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OKOHYATEJIEH TOKJAJ

oT Komucusara, saznagena cse 3anmosen Ne45 or 17.01.2020 r.
Ha Msnsmautemaus nupekrop Ha YMBAJI “Cretu 'eopru™ EA]

YBAJKAEMMU ITPO®. IZKAMBA3O0B,

C racrosmust Bu noxnanBaMme 3a paboTara Ha ropemocodyeHaTa KOMHCHS, Ha3HAYEHA 3a
M3BEPIIBaHE Ha HOJ00p Ha yUaCTHHIINTE, pasriieXkaaHe | OleHka Ha odepTuTe mo o0ImecTBeHa
IIOpBYKa C IIpeaMeT ,,/locTaBka Ha TeKapCTBeHH NPOIYKTH, HEOOX0AMMH 32 JEHHOCTTa HA
YMBAJIL ,,Csern I'eopru” EAJL”, otkprTa ¢ Pemenne No762/18.11.2019 r., xaxTo cexsa:

1. CbcTap HA KOMHCHAT2, BKJIIOYHTETHO NPOMEHHMTE, HACTHIHIM B X043 HA
paboTa Ha KOMHCHATA

Komucudara 3aceziaBa B chCTara, onpeneiieH ¢ Bama 3amoBen Ne45 ot 17.01.2020 1., a
HMEHHO:
Ilpencenaren: Momuaun Magpos — 3amM. - gupektop ,,AVIB” B YMBAJI “Cgetu I'eopru” EAJT
Ynenore:

1. Xpucro IletkoB — crermmammmct OII B otaen ,,IIOOIT

2. Mar.-papm. Henanka Yeprerkosa — H-k boyandana anteka

2. Homep m JaTa Ha 3amoBedTa 3a HA3HAYABAHE HA KOMHCHATA, KAKTO H
3al0BeJHTE, C KOUTO ce H3MEHAT CPOKOBETE, 33IaUNTE H CHCTABLT M

KomucuaTa e HasHaueHa ¢ Bama 3amoeen Ne45 ot 17.01.2020 r. Boe BpB3Ka ¢ 00SIBEHO
M3BBHPENHO IOJOXKEHHE CPOKET 3a paboTarta ¥ € yabmkeH 10 17.06.2020 r., xaTo mpoMeHH B
CBhCTaBa " 33/la9uTe ¥ HE Ca U3BHPITBAHMU.

3. KpaTxo onucanne Ha paboTHHSA Ipouec

Kommucusra m3neaau 3amaunte cd B nepuoma 17.01.2020 r. — 04.06.2020 r., xato Ge
crla3zeH MpEeABHICHUS pej 3a NPOBEXAaHe Ha OpoIedypaTra W HeHCTBHATA HAa KOMHCHATA,
cerimacHo 3011 u ITII30T1. 3acenanuara Ha KOMHCHATA CE H3BBPIIBaxXa 0 IpaduK, OIpeHeIeH



OT mpepcenarels Ha KOMHCHATA. BCHYKM peImmeHHMs Ha KOMHCHATa Osxa B3€TH C IIBIHO
MHEO3MHCTBO H He 0dxa M3Ka3agu ocoOeHn MHEHH.

4, KaugaaaTuTe H yIACTHHIIHTE B IIPOLeAypaTa
VuacTHHITUTE B IIpOTIeIypara ca:

1. ,,Maraa®@apm bparapag® EAJ{

2. ,Menexc* OO

3. ,Jdancon-BI'* OO]I

4. ,,Codapma Tpesipanre AJ{

5. ,,@apmumuoept AJ{

6. ,,Tnproecka Jiura — I'mo6anen Anreden Henrop“ AJl
7. » ®BOHUKC ®APMA“ EOO/

8. ,,Bera Memgaxan“ EOO[

5. HMeiicTBuATa, CBHP3aHH ¢ OTBApsHEe, Pa3TJIeKNaHe H OHeHABAHE HA BCIKA OT
odeprHTe, 32a5BICHUATA 32 YUACTHE H NPOBEJICHATE MPErOBOPH

