YCTPOUCTBEH MNPABUJIHUK HA U3IIBJIHUTEJIHATA
AT'EHIIUA 11O JIEKAPCTBATA

B cuna om 10.07.2009 2.
Ilpuem ¢ [IMC Ne 169 om 02.07.2009 e.

O6n. J[B. 6p.52 om 10 ronu 2009e., usm. /[B. 6p.69 om 28 aseycm 2009e., usm.
IB. 6p.5 om 14 anyapu 2011e2., usm. /JB. 6p.83 om 25 oxkmomepu 20112., oon. /[B. 6p.22
om 16 mapm 2012e., usm. u oon. /[B. 6p.7 om 25 sanyapu 2013e., usm. [B. 6p.30 om 26
mapm 2013z., usm. [{B. 6p.24 om 18 mapm 2014e., usm. u oon. /IB. 6p.74 om 5 cenmemspu
2014e., usm. /IB. 6p.84 om 10 okmomepu 20142., usm. u oon. /[B. 6p.44 om 16 onu 2015e2.,
oon. /[B. 6p.60 om 25 1onu 2017e., oon. /IB. 6p.50 om 1 ronu 20222., uzm. /IB. op.64 om 5
ascycm 20252.

I'naBa nmbpBa.
ObIIA MOJIOKEHUSA

Ui 1. C npaBuiIHMKA ce OIpPENeNsaT AEHHOCTTa, CTPYKTypaTa, OpraHu3alusTa
Ha paboTa u cbCTaBbT Ha M3mbiaHUTENHATA areHuus 10 JIeKapcTBaTa KbM MUHUCTbpPA Ha
3/IpaBe0Ia3BaHETO, HAPUYAHA [10-HATATHK "areHUUATa", KAKTO U B3aUMOOTHOILICHUSTA U C
JIpYTUTE IbpXKABHU OpPraHM, BEJOMCTBA W HENPABUTEICTBEHU M JIPYrM HALMOHAIHU U
MEXIYHAPOJAHU OPTaHU3aLUUN U UHCTUTYLIMH.

Un. 2. (1) AreHmusTta € IOPUINYECKO JUIE Ha OIOKETHA M3IPBKKA ChC
cepanuiie B rp. Codus.

(2) (M3m. - B, 6p. 24 ot 2014 r.) V3OBIHUTENHUAT TUPEKTOP €
BTOPOCTETICHEH pa3openTel ¢ OI0/HKET KbM MUHUCTHPA Ha 3/IpaBEONa3BaHETo.

Un. 3. (1) AreHumsta oOCBIIECTBSIBA aJMHUHUCTPATUBHO OOCIY)XBaHe U
CBBP3aHUTE C TOBA JEHHOCTH 3a:

1. ekcmepTHa OLIEHKa W HaJg30p BBPXY KadecTBOTO, O€30macHOCTTa H
e(pUKaCHOCTTa Ha JIEKapCTBEHUTE MPOIYKTH;

2. eKcIepTHa OIEHKa, PETUCTpallds M Ha/A30p Ha Iazapa Ha MEIUIUHCKUTE
U3 JIENNS;

3. KOHTPOJ BBPXY TpaHC(]y3WMOHHATA CHUCTEMa IO 3aKoHa 3a KpPBBTA,
KpbBoAapsiBaHeTo U KpbonpenusaneTo (3KKK).

(2) (M3m. - JIB, 6p. 5 ot 2011 1., B cuima ot 14.01.2011 r.) Arenmusira
KOOPJMHUPA IEHHOCTTA CH C PETUOHAIHUTE 3/IpaBHU MHCIIEKIIMHU B 00J1acTTa HAa KOHTPOJIA
BBPXY JIEKAPCTBEHUTE MTPOIYKTH U 3a OCBUIECTBsABaHE Ha KOHTpou 1o pena Ha 3KKK.

(3) (Orm. - 1B, 6p. 5 ot 2011 1., B cmma ot 14.01.2011 1.)

UYn. 4. (1) U3npwxkara Ha areHusATa ce popMupa oT OIOKETHU CpPelICTBa U
OT MPUXOAU OT COOCTBEHA JEHHOCT.
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(2) (U3m. - ]IB, 6p. 24 ot 2014 r.) BrojpkeTHUTE CpeACTBA CE OCUTYPSBAT OT
cyocuamsi OT [Ibp)KaBHUS OrO/DKeT upe3 Ormomkera Ha MHHHCTEPCTBOTO —HA
3/IpaBeoIa3BaHEToO.

(3) [Ipuxoaute oT coOCTBEHA AEHHOCT ce (hOPMHUPAT OT:

1. cpenctBara 1o wi. 21 oT 3aKoHa 3a JISKApCTBEHUTE NMPOAYKTH B XyMaHHaTa
meaunuza (3JIIIXM);

2. cpeacTBara 1o 4i. 7 oT 3akoHa 3a MeauIuHCKuTe n3aenus (3MIN);

3. puraHCHpaHe 1o mporpamu Ha EBpOneiCKus ChI03 U APYTU MK AYHAPOTHU
OpraHu3aIuy;

4. ygacTusi B MeXAYHAPOAHH MPOTPAMHU, TPOCKTH U CIIOPA3ZYMEHUS,

5. Apyru U3TOUHUIIH.

I'naBa BTOpA.
CBbCTAB U CTPYKTYPA HA ATEHIUSATA

Pazgean 1.
MN3nbaHuTEIeH THPEKTOP

Yn. 5. (M3m. - IB, 6p. 7 ot 2013 r.) (1) AreHumsara ce pPBKOBOIAH H
IpEe/CTaBIsiBA OT HW3INBIHUTENCH IUPEKTOp, KOMTO ce MmoamomMara OT 3aMECTHHUK
U3ITBJIHUTENICH TUPEKTOP.

(2) (HoBa - 1B, Op. 74 ot 2014 r.) V30BJIHUTETHUAT JUPEKTOP € JIMIIE C
npunodura oOpa3zoBaTeHO-KBANU(PUKAIIMOHHA CTeNeH "Maructbp' no "gapmanusa" wuim
"MenuuuHa" M TeT ToJuHU Npo(ecuoHaJeH OMMT B 00JacTTa Ha (apManusaTa WM
MeIuIHATA.

(3) (ITlpeaumna an. 2 - IB, 6p. 74 ot 2014 r.) 3ObIHUTETHUAT AUPEKTOP
3aeMa JUTBKHOCTTA M0 TPYAOBO MPABOOTHOIICHUE, KATO TPYAOBHUSAT JIOTOBOP CE CKITFOYBA,
U3MEHS U TpeKpaTsiBa OT MHHUCTBpA Ha 3[PaBEOIa3BaHETO CHIVIACYBAHO C MUHHCTBP-
npezcenaTes.

(4) (Ilpepumna an. 3 - 1B, Op. 74 ot 2014 r.) 3aMeCTHUK U3IIBIHUTEITHUIT
JUPEKTOp 3aeMa JUIbKHOCTTA 110 TPYJOBO MPABOOTHOIIEHUE, KATO TPYAOBUSAT I0TOBOP ce
CKJIFOYBA, M3MEHS U TIPEKPATsBa OT U3ITBIHUTEIHHS TUPEKTOP ChIIIACYBAaHO C MUHHUCTHPA
Ha 3/IpaBeona3BaHeTo.

(5) (Ilpegumna an. 4 - IB, Op. 74 ot 2014 r.) V3OBJIHUTENHUAT TUPEKTOP
ornpenens GyHKIUUATE HA 3aMECTHUK M3ITBIHUTEIHUS TUPEKTOP U MOXKE ChC 3al0BE] Ja
My JeJIeTupa MPaBOMOIIHS B CIIy4auTe, TPEABUICHH B 3aKOH.

(6) (Ilpemummna an. 5 - B, 6p. 74 ot 2014 r.) IIpaBomommusra Ha
U3IIBJIIHUTEITHAST JTUPEKTOpP B HETOBO OTCHCTBHE CE€ OCBIIECTBSIBAT OT 3aMECTHHK
U3IIBJIHUTEITHUS TUPEKTOP.

(7) (Ilpemqummna an. 6 - JIB, 6p. 74 ot 2014 r.) IlpaBomomusTa Ha
U3IIBJIHUTEITHUS JUPEKTOP C€ OCHIIECTBABAT OT 3aMECTHUK M3IBIHUTEIHUS AUPEKTOP U
KOTaTO JUIHKHOCTTA € CBOOO/THA /IO HA3HAYABAHETO HA U3ITBIIHUTEIICH JUPEKTOP, HO 3a HE
1oBeYe OT TPU Mecela.

Un. 6. (1) I3ObIHUTENHUAT JUPEKTOD:
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1. ppbKOBO/IM, KOOPAMHHUPA U KOHTPOJIMPA OCBIIECTBSIBAHETO HA LSAJIOCTHATA
JEHHOCT Ha arcHINATA,

2. moamomara MUHHUCTbpa Ha 3/paBeola3BaHETO Mpu pa3paboTBaHETO,
NpPEJCTaBIHETO M M3IBIHCHUETO Ha OBJITapCKUTE TMO3WIUHN Tpel CTPYKTypuTe Ha
EBporneiickus cbi03 1 IpU MOATOTOBKAaTa HAa IPOEKTH HA HOPMAaTUBHU aKTOBE, BbBEXKIAILN
akToBe Ha EBpomelickus Cbi03 B HAIMOHATHOTO 3aKOHOJATEICTBO Ha PemyOnmka
bwarapus B o6sacTTa Ha JeKapcTBEHATa MOJUTHKA;

3. ochbllecTBsiBa rpaBoMoIus no peaa Ha 3JIMIXM, karo:

a) (mom. - JIB, Op. 74 ot 2014 r.) u3maBa pa3peiieHus 3a MPOU3BOICTBO U
paspellieHus 3a BHOC Ha JIEKapCTBEHW MPOAYKTM U PErucTpuUpa IPOU3BOAUTEIH,
BHOCHTEIHU U THPTrOBIM HA €pO C aKTUBHH BEILIECTBA;

0) u3maBa paspenieHus 3a ynorpeda W yIOCTOBEPEHHS 3a perucTpaius Ha
JIEKapCTBEHH MPOIYKTH;

B) (mom. - 1B, Op. 74 or 2014 r.) uznaBa pa3pelieHuss U yJOCTOBEPEHHUS 3a
THPrOBHUS Ha €/IpO C JICKAPCTBEHU MPOIYKTH M PETHUCTpUpa MOCPEIHUIM B 00JacTTa Ha
JIEKapCTBEHUTE NPOIYKTH;

T') M3/1aBa pa3pelIeHus 3a napaielieH BHOC Ha JIEKAPCTBEHU MPOAYKTH;

1) (m3m. - /1B, Op. 83 ot 2011 r.) u31aBa pa3pemnieHust 3a ThProBUs Ha IPeOHO
C JIGKApCTBEHU MPOAYKTH B alTEKa;

€) W3/aBa pa3pellieHus 3a NPOBEXKJAHE Ha KIMHUYHU M3IUTBAHUS Ha
JIEKapCTBEHH MPOYKTH;

) M3/1aBa pa3pelleHus 3a peKiiaMa Ha JIEKApCTBEHUTE NMPOYKTH;

3) opraHusvpa MpOBEXKIaHETO Ha KOHTPOJA BHPXY MPOM3BOACTBOTO, BHOCA,
CbXPaHEHHUETO, ThPIOBUATA HA €1PO U JIpeOHO, KIMHUYHUTE U3IUTBAaHUs, 0€3011aCHOCTTa
Y peKJIaMaTa Ha JIEKapCTBEHUTE MIPOLYKTH;

u) (mom. - JIB, 6p. 74 ot 2014 r., u3m. - [IB, Op. 44 ot 2015 r.) onpexnens
cbCTaBa Ha komucuute 1o 4i. 47, an. 1 3JIIIXM, Ha ExcniepTHus ¢hBET O peKiiaMata 1o
1. 251, an. 3 3JIIIXM, kakTo ¥ BHAa U ChCTaBa Ha KOMHCUHTE 110 4. 47, an. 2 3JITIXM,
pa3Mepa Ha Bb3HArpakJACHHATA W YTBBP)K/IaBa NMPaBUIHULM 3a YCIOBUATA M pela Ha
paborara um;

