IMMPOTOKOJI

Ha 13.06.2019 r. ot 11:00 gaca ce nmpoBezae nyOIMYHO 3aceaHUE HA KOMMCHS, Ha3HA4YeHA
cwe 3amosen Ne PJ1-11-225/12.06.2019 r. Ha MEHHCTBpaA Ha 3/paBeola3BaHETO, ChC 3aJadaTa Ja
M3BLPINA 110A00p HA YYACTHMIMTE, pasriefa, OLEHH M Kiacupa INOJafeHHTE O(epTH II0
0bIeCTBEHa MOPBYKA C TpEeaMeT: ,/Jocmageka Ha paouoaKmueHu JIEKAPCHEEHU HPOOYKMmU,
paduopapmayesmuy, paouOHyKIHOHY 2eHepaAmMOpU, KUmoee U paduoHyKIUOHU RPeKypcopu
3a 2019z. no npekpamenu obocobernu nozuyuu . OOIEeCTBEHATa IOPEYKA € OTKpHTA ¢ Pemenue
P/1-11-164/07.05.2019 r. Ha BB3NOXKHUTENSL
I. CheraB Ha KOMHCHS
IIpeacenared:

1-p Henu Tapuncka, Haganauk otaen ,,JITMUK®, nupexuns ,,JIIT%;
YneHose:

Uckpa VBanosa, riasen exciept B otaen ,, JINMUK®, nupexuus ,,JIIT;
Januena Ynpwuiicka, riiaBeH eKcreprT, TUpeKius ,,bd%;

Paymna KanuHoBa, riiaBeH excrepT, mupexuns “OI17;

Bunsina Keiera, rnasen excriepT, Aupekius “OI17.

PeszepBen npeacenaren:

Axcunusg ATaHacoBa, JbpiKaBeH ekcnept B oTaen ,, AJK®, nupexiws ,, JIIT.
Pe3epBHH 4/ieHOBE:

Mar.dapm. I{serenuna [lomosa, cTapmu excnept, Aapexnus “JIIT”;
Enena ["aBpuiioBa, IbpixaBeH ekcrepT B aupekuus ,,OI1%;

Jlanuena Brnamosa, TaBeH eKcepT B Aupekmus ,,bd%.

Ha oTkpuTOTO 3aceqaHue Ha KOMUCHATA, IIOPaIH IION3BaHe Ha IUIATEH TOQMIIEH OTIYCK OT
Bunsaua Ksmmesa, rmasen excrept, aupekius “OI1”, cpinaTa bemre 3aMecTeHa OT PE3EPBHUAT WIEH
Enena I'aBpunosa, appxaeeH excrepT B aupekius ,,OI1%. IIpenn maganoTo Ha 3acemaHHETO Ha
ocrHoBanue Wi 48, an. 6 or IlpaBuiHKMKa 3a IpUIaraHe Ha 3aKkoHa 3a OOIIECTBEHHTE IOPBHYKH
(ITTI3011), npeacenaTensT Ha KOMHCHATA IOIYy4YH OT CJIYXHTEN B [IEJOBOACTBOTO IOCTHIMIUTE
MpeIIOKEH s 33 YIacTHe B 0OIIECTBEHATA IOPBUKA, 38 KOETO C€ ChCTaBH U IOAINHCA JBYCTPAHEH
TIPOTOKOII.

[Ipeny Ha4ajgoTO HA 3aCCNAHHETO M CJle)[ II0JyYyaBaHe Ha CIMCHKA C YYACTHHIMTE B
obImecTBEHATa IOPhYKA, MpEACeNarTeNaT M BCHYKH WICHOBE HA KOMHCHsTA IOANHKCAaxa
nexnapanuy mo wi. 103, an. 2 oT 3akona 3a obmectsenute nopkuku (30I0) u wr. 51, an. 13 or
[III30I1. Tlpemu oTBapsHe Ha OMNAKOBKHTE, CHABPKAINM NPESITOKCHHATA HAa YJaCTHHLHTE,
KOMHMCHATA CE 3all03HA ¢ YTBBPAEHATA OT BB3JIOKHUTENA JOKYMEHTAIMS 34 YYaCTHE B IPOLeIypaTa
3a BB3JIarane Ha oOIecTBeHaTa nophyKa.

II. CnuchbK Ha NpeNIoKeHHASTA HA YYACTHHIMTEe B MpOUeAypaTa 3a Bb3JIaraHe Ha
ofImecTBeHa NOPbYKA, 0 PeJAa HA TAXHOTO NOJABAHE B I€JI0BOACTBOTO HA MUHUCTEPCTBOTO
HA 3JpaBeoNa3BaHEeTo:

KoHcTatupaso Oe, 4e B ONPEeIeHHs CPOK ca IOCTRIWIM 3 (TpH) MPEINOKEHHS, KaKTO
creIBa:

1. Tpemnoxenue ¢ BX. Ne 26-01-132/11.06.2019 r., monanero B 10:12 gaca ot ¢upma
,CODAPMA TPEMJIMHI“ AJl, 10 060cO0EHH IIO3UIHMH C HOMEpa, KakTo ciensa: 8, 11, 12,
13, 14, 15, 16,17, 18, 19, 20, 21, 22, 23 u 24;

2. Ipennoxenue ¢ Bx. Ne 26-01-133/12.06.2019 1., mogazeno B 14:09 gaca ot ¢upma
,BEI'A MEJJUKAJI” EOO/I, o 060co0eHH O3HIHH ¢ HOMEDPA, KaKTo ciejsa: 1,2 1 5;

3. Tpennoxenne ¢ BX. Ne 26-01-134/12.06.2019 r., momanero B 16:14 yaca or ¢pupma
L,LCAMAKOHCYJT” EOO/I, o oGocobenn mosuuuu NeNe 9, 10, 11, 12, 13, 14, 15, 16, 17, 18,
19, 20, 21, 22, 23 u 24,

I[IpemioxeHusTa ca MOJAJECHHM B 3aledyaTaHd, HaANHCAHW, HENPO3PayHH OIIaKOBKH C
HeHapylueHa usaaoct. [Ipennoxenns, IOCTRIMIA CIIE KpaiHUS CPOK HAMA.

III. OrBapsine HA perHCTPHPAHHTE B JEJOBOACTBOTO 3ame4aTaHH, HeNpPO3pa4vHH
OMAKOBKH, ChAbPKAIIM NPeJJ0KeHUATA HA YYACTHHIHTE.

Ha ocropanue wi. 54, an. 2 ot ITII30I1, npu myOauuHuTEe JEHCTBHA HA KOMMCHATA, IPUCHCTBA
EBa BonenuyapoBa — yI'BIHOMOLIEH NpejcTaButen Ha , BEI'A MEJIUKAJI” EOOJ.



Ha myOnuyHaTa yacT Ha 3acelaHHeTO Ha KOMHCHATA He IIPUCBCTBAXa IPEICTABUTEIN Ha
CpeIcTBaTa 3a MaCOBO OCBEIOMSIBAHE.

Crnen uaeHTH(OHKAIMS Ha IPUCHCTRALIMTE IPEACTABUTEIH, KOMUCHATAa OTBOPH 110 pejla Ha
TAXHOTO TIIOCTBIIBAHE MPEUIOKEHHUATA HAa YYaCTHHIMTE, CHABPXKAINHM CE B 3alcyaTaHMTe,
HEIPO3payHy OIIAKOBKH, OIIOBECTH TAXHOTO CHABPIKAHHE H H3BBLPIUH [IPOBEPKA 32 HANMYHMETO Ha
OTJIENTHK 3amedaTaHy ILUIMKOBE ¢ Hammuc ,JIpeiyiarany [IeHOBH MapamMeTpu™ 3a Beska obocobeHa
MO3HIH.

B m3nenHenue Ha pasnopendute Ha wi. 54, an. 4 u an. 5 ot [III30I1, TprmMa oT 4yineHOBETE
HAa KOMHCHATA NOJIMCaxa ChABPKALIUTE Ce B IMPENJIOKEHHATA HA YYACTHHIMTE, TEXHHYECKH
MpeI0KESHHUS, TI0 CHOTBETHHTE 000COOEHN TTO3MIMY, KAKTO H OTJEIHUTE 3aIl€YaTaHy IIMKOBE C
raanuc "llpeamaranm nenoBu mapamerpu”. IIpHCHCTBAIMAT YIBIHOMOINEH IIPEACTABHTEN Ha
,Bera Meauken® EOOJI, ce Bp3M0J3Ba OT IPABOTO CH Ja MOAIHINEG TEXHHYECKHUTE IIPEIIONKEHUS,
0 CBHOTBETHUTE 00OOCOOEHH IIO3HIHMH, KAKTO H OTICIHUTE 3aledyaTaHW IUIMKOBE C HAIIIUC
"[Ipennarany EHOBH MapaMEeTPH™ ChABPIKAIIY e B IIPEIUIOKEHHATA Ha yJaCTHHLHUTE ,,Codapma
Tpednuur® AJl u ,,'amaxoncynr” EOO/L.

