ITPOTOKOJI Ne 2

OT 3ace/laHys Ha KOMHCHs, HasHadeHa chbC 3Jamoex Ne PJI-11-46/09.02.2017 r. Ha
BB3JIOXKUTENA, ChC 3a7aya JIa pasriiefa, OLCHM ¥ Kiacupa IofafeHuTe oepTH B Ipoueaypa 3a
Bb3J[araHe Ha OOIIECTBEHA IIOPHYKA C LIPEIMET: ,,/I0CTABKA HA Pa{HOAKTUBHH JIEKAPCTBEHH
NPOAYKTH, paguodapManeBTHUM, PAHMOHYKIHNJIHA IeHePATOPH, KATOBE M PaJUOHYKIHIHH
npexypcopu 3a 2017 r., ormyckanu mno pena ma Hapen6a 34/25.11.2005 r. 3a pena 3a
3aljlaniaHe oT penyOaHKaHCKMs O0/KeT Ha JIedeHHeTo Ha OBArapcKHTe IpaskIaHH 3a
3a001ABAHESA, H3BHH 00XBaTa HA 32Jb/UKHTETHOTO 3IPABHO OCHIypsiBaHe®, BKIOYBama 46
CaMOCTOATEIHO 000co0eHH mo3uMOuM, ortkputa ¢ Pemenme NoPJ[-11-439/29.12.2016 r. ma
BB3JIOKUTENA. :

I Ha 27.02.2017 r. xoMHCHATa M30paTH Ha BCHYKM y4acTHHIM IIpoToxom Nel ¢
KOHCTATAlMUTE OTHOCHO HAJTMYHMETO M PEIOBHOCTTA HA IPEICTABCHUTE NOKYMEHTH C M3HCKBAHUATA
KbM JIMYHOTO CBCTOSHHE U KPHTEPHMTE 3a IIOAOOp IIOCTABEHM OT BB3JIOKHTENA. B CHIIAS IeH
Ilporoxon Nel e nybinuxyean B Pasmen ,IIpodun Ha kymysawa“ Ha oduumamHus caliT Ha
MuHICTEPCTBOTO Ha 3paBeona3BaHeTo Ha CIICIHUAT ajpec:
bttp://www.mh.government.bg/bg/profil-na-kupuvacha/protseduri-po-zop/protseduri-po-reda-na-
zop/dostavka-na-radioaktivni-lekarstveni-produkti2017/

II. Ha npoBezieHuTe 3aKpHTH 3aCeIaHus, TBPBOTO OT KOUTO, CHCTOSUIO ce Ha 08.03.2017
rOl., KOMMCHA, HasHadeHa cbc 3amosey NePJI-11-46/09.02.2017 r. Ha wMuHHCTBpa Ha
3JpaBeoNa3sBaHeTO 3a HPOBEXAaHe HA [PONedypa 3a Bb3jlaraHe Ha OOIIECTBEHA IOPBYUKA C
npeaMer: ,,Jl0cTaABKA HAa PAaIHOAKTHBHH JIEKADCTBEHH NPOXYKTH, pPajguodhapMameBTHIm,
PaIHOHYK/IMIHHM TeHEPATOPH, KUTOBE H PA/IMOHYK/IHIHH Npexypceopu 3a 2017 r., oTnyckaHu
no pena na Hapen6a 34/25.11.2005 r. 3a peaa 3a 3amiamane ot peny0IHKaHCKHSA GI0pKeT HA
JIeYEHHETO Ha OBJrapcKuTe rPaxkIaHu 3a 3a00JIIBAHMS, H3BLH 00XBaTa HA 3aMb/OKHTEIHOTO
3pAaBHO OCHIYpPABaHEe", BKJIWYBalma 46 caMocToATe IHO 000C00€HH NO3MIMH, B CHCTAB:

Ilpencemaren:
n-p Hemu Tapuncka - maganauk otaen ,,JIIIMUK®, nupexius ,, JITT;

Ynenose:

mar. dapm. Crauuciapa Mopaarnosa - rnasex excreptT B otaen , JIIMUK®, nupexmws , JITT*
HpBan by4os - riasen opuckoHCynT B otaen ,,OI1“, qupexmus ,,HPOII3*;

Banenrtuna Pasesa - rnaBen excuepT B oTaer ,,bropxer”, nupexims ,,dCIYC;

Esenuna Bacuixosa - qepxaBeH excnept B oraen ,,OI1“, pupexums ,,HPOII3*,

IPOAB/DKK CBOsiTa pabora mo obliecTBeHATa IOPhYKA C FOPEUUTHPAHMAT MPEIMET, KaTo
IIpPOBEpH CHOTBETCTBHETO Ha ixoxymeﬂmre Ha YYaCTHUUMTE, BKIIOYUTEIHO JOIBIHUTEIHO
NPEACTaBCHUTE TaKWBa, KacaCUld JIMYHOTO CBCTOSHME M KPUTEPHUTE 3a HOAGOpP, IOCTABEHH OT
BB3JIOXKHATEIIS.

KoMucusra, yCTaHOBH CIETHOTO:

1. Vwuactauxst ,AMAKOHCYJIT* EOO/, mo ocoGenn moszuumuu NeNeld, 15, 16,
18, 25, 26, 27, 28, 29, 30, 34, 37, 38, 40, 42, 44, 45 u 46 ¢ UPeACTABWI B OHpE/ICNEHHS OT
KOMHCHATA CPOK (HET pabOTHM [HM, CYMTAHO OT JaTaTa Ha IIOJyYaBaHe Ha IIPOTOKOJA)
AOI'BIHUTEIIHYA JOKYMEHTH U TE3M 3a OTCTPaHJABAHE HAa HECHOTBETCTBHUATA, IOCOYEHH B IIpoTOKOMN
Nol, KOHTO TIOCHEAHUST € AENO3MPAN B JEIOBOACTBOTO HA MUHHCTEPCTBO Ha 3/paBeOIaBaHETO C
BX. Ne26-01-19/01.03.2017 r., 08:35 u.



OT npeacTaBeHHTE OT YYaCTHHKA [JOKYMEHTH, BKJIIOUHTENHO W OT JOIBIHHUTEIHO
IIPEACTABEHUTE € BHJHO, 4€ TOH OTrOBaps HA HOPMATHUBHO H3UCKYEMHTE M IIOCTABEHUTE OT
BB3JIOXKUTE/IS H3MCKBAHUSA 38 IMYHOTO CHCTOSHME, KAKTO U Y€ MOKPHBA MUHHUMATHUTE U3UCKBAHMS
32 KpUTepuuTe 3a MOAOOP 0O OTHOINEHME HA MMHMMAIHWTE M3MCKBAHHS 33 TOJHOCT
(upaBocriocobHOCT) 3a ynpaxHABaHE Ha TIpohECHOHANHA NEAHOCT M TEXHUYECKATE K
podecHoHaTHN CIOCOOHOCTH, IIOCOYEHHU OT BH3JIOKHUTEIIA.

B®B BpB3Ka ¢ KOHCTATHpaHWTE JHIICH H HECHOTBETCTBHS, IIocOoueHH B IIpoToxon Nel oT
27.02.2017 r. or paborara Ha KOMHCHATA, Y4aCTHHKHT , I AMAKOHCYJIT EOOJI ¢
IIpe/ICTaBHII: )

Hos EEJIOII 3a ywacTHEKA ¢ KOPEKTHO [ONBIHEHA HH(POPMAIHSL, OTHOCHO:

1.1 B gacr II: Hudopmauns 3a ukonomudeckus oneparop, 6yxsa A: Hndopmanus
32 MKOHOMMYECKMS ONEPATOP, B NOJETO ChC CIEAHOTO ChAbPKAHME: AKO € MPULONCUMO,
nocoueme Oanu UKOHOMUYECKUSM ONEPAMOp € PpecUcCmpupan 6 OQUYUANHUA CHUCHK Ha
000bpenume UKOHOMUYECKU ONEPamopu unu OnU UMa eKeuUeaieHmeH cepmugukam (Hanp.
CY2NACHO HAYUOHANHA KEANUPUKAYUOHHA CUCMEMA (cucmema 3a Npedeapumentio Knacupanue),
yuacmuuxvem e nocoyun - He ce npunaza; _ v

1.2. B uacr III: OcnoBanns 3a H3K/IIOYBaHe, Oykea B: OcHoBaHus, CBBLp3aHM ¢

HECHCTOATETHOCT, KOH(IMKT HAa HHTEPECH WM NPO(EeCHOHATHO HAPYIIeHHe, YIACTHHKBT €
IOI'BJIHKI MHGOPMANHS, KOSTO € OTHOCHMA KBM HACTOSIIATA IPOLE/Iypa;

3a poxasBaHe HA CHLOTBETCTBHETO ¢ KPUTEPUMTE 32 MOA60P, CBLP3AHM ¢ TeXHHYECKHTE
H npogecHOHATHA Bh3MOKHOCTH € YCTAHOBEHO CJIeIHOTO:

13. B wacr IV: Kpurepuun 3a mogbop, y4acTHUKBLT € OTCTPAHHI KOHCTaTHpaHUTE
HECBOTBETCTBHA, KaTO € IIONBIHUI pasgemu Oyksa A ,TomHoct® u Oykea B , Texuwuecku u
npodecronanun crnocobnocTn”, 6e3 ma mombiBa pasmea o:  O6umo YKa3aHHe 3a BCHYKH
KpHTepuu 32 No/160p, KAKBOTO € M3UCKBAHETO IIOCOYEHO B IIONETO 3a nombasane Ha EEJIOIL.

1.4. B wacr IV, 6yxsa B, 1. 12 or EEJIOII, Y4YacTHKBT € IIOCOYMNI MH(pOpMAanus
OTHOCHO IPUTEXABAHUTE OT MPOU3BOAUTENINTE HA IIPEANAraHUTe MEAULMHCKUTE H3/ICIIHsI, BATHIHH
CepTHGMKATH 3a BHBEJICHA CHCTEMA 33 YyOpAaBIEHHE HA KAYecTBOTO IO craugapr EN ISO
13485:2012, ¢ obxBar cwriiacHo mpeaMmera Ha obocobenuTe MO3MILIMY, H3JAJCHH Ha UMETO Ha
IPOU3BOJUTE/IUTE. YYACTHUKET € IOCOYMI BATMAHOCTTA Ha cepTudukaTa, 06XBaTa My, KakTo 1 yeb
ajpec /6 mpuiodCuMume Cuyuau/, OpraH WM CIyx6a, W3NABAA JOKYMEHTA, KaKBOTO ¢
M3UCKBAHETO IIOCOYEHO B IOJIETO 3a onkaBane B EEJOIT; ‘

C ornex Ha ropeunsioxenoro Komucusra nomycka yaactuukst ,, AMAKOHCYJIT
EOOJ, no ocobenn mo3uumn NeNeld, 15, 16, 18, 25, 26, 27, 28, 29, 30, 34, 37, 38, 40, 42, 44, 45
H 46 X0 pasraexaaHe HAa TEXHHYECKHTE NPEIIOKEHUS 110 OTACTHUTE 060c06enH Mo3MIMH.

2. Yuactaukst ,,EJIEKTPOHKOMEPC* EOO/, no 060coGeHn mosamuu 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, e npencTaBuI B OIIpe/Ie/ICHHUs OT KOMUCHATA CPOK
(met paGOTHHM JHH, CYATAHO OT JaTaTa Ha IIOJIyYaBaHe Ha IPOTOKONA) AONbIHATETHY JIOKYMEHTH U
TE3W 32 OTCTPaHABAHE HA HECHOTBETCTBHATA, MOCOYeHH B IIpoTokon Nel, KoMTO mocHeIHMAT €
ACIO3Mpall B JIeIOBOJACTBOTO Ha MUHHCTEPCTBO Ha 3/ipaBeonaBaHeTo ¢ BX. Ne26-01-20/02.03.2017
roa., 11:06 4.