K) BcsKa roauHa a0 31 sHyapu yTBBp)KIaBa CIHCHIM Ha €KCIEPTH H3BBH
cbcTaBa Ha komucuute no wi. 47, an. 1 u 2 3JIIIXM cien ogo6psiBaHETO UM OT MUHUCTBPA
Ha 3/]paBeONa3BaHETo;

J) YTBBpXKJaBa CTaHAAPTHUTE ONEPAaTUBHU MPOIENypH HAa KOMUCHUHUTE IO
ernka 1o 3JIIIXM;

4. ochIiecTBsiBa MpaBoMoIIus o peaa Ha 3MMU, karto:

a) perucTprpa MEJUIIMHCKU U3/IeIus;

0) u3gaBa paspelleHus, BPEMEHHO CHHpa, MpeKparsBa WM MOTHBHPAHO
OTKa3Ba ITPOBEKIAHETO HA KIIMHUYHY U3MUTBAHUS C MEAULIMHCKY U3/IETIHS;

B) (u3Mm. - JIB, Op. 74 ot 2014 r.) n3naBa pa3pemieHust 3a ThProBUs Ha €O C
MEAMLMHCKH U3AEIUs;

I) ompenens pela W YCJIOBUATA 3a M3BBPIIBAHE HAA30p Ha IyCHATUTE Ha
na3apa /WM MyCHAaTUTE B IEHCTBHE MEIUIIMHCKU U3/IeNIUs Ha TepUTOpUsATa Ha PeryOmmka
bearapus;

J) OpraHu3upa OCBIIECTBIBAHETO HA KOHTPOJIA BBPXY CBHXPAHEHHUETO,
THProBUSTA Ha €ApO, KIMHUYHUTE HM3MUTBAHUS W O€30MacHOCTTa Ha MEAMIIMHCKHTE
U3JIENNS;
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5. ocwuiectBsBa npaBomorus o peaa Ha 3KKK, karo:

a) pPHKOBOAM, KOOPAMHUPA U KOHTPOJIMpAa (PYHKIMHUTE HA areHUUsATa KaTo
KOMIIETEHTEH OpraH MO OTHOILIEHHE JEWHOCTTAa Ha JiedeOHWUTE 3aBe/IeHUs IO B3eMaHe,
JMarHOCTHKA, MpepaboTKa, CbXpaHsBaHe, yrnoTpeda, pa3npocTpaHeHUe, OCUTypsiBaHEe Ha
KayecTBO M O€30MacCHOCT Ha KPbBTA M KPHBHUTE CHCTAaBKM M IO OTHOILIEGHUE Ha
TpaHnchy3MOHHHS HAA30D, 3a cria3Bane u3uckBanuiTa Ha 3KKK, crangapra o un. 1, an. 4
3KKK u na mpaBummara 3a JloOpa mabopatopHa mpaktuka u {oOpa mpou3BoaCTBEHA
MPaKTHKa;

0) opranmu3upa npoBexaaneTo Ha nHernekuu 1o pena Ha 3KKK B nedeOHuTe
3aBE/ICHUS;

B) aHamM3upa W 0000maBa wHGOpPMAIUATA 32 CEPUO3HUTE HWHIUIACHTH W
CEpPUO3HUTE HEXKEJIaHW pEeaklW{, HAaCThbIWIM B PE3yATaT Ha B3€MaHe, JAMArHOCTHKA,
npepaboTKa, ChXpaHsBaHE WU yIOTpeda Ha KPbB WM KPbBHU CHCTaBKU, U MpEANprUeMa
MEpPKH 32 NPEJOTBPATIBAHETO UM;

') U3rOTBsI JOKJIAJ 3a JEHHOCTTA HA areHIusATa KaTo KOMIIETEHTEH OpraH o
pena Ha wi. 43a 3KKK, BkiIouuTenHO OTYET 3a HPENIPUETUTE MEPKH, CBBP3aHU C
WHCIEKIIUUTE U KOHTPOJIA;

6. ochIecTBsiBa (prHAHCOBATA MMOJIMTHKA HA areHIIUATA;

7. mpeAcTaBsl HA MUHUCTBPA HA 37JpaBEONa3BaHETO 3a YTBHPKIABaHE MMPOCKT
Ha rO/IMILIHA Mporpama 3a KaluTaJ0BH pa3Xo/y Ha arcHIUITa,

8. OCbIIeCTBSBa MPABOMOIIUS 0 YIPABICHHE U Pa3BUTHUE HA YOBEILKHUTE
pecypcu B areHuusATa, BB3JIOKEHHM MY CbC 3aKOHa 3a aJMHUHUCTpalMsTa, 3aKOHa 3a
IbpxkaBHUSL cioyxkuten, Konekca Ha Tpyaa M MOJ3aKOHOBUTE HOPMATHBHU aKTOBE IIO
IPUJIAraHETO UM;

9. u3naBa BHTPEUIHY MpaBUIiIa 3a paboTHATA 3aIUiaTa Ha CITy>KUTEINUTE;

10. pbKOBOIM, OpraHM3upa M KOHTpOJIMpa JEHMHOCTTa MO 3allUTa Ha
knacudupanata HHGoOpMaIisI B areHIUAITA;

11. ckirouBa TOTOBOPH, HEOOXOUMU 3a JEHHOCTTA HA areHIMATa U HEeWHaTa
aMUHHCTpAIHs, ChoOpa3HO CBOUTE MPABOMOIITHS;

12. yTBBpKHaBa cucTeMa [0 KadyeCTBOTO B areHUUsATa, CTaHAApTHU
OTIepaTUBHU MPOIENYpH, YKa3aHHs, BbTPEIIHU MpaBujia, HAPbYHHUIM 10 KAYeCTBOTO U
MHCTPYKILUU 32 paboTa B areHIUsITa;

13. ocwlecTBsiBa KOHTAaKTH U CHTPYJHUYH C JIbPKaBHU OpraHU U C
HENPAaBUTEJICTBEHN OpraHU3allH, KaKTO U C MEXIYHApOAHHU OpraHU3allui U UHCTUTYLIUU;

14. (noBa - /IB, 6p. 60 ot 2017 r., B cuma ot 25.07.2017 r.) ocurypsiBa
TEXHUUYECKHU JeiiHocTTa Ha KoMucusiTa no eTrka 3a MHOTOLIEHTPOBH U3MMTBAHUS;

15. (aoBa - JIB, 6p. 50 ot 2022 r., B cuna ot 01.07.2022 r.) uznasa 3anoBeau
3a BIIMNCBaHE B perucrepa no wi. 88, aim. 1 or 3akoHa 3a xopara ¢ ypexIaHus WIH
MOTHBUpPAHU 3aMOBEJIM 32 OTKa3 HAa BIMCBAHETO, KAKTO M 3allOBEAM 3a 3aJM4YaBaHe Ha
pErucTpanusITa;

16. (woBa - JIB, 6p. 50 ot 2022 r., B cuna ot 01.07.2022 r.) opranusupa
JIEMHOCTTAa HA areHUUsTa MO BOJEHE W MOJIbpKaHE Ha perucrhpa mo wi. 88, ai. 1 oT
3akoHa 3a Xopara C YBPEXKIAHUsA, KaKTO M KOHTpOJa BbB Bpb3Ka C JIEUHOCTUTE IO
MPEIOCTaBsIHE W PEMOHT Ha IOMOIIHHU CpPEJCTBA, MPUCHOCOOJIEHUS, CHOPBHKEHUS U
MEIUIIMHCKM W3JeNus 32 XOpaTra C YBPEXIaHMUs ChIVIACHO 3aKOHA 3a Xopara C
YBpEXKIaHUS.

(2) (Or™m. - 1B, 6p. 7 ot 2013 1.)
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Hi. 7. B u3nbiIHEHUE HA CBOUTE IPABOMOILUS W3IIBIHUTECIHUAT TUPEKTOP
n3/1aBa WHIVBUAYAIHH aMUHHUCTPaTUBHU aKTOBE 1o pena Ha
AJIMUHUCTPAaTUBHONPOLIECYAIHUS KOJEKC.

Pazpgea 11.
I'naBen cexkperap

Yn. 8. 'maBHHAT CECKpETap OCHUICCTBABA AAMUHUCTPATUBHOTO PBKOBOACTBO
Ha arCHuuATa.

Ui. 9. I'maBHusAT cekperap:

1. ppKOBOIU, KOOPAMHUPA U KOHTPOJIHPA PYHKIIMOHUPAHETO U JICHHOCTTA Ha
AIMUHHUCTpaluATa 3a TOYHO CIIa3BaHC HA HOPMATHBHUTC AKTOBC W 3aKOHHHTC
pa3nopeKAaHus Ha U3ITBIHUTEIHUS TUPEKTOP;

2. OTTOoBapsd 3a IUIAHUPAHETO MW OTUYCTHOCTTA IIPpH MIIMNBIHCHHUCTO HaA
©XKETOJHUTE 1ICJT Ha areHIUITA;

3. ompenens opraHuMzanusATa Ha paboTa W pena 3a JOKyMEHTO0OOpoTa B
areHIUITa;

4. pBKOBOJIU TIPOIIECaA MO ABTOMATHU3AIMS HA YIIPABJICHUETO HA arCHIIHUATA;

5. oTroBaps 3a CTONAHUCBAHETO U YIPABJICHUETO Ha Jbp)KaBHATA
COOCTBEHOCT, IPEOCTaBEHA HA areHIUATA,

6. ciemu 3a 3aKOHOCHOOPA3HOTO M IENECHOOPA3HOTO pa3xoJBaHE Ha
q)HHaHCOBI/ITe N MaTCpUAITHUTE CPCACTBA, IPCAOCTABCHU HA arCHLIUATA,

7. yTBBpKAaBa JIBKHOCTHUTE XapaKTEPUCTUKH Ha CITYKUTEITUTE B areHIUATA
¥ KOOpJAMHHPA M KOHTPOJIHMPA MPoIeca Ha aTECTUPAHETO UM;

8. opranusupa paboTara C MpeNOKEHUSATAa U CUTHAIUTE B CHOTBETCTBHUE C
pasnopeaouTe Ha TiiaBa OcMa 0T AJMUHHCTPATUBHOIPOIIECYATHUS KOJEKC;

9. M3rOTBs €XEroJieH JOKIAaJ 3a ChCTOSHHUETO Ha aIMUHUCTpALUATA U TO
HpEeNCTaBs IIpe U3IBIHUTEIHUA TUPEKTOP;

10. u3mbAHSABA W JAPYTH JAEWHOCTH, BB3JIOKEHH MY OT W3IIBIHUTEITHHS
JTUPEKTOP.

Paspean I1I.
Cayxuren no curypaocrra Ha nuHgopmanusrta (Orm. - IB, op. 44 ot 2015 1.)
Ui 10. (Otw™. - [IB, 6p. 44 oT 2015 T1.)

Paszpen IV.
®unancoB koHTpoJbOp (Hos - /IB, Op. 74 or 2014 1.)

Un. 10a. (Hos - [IB, 6p. 74 ot 2014 1., m3m. - JIB, Op. 44 ot 2015 1.) (1)
OUHAHCOBUAT KOHTPOJBOP € TMPSKO TOMYMHEH Ha W3IMBIHUTEIHUS JAUPEKTOp U
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OCBILECTBSIBA IPEIBAPUTEIEH KOHTPOJ 3a 3aKOHOCHOOPA3HOCT CBIJIACHO 3aKoHa 3a
(MHAHCOBOTO yIpaBleHHE U KOHTPOJI B MIyOJIMYHUS CEKTOP.

(2) DuHAHCOBHMAT KOHTPOJIOP M3BBPIIBA HEOOXOIUMHTE IPOBEPKU U
u3pa3sgBa MHEHME 33 3aKOHOCBHOOPA3HOCT IO OTHOIIEHHE Ha (UHAHCOBaTa JEHHOCT Ha
areHIUATA.

(3) Penbr u HauMHBT 3a M3BBHPIIBAHE HA IPEABAPUTEIIEH KOHTPOI OT
(MHAHCOBHSI KOHTPOJIBOP CE OIPEIEIAT C BbTPEIIHN aKTOBE B ChOTBETCTBHE C YKAa3aHUATA
Ha MUHUCTBHpa Ha (pUHAHCHTE.

