3 ot 3akoHa 3a JiedueOHUTE 3aBEACHUS U HA YTBBPACHUTE
MEIUIUHCKA CTaHJApTH BBB BPB3Ka C M3/IaBAaHETO Ha pa3pelIeHus 3a JieueOHa NEHHOCT Ha
neyeOHUTE 3aBeIeHNs 32 OOJTHUYHA OMOII, IEHTPOBETE 3a ICUXUYHO 3]paBe, LIEHTPOBETE 3a
KOKHO-BCHCPUYICCKHU 3a6OJ'I$IBaHI/I$I, KOMIIJICKCHHUTC OHKOJIOTMYHH LEHTPOBEC, AOMOBCTC 3a
MEIUKO-COIMAIHA TPW)XH, AMAIW3HUTE LEHTPOBE M THKaHHUTE OaHKU W aIMUHHCTPUpPA
npolieca 1o U3JaBaHe Ha pa3pelieHue 10 U3NpallaHe Ha 3asBICHUETO, 3a€/IHO ChC ChOpaHUTE
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JTOKYMeHTH Ha M3nbiHuTeNnHa areHuus ,,MeauInHCKa Haa30p; .
3. B 1.3 u 7 nymure ,,MenuIMHCKN OUT" CE 3aMEHSIT C ,,MeIUIIUMHCKH HAI30p".

4. B 1. 8 nmymure ,,u OCBIIECTBABA KOHTPOJ IO CIAa3BaHETO HAa METOAMKATa 3a
cyOcunupane Ha JieueOHU 3aBElIeHUsI ChC CpeACTBa OT Orokera Ha MHUHHCTEPCTBOTO Ha
3paBEONa3BaHETO  CE 3aJIMYaBaT.

§ 2. [Ipunoxxenune Ne 5 kM ui1. 26 ce U3MEHS Taka:
LHlIpunoxxenue Ne 5 kpm 4. 26

YucneHocT Ha mepcoHasia B PernoHanHa 31paBHa MHCIEKIUs — Bugun — 52 matHu
Opoiiku

Hupexrop na P31 1
3aMECTHUK-TUPEKTOP 1
['maBeH cexperap 1
OO011a afMUHKUCTpALNS, B T.Y.: 10

JUpeKys "AIMUHUCTPATUBHO-IIPaBHO,

(MHAHCOBO M CTOMAHCKO 00CTyXBaHe" 10



Crenuanu3upana aIMUHUCTPAIINS, B T.4.: 39

nupekuus "MeaunuHcku neHoctu" 11
nupeknus "Hanzop Ha 3apa3nute 6osectu” 11
nupekuus "O6mecTBeHo 3apase” 17¢

§ 3. [Ipunoxxerune Ne 11 kbm wi. 26 ce U3MEHsI Taka:
»lIpuioxxenne Ne 11 kpm wit. 26

YucneHoct Ha mepcoHana B PermoHanmHa 31paBHa MHCneKnus — JloBeu — 57 maTHH
OpoiKu

Hupekrop na P31 1
3aMeCTHUK-TUPEKTOP 1
['naBeH cexperap 1
OO0ma afMUHKUCTpALIUS, B T.Y.: 13

Iupekus "AJIMUHUCTPATUBHO-TIPABHO,

(buHAHCOBO U CTONMAHCKO 00cTy)BaHe" 13
Crneunanusupana aAMMHUCTpALMs], B T.4.: 41
nupeknus "MeauIHCK TeHHoCTH " 11
nupekuus "Hanzop Ha 3apa3nurte 6onectu” 11
nupeknus "O6mecTBeHo 3apase” 19¢

§ 4. Ilpunoxenune Ne 18 kbpM i1, 26 ce U3MEHS TaKa:
»lIpunoxxenue Ne 18 kbpm uit. 26

YucneHoct Ha mepcoHana B Permonanmna 3npaBHa uHcnekius — Pyce — 92 matHu
OpoiKu

Hupexrop na P31 1
3aMeCTHUK-TUPEKTOP 1
I'maBen cekperap 1
OO011a agMUHKCTpALUS, B T.4.: 15

