IMPOTOKOJI Ne 2

Or paborara Ha komucus, Ha3HaueHa cbc 3amoBen Ne PJI-11-48/31.01.2020 r. ma
MHHHCTBpPA Ha 3/ipaBeonaspaneto. Komucusra e HazHaueHa 1a H3BBPIIM NOJO0P HA yIaCTHHIUTE,
pasriejia, OlleHH M KJIacHpa MmoJa eHuTe odepTH Mo 00mecTBeHa IOPBUKA ¢ IIPEMET: ,,/Jocmaska
H@ pAoOuOGKMUGHU JEKAPCMGEHU NpoOyKmu, paouodapmayesmuyn, paAOUOHYKIUOHU
2enepamopu, Kumoee u paouonyknuonu npexypcopu 3a 2020 2., omnyckanu no peoa na Hapeoba
Ne34/25.11.20052. 3a peda 3a 3anaawiare om ObpiHCAGHUA OI00ICem HA TeHEHUEMO HA Ob12apCeKu
2paxcoanu 3a 3a601A6aHUA U36DH 00X6amMa HA 3A0BANCUMENHOMO 30PA6HO ocuzypasane’,
sKIOuBaU4a Yemupuoecem u oeéem ob6ocobernu nozuyuu. OOINECTBEHATA IIOPBUKA € OTKPHTA C
Pemenne Ne P/1-11-525/23.12.2019 r. Ha MEHHUCTEpPA Ha 34paBEONAa3BAHETO.

I. Ha 07.02.2020 r. KOMHCHSTAa HM3OpaTH Ha BCcHYKH ydacTHHIM [Ipotoxom Ne 1 ¢
KOHCTATAIMHTE OTHOCHO HAJIMYKMETO B PEIOBHOCTTA HA NMPEACTaBEHUTE JOKYMEHTH C H3MCKBAHHATA
KbM JIHYHOTO CHCTOSHHE H KPUTCPUHUTE 3a IMOAOOP MOCTABEHH OT BBIJIOKHUTENA. B chimusa aeH
Iporoxkon Nel e myGmuxyean B Pasmen ,JIlpodun Ha kynmyBaua“ Ha opuIHANHHA CaliT Ha

MuUHHUCTEPCTBOTO Ha 3[IpaBeONa3BaHETO Ha CICIHUAT a/Ipec:
http://www.mh.government.bg/bg/profil-na-kupuvacha/protseduri-po-zop/protseduri-po-reda-na-
zop/dostavka-na-radioaktivni-lekarstveni-produkti-2020/

II. Ha mpoBenenwuTe 3akpuTH 3acelaHus, cberosimd ce Ha 17.02.2020 r.-19.02.2020 r.,
KOMHCHS, Ha3HaueHa cie 3anosex Ne PJ1-11-48/31.01.2020 r. Ha BB3JIOXKUTENA, 3@ IPOBEK/IAHE Ha
IpoNeaypa 3a Bh3jaraHe Ha OOIIECTBEHa MOPBUKA C IPEIAMET: ,/ocmaska Ha padouoaxkmueru
JeKapCcmeeHu npooyKkmu, paouodapmauesmuyu, paOuOHYKIUOHU 2eHEpAmopU, Kumose u
paduonyknuonu npexypcopu 3a 2020 2., omnyckanu no peoa na Hapeoba Ne34/25.11.20052. 3a
peoa 3a 3aniaujane om OwBPIHCAGHUA 0O100)cem HA JedeHuemo Ha OGva2apcKu ZpadicOanu 3a
30001A6aHUA U36DH 00X6amMa HA 3A0BJICUMENTHOMO 30PAGHO OCUYPAGaHEe, 6KIIOUEAUA
uernupudecem u 0esem 060cobenu no3uyuu, IPoIbIDKA CBOATA paboTa B ChCTAB!

IIpencenaren:

n-p -Hemm Tapumcka, HauaiHEK Ha OTHeN ,JlekapcTBeHM MPORYKTH®, JHPEKIHS
»l€KapCTBEHA MOJIMTHKA";

YUnenone:

Hckpa UBaHoBa, IiaBeH eKCnepT B OTAEN ,JleKapcTBeHM NPOAYKTH, IHUPEKIHUs
»JIeKapCTBEHA MONUTHKA";

Jlauuena BramoBa, IIaBeH eKCIEPT B OTAEN ,,bromket™, nupeknus ,,.bromker u unancu®;

Ilenaii EMUHOBA, INIABEH FOPHCKOHCYIIT B JUPEKIUS ,,O0IECTBEHH IOPBUKH

Koncrantaroc Sric, IbpiKaBeH eKCIEpT B TUPEKIHS ,,O0IECTBEHY OPBYKH .

Crnen u3BBHpIIBaHEe HA ropenuTHpanuTe AeicTBrs KomucuaTa ycTaHOBH, Y€ B PAMKHTE Ha
cpoka OT 5 paboTHH IHHW, ompefeneH oT Hed B IIporoxom Ne 1, B menoBOACTBOTO Ha
MHHHCTEPCTBOTO HA 3/[PABEONA3BAHETO €A NOCTBIUNK JOIBIHHUTENHHA JOKYMEHTH OT CIICAHUTE
YIaCTHUIIN:

1. JorsaHUTEHA JOKYMEHTH ¢ BX. Ne 26-01-99/11.02.2020 r., nonmaneno B 16:09 gaca or
»TAMAKOHCYJIT* EOOA, no o6ocoberu mosuruu NeNe 23, 24, 31, 34, 35,39, 44 u 47;

2. JombaauTenan JoKyMeHTH ¢ BX. Ne 26-01-81/12.02.2020 r., noganeHo B 14:59 waca ot
»TAHC ®APMA“ EQOOJ, no o6ocobenn nozumuu NeNe 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25,
26, 27,28, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48 u 49.

KoMucusaTa KOHCTATHpa, Ye JOKyMEHTHTE ca MOCTBIWIN B PaMKHTe Ha cpoka oT 5 (:eT)
pabOTHH IJHU, ¢ OTJIe] Ha KOETo Ha OCHOBaHME 4iI. 54, an. 12 ot IIpaBuiHMKa 3a Ipujarade Ha
3axona 3a oOmectBennte mnopbuku (IIT130II), xomMucHsiTa NPUCTHIM KBM DpasriekKJaHe Ha
IIPEACTABCHUTE JAOIBIHATEHH JOKYMEHTH U IIPOBEPKA 38 CBOTBETCTBHETO HM C M3UCKBAHMATA KbM
IMYHOTO CBCTOSHAE W KPHTEPHHTE 3a I0A00p, TOCTABEHHM OT BB3NOXKMTENs. Komucusira



KOHCTATHpA, Y€ € MPCACTABAHETO Ha AONMBIHHUTEIIHUTE NOKYMEHTH YUACTHHIUMTC Ca OTCTPaHHUIN
KOHCTATHPAHUTE I10 HpOTOKOJI No 1 muncu u HCCBEOTBCTCTBHUA, € OIJIEA HA KOCTO CC JONMYCKAT 0
PA3MICKIAHE HAa TCXHHYCCKUTC UM IIPCATTOXCHH.

III. Pasrae:xxnane HAa TeXHHYECKHTE NPEAIOKEHUN HA YYACTHHIIHTE, BEIHO C
NPeIOKEHUATA 32 H3NTbJIHEHHE HA NOPHUKATA H BCHUKH H3HCKYEMH KbM TAX JOKYMEHTH.

Ha nposeaenoro Ha 19.02.2020 r. 3akpuro 3aceaHue Ha KOMUCHSATA B TOPEITUTHPAHUS it
ChcTaB, Oelle M3BBpINEHA NPOBEpKA Ha IIPeIOKEHHSATa 332 HM3IMBJIHCHHC HA YUACTHHIIUTE H
CBOTBETCTBHETO UM C IIPEABAPUTEITHO OOSABEHUTE YCIOBHS:

1. KoMucusta u3BBpIIM Iperies Ha TEXHUUECKHTE IMPEAJIOKEHUS 3a W3NBIHEHHE Ha
nopbukara Ha ygacTHuka ,,JJAHC ®APMA*“ EOOJ, no o6ocobenn mo3urun NoNe 15, 16, 17, 18,
19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45,
46,47, 48 u 49 u ycTanoBu HanmuuKe Ha TOKyMeHTUTE 10 wi. 39, ai. 3, 1. 1 ot IIIT30I1, a uMeHHo:

OTaenHo OKOMIUIEKTOBAHU TEXHUUECKH IIPEJIIONKEHHs, 10 obpa3zel] OT JOKYMEHTAIHATA ¢
TIPUJIOXKEHH
> MPEAJIOKEHNE 3a U3NBJIHEHHE Ha MOphUKaTa B CHOTBETCTBHE C TEXHHYCCKHUTE
crenu@uKauyd H H3HCKBAHUATA Ha BB3IOKHATENA 32 000cobenn mo3uiuu NeNe 15, 16, 17, 18, 19,
20, 21, 22, 23, 24, 25, 26, 27, 28, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46,
47,48 n 49;
> JieKapaids OT YYacTHHKA, Y€ MEIUIMHCKUTE H3JCIHS ca PErHCTPHpPaHH CBHIVIACHO
Hapenbara 3a ycinoBusiTa 1 pejia 3a ChbCTaBsIHE HA CIHCHK HA METUIIUHCKUTE u3/ienus o wi. 30a ot
3axkoHa 3a MeauITMHCKUATE u3nemus /3MU/, ¢ npunoxeno usBiedeHrne ot Cnuceka mo @wt. 1, T. 1,
Oykpa ,,0° oT Hapenbara 3a ycroBusTa 4 pefa 3a ChCTaBAHE Ha CIIUCHK HA MEIUIIMHCKUTE H3CITAS
o 4. 30 ot 3MMU 3a 06ocobenn mo3umuuu NeNe 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27,
28,30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48 u 49,
> opurpanes IOKyMeHT, m3mameH oT MAJL, oT KkoiiTo € BHIHO, Y€ 3a CHOTBETHOTO
MEIWIMHCKO U3JIeNIHe, 32 KOETO ce yJacTBa HaMa peructpupanu Aanau B UAJl w/unmn EUDAMED
3a MHIMACHTA/MOTEHIMATHN UHIUACHTH Tpe3 MOCIEHATE BE TOAUHHU, KAKTO ¥ OJIOKAPAHHA HIIH
M3TETJICHN HapTHIU OT CHINOTO MEIWIIMHCKO M3JIENHE Mpe3 MOCIEIHUTE 2 TOAHHM 32 000CcoDEHH
mo3umua NeNe 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 30, 31, 32, 33, 34, 35, 36, 37,
38,39,40,41,42,43,44,45,46,47,48 u 49;
> JIeKJIapanus OT YYacTHHKa, B KOSTO € IOCOYeHO MEIUIMHCKOTO H3JeHe 3a KOeTo ce
y4acTBa, KOHKpeTHUTE 001mecTBeHN HOHIOBE HA CHOTBETHUTE AbPKABH H CTOMHOCTTA, A0 KOSTO Ce
3amiama 3a 06ocobenn mo3mu NeNe 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 30, 31,
32,33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48 u 49,
> OpUAPYKEHO C IPEBOJ Ha OBJIrapcKud €3UK H 3aBepeHO OT YYAaCTHHKA KOIHE Ha
JICKITapanusTa 3a ChOTBETCTBHE ¢ JlupekTura 98/79/EQ, H3maaeHa oT MPOH3BOIUTENA 32 000CO0CHH
mosmmua NeNe 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 30, 31, 32, 33, 34, 35, 36, 37,
38,39,40,41,42,43, 44, 45,46,47,48 u 49;
> MIPUAPYKEHO € IPEBOX W 3aBEpEHO OT YJYAaCTHHKA KOIME Ha BalHACH cepTH(HKAT 1o
craanapT EN ISO 13485:2016 3a ynpapieHie Ha Ka4€CTBOTO M31aJIeH HAa HMETO Ha MMPOHU3BOIUTES
3a 06ocobenn mosumuu NeNe 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 30, 31, 32, 33, 34,
35,36, 37, 38, 39,40, 41, 42, 43, 44, 45, 46, 47, 48 u 49,
> IpeBeICHA ¥ 3aBEPEHH OT yJaCTHHKA HHCTPYKIHH 3a yrorpeba 3a 06ocobenn nozuuan NeNe
15,16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41,
42,43, 44,45,46,47,48 u 49,

Ha ocnoBanue 1. 56, ai. 2 ot 11113011, xomucusiTa npoBepy TEXHUIECKUTE MPEIOKEHUS
Ha YYacTHHKa U KOHCTaTHpa, 9€ HAIPABCHUTE TEXHUYCCKH IIPESIJIOKECHHUS HAIIBIHO CHOTBETCTBAT
Ha TpeABapUTETHO OOSIBEHHUTE YCIIOBUS HA BBIIIOXKHTEINS.

Komucusara gomycka ydactHuka ,,JJAHC ®APMA®“ OO/l no orBapsHe Ha LEHOBUTE
npennoxkeHns mo obocodenu nozuiuu NeNe 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28,
30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48 u 49.



2. Komucusata w3BbpIE Nperjiel Ha TEXHWYECKUTE IIPEIUIOKEHHS 3a H3IILIHCHHE Ha
mophuKaTa Ha yuacTHuka ,BEI'A MEJIUKAJI“ EOO/, mo o6ocobernn mo3unuy NeNe 7, 8, 9, 11
¥ 12 ¥ yCTaHOBH HAIMYHE HA TOKyMeHTHTe 1o wi. 39, ain. 3, T. 1 ot [ITI30I1, a umMerHO:

OTaenHo OKOMIUICGKTOBAHH TEXHHUUECKHU MPEIOKEHNs, 110 o0paser 0T JOKYMEHTaHATa C
PUIOKEHH:
> OpeJIOKEHHe 33 W3IIBIHEHAE Ha IIOpHbYKaTa B CBOTBETCTBHEC C TEXHHUYECKHTE
crienuQUKane 1 H3UCKBAHUATA HA Bh3JIOKHUTENS, 32 000cobern nozumun NeNe 7, 8, 9, 11 u 12;
> 3aBepeHO KOITHe HA BAJMIHO pa3pellcHue 3a ynmoTpeba B cTpaHara, H3JalcHO IO peAa Ha
3JIIXM mma Pernament (EO) Ne 726/ 2004 r. na EBponeiickust napinament u CpBera /ui. 23, an.l
ua 3JITIXM/ 3a 06ocobenu mo3ummu NeNe 7, 8,9, 11 i 12;

» Jlexnapanus OT yYaCTHHKA, B KOSTO € MIOCOUEH KOHKPETEH IyONrdeH pETHCThD, B KOHTO ca
nyOIMKyBaHH BCHYKH TIPHIOKEHHS KBM Pa3pemieHNeTo 3a ynorpeda 3a o6ocobenn mozummu Ne 7,
8,9,11u12

Ha ocnoBanne wi. 56, an. 2 ot IIT130I1, xomucHaTa MpOBEpH TEXHUIECKATE MPEAIOKECHUL
Ha yYaCTHHKA M KOHCTaTHpa, Ue HAIpaBEeHUTE TEXHUYECKH [IPE/NIOKEHHs HATBJIHO CHOTBETCTBAT
Ha [PeIBAPUTENHO 0OSBEHUTE YCIOBUS HA BB3JIOKUTELS.

Komucusara nomycka yuactauka ,,BEI'A MEJIUKAJI® EOOJ] no oTBapsHe Ha LEHOBHTE
npeaoxeHus o 06ocodeHn mo3unuu NeNe 7, 8,9, 11 12.

3. Komucusta M3BHPIIN NpEIJIET HA TEXHUUECKUTE INPEIUIOKEHMS 33 H3IBbIHEHHE Ha
mopbykaTa Ha yyacTarka ,CODPAPMA TPEﬁ,Z[I/IHl"“ AJl, mo o6ocobenu nozuru NoNe 14, 15,
16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 32, 33, 34, 37, 38, 39, 40, 41, 42, 43, 44, 45,
46, 48 u 49 u ycTaHOBM HATHYKeE HA JoKyMeHTHTe 110 wI. 39, an. 3, 1. 1 ot III130I1, a uMeHHO:

OTaenHO OKOMILJIEKTOBAHHN TEXHHYECKH IPEANIOKEHNUS, I0 00pasel] 0T JOKYMEHTALMATA C
[PUIIOKCHH:
> OpeAaoXEHHe 3a W3MBIHEHHEe Ha TMOpPbhUKaTa B CHOTBETCTBHE C TEXHHUYECKHUTE
creruduKaIi 1 H3NCKBAHUATA Ha BB3JIOKHUTEI 33 00ocobenn mosummu NeNe 14, 15, 16, 17, 18,
19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 32, 33, 34, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 48 u 49.
> JeKIapanis oT yYaCTHHUKA, He MEAUIIMHCKHATE M3/IeJUs ¢a BKIIOYEHH B CIIUCHKA 11O 4il. 1, T.
1, 6ykea ,,6 or Hapenbarta 3a ycmoBHATa M pela 3a ChCTaBSIHE Ha CIIHCHK HAa METUIMHCKHTE
w3nenus oo wi. 30a or 3axoHa 3a MEIMIMHCKHTE u3Aenusa /3MI/, ¢ npuUIoXKeHO U3BICUEHUE OT
Comcpka no 4. 1, 1. 1, 6yxsa ,,6“ or Hapenbara 3a yclnoBHsTa U pezia 3a ChCTaBsHe Ha CIHCHK Ha
MeaumuHCKuTe maerns no wi. 30 ot 3MU 3a o6ocobern nozummu NeNe 14, 15, 16, 17, 18, 19, 20,
21, 22,23, 24, 25, 26,27, 28, 29, 32, 33, 34, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 48 u 49;
> obpmnuanen nokymeHT, m3nmaneH ot MAJIL, or koifito € BHAHO, Y€ 3a CHOTBETHOTO
MEIUIIIHCKO H3eiIHe, 32 KOETO ¢e y4acTBa Hama peructpupanu Janau B MAJI u/unu EUDAMED
334 MHLIMACHTH/TOTEHIHAIHE HHIHACHTH Mpe3 MOCICIHUTE JBE TOAUHH, KaKTO U OJIOKUpaHH HITH
M3TETNICHH HAPTUAU OT CHIIOTO MEIMIIMHCKO M3JIeJHe Tpe3 MOCIeHATe 2 TOOUHN 3a 060cobeHn
nosuun NeNe 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 32, 33, 34, 37, 38, 39,
40,41, 42, 43, 44, 45, 46, 48 u 49;
> HAeKnapaius OT YYaCTHHMKA, B KOATO € IMOCOYEHO MEIUITMHCKOTO H3JIENHE, 34 KOETO Ce
y9acTBa, KOHKPETHUTE O0IIECTBEHN (HOHIOBE HA ChOTBETHHTE JIbPKABH H CTOHHOCTTA, JI0 KOATO CE
3ariama 3a o6ocobenn mosumuu NeNe 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29,
32,33, 34,37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 48 u 49,
> OpEAPYKEHO C TPEeBOJ Ha OBITapcKd €3MK M 3aBEPEHO OT YYacTHHKA KOINME Ha
JeKnapanuaTa 3a choTBeTcTBHE ¢ JlupektuBa 93/42/EVIO, w3majeHa OT NPOM3BOAHMTENS 3a
00oco6ena nmosummsa Ne 14;
> OPUAPYXKEHO ¢ IpeBod Ha OBIrapcKH €3MK M 3aBEpPeHO OT ydacTHHKa konme Ha EC
ceprudukar 3a cporBercTBue ¢ JlupexrtuBa 93/42/EEC, u3maneH oT HOTM(QHIMpAaH OpraH 3a
060cobena mosuigas Ne 14;
> OPUAPYXKEHO C TpeBOJ, Ha OBIrapckd €3WK M 3aBEPEHO OT Y4YaCTHHKA KOonue Ha
JeknapaiuaTa 3a croTBercTBUe © JlupektwBa 98/79/EO, m3maneHM OT NPOM3BOAMTENS 34
obocobenn moszmun NeNe 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 32, 33, 34, 37,
38, 39, 40, 41, 42, 43, 44, 45, 46, 48 u 49;



> OPUAPYXEHO ¢ MPEBOA M 3aBEPEHO OT YJYacTHHMKA KOIHME Ha BaIMICH CepTU(HKAT IO
cragjapt EN ISO 13485:2016 3a ynpagieHue Ha Ka4eCTBOTO M3JaIcH Ha HMETO HA IIPOU3BOJAUTEIS
3a 00ocobenu mosmmuu NeNe 14, 15,16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 32, 33, 34,
37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 48 u 49;

» MPUAPYKEHO C NPEBOJ Ha OBITAapCKH €3WK W 3aBepeHO OT yJacTHmka komue Ha EC
cepruduxar 3a cwrorBercTBHe ¢ Jupextusa 98/79/EQO, uzmaneH oT HoTuduIMpaH opraH 3a
000coOeHa no3uIug Ne 29; ‘

Ha ocuoBanue wi. 56, ai. 2 ot IIII3011, komucusTa mpoBepH TEXHUIESCKUTE MPEAJIOKEHUS
Ha yYacTHHKa M KOHCTaTHpa, 4e HallpaBeHUTe TEXHHYECCKH IPEATIOKCHHUI HAIBIHO CBOTBETCTBAT
Ha TpeIBapUTEIHO OOSBEHHTE YCIOBHAA HAa BB3JIOKHTENH, C H3KIIOYCHHE HAa TEXHUISCKHUTE
npeToskenus mo 06ocodenu mo3uiu Ne 46 u Ne 48.

3a obocobena mozuius Ne 46:

OdepupaHoTO OT Y4aCTHHKA MEIUITUHCKO m3nemne mo odocobena mosumus Ne 46 ,,125 1
BhCG KIT* e ¢ kox Ha m3aemnero: 06DV3986415820, naumernosanne Ha u3nenuero: f-hCG Free
IRMA u ¢ xaranoxern Homep: KIP1001, nocodeHu B IpenoxKeHNUE 3a H3NBIHCHAC Ha ITOpBhUKaTa.
B IIpHIOKEHOTO KBM TEXHHYECKOTO MpeiiokeHue 3a obocobeHa mo3unug Ne 46 mpHIpYKEHO C
IpeBoj Ha OBJITapcKH €3UK W 3aBEPeHO OT Y4YacTHHKA KOIME Ha AEKIapalusaTa 3a ChOTBETCTBUE C
Jupextusa 98/79/EC, uznanena ot npousBoautens, u3gemue ¢ koa KIP1001 He e mocodeHo.
YYacTHUKHT He OTTOBAPS HA W3MCKBAHETO IOCOYEHO OT BB3NoXkuTels B [nasa Il ,, Texaudecka
cnenudukanusa”, T. 3. ,,/I3UCKBaHHSI KBM MEIUIUHCKUTE U3/enus, 000cobeHu nosumu ot Ne 14
mo Ne 49, sk, moar. 3.5. or HOKyMeHTammsaTa: ,,llpeanaraHuTe MEIUIMHCKH W3JENHS IO
ob6ocobern nozunuu ot Ne 15 mo Ne 49 BiL., IpeaMeT Ha HacTosIara 00IecTBeHa TOPBhUKA Ja
OTrOBapAT Ha W3WCKBAaHHATA Ha 3aKOHA 3a MCAMIUHCKHUTE HM3JENHS U 33 TAX Ja Ca H3IBIHEHH
NPHIIOKUMHMTE TIPOLIEAYPH 32 OILICHABaHE HA CHOTBETCTBHETO.

Tosa obcmosmencmso ce 00KA38a ¢ NpedCcmassane Ha: KOnue Ha 0eKNapauus 3a cbomeememeue
¢ Jupexmuea 98/7%/EO, uzoaoena om npou3e00umens uiu YnbiHOMOWeEH He206 npeocmasumen
(nMpuopysHcero ¢ npesood HA DBAZAPCKYU €3UK U 3A6EPEHO OM YHACMHUKA). .

3a o6ocobera mo3mis Ne 48:

OdepupaHoTO OT YUaCTHHKA MEIUIIHHCKO M3enue o o6ocobeHa nosuumsa Ne 48 ,, 125117
alpha-Hydroxyprogesterone e¢ ¢ xox Ha wu3genuero: 06DV3032457250, namMeHoBaHHME Ha
mgenneto: 170H Progesterone RIA CT u ¢ xaramoxen Homep: KIP1409, mocouenu B
TIpeUIOKECHHUE 32 H3MBIHEHUE Ha TOphUKaTa. B MPHUI0KEHOTO KBM TEXHUYECKOTO IPEII0KEHHUE 38
obocobena mo3umusa Ne 48 3aBepeHo Konme Ha OUIHMATICH TOKYMEHT, H31aieH oT M3nenHuTenHaTa
arennms mo nekapcrBata ¢ Ne MAJI-3818/30.01.2020 r. e BHAHO, Y€ 3a TOPELUTHPAHOTO
MEIMIHHCKO H3/IeJiie MMa perucTpupand nanHu B MAJl 3a u3TerneHH mapruau OT CBHILIOTO
MEHIHHCKO H3/IENTAE Mpe3 NOCIeAHUTE IBE TOANHH.

