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Bssmoxuren, ceriacuo 3amosen No PH-OI-EOS/ 13.06.2017 r.

Ha MMHHCTBpA Ha 3]IpaBeOlazBaHETO

 Jlara: 4‘3“052017 r.

JIOKJIAZ

o wi. 67, an. 6 ot IlpaBuinuka 3a mpruiarane na 3aKona 3a ObIIECTBEeHATE MOPHUKH
3a paboTaTa Ha KOMHCHSITA, HAa3HAYEH Che 3amoBen No P/I-11-165/09.06.2017 r. va MHHHCTBpa
Ha 31paBeonasBateTo, 32 MPOBEXIaHe Ha POLe/ypa Ha TOroBapsue 63 IpEIBAPHUTEIHO
o0sBIeHHE 3a Bb3/Iarane Ha o6IecTReHa IIOpBHKa ¢ IpesMeT: ,,JIocTaBKa Ha paIHOaKTHBHY
JICKAapCTBEHH IIPOJYKTH, panyuohapMareBTHIH, PaTHOHYKITHHT TeHepaTopH, KUTOBE U
PaIMORYKIIMIHA UpeKypcopu 3a 2017 r., oTiyckanu mo pena Ha Hapez(6a 34/25.11.2005 r. 3a
peza 3a 3aliallaHe 0T penyOIHKaHCKuA OHOIKeT Ha JeYeHHETO Ha OBJIrapckuTe rpaxnany 3a
3a60JIABAHHS H3BBH 06XBATA Ha 3aIBILKHTEIHOTO 3APABHO OCHIYPSABAHE, IO IpeKpaTeHH
obocobeHn nmo3umuu™,

Ilponenypara Ha morosapsue Ge3 IIPEABAPUTENHO OOABNEHHE 3a BBIJNIATAHE HA
obuiectBeHa mopwuka ¢ mpemMer ,,JlocTaBka Ha PaIVOAKTHBHH JIEKAPCTBEHH IIPOAYKTH,
panuodapMaleBTHIM, PaIHOHYKIHIHA TCHEPATOPH, KUTOBE M PANMOHYKIMIHK IPEKYPCOPH 3a
2017 1., OTIOyCKaHH ™o pena Ha Hapenba 34/25.11.2005 r. 2a pena 3a 3aruramaHe oT
penyONHKaHCKHSA GIO/KET Ha JICYEHHMETO Ha ObirapckurTe rpaxuaEy 3a 3a60NIIBAHHS H3BLH
obxBaTa Ha 3aIBIDKUTENHOTO 37IpaBHO OCHTYPSIBAHE, IO IpeKpaTeHn 000cobeHH HO3UIUH® e
otkputa ¢ Pemenme NePJI-11-157/ 26.05.2017 r. wua BB3NOXKHUTENSI, MMHHCTBPA Ha
37paBeonassaneTo npod. a-p Hukomnait [letpos, ¢ 12 camoctostento 000cobenn mo3HIHH, KaKTo
clieaBa:

O6ocobena mosmims Ne 1 ¢ npegmer: »Jloctaska na Technetium (99m Te¢) macrosalb 2
mg/vial*: | | |
O6ocobena nozumms No 2 ¢ npeamer: ., Jlocraska ua Technetium (99m Tc) nanbcolloid
0,5 mg/vial®;
Obocobena mosunus Ne 3 ¢ mpeamer: »JlocraBka ua Technetium (99mTc) exametazine
0,5 mg*;




Obocobena nosunus Ne 4 ¢ npeamer: ., JloctaBka Ha Technetium (99mTc) tetrofosmin
230 mog™;

Obocobena mozuims No 5 ¢ npeamer: ,,Jocraska va Sodium lodide (131 I) nepopanna
dbopma 74 MBq*;

O6ocobena mosumus No 6 ¢ nipenmer: ., JlocTarka Ha lodine Ioflupane (123 I) 74 MBg/ml-

Sml*:

O6ocobena nozunus Ne 7 ¢ npeamer: ,,Jlocraska Ha lobenguane (131 I) 37 MBg/ml*;

O6ocobena nosunmsa No 8 ¢ npenmer: ., Jlocraka Ha Sodium Todide (131 I) nepopanua
hopma 1,85 GBq*;

Obocobena nosuimsa No 9 ¢ npenmer: ,.Jlocraka Ha Sodium Todide (131 1) nepopatHa
¢bopma 3,7 GBq*;

O6ocobena mozunus Ne 10 ¢ mpeamer: ,,JIloctarka ua Strontium (89 Sr) chloride 150
MBg-4 ml*;

Obocobena mozuuums Ne 11 ¢ mpemmer: ,,Jloctarka Ha 192 Ir 3a Muxpocenextpon 150
cm/10 Ci;

O6ocobena mozuiusa Ne 12 ¢ npenmer: , JlocTaska Ha 125 I TSH (384-400 npobwu) KIT
IRMA,

I. CrheTaB HA KOMHCHATA.

Crncerasa Ha HazHauenara cbe 3amosen Ne PIT-11-165/ 09.06.2017 . na MHHHCTBPA Ha
3/[PaBEOIIa3BAHETO KOMHUCH €:

Ilpencenaren:

x-p Henw Tapuncka — mavannux otaen “JINMUK” B mupeximst “JIIT;

Yuenose:

Axcunus ATaHacoBa - IbpXKaBeH excriept B otaen “JIIIMUK”, nupexnus “JIIT”;

Baug Panesa - riasen excnept B oTaen “Bromker” B aupexius “OCIYC”

Epenuna Bacusikopa - nppkaBen exenept B oTaen “OI1”, qupexius “HPOII3”;

JIruesap Jlazapos — riasen ropuckoHeyT B otaen “OIT”, mupeknus “HPOII3”;

PesepsHu unenoge:

MBan By4os - rmasen ropuckoncynr B otaen “OI” B qupexims “HPOII3”;

Teonopa Tabakosa — cTapim pUCKOHCYIT B oTaen “OI17, mupexnus “HPOII3”,

II. HasnayapaHe HAa KOMUCHA: CPOKOBE, 3244a49H U CHCTAB.

Komucusara, nasnayena cbe 3amosen Ne PJI-11-165/ 09.06.2017 r. Ha MHHHCTBpPA Ha
3IpaBeONasBaHeTO, € CBC 3ajadya Ja 3alloyHe cBoATa pabora ¢ myGIMYHO OTBapsHe Ha
TIOCTBITHINTE NPEINIOKEHUS U IIPOBEXJaHe Ha XpeOui 3a MOpegHOCTTa Ha IpOBEXKIaHE Ha
TIIPETOBOPHTE, Nid pasrie/id NOJAJCHUTE NPeUIOKEHHS 32 YYacTHE H Ja NPOBEAE MPErOBOPH C
YHACTHHIMTE TIOOTACIHO, KaTO C& IPHABPNKA TOYHO KbM I'bPBOHAYATIHO ONPEENEHATE YCIOBHS
1 H3UCKBAHHMS 38 U3M'BIIHEHME HA IIOPBUKATA M KJIackpa noaaaenuTe odeprr B cpok ot 10 (necer)
pabOTHH JTHH OT H3JaBAHE Ha 3aIIOBE/TA.

III. Kparko onmcanne Ha paGoTHHS mponec. YYacTHHOM B npouenypara.
JlelicTBMS, CBLP3aHM ¢ 0TBAPSIHE, PA3JIEXK/IAHE H OLEHABAHE HA 3aABICHAATA 32 YUACTHE K
NPOBEJEHHTE IIPEroBOPH.

Komucusita, B penoBHus cH ¢heTas, 3anouna paborara ci Ha 09.06.2017 1. ot 11.00 uaca
B CTpajiaTa Ha MUHHCTEpCTBO Ha 3/paBeonasBaneTo, . ,.C8. Hemens® Ne 5.



C nmporokon, mpencemaTeNs Ha KOMHCHSATA IIONYYH IOJAJEHOTO €XHHCTBEHO
npemioxenre 3a ydactue ¢ Bx.Ne 26-00-1055/ 08.06.2017 r., momameno B 12:52 waca ot
yuactruka “Enexrponkomepc” EOO/I. Ilpenn HavanoTo Ha 3aceJaHHETO U CIEA IOIyYaBaHe Ha
CIIHCEKA ¢ YYAaCTHHLMTE, BCHYKH PEIOBHH YJIE€HOBETE Ha KOMHCHATA IONBIHAXA U IIPENANI0XA Ha
npesceraTenss Ha KomucHaTa Aeknapanmu 1o 4. 103, an. 2 or 30Il, 3a npeacrasshe Ha
BB3JIOKHTEIS.

