YTBBPXKIABAM:
J-P WJIKO CEMEPUKUEB

J0
A-P WIKO CEMEP)XUEB
MHUHUCTBHP HA 3IPABEOITIA3BAHETO

JOKJIAJ

Ha ocHOBaHue 1. 103, ai. 3 or 3akoHa 3a 06LIECTBEHUTE MOPHUKH (30I1)

YBAYKAEMM JI-P CEMEP/DKUEB,

Hacrosmus noknan ce W3rOTBH OT KOMMCHS HA3HAYEHA CBC 3anoBen No PJ[-11-
46/09.02.2017 r. na BB3mOKUTEN. KOMHUCHSTA € HasHa4eHa Jja U3BBPUIM IOJO0D HA YYACTHHIIUTE,
pasriiena, OLCHH 1 KJIACHPa OJaIeHUTe OpepTH 110 OOIIECTBeHA [IOPHUKA C IPEIMET: »JocTaBKa
Ha  PaJMOAKTHBHM  JIEKADCTBEHH NPOAYKTH, paguopapManeBTHLH, pPaTHOHYKIHIHHI
TEHEPATOPH, KATOBE M PAJMOHYKIHIHH mpekypcopu 3a 2017 r., ormyckamm mo pexa Ha
Hapen6a 34/25.11.2005 r. 3a pena 3a 3aniamasne or peny0IHKAHCKHS O0/KET HA JIeYeHHETO
Ha 0BJArapcKuTe IPAXKIAHM 32 3a00/IABAHAS, H3BLH 00XBATA HA 3aXbICKHTEIHOTO 30PaBHO
ocurypsiBaHe®, BKJIHYBaMa 46 caMoCTOATEIHO 060CO0eH  MO3HIHM. ObmiecTBeHara noppuKa e
oTkpuTa ¢ Pemmenne NePJI-11-439/29.12.2016 r. Ha BB3/I0XKHTENIS.

I. CheTaB Ha KoMHcHATA:
IIpencenaren:
A-p Hemmu Tapuncka - Havanuuk otmen , JITMUK, pupexmus , JIIT;

Yirenose:

mar. papm. Cranucinasa Mopranosa - riapen excrept B otaen ,,JINIMUK®, mupexmus ,,JIIT%;
Wpan BydoB - riaBeH I0OPHCKOHCYIT B OTIEN ,»OIT*, mupexius ,,HPOII3;

Banentuna Panesa - rnases excrepr B oTaen ,,Bromker™, nupexnus ,,OCIYC*;

Eenuna Bacunkosa - appkaBeH excrept B oten ,,011%, nupexuus ,,HPOIT3*

PeszepBen npeacenaren:
Pymsna CraBpeBa - II1aBeH IOPHCKOHCYIT B OTIEN »OIT", mupexuns ,,HPOII3*;;

PezepBuu uiieHoBe:
Axcuaus ATaHACOBA - IbPKABEH excnept B otaen , JIIMMUWUK®, nupexnys ,, JITT*;
JIvuesap Jla3apoB - riaBeH IOPUCKOHCYNT B OTHAEN ,»OIT“, mupextms ,,HPOIT3%;

II. 3apayu HA KOMUCHATA.

Komucusira e masnauewa cpe 3anmosen Ne PJI-11-46/09.02.2017 r., na IIPOBEJIE OTKpHTA
NpOLE/ypa 3a Bb3NAaraHe Ha OOIICCTBCHA MOPBUKA C IPEAMET: ,,/I0OCTABKA HA PAAMOAKTHBHH
JIEKAPCTBEHH NPOAYKTH, PaAH0GaPMALEBTHUH, DANHOHYKIHIHH T€HEPATOPH, KHUTOBE W
PATHOHYKJIMIHH NpeKypcop 3a 2017 r., ormyckann no pena na Hapen6a 34/25.11.2005 r. 3a
pena 3a sanualiane oT peny0.MHKAHCKUA GI0KeT Ha JIEYeHHeTo Ha OhbIrapcKuTe rPpaXIaHu
32 3200/151BaHAS, H3BBH 06XBATA HA 3aABJOKHTENHOTO 3JPABHO OCHrypsiBaHe®, BKJIIOYBANIA
46 camocTosITe/IHO 060COGEHH MO3UIHH, KATO H3BBPILIM MOAOOP Ha YHACTHHLMUTE, Pa3riiea OLeHH
| M KiIacupa noaaaeHuTe ohepTH.



3a pabora Ha KOMHCHSTA € OIpeeNieH CpoK or 30 paGOTHH [HHM, KOHTO H3THUYAT HA
23.03.2017 r. BcHuYKM [OKYMEHTH, CBBP3aHH C OOLIecTBEHATA [IOPBYKA, BKIKYHTEIHO U
NpEACTABCHHUTE  IPEMUIOKEHHS C¢ CBXpaHsBaT B crpagata Ha MUHHCTEPCTBOTO Ha
31paseonassaHeTo Ha . Csera Hemens Ne S, erasx [I-pu, cras 206 oo mpuxirousane paboTtara na
KOMHMCHATA. BCHYKE 3aKpuTH 3acelaHMsi Ha KOMHCHSTA Ce IpPOBENOXA B crpajara Ha
MunnCTEpCTBOTO Ha 37paBeonassanero Ha mi. Ceera Hemens Ne 5. erax [I-pu, cras 206, mo
rpadHK OIpeNeNeH OT MpeaCceNaTeNs Ha KOMUCHSTA.

