VIBBPXKITABAM: BaJ'lPI‘{CHa‘HE-!q.JOIJI\«‘i\a;LUdH
swwhi ki Adisiirieh
MUHHACTBEP HA 3)\PABEO
,Z[aTa:f./-.ff;..ff'..’..;......2019r.

JOKJIAJ ITO 4J1.103, AJL3
OT 3AKOHA 3A OBIIECTBEHUTE INOPBYKU

HacTosiysaT HOKIaj e H3rOTBE OT KOMHCHA Ha3HaueHa cbC 3amoBen Ne PJI-11-
27/29.01.2019 r. (u3Mm. cbe 3amosex NeP/[-11-67/22.02.2019r.) na Bp3noxurens. Komucusra e
HazHAUeHAa Ja U3BBPINU IT0A00p Ha YIACTHHLMTE, pasriieda, OLUEHH H KIacupa IIOJaIeHUTe odepTH
10 OBIIECTBEHA TOPBHUKA C NPEAMET: ,/I0CTABKA HA PATMOAKTHBHM JIEKAPCTBEHH IIPOXYKFH;—
paauroGapManeBTHOM, PAAHOHYKIHAHYE FeHePATOPH, KHTOBE M PANMOHYK/IH/HH NpPeKypeopH
3a 2019 r.“, BKIIOYBANA METAeceT CAMOCTOSTENHO 000co0enH MO3HIUH, OTKPHTA C Pememae :
P/I-11-483/21.12.2018r.Ha BB3MOKHTEIAL.

I. CocraB HA KOMHCHSATA:

IIpencenare.:

1-p Hemu Tapuncka — Havanruk otaed , JIIIMUK®, mpexius ,, JIIT;

Yiaenose:

Hckpa ViBanopa — rnaBeH excnept B otaen ,, JIIIMUK®, nupexnus ,,JIIT;

Jlarnena Brnajoga - riiaged excnepr, qupeknus ,,bd®;

Ilenait EMuHOBA - T71aBeH IOPUCKOHCYNT, qupeknug “OI17;

bungaa Keoiesa - riiaBeH excueprt, aupekius “OI1”.

PezepBen nmpeacenaren:

Mar.dapm. Taust ['eprusosa - rraBen excnept B oraen , JIITMUK®, mupexius |, JIIT®;
PezepBHu 4eHOBE:

Huxkosaii Y3yHOB - cTapIny eKCOepT B J_{HpeKnHﬂ »b D

mar.dapm. I{setemna [Tonosa - Mnanuy excuept B otaen ,, JIIIMUKY, mapexmus ,,JIIT;
Bans MuTkoBa - IbpiKaBeH eKCIepT B aupekuus ,,OI1

IL. 3apaun Ha KOMHCHATA.

Komucusra e nasnagena cbe 3amoen Ne PJI-11-27/29:01.2019 r. cke cpok 3a padora 20
paboruu auu. Celmara e usMeHeHa cbe 3amoBen Ne PJI-11-67/22.02.2019r., oTHOCHO cpoka 3a
paboTa Ha KOMHCHSATA, koliro e ymemkeH go 15.03.2019r., na mposene OTKpHuTa mporueaypa 3a
Bh3llarage Ha OOINEeCTBEHA MOpPBYKa C IpeaMeT: ,JlocTaBka Ha pPaJHOAKTHBHH JIEKAPCTBEHH
NPOAYKTH, paguodhapMaleBTHIH, PATHOHYK/IHIHA IeHEPATOPH, KHTOBE M PAIHOHYKJIHIHN
npexypcopua 3a 2019 r.“, BKIo4YBama meTAeceT CaMOCTOATENHO 000CO0EHH MOZHIMM, KaTO
M3BHPINA OA00p HA YUACTHHIKTE, pasriiesia, OIEHH U KJIacupa NOJaIeHHTE OYepPTH.

BeHYKd TOKYMEHTH, CBBp3aHu ¢ 001eCTBEHATa NOPBYKa, BKIIOYHTENHO U IIPECTABEHUTE
TIpEIIOKEHMs C& ChXpaHsBaT B crpagata Ha MUHHMCTEpCTBOTO Ha 37paBeonaspanero Ha 1. Ceera
Hemens Ne 5, B moMmernernue “Manka 3ana cyTepeH” H0 NpPHKIIOUBaHe paboTaTa Ha KOMHCHSITA.
BcHyky 3aKpWTH 3acelNaHMs Ha KOMHCHSTA CE€ IIPOBENOXa B Crpagara Ha MUHHCTEPCTBOTO Ha
3mpaBeonaszsanero Ha 1. ,,Ceera Henens” Ne 5, etax [V-tu, cras 406, no rpadguk omnpejernes ot
npeaceaaTelis Ha KOMHCHSATA. .

ITI.Onmncanue HA padOTHHA Mpouec H AeHCTBHA Ha KOMHCHATA, CBbP3aHU ¢ 0TBapsHe,
pasrjexaaHe U OLeHsABaHe HA NOCTHIMIMTE IPEIJI0KeHHS.

1. B u3nbJHEHUE HA BH3/JI0KEHHTE 3aAa49H, KOMHCHATA NpoBeAe MyOIHYHO 3aceJanue
Ha 29.01.2019 r. B cbeTasB:

Ilpencenaren:



Ji-p Hemu Tapuncka — Haganuauk otaen , JIIMMUWK®, nupeximus ,, JITT¢;
Ynenose:

Hckpa Mpanosa — rnaseH excrept B otaen ,, JIIIMUK®, nupexnus ,, JITT*;
Janviena Brnanosa - rmaBen excnepT, AHpeKnus ,, B,

Ilenait EMuHOBa - IIaBeH IOPUCKOHCYIIT, Aupekius “OI17;

bungna Keiiesa - rmasen ekcrept, qupexus “OI1”.

Ha otkputoTo 3acemanre B3exa ydacTHe BCHUKH DEIOBHH YWICHOBE HAa KOMHCHSTA , KATO
CBIIUTE CIE] 3aM03HABAHE CHC CIMCBhKA C yYaCTHHIHTE B OOIIECTBEHATa IMMOPBYKA IIOANMCAXa
nexnaparuy mo wi. 103, an. 2 ot 3akona 3a obmectsenute nopbuky (30I1) u wr. 51, an. 13 ot
IlpaBunnrka 3a npuiarade Ha 3akoHa 3a obiiectBenuTe mopsuke ([TTI301]).