_ I'naBa Tpera.
JAEUHOCT U OPTAHU3ALUA HA PABOTATA HA ATEHLHUSITA

Pazaen 1.
OO0 MoJI0KeHu s

Un. 11. (1) AreHmusara € opraHu3upaHa B oOma W CIeHHAIA3UPaHa
aJIMUHUCTpAIs CIIOpe]T ACHHOCTUTE, KOUTO U3BBPIIIBA.

(2) (U3m. - IB, Op. 83 ot 2011 1., u3m. - IB, 6p. 30 ot 2013 1., B cuna ot
26.03.2013 r., uzm. - JIB, Op. 24 ot 2014 r., u3m. - JIB, 6p. 84 ot 2014 r., B cuna ot
10.10.2014 1., u3m. - [IB, Op. 64 ot 2025 r.) OOmiaTa 4ucICHOCT Ha TIEPCOHAJIA B arCHIIUTA
e 193 maruu 6poiiku.

(3) Paznpenenennero Ha YMCICHOCTTA HA MEPCOHANA B aIMHUHUCTPATUBHUTE
3BEHA Ha areHIIMATA € TOCOYECHO B MPHUIIOKEHUETO.

Paszgea II.
O0ma agMuHUCTpaAIUA

Un. 12. (1) O6mara afiMUHUCTpALMS OCUTYpsiBA TEXHUUYECKU JIEHHOCTTA Ha
W3IIBIIHUTEIHUS TUPEKTOP U Ha CIIEUaIN3UpaHaTa aJMUHUCTPALUs, KAKTO U IEHHOCTUTE
10 aIMUHUCTPATUBHOTO OOCIIY’)KBaHE Ha IPa)X/1aHUTE U IOPUIUIECKUTE JIUIIA.

(2) (U3m. - IB, 6p. 83 ot 2011 1., u3m. - [IB, O6p. 44 ot 2015 r.) Obmiata
aJMHUHMCTpAIs € opraHusupana B aupekius "lIpaBHU, aqMUHUCTPAaTUBHO-(UHAHCOBU
JEMHOCTHU M YIPABJIEHUE HA Ka4eCTBOTO".

Un. 13. (U3sm. - OB, Op. 44 or 2015 r.) [upexkuus "IIpaBHw,
aJMHUHHUCTPATUBHO-(DMHAHCOBH JIEHHOCTH U YIIPaBJIEHHE HA Ka4eCTBOTO'":

1. U3rOTBS MPOEKT Ha TOUIICH OI0/HKET Ha areHIUsITA;

2. ocurypsiBa (UHAHCOBO-CUETOBOJAHOTO OOCTY)KBaHE Ha areHIMITA,;

3. (m3m. - IB, Op. 74 ot 2014 r.) moamomMara pbKOBOJCTBOTO Ha areHIIHITA 32
MPaBUITHOTO U 3aKOHOCHOOPA3HOTO M3IMOJI3BaHe Ha ((MHAHCOBHUTE PECYPCH U 3a OMa3BaHE
Ha COOCTBEHOCTTA;

4. W3rOTBA MECEYHH, TPUMECEUYHH ¢ TOJUIIHHU OTYETH 3a KaCOBOTO
U3IIBIHEHNUE Ha OI0JKeTa Ha areHIIHsTa, MOATOTBS TOAUIIHNUS (MHAHCOB OTUET U OaslaHC
Ha areHITUsITA;
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5. ocurypsiBa CbXpaHSIBAHETO HA CUETOBOJHUTE JOKYMEHTH CBIJIACHO
M3HMCKBaHUATA Ha 3aKOHA 32 CYETOBO/ICTBOTO;

6. opraHu3upa IPaBUJIHOTO MOJ3BaHE M YIpPaBJIeHUE HAa COOCTBEHOCTTa Ha
areHLuATa;

7. pa3zpaboTBa MPOEKTUTE HA JTHKHOCTHOTO U MOMMEHHOTO paslUcaHue Ha
JUTBKHOCTUTE B areHLUsATA;

8. opranu3upa JedHOCTTa N0 O0O0sBSBaHE HAa KOHKYpPCHUTE 3a JIbp>KaBHU
CIIy’)KUTENIM ¥ HabMpaHeTo U 1000pa Ha CITY>KUTENU 110 TPYI0BO IPAaBOOTHOIICHHUE;

9. MOArOTBS MPOEKTUTE HAa AKTOBETE, CBbP3aHU C Bb3HUKBAHETO, U3MEHSHETO
U NPEKpaTIBAHETO HA TPYIOBUTE U CIYKEOHUTE IPABOOTHOLIEHMSI HA CIIY>)KUTEIUTE B
areHIuATa;

10. oOpa3yBa, BOOM M CBXpaHsBa CIY)KCOHUTE W JMYHUTE JOCHETa Ha
CITY’)KUTEJIUTE;

11. ocpmectBsiBa MeTOAMYECKAa IOMOLI IpU  pa3pabOTBaHETO U
aKTyaJIM3UPAHETO Ha JIBKHOCTHUTE XapaKTEPUCTUKU Ha CIY)KUTEJIUTE U B Mpolieca Ha
aTECTUPAHETO UM;

12. u3roTBs MpoeKkTa Ha TOAMIIEH IUIaH 32 OOy4YeHHE Ha CIIY)KUTEIHUTE Ha
areHLuATa;

13. (mom. - IB, 6p. 44 ot 2015 r.) opranu3upa U OCHIIECTBSBA JICJTOBOIHATA U
apxXuBHaTa JACHHOCT;

14. opranuzupa u KOOpPAMHHpA JEHHOCTTa TO aJAMHHHUCTPATHUBHOTO
oOciry’xBaHe Ha (PU3UYECKHUTE U FOPUANICCKHUTE JINLIA;

15. u3BbpIIBa JEHHOCTH MO OCUTYpsIBAHE Ha 3/IPABOCIOBHH U O€30MacHH
YCIIOBUS Ha paboTa B arcHIUATA;

16. (mom. - JIB, Op. 44 ot 2015 r.) cienu 3a cma3BaHETO Ha pexHMa Ha
JIOTTyCKaHe Ha BBHILIHU JIMIA B CrpajaTa Ha areHIMsTa, 3a OXpaHaTa Ha crpajara, 3a
3alUTa Ha IMYHUTE JJAaHHU U 3a 3alUTa Ipu OeCTBUS;

17. opranuszupa W KOHTPOJIMpA IPOEKTUPAHETO W BHEIPSABAHETO Ha
MH(POPMALIMOHHU CUCTEMHU 3a HYXIUTE Ha areHIUATa;

18. wm3rpaxkga, mojabpika W OpraHu3upa JEWHOCTTa IO H3IMOJI3BAaHE Ha
UHPOpMaLMOHHNTE 0a3u JTaHHHU Ha areHIMATA,;

19. opranu3upa u TONIbpXKA aBTOMaTuU3MpaHaTa HH(OpPMaIMOHHA
UHPPACTPYKTYpa Ha areHuusATa - JIOKATHU MPEXH, KOMYHHKAIlMOHHA M KOMITIOThPHA
TEXHHKA;

20. pa3zpa0OoTBa mMpaBuja 3a MH()OPMAIMOHHO YINpaBIEHUE M CHUCTEMA 3a
JIOCTBII 10 UHPOpMAIHS;

21. opranuzupa BHeIpsIBAHETO HAa HOBU HH()OPMAIIMOHHHU M KOMYHHKAIIMOHHH
TEXHOJIOTHH;

22. (wam. - JIB, Op. 44 ot 2015 r.) ocurypsiBa B3aUMOACHCTBHETO C
ABTOMATHU3UpPAaHUTE UHPOPMAIIMOHHU CHCTEMHU Ha areHIUsITa ChC CUCTEMUTE Ha APYTH
3BE€Ha OT JbpKaBHATa aAMUHMCTpalus, Ha EBponeiickaTta arenuus no jgekapcrsara (EMA)
1 Ha EBporneiickara KOMUCHS;

23. (mwm. - 1B, O6p. 44 or 2015 r.) opraHumzupa H KOOPIMHHpA
MeXIyHapoJHaTa JEWHOCT Ha areHuusATa U ChTPYIHUYECTBOTO C PEryJaTOPHUTE U
KOHTPOJIHUTE OpPraH Ha JPYTH AbP)KaBU M C OpraHU3alUuTe, paboTely B obJacTTa Ha
JIeKapCTBEHATa peryjanus W KOHTPOJ, BKIIOUHUTEIHO U paboTara Ha €KCHEpPTUTE OT
areHIUATa B HAyYHUTE KOMUTETU U paboTHuTe rpynu Ha EMA, EBponelickata komucus,
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EBponelickus qupekTopar o KadyecTBOTO Ha JIeKapcTBaTa U 3[paBeola3BaHe U Ha Ipyru
OpraHu ¥ WHCTHUTYLIUY;

24. w3roTBs 3aloBeAM 3a 3aATPAHUYHM KOMAHAMPOBKM M CBOEBPEMEHHO
MOJTOTBS MACIOPTH U BU3U Ha KOMAaHUPOBAHUTE;

25. (ot™. - JIB, Op. 83 ot 2011 1., HOBAa - JIB, Op. 44 ot 2015 r.) KOOpAUHUPA
NPOYYBAHETO HA M3TOYHULIM HA MEXKIYHAPOIHO (PHMHAHCHPAHE,;

26. (m3m. - JIB, Op. 44 ot 2015 r.) ocurypsiBa mpaBHO-HOPMATHUBHOTO
oOcCiTy’)kBaHEe Ha areHIMATa, CBbP3aHO ChC CIAa3BaHE HA HAIIMOHAIHOTO U OOIIHOCTHOTO
paBo;

27. (moBa - JIB, Op. 44 ot 2015 r.) ochlmecTBsBa MPOIECYaTHOTO
IPEJCTaBUTEIICTBO HA areHIIUATA;

28. (noBa - IB, Op. 44 ot 2015 r.) yyacTBa B pa3pabOTBAaHETO Ha MPOEKTH HA
HOPMATHBHU aKTOBE U JJaBa CTAHOBUILA IO IPOEKTH HA HOPMAaTUBHU aKTOBE;

29. (moBa - /IB, 6p. 44 oT 2015 r.) yuacTBa B pa3pabOTBaHETO U/WJIH CHIIIACYyBa
3a 3aKOHOCBHOOPA3HOCT MPOEKTH Ha aKTOBE HA U3IIBJIHUTEIHUS JUPEKTOP;

30. (noBa - IB, Op. 44 ot 2015 r.) naBa mpeyIoKeHuUs 10 PABHU BHIIPOCH BHB
Bpb3Ka C JefiHOCTHTEe M (YHKLUMUTE HA areHUusATa, CBBbP3aHU C HALMOHAIHUTE U
MEXyHAPOJIHUTE M aHTKUMEHTH;

31. (noBa - JIB, Op. 44 ot 2015 r.) KoopAMHHpA, KOHTPOJIHPA U Y4acTBa B
U3IIBJIHEHUETO Ha MpHeTaTa MOJUTHKA MO KadeCTBO B arcHIUSATA W CBBP3AaHHUTE C Hes
TOJIUILIHY LIEJH;

32. (noBa - /IB, 0p. 44 ot 2015 r.) opranusupa nperjieguTe oT pbKOBOJICTBOTO
Ha BHEJPEHHUTE CUCTEMHM 3a YIpPaBJICHHE B areHLUATA, B T.4. aKTyaJlM3alus Ha IpUeTaTa
MOJIMTHKA M0 Ka4eCTBO U MH(POPMALIMOHHA CUTYPHOCT;

33. (noBa - /1B, 6p. 44 ot 2015 r.) KOHCYATHpA JUPEKLUUTE B Ch3aBAHETO,
BHE/IPSBAHETO U TIOTHP’KAHETO HA TPOIIECH, HEOOXOTMMH 32 ITPOBEXKIaHATA MTOJTUTHKA TI0
Ka4eCcTBO U HH(POPMALIMOHHA CUTYPHOCT;

34. (noBa - /1B, Op. 44 ot 2015 r.) moanoMara U3MbIHUTETHUS TUPEKTOP 3a
HOJIbpKaHe Ha MPOLIECH Ha HEMPEKbCHATO MOJ00psBaHE HA KAYECTBOTO B areHIIMATA,;

35. (aoBa - JIB, Op. 44 ot 2015 r.) ch3maBa, moAAbpkKa U aKTyaIu3Upa
HapbYHUKA 32 YIPaBJICHUE Ha BHEJPEHUTE CUCTEMH 32 YIPABICHHUE B areHIUATA;

36. (HoBa - /1B, 6p. 44 ot 2015 r1.) KOOpAMHUPA W/UIH YIacTBa B Ch3/IaBAHETO
Ha IpoLelypH, MHCTPYKLUH, (POPMYJISIPU U IPYTH BHTPEIIHHU JOKYMEHTH OT CUCTEMHTE 32
yIIpaBJICHUE B areHIINATA,;

37. (HoBa - JIB, Op. 44 ot 2015 r.) KOHTpoJIMpa Pa3MPOCTPAHEHUETO U
apXMBUPAHETO HAa BHTPEIIHUTE JOKYMEHTH Ha CHCTEMHUTE 32 YIIPABJICHUE B arCHIINATA;

38. (noBa - /1B, 6p. 44 ot 2015 r.) paboTu 3a UHTErpanys Ha cUcTeMara 3a
yIpaBJIeHUE Ha Ka4eCTBOTO C APYTH CUCTEMH 32 yIpPaBIICHUE,

39. (noBa - JIB, Op. 44 ot 2015 r.) opranusupa U NPOBEXkAAa BHTPELIHU
MPOBEPKH HA CHCTEMHTE 32 YIIPABJICHUE B arCHIINATA,;

40. (noBa - /IB, Op. 44 ot 2015 r.) nogabspska Bpb3KH ChC CIICIUATU3UPAHUTE
HAIIMOHATHU ¥ MEXIYHAPOJIHU OPTaHU3AIMH 110 Ka9eCTBO U CTaHIapTH3AIHSL.