JUpeKys "AIMUHUCTPAaTUBHO-IPaBHO,
(buHAHCOBO U CTONAHCKO 00cTykBaHe" 15

Crienmanu3upana aJMUHACTPALUS, B T.4.: 74



nupeknus "MeaunHCK 1eiHoCcTH " 12
mupeknus "Hamgzop Ha 3apa3Hute 6onectu" 23

nupeknus "Oo6mecTBeHo 3apaBe” 39«

§ 5. [lpunnoxxenne Ne 19 kM uit. 26 ce U3mMeHs Taka:
LHlIpuinoxenne Ne 19 kbpMm ui. 26

Uucnenoct Ha nepcoHasna B Pernonanua 3apaBaa uncnekuus — Cunucrpa — 51 matHu
Opoiiku

Hupexrop Ha P3U 1
3aMeCTHUK-TUPEKTOP 1
I'maBen cekperap 1
OO011a aIMMHKUCTpALNS, B T.Y.: 9
JupeKuus "AIMUHACTPATUBHO-TIPABHO,

(buHAHCOBO U CTONMAHCKO 00cTy)BaHe" 9
Crernuanu3upaHa aIMHHUCTPALHS, B T.U.: 39
nupeknus "MeaunuHckn neiHoctu" 11
nupeknus "Hanzop Ha 3apa3Hurte 6osectu"” 11
nupeknus "O6mecTBeHo 3apase” 17¢

§ 6. Ilpunoxenue Ne 20 kbM 4. 26 ce U3MEHS TaKa:
LI Iprnoxkernne Ne 20 kpMm wi. 26

YucrneHoct Ha nepcoHana B PervonanHa 3apaBHa uHcnekius — CiimBeH — 60 matHu
Opoiiku

Hupexrop na P31 1
3aMeCTHUK-TUPEKTOP 1
I'maBeH cexperap 1
OO01a afMUHKUCTpALNS, B T.Y.: 10

JUpeKys "AIMUHUCTPAaTUBHO-IIPaBHO,
(MHAHCOBO M CTOMAHCKO 00CTyXBaHe" 10
Cnenuanusupana aIMMHUCTPALNS, B T.4.: 47

aupekuus "MeauuuHcku neiHoctu” 11



nupeknus "Hanzop Ha 3apa3nute 6omectu” 17

mupeknus "O6mecTBeHo 31pase” 19+

§ 7. llpunoxenune Ne 25 kpM 4. 26 ce U3MEHS TakKa:
LI prnoxenne Ne 25 kpM 1. 26

YucneHoct Ha epcoHana B Pernonanna 3apaBHa uHcnieKus — Tbproeuiie — 56 matHu
OpoiKu

Hupekrop Ha P31 1
3aMeCTHUK-TUPEKTOP 1
I'maBen cekperap 1
OO0ma afMUHKUCTpALIUS, B T.Y.: 10

Jupeknus "AJIMUHUCTPATUBHO-TIPABHO,

(MHAHCOBO M CTOMAHCKO OOCTyXBaHe" 10
Crenpaan3upana aJMUHUCTPALIMS, B T.4.: 43
nupeknus "MeauIHCK TeWHoCTH " 11
nupekuus "Hanzop Ha 3apa3nurte 6onectu” 11
nupekius "3apaBeH KOHTpo" 21«

§ 8. Ilpunoxenune Ne 26 kbM 1. 26 ce U3MEHS TaKa:
L Ipunoxkenue Ne 26 kbpMm 4i1. 26

Uucnenoct Ha nepcoHasna B Pernonanna 3apaBHa HHCHIEKIUS — XacKOBO — 79 miaTHU
OpoiKu

Hupekrop Ha P31 1
3aMeCTHUK-TUPEKTOP 1
I'maBen cekperap 1
OO11a aMUHUCTpALUS, B T.4.: 14

