YCTPOWCTBEH NPABUJIHUK HA U3ITBJIHUTEJTHATA ATEHIUS 11O
JIEKAPCTBATA

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

Oo6wn. J[B. 6p.52 om 10 FOnu 20092., usm. /[B. 6p.69 om 28 Aseycm 20092., uzm.
JB. 6p.5 om 14 Anyapu 201 1., uzm. /{B. 6p.83 om 25 Oxmomepu 201 12., oon. /IB. 6p.22
om 16 Mapm 20122., usm. u oon. /{B. o6p.7 om 25 Anyapu 2013e., usm. /[B. 6p.30 om 26
Mapm 20132., uzm. JIB. 6p.24 om 18 Mapm 2014e., usm. u oon. JIB. 6p.74 om 5
Cenmemepu 2014e., uzm. /[B. 6p.84 om 10 Oxmomepu 20142., uzm. u oon. /[B. 6p.44 om
16 FOnu 20152., oon. /IB. op.60 om 25 Onu 2017..

I'naBa mbpBa.
ObIIA TOJIOKEHUA

Un. 1. C npaBuiIHUKA ce OMpENeNaT NeHHOCTTa, CTPYKTypaTa, OopraHusanuara Ha pabora u
ChCTaBBT Ha M3mbiHWUTENTHATAa areHIWs MO JIEKapcTBaTa KbM MHUHHUCTBPA Ha 3paBEONa3BaHETO,
HapUyaHa IO-HATAaThK "areHuusTa", KakTo M B3aMMOOTHOUICHHSTA M C JAPYTUTE IbPXKABHU OPraHuy,
BEJIOMCTBA W HEMPABUTEJICTBEHU U JPYTH HAITMOHAIHA U MEXKIYHAPOJIHHU OPTaHU3AIMU U UHCTUTYIUH.

Un. 2. (1) AreHuusra € IOpUAMYECKO JUIE HA OIOJKETHA U3APBKKA ChC CENalHILIe B Tp.
Codus.

(2) (M3m. - 1B, 6p. 24 ot 2014 r.) U3OBIHUTENHUAT AUPEKTOP € BTOPOCTETICHEH Pa3MopeuTel
¢ OIOJKET KbM MUHUCTBPA Ha 37paBE0Na3BaHETO.

Un. 3. (1) AreHuusita OCBIIECTBABA aIMUHHCTPATUBHO OOCIIy)KBaHE U CBBbpP3aHUTE C TOBA
JNIEMHOCTH 3a:

1. excnepTHa OIlEHKa M HaA30p BBPXY KayecTBOTO, Oe30macHOCTTa M e(uKacHOCTTa Ha
JIEKapCTBEHUTE MPOYKTH;

2. eKcrepTHa OIIeHKa, PercTpalus U HaA30p Ha Ma3apa Ha MeIUIUHCKUTE U3/eIus;

3. KOHTpPOJ BBpPXY TpaHc(y3MOHHATa CHUCTEMa MO 3aKOHa 3a KPBBTA, KPHBOAAPSIBAHETO WU
kpbBonpenuBaneTo (3KKK).

(2) (U3m. - [IB, 6p. 5 or 2011 r., B cuma ot 14.01.2011 r.) AreHuusita KOOpAUHUPA TEHHOCTTA
CH C PEerHMOHAJHUTE 3/IpaBHU WHCIEKIMU B 00JIACTTa HA KOHTPOJIa BbPXY JIEKApCTBEHUTE MPOAYKTH U 32
ochlIecTBsBaHE HAa KOHTPOoJ 1o pena Ha 3KKK.

(3) (Or™m. - 1B, 6p. 5 ot 2011 ., B cuma ot 14.01.2011 1.)

Un. 4. (1) U3npexkara Ha areHnmsiTa ce GopMupa OT OIOJKETHU CPEACTBA U OT MPHUXOAU OT
coOCTBEHa JIEHHOCT.

(2) (U3m. - JIB, Op. 24 ot 2014 r.) bromkeTHuTe cpeacTBa ce€ OCUTYpSIBAT OT CYOCHAMS OT
IbpKaBHUS OFOIKET upe3 OropkeTa Ha MUHUCTEPCTBOTO Ha 37paBeona3BaHETo.

(3) Ilpuxoaute OT cOOCTBEHa JEHHOCT ce POPMHUPAT OT:

1. cpenctBata mo wi. 21 or 3akoHa 3a NEKApCTBEHUTE MPOIYKTH B XyMaHHAaTa MEAHIIMHA



(BJIIIXM);
2. cpeacTrara 1o 4i. 7 oT 3akoHa 3a MeauIuHCKuTe n3aenus (3MIN);
3. ¢mHaHCUpaHe 1o MporpaMu Ha EBpOTIEHCKUS ChIO3 U IPYTH MEKTyHAPOIHU OPTaHU3AIINH;
4. ygacTusi B MeXIYHAPOIHH MPOTPaMHU, TPOCKTH M CIIOPA3YMEHUS,
5. IpyT¥ U3TOYHHULIH.

I'naBa BTOpA.
CBbCTAB U CTPYKTYPA HA ATEHHUMSATA

Pazgea L.
HN3nbJaHuTEIeH TUPEKTOP

Un. 5. (U3m. - JIB, 6p. 7 ot 2013 r.) (1) Arenmusita ce pbKOBOAM U MPEACTaBISABA OT
U3MBIHUTENEH TUPEKTOP, KOWTO Cce MOANOMara OT 3aMEeCTHUK U3IbIHUTENEH JUPEKTOP.

(2) (HoBa - JIB, Op. 74 ot 2014 r.) V3nbIHUTETHUAT OUPEKTOp € JULE C Ipuaodura
oOpasoBarenHo-KBaM(pHKaIMOHHA cTereH "MarucThp" mo "dapmanusa” win "MeaunuHa" ¥ 1MeT TOAUHA
npodecroHalieH omuT B 001acTTa Ha hapMarusaTa Wik MEAUIHHATA.

(3) (Ilpequmna an. 2 - JIB, 6p. 74 ot 2014 r.) V3IbIHUTETHUAT AUPEKTOP 3aeMa JITHKHOCTTA
10 TPYJAOBO NPABOOTHOIICHHWE, KAaTO TPYAOBHSIT JOTOBOP C€ CKJIIOYBA, M3MCHS W TPEKparsBa OT
MUHUCTbBpA Ha 3/]paBEONa3BaHETO CHIIACYBAHO C MUHUCTBP-TIpEIceaaTesl.

(4) (ITpegumna an. 3 - JIB, 6p. 74 ot 2014 r.) 3aMECTHUK U3ITBIHUTSIHHUSIT TUPEKTOP 3aeMa
JUTBKHOCTTA TIO TPYJOBO MPABOOTHOIIEHUE, KAaTO TPYJOBHUAT JOTOBOP CE€ CKIIOYBA, W3MEHS H
MIPEKPATSBA OT H3MBJIHUTEIHUS JUPEKTOP CHITIACYBAHO C MHHHCTHPA Ha 3]JPaBEONa3BaHETO.

(5) (Ilpemumnua an. 4 - JIB, 6p. 74 or 2014 r.) V3NOBJIHUTEIHUAT TUPEKTOP OIpPEACIs
(YHKIIUUTE HA 3aMECTHUK W3IBJIHUTEIHHS JUPEKTOP M MOXKE CBhC 3amloBel Ja My Jelierupa
MIPABOMOIIINS B CIy4auTe, MPEIBUICHU B 3aKOH.

(6) (ITpegumna an. 5 - [IB, 6p. 74 ot 2014 r.) IIpaBoMoIusiTa HA UMTBIHUTETHUS TUPEKTOP B
HEroBO OTCHCTBHE C€ OCHIIECTBSIBAT OT 3aMECTHUK U3IMBIHUTEIHUS TUPEKTOP.

(7) (Ilpeaumna an. 6 - JIB, 6p. 74 ot 2014 r.) [IpaBoMomusaTa Ha U3MBIHUTETHUS AUPEKTOP CE
OCBIIECTBSIBAT OT 3aMECTHHUK W3MBIHUTENHUS JUPEKTOP M KOraro JUTHKHOCTTa € CBOOOAHa 10
Ha3HAYaBaHETO Ha M3IIBJIHUTEIICH TUPEKTOP, HO 3a HE TTOBEYE OT TPH MECeIa.

Y. 6. (1) U3ObIHUTETHUAT AUPEKTOD:

1. pbKOBOJOM, KOOPJMHUPA W KOHTPOJIHMpA OCHIIECTBABAHETO HA LAJOCTHATa JEWHOCT Ha
areHIusITa;

2. moamoMara MHHHMCTBpPa Ha 3paBeolNa3BaHETO INpU pa3pabOTBaHETO, MPEICTABSIHETO U
U3IIBJIHEHUETO Ha OBJrapcKuTe TMO3MLIUU TpeA CTPYKTypuTe Ha EBpomeiickus cbio3 U Ipu
MOrOTOBKAaTa Ha IMPOEKTH Ha HOPMAaTHBHM aKTOBE, BbBEXKIAIlM akToBe Ha EBpomelickus cbio3 B
HAIIMOHAJTHOTO 3aKOHOJIaTeCcTBO Ha Peny6iinka bbirapus B o6mactTa Ha JJeKapcTBEHATa MOJIMTHKA,;

3. ochlecTBsiBa mpaBoMonus 1o peaa Ha 3JIIIXM, karo:

a) (mom. - JIB, 6p. 74 ot 2014 r.) u3naBa pa3pelieHus 3a MpOu3BOACTBO U pa3pelIeHns 3a BHOC
Ha JIEKQpCTBEHU MPOAYKTH U PETUCTpUpA MPOU3BOAUTENTN, BHOCUTENN U THPrOBIM HA €ApPO C aKTUBHU
BELIECTBA;

0) W3maBa pa3pemieHust 3a ymoTpeda W yIOCTOBEPEHHS 3a PETUCTpaIlds Ha JIEKAPCTBEHH
TIPOJIYKTH;

B) (mom. - JIB, 6p. 74 ot 2014 r.) n31aBa pa3penieHus U yI0CTOBEPEHHUS 3a ThPTOBHI Ha €po C
JIEKapCTBEHU MPOAYKTH U PETUCTPHPA MOCPEAHULIM B 00J1aCTTa HA JIEKAPCTBEHUTE MPOIYKTH;



I') U37]aBa pa3pellieHus 3a napajieJieH BHOC Ha JIEKapCTBEHU MPOJIYKTH;

n) (u3m. - JIB, Op. 83 ot 2011 r.) m3maBa pa3penieHus 3a ThproBus Ha APEOHO C JICKAPCTBEHHU
MPOJYKTHU B aNTEKa;

€) M3/1aBa pa3pelleHus 3a IPOBeXAaHe Ha KIMHUYHU U3MUTBAHUS Ha JIEKAPCTBEHH MPOIYKTH;

) M37]aBa pa3pelieHus 3a pexiiaMa Ha JICKapCTBEHUTE MPOIYKTH;

3) opraHusupa MPOBEXKIAHETO Ha KOHTPOJA BbPXY MPOU3BOJCTBOTO, BHOCA, ChbXPAHEHHUETO,
THPrOBUSITA Ha €IpO0 H JApeOHO, KIMHUYHUTE W3MUTBaHUs, OE30MacHOCTTa W pekjamara Ha
JIEKapCTBEHUTE MPOJIYKTH;

u) (mom. - JIB, Op. 74 ot 2014 r., u3m. - [IB, Op. 44 or 2015 r.) ompenens chcTaBa Ha
komucuute no wi. 47, an. 1 3JIIIXM, na ExkcriepTHus cbBeT 1o pekiamara mo wi. 251, an. 3 3JIIIXM,
KAaKTO M BUJA U CbCTaBa Ha Komucuute no wi. 47, an. 2 3JIIIXM, pasmepa Ha Bb3HarpaxacHUITA U
YTBBPKAaBa MPaBUIHUIIM 32 YCIOBUSATA U peia Ha paboTarta um;