[Ipe/uioxenusra ca IONaAE€HM B 3alleyaTaHM, HANHCAHH, HEMPO3PAYHH OIAKOBKH C
HeHapymeHna usanoct. Ipeanoxenus, MOCTHIMIN Clie]l KpaiHUS CPOK HAMA.

Ha ny6iu4HOTO 3aceflaHue Ha KOMHCHSTA P H3BLPIIBAHE HA NyONMUYHHUTE I JeHCTBHA
TIPUCHCTBAXA CIECIHUTE IPEICTABUTEH HA YUACTHHIHTE:

Bukropus Huxonosa — ymenHoMonieH npencrasuren Ha ,,JJAHC ®APMA” EOO/;
Panocruna Konaposa — ynsnHoMoleH npejcrasuren Ha ,CO®APMA TPEMIMHI“ AJT;
Juana Xpucropa - yneIHOMOIIEH npeacraButen Ha , AMAKOHCYJIT” EOO/I;

2. B v3nbiiHEHHe HA BB3JIOKEHATE 3aJa9H, KOMHCHS, Ha3HaueHa cbe 3amosex Ne PJI-11-
27/29.01.2019 r. (u3m. cre 3anosen NeP/I-11-67/22.02.2019r.) Ha BB3JIOKUTENSA IPOXBIKH CBOATA
pabora B 3aKpUTH 3acenaHus (Mo rpaduK OIpeneNeH OT Ipe/CeIaTelis), MPOBEAEHH B IEpHOIA
04.02.2019 1. - 21.02.2019 1., B cIeOHUA CHCTAB;

IIpencenaren:

n-p Henu Tapuncka — Hawanauk otaen ,, JIIIMUK®, nupexous ,,JIIT¢;
YneHnose:

HMckpa MBaroBa — riaseH excneptT B otaen ,, JITIMUK®, qupexist ,,JITT*;
Jlanuena Brnagosa - rnasen excrepr, gupexis ,,bd*;

[enait EMuHOBA - ITaBeH OPHUCKOHCYIIT, qupekis “OI1”;

bunsgna Keuiesa - rinaeen excuepr, aupexigas “OI17.

Ha mpoBenenure 3aKkpuTH 3ace/iaHusi ce pasriienaxa JOKYMEHTHTe 10 wI. 39, am. 2 or
IIT30IT 3a CHOTBETCTBHE ¢ M3MCKBAHHATA KBM JIMYHOTO CHCTOSHHME M KPHTEPHUTE 3a MOubop,
1I0CTaBEHH OT BB3JIOXKUTENA. BB3 OCHOBA Ha yCTAHOBEHOTO OT KOMMCHSTA H HA OCHOBAHHME 4. 54,
an. 13 or IIII30Il, xomucmATa M3NpaTH HMCKaHHSA 3a passicHEHHE OO ydacTHuumre ,,Codapma
Tpetiauar® AL u ,, JAHC ®DAPMA” EOO/I.

3. B m3nbiHeHHe Ha BB3JIOKEHHTE 3aJa9l, KOMHCHATA IIPOBEAE 3aKPHTO 3acelaHue,
crerosno ce Ha 21.02.2019 r. B cheTas:

Ilpencenarea:

n-p Henu Tapuncka — naganauk otaen ,, JIIIMUK®, nupexmus ,,JITT*;
Ynenose:

Wckpa FBanopa — rnagen excrept B otaen , JIIIMUWK®, nupexras ,,JIIT;
Jlanpena Bnanoea - rinaBeH eKCIepT, Aupekmnus ,,bd*;

Illenait EMuHOBa - raBeH I0PUCKOHCYIT, mupekus “OI17;

Bunana Kvmesa - rnaBen excrept, aupexuus “OI1”,

Ha 3axpuToTo 3acenanue 0sxa pasriefaHH AONBIHUTENHO IPEICTABCHHUTE PassiCHEHHS H
Osixa oTpa3eHH KOHCTaTallMUTE Ha KOoMHcHATa N0 TAX. Clien M3BBPINBAHE HA FOPHHTE JEHCTBHSA,
KOMHCHSTAa B CBIIHA CBCTaB pasryefa TEXHWYECKHUTE MPEUIOKEHHUs] Ha YYACTHHIHTE,
IIPENTIOKCHHAATA 3a H3NBIHCHHE Ha IOpBYKaTa, BEJHO C JOKYMEHTHTE IPHIOKEHH KBM TIX H
[IPOBEPH 34 TAXHOTO CHOTBETCTBHE C IIPEIBAPUTENHO OOSBEHHTE YCIIOBUS, HA 3aKPHUTH 3aCeaHus
ChCTOSUTH ce B mepuona 22.02.-25.02.2019r. Cren u3BbplueHata IpoBepka HA OCHOBAaHHE Wil 56,
an. 2 or III130II, xomucuara KoHCTaTHpA, Y HANIPABEHUTE IIPEIUIOKEHHS HAITBIHO CHOTBETCTBAT
Ha IIpe[BapHTENHO OOABEHHTE YCIOBHS Ha BB3IIOXKHTEH, € H3KIOUEHHE HA TEXHHYECKUTE
IIPeIJIOJKEHHS Ha CIIEHUTE YYACTHHIH:

-



»JAHC ®APMA“ EOO/, no obocobena mosuius Ne 45;

»I AMAKOHCYJIT“ EQOOJ/, nno o6ocobenn mosurmu NeNe 19 u 24;

»COD®APMA TPEHJUHI“ AJl, o o60co6eru mosmmmn NeNe 15, 19, 20, 2322, 73,94 15, 06
27,28, 29, 30, 31, 32, 33, 34, 35, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 49 u 50;

Komucusita, KoHCTAaTHpa, 4e MOCOYEHHTE IO-TOpe YYACTHWIH, Ca NPEJCTABHIH odepTH,
KOUTO HE OTTOBAPST Ha IPEABAPUTENIHO 00ABEHUTE OT BB3IOKUTENS YCIOBHS Ha NIOPHYKATA.