Criest M3BBPIIBAHE HA TOPHUTE JEHCTBUS IIPUKITFOYUM ITyOIMYHATA YacT OT 3aCEJaHHETO Ha
xomucuATa. KOMHCHSITa B CHIIHS CHCTAB IPOLBIDKH 3aCENaHUETO MIPH 3aKPHTH BPATH.

[Ipencenarenar Ha KOMHCHATA OOSBH, Ye BCHYKH NOKYMEHTH CBBP3aHH ¢ 0OIIeCTBEHATa
NOpbYKA, BKIFOUHTENHO M IPEICTABEHHTE [PEMIONKEHMS 32 YYacTHe, INe C€ ChbXpaHsBaT B
crpanara Ha MHHHCTEPCTBO Ha 3ApaBeonasBaHero, Il ,,Ceera Hemems™ Ne 5, B momemenue
LMaka 3ana cyrepen®.

[IpencenarensaT Ha KOMHCHSTA H3TOTBHM rpaduk 3a paboTaTa Ha KOMMCHATA, CHIJNIACHO
M3MCKBaHEeTO Ha 4. 51, an. 4, T. 1, npeanoxexnue sropo ot III30I1.

KoMucusaTa M3BLPII TIPOBEpPKA 32 HANTHYHETO Ha 000COOCHH HO3HIMHM, IO KOHTO HAMA
TIOCTBITHIH OQEPTH ¥ YCTAHOBH, Ye B IIOCOUYEHHS B OOSBIEHHETO CPOK, HE Ca MOCTHIUIH 0hepTH
o cJIeqHUTe 000C00EHH MTO3UIIUH:

HanMeHoBaHME, ¢JHHHYHA AKTHBHOCT
Na

3 | Technetium (99m Tc) macrosalb

4 | Technetium (99m Tc) nanocolloid

6 | Sodium Iodide [131 I] 3,7 GBq solution for injection

7 | Strontium (89 Sr) chloride

[IpenBun ropHata KOHCTATAIlWs, KOMHCHSTA Ipeyiara Ha Bb3JOXKHUTEIS, obluecTBeHara
nopbuka na Oble MpeKpaTeHa 3a Te3H 000co0eHH MO3UINH Ha OCHOBAHHUE L. 110, an. 1, 1. 1 ot
30I1.

IV. Pasrine:xxnane Ha goxymenTd mo @i 39, an. 2 or III3OII 3a chorBeTcTBHE C
H3HCKBAHMATA KbM JHYHOTO CHCTOSIHHE M KPHTEPHHUTE 32 MoAdop.

B msmbanenue Ha uil. 54, an. 7 or III130I1, komucus, HasHayeHa cbe 3anoBen Ne PJI-11-
225/12.06.2019 r. Ha BB3NOKUTENS IPOABIDKH CBOSATA paboTa B 3aKPUTH 3aCENAHNs, TPOBEICHA
ua 17.06.2019 1. - 18.06.2019 r. BKIIOYUTETHO, B PEIOBHHS H ChCTaB:

IIpencenaren:

1-p Hemu Tapuncka, Hauansuk otaen ,,JIITIMUK®, nupexius L1
YneHnose:

Vckpa WBanoBa, riiaBeH excrepT B otael ,, JIIMUK®, mupexuus L -
Jlanuena Yupuiicka, riaBeH eKCIepT, JUpeKuus ,,bD™;

Pamuua Kanunosa, riaseH ekcuept, aupekius “OIT7;

Bunsaa Kpinesa, rinasen ekcnept, xapexnus “OI1”.

[Ipeqy HauaJOTO HA 3aceJaHHeTO M Cclel MOJIy4YaBaHe Ha CIHChKA C YYacTHHIHTE B
ofirecTReHaTa Iopbkuka, bmugHa Keiuesa, rnaBeH excmepr, mupexuus “OIT”  moxmuca
aexsnapanuu 1m0 wi. 103, an. 2 ot 3011 » w. 51, an. 13 ot III30IL




1. Pasruesxnane 10KyMeHTHTe mpeacrasenn ot ,,CO®APMA TPEUJMHIS Al 3a
ChOTBETCTBHE ¢ H3HCKBAHMATA KbM JHYHOTO CbCTOSTHAE H KPUTEPHHTE 32 TOA0O0P.

IIpemnoxenuero Ha ,,Codapma Tpedmumar” AJl cbIbpka CHOHCHK HA JOKYMEHTHTE,
CHABPKALIM Ce B odeprara, 3asdBIEHHE 33 YUaCTHE - OPHIHHAIN, CBABPIKAINO CIHCHK Ha BCHUKH
3aIBJDKEHH JIHIA 110 CMHCHIa Ha Wi 54, an. 2 1 3 or 30I1, He3aBHCHMO OT HAUMEHOBAHHETO HA
Opra’HuTe, B KOUTO y4acTBaT, UM JUIBXKHOCTUTEe, kouto 3aemaTr u eEEJIOII - onTtuyen mocuren
(CD) - 1 6p., xakTo ¥ odepra, chabpkama 15 (meTHameceT) TEXHHYECKH IPEMIONKEHHs I10
obocobenn mozmumm NeNe 8, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23 u 24, u 15
(merHazeceT) Opost LIEHOBH [TPEJITIOKEHHUS 10 TOPEIUTHPaHHTe 000COOEHH TTO3HITHH.

OtrocHO moxyMmeHnTHure Ha ,,Codapma Tpeitnpar® AJl, KOMHCHSTA YCTAHOBH CIIEIHOTO:

Crpobpa3Ho HalpaBeHaTa CIpaBKa 4pe3 caiiTa Ha THProOBCKHS PETHCTLD 3a AKTYATHOTO
cecrosHre Ha ,,Copapma Tpedigunar AJl, koMucHSTa YCTAaHOBH, Y€ IPYKECTBOTO c€ YIIPaBisBa
or CpBer Ha nupekropute B cheraB: [umursp ['eoprues [nmutpos, Orusn Msanos [lones u
Agren Vopnaros Mopaanos # npescrasissa ot JaMutsp I'eoprues [UMATPOB — H3IBIHUTETEH
IUPEKTOP.

Cnen Taka HampaBeHUTE KOHCTATallM¥, KOMMHCHATA YCTaHOBM, HE€ MPEICTABEHUST B
npeuioxkeHueTo Ha yvacTHuka ,,Copapma Tpedmuur® AJ[ 1 Opo#t eEEJIOII, croTBeTCTBA Ha
u3ucKBaHusTa Ha wi. 67, an. 1 ot 3011 u wi. 54, an. 2 u 3 ot 30IL. [Ipencrarenust eEEJIOII ¢ B
eIeKTPOHEH BHJ, IUPOBO IOANMHCAH W IpuioxkeH Ha ontudeH Hocuten (CD) keM makera
IOKYMEHTH 3a ydJacTHe B Impouenypara. ®opMmaThT, B KOHTO € IMpeJoCcTaBeH JOKYMEHTBHT HE
II03BOJISIBA pellakTHpaHe HA HEroBOTO ChAbBpiaHWe, npeiacrased e B PDF dopmar u coimuar e
HaJUIEXHO TOITMCAH OT BCHYKH T'OPELMTUPAHM JIHIIA.

B®3 ocHoBa Ha nexnapupanute B eEEJIOII obcTosTencTsa U mpHIOKEeHUTe JOKYMEHTH,
KOMHCHATA KOHCTATHpPA, Ye YYACTHHUKLT OTIOBaps HAa M3UCKBAHHATA 33 JIMYHO CHCTOSHHE H HA
KPUTEPHHUTE 32 TIOA00P ¥ CHILMAT € JOIYCHAT JI0 eTal pasriIekIaHe Ha TEXHHYECKH [IPEII0KEHHS
110 o6ocobenn nmo3uimm NeNe 8, 11,12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23 u 24.

2. Pasrnexknane dokymMeHTHTe npencraseHn ot ,BE[I'A MEJIHUKAJI” EOQOJI 3a
CHOTBETCTBHE ¢ H3HCKBAHHUATA KbM JHYHOTO CHCTOSTHHE H KPHTEPHATE 32 NOADOP.