OTr mnpencraBeHWTe OT YYaCTHHKA [JOKYMEHTH, BKIIOYHTENHO M OT OIBIIHHTENHO
IPENICTABEHNTE € BHJHO, € TOM OTroBaps Ha HOPMATHBHO H3UCKYEMHUTE M IIOCTABEHUTE OT
BB3JIOXKUTEIIS H3NCKBAHMS 32 JIMIHOTO CHCTOSHME, KAKTO M Y€ OKPHBA MHHUMATHUTE M3MCKBAHMS
32 KpMTEpHHTE 3a I0400p [0 OTHONIEHHME HA MHMHUMAIHHMTE W3WCKBAHUS 34 TOJHOCT
(mpaBocmocobHOCT) 3a ynpaxHsBaHe Ha NpodeCHOHATHA [EHHOCT H TEXHHUYCCKATE W
PO ECHOHANHN CIIOCOOHOCTH, IIOCOYEHH OT BB3TI0KHUTEIS.




BEB Bpb3Ka C KOHCTATHPAHHUTE JMICH M HECHOTBETCTBHS, IIOCOYECHH B IIpotokon Nel ot
27.02.2017 r. or paboTara Ha KOMHUCHSATA, yJacTHHKA ,,E.JIEKTPOHKOMEPC“ EOO/JI e
IIpEACTaBHIL:

Ilo 000cobeny mo3uumu Nel, 2,3.4,5.6,7,8.9,10, 11 i 12:

Hop EEJIOII 32 yuacTHuKa ¢ KOPEKTHO NOIBIHEHa HHOOPMALHS, OTHOCHO:

2.1.  Buyacr II: Undopmanus 3a HKOHOMHAYECKUS oneparop, 6yksa A: Hudopmanns
332 HKOHOMMMECKHH ONEPaTop, B IIOJETO ChC CIEAHOTO ChAbPKAHME: AKO € MpULONCUMO,
nocoyeme 0anu UKOHOMUYECKUAM ONEPAMOp € pecucmpupan € OQuUYuanuus chucok Ha
000bpenume UKOHOMUYECKU Onepamopu umu Oaiu uMa exeUBUICHMEN cepmuguram (Hanp.
CYeNACHO HAYUOHANNA KEANUPUKAYUONHA cucmema (cucmema 3a npedeapumento Karacupane),
yuacmuuxvm e nocoyun - He ce npunaza;

2.2. B uacr III: Ocuoranus 3a m3kaouBaHe, Gyksa B: OcHoBaHus, CBBp3aHHU c

HECHCTOATENHOCT, KOH(IMKT HA HHTEPeCH HJIH NPodecHoHAIHO HapyIIeHue, YYACTHUKBT €
TONBIHUIT MH(OPMaNHs, KOATO € OTHOCHMA KBM HACTOSIATA npouenypa;

2.3. B gacr IV: Kpurepuu 3a moa6op, y4acTHUKBT ¢ OTCTPaHMJI KOHCTATHPAHUTE
HECROTBETCTBHA, KaTO € MONBIHMI pasfenu Oyksa A ,T'oxmoct m 6yksa B , Texumuecku u
npoecHoHanHN cnocobHOCTH, Ge3 ja HombiBa pasgen o: OFmO Yyka3aHWe 332 BCHYKH
KpHTEpHH 32 M0A00P, KAKBOTO € M3UCKBAHETO IIOCOYEHO B IIOJIETO 33 IIONEIBAHE HA EEJIOIL

Ilo o6ocobenn no3unun Nel3, 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:

Hog EE/IOII 32 yuacTHuKa C KOPEKTHO TIOMBIHEHA MHBOPMAIKS, OTHOCHO'

24. B wacr 1V, 6yksa B, T. 12 or EEJIOIl, y4acTuKBT € IOCOUMI uH(GOpMaIT
OTHOCHO MPHUTEKABAHUAT OT IPOMU3BONUTENAT HA Ipe/UIATaHATE MEIMIMHCKATE W3JEIMs II0
obocobenn mosmmum NeNeld, 15, 16, 17, 36, 39, 40 u 41, BamuaeH cepTH(UKAT 32 BLBEIEHA
CHCTEMA 32 yNpaBIICHUE HA Ka4ecTBOTO 1O craniapT EN ISO 13485:2003, ¢ o6xear chriacuo
UpeaMeTa Ha 000COOEHHTE [O3MIMH, H3JaJeH HAa HMETO HA HPOU3BONMTENS. YUYACTHHKLT €
IIOCOYHJI BAJIMJHOCTTA Ha ceprmanaTa obxBaTa My, KakTo u yeb anpec /8 npunoscumume cnyuau/,
opra mix ciyxba, W3jaBama JOKYMEHTa, KAKBOTO € H3HCKBAHETO IIOCOYEHO B I[IOJETO 3a
nonsneane B EEJIOIL; no o6ocobenu nosumun NeNe22, 25, 27, 28, 29, 30, 31,32,33,37,42,43, 44
u 45, BanujeH cepTuduKar 3a CHCTEMa 3a yIpaBlieHHe Ha KadectBoTo ISO 9001:2008 - ISO
13485:2003 NF EN ISO 13485:2012, ¢ 06XBaT ¢hIiIacHO npenmera Ha o6ocobenure mosumy,
M3JaNcH Ha MMCTO Ha NPOU3BOAUTENN. YYACTHUKBT € NOCOYMI BalMJHOCTTa Ha cepTH(dHUKATa,
obxBata My, KakTo W yeG ampec /¢ mpunosicumume cryuaw/, opraH mwiM cioyx0a, M3gaBama
AOKYMEHTa, KakKBOTO € U3MCKBAHETO II0COYEHO B NOJIETO 3a nombisane B EEJIOIL; o o6ocobenu
mosuiu NeNel8, 19, 20, 21, 23, 24, 26 u 38, Banmumen cepTudUKaT 3a BHBEIEHA CHCTEMA 3a
YNpaBJIeHNe Ha Ka4eCTBOTO 0 cranzapt [SO 13485:2003, EN ISO 13485:2012, ¢ 06XBaT ChIIIacHo
npeavera Ha 000COGEHMTE MO3MIMH, M3IALCH HAa MMETO Ha IPOU3BOAMTENL. YYaCTHHKET
I0COYHII BATMAHOCTTA Ha CepTH(UKATA, 00XBaTa My, KaKTO ¥ Yeb anpec /& npunoscumume cyyau/,
OpraH WM CIoyx0a, W3HaBama JOKYMEHTa, KaKBOTO € M3MCKBAHETO IIOCOYEHO B IIOJETO 3a
nonsisane B EEJIOIL; mo o6oco6ena mosumms Nel3, sammmen cepruduxar ISO 13485:2012, ¢
00XBar ChHINIACHO IpeaMeTa Ha o6ocobeHaTa ITO3MIHMS, U3MaNeH Ha MMETO Ha IPOU3BOIUTEJIS.
Y4YacTHUKET € NOCOYMJI BAIHAHOCTTA Ha cepTHdUKATa, 06XBaTa My, KakTo u ye® ajapec /g
npunodicuMume ciyyau/, opran MiM ciyx0a, W3JaBama JOKYMEHTA, KAKBOTO € M3WCKBAHETO
IIOCOYEHO B MOJIETO 3a nonsisane B EEJOIT.

B monxpena Ha ropHOTO, Y4aCTHUKET € NPHIIOKHI KOS HA OPUTHHAIHHTE JOKYMEHTH |
NPEBOJY Ha CHLIMTE HA OBITapCKy €3MK.




C orJieqx Ha rOpen3IoKeHoTO Komucusra AoIycKa YYACTHHKBT
»EJJEKTPOHKOMEPC“ EOO/, no oco6enn mosumun 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 1 45 1o pasriexaaHe Ha TEXHHYECKATE NMPeAJ0KEHHS 110 OTAETHATE 060C0GeHH
MO3HIHH.

3.  VYuacrmukst ,,HOBUME]J ®APMA“ EOOJ o obocobenn mosunum Nel u 2, e
IPEACTaBUI B ONPEACHECHHS OT KOMMCHATA CPOK (IeT pabOTHH AHM, CYATAHO OT OaraTa Ha
NOJIy4aBaHE Ha IIPOTOKONA) MOUBIHMTENHM JIOKYMEHTH ¥ TE€3d 3a OTCTPAaHSABaHE Ha
HECBOTBETCTBHUATA, IIOCOYEHH B [IpoTokon Nel, KOMTO IOCIETHUAT € JIENO3Upal B JeJIOBOACTBOTO
Ha MHHHCTEpPCTBO Ha 3/]paBeonaBaHeTo ¢ BX. No26-01-28/28.02.2017 r., 09:45 4.

OT mnpencraBeHMTE OT YYaCTHHKA JOKYMEHTH, BKIIOYUTEIHO M OT JIOIBIHHTEIHO
IIPE/ICTABEHMTE € BUIHO, Y€ TOH OTroBaps Ha HOPMATHBHO H3MCKYEMHTE M IIOCTABEHHUTE OT
BB3JIOKUTENS H3UCKBAHUA 32 JINYHOTO ChCTOSHME, KAKTO M Y€ IIOKPUBA MUHUMAITHUTE M3HCKBAHMS
32 KpuTepuuTe 3a mnoA0Op IO OTHOIICHME HA MMHHAMAJHHUTE M3UCKBAHHS 32 TOMHOCT
(ipaBocriocobHOCT) 3a ynpaxHsBaHe Ha IpodecHoHANTHA HeMHOCT ¥ TEXHWYECKUTE U
IpoeCHOHATHY CITOCOOHOCTH, MOCOYEHM OT BH3IOXKHTEIS,

BB Bph3ka ¢ KOHCTATHPAHWTE JIMICH M HECHOTBETCTBHSA, MOCOYeHH B IIpotoxon Nel ot
27.02.2017 r. or paborara Ha KomHcHATA, y4acTHHKHT ,,HOBHMEJ[ ®APMAS EOO/J ¢
IIpeACTABMIL:

Hos EEJIOII 3a y4acTHHKA C KOPEKTHO OI'BIHEHA HHPOPMAIIHS, OTHOCHO:

3.1 B qacr II: Madopmanus 3a MKOHOMHIECKHS OnepaTop, Gyksa A: Hudpopmanusn
32 MKOHOMHYECKHH OIEPaToOP, B NOJETO ChC CIEAHOTO ChIBPKAHME: AKO € MPULONCUMO,
nocoveme Oanu UKOHOMUYECKUAM ONEPAmOp € Ppecucmpupan 6 OQUYUATHUS CRUCHK Ha
00obpenume UKOHOMUYECKU ONEpamopu unu Oanu UMA eKeueaneHmeH cepmuguxam (nanp.
CB2NACHO HAYUOHAINA KEWIUPUKAYUOHHA CUCmeMa (CUcmema 3a npedeapumenHo Kiacupaue),
yuacmuukvm e nocouun - He ce npunaza,; .