Ha ocuoramue un.54, am2 or III30I1 npu nyOnuynuTe NEWCTBHS HA KOMHCHATA
IPHUCHCTBALIE CIIEIHUAT [TPEJICTABHTEN HA YYACTHHKA B IIPOLIEAYPaTa: YIPaBHTENAT HA yJaCTHHKA
“Enextponkomepc” EOO/I, cernacHo perucrpanusta My B ThbproBCKUs PETUCTBP HA ATEHIHATA
no BrMCBaHHATa — r-H JlumuThp MopnaHo, KOMTO ce BIMCa W B CHOTBETHMS CIHCHK 3a
NPHUCHCTBAIIMTE Ha 3aCEAAHHETO.

[IpenceraTensar Ha KOMHCHATA 3aMI03HA IIPUCHCTBALIMTE ChC ChILPKAHKETO Ha 3anoBes
Ne PIT-11-165/ 09.06.2017 r. Ha MHHHCTBpa Ha 3APABEONA3BAHETO, CJIE KOETO O€ MPUCTHIICHO
KbM OTBapsHe Ha EOHHCTBCHOTO TOJANEHO TPENJIOKCHHE 3a YdYacTHe OT y4YacTHHUKA
“Enextponkomepc” EOO]I. '

Yuactauket “EnextporkoMepe” EOO/I e mojan npeiokeHue 3a YYacTHe 10 CIETHHTE
000cobEeHH TOZUIIHH;

° Obocobena mozumms No 1 ¢ npemmer: ,JloctaBka Ha Technetium (99m Tec)
macrosalb 2 mg/vial®;

° Obocobena mozumust Ne 2 ¢ mpeamet: ,Jlocraska nHa Technetium (99m Tc)
nanocolloid 0,5 mg/vial®;

° Obocobena mozummsa Ne 3 ¢ mpeamer: ,Jloctaska #a Technetium (99mTe)
exametazine 0,5 mg*;

. Obocobena moszunusa Ne 4 ¢ npenmer: ,Jloctaka Ha Technetium (99mTc)
tetrofosmin 230 mcg®;

4 Obocobena moszumms Ne 5 ¢ npenmer: ,.JoctaBka ma Sodium lodide (131 1)
nepopansa Gopma 74 MBq*;

. O6ocobGena mosuius No 6 ¢ mpeamert: ,,Jloctaska Ha lodine Ioflupane (123 1) 74

MBg/ml-5 ml*;

. Obocobena mosumus Ne 7 ¢ mpemmet: ,JloctaBka na lobenguane (131 I) 37
MBg/ml*;

. Obocobena mozumusg Ne 8 ¢ mpeamer: ,Jlocraeka Ha Sodium lodide (131 1)
nepopansa gopma 1,85 GBq*;

. O6ocobena mozumus Ne 9 ¢ npeamer: ,JlocraBka ua Sodium Iodide (131 1)
nepopanHa (opma 3,7 GBq*;
. Obocobena mosumus Ne 11 ¢ npenmer: ,,Jloctaska Ha 192 Ir 328 MukpocenexTpon

150 em/10 Ci*;

. O6ocobena mozunust Ne 12 ¢ npeymert: ,,Jlocraska Ha 125 1 TSH (384-400 mpo6u)
KIT IRMA*.

Komucusita OTBOpH MHOJANEHOTO IPE/UIOKEHHE M OOABH CBHILPKALIKTE CE B HEro
JOKYMEHTH CBIIIAaCHO MPUIOXKEeHUTE onucH. IlonaneHuTe 1eHOBH NMPEUIOXKEHHs [I0 OTHEIHUTE
000co0eHH MO3UIMHU Ca TIOCTABEHH B OTHENIHH, 3arle4aTaHy, HePO3pasHy ¥ HAANHCAHH TUTMKOBE
3a 060coOeHaTa MO3UIIKSA, [0 KOATO c€ OTHACAT. KOMHCHATA OTBOPH LIEHOBATE O(EPTH K OTIOBECTH
CBABPMKAIIMTE CE B TAX CHOTBETHY LEHOBH MPEIIOKEHHS.

C ToBa npukmoyn myGnuyHaTa yact oT paborara Ha KommcuaTa. Cien HamyckaHe Ha
MPENCTABHTCIA Ha YYaCTHUKA, KOMHCHSTA NPOALIDKM paboTaTa CH B 3aKPUTO 3aCENaHME, C



pasriexzane Ha foKkyMeHTuTe mo 4wi.39, am.2 ot [TII3011, T.e. Z0KyMEHTHTE, KOHTO Ce BKIIFOUBAT
B 3a4BIIEHHETO 33 Y4acTHE.

ITpu w3BBpIIEHATA TPOBEPKA 38 CHOTBETCTBHE C H3UCKBAHHATA KBM JIHUHOTO ChCTOSHHE
H KPHTEPHHUTE 3a MOAOOD NOCTABEHU OT BB3NIOXKUTEJS 110 060cobenr mo3uuuu ot Ne 1 mo Ne 9
BKJI., ¥ IIO Ne11lu Ne 12, Ha 3aKpUTOTO CH 3acefanue, KOMUCHSATA YCTAHOBH CIEIHOTO:

YuacTHuKBT ,.Enexrponkomepc” EOO]l e mpencTaBHIMIT KbM 3asBIEHMETO CH 3a
y4acTHe IONLIHEH EjuHen eBpomelcku OoKymMeHT 3a obmectsenu mopbuxu (EEJOIT).
Coriacuo nanenara ot Bp3a0kUTeNs H 3011 B3MOKHOCT, YYACTHHKET € TIPEICTABII €IiH 061
EEJIOTI 3a o6oco6enn mosuuum ot Ne 1 1o Ne 9 eximountenso u apyr o6n1 EEJIOI 3a o60cobenu
ro3uxy NeNe 11 1 12. KeM 3asBnenusra ca npunokens ¥ CIIMCHIUM Ha BCHYKY 3aTbIKSHH JTHLA
IIO CMHCBJIA Ha 9L 54, ai. 2 1 91 55, ai1. 3 o1 3011, He3aBHCHMO OT HANMEHOBAHKETO Ha OPraHHUTe.
B KOWUTO y4acTBaT, UM [TBKHOCTHTE, KOUTO 38€MAT M OIMCH Ha IPHIOKEHHTE JOKYMEHTH.

Morueu 3a nonyckane: Komucusra, cues pasriaeKziane u 00CHKIaHe Ha MPEICTABCHUTE
or yuactHuka EEJIOIl-u, cumra, ue chbuomrTe ChIbpkaT HeOOXOAMMATA H H3HCKBAHA OT
BB3IOXKHATENs MHGOpMaims. C OrNes Ha ropeMsoEHOTO KOMHCHSTA JONYCHA YYaCTHHKA
,Enexrporkomepc” EOOJ] mo pasriexnaHe Ha TEXHHUECKOTO npeluioxkeHue no obocobenu
no3uiuy oT Ne 1 no Ne 9 BxrounTenHo, u o o6ocobenu mosumuu NeNe 11 u 12.

Komucuisita NpUCTBIM . KbM  pasINeXIaHe Ha [ONAJEHHTE OT YYacTHHKA
»EnexTporkomMepe” EOOQOJ] TexHHYECKH Ipe/UToKeHHsS W IPEMIOKEHHS 33 HM3IBIHEHHE 110
06ocobenu mo3uiuy ot Ne 1 10 No 9 BrimrouuTenHo, u no obocobenu mosuimu NeNe 11 1 12.

Y4YacTHHUKET € HallpaBHJI CICOHHUTE IMPEIJIOKCHHSI 34 U3NBIHEHHUE II0 ob6ocobenute
IMO3HIIUH, KaKTO CIE/Ba.

OGocobena | HaumenoBaHmue,
MO3HIHS eqUHHYHA Mspxka
Ne AKTHBHOCT

Koamuectso | [Ipennokenne Ha ydacTHHKA
A0 nEaexTporkomepce” EQO/L.