II1. Kparko onucanne Ha paGoTHHS NpoIEe, YYACTHHLM B npouexypara u aeiicTeuaTA
Ha KOMHCHATA, CBBbP3aHH ¢ OTBapsiHe, pAa3rIekKIAHE H OLEHABAHE HA IIOCTHIHIHTE
NpeaIoKeHH.

1. B u3anbJiHeHNE HA BB3JI0KEHHTE 32Ja9M, KOMHCHATA npoBeae myoJuYIHO 3aceqanue
Ha 09.02.2017 r. B penoBHHs I CbCTAB:

IIpencenaren: A

n-p Hema Tapuncka - navanauk otmen , JIITMUK®, Iupexuus ,,JIIT;

Ynenose:

mar. ¢papm. Cranucnasa ﬁopﬂaHOBa - rnaBeH excnept B oraen , JIIIMUWK®, nupexmms ,, JITT*;
Mean by4os - rnaseH opuckoncynt B ornen ,,OI1¢, mupexius ,,HPOIT3;

Banenrtura Panea - riiaBen ekcnepr B oTen »bromxet", nupexnus ,,OCAYC*;

Esenvna BacnnkoBa - nepxasen excrept B otaen ,, O, mupexius ,,HPOIT3«

B ompenenenns cpox B IeNOBOACTBOTO Ha MHHHCTEPCTBOTO Ha 3paBeoIa3BaHeTO ca
MOCTBINIM 4 (4ETHPH) IPEAIOMKEHHS, KAKTO CIICIBa;

1. Ilpenmoxxenne ¢ Bx. Ne26-01-19/07.02.2017 r., mojmaaeHo B 13:45 uaca ot
»ITAMAKOHCYJIT* EOO/I, mo ocobenu mosuuma NeNeld, 15, 16, 18, 25, 26, 27, 28, 29, 30,
34,37, 38, 40, 42, 44, 45 u 46;

.8 IIpennoxenne ¢ BX. Ne26-01-20/07.02.2017 r., nomamero B 13:50 waca or
»EJEKTPOHKOMEPC“ EOO/I, no 060co6eHn No3HIHH NeNel, 2, 3, 4,5,6,7,8,9,10,11, 12,
13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 36, 37, 38, 39, 40,
41,42, 43, 44 u 45; ‘

3 Ipemnoxenre ¢ BX. Ne26-01-28/08.02.2017 r., momamero B 11:46 waca ot
- wHOBHUME]/L PAPMA“ EOOJI o 060co6enn mo3umu Nel u 2;

f 4, [Ipennoxenue ¢ Bx. Ne26-01-29/08.02.2017 r., mozanesno B 14:09 uaca or »JAHC
DPAPMA® EOOJ, mo o6ocobenu mozuuuu NeNeld, 15, 16, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27,
28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, u 46;

IlonanennTte TpemNOXeHHS Ca NPEACTABEHH B 3aleyaTaHy, HaANHCAHH, HENPO3payHU
ONAKOBKHM C HEHAPYMIEHa LAIOCT. [Ipe/IoKeH s, TOCTBIMIIA CIIe KpaliHHs CPOK HSMa.

Ha nybmmunoTo 3aceianue Ha KOMHCHATA TIpH M3BLDLIBAHE HA NyOMUYHATe B JedcTBHS
IIPUCHCTBAXA CIICIHUTE IIPEJICTABUTENH Ha YIaCTHHIIUTE:

1. Cunsa Hanbanrosa - ymeaHoMouied npencrasuren a ,, AMAKOHCYJIT EOOI;

2. 3os [lanaitoToBa - yneIHOMOLIEH npeacTasuren Ha ,, EJJEKTPOHKOMEPC# EOO;

3. Enu UyGpuesa - yelIHOMOIIEH ipescTasuTen Ha ,,JIAHC ®APMA% EOO/;

4. Ceexxa Muxosa - yrbiHOMOIIEH IipescTauten Ha ,, HOBUME ®APMA“ EOOM;

5. Munen Kynescku - yneisomomen npencrasuren sa ,,HOBUME ®APMA« EOOQ



2. B u3nb/IHeHHE HA BB3JI0KEHHTE 33/a49H, KOMHCHSATA NpPOBe/e 3AKPHUTH 3aCEIaAHHAA B
PEIOBHHSL M CHCTAB, MO rpadHK OUpeIe]eH OT MPeACeNaTe AT HA KOMHCHATA B nepuona ot
10.02 o 27.02.2017 r.

Ha mposepenure 3akpuTH 3acenanus ce pasrienaxa JOKyMeHTuTE 10 4i. 39, am. 2 or
HIII30IT 3a cHOTBETCTBHE ¢ W3UCKBAHUATA KbM JIMYHOTO CHCTOSIHHE H KpUTEpHHTE 3a 1oadop,
TIOCTaBEHH OT BB3/IOXKHUTENS. Bb3 0CHOBA HA yCTAHOBEHOTO OT KOMUCHATA M HA OCHOBAHHE ui. 54,
an. 7 or IIIT30II, ma 27.02.2017 1. ce cbCTaBH M IIOMIMCA Ilpotoxon Ne 1 OT BCWYKH penOBHH
WICHOBE Ha KomucHsTa. [Ipotokon Ne 1 Germne ny6nukysan B [Tpodrna na Kynysada Ha 27.02.2017
TOJ. U B CBIIUSA JICH C€ M3IIPATH HA YYACTHHIIHTE.