3.2. B uyacr III: OcHoBannsa 3a m3ka0uBane, Oyksa B: OcHoBanus, CBbP3aHH ¢
HECHLCTOATEIHOCT, KOHPIUKT HA MHTEPECH WM NPoeCHOHAIHO HADYIIEeHHe, YJACTHHKET €
NOI'BIHII MHGOpPMAIWMS, KOSTO € OTHOCHMA KBM HACTOAINATA IIPOLEypa;

3a Joka3BaHe Ha CHOTBETCTBUETO ¢ KPHTEPHMUTE 33 MOAG0P, CBHP3AHM € TEXHHIECKHUTE
H 1pogecHOHATHNA Bb3MOXKHOCTH € YCTAHOBEHO CJIEJHOTO:

3.3. B wacr IV: Kpurepun 3a noa6op, Y4aCTHHKBT € OTCTPAHMI KOHCTaTHpaHUTe
HECHOTBETCTBUS, KAaTO € MONBJHWI pasfelnm Oyksa A ,logmHoct u 6ykBa B , Texuwuecku u
npodecnonanau crocobHocTH, Ge3 na HomeIBa pasged o O6umio vkazamme 33 BCHYKH

KpHUTepHH 32 M0A00P. KakBOTO € M3UCKBAHETO IIOCOYEHO B IIOJIETO 3a mombasane Ha EEJIOIL.
34. B 4vacr IV: Jlpyrm ocHoBaHMS 3a M3KJIIOYBaHe, KOMTO MOXe A ObLIaT

NpeABH/ICHH B HAIIHOHATHOTO 3AKOHOJATEJCTBO HA BH3JIArAINUSA OPIaH WIH BB3JIOKUTEIS HA
AbpKaBa YIEHKA, YYACTHUKBT € IOIBIHWI MHPOPMAIIUATA, OTHOCHO IIOCOYEeHUTEe 06CTOSTEICTRA
1o wI. 3, an. 8, Karo e cho6pasu HoBaTa peakiis Ha 3aKOHA 33 MKOHOMITIECKHTE 1 bunancosure
OTHOIUCHHUS C JPYXKECTBATA, PETHCTPUPAHU B IOPUCIMKIMMA C IpedepeHIraneH JaHbIeH PexuM,
KOHTPOJIMPAHUTE OT TSX JIALA K TeXHUTE [eficTBuTen M cobcTBenuny (u3m. JIB, Gp. 48 or 2016 1.,
B cma ot 01.07.2016 1.). '

C oruex Ha ropeusyioxeHoTo KoMHCHATA I0MycKa YYacTHHKBT »HOBHUME]]
D®APMA“ EOOH, mo ocofenu mosmuum Nel m 2 10 pasriexaaHe HA TeXHHYECKHTE
NPeIJI0AKEHH 110 OTIAeTHUTE 060C00eHH IMO3HIMM. '



4, YuactankeT ,,JJAHC ®APMA“ EOQOO/I, no 060cobenyn mo3nuum 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 m 46 e mpejCcTaBMI B ONpENENEHNs OT KOMHCHATA CPOK (IeT paboTHM [IHY, CYHTAHO OT
Aarara Ha NOJly4aBaHe Ha IPOTOKOJA) MONBJIHATENHH NOKYMEHTH M Te3W 3a OTCTpaHsABAaHE Ha
HECBOTBETCTBUATA, II0COYEHH B IIpoTokos Nel, KOHMTO IIOCIEIHUST € AeNO3Upal B HAEIOBOACTBOTO
Ha MMHHCTEPCTBO Ha 3/paBeonaBaHeTo ¢ BX. Ne26-01-29/01.03.2017 r., 16:02 4.

Ot ﬁpe,ucraBeHHTe OT Y4YacTHHKa [OKYMEHTH, BKIIOUHTEIHO M OT JONBIHUTEIHO
[PEJCTABEHUTE € BHAHO, Y€ TOH OTrOBaps HAa HOPMATHBHO WM3HCKYEMHTE M IIOCTABEHHTE OT
BB3JIOXKHTENS U3MCKBAHUSA 32 JINIHOTO CHCTOSHHE, KAKTO U Y€ IMOKPHBA MUHUMATHHTE M3UCKBAHUS
32 KPHUTEPHHTE 3a IIOA0Op M0 OTHOIIEHHME HA MHHMMAIHMTE M3UCKBAHHS 34 TOZHOCT
(npaBocOCOGHOCT) 3a ynpaxHsBaHE Ha NpodECHOHAIHA [NEHHOCT M TeXHHYECKATE u
IpoECHOHAIHH CIIOCOOHOCTH, MOCOYEHH OT BB3JIOKHUTEIIS.

BbB BpB3Ka ¢ KOHCTATHPAHHUTE JUIICH M HECHOTBETCTBHS, IIOCOYEHH B IIpotokon Nel ot
27.02.2017 r. ot paGoTara Ha KOMHCHSATA, yIaCTHUKET ,, JAHC ®APMA% EOOJ e npencrasm:

Onuc Ha NpeACTAaBEHHTE JOKYMEHTH, CHIVIACHO M3MCKBAHHUATA HA JOKyMEHTalUATa Ha
oblecTBeHaTa 0PBYKa, MOIKCAH OT JIMIE IIPHTEXABAIIO IPABO JIa IIPEACTABIIABA y4acTHUKA,

Hoe EEJIOIl 3a ydacrauka ,JJAHC ®APMA“ EOOJ c KOPEKTHO IIOI'bIHEHA
rHbOpMaIUs, OTHOCHO:

4.1. B uacr II: Unpopmanus 3a NKOHOMUYECKHs omepaTop, Gyxsa I': Hndopmanus
32 MOAM3NIL/JIHMTEIH, YHHTO KANANMTET MKOHOMHYECKHAT ONEPATOP HEMA [a H3IO0J3BAa,
YYaCTHHKBT € OTCTPaHHJ KOHCTATHPAHHMTE HECHOTBETCTBMS, KATO HE '€ MONBIHMI [TOCOYCHUST
paszen/Jacr;

4.2. B gacr III: OcHoBannsa 32 W3K/IH04BaHe, OykBa B: OcHoBanus, cBbp3aHU ¢
HECHCTOATETHOCT, KOH(PIMKT HA HHTEPECH WIH NMPOEcHoHAIHO HADYIMIEHHe, YIYACTHUKET €
IOI'BJIHAI MHGOPMANKs, KOATO € OTHOCHMA KbM HAaCTOSIIATA HPOLENypa;

3a moxa3BaHe Ha CHOTBETCTBMETO ¢ KPHTEPHHTE 32 TOAGOD, CBHP3AHM ¢ TEXHUIECKUTE
4 NPO(eCHOHAIHA Bb3MOKHOCTH € YCTAHOBEHO CJIEIHOTO:

4.3. B wacr IV: Kpurepun 3a noabop, y9acTHHKBT € OTCTPaHMJI KOHCTATHPAHHTE
HECBOTBCTCTBHSA, KaTo € IONBJHMI pasjienn OykBa A ,TogHoct™ u GykBa B ,,Texumuecku u

npodecronanuu crnocoGHocTH, 6e3 Jga mombiBa pasmea o O6mo ykazauue 3a _BCHYKH
KpHTEPHH 32 N0/160p, KAKBOTO € M3UCKBAHETO IIOCOYEHO B I0OJIETO 32 IonsiBane Ha EEJIOIL

44. B wacr IV: Kputepun 3a mopbop, Gyxsa B, 1. 12, yuacTuksT € mocoums
MH(OpMANKI OTHOCHO NPUTEXKABAHHTE OT NPOM3BOLMTENNTE HA IIPEUIATAHUTE ME/HIIHHCKITE
u3zenus o obocobenu nosunuu 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, BauAHU cepTU(dHUKATH 33 BbBEIeHA
CHCTEMa 34 YIpaBJICHHUE HA Ka4ecTBOTO 10 cTapgapr EN ISO 13485:20xx waM eKBUBaJeHTHA
CHCTEMa 3a YIPABIEHUE Ha KAYECTBOTO, ¢ OOXBAT CHLINIACHO HpeaMeTa Ha 060CO6eHHTe TO3UIMH,
u3aleHy Ha MMETO Ha Ipom3Bogurenute (3 Op. -CepTH(IJHKaTI»I). VYYacTHUKET € IOCOYMII
0060cO0eHUTE MO3UIMY 332 KOHTO C€ OTHACS BCEKH €JUH OT TSAX, BAIMIHOCTTA HA cepTudUKaTHTE,

KaKTo u yeb ajipec /6 npunoscumume cryyau/, Opran uiv ciryx6a, u3asama ,IIOKYMGHTa KaKBOTO €
H3ACKBAHETO IIOCOYEHO B II0JIETO 3a nolreisane B EEJJOII.

B noznkpena Ha OPHOTO, YYaCTHHKBT € IIPHIOKEI KOIMS HA OPHTHHAIHHATE TOKYMEHTH
(cepTu(uKaTH) M IPEBOIM Ha CHIIUTE HA GHITApCKU €3HK.

Hos EEJIOII 3a nogusnsimuutens ,TUTA - KOHCYJIT* OO/, ¢ KOPEKTHO NOIIbJIHEHA
HH(QOpMaIKs, OTHOCHO:

4.5. B uacr II: Hupopmanus 3a HKOHOMUYECKHS 0TIepaTOp, GyKBa A: Huadopmanusn
32 MKOHOMMYECKHS ONEPATOP, IOAU3IBIHUTEIAT € OTCTPAHMII KOHCTATUPAHKUTE HECHOTBETCTBHS,
KaTo He € [ON'BJIHMII IOCOUCHHUSAT Pa3eil/JacT;




4.6. B uacr III: OcHoBaHus 32 M3K/I0YBaHe, GykBa B: OcHoBaHus, cBbp3aHH C
HECHCTOATENHOCT, KOH(PIMKT HAa MHTEpeCH MIM npoecHOHATHO HApYLIeHWMe,
HOMU3ILIHUTEIAT € IOIBIHAT MHGOPMALH, KOATO € OTHOCHMA KbM HACTOSIIATA IIPOLEypa;

3a goxa3BaHe HA CHOTBETCTBMETO ¢ KPHTEPUHTE 32 000D, CBLP3AHM ¢ TeXHHYECKUTE
H NIPo¢eCHOHATHHN BL3MOKHOCTH € YCTAHOBEHO CJIeTHOTO:

47. B wacr IV: Kpurepum 3a nogfop, NOAM3OLJHUTEIAT ¢ OTCTpaHHUI
KOHCTATUPAHHUTE HECHOTBETCTBUS, KATO € MOIBIHWI IPWIOXKHMHUTE pasfend, 0e3 Ja mombJBa
paszen o O6mo ykasanue 33 BCHYKH KPHTEPHH 33 I0A60D, KAKBOTO € H3UCKBAHETO TIOCOYECHO B
noJieTo 3a nomsiasane Ha EEJ]OIN.

C oriex Ha ropemsnoxenoro Komucnsara momycka yuactauxst ,JJAHC ®APMA
EOOJ, o ocobenn nozmmum 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 10 pa3rIeKIAHE HA TEXHUIECKUTE
NpeVIOKeHH 110 OTAeJIHUTE 000c00eHH MO3HIIHU.

III.  Komucusra npomb/ku cBOATa paboTa B PEAOBHUS CH CHCTAB (B 3aKPUTH 3aCCHAHUS
creTosn ce B mepuona 08-09.03.2017 r.) ¢ pasrmexzgane Ha TexHHYECKMTE IpPEIOKEHHS MO
ortaenHuTe o0ocobeHu no3Mum  Ha ydyacTHuuure. KOMHECHATA H3BBPIIM IIpoBEepKa Ha
IpEUIOXEHUATA 33 M3NBIHEHHE HA YYACTHHUATE U CHOTBETCTBHETO WM C MPEJBAPHUTEIIHO
OOSBEHUTE YCIOBHS HA BBH3JIOXKHUTEN, ChABLPXKAIIK CE B YIBhpACHATA JOKYMEHTAIMsA 33 yIacTHE U
IPUIOXKEHHsT KbM Hes obpasen Ha Texmmuecko npejyioxkenue (IIpemioxenne 3a U3mbIHEHNE Ha
[IOpBYKaTa).

PasriexjaneTo Ha TEXHMYECKHTE IPEIIOXCHUS CE CBCTOS II0 pelia Ha [OCTLIBAHE HA
IPEUIOKCHAATA B AEJIOBOACTBOTO Ha MUHHCTEPCTBOTO Ha 3/IpaBeOIa3BaHETo.

Kommucusra, ycTaHoBH CIEAHOTO:

1. Yuactauxst ,'TAMAKOHCYJIT* EOOJ, no ocobenn mo3mmun NoNeld, 15, 16,
18, 25, 26, 27, 28, 29, 30, 34, 37, 38, 40, 42, 44, 45 n 46

IIpenokenue Ha y9acTHUKA:

MeaHIMHCKH H31e/IHA

ITuaHO0 OnHcaHne Ha
KoanuectBo
Mspka 10 NpeAIoKeHHeTO HA
YYACTHHKA

HaunmeHOoBaHWE, eIMHHYIHA
AKTHBHOCT

Paanodapmaunertunn 3a

Vv e
JAHATHOCTHEKA 1IN vitro

IIpoussopuren Izotop
Yurapus
KOJ HA H3/IEJIHETO:
125 I fT3 KIT 06DV3030889388;

14 300 kBg/3a egHa onakoBka of. x 1 6p. 25 W] 26702;
Thpr. kox: RK-33CT

Csobonen Tpuito THPOHUH
100 Tecta B 1 onakoBka

[Mpoussoguren Izotop
Yurapus
KOJI Ha H3JIENHETO:
1251 fT4 KIT 06DV3136345464;
260 kBg/3a eana onakoska ol s = H]126709;
Thpr. koa: RK-34CT1
CroBoJeH THPOKCHH
100 Tecra B 1 onakoBka

15




IMTpouseoauten Izotop

125 I TSH ( 96-100 npo6u) KIT IRMA

e 980 kBg/3a enna onakoBka

or. x 1 6p.