Un. 14. (U3m. - [IB, 6p. 83 ot 2011 1., oT™. - IB, 6p. 44 o1 2015 1.)
Ui 15. (Ot™. - [IB, 6p. 83 o1 2011 1.)
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Pa3znen 111.
CneuunajausupaHa aIMUHHCTPAIUSA

Ui 16. Cienmanu3upanara aAIMUHUCTPALIHS ITOATIOMAara OChIIECTBIBAHETO HA
MIPaBOMOIIUSTA HA U3IIBJIHUTEIIHUS TUPEKTOP, CBbP3aHU C HETOBAaTa KOMIIETEHTHOCT.

Y. 17. Cnenuanu3upaHara aJMUHUCTPALUs € OpraHu3MpaHa BbB:

1. (mom. - IB, 6p. 74 ot 2014 r., u3m. - JIB, 6p. 44 ot 2015 r.) qupekuus
"Hanzop Ha nazapa 1 uHCHeKuuu'";

2. nupeknus "Pa3pemienns 3a ynorpeda Ha JeKapCTBEHH MPOAYKTH";

3. qupekuus "AHalM3U Ha JIEKapCTBEHUTE IPOAYKTH'";

4. (u3m. - JIB, 6p. 44 ot 2015 r.) mupeknus "[IpocnensiBane Ha JIekapcTBeHATa
0€30I1aCHOCT Y KJIMHUYHU M3IUTBAHUS";

5. nupekuus "Kontpon Ha TpaHcdy3HMOHHATa cucTema';

6. (oM. - JIB, Op. 74 ot 2014 r., HOBa - /IB, Op. 44 ot 2015 r.) mupekmus
"JlexkapcTBeHa HH(GOpPMaIIKs U HEMHTEPBEHIIMOHATIHH MPOYYBAHUS".

7. (HoBa - JIB, 6p. 83 ot 2011 1., oT™. - /IB, Op. 44 oT 2015 1.)

Ui 18. (dom. - /1B, 6p. 74 ot 2014 1., u3m. - [IB, 6p. 44 ot 2015 1.) Jlupexuus
"Hanzop Ha ma3apa U MHCTIEKIMH'":

1. u3BBpIIBa OIICHKA HAa TOKYMEHTAIMATA 32 U3]aBaHE WU 32 TIPOMSHA Ha:

a) (u3m. - JIB, 6p. 74 ot 2014 1.) pa3pemienus 3a MPOU3BOJICTBO WX 32 BHOC
Ha JIGKAPCTBEHU MPOAYKTH;

0) (mom. - /1B, O6p. 74 ot 2014 1.) pa3penieHnus U yI0CTOBEPEHHS 32 ThPTOBHSI
Ha e/Ipo C JIEKapCTBEHM MPOJYKTH U Pa3pelIeHUs 32 ThPrOBUS HAa €IpO ¢ MEAMLIUHCKU
U3JICTTHS;

B) (m3Mm. - JIB, Op. 83 or 2011 r.) pa3pemieHus 3a ThpProBus Ha JpeGHO C
JIEKapCTBEHH MPOAYKTH B allTeKa;

r) (woBa - JIB, Op. 74 or 2014 r.) perucrpauus Ha
MIPOM3BOIUTENN/BHOCUTENN/THPTOBIIM HA €IpO C aKTHBHU BEUIECTBA W PETUCTpAIMs Ha
HNOCPETHUIIM B 00JIaCTTa Ha JIEKAPCTBEHUTE MPOTYKTH.

2. (u3m. - JIB, Op. 74 ot 2014 r.) KOHCY/ITHpa UHBECTUIIMOHHUTE MPOEKTHU 32
CTPOMTEJICTBO Ha HOBU W/WJIM MPEYCTPOMCTBO Ha CHILIECTBYBAIIM OOEKTH, CBBP3aHU C
IIPOM3BOJICTBOTO Ha JIGKAPCTBEHW MPOAYKTH, B CHOTBETCTBHE C TpaBmiara 3a JloOpa
POM3BOJICTBEHA MTPAKTUKA;

3. ocwliecTBsiBA KOHTpPOJ 3a cma3BaHeTo Ha JloOpara mnpou3BOJCTBEHa
MPAKTHKA;

4. ocwpuiecTBsiBa KOHTpPON 3a cma3BaHero Ha JloOpara aucTpuOyTOpcka
MPAKTHKA;

5. (wsm. - JIB, Op. 74 or 2014 r.) u3maBa ceptuduxatu 3a [loOpa
NPOM3BOJICTBEHA MpAKTHKAa W CepTU(UKATH CHIVIACHO CcepTH(HKaTHATaA CcXeMa Ha
CeeTroBHATa 3/7[paBHA OPraHU3AIINS;

6. (u3m. - JIB, 6p. 83 ot 2011 r., usm. - IB, Op. 74 ot 2014 r.) moaabpxa
peructpute 1o wi. 19, an. 1, 1. 1, 2, 4 u 5 or 3akoHa 3a JICKAPCTBEHUTE MPOIYKTH B
xymanHata meaunuHa (3JIIIXM) u mo un. 81 ot 3akoHa 3a MEAWIIMHCKUTE H3ICIUs
(3MH);
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7. mombnBa B EBpomelickata 6a3a mananm EudraGMP wundopmamnus 3a
U3JIaJICHUTE PA3pELIEHUs 3a IPOM3BOACTBO U 32 BHOC Ha JIEKAPCTBEHU IIPOAYKTH;

8. U3BBPILIBA MHCIIEKIIUU U MIPOBEPKH HA MSICTO:

a) 3a YCTAHOBSIBAHE CHOTBETCTBUETO HA IIOMEIIECHUATA, ChOPHKEHUATA U
yCIIOBUSITA 3a TMPOM3BOJICTBO, KOHTPOJ M ChXpaHEHHWE U THProBUS C JIEKAapCTBEHU
OPOAYKTH C HM3UCKBaHHWATa Ha JloOpaTa mpoW3BOACTBEHA NPAKTUKAa Ha JIEKAPCTBEHU
npoayktu u Ha JlobpaTa nuctpulOyTropcka NpakTUKa,

0) Ha TPOM3BOIUTENN, BHOCUTEIH, IPUTEKATEIH HA pa3pelIeHue 3a ynoTpeoa,
Ha THPrOBIM HAa €IpO C JIKAPCTBEHU IMPOJYKTH, HA alTEeKd U APOTEPUH BHB Bpb3Ka C
Ha/30pa Ha rasapa;

B) (HoBa - JIB, 6p. 83 ot 2011 r.) Ha MPOW3BOAMUTENN, BHOCUTEIN U Ha
THProBIH HA €APO C MEJULIMHCKHU U3/ENNs BbB BPb3Ka C Ha/130pa Ha I1a3apa;

9. (m3m. - JIB, Op. 83 or 2011 r.) mpaBu mpeIOKEHUE 10 W3ITBIHUTCITHUS
JUPEKTOP 3a BPEMEHHO CIHUpaHEe, MpEKpaTsBaHE WM OTHEMAaHE Ha pa3pelleHHs 3a
yrnotpe0a, pa3pelieHus 3a MPoru3BOJICTBO, Pa3peLIeHHs 3a BHOC, pa3pEIICHHUs 32 ThPTOBUS
Ha €p0 WIN Ha JpeOHO C JIEKapCTBEHU MPOAYKTH, Pa3pelleHUs 3a MapajielieH BHOC Ha
JIEKapCTBEHU NMPOAYKTH B npeasuaenure B 3JIIIXM cnyyau;

10. wu3BBpHIBA JACHHOCTH, CBBpP3aHU C OJIOKUpAaHE, W3TETNIAHE WIH
VHHIIIO’KaBaHE Ha JIEKAPCTBEHH MPOAYKTH, IOKA3aIl HECHOTBETCTBHE C MU3MCKBAHUATA 32
Ka4ecTBO, 0€30MaCHOCT U €(PUKACHOCT;

11. yuactBa B uncnekiuu no 3KKK B neueOHuTE 3aBeieHUS IO OTHOLICHHE
Ha CIIa3BaHETO Ha U3MCKBaHMsTA HA JloOpaTa MpOn3BOACTBEHA TPAKTHKA;

12. (HoBa - /IB, 6p. 83 ot 2011 r.) KOHTpOJIMpa peKIamMaTa Ha JICKAPCTBECHUTE
IIPOYKTH U HEWHOTO Pa3NpOCTPAHECHUE;

13. (noBa - JIB, 6p. 83 ot 2011 r.) cbriacyBa JapeHUsATa Ha JEKapCTBEHU
MIPOJIYKTH W U3TOTBA MHPOpManuaTa o wi. 268a, an. 5 3JIIIXM;

14. (HoBa - /1B, 6p. 74 ot 2014 r.) U3BBpILIBa IEHHOCTUTE 110 PErUCTPALIUATA
Y BOJM PETUCTbpPA Ha MEIULIMHCKUTE U3/ENus, ITyCHATU Ha Ma3apa W/Win B JeicTBHE Ha
teputopusita Ha Penyonuka boarapus;

15. (voBa - [IB, Op. 74 ot 2014 r.) ochlecTBsIBa HaA30p Ha Ma3apa 4pes
U3BBPIIBAaHE HA MPOBEPKH Ha MYCHATHTE Ha Ma3apa W/WIK B JIEHCTBUE MEIUIIMHCKU
U3JIeNHsl ¥ B3eMaHe Ha o0pas3y Win IpoOU 3a U3NHUTBAHE;

16. (voBa - JIB, O6p. 74 ot 2014 r.) U3roTBs TOUIIEH IUIaH 3a HaJA30pa Ha
nazapa Ha MEIUIMHCKM M3JEIUs U TO MpeICTaBs Ha HU3IBIHUTEIHUS TUPEKTOp 3a
YTBBPXKIABaHE;

17. (woBa - JIB, Op. 74 ot 2014 r.) ocbliecTBiBa KOHTPOJ BBPXY
ChXpPaHEHHETO, THPTOBUATA Ha €Ipo, OE30MaCHOCTTa W KIMHUYHHUTE HW3MHUTBAHUSA C
MEAUIIMHCKH U3ETus;

18. (HoBa - 1B, 6p. 74 ot 2014 r.) u3BBpIIBAa MHCIIEKIIMK HAa THPTOBIM HA €IPO
U TPOU3BOAMUTEIN HAa MEIWLMHCKU W3JENUs, anTeKH, APOrepuu, JeueOHU U 31paBHU
3aBeJICHHUS U OOEKTH OT ThPrOBCKaTa MPEa;