Technetium (99m [pennaran npoayKT/akTHBHO
Tc) macrosalb 2 | BEIECTBO:
mg/vial Technetium (**™Tc) macrosalb 2
mg;
Twproscko HauMeHoBaHue:
Macrotec 2.0 mg kit for
i OIL X 5 91 preparation of °?™Tc human
6p. albumin macroaggregates
(Macrosalb) suspension for
injection;
Kon Ha npoayxra: P002006-
BGR;
Omnaxogka: x 5 6pos;
[TpouspomuTe:
GIPHARMA S.r.l., Utanus;
Technetium (99m IIpennaras npoiyKT/aKTHBHO
) Tc) nanocolloid 0,5 | OI. X 5 37 BCIIECTEO:

| mg/vial 6p. Technetium (°°mT¢) nanocollid
0.5 mg;

T'Bproecko HauMeHOBaHNeE:




Nanocoll 0.5 mg kit for
radiopharmaceutical
preparation;

Kon na npoxnykra: SPS724-
BGR;

OmnakoBka: X 5 6pos;
IIpouszsoguren: GIPHARMA
S.r.l., Uramus;

Technetium
(99mTc)
exametazine 0,5 mg’

IIpennaran nmpoayKT/akTHBHO
BEIIECTRO:

Exametazine 0.5 mg;
Teproscko HanMeHopanue:
Ceretec 0.5 mg kit for

Rkt 5 20 radiopharmaceutical
6p. preparation;
Kon na nponyxra:N109BG-
SVIL;
Omnakosxa: X 5 6pos;
IMpouzsomuren: GE Healthcare
AS, Hopserus;
Technetium Ipennaran mpoayKT/aKTURHO
(99mTe) BEIECTBO:
tetrofosmin D3t Tetrofosmin 0.23 mg;
Y T’prO'BCKO HAUMEHOBAHHE:
— Myoview 0.23 mg kit for
) 124 radiopharmaceutical
Op. preparation;
Kon va nponykra:N186BG-
SNIL;
Omnaxosxka: x 5 6pos;
[Tpoussomuten: GE Healthcare
AS, Hopgerusi;
Sodium Iodide (131 [Tpennaran mpoayKkT/aKTHBHO
I) mepopanua BEIIECTBO:
bopma 74 MBq Sodium Iodide ['*'I] 74 MBq;
Teproecko HauMeHnoBaHueE:
om. x 1 THERACAP [**'] capsule hard.
‘ 1334 |74 MBgq;
6p. Kon va nponykra: IBS60-
74MBQ:
OmakoBxka: x 1 6poii;
[Ipoussoguren: GE
HealthcareBuchler GmbH & Co.
KG, I'epmanus;
Iodine Ioflupane [Ipennaran mpoayKT/akTHRHO
(123 I) 74 MBg/ml- BEIIECTBO:
2 vl ‘ Toflupane (**I) 74AMBqg/ml-5 ml;
om. x 1 . Teproseko HanMenoBanue:
s, 193\ DaTSCAN - ioflupanc (1) 370

MBq, 5 ml;

Kon na nponykra: CYISE;
Onaxogka: x 1 6poi;
[Ipousronuren:




GE Healthcare B.V.,
Xonaggus;

Iobenguane (131 1)
37 MBg/ml

om. x 1

45

[Ipennaran mpooykT/akTUBHO
BELIECTBO:

[*'T] Iobenguane 37 MBq;
Teproecko HauMeHOBaHUE:
['] Meta-iodobenzylguanidine
for diagnostic use, 37 MBg
solution for injection;

Kon na nponykra: IBS6711-
37MBQ;

Onaxoska: x 1 6poii;
lIponseommren: GE Healthcare
Buchler GmbH & Co. KG,
['epmanus;

Sodium Jodide (131
I) mepopasna
dopma 1,85 GBq

oI x 1

50

[Ipemnaras npoayKT/aKTHBHO
BEILECTBO:

Sodium Iodide [*']] 1.85 GBgq;
TBProBcko HAUMEHOBAHME:
THERACAP ["*'I] capsule hard
1.85 GBgq;

Kon na nponykra: IBS60-
1.85GBQ;

Omnaxosxka: x 1 Gpoi;
ITpoussomuren: GE Healthcare
Buchler GmbH & Co. KG,
I'epmanms;

Sodium Iodide (131
I) nepopanua

| dopma 3,7 GBq

om. x 1

225

IIpennaran mpoayKT/aKTHBHO
BELIECTBO:

Sodium lodide [**'I] 3.7 GBq;
TBproBcKoO HAHMEHOBAHUE:
THERACAP [**']] capsule hard
3.7 GBq;

Kon Ha mpozykra: IBS60-
3.7GBQ;

OmnakoBka: x 1 6poi;
[Iponssoauten: GE Healthcare
Buchler GmbH & Co. KG.
['epmanus;

11

192 Ir3a
MiuxpocenexTpox
150 em/10 Ci

orm. x 1

Ilpennaran mpoaykr:

192 Ir 3a Muxpocenextpon 150
cM/10 Ci; Tsproseko
HalMEeHOBaHHeE:

Ir-192 source, 10Ci,
MicroSelectron Digital;

Kon ma usnemero:
1211bV3830210544;
Karanosxxen nomep: 105.002;
[Tpomssonuren: Nucletron B.V.
an ELEKTA COMPANY,
Xona"aug.




12

125 1 TSH (384-
400 mpo6wu) KIT
IRMA

oI x 1

Ipennaran npomyxT:

125 I TSH (400 npo6u) KIT
IRMA;

Teproecko HaHMeHOBAHKE:
B.R.A.-HM.S TSH1 RIA;
[Tpunrnun Ha u3cnenBane:
IRMA;

Kon Ha uznenuero:
06DV5438515929;
Karanosxen Homep: 09.1;
ITpousromuren:
ThermoFisher Scientific
B.R.A.H.M.S GmbH,
I'epmanus.

W3penusra ce mocTaBaT kato
KOMILJIEKT OT 4 ONAaKOBKH 110

100 npobu B onakorka.

Motusr 3a nomyckame: KoMmucusra pasriena HanpaBemuTe IpEeIOKEHUsS 3a
U3IBIHCHHE TI0 COTBETHHTE 000co0enu nosurmu ot Ne 1 0 Ne 9 BKIIOUHTETHO, | 110 060C06eH:
nosumEe-NoNe 11 1 12 v mpritoskeHuTe KBM TAX JJOKYMEHTH U CYETE, Ye YIACTHHKBT € HaIlpaBu

OpPEeIJIO’KCHHA 384 H3OBIHCHHE Ha4 IOPLYKATA, KOHTO CHLOTBETCTBAT HA HM3UCKBAHWMITA Ha
BB3JIOKHTEIIA, C OIVIE Ha KOETO I'0 JOIIYCKa OO pasrnexiaHe Ha [IEHOBHTE MY IIPEJIOXKCHUS,

KomucHsaTa NPUCTBIN KbM pPasTiexkIaHe Ha HaIPABEHHUTE LEHOBH INPEJUIOKEHHS 110
oraenHuTe 06ocoOeHn mos3umuy oT No 1 0 Ne 9 BKIFOUMTENHO. U 110 060c0BenH no3unuH NoeNo
11 1 12. Y4aCTHHKBT € HAIPABHUII CIICIHHUTE EHOBH NIPEMIOYKEH S, KAKTO CICIBA;

Ne Ha Harimenoparse, En. nena za | Ex. neuna za Oi}ma O?ma
obocobena RIS R OMAKOBKA | OIAKOBKA € | CTOMHOCT | CTOMHOCT
TO3HITHA . oe3 JIJIC AAC oe3 1AC ¢ JIIC

Technetium (99m Tc)
macrosalb 2 mg/vial

1 190,74 228,89 17 357,34 | 20 828,99
Technetium (99m Tc) :
nanocolloid 0,5 mg/vial

2 339,79 407,75 12:572,23 | 15086.75
Technetium (99mTc)
exametazine 0,5 mg

3 985,96 1 183,15 19 719,20 | 23 663,00
Technetium (99mTc)
tetrofosmin 230 mcg

4 1103,31 132397 [136 810,44 |164,172.28
Sodium Iodide (131 1)
nepopanza popma 74 MBq

S5 240,02 288,02 320 186,68 | 384 218.68
Iodine Ioflupane (123 1) 74
MBg/ml-5 ml '

6 1 515,99 1819,19 1292 586,07 (351 103,67




Iobenguane (131 1) 37
MBg/ml

7 450,06 540,07 20 252,70 | 24 303.15
Sodium Iodide (131 1)
nepopaisa popma 1,85
GBq