[Tpennoxenuero Ha ,,BETA MEJIMKAJI” EOOJ/] cpappxa omMc Ha JOKYMEHTHTE,
3asBJICHUE 32 Y4aCcTHe - OPUTHHAT, CHABPKALIO CIHCHK HAa BCHUKH 3aIb/DKEHH JIHIA [10 CMHUCHIIA
Ha w1, 54, an. 2 u 3 ot 30!, He3aBHCHMO OT HAUMEHOBAHHETO HA OPraHHTE, B KOUTO YYacTBaT,
Wi rexHocTHTe, KouTo 3aeMar U eEEJIOIT - ontuyen nocuren (CD) - 1 6p., xakro 1 odepra,
ChIBpIKAINA 3 (TpH) TEXHHYECKH TMpeoxKeHus 1o obocobenn nosumuu NeNe 1, 2 u 5; u 3 (1pm)
Opos IEHOBH MPEIIOKEHHS 10 TOPEIUTHPAaHITE 000CODEHH TTO3UIHH.

Otrocuo poxymentute Ha ,,BE['A MEJIUKAJI” EOOJI, xoMucusTa ycTaHOBH CIIEIHOTO:

CroOpa3Ho HanpaBeHaTa CIIpaBKa 4pe3 caiita Ha THProOBCKHSA PETHCTBDP 3a aKTYaJHOTO
ceerosaue Ha ,,BEIA MEJIMKAJI” EOO/I, koMucusiTa yCTaHOBH, Ye IPYKECTBOTO CE YIIpaBIIiBa
ot Humutsp SAuK0oB MBaHOB - yIIpaBUTEIL.

Cnen Taka HampaBeHHTE KOHCTATALMK, KOMHCHSTA YCTaHOBH, Y€ IIPEACTABEHUSAT B
npeioxKeHneTo Ha ydyactauka ,,BEIA MEJIMKAJT” EOOJ 1 6poit eEEJIOII, choTBeTCTBA Ha
u3nckBaHuaTa Ha 4. 67, aim. 1 oT 3011 v wi. 54, an. 2 u 3 ot 3011 Ilpencrasenust eEE/IOIl e B
eJIeKTPOHEH BHA, IHUGPOBO HOAIMMCAH M IPWUIoXeH Ha onrtuueH Hocuren (CD) keM makera
JIOKYMEHTH 3a ydacTde B Ipolexypara. dopMarbsT, B KOHTO € IpPEZOCTaBEH NOKYMEHTHT HE
[I03BOJIsIBA PEJAKTHpaHe Ha HErOBOTO CHAbpXKaHMe, mpezncraBeH € B PDF dopmar u cpummar e
HAIJIE)KHO TTOJIIMCAH OT FOPELUTHPAHOTO JIMIIE.

B3 ocuosa Ha meknapupanute B eEEJIOII o0cTosTencTBa U NpHIOKEHHATE TOKYMEHTH,
KOMHCHATa KOHCTATHpA, 9€ YYACTHUKLT OTTOBaps HA M3MCKBAHMATA 33 JIMYHO CBCTOSHUE M HA
KPHTEPHHUTE 3a 000D U CHIIMAT € JOIYCHAT 0 eTall PasIJIeXAaHe Ha TEXHUIECKH NIPEAI0KEHUS
110 06ocobenu mo3umuE NeNe 1, 2 1 5.

3. Pasraexaane noxkymenrure npeacraBenn or ,AMAKOHCYJIT” EOO/ 3a
CHOTBETCTBHE ¢ H3HCKBAHHATA KbM JHYHOTO CHCTOSIHHE H KPHTEPHHUTe 32 noadop.

[Mpenoxenuero Ha ,, I amakorcynr” EOOJI cpappxa ONKC Ha NPEICTABEHUTE JOKYMEHTH,
3asBJICHHE 32 YYACTHE — OPATMHAI, ChABPKALIO CIHCHK Ha 3aJbIDKCHHTE JIMIA [I0 CMHCHJIA Ha Yl
54, an. 2 u 3 or 30II, HE3aBHCHMO OT HAHMMEHOBAHMETO HA OPraHHUTE, B KOUTO y4YacCTBAT, MM
mTekHOCTHTE, KouTo 3aemar u ¢EEJIOIl - ontmuen Hocuren (CD) - 1 Op., mo obocobenu
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nozumd NeNe 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23 u 24, kaxto u odepra ¢ 16
(mecTHageceT) Opos TEXHHUYECKH TpenoxeHus mo obocobenn mozumum NeNe 9, 10, 11, 12, 13,
14, 15, 16, 17, 18, 19, 20, 21, 22, 23 u 24 u 16 (mecTHaneceT) Opos MEHOBH MPEIOKEHUS 110
rOpenUuTHpaHuTe 000COOSHH MO3UIIHH.

OtrocHO goxymenture Ha ,,I 'amaxoncynt EOOJI, koMHCUATA YCTAHOBH CIIEIHOTO:

Cro0pa3no HanpaBeHaTa CIIpaBKa 4pe3 caiiTa Ha TBPrOBCKHS PETHCTBP 34 aKTyalHOTO
cecTogHue Ha ,['amakoncynt” EOO/I, komucHsATa ycTaHOBH, Y€ IPYKECTBOTO Ce YIPABISIBA K
npenactasissa oT [lersp Hukonos Tomopos — ynpasuten. Cren Taka HanpaBeHaTa KOHCTATALMS,
KOMHCHSATA YCTAHOBH, Y€ IIPEACTABEHUAT B IIPEIIOKEHHETO HA y4acTHHKA ,,] amakorcynT” EOOJ]
1 6poit eEEJIOII croTBeTcTBa Ha M3ucKBaHuATA HA Wi 67, ain. 1 or 3011 ¥ wi. 54, a1. 2 1 3 or
3011

Ilpencrasenuar eEEJIOIl e B enekrpoHeH BUJ, NMGOPOBO IOIIIMCAH H IPHIOKEH Ha
ontr4eH Hocuten (CD) xbM nmakeTa TOKyMEHTH 3a y4acTHe B Ipoleaypara. DopMarsT, B KOHTO €
IpPeNOCTaBeH JOKYMEHTLT He [103BOJIBA peJaKTHpaHe Ha HEerOBOTO ChABPIKAHKE, IPEICTABEH € B
PDF ¢opMaT ¥ CHIIMST € HAIJIEHKHO ITOAMHUCAH OT TOPEIHTHPAHOTO JIHIIE.

B®3 ocnora Ha pexnapupanute B eEEJIOII 00cToATENCTBa U NPUIOKEHUTE TOKYMEHTH,
KOMMCHSITAa KOHCTATHpA, Y€ YYACTHHKBT OTIOBaps Ha HM3MCKBAHMATA 3a JIUYHO CHCTOSHHME M Ha
KpUTEpHUTE 32 TOAOO0P U CHIUMAIT € NOITyCHAT 0 €Tall pasrieXJaHe Ha TEXHUIECKH IIPe/[I0KEHMs]
1o obocobenn mo3mmuu NeNe 9, 10, 11, 12, 13, 14, 15, 16,17, 18, 19, 20, 21, 22, 23 u 24.

V. KoMucHATA IPOABLILKHA CBOATA PadoTa B ChCTAB!

IIpeacenaren:

1-p Hemu Tapuncka, Havanauk otaen ,, JIIIMMWK®, nupexuus ,, JITTY;
Ynenose:

HWckpa MpanoBa, rnaBen excrnept B otaen ., JIIIMUK®, mupexkmus ,,JITT;
Hanmena Yupuiicka, riiaBeH ekcreptT, aupekuus ,,bad;

Panuna KanuHoga, riaBen exkcnept, gupexuus “OIT7;

bunsina Kpiiesa, rnases excrept, pupexips “OI1”.

B 3aKpWTH 3acenaHud (cucTosnu ce B mepuoza 19.06.2019 r. - 21.06.19 r.) ¢ pasrnexgane Ha
TexmuueckuTe MPeIOKEHHS IO OTAeTHUTe 000CcO0eHH II03UIM Ha NOMYCHATHTE YYACTHHIINTE,
Karo M3BBPINH MMPOBEPKA Ha MPEUIOKEHHUATA 32 U3IIBIHEHHE HA YYaCTHHIMTE U CHOTBETCTBHETO
M C IpeIBapUTENHO OOABEHHTE YCJOBHS Ha BB3JIOXKHTENS, ChABPHKALNIKM CE€ B YTBBpACHATA
JOKYMEHTAIIHA 33 y4acTHe ¥ TPHIOXKEHUTE KbM Hesl 00pasiiu.

PasrnexxmaHeTo Ha TEXHHYECKHTE IIPEIUIOXKEHHS Ce ChCTOS 10 pelia Ha IIOCTHIIBAHE Ha
NPEJUIOKEHUATA B JIEJOBOICTBOTO Ha MUHICTEPCTBOTO Ha 3[[paBEOIIa3BaHeTo.