K) BcAka roavHa a0 31 sHyapu yTBbpXKJaBa CIUCBHIM HAa EKCIEPTH M3BBH ChCTaBa Ha
komucuuTe 1Mo wi. 47, an. 1 u 2 3JIIIXM cien omo0psiBaHETO KM OT MUHHUCTHPA Ha 37IPaBEONa3BaHETO;

1) YTBBPK/IaBa CTAaHAAPTHUTE ONEPATUBHU MPOLIETypU Ha KoMUcHHTE 10 eTuka 1o 3JIITXM;

4. ochlecTBsIBa MpaBoMoIIHs 1o pena Ha 3MMU, karo:

a) pErUCTpUpa METUIIUHCKHU U3JICTTUS;

0) wu3gaBa pa3pelieHus, BpPEMEHHO CHOHpa, MpeKparsBa WIM MOTUBHPAHO OTKa3Ba
MIPOBEXKIAHETO HA KIIMHUYHU U3NUTBAHUS C MEIUITMHCKH U3ICIIHS;

B) (m3Mm. - JIB, Op. 74 ot 2014 r.) u3maBa pa3pemieHus 3a THPTOBHs HA €IPO C MEAMIIMHCKH
1763 (17 LK

r) ompenens pela M yCIOBUSTA 3a M3BBPIIBAHE HAI30p HA IyCHATUTE HA Mas3apa W/Wid
MyCHaTUTE B ACHCTBUE MEIUIIMHCKH U3ENHs Ha TepuTopusita Ha PenyOnuka benrapus;

1) OpraHu3Hpa OCHIIECTBIBAHETO HAa KOHTPOJA BBHPXY ChXPAHEHHMETO, THPTOBUATA Ha €Apo,
KIIMHUYHUTE U3MUTBAHUA U 0€30MaCHOCTTa HA MEIUIIMHCKUTE U3,

5. ocwuiecTBsaBa npapomorus o peaa Ha 3KKK, karo:

a) PbKOBOJIM, KOOPAUHUPA U KOHTpoJMpa GYHKIIUUTE HA areHIUATA KaTO KOMIIETEHTEH OpraH
M0 OTHOIIEHWE JeWHOCTTa Ha JIeYeOHWTE 3aBeleHUs MO B3EMaHe, [UAarHOCTHKa, mpepaboTka,
ChXpaHsBaHe, ynoTrpeda, pa3NpOCTPaHEHHE, OCUTYpsiBaHE Ha KavyecTBO M O€30MacCHOCT Ha KpbBTA U
KPBBHUTE CHCTaBKU U MO OTHOIICHHWE Ha TpaHC()Y3MOHHUS HAA30p, 3a CMa3BaHE W3MCKBAaHUATA Ha
3KKK, cranmapra mo un. 1, an. 4 3KKK u na npaBunara 3a [[obpa nmaboparopna mpaktuka u JloOpa
MIPOU3BOJICTBEHA MTPAKTHUKA;

0) opranusupa npoBexaaHeTo Ha nHcnekiuu o peaa Ha 3KKK B neue6HuTE 3aBeieHMs;

B) aHANMM3Upa U 0000111aBa MHPOPMAIIUATA 32 CEPUO3HUTE UHIIUACHTU U CEPHO3HUTE HEeXKEIaHU
peakIfy, HaCTHIIWIIM B PE3YJITAT HAa B3€MaHe, JUAarHOCTUKA, MpepadoTKa, CbXpaHsIBaHE WU yIoTpeda Ha
KPbB WM KPBBHU ChCTABKH, U MPEAIIPUEMA MEPKH 32 MPEAOTBPATABAHETO UM,

') U3TOTBS JOKJIAJ 3a JIGMHOCTTA Ha areHIMsATa KaTo KOMIETEHTEH OopraH 1o peaa Ha wi. 43a
3KKK, BKIIOYMTENHO OTUET 3a MPEAIPUETUTE MEPKH, CBBP3aHU C MHCIEKIIMUTE U KOHTPOJIA;

6. ochIecTBsIBa (hMHAHCOBATA MOJUTHKA HA areHIUATA;

7. mpeAcTaBs HAa MUHUCTBhPa Ha 3/PABEOIA3BAHETO 3a YTBbPXKAABAaHE MPOEKT Ha TOAMIIHA
rporpama 3a KanmuTaJIOBH Pa3XOJH Ha areHINATa;

8. OChILIECTBSIBA ITPABOMOIIIHS IO YIIPABJICHUE U Pa3BUTHE HA YOBEIIKUTE PECYPCH B areHIUATA,
BB3JIOKEHU MY ChC 3aKOHA 3a aJIMUHUCTpAIHATa, 3aKOHA 3a JbpKaBHUA ciayxkutel, Kogekca Ha Tpyna u
MOA3aKOHOBUTE HOPMATUBHU aKTOBE 10 MPUIJIATAHETO UM;

9. U31aBa BHTPEIIIHM MPaBUiia 32 pabOTHATA 3aIuIaTa Ha CIY>KUTEITUTE;

10. pbKOBOJIW, OpraHM3Mpa M KOHTPOIUpPA JAEWHOCTTAa MO 3allMTa Ha KiIacuuIlMpaHaTa
nH(pOpMaIus B areHIUsITa;

11. cxirouBa AOroBOpH, HEOOXOIUMH 33 ACHMHOCTTA HA areHIMATA U HEeMHATa afMUHUCTpALUs,
CbOOpPa3HO CBOUTE MPABOMOIIIHNS;



12. yrBBpXAaBa cUCTEMA 10 KAaUECTBOTO B arcHIMATA, CTAHJAPTHU ONEPATUBHU IPOLEAYPH,
yKa3aHUs, BRTPEIIHN NPaBUIIa, HAPBYHUIIM M0 KAYeCTBOTO M MHCTPYKIIMH 3a paboTa B areHIUATA;

13. ocbuiecTBABa KOHTAKTM U CBHTPYIHUYM C JbpXKABHU OPraHU U C HENPaBUTEIICTBEHU
OpTraHU3aIH, KAaKTO U C MEXKIYHAPOIHH OPTaHU3aIllui U UHCTUTYIIUY;

14. (voBa - JIB, 6p. 60 ot 2017 r., B cuna ot 25.07.2017 r.) ocurypsiBa TeXHHYECKH JIEHHOCTTA
Ha KoMucusiTa o eTvika 3a MHOTOLIEHTPOBH U3ITUTBAHMS.

(2) (Ot™m. - 1B, 6p. 7 o1 2013 1.)

Yn. 7. B wu3mpiIHEHHME HA CBOUTE IIpaBOMOIIMA HSIOBIHUTCIIHUAT JUPEKTOP H3aaBa
HHAUBUAYATIHH aIMUHUCTPATUBHU AKTOBC I10 pCa Ha AI[MI/IHI/ICTpaTI/IBHOHpOI_[eCyaJIHI/ISI KOJICKC.

Pazgea II.
I'naBen cexperap

Yn. 8. I'maBHuAT CCKpPETap OCHIICCTBABA AAMUHUCTPATUBHOTO PHbKOBOJACTBO HA arCHIMATA.

Un. 9. ['maBHUAT cexkperap:

1. pbKOBOAM, KOOpAWUHUpPA W KOHTpPOJMpa (DYHKIMOHHUPAHETO © JEHHOCTTa HAa
aMUHUCTpAIMATA 32 TOYHO CIla3BaHE HAa HOPMATHUBHHUTE AaKTOBE M 3aKOHHUTE pa3MOpEkKITaHHS Ha
W3IBITHATEITHUS TUPEKTOP;

2. oTroBaps 3a IUIAaHHUPAHETO M OTUYETHOCTTA NMPU H3MBIHCHUETO Ha CXKETOJHHUTE IICIM Ha
arcHIIMATA;

3. ompezens opranu3aiysaTa Ha padoTa U pena 3a JOKyMEHTO000pOoTa B areHIUsATa;

4. pBKOBOJIU TIPOIIECa MO ABTOMATHU3AIMs HA YIIPABIICHUETO HA arCHIUATA;

5. oTroBaps 3a CTOMAHUCBAHETO M YIPABIEHUETO Ha Jbp’KaBHATA COOCTBEHOCT, MpPEAOCTaBeHa
Ha areHIINsTA;

6. crmeau 3a 3aKOHOCHOOPA3HOTO M IIENIECHOOPA3HOTO pa3xoJBaHE Ha (PUHAHCOBUTE U
MaTepHUATHUTE CPEJICTBA, IPEIOCTABCHN HA arcHIUATA,;

7. yITBbpXK/aBa JUTb)KHOCTHUTE XapaKTEPUCTUKH Ha CIY>KUTEJINUTE B areHIUITa U KOOPIUHUPA U
KOHTPOJIHpA TpoIieca Ha aTECTUPAHETO UM;

8. opranuzupa paboTrara ¢ MPEATOKEHUATA U CUTHAIUTE B CHOTBETCTBHE C pa3MopenOuTe Ha
rJIaBa OcMa OT AJIMUHUCTPATUBHOIIPOIICCYATHHS KOJIEKC;

9. M3roTBA €XEroJieH MOKIal 3a ChCTOSHHETO Ha aIMUHUCTpALUATA U TO MPEACTaBs Mpen
W3IBITHATEITHUS TUPEKTOP;

10. u3mBJIHABA U APYTU AEHHOCTH, BB3JIOKEHU MY OT U3IIBIIHUTEIHUS JUPEKTOP.

Paspean I11.
Cay:xuteJs o curypHoctrra Ha uHopmanusita (Orm. - /IB, 6p. 44 ot 2015 1.)

Y. 10. (Otwm. - IB, 6p. 44 ot 2015 1.)

Pa3znen IV.
®unancoB koHTpOJabOp (Hos - /IB, 0p. 74 ot 2014 1.)

UYn. 10a. (Hos - IB, Op. 74 ot 2014 r., usm. - JIB, 6p. 44 ot 2015 r.) (1) ®uHaHCOBUAT
KOHTPOJILOP € MPSKO MOJAYMHEH Ha U3ITBIHUTEIHUS JUPEKTOP U OCBIIECTBSABA MPEABAPUTEIIEH KOHTPOI



3a 3aKOHOCHOOPA3HOCT CHIITACHO 3aKoHA 332 (PMHAHCOBOTO YIPABICHUE U KOHTPOJ B ITyOTUYHHS CEKTOP.
(2) dOuHAHCOBUAT KOHTPOJIHOP H3BBPIIBA HEOOXOAUMHTE MPOBEPKH M H3pa3siBa MHEHHUE 3a
3aKOHOCHOOPA3HOCT MO OTHOIICHHE HA (PMHAHCOBATA JICWHOCT HA arCHIIUATA.
(3) PenbT 1 HAUMHBT 32 U3BBPIIBAHE HA TPEABAPUTEIICH KOHTPOJ OT (PMHAHCOBHS KOHTPOJIBOP
CC ONpCACIIAT C BLTPCIIHU aKTOBC B CbOTBCTCTBUC C YKAa3aHUATA HA MUHUCTHPA HA d)HHaHCI/ITC.

_ I'naBa Tpera.
JEMHOCT U OPTAHU3ALIUA HA PABOTATA HA ATEHIHHUATA

Pazpean 1.
OO0 MoJI0KEeHU S

Un. 11. (1) Arennusra e opraHu3upaHa B 00Ia U CICIHUATU3NPAHA aJIMHUHHUCTPALHS CIIOPE]
JNEHHOCTUTE, KOUTO U3BBPIIBA.