19. (noBa - [IB, Op. 74 ot 2014 r.) momappka cucTeMa 3a perucTpupaHe u
aHAIM3 Ha CHOOIICHHS 3a WHIMACHTH C MEAWIMHCKH W3AENUs U Mpejara
MpeIIPUEMaHETO Ha ChOTBETHU MEPKH;

20. (voBa - /1B, 6p. 74 ot 2014 r.) noaabpkKa apXUB Ha PETHCTPALUOHHUTE
JoceTa Ha METUIIUHCKUTE U3eNus;
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21. (noBa - /IB, 6p. 74 ot 2014 r.) u3BBpIIBa ACHHOCTH, CBBP3aHU C OJIOKUPaHE
U W3TEIVISIHE HA MEIUIMHCKH HW3JeNHsi, HEChOTBETCTBAIIM Ha W3HCKBAaHHUATA 32
0€e30I1aCHOCT;

22. (uoBa - JIB, 6p. 74 ot 2014 r.) U3rOTBS CTAHOBWINA J0 WU3IIBIHHTCIHUS
JTUPEKTOp 3a 3a0paHa UM BPEMEHHO CIIMpaHe Ha Pa3NpOCTPaHEHUETO WK yroTpedaTa Ha
MEAUIIMHCKH H3ICIUS;

23. (moBa - /IB, Op. 74 ot 2014 r.) U3roTBs CTAaHOBHUILA JO W3IIBIHUTCIHUS
JUPEKTOP 3a pazpeliaBaHe MyCKaHEeTO B ACHCTBHE HA MEIUIIMHCKO U3/IEIHE B CITy4auTe 110
1. 12 3MU;

24. (nosa - JIB, Op. 74 or 2014 r.) mpoBepsiBa U U3rOTBsSI CTAHOBUILA I10
NOCTHIIMJIM CUTHAIM Ha TPAXKIAHKM U MEAMIMHCKU CIELUAINCTH BBB BpPB3Ka C
0€30I1aCHOCTTa Ha MEAULIMHCKUTE U3IEIIHS;

25. (woBa - /IB, Op. 74 ot 2014 r.) yyacTBa ChC CBOM MpPEICTAaBUTEIH B
KoMucHATa 1o wi. 62 3MU;

26. (HoBa - JIB, Op. 74 ot 2014 r.) npencraBs nndopmaius B EBponeiickara
0a3a 3a METUIIMHCKH U3/IeNIMsI BB BPB3Ka C IIyCHATHTE Ha Na3apa/myCHaTHTE B JCHCTBUE
MEAUIIMHCKH U31ETUs;

27. (uoBa - [IB, 6p. 74 ot 2014 r.) oueHsiBa nojajeHara JOKYMEHTAIHS 3a
U3JlaBaHe Ha pa3pellieHus 3a KITMHUYHU U3MUTBAHUS C MEIULIUHCKU U3]IEIHS,;

28. (noBa - JIB, Op. 74 ot 2014 r.) mpaBu NpeII0oKEHUE 10 UIIMTBIHUTEITHU
JTUPEKTOp 3a CIHMpaHE WIM NpeKpaTsBaHe HAa KIMHUYHU U3MUTBAHUS HAa MEIUIUHCKU
U3JIeNUs TIPU YCTAaHOBEHH HApPYIICHHUS,

29. (noBa - JIB, Op. 74 ot 2014 r.) moaabppka ¥ BOAU PETHUCTPUTE 1O WiI. 31,
an. 2 uwun. 58, ain. 1 3SMU u cnucska no wi. 30a 3MU,;

30. (uoBa - [IB, 6p. 44 ot 2015 r.) ochblecTBsiBa KOHTPOII 3a CIIa3BAaHETO HA
JloOpara KJIMHWYHA TpPAKTHKAa TPH TPOBSKIAHETO HA KIMHWUYHU W3IHUTBAHUS HA
JIEKapCTBEHU MPOIYKTH;

31. (noBa - JIB, Op. 44 ot 2015 r.) u3BbpUIBA MHCIEKIUH HA Je4eOHU
3aBe/IeHUs U KOMUCHH T10 €THKa BbB BPB3Ka C MPOBEKIAHUTE KIMHUIHH U3MTUTBAHMUS,

32. (uoBa - JIB, Op. 44 ot 2015 r.) npaBu NpeUIOKEHNUE A0 U3IMTBIHUTEITHUS
TUPEKTOp 3a ClHUpaHe WIM MpeKpaTsBaHE HAa KIMHUYHU M3MUTBAHHS Ha JIEKapCTBEHU
MPOYKTH MPH YCTAHOBEHH HAPYIIICHHUS,

33. (noBa - /IB, Op. 44 ot 2015 r.) ynpakHsiBa KOHTPOJ BBPXY CUCTEMaTa 3a
JIeKapCcTBEHa OE€30MaCHOCT Ha MPUTEXKATEIUTEe Ha pa3pellieHusiTa 3a ynorpedba u 3a
cra3BaHe Ha W3MCKBaHHsATa Ha JloOpara mpakTuka 3a TpocCieqsBaHe Ha JIEKapCTBEHA
0€e30I1aCHOCT;

34. (noBa - /IB, Op. 44 ot 2015 r.) u3BbpIIBAa HHCIIEKIIUU HAa IPUTEKATENIN HA
paspenieHus 3a ynorpeda Ha JEKapCTBEHH MPOMYKTH, JICYSOHH M 3[JpaBHU 3aBEICHUS 110
cCUCTeMara 3a JieKapcTBeHa 0€30MacHOCT U MpejJiara npeanprueMane Ha IpeIBUICHUTE B
3JIIXM mepku;

35. (noBa - 1B, 6p. 50 ot 2022 r., B cuna ot 01.07.2022 r.) BoaM 1 moAabpKa
peructbpa o wi. 88, ain. 1 ot 3akoHa 3a XxopaTa ¢ yBpexKAaHUs.

Ui 19. dupexnus "Paspemnienus 3a ynorpeba Ha JIEKapCTBEHU MTPOTYKTH":
1. u3BBpIIBa MPOBEpPKA HA BAIMIHOCTTA HA 3asBICHUATA M JOKYMEHTAIUATA
3a pazpenraBaHe 3a ymoTpeOa/perucTpanusi Ha JICKQpCTBEHH MPOAYKTH, KaKTO U Ha
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JOKyMEHTaIusl 3a MOJHOBSABAaHE, MPOMsHA, pa3lIMpsiBaHE 00XBaTa Ha pPa3pelICHHs 3a
yrnoTpeda, MpexBbpIJIIHE HAa MpaBa BBPXY pa3pelieHus 3a ynorpebda Mo HalMOHAIHA
npoueaypa v NpoueaypH 1Mo B3aMMHO NPU3HABAHE U JICLIEHTpalu3upaHa npoueaypa;

2. Wu3BBpIIBAa OICHKA Ha aJMHHUCTPATHBHATa, (apMaleBTUYHATA,
OpelKIMHUYHATAa UM KJIMHUYHATa  JOKyMEHTalMs  3a  paspellaBaHe  3a
yrnoTpeda/perucTpalysi Ha JIGKapCTBEHU NMPOAYKTH M Ha JOKYMEHTAIMATa, CBhp3aHa C
MOJHOBSIBaHE, IMPOMSHA, MPEXBBPJIAHE HA MpaBa WIM pa3lIupsBaHe o0XBaTa Ha
pa3pemieHus 3a yrnorpeda, KakTo ¥ Ha JOKyMeHTarusaTa mo wi. 215, an. 2 3JIIIXM 3a
napa’elieH BHOC;

3. U3roTBs OLIEHBYHM JOKJIAJU 32 JIEKAPCTBEHUTE NPOAYKTH IO HAIL[MOHAJIHA
npoueaypa U Mo Mnpoleaypa 1no B3auMHO MpPU3HABAHE U JCLIEHTpalM3upaHa Mpolenypa,
korato brirapus e peepeHTHa ABpKaABa;

4. u3BBpIIBA OICHKAa M JlaBa CTAaHOBWILE IO OLEHBUHHUS JOKJIA] |
JOKYMEHTaIUATa Ha peepeHTHATa AbprKaBa 10 MPOLEAYPUTE 110 B3AUMHO IPU3HABAHE U
JEeHTpATU3UPaHU IPOLEAYPH, Korato bbirapus e 3acernara cTpaHa;

5. (mwm. - [IB, Op. 44 or 2015 r.) moaroTBsi CTAaHOBHINA B CIy4YaWTe Ha
apOuTpaxkHa nponeaypa rnpea Komurera 3a nekapcTBeHH MPOAYKTH KbM EMA;

6. (u3m. - JIB, Op. 83 ot 2011 r.) opranusupa u KOOpAMHHpa paboTaTra Ha
crienuanu3upanutre Komucuu no wi. 47, an. 1 u 2 3JIIIXM u Ha ekcriepTHUTE ChbBETH;

7. monbJiBa U OOMEHs JaHHU M MHpopManus B Mpexara Ha eBpONercKuTe
JICKapCTBEHU PETYIATOPHU OPraHU 32 KOMYHUKAIIHS U MIPOCTIeIIBaHe Ha MPOIeIypUTe 0
B3aMMHO Npu3HaBaHe u faeneHTpatmsupanure npouenypu (EUDRA TRACK/CTS);

8. m3rotBs gokian mo wi. 77 3JIIIXM npu choOpakeHHs 3a MOTCHIHAJICH
CEpUO3€EH PUCK 32 3JPABETO HA HACEIEHUETO;

9. M3roTBs MyOIUYHH OIEHBYHU JOKJIAIN 32 JIEKAPCTBEHUTE POAYKTH;

10. (u3m. - JIB, 6p. 83 ot 2011 r.) moaabpka U BOJM PETUCTPUTE 1O 4. 19,
an. 1, . 3 u 7 3JIIIXM.

11. (voBa - 1B, 6p. 74 ot 2014 r., ot™. - JIB, Op. 44 ot 2015 1.)

12. (noBa - /1B, 6p. 74 ot 2014 ., oT™. - JIB, Op. 44 o1 2015 1.)

13. (voBa - /1B, 6p. 74 ot 2014 r., ot™. - JIB, Op. 44 ot 2015 1.)

Y. 20. upexnus "AHanus3u Ha JEKapCTBEHUTE IPOLYKTH'":

1. M3BBpIIBA aHAIM3H HA JIEKAPCTBEHH MPOJAYKTH BB BPH3Ka ChC:

a) AaHATUTUYHMS KOHTPOJ MpU TPOLEAYpH IO pas3peliaBaHe 3a
ynotpe0a/perucTpannsra Ha JIEKapCTBEHU MPOAYKTH U MPOMSHA;

0) ochllleCTBsIBaHE HA/130p HAa Ma3apa Ha JIEKAPCTBEHUTE NMPOJYKTH;

B) M3TOTBSIHE Ha €KCIIEPTU3H, BH3JIOKEHH OT OpraHuTe Ha MUHHCTEPCTBOTO
Ha BBTPEUIHUTE pabOTH, ChJIa U IPOKypaTypara;

I') IOANIOMAaraHe Ha OLleHKaTa 3a 0€30MaCHOCT Ha JIEKapCTBEHU MPOIYKTH CIIE]L
MOJIy4EeHU ChOOIICHUS 32 He)KEJIaH! JIEKapCTBEHU PEaKIii;

1) CbMHEHHE 32 OTKJIOHEHHE B KaYeCTBOTO Ha JIEKaPCTBEHU MPOJYKTH;

2. yyacTBa B CBBMECTHU JIaDOpaTOpPHU M3MMTBAHUS Ha JIEKapCTBEHH
MPOJYKTH, OpraHu3upanu oT EBpomnelickus tupekTopaT Mo KayecTBOTO Ha JieKapcTBaTa u
3/1paBEOIa3BaHE;

3. W3BBpIIBA KOHTPOJIEH aHAIN3 HAa TMapTUAX OWOJIOTHYHH TPOAYKTH H
IOPOAYKTH, TOJY4YeHH OT 4YOBEIIKa KpPbB M IUIa3Ma, M HU3JaBa cepTUUKATH 32
0CBOOOXTaBaHEe HA TAPTH/IH;
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4. KOOpIWHHMpa M Yyd4acTBa B JCWHOCTUTE, CBbp3aHH C bbirapckara u
EBponeiickara gapmaxores;

5. momappka W aKTyalW3Wpa CHHCHIM C KOHTPOJHMPAHU TEPMUHU 3a
JeKapcTBeHU (OPMH, OMAKOBKH, ITbTHILA HA BHBEKJAHE, BELIECTBA U JIPYTH, CBBP3aHHU C
(bapMaKkoneliH! H3MCKBaHHSI,

6. WM3roTBS TOJUINIEH JOKJIAJ 32 KOHTPOJIMPAHUTE JICKAPCTBEHH MPOJIYKTH,
KOMTO ce mpesacTaBs Ha EBpoOmneickusi AMPEKTOpaT MO KAa4eCTBOTO HA JieKapcTBaTa U
3/IpaBeona3BaHe;

7. (moBa - JIB, Op. 83 ot 2011 r.) u3BBpIIBA OIICHKA HA MPOTOKOJIUTE OT
NPOM3BOJICTBOTO M KAueCTBEHUS KOHTPON 3a U3JaBaHe Ha CcepTUPHUKATH 3a
OCBOOOXK/IaBaHE Ha MAPTHIU OWOJOTHMYHU TPOJYKTH M Ha JIEKAPCTBEHU IPOIYKTH,
MOJIy4EeHHU OT YOBEIIKA KPbB MM YOBEIIKA IJ1a3Ma.