108

Vurapus
KOJI Ha M3[IJIETO!
06DV3329009073;
W 26710;

Thpr. ko: RK-1CT1
Tupouacramynupar
XOPMOH

100 TecTa B 1 onakoska
Ipowmsronuten Izotop

125
= 980

I Insulin KIT IRMA
kBg/3a eliHa onakoBKa

on. x 1 6p.

28

VHrapus
KOJI Ha H3JeJIHETO:
06DV3033857092;
M1 26718;

Thpr. koa: RK-400CT
Hucynuu

100 Tecra B 1 onakoBka
[Mpouzsoauren Izotop

25 1251 CA-15-3 KIT IRMA
980 kBg/3a eHa OnaKoBka

om. x 1 6p.

161

YHrapus
KO/l Ha H3JENUeTO:
06DV3027954634,;

H]1 26729;
TBpr. koa: RK-153CT
Tymopen mapkep CA -15-3
100 recta B | onakopka
IMpouzsonuren Izotop

2% 125 1 CA-125 KIT IRMA
980 kBqg/3a eqHa onakoBka

om. x 1 6p.

81

Yurapus
KO/l Ha M3JETHETO:
06DV3028399654;
W 26725;
Tepr. koa: RK-125CT
Tymopen mapkep
CA-125
100 recta B 1 omakoBka
[TpomzBogmten Izotop

1

251 CA-19-9 KIT IRMA

&7 980 kBq/3a eqHa onakoBka

om. x 1 6p.

145

YHrapus
KOO Ha U3IEJIHUETO:
06DV3028052550;

U 26727,
Thpr. koa: RK-199CT
Tymopen mapxep CA-19-9
100 Tecra B | omakoBka
[Ipoussoauten Izotop

28

125 TPSA KIT IRMA
980 kBq/3a eqHa onakoska

om x 1 6p.

110

YHrapus
KOJI Ha U3Je/IHETO:
06B7V4033666404;
WJ126703;
Tepr. kox: RK-10CT
ITpocTar cnenudgnuen
AHTHTEH
100 Tecta B 1 onakoska
IMpouzeoauten Beckman

29

125 I Plasma renin activity
260 kBq/3a eqHa onakoeka

omn. x 1 6p.

10

Coulter Immunotech,
Yeruka penybnuka
KOJl Ha W3JENHETO:
06DV3898747545;

W1 27245;
THpr. koa: IM-3518
ITnazmeHa peHKHHOBA

aKTHBHOCT

100 tecra B 1 onakoBka

e




30

125 I Calcitonin KIT IRMA
740 kBg/3a eqHa onakoBKa

OIl.

x 16p.

ITpouseonuren Izotop
VHrapus
KOJI Ha U3JIeJTHETO:
06DV3327473592;
W 26717,
Tepr. koa: RK-83CT
Kanupronun
100 recra B 1 omakorka

34

125 I beta 2 microglobulin
148 kBq/3a enna onakoska

OI1.

x 16p.

100

IMpouzBoanTen Beckman
Coulter Immunotech, Yemxa
penydnuka
KOJ Ha H3IeNHeTO:
06DV3029618475;

H]T 27038;

Thpr. koa: IM-1113
bera-2 MuKpornobyITHH,
100 recra B 1 onakoska

37

125 1 Cortisol
260 kBg/3a eana onakoska

OIl.

x 1 6p.

26

ITpomzBomuten Izotop
VHrapus
KOJI Ha H3IETIHETO:
06DV3139483827;
W] 26705;
TBpPr. ko1 RK-240CT
Koptuzon
100 tecta B 1 onakoBka

38

125 I DHEAS
275 kBg/3a eqHa onmakoBka

OIl.

x 1 Op.

[Mpouzroguren Izotop
VHrapus
KOJl Ha W3JIEJTHETO:
06DV3989479426;
NI 26715,

Thpr. kon: RK-620CT
Hexunpoeneanapocrepon
cyndar
100 Tecta B 1 omakoBka

40

125 T anti TPO antibody
260 kBq/3a eqHa ornakoBka

OIl.

x 16p.

-

Ipomseomuren Izotop
YHrapus
KOO Ha U3JCJIHETO:
06DV3031717255;
NI 26716;

THpr. kKo1: RK-36CT
ABTOaHTHTENA Ha
Tupounnepoxcuaaza
100 Tecta B 1 omakoBka

42

125 I KapuunoembpuoHaneH aHTHIeH
IRMA
740 kBqg/3a enHa onakoBka

OIl.

x 1 6p.

88

[Tpomspoauten Izotop
YHrapus
KOJI Ha M3[IENHETO:
06DV3028860760;
HI26714;

Thpr. koa: RK-38CT
KapuunoemGpuonanen
aHTHUIEH
100 Tecra B 1 onakoska

44

125 I Alpha-fetoprotein (AFP) KIT
740 kBq/3a enHa onakoska

_om

.x10p.

22

IMpouzsozuten Izotop
VHrapus
KOJL HA H3JETHETO:
06DV3029534413;
W1 26722;

Thpr. kox: RK-800CT
O —eronporeu,

100 Tecta B 1 omakoska




[Ipomssoauren Izotop
# YHrapus
KOJI Ha H3[eJIHETO:
06DV3033394558;
W1 26723,
Thpr. koa: RK-760CT
XO0pHOroHagOTpPOIHH,
100 tecra B 1 omakoBka

125 1 BhCG KIT

92 740 kBq/3a eqHa onakoBka

om. x 1 6p. 12

[Tpouseoguten Izotop
YHrapus
KOJI Ha U3/ICIIHETO;
125 I Ferritin KIT 06DV3991462006

48 740 kBqg/3a enHa onakoska o X1 Op: 10 U1 26721
Tpr. kKoi: RK-900CT

DepUTHH,
100 tecta B 1 onakoska

Ha ocuopanue wi. 56, an. 2 ot IIII30I1, xoMucHsaTa IpOBEPH TEXHUYECKUTE TPEIIOKEHH
Ha Yy4aCTHHMKA M KOHCTaTHpa, Ye HANPABEHUTE TEXHHYECKH IPENIOXEHHS HAIBIHO CHOTBETCTBAT
Ha IIpe/IBAPUTEIHO OOABEHUTE YCIOBHS Ha BB3JIOKHUTEIIA.

Komucunsara nonycka ydactauka ,,’ AMAKOHCYJIT* EOOJ xo oTBapsiHE Ha IIEHOBHUTE
npennoxenus no obocobenu nmozunuu NeNeld, 15, 16, 18, 25, 26, 27, 28, 29, 30, 34, 37, 38, 40, 42,
44, 45 u 46. :

2. YyactuukeT ,, EJJIEKTPOHKOMEPC* EOO/L, no o6ocoGenn mosuumumn 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;

IIpenmoxxeHUE Ha YIACTHHKA!

JlekapcTBeHH NPOAYKTH

K Innano onncanue
0JINYECTBO
Ne HanMeHoBaHue, IHHHYHA AKTHBHOCT Mspka O HA MPeJI0KEHHETO
Ha ygacTHHKA*®
1 Texnennesu reHeparopu
Mo sodium molybdate; Technetium (99mTc)
1 pertechnetate 7,5 GBq oi1: %.1.9p. 132
Mo sodium molybdate; Technetium (99mTc)
2 pertechnetate 12,5 GBq o 100, 207
1 Texnenunesn KuTOBE
3 Technetium (99m Tc) macrosalb 2 mg/vial omn. x 5 6p. 91
4 Technetium (99m Tc) nanocolloid 0,5 mg/vial | on. x 5 6p. 37
5 Technetium (99mT'c) exametazine 0,5 mg oI X 5 6p. 20
6 Technetium (99mTc) tetrofosmin 230 mcg on. x 5 6p. 124
T PajnodapmaneBTHIH 32 AHATHOCTHKA in
vivo
7 Sodium lodide (131 I) nepopanua hopma 74 o % 1 &, 1334
MBq
8 [odine Ioflupane (123 ) 74 MBg/ml-5 ml on.x 1 6p. 193
9 Iobenguane (131 I) 37 MBg/ml om. x 1 6p. 45
1V | PagnodapmaneBTHIH 32 Tepanus
10 zcgiéum Iodide (131 I) nepopanna dopma 1,85 i, & T 50
1 Sodium Iodide (131 I) nepopanua dopma 3,7 on..x 18, 295
GBq
12 Strontium (89 Sr) chloride 150 MBg-4 ml on. x 1 6p. 183




MeaqnuHBECKH H31eHs

IIbaHO ONHCaHHEe

No HanvenoBanue, eIJHHHYHA AKTHBHOCT Mspka Kom;(q(e)zcmo Ha NpeJJI0MKeHHeTO
HA yyacTHHKa*

IV | PaanodapmauneBTnun 3a repanns
13 192 Ir 3a Muxpocenekrpon 150 em/10 Ci om. x 1 6p. 8
v P.a;moc])apmaueamuu 32 AMArHoCTHKA in

vitro
14 125 I{13 KIT om x 1 6p. 25
15 12511T4 KIT om. x 1 6p. 69
16 125 I TSH ( 96-100 npo6u) KIT IRMA om. x 1 6p. 108
17 125 I TSH (384-400 npodu) KIT IRMA om. x 1 6p. 8
18 125 I Insulin KIT IRMA om. x 1 6p. 28
19 125 I FSH KIT IRMA om. x 1 6p. 17
20 125 ILHKIT IRMA om. x 1 Op. 17
21 125 I Prolactin KIT IRMA om. x 1 6p. 19
22 125 I Testosteron KIT om. x 1 6p. L
23 125 I Progesteron KIT om. x 1 6p. 9
24 125 I Estradiol KIT om. x 1 6p. 14
25 1251 CA-15-3 KIT IRMA om. x 1 6p. 161
26 | 125I1CA-125KIT IRMA om. x 1 6p. 81
27 125 I CA-19-9 KIT IRMA om. x 1 6p. 145
28 125 IPSA KIT IRMA om. x 1 6p. 110
29 125 I Plasma renin activity om. x 1 6p. 10
30 125 I Calcitonin KIT IRMA om. x 1 6p. %
31 125 T Aldosteron om. x 1 6p. 12
32 125 1 ACTH IRMA om. x 1 6p. 9
33 125 I Paratchormon intact IRMA on. x 1 6p. 13
36 125 I Thyreoglobulin om. x 1 6p. 29
37 125 I Cortisol om. x 1 Op. 26
38 125 IDHEAS om. x 1 6p. 6
39 125 I anti TG antibody om. x 1 6p. 33
40 125 I anti TPO antibody om x 1 6p. 32
41 125 I TRAK omn. x 1 6p. 12
42 125 I KapuuHoemOproHaneH antired IRMA | om. x 1 6p7. 88
43 125 THGH KIT IRMA on.x 1 op. 10
44 125 I Alpha-fetoprotein (AFP) KIT om. x 1 6p. 22
45 125 I BhCG KIT om. x 1 6p. 12




Ha ocnosanue wi. 56, an. 2 ot I1II30I1, kOMHCHSATa IPOBEPU TEXHUYECKHUTE IIPEIOXKECHHUS
Ha Y4acTHMKa M KOHCTATHpa, Ye HAIPABEHUTE TEXHHMYECKH IIPEUIOKEHHS HE OTrOBapaAT Ha
IIPEJBAPUTEIHO OOSIBEHUTE YCIOBHA HA BH3TIOXKHTEIIS.