(2) (U3wm. - 1B, 6p. 83 ot 2011 ., m3m. - /IB, Op. 30 ot 2013 ., B cmia ot 26.03.2013 r., u3m. -
1B, Op. 24 ot 2014 1., u3m. - JIB, 6p. 84 ot 2014 r., B cuna ot 10.10.2014 r.) O61Iara yuciaeHoOCT Ha
nepcoHaina B areHusaTa € 194 matau Opoiku.

(3) PasmpeneneHuero Ha YHMCICHOCTTa Ha IE€pCOHAaia B aJIMUHUCTPATUBHHUTE 3BEHA Ha
areHIIMATA € IIOCOYCHO B MPHIIOKCHHUETO.

Pazpen 11.
O01ma axMMHUCTPAIHS

Un. 12. (1) OOmara aAMUHUCTpAIUSl OCUTYpsIBA TEXHUYECKH IEHHOCTTA HA M3IIBIHUTEIHUS
IUPEKTOp M Ha CleluuaIu3upaHara aIMHHHCTpAIM, KaKTO M JAEWHOCTHTE MO aAMHUHHCTPATUBHOTO
oOciykBaHE Ha TPaKJIaHUTE U IOPUINUECKUTE JIUIIA.

(2) (U3m. - IIB, 6p. 83 ot 2011 r., usm. - JIB, Op. 44 ot 2015 r.) Obmata afMUHUCTpaLIUs €
opranm3upana B gupeknus "[IpaBHU, aIMUHUCTPATUBHO-(QUHAHCOBH JIEHHOCTH W YIPABICHHEC HA
KauecTBOTO".

Un. 13. (U3m. - 1B, Op. 44 ot 2015 r.) Hupekuus "[IpaBHU, aAMUHUCTPAaTUBHO-(PUHAHCOBU
J€MHOCTHU U yIpaBJIeHUE Ha Ka4eCTBOTO":

1. M3roTBs MPOEKT Ha TOJUIIEH OIO0/DKET Ha areHINATA;

2. ocurypsiBa (PHHAHCOBO-CUETOBOJHOTO OOCITY)KBaHE Ha areHIUATA;

3. (u3m. - IB, 6p. 74 ot 2014 r.) moanomara ppbKOBOACTBOTO Ha areHIUATA 3a MPABUIHOTO U
3aKOHOCBHOOPA3HOTO M3MOJI3BaHe HAa (PMHAHCOBUTE PECYPCH U 3a ONa3BaHe HAa COOCTBEHOCTTA;

4. U3rOTBS MECEYHH, TPUMECEYHHU U TOJIUIIHN OTYETH 3a KACOBOTO M3ITBJIIHEHHE Ha OIOKeTa Ha
areHIUATa, TOArOTBs TOAUIIHUS (PMHAHCOB OTYET U OaNaHC HA areHIINSTA;

5. ocurypsiBa ChXpaHSIBaHETO Ha CYETOBOJAHHUTE JOKYMEHTH CHITIACHO M3MCKBaHUATA Ha 3aKOHA
3a CUETOBO/ICTBOTO;

6. opraHu3upa NPaBUITHOTO TTOJI3BAaHE U YIPaBJICHUE Ha COOCTBEHOCTTA HA areHIUATA,

7. pa3paboTBa MPOEKTUTE HA JUTHKHOCTHOTO M MOMMEHHOTO Pa3NMCaHHe Ha IBKHOCTUTE B
areHIusITa;

8. opranuzupa JeWHOCTTa MO OOsABSBaHE HAa KOHKYPCHTE 3a IbpKABHU CIY)KUTEIU U
HabupaHeTo U moAdOpa Ha CIYKUTEIHU 0 TPYAOBO MPABOOTHOIIEHHUE;

9. TOAroTBs MPOEKTUTE HA AaKTOBETe, CBBP3aHM C BB3HUKBAHETO, W3MEHSHETO H
MIPEKPaTSIBAHETO HA TPYIOBUTE H CITY’)KEOHHTE TIPABOOTHOIICHHUS HA CITY’)KUTEIIUTE B arCHIUATA,



10. 06pa3yBa, BOJIU U ChbXpaHsABA CIY)KEOHUTE U JJMUYHUTE JOCUETA Ha CIY)KUTEINTE;

11. ocbliecTBsiBAa MeTOAMYECKA IOMOL] IPU pPa3pabOTBAHETO M AaKTYaJIM3UPAHETO Ha
JUTbKHOCTHUTE XapaKTEPUCTUKU HA CIY)KUTEJIUTE U B IIPOLIECa HA ATECTUPAHETO UM;

12. U3roTBs MpOEKTa Ha TOAULIEH IUIaH 3a 00y4YEHHUE Ha CIIYKUTEIIUTE Ha areHIUATA;

13. (mom. - JIB, 6p. 44 ot 2015 r.) opraHu3upa U OCHIIECTBSIBA JEIOBOJHATA M apXHBHATA
JIEMHOCT;

14. opraHum3upa W KOOpIMHHMpA JEHHOCTTa IO aJIMUHHCTPATUBHOTO OOCIy)XBaHE Ha
bu3nvecKuTe U IOPUINIECKUTE JIULIA;

15. u3BBpIIBA IEHHOCTH IO OCUTypsIBAaHE Ha 37APAaBOCIOBHU U 0€30MacHH YCIOBHUS Ha paboTa B
areHuusITa;

16. (mom. - 1B, 6p. 44 ot 2015 r.) creau 3a cna3BaHETO Ha PEXHMMa Ha OIYCKAaHE HA BHHIITHU
JMIA B CrpajiaTa Ha areHUUsATa, 3a OXpaHaTa Ha Crpajara, 3a 3allluTa Ha JIMYHWUTE JaHHU U 3a 3alluTa
pu OeACTBUS;

17. opranu3upa U KOHTPOJIMPA NPOEKTUPAHETO U BHEAPABAHETO HA MH(POPMALMOHHU CUCTEMU
3a HY)KIUTE HA areHLMsITa;

18. u3rpaxkaa, noJAbpKa U OpraHusupa AeHHOCTTa 110 U3I0JI3BaHe Ha MH(POPMALMOHHUTE 0a3u
JAaHHY Ha areHLUATA;

19. opranusupa W MOJAbp)KAa aBTOMAaTH3UpaHaTa HMH(OpPMalMOHHA HHQPPACTPYKTypa Ha
areHUuATa - JJOKAJIHU MPEXKU, KOMYHUKAlMOHHA U KOMITIOThPHA TEXHUKA;

20. pa3paboTBa mpaBuia 3a HMH(DOPMAIMOHHO YIpaBlIeHHME M CHUCTEMa 3a JOCTBI [0
uHpOpMAIIHS;

21. opranu3upa BHEIPSABAHETO HA HOBU MH(OPMAIIMOHHU U KOMYHUKALIUOHHU TEXHOJIOTHH;

22. (m3m. - 1B, Op. 44 ot 2015 r.) ocurypsiBa B3aUMOJCHCTBHUETO C aBTOMAaTH3UPAHUTE
MHGOPMALIMOHHM CHCTEMH Ha areHnusTa CcbC CHCTEMHTE Ha JpYrM 3BeHa OT Jbp)KaBHaTa
aaMuHHCTpanus, Ha EBponeiickarta arenius no jexkapcrsara (EMA) u na EBpornelickara komucus;

23. (m3Mm. - JIB, 6p. 44 ot 2015 r.) opranu3upa U KOOpIAWHUPA MEXKAYHApOIHATA JIEHHOCT Ha
areHUusATa U ChTPYIHUYECTBOTO C PEryIaTOPHUTE M KOHTPOJIHUTE OpPraHM Ha JIPYrH AbPKABU U C
OopraHuzanure, paboTel B 00JIacTTa Ha JIeKapcTBEHATa peryjalus U KOHTPOJ, BKIIOUUTEITHO M
paboTaTa Ha EKCHEepTUTE OT areHIusATa B HAyyHUTE KOMUTETH U paborHute Tpynu Ha EMA,
EBpornelickara komucusi, EBponieiickust JUpEKTOpaT Mo Ka4eCTBOTO Ha JIEKAPCTBATA U 3/1paBEOINAa3BaHE U
Ha JIpyTY OPTaHU U UHCTUTYLINH;

24. U3roTBs 3al0BEIN 32 3aJAIPAaHUYHU KOMaHIUPOBKH M CBOEBPEMEHHO MOATOTBS MAacHOpPTH U
BU3M Ha KOMaHAUPOBAHUTE;

25. (ot™. - /1B, 6p. 83 ot 2011 r., HOBa - /IB, 6p. 44 ot 2015 1.) KOOpAMHHMPA IPOYYBAHETO HA
M3TOYHMIIA HA MEXYHApOJIHO (PMHAHCHUPAHE;

26. (u3m. - JIB, Op. 44 or 2015 r.) ocurypsiBa NpaBHO-HOPMATUBHOTO OOCIyXBaHE Ha
areHUusATa, CBbP3aHO ChC CIIA3BaHE HA HAIIMOHAIHOTO U OOUIHOCTHOTO MPaBo;

27. (noBa - JIB, 6p. 44 ot 2015 r.) ochluecTBsiBa NPOIECYaTHOTO MNPEACTABUTEICTBO Ha
areHuusaATa;

28. (noBa - /1B, Op. 44 ot 2015 r.) ydacTBa B pa3pabOTBaHETO HA MPOEKTH Ha HOPMATHBHH
aKTOBE M J]JaBa CTAHOBHUIIIA 110 MPOEKTH HAa HOPMATUBHU aKTOBE;

29. (woBa - [IB, Op. 44 ot 2015 r.) yuacTBa B pa3paboTBaHETO W/MJIM ChIJIaCyBa 3a
3aKOHOCHOOPA3HOCT MPOEKTH Ha aKTOBE HAa U3I'BJIHUTEIIHUS JUPEKTOD;

30. (HoBa - /IB, Op. 44 ot 2015 r.) gaBa mpeUIOKEHUS 1O MPABHU BBIPOCH BBB BPbB3Ka C
NeiHocTUTE M (PYHKIMHUTE HA areHIusATa, CBbpP3aHW C HAIMOHAJIHUTE U MEXIyHApOJIHUTE M
aHTa)XKUMEHTH;

31. (noBa - /IB, Op. 44 ot 2015 r.) koopaKMHUpPA, KOHTPOJIMPA U y4acTBa B U3MBIHEHUETO Ha
IIpYeTaTa NOJUTHKA 110 KAYECTBO B areHIIUATA U CBBP3aHUTE C HESl TOAUIIHY LIETH;

32. (noBa - /IB, Op. 44 ot 2015 1.) opranu3upa nperjieuTe OT PhKOBOJICTBOTO HAa BHEIPEHUTE



CUCTeMH 3a YIpaBlicHHUE B areHIUsATa, B T.4. aKTyaJdu3alys Ha MpUETaTa MOJIHTHKA MO Ka4eCTBO U
nH(pOpMaIMOHHA CUTYPHOCT;

33. (noBa - /1B, Op. 44 ot 2015 r.) KOHCyNTHpA AUPEKLUUTE B CH3/1aBAHETO, BHEIPSIBAHETO U
MOAIBPKAHETO HA MPOIeCH, HEOOXOAUMHU 3a MPOBEXKIAHATA MOJUTHKA [0 KaYeCTBO M MH(OpMAIIMOHHA
CUTYPHOCT;