Un. 21. (M3m. - AB, 6p. 44 ot 2015 r.) Hupekuus "I[IpocnensiBane Ha
JeKapcTBeHaTa 0€30MacHOCT U KIIMHUYHU U3MUTBAHUA":

1. opranm3mpa M TOJABpXKA CHCTEMa 3a MPOCIEsIBaHEe O€30IMacHOCTTa Ha
JIEeKapCTBEHUTE MPOAYKTH, TyCHATH Ha Ma3apa;

2. (u3m. - JIB, 6p. 74 ot 2014 r., w3m. - [IB, Op. 44 ot 2015 r.) moxasa mo
elekTpoHeH mbT B 6a3ata nannu "Eudra Vigilance" cwOpanara upes cucremara mo T. 1
uHpoOpManus 3a TOAO3MPAHM HEXKEIAHW JICKApCTBEHH pPEAaKIHMH, HACTBHIIMIN Ha
teputopusita Ha PenyOnuka bearapus, Ha perynaropHuTe opraHu Ha IbPKaBUTE YWICHKU
n Ha EMA;

3. (mom. - JIB, 6p. 74 ot 2014 1., oT™. - IB, Op. 44 oT 2015 T.)

4. (ot™. - [1B, 6p. 44 o1 2015 1.)

5. U3BBpIIBA OICHKA Ha NEPUOAMYHUTE JAOKIAAM 3a OE30MacHOCT Ha
JIEKapCTBEHUTE TPOTYKTH;

6. (ot™. - /IB, 6p. 83 ot 2011 r., HOBa - [IB, Op. 74 ot 2014 r.) monabpx)a u
aktyanusupa undopmarumsrta mo ui. 185, an. 2, 1. 4 - 7 3JIIIXM Ha HaulMOHATHUS TTOPTAI
mo ui. 185, an. 1 3JIIIXM;

7. (ot™. - JIB, 6p. 83 ot 2011 r., HoBa - /IB, Op. 74 ot 2014 r.) u3BbBpIIBa
MOHHUTOPHHT Ha:

a) pe3yiTara OT MEPKUTE 32 HaMaJlsiBaHE Ha PUCKa 3a JIEKAPCTBEH MPOAYKT,
ChABPIKAII] ce B TUIaHA 3a YIPaBIEHUE HA PHUCKA;

0) pe3yaTaTa OT M3IIBIHEHUETO HA YCJIOBHS, MMOCOYEHHU B Wi. 55a, 56 u 56a
3JIIXM;

B) 6a3arta nanuu "Eudra Vigilance" 3a HOBU puckoBe WM 3a MpOMsiHA BbB Beue
YCTAHOBEHU U 3a IMPOMSHA B ChOTHOIIEHUETO MOJ3a/PUCK;

8. (otm. - JIB, Op. 83 ot 2011 r., HoBa - /IB, Op. 74 ot 2014 r.) oueHsiBa
aKTyalu3anusaTa Ha CHCTeMaTa 3a yIpaBJIeHHe Ha PUCKa;

9. (otm. - [IB, 6p. 83 ot 2011 1., HOBa - JIB, Op. 74 oT 2014 1., u3m. - 1B, 6p.
44 ot 2015 r.) uapopmupa EMA u mpurexarens Ha paspelieHHe 3a ynorpebda Inpu
WICHTU(UIIMPAHE HA CHTHAJTM 32 HOBUM PHUCKOBE WMJIM 32 TPOMSHA HAa YCTaHOBEHUTE
PHUCKOBE, WU TIPU TIPOMSIHA Ha CHOTHOIICHUETO I0JI3a/pUCK Ha JIEKAPCTBEH MPOIYKT;

10. (ot™m. - JIB, 6p. 83 or 2011 1.)

11. (ot™m. - IB, 6p. 74 o1 2014 1.)
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12. (u3m. - JIB, O6p. 74 ot 2014 1.) chIulacyBa C NpHUTEKATEIUTE Ha
paspemieHusitTa 3a ynorpeba wuH(OpManuATa, CBBpP3aHA C MPOCIEIBAHETO HA
JIeKapcTBeHaTa 0€30MacHOCT MPEH Pa3npOCTPAHEHUETO I,

13. (u3m. - 1B, Op. 44 ot 2015 r.) oueHsiBa mojajaeHaTa JOKyMEHTAIUs 3a
U3J]aBaHe HA pa3pelleHUs 3a MPOBEKIAHE HA KIMHUYHHU HM3MUTBAHUS C JIEKAPCTBEHU
TPOIYKTH;

14. (u3m. - JIB, 6p. 44 ot 2015 r.) moaabpka U BOJM PETUCTPHUTE 1O 4. 19,
ain. 1, 1. 6 mwmo wi. 103, an. 3 3JIIIXM;

15. (ot™m. - 1B, 6p. 74 ot 2014 1., HOBa - /IB, Op. 44 ot 2015 r.) mogaBa 1o
€JIGKTPOHEH BT B eBporneiickara 6a3a qanuu "Eudra CT" undopmanus 3a KITMHUYHUTE
U3ITUTBAHUS;

16. (u3m. - /1B, Op. 74 ot 2014 1.) U3roTBS CHpPaBKHU 32 MOJTYYEHHU B areHIUATA
ChOOIICHHS 332 HEXKEIAHU JIEKAPCTBEHU PEaKIIUH;

17. (ot™m. - IB, 6p. 83 ot 2011 1.)

18. (oM. - JIB, Op. 74 or 2014 1.)

19. (ot™m. - IB, 6p. 83 or 2011 1.)

Un. 22. dupexuus "KonTposa Ha TpaHcy3rnoHHaTa cuctema':

1. ochIIecTBSIBA HEMTOCPECTBEH KOHTPOJ BbPXY JIedeOHUTE 3aBEACHHUSI 110 UI.
15 3KKK no otHO1IEHUE Ha!

a) JeilHOocTTa MO B3eMaHe, AMArHOCTHKA, TMpepadoTKa, ChXpaHsSBaHE,
yrmorpeba, pa3npoCcTpaHeHHEe, OCUTYpsSBaHE Ha KAauyeCTBO M OE30MACHOCT Ha KPBBTA U
KPBHBHUTE ChCTaBKH;

0) crna3zBanero Ha m3uckBaHusTa Ha 3KKK, na Hapen6a Ne 9 ot 2006 r. 3a
YTBBbpXKAaBaHe Ha MEAUIIMHCKH cTanaapt "Tpancdy3nonna xemaronorus" (06H., [1B, Op.
42 ot 2006 r.; u3m. u nom., 6p. 37 or 2007 r.) u Ha mpaBuiaTa 3a [{oOpa adoparopHa
npakTuka u JJobpa mpon3BoACTBEHA MPAKTHKA;

2. U3BBPIIBA IJIAHOBU M U3BBHPEJIHU WHCIIEKIIMU M UHCIIEKIIUU B CIIy4ail Ha
CEpUO3€H WHIMJIEHT WM CEepPHO3HA HEXKelaHa peakius B Jie4yeOHUTE 3aBEACHUS OT
peructbpa o 4. 40, an. 1 3KKK u npeacrasst Ha U3MBIHUTETHUS TUPEKTOP HA areHIUSATA
OTYET 32 U3BHPILICHUTE HHCIICKIINH U 33 PE3YATATUTE OT TAX;

3. M3roTBS Ha BCeKW 6 Mecela MPOEKT Ha JoKiax ¢ uHpopMauus 3a
u3BbpiieHute nucnekuu no 3KKK u 3a pesynrarure ot TiX;

4. M3roTBs BEAHBK Ha JBE TOAWHU TMPOEKT Ha JIOKJAJ] 3a JACHHOCTTa Ha
areHiusTa karo komrnerenteH oprad no 3KKK;

5. ch3/1aBa W MOIbPKA PETUCTHPA HA CEPUO3HUTE UHITUICHTH M CEPHO3HUTE
HEeKeNIaHU PeaKklliy, CBbP3aHU C B3€MaHETO U ynoTrpebara Ha KpbB U KPbBHH CHCTaBKHU IO
qi1. 40, an. 3 3KKK;

6. aHanu3upa u o0oOmIaBa WHGpOpPMAIUATA 32 CEPHO3HUTE HHIUICHTH H
CEepPUO3HUTE HEXKEJaHW PEeaKIMh, HACTBIIWIM B PE3ylTaT Ha B3EMaHe, JUArHOCTHKA,
npepaboTKa, ChXpaHsBaHE WX yHoTpeba Ha KPbB U KPBBHU CHCTaBKH, M TpeJyiara Ha
W3MBJIHATEITHUS JUPEKTOP HA areHIUATAa MEPKH 3a MPEJOTBPATIBAHETO UM;

7. M3BBpIIBA MMPOBEPKA HA BATMIHOCTTA HA 3asBIICHUATA W JOKYMEHTAIUATA
3a pa3pelnraBaHe 3a ynorpeda Ha JEKapCTBEHU MPOYKTH, MMOTYyYEHU OT YOBEIIKA KPbB HUITH
YOBeIIKa TUIa3Ma, 3a MOJAHOBSIBAaHE, TPOMEHH, pas3lIupsiBaHe 00XBaTa Ha pa3pelIeHus 3a
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ynoTtpeba, NpexBbpJIsHE Ha IIpaBa BbPXY pa3pelleHus 3a ynorpeba M0 HalMOHAIHA
npolexypa U IpolelypH 110 B3aMMHO [IPU3HABAHE U JELECHTPAIU3UPAHA IPOLEAYPA;

8. u3BBpIIBA OLIEHKA Ha aJMHHUCTpaTUBHaTa, (hapMaleBTHYHATA,
NpeAKIMHAYHATa M KIMHUYHATA JOKyMEHTAalus 3a paspellaBaHe 3a ynorpeba Ha
JEKapCTBEHU MPOJYKTH, IOJIY4YEHHM OT 4YOBEUIKAa KPbB WM 4YOBELIKA IUIa3Ma, 3a
IIOJIHOBSIBaHE, IPOMEHM, IPEXBBPJSHE HAa IpaBa WIM paslIMpsBaHe oOXBaTa Ha
paspernieHus 3a ynorpeoa;

9. M3roTBsl OLEHBYHU JOKJIAAU 3a JEKApCTBEHUTE NPOAYKTH, MOIYYEHH OT
YOBEIIKa KPbB WJIM YOBELIKA IUIa3Ma, [0 HAlMOHAJIHA IpOLEeaypa M IO MpoLEeaypa 1o
B3aMMHO TNPH3HABAaHE W JCLEHTpAIMU3UpaHa Mporenypa, koraro Penyonuka brirapus e
pedepeHTHa 1bpiKaBa;

10. wu3BbpHIBA OIIEHKA W JlaBa CTAHOBUIIE 10 OLEHBYHMS JAOKIAL U
JOKYMEHTalUATa Ha pedepeHTHATa AbprKaBa 110 MPOLEAYPUTE 110 B3aUMHO IPU3HABAHE U
JELEHTPAIU3UPAHHU MPOLIEIypH 32 JIEKAPCTBEHUTE IPOAYKTH, IOIYYEHH OT YOBEIIKA KPbB
WM YOBEIlIKa [1a3Ma, korato PenyOmnuka bbarapus e 3acernara crpana;

11. u3BBpIIBA IpOBEpKAa HA BAIMJIHOCTTa Ha 3asBICHUATA U OICHIBA
JOKYMEHTAlUATa 3a M3/JaBaHE Ha paspellleHHs 3a HapajeieH BHOC Ha JIEKapCTBEHU
IPOJYKTH, OJyYEHHU OT YOBEUIKA KPbB MJIM YOBEIIKA I1JIa3Ma;

12. monabpka M mombjiBa B 0a3aTa JaHHM HA areHUUsATa MHpopMauus 1o
IPOLEAYPUTE 3a JIEKAPCTBEHUTE NPOAYKTH, IOJYYEHU OT YOBEIIKA KPbB MM YOBELIKA
IU1a3Ma;

13. nogabpxa apxuBa Ha JEKApCTBEHUTE MPOJYKTH, IMOJYYEHU OT YOBEILKA
KPbB WJIM YOBEIIKA I1J1a3Ma;

14. w3rorBsi myOJIMYEH OLIEHBYEH JOKJIAJ] 3a JIEKAPCTBEHUTE IPOIYKTH,

MOJTyYeHU OT YOBEIIKA KPHB MM YOBEIIKA T1a3Ma;
15. (ot™m. - IB, 6p. 83 or 2011 1.)