Ha ocuoanwme wr. 57, an. 3 ot I[130I1, Komucusra 06584 upe3 Crobienue B [Ipoduna Ha
KyIlyBaya, 4e¢ OTBAPAHETO Ha IIEHOBHMTE IPEJUIOKEHHUS Ha JOIIyCHATHTE YYACTHHIM IIIE CE MIPOBEJE
Ha 28.02.2019r. ot 11:00 yaca B crpanata Ha MUHHCTEpPCTBOTO Ha 3ApaBeonasBaneto, rp. Copus,
. ,,Ceera Hegensa™ Ne 5.

CpobuieHneTo 3a OTBapsHE Ha LEHOBHUTE NpPEeNJIOKEHUS Oemle MyONMKYyBaHO Ha
25.02.2019 r. B Pasmen ,llpopun mHa KymyBaya“ Ha O(HUHATHATA WHTEPHET CTpaHHIA Ha
MuHHCTEPCTBOTO Ha 3/IpaBeoIa3BaAHETO Ha CHEeTHHS ajpec:
https://www.mh.government.bg/bg/profil-na-kupuvacha/protseduri-po-zop/protseduri-po-reda-na-
zop/dostavka-na-radioaktivni-lekarstveni-produkti-2019/

4. Ily6mmaHo 3aceJanue 32 0TBAPSIHE HA IEHOBH NPeI/I0KeHH A

Ha 28.02.2019 r. ot 11:00 uvaca ce npoBene nyGauvHO 3aceqaHHe HA KOMHCHATA Ha3HAYCHA
cec 3amosen Ne PJI-11-27/29.01.2019 r. (m3m. cee 3amosexn NePJI-11-67/22.02.2019r.) Ha
BB3JIOKHUTENSA, B CAEIHUS i CHCTAB!

Ilpeacenared:

1-p Henu Tapuncka — Hawanuuk otnen , JIIIMUWK®, nupexmus ,, JITT;
YneHose:

Hckpa MBanosa — rnaseH exciept B otaen ,,JIIIMUK®, nupexus ,, JITT;
Jlanuena Brnanosa - rnaren excuepr, nupeKius ,,bd*;

Illenait EMuHOBA - ri1aBeH IOPUCKOHCYNT, upeknus “OI17;

bunsana Kemesa - rnaBen excrept, qupexims “OI17,

B crotBeTcTBHE © M3MCKBaHMATA HAa Wi 57, anm. 1 ot III130I1 uenosuTe npennoxeHHs Ha
YYaCTHHIIUTE, YAUTO O(DEPTH HE OTIOBAPAT HA M3UCKBAHHUATA Ha BH3TIOKHUTENS, HE OIXa OTBOPEHH.

Ha nyGimvsara yacT Ha 3aceJaHHETO Ha KOMHCHSATA, HA OCHOBaHHE 4. 57, al. 3, BBB
Bpb3ka ¢ wi. 54, aix. 2 ot IIII30II, mpucwrcra crepnus npeacraBuTen Ha yuactauimre: Credan
[IseTanos - ynbIHOMOLIEH IpeacTaBuTel Ha ,,Codhapma Tpeitmuar Al

O6sBennTe Ha MyOIHYHOTO 3aceanue ,[Ipeqiarany EHOBH HapaMeTpH* HA y4acTHHIIHTE
0 OTHENHHTEe 000CcOOEHH MO3MIMUHM ca oTpaszeHH B [Ipwiokenue Nel, HepaszenHa dacT oOT
IIporokon Ne2 ot 01.03.2019 .

5. B m3nbiHeHHe Ha BB3JI0KeHHTe 3a]avd, KOMHUCHATA IPOBEIE 3aKPUTH 3acelaHus (B
nepuona 28.02. -01.03.2019 r.) mo rpaduk onpenenes 0T NpeJceaTels B CIEIHNA ChCTAB:
IIpencenaren:

I-p Hemu Tapuncka — Havangwuk otaen ,,JIIIMUK®, tupexkuus ,,JI[T*;
YieHose:

Hckpa MBanoBa — riaBeH excrept B otaen ,,JIIIMUK®, nupexmus ,,JITT¢;
Hanvena Bnanosa - rnaBseH excrept, aupexius ,,bD;

Ilenatt EMHHOBA - IJIaBeH OPHCKOHCYIIT, mupekuus “OI17;

buiisina Kbiuesa - rmaBeH exkcrept, auapekmus “OI17.

Ha 3axkputHTe 3acenaHus KOMHCHATA H3BBPIIM [IPOBEPKA HA HpPEeATIOKEHHTE IEHH, OTHOCHO
CBOTBETCTBHETO MM C IIOCOYCHHTE OT BB3moxurens ycloBHS ¥ IPOrHO3HH cToMHOCTH. C ormen
00CTOSITENICTBOTO, Ye OOSBEHHS OT BB3JIOKHTENS Pecype IO OTAENHHTE 000COOEHM MO3ULHUH €
MaKCHMaJIHHMAT (DMHAHCOB pPECypec, C KOHTO BB3NONKUTENAT pasloNiara, KOMHCHATA H3BBPIIHA
IIpOBEpKa 3a HaIMYHMETO Ha I[CHOBH IIPEINIONKEHHS, HAABUMIABAINM IpPeNeNHATA CTOMHOCT 3a
CBHOTBETHaTa/HUTE 000coOEHA/H MOUITHA/H U KOHCTATHPA CIIEIHOTO:




VYYacTHHIMTE ca MOJAlId IEHOBH MNPEIJIONKEHHS II0 OTAENHHUTE 000COOEHM MO3UIHMH B
CHOTBETCTBHE C INPEIBAPUTENHO OOSBEHUTE YCIOBHSA, ¢ H3KIIOYEHHWE Ha ClIegHHTe 000cobeHu
MIO3UITHK OEePUPAHH OT YIACTHHIIATE:
1.Yuactauxer ,,JAHC ®APMA®“ EOO]] e npemioxXui EHOBH NPENIOKEHMs, Ha BHIIABAIIN
[IPEIBAPUTEIIHO OOABEHHS OT BB3JIOXKHUTENS MaKCHMaleH GHHAHCOB pECypc MO CIIEJHHTE
000CcO0CHY TTO3UIIHH:

wAAHC ®APMA“ EQOOJT

Ne | Haumenopanme ! MaxumaileH Makumaien | Ipeanoxena | 11 pe,q;lonigﬁa ¥

| pecype Ha pecype Ha earHu4Ha | o0nla CTOHHOCT B

j Bu3nowurens- | Beanoxurensi- | 1eHa B JieBa ¢ nesa ¢ JUIC

| eaueHac obua | JJIC

| JJC croiHoCT ¢ |

| AAcC
16 125 I fT3 KIT | 88,23 2 911,59 237,46 7 836,05
17 125 1fT4 KIT 85,74 6 516,24 237,46 18 046,66
18 125 I TSH ( 96-100 67,07 7511,84 237.46 26 595,07

npobu) KIT IRMA
20 | 1251Insulin KIT IRMA 121,26 4122,84 322,00 10 947,86
21 125 1 FSH KIT IRMA 125,57 2636,97 249,55 5240,59
22 125 ILH KIT IRMA 125,57 2 636,97 233,09 4 894 85
23 | 1251 Prolactin KIT IRMA 125,57 4 143,81 249,55 8 235,22
24 125 I Testosteron KIT 154,68 3 557,64 322,00 7 405,91
25 125 1 Progesteron KIT 154,68 1701,48 322,00 3 541,96
26 125 I Estradiol KIT 163,18 2 447,70 331,87 4 978,08
27 | 1251 CA-15-3 KIT IRMA 240,82 37 086,28 493,22 75 956,50
28 | 1251 CA-125 KIT IRMA 225,59 16 693,66 493,20 36 496,80
29 1251 CA-19-9 KIT IRMA 222,62 28 717,98 493,20 63 622,80
38 125 I Thyreoglobulin 135,27 392283 393,60 11 414,40
39 125 1 Cortisol 121,26 3 637,80 282,00 8 460,00
41 125 I anti TG antibody 182,70 8 769,60 387,60 18 604,80
42 125 [ anti TPO antibody 141,34 6 501,64 384,55 17 689,39
44 1251 121,02 9 560,58 302,23 23 876,33
KapuunoembpuoHaneH




antured IRMA

46 125 I Alpha-fetoprotein 166,82 2 168,66 285,72 3 714,36
(AFP) KIT
47 125 1 BhCG KIT 169,36 1 693,60 327.60 3 276,00

2.VuactHuksT ., AMAKOHCYJIT* EOOJI e NPEJIJIONKUT IIEHOBY IPENTIONKEHMS, HANBHUIIABAIIN
NPCABAPUTENHO OOABEHMSI OT BB3TOKUTENS MAaKCHMAleH (HHAHCOB pecypc 1o CIEIHHUTE
000co0eHH TTO3HITHY:

»ITAMAKOHCYJIT EOOJ
Ne Haumenoeanue | Maknmanen | Maxnmanes i Ilpeanoxena | Hpeﬂ:lo"}ﬁeﬂa
pecype Ha pecype Ha ; CAHHHYHA | obma
Br3noxutena- | Beanoxurens- | lieHA B 1€Ba ¢ | CTOMHOCT B
eJI.1IeHa C obuia | JcC | nesa ¢ JUIC
JJC cTOifHOCT ¢ | |
| o Stk |
16 | 1251fT3 KIT 88,23 2 911,59 112,80 | 3 722,40
17 | 1251fT4 KIT 85,74 6 516,24 110,45 8 394,05
18 [ 1251TSH ( 96-100 67,07 7511,84 110,45 12.370,18
npobu) KIT IRMA
20 | 1251 Insulin KIT 121,26 4122.84 168,19 5718,53
IRMA
21 | 1251 FSH KIT IRMA 125,57 2 636,97 168,19 3532,03
22 | 1251 LHKIT IRMA 12557 2 636,97 168,19 3532,03
23 | 125 I Prolactin KIT 125,57 4 143,81 168,19 5550,34
IRMA
26 | 125 I Estradiol KIT 163,18 2 447,70 2711 4 156,70
30 [ 1251 PSAKIT IRMA 151,04 16 916,48 201,12 22 525,44
31 | 1251 Plasma renin 239,61 2 87532 283,44 3 401,28
activity
33 | 1251 Aldosteron KIT 224,14 2 689,68 29520 3 542,40
34 | 1251 ACTHKIT 312,70 3 127,00 418,23 418233
IRMA
38 | 125 I Thyreoglobulin 13527 3 922,83 iELH el 5 559,65




39 | 1251 Cortisol 121,26 3 637,80 168,19 5 045,76

42 | 125 T anti TPO 141,34 6 501,64 182,30
antibody

44 | 1251 121,02 9560,58 163,49 12 915,55
Kaprunoembpuonanesn

anTured IRMA

46 | 125 I Alpha-fetoprotein 166,82 2 168,66 212,88 276744
(AFP) KIT

47 | 1251 BhCG KIT 169,36 1 693,60 210,53 2 105,28

49 | 125117 alpha- 191,08 955,40 27711 1 385,57
Hydroxyprogesterone

50 | 125-125-OH vitamin D 388,16 4 657,92 530,40 6 364,80
total RIA(96-100
IpodH)

Komucusta, xoncraTupa, 4e 1o Te3u 060co6eH: TO3UIMHE, YIACTHHIMTE Ca IIPECTABHIIH
odepTa, KOATO HATBUINABE MAKCHMAIHIS (MHAHCOB PECYPC ONMPELEICH OT Bb3JIOKHTEIS.