JUpEeKIns "AIMUHACTPATUBHO-TIPABHO,

(MHAHCOBO M CTOMAHCKO 00CTyXBaHe" 14
Crienmanu3upana aJMUHACTPALUS, B T.4.: 62
nupekuus "MenuIuHcK aeiHocTu"” 11

mupeknus "Hamzop Ha 3apa3Hute 6onectu" 21



nupeknus "Oo6mecTBeHo 3apase” 30

INPEXO/JHU U 3AK/IIOYUTEJIHA PA3ITIOPE/IBHU

§ 9. o 30 ampmun 2019 r. morar jga ce momaBar 3asBICHHUS 32 OPraHU3AIMOHHO U
(MHAHCOBO TMOANIOMAraHe 3a W3BBPIIBAaHE HA AaCUCTUPaHAa PEMPOIYKIUS ChIIIACHO
noceramHoTo npuioxenne Ne 2 kpm wi. 31, an. 1 ot [IpaBunauka 3a oprannzanusta Ha padoTa
u neriHoctTa Ha LlenThp 3a acuctupana penpoaykuus (O0H. JIB. 6p. 21 ot 2009 r.).

§ 10. B IlpaBwjiHHKA 32 OpraHu3amusita Ha padora u aeiiHoctTa Ha LleHTBHP 32
acucrupana penpoaykuusi (O6H. J/IB. 6p. 21 ot 2009 r., uzm. 6p. 58 ot 2011 1., 6p. 43, 56
103 ot 2012 r., 6p. 13 ot 2014r., 6p. 4 u 73 ot 2018 r.) ce MpaBAT CICAHUTE U3MEHEHHS U
JOMTbIHEHHUS:

1. Bun. 26, an. 2, 1. 2 nymure ,,1 10 1,4 ng/ml“ ce 3amensr c ,,0,5 1o 1,1 ng/ml*.

2. Bun 27, an 1, 1. 2 aymute ,,1 ng/ml (7,4 pmol/1)* ce 3amensr c ,,0,5 ng/ml*.
3. Bun 28, an. 2:
a) Touka 1 ce u3mMeHs Taka:

»1. J1a IMaT U3JaJICHO Pa3pelIeHHe, CbOTBETHO YIOCTOBEPEHUE WIIM PErucTpaius 3a
JEMHOCTHU MO aCUCTHpPaHa PENpPOIYKIIHS;

0) Touka 2 ce OTMEHS.
4. Bun. 31:
a)pam I, 1. I:

aa) B 0. ,,0“ gymute 0 ui. 131, anm. 1 ot 3akoHa 3a 37paBeTO™ c€ 3aMEHAT ChC
,»CBOTBETHO YJIOCTOBEPEHHUE UM PETUCTPALIMS 32 AEHHOCTH 110 aCUCTUPaHa PErpOayKIH‘;

060) B 0. ,,r* TymMHTE ,,C €IMH U CHII] TAPTHHOP* CE 3aTMYABAT;

0) B an. 3 cien aymara ,,pa3pelieHue’ ce mocTaBs 3ameTas u ce 100aBs ,,CbOTBETHO
YIOCTOBEPEHUE U PETUCTPALIUSA‘, a YMHUTE ,,cbraacHo wi. 131, an. 1 ot 3akoHa 3a 31paBeTo
ce 3ajuyvaBar.

5. B un. 40, an. 2, 1. 2, 6ykBa ,,a* Ha Kpas ce MMOCTaBs 3aneTas u ce 100aBs ,,U3TOTBEHA
BBH3 OCHOBA Ha CTaH)IapTI/I3I/IpaHI/I B’I)TpeHIHI/I q)OpMaTI/I, IIOCOYCHU B MCIOUIITMHCKU S CTaHJIapT 110
acUCTUpaHa pernpoOLyKIHs .

6. B un. 43, an. 1, T. 4 Ha Kpas ce MOCTaBs 3aneTas u ce 100aBs ,,M3rOTBEHA Bh3 OCHOBA
Ha CTaHJAAPTU3UPAHH BBTPEIIHH (OPMATH, TOCOUYCHU B MEIUIIMHCKHSI CTAHIAPT 11O aCUCTUpPaHa

penpoayKkuus.