3. B usnbaHeHne Ha BB3JIOKEHMTE 32124, KOMUCHATA NpoBee 3aKPUTH 3aceqaHus,
(08-09.03.2017 r.) B pemoBHES B CbCTaB, MO rpaQuK omnpegeNeH OT NpeJceIATETAT HA
KOMHCHSATA.

Ha saxputure 3acenanue 0sixa pasrienadu JOIBIHHUTETHO IpPENCTABEHUTE JIOKYMEHTH H
Osixa OTpa3eHHM KOHCTATAlMWTE HA KOMHCHSTA [0 Tsx. Clien H3BBPIIBAHE HA TOPHHTE JeHCTBUS,
KOMHCHATa pasriefa TCXHMYECKHTE IPEIONCHHS Ha YYaCTHHUWUTE, NPeIIOKEHHSTA 3a
M3IBIHCHHE HA IIOPBUKATA, BENHO C JOKYMEHTHTE NPHJIOKCHH KbM TAX ¥ TIPOBEPH 3a TAXHOTO
CBOTBETCTBHE C NIPEABAPHUTENHO 0OsBeHuTe ycnorus. Cliel H3BBPLIEHATA IPOBEPKA HA OCHOBAHEE
wr. 56, an. 2 or IIII30TII, xoMuCHATAa KOHCTAaTHpa, Ue HAaNPaBEeHHUTE IPEIOKCHUS HAIBIHO
CBOTBCTCTBAT HAa TIPEABAPHUTENHO OOSBEHMTE YCIOBHS HA BB3JIOXKHTENA, ¢ H3KIIOYEHHE Ha
TCXHHYECKUTE NPENIoNKeHUs Ha y4acTHUKBT ,EJIEKTPOHKOMEPC“ EOO/I o o6ocobenn
nozunum NeNel, 2,3, 4,5, 6,7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21,.22,23, 24, 25,265,
27,28, 29, 30, 31, 32, 33, 36, 37, 38, 39, 40, 41, 42, 43, 44 u 45.

Komucusra, koucrarupa, ue yaactHuxst ,, EJJEKTPOHKOMEPCH EOOJ no o6ocobenn
nosumtuu NeNel, 2,3, 4,5, 6,7, 8,9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22,723,24, 25,26,
27, 28, 29, 30, 31, 32, 33, 36, 37, 38, 39, 40, 41, 42, 43, 44 u 45 e mpencrasun odepra, KOIATO He
OTrOBapsi Ha NPENBAPUTENHO OOSBEHUTE OT BH3IOKUTEIS YCIOBHS Ha IIOPHUKATA.

Ha ocnopanme wr. 57, an. 3 ot IIM30II na 09.03.2017 r. B [Ipoduna wa xymypaua ce
CBOOIIM, Ye OTBAPSHETO HA IICHOBHUTE [PEIONKEHHS Ha JOIyCHATHTE YYACTHHIIA LIe Ce MPOBEJE Ha
15.03.2017 r. ot 13:30 uaca B crpazara Ha MuHHCTepCTBO Ha 3/IpaBeoNa3BaHeTo.

4. Ily0/mm4HO 3acenanue 3a 0TBAPSIHE HA UEHOBH IIPE/I0/KEHHS

Ha 15.03.2017 r. ot 13:30 gaca ce npoene nyGiu9HO 3aceqanme HAa KOMUCHSITA Ha3Ha4yeHa
cbe 3amoBen Ne PJ1-11-47/09.02.2017 r. na MHHHCTBPA Ha 3/IpaBEOIA3BAHETO B CIEIHUS I CHCTAR:

IIpencenaren:

Henu Tapuncka - Havanuuk otaen ,, JIITMUAK®, mupexiys L, JIIT u

Yienose:

Mmar. ¢apm. Cranucnasa ﬁopﬂ&HOBa - TnaeeH excneptT B otaen ,, JIIIMUK®, nupexnus , JIIT*;

WBan By4oB - rmaBeH 10pUCKOHCYAT B oTaen ,,OI1%, aupexkuus ,,HPOIT3;

Banenruna Panesa - riaBen excriept B otaen »DIOIDKeT™, nupekiws ,,OCIYC™;

Esennna Bacuikosa - gepixasen excrept B otaen ,,011%, nupexnug ,,HPOII3,

Ha orkpuTOoTO 3acenanue Ha KOMHCHSTA He NPHUCHCTBA NPEACEAATENAT HA KOMHCHATA JI-p
Henn Tapuncka - HauamHWK oTmen SITIMUK, mupexmus |,JIITS, [Iopajy TOI3BAaHE HaA IIATCH
TOOMINCH OTIYCK M ChlUaTta OeIle 3amMecTeHa OT Pe3epBHUAT Npencenaren Pymsma CraBpepa -
TIIABEH IOPUCKOHCYAT B otaen ,,OI1“, mupexnus ,,HPOII3*,

B crotBercTBHE ¢ M3MCKBaHMATA Ha wi. 57, an. 1 ot IITI30II neHoBuTe OPENIOKEHUS Ha
YYaCTHUIUTE, YHHTO OPEPTH He OTrOBAPAT HA H3UCKBAHUSATA HA BB3JIOKHTENS, He Gaxa OTBODEHH.