ChIIIacHO M3UCKBAHMATA HA NOKYMEHTAIUATA, YYACTHHIUTE CIICABA Aa IPEJICTABAT odepTa,
KOATO J1a ChABPIKA (8 NPUNONCUMUME CYYATL):

TexHHYecKO NpeToKeHHE:

- Npeonojcerue 3a UsNbIHEHUE HA NOPBLYKAMA NO 0Bpasey om JOKyMenmayuama na obujecmeenama
ROPBYUKA, KbM KOEMO Ce NPULQSam: '

- HpeonoNCeHue 3a UZNBIHEHUE HA NOPLYKAMA 6 CHLOMBENICMBUES ¢ MeXHUYeCKUme chneyuduxayuy u
USUCKEAHUAIMA HA 6b3N0HCUMEN,

- Oexnapayus om YUACMHUKA 3G 6CAKA RO3UYUS, 3d KOO MO YUacmea, ¢ NPUNONCeHO U36eyenue

om Cnucvka no yn. I, m. 1, byxea ,,6 om Hapedbama 3q ycrnosusma u peda 3a cbCmasane Ha
chucoi Ha meduyunckume uzdenus no yi. 30a om 3MH u 3a onpedensine na cmoiiHocmma, 0o Koamo
me_ce sanaawam /Hapedbama/, om koemo uzsieenue 0d e 8UOHA NPOOANCHAMA HEHA HO CMUCHAA
Ha § I, m. 29a om 3MH, eve épvska ¢ § 1, m. 4 om donvanumennume paznopedtu na Hapedbama, :

- oduyuanen Ookymenm, uzoaden om Hanvinumennama Azenyus no aexapemeama (3aéepeno xonue);

- Oeknapayus. Om YYACWIHUKG, € KOAMO C€ NOCOY6d KOHKpemHusm obuwecmeen Qoo Ha
CBOMGEMHAMA ObPAHCABA,

- Hexnapayusn 3a cvomeemcmeue no un. 14, ar. 2 om 3MH cvemasena om npouzeodumens unu
He206UA YNbJHOMOUJEH NPEOCIHAGUMEN 30 CLOMBEINCINBUEINO CbC CHIYECMBeHUME USUCKBAHUS HA
Hupexmusa 93/42/EC 3a nozuyus Ne 13 (3aeepeno xonue), npudpyscena ¢ npesod Ha Gwaspaciiu
esux u Jexnapayus 3a cvomsememeue no un. 14, an. 2 om 3MH cocmagena om npouzgodumens uiu
He208UA YNbIAHOMOWEH npedcmasumen 3a cvomsememsueno cvc Jupexmusa 98/79/EC 3a nosuyuu
NoNe 14 — 46 (3asepeno xonue) npudpysicena ¢ npesod na bvazpacku e3ux;

- EC cepmugpuxam 3a cvomsemcmeue om Homuuyupan opzan 3a obocobenu nosuyuu Ne 13 u No 28
(3asepeno xonue), nPUOpysHceHa ¢ npesod Ha 6va2paAcKy e3ux.

B ,lIpepnoxenusaTa 3a HM3UBIHEHHE Ha IOpbuYkara’ B KoJoHA ,IIBIHO omMcanve Ha

IPeUIOXKEHUETO Ha y4acTHMKa“ Ha ‘mpemnarapure ot ,,EJIEKTPOHKOMEPC” EOO]
JICKapCTBEHHM IPOAYKTH W MEIUIMHCKM H3JCIMS HE C€ ChAbPXKaA HMHGOpPMAUMs, H3UCKAHA o
IIOCOYEHA OT BE3JOXKUTEIS B TEXHMYECKATa ClICIA(QUKAIMS ¥ B M3UCKBAHUATA HA JIOKyMEHTAIUATA,
KaTO THPTrOBCKO HANMEHOBAHKE HA NPEJIaraHUTe JEKAPCTBEHH IPOAYKTH ¥ MEIUIIMHCKH M3CTIH,
[IPOM3BOJUTEIN, KaTalOXEeH HoMep u Jp. Bmecro Toa B komoma ,IIBIHO onucanme Ha
IPEUIOKEHHETO Ha ydYacTHHKA™ Ha npejnaranure or ,L,EJEKTPOHKOMEPC” EOO]
JICKApCTBEHW MPOJYKTH M MEIHUUMHCKM W3JEIHs, YYACTHMKBT € IIOCOYHII CIEOHMAT TEKCT*:
., Konkpemnume ceomuunu 2aa8xu ce usnvinsgam 0o neuebnume 3a6edenus - Kpaiinu noaywamenu
MO CRUCHKA HA 6b3N0JICUMENS 6b3 OCHO6A HA 3aA6Kama - pasnpedeneHue Ha Buvanojcumens u
nUCMeHU 3aA6KU 00 KpauHume nOyYameny 6 3ae6ucumocm om nompebrocmume um. JTuncama na
Konkpemnu 3aa6éxu om Buvznooicumens unu kpaiinume nonyuyamenu, oceéoboxcoasam Hanwinumens
om 0mz2060pHOCH 34 QOCMASKAMA U YANOCMHOMO KONUYECMBO, CReCUpuUyupano é 3asekama —
pasnpedenenue na Buvsnoscumensn. Jocmaskume 00 kpaiinume nomyuamenu ce uzebpuiéam 00
pasmepa na paspeuwsenume um om AAP edunuunu cymapuu axmueHOCmU u ce OoOKyMeHmupam c
npuemo-npeoasamenty NpoOmMOKONY, cbcmasenu no obpaszey Ha Bwsnoocumens, u nodnucanu
dgycmpanno ¢ kpatinume noayyameny'. OOpbIlaMe BHUMAHWE, Y€ TOCOYEHMAT OT YJaCTHHKA
TEKCT* HM3PHUYHO € 3aJerHajl M IOCOYEH B YTBBPICHMS OT BB3IOXUTENsA o6pasel Ha
NPE/UIONKEHUETO 3a H3NBIHCHHE Ha IIOpBYKATa, HEpasJellHa dYacT OT JOKYMEHTAlMATa Ha
obruecTreHaTa opbuka. CHIMMAT TEKCT € CBOTHOCHM M KbM KIIay3UTe Ha IPHUIIOKEHUAT IIPOEKT Ha
JI0rOBOD, 38 KOMTO YYACTHUKET € IIPEACTABIII IEKJIAPaIis 3a Chrlacue. B Tasu Bpp3ka, KOMHCHSTA,
CYMTA, Y€ YYACTHHKBT € IIOCOYHMII CBOETO BOJICH3aBJICHHE II0 OTHOINEHHWE HA CPOKA M HAUMHA Ha
JoCTaBKa, Ype3 MOANMCBAHE Ha MPEUIOKEHMETO 3a H3NBIHEHHE Ha [IOPBYKA M JEKIapaluara 3a
CBIJIACHE C IPUIIOKEHUSA KbM JOKYMEHTALHATa IPOEKT Ha JIOroBOp.



C orunest Ha KOETO KOMHCHSATA, CYKTA, 9€ B, IIPe/TOKEHIATA 3 H3IIBIHEHME Ha IIopBYKaTa’,
B KOJOHA ,,[IBMHO ommcaHWe HA HpPE/IOKEHHETO HA YYACTHHKA®, YYACTHHKET € CIlEeABANO Ja
[I0COT™M  THPTOBCKOTO HAWMEHOBAHHWE HA OGEPHPAHHUTE OT HEro JIEKAPCTBEHH IPOIYKTH W
MEIMUMHCKY H3/C/IMs], KAKTO W APYTUTe MHAMBUAYAIU3UpaIy Tu Gernesw, a He Tekcta* muUTHpaH
II0-TOpe.

Ceio Taka, KomucusaTa KoHCcTaTupa, 9e 3a 060c00eHr MO3uIHY NeNeld, 15, 16, 17, 18, 19,
20,21,22,23,24,25,26,27,28,29,30,31,32,33,36,37,38,39,40,41,42,43,441145,
Y4aCTHUKBT € NPEACTABMJ [CKIapaius 3a BCAKA NO3HIUS, 32 KOATO TOM y4acTBa, HO He e
IPUTIOXKKI U3BIeYeHue 0T Crucbka 1o wi. 1, T. 1, 6yksa ,,6% ot Hapenbara 3a ycnosusita u pena 3a
ChCTABJHEC HA CIUCBK Ha MEIUOMHCKHTE M3femus 1no wi 30a or 3MH u 3a onpenemsine Ha
CTOMHOCTTA, 10 KOATO Te ce 3amtamar /Hapenbara/, oT koeTo u3BIedeH e 1a € BUAHA IIpOIayKHATA
eHa no cMuchia Ha § 1, T. 29a or 3MHU, BB BpB3Ka € § 1, T. 4 oT JlombIHATEHUTE pasnopenbu
na Hapenbara. Wsucksanero e mocoueno B I'masa II. Texmmwecku crenmbuxammu, T. 3. O6mm
H3UCKBAHMA KbM MEIUIUHCKUTE H3/enud, obocobenu mosunmu ot No 13 mo Ne 46, BKI. OT
JOKYMEHTAUMATA 38 YIACTHE.

C orzen ropeusNoXKeHOTO YYACTHUKBT HE € W3IIBIHKII IIPEIBAPUTENHO OOSBEHHTE OT
BB3NOXKUTETS yCIIOBHSA, ThH KaTO IPEVIOKEHUETO MY 32 H3ITBIHEHHE HA IOPHYKATA OT CHHA CTpaHa
€ HCIIBJIHO, & OT Jpyra CTpaHa JjaBa BE3MOXHOCT aKO YUIACTHHKBT Obe M30paH 3a M3ITLIHUTEN 13
AOCTaBsi MNPOJYKTH Ha pa3jIMYHU NPOH3BOJUTENM, KOETO € B pa3spe3 C M3UCKBAHUATA Ha
BB3IOXKATENS], AMAHKK IPEBHA, Y€ BB3IOKUTEIAT B JIOKYMEHTAUMATA € 3a0paHMI IPEICTABSIHETO
Ha BapUaHTH, KOETO € B pa3pe3 ¢ M3MCKBAHWATA Ha BE3JIOXKATENS. B NpoIeaypuTe 3a Bh3araue Ha
OOINECTBEHN NOPHYKM YYACTHHIHMTE CIeABa Aa O(EepUpaT II0 HeBYCMHCIEH HAYMH KAKBO e
AOCTABAT, T.C. Clle]Ba Ja ca MHAMBH/IyaIM3HPaTd ¥ CIeMQUIApaIn IPEI0KEHATE JTEKAPCTBEHH
IPOTYKTH/MEMUIMHCKA H3JeNHs, KATO CHIIUTE YYACTBAT B OLECHABAHETO M KJIacCMpaHeTO Ha
odeprure.

Wmneparusnara pasnopenba ma wi. 101, am. 5 or 30I1 ykassa, ue IIPM M3TOTBSHE HA
obeprata BCEKM YYaCTHHMK CIEIBA [a C€ OPHABPKA TOYHO KbM OOSBEHHTE OT BB3JIOKHTENIS
YCJIOBHAL. |

Ilpensun rope u3nOXeHOTO, Ha ocHOBanwe wi. 107, T. 2, 6. ,a“ or 3011, KOMUCHATA
npennara 3a orcrpaHsBaHe y4acTHUKBT ,,EJIEKTPOHKOMEPC“ EOOJI oT mo HAaTaThIIHO
ydJacTue B nponenypara 3a obocodenu nosunuu 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, Thil KaTo € IpeacTaBui ohepTa, KOATO He OTroBaps Ha IPEIBAPHTENHO OOSBEHUTE YCIIOBHS
Ha IOpPBYKATA.