V4acTHHKHT HE _OTIoBapsi Ha HM3MCKBAHETO IIOCOYCHO OT BB3NOXHTens B ImaBa I

,lexuuuecka cnenmpukamus, 1. 3. ,/I3ucKkBaHUS KBM MEIUIMHCKHUTE M3, 000coOeHH
nosunuu oT Ne 14 o Ne 49, Bk, moar. 3.2. oT AOKYMEHTaNUATA: ,,J{a HIMa peTuCTpUpaHu JaHHU
B MAJI u/umu EUDAMED 3a uHIMASHTH/IIOTCHIHATHA HHIIMACHTH IIPe3 IOCISIHUTE JBE TOANHH,
KakTO ¥ 3a ONOKMpaHW MM WM3TETJICHH MapTUAM Ipe3 IOCICTHWTE JBE TOAWHHA CBIVIACHO
npenocraseHa oT MAJI uadopmanus.
Tosa obcmoamencmeo ce 00KA38a ¢ NPeOCMAassIHe HA 3A6EPEHO KOnUe A oQuyuaner 00Kymenm,
uso0aoen om HM3nwanumennama azewyus no Jjexapemeama, om Koilimo 0a e 6uoHo, e 3a
CHOMEEMHOMO MeOUYUHCKO uzlenue Hama pezucmpupanu Oannu 6 HAJ w/unu EUDAMED 3a
UHYUOCHIMU/NOMEHYUATHU UHYUOEHMU Npe3 NOCIeOHUme 08e 200UHU, KAKMO U 3 OIOKUPAHU UnY
usmeznenu napmuoyu Om Cbujomo MeOUYUHCKO Uz0enue npes nocieoHume 06e 200UHU. .

IIpenBun ropensnoxkeHoTo, Ha ocHoBaHue 4i. 107, T. 2, 6. ,,a“ oT 3011, xomucuaTa npemiara
3a oTcTpaHsBaHe ydacTHuka ,,CODAPMA TPEIZI[I/IHF“ AJl, OT MO-HATaTHIIHO y4YacTHe B
npolexypata 3a o6ocoberu nmozunmu NeNe 46 u 48, Thif kaTo € mpencTaBun odepra, KOATO HE
OTrOBaps Ha IIPSABAPUTENHO OOSIBEHUTE YCIIOBHS Ha IOPhUKATa.

Komucusta gomycka yaactauka ,,COOAPMA TPEUJIAHI AJI o oTBapsHe Ha IEHOBHTE
npepoKeHus no obocobenu mosunum NeNe 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27,
28,29, 32, 33, 34, 37, 38, 39, 40, 41, 42, 43, 44, 45 u 49.




4. KomucusaTa u3BBpINY Nperyie[l Ha TEXHUYECKHTE NpPEIIOKEHHs 32 H3ILAHCHHE Ha
noprukara Ha ydactauka ,,COOAPMA TPEﬁI[HHP“ AJl, mo o6ocobenu mosumuu NelNe 5, 6, 8,
9,10, 11 u 12 n ycTaHOBH HAJIMYKME HA JOKYMEHTHTE 110 wiI. 39, am. 3, T. 1 ot ITI130I1, a umenHo:

OTnenHO OKOMIDIEKTOBAHH TEXHHYECKH MPCIIOKEHHUS, IO 00paser] OT JIOKYMEHTAIAITA C
IIPHIIOKCHH:
> IpeUIOKEHHE 33 H3MBJIHEHHWE Ha TOphYKara B CHOTBEICTBHE C TEXHHUECKHUTE
cnenuuKanuy 1 H3UCKBAHHUATA HA BH3JIOKHTENS 32 000c00enu mosuiuu NeNe 5, 6, 8,9, 10, 11 u
12;
> 3aBEpPEHO KOIHE Ha BAIMAHO pa3pelleHue 3a ynorpeda B cTpaHaTa, H34aAeHO 1O peda Ha
3JIITXM uma Pernament (EO) Ne 726/ 2004 1. ma EBponeiickus napinament u Cheera /4. 23, an.1
ua 3JIIIXM/ 3a 060ocobenn mo3umuu NeNe 5, 6, 8,9, 10, 11 u 12;

> JIncroBka: Madopmarnus 3a maruenTta — [Ipunoxenne No2 kbM paspenieHHETO 3a yrmorpeba
3a 060cobenu nosunmm NeNe 5, 6, 8,9, 10, 11 u 12;

> Kparka xapakrepuctuka Ha npojykTa — [Ipminosxenune Nel KbM paspelneHreTO 3a ynorpeba
3a 06ocobenn nosummu NeNe 5, 6, 8,9, 10, 11 1 12;

> IIpunoxenue Il kpM pa3pemenuero 3a ynorpeba 3a 06ocodbeHa mo3urus Ne 9

> IIpunoxenne IlI manau BBpXy omakoBKara U JHUCTOBKa; A. JlaHHHM BhpXy ONakoBKara; b.

JluctoBka 3a 06ocobena mozumus Ne 9;

Ha ocnoBanme ui. 56, an. 2 ot [HI30I1, koMucHATa NpOBEPH TEXHUUYECKUTE MPETIOKEHUS
Ha YYaCTHHKA M KOHCTaTHpa, 4e HANpaBEHHTE TEXHUUECKH IMPeJIONKEHNS HAIBJIHO CHOTBETCTBAT
Ha IIpeIRApUTEIHO OOSBEHUTE YCIIOBUS HA BH3JIOKUTEISL.
> Komucmsara nonycka yuactuka ,,CO®APMA TPEMIMHI“ AJl no ortBapsHe Ha
LIEHOBUTE IpeioxeHust o 06ocobenu mozuruu NoNe 5, 6, 8,9, 10, 11 u 12.

5. KoMucusta u3BbpIM Iperjied HAa TEXHUYECCKUTE IMPEINIOKCHHS 3a HINLIHCHHE Ha
nopbukata Ha yuacTHHKA ] AMAKOHCYJIT“ EOO/, no ocobenn mosumum NeNe 23, 24, 31, 34,
35, 39, 44 u 47 1 ycTaHOBH HAIMYKE Ha JOKYMEHTHUTE o wi. 39, an. 3, 1. 1 ot IIIT30I1, a umeHHO:

OTHeNMHO OKOMILIEKTOBAaHM TEXHHYECKH IPEIIOXKCHMS, 0 00pa3er] OT JOKYMEHTAIAATA C
IIPHJIOKCHH:
> MPEeAIOXKCHAE 3a M3NBIHCHHE Ha TOpHUKATA B CHOTBETCTBHE € TEXHHYECKHTE
CHeU(pHUKAINY H U3UCKBAHUATA Ha BB3JI0KUTENS 3a 060cobern mosumuu NeNe 23, 24, 31, 34, 35,
39,44 u 47,
> JIeKJlapanusd OT YYacTHHKA, Y€ MEIUIHUHCKUTE H3NETHS Ca PErHCTPHpPaHH CBITIACHO
Hapen6ara 3a yCIOBHATA U pejia 3a ChCTaBsAHE Ha CIIUCHK HA MEAUIIMHCKUTES U3 10 wi. 30a oT
3akoHa 3a MeOUIMHCKUTe usnenus /3MHU/, ¢ npunoxeno u3BneucHue or Crouceka mo 9. 1, 1. 1,
Oyksa ,,0“ or Hapenbara 3a yciioBusiTa ¥ pelia 3a CCTaBsSHE HA CIIUCHK HA MCIUIUHCKHUTE H3ACITHA
o wi. 30 ot 3MMU 3a o60co6enn mosuumu NeNe 23, 24, 31, 34, 35, 39, 44 u 47,
> opunmanen mokyMeHnt, usmaneH oT HMAJL, or kxoiiTo € BHAHO, Y€ 3a CHOTBETHOTO
MEIULMHCKO HU3JETHE, 3a KOCTO € yuacTBa HaMa peructpupanu aanau B AJI w/umua EUDAMED
3a MHIUJECHTH/TIOTEHIHAIHY WHIUICHTH Ipe3 NOCIEeIHUTE JABE TONUHH, KAKTO ¥ OJIOKHpPAHH HIIH
M3TErJIeHH MapTUIH OT CHIIOTO MEIUIIMHCKO H3JeNHE mpe3 MOCAeIHHUTEe 2 TOAUHU 332 000COOCHH
nmosuiym NeNe 23, 24, 31, 34, 35, 39,44 u 47,
> JIeKnapanus OT yYaCcTHHKA, B KOSTO C€ MOCOYBAa MEAMIIMHCKOTO H3JENHE, 32 KOETO Ce
y4acTBa U KOHKPETHHAT oOIecTBeH ()OHJA HAa CHOTBETHATa AbpKaBa, II0 KOHTO ce 3amiama 3a
000cobenu nosumuy NeNe 23, 24, 31, 34, 35, 39, 44 u 47,
> NPHAPY)KEHO ¢ IMpeBoJ Ha OBIrapcKd €3MK KM 3aBepSHO OT y4YaCTHHKA KOIIHE Ha
JIeKJIapalusaTa 3a cboTBeTcTBHE ¢ Jupektrna 98/79/EC, u3nanena oT Mpou3BOANTENS 32 000c00eHH
mo3ummm NeNe 23, 24, 31, 34, 35, 39,44 u 47,
> MPUAPYKEHO C IPEeBOJ W 3aBEPEHO OT yYACTHHKA KOIME Ha BaIHMJEeH CEpTHHUKAT IO
cranapT EN ISO 13485:2016 3a ynpaeneHre Ha Ka4eCTBOTO M3/1a/ieH HA IMETO HA IIPOM3BOIUTEIIS
3a 00ocobenn mo3ummu NeNe 23, 24, 31, 34, 35, 39,44 u 47,

Ha ocHoBanue un. 56, an. 2 ot IITI30I1, komucusita npoBepy TEXHUYECKUTE MPETOKEHIS
Ha YYaCTHHKA M KOHCTaTHpa, 9¢ HAINPaBEeHHUTE TEXHHUYECCKH IPEIOKEHAS HABJIHO CHOTBETCTBAT
Ha Ipe/IBAPUTEIHO O0ABEHUTE YCIIOBUA Ha BH3TOKUTENS.