8 232,90 279,48 11 645,00 | 13 974,00
Sodium lodide (131 1)

nepopansa popMma 3,7 GBq

9 479,40 575,28 107 865,00 | 129 438,00
192 Ir 3a MuxpocenekTpon

11 150 em/10 Ci 13 722,25 16 466,70 |109 778,00 |131 733,60
125 I'TSH (384-400 po6u)

12 KIT IRMA 239,75 287,70 1918,00 | 2301.60

MoTtuBH 3a HOITYCKaHe!: Komucusara KOHCTAaTHpa, 9€¢ YYaCTHHUKBT € HallpaBHJl I[€HOBH
TNPCIJIOKCHHS 38 M3IIbJIHEHHUE, KOUTO HE HAABUIUABAT ONIPEIEICHUSA OT BB3I0OKHTENS MAKCUMAICH
pasnojaracMm (i)I/IHaHCOB pecypc IO OTIACIHHTE obocobenn nozuumK, KoMmucuara CHHTa, Y€
HaIIpaBCHHUTE OT YUaCTHHKA I€CHOBH MIPCINIOMKEHMS II0 obocobenure IMMO3HIKHH CBHOTBETCTBAT HA
H3ACKBAHMATA Ha BB3JIOMKHTEIS, C OTNIEN HA KOETO IO OOIYCKA JI0 IIPOBEXIaHE Ha IIPErOBOPH.

HorosapsiHeTo 10 npouestypata 3ano4sa Ha 09.06.2017 r., or 14.30 yaca, B crpajara Ha

MunucTepcTBOTO Ha 3apaBeona3BaneTo B rp. Codus, mr. ,,Ce. Henens 5, B 3anara na NIPU3EMHHS
eTax.

B npouenypara na jorosapsHe B3exa y4yacThe KOMUCHSTA OIpeeNieHa che 3anones No
PJ1-11-165/ 09.06.2017 r. Ha MEHECTBPA Ha 3APABEONA3BAHETO, B HEIIPOMEHEH ChCTaB, a HMEHHO:
IIpencenaren: |

a-p Henu Tapuncka — Havannuk otaen “JIIIMUK” B aupextus “JIIT”;
Unenose:

AKCHHHS ATaHAcOBa - AbpXkaBeH excrieptT B otaen “JINTMUMK?”, nupexums “JIIT;
Bansg Panesa - rnasen excepr B otnen “Bromker” B aupexnus “@CHAYC”
Esenuna Bacunkosa - nppixaBeH excrept B otaen “OI1”, mupexmms “HPOII3”;
JIpyesap Jlazapos — rmaBeH 0pUCKOHCYIT B otaen “OI1”, nupexmus “HPOII3™;

U JIuMUTEP ﬁopﬂaﬂos, YIOPaBUTEN ¥ IPEACTABIABAIN YYaCTHHKBT B IpoLEeaypara
“Enexrponkomepc” EOO/I,

Kato ce npuappixa TOUHO KBM I'PBOHAYATHO ONPEENEHNTE YCIOBHS ¥ H3UCKBAHUS 34
H3IBJIHEHHE Ha MTOPBYKATA, CE IPOBEIOXA IPErOBOPH C yYaCTHHKA 38 CKIFOYBAHE Ha JOTOBODH 3a
H3IIbJIHEHHE Ha 000coOenn nosuuuu ot Ne 1 g0 Ne 9 BRIrOuMTeNHO, U Ha 060COBEHH MO3HIHHT
NoNe 11 1 12.

OcHoBa 3a BoJIcHe Ha IIPETOBOPHUTE Ca [IOKAHA 34 YUaCTHE, IPUII0XKEHHS KbM Hesl IPOEKT

Ha NOTOBOP H MMPEACTABCHHUTE OT YYACTHUKA TEXHHUYECKA U LIEHOBA O(I)CPTI/I.

IIpx IpOBEIEHOTO OrOBApPsHE, CE IIOCTHIHA ChIUIACHE MEXIY CTPAHHTE 3@ H3IbIIHEHHE
Ha NOPBYKa II0 rOPENnocovYeHuTe 000COOEHH MO3MIMM, CHIVIACHO NPEABAPHTENHO OOSBEHUTE
M3HCKBAHUSA U yCJIOBHS 32 H3IB/IHEHUE HA IOPHUKATA, ChABPIKAIIH CE B PEIIEHUETO 3a OTKPHBAHE
Ha [IpolLielypaTa ¥ B [I0KAHATA 33 YYacTHE. |




Cren 3amouBaHe Ha IPEroBOPUTE, YNPABUTENs HA YIACTHUKA Jumutep HMopnawos
NIPENCTaBy Ha KOMHCHS €K3EMILIAP OT HEPETUCTPUPAHO M HeJaTHPAHO MUCMO Ha 61aHKa Ha ,,J[Ku
1 Xentkesp boirapus EOO/I. B ¢hioTo ce TBbpAY, Y€ IeKapCTBEHATE IPOJYKTH ,,MakpoTek™,
npoussexnan ot ,,/oxku M Xenrkerp Mramus®, cnenndunupan no obocobena nosumias Ne 1 ¢
npeznmer: ,,Jloctapka Ha Technetium (99m Tc) macrosalb 2 mg/vial“, moixe na 6bae JocTaBeH 3a
OvJsrapckus masap Hai-paHo mpe3 M. HoemBpu/nexemspu 2017 r. B macMoto e IIOCOYEHO, de
CHIVIACHO MPOU3BOJICTBEHHUS rPAadUK HA 3aBOJA HPOM3BOLUTEN, IPOAYKTHT CE POM3BEKIAN JBA
6T B TOJIMIHATA U CIIE/BAIATA TAPTH/A € IIaHMPaHa 3a IIPOU3BOJICTBO [IPE3 M. OKTOMBPH, KOETO
NPEJIoJiara IMyCKaHeTo M B Npofaxha Mpe3 M. HOSMBDH WM IEKEMBPH (HA Chbiyamd 200und).
IIpenBrn Ha TOBa MPENCTABIABANIS YYACTHHKA YIIPABHTEN I-H Mopranos, IPEUIOKHU Na Onaar
M3MCHCHH KIAy3UTe Ha J0roBOpa U H3UCKBAHUATA 32 H3MbBIHEHHE 110 060co6eHa mo3umum No 1,
OTHOCHO 3a4BsiBAHE M CPOKOBE 3a JOCTaBKa.

BbB BpB3Ka ¢ FOPENOCOYEHOTO IHCMO M HATIPABEHOTO NPEAIOKEHHE OT I-H Hopaanos
Osixa OOCBACHH W3MCKBAHMSTA M OrPAHHYEHMATA Ha 3aKOHA 33 OOIICCTBEHHTE IOPBYKH H
Ilpapuinrka 3a npunarasero my. Komucusta e npue na 6BJaT NpOMEHEHH H3MCKBAHHSTA U
YCIOBHSTA 32 M3MBIHEHUE HA NOPHYKATA, KAaCACIIM NOCTABKATa HA JIKAPCTBEHHS IIPOLYKT [10
obocobena rozumusa No 1. |

B ciiencreue Ha 0TKa3a Ha KOMHCHSTA H Ha IIPOBEJIEHOTO JOTOBAPSHE, YIIPABHTENS I-H
Vopnamos npue na m3mbiau 06ocobena nosumms Ne 1 mpu mpenBapuTenHo OOSBEHHTE
M3UCKBAaHHS M YCIOBHA 3a H3IBIHCHHE, 0€3 NpOMSHA HA YTBBPICHHUTE OT BB3JIOKHTEIS
M3KCKBaHHS U NPEJBUJICHUTE HEYCTONKHM B ClIyyai Ha 3a0aBa.