1. KomucuaTa H3RBPIIA TPEriIe]] Ha TEXHUYECKUTE NPeJIOKEHHA 38 H3IIbJIHEHWE Ha
nopbukara Ha yuactuuka ,,COOPAPMA TPEAIAHT“ AJl 32 o6ocobenu mozmmuu NeNe 8, 11,
12,13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23 1 24 1 yCTaHOBH HAIMYHE HA JOKYMEHTHTE IT10 WiI. 39,
an. 3, 1. 1 ot IIII3011, a uMenHO:

OTIenHo OKOMIUIEKTOBAHH TEeXHHUYECKH IIPEITIOKEHHS, 10 00pa3er] 0T JOKYMEHTAIUATA C

TPHITOKEHH
’ JIOKYMEHT 3a yIIbJIHOMOIIIABAHE;
g NpPEANOKEHUE 33 H3IBIHEHHE Ha IIOPHYKATa B CHOTBETCTBHE C TEXHHYECKHTE
crienuHUKAIIMKA ¥ N3UCKBAHUATA HA BB3IOKUTEIL,
» JeKJIapalys OT YIaCTHHKA, Y& MeIUITMHCKUTE M3JIEIHS ca BKIIOUYCHH B CIIHCHKA 110

yr. 1, 1. 1, 6yksa ,,0° or Hapenbara 3a ycioBHATa M pela 3a ChCTaBSHE HA CIIMCHK Ha
MeMIMHECKHTE H3aenus 1o wi. 30a ot 3akoHa 3a MeguIMHCKUTE u3nenus /3MUW/, ¢ npunoxeHo
u3sneueHre or Comcpka mo 4. 1, T. 1, Oykea ,,06“ or Hapenbara 3a ycrmoBusaTa u pema 3a
CHCTABSHE HA CIIUCHK Ha MeauluuckuaTe u3neins no 9. 30 ot 3MHU 3a obocobenn mozuipn NoNe
8,11,12,13,14,15,16,17, 18, 19, 20, 21, 22, 23 u 24;

» otumanes noKyMmeHt, uznangeH oT MAJL, oT KOHTO € BHIHO, Y€ 3a CHOTBETHOTO
MEIMIIMHCKO U3EIHE, 38 KOETO Ce yJacTBa Hama peructpupanu nanuu B UAJl w/wmm EUDAMED
3a MHI[AACHTH/TIOTSHIIHAIHY HHIIHIESHTH Ipe3 IIOCIEIHUTE JIBE FOAMHH, KaKTO U OJIOKHpaHH HIH

H3TETJICHH MapTHOU OT CBHIIOTO MEIMLMHCKO U3JENIHe [Ipes MOoche HuTe 2 roJUHM 3a 00ocobeHn
nosumam NeNe 8, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23 u 24,



» JIeKnapanus OT y4acTHHKA, B KOSTO €€ IIOCOYBA MEJHIMHCKOTO H3JEIIHe, 33 KOETO
Ce ydyacTBa M KOHKDETHHMTE OOINeCTBEHH (DOHMOBE Ha CBOTBETHHTE IBpXKABH, 110 KOHTO ce
samama 3a obocobenu nosuuu NelNe 8, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23 u 24;

» OPUIPYKEHO € NPEBOJ HAa OBITapCKH €3MK U 3aBEPeHO OT YYacTHHMKA KOIHE Ha
Iexnapanusra 3a choTBeTCTBHE ¢ JupextuBa 93/42/EWO, m3mamena oT NpOH3BOAMTENS 32
obocobena no3umus No §;

» IPHIPYXKEHO ¢ IIPEeBOJ Ha OBArapcKy €3MK U 3aBepeHo OT y4yacTHHKa Komue Ha EC
ceprudukar 3a crorercTBHE ¢ JlupextHBa 93/42/EWO, M3naneH ot HOTHWIMpaH Opra 3a
obocobena mozuus Ne §;

e IPUAPYXKEHO C NPEBOJ Ha OBNrapcKH €3WK H 3aBEPeHO OT YYaCTHHMKA KONMe Ha
Jekmapanyara 3a chorsercrBue ¢ JupextuBa 98/79/EO, wm3mageHa oOT NPOM3BOAMTENS 3a
obocobenu mozumy NoeNe 11, 12, 13, 14, 15, 17,19, 21;

» NPHIPYKEHO C IPEBOJ M 3aBEPEHO OT YYaCTHHKA KOIKE Ha BATHMCH cepTuduKar
no cragzapt ISO 13485:2016 3a ympapieHHe Ha KayecTBOTO M3JAfeH Ha HMETO Ha
npou3BoauTeNd 3a obocobenu mozunuu NeNo 8, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21,22, 23 u
24;

» IPHIAPYXEHO C IPeBOJ M 3aBEPEHO OT YYacTHHKA KOIME Ha JeKiapaims 3a
CBOTBETCTBHUE OT IPOMU3BOAHTENS, Ye MPOJYKTUTE Ca Ch3JAJIEHM KATO HH-BHTPO IHACHOCTHYHH
(IVD) menvnuacKkH yeTpoiicTra 3a o6ocobenu mozunmuy NeNe 16, 18, 20, 22, 23 u 24,

» IPUAPYKEHO ¢ IPEBOJ Ha OBITapcKy €3UK U 3aBEPEHO OT y4yacTHHKA Komue Ha EC
cepTuduKaT 3a choTBeTCTBHEe ¢ [lupextwBa 98/79/EO, m3manmen ot HoTH(HUMpaH oprad 3a
obocobena mo3umusg Ne 18;

[To orHomenwe Ha obGocobenu mosmrmu NeNe 16, 18, 20, 22, 23 u 24 xoMmucHsTA
KOHCTATHpa, Y€ B TEXHHYECKHTE NPEUIOKEHHUS [0 IOPEIHUTHPAHHTE 000COOEHH IO3MIHU HE €
NPUJIOKEHO KONHME Ha [eKiapanus 3a choTBercTBHE ¢ [upextusa 98/79/EC, m3mamena ot
NPOM3BOAUTENS MM YI'BIHOMOINEH HErOB IIPelCTaBHUTEN, ¢ KOETO yYaCTHUKHT Heé 0TroBaps Ha
H3HUCKBAHETO Ha BB3NOXKUTENd Iocodedo B [mama II ,, TexHuvecka cnemubwuxanms™, T. 3.
LVI3UCKBAHUS KbM MEIMITHHCKHTE H3Jeaus, o0ocobern nmozumuu oT Ne 8§ mo Ne 24, Bki.“, mour.
3.5. ot noxymeHTamusTa: ,,[IpemiaranuTe MEIUIUHCKHE H3AENUs 0 000cobenH mosuiuu oT Ne 9
1o Ne 24 BKII., IpeAMET Ha HAcTOAIIATa ODIECTBEHA IOPBHUKA J1a OTrOBAPAT HA H3MCKBAHHATA Ha
3akoHa 3a MEAHIIMHCKHTE M3ICIMA M 3a TAX Ja Ca M3IBIHEHH IPHIOKHMHTE NPOIEIYPH 3a
OIIEHSBAHE HA CHOTBETCTBHETO.

Tosa obcmosmencmeo ce 00KA36A ¢ NPeOCMAGAHEe HA. KORUE HA O0eK1apauus 3d
cvomeemcemeue ¢ Jupexmusa 98/79/EC, uzdadena om npoussooumens uiu YNbjIHOMOWEH He208
npedcmagumen (MPUOPYHCeHo ¢ npesood HA ObI2APCKYU e3UK U 3A6ePeHo Om Y4acmHuKa).