6. Y4yacTHHOM B mpoueaypara:

B onpenenenus cpok B NeNTOBOICTBOTO Ha MEHHCTEPCTBOTO HA 3[PABEONA3BAHETO Ca
NOCTEHIHMIN 4 (YETUPH) NPEIUIOKEHHS, KAKTO CIIC/BA:

1. Ilpemnoxenue ¢ BXx. No 26-01-36/28.01.2019 r., nomazeso B 13:45 waca ot bupma
»CODAPMA TPEUIUHI“ AJl, 1o 060c06eHH O3MIHH ¢ HOMeEpa, KakTo ciensa: 5, 6, 8, 9, 10,
11u13;

2. Tlpemmoxenue ¢ Bx. Ne 26-01-39/28.01.2019 r., momameno B 15:46 waca or dupma
»IAHC ®APMA” EOO/I, 1o 060cO0SHH TO3HINH C HOMepa, KaKTo ciensa: 16, 17, 18, 19, 20,
21, 22, 23, 24, 25, 26, 27, 28, 29, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47,
48, 49 u 50,

3. Ilpennoxenue ¢ Bx. Ne 26-01-41/28.01.2019 r., momazeso B 16:40 daca ot bupma
»TAMAKOHCYJIT” EOOJ, o o6ocobenu nozumuu NeNe 16, 17, 18, 19, 20, 21; 22,23, 24, 25,
26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 38, 39, 40, 41, 42, 44, 45, 46, 47, 48, 49 u 50;

4. Ilpemmoxenne ¢ Bx. Ne 26-01-44/28.01.2019 r., moganeno B 17:03 waca or ¢upma
~CODAPMA TPEHJIHHT“ AJl, no o6ocobenn mozmmuu NeNe 15, 19, 20, 21, 22, 23, 24, 25, 26,
27,128, 29, 30, 31, 32, 33, 34, 35, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 49 u 50.

7. KnacupaHe Ha y9acTHHIHTE:

Komucunsara xinacupa yyacTHHIHTE B CHOTBETCTBHE C TPEJBAPHUTENHO OOSBEHHS OT
BB3JIOXKUTENA KPUTEPHH ,,HaH-HHCKA exunuyna neHa” (6e3 JIJIC), cwermacuo Ilpunoxenme Ne2,
Hepasenna yact oT [Iporoxon Ne2 ot 01.03.2019 1.

8. Ilpennosxkenue 3a orcTpaHaBaHe:

8.1. Komwucuara npesyara Ha BB3IOXKHTeNs, Ha ocHoBanue 4m. 107, T. 2, 6. ,,a or 3011,
yHacTHHKBT ,J/lame ®@apma® EOO/, no obocobena mosumus Ne 45 na 6bme oTCTpaHEH OT

npouenypara.



8.2. Komucusara mpesiara Ha BB3JIOXKHTENS, Ha ocHoBaHMe @1 107, T. 2, 6. ,,a° ot 30II,
Y4aCTHUKBT »,["amakoncyar EOO/, o o6ocobenn mosunuu Nel9 u Ne24 na 6o OTCTPAaHEH OT
npoIeaypara.

8.3. Komucusara npeznara Ha BB3IOXKHTENA, HA ocHoBanue wi. 107, T. 2, 6. »a“ ot 3071,
y4acTHEKET ,,Coapma Tpeiinuure A, no o6ocobenn mosuuun NeNe 15, 19, 20, 21, 22, 23, 24,
25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 49 u 50 na 6b1e
OTCTPaHEH OT MPOLEaypaTa.

8.4. Komucusara npejyiara Ha BB3IOXKHUTENs, HA ocHOBamHe 4wi. 107, T. 2, 6. ,a% or 3011,
Y4acTHUKBT ,,/lane @apma“ EOO/, mo obocobenn mosumuu NeNe 16, 17, 18, 20, 21, 22, 23,24,
25,26,27,28, 29, 38,39, 41, 42, 44, 46 u 47 na 6b1e OTCTpAHEH OT [poIeaypara.

8.5. Komucusra npeyiara Ha BB3JIOXKATENS, HA ocHOBaHme wi. 107, T. 2, 6. <a” ot 301
Y4acTHHKET ,,['amaxoncyar® EQOJ, no o6ocobenn mosuuuu Ne Ne 16, 17, 18, 20, 21, 22, 23, 26,
30, 31, 33, 34, 38, 39, 42, 44, 46, 47, 49, 50 na 6B1e OTCTpaHEH OT Iporeaypara.

9. MotusHu 3a nonyckane ( T. 9.1-9.3) u orcrpansnsane (1. 9.4-9.8)

9.1. Komucusra gomycka, yuactauka ,,Coppapma Tpedaunr AJl, mo o6ocobeny MO3MIHN
NeNe' 5, 6, 8, 9, 10, 11 u 13, Thif KaTo NpeIIOKEHUATA MY II0 TTOCOUCHHTE 0B60COBEHH TIO3HIMK
OTrOBapsAT Ha MPEABAPUTEIHO OOSBEHUTE OT BB3IOKHUTENS YCIOBHS.

9.2. Komucusra onycka, ydactHuKa ,Jdanc ®apma® EQOOJ, o o6ocobenn mosummm NoNo
19, 31, 32, 33, 34, 35, 36, 37, 40, 43, 48, 49 u 50, Thit kaTo NpPEIOKEHHETO MY I10 IIOCOYEHHTE
000cO0EHH TTO3HIMY OTTOBapS Ha IIPEeJBAPHTENHO OOSBEHATE OT BB3JIOKHTENS YCIOBHL.

9.3. Komucusara nomycka, ydacTHuka ,I'amaxoncyar® EQOJI, mo o6ocobenn O3UIUA
NeNe 25, 27, 28, 29, 32, 35, 36, 40, 41, 45, 48, Tvif xaro NPEUIOKEHUATA MY II0 ITOCOYEHUTE
000cO0EHH MO3KIIMH OTTOBAPAT Ha IPEABAPHTEIHO OOSBEHUTE OT BH3I0KHTEIIA YCIOBHS.