3. Yuacraukst ,,HOBUME] ®APMA“ EOQOO/I, no o6ocobenn mozmmuu Nel u 2

IIpenyioxenue Ha y9acTHHUKA:

JlekapcTBeHH NPOAYKTH

IInano onucanne Ha
npeaioKeHHeTo Ha
YYaCTHHKA

Koauuecrso

10

No Hanmenosanne, eNHHHYHA aKTHBHOCT | Mspka

I TexueuueBu reneparopn

Teproecko
HalMEHOBaHHE
Poltechnet radionuclide

Mo sodium molybdate; Technetium om. x 1 132 generator 7,5 GBqx1
(99mTc) pertechnetate 7,5 GBq op. [Mpoussonuten
National Center for
Nuclear Research,

ITonmma




Mo sodium molybdate; Technetium
(99mTec) pertechnetate 12,5 GBq

om x 1

263

TBProBcko HAUMEHORaHUE
Poltechnet radionuclide
generator 12,5 GBgx1
IpowzroauTen
National Center for
Nuclear Research,
[Tonmma

Ha ocroBanue wi. 56, an. 2 ot INI130I1, xoMHCHATa IPOBEPH TEXHUYECKUTE TPEIOKEHHS
Ha y4YaCTHHMKa M KOHCTATHpPA, Y€ HAIPABEHUTE TEXHUYCCKH IIPE/NIOKEHHSI HAIBIHO CHOTBETCTBAT

Ha IIPEABAPUTENIHO OOSBEHUTE YCIOBHS HA BB3JIOKHTEIL.
Komucusta nomycka ygactauka ,,HOBHMEJ ®APMA“ EOOJ 0 oTBapsme Ha

LEHOBHUTE IIpeIIOKeHNA 110 060cobenn nosuimu Nel u 2.

YyacrauxsT ,,JJAHC ®APMA“ EOO/I, no o6ocobenn nozuuun NeNeld, 15, 16,

4.
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;
IIpennoxeHue Ha yHacTHHKA:
MeannuHCKH H3A€NHA
II'bnHO onucanue Ha
Konungect
Ne HanmeHnoBanue, eIHHHYHA AKTHBHOCT Mspka 5o JIO NpeJloKeHHeTO HA
YUACTHHKA
v PannodapmManeBrunu 3a AHATHOCTHKA ;
in vitro
14 | 1251fT3 KIT om x 1 6p. 25
15 | 1251{T4 KIT om. x 1 Op. 69
16 | 1251 TSH ( 96-100 npobu) KIT IRMA on. x 1 6p. 108
18 | 125 I Insulin KIT IRMA om. x 1 Gp. 28
19 | 125 I FSH KIT IRMA omn. x 1 6p. 17
20 | 1251LHKIT IRMA om. x 1 6p. 17
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21 | 125 I Prolactin KIT IRMA om. x 1 6p. 19
22 | 1251 Testosteron KIT orn. x 1 Op. 17
23 | 125 I Progesteron KIT om. x 1 6p. 9
24 | 125 I Estradiol KIT om. x 1 6p. 14
25 | 1251 CA-15-3 KIT IRMA om. x 1 6p. 161
26 | 1251 CA-125 KIT IRMA om. x 1 6p. 81
27 | 1251 CA-19-9 KIT IRMA om. x 1 6p. 145
28 | 1251PSA KIT IRMA om. x 1 6p. 110
29 | 125 I Plasma renin activity om. x 1 6p. 10
30 | 1251 Calcitonin KIT IRMA on. x 1 6p. 3
31 | 1251 Aldosteron om. x 1 6p. 12
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32 | 1251 ACTH IRMA omn. x 1 6p. 9
33 | 125 I Paratchormon intact IRMA om. x 1 6p. 13
34 | 125 I beta 2 microglobulin om. x 1 6p. 100
35 | 125 Vit B 12 + ponuesa kucen1Ha om. x 1 6p. 10
36 | 1251 Thyreoglobulin om. x 1 6p. 29
37 | 1251 Cortisol om. x 1 6p. 26
38 | 1251 DHEAS om. x 1 6p. 6
39 | 1251 anti TG antibody om. x 1 6p. 33
40 | 125 I anti TPO antibody om. x 1 6p. 32
41 | 1251 TRAK om. x 1 6p. 12
42 125 I KapuuHoeMOpHOHATIEH aHTHIEH ar. %1 6 88

IRMA

FOF

r
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43 | 125 THGH KIT IRMA on. x 1 6p. .10
44 | 125 I Alpha-fetoprotein (AFP) KIT OTl. x 1 6p. 22
45 | 1251 BhCG KIT omn. x 1 6p. 12
46 | 125 I Ferritin KIT om. x 1 6p. 10

Ha ocunosanue wi. 56, an. 2 ot III130I1, koMuCHATa IPOBEPH TEXHUYECKUTE MIPEUIOKEHUS
Ha yJacTHHMKA M KOHCTATHpa, Y€ HAIPABEHUTE TEXHUUYCCKH TIPEIUIOKCHUS HANBIHO CHOTBETCTBAT
Ha IPEIBAPUTEIIHO OOSBEHHUTE YCIIOBHS HA Bh3JIOXKUTEI.

Komucusara nomycka yvactuuka ,,JIAHC ®APMA“ EOQOO/l no orBapsHe Ha IEHOBHTE
pemtoxenus no obocobenu mozumun 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 u 46.

Bb3 ocHOBa Ha KOHCTATHPAHOTO HA €TAIl pa3riieXKJaHe Ha TEXHUYECKH IPEIIOKEHUS 1 CIIe)
YCTAGHOBSBAHE Ha CHOTBETCTBHETO UM C H3UCKBAHMATA HA BB3JIOXKHUTENS, KOMHUCHATA DEIIH
CJIE[BAIIOTO OTKPHUTO 3acenaHue aa ce ¢beTod Ha 15.03.2017 r. (cpsana) ot 13:30 yaca, xorato me
OBaaT OTBOPEHM M ONIOBECTEHH IIEHOBH [IPEIOKEHHS Ha JOMYCHATATE YIACTHUIMY,

B m3ubiHeHwe Ha pasmopenbara Ha wi. 57, an. 3 or IMM30II, Komucusta o6s8u upes
crobmenue B npoduia Ha KyIryBada, Ye OTBAapsHETO Ha IEHOBUTE IPEIIOKEHUS HA NOIYCHATHTE
y4acTHHIM Ine ce nposese Ha 15.03.2017 r. (cpsapa) ot 13:30 yaca B crpagara Ha MunuctepcTBoTO
Ha 3apaseonassanero, rp. Codus, mr ,Csera Hemems NeS5. Cwobmenmero 3a oTBapsHe Ha
IeHOBHTE IpeyIoKenus Gewe mybmukysano Ha 09.03.2017 r. B Paznen , JIpodun na kynysaga“ na
opunmanuust caT Ha MMHHCTEPCTBOTO Ha 3]paBEONa3BAaHETO HA CIEJHHAT apec:
http://www.mh.government.bg/bg/profil-na-kupuvacha/protseduri-po-zop/protseduri-po-reda-na-
zop/dostavka-na-radioaktivni-lekarstveni-produkti2017/

IV. Ha 15.03.2017 r. (cpanma) ot 13:30 yaca, koMucHsATa, Ha3HaUeHa ChC 3amosen NePJI-11-
46/09.02.2017 r. Ha MHUHECTBpA Ha 3/[pABEONIa3BAHETO 3a IIPOBEXIAHE Ha IIPOLEAYPa 32 Bh3JIAraHe
Ha obliecTBeHa IOPBYKA C MpEAMET: ,,JlocTaBka HAa paJHOAKTHBHH J1EKAPCTBEHH NMPOXYKTH,
paguodapManeBTHIH, PAIHOHYK/IH/IHH I'eHEPATOPH, KHTOBE U PaJHOHYKIHAHU [IPEKyPCOPH
3a 2017 r., otmyckann mo pexa Ha Hapenda 34/25.11.2005 r. 3a pexa 3a 3amramaHe OT
peny0aHKaHCKHA OIOIKET Ha JIeYeHAeT0 HA ObJrapcKuTe rpaXdaaHu 3a 3a00/19BaHASA, H3BLH

o6xBaTa Ha 3aJbJ/DKHTEJIHOTO 3JPAaBHO OCHIYpsBaHe®, BK/JIWYBama 46 CcaMOCTOATEIHO
00ocofeHH MO3UIIHM, B CHCTAB:
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Ilpencexaren:

Hemnn Tapuncka - Havanauk otaen , JITMUK, qupexums ,,JII1“ u

Ynenose: _

mar. dapm. Cranucinasa Mopaanosa - rnasen excuepr B otzen , JITMUK®, nupexuus ,, JITT*;

HBan by4os - riaBen IOpUCKOHCYIT B oTAen ,,OI1, mupexims ,, HPOITI3*;

Banentuna Panesa - rmaseH ekcrept B otaen ,,Bromker, mupeknus ,,@CIYC;

EBenuna Bacunkosa - gppxaBeH ekcrepT B otaen ,,0IT, mupexmus ,, HPOII3*,

IPUCTBIIM KbM OTBapsHE M OIIOBECTABAHE HA IIEHOBMTE IIPEUIONKEHMS HA JIONYCHATHTE
y4acTHHUIH. B choTBETCTBUE ¢ M3HCKBaHMATa Ha wi. 57, an. 1 or III130I1 neHoBuTe NpeIoKeHAS
Ha YYaCTHHUIIMTE, YHHUTO OQEpTH HE OTrOBapiT Ha H3MCKBAHMNTA HAa BBH3JIOKHTENA, HEe 6sxa
OTBOPEHH.

Ha oTkpuTOTO 3ace/jaHHe Ha KOMUCHSATA HE MIPUCHCTBA IIPEACENATENAT HA KOMUCHATA J-P
Hemu Tapuucka - nagamnux otaen ,JIIIMUK®, mupexuwms ,JIIT, nopamu monssaHe Ha IUIaTeH
FOJMINEH OTIYCK M chlyara Oeule 3aMecTeHa OT pe3epBHMAT mpencenaten Pymsaa CraBpea -
[JIaBEH IOPHUCKOHCYNT B otAen ,,OI1“, nupexims ,,HPOIT3*, A

llpemu Ha4amoToO Ha 3acelaHMETO W CJeJ 3all03HaBaHE ChC CHOHCHKA C YYACTHHIUTE B
obrecTBeHaTa NOPBYKA, PE3EPBHUAT npescenaren Pymsma CTaBpesa - IJaBeH IOPHCKOHCYIT B
otzen ,,OI1“, mupexus ,,HPOII3“ noanuca gexnapamus mo wi. 103, ai. 2 ot 3011

Ha ocroBamme wi. 54, an. 2 or [IpaBuiHuKA 3a IpHiIaraHe Ha 3akoHa 3a OBINECTBEHHUTE
nopwuku (IIII30II) or mpaBoTO €M Ja IpUCHCTBAT HA NyOJIHMYHHTE JEHCTBUS HAa KOMHCHSTA CE
BB3II0JI3BAXA CIICIHHATE IPEACTABHTEIH Ha Y9aCTHHIIUTE:

1. Cuiisa HanbanTosa - ynenaomMomen npeacrasutenl Ha , AMAKOHCYJIT“ EOOJL;

2. Tumursp Mopnasos — ynpasuren na ,, EJJEKTPOHKOMEPC# EOO/;

3. Enu UyOpuesa - yIrbIHOMOIIEH IpeacTaBuTen Ha ,,JJAHC ®APMA“ EQO/I;

4. Munen Kynescku - yrbJIHOMOIIEH TIpescTaBuTel Ha ,, HOBUMEJ ®APMA“ EOO/I.

Ha 3acenanuero He npuchCcTBaxXa IPEICTABUTENIN HA CPEACTBATA 33 MACOBO OCBEIOMSBANE,

KoMucuATa NpUCTBEIM KBM OTBapsSHE Ha IUIMKOBETE C HAIIIHC ,,Hpe,unaraﬂn [IEHOBH
IapamMeTpu’, B KOUTO Ce CHAbPXKAT UEHOBUTE MPEIIOKEHH Ha JOIYCHATHTE YYACTHUIHM IO peaa
Ha [IOCTBIBAHETO Ha OQEPTUTE B JIEJOBOACTBOTO Ha MHHHCTEPCTBO Ha 3/paBeONa3BaHETo.