Ilpz mpoBeeHOTO mOTOBapsiHE MO OTJENHHTE OBOCOGEHH NOZMLMH, IO KOHTO
YHaCTHHKBT € IOJAll 3asBIECHHS 32 Y4acTHe i 0(epTH, Ce IOCTHTHA CIELHOTO ChIVIACHE MEXIy
CTpaHuTe:

° y49acTHUKBT ,,Enekrporkomepc” EQO]I, 9pe3 3aKOHHMS CH NPEACTABUTEN —
yipasutens r-H Mopnatos, 3as8Hu, ye npHeMa Ja U3MBJIHH 0DLIeCTBeHATa TOPBYKA 110 OTAECITHHTE
060CO0EH] MO3HITHH, [0 KOHTO € IIOAAN 3asBICHHE, IIPH IIPEIBAPUTENHO OOSIBEHUTE H3HCKBAHMA
1 yCTIOBUS 32 M3IBJIHEHHUE, ChABPIKALIN Ce B PEIIEHHETO 33 OTKPUBAHE HA TPOLELYpATa ¥ B
NoKaHaTa 3a y9acTHE M CBINIACHO KIAy3uTe Ha TPOEKTa Ha JOroBopa, Ge3 NpomsHa Ha
YTBBPACHHUTE OT BB3JIOKUTEIS H3UCKBAHKS H IPEIBUICHNUTE HEYCTOHKHY 3a 3a6aBa.

o He Oe IPHETO OT CTPaHa Ha YYaCTHUKA, HANPABEHOTO OT KOMUCHSTA IpeJIOKEHHE
32 NIOTOB2psSHE Ha IOHMKeHHE/HamaneHnue Ha odepHpaHuTe IEHH 10 060COGEHHTe MO3MIMHYL.
IIpeAcTaBnaBamusT yIaCTHUKET 3asBH, Ue IIPEIOKEHUTE 3a JOTOBAPSHETO B IIEHOBUTE OepTH
[[EHH Ca BB3MOKHO HaH-HUCKUTE, KOUTO TOH MOXe a MPEUTONKH 1 He MOXKE JIa PEIONKHM JIPYTH,

IIO-HHUCKH OT THIX.

Ilo oTHOIIEHHE HA rapaHIUATA 38 U3IIBIHEHHE, TIPEICTABIABALIHAT Y4acTHHKA 3aIBH, 4e
1€ MPEICTAaBAT rapaHIliy 32 U3NBLIHEHHE HA MOpbYKara nox $popmara Ha GAHKOBH TapaHIHK B
pasmep Ha 3 % OT croiHOCTTa Ha morosopa 6e3 JIJ[C, cbe CPOK Ha BAIMOHOCT CHIJIACHO



OTIPEZIENIEH s B NIOKaHaTa.JloroBapsHeTo ¢ yyacTHuKa ,,Enexrponkomepc” EOO]] npukioun ma
09.06.2017 B 15,40 4.

3a pesynTata 0T IIPOBEJICHOTO AOTOBAPSHETO CE CHhCTABH IPOTOKOI, B ARA QZ[HOOGpﬁBHH
CK3CMILIAPA, 110 €OWH 3a BCSKA OT CTPaHHUTE, EK3EMILIAPD OT KOHTO € IIPHIIOKECH KbM HACTOSALIUA
JOKJIan.

IV. Kuacupane nHa ywsactauuute. Ilpeniokenusi 3a CKI0YBaHe Ha JOroBop ¢
KJIaCHPAHHH HA HBPBO MSCTO YYacTHHK no obocoGenm mosuummm or Ne. 1 go Ne 9
BKJIIOYHTENHO, M N0 000cobern mosummu NeNe 11 1 12 u 32 npexparsiBane Ha npomeaypara
¢bC CHOTBETHOTO NNPABHO OCHOBAHHE, 110 000co0eHa mo3umus Ne 10.

B pesynrar ma paborata cu 1O pasriexaHe Ha eIUHCTBEHOTO MONAIEHOTO
NPEAIOKEHUE 38 YIACTHE U IPOBEICHUTE [IPErOBOPH C €ANHCTBEHUS YYaCTHHK, KOMUCHSATA

ITPEJIJIATA:

1. Knacupane no o6ocobens nosuius ot Ne 1 1o Ne 9 BRIIOUMTENHO, B TI0 060C06eH
no3uumn NeNe 11 u 12, kaxTo cnensa:

0O060ocodena O6ma nena 3a
O3 HIHSA HaumenoBanue Hme na yyacTHHKa LSI0CTHO
Ne : usnbanenue 6e3 JJ1C
»HlloctaBka na Technetium “EnexTponkomepc”
1" (99m Tc) macrosalb 2 EOON
mg/vial* 17 357,34
»alocTaBka Ha Technetium “Enextporkomepc”
2 (99m Tc) nanocolloid 0,5 EOON
mg/vial* 12872.23
3 ,JloctaBka Ha Technetium “Enextponkomepc”
(99mTc) exametazine 0,5 mg* EOO/ 19 719,20
,JlocraBka Ha Technetium “EnexTpoHkomMepc”
& (99mTec) tetrofosmin 230 EOO/
mcg™ 136 810,44
»JoctaBka Ha Sodium Iodide | “Enextpomkxomepc”
5 (131 I) mepopanua popma 74 EOOX
MBqg* 320 186,68
»JocraBka Ha lodine “EnextponkomMepc”
6 Toflupane (123 I) 74 MBg/mi- EOO/]]
5 ml* 292 586,07
7 »Jocraska Ha lobenguane “EnexktpoHKomepc”
(131 1) 37 MBg/ml* EOO/1 20 252,70
»Jocraska Ha Sodium lodide | “Enexrponxomepc”
8 (131 I) mepopanua popma EOON
1,85 GBqg* 11 645,00
»»JlocraBka Ha Sodium lodide | “Enexrponxomepc”
9 (131 I) nepopanua dopma 3,7 EOOH
GBg“ 107 865,00
JlocTaBka Ha 192 Ir 3a “EnexTpoHKoMepc”
11 Muxkpocenexrpon 150 cm/10 EOOJT
B | 109 778,00




»Jlocrarka Ha 125 I TSH “EnexTpoHKOMepc”
(384-400 po6u) KIT IRMA* EOO/ 1 918,00

Z. 3a H3MBIHATEN Ha 00IIECTBEHATA TOphUKa 10 060cobeny mo3umum or Ne 1 no Ne
9 BKIIIOWHTEINHO, ¥ 10 000c06eny mosuuuyu NeNe 11 u 12 na 6b1e 00SBEH €IMHCTBEHHST I101a)]
3aABJICHHE H KJIACHPAH YYaCTHHK, C KOHTO J1a OBIAT CKIIFOYEHH JOrOBODH:

‘ 12

o 3a u3nBIHEHHE Ha 00InecTBEHATa IIOPBUKA I10 obocobenn mozurmu or Ne 1 10 Ne
9 BKIIFOUMTEIIHO, 32 /JOCTABKA HA BKIIOUEHUTE B TIX JIEKAPCTBEHHUTE IIPOJYKTH;

o 3a u3nbIHEHUE Ha 00LIECTBEHATA OpBYKa 110 060cobenn mo3ummu NeNe 11 u 12,
3a IOCTABKA Ha BKIFOYEHUTE B TAX MEIHIIMHCKH H3ICITHS.

3. Haocuosanue wr. 110,an. 1, T. 1 or 3011 1a 651e npexparesa 0bocobeHa no3uIus
Ne 10 ¢ mpeamer: ,,Jloctaska na Strontium (89 Sr) chloride 150 MBg-4 ml“, nopamm dakra, ue 1o
obocobenara 03U HE € NOfa/IeHa HUTO eaHa odepTa. *

C H3BBpIIBaHETO HA TOPHOTO Kiacwpane 1o o6ocobeHm mosmmmu o Ne 1 mo Ne 9
BKIIOYHTEITHO, U 110 000cobenn mosuman NeNe 11 1 12 1 HanpaBeHUTe NpeIOKEHHS 32 H360p Ha
M3IBIHATEN 110 TSIX U CKIIOYBAHETO HA JOFOBOPH 32 HM3ITHIHEHHETO HM H C IPEUIOKEHAETO 33
l'[peraT}IBaH.e Ha 0bocodena mozumms Ne 10 ¥ H3roTBIHE HA HACTOSIINS TOKJIA B MIOAMHCBAHETO
My, pa60TaTa Ha KOMHCHATa IIpukinoyr Ha 13.06.2017 r.

Ipuaoxenne: 1. [TpoTokon Ha ocHOBaHue 4. 67, an.2 OT ITIT30T], ot mpoBeneHo Ha
09.06.2017 r. norosapsue 1o o6ocobenn mozuimu o Ne 1 0 No 9 BKIIIOYHTENHO, U 110 000cobenu
no3uumn NeNe 11 1 12, ¢ yuactauka “Enexrponkomepc” EOO/];

. 2. ITenHaTa NOKyMEHTAUMATA 10 PONELYPATA.