Odeprure Ha ydgacTHHUINTE OsXa OTBOPEHH B IMyONHMYHO 3acelaHMe Ha KOMHCHSATA B
IIOCOYECHHUTE BpEME H MACTO B OOABICHHETO Ha MOphukara. IIpyw oTBapsHETO HE IPHCHCTBAXa
MpeACTaBUTENIM Ha YYaCTHHNWTE B NPOIEAypaTa, KakTo W IIPEICTABHTEIM HA CPEICTBATa 3a
MacoOBO OCBEIOMSBAHE.

Odeprute 6sxa pasriiefaHd NpH clia3BaHe HA MPEIBHICHHA 3a TOBa pex B 'nmasa V,
paszaen VIII ot ITTI3011, o6muTte npasuia Ha 3011 u ycnoBusaTa Ha mophUKara.

OnensBanero Ha odeptaTe Oe wm3Bbpmeno mo kputepus «OIITUMAJIHO
CBHOTHOHIEHNE KAYECTBO/IIEHA», B CHOTBETCTBHE ¢ H3UCKBaHuATa Ha 9. 70, an.2, T.
3 ot 3011 CrpuxrHO 6eme IprAIOKEHa METOJUKATA 32 OIEHKA OT YCJIOBHATA Ha MOPHIKATA.

6. KﬂacnpaHe Ha Y9aCTHHIHTE, KOraTo € NIPHI0KHMO
Karo IPHWIOXKH MCTOMUKAaTa 3a OLCHKA, KOMHUCHATA KIacHpa YYaCTHHIHTE, CBHIJIaCHO
CBOTBCTHHTC Ta6JH/IIII/I, TIPHIIOKCHH KbM IIPOTOKOJIHTE.

7. Hpezmmlcenue 32 OTCTPAHABAHE HA KAaHTUAATH HJIN YYHACTHHIN

7.1. ,®bOHHUKC ®APMA“ EOO/L B "wacTTa 32 HOMeHKJATYpeH pex Ne289 cnhe
cJIeXHATEe MOTHBH:

Cnen xato ce 3amo3Ha mOAPOOHO C ONHMCAHHWETO HA JCKAPCTBEHHTE MPOAYKTH —
THProOBCKO HAMMEHOBAHKE U IIpeJiaraHa onakoBka, KoMucusaTa ycTaHOBH HECHLOTBETCTBHS HA
IOpeyiarad OT y9acTHHKA JIEKAPCTBEH IMPOAYKT, & HMEHHO:

3a HoMmeHKIaTypeH pex Ne289 e mpemmoxumn nekapcrsends npoxykr CEHCHUITYKC
KAIIKM 10 MIJI. B coermudmkanmara HA BB3JIOKHTEII € IIOCOYEHO M3HCKBAHETO
KOIIMIECTBOTO JIEKAPCTBEHO BEIIECTBO 3a JekapcrBeHaTa ¢opma ga e 0,5mg/ml 15mi. Hanume
€ HECBOTBETCTBHE MEX/y [IOCOYEHOTO KOJIMYECTBO JIEKAPCTBEHO BEIIECTBO 3a JIeKapCTBEHAaTa
dopma B cmemubuKanuATa HA BB3NOKHTENS M NPEUIOKEHHS OT YIACTHHKA IEKAPCTBEH
HIPOJYKT, C OTJIe]] Ha KOETO odepTaTa Ha yJacTHHKA 3a TO3M HOMEHKIIATYPEH pell He OTroBaps
Ha TIpeABapHTENHO 0OSBEHUTE YCIOBHA Ha BB3NOXuTend. ETo 3amo u na ocnosanue un. 107,

m. 1 om 30II, Komucusma npednaza 3a omcmpanssane om npoyedypama ,, PBOHHKC
PAPMA " EOQ]] 6 wacmma 3a nomenxnamypen ped Ne289.