34. (voBa - JIB, Op. 44 ot 2015 r.) moamomara M3IMBIHUTETHUS AUPEKTOP 3a MOJIbpPKaHE Ha
IIPOLIECU Ha HENIPEKBCHATO N0100psiBaHE HA KaUE€CTBOTO B ar€HLIUATA;

35. (noBa - JIB, Op. 44 ot 2015 r.) cwm3maBa, moaabpKa W aKTyaM3upa HapbhbUYHHKA 3a
yIpaBJI€HUE HA BHEJPEHUTE CUCTEMH 3a YIPABIECHUE B ar€HIUATA;

36. (noBa - /IB, 6p. 44 ot 2015 r.) KOOpAMHKMpPA W/WUIK Yy9acTBa B Ch3/JaBAHETO HA MPOLEIYPH,
WHCTPYKIUHU, GOPMYISIPU U IPYTU BHTPEITHU JOKYMEHTH OT CHCTEMUTE 32 YIIPABJICHUE B arCHIIUATA;

37. (moBa - JIB, Op. 44 ot 2015 r.) KOHTpOJHpa PaA3MPOCTPAHCHUETO M APXUBHUPAHETO Ha
BBTPEIIHUTE JJOKYMEHTH Ha CUCTEMUTE 3a YIIPaBJICHUE B areHIIUSATA;

38. (HoBa - JIB, Op. 44 ot 2015 r.) paboTH 3a WHTErpalKs Ha CHUCTeMaTa 3a yIpaBJICHHE Ha
KauecTBOTO C IPYI'M CUCTEMU 32 yIPaBJICHHUE;

39. (voBa - /IB, Op. 44 ot 2015 r.) opranu3upa u MpoBeXkaa BbTPEUTHU TPOBEPKU HA CUCTEMHUTE
3a yIpaBJCHUE B arcHIIUATA;

40. (noBa - /IB, Op. 44 ot 2015 r.) moaabpKa BPB3KH ChC CHEIUATH3UPAHUTE HAIMOHAIHHA U
MEXIyHApOIHU OPraHU3allUU 110 KaYeCTBO U CTaH apTHU3aIHsI.

Ui 14. (U3m. - JIB, 6p. 83 ot 2011 1., oT™. - [IB, 6p. 44 oT 2015 T.)

Y. 15. (Orm. - IB, 6p. 83 or 2011 1.)

Pasnean I11.
Crnenuajn3upana aiMUHUCTPAIIHS

Uin. 16. Cnenmanu3upanara aiMUHACTPAIMS TOAIOMAara OChIIECTBABAHETO HA MPaABOMOIIUATA
Ha U3M'BJIHUTETHUS TUPEKTOP, CBhP3aHU C HETOBaTa KOMIIETEHTHOCT.

Un. 17. Cnenuanu3upaHara aJMUHUCTpALUs € OpraHu3MpaHa BbB:

1. (mom. - 1B, Op. 74 ot 2014 r., u3m. - 1B, Op. 44 ot 2015 r.) mupekuus "Haazop Ha ma3zapa u
AHCHEKIHHU'";

2. nupekuus "Pa3pemienus 3a ynorpe0a Ha JIeKapCTBEHU IPOAYKTH';

3. nupekuus "AHalM3K Ha JIEKapCTBEHUTE MPOAYKTH";

4. (u3m. - /1B, 6p. 44 ot 2015 r.) nupexkuus "[IpocrneasiBane Ha JekapcTBeHaTa 6€30MaCHOCT U
KIMHUYHY H3IATBAHUA";

5. nupexuus "KonTpon Ha TpaHcdy3HMOHHaTa cuctema';

6. (oM. - 1B, Op. 74 ot 2014 r., HOoBa - JIB, Op. 44 ot 2015 r.) nupekuus "JlekapcTBeHa
uHpOpManKa U HEMHTEPBEHIIMOHATHY MTPOyYBaHU".

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

UYn. 18. (dom. - [IB, 6p. 74 ot 2014 r., usm. - [IB, 6p. 44 ot 2015 r.) HAupekuus "Hanzop Ha
rnazapa ¥ MHCHEKINu":

1. M3BBpIIBA OIIEHKA Ha IOKyMEHTAIIMATA 32 U3/1aBaHe WM 332 IPOMsIHA Ha:

a) (u3m. - JIB, Op. 74 ot 2014 1.) pa3pemieHus 3a MPOU3BOJICTBO MJIM 32 BHOC Ha JIEKAPCTBEHHU
TIPOJTKTH;

0) (mom. - IIB, Op. 74 ot 2014 r.) pa3pemieHuss U yJOCTOBEPEHHUS 3a THPTOBHUS Ha €IpO C
JIEKapCTBEHH MPOAYKTH U pa3pelIeHus 3a ThProBUs Ha €pO ¢ MEAULIMHCKHI U3JIeNIHNS;

B) (u3M. - IB, Op. 83 ot 2011 r.) pa3pemieHus 3a TbproBust Ha ApeOHO C JIEKApCTBEHU MPOAYKTH



B aNTeKa;

r) (HOBa - JIB, Op. 74 ot 2014 r.) peructpanusi Ha TPOU3BOAUTEIIN/BHOCUTEIIN/THPTOBIM Ha
€/IpO C aKTHBHU BEILECTBA U PErHCTPALUs HAa MOCPETHUIIM B 00JIACTTa HA JIEKAPCTBEHUTE MIPOIYKTH.

2. (m3m. - JIB, 6p. 74 ot 2014 r.) KOHCYATHpPA UHBECTUIIMOHHUTE MPOEKTH 332 CTPOUTEICTBO Ha
HOBH W/WJIM MPEYCTPOUCTBO HA CHIECTBYBAIIM OOEKTH, CBBP3aHU C MPOU3BOACTBOTO Ha JIEKAPCTBEHU
MIPOJYKTH, B ChOTBETCTBUE C MpaBuiara 3a [JJoOpa npous3BoacTBEHA IPAKTHUKA;

3. oChILECTBsIBA KOHTPOJI 32 cria3BaHeTo Ha JloOpara mpou3BOCTBEHA MPAKTHKA;

4. ochlecTBsIBa KOHTPOJI 3a cria3BaHeTo Ha J{oOpara qucTpubyropcka MpakTUKa;

5. (m3m. - 1B, 6p. 74 ot 2014 r.) uznasa ceprudukatu 3a Jlodpa mpon3BoaACTBEHA MPAKTUKA U
ceptuduKaTi chriacHo ceprudukarara cxema Ha CBeTOBHATA 3/jpaBHA OpraHU3AINS;

6. (mm. - [IB, 6p. 83 ot 2011 r., u3m. - [IB, 6p. 74 ot 2014 r.) moaabpka PETUCTPUTE TIO UIL.
19,an. 1, 1. 1, 2,4 u 5 or 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XymMaHHaTa MenunuHa (3JIIIXM) u mo
1. 81 ot 3akoHa 3a MeauuMHCKUTE U3aeaus (3MU);

7. nombiiBa B EBpornietickata 6a3a nanan EudraGMP undopmarus 3a u3gageHuTe pa3penieHus
3a IPOU3BOJICTBO U 3a BHOC Ha JIEKAPCTBEHU MPOIYKTH;

8. U3BBPILIBA UHCIIEKIIUU U MPOBEPKH HA MSCTO:

a) 3a YCTaHOBSIBAHE CBHOTBETCTBUETO HAa IIOMEIEHUATA, CHOPHKEHUATA U YCJIOBUATA 3a
MIPOU3BOJICTBO, KOHTPOJ M ChXpPaHEHUE M THPTrOBUS C JIGKAPCTBEHU MPOAYKTH C M3UCKBAHUATA HA
JloOpata mpoM3BOACTBEHA NpPAaKTUKa Ha JIGKAPCTBEHHM MNpoAyKTH W Ha JloOpara muctpuOyropcka
MIPAKTUKA;

0) Ha IPOU3BOIUTEIH, BHOCUTEIH, IPUTEKATEIIN HA pa3peleHne 3a ynoTpeda, Ha ThPTrOBIH Ha
€/IpO C JIEKapCTBEHU MPOAYKTHU, Ha allTeKH U JPOTepUH BbB Bpb3Ka C HaJ30pa Ha mas3apa;

B) (HoBa - JIB, O6p. 83 ot 2011 r.) Ha MPOU3BOAMUTENIM, BHOCUTEIM U HAa THPTOBIM HAa €IpO C
MEIUIIMHCKHU U3eNusl BbB Bpb3Ka C HaJ[30pa Ha ma3apa;

9. (m3m. - JIB, Op. 83 ot 2011 r.) mpaBu mpemIoKEeHUE 10 U3MBIHUTEIHHUS AUPEKTOP 32
BPEMEHHO CIUpaHe, NpeKpaTsBaHE WIM OTHEMAaHE Ha pa3pelieHus 3a ymnoTrpeda, paspelieHus 3a
IIPOM3BOJICTBO, PA3pELICHMsI 32 BHOC, pa3pelIeHHs 32 ThPrOBUs Ha €ApO WIM Ha IpeOHO C JIEKapCTBEHU
IIPOJAYKTH, pa3pellleHus 3a MapajelieH BHOC Ha JIEKAPCTBEHU NPOAYKTH B mpensuacHure B 3JIIIXM
clly4au;

10. wu3BBpIIBa JEHHOCTH, CBBbpP3aHU C OJOKMpaHEe, M3TEIVISHE WJIM YHUIIOXKAaBaHE Ha
JIEKapCTBEHM MPOJIYKTH, MOKa3ajdl HEChOTBETCTBHE C H3HCKBAaHHUATA 3a KadyecTBO, OE30MacHOCT U
edUKacHOCT;

11. yuactBa B uncnekuuu no 3KKK B neueGHUTE 3aBesieHUs 10 OTHOILLIEHHE Ha CIIa3BaHETO Ha
M3KCKBaHUATa Ha JloOpara mpou3BOJCTBEHA MPAKTHKA,;

12. (noBa - /IB, 6p. 83 or 2011 r.) KOHTponUpa pekiaMaTa Ha JEKApCTBEHUTE NMPOAYKTU U
HEHHOTO pa3NpOCTPaHEHMUE;

13. (HoBa - JIB, Op. 83 ot 2011 r.) ceriacyBa gapeHusiTa Ha JEKapCTBEHU MPOAYKTH U U3TOTBS
uHpopmanuara 1o wi. 268a, an. 5 3JIIXM;

14. (voBa - /IB, 6p. 74 ot 2014 r.) u3BbpIIBa JEHHOCTUTE TIO PETUCTPALHMATA U BOJH PETUCTHPa
Ha MEIUIMHCKUTE M3JeNud, MyCHATH Ha Mas3apa W/Wid B JEHCTBHE Ha TepuTopusAta Ha PemyOmuka
bearapus;

15. (noBa - 1B, Op. 74 ot 2014 r.) ochluecTBsBa Ha/A30p Ha Ma3apa 4pe3 M3BBPIIBAHE HA
MIPOBEPKHU Ha MyCHATUTE Ha Ia3apa W/WiIK B AeWCTBUE METUIIMHCKU U3JIEHsI U B3eMaHe Ha 00pa3iu Win
npoOu 3a U3MHUTBAHE;

16. (woBa - JIB, Op. 74 ot 2014 r.) u3roTBd rojAMileH IUIaH 3a HaJ30pa Ha Mas3apa Ha
MEIULMHCKHU U3AENIUs U IO NPEACTABS HAa U3IIBIHUTEIHUS TUPEKTOP 32 YTBBPKIABAHE;

17. (voBa - JIB, 6p. 74 ot 2014 r.) ochIIECTBABA KOHTPOJ BHPXY ChXPaHEHHUETO, THPTrOBUATA Ha
e/1po, 0e30MacHOCTTa U KIMHUYHUTE U3MUTBAHUS C MEAULIMHCKU U3/1EIHS;