3AJIMYEHO HA OCHOBAHME YJ1. 2 OT 33JI1



INPOTOKOJ
Ha OCHOBaHue wi. 67, an.2 ot [111301],
OT MPOBEJIEHO JAOr0OBapsHe M0 IPOIe/lypa Ha JoToBapsiHe 0e3 NpeBapHTeNHO
OOsBIICHNE 3a Bb3/arane Ha o0IIeCTReHA IOPBYKA C IPEMET: ,,JI0CTaBKa Ha PajHOaKTHBHY

TIEKAPCTBEHH IPOAYKTH, paquo(hapMaleBTULH, PaJUOHYKIMIHM FE€HEPATOPH, KHTOBE 1
PajHOHYKIHNIHE IIpeKypcops 3a 2017 r., ornyckanu no pexa va Hapen6a 34/25.11.2005 1. 3a
PeZia 3a 3aramane oT perryOIuKaHCKus OIOIKET Ha JIEUEHHETO Ha OBITAPCKUTE IPaXIaHH 3a

3a0079BaHKs M3BBH 00XBaTa Ha 3a/Ib/DKHTEIHOTO 3APABHO OCHTYDSBAHE, TI0 IIPEKpPATEHN |

obocobenu mosuMu®, chabpIKana 12 caMoCcTOATETHO 060COGEHH O3HITHHY.

Ha 09.06.2017 r., B tp. Codus, B crpagata Ha MUHHCTEPCTBOTO Ha 3/lpaBeona3BaHeTo
‘Ha anpec ,,C. Hemena™ Ne 5, ce mposene mpomenypa Ha morosapsiHe 6e3 IIpeABAPUTENIHO

obsiBleHHMe 3a BB3Narane Ha OOLIECTBEHA NMOPhUKA ¢ Ipeamer: ,JlocTaBka Ha PalHOAKTUBHHU
JICKAPCTBEHH MPONYKTH, pPagno(apMaleBTHIM, PAJUOHYKIHJHA TeHEpaTopH, KHTOBE W
pamuoRYKIMIHE Ipexypcopu 3a 2017 r., otnyckanu mo peja na Hapemba 34/25.11.2005 . 3a
pera 3a sanjamane OT pernyOIMKaHCKus OIO/DKET Ha JTCYEHHETO Ha OBIrapCKUTe IPpaKIaHH 3a
3abonsBaHus M3BBH 00XBaTa Ha 3aIBKMTENHOTO 3/PABHO OCHMIYpSBaHe, IO IpeKpaTeHu
ofocobenu mozuuu®, chAbpKaua 12 camocTosTenHo 060CcoGEH! TO3UIMH, OTKpuTa ¢ Peutenue
NePJI-11-157/26.05.2017 r. Ha BB3NOXKUTENS.

B mpouenypara na jorosapsHe B3exa yyacTHe KOMHCHS OIpEENieHa ¢he 3amoben No
PJ-11-165/ 09.06.2017 r. Ha MEHHECTBPA HA 31PABEOTA3BAHETO, B CHCTAB!

[Ipencenaren:

i-p Hemm Tapuncka — nauanuuk ornen “JITMUK” B aupexums “JI17;

UneHoge:

AxkcrHus ATaHacoBa - IbpxaBeH excrept B otaen “JIIIMUK”, nupexims “JIIT”;

Bans Panera - rmaBen excnepr B otaen “Bromker” B aupexmug “OCJIYC”

Eemnna Bacuikosa - aspikaBen excrept B otaen “OIT”, mupexnus “HPOII3”:

JIsuesap Jlasapos — rnasen ropuckoHcynt B otaen “OI1”, mupexims “HPOIT3™:

U Ir-H JJuMuTEp ﬁop;;aHOB — YIpaBUTEN H TPENCTAB/IABALI YIacTHHKA B MPOIEAypaTa
“Enextporkomepc” EOO/I.

Karo ce mpunspia TOYHO KBM IIEPBOHAYATHO ONPEACNEHHTE YCIOBHS U H3UCKBAHHMS 32
H3IBIHCHUE Ha MOPBYKATa, C& NPOBENOXa [PErOBOPH C YYACTHHKA 3a CKIIFOYBAHE HA JOTOBOP,
KaKTO CJIeIBa: '

YuactauxsT “Enexrponkomepe” EOO/, e monan eIMHCTBEHOTO IPELIOKEHHE ¢ BX. No
26-00-1055/ 08.06.2017 r. 3a yuactre no cneqaute 06ocobeHn TIO3ULIHH:

° Obocobena nosmuus Ne 1 ¢ mpemver: ,.Jlocraska ma Technetium (99m Tc)
macrosalb 2 mg/vial®;



° O6ocobena mozmmug Ne 2 ¢ mpemmet: ,JlocraBka Ha Technetium (99m Tc)
nanocolloid 0,5 mg/vial“;

-

° O6ocobena mosumus Ne 3 ¢ mpemmer: ,JlocraBka Ha Technetium (99mTc)

exametazine 0,5 mg*;

° O6ocobena mozunus Ne 4 ¢ mpenmer: ,JlocraBka Ha Technetium (99mTc)
tetrofosmin 230 mcg"™;

° O6ocobena mosuuus Ne 5 ¢ mpemmerT: ,JloctaBka Ha Sodium Iodide (131 I)
nepopaisa Gopma 74 MBq™; '

o 0O60cobena mozumus Ne 6 ¢ npeamer: ,,Jlocraska Ha lodine Ioflupane (123 1) 74
MBg/ml-5 ml*;

o O6ocobena nosmus Ne 7 ¢ npenmert: .. JloctaBka Ha lobenguane (131 I) 37
MBg/ml*;

_ ° O6ocoGena mosumuss Ne 8 ¢ mpenmert: . Jloctaska Ha Sodium lodide (131 1)

nepopansa popma 1,85 GBq™;

° O6ocobena mosuumst Ne 9 ¢ mpemmer: ,,Jloctaeka Ha Sodium lodide (131 1)
nepopansa Gopma 3,7 GBq™;

e O6ocobena mozumust Ne 11 c npemMeT: ,,Jloctaska Ha 192 Ir 3a MyKpocenekTpoH
150 eM/10 Ci*

° O60co6ena no3umms Ne 12 ¢ mpexmer: ,,Jloctaska ua 125 I TSH (384-400 mpo6wu)
KIT IRMA*.

OcHoBa 32 BOJEHE HA IIPETOBOPHTE Cca MOKAHA 3a YYacTHe, IPUIIOKCHHS KbM HEH
TIPOEKT Ha IOTOBOP ¥ IPEACTABEHHUTE OT YIACTHHKA TEXHHIECKA H IICHOBA odiepTH.
C noxana per.Ne 26-00-055/ 29.05.2017 r. Ha MHHHCTBPA Ha 3[paBEONa3BaHETO Ca

ONpenelcHd H CIIEJHUTE MAaKCHMAaJHH pasojaracMH (bHHaHCOBI'I pecypCH MO OTHEIHHUTE

00ocobeHH MO3UIIHH:

O6ocobeHa HaumeHoBaHHEe, €eIUHHYHA Konnye- Eﬂl’iﬂﬂqﬂa Ouﬁma
——T e Msipka erEe HD CTOIHOCT B CTOMHOCT B
3 as. ¢ JAC aB. ¢ JJC
1 Technetium (99m'Tc) Ol. X 5 91 228.89 20 828.99
macrosalb 2 mg/vial op. '
Technetium (99m Tc) OIL X 5
; nanocolloid 0,5 mg/vial op. s 7S 12 080,12
3 Techneuu‘m (99mTc) OmL. X 5 20 1183.15 | 23 663,00
exametazine 0,5 mg op.
Technetium (99mTc) +] ¢ g
4 cetofismin 230 mog 6p. 124 1323,97 | 164 172,28
Sodium Jodide (131 I) om X 1
5 nepopansa dopua 74 MBg 85, 1 334 288,02 384 218,68
Iodine Ioflupane (123 I) 74 om. X 1
6 MBg/ml-5 ml s, 193 1 819,19 | 351 103,67
Tobenguane (131 1) 37 om.x 1 ’
7 MBq/ml 6. 45 540,07 24 303,15
Sodium Iodide (131 I) om. X 1
8 nepopansa hopma 1,85 GBq 6i: 50 279,48 13 974,00




9 iﬁ;‘;‘;?nfj i;sp(iz 1317) GBq Onﬁ'p"f 205 | 57528 | 129438,00
10 if?}‘;);l_t;urrrrlll(fi‘? Sr) chloride 150 01'16. ;( ) 183 186022 | 34042026
O B Y R S Pl 8 | 1646670 | 131733.63
12 I%STIIE&T?’SMOO po0R) °H6'p’f Lhog 28774 | 230189

VY4YacTHUKGHT € HalpaBHIT CJIEAHHUTE IPEOIOXKECHHA 38 U3MBIHEHHE 10 000C0o0eHHTE

MIO3HIIHU, KaKTO ClIeABa:

O6ocobena HaumenoBanue,
MO3HIMS eMHUIHA

Ne AKTHBHOCT

Mspka

KoanuectBo

J0

IIpennoikenne Ha yYaCTHHKA
,Eaexrpouxomepc” EOO/.

