ETUYHA KOMUCUA 3A KNUHUAYHU U3NUTBAHUA
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TEKYIL] HA30P HA KJIMHUYHHU U3IUTBAHUMS C JEKAPCTBEHHU IMPOIYKTH

1. Ileara Ha mpoueaypaTa € 1a ce OMpejedd peAbT 3a MPOBEeXAaHe Ha TEKYyIl Haa3op
BbpPXy XOJa Ha KJIMHWYHU W3MUTBAHUS, MOJYYUJIU TOJOXKHUTETHO CTAHOBHMILE OT
Komucusra.

2. OOxBama BCHYKM KJIMHUYHM M3MUTBAHHA, TOJYYUIIH MOJIOKHTEIHO CTAHOBHUILE OT
Komucusra

3. OTroBOopHOCT MO M3MBJIHEHUETO € Ha MpeAcelaTeNAT, 3aMeCTHHUK-TIPEACceaaTeT,
4JIeHOBETE M cekpeTaps Ha Komucusra.

4. HopmaTHBHHM aKTOBe M JOKYMEHTH, H3M0/I3BaHH 32 H3roTsineTo Ha Tazu COII
4.1. Hapen6a Ne 31 3a onpenensHe Ha mpaBuiarta 3a JloOpa KJIMHMYHA MpakTHka (00H.,
1B, 6p. 67 ot 2007 1.) ;

4.1.1. Tlpunoxenue Ne | - npunuunure Ha JJo6pata knuHuyHa npaktuka (JIKIT)
5. IIpoueaypa

5.1. YBegomieHue 3a 3an04BaHe HA KIHHUYHO H3NUTBAHE

5.1.1. Cnen 3amoyBaHe Ha KIMHMYHO H3MUTBAaHE HA JI€KAPCTBEH MpPOJYKT
(BkIIOYBaHE Ha MBPBM TMalMEHT Ha TepuTopusta Ha P.Bbirapus)
BB3JIOXKUTENAT UHPopMUpa B nucMeHa ¢opma Komucusra. YBenoMieHHeTo
ChIbpKa UH(POpPMALIUA 3a 3arjaBUEeTO M KOJIa Ha W3MUTBAHETO, BH3JIOXKHUTENS,
JataTa Ha BKJIFOUBAHE U KOJ Ha ITbPBUSA MALMEHT, LEHTBP, B KOMTO € BKJIFOUEH
MTbPBHUSA MALUEHT.

5.1.2. VBemomnenuero no T.l.1. ctaBa B paMKuTe Ha 15 JHM OT BKIJIHOYBAHETO Ha
M'bPBUS MALUEHT B LIEHTHPA.

5.1.3. VBemomnenuero no 1.1.1 ce BpBexaa B 6a3aTa JaHHU MPU CHOTBETHUSA 3aluC
Ha 3asBJICHHETO 32 NMPOBEX/aHe Ha KIMHUYHOTO U3MUTBaHEe

5.2. loksaau oT U3ciieioBaTeIs 3a Mporpeca Ha H3NUTBAHETO

5.2.1. KomucusaTa npoBex/jaa TEKyLl HaA30p HaA BCAKO MPOBEXJAALIO C€ KIMHUYHO
M3MUTBaHEe Ype3 U3UCKBAaHE Ha OKJIA/M 3a Nporpeca Ha Mpoy4BaHETO.

5.2.2. Ako JOpyro He € TOCOYEHO B CTaHOBMINETO Ha KomwucusTta, pokmagu 3a
mporpeca ce TNpeACTaBAT BEAHBX TFOAMINHO. 3a  M3MUTBAaHMA C
NPOAB/DKUTEIHOCT TOJ eHa FOJIMHA, JOKJaJ Ce NpeJACTaBs ciejl U3THYaHE Ha
M0JIOBUHATA OT CPOKA Ha MPOTUYAHETO MY.

5.2.3. Tlpy NoOBHWIIEH PUCK HAa M3MUTBAHETO (Y4aCTHE Ha YA3BUMH TPYIH, paHHA
(¢a3sa Ha pa3sutue Ha npoaykra (I-II), mbnHo nnane6o pamo u ap.) Komucusra
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ETUYHA KOMUCUA 3A KTMHUYHU U3NUTBAHUA

CraHpapTHa onepaTtueHa npoueaypa Ne 9 Tekyly Haa30p Ha KMUHUYHU U3NUTBAHUS C

NEeKapcTBEHN NPOAYKTU

MOXE€ Ja H3HUCKa IO0-4eCTO MNpe€AOoCTaBAHEC Ha JOOKJIagu 3a Imporpeca.
M3uckBaHeTo 3a Mo-4yeCcTH JOKIaaU € HU3PHUYHO ITUCMEHO.

5.2.4. Jloknagure ce NpPEACTaBAT OT BB3JIOXKMUTENS WM IJIaBHUS / KOpAMHUpALIUS
u3cieqoBaTes (3a MHOTOLIGHTPOBO MPOYyYBaHe).