Ilo ortHOmeHue Ha o0ocoOeHa mosmums Ne 22 KoMHCHATAa KOHCTATHpa, Y€ B

TEXHHYECKOTO IIPEJIOKEHHE 10 ropeluTHpanara 060co0eHa NO3UIHA He € IIPUIOKEHO 3aBEPEHO
Kornve Ha oduIHaneH NOKyMEHT, H3gajeH OT M3mbiHuTenHaTa areHIMs IO JIeKapcTBaTa, OT
KOHTO 1a ¢ BHOHO, dYe HaMa peructpupand ganHd B HMAJI w/mmun EUDAMED 3a
HHIMIEHTH/TIOTEHITHAIIHY WHIHUICHTH IIpe3 IOCIeIHUTE OBE FOAUHH, KaKTO U 3a OJIOKHpAHU HIIHK
M3TErJIEHM MapTHIHM Tpe3 IOCIEJHUTE JBE TOJUHH, C KOETO YYaCTHHKHT HE OTroBaps Ha
H3HUCKBAaHETO Ha BB3IOKHTeNs nocodeno B ['maBa II ,,Texuuwuwecka coenubwukanms®, 1. 3.
LWA3UCKBaHUS KBM MeOHIMHCKATE u3nenus, obocobenu mo3unmu oT Ne 8 mo Ne 24, Bxi.“, monr.
3.2. or moxymentammsra: [la Hama peructpupanu ganEd B MAJI w/umu EUDAMED 3a
HHIMIEHTH/TIOTEHIHAIHE HHIWACHTH TIpe3 NOCIeJHUTE OBE TOAMHH, KaKTO K 3a OJIOKHpPAHH HJIH
H3TCTJICHH TMApTHOH IIpe3 MOCIeIHUTe JBe TIOAMHM CBITIACHO InpenoctaBeHa ot HAJI
uHpopMaIHsL.
Tosa obcmosmencmgo ce Qokasea ¢ npeocmasaHe HA 306EPEHO KOnue Ha oQuuuaien
OOKyMeHm, u30ader om F3nvinumennama azeHyus no 1exapcmeama, om Koumo 0d e 8UoHo, ue
nama pezucmpupanu oannu 6 HAJ wunu EUDAMED 3a unyudenmu/nomenyuainu uHyuoenmu
npes nocieoHume 08e 200UHY, KAKMO U 3a OIOKUPAHY WAl USME2NeHU napmuou npe3 nocieoHume
06e 200unu.

Ilpeasun ropemsitoxeHOTO, Ha ocHoBanue wi. 107, 1. 2, 6. ,,a“ ot 30Il, xomucusra
mpemyiara 3a OTCTpaHsBaHe ydacTHHKa ,,Codapma Tpelaunar® AJl, OT II0-HATATBIIHO YYaCTHE B




npouenypara 3a obocobenu rnosumuu NeNe 16, 18, 20, 22, 23 u 24, TBH KaTo € IpenCTaBUI
oepTa, KOATO HE OTrOBaps Ha [PeIBAPUTEIHO 00SIBEHUTE YCIOBS 33 M3IIBIHEHHE Ha [IOPbYKaTa.

Komucusra pomycka ydactauka ,,COD®APMA TPEMUHI AJl o0 OTBapsiHE Ha
LEHOBUTE MpeIoKenus mo obocobenn mozumuu NeNe 8, 11,12, 13,14, 15,17, 19 u 21.

2. KoMucusTa H3BBPIIK TIperiel] Ha TEXHUYECKUTE NIPEIJIOKEeHUS 38 H3IbIHEHUE Ha
noprukara Ha yyactauka ,BEI'A MEJUKAJI” EOOJ 3a o6ocobenu mozuumu NoNe 1,2 1 5 u
YCTaHOBH HAIM4He Ha Jokymentate 1Mo wi. 39, an. 3, 1. 1 ot IIII30I1, a umenno:

OTHeNnHO OKOMIUIEKTOBAHM TEXHMYECKH MPEIIOKEHHs, [0 o0pazel 0T JOKYMEHTAaIUATa C

[IPHJIOKEHH:

’ IpeJioKeHrue 32 H3IBIHEHHE HA IIOpPbYKaTa B CBOTBETCTBHE C TEXHUYECKHTE
crer(uKay ¥ H3UCKBAHUATA Ha BB3IOXKUTENI;

» 3aBEPEHO KOIMe Ha BATHIHO pa3pelleHHe 3a ynorpeda B CTpaHaTa, M3[aleHO II0

pena ua 3JIITXM wiu Pernament (EOQ) Ne 726/ 2004 r. na Epponetickua mapiament u Cheeta /Lm
23, an.1 nwa 3JIIIXM/ 3a o6ocobenu mo3uuuu NeNe 1,2 u 5;

Ha ocuoBanme ui. 56, an. 2 ot ITII30I1, koMHCHSATA TPOREPH TEXHUYECKHUTE NIPEIOKEHHS
Ha YYACTHHWKA W KOHCTATHPA, Y€ HAIPABEHHTE TEXHMYECKH IIPEUIOKEHHS HAIIBIHO ChOTBETCTBAT
Ha IIPeABApUTEIHO OOSBEHUTE YCIOBHS Ha BB3JIOKUTEIIA.

Komucusra monycka yyactauka ,BEI'A MEJJUKAJI” EOO/ no oTapsHe Ha LEHOBHTE
npeuIoxeHus o odocodenn mozunuy NeNe 1, 2 u 5.

3. KomucusTa U3BBPINA Mperie/l Ha TeXHHUECKUTE NPEIIOKEHHMS 38 U3IIbIIHEHHE Ha
nophuKaTa Ha yyacTauka , AMAKOHCYJIT“ EOO/, no ocobenu mozuimu NeNe 9, 10, 11, 12,
13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23 u 24 1 ycTaHOBH HallM9HE HA JOKYMEHTHTE 110 9. 39, a.
3, 1. 1 or IIIT30I1, a mMeHHO:

OT/IeTHO OKOMIUIEKTOBAHH TEXHUYECKH IPEUIOKEHUA, 10 0bpasen 0T JOKYMEHTAIMATa C

MPUIIOKEHH!

» IpEJIOKEHHE 38 H3NBIHEHHE Ha IIOPBUKATA B CHOTBETCTBHE C TEXHHYECKHTE
cneumd)mcaunn H U3HCKBAHHUATA HA BBH3ITOKUTEIS;

» JIEKNIapalys OT YyYaCTHHKA, Y€ MEIHIHHCKUTE M3JIENHs Ca PETHCTPUPAHK CBITIACHO

Hapen6ata 3a yc/IOBHATA ¥ Pefa 3a ChCTABSHE Ha CIHMCHK HA MEMMIMHCKATE H3/(eud 10 wi. 30a
oT 3aKoHa 32 MemuIMHCKUTE u3nenus /3MU/, ¢ npunoxeHo u3sneueHre ot Cnucbka mo 4i. 1, 1.
1, 6yksa ,,6“ or Hapenbara 3a ycjoBHATA H pelia 38 ChCTaBAHE HA CIHCBHK HA MEIUIMHCKHTE
wsnenus no wi. 30 ot 3MU 3a o6ocobenu mosumum NeNe 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19,
20,21,22,23 u 24,

» obuIHaned NOKyMeHT, uananeH or MAJL oT KOHTO € BHUAHO, Y€ 32 ChOTBETHOTO
MEIUIIMHCKO H3/elIMe, 33 KOETO ce ydacTsa HaMma peructpupann qansu B MAJl u/uma EUDAMED
34 MHIMMICHTH/TIOTEHIIMAIHA HHI{AACHTH IIpe3 [MOCEIHHUTE IBE TOJHHM, KaKTO U OIIOKHPAHH WA
M3TETNICHH TapTHAM OT CHIIOTO MEIUIMHCKO H3/ENHe Ipe3 MOCTEIHUTE 2 TOIMHA 32 000C00eHH
mosumum NeNe 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23 u 24;

» JeKapals OT YYacTHHKA, B KOATO Ce MOCOYBA MEIHIMHCKOTO H3/EIHE, 38 KOETO
ce y4acTBa M KOHKDETHHTE OOLICCTBEHH (OHJIOBE HA CHOTBETHHTE ABPXKABH, IO KOHMTO ce
samiama 3a obocobenu mo3mmuu NeNe 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23 u 24,

» IPUPYIKEHO C TPEBOJA Ha OBIrapcKd €3WK YW 3aBEpPeHO OT y4aCTHHKa KOIHEe Ha
jeknapanuaTa 3a chorsercTBue ¢ Jupextupa 98/79/EC, m3namena OT NpPOM3BOIMTENS 3a
obocobenn mozummn NeNe 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23 u 24;

r IPUAPYKEHO C IPeBOJ H 3aBEPEHO OT YYacTHHMKA KONHE Ha cepTudukar mo
craggapr EN ISO 13485:2012 3a ympaBneHHe Ha KadecTBOTO H3JaJieH Ha MMETO Ha
npousBonuTeNs 3a obocobenu moszunuu NeNe 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22,
23 u 24;

Ve NPUAPYKEHO C TPEBOJ M 3aBEPEHO OT ydYacTHHKa Komue Ha BamuiacH EC
cepruduxar 3a crorserctHe ¢ Jupekrusa 98/79/EC, u3mamen oT HOTUQHIMpaH Oprad 3a
o6ocobena noszuHa No 18;

Ha ocroganue 4. 56, ai. 2 ot [ITI30I1, xomucusaTa MPOBEPH TEXHUYECKUTE MPEATOKECHUA
HA YYaCTHHKA M KOHCTATHpA, Y¢ HAIPABEHHTE TEXHUYECKH MPEATONCHHS HAITBIIHO ChOTBETCTBAT
Ha IIpe/IBAPHTENHO OOSBEHUTE YCIOBHA HA BH3JIOWUTENA.