Ha nybnu4naTa 4acT Ha 3aCeaHHMETO HAa KOMHCHSATA, HA OCHOBAHUE MIL 57, an. 3, BBB
BpB3Ka ¢ Wi 34, ai. 2 ot [IT13011, nprucseTBaxa ciegaute HpeI[CTaBlI/ITeJ'IPI Ha YYaCTHUUHTE:

1. Cunsa HanbanToBa - ynenHoMomeH npencraButen Ha ,, [ AMAKOHCYJIT EOOI;

2. lumutsp Mopnanos — ynpasuren Ha , EJJEKTPOHKOMEPC EOO[;

3. Enu UybpueBa - ynmbIHOMOLIEH IpencTapuTen Ha ,, JAHC ®APMA® EOOJ;

4. Muser Kynescku - ymbnHOMOIIEeH npeacrasuten Ha , HOBUMEJ] ®APMA“ EOOI{

ObsBennTe Ha IyONHYHOTO 3ace/[aHMe [IEHH ca CIIEIHHTE:

1. YuactauksT ,AMAKOHCYJIT“ EOO/I, no ocoGenn mo3umuu NeNeld, 15, 16,
18, 25, 26, 27, 28, 29, 30, 34, 37, 38, 40, 42, 44, 45 u 46

[Ipennaranu LeHOBH mapameTpu:

MegMuHHCKH M30eTHS

Ne HaumeHoBaHMe, eITHHAYHA AKTHBHOCT En. ;&ig bed Eﬂﬁga -
V | PaguodapmanerTunn 3a Jnarnoctaka in vitro

14 | 1251fT3 KIT 70,90 85,08
15 | 1251fT4 KIT 68,90 82,68
16 | 125 I TSH ( 96-100 npo6u) KIT IRMA 53,90 64,68
18 | 125 I Insulin KIT IRMA 107,94 129,53
25 | 1251 CA-15-3KIT IRMA . 219,50 263,40
26 | 1251 CA-125 KIT IRMA 209,50 251,40
27 | 1251 CA-19-9 KIT IRMA 209,50 251,40
28 | 1251 PSA KIT IRMA 139,50 167,40
29 | 1251 Plasma renin activity 209,50 251,40
30 | 1251 Calcitonin KIT IRMA 204,97 245,96
34 | 1251 beta 2 microglobulin 329,95 395,94
37 | 1251 Cortisol 112,98 135,58
38 | 1251 DHEAS 128,95 154,74
40 | 1251 anti TPO antibody 123,70 148 44
42 | 125 I KapunHoemGpronanen anturer IRMA 110,96 133,15
44 | 125 I Alpha-fetoprotein (AFP) KIT 149,13 178,96
45 | 1251 BhCG KIT 147,17 176,60
46 | 125 I Ferritin KIT 151,95 182,34

2. Y4acTHHKLT ,,HOBHMEJ] DAPMA“ EQO/, no o6ocodenn mozummuu Nel u 2

JlexapeTBeHH MPOAYKTH

En. uena oes Ex. nena ¢
No HanmenoBanue, eTHHAYHA AKTHBHOCT JUIC JUIC
I | Texnennesn remeparopu
| Mo sodium molybdate; Technetium (99mTc) pertechnetate 1089,00 1306.80
7,5 GBq
5 Il\gossgcglcllm molybdate; Technetium (99mTc) pertechnetate 1357.00 1628.40




3. YuactauksT ,,JJAHC ®APMA“ EOO/, 1o o6ocobenn mosuunu NeNel4, 15, 16,
18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43,
44, 45, n 46;

MegnuuacKku H3AeHSA

Ne HaumenoBanue, eIMHHYHA AKTHBHOCT Ex. ;[;;[g bes Eﬂﬁga .
V | PazmodapmaneBTHnu 3a 1HarHocTHRA in vitro .

14 | 1251fT3 KIT - 196,30 235,56
15 [ 1251fT4 KIT 196,30 235,56
16 | 1251 TSH ( 96-100 npo6u) KIT IRMA 196,30 235,56
18 | 125 I Insulin KIT IRMA 241,30 289,56
19 | 125 1 FSHKIT IRMA 220,30 264,36
20 | 1251 LHKIT IRMA 205,30 246,36
21 | 125 I Prolactin KIT IRMA 220,30 264,36
22 | 1251 Testosterm? KIT 286,30 343,56
23 125 T Progesteron KIT 286,30 343,56
24 | 125 [ Estradiol KIT 286,30 343,56
25 125 TCA-15-3 KIT IRMA 452,31 542,77
26 | 1251CA-125 KIT IRMA 45231 542,77
27 | 1251 CA-19-9 KIT IRMA ‘ 45231 542,77
28 | 1251 PSA KIT IRMA 296,30 355,56
29 | 125 I Plasma renin activity 215,00 258,00
30 | 125 I Calcitonin KIT IRMA 343,30 411,96
31 125 I Aldosteron 200,00 240,00
32 | 125TACTH IRMA 285,00 342,00
33 | 125 I Paratchormon intact IRMA 360,00 432.00
34 | 125 I beta 2 microglobulin 362,00 - 434,40
35 125 Vit B 12 + ¢onuera kucenuna - 492,67 591,20
36 | 1251 Thyreoglobulin 331,30 397.56
37 | 1251 Cortisol 250,30 300,36
38 | 125 1 DHEAS 132,00 158,40
39 | 1251 anti TG antibody | 346,30 415,56
40 | 125 I anti TPO antibody : 343,00 411,96
41 | 1251 TRAK 382,00 458,40
42 | 125 I Kapuunoemdpuonanes antured IRMA 268,30 321,96
43 | 125 THGH KIT IRMA : 304,30 365,16
44 | 125 1 Alpha-fetoprotein (AFP) KIT 253,30 303,96
45 125 1 BhCG KIT 292,30 350,76
46 | 125 1 Ferritin KIT 173,00 207,60