9.4. Kommcusta npemnara 3a OTCTpaHsBaHe, ydacTHHKa ,Jame ®apma“ EOQOJ, mo
obocobena mosuumsa NedS, Thit KaTo € IpeiCTaBUI 0depTa, KOATO He OTTOBAps HA IIPEABAPUTENIHO
obsiBeHuTE YCIOBHS HAa MOPBUKaTa. B TEXHMYECKOTO MmpemiokeHue Mo 060cobena mosumus Ne 45
»125 I HGH KIT IRMA * y9acTHHKBT He € IPEICTaBHII KOIIME Ha BAUACH CePTHHUKAT II0 CTaHaapT
BAC EN ISO 13485 wunu eKBUBaJeHTHa CHCTEMa 3a YIPABIEHHE HA KAYECTBOTO, ¢ OOXBAT
TPOHU3BOACTBO HA MEIMIMHCKH M3MCNHs, W3[a/ICH HA UMETO HAa IPOM3BONHUTENS. YYACTHUKHT He
OTroBaps Ha W3UCKBAHKATA Ha BB3JIOXKUTENS IIOCOUCHH B ToKymeHTanusTa: [ nasa I1. ,, Texauuecka
cnenudukanma”, T. 3. ,,MI3UCKBaHUS KM MEIUIIMHCKATE U3JeNHs, 060cobeHH mo3urmu ot Ne 15 10
Ne 50, Bxu.”, moxrouka 3.7. ,,IIps npoM3BOACTBOTO HA NpEIIATaHHTE MEIUIMHCKH H3/IENHs 1a ca
CIa3eHH H3HUCKBaHMATA 3a YIOpaBleHHe Ha kadecTBoTo mo crapaapr BJIC EN ISO 13485 wumm
EKBHBAJICHTHA CHCTEMA 3a YIIPaBIIEHHE HA KAYECTBOTO.

Tosa obcmoamencmeo ce Ookazea ¢ npedcmaesne Ha: KOnue HA GaludeH cepmuduxam no
cmandapm BIJC EN ISO 13485 unu exsusanrenmua cucmema 3a ynpaeneHue Ha Ka4ecmeomo, ¢
obxeam npou3eo0Cmeo Ha MeOUYUHCKY U30eNU, U30A0EH HA UMEMO HA NPOU3EOOUMeNs.

9.5. Komucuara mpemnara 3a OTCTpaHSBaHE YdYacTHHKA ,Jlame ®apma“ EOOJI, o
obocobenn mosumuu NeNe 16, 17, 18, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 38, 39, 41, 42, 44, 46 u
47, THi KaTo 3a CHIUWTE YYaCTHHKBT € NPENCTaBHI ODEPTH, B KOHTO [EHOBOTO NPEINONKEHHE
HAJBUIIABA MaKCUMAIHKA (DHHAHCOB pecypc, OIpEHdeNeH OT BB3JOXKHTENS B MPONEdypara 3a
CBOTBETHATA 000CO0OEHA TTO3UIKSA.

9.6. Komucusara mpemnara 3a OTCTpaHSBAHE YYACTHHKA ,,I' amakoncyar® EOO/M, no
obocobenu mozuumk Nel9 m Ne24, Teit karo e mpencraswn odepra, KOATO He OTroBaps Ha
IIPEBAPUTENHO OOSBEHUTE YCIIOBHUS HA IIOPBYKATA, KATO:
3a obocobena mosmmus Ne 19 125 I TSH (384-400 mpobu) KIT IRMA“odepupanoro ot
y4JacTHHKa MEJIUIMHCKO M3JeNne € ¢ Koa Ha u3nenrero 06DV3329009073 u thproseku xom: RK-
ICTI, mocoveHd B NpeMIOKEHHE 32 H3NBIHEHHE HA IOPHYKAaTa. BHAHO OT IPHIOKEHOTO
u3Byeuenre oT Cnucbka mo ui. 1, 1. 1, 6ykea ,,6 ot Hapenbara 3a yciiosusTa u peia 3a ChCTABSHE
Ha CIIHCBK Ha MeOHUIMHCKUTEe u3nenus no wi. 30 or 3MMU, e ge uznenue ¢ xox 06DV3329009073 u
karanoked Homep RK-ICTI1 cwaepxka 100 Tecra B omakoBka. OQepHpaHHSAT OT YYacTHHKA
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NPONYKT He OTrOoBapsl Ha F3UCKBAHETO HA Sb3JIOKUTens mocoveno B I'nasa Il | Texmumuecka
cnenmukanus”, 1. 1. ,Crenuduxanng 3a JOCTaBKA Ha PATHOAKTUBHH JEKAPCTBEHH MPOLYKTH,
pannodapMaleBTHI, PafHOHYKIMIHH ISHEPATOpH, KATOBE W pPalHOHYKIHIHHA IIPEKYpPCOpH,
IpefHa3Ha49eHH 3a JeueHue u Apargocrexa 3a 2019 r., obocobena mosunma Nel9: | /25 I TSH
(384-400 npobu) KIT IRMA™,

3a obocobena nosuuus Ne 24 125 T Testosteron KIT* ohepupanoTo OT YUaCTHHKA METHIMHCKO
m3genue e ¢ koj Ha msgenwero GEDV3136231514 u tuprosexku kon: RK-61CT, mocouenw B
IPEIIOKEHHE 32 U3IIBIIHEHAE Ha ICPBUKATA. B IPHIOXSHOTO KM TEXHULECKOTO IPEINIONEHHUE 3a
obocobGena nosunus Ne24 npunpy»eHo C NpeBoj Ha GBIrapCk €3HK ¥ 3aBEPEHO OT y4acTHHKA
KOIIME€ Ha JeKyapanusra 3a choteercTBue ¢ Jlmpextuna 98/79/EC, m3nanena oT mpoH3BOAMTEINS,
mneniie ¢ Kox RK-61CT me e 1nocodero. Y4aCTHMKET HE € IPENCTaBHN JIEKJIapausaTa 3a
ceoTBeTCTBHE ¢ Mupexrtusa 98/79/EC, m3panena OT ipoW3BOMMTEN, ¢ KOSTO He OTrOBapd Ha
M3ACKBAHETO II0COYeHO OT Bu3nokuTend B InaBa II , Texamdecka cuenmpuxamms™, 1. 3.
V3UCKBaHMA KBbM MEAMIMHCKUTS B3Ienus, 06ocobena nosummm oT Ne 15 mo Ne 50, BKLY, mosr.
3.5. OT JOKyMEHTANMATA: ,,32 IpeAJaraHuTe MeAULMACKA H3/e s 10 000cobeHr mo3uuy oT No
16 no Ne 50, mpemmer pa mactosiiata OOINECTBEHA NMOPEYKA 14 OTroBapaT Ha HM3WUCKBAHATA HA
3ax0HA 338 MEIHIKHCKHTE H3JEIUS 1 [ CA UIIBTHEHN NPUIOKUMATE [IPOLELYPH 32 OL[EHNBAHE HA
CBOTBETCTBHETO.