Komucusra nonycka yyactauka , AMAKOHCYJIT* EOO/I no oTBapsHEe Ha LIeHOBHTE
npeuIokeHus 1o obocobenu mozuimy NeNe 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23
u24; _

Bb3 ocHOBa Ha KOHCTATHPAHOTO Ha €Tall Pa3IIexkJaHe HAa TEXHUYECKH INPEIIOKCHHA H
CJlell YCTaHOBSBAHe HA CHOTBETCTBHETO MM C H3UCKBAHUATA Ha BB3JIOKHUTENS, IPU cHLoOpazsBaHe ¢
rpadMka 3a NMPOBEXKIaHe Ha 3acelaHus, KOMICHSITA PEIIX CJIEIBallOTO OTKPUTO 3acelaHHe Ja ce
ceeTou Ha 26.06.2019 r. or 14:00 gaca, xorato me OBIAT OTBOPEHH M OIMOBECTEHH ICHOBHTE
NPEJUTOKEHHS Ha JOIMYCHATHTE YYACTHHUIIH.

B m3menuenwe Ha pasmopenbara Ha wi. 57, an. 3 ot IIII30II, KoMucusra 06gBu upes
crOOIEH e B IpodHiIa HA KyllyBaJa, Ye 0TBAPSIHETO Ha IIEHOBUTE IIPEIJIOKEHMS HA JOIYCHATHUTE
yuacTHHIM Lie ce npoBene Ha 26.06.2019 r. ot 14:00 gaca B crpazata Ha MHHHCTEPCTBOTO Ha
3mpaBeona3Banero, rp. Codus, m. ,,Ceera Hemema™ Nos.

CroOIIEHHETO 3a OTBapAHE Ha IIEHOBHTE HpeJIoKeHHs Oelte myOnukyBaHo Ha 20.06.2019
r. B Pasmen ,Jllpodun Ha kymyBada“ Ha oduuuanHus cadT Ha MHMHUCTEPCTBOTO Ha
37[paBEOIa3BaHETO HA  CIIEOHHAT azpec: https://www.mh.government.bg/bg/profil-na-
kupuvacha/protseduri-po-zop/protseduri-po-reda-na-zop/dostavka-na-radioaktivni-lekar-produkti-
radiprekr/

IV. Ha 26.06.2019 r. or 14:00 yaca, xomucus HasHauena cbc 3amoseny No PJI-11-
225/12.06.2019 r. Ha BH3JIOKHUTENA 32 IPOBEXKIAHE HA IIPOLELypa 3a Bb3jlaraHe Ha 00IIecTBeHa
mopeYKa C  OpeaMeT: ,/ocmagka  Ha  padUOAKMUGHU  NIeKAPCHIGEHU  MPOOYKmU,
paduoghapmayesmuyu, paoUOHYKIUOHU 2EHEPAMOPU, KUMO8e U PAOUOHYKIUOHU npeKypcopu
3a 2019z. no npekpamenu 06ocoberu no3uyuu‘, B CbCIaB!

IIpencenaren:

1-p Henm Tapuncka, vaganuuk otaen ,,JIITMUK®, mupexuus ,,JIIT;
Ynenose:

mar.dapm. [[Berenuna [Tonoga, crapiry ekcrnepT, xupekuns “JIIT;
Januena Unpwmiicka, T1aBeH eKclepT, JupeKims ,,bdD™;

Panuna Kanurosa, riaBeH ekcnepr, aupexuus “OI17;

Bunsaa Kemesa, rmaBen excnept, nupexuus “OIT”.

IPUCTBIIM KbM OTBapsHe W OIOBECTABAHE HA LEHOBUTE MPECINIOKEHHUS HA [OILyCHATHTE
y4aCTHHIH. B CHOTBETCTBHE ¢ M3UCKBaHHATA Ha wil. 57, an. 1 or [III301I1 nenosute npeanoxeHus
HA YYACTHHIIMTE, YMHTO OQEpTH HE OTroBapiT Ha M3HMCKBAHMATA Ha BB3IOKUTEN, He Osxa
OTBOpPEHH.

Ha oTKpUTOTO 3acefaHie Ha KOMHCHATA, IOPaay II03BaHe Ha MJIATCH TOIMIIEH OTIYCK Ha
Vickpa MBanoma, riaBeH excrnepT B mupekims ,,JIII, cepiiara Geire 3aMecTeHA OT PE3CPBHUST
yien mar.dapm. I{serenvna [Tomosa, crapmm excnept, Jupekimus “JIIT7. [lpenu magamoto ma
3aceIaHMEeTO W Cllefl NOQy4aBaHe Ha CIOHCHKAa C YJacTHHLHTE B OOINECTBEHATA IOPBYKA,
mar.apm. [{serenmua [Tomosa, crapum excrept, aupexius “JIII” moamica nexnapayy no 4.
103, an. 2 ot 30IT u ui. 51, an. 13 ot IIII30I1.

Ha ocuoBanme wi. 54, an. 2 ot IIII30I1 oT mpaBoTO CH Ja MPHCHCTBAT Ha MyOIMYHHTE
NeHCTBHSA HAa KOMHUCHSTA Ce BB3II0/I3Baxa:

Ega Bozmennuaposa — ynbiHOMOIEH npencraputedn Ha ,,BEI'A MEJIMKAJTT” EOO/L;
Pajoctrra Konaposa - ynsiiHoMoIneH npencrasuren Ha ,, COOAPMA TPEVIMHT AJT;
Tlnana XpHCTOBa — yITBIHOMOIIEH npenctasuten Ha ,, AMAKOHCYIIT” EOO/L.

Ha ny6nuynaTa 9acT Ha 3aceJaHHEeTO Ha KOMHCHSATA HE IPHCHCTBAXA IIPEICTABUTENH Ha
CpEICTBATA 38 MACOBO OCBENOMSBAHE.

Ha oTtkpuToTOo 3acenanue Geine o0sBeHO, 4e y4acTHHKBT ,CODPAPMA TPEUJIUHI“
AJl, He e JOIyCHAT /10 OTBAPAHE HA IIEHOBUTE IIPeUIoxKeHHs 110 06ocobenu no3uuuu NeNe 16, 18,
20, 22,23 u 24;

KoMucHATA NPUCTHITA KBM OTBapsSHE M ONOBECTABAHE HA CHIBPKAHUETO Ha IJIHKOBETE C
Hanmuc ,,lIpeaarand 1eHOBH NapaMeTpH’, B KOMTO C€ ChIBPXKAT LEHOBUTE MPEITOKEHUSI HA
JIOMYCHATHTE YYaCTHHIM IO OT/AETHHTE 000CODEHM MO3MIMH, IO pefa Ha IOCTHIBAHETO Ha
odepTHTE B JIEOBOACTBOTO HA MHHHCTEPCTBO Ha 3[pABEOIa3BaHETO H BOMCIIMAT 3aCCIaHUCTO Ha
KOMHCHATA ' 010BecTH. [IpesioxKeHuTe OT YYaCTHHIIMTE IIEHH Ca KAKTO CJIe/(Ba!