5. B u3nb1HEHNE HA BB3/I0KEHUTE 321290, KOMHCHSTA NIpPOBeJie 3aKPUTH 3aceNanus (B
nepuoaa 15-23.03.2017 r.) no rpadux onpexeses ot npeaceaaTeis B CIeIHHA ChCTAB:

Ilpencenaren:

Pymsina CraBpeBa - riaseH OpPHCKOHCYIT B oTIeN »OIIY, mupexmms ,,HPOII3* /pesepgen
npeoceddmen Ha KOMUCUAMA, 63eNd YYACMUE HA MACTOMO Ha npedcedamens 0-p Heau Tapuncra -
Havannux omoen ,, JINMHK, oupexyus ,,JIIT", noOpaou nOJ36aHe Ha NAAMEH 200uuier OMNYCK Ha
cvujama/ u

Ynenose:

Mmar. hapm. Ctanucnasa ﬁopﬂaHOBa - Tnasen excnept B otaen , JIIMWKY, mupexuus , JITT*:
UBan By4oB - riaBen 1opucKOHCYIIT B 0T/IeN »OIT¥, nupexums ,,HPOIT3:

Banentrna Panera - rasen EKCIIEPT B OTHEN ,,bromxer™, nupexuus ,,dCYC:

EBemuna Bacunkoga - ABPXKABCH CKCIIEPT B otAen ,,OI1%, mupexuwms ,,HPOII3*,

Ha 3akputHTe 3acenanne Ha KOMUCHSATA ce M3BBPILNK IIPOBEPKA Ha INPEUIOKEHHUTE IIEHH, 32
TIXHOTO CLOTBETCTBHE C NMOCOYEHHTE OT BB3NOKHTENS YCIOBHA M IIPOTHO3HM CTONHOCTH M ce
YCTaHOBH, €€ BCHYKH yYaCTHHIM C& MONANH LEHOBH NpPENIOKEHHS B CHOTBETCTBHE C
[IpEIBAPUTENHO OOSBEHUTE YCIIOBHS, C M3KIIOYEHHE HA Y4acTHHKET ,/JIAHC ®APMA“ EOQOJ,
1o obocobenn mosumuu NoNeld, 15, 16, 18, 19, 20, 21, 22,23, 24,25, 26,27, 28, 30, 36, 37, 39, 40,
42, 43, 44 u 45. Kommcusra, KOHCTaTHpa, 9€ 10 Te3n 000COOEHM IIO3MIHH, YYAaCTHHKLT e

npeacTaBul  odepra, KOSTO HAABHIIABA MAKCHMAHUS (uHaHCcOB pecypc ompemeiieH oT
Bb3JIOKHTEIS.

6. Knacupane na ygacruuunre:
Komucusara xmacupa yuacTHHIMTE B CHOTBETCTBHE C IIPEABAPUTENHO OOIBEHHS OT

BB3NIOKMUTEISI KPUTEPHUH ,,HaH-HUCKA IIEHA“, CBHIIACHO Ipunoxenne Nol, HEpa3AenHa dYacT oT
ITpoTokon Ne2 ot 23.03.2017 .

7. Ilpeanoxenne 3a orcTpansBane:

7.1. Komucusita npennara xa BL3JIOXKHUTENA, Ha OCHOBaHue 4i. 107, 1. 2, 6. ,,a%, y9acTHUKLT
»EJJEKTPOHKOMEPC*“ EOO/I o o6ocobenu nmosuumm NeNel, 2,3, 4,5,6,7,8,9, 10, 11, 12,
13, 14, 15, 16, 17, 18, 19, 20.21, 22, 73, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 36, 37, 38, 39, 40,
41,42, 43, 44 u 45 na 6w1e oTCTpaneH ot npouenypara.

7.2. Komucusita npepnara Ha BB3MOXHUTENA, HA oCHOBaHHe 4n. 107, T. 2, 6. ,.a* ot 30I1,
y4acTHUKET , JJAHC ®APMA“ EOOJI o o6ocobenu nosuuu NoNel4, 15, 16, 18, 19, 20, 21, 22.
23,24, 25,26,.27,28, 30, 36. 37, 35, 40,42, 43, 44 u 45 na 6b1e OTCTPaHEH OT yYacTHE.

8. MoTHBH 32 J0IMyCKaHe H OTCTpPaHSABaHe

8.1. Komucusara Jonyfn{a, y49acTHUKET L AMAKOHCYJIT“ EOO/J, no ocobenn
nozummu NeNeld, 15, 16, 18, 25, 26, 27, 28, 29, 30, 34, 37, 38, 40, 42, 44, 45 u 46, THi KaTo
TIPEATIOMCHUETO MY 110 NOCOYEHHTE 060COOEHH O3HUMM OTrOBAPAT HA [IPEeIBAPHTETHO OOsBEHUTE
OT BB3JIOKUTEIS YCIIOBHSL.