1. Y4actauxsT ,, AMAKOHCYJIT* EOO/I, no ocobenu no3umun NeNeld, 15, 16,
18, 25, 26, 27, 28, 29, 30, 34, 37, 38, 40, 42, 44, 45 u 46

[Ipenyarany 11eHOBH IapaMeTpH:

MeauunHCKH H3JeTHs

Ne HaumenoBaHue, eITHHHYHA AKTHBHOCT Ex. ;;[3 Be3 Enﬁga 5
V | PagnodapmaneBTHIM 32 IHArHOCTHKA in vitro

14 | 125IfT3 KIT 70,90 85,08
15 | 1251{T4 KIT _ 68,90 82,68
16 | 125 I TSH ( 96-100 npobu) KIT IRMA 53,90 64,68
18 | 125 I Insulin KIT IRMA 107,94 129,53
25 | 1251CA-15-3 KIT IRMA 219,50 263,40
26 | 1251 CA-125KIT IRMA ’ 209,50 251,40
27 | 1251 CA-19-9KIT IRMA 209,50 251,40
28 | 125IPSAKIT IRMA 139,50 167,40
29 | 125 I Plasma renin activity : 209,50 251,40




30 | 1251 Calcitonin KIT IRMA 204,97 245,96
34 | 125 I beta 2 microglobulin 329,95 395,94
37 | 1251 Cortisol 112,98 135,58
38 | 125 I DHEAS 128,95 154,74
40 | 125 I anti TPO antibody 123,79 148,44
42 | 125 I KapuunoemOpuonaneu antiured IRMA 110,96 133,15
44 | 1251 Alpha-fetoprotein (AFP) KIT 149,13 178,96
45 | 1251 phCG KIT 147,17 176,60
46 | 125 I Ferritin KIT 151,95 182,34
2. YaactauksT , HOBUME] ®APMA* EOO/I, mo o6ocobenn nmosumun Nel u 2
IIpennarany NEHOBH ITapaMeTpH: '
JlekapcTBeHH NPOAYKTH
. En. nena Ges En. uena ¢
Ne HaumenoBanue, ¢IHHHYHA AKTHBHOCT UIC WIC
| Texneunesn reHepaTopu
1 Mo sodium molybdate; Technetium (99mTc) pertechnetate 1089,00 1306,80
7,5 GBq
5 ll\f;osscc);c]l;;m molybdate; Technetium (99mTc) pertechnetate 1357,00 1628.40

s YyacrnuksT ,,JJAHC ®APMA“ EOO/I, no o6ocobenn mosuunn 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;

[Ipennarasy 11eHOBH IIapaMeTpH:

Meauunucku u3geans

Ne HaumeHnoBanue, eIHHAYHA AKTHBHOCT Ex. ;;{g B3 Eﬂﬁga ¢
V | PaanodapmaneBTHIOHU 32 AHAFHOCTHKA in vitro

14 | 1251fT3 KIT 196,30 235,36
15 | 1251fT4 KIT 196,30 235,56
16 | 1251 TSH ( 96-100 npo6u) KIT IRMA 196,30 235,56
18 | 1251 Insulin KIT IRMA 241,30 289,56
19 | 1251 FSHKIT IRMA 220,30 264,36
20 | 125ILHKIT IRMA 205,30 246,36
21 | 1251 Prolactin KIT IRMA 220,30 264,36
22 | 1251 Testosteron KIT 286,30 343,56
23 | 125 I Progesteron KIT 286,30 343,56
24 | 125 I Estradiol KIT 286,30 343,56
25 | 1251CA-15-3KIT IRMA 452,31 542,77
26 | 1251 CA-125 KIT IRMA 452,31 542,77
27 | 1251 CA-19-9KIT IRMA 452,31 542,77
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 + doseBa KHucennHa ~ 492,67 ' 591,20
36 | 1251 Thyreoglobulin . 331,30 397,56
37 | 1251 Cortisol 250,30 300,36
38 | 125 1DHEAS ‘ 132,00 158,40
39 | 125 ] anti TG antibody 346,30 415,56
40 | 1251 anti TPO antibody 343,00 411,96
41 | 1251 TRAK 382,00 458,40
42 | 125 I Kapumnoem6puonanen antures IRMA 268,30 321,96
43 | 125 THGHKIT IRMA 304,30 365,16
44 | 125 I Alpha-fetoprotein (AFP) KIT 253,30 303,96
45 | 1251 BhCG KIT ' 292,30 350,76
46 | 1251 Ferritin KIT 173,00 207,60

Komucuara mokaHM NpPUCHCTBAIIMTE IIPEACTABHTENH HA YYAaCTHHIUTE [a IIOJIIMIIAT
IICHOBUTE IIPEAJIOKEHHUA Ha ApYyrure ydacTHUIH. ChINUTE CE BB3ION3Baxa OT IPABOTO CH H IIO
eIMH IPEICTaBUTE] HA JIPYTUMTE YYaCTHHIM, IOJIHCAXa IIEHOBUTE IIPEIUIOKEHMS HA yYACTHHKA
T0J1aJ1 IPEUIOKEHHUETO.

Cnen u3BBbpUIBAHE HA TOPHUTE ASHCTBHA NyOIM4YHATA YaCT OT 3aC€OAHMETO HA KOMMCHATA
IPUKIIIOYH. ‘

IV. Ha nposeneHHTe 3aKpHTH 3acelaHusd, IHPBOTO OT KOMTO IpoBeneHo Ha 15.03.2017
roj, KOMHCHA, Ha3HaueHa cbc 3amosen NePJI-11-46/09.02.2017 r. Ha MUHHCTBpa Ha
3[IpaBeolla3sBaHETO 3a [POBEXJAHE HA IIpoledypa 3a Bb3Jlarane Ha oOINeCTBEHA NOpPHYKA C
npeaMeT: ,JlocraBka Ha pajHOAKTHBHM JIEKADCTBEHH IPOAYKTH, pagnodapManeBTHIIH,
PaAHOHYKJ/JIHMIHHM IeHepPaTopH, KHTOBE M PaJHOHYKJIMIHH NpeKypcopH 3a 2017 r., oTmyckanu
mo pena Ha Hapenba 34/25.11.2005 r. 3a peaa 3a 3anyiamane oT penydJaKaHCKNs 0r0JKeT HA
JIeYeHHeTO Ha ObJArapcKuTe rpa)kiaHu 3a 3a00/19BaHusl, H3BbH 00XBaTa HA 3aBL/OKHTEIHOTO
3APABHO OCHIYpPsiBaHe", BKIIOYBAIIA 46 caMOCTOATE/THO 000c00eHHN MO3HIINH, B CHCTAB:

Ilpencenarean:

Pymsana Craspesa - rmaseH opuckoHcynT B otaen ,,OIT, mupexuus ,,HPOII3* /pesepsen
npedceoamen HA KOMUCUAMA, 63e14 Y4acmue HA MACMOmMO Ha npedcedamensi 0-p Henu
Tapuncka - nauannux omoen ,,JIUIMHK", oupexyus ,,JIII*, nopadu nonzeane na niamewu
200UUieH OMNYCK Ha cvuyyama/ 1

Yaenose:

mar. ¢apm. CTanuciasa ropnaHOBa - riaBseH excuept B otaen , JIIIMWK®, qupexums ,,JITT;
WBan by4oB - riaBeH IOPUCKOHCYIT B oTaen ,,OII%, nupexuus ,, HPOII3*,

Banentuna Panesa - rinaseH excuept B oTaen ,,bropker™, mupexuus ,,OCJIY C*,

EBenuna BacuikoBa - IbpyKaBeH eKCIepT B oraen ,,OII", mupexumst ,, HPOII3%,



OpOOBIDKM CBOATa paboTa, Karo M3BHPINM NPOBEPKA HA CHOTBETCTBHETO HA IEHOBHTE
MpeAIOKEHUS Ha IOITYCHATUTE YIACTHHUIIM C M3UCKBAHUATA Ha BH3JIOKUTEIS.

4 C ornen obcTosATeICTROTO, Ye 00SBEHHS OT BH3JIOKUTENS Pecype 10 OTAeIHHTE 000cobeHH
MO3UIIMK € MaKCUMAaTHUAT (UHAHCOB pecypc, ¢ KOHTO BBRNOXKUTENIAT paslojiara, KOMHCHSITA
M3BBPINH [IPOBEpKA 332 HAJIMYMETO Ha INEHOBH IIPEUIOKCHUS, HAABUIIABAIIH IPEIeIHATA CTOMHOCT
3a CBOTBETHATa 000cO0eHa MO3UIIMS ¥ KOHCTATHPA CIIEHOTO:

1. VyactaukeT TAMAKOHCVYIJIT EOO/I, mo ocobenu mo3umum NeNeld, 15, 16,
18, 25, 26, 27, 28, 29, 30, 34, 37, 38, 40, 42, 44, 45 n 46 e npeACTaBUI LIEHOBH NPEIIONKCHHAS B
CBOTBETCTBHE C IIPeBAPUTEHO O0SBEHHTE YCIOBUS;

2 VuactuuksT ,, HOBUME]] ®APMA“ EOO/I no o6ocobenn mo3uuu Nel m 2 ¢
IpeJ/ICTaBAI [ICHOBH IIPEJIJIOJKEHNS B ChOTBETCTRHE C IIPeABAPHUTEITHO OOSBEHUTE YCIIOBHS,

3. YuactukeT ,,JJAHC ®APMA®“ EOO/l e npepioxui LEHOBH NpeNI0KeHusd,
HABHIIABAIN NpeJIBAPUTE/]HO 00fBEHHS OT BBH3JI0XKNTENS GUHAHCOB pecype M0 CeIHUTE
000c00EeHH MO3HIMH:

Ne | HaumenoBanue, efdHAYHA MakcumasieH O0ma croiinocr oe3 CroiinocT, ¢
AKTHBHOCT - dbuHaHCOB pecypc JAC, npeanokeHa | KOSTO HAABHIIABA
6e3 JJC, oossen ot | or JAHC PAPMA MAKCHUMAJIHHA
Bb3J0KHTEIA EOOJ dbunancos pecypce

14 | 1251fT3 KIT 1868,14 4907,50 3039,36

15 | 1251{T4 KIT 4918,74 13544,70 8625,96

I [y e D ERIGH 5976,08 21200,40 15224,33

18 | 125 I Insulin KIT IRMA 3098,70 6756,40 3657,70

19 | 125 IFSHKIT IRMA 1781,68 3745,10 1963,42

20 | 125ILHKIT IRMA 1781,68 3490,10 1708,42

21 | 125 I Prolactin KIT IRMA 1991,29 4185,70 219441

22 | 1251 Testosteron KIT 2287,29 4867,10 2579,81

23 | 125 I Progesteron KIT , 1210,92 2576,70 1365,78

24 | 125 I Estradiol KIT 1989,03 4008,20 2019,17

25 | 1251 CA-15-3 KIT IRMA 36517,95 7282191 36303,96

26 | 1251 CA-125 KIT IRMA 18372,38 36637,11 18264,73

27 | 1251 CA-19-9 KIT IRMA 32888,83 6558495 32696,12

28 | 125 IPSAKIT IRMA 16006,48 32593,00 16586,52

30 | 125 I Calcitonin KIT IRMA 627,97 1029,90 401,93

36 | 125 I Thyreoglobulin 3129.86 9607,70 6477,84

37 | 125 I Cortisol 3187,14 6507,80 3320,66

39 | 125 T anti TG antibody 4867,75 11427,90 6560,15

40 | 125 I anti TPO antibody 4082,15 10976,00 6893,85

43 | 125 T Kapmmioenopuonane 10309,08 23610,40 13301,33

43 | 125 THGH KIT IRMA 1784,15 3043,00 1258,85

44 (Ii;;)f*éﬁ}%a'fempmm 3673,98 5572,60 1898,63

45 | 1251 BhCG KIT 1860,42 3507,60 1647,18




C ornex obcrosTencTBOTO, Y€ 110 [IOCOYEHHATE 110-rope 060CO0EHY IO3MIMH, YIACTHUKET €
‘mpejcrasui odepra, KOATO HE OTTOBaps Ha NPEABAPUTENHO OOSBEHUTE YCIOBHSL, KOMHUCHSTA
npemara Ha BB3JIOXKHTEIs, y4acTHHKET ,, JJAHC ©®APMA“ EOQOJ] na 6sn1e 6TCTp3.H€H OT IO

