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Ot paboraTa Ha KOMHCHSTA, Ha3HAYeHa CbC 3alloBes Ne 3-211/06.10.2017 r. Ha W3n. nupekrop Ha
YMBAJI , Anexcarnposcka” EAJl 3a u3BbpIIBaHE Ha MOXOOP, PasIieKIaHE, OLCHIBAHE M KIACHpaHC HA
ohepTuTe OT oTKpHTa mpouemypa no 30II 3a BB3jIaraHe Ha obmecTBeHa mopbuka ¢ npeamer "'JlocTaBka Ha
paauouszoron 18F-FDG" B YMBAJI “Anexcanaposcka” EAJL, otkputa ¢ PerieHue Ne3-178 or para
30.08.2017 r., my6IMKyBaHa Ha CTpPaHHIaTa Ha ATYCHIMATA 33 obIIecTBEHH INOpPHYKM B Perucrepa Ha
obmectBernTe mopbukn mom Ne 00360-2017-0025, B OdurmaneH BECTHHK Ha EBponelickus ChbIO3 3a
obiecTBeHn moppuku Ha yebGcaiita Ha TED - obunmaneH M3TOYHUK Ha uadopmanus 3a OOMIECTBEHUTE
nopbuku B Esporna ¢ Ne 2017/S 167-343395 ot 01.09.2017T., n npoduia Ha KyIllyBada Ha caliTa Ha JIEYeOHOTO
3aBeIeHHUE.

CBHCTAB HA KOMUCHATA:

[TPEJCEJIATEJI: nou. n-p Banepus Xapkuiicka, IM — HA9aTHUK Knnanxka mmo HykieapHa MEIUIIMHA
YIEHOBE:

1. Ilseranka MuToBa — cTapIIX PeHTreHOB nabopant B KiIuHMKA [0 HYK/IeapHa MEAUIHMHA

2. Bacunxka Jlocesa - pusuk B KnuauKa 1o HykineapHa MeIUIIHHA

3. Jauuena LlexoBa — IiL. JOPUCKOHCYIIT

4. Teprana JepMeHKAeBa — HaJaIHHK OTAEN ,,O0IIECTBEHH OPBUKY”

Cren uW3roTBsHe Ha mpoTokona mo wi.54, an.7 ot III30I1, komucuaTa U3NPATH KOMHE OT IPOTOKOI Ne
7582/11.10.2017 r. 10 y4acTHHKA ,, XMMUMIIOPT (apma” AJ] u ro mybiaukysa B npoduiia Ha KyIyBaya.

Ha ocH. un.56, an.2 ot [ITI30II, xoMucuATa NPUCTHIIM KbM OLCHKA Ha TIPEeIOKEHUETO 32 H3TBIHEHNE
Ha TMOPBYKATA HA JOIYCHATHSA YJaCTHHK, ChOOPasHO 3ajl0KEHOTO B ,lIpeaMeT Ha NOpbUKaTa, TEXHUYECKA
crienpUKALFS 1 U3UCKBAaHUA OT NOKYMCHTAIMATA 38 yJacTHe.

Mpenioxkenue 3a H3bAHeHIe HA TOPBLYKATA HA ,, XuMuMIOpT hapma” All

V4aCTHUKBT € TPWIOKWI MPEANoKEHHE 38 M3IBIHEHNE Ha MOphYKara 1o obpaszer; Ha Bw3noxurens,
ChABPKALIO:

- Jlexnmapalius 3a ChIyiacye ¢ KJIay3UTe Ha IIPHIOKCHUA IIPOEKT Ha I0T0BOP;

- Jlexapanus 3a CpoKa Ha BAaIMAHOCT Ha odepTara. Odeprara € ¢ BanuaHocT 4 /deTupu/ Mecela OT
JaTaTa Ha IIo/laBaHe Ha o(epTara.

- Jlexiapanus OT y4acTHHKA, Y€ JEKapCTBEHHs NPOAYKT OTrOBaps Ha HM3HCKBAaHMWITA Ha 3JIIIXM u
IIpUTeXaBa BAIMIHO paspelieHue 3a ynorpeda B P Bearapus, uznazeso o pea Ha 3JIIIXM miu Pernament
(EO) Ne 726/2004r. na Espomneiickus napiaament n CbeeTa fan.23, an. 1 na 3JTIIXM/.