18. (moBa - JIB, Op. 74 ot 2014 r.) u3BBpIIBA WHCINEKIMH HA THPrOBUM Ha €IpO U



MIPOM3BOIUTENIN HA MEAUIIMHCKH U3JICNHS, aTeKH, POTePUH, JICUeOHH U 3IpaBHU 3aBEACHUS U O0CKTH
OT ThProBCKaTa Mpexa;

19. (noBa - JIB, Op. 74 ot 2014 r.) moaabpka CUCTEMa 3a PETHCTpUpPAHE U aAHAIU3 Ha
CHOOILIECHHUS 32 MHIUACHTH C MEIMLIMHCKU U3JIEHsSI U TIpeijiara npenprueManeTo Ha ChbOTBETHU MEPKHU;

20. (moBa - JIB, Op. 74 ot 2014 r.) momabpka apXWB Ha PErHUCTPALIMOHHUTE JOCHETa Ha
MEAUIIMHCKUTE U3/1EIHS;

21. (noBa - /1B, 6p. 74 ot 2014 r.) U3BBpIIBA AEWHOCTH, CBHP3aHU C OJOKUPAHE U U3TETIIIHE Ha
MEAUIMHCKHI U3/eNus, HEChOTBETCTBAIIM Ha U3UCKBAHUATA 32 OE30MaCHOCT;

22. (woBa - JIB, Op. 74 ot 2014 r.) U3roTBsl CTAaHOBHWINA JO HM3I'BIHUTEIHHS IUPEKTOpP 3a
3a0paHa UM BPEMEHHO CIIMpaHe Ha Pa3npoCTPaHEHUETO WK ynoTpedaTa Ha METUIIUHCKY U3/IENINS;

23. (uoBa - JIB, O6p. 74 or 2014 r.) U3roTBs CTAHOBHUILA 0 H3II'BIHUTEIHUS TUPEKTOpP 3a
paspeliaBaHe MyCKaHeTo B ICMCTBUE HA MEIUIIMHCKO M3eNHe B ciaydanTe no wi. 12 3MU;

24. (noBa - JIB, 6p. 74 ot 2014 r.) npoBepsiBa ¥ U3rOTBsI CTAHOBUIIA 11O MOCTHIUIN CUTHAIIN Ha
rpa)x/JIaHyd U MEJIULMHCKU CIICUAINCTU BbB Bpb3Ka C 0€30MaCHOCTTa Ha MEUIIMHCKUTE U3/1EITus;

25. (noBa - JIB, Op. 74 ot 2014 r.) yuacTBa ChC CBOU NPEICTABUTEIN B KOMUCHATA MO Wi 62
3MU;

26. (moBa - JIB, Op. 74 ot 2014 r.) mpencraBs uHpopmamms B EBpomeiickata 6a3za 3a
MEIUIIMHCKHI U3eNUsl BbB BPb3Ka C IIyCHATUTE HA Ma3apa/llyCHATUTE B JCHCTBUE METUIIMHCKU U3JICIIHS;

27. (moBa - JIB, Op. 74 ot 2014 r.) oneHsBa TMoOJaJcHATa JOKYMCHTAIMS 3a W3JaBaHE Ha
paspeleHus 3a KITMHUYHU U3MUTBAHUS C MEIULIMHCKU U3/ICIHS;

28. (moBa - /1B, Op. 74 ot 2014 r.) mpaBu NpeayoXKEHHE 0 W3ITBIHUTEITHHUS JUPEKTOP 3a
CIHMpaHe WIM MPEKpaTsBaHe Ha KIMHUYHM M3MUTBAHHUS HA MEIUIIMHCKU H3JENus MpH YCTaHOBEHU
HapyIICHHUS;

29. (noBa - /IB, 6p. 74 ot 2014 r.) nomabpka 1 BOAM peructpute mo wi. 31, ain. 2 u . 58, ai.
1 3MMU u crmcbka 1o wi. 30a 3MU;

30. (voBa - /IB, Op. 44 ot 2015 r.) ochiiecTBsIBa KOHTPOJI 3a cria3BaHeTo Ha JloOpara KIIMHMYHA
MIpaKTUKa IPU MPOBEXKAAHETO HA KIIMHUYHY W3MUTBAHUS Ha JIEKApPCTBEHU NPOAYKTHU;

31. (HoBa - /IB, 6p. 44 ot 2015 r.) U3BBpIIBA HHCIEKIMH HA JIEYeOHH 3aBe/ICHHs] U KOMUCHUHU O
€THKA BbB BPbB3Ka C MPOBEKIAHUTE KIMHUYHUA U3MTUTBAHUS,

32. (uoBa - JIB, Op. 44 ot 2015 r.) mpaBu TMpenyoKeHUE A0 W3MBIHUTETHUS IUPEKTOP 3a
CIHMpaHe WM TNpEeKpaTsBaHE HAa KIMHUYHM M3NUTBAHUS Ha JIEKAPCTBEHU MPOIYKTH MPU YCTAaHOBEHU
HapyIIeHHUs;

33. (noma - 1B, 6p. 44 ot 2015 r.) ympaxHsiBa KOHTPOJI BBbpPXY CHCTEMara 3a JICKapCTBEHA
0e30MacHOCT Ha MpUTEXaTelIUTe Ha pa3pelleHusTa 3a ynorpeba M 3a cla3BaHe HAa M3UCKBAHUATA Ha
Jlo6Gparta mpakTHKa 3a IpociiesiBaHe Ha JeKapcTBeHa 0€30IacHOCT;

34. (1oBa - /IB, 6p. 44 ot 2015 r.) U3BbpIIBAa MHCIEKIIUN HAa MPUTEKATEIN HA pa3pelieHus 3a
ynotpeba Ha JIEKApCTBEHU NPOAYKTH, JIEUEOHHM U 3JIpaBHH 3aBEACHUS IO cHCTEMaTa 3a JIEKapCTBEHa
6e30macHOCT U mpeasara npeanpueMane Ha npeasuaeHute B 3JIIIXM mepku.

Un. 19. Qupexnus "Pa3pemenus 3a ynorpeda Ha JIEKapCTBEHU MTPOTYKTH":

1. u3BBpIIBA TPOBEPKA HA BATMAHOCTTA HA 3asBJICHUATA U IOKYMEHTALIUTA 32 pa3peliaBaHe 3a
ynotpeba/perucTpanusi Ha JIEKapCTBEHHM TPOJYKTH, KAKTO W Ha JIOKYMEHTAallus 3a TIOJHOBSIBAaHE,
MpOMsIHA, pa3IIMpsiBaHE OOXBaTa Ha pa3pelieHus 3a yrnoTpeda, MPEeXBBPIASHE Ha TMpaBa BBPXY
paspeiieHusi 3a ymnorpeba MO HalMOHANHA Mpolenypa U MpOIenypd MO B3aUMHO INpPU3HABAHE U
JeLEHTpaIu3upaHa npoueaypa;

2. HU3BLPIIBA OICHKA Ha aJIMUHHUCTpaTHBHATA, (i)apMaHeBTI/I'—IHaTa, NpCAKIMHNUYHAaTa |
KIIMHUYHATA JOKYMEHTAIUS 3a pa3pelaBane 3a ynorpeda/peructpains Ha JeKapcTBeHH MPOAYKTH U Ha
AOKYMCHTalusATa, CBbp3aHa C IOAHOBABAHC, IMPOMAHA, MPEXBBHPIIIHC Ha IIpaBa WKW pPasmivupssBaHE



o0xBara Ha paspeleHus 3a ynorpeba, KakTo W Ha JOKyMeHTauusta mo wi. 215, am. 2 3JIIIXM 3a
napa’sesieH BHOC;

3. M3roTBs OLIEHBYHU JOKJIAH 32 JIEKApPCTBEHUTE MPOAYKTU IO HALMOHAJIHA IPOLEAYpA U IO
IpoLeaypa Mo B3auMHO MPU3HABAaHE U JEIIeHTpalIU3upaHa npoueaypa, koraro boarapus e pedepentna
IbpKaBa;

4. u3BbBpIIBA OLEHKA W JaBa CTAaHOBHILE IO OILEHBYHUS JAOKIAA U JOKYMEHTAIUsATa Ha
pedepeHTHaTa AbpKaBa MO MPOIEIYyPUTE 1O B3aMMHO NPU3HABAHE U JCLEHTPATM3UPAHHU HPOLEIYPH,
Korato bwirapus e 3acernara ctpasa;

5. (u3m. - 1B, 6p. 44 ot 2015 r.) MOATOTBS CTAHOBUINA B CIIy4auTe HA apOUTpakHA MPOIIeIypa
npen Komurera 3a jiekapcTBeHU MPOAYKTH KbM EMA;

6. (u3m. - JIB, 6p. 83 ot 2011 r.) opranusupa u KOOpAHHUPA paboTaTa Ha CHEIHATHUIUPAHUTE
komucuu 1o 4i. 47, an. 1 u 2 3JIIIXM u Ha eKCIEpTHUTE ChBETH;

7. mombJiBa M OOMEHs JaHHU W WHpopMmanus B Mpekara Ha €BpPONECHCKHUTE JIEKapCTBEHU
pEryJIaTOpHU OpPraHM 3a KOMYHHUKAIIMS U MPOCiesBaHe Ha MPOLEIypUTE MO B3aMMHO MPHU3HABaHE U
neuentpanusupanure npoueaypu (EUDRA TRACK/CTYS);

8. m3rotes goknaa mo wi. 77 3JIIIXM npu choOpaxeHus 3a MOTEHIIMAJICH CEPHO3EH PUCK 3a
3/IpaBETO Ha HACEJICHUETO;

9. U3roTBs MyOIUYHH OLEHBYHU JOKJIAN 32 JIEKAPCTBEHUTE IPOAYKTH;

10. (u3m. - JIB, Op. 83 ot 2011 r.) moxabpxka U Boau peructpute mo wi. 19, an. 1, . 3 u 7
3JIIXM.

11. (moBa - [IB, 6p. 74 ot 2014 1., oT™. - IB, Op. 44 oT 2015 T1.)

12. (voBa - IB, O6p. 74 ot 2014 1., oT™. - [IB, 6p. 44 oT 2015 T.)

13. (moBa - 1B, 6p. 74 ot 2014 1., oT™. - IB, Op. 44 oT 2015 T1.)