Komucusta gonycka ydactauka ,. ] AMAKOHCYVYIIT® EOO/I, no oTBapsHe Ha IICHOBHTE
npeIokeHus o o6ocobenn mozurmu NeNe 23, 24, 31, 34, 35,39, 44 u 47.

B1.3 0ocHOBA Ha KOHCTATHPAHOTO Ha €Tall pasrieXIaHe Ha TEXHHYECKH IIPEIIOXKEHHS B CIIC
yCTAHOBSIBAHE HA CHOTBETCTBHETO MM C HM3HCKBAHMATA HA BB3JIOKMTENA, KOMHCHATA DEIMH
CIIEBAINOTO OTKPUTO 3aceanue Ja ce cheron Ha 27.02.2020 r. (wetBppTeK) oT 11:00 9aca, koraro
e ObJaT OTBOPEHH ¥ ONIOBECTCHH IIEHOBHTE NIPE/UIOKEHHS HA JOIYCHATUTE YYaCTHHUITH.

B usneiHeHHe Ha pasmopexbara Ha @i 57, am. 3 or I[III30I1, komucHara o0aBH upe3
crobIenue B npoduia Ha KymyBada, e OTBapsiHETO Ha LIEHOBUTE NIPEIUIOKEHNS Ha JIOMYCHATATE
yuacTHHIM Ine ce mposene Ha 27.02.2020 r. (werBeprek) or 11:00 uaca B crpajara Ha
MHUHHCTEPCTBOTO Ha 3/jpaBeonasBaHeto, rp. Codus, mwi. ,,Ceera Henema™ Ne 5.

CHoOIIEeHHETO 3a OTBAPsIHE HA [IEHOBHTE TpeoKeHus Oete myomkysano Ha 24.02.2020
r. B Pasgen ,Jlpopun Ha kKymypaua“ Ha o¢unuMaiHHA CcaHT Ha MMHHCTEPCTBOTO Ha
3IpaBeolla3BaHeT0  Ha  CIEAHUSAT  apec: http://www.mh.government.bg/bg/profil-na-
kupuvacha/protseduri-po-zop/protseduri-po-reda-na-zop/dostavka-na-radioaktivni-lekarstveni-
produkti-2020/

IV. Ha 27.02.2020 r. (ueTBspTHK) OT 11:00 yaca, xomucHsa Ha3zHaueHa che 3anosen Ne P/I-
11-48/31.01.2020 1. Ha BBL3IOXKHTEIS 3a MIPOBEXK/IAHE HA [IPOLIEAYPa 3a Bh3JIaraHe Ha OOIIECTBEHA
mopeuka C OpeaMer: n/Jocmaéka Ha  paouOAKMUGHU  JIeKAPCMGEHU  NPOOYKMU,
paouopapmayesmuyu, paOUOHYKIUOHYU 2eHEPAMOPU, KUMOGE U PAOUORYKIUORU NPEKYPCOPU 3
2020 2., omnyckanu no peoa na Hapeoba Ne34/25.11.20052. 3a peoa 3a 3annawane om
ObPIHCAGHUA BI002icem HA eueHUuemo Ha GbA2aPCKU ZPadlcOaHU 3a 3a60126aHUA U3EDH 0OX6ama
Ha 3A0BACUMENHOMO 30PA6HO OCUZYPABAHE“, B CHCTAB!

Ilpeacegareir:

a-p Hemnm TapuHcKa, HadanmHUK Ha OTHAEN ,JIeKapcTBEHM UHPOAYKTIH®, IHPEKIHS
,»JIeKapCTBEHA MOJIUTHKA™;

Ynrenone:

Wckpa HWBaHoBa, IJlaBeH ekcrnepT B oTAen ,JIeKapCTBEHH IpPOXYKTH®, IMPEKIHA
»JleKapcTBeHa TIOINTHKA™;

Jlanuena Bragosa, IIaBeH EKCIEPT B OTAEN ,, BIOJKeT, peKIHus ,,BIoKeT u puHaHCH;

lenait EMuHOBa, r1aBeH I0PACKOHCYNT B AUPEKIHS ,,O6MEeCTBEHH IOPBYUKA®;

KorcraaTrrOC SIriHc, IBp)KaBeH €KCIIEPT B AUPEKIHs ,,OOIMEecTBeHH MOPBUKH,

NPHCTHIIM KbM OTBapsiHe W ONOBECTSABAaHE HA IIEHOBHTE IIPEUIOKCHHS Ha IOIyCHATHTE
Y9aCTHHUIA.

Ha ocHoBanue wi. 54, an. 2 ot IIII30II, npu nyOnuunute AEHCTBHA HAa KOMHCHATA,
IPUCHCTBAXa CIICTHATE MIPEJCTABUTENN HA YUACTHHIIUTE:

1. Bnagumup Hukoinos — yreHOMoOIIEH npeacrasuren Ha ,, COOPAPMA TPEMJAHI™ AJT;

2. Epa Bonenuuaposa — ysiHOMOIICH npeacrasuten Ha ,,BET'A MEJIMKAJI“ EOO/;

3. Jleremana Msanosa — yreaaoMoOIneH npeacraputen Ha ,,JJAHC @APMA®“ EOO/];

4. Tnana Xpucrosa — ynbiaHoMolneH npesacrasurel Ha ,, AMAKOHCVYJIT* EOO/I.

Ha mny6nuyHaTa 4acT Ha 3acelaHMeTO Ha KOMHCHATA HE IPHCHCTBAXA MPEICTABHTENH Ha
cpejcTBaTa 3a MacoBO OCBEIIOMSBAHE.

3acenannero Geirne OTKPUTO KaTo Osixa 0OSIBEHH YJaCTHHIIMTE, KOMTO HE €a JOMyCHATH 10
OTBapsSHE Ha IIEHOBUTEC IPEATOKECHHA MO O0OCOOEHM MO3HIUH, & HMCHHO »COD®APMA
TPEMIAHT“ AJl, o o6ocobern nosuiuy NeNe 46 u 48. B cb0TBETCTBHS ¢ H3HCKBAHUITA HA WI.
57, an. 1 or IIII301I1 ueHoBHTEe IPEIIONKEHNUS HA YYACTHHKA, YUUTO OopepTH HE OTroBapAT Ha
H3HCKBaHMATA HA Bh3JIOXKHUTEI, HE OSXa OTBOPEHH.

KoMucusaTa IPUCTHIA KbM OTBapsHE U OIIOBECTSBAaHE HA CHABPKAHHETO HA IIMKOBETE C
Hamuc ,,lIpe/uiarad [EHOBH NapaMeTpH™, B KOHTO C€ ChABPKAT IICHOBHTEC MPEUIONKCHHS Ha
NONYCHATHTE YYaCTHUIIM IO OTAETHUTE 000COOECHH MO3HIMH, IO pela Ha MOCTHIBAHETO Ha
o(epTUTe B AEIOBOACTBOTO Ha MUHHCTEPCTBO Ha 37PAaBEONA3BAHETO M BOJCIIUAT 3aCEJaHUETO Ha
KOMHCHSATA TH OIIOBECTH:

IlpennaranuTte OT y4aCTHHIUTE IICHH Ca CICTHHUTE:



1. ,, JAHC ®APMA*“ EOOJ, no odocodenn mo3umun NeNe 15, 16,17, 18, 19, 20, 21, 22,
23, 24, 25, 26, 27, 28, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48 u 49.