1080 0HCMOAMENCMBO ce COKA38G ¢ NPEACMABSHE A, KORLE HA 0eKAADALUA 30 CHOMELIHCINBUE ¢
Hupexmuga 98/7%FEC, uscadena om Npou3soOUmens ui YioiHOMOWEH He208 npeccmasumen
{Kpuopysicens ¢ npegod Ha bvazapeKU e3UK U 3482Pero Om YHACmHUKaG).

9.7. Komwucusra npeinara 3a OTCTpausBaHe yuacThuka ,[amaxomcyar® EOOL, mo
obocobenn mozuumu NeNe 16, 17, 18, 20, 21, 22, 23, 26, 30. 31, 33, 34, 38, 39, 42, 44, 46, 47, 49,
50, THH Ka10 3a CBIOMTE YIaCTHAKBT € NPESACTAsHA OMEPTH, B KOMTO [EHOBOTO IPEIIONKCHHE
HaABUIUABE MAKCAMANHVS (HHAICO3 PEcype, ONOefeded OT BEBANOKHTENS B IPOLEIypara 3a
¢BOTRETHATA 000CcO0eHE TO3HIH.

9.&. Komwmcuara jipe/ivara 3a OICTpaHszaHe yyacTHuK: ,Codapma Tpelimuare AJl, no
obocobenw mozpumu NeNe 15, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 38.
39. 40, 41, 42, 43, 44, 45, 46, 47, 49 u 50, T5H Kxa10 e mpexcTasmi odepTa, KOXTO He OTToBaps Ha
peasapkTeo oOsMBeHNTE YCIORHS Ha nopqum KaTo:
3a obocobenu mosumuy Mone 15, 19, 20,21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 38,
39, 40, 41, 42, 43. 44, 45, 46, 47, 49 u 50 [HOCGUSHHUST B (DELIMKEHUETO 33 HITBIHEHHWE Ha
HOPBUKATA KO HA H3JEIMeT0 10 ChOTBeTHara o00co0¢H2 1TOZMIMA € pasiuued OT TO3W B
IPYAOKEHOTO M3BjeYenue 0T Cmickka 1o un. 1, T. 1, Oyxea ,,0% or Hapenbara 3a ycnosuara u
PEAA 36 ChCTaBAHE Ha CNMCDK Ha MESMLMHCKUTE #31e1us 1o WL 304 or 3SMU.

Y4acTHUKBT HE € NPEJCcTasni IpHIoXeHo u3aneusHne ot Crucska mo wi. 1, 1. 1, 6ykea 0% ot
Hapenbara 3a yeIosKaTa ¥ pea 3a ChCTABIHE Ha CIHUCHK Ha MeLHIMECKATE H3AeHs 10 wi. 30a ot
3MHU 32 MeiAmARCKATE WIXEINHH NOCOHEHNA B ChOTBETHWTE NDEUIOMEHH 32 H3NBIHEHHe HA
JOPHYKATA, ¢ KOCTO HE OTr0BAPA HA HM3UCKBAHETO HA RBUIOKHTENS IOCOYEHO B [nama 11
,, LEXHHYUCCKR onetzmbﬁm‘iﬂm“, T 3w HBI/"CKB&HHS{ KbM MCIMIHHCKATE R3Ienusg, oGocoberu
no3niul o Ne 15 no No 50, exui™, mopt. 3.1, o1 mokyMedTamusTa: ,.[la ca BKIFOYEHH B CITHCHKA 110
il i, T. 1. Oykma "B8" ot !-{a.pc,ﬂt)am 3a YOHOBHATA k pPEela 34 ChCT4BSHE Ha COUCHK Ha
MEAMUMHCKHTE M3Aemust no %3, 30a o1 SakcHa 32 MenunuackuTe H3neawns /3MUW/ u 3a oupenensse
Ha CTOUHOCTTE, A0 KOSTO T2 O 3aflTaItar.
Toea obecmoamencme ce DOKA36E ¢ CeKIAPAYUA OF VYUCMHUKI, ¢ BPUIONCEHO U3AeHerue Om
Crecexa no 4n. 1, m. I, bykeg 8% om Hopeobama 30 yol08HAMA 1§ pedn 34 CbCHABAHE Hi
CHUCBK HE Meduuyunckume uidenin ao wi. 39a om IMU v s¢ onpedcasne na cmounocmma, 00
roamo me ce sanaayam (Hapecdama), om xoemo uzsnevenye 04 2 sUOHA NPOOANCHAMA 1jeHa 1o
cunevaa sa § 1, m. 29a om SMH sve epuixa ¢ 8 1, m. 4 om Gonvanumennume pasnopedbu Ha
Hopedbama, npedcmagerd 3a 8Caxd nOSUYUS, 30 KOSMO MOl KaHoudumemaa, *




B texuuueckuTe mpemnoxerns 3a 060cobenn mosumma NeNe 24, 27, 28, 29, 30, 31, 32, 33, 34, 35,
39, 44, 46, 47 e e PUIOXKEHO KOIME HA NEKIAapalls 38 CHOTBETCTBHE C J[UpeKTHBa 98/79/EC,
M3la[icHa OT TPOU3BOIMTENS MM YIBIHOMOINEH HErOB NPENCTABHTEN, ¢ KOETO yYaCTHHKET He
OTroBaps Ha H3MCKBAHETO Ha BB3JIOXKUTENS IocoveHo B I'naga II ,, Texanuecka cnenuduxamms®, T.
3. ,,M3uckBanns XbM MemuIMHCKATE H3aenus, o6ocobeny mo3uimu ot Ne 15 10 Ne 50, BKIL.”, moAT.
3.5. OT JOKyMEHTalHsTa: ,,3a IpeUIaraHuTe MEIHIIAHCKE H3IeIHs 10 000co6eHn MO3HUOHH OT No
16 mo Ne 50, mpenmer Ha HacTosaTa OOIIECTBEHA IIOPHYKA 12 OTroBapsAT Ha H3HCKBAHHITA HA
3aKOHa 32 MEMIMHCKHTE H3ENHs U JIa CA H3IMBIHEHH IPUIIOKIMUTE IPOLENYPH 3a OLEHIBAHE Ha
ChOTBETCTBHETO,

Tosa obcmoamencmeo ce dokaszea ¢ npedcmassane HA: KONUE HA eKIAPAUUA 30 CbOMBEHICIIGUE ¢
Hupexmusa 98/79/EC, uzdadena om npouseooumens unu YnoiHOMOWEH HE208 npeocmasumen
(npuodpysiceno ¢ npesod Ha GvAAPCKU e3UK U 3A8ePEHO OM yuacmuuxa).