Ui 20. Aupexuus "AHanu3u Ha J€KapCTBEHUTE MPOAYKTH":

1. 3BbpIIBA AHATIU3U HA JIEKAPCTBEHU NMPOJYKTH BbB BPb3Ka ChC:

a) aHaTUTUYHUSA KOHTPOJ MU MPOLEAypH MO paspelllaBaHe 3a ymnoTpeda/perucrpanusita Ha
JIEKapCTBEHU MPOIYKTH U MIPOMSHA;

0) ochILleCTBsIBAaHE HA/130p Ha Ma3apa Ha JIEKapCTBEHUTE MPOIYKTH;

B) M3TOTBSHE HA €KCIEPTU3H, BB3JIOKEHU OT OpraHuTe Ha MHUHHCTEPCTBOTO Ha BBTPEIIHUTE
paboTu, chaa U MPOKypaTypara;

I) MOJANOMAaraHe Ha OLEHKaTa 3a 0e30MacHOCT Ha JIEKapCTBEHUW MPOJYKTHU CJeJ MOJIy4eHU
ChOOIIEHUS 32 HEXKEJIaHU JIEKAPCTBEHU PEaKIIiH;

1) CbMHEHHE 32 OTKJIOHEHHE B KaYECTBOTO Ha JIEKAPCTBEHU MPOJIYKTH;

2. yyacTBa B ChbBMECTHH JIAOOPATOPHH M3MHUTBAHUSA HA JIEKAPCTBEHH MPOIYKTH, OpPraHU3UpPaHU
ot EBpornelickust TupeKTopar 1o KauecTBOTO Ha JIEKapcTBaTa U 3/1paBeola3BaHe;

3. U3BBPIIBA KOHTPOJICH aHAINU3 Ha MapTUAX OUOIOTUYHU MPOAYKTH U MPOAYKTH, MOTYYEHH OT
YOBEIIKa KPBB U IJIa3Ma, U U37aBa CepTU(PHUKATH 32 OCBOOOXkAaBaHe HAa ApTU]IH;

4. KoopaMHHMpa M ydacTBa B JeHHOCTHTE, CBBbp3aHM ¢ bbiarapckara u EBpomneiickara
dapmaxores;

5. moaabpkKa M aKTyalu3upa CIUCHLIM C KOHTPOJIMPAHU TEPMHHHU 3a JIEKApCTBEHU (POPMH,
OIIaKOBKH, ITbTHUIIIA HA BbBEXK/IaHE, BEIIECTBA U IPYTH, CBbP3aHU C (papMaKOINeHHN N3UCKBAHMUS,

6. U3rOTBs FOAMILIEH JOKJIAJ 3a KOHTPOJIUPAHUTE JIEKAPCTBEHU MPOLYKTH, KOUTO CE MPEICTABS
Ha EBponeiickus AupeKkTopat o KaueCcTBOTO Ha JIEKapcTBaTa U 3/IpaBeolla3BaHe;

7. (HoBa - JIB, Op. 83 ot 2011 r.) U3BBpIIBa OLEHKA Ha MPOTOKOJIUTE OT MPOU3BOJCTBOTO U
KaueCTBEHHUS] KOHTPOJI 3a HW3/JaBaHE Ha cepTu(dUKaTh 3a OCBOOOXKTaBaHE HA TMAPTUIU OHOJIOTHYHU
MPOAYKTH U HA JIEKAPCTBEHU MPOAYKTH, MOJIYYSHH OT YOBEIIKA KPbB MM YOBELIKA IJ1a3Ma.

Un. 21. (U3sm. - JIB, Op. 44 ot 2015 r.) Jupexkuus "IlpocrnensBane Ha JeKapcTBEHATa



0€30MMacHOCT U KIIMHUYHU U3MUTBAHUA":

1. opranusupa u MOAIbpXKa CHUCTEMa 3a MpocielnsBaHe 0e30MacHOCTTa Ha JIEKapCTBEHUTE
MPOAYKTH, ITyCHATH Ha Ta3apa;

2. (u3m. - IB, 6p. 74 ot 2014 r., m3m. - JIB, Op. 44 ot 2015 r.) mogaBa 1o eneKTPOHEH BT B
6azara manau "Eudra Vigilance" cvOpanara upe3 cucremarta mo 1. 1 mHbopMmamus 3a Mmomo3upaHu
HEXKeJlaHU JIEKapCTBEHM peaklMM, HACThIWIM Ha TepuTopusta Ha Pemybnmuka bbiarapus, Ha
peryjJaTOpHUTE OpraHu Ha JbpKaBUTE WieHKU U 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. U3BBPILBA OIICHKA Ha MEPUOJUYHUTE JOKIAIH 32 0€30IaCHOCT Ha JIEKAPCTBEHUTE MPOIYKTH;

6. (ot™. - JIB, Op. 83 or 2011 r., HOBa - JIB, Op. 74 ot 2014 r.) mogabpka M aKTyaIn3upa
nHpopmanusara rmo wi. 185, an. 2, 1. 4 - 7 3JIIIXM Ha HarmoHaHus mopTai rmo wi. 185, an. 1 3JIIIXM;

7. (oM. - 1B, Op. 83 oT 2011 r., HOBAa - /IB, Op. 74 oT 2014 r.) U3BBHpPILIBAa MOHUTOPUHT Ha:

a) pe3yiTara OT MEpPKUTE 3a HamalliBaHE Ha PUCKA 3a JIEKAPCTBEH IMPOJYKT, ChIbpPKall ce B
TUTaHA 32 YIPABJICHUE HA PUCKA;

0) pe3yaTara OT U3MBJIIHEHUETO Ha YCIOBUA, TOCOYECHHU B WiI. 55a, 56 u 56a 3JIIIXM;

B) Oasara nmannu "Eudra Vigilance" 3a HOBH pHCKOBE WJIH 3a MPOMSHA BbB BEYE YCTAHOBEHU U
3a MPOMSHA B CHOTHOILIEHUETO IMOJI3a/PUCK;

8. (oM. - JIB, 6p. 83 ot 2011 r., HOBa - JIB, Op. 74 oT 2014 r.) OolleHsIBa aKTyaJn3alusiTa Ha
cUCTeMara 3a yIpaBJeHHE Ha PUCKa;

9. (ot™. - [IB, 6p. 83 ot 2011 r., HOBa - JIB, Op. 74 ot 2014 r., u3m. - IB, 6p. 44 ot 2015 1.)
unpopmupa EMA u nputexxarens Ha paspelieHue 3a ynorpeda npu uaeHTuGUIMpaHe Ha CUTHAIU 3a
HOBHM PHCKOBE WJIM 32 NPOMsSIHA HAa YCTAaHOBEHHTE PHCKOBE, WIHM TPU MPOMSHA HAa CHOTHOIICHUETO
T0JI3a/pUCK HAa JIEKAPCTBEH MPOAYKT;

10. (ot™m. - IB, 6p. 83 or 2011 1.)

11. (ot™. - JIB, 6p. 74 or 2014 1.)

12. (u3m. - 1B, Op. 74 ot 2014 r.) chriacyBa ¢ MpUTEKATEITUTE HA pa3pellIeHUATa 3a ynoTpeoa
uH(popManuaTa, CBbp3aHa C  MPOCIEASBAHETO HA  JIeKapcTBeHaTa  OE30MacHOCT  Mpeau
Pa3MpPOCTPAHCHUETO H;

13. (u3m. - JIB, Op. 44 ot 2015 r.) oueHsBa moaageHaTa JOKYMEHTAIMsl 3a H3JaBaHe Ha
pa3peleHus 3a MPOBEkKAaHe Ha KIMHUYHU U3MUTBAHUS C JIEKAPCTBEHU MPOTYKTH;

14. (u3m. - /1B, 6p. 44 ot 2015 r.) momabprka U BoM peructpure no wi. 19, an. 1, 1. 6 u mo u.
103, an. 3 3JIIIXM;

15. (ot™. - [IB, 6p. 74 ot 2014 1., HOBa - [IB, 6p. 44 ot 2015 r.) moxaBa 1Mo eJIeKTPOHEH IbT B
eBporneiickara 6a3a nanHu "Eudra CT" undopmanus 3a KIMHUYHATE U3UTBAHUS;

16. (u3m. - 1B, 6p. 74 ot 2014 1.) M3roTBs CIpaBKH 3a MOJYYEHU B areHLUsATa ChOOIIECHHS 32
HE)KEJIaHU JIEKAPCTBEHU PEaKIiH;

17. (ot™. - IB, 6p. 83 oT 2011 1.)

18. (ot™. - IB, Op. 74 oT 2014 1.)

19. (ot™. - IB, 6p. 83 oT 2011 1.)

Ui, 22. Qupexmus "KonTposa Ha TpaHcy3rnoHHaTa cuctema':

1. ochlecTBsiBa HEMOCPEICTBEH KOHTPOJ BbpXY JeueOHutTe 3aBeneHus no wi. 15 3KKK mo
OTHOIIIEHHE Ha!

a) JefHOCTTa 1O B3eMaHe, [WMAarHOCTHKa, MpepaboTKa, ChXpaHsABaHe, YyHoTpeoa,
pasnpocTpaHeHNe, OCUTYpsIBaHE Ha KaueCTBO U 0€30IaCHOCT Ha KPbBTA U KPbBHUTE CHCTABKU;

6) cna3Banero Ha u3uckBanuaTa Ha 3KKK, na Hapen6a Ne 9 ot 2006 r. 3a yTBbpK1aBaHe Ha
MeTUIIMHCKHU cTanaapT "Tpancdysnonna xemaromnorusa" (06H., [IB, 6p. 42 ot 2006 r.; u3M. u nom., 6p.



37 ot 2007 r.) 1 Ha npaBuiaTa 3a Jlobpa naboparopHa npaxkTuka u Jlobpa npon3BoACTBEHA PAKTHKA,

2. W3BBpIIBA IJJAHOBHM W M3BBHPEJAHU MHCIEKIUM W HMHCIEKIUH B ClIydall Ha CEpUO3EH
MHIMJICHT WIM CEpHO3HA HEXKEJTaHa peakiys B JIeYeOHUTE 3aBeACHUS OT perucrbpa mo wi. 40, am. 1
3KKK u npezcraBs Ha U3IBIHUTEIHUS JUPEKTOP HA ar€HIUATAa OTYET 3a U3BbPIIECHUTE HHCIEKINU U 32
pE3YJITaTUTE OT TSIX;

3. U3roTBs Ha BCEKU 6 Mecella MPOEKT Ha AO0KJIaX ¢ MH(GOpMaIUs 3a U3BbPLUICHUTE WHCIEKIIUU
o 3KKK u 3a pesynararure ot Tsx;

4. M3roTBA BEAHBXK Ha JIBE TOJAMHU IPOEKT Ha JOKIAA 3a JeHHOCTTa Ha areHusTa KaTro
komnereHTeH oprat 1o 3KKK;

5. cb3maBa U MOAIBPAKA PErHCTbpa Ha CEPUO3HUTE HHIUIEHTH M CEPUO3HUTE HEXKEIAHU
peaKiyu, CBbpP3aHH ¢ B3EMaHETO U yrnoTpedara Ha KPbB U KPbBHU ChcTaBKU 10 wil. 40, ain. 3 3KKK;

6. aHanu3upa U 0060011aBa HHPOPMaLUATA 32 CEPUO3HUTE UHIIMJCHTH U CEPUO3HUTE HEXETaH!
peakIyy, HACTBHIIMIIM B PE3YJITaT Ha B3EMaHe, TUarHOCTUKa, MpepaboTKa, ChXpaHsIBaHEe WM yHoTpeda Ha
KPbB M KPBbBHM CBCTaBKM, W IIpe/ylara Ha M3IBJIHUTEIHHUS JAUPEKTOP HA areHuuATa MEpKH 3a
[IPEIOTBPATABAHETO UM;

7. M3BBpIIBA IPOBEPKA HA BAJIMIHOCTTA HA 3asBJICHUATA U JOKYMEHTALUATA 3a pa3pellaBaHe 3a
ynorpeba Ha JIEKapCTBEHUM IIPOJAYKTH, IOJIYyYEHHM OT YOBEIIKa KPbB WM YOBEIIKA IUIa3Ma, 3a
[IOJTHOBSIBaHE, IPOMEHH, pa3lliMpsiBaHEe 0OXBaTa Ha pa3pelleHus 3a ynorpela, IpexBbpIIsiHE Ha IpaBa
BBPXY pa3pelleHus 3a yrnoTpeda Mo HalMoHajIHa Mpolelypa U IpOoLEeAYpH M0 B3aUMHO IIpU3HABaHE U
JieLleHTpaIu3upaHa poueaypa;