Ne Ha En.nena 3a | En.nena 3a | O0ma Oo6ma
obocobena :Ignn:gzocl;anne,enmnqﬂa OIIAKOBKA |OHAKOBKA |CTOMHOCT |CTOHHOCT ¢
TO3UITHSA bes JUIC |e¢ JAC oe3 IAC | UIC
15 1251 1T3 KIT 161.08 193.30 5315.64 6378.77
16 1251 T4 KIT 161.08 193.30 14175.04 17010.05
17 125 I TSH ( 96-100 npo6u) KIT 161.08 193.30 18202.04 21842.45
IRMA
18 125 1 TSH (384-400 po6u) KIT 789.79 947.75 15795.80 18954.96
IRMA
19 125 I Insulin KIT IRMA 234.53 281.44 7974.02 9568.82
20 125 I FSH KIT IRMA 161.80 194.16 3236.06 388327
21 125 ILHKIT IRMA 170.44 204.53 3408.82 4090.59
22 125 I Prolactin KIT IRMA 186.05 223.26 5953.60 7144.32
23 125 I Testosteron KIT 254.73 305.68 6622.98 7947.58
24 125 1 Progesteron KIT 254.73 305.68 2802.03 3362.44 =
25 125 1 Estradiol KIT 264.10 316.92 3697.40 4436.88
26 125 1 CA-15-3 KIT IRMA 417.07 500.48 64645.85 77575.02
27 1251 CA-125 KIT IRMA 417.07 500.48 30446.11 36535.33
28 1251 CA-19-9KIT IRMA 417.07 500.48 55887.38 67064.86
30 125 I Plasma renin activity 348.39 418.07 5574.24 6689.09
31 125 I Calcitonin KIT IRMA |367.12 440.54 2936.96 3524.35
32 125 I Aldosteron KIT 323.41 388.09 5174.56 6209.47
33 1251 ACTH KIT IRMA 42009 504.23 504228 | 6050.74
34 125 1 Paraichormon intact IRMA | 454.53 545.44 9090.60 10908.72
35 125 I beta 2 microglobulin 304.00 364.80 30400.00 36480.00
36 125 Vit B 12 + ponuesa kucenuna 499.47 599.36 9989.40 11987.28
37 125 I Thyreoglobutin 323.41 388.09 10672.53 12807.04
38 125 I Cortisol 217.27 260.72 9125.34 10950.41
39 125 1 DHEAS 260.98 313.18 2609.80 3131.76
40 125 I anti TG antibody 317.17 380.60 16810.01 20172.01
41 125 I anti TPO antibody 314.05 376.86 16016.55 19219.86
42 1251 TRAK 336.34 403.61 5381.44 6457.73
43 125 I Kapuunoem6OpronaneH antured | 236.00 283.20 24072.00 28886.40
IRMA




44 125 I HGH KIT IRMA 273.46 328.15. 4375.36 5250.43

45 125 I Alpha-fetoprotein (AFP) KIT 220.39 264.47 2865.07 3438.08

46 125 I phCG KIT 260.98 313.18 2609.80 3131.76

47 125 1 Ferritin KIT 151.42 181.70 1817.04 2180.45

48 1251 17 alpha-Hydroxyprogesterone | 348.39 418.07 2090.34 2508.41

49 125-1 25-0OH vitamin D total RIA(96- | 822.91 987.49 19749.84 23699.81
100 mpo6wu)

2. ,BEI'A MEJTUKAJI“ EOOJ, no o6oco0enu mo3unmuu NeNe 7, 8,9, 11 u 12.

Ne na En. euasaE.enasa‘Oﬁ a Ooma
HauMeHoBaHHE, e XRHATHA AL L) I.I,l I.I,I

obocobena el OHNAKOBKA |OMAKOBKA |CTOMHOCT |CTOHHOCT €

NO3AIMS oe3 IJIC |c¢ IC oe3 JIC | AC

7 Technetium (99mTc) hynic-octreotide | 831.45 997.74 153818.25 184581.90

8 Sodium Todide [131 I] mepopanna 122.50 147.00 164640.00 197568.00
¢$opma 74 MBq

9 Iodine [oflupane (1231) 1015.00 1218.00 519680.00 623616.00

11 Sodium Todide [131 I] nepopanua 229.00 274.80 15572.00 18686.40
dopma 1,85 GBq

12 Sodium Iodide [131 I] mepopanna 364.50 437.40 103882.50 124659.00
¢dopma 3,7 GBq

3. ,CODAPMA TPEMJIUHI“ AJl, no o6ocobenn mosman NeNe 14, 15, 16, 17, 18, 19,
20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 32, 33, 34, 37, 38, 39, 40, 41, 42, 43, 44, 45 u 49.

Ne ma Ex.nena 3a | Ex.nena 3a | O6ma O6ma
HanmMenoBanue,eAuHAYHA = v
obocobena Fem—— ONAKOBKA |ONAKOBKA |CTOMHOCT |CTOHHOCT ¢
no3unus oez JAC |c AAC oe3 JJIC | AAC
14 192 Ir 3a Muxpocenextpon 150 cM/10 | 14304.34 17165.21 114434.73 137321.68
Ci
15 125 1fT3 KIT 75.79 90.95 2501.07 3001.35
16 125 1{T4 KIT 73.65 88.38 6481.20 7777.44
17 125 1 TSH ( 96-100 mpo6u) KIT 98.85 118.62 11170.05 13404.06
IRMA
18 125 1 TSH (384-400 mpo6u) KIT 395.40 474.48 7908.00 9489.60
IRMA
[19 125 I Insulin KIT IRMA 156.45 187.74 5319.30 6383.16
20 125 I FSH KIT IRMA 106.42 127.70 2128.40 2554.08
21 125 ILHKIT IRMA 106.42 12770 2128.40 2554.08
22 125 I Prolactin KIT IRMA 106.42 127.70 3405.44 4086.53
23 125 I Testosteron KIT 123.94 148.73 322244 3866.93




24 125 I Progesteron KIT 121.50 145.80 1336.50 1603.80
25 125 [ Estradiol KIT 137.87 165.44 1930.18 2316.16
26 1251 CA-15-3 KIT IRMA 194.43 233.32 30136.65 36163.98
27 1251 CA-125 KIT IRMA 179.99 215.99 13139.27 15767.12
28 125 1 CA-19-9KIT IRMA 179.99 215.99 23218.71 27862.45
29 125 I PSA KIT IRMA 129.73 155.67 15956.79 19147.41
32 125 T Aldosteron KIT 182.74 219.29 2923.84 3508.61
33 125 1 ACTH KIT IRMA 352.00 422.40 4224.00 5068.80
34 125 I Paratchormon intact IRMA 315.00 378.00 6300.00 7560.00
37 125 I Thyreoglobulin 193.70 232.44 6392.10 7670.52
38 1251 Cortisol 104.15 124.98 4374.30 5249.16
39 125 I DHEAS 120.04 144.05 1200.40 1440.48
40 1251 anti TG antibody 193.70 232.44 10266.10 12319.32
41 125 I anti TPO antibody 193.70 232.44 9878.70 11854.44
42 1251 TRAK 451.32 541.58 7221.12 8665.34
43 125 I KapumHoemOpuonaneH antured | 103.94 124.73 10601.88 12722.46
IRMA
44 125 I HGH KIT IRMA 157.32 188.78 2517.12 3020.54
45 125 I Alpha-fetoprotein (AFP) KIT 143.28 171.93 1862.64 2235.09
49 125-1 25-OH vitamin D total RIA(96- | 317.98 381.58 7631.52 9157.82
100 mpo6u)
4. ,,COODAPMA TPEﬁ)IPIHF“ AJl, mo o6ocodenu mo3umuu NeNe §, 6, 8,9, 10, 11 u 12.
Ne En.nena 3a | Ex.mena 3a | O6ma 06
06(:1?)601-[3 ilz;&l:;eﬂlztzaﬂne,ennﬂnqﬂa OII:a]:COBKa orfa[:comca CTO];JIIHOCT CTOI;EOCT C
no3nnus 6e3 JAC |cJAC oes JAC |AAC
5 Technetium [99mTc] Exametazine 985.96 1183.15 18733.24 22479.85
6 Technetium [99mTc] Tetrofosmin 1103.31 1323.97 175426.29 210511.23
8 Sodium lodide [131 I] nepopanna 124.72 149.66 167623.68 201143.04
tdopma 74 MBq
9 Iodine Ioflupane (1231) 1515.99 1819.19 776186.88 931425.28
10 Iobenguane {131 I] 450.06 540.07 12151.62 14581.89
11 Sodium lodide [131 I] mepopanua 232.90 279.48 15837.20 19004.64
tdopma 1,85 GBq
12 Sodium lodide [131 I] nepopanza 379.53 455.44 108166.05 129800.40
¢opma 3,7 GBq




5. , ’/AMAKOHCYJIT“ EOO/I, no o6ocodenn mozmmuu NeNe 23, 24, 31, 34, 35, 39, 44

u47.
l

Ne nHa En.mena 3a | Ea.mena 3a | O0ma O6ma

HanveHoBanne,eJHHHIHA A LR l.],l 111
oboco0ena S —— ONAKOBKA |ONAKOBKA | CTOHHOCT |CTOHHOCT ¢
MO3HIHA oe3s JIIC |c JIC oez JUIC | JAAC
23 125 I Testosteron KIT 125.28 150.34 3257.28 3908.74
24 125 I Progesteron KIT 125.89 151.07 11384.79 1661.75
31 125 1 Calcitonin KIT IRMA 187.72 225.26 1501.76 1802.11
34 125 1 Paratchormon intact IRMA 330.29 396.35 6605.80 7926.96
35 125 1 beta 2 microglobulin 306.36 367.63 30636.00 36763.20
39 125 I DHEAS 122.96 147.55 1229.60 1475.52
44 125 1 HGH KIT IRMA 159.98 191.98 2559.68 3071.62
47 125 I Ferritin KIT 150.69 180.83 1808.28 2169.94

Crnen u3BBpIIBaHE HA TOPHUTE JEHCTBHS IyOJIAYHATA YACT OT 3aCeIAHHETO HA KOMHCHSITA
TIPUKITFOYH.