Technetium (99m

Tc) macrosalb 2

mg/vial

Om. X 5
op.

91

TIpennaras mpoLyKT/aKTHBHO
BEIIIECTRO:

Technetium (**™Tc) macrosalb 2 mg;
THpropeko HaHMEHOBAHKE!

Macrotec 2.0 mg kit for preparation of
99mT¢ human albumin macroaggregates
(Macrosalb) suspension for injection;
Koz va npoxykra: P002006-BGR;
OmnaxkoBka: x 5 6pos;

[IpousBomure:

GIPHARMA S.r.l., Utamus;

Technetium (99m
Tc) nanocolloid
0,5 mg/vial

OIl. X 5
op.

37

[Ipennarad MPOIYKT/aKTUBHO
BEIIECTBO:

Technetium (°*™T¢) nanocollid 0.5
mg;

Toproscko HaMMEHOBAHHE:
Nanocoll 0.5 mg kit for
radiopharmaceutical preparation;
Kon na mpoaykra: SPS724-BGR;
OmnakoBka: X 5 6post;
[Ipoussomuren: GIPHARMA S.r.l.,
Wranus;

Technetium
(99mTc)
exametazine 0,5
mg om. X 5

20

[Ipenyaras TPOXyKT/aKTHBHO
BEIIIECTBO:

Exametazine 0.5 mg;

TBpProBcKO HaUMEHOBAHHE!
Ceretec 0.5 mg kit for
radiopharmaceutical preparation;
Kon na npoxyxta:N109BG-5VIL;
Omnaxosxka: x 5 6pos;
ITpoussonuren: GE Healthcare AS,
Hopsgerus;

Technetium
4 (99mTc)
tetrofosmin 230

OIl. X 5

124

[Tpensaras OpoyKT/aKTHBHO
BEIIECTRO: :
Tetrofosmin 0.23 mg;
THProBcKO HAMMEHOBAHHKE!




meg

Myoview 0.23 mg kit for
radiopharmaceutical preparation;
Kon na npoayxTta:N186BG-5VIL:
Omakogka: X 5 Opos;
[Tpoussomuten: GE Healthcare AS,
Hopgerus,

Sodium Jodide
(131D
nepopanHa
bopma 74 MBq

om. x 1

1334

[Ipenarad MpoLyKT/aKTHBHO
BEILECTBO:

Sodium lodide [**'I] 74 MBaq;
TBHpProrcko HAUMEHOBAHUE!
THERACAP ["*'I] capsule hard, 74
MBgq; :

Kon ma npoayxkra: IBS60-74MBQ;
OmnakoBka: X 1 Opoi;

ITpoussomuten: GE HealthcareBuchler
GmbH & Co. KG, I'epmanus;

Iodine Ioflupane
(123 1) 74
MBg/ml-5 ml

om. x 1

193

[Npemnaras NpoAyKT/aKTHBHO
BELIECTRO:

Toflupane (1#1) 74MBq/ml-5 ml;
THproeeko HaMMEHOBAHHE:!
DaTSCAN - ioflupane (*#I) 370 MBgq,
5 ml;

Ko na npoaykra: CYISE;

Omnaxoska: X 1 6poii;

[Tpoussoguren:

GE Healthcare B.V., Xonanaus,

Iobenguane (131
1) 37 MBg/ml

on. x 1

45

I[pennaras NpoXyKT/aKTHBHO
BEIIECTBO:

[*1]] Iobenguane 37 MBg;
THproBecko HAUMEHOBAHHE:

[*'T] Meta-iodobenzylguanidine for
diagnostic use, 37 MBq solution for
injection;

Kon na nponykra: IBS6711-37MBQ;
Omnakogka: x 1 6poii;
I[Mpoussomuren: GE Healthcare Buchler
GmbH & Co. KG, 'epmanug;

Sodium Iodide
(13110
mepopanHa
¢dopma 1,85 GBq

om.x 1
op.

50

IIpeniaran PoOLyKT/aKTHBHO
BEIECTRO:

Sodium Iodide [**'I] 1.85 GBq;
TBproBcko HAUMEHOBAHHUE:
THERACAP [**I] capsule hard 1.85
GBq;

Kox na nponykra: IBS60-1.85GBQ;
OmakoBka: x 1 6poii;

ITpoussomuren: GE Healthcare Buchler
GmbH & Co. KG, I'epmanmusi;

Sodium Iodide
(131 1)
epopaHa
dopma 3,7 GBq

om x 1

ITpeiarad MpOIyKT/aKTHBHO
BELIECTBO:

Sodium lodide [**'I] 3.7 GBq;
THProBCcKO HAMMEHOBAHHE!
THERACAP [**'I] capsule hard 3.7
GBq;




Kon na mpoaykra: IBS60-3.7GBQ;
OmnaxoBka: X 1 Opoit;
[Tpoussonuren: GE Healthcare Buchler
GmbH & Co. KG, I'epmanus;

11

192 Ir 3a
MpuxpoceneKTpoH
150 em/10 Ci

om x 1

Digital;

[Ipennaras npooyKT:
192 Ir 3a Mukpocenextpon 150 cm/10
Ci; Toproscko HaUMEHOBaHUE:

Ir-192 source, 10Ci, MicroSelectron

Kon va usnenuero:
1211bV3830210544,
Karanoxen Homep: 105.002;
[Tpom3eomuren: Nucletron B.V. an
ELEKTA COMPANY, Xonaunus.

12

125 1 TSH (384-
400 mpobm) KIT
IRMA

om. X 1
op.

[Ipennaran nponyKr:
125 I TSH (400 mpotu) KIT IRMA;
TBproecko HaMMEHOBAHUE:
B.R.A.H.M.S TSH1 RIA;

[Ipunnun Ha n3cnensade: IRMA;

Koz ma usgemuero: 06DV5438515929;
Karanoxen nomep: 09.1;
[IpousBoauren:
ThermoFisher Scientific B.R.A.H.M.S
GmbH, ['epmanus.

WMsnenusTa ce 10CTaBAT KATO
xoMIuIekT oT 4 onaxosku mo 100
npobu B OIIAKOBKA.

VYuacTHHKBT ,,Enexrponkomepc” EOO/] e nmpeanoykun B IEHOBUTE CH IIPEIJIOKEHHS,

CIIeTHUTE CTOMHOCTH MO ChbOTBETHUTE 000co0eHN NO3UIIHHN:

O6ocobena Envnuyna| Epunnuna Oowa O6wa
HaumeHoBaHHe, eAHHHYHA i o 4
MO s CTOHHOCT B| CTOHHOCT B CTOHHOCT CTOHHOCT B

No ARRETNeT e, 0e3 JJC ae.c JAC oe3 JIJIC as. ¢ JJAC
JlocTaBka Ha Technetium

1 (0% To) acrosalh 2 mg/vial 190,74 228.89 17 357,34 | 20 828,99
JoctaBka Ha Technetium

2 (99m Tc) nanocolloid 0,5 339,79 407,75 1257223 | 15086,75
mg/vial
Hocraeka Ha Technetium 2 n

3 (99mTe) exametazine 0,5 mg 985,96 1 183,15 | 19719,20 | 23 663,00
Jocraeka na Technetium

4 (©9iTe) tetrofosmin230 meg 1103,31 1 323,97 136 810,44| 164 172,28
Jocraska Ha Sodium lodide

5 (131 I) nepopanna bopma 74 240,02 288,02 320 186,68 | 384 218.68
MBq
Jocraeka Ha Iodine Ioflupane .