10. [Tpepmoxxenne 3a npekpaTsiBaHe HA NPOUEIYPATa M0 060cOGEHH MO3HIHE

10.1. C Hoxmam Ne 75-10-253/28.02.2019r. IlpencenaTensiT HA KOMHCHATA e NPEUIONKUIT Ha
ocxoanue wi. 110, an. 1, 1. 1 or 30T, mporenypara fa ce IpeKpaTi Mo 060COBEHH MO3HIMH,
KaKTO CJIeBa;

Qbocoberna nosuyus Ne 1: Mo sodium molybdate; Technetium (99mTc) pertechnetate 7.5 GBg:
Obocobdena nosuyus Ne 2: Mo sodium molybdate; Technetium (99mTc) pertechnetate 12.5 GBg:
Obocobena nosuyus Ne 3: Technetium (99m Tc) macrosalb:

Obocobena nosuyus Ne 4 Technetium (99m Tc) nanocolloid:

Obocobena nosuyus Ne 7: Technetium (99mTc) hynic-octreotide;

Obocobena nosuyus Ne 12: Sodium lodide [131 1] 3,7 GBqg solution for injection:

Qbocobena nozuyus Ne 14: Strontium (89 Sr) chloride:

ThH KaTO He € [10a]eHa HUTO eana ohepra mo mocoYeHHTe 060COGeHH O3 HIMH.

10.2. Komucnsra npeznara va ocrosanue wi. 110, am. 1, 7. 2 ot 3011, nponenypara 1a ce Ipekpats
o obocobena nosuyus Ne 15: 192 Ir 3a Muxpocenexmpon 150 cm/10 Ci

nopajay 00CTOATENCTBOTO, Ye BCHIKH HOXa/IeHH 0depTH ca HemoIXOASIIN 110 CMHChIA Ha §2,
T. 25 ot JlonbaHuTeaHUTE pasnopentu na 3011

10.3. Komucusara mpemmara na ocwopanse wi. 110, am 1, 1. 7 or 3011 mpouenypara na ce
MPEKpaTh 0 060COOEHH IO3UITHH, KAKTO CIIe/BA:

Obocobena nosuvyus No 16:

Obocobena nosuyug Ne 17:

Obocobena nozuyus Ne 18;

Obocobena nosuyus Ne 20:

Qbocobena nozuyus Ne 21 :

Qbocobena nozuyus Ne 22:

Obocobena nosuyus No 23:

Obocobena nozuyua Ne 24.;

Obocobena nozuyus Ne 26:

Obocoberna nozuyua Ne 30:

Obocobena nozuuus Ne 38:

Obocobena nosuyus Ne 39:

Obocobena nozuyus Ne 42:

Obocobena nozuyus Ne 44:

Obocobera nozuyus Ne 46:

QObocobena nozuyua Ne 47:

125175 KIT:

125 1fT4 KIT;

125 I'TSH ( 96-100 npobu) KIT IRMA;
125 I Insulin KIT IRMA;

125 1 FSH KIT IRMA;

125 1 LH KIT IRMA;

125 I Prolactin KIT IRMA;

125 I Testosteron KIT;

125 [ Estradiol KIT;

125 1 PSA KIT IRMA;

125 I Thyreoglobulin,

125 I Cortisol;

125 I anti TPO antibody,

125 I Kapyunoembpuonanen anmuzen IRMA;
125 I Alpha-fetoprotein (AFP) KIT;
125 1 phCG KIT;



nopagM 00CTOATEJNCTBOTO, Ye BCHYKH O(EPTH, KOHTO OTrOBAPHT HA MPeNBAPHTEIHO
AAAREHATE OT BLITOWHTATY VOYNBAN. B TRHMIARYT HERAECOPHE PecYNe ENETA TH vpe ma
OCHI'YpH.

IV. Ilpennoxenne 3a cxarouBane na moroBop. B pesynrar Ha u3sBBpmeHOTO KJlacHpaHe,
KOMHCHATA IIPEAara Ha BB3IOKUTENA [ ONPEIENH 38 U3IbIHUTEIH Ha O6MeCTBEHATE HOpBYKa 10
OTAETHUTE 000COOEHH NO3HIIHH KIACHPAHKUTE HA IBPBO MACTO YYACTHHUIH.

C H3BBpLIBAHETO HA TOPHOTO KIACHpAHE, paGoTaTa HA KOMUCHSITA npukroun Ha 01.03.2019

roj.

Hepasnenna wact or nacrosmus oxnax ca [Ipotokon or paborara Ha KOMHCHSTA OT
01.03.2019 r., Bemuo ¢ Hpunoxerue Nol u IIpunoxenne No2, B xouto ca OOEKTHBUpPAHH BCHYKH
JCHCTBUSI HA KOMMCHSITA CBBD3aHH C PasTNIEKIAHETO, OICHKATA W KIIaCHPAHETO Ha IOJIydeHHTe
IIPEJI0KEHHS.

CrcTaB Ha KOMHCHATA: i? T
Ilpencenares: UL 86-/’/ “

n-p Henn Tapurcka — HaganHuk oTaen S IMUAK,

Ynenose: ‘ A, A i LA j” A{’,'Zj’”
Hcxkpa MBanosa — riaren excrept B otaen ,,JINMY :
Jlanmena Brnanosa - riasen €KcIepT, AUpeKys ,, B¢ _g/ﬁ ﬁgy-/p / %_ ALl e

IlTenait EMuHOBA - IJ1aBeH IOPHCKOHCYIT, THPEKIIH:

bunsra Kbinepa - riiaBen excnepr, IHpeKIHs “OH’ K /) j(é? Q} Q. j o Cig ,77
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