Ha mpoBeaeHoTO 3aKkputo 3acemanue Ha 27.02.2020 r., KOMHCHATA, MPOABIDKH CBOSTA
paboTta, KaTO H3BBLPIIN IIPOBEPKA HA CHOTBETCTBUETO Ha IIECHOBUTE IIPE/IJIOKCHUS HA JOIYCHATATE
YYACTHHIIM C H3UCKBAHUATA HA BH3JIOKHUTECIIS.

C oryen 06CTOATENCTBOTO, Ue OOSIBEHHAT OT BB3JIOXKHUTEIA PECYPC IO OTASTHATE 000CO0CHH
MIO3UIHH € MAKCHMAJIHHSAT (PMHAHCOB pecypc, C KOWTO BB3JIOKHUTEIAT pas3loiara, KOMHCHSTA
W3BEPIMH MPOBEPKA 33 HATHYHETO HA IICHOBH MPEIIOKSHIS, Ha/IBUIIIABAIIY [IPE/IeTHATA CTOHHOCT
3a ChOTBETHaTa 000coGeHa O3UIUS H KOHCTATHpa CIETHOTO:

1. VyactauksT ,,JJAHC ®APMA“ EOO/I, o 06ocobenu nozurmm NeNe 35, 36, 42 u 47
€ IIPEICTABIII IEHOBH IIPE/UIOKEHNSI B CHOTBETCTBHE C MPE/BAPUTEHO OOSIBEHUTE YCIIOBHUA.

VyactauksT ,JAHC @©OAPMAY EOOJ/l € npeanoxuil LIEHOBH IPENIOKESHHUS,
HaJBUINABAINK TPEIBAPUTENTHO OOSBEHHS OT BB3JIOXKHUTENS (JUHAHCOB pECYpC IO CIACTHUTE
000co0eHH TO3UIAH;

SJIAHC ®APMA“ EOO/]
No ra HaumeHoBarue MaxcrmaneH MaxcrmancH [peanoxena Hpennoxena
oboc. pecypc Ha pecypc Ha €IMHAYHA LieHa | ofuia CTOHHOCT
1o3-st Branoxwrena- Bruanoxwresns- B aesa ¢ J{JIC B jeBa ¢ JIJIC
en. uera c JIC | obwma crofinoct ¢
JUIC
15 125 1 fT3 KIT 90,95 3 001,35 193.30 6378.77
16 1251 T4 KIT 88,38 777744 193.30 17010.05
17 125 1 TSH ( 96-100 mpobu) | 67,92 7 674,96 193.30 21842.45
[ KIT IRMA
18 125 1 TSH (384-400 293,64 5 872,80 947.75 18954.96
npo6u) KIT IRMA
19 125 I Insulin KIT IRMA 123,41 4 195,94 281.44 9568.82
20 125 1 FSH KIT IRMA 127,71 2 554,20 194.16 3883.27
21 125 ILHKIT IRMA 127,71 2 554,20 204.53 4090.59
22 125 1 Prolactin KIT IRMA | 127,71 4 086,72 223.26 7144.32
23 125 1 Testosteron KIT 151,13 3 929,38 | 305.68 7947.58
24 125 I Progesteron KIT 151,43 | 1665,73 305.68 3362.44
25 125 I Estradiol KIT 165,44 2 316,16 316.92 4436.88
26 125 I CA-15-3 KIT IRMA | 238,78 37 010,90 500.48 77575.02
27 1251 CA-125KIT IRMA | 222,20 16 220,60 500.48 36535.33
28 1251 CA-19-9 KIT IRMA | 221,00 29 614,00 - 500.48 67064.86
30 125 I Plasma renin activity | 239,26 3 828,16 418.07 6689.09

10




31 125 I Calcitonin KIT 226,70 1 813,60 440.54 | 352435
IRMA

32 125 I Aldosteron KIT 223,55 3576,80 388.09 | 6209.47

33 125 TACTHKIT IRMA 312,98 3 755,76 504.23 6050.74

34 125 1 Paratchormon intact | 396,99 7 939,80 545.44 10908.72
IRMA = .

37 125 I Thyreoglobulin 137,50 4 537,50 388.09 12807.04

38 125 I Cortisol 124,98 5249,16 260.72 10950.41

39 125 1 DHEAS 14781 1478,10 313.18 3131.76

40 125 I anti TG antibody 183,38 9 719,14 380.60 20172.01

41 125 1 anti TPO antibody 143,51 7 319,01 376.86 19219.86

43 1251 124,73 12 722,46 283.20 28886.40
KapumroeMOproHaIeH
agtured IRMA

44 125 T HGH KIT JRMA 193,54 3 096,64 328.15 5250.43

45 125 I Alpha-fetoprotein 171,93 2235,09 264.47 3438.08
(AFP) KIT

| 46 1251 phCG KIT 174,56 1 745,60 313.18 3131.76

48 125117 alpha- 190,93 1 145,58 418.07 2508.41
Hydroxyprogesterone

49 125-125-OH vitamin D 389,10 9338,40 987.49 23699.81
total RIA(96-100 npoGwu) o

C orues 06CTOATENCTBOTO, Y€ IO IOCOUYEHUTE NO-rope 000COOCHN NO3HIUH, YYACTHUKET
e mpeacTaBun opepra, KOATO He OTToBaps Ha NPEJBAPHUTENHO "O0ABEHHTE YCIOBHS, KOMHCHATA
mpeaara Ha BB3JIOXHTENA, YIacTHHUKBT ,,JAHC D®APMA“ EOOJI na 6Bie OTCTpaHEH OT
nporeaypara no o6ocobern mozmmma NelNe 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 30,
31,32, 33, 34,37, 38,39, 40, 41, 43, 44, 45, 46, 48 u 49 Ha ocHoBanue ui. 107, 1. 2, 6. ,,a* or 30IL

H3BsH 06ocoOeHuTe mo3uipu mocoueHH mno-rope ,JAHC ®APMA“ EOOJ e
IPEICTABUIIO IIEHOBH MPEUIONKEHHs H3TOTBEHH B CHOTBETCTBHE C IPEBAPUTENHO OOJBEHHTE OT
BB3JIOKUTENS YCIIOBHS, C OTJIE/l Ha KOETO ce JOIycKa N0 KiacupaHe Mo 00ocobeHn mo3umuu NeNe
35,36,42u47.

2. VuactHEKET ., BET'A MEJIUKAJI“ EOO/I, o o6ocobenu nozummu NeNe 7, 8,9, 11 u
12, e npe/IcTAaBHII IICHOBH TIPEJIOKEHHS B CHOTBETCTBHE C IIPSABAPHTEHO OOABCHUTE YCIOBHS, C
OrJIe], Ha KOETO ce JOMyCKa 10 Kiacupane mo o6ocobern mosumuu NeNe 7, 8,9, 11 m 12.

3. YVyactaukser ,,COPAPMA TPEfI)IPIHI"“ AJl, o obocobenu mozumuu NoNe 14, 15,
16, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 32, 34, 38, 39, 43, 44, 45 u 49 e npeacTasuiI IEHOBH
IPEAIOXKEHHS B ChOTBETCTBHE C IMPEABAPUTCHO OOSIBEHHUTE YCIIOBHS.