8. W3BBpIIBA OIEHKA Ha aJMHHUCTpAaTHBHATa, (apMaleBTHYHATA, NPEIKIMHUYHATA U
KJIMHUYHATA JIOKYMEHTAIUs 3a pa3pelllaBaHe 3a ynorpeOa Ha JIGKApCTBEHU HPOAYKTH, MOJYYEHH OT
YOBELIKa KPbB WJIM YOBEIIKa IUIa3Ma, 3a IOJHOBSIBaHE, NMPOMEHM, MPEXBBbPJSHE Ha IpaBa WIH
pasmupsiBaHe o0XBaTa Ha pa3pelieHus 3a ynorpeoa;

9. M3roTBs OLIEHBYHH JOKJIAJU 32 JIEKAPCTBEHUTE MPOJYKTH, IIOJYyYEHH OT YOBEIIKA KPbB WU
YoBeIllKa IUla3Ma, [0 HALMOHAJIHAa IpoLeaypa M IO IMpoueAypa MO B3aUMHO IpU3HABaHE U
JeleHTpaIu3upana npoueaypa, koraro Pemnyonuka bearapus e pegepeHTHa 1bpkaBa;

10. m3BbpIIBa OLICHKAa M JaBa CTAHOBMILE I10 OLEHBYHUS JOKJIAX M JOKyMEHTALUATAa Ha
pedepeHTHaTa JbpKaBa 10 MPOLEAYPUTE IO B3aMMHO MPU3HABaHE U JELEHTPAIU3UPAHU MPOLEypH 3a
JIEKapCTBEHUTE NPOAYKTH, IMOJYy4eHHM OT 4YOBEIIKa KPbB WJIM 4YOBEIIKa I1a3Mma, korato PemyOiunka
bearapus e 3acernara crpaHa;

11. u3BBpIIBa IIPOBEpKAa HA BAIMJHOCTTA Ha 3asBJICHUATA M OLICHSIBA JOKyMEHTaLUATa 32
M3/laBaHE Ha pa3pelleHus 3a MapajieieH BHOC Ha JIEKapCTBEHU MPOJYKTH, IOJYyYEHH OT YOBEIIKA KPbHB
WJIM YOBEILIKA I1J1a3Ma;

12. mogabpxka W TOMbJIBa B 0azara JaHHM Ha areHusATa WHGOpMAIUs IO MPOIEAypUTE 3a
JIEKapCTBEHUTE MPOLYKTH, [TOJIyYE€HU OT YOBEIIKA KPBbB WM YOBEUIKA IUIa3Ma;

13. monabpxka apxuBa Ha JIEKAPCTBEHUTE MPOJYKTH, IOJYYEHH OT YOBEIIKA KPbB UM YOBEIIKA
asma;

14. u3roTBsl MyOJIMYEH OIIEHbYEH JOKJIAJ 3a JIEKAPCTBEHUTE MPOAYKTH, MOTYYEHH OT YOBEIIKa
KPBB WIX YOBEIIKA I1a3Ma;

15. (ot™m. - JIB, 6p. 83 or 2011 1.)

Y. 23. (Ot™. - IB, 6p. 74 ot 2014 1., HOB - /1B, Op. 44 ot 2015 r.) {upekuus "JlekapcTBeHa
nH(pOpMalKs U HEMHTEPBEHIIMOHAIHU MPOYYBaHUS":

1. u3BBpIIBA U KOOPAMHHUPA JEHHOCTTAa MO JMHIBHUCTUYHATA U CTHJIUCTUYHATA MPOBEPKA Ha
JeKapcTBeHata HHQoOpManus Ha NOPOAYKTUTE B TpPOIEC Ha pa3peliaBaHe 3a ymnoTpeda 1o
LEHTpaJIn3upaHa mpolenypa B EBporneiickust cbio3, IPOMEHH B pa3pelIeHHeTo 3a ynorpeda, roJuiHa
MIPEOIICHKA, TTOTHOBSIBAHE WIIH apOUTpaskHA MPOIleaypa chriiacHo ogo0peHuTe odpaszmm Ha EMA;



2. U3BBPINBA OIEHKA HA JIeKapcTBeHaTa MHQpOpMAaIus (KpaTka XapaKTepuCTUKa Ha MPOAYKTa,
JMCTOBKATA 3a MalnueHTa, HHGOpMAIHITa BbPXY OIAKOBKHTE Ha JICKAPCTBEHUTE MPOIYKTH M Ip.) TIO
HAIIMOHAJTHU ¥ MEXIYHApOJHHU IMPOLEAYpPH 3a paspelaBaHe 3a ynorpeda/perucrpanus, MoJHOBIBaHE,
MPOMSHA, TIPEXBBHPIISTHE Ha MPaBa WM pa3lIupsiBaHe 00XBaTa Ha pa3peuieHHs 3a ynoTpeda, KakTo U Ha
JOKyMeHTarusTa mo wi. 215, an. 2, 7. 6 m 7 u 1. 8, 6yksa "a" 3JI[IXM 3a napaneiieH BHOC;

3. M3rOTBA W TOAIbpXKA aKTyaJU3UPaH CHUCHK HAa JIEKAPCTBEHUTE IPOJYKTH, KOWUTO CE
OTITycKaT 0e3 JIeKapCKO MPEANUCaHNE;

4. M3roTBs aHAJIM3U Ha JICKAPCTBEHATA yIOTpeOa;

5. ocurypsiBa aKTyajau3upaHa nHpopManus 3a MEAULIMHCKATa OOIIECTBEHOCT TI0 BBIIPOCUTE HA
panmoHaHaTa JIeKapcTBeHa ynorpeoa,

6. M3rOTBs U MyOJIMKYBa peryiaTtopHa nH(GopMamus BbB Bpbh3Ka C JIEKAPCTBEHUTE MPOIYKTH;

7. olleHsBa MOJIaICHaTa JOKYMEHTAIUS 32 MPOBEKIAaHEe HA HEMHTCPBCHIIMOHAIHH TIPOYYBAHUS
C JIEKAPCTBEHU MPOIYKTH;

8. momabpka M BOIU PETHCTHD Ha OM0OpeHUTE 3a MpoBexaaHe B PemyOnumka bwirapus
HEWHTEPBEHIIMOHAIHU TIPOYYBaHUS.

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

I'naBa yerBbBpTA.
OPTAHU3ALIUSA HA PABOTATA B ATEHHUSATA

Ui 24. (1) AreHuusita ochliecTBsIBa HENPEKbCHATO aIMUHUCTPATUBHO oOciyxBaHe oT 9,00 o
17,30 4.

(2) BpH1IHM JIMLA ce JOMYyCKaT B crpajaTa Ha areHLUATa B paMKUTE Ha paDOTHOTO BpeMe Clie]
U3/1aBaHe Ha MPOITYCK.

Y. 24a. (Hos - [IB, 6p. 22 ot 2012 1.) (1) PaboTHOTO Bpeme Ha pabOTEIIUTE B arcHIHITA € 8
yaca THEBHO B paOOTHHUTE JHU Ha cenMmuiiata ¢ obdeana mouuBka 30 munytH Mexay 12,00 u 14,00 u.
OTtpaboTBaHeTO Ha YacoBeTe MOXKe Ja ce ochiecTBu oT 7,30 mo 18,30 4. ¢ mepuoa Ha 3aABIKUTEIHO
npucscTBue ot 10,00 1o 16,00 4.

(2) VB3nbaHUTENHUSAT IUPEKTOpP ChC 3allOBE/ Ch3/aBa OpraHM3alMs 3a BbBEXKJaHE Ha
paboTHOTO BpeMe C MPOMEHIIMBH IPAHUIU U 32 OTYMTaHE PAOOTHOTO BPEME HA CIYKUTEIUTE.

Un. 25. UWB3nbaHUTENHUSAT [AUpEKTOp oJao0psiBa roauiueH rpaguk 3a paborara Ha
CreLMaIN3UpaHUTe KOMHUCHUH, KOMTO ce OIOBEecTsBa Ha MHTEPHET CTpaHHIaTa Ha M3mbiaHUTENHaTa
areHnus 10 JIeKapcTBaTa M Ce IOCTaBsl Ha CIENMATHO OOO3HAUeHM 3a TOBA MECTa B crpajaTa Ha
areHIuITA.

Un. 26. (1) (U3m. - 1B, Op. 44 ot 2015 r.) JlokyMeHTUTe, WU3MNpPATEHH 10 areHIusTa OT
Ibp)KaBHU OpraHH, IOPUIMYECKH WM (QU3MUECKH IuIa, ce 3aBexkaar B aupekuus "llpaBHu,
aJIMUHUCTPATHBHO-(PMHAHCOBH JICHHOCTH ¥ YIIPaBJICHHE Ha KA4eCTBOTO" BBB BXOISII PETHUCTHP, KaTo ce
0TOeNA3BaT BXOAALIMAT HOMEp U JaTaTa Ha IMOJIy4aBaHETo.

(2) Ipu 3aBexkmaHeTO Ha JOKYMEHTHTE CE€ M3BBPIIBA MPOBEPKA 32 HATHMYUETO HA TIOCOUYCHHUTE
MaTepHaii U ce o0pa3yBa Cily)keOHa MpernuckKa.

(3) PenpT 3a oOpa3yBaHe U JIBWIKEHHE Ha CIIY)KEOHUTE TPEMHUCKU C€ ONpeensi C BHTPEIIHU
NpaBUja, yTBBPJACHH OT IJIABHUS CEKpETap.



Un. 27. (1) IlpemnokeHuss W CHUTHaIW Cce€ TMOAaBaT IO peJa Ha TIJlaBa ocMa OT
AIMHHHCTPAaTUBHOIPOLIECYATHHUS KOJEKC 10 U3IIBJIHUTEITHUS TUPEKTOP HA areHIUATA.

(2) I'maBHUAT cekpeTap Ha areHIMATa OpraHu3upa padoTara C MOJYyYCHUTE NPEATOKEHUS U
CHTHAJIN.

(3) IIpemtoxkeHnsATa ¥ CUTHAIUTE MOTAT Ja OBAAT MHUCMEHHM WIHM YCTHH, Ja ObJaT MOAAJICHU
JUYHO WJIM Ype3 YIBIHOMOUICH IpeAcTaBUTeN, o TenedoH, Ttenerpad, Tenekc, ¢akc WM IO
eJICKTPOHHA ITOIIIA.

(4) (M3m. - IB, Op. 44 ot 2015 r.) [TomanenuTe MpeAsioKEHUS U CUTHAIHM CE€ PETUCTPUPAT OT
ONpEAETCH CbC 3alOBel HAa W3IBJIHUTENHUS JUPEKTOp CiyxuTenl B jupeknus "[IpaBHu,
aJIMUHUCTPATUBHO-(DUHAHCOBU JIEHHOCTH U yIIPaBICHHE HA KA4eCTBOTO".

(5) Ilpm HEoOXOAMMOCT MPEAJIOKEHUETO WM CUTHAIBT Ja C€ MOoJaJe HHCMEHO WM Ja
OTroBaps Ha ONpEENICHH U3UCKBAHUS CITYKUTEIAT JaBa Ha MOAATeNsl ChOTBETHH Pa3siCHEHUSI.

(6) AHOHUMHHM TIPEUIOKCHUSI WINM CUTHAIIM, KaKTO M CHTHAJM, OTHACSIIH CE 10 HapyIICHHUS,
M3BBPILICHH MIPEIH ITOBEUE OT JIBE TOAWHU, HE CE PETUCTPHPAT.

(7) IlpeanoxeHusiTa W CHUTHAJIWTE, KOUTO HE Ca OT KOMIIETCHTHOCT Ha H3IIBJIHUTEIHUS
IUPEKTOP HA areHIUsITa, Ce MpenpamaT B 7-IHEBEH CPOK Ha KOMIIETEHTHUS OpraH. 3a MpernpamaHeTo ce
yBEZIOMsIBa MOJATEIIAT Ha MPEIUIOKEHUETO WIIM CUTHAJIA.