- JlexTapaius 3a CPOK 3a H3IIBIHEHHE HA BCAKA HOCTaBKa B CPOKa Ha 0TroBOpa — 10 12 /mBanagecer/ qaca
Ha JIeHs Ha JJOCTaBKaTa.

- Jlexnmapauust OT Y4aCTHMKA, 49€ MPU IPOM3BOACTBEHU npobiieMy INe OCBUIECTBH [OCTaBKaTa, KaTo
OCHIYpH JIEKaPCTBEHHAT NMPOJAYKT OT ITEPHATHBEH H3TOYHHK, B CPOK JI0 48 ugaca, ciel 3aJBIDKUTCITHO
CBIUIACYBaHe ¢ HavyalHKWKa Ha KiIMHUKaTa 110 HyK/ieapHa MEUIHHA.

TexHUYEeCKOTO NMPEeJIOKCHUE Ha YIACTHUKA € CIICAHOTO:

MexIyHapOHO HeNaTeHTHO HanMeHoBaHue - Fludeoxyglucose (18F)

ATC xon - VO9IX04

Tsproscko HanmeHosauue - Fludeoxyglucose (18F) Monrol, solution for injection 200-2200 MBg/ml

IpuTexaTen Ha paspelwenye 3a yrnorpeba - S.C. Monrol Europe S.R.L

[Tpoussoauremu - S.C. Monrol Europe S.R.L , PymbHus, Monpoxa Bsnarapus EOOJI, Monrol Poland Ltd

Sp.z.0.0. ITommua.

JlexapcTaena Gopma, akTusHOCT — Solution for injection, MHOro1030Ba OIJAKOBKA C AKTHBHOCT 14 GBq.

KoMpcHsTa YCTAHOBH, Y€ IPENIOKCHHS OT ,,XUMHUMIIOPT dapma” AJl neKapCTBCH IMPOAYKT,
CLOTBETCTBA HA M3UCKBAHMATA HA BB3IOXKMTENsA, IocodeHH B ,llperver Ha THOphYKaTa, TCXHHIECKA
crienuUKALMS ¥ U3UCKBAHKA~ OT JOKYMEHTalMATa 32 yIacTUC.




Ha ocuoBanune un.57, ain.3 ot IIII30I1, ¢ nucmo u3x. Ne 2718/20.10.2017 r., my6nukyBaHo B mpoduia
Ha KyInyBaya, KOMUCHUSTA YBEIOMHU YUACTHHUIUTE 3a JCHS U Jaca Ha OTBapsHE Ha IUnKa ¢ ,,IIpemiaranu neHOBH
rapaMeTpu’.

Ha 25.10.2017 r. B 13:00 uaca, xomucusra ce cs0pa 3a Ja OTBOpH U 00SBH IieHOBaTa odepra Ha
JOIycHAaTHs ydacTHHMK. Ha oTBapsHeTo Ha IeHoBara odepTa MPHCHCTBA NPEACTABUTEN Ha IONAIHA OofepTa
yuacTHuK - Ilapaun Kocranaues — ynpiHoMoleH oT Anekcanasp Ilanymies u [{setan bores, N3osnauTensan
JUPEKTOpU Ha ,, XuMuMIopT Gapma” A/l

Komucusta OTBOPH LIGHOBOTO NIPEATOKEHHE 1 'O OITOBECTH.

Ipenarany HEHOBH NAPpaMeTPH Ha ,, XHMUMIIOPT apma® AJl

Kpaiina LieHa Ha eHa MHOTo030Ba ornakoBka Fludeoxyglucose (18F)" ¢ aktuenoct 14 GBq — 10 000
/mecet xuisiau/ aB. 6e3 AJC.

KomucusaTa IpoABIKA cBOATa paboTa Ha 3aKPHUTO 3ace[aHye M M3BBPUIM OIlEHABaHe Ha opepTaTa BH3
OCHOBA Ha KPUTEPHUH — ,,Hall-HHUCKa [IeHa”.

Komucusta npaBu cIenHOTO KIaCHpaHe:
I.Bo mscro: ,,Xumumnopt papma” AJl ¢ uenoso mpempioxenue — 10 000 /necer xumamu/ ms. 6e3 JJIC.
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