6 (123 T) 74 MBg/ml-5 ml* 1515,99 1 819,19 | 292 586,07 | 351 103.67
JTocraska na lobenguane (131 : -

7 1) 37 MBg/ml 450,06 540,07 2025270 | 24 303,15




JloctaBka na Sodium lodide
8 (131 1) nepopansua dopma 1,85 | 232,90 279,48 11 645,00 | 13 974,00
GBq

Iocraska Ha Sodium lodide
9 | (131 1) nepopanna popma 3,7 479,40 575,28 | 107 865,00 | 129 438,00
GBq ‘

11 Hoctaeka na 192 Ir 3a
Muxpocenextpor 150 em/10 Ci
Joctaska na 125 1 TSH (384-
400 nipodn) KIT IRMA

13 722,25| 16 466,70 | 109 778,00 | 131 733.60

12 239,75 287,70 1 978,00 2301,60

ITpH IIPOBEAEHOTO AOrOBapsHe, H3BbpIIeHo 0T 14.30 u. Ha 09.06.2017 r. B crpasara Ha
MHUHHCTEPCTBOTO HA 3/paBEeONa3BaHeTo, B IP. Codust, wr. ,,Ce. Hemens Ne 5, ce mocTuraa
CBITIACHE MEXIy CTpAaHMTE 3a M3IbIHEHHE HA TMOpBYKAa IO TOPETOCOHUCHHTE 0bocobenu
[TO3HMIMH, CBHITACHO NPEABAPUTENHO OOSBEHHWTE M3MCKBAHHS M YCIOBHSA 33 M3IBJIHCHHC Ha
OpBYKATA, CHABPKALIM CE B DEIIEHUETO 33 OTKPHBAHE HA IpOLEAypaTa H B IOKaHATa 34
y4acTHeE.

Criesl 3alouBaHe Ha IPETOBOPUTE, YIPABHTENS HA ydacTHHKa J[MMUTBp Mopnanos
IPEICTABH Ha KOMECHS €K3eMIUIAp OT HEperHcTPHpaHO M HEJATHPAaHO IHCMO Ha OrmaHka Ha
Lok u Xenrkesp beirapus™ EOOJI. B cboto ce TBHPAHM, H€ JICKAPCTBEHHTE IPOAYKTH
~Maxpotex”, npoussexnan oT ,Jpxu u Xentkebp Hramus:, cnennguuupas no obocobena
nosmmus Ne 1 ¢ mpeamer: ,,JJoctapka Ha Technetium (99m Tc) macrosalb 2 mg/vial®, Moxke J1a
6bJIe OCTABEH 38 GBJIrapckus Nasap Haii-paHo npes M. Hoemspu/nexemspu 2017 r. B mucmoto e
[I0COYEHO, Ue CBINACHO MPOM3BOJICTBEHMS TpaduK Ha 3aBOJA NPOM3BOIMTEN, NMPOXYKTBT CE
IIPOM3BEIIAN [Ba ITH B TOMMHATA K CIIEABALIATA [IAPTHA € NJIAHMPaHa 38 IIPOM3BOJCTBO TIPE3
M. OKTOMBDH, KOETO TIpe/IIoJiara IIyCKaHeTo i B Ipojak0a Npe3 M. HOEMBPH HIIM IEKEMBPH (1
cvuyama 200una). TIpeBU Ha TOBA NPEICTABISBALIS YYaCTHUKA YIPABUTEN I'-H Hopnauos.
mpeanokK fa OBEAT M3MEHEHH Kiay3uTe Ha IOroBopa M M3MCKBAHWATA 3a M3NBIHCHWE IO
o6ocobena mozunur Ne 1, OTHOCHO 3asBsiBaHE M CPOKOBE 32 IOCTABKA.

BbB BpB3Ka ¢ NOPETIOCOYECHOTO THCMO U HAIPAaBEeHOTO MPEJUIOKEHHE OT I-H Hopnanos
Gsixa OOCHICHM WM3MCKBAHMSTA M OTPAHMYCHWATA Ha 3aKOHA 3a OOINECTBEHHTE MOPBYUKH M
IIpaBUJIHHEKA 32 TpHEnarageto My. Kommcusara He npue 1a Ob1aT NPOMEHEHH W3HCKBAHHSTA M
YCIOBHATA 32 M3IBJIHEHHE HA MOPHUKATa, Kacaelld NOCTAaBKaTa HA JICKApCTBEHHS IPOIYKT IO
obocobena mo3umms Ne 1.

B cieCTBUE HA OTKA3a HAa KOMMCHSTA ¥ Ha IIPOBEJEHOTO JOTOBApSHE, YIIPABUTENS I-H
Wopnanos npue na u3mbiHd obocobena nosuums Ne 1 npu mpemBapUTENHO OOABEHHTE
W3MCKBAHUS. ¥ YCIOBHA 34 W3IbIHEHWe, 6e3 NpoMsHAa Ha YTBBPIACHHTE OT BL3JIONKHTEIA
W3UCKBAHUA U IPEIBU/ICHUTE HEYCTOMKHY B clIydali Ha 3abasa.

IIpd DpPOBENEHOTO [OrOBapsHe IO OTAENHMTE 000CODEHM MO3HMIMH, [0 KOHTO
YUACTHHKBT € TIOJAN 3asBICHHS 38 Y4aCTHE ¥ O(epTH, Ce MOCTHIHA CIICAHOTO CBIJIACHE MEXKIY
CTpaHHTE:

° Y9acTHHKBT ,Enexkrponkomepc EOO]I, upe3 3aKOHHMA CH TPENCTABUTEN —

YIOpaBUTCIIsL I'-H HOPH&HOB, 3as4BM, Y€ NpHEMa /[a H3IbIHHA oblIecTREHATA NOopbhYKa 10



oTaenHuTe 060CODEHH TTO3UITHH, TI0 KOUTO € IOJall 3asiBJICHUE, IIPH [IPEIBAPUTEIHO 00ABEHUTE
W3UCKBaHWAd M YCIOBHS 3a HM3IBIHEHHE, CHABPKAINIM CE€ B PEUICHHUETO 3a OTKpHBAaHE Ha
IpoIeNypaTa ¥ B MOKAHATA 3@ y4acTHe M CBIVIACHO KJIay3WTe Ha IPOEKTa Ha JO0roBopa, 0e3
IPOMSIHA HAa YTBBPACHHUTE OT BH3IOKHTENS rpauK 3a JOCTaBKA M IIPEIBHICHHTE HEYCTOMKH 3a
3abaBa. ' '

o He O6e NpHETO OT CTpaHa Ha YYacTHHKA, HAUPaBEHOTO OT KOMMCHSATA
IIpeIIOKEHHE 3a JOrOBapsSHE Ha IIOHIDKeHIE/HaMaleHie Ha oQepupanuTe LeHH 110 0bocobenuTe
NO3HIEK. [Ipe/ICTARIISBAIIMAT YUACTHAKET 3asBH, Ue TIPEJUTOXEHNUTE 3a JOTOBAPSHETO B
IIEHOBHTE OQEPTH IEHH Ca BH3MOKHO Hal-HUCKHUTE, KOHTO TOH MOXE Ja IPEMIONKH ¥ HE MOXKE
Jia TIPEJIIONKH IPYTH, II0-HUCKH OT TAX.

ITo orHOWIEHHe Ha rapaHOUATA 32 W3TIbIIHEHHE, [PEACTABNISBAIIMAT YIACTHUKA 3asBH,
Yye IIe MpeICTABAT TapaHIMK 3a H3IBIHEHHE Ha OpBYKaTa nof dopmaTa Ha OAHKOBH rapaHIuH
B pasmep Ha 3 % oT croiftHocTTa Ha gorosopa 6e3 JIJIC, ¢be CPOK Ha BaIMIOHOCT CBHITIACHO
OTIpeIeeHNs B IIOKAHATA. ,

JloroBapsiHETO ¢ y4acTHHKA ,,EnexTponkoMepc” npukimound Ha 09.06.2017 B 15,40 4.

3a pe3yiTara OT IPOBEIEHOTO AOTOBAPSHETO CE ChCTABH HACTOSIIMSA IIPOTOKOJ, B JBa
eqHOOOpasHH eK3eMILLIpa, 110 eIMH 3a BCIKa OT CTPAHMTE.

3A Bb3JIOKUTEJIA, 7 3AY THHUKA:
KOMHCHA B CﬁCTAB: ‘ §

3AJIMYEHO HA OCHOBAHME YJI. 2 OT 33JI]