VuactauksT ,,COOAPMA TPEMIUHI® AJl € npemjioXui IIEHOBH IIPEUIOKEHHES,
HAJBHIIABALIM IIPEIBAPHTENHO OOSBEHHS OT BB3JOXKUTENS (PUHAHCOB PECYpC HO CIEIHHTE
000Cc00CHH TO3UIINH:

~CODAPMA TPEWIMHI“ AJI
Ne Ha Haumenonanue Makcumanex Maxcumanen TpennoxeHa [pegnoxena
oboc. pecype Ha pecypc Ha epuHyMEa HeHa | ofmia cTolHocT
1103-5 Branoxurens- BranoxuTemi- B Jiesa ¢ JIJIC B nesa ¢ JJC
en. uexac JIJIC | obma croifHocT ©
JUIC
17 125 I TSH ( 96-100 npobu) | 67,92 7 674,96 118.62 13404.06
KIT IRMA
18 125 1 TSH (384-400 293,64 5 872,80 474.48 9489.60
npo6u) KIT IRMA:
| 19 125 I Insulin KIT IRMA’ 123,41 4 195,94 187.74 6383.16
33 1251 ACTH KIT IRMA 312,98 3 755,76 422.40 5068.80
37 125 I Thyreoglobulin 137,50 4 537,50 232.44 7670.52
40 125 I anti TG antibody 183,38 9 719,14 232.44 12319.32
41 125 I anti TPO antibody 143,51 7319,01 | 232.44 11854.44
42 125 I TRAK | 403,61 6 457,76 | 541.58 8665.34
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C oryen 00CTOATENCTBOTO, 4€ MO IOCOYEHUTE MO-rope 060COOEHH TO3UIIUHU, YIACTHUKBT
¢ mpeAcTaBHI odepra, KOATO HE OTroBapsA Ha IPEIBAapHTETHO OOSBEHHWTE YCJIOBHS, KOMHCHSTA
Tpe/Tara Ha BB3JOXKATEN, YIaCTHHKET ,,CODAPMA TPEMIMHI“ AJl 1a 6b1¢ OTCTPaHEH OT
nponexypara mo obocodbenn mozuruu NeNe 17, 18, 19, 33, 37, 40, 41 u 42 Ha ocHoBanue wi. 107,
T. 2, 6. ,,a* ot 30I1.

W3pbH 060cOGEHATE TIO3HIMH TOCOUEHH To-rope ,COPAPMA TPEMAMHTS AJl e
IPEeACTABHIIO IEHOBH IIPEJUIOKEHUS H3TOTBEHH B CHOTBETCTBHE C IIPEJIBAPUTEIHO OOSBEHHTE OT
BB3JIOKUTENS YCIOBHSL, € OIJIe Ha KOETO ce AOIyCKa J0 KiacupaHe o o6ocobenn mo3ummu NoNe
14,15, 16, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 32, 34, 38, 39, 43, 44, 45 u 49.

4. YaactauksT ,COPAPMA TPEfIJII/IHI‘ “ AJl, mo o6ocobenn mo3uruu NeNe 5, 6, 8, 9,
10, 11 u 12, e mpeacTaBHI OEHOBH IMPEIUIOKECHHA B CHOTBSTCTBHE C IPEABAPUTECHO OOSIBCHHTE
YCIIOBHS, C OTJIE]l Ha KOETO Ce JOIycKka /10 Kiacupane mo obocobenu mosurun NeNe 5, 6, 8, 9, 10,
11m12.

5. YuactauksT ,, AMAKOHCYJIT* EOO/, o o6ocobenn mosuruu NeNe 23, 24, 31,
34, 35, 39, 44 u 47, e UPENCTaBHI LICHOBH NPEIJIOKEHHS B CHOTBETCTBHE C IPEIBAPUTEHO
00ABEHHUTE YCIOBHA, C OTJIEC Ha KOSTO CE JOIMyCKa 10 KiacupaHne mo obocobenn mosunuu NeNe 23,
24,31, 34,35,39,44u 47.

Crnen u3BbpIIBaHE Ha ropHHTe AcHcTBHs, KoMucHsATa NPHCTBHIHM KBM KiIacHpaHe Ha
odepTHTE, BB3 OCHOBA HA KPHTEPHS , Hali-HHCcKa neHa™ (6e3 J1JC), kaTo cpaBHH IIeHOBHTE 0depTH
Ha YJaCcTHHIUTE Ha 6a3a Mpe/I0KeHH €AMHHIHH [EHH.

B pesynrar Ha paGoTaTta cH [0 pasriiex/iaHe, OLEHSBAaHE H KJIACHpaHe Ha IOCTBITHINTE
MpPEUTOKEHNsT 3a YJ4acTHE B IPOLEAypa 3a Bb3laraHe Ha oOLIeCTBEHA MOpPbYKa C MPEJMET:
»J0CTaBKAa Ha  pPaJHOAKTHBHH JI€KapCTBCHH INPOAYKTH, paauodapManeBTHIH,
Pa/IMORYKJIHIHHA TeHePATOPH, KATOBE H PA/IHOHYKJIHJAHH IpeKypcopH 3a 2020 r., ormyckann
no pexa ma Hapen6a Ne34/25.11.2005r. 3a pena 3a 3amuiamane OT AbPXKABHANA GIOIKET Ha
JIEYEHHETO HA OBJIrapcKH IpaKIaHH 3a 3200/ IABAHHA H3BbH 00XBaTa HA 3aAbLJ/DKHTETHOTO
3ApaBHO ocurypsBaHe*, Komucusara

IIPEIJIAT A:

Ha ocumoBanme wi. 110, ana. 1, T. 1 ot 30Il, mpouexypara aa ce npekpaTtd mo o6ocodenn
MO3HIIHHA, KAKTO CJIe[BAa:

Qbocobena nosuyus Ne 1: Mo sodium molybdate; Technetium (99mTc) pertechnetate 7,5 GBg;
Obocobena nozuyus Ne 2: Mo sodium molybdate; Technetium (99mTc) pertechnetate 12,5 GBq,
Obocobena nozunus Ne 3: Technetium (99m Tc) macrosalb;

Obocobena nozuyus Ne 4: Technetium (99m Tc) nanocolloid;

Obocobena nosuyusa Ne 13: Strontium (89 Sr) chloride.

Thil KaTO HE € M0/IA/IeHA HATO e/1Ha odepTa Mo NOCoOYeHHTE 000COOEHH MOIHLIVIH.

Ha ocnoranme wi. 110, an. 1, 1. 7 ot 30II npouneaypara ga ce nmpekpatd mo 060cobeHn
MO3HIHH, KAKTO CJIe[BA:

Ob6ocobena nosuyua Ne 17: 125 1 TSH ( 96-100 npobu) KIT IRMA;
Obocobena nosuyua Ne 18: 125 1 TSH (384-400 npobu) KIT IRMA;
Ob6ocobena nozuyua Ne 19: 125 I Insulin KIT IRMA;

Obocobena nozuyua Ne 30: 125 I Plasma renin activity;
O6ocobena nozuyua Ne 33: 125 I ACTH KIT IRMA;

Q6ocobena nosuyusa Ne 37: 125 I Thyreoglobulin,

Obocobena nosuyua Ne 40: 125 1 anti TG antibody;

Obocobena nozuyua Ne 41: 125 I anti TPO antibody;

Obocobena nosuyus Ne 46: 125 1 fhCG KIT;
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Obocobena nozuyus Ne 48: 125 1 17 alpha-Hydroxyprogesterone.
HOpa;M_0GCTONTEICTBOTO, e BCHYKHA odeprn, KOMTO OTroBapsr Ha [IpE/IBAPUTEIHO

o0sIBEHHUTE OT Bh3JA0KHTEIHA VCIAOBHS, HaIBHIIABAT iﬂHaHCOBﬂﬂ pecypc, KOMTO TOH MOZKe 12

oCH H.

Kuacugaue NpH NpeIBAPHTEIHO onpeaeacH KQﬂTeElflﬁ nﬂai‘l-HHCKa !!eﬂa“, ChIJIACHO

Ipniaoxenne Ne 1, mepa3/ieiHa 9acT OT HACTOSIIHS MPOTOKOJL
3a M3OLIHHTEIH Ha oOlmecTBEHaTa IOpBYKA Ha OBIAT ONpefeNeHH YYaCTHHIHTE,
KJIaCHpaH¥ Ha ITbPBO MSICTO 110 CHOTBCTHUTE 060co6GeHH TTO3HIINH.

C m3BbpIIBAHE HA TOPHOTO KIacHpaHe, paboTaTa Ha KOMHCHATA PHKIIOTH Ha 27.02.2020 1.

CpcTaB HA KOMHCHATA:
IIpencenaren:

n-p Hemn Tapungka, Ha4amHHK Ha OTACH ,,JlekapcTBeHH IPOAYKTH, THPEKIUS ,,JIeKapcTBEHa
TOIUTHKA™

YaeHose:

Hckpa VBanOoBa, rjjasen eKCIIepT B OTHEN ,,JIeKapCTBEHM HPOJYKTH™, /IAPEKIHS ,,JIeKapcTBEeHA

monuuka” - b , .,

Jlaunena Bianosa, IllaBeH €KCIEPT B OTACI ,,DIOJDKET™, NUPEKIA ,,BIO,II)I(C'f‘ " (anchnV

lenait EMIHOBA, ITIaBEH IOPHCKOHCYINT B TUPCKIAL ,,O0IIECTBEHH OPHYKH

Ny,

. Y
KorcTtantusoc SArnuc, TbpXaBeH €KCIIEPT B AUPCKINL ,,O6ImecTBEHH NOPRUKH” .

3AJIMHEHA UHOOPM
HA OCHOBAHME /)
Y/l 36A, AJ1. 3 OT 30N
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