Ui 23. (Otm. - IB, Op. 74 ot 2014 r., HOB - [IB, 6p. 44 o1 2015 r.) upexums
"JlekapcTBeHa HH(POPMALUSA U HEMHTEPBEHLIMOHAIHU POYYBaHUs":

1. u3BBpIIBA U KOOPAMHUPA ICHHOCTTA MO JIMHTBHCTUYHATA U CTUJIMCTHYHATA
IpOBEpKa Ha JIeKapcTBeHaTa MHpopMalMs Ha IPOAYKTUTE B MIPOLEC Ha pa3pellaBaHe 3a
ynorpeba MO IEHTpajdu3upaHa Tmpoleaypa B EBpomeiickus Cbi03, NPOMEHU B
paspenieHueTo 3a ymnorpeba, TOAMIIHA IPEOLEHKa, MOJAHOBABAHE WINM apOUTpa)kHa
mpolieiypa ChIiIacHO o00peHuTe oopasuu Ha EMA;

2. u3BBpIIBAa OIICHKAa Ha JekapcTBeHaTa wuH(opmanus  (KpaTka
XapaKTepUCTHKa Ha TMPOAYKTa, JUCTOBKAaTa 3a TNAalHMeHTa, WH(POpMAIHATA BBPXY
OMAaKOBKUTE Ha JICKAPCTBEHUTE MPOAYKTH U Jp.) MO HALMOHAIHU U MEXIAYHApOJIHU
MpoIeNypH 3a paspeliaBaHe 3a ynoTpeOa/perucTpanus, TMOJHOBIBAHE, MPOMSHA,
NpEeXBbPIISIHE Ha MpaBa UM pa3lIMpsiBaHe 00XBaTa Ha pa3pelleHus 3a ynorpeda, KakTo u
Ha JOKyYMEHTanusTa 1mo wi. 215, an. 2, . 6 u 7 u 1. 8, 6yksa "a" 3JIIIXM 3a mapanenen
BHOC;

3. M3TOTBS ¥ MOIbPKA aKTYaIM3UPAH CIIUCHK Ha JIEKAPCTBEHUTE MPOIYKTH,
KOHMTO c€ OTITyCKaT 0e3 JIeKapCKOo MpeANuCaHne;

4. U3roTBs aHAJIM3U Ha JIEKapCTBEHaTa ynorpeoa;

5. ocurypsiBa akTyajau3upaHa nHpopManus 3a MeIUIUHCKaTa O0IECTBEHOCT
10 BBIIPOCUTE Ha palliOHAaIHAaTa JeKapCTBEHa yoTpeoa;
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6. W3roTBs W MyONMKyBa peryiaTopHa uHQopmamus BbB Bpb3Ka C
JIEKAPCTBEHUTE MPOAYKTH;

7. oueHsBa  MoOjAaJgeHaTa  JOKyMEHTalMUs 32  [POBEXKIaHE  Ha
HEMHTEPBEHIIMOHAIHHU POYYBAHUS C JIEKAPCTBEHU MPOJIYKTH;

8. moaabpka ¥ BOJAU PErHCTHP Ha 0J00pEHUTE 3a mpoBexaane B Pemybnuka
bbirapus HeMHTEPBEHIIMOHAIHY TPOYYBAHUSL.

Ui 23a. (Hog - /IB, 6p. 83 ot 2011 r., ot™m. - JIB, Op. 44 ot 2015 1.)

I'naBa yerBBpTA.
OPTAHUM3AILIUA HA PABOTATA B ATEHIIUATA

Un. 24. (1) AreHmmsaTa OCBIIECTBSABA HENPEKbCHATO aJIMHUHUCTPATHBHO
obcmyxBane ot 9,00 go 17,30 u.

(2) BpHIIHM nuIa ce IOMyCKaT B CrpajaTa Ha areHIUsATa B paMKHUTE Ha
paboOTHOTO BpeMeE Ciie]l M3/laBaHe Ha MPOITYCK.

Un. 24a. (Hos - IB, 6p. 22 ot 2012 1.) (1) PaboTHOTO Bpeme Ha paboTemure
B areHIusATa € 8 yaca JHEBHO B paOOTHUTE JIHU Ha ceAMHIaTa ¢ obenHa moyuBka 30
MuHyTH Mexay 12,00 u 14,00 u. OTpaboTBaHETO Ha YaCOBETE MOKE /1a C€ OCHIECTBH OT
7,30 no 18,30 4. ¢ nepuoa Ha 3aabKUTENHO TpUchcTBHE OT 10,00 10 16,00 4.

(2) W3nbJHUTENHMST IUPEKTOP CBhC 3al0BEl Ch3JaBa OpraHu3alusg 3a
BBHBEXK/IaHE Ha PAOOTHOTO BpeMeE C IPOMEHJIMBY IPAHULIU U 32 OTYUTaHE paOOTHOTO BpeMe
HAa CIIy’KUTEJINTE.

Ui, 25. V30BIHUATETHUAT TUPEKTOP 0100psiBa roauiieH rpaduk 3a padborara
Ha CIeUHaTU3UPAHUTEe KOMHUCHH, KOHTO C€ OMOBECTSBa HAa WHTEPHET CTpaHUIaTa Ha
M3nmpiHUTETHATA areHIHs 110 JIGKapCcTBaTa M ce MOCTaBsl Ha CIEUATHO 0003HAYEHH 3a
TOBa MeCTa B CrpajiaTa Ha areHIUsTA.

Un. 26. (1) (U3m. - [IB, Op. 44 ot 2015 r.) JIokymMeHTUTE, U3MPATEHU /0
areHIUATa OT IbPXKAaBHH OPTaHM, IOPHIUYECKH WIH (PU3MYECKH IUIa, ce 3aBeXIaT B
mupekuus  "lIlpaBHM, aAMHUHUCTPATMBHO-(MHAHCOBU JEHHOCTH U YIpaBJIeHHE Ha
Ka4eCcTBOTO" BBB BXOJSI PETHUCTHP, KATO C€ OTOEINA3BAT BXOISAIIMAT HOMEP U JaTraTa Ha
MOJIy4aBaHETO.

(2) Ipu 3aBe’xaaHETO HA TOKYMEHTHTE CE M3BBPINBA IPOBEPKA 32 HATUIHETO
Ha IMOCOYEHUTE MaTepualli U ce o0paszyBa ciyxeOHa Mpemnucka.

(3) PensT 32 00pa3yBaHe U IBH)KEHUE HA CIYKEOHUTE IPETHUCKU Ce OIpeness
C BBTPELIHM [IpaBUJIa, YTBBPJICHH OT IVIABHUS CEKpETap.

UYn. 27. (1) lIpenynoxkeHuss ¥ CUTHAJIM ce MOAABAaT 10 pesia Ha Ij1aBa ocMa OT
AJMUHUCTPATUBHONPOLIECYATHUS KOJEKC 10 U3IIBJIHUTEIHUS TUPEKTOP Ha areHLIUATA.

(2) I'nmaBHMAT cekpeTap Ha areHUUsATa OpraHu3upa padboTara ¢ MONTy4YEHUTE
MPEJIOKEHUS U CUTHAJIH.
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(3) IIpennoxenusiTa ¥ CUTHAJIUTE MoraT Aa ObJAaT MUCMEHU WM yCTHH, Aa
OBbJIaT MOAAICHU JTMYHO WM Ype3 YIIBIHOMOIIEH MPEACTaBUTEN, IO TenedoH, Tenerpad,
TeJeKC, (paKc WK Mo eJIeKTPOHHA MOolIa.

(4) (U3m. - [IB, 6p. 44 ot 2015 r.) [ToganeHuTe Npeayio>KEHUs U CUTHAIH CE
perucTpupaT OT OMNpEeNieH ChC 3aloBe/l Ha HW3MBIHUTEIHHUS JAUPEKTOpP CIYXKHUTENI B
mupeknus  "TlpaBHHM, agMUHHCTpATHBHO-(DMHAHCOBU JIEHHOCTH U YIpaBJICHHWE Ha
Ka4yeCTBOTO".

(5) [Ipu HEOOXOAMMOCT MPETIOKEHUETO HITM CUTHAIIBT Ja CE TI0J1a/1€ ITMCMEHO
WIH JIa OTIOBapsl Ha OIpe/IelIeHH U3MCKBAHMSI CIIY>)KUTEJIAT JaBa Ha MojAaTessl ChOTBETHU
pa3siCHEeHUsI.

(6) AHOHUMHU NPEJIOKEHUS WIM CUTHAIIM, KAKTO U CUTHAJIM, OTHACALIHN Ce
JI0 HapYIICHHSI, U3BBPIICHH MPEIN MTOBEYE OT JBE TOAWHH, HE CE PETUCTPUPAT.

(7) IlpemnoxkeHusiTa W CUTHAIUTE, KOUTO HE Ca OT KOMIIETEHTHOCT Ha
U3IBTHATEITHUS JUPEKTOp HA areHusATa, Cce TNpenpamar B 7-THEBEH CpPOK Ha
KOMIIETEHTHHSI OpraH. 3a MpemnpaiiaHeTo ce YBEIOMsBa IMOAATENSIT Ha MPEAIOKEHUETO
WJIM CUTHAJIA.

Un. 28. V3OBJIHUTENHUAT JUPEKTOP CE€ IMpOU3HAcCs C pelleHue 1o
NpEJIOKEHUETO WM CUrHajla B cpokoBere mno ui. 118 wu 121 ot
AJIMUHUCTPAaTUBHOIPOLIECYAJIHUS KOJEKC.

Ui 29. [lpueMHOTO BpeMe Ha M3MBIHUTEIHUS AUPEKTOP 32 U3CIyIIBaHE HA
TpaKIaHU U MPEJICTABUTENIN Ha OPTaHU3AIMH CEe OTOBECTSBA HAa OOIIOAOCTHITHO MSCTO B
areHIHMsTA.

JlombJIHHTEIHN pa3nopeadu

§ 1. ITo cMuchbia Ha MpaBUIIHUKA!

1. (ot™m. - 1B, 6p. 44 o1 2015 1.)

2. (ot™. - [1B, 6p. 44 o1 2015 1.)

3. "ExcniepTeH CbBEeT" € KOJEKTHBEH OpraH, Cbh3/JaJIeH CbhC 3aloOBEll Ha
W3MBJIHATEITHUS JUPEKTOP Ha areHIUsATa, YUATO 1eJl € Ja OCUTYPU XOPU30HTAITHU BPB3KU
MEXAY TUPEKIMUTE C OIJIe]l MOAIOMAaraHe Ha MpoUecuTe U JEHHOCTUTE Ha areHIMsTa 1o
3JIIIXM, 3KKK u 3MMU.

3aK/II0YUTeHU pa3nopendu

§ 2. IIpaBUIHUKBT ce puema Ha ocHoBaHue wi. 17, an. 4 3JIIIXM.