5.2.5. B poknagurte ce BKIIOYBAT CIECIHUTE JaHHU:

e HACHTU(UKALMA HAa IPOYYBAHETO

e TIIPOMEHM 3a IMEpPUOAA: B MpPOTOKONA, B HMHGOPMHUPAHOTO CHIJIACHUE;
aKTyaJlu3aluu Ha Opollypara Ha U3Ciea0Bares;

e TMPOBEJEHM CpPELIM HAa HE3aBMCHMa KOMHUCHUS 3a OLECHKAa Ha JAaHHUTE U
NPENOpPbKUTE i;

« Opoill CKpMHUpaHU MaLMEHTH M0 LUEHTPOBE, OpOii BKIIOUSHH NMallEeHTH,;

e OTNAJHajM¥ MALMEHTH CJIe]l BKIIOYBAHE B INPOYYBAHETO — C MOCOYBAHE
MPUYMHUTE 32 NIPEKpaTABaHE Y4aCTUETO;

e HACTBIIWJIM CEPHO3HU HEXKENaHU CBOUTHUSA, CEPUO3HM HEXENaHU peakLUu
W/WII CMBPTEH U3XO0[ MPY MALMEHTH B MPOYYBAHETO.

5.2.6. Jloknagure ce Mperyiexjar oT CeKpeTaps Ha KOMUCHUATA U CE perucTpupar B
0azaTa JaHHM TpPU CBHOTBETHUA 3alMC Ha 3aABICHUETO 32 KJIMHUYHOTO
U3MUTBaHe B rpadara “Texyi Haa3op”

6. lloxnazm H NPENnoOpPbKH OT HE3AaBHCHMaAa KOMHCHS 32 OLICHKAa HA JTaHHUTE

6.1.

[Ipy mocTenBaHe Ha AOKJIAaAM OT HE3aBHCHMa KOMMCHA 3a OLIEHKa Ha JaHHUTE,
JOKIIaJUTe ce Mperjexaar OT oNpeeieH OT npeaceaarens wieH Ha Komucusara (o
rpynu NPOAYKTH W/WIIM MOKa3aHUs).

7. YBegoMmiieHHe 32 NPHKJIIOYBAaHe HA NIPOy4YBaHe

7.1.

T:2.

7.3.

7.4.

Bo3nokutenar mnucMeHo YyBemomsBa KomucusTa 3a NPUKIHOYBAHETO Ha
M3MUTBAHETO Ha TEPUTOpUATa Ha CcTpaHata. Ako B ojobpeHus ot Komwucusra
MPOTOKOJ HE € W3PUYHO MOCOYEHO JPYro, 3a MPHUK/IIOYBAHE Ha H3MUTBAHETO Ce
CYMTa MOCJIETHOTO MOCELIEeHNEe Ha YYaCTHUK B HETO.

YBenoMJIeHHETO ce nojasa no obpasew, yTBbpAeH OT V3MbJIHUTENHUAT AUPEKTOP
Ha M3mbaHUTENHAaTa areHuus 1o jekapcTBara no peaa Ha ui. 19., an. 1 or Hapenba
Ne31. ObpazeubT Ha yBEJOMJEHHETO € MyOJMKYBaH HAa WHTEPHET-CTpaHMLATa Ha
HAJL

YBeIOMIEHHETO c€ MoJaBa B CpOK 90 nHM oT INPUKJIKOYBAHE Ha IPOYYBAHETO.
KoraTto u3nuTBaHeTO C€ NpeKpaTu MNpEXIACBPEMEHHO, BB3JIOXKUTEIAT YBEAOMsBaA
KOMHCHATA B CpPOK 10 15 gHU OT B3eMaHETO Ha pe€uI€HUE, KaTo IpE€ACTaBs
INMPUYUHUTE 3a TOBA.

3a mnpoyuBaHMATa, TpeKpaTeHH mpexjeBepeMeHHo Komucuara mnpeLeHsBa
3HauEHHWETO Ha MPUYMHUTE 3a MPEeKIEBPEMEHHO MpeKpaTsABaHe 3a JApYru
paspelieHd M3MUTBaHUA (ChC CHUIMA U3MUTBAH MPOLYKT W/HWIM AU3aiiH, METONMKA,
M3M0JI3BaHU €JHH M ChINM MECTa Ha MPOM3BOJACTBO HA M3MHMTBAHUTE MPOAYKTH U

Ap).

8. Ilpuem u 06paboTKa Ha OKOHYATETHH JOK/IAAH OT KIMHHYHO NPOyYBaHe
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ETU4YHA KOMUCUA 3A KNIUHUYHU U3NUTBAHUA
CraHpapTHa onepaTtueHa npouegypa Ne 9 TekyLy Haa30p Ha KNMHUYHN N3NUTBaHNS C
NEeKapCTBEHN NPOAYKTU

8.1. Bwu3noxwurenar npeactaBs Ha KomucusTra OkOHYaTeNeH NOKIaA OT KIMHMUYHOTO
msnutBaHe (4. 143 ot 3JIIIXM). loknansT cnenBa na ce MpencTaBd B Cpok 1o |
rofivHa cie]l MPUKIYBaHE Ha MPOYYBAHETO.