1. CO®APMA TPEMIMHI AJI e IpeuIoxKI, CleHATE IEHOBH PEUIOKEHHS:
Ne E Tl
HA HaumeHnograune, ;[.-uerta 3a‘ { AR Obwa cToinoct | O61a croiiHocr
OnaxoBKa 0e3 OIIAKOBKA ¢
ofocofeHa | elMHUYHA AKTUBHOCT TIC JUIC oe3 JC ¢ JIC
NO3HIHS ‘
192 Ir 3a
Muxkpocenexkrpon 150
8 cm/10 Ci 14 233,18 17 079,81 113 865,40 136 638,48
125 I TSH (96-100
11 npo6u) KIT IRMA 56,32 67,58 6 307,84 7 569,41
125 I Insulin KIT
12 IRMA 102,33 122 80 3479,22 4 175,06
13 125 I FSH KIT IRMA 105,89 127,07 2 223,69 2 668,43
14 1251 LH KIT IRMA 105,89 127,07 2 223,69 2 668,43
125 1 Prolactin KIT
15 IRMA 105,89 127,07 3 494,37 4 193,24
17 125 I Estradiol KIT 137,18 164,62 2 057,70 2 469,24
19 125 I Thyreoglobulin 114,02 136,82 3 306,58 3 967,90
21 125 I anti TPO antibody 119,00 142,80 5 474,00 6 568,80
2. ,BEI'A MEJUKAJI” EQOJ e npeanokul, CIEIHATE IIEHOBH IPEITIOMKEHHS:
o En. nena 3a En. nena 3a
Ha Haumenosaune, | e b O6ua croinoct | O6ma croiinoct
= _ onaxkoBka 0e3 OMAKOBKA €
o0ocoleHa | eNMHUYHA AKTHBHOCT TAC JAC | 6e3 JJC c AC
MO3HINAA i
Mo sodium molybdate;
Technetium  (99mTc)
1 pertechnetate 7,5 GBq 1 165,90 1 399,08 96 769,70 116 123,64
Mo sodium molybdate;
Technetium  (99mTc)
2 pertechnetate 12,5 GBq 1498,39 1 798,07 602 352,78 722 824,14
Technetium  (99mTc)
5 hynic-octreotide 831,45 997,74 149 661,00 179 593,20
3. ,FJAMAKOHCYJIT* EOOJ e npeiioxu, CIeIHUTE LIEHOBH NPEUI0OKEHH:
e Epn. ueHa 3a Ea. nena 3a
Ha HaunmenoraHue, ona;conka G om:lkomca . 0O6ma crofinoct | O61a croiinoct
06ocofeHa | eAUHHYHA AKTUBAOCT I AIC l TIC . Ge3 14C c JacC
MO3HLMSE '
9 1251 fT3 KIT 94,00 112,80 3 102,00 3 722,40
10 1251 fT4 KIT 92,04 110,45 6 995,04 8 394,05
125 1 TSH (96-100
11 npo6u) KIT IRMA 92,04 110,45 10 308,48 12 370,18
125 I Insulin KIT
12 IRMA 140,16 168,19 4 765,44 5 718,53
13 125 T FSH KIT IRMA 140,16 168,19 2 943,36 3 532,03
14 125 1LH KIT IRMA 140,16 168,19 2 943,36 3 532,03
125 1 Prolactin KIT
15 IRMA 140,16 168,19 4 625,28 5 550,34
16 125 I Testosteron KIT 125,32 150,38 2 882,36 3 458,83
125 I Estradiol KIT
17 230,93 277,12 3463,95 4 156,74
125 1 PSA KIT IRMA
18 167,60 201,12 18 771,20 22 525,44
125 I Thyreoglobulin
19 159,76 191,71 4 633,04 5 559,65




125 I Cortisol

20 140,16 168,19 4 204,80 5 045,76
125 I anti TPO antibody

21 151,92 182,30 6 988,32 8 385,98
1251
KapuunoembpuoHanes
antured IRMA

22 136,24 163,49 10 762,96 12 915,55
125 I Alpha-fetoprotein
(AFP) KIT

23 177,40 212,88 2 306,20 2 767,44
125 1 BhCG KIT

24 175,44 210,53 1 754,40 2 105,28

Crent M3BBpIIBaHE HA TOPHUTE ACHCTBUS MyOIMYHATA YacT OT 3aCEJaHUETO HAa KOMUCHSTA
TPHKITFOYH.

Ha nposezienn 3akpuTH 3acenanus Ha 26.06. — 27.06.2019 r., koMHCHSTa Ha3HAYEHA CBC
3amoseyr Ne PJI-11-225/12.06.2019 1. Ha BB3IOKHTENS 3a NPOBEXIaHE Ha Mpolexypa 3a
BB3JIaraHe Ha oOLIecTBEHA IOpPhYKA C MPEIMET: ,,/Jocmaeka Ha pAOUOGKMUEGHU J1eKAPCHEEHHU
npodykmu, paduodapmayesmuyl, paOUOHYKIUOHU 2eHEPAMOpU, KUMOse U PAOUOHYKIHOHU
npekypcopu 3a 2019 2. no npexpamenu 060cobenu nosuyuu‘, B CbCTaB:

IIpencenaren:

1-p Henu Tapuncka, Havanauk otaen , JIIMIMWK®, mupexims ,,JIIT;
Ynenose:

mar.(dapm. L{Betennna [lonosa, crapmu excnept, aupexrms “JIIT7;
Janwmena Yupuiicka, riaBeH ekcrepT, AupeKkuus ,,bo*;

Pamuna Kanunosa, rinasen excrept, gupexius “OI17;

bunsna Keiiera, riasen excruept, pupexnus “OI1”.

NpOJBIDKH CBoATa paboTa, KAaTo H3BBPIIM IIPOBEPKA HA CHLOTBETCTBHETO HA IIEHOBHTE
IPeUIOMKEHHNs] Ha IONYCHATHTE YUACTHHUIIH C H3MCKBAHUATA HA BB3IOMKHUTEIIS.

C ormex oOCTOATENCTBOTO, 4e OOSBEHUAT OT BBINOKHTENS PECYpPe MO OTHETHHTE
060cO0CHH MO3HIMH € MAKCHMAJHHAT (PMHAHCOB pecype ¢ KOHTO BB3NOKHTENAT pasiolara,
KOMHMCHSATA H3BBPINM TPOBEpKa 38 HANMUYMETO HA LEHOBH NPEIUIOKCHHS, HaIBUIIABAIIH
NpeielIHaTa CTOMHOCT 3a ChOTBETHATA 000COOEHA IO3UIHUS M KOHCTATHPA CIIEHOTO:

*306, Maxcumannuam dunancoe pecypc e nocouer ¢ Inasa I: ,, IIpeomem Ha oduiecmeenHama
nopvuka“, m. 6. ,,JIpozHO3HA CMOIIHOCI HA 00UiecmeeHama nopyauKa*

1. VyactaukseT ,,CODAPMA TPEMJIMHI“ AJl, no o6ocobenn mosumuu NeNe 8, 11, 12,
13, 14, 15, 17, 19 1 21 e npejcTaBwI LIEHOBH NPEMJIOKEHHA B CHOTBETCTBHE C IIPEJBAPHTEHO
0OsfBEHHTE YCIIOBHS, C OIJIEM HA KOETO ce JOIycKa 0 Kiachpane 1o obocodbenu mosumuu NoNe 8,
11 1213, 14,15 14, 19m21;

2. VyactauksT ,BEI'A MEJUKAJI“ EOO/, o obocobenn nozmuu NeNe 1, 2w S e
NIpeCTaBH/I LIEHOBY NIPEITIOKEHHS B CBOTBETCTBHE C IPENBAPUTEHO OOSBEHHTE YCIOBHS, C OITIEN

Ha KOETO Ce JOIycKa 10 Knacupane 1o o6ocoberr mozunuu NeNe 1,2 u 55
3. VuactauksT T AMAKOHCVYJIT EOOJ, mo obocobera nozumus Ne 16 e
TIpeJICTABKIT [IEHOBO MPEUIOKEHHE B CHOTBETCTBHE € IIPEJIBAPATEHO OOSIBEHUTE YCIIOBHUSL.
VyactuuksT I AMAKOHCYJIT EOO/ e npeuloxull ILIEHOBH IPEITOKCHHUS,
HABUINABAINM IIPEJBAPUTEIHO OOSBEHUS OT BB3NOXKHUTENS (DHHAHCOB pPECYpe [0 CICTHHUTE
000coOEHH TTO3HUIIHH:

+TAMAKOQHCYJIT* EOOJ

Newa | Haumernosanue Maxnmanes Makumasien [Ipennoikena [Ipennoxena
afoc. | pecype Ha pecype Ha | enmHuuHa meHa | ofuma cToMHOCT
no3-a | Buanoxurena- Boinoxurend- B aeBa ¢ JIJIC BJieBa ¢ JIJIC
eaueHa ¢ JIJAC | obma cToiHOCT ¢
AAC
9 1251 fT3 KIT 89,76 2 962,08 112,80 3722,40




10 125 1{T4 KIT 87,23 6 629,48 110,45 8 394,05
11 125 I TSH (96-100 mpobu) 68,24 7 642,88 110,45

KIT IRMA 12 370,18
12 125 I Insulin KIT IRMA 123,30 4192,20 168,19 5718,53
13 125 1 FSH KIT IRMA 127,68 2 681,28 168,19 3 532,03
14 125 1LH KIT IRMA 127,68 2 681,28 168,19 3:532,03
15 125 1 Prolactin KIT IRMA 127,68 4213,44 168,19 5 550,34
17 125 [ Estradiol KIT 165,92 2 488,80 277,12 4156,74
18 125 1 PSA KIT IRMA 153,58 17 200,96 201,12 22 525,44
19 125 I Thyreoglobulin 137,55 3 988,95 191,71 5 559,65
20 125 1 Cortisol 123,30 3699,00 168,19 5 045,76
21 125 I anti TPO antibody 143,71 6 610,66 182,30 8 385,98
22 1251 123,05 9 720,95 163,49

KapunnoembpuonaneH

anture” IRMA 12 915,55
23 125 I Alpha-fetoprotein 169,62 2 205,06 212,88

(AFP) KIT 2 767,44
24 125 1 BhCG KIT 172,21 1722,10 210,53 2105,28

C ornen oOCTOSTENCTBOTO, Y€ MO TOCOYEHHUTE HO-rope 000COOEHH MO3UIHHY, YIACTHHKET
e npeacTaBui odepra, KOSITO He OTroBaps Ha IIPEBAPUTEIHO O0OSIBEHUTE YCIOBHS 38 H3IIbIHEHHE
Ha IIOphUKaTa, KOMHCHSTA [Ipeylara Ha Bb3JIOXKHTENs], y4acTHUKBT ,] AMAKOHCYJIT* EOOJ
na 6pj1e OTCTPaHeH OT Mpolenypara mo obocobenn mozmmuu NeNe 9, 10, 11, 12, 13, 14, 15, 17, 18,
19,20, 21, 22, 23 u 24 1a oc”HoBauue wi. 107, 1. 2, 6. ,,a“ ot 30IL

W3ppH o0b0ocobenute mo3unuu mnocoueHu mno-rope ,I’AMAKOHCVYJIT EOOJ e
NPEACTaBHI LIEHOBO NPEIIOKEHHE M3TOTBEHO B CHOTBETCTBHE C NPEIBAPUTENIHO OOSBEHHTE OT
BB3JIOKHUTENS YCIOBHS, C OIJIE]] HA KOETO Ce IONYyCKa JI0 KiacupaHe 1o obocobena mosuum Ne 16.