7.Bun. 43a, an. 1, T. 3 Ha Kpas ce MoCcTaBs 3areTas u ce 100aBs ,,M3roTBEHa Bb3 OCHOBA
Ha CTaH/IapTU3HPAHU BHTPEITHU (OPMATH, TOCOUCHH B METUIIMHCKHUS CTAHIAPT 110 aCUCTUPaHa
penpoyKuus‘‘.



8. Bun. 436, an. 1, 1. 2, 6ykBa ,,r*“ Ha Kpast ce TOCTaBs 3amneTas 1 ce 100aBs ,,u3TOTBEHA
BB3 OCHOBA Ha CTaHI[apTI/I?;I/IpaHI/I B'preH_IHI/I (bOpMaTI/I, IIOCOYCHU B MCIUILIMHCKU A CTaHI[apT 110
acUCTUpaHa pernpOLyKIH .

9. B un. 47, an. 3-5 ce oTMEHST.

10. HaBcskbe B MpaBUIIHUKA TyMHTE ,,/I3TbIIHUTETHATA areHITUS 110 TPaHCIUTaHTaIs
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CC 3aMCHAIT C ,,HSHLHHI/ITGHHaTa arcHuus ,,MC,I[I/II_[I/IHCKI/I HaJa30p .

11. B npunoxenne Ne 2 xpM uit. 31, an. 1 cinexn pex

2

| HaumeHoBaHue Ha M36PaHOTO OT 3asBUTENKATA JTIeueOHO 3aBEICHUE

C€ Ch34aBa pea.

3asBsBaM KEIAHUETO CH H3IaJCHUAT HHIUBHyaICH aJMUHHUCTPATUBCH aKT Ja ObJIC TOTy4CH:

%Upe3 TUIEeH3UPaH MOMICHCKH OTIEPATOP HA AIIPEC: w..eeueemeemeertertentereestesteteseeseestentenseseeseensensensensensensens , KaT 0 JeKIapupam, 4e
MOIIEHCKUTE Pa3XO/H ca 32 MOsI CMETKa, IUTATHMH TIPH MOJyIaBaHETO MY 3a BHTPEIIHH MOIIEHCKH IPATKH, U CbM
ChIJIACCH TOKYMEHTHUTE 1a ObAT IpeHACSHY 3a CITy)XeOHH Lenn. MHANBUAYaTHUST afMAHUCTPATHBEH akT 1a Ob/ae
U3IpaTeH:

% KaTO BBTpEIIHA MPETOphUaHa MOIMICHCKA IpaTKa

% KaTo BBTPEIIHA KypHUEpCKa MpaTKa

% KaTo MEXIyHapoIHA MPEnopbyaHa MOMCHCKA MPaTKa

% JIuuHo B LIeHTHpa

9% Ilo eneKTpOHEH ITbT HA €JIEKTPOHHA 1011

% Upes ciry:keOHO U3MpaIaHe OT HEHTHPa B IIOCOUYEHOTO B HACTOSIIOTO 3asBICHHE JICYEOHO 3aBEICHUE KaTO BHTPEIIHA
aJIMUHHCTPATUBHA YCIyTa.

(IPUIIOKIMOTO C€ MapKHpa)

2

§ 11. B IIpaBuiiHMKa 32 YCTPOICTBOTO M JeliHOCTTa HA HanmoHaaHMA HeHTHP 3a
o0yuyeHue U KBAIM(UKAIMS B CHCTEeMATa 3a crieliHa MeguuuHcka nomomx (O6H. JIB. Op.
87 or 2016 r.), B wr. 17, an. 1, T. 2 QyMUTE ,,HAIMOHATHUTE KOHCYJITAHTH MO ChHOTBETHHUTE
MEJUIIMHCKHU CIICIIMAIIHOCTH C€ 3aMEHST C ,,6KCIIEPTHUTE CHBETH MO 4. 6a, ai. 1, T. 1 oT
3akoHa 3a 37PaBETO MO CHOTBETHUTE MEAUIIMHCKH CIEIUATHOCTH WU OTIACIHU METUIIUHCKHI
IedHoCTH .

§ 12. [IpaBuiHUKBT BaAM3a B cwiia Ha 1 ampun 2019 1.

KNPUJI AHAHUEB

Munucmwvp Ha 30paseonassanemo