HATATBRIIHO YYacTHeE B ITpoleaypaTa Ha ocHoBauue wi. 107, T. 2, 6. ,,a“ ot 3011
M3BBH 060c00EHNTE ITO3HINHY TOCOUeHH 10-rope ,,JJAHC ®APMA“ EOO/ e NpEeaCTaBHIT
_ LIEHOBY NPEIINOXEHMS H3TOTBEHHM B CHOTBETCTBYE C IIPEJBAPUTEIIHO OOSABEHUTE OT BB3JIOMKHUTEIIT
YCIIOBHS, C OTJIE]l Ha KOETO CE JIOIyCKa J10 KIaCHpaHe 110 060cobernu mozmun NeNe29, 31, 32, 33,
34, 35, 38, 41 u 46. : :

B pesynrar Ha paborara .cu 1O pasriexJaHe, OLEHSIBaHE M KIACHPAHE Ha ITOCTHIIMIIATE
IpEeIIOKEHAS 3a yJaCTHEe B IIpOLedypa 32 Bh3jarane Ha OOIIECTBEHa NOPBYUKA C IIPEIMET:
»0CTaBKA Ha  paIHOAKTMBHH  JIEKADPCTBEHM OPOAYKTH,  paauodapMaieBTHIH,
PaiHOHYKIHIHH I'eHepaTOPH, KHTOBE H PAJHOHYKJIN/IHM NpeKypcopd 3a 2017 r., ormyckaHu
no pena ua Hapen6a 34/25.11.2005 r. 3a peaa 3a 3aniamane ot peny0auKancKus G0pKeT Ha
JIEYEHHETO HA OBJrapCcKHTE rpakIaHu 3a 3a00/IABaHus, H3BLH 00XBAaTa HA 3aIB/DKHTEHOTO
3JpaBHO OCHIypsBaHe", BK/IIOYBAma 46 camocToATeIHO 060co6enn mosumun, Komucusra

' _ IIPEJJIATA: :

Ha ocunosanue wi. 110, an. 1, T. 2 ot 30Il, npouexypara aa ce mpekpaTtu 1mo o6ocobenn

TIO3UIIMHM, KAKTO CIIE/Ba: '

O6ocobena nozuusa Ne 3: Technetium (99m Tc) macrosaib 2 mg/vial;

OGoco6ena mosuuusa Ne 4: Technetium (99m Tc) nanocolloid 0,5 mg/vial;

O6ocobena mosuips Ne 5: Technetium (99mTc) exametazine 0,5 mg;

Obocobena nosuus Ne 6: Technetium (99mTc) tetrofosmin 230 meg;

Obocobena mozumusa Ne 7: Sodium Iodide (131 I) nepopanHa dhopma 74 MBg;

Ob6ocobena mosunms Ne 8: Iodine Ioflupane (123 I) 74 MBg/ml-5 ml;

O6ocobena nosumus Ne 9: Iobenguane (131 I) 37 MBg/ml;

O6ocobena nosumus Ne 10: Sodium Iodide (131 I) mepopanna dopma 1,85 GBg;

Obocobena nosunua Ne 11: Sodium Iodide (131 I) nepopaina dopma 3,7 GBq;

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

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

O6ocobena nozuums Ne 17: 125 I TSH (384-400 mpo6u) KIT IRMA, :
ropajgu OGCToaTeJICTBOTo ye noaazeHaTe opepTH Ha eIHHCTBEHMS YYACTHHK ca HGHOL[XO,Z[HHIH o
cmuceia Ha §2, T. 25 ot JlomenHuTenHuTe pasnopenbu xa 30I1. :

Ha ocnopanue wi. 110, an. 1, 7. 7 or 30II npouexypara aa ce mpekparu no o6ocoGenHu
II03UIIMY, KaKTO CIIeBa: .

O6ocobena nosuuus Ne 19: 125 T FSH KIT IRMA;
O6ocobena nozuums Ne 20: 125 I LH KIT IRMA;
" O6ocobena mo3uimsa Ne 21: 125 I Prolactin KIT IRMA;
O6ocobena mosuuus Ne 22: 125 I Testosteron KIT;
O6ocobena rosuums Ne 23: 125 1 Progesteron KIT;
O6ocoGena nosuuus Ne 24: 125 I Estradiol KIT;
O6ocobena nosuums Ne 36: 125 I Thyreoglobulin;
O6ocobena mozuums Ne 39: 125 I anti TG antibody;
O6ocoGena mosuums Ne 43: 125 [ HGH KIT IRMA,
nopaja 06CTOATENCTBOTO, e €TUHCTBCHUS YYACTHUK, YHUTO odepTH 0Tr013apﬂ'r Ha [IPeIBAPHUTEITHO
O0fBEHMETE OT BB3JOXKMUTENS YCIOBHS, HaJBHINABAT (MHACOBHS peCypc, KOHTO TOM Moxe ja
OCHTYDH. ‘ ' '

Knacupane npu OpeABapUTENHO ONpeeNeH KpUTepHil ,Haii-HUCKA IeHa™ - IIpunoxenue -

Nel KBM HACTOSIIMS IIPOTOKOIL. - : '



32 W3NBIHATENM Ha OOIECTBEHATA TIOPHYKA Na OBJAT ONPENENEHHM YJYACTHHITHTE,
KJIACHPaHU Ha IIBPBO MSACTO 110 CHOTBETHUTE 000COOEHH IIO3UIIMH,

C u3BBpHIBAHE HA TOPHOTO KilacupaHe, paboTara Ha KOMUCHATA IpuKiIoun Ha 23.03.2017 r.

CscraB Ha KOMHECHSATA!

IIpeacenaren: ‘

1-p Henm Tapuncka - Havannuk otaesn ,, JIIIMUK®, nupexuus ,,JIH“;"-

YneHose: ‘

mar. papm. Cramnciasa Mopyanosa - riasen excrept B otaen ,, JIMIMUMK®, mupexuus , JITT;

WBan By4oB - rnaBeH ROpUCKOHCYIT B oTaen ,,OIT, pupexnus ,,HPOII3*}

Banentuna Panesa - rinasen excuept B oten ,,bromxer™, aupexkuus ,,@CIYC, ﬁd

Esenuna Bacuikosa - gbpaxaBed ekcriepT B otaen ,,OIT*, nupexmus ,, HPOII3* g/‘? B

Pymsina CraBpeBa - IJ1aBeH IOpPHCKOHCYNT B oTnen ,,OII%, mupexnus ,,HPOﬁé—“ V/livesg
npedcedamen, NPUCHCINEANA HA OMKPUMOMO 3Ace0anue Ha KoMucuama, coeemosio ce Ha 15.03.2017 2. o~ >
npoGedeHUme 3aKpUmMU 3aCce0anua Ha KOMUCUAMA, CbCmosnu ce 6 nepuoda 16-23.03.2017 2. na MACMOMO Ha
npedcedamens o0-p Henu Tapuucka, navarnux omoen ,,JIIIMHK", oupexyua ,,JIII", nopadu nonzéane na
naamen 200utien OMRYCK HdA C'bu;ama/




Kaacupane na yuactHHuuTe B 0610ECTBEHA NOPLUKA C NPEAMET:
"JlocTaBKA HA PAAHOAKTHBHH JEKADCTBEHH NPOAYKTH, pa hapmauesTHUH, | YRAUZHH TEHEPATOPN, KHTOBE 11 PRANCHYKIHAHK ApeKypcops 3a 2017 r., ornyckann no peaa na HapeaGa Ne34/25,11.2005
F. 32 PeAa 32 JAMIALUAHE OT PenySANKANCKHA GIOMKET HA JeHEHHETO HA GBArAPCKUTE FPAKAAHY 32 IAGOAABANIIN, HIBBH OGXBATA HA JALBLIKHTENHOTO JAPABHO OCHIYPSBAKE" , BRIUBALLA 46 CAMOCTOSITEAHO
obocabeny nodmnn®

JlekapeTsenn npoaysTH FAMAKQHCYJIT EOOJ HOBHUMEI Q0N JAHC DAPMA EOO.T
Enunnina Eansatuia Eannirina ctofinoct
Ne HaumenosanHe, AHHHYHA AKTHBHOCT crofinoer 6e3 JUIC KJIACHPAHE cmiiﬂu;cg Be3 KJACHPAHE Ses JUIC KJAACHPAHE
1 |Mo sodium molybdate; Technetium (99mTc) pertechnetate 7,5 GBq 108900 I-po macTo i
2 |Mo sodium molybdate, Technetium (99mTc) pertechnetate 12,5 GBq 1357.00 I-Bo macTO
3 | Technetium (99m Tc) macrosalb 2 mg/vial
4 | Technetium (99m Tc) nanocolloid 0.5 mg vial
5 |Technetium (99mTc) exametazine 0.5 mg
6 |Technetium (99mTe) tetrofosmin 230 meg
7 |Sodwm Iodide (131 1) nepopanka dopma 74 MBq
8 |lodine loflupane (123 I) 74 MBg'ml-5 ml
9 |lobenguane (131 1) 37 MBg/ml
10 |Sodium lodide (131 I) nepopanua gopma 1,85 GBq
11 |Sodium lodide (131 T) nepopanua dopma 3,7 GBq
12 |Strontium (89 Sr) chloride 150 MBq-4 ml
13 |192 Ir 3a Muxpocenextpon 150 ¢y 10 Ci
14 |1251(T3 KIT 70,90 n.. I-B0 MmsicTO
15 |1251 T4 KIT 68,90 a8, 1-80 msicToO
16 (1251 TSH { 96-100 npou) KIT IRMA 53,90 nz. 1-80 macTo
17 [1251 TSH (384-400 npobun) KIT IRMA
18 {1251 InsuhnKIT IRMA 107,94 as. I-80 msicTo
19 [125 1 FSHKIT IRMA
20 [1251LHKIT IRMA
21 [1251Prolactin KIT IRMA
22 |125 1 Testosteron KIT
23 |1251 Progesteron KIT
24 |125 1 Estradiol KIT
25 |1251CA-15-3 KIT IRMA 219,50 na. [-Bo mncTo
26 |1251CA-125KIT IRMA 209,50 ns. I-Bo MacTO
27 [1251CA-19-9 KIT IRMA 209,50 ns [-Bo macTo
28 |1251PSA KIT IRMA 139,50 ns [-Bo macTo
29 {125 1 Plasma renin activity 209,50 aB. I-80 mscTo 215.00 na [i-po msacTo
30 [1251 Caleitonin KIT IRMA 204,97 ns. I-s0 msacTO
31 |1251 Aldosteron 200.00 5B I-B0 macTo
32 |125 1 ACTH IRMA 285,00 ne 1-Bo mncTO
33 |125 I Paratchormon intact IRMA 360,00 ns 1-80 macTo
34 1125 1 beta 2 microglobulin 329,95 ns. I-80 mmcTo 362,00 am I1-po macTo
35 |125 Vit B 12 + donuena kucennna ’ 492,67 ne I-B0 MscTO
36 [125 1 Thyreoglobulin
37 (1251 Cortisol 112,98 ne I-80 macTO
38 |125 1 DHEAS 128,95 nn, I-8o macTO ‘ 132,00 ns H-po macto
39 |1251anti TG antibody




40 {1251 anti TPO antibody 123,70 ns 1-Bo msicTo

41 1251 TRAK 382,00 as I-80 MacTo
42 1125 | Kapunnoemapyionanen antired IRMA 110.96 a8 I-so msicTo

43 {125 | HGH KIT IRMA

44 1125 [ Alpha-fetoprotein (AFP) KIT 149,13 ns. I-80 MacTo

45 (1251 BhCG KIT 147,17 28 I-80 MacTo

46 1251 Ferritin KIT 151,95 ns I-Bo MacTo 173,00 n8 11-po msicTo

IIpeacenaren:
a-p Henn Tapuncka, nasannux otaen "JIMMHK", nupexaus "JIT",

Unenose:
wmar. apm, Cranuenasa Hopnanosa. rnasen excnepr 5 aupexuns "JIIT",
Hean Bywos, rasen opuckokcynt s otaen "OIT", aupexuus "HPOIT3",

Banenritna Panesa, rnaseH excnepr s otnen "Bromker”, npexuus "GCAYC", %(, |

Esennna Bacunkopa, nnp:xasen excriept 8 otaen "OI”, gupexunn "HPOIT3",
Pymana Craepesa, rnases iopuckoucynt 8 otaen "OIT", aupexuns "HPOIT3"