8.2. KomucusaTa mOmycka yIaCTHUKBT »HOBUME ®APMA“ EOO/, no oBocoGenn
nosuuau Nel u 2, T KaTo THI KaTO HpEemIokKEHHETO My IO IOCOYEHHTE 000COOEHH MO3MIHK
OTTOBAapAT Ha IPEABAPUTENHO OOSBEHHUTE OT BB3JIOXKHTENS YCIOBHUS.

8.3. KomucusaTa N0MycKa y9aCTHHKBT »AAHC ®APMA“ EOO/, no 06ocobenn MO3HITHH
Ne29, 31, 32, 33, 34, 35, 38, 41 u 46, Toif Kato TBI KaTo NPEATIOKEHUETO MY TI0 [IOCOYEHUTE
000c00eHH TO3UIMH OTTOBAPAT HA [IPEBAPUTEITHO OOABEHHUTE OT BB3NIOKUTENS YCIOBHSL.



8.4. KomucusTa npennara 3a OTCTpaHsBaHe Y9acTHHUKET , EJIEKTPOHKOMEPC EOOJ
1o o6ocobenn mosummu NeNel, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22,
23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 36, 37, 38, 39, 40, 41, 42, 43, 44 u 45, Ti xaTo €
TIPEICTABHII O(epTa, KOSTO He OTroBaps Ha NpeBAPHTEIHO OOSBEHHTE YCIOBUS HA IIOPBYKATA.

MoTuBu:

B ,Ilpennoxenusra 3a M3MBIHEHWe Ha MOphuKarta” B KOIOHA ,JIBIHO OMHCAHHE Ha
NIPEAIOKEHHETO Ha YydYacTHHKA™ Ha npejaragure ot ,,EJEKTPOHKOMEPC” EOOJ
JICKapCTBCHU IPOMYKTH M MEJMUMHCKM H3JIeNHs HE ce ChAbpKa HMHMOPMANHUS, W3UCKAHA |
IIOCOYEHA OT BH3JI0XKHTENS B TEXHHUECKATA CIIENHbUKALMS ¥ B M3UCKBAHUATA HA JOKYMEHTALIUATA,
KaTo TLPrOBCKO HAMMCHOBAHUE HA NPE/IAraHUTE JIEKAPCTBEHM IIPOAYKTH M MEIUIIHMHCKH H3/Ie/us,
NIpOU3BOAMTEIN, KaTaloxeH HoMep u np. Bmecto ToBa B koyoHa ,JIBIHO onmcamue Ha
IOPENIOXKCHHETO HAa YydacTHukKa” Ha npeiaragute or ,,EJJEKTPOHKOMEPC” EOOJ
JICKApCTBEHH NPOAYKTH W MEIMUMHCKM H3LENUs, YYACTHHKBT € IOCOYHJI CHENHHST Tekcer*:
» Konkpemuume ceomuunu 3ase6xu ce usnvinasam do nevebuume 306edenus - KpauHu noaydameni
N0 CHUCHKA HA 6b3N0JCUMENs 6b3 OCHO8A HA 30AGKAMA - pasnpedenenue Ha Bwanoocumens u

NUCMENY 30A6KU 00 KPAUHUmMe NOnyHameny 8 3a6UCUMOCI om nompebnocmume um. Jluncama na
! KOHKpemHU 3036Ku 0m Bwanodcumens uiu kpaunume noxydameny, oceobocoasam Hanvinumens
Om 0m2060pHOCI 30 QOCMABKAMA U YANOCIIHOMO KOAUMECMBO, CReWUDUYUPAHO 6 3aA6KAMd —
pasnpedenenue na Buwsnoscumens. Jocmasxume 0o kpaiinume HONYyHameny ce uzevpuiéam 0o
pasmepa Ha paspeuienume um om AHP edunuunu cymapuu akmusnocmu u ce doxymenmupam ¢
NpUeMO-npedasamenty nPOMOKONY, Cbemasenu no obpaszey na Bwsroscumens, u nodnucanu
ogycmpanno ¢ kpatinume noayyamenu”. O6pblIaMe BHUMAHKE, Ye TOCOYEHHUST OT YyUaCTHHUKA
TEKCT* H3PHYHO € 3allerHal X IOCOYEH B YTBBPHEHHS OT BB3JOKHTEIS obpazen wua
- IIPCANOXKCHUETO 32 M3MBIHEHUE HA MOpbYKATa, HEpasJelHa YacT OT JOKYMEHTALMATA Ha
obmecTsenara nopbuka. CHIIMAT TEKCT € ChOTHOCHM M KbM KIIAY3UTE HA IPUIIOKEHUSIT IPOEKT Ha
AOTOBOP, 33 KOHTO YYaCTHHKBT € LIPEACTABHII IEKIapallys 3@ ChIuiacue. B Tasy Bpb3ka, KOMUCHSITA,
CiMTa, € YyHaCTHUKELT € MOCOYMI CBOCTO BOJIEM3ABIEHHE II0 OTHOLIEHME HA CPOKA M HAUMHA Ha
AI0CTaBKa, 9pes IOANKCBAHE HA NPEANOKEHHETO 3a M3IBIHEHHE HA [OPbYKa M IEKIApaIHLTa 3a
CBIIIACHE C MPHIIOKCHHS KbM JOKYMEHTAIMATA [IPOSKT HA JOTOBOP.
C ornern Ha KOETO KOMHCHSITA, CYHTA, Y€ B ,,IIpeIIOKEHHATA 38 H3IBIHCHHE Ha nophYKaTa®,
B KonoHa ,IIBIHO ommcaHuWe Ha NPEIONEHHETO HA YYACTHHMKA®, YYaCTHHKBT € CIEIBAIO aa
TI0COYH  TBPrOBCKOTO HAHMEHOBAHHME Ha O(epHpaHdTe OT HErO JIeKAPCTBEHH HPOAYKTH H
METUIMHCKY M3CNHS, KaKTO ¥ IPYTUTE HHAMBHAyald3upany T Oenesu, a He Tekcra* IuTHpaH
1o-rope. .
Crouio Taxa, Komucusara koHcTatnpa, e 3a 060CO6EHH MO3HIHH NeNeld, 15, 16, 17, 18, 19,
20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 36, 37, 38, 39, 40, 41, 42, 43, 44 u 45,
YJaCTHUKBT € NPEACTaBMJ [EKIapallis 3a BCAKa HO3MIMS, 3a KOATO TOH ydacTBa, HO HE e
IpHIOXKKT u3Bedenue ot Crucwka mo wi. 1, 1. 1, 6yksa ,,6 or Hapen6ara 3a ycnosusra u pena 3a
CbCTaBAHE Ha COHCHK HA MEAMIMHCKMTe u3nenus 1m0 4wl 30a or 3MHM u 3a onpenmensHe Ha
CTOHHOCTTA, JIO KOATO Te ce 3amnamar /Hapen6ara/, oT KoeTo u3BIeYeHKe 1a € BHIHA IIpOJaXKHAaTa
IeHa 110 cMEChIa Ha § 1, T. 29a ot 3MU, 5B Bpb3ka ¢ § 1, T. 4 oT JloNbIHHATETHUTE pasnopentu
na Hapenbara. M3uckeanero e mocodeno B I'masa II. Texmuueckn cnenmbukanum, T, 3. O6mu
M3UCKBAHUS KbM MEIMIMHCKHTE H3/Ienus, obocobenu mnozuuum or Nel3 nmo Ned6, Bk, oOT
JNOKYMEHTAITUATA 32 YYACTHE. _