3aK/II0YUTeHU pa3nopendu
KBbM NIOCTAHOBJIEHHUE Ne 210 OT 20 ABI'YCT 2009 T'. 3A
U3MEHEHUME HA YCTPOMCTBEHUSI IPABUJIHUK HA
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N3ITBJIHUTEJHATA ATEHIUSA 11O JIEKAPCTBATA, IIPUET C
MNOCTAHOBJIEHHUE Ne 169 HA MUHUCTEPCKUSA CBBET OT 2009 I'.

(OBH. - 1B, BP. 69 OT 2009 I'., B CWJIA OT 10.07.2009 I".)

§ 2. I[locranoBnenueTo Ban3a B cuja ot 10 romm 2009 r.

3aK/JII0YUTEeHU pa3nopendu
KBbM IIOCTAHOBJIEHHUE Ne 1 OT 6 AHYAPHU 2011 1. 3A
CTPYKTYPHU IPOMEHHU B CUCTEMATA HA
3JIPABEOIIASBAHETO

(OBH. - 1B, BP. 5 OT 2011 I'., B CHJIA OT 14.01.2011T".)

§ 20. IlocraHOBIEHMETO BiIM3a B CHJIa OT JIeHd Ha OOHApOJBAaHETO MY B
"JIbp>KaBeH BECTHUK'".

3aK/II0YNTeIHU pa3nopendu
KbM ITIOCTAHOBJIEHUME Ne 74 OT 21 MAPT 2013 I'. 3A IPUEMAHE
HA YCTPOMCTBEH NPABUJTHUK HA HAIITMOHAJIHUSA CHBET IO
HEHU U PEUMBYPCHUPAHE HA JIEKAPCTBEHUTE NIPOAYKTU U
HA HETOBATA A IMUHUCTPALIUA

(OBH. - /1B, BP. 30 OT 2013 I'., B CWJIA OT 26.03.2013 T".)

§ 5. IlocraHoBneHWeTo BiIM3a B CWiIa OT JE€HA Ha OOHapOJBaHETO My B
"JIbp>KaBEH BECTHHUK .

3aKJIl0YUTEeHH pasnopendu
KBM ITOCTAHOBJIEHHUE Ne 53 OT 11 MAPT 2014 I'. 3A IPUEMAHE
HA YCTPOMCTBEH ITPABUJIHUK HA U3TBJIHUTEJTHA ATEHIIAA
"MEAUIIUHCKHU OAUT"

(OBH. - JIB, BP. 24 OT 2014 T")

§ 6. B cpok 10 eaumH Mecel OT BIM3aHETO B CHJIa HA MOCTAHOBJIEHUETO
MUHHUCTBPBT Ha 3PABEONA3BAHETO, M3NBIHUTEITHUAT AUPEKTOp Ha M3mbaHuTenHata
arcHIUsl 10 JICKapCTBaTa, HW3MBJIHUTEITHUAT ITUPEKTOp Ha M3mbiHWUTENTHA areHIus
"MeauuuHCKH oauT", IpeceaarensT Ha HalimoHamHust ChBET MO LIEHU U peuMOypcrpaHe
Ha JICKQPCTBEHUTE MPOAYKTH, AUPEKTOPHT Ha HammoHamHus IEHTHp O 3apa3Hu H
napa3suTHH O0O0JIeCTH, NUPEKTOPHT Ha HanmoHalHUs LHEHTHpP MO OOIIECTBEHO 3/paBe U
aHAJIM3U U UPEKTOPHT Ha HamumoHamHWS HEHTHP MO PaguoOHONOTHS W paguallioHHA
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3allMTa YTBBPKAABAT JIBXHOCTHUTE PAa3MUCAaHUA HA CIY)KUTEIUTE B PbKOBOJAEHUTE OT
TAX CTPYKTYpH.

3aK/JII0YUTeIHU pa3nopendu
KBM ITOCTAHOBJIEHUE Ne 267 OT 29 ABI'YCT 2014 T'. 3A
WU3MEHEHUWE U JJOMbJJHEHUE HA YCTPONWCTBEHMUS
MNPABUJIHUK HA UBITBJIHUTEJHATA AT'EHLUA 1O
JIEKAPCTBATA, IPUET C HIOCTAHOBJIEHUE Ne 169 HA
MUHUCTEPCKUSA CBBET OT 2009 T.

(OBH. - JIB, BP. 74 OT 2014 T.)

§ 11. B CpOK €IWMH MCCCH OT BJIM3aHCTO B CHJIA Ha ITIOCTAaHOBJICHHCTO
HU3IbJIHUTCIIHUAT OAUPCKTOP HA WM3neaauTenHara arcHuus 1o JICKapCTBaTa YTBbpiKAaBa
AIIB)KHOCTHOTO PA3NUCAHUC HA CIIYKUTCIIUTE B arCHLUATA.

IIpexoaHu 1 3aK/JIIOYUTETHH pa3nopeadu
KBM ITOCTAHOBJIEHHUE Ne 315 OT 3 OKTOMBPH 2014 T'. 3A
N3MEHEHMUWE U JOIIbJIHEHUE HA ITPABUJIHUKA 3A YCIIOBUSATA
N PEJIA 3A PABOTA HA KOMUCHATA 110 ITPO3PAYHOCT 110
3AKOHA 3A JIEKAPCTBEHUTE ITPOAYKTHU B XYMAHHATA
MEJIMIINHA, TIPUET C IOCTAHOBJIEHHME Ne 300 HA
MHUHUCTEPCKUSA CBBET OT 2007 I'.

(OBH. - 1B, BP. 84 OT 2014 T"., B CWJIA OT 10.10.2014 T".)
§ 10. IlocraHoBieHueTo BiM3a B CWiIa OT JI€HA Ha OOHapOJBaHETO My B

"JIbp>KaBEH BECTHHUK .

JonbIHUTEIHN pa3nopendu
KBbM IOCTAHOBJIEHHUE Ne 148 OT 12 FOHH 2015 T'. 3A U'3SMEHEHHUE U
JTOIbJIHEHUE HA YCTPOUCTBEHMUS ITIPABUJIHUK HA
MN3IBJIHUTEJHATA AT'EHIUS 110 JIEKAPCTBATA, ITPUET C
MOCTAHOBJIEHHUE Ne 169 HA MUHUCTEPCKHSA CBBET OT 2009 T.

(OBH. - 1B, BP. 44 OT 2015T".)
§ 17. HaBcsikbae B npaBuwiiHuka abpeBuatypara "EMEA" ce 3amens ¢ "EMA".

3akJIl04uTeHU pasnopendu
KBbM NIOCTAHOBJIEHHUE Ne 148 OT 12 FOHU 2015 T'. 3A UBMEHEHHUE
U JTONNbJIHEHUE HA YCTPOUCTBEHUS IPABUJIHUK HA
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N3ITBJIHUTEJHATA ATEHIUSA IO JIEKAPCTBATA, IIPUET C
MNOCTAHOBJIEHHUE Ne 169 HA MUHUCTEPCKUSA CBBET OT 2009 I'.

(OBH. - 1B, BP. 44 OT 2015 T".)

§ 18. B cpok emwH mecenl OT BJIM3aHETO B CUJa HA MOCTaHOBJIECHUETO
W3MBJIHATEITHUAT TUPEKTOp Ha M3mbaHuTenHaTa areHIus Mo JieKapcTBaTa YTBBPIKIaBa
JUTHKHOCTHOTO Pa3MMCAHUE Ha CIY>)KUTEJIUTE B ar€HLUSTA.

3aK/II0YNTeIHE pa3nopenon
KBM ITOCTAHOBJIEHUE Ne 148 OT 24 KOJIN 2017 I'. 3A IIPUEMAHE
HA YCTPOVMCTBEH NIPABUJIHUK HA MUHUCTEPCTBOTO HA
3APABEOIIA3BAHETO

(OBH. - 1B, BP. 60 OT 2017 I'., B CWJIA OT 25.07.2017T".)

§ 3. IlocTaHoBineHHETO BIM3a B cujia OT JEHS HAa OOHAPOJIBAHETO MYy B
"JIbp>KaBeH BECTHUK'".

IIpexonnu u 3aK/JII0OYUTEHA pa3nopeadu
KBM ITOCTAHOBJIEHUE Ne 144 OT 29 FOHU 2022 T'. 3A UBMEHEHUE
N JOITBJIHEHUE HA ITIPABUJIHUKA 3A IPUJIAT'AHE HA 3AKOHA
3A XOPATA C YBPEXJIAHUS, ITPUET C IOCTAHOBJIEHUE Ne 65
HA MUHUCTEPCKUSA CBBET OT 2019T.

(OBH. - 1B, BP. 50 OT 2022 T'., B CWUJIA OT 01.07.2022T".)

§ 22. IlocTanoBnenuneTo Bau3a B cuiia ot 1 ronu 2022 r.

3aKJII0YUTEeHH pasnopendu
KBM ITOCTAHOBJIEHHUE Ne 148 OT 1 ABI'YCT 2025T. 3A
W3MEHEHUE U JJOTBJIHEHUE HA YCTPONMCTBEHUA
MNPABUJIHUK HA MUHUCTEPCTBOTO HA IPABOCBAUETO,
MHNPUET C HOCTAHOBJIEHHUE Ne 38 HA MUHUCTEPCKUS CBBET OT
2015T.

(OBH. - 1B, BP. 64 OT 2025T".)

§ 33. B emHoMmecedeH CpOK OT BJIM3aHETO B CWJa HAa MOCTAaHOBJICHHETO
3aMECTHUK MHUHUCTBP-TIPEACENATENAT W MHUHUCTbD Ha MWHOBALIMUTE M PACTEXka,
MI/IHI/ICTT)p’bT Ha BT)TpeHIHI/ITe pa6OTI/I, MI/IHI/ICT’I)p'BT Ha npaBocmmeTo, MI/IHI/ICT’Bp’I)T Ha
MKOHOMHUKATa U MHIYCTPUATA U UIIBIHUTEITHUAT TUPEKTOP Ha V3MbJIHUTETHATA areHLIHs
110 HeKapCTBaTa HpI/IBe)K)IaT aJIMI/IHI/ICTpaTI/IBHI/ITe CTPYKTypI/I B CBOTBCTCTBHEC C
IMOCTaHOBJICHHUETO.

[Ipunoxenne kpm 4. 11, am. 3
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(M3wm. - JIB, 6p. 69 ot 2009 1., B cuna ot 10.07.2009 r., u3m. - IB, 6p. 83 ot
2011 r., m3m. u mom. - JIB, O6p. 7 ot 2013 1., m3m. - [IB, Op. 30 ot 2013 r., B cuna ot
26.03.2013 ., u3m. - [IB, 6p. 24 ot 2014 r., m3wm. - JIB, 6p. 74 ot 2014 r., u3m. - /IB, Op.
84 ot 2014 r., B cuna ot 10.10.2014 1., uzm. - IIB, 6p. 44 ot 2015 r., u3m. - JIB, Op. 64 ot
2025T.)

YucaeHoCT Ha Ie€pcoHajia B CTPYKTYPHUTE 3BC€CHA Ha H3nbiaauTennara arcHuuys 110 JIeKapCTBarta

193 matHu OpoiKu
(3arn. u3m. - 1B, 6p. 64 ot 2025 1.)

W3nbiHuTENEH TUPEKTOp 1
3aMECTHUK U3IbJIHUTENIEH AUPEKTOP 1
I'naBeH cexperap 1
®UHAHCOB KOHTPOJILOP 1
OO01mma aAMUHACTpALIHS, B T.4.: 33
nupexius "IlpaBHU, aIMUHUCTPATUBHO-(DUHAHCOBH JJIEMHOCTH U YIIpaBJICHUE HA 33
KayecTBOTO"

Crneunanusupana aAMUHUCTpALMS, B T.4.: 156
nupekua "Hanzop Ha ma3zapa v uHCHeKiuu" 51
nupekius "Paspenienus 3a ynorpe0a Ha JIEKapCTBEHU MPOAYKTH" o1
TUpEKIYs "AHaIN3U Ha JIEKapCTBEHU MTPOLYKTH" 17
mupekius "IlpocnensBane Ha gekapcTBeHaTa 0€30MacHOCT M KIMHUYHU U3MUTBAHUS " 13
mupekius "KoHTpoun Ha TpaHcdy3uoHHarTa cucrema” 11
aupexius "JlekapcTBeHa HHGOPMaIUS U HEMHTEPBEHLIMOHAIHN POy4BaHus" 13
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