Cnen w3pBpIIBaHE Ha TOpHUTE JAeficTBHs, KoMHCHSTA NPHCTBNM KBM KIACHpaHE HA

odepTuTe, BH3 OCHOBA Ha KPUTEpHS ,,Haii-HuCcKa eHa” (be3 JIJIC), xaTo cpaBHH LeHoBHTE 0depTH
Ha yJacCTHHIINTE Ha Oa3a IpeIoKeHN eNUHIHYHY IEHH.
B pesynrar Ha paboTaTa CH 0[O pa3TiexJaHe, OIEHSBaHE H KJacHpaHe Ha MOCTHIMIATE
IPe/UIOKEHH 3a y4acTHe B IIpOLelypa 3a Bb3NaraHe Ha OOMIecTBeHa IIOPHYKA C IIPEIMET:
wJdocmaska  Ha  paduUOAKMUGHU  NIEKADCHMGEHU  NPOOYKmMU,  paouopapmayesmuyi,
PAOUOHYKIUOHU 2eHepamopu, Kumoée U paouoHyKIUOHU npeKypcopu 3a 2019 2 no
npexpameHu 060cobenu nozuyuu“, Komucusara

IIPEJJIAT A:

Ha ocHosanme un. 110, an. 1, 1. 1 or 3O0Il, mpouenypata na ce mpekpaTH Io
000cobeHH MO3HIHAH, KAKTO CJIeABA:
Qbocobena nozuyus Ne 3. Technetium (99m Tc) macrosalb,
Ob6ocobena nosuyus Ne 4: Technetium (99m Tc) nanocolloid,
Qb6ocobena nozuyus Ne 6: Sodium lodide [131 I] 3,7 GBq solution for injection,
Ob6ocobena nosuyus Ne 7: Strontium (89 Sr) chloride.
ThH KATO He € IOJaeHa HUTO eJHA odepTa Mo HocoIeHHTE 000C00eHH MO3HIHH.

Ha ocnHoBanme uia. 110, an. 1, 1. 7 or 30Il npoueaypara aa ce mpeKpaTrH Io
000c00eHH MO3HIIUH, KAKTO CJIeJBAa:
Qbocobena nosuyua Ne 9: 125 1 T3 KIT;
Obocobena nosuyua Ne 10: 125 1 fT4 KIT;
Obocobena nosuyua Ne 18: 125 1 PSA KIT IRMA,
Obocobena nosuyua Ne 20: 125 I Cortisol;
Obocobena nosuyus Ne 22: 125 I Kapyunoembpuonanen anmuzen IRMA ;
Qbocobena nosuyus Ne 23: 125 1 Alpha-fetoprotein (AFP) KIT;
Qbocobena nosuyus Ne 24: 125 1 phCG KIT;
nopagu 0GCTOATEJICTBOTO, Y€ BCHYKH OQepTH, KOMTO OTroBapsT HAa MNpeJBAPHTENHO
00ABEHHTE OT Bb3JIOKHTEIA YCIOBHSA, HAIBHIIABAT (GUHAHCOBHS pecypc, KOHTO TOM Moxke

Aa OCHI'YPH.
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Knacupane NIPH NpeIBAPHTEIHO ONpeeJeH KPUTEPHil ; Hali-HuCcKa meHa*:

Ne
Ea. uena3a | En. uena 3a O6ma O6ma
950::3% Vo Hanmel-{::::::;:innnqna Kmnqoem'so OII'HKOBK?] onakola_lfa ¢ croﬁaoc*_r (:‘rﬂiiH[:)l(I:T P Yyacruuk Knacupane
no3uLHs o Ges JIC JAC Ges IC JAC
Mo sodium molybdate; 83 1 165,90 1399,08 96 769,70 116 123,64 |, Bera Menukan “ | I-msacto
Technetium (99mTc) EQO[
pertechnetate 7,5 GBq
1 :
Mo sodium molybdate; 402 1 498,39 1798,07 602 352,78 722 824,14 ~Bera Meaukan “ | [-macTo
Technetium (99mTc) EQO/[
pertechnetate 12,5 GBq
2
Technetium (99mTc) hynic- 180 831,45 997,74 149 661,00 179 593,20 | ,Bera Memukan “ | I-msacto
octreotide EOO[J
5
8 14 233,18 17 079,81 113 865,40 | 136638,48 |,Codapma I-MaCcTO
192 Ir 3a Mukpocenekrpon Tperimuur® ALl
8 150 cm/10 Ci
125 [ TSH (96-100 npo6u) 112 56,32 67,58 6 307,84 7 569,41 »Codapma I-msicTO
KIT IRMA Tpetiaunr™ Al
11 *
125 I Insulin KIT IRMA 34 102,33 122,80 347922 4 175,06 Coapma I-Macto
Tpeiaunr Al
12
125 1 FSH KIT IRMA 21 105,89 127,07 2223,69 2 668,43 »Codapma [-macTO
Tpeidmuure AJ]
13
1251 LH KIT IRMA 21 105,89 127,07 2223,69 2 668,43 ~Codapma [-MscTO
Tpetinunr ALl
14
125 I Prolactin KIT IRMA 33 105,89 127,07 349437 419324 »Cotapma I-mscTO
; Tpe#tounar” ALl
15
125 I Testosteron KIT 23 125,32 150,38 288236 3458,83 | aMakoHCynT" I-macto
EOO
16
125 I Estradiol KIT 15 137,18 164,62 2 057,70 2 469,24 Codapma I-mscTO
Tpettanur® AJ]
17
125 1 Thyreoglobulin 29 114,02 136,82 3306,58 3 967,90 »~Codapma I-mscTO
Tpetinuur AL
19
125 1 anti TPO antibody 46 119,00 142,80 5474,00 6 568,80 »~Cotapma [-MsacTO
Tpetimanr™ AJL
21

3a M3OBIHMTENH Ha OOMNecTBeHaTa NOpBYKa Ja OBJAT OIpeNeNeHH YYACTHHIIUTE,
KJIaCHpaHU Ha IIbPBO MACTO IO CHOTBETHUTE 000COOEHH TTO3UITHH.
C uspbpLIBaHE Ha FOPHOTO KIAcHpaHe, paboTaTa Ha KOMHCHSTA IpuKmoun Ha 27.06.2019 r.
CobeTaB Ha KOMHCHATA: 4
[Ipencenaren:
1-p Hemn Tapuncka, naganuuk otaen ,,JIIIMHK®, ﬁ QALLEE kO

Unenose: 7 M%O/Ou@giw

HUckpa MBanosa, rmasen excrept B otaen ,,JIIIMUA.
Hanuena Ynpuiicka, riiaed excrept, fupekuut .k HQ (CH @ é’ oHlLe

Panuua Kanunosa, rnasen excrept, qupeknns <Ol B _
bunsgna Krmesa, rnasen excnept, aupekuus “OI1" ﬁ’{ - j 6 Q, ai. 5 g j @ 77

mar.apm. IlBerenuna [Tonosa, cTapmm eKcrepr, Ha
Hckpa VBaHoBa, rnaBeH exclepT B oThen ,JI Ha
26.06.2019 r. u Ha 3akpute 3acenanus Ha 26.06. —

Enena I'aBpunioBa, Ibp)XaBeH €KCIEPT, JUPEKLMSA 1HA
Ksiera, rnasen ekcrnept B aupexuus ,,OII Ha Ha

OPOOBIKHIIOTO 3acCeJanue IPH 3aKPUTH BpaTH.
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