C orieql ropem3NoXKeHOTO YYACTHHKBT HE € M3IIbJIHMI IPEIBAPUTEIIHO OOSBEHHUTE OT
BB3IIOXKHTENA yCIOBUS, ThH KATO [PEIJIOKEHNETO MY 32 H3IIBIIHEHHE Ha IOPBUKATA OT eaHa CTpaHa
€ HCIIBJIHO, a OT Apyra CTpaHa 1aBa BB3MOXKHOCT aK0 YYacTHHKBT Obie u30paH 3a H3MBIHHTEN J1a



JO0CTaBs TMPOAYKTH Ha pa3NHYHHA TNPOM3BOAMTCNH, KOETO € B paspe3 C M3UCKBAHMATA HA
Bb3JIOXKUTENS, MMAHKK TIPE/BEN, Ye BB3JOKUTENS B JOKYMEHTALHATA € 3a0paHIMI HpeiCTaBIHETO
Ha BapHaHTH, KOETO € B pa3pe3 ¢ M3UCKBAHMATA Ha BB3NOXKUTENS. B npoueaypure 3a Bp3narade uHa
ODICCTBEHH MOPHYKM YYACTHHLMTE CIefBA Aa ObEpHpAT MO HEABYCMHCIEH HAYHH KAKBO LIe
AOCTABAT, T.€. CIEABA Ja Ca MHAUBHMIYAIU3UPAIM U CIEHHUQHIMPATH IPeUIOKEHHTE NeKAPCTBEHHU
NPOAYKTH/METMIHHCKA H3MENHs, KATO CBHIIMTE YYACTBAT B OLEHSBAHETO H KJIACUPAHETO HAa
opeprure.

Wmvneparusuara pasnopenba Ha wi. 101, an. 5 or 30I1 ykassa, ue IIpH H3TOTBSIHE Ha

oepraTa BCEKM YYaCTHHMK CJIEIBa Ja Ce NPUAbPKA TOYHO KBM OOSBEHHTE OT BB3TOKUTENS
yCJIOBHSL.

8.5. KomumcusaTa mpemnara 3a orcTpaHsBaHe yyacTHHKST ,,JJAHC ®APMA EOO/J mno
o0ocobenu mozunm| NeNeld, 15, 16, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 30, 36, 37, 39, 40,
42,43, 44 u 45, Tl KaTO He OTrOBAPS HA MPEABAPHTENO OOSBEHHTE YCIIOBHS Ha IIopbukaTa. [To
MOCOYCHHTE 000COOEHH TO3WIMM, YYACTHHKBT € MPEACTaBHI O(epTH, KOMTO HAIBHINABAT
MaKCHMaHUS QHHAHCOB PeCypcC ONpeNEIeH OT Bb3IOKHTENS.