Ui 28. VBIBIHUTEHUAT AUPEKTOP C€ MPOU3HACA C PEIICHUE 0 MPEAJIOKEHUETO WIIM CUTHAJA
B cpokoBeTe 1o wi. 118 u 121 oT AaMUHUCTpaTUBHONPOLIECYATHUS KOJIEKC.

Un. 29. [lpueMHOTO BpeMe Ha W3IBJIHUTEIHUSA AUPEKTOP 3a W3CIAYyLIBaHE Ha TpaKIaHU U
IIPEJCTaBUTENIN Ha OPraHNU3aLMHU CE ONOBECTSABA Ha OOLIOJOCTBIIHO MACTO B areHIMATA.

JlonbJIHHTEIHE pa3nopeadu

§ 1. ITo cMucsbIia Ha MpaBUITHUKA:!

1. (otm. - IB, 6p. 44 oT 2015 1.)

2. (ot™. - [IB, 6p. 44 o 2015 1)

3. "ExcrepreH cbBEeT" € KOJIGKTUBEH OpraH, CBh3/aJICH ChC 3aloBeJ HA W3MBIHUTEITHUS
JUPEKTOP Ha areHIUsATa, YUATO LN € J1a OCUTYPU XOPU30HTAJIHU BPB3KU MEXIY AUPEKIUHUTE C OrJe]
MojrioMarane Ha mpoiiecute u aeiHoctute Ha arennusta mo 3JIIIXM, 3KKK u 3MU.

3aKJII0YUTeTHH pa3nopeaon
§ 2. [IpaBUIIHUKBT ce mpueMa Ha ocHoBaHue wi. 17, an. 4 3JIIIXM.

3akJII0unTeTHU pa3nopenoun
KBM ITOCTAHOBJIEHHME Ne 210 OT 20 ABI'YCT 2009 I'. 3A U3SMEHEHUE HA
YCTPOUCTBEHMS TIPABUJIHUK HA W3ITbJIHUTEJTHATA ATEHIIUA IO
JIEKAPCTBATA, IIPUET C HOCTAHOBJIEHHE Ne 169 HA MUHUCTEPCKHUSA CBBET OT
2009T.
(OBH. - 1B, BP. 69 OT 2009 I'., B CWJIA OT 10.07.2009 I".)



§ 2. [locranoBnenuero Biu3a B cuia ot 10 romm 2009 r.

3aKJII0uNTEeTHU pa3nopenoun
KBM IIOCTAHOBJIEHHUE Ne 1 OT 6 AHYAPH 2011 I'. 3A CTPYKTYPHU ITIPOMEHU B
CUCTEMATA HA 3IPABEOITIA3BBAHETO
(OBH. - 1B, BP. 50T 2011 I'., B CHJIA OT 14.01.2011T".)

§ 20. [TocTaHOBJIEHHETO BIIK3a B CHJIAa OT JICHsSI HA 00OHapoBaHeTO MY B "JIbpikaBeH BECTHUK'".

3aKJII0YMTEHHA Pa3nopendu
KBbM IIOCTAHOBJIEHUME Ne 74 OT 21 MAPT 2013 T'. 3A IPUEMAHE HA YCTPOUCTBEH
INPABUJIHUK HA HAITMOHAJIHUSA CBHBET 110 HEHU U PEUMBYPCUPAHE HA
JEKAPCTBEHUTE NPOAYKTHU U HA HETOBATA AIMUHUCTPALIUA
(OBH. - 1B, BP. 30 OT 2013 I'., B C1JIA OT 26.03.2013T".)

§ 5. IlocranoBIEHHETO BIIM3a B CUJIa OT JIeHs HAa 0OHapoaABaHEeTO MYy B "/IbpkaBeH BECTHHK".

3akiIlounTeTHU pa3nopenaoun
KBbM IIOCTAHOBJIEHHME Ne 53 OT 11 MAPT 2014 T. 3A IPUEMAHE HA YCTPOHUCTBEH
IHNPABUJIHUK HA U3II'BJHUTEJHA ATEHIUSA "MEIUIIUHCKHA OAUT"
(OBH. - IB, BP. 24 OT 2014 T".)

§ 6. B cpok 10 eauH Mecell OT BJIM3aHETO B CHJIA HAa IOCTAHOBICHMETO MHUHHMCTBPBT Ha
3/IpaBEONAa3BaHETO, M3IBIHUTEIHUAT JAUPEKTOp Ha M3mbiHuTeNnHaTa areHuus IO JIeKapcTBaTa,
U3MBIHUTEIHUAT AUpPEKTOp Ha M3nbiHuTenHa areHnus "MeauuuHCKU oAMT", MpelceaaTensT Ha
Hanuonannus cbBeT 1o IeHM U peuMOypcHpaHe Ha JIEKapCTBEHUTE IPOJYKTH, AUPEKTOPHT Ha
Hanmonanuust neHTbp HO 3apa3HU W Napa3suTHU O00JIeCTH, AUPEKTOpbT Ha HannoHanHusS LEHTHp MO
OOIIECTBEHO 3[paBe W aHAIW3M U JUPEKTOPbT Ha HalMoHaIHUS LEHTBP MO PagUOOMOIOTHS U
pasvalvoHHa 3alliTa YTBBPKIaBaT JAJIbKHOCTHUTE Pa3NHCAHUS HA CIYKUTEIUTE B PbKOBOACHUTE OT

TAX CTPYKTYpPH.

3akiIo4uTeTHE pa3nopenoun
KBM ITIOCTAHOBJIEHHUE Ne 267 OT 29 ABI'YCT 2014 I'. 3A UBMEHEHUE U
JOIbJIHEHUE HA YCTPOUCTBEHUS NPABUJIHUK HA U3IBJIHUTEJTHATA
ATEHIUS 11O JIEKAPCTBATA, IIPUET C IOCTAHOBJIEHUE Ne 169 HA
MHUHUCTEPCKHUA CBBET OT 2009 I'.
(OBH. - 1B, BP. 74 OT 2014 T".)

§ 11. B cpok emuH Mecell OT BJIM3AaHETO B CHJIA HAa ITOCTAHOBJIICHUETO W3IBIHUTEIIHUSAT
TUpeKTop Ha M3mblHUTENHATa areHUMs MO JEeKapcTBaTa YTBbPXKIaBa JIHKHOCTHOTO paslMCaHUE Ha
CITY)KUTEJIUTE B arCHIIHUATA.

IMpexoanu u 3aKJIIOYUTEHN pa3nopendon
KBM ITOCTAHOBJIEHUME Ne 315 OT 3 OKTOMBPU 2014 I'. 3A UBSMEHEHUE U
JOITbJIHEHUE HA ITPABUJIHUKA 3A YCJIOBUSTA U PEJIA 3A PABOTA HA
KOMUCUSTA IO IMTPO3PAYHOCT 110 3AKOHA 3A JIEKAPCTBEHUTE ITIPOAYKTH B
XYMAHHATA MEJUIUHA, IPUET C IOCTAHOBJIEHUE Ne 300 HA MUHUCTEPCKUSA
CBBET OT 2007 I.



(OBH. - 1B, BP. 84 OT 2014 I'., B C1JIA OT 10.10.2014T".)

§ 10. ITocTanoBNEHUETO BIM3a B CHJIA OT JIeHSI Ha 0OHAapoBaHEeTO MY B "JIbpKaBeH BECTHUK'.

JlonbJIHHUTEIHN pa3nopeadH
KBbM IOCTAHOBJIEHHUE Ne 148 OT 12 FOHU 2015 T'. 3A U3MEHEHHUE U JOITbJIHEHUE
HA YCTPOMCTBEHHUSA MPABUJIHUK HA M3ITbJIHUTEJHATA ATEHIIHUA 11O
JIEKAPCTBATA, IIPUET C IOCTAHOBJIEHHUE Ne 169 HA MUHUCTEPCKUA CBBET OT
2009T.

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

§ 17. HaBcaxbae B npaBuiHuKa adbpeBuarypara "EMEA" ce 3amens ¢ "EMA".
3ak/rouuTeIHM pa3nopendu
KBM IIOCTAHOBJIEHHUE Ne 148 OT 12 FOHM 2015 T'. 3A UIBMEHEHUE U JOIIbJIHEHHUE
HA YCTPOMCTBEHMS TPABUJTHUK HA U3ITBJIHUTEJHATA ATEHIUSA 1O
JIEKAPCTBATA, IIPUET C IOCTAHOBJIEHHUE Ne 169 HA MUHUCTEPCKUSA CBBET OT
2009T.
(OBH. - IB, BP. 44 OT 2015T".)

§ 18. B cpok eamH Mecel OT BIM3aHETO B CHJIAa Ha ITOCTAHOBJICHHETO H3ITBIHUTEIHUSIT
AUPCKTOP Ha HN3nenauTennara arcHuus 110 JICKapCTBaTa YTBBbpKAaBa AIBXKXHOCTHOTO pPasnMCaHHUC Ha
CITy)KHTEJIUTE B areHIUATA.

3ak/0uuTeIHM pa3nopeadu
KBbM IIOCTAHOBJIEHHUE Ne 148 OT 24 ¥OJIH 2017 I'. 3A IPUEMAHE HA YCTPOMCTBEH
MNPABUJIHUK HA MUHUCTEPCTBOTO HA 3/IPABEOIIABBAHETO
(OBH. - 1B, BP. 60 OT 2017 T"., B CWJIA OT 25.07.2017T".)

§ 3. ITocTaHoBIIEHHETO BIIM3a B CUJIa OT JIEHs HA OOHApOBaHETO My B "/IbpxkaBeH BeCTHHK".
[Ipunoxxenne kM ui. 11, an. 3

(Uzm. - [IB, 6p. 69 ot 2009 r., B cuia ot 10.07.2009 r., uzm. - JIB, 6p. 83 ot 2011 1., u3m. u
noi. - JIB, 6p. 7 ot 2013 ., u3m. - IB, 6p. 30 ot 2013 1., B cuna ot 26.03.2013 r., uzm. - /IB, 6p. 24 ot
2014 r., m3m. - IB, 6p. 74 ot 2014 r., usm. - JIB, 6p. 84 ot 2014 ., B cuna ot 10.10.2014 1., uzm. - /1B,
op. 44 ot 2015 T.)

UncneHoCT Ha nepcoHana B CTPYKTYPHUTE 3BEHA Ha
ManbnHuTenHata areHuus no nekapcreata - 194 waTHu 6poiiku

M3nbnHUTEeneH anpekTop 1
3aMeCTHUK U3NbAHUTENEH ANPEKTOP 1
maBeH cekpeTtap 1
®durHAHCOB KOHTPONbLOP 1
O6wa agMMHMUCTpaums, B T.4.: 34
anpekums "lMpaBHnu,

aAMVHUCTPaTUBHO-(MUHAHCOBM AENHOCTU U 34
yrnpaBneHue Ha Kka4ectBoTo"

CneunanusmpaHa agMUHUCTpaUus, B T.4.: 156

aupekumnsa "Hapsop Ha nasapa v nHcnekumn® 51



anpekums "Paspellenns 3a ynotpeba Ha
nekapcTBeHu npogyktn"

anpekumnsa "AHanmsn Ha nekapcTBeHU
npoaykTn"

anpekumsa "lMpocnegssaHe Ha nekapcTBeHaTa
©e30MacHOCT 1 KITMHUYHU M3nuTBaHnsA"
anpekumsa "KoHTpon Ha TpaHcdy3MoHHaTa
cucrema"”

anpekumsa "JlekapcTeeHa nHdopmaums u
HEeVHTEepPBEHLMOHANHW NpoyyYBaHns"

51
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13

11

13