7.2. ,,Bera Meguxan“ EQOO/I ¢bc cieHETE MOTHBH:



Crnex Karo pasTiiefia TeXHHYECKOTO NPEATIOXKEHNE Ha YJYacTHHKA W IPOBEPH 3a
CHOTBETCTBHETO My C IIpEeIBapUTEIHO O0OsBeHHTE YcloBus, Kommcusara ycraHoBw, de
IPEeITIOKEHHAT JEKapCTBEH IIPOIYKT 32 HOMEHKIATypHH pefnose NeNe312, 313,314 u 315 e €
BIFCaH B PErMCTHpa Ha Ipele/IHUTE NeHH Ha Hanmonanaus cbBeT o neHn U perMOypcupane
Ha JeKapCTBEHHTe IPOMYKTH KBM JaTaTa Ha JeKIapupaHe Ha ToBa OOGCTOSATENICTBO, KBM
MOMEHTA Ha KpaiiiHaTa JlaTa 3a ImoJapage Ha o)epTHTE 3a y9acThe B obmecTBenara nopsuka. C
ornen Ha ToBa KomucmsaTa pemmy, 9e IIPeIOKEHHETO Ha YJYaCTHHKA HE OTroBapsd Ha
IIpe/BAPHTEIHO OOSBEHATE YCIOBHS HA BB3JIOKHTENA, NMOCOIeHH B T.4 OT obpasena Ha
TEXHAYECKO TpeioxKeHne 3a JekapereeHns npoaykT ¢ INN Fludeoxyglucose (18F), ATC xox
V09IX04. Eto 3amo u Ha ocHoeéanue yin. 107, m. 1 om 30II, Komucusma npeonaza 3a
omcmpanseane om npoyeoypama ,, Beca Meouxan® EOOL 6 wacmma 3a HOMEHKIQMYPHU
peooge NeNe312, 313, 314 u 315.

8. MoTHEH 32 JoIyCKaHe HJIN OTCTPAHABAHE HA BCEKH KAHAMAAT HIH YYACTHHK

VYuacTHHUIIATE B HpoIe/ypara ca JAOIMyCHATH IIPEIBHI YCTAHOBEHO CIIa3BaHE Ha
H3UCKBAHUITA KBM JIMIHOTO CHCTOSHHE M KPUTEPHUTE 32 IOAOOD, IIOCTABEHH OT BB3JIOKHTEL,
a Taka ChHINO WM CHa3BaHe HA OCTAHAJIHMTE M3MCKBAHWS HA IOPBUKATA, B T.4. CHOTBETCTBHE C
TeXHAIeCcKaTa clelu(HKalys] U yCIOBUATA Ha BB3JIOXKUTENS B 00IIECTBEHATa TOPHYIKA.

9. Ilpepnoxenne 3a CKIIOYBaHE HA JOTOBOP € KJACHPAHUSA HA IbPBO MSCTO
YYACTHHK WJIH 32 NIPeKPATABaHe Ha HPONeAypaTa chC ChOTBETHOTO HPABHO OCHOBAHHE

IIpennarame na 6b€ CKIIOYEH JOTOBOP 33 H3BIIHEHUE HA NOPHUKATA KIACHPAHUTE HA
I'BPBO MSACTO YYaCTHHIIH CHITIACHO KIIACHPAHETO IO MEeCTa, IOCOYEHO B ChOTBETHATA TabImHIIa,
npusioxxena KsM IIpotokom Ne5.

10. Onucanne Ha IpeACTABEHATE MOCTPH H/HJIN CHAMKH, KOTATO € MPHICKAMO:
Henpunoxumo.

HpHHO)ICCHO Bu NpgacTaBiIMEe BCHYKHA TOKYMCHTH, H3TOTBCHH B X0Ja Ha pa60Ta Ha

KOMHCHATA, KATO ITPOTOKO, 1 OLIICHHUTCIIHHA TaGJ]HIII/I.

IaTa Ha mpecTapsHe Iia Boe3noxurend: 04.06.2020 r.
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