9. Ilpennioxenne 3a NpeKpaTaBane HA MPOLEIAYPATA M0 000CO6EHH TO3HITNA

9.1. Komucusra npemnara Ha ocHosanue wi. 110, am. 1, T. 2 ot 30I1, mpoueaypara Ja ce
- IIPEKPATH 110 060COOEHM. ITO3UIMH, KAKTO CIICIBA:

Obocobena nozuuma Ne 3: Technetium (99m Tc) macrosalb 2 mg/vial;

OBocobena nozuumsa Ne 4: Technetium (99m Te) nanocolloid 0,5 mg/vial;

Obocobena nosuuus Ne 5: Technetium (99mTc) exametazine 0,5 mg;

Ob6ocobena nozuuus Ne 6: Technetium (99mTc) tetrofosmin 230 mcg;

OBocobena nosuuus Ne 7: Sodium lodide (131 1) nepopansa dopma 74 MBg;

O6ocobena nozuums Ne 8: lodine Ioflupane (123 1) 74 MBg/ml-5 ml;

OBocobena nozuums Ne 9: lobenguane (131 I) 37 MBg/ml;

O6ocobena nosuuns Ne 10: Sodium lodide (131 I) nepopanua bopma 1,85 GBq;

OGocobena nozuuus Ne 11: Sodium lodide (131 I) nepopanua popma 3,7 GBgq;

. OBocoGena nosuuus Ne 12: Strontium (89 Sr) chloride 150 MBg-4 ml;

Obocobena mosuuus Ne 13: 192 Ir 3a Mukpocenextpon 150 em/10 Ci

Obocobenu nosuupu Ne 17: 125 1 TSH (384-400 nipo6u) KIT IRMA,

mopaad  00CTOSITENICTBOTO, Ye ToOAaAeHHTe O(EPTH HA eIMHCTBEHHS VYACTHHK ca
HEMOAXOAIH 110 cMHCBJIA Ha §2, T. 25 o1 JombaHuTEHUTE pa3nopendu Ha 3OIL

9.2. Komucusara npemnara va ocHosanue un. 110, an. 1, 1. 7 ot 3011 npouenypara aa ce
IPEKpaTd o 000COOEHN O3UIINH, KAKTO CIIE(BA:
Obocobena nozurus Ne 19: 125 I FSH KIT IRMA;
OBocobena no3umus Ne 20: 125 I LH KIT IRMA;
O6ocobena nozuums Ne 21: 125 1 Prolactin KIT IRMA;
' O6ocobena nosuwust Ne 22: 125 1 Testosteron KIT;
O6ocobena nosuuus Ne 23: 125 1 Progesteron KIT;
O6ocobena noszuums Ne 24: 125 1 Estradiol KIT;
Obocobena nosuums Ne 36: 125 I Thyreoglobulin;
OBocobena nosuuus Ne 39: 125 [ anti TG antibody;
Obocobena nosuuust Ne 43: 125 1 HGH KIT IRMA,
nopaau  06CTOATENICTBOTO, Ye eAMHCTBEHHS YYACTHHK, YHHTO odepTH oOTroBapAT Ha

NpENBAPHTETHO 00SIBEHNTE OT BB3JIOKHTENS YCJOBHsA, HAABHIIABAT (GHHAHCOBHS pecype,
KOMTO TOH MOKe Ja OCHI'YpH. )



IV. B pesynrar Ha H3BBPIIEHOTO KIACHPAHE, KOMHMCHSTA IPEITAra HA BB3IOKHTENS hic:|
ONPENCNH 3a W3MNBLIHATENM HA OOLIECTBEHATa MOPLYKA IO OTHETHHTE O060COGEHH MO3HLHK
KJIACHPaHUTE HAa IBPBO MSICTO YYACTHULIH.

C M3BBPUIBAHETO HA TOPHOTO KIACHpAHE, paGoTaTa Ha KOMHCHSTA NpHKIOYH Ha 23.03.2017
TOZ.

Hepasnenna wacr or macrosuws oxnax ca IIpotokon Nel or 27.02.2017 r. u IIpotokon
No2 ot 23.03.2017 r., Bemno ¢ Ilpunoxernne Nel B xouro ca 0OEKTHBHpPaHW BCHYKHM JSHCTBHS Ha
KOMHCHATA CBBP3AHH C PA3ITICHNAHETO, OLICHKATA M KIAaCHPAHETO Ha MOJYYEHHTE NPEIIOKEHHUS.

ChbCTaB HAa KOMMCHSTA:

IIpeacexaren: ,f
n-p Henu Tapuncka - Hauamnuk otoen HIIIMUK®, nupexis sl L

YeHnose:
mar. ¢apm. Craruciasa Mopaasosa - riasen excnepr B oraen ,, JIITMUK®, ek ,,JIIT;

VBan By4oB - riaBeH IOPUCKOHCYIIT B OTHEN ,,OIT*, mupexims ,,HPOIT3;

Banentuna Panega - riiasen excoepr B oTaen »»DromxeT”, mupexuus ,,OCJ] 1CY;

.
Epenuna Bacunkosa - npsxaBeH excrept B otaen ,,OIT, nupexuus ,,HPOII3“ (f

2k |

Pymsna CraBpeBa - riasen IOpHCKoOHCYNT B oTzAen ,,OI1, mupexuus ,.HPO "Apese pg"e}z
npeocedamenn, NPUCLCMBANA HA OMKPUMOMO 3ACEOaNUe HA KOMUCUSING, CoCrmosio ce ua 1S, 03.2017 2. u na
nposedenume 3aKpUmu 3aCe0anus Ha KOMUCUANA, CHCMOANY Ce 8 nepuoda 16-23.03.2017 2. na macmomo na
npedcedamens 0-p Henu Tapuncka, navammux omoen , JITMHK", Ooupexyus ,,JIIT", nopaou nonseane na
niamen 200uuier OMnYCK Ha colyama/