8.2. JloknaawT ce MpeacTaBs B MbJeH 00eM Ha eIEKTPOHEH HOCHUTE.
8.3. Pe3siome Ha aokiiaja ce NpeacTaBs Ha XapTHEH HOCUTEII.

9. IlpemocraBsiHe Ha HHpOPMAaLMs HA YYACTHHIH B H3MUTBAHETO

9.1. Hpe;[cez[aTemlT WJIA TNIOCOYEH OT HEro 4JICH OTroBapAT Ha BBIIPOCH U NPEAOCTaBA
JOITBJIHUTCJIHA I/IH(l)OpMaLIPIﬂ Ha y4YaCTHHUIH B KOHKPETHO U3ITUTBAHE.

9.2. Tlpu wuckaHe Ha J[IOMBJIHUTENHAa HH(OpPMALKUA OT YYAaCTHULM B M3MUTBAHETO,
onpezeneHUAT uieH oT Komwucus ocurypsBa Tasu MHoOpMalys M OTroBaps Ha
MOCTaBEHUTE BBIIPOCHU B MUCMEHA U/UM YCTHA opMma.

9.3. TlpenocraBsiHeTo Ha WHGOpPMALMid HAa YYaCTHHLM € C OCHOBHO BHHMaHHE KbM
npaBaTa UM KaTO MALMEHTH M YYaCTHHMLM B MU3MMUTBAHETO (MPaBO Ha OTTEMISHE IO
BCSKO BpeMe, NMpaBo Ha 00e31eTeH1e, MpaBo Ha Bh3CTAHOBABAHE HA pa3Xx0/H, NPaBo
Ha UH(opMaLus PU HOBH JAaHHU 32 NPOJLYKTa).

9.4. Tlpu HeoOXOAMMOCT OT JOMBJHUTENHATa MHGpOpPMaLUs MO OTHOLIEHHE Ha
KOHKpPETEH MPOAYKT W/WIIM MpOLeaypa M0 U3NUTBAHETO, YYaCTHUKBT MOXeE Ja Obae
HAaCOYEH KbM HE3aBUCHUMHUS €KCNIEpPT, OLEHWJI MPOYYBAHETO MPH MbPBOHAYAIHOTO
CTaHOBHIIIE (CJie]] HETrOBOTO ChIIACHE) WY INIaBHUA U3CJeJ0BaTell.

10. pyru A0KyMeHTH MO NpoceissBaHe X012 Ha 000peHH H3NUTBAHMS
10.1. KaTo yacT OT TeKyL1s HaA30p ce pasriexaar:

e JIOKJAAX OT CTPYKTypaTa 3a KOHTpOJ Ha KIMHMYHM u3nutBaHus Ha HMAIJI mo
M3BBPLICHHU NMPOBEPKHU Ha NMPOBEXKAAHETO HA KIMHUYHU U3IIUTBAHUS;

o Jjoknamd ot MAJI 3a moctbnuia MHpOpMaLys 3a MPEKpaTsABaHE WM BPEMEHHO
MpeyCTaHOBABAaHE B APYTU CTPaHH Ha pa3pelleHy 3a TepuropuaTa Ha P. brarapus
KIMHUYHU U3MUTBAHMUS;

o wuHpopmanus 3a usuckBaHu 0T MAJl chbliecTBEHM NPOMEHHM B pa3pelICHH
KIMHUYHU U3TUTBAHUS;

o YBEIOMIJIEHHS 3a CIHpaHEe MPOBEXKAAHETO HAa M3MUTBAHETO WM 3abpana ot MAJI
(koraTo M3MUTBAHETO CE€ MPOBEXJA NPH YCIOBUSA, Pa3IMYHU OT OMNPEAEIEHUTE MPH
W3JaBaHe Ha pa3pelleHHeTo, WM € Hanuue MHopMauus 3a OmnopoyaBaHe Ha
HayyHaTa BaJIMJHOCT Ha M3MUTBAHETO WM CBLIECTBYBA PUCK 3a O€30MacHOCTTa Ha
Y4aCTHHLIUTE)

¢ YBEJIOMJEHHs 3a CIHEUHH MepKH, TNpEeAnpueTd OT BBIIOKUTENS W/HIH
u3ciejoBaress 3a Ja MpeanassaT y4YacTHUUMTE B KJIMHMUYHOTO M3MUTBAHE OT
BHE3alHO Bb3HMKHAJIM PUCKOBE 3a TAXHATa 6e30MmacHOCT U 31paBe (Cbriaui.132 or
3JIIIXM)

11. Ianara nocTenuia uHGOPMALMs MO TEKYIIMs Haf30p ce MpeAcTaBs 3a 00CHKIAHE B
Komucusata B XOJa Ha pEJOBHUTE 3acElaHHs, KaTo B3€TUTE pELICHUS Ce

NPOTOKOJIMpAT.
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