JTOKJIAJ IO WJI.103, AJL 3
OT 3AKOHA 3A OBIECTBEHUTE IIOPBHYKHA

YBAKAEMH I'OCITIOJAUH MAHUCTDP,
" Hacrosimust noxian ce u3roTsd ot KomMucns HazHadeHa cbe 3anosen Ne PJ[-11-55/13.02.2018 -

I. Ha MHHHCTBPA Ha 3[paBeona3BaHeTo Ja IpoBee 00mecTBeHa nopmka C penMmer: ,,/Jocmaska na
PaouoaKmueHu NeKapcmeeru npbéykmu, paouopapmayesmuyu, paOUOHYKIUOHI 2eHepaAmopi,
Kumose u paouonykiuOnu npexypcopu 3a 2018 2., exnrousawa nemoecem camocmosamenHo
obocobenu hosuuuu. OO1ecTBeHaTa noquKé e orkputa ¢ Pemenne Ne PJ{-11-4/08.01.2018 r. Ha
BB3JIOKUTENS. ‘

I. CberaB Ha KoMucHSTA:

IIpencenaren:

n-p Henu Tapuncka- naganauk otaen ,, JIITIMHAK®, mpémnﬁ, LI

YeHose:

Hckpa VBanoBa — riaseH excnept, otaen JIIIMUK, nupexips JIIT;

Pymsana CraBpeBa — AbpKaBeH ekcnepr, aqupexnus "OI1";

Bans Mutkosa - gppxaBeH ekcrepT, qupeknuns "OIT";

Mupena IleTkosa - rnasen excnept, oraen “OuHanck”, qupexnus "bO”;

Pe3zepBen npeacenaren:

MBan by4oB - riaBeH 10puCcKOHCYNIT , qupekius "OIT";

PezepBen wien: . ‘

Axcunus AtanacoBa—nbpikaseH excrepT otaen JIIMUK, mupexmms JIIT;

lenait EmMuroBa - crapam fopuckoncynt B oraen "OIT", mupexmus "HPOII3".
I. 3agauu Ha KOMHCHSTA.

KoMucusata € HasHaueHa CbC 3al'IOBeI[' Ne PIi-11-55/13.02.2018 r. Ha MHHHCTBpPA Ha
3[[paBeoIa3BaHEeTO [a IpoBele obmecTBeHa HopBYKa C IpeaMeT: ,/locmaska na paduoakmusHu
JIEKAPCMEERU npoo0yKmu, paouoapmaneemuyu, paOUOHYKIUOHU 2eHepamopu, Kumoee u
paouonyknuonu npexypcopu 3a 2018 2.“, exmovueawa nemoecem camocmoamenno obocobenu

no3uyuu. CpoksT 3a paboTa Ha KOMHMCHATZ IO MOoAOOp Ha YYaCTHHIUTE, pasriieXJaHe, OIECHKA H



Klacupade Ha noxydeHute odepru e 30 kaneHmmapum nHM, KomTo m3tmdar Ha 14.03.2018 r.,
BKJTIOUMTENTHO. BCHYKH IOKYMEHTH, CBBP3aHH C OOINECTBEHATA IOPHUKA, BKIIOYATENHO K
NPEICTAaBEHUTE MPENOKEHAS Ce ChXPAHABAT B Crpajiata Ha MHEHHECTEPCTBOTO Ha 3/[paBEONa3BaHETO
Ha 1. ,,Ceeta Hemeng® Ne 5, erax 4-1u, cras 403 10 npukmouBaHe paborara Ha KOMHCHATA. Beuuku
3aKpUTH 3acellaHMs HAa KOMHCHsTa Ce [poBefoXa B Crpagara Ha MHHHCTEPCTBOTO Ha
3/paBeonasBaneTo Ha . ,,Ceera Hemems“ Ne 5, erax 4-tu, cras 403, mo rpaduk onpezneneH oT
HpeacenaTessT Ha KOMHCHATA. |

III. Onucanue HAa paGoTHHMS Mpolec, CBbP3aH ¢ ACHCTBHATA HA KOMHCHATA MO OTBAPHHC,
pasrJesIaHe H oNeHsBaHe HA Besika oepTa 3a ydacrHe. B m3nbiaHeHHe Ha BB3JI0KCHATE
3a1iaqn, KOMHCHSITA IIpoBeJe:

1. Iy6amuno 3acenanne na 13.02.2018 r. B peroBHus U ChCTAaB:

IIpeacenaten:

1-p Henu TapuHCKa- HaYaIHUK OTAEIN LJINIMUKS, nupexrms ,,JITT;

YneHose:

HNckpa lBaHoBa — Il1aBeH €KCIEPT, OTACIT JITIMUK, nupexmus JIIT;

Pymsina CTaBpeBa — IbPXaBeH eKcIepT, mupekuus "OIl";

Bans MuTKOBa - TbpXKaBeH ekciept, mupexius "OI1";

Mupena IleTkoBa - [JIaBeH €KCHEPT, OTAET “Gynancu”, mupexnus "bO”;

[Ipenqu HavaloTO Ha 3acefaHueTo H Ciex IONlydaBaHe Ha CHHChKA C YYaCTHHIWTE B
o6IIeCTBeHATa OPHUKA, BCHUKY WICHOBE Ha KOMHCHATA B PEIOBHHS M CHCTaB NPHCHLCTBAIW HA
MyGIMYHOTO 3acelaHie, IOJNUcaxa ASKIapanyuy mo wi. 103, ax. 2 ot 3akoHa 3a OOIIECTBEHHUTE
nopruxy (30I1) u wi. 51, an. 13 or [IpaBuiHAKA 32 IIPAJIAraHe Ha 3axoHa 3a 00mECTBEHH NOPHUKA
(TIII30II). Ilpemu oTBapsHE HA ONAKOBKHTE, CHABDXNKAIWM IPEMTIONKECHUATA HA YYaCTHHIHTE,
KOMHCHATA C¢ 3a03Ka C yTBEPACHATA OT BB3JIOKUTEN JOKYMEHTAIM 32 YJacTHe B npouezxypa"fa 3a
BB3/IaTaHe Ha o0IeCTBeHATa IOPBUKa. '

Koucrarupano 6e, ge B OIpEIETICHIA CPOK ca mocThIwH 4 (YCTHPH) MPEUIOKEHHs, KaKTO
clenBa: .

1. TIpennoxenne ¢ BX. Ne 26-01-15/02.02.2018 1. ot , /AMAKOHCVYIJIT* EOO/, nony4eHo B

13:56 vaca, 1o 06ocobern mosmimu NeNe,16; 17; 18; 20; 21; 22; 23; 24; 25; 26; 27, 28; 29; 30; 31; 32;

33; 34; 35; 36; 38; 39;/40; 41; 42; 44; 46; 47, 48; 49 u 50,

2. Hbennoxceﬂne ¢ Bx. Ne 26-01-24/12.02.2018 r. ot ,,JJAHC ®APMA® EOOQ/I, momy4eHo B

14:35 gaca, o o6ocobenu nozurmu NeNe 16; 17, 18; 20; 21; 22; 23; 24; 25; 26; 27, 28; 29; 30; 31; 32;
33; 34; 35; 36; 38; 39; 40; 41; 42; 43; 44; 45; 47; 48; 49 u 50

3. pennoxenue ¢ BX. Ne26-01-25/12.02.2018 r. ot L,HOBUMEJ ®APMA“ EOO/I, nony4eHo B

14:57 aaca, o o6ocobenn mosunuu NeNe 1 1 2;



4. [Ipennoxenue ¢ BX. Ne 26-01-27/12.02.2018 r. ot ,, EJIEKTPOHKOMEPC* EOO/I, mory4eHo
B 16:36 gaca, o60cobenu mosurmu NeNe 1; 2; 3; 4; 5; 6; 8; 9; 10; 11; 13; 15; 19; 2b; 21;22; 23; 24, 25;
26; 27, 28; 29; 30; 31; 32; 33; 34; 35; 38; 39; 40; 41; 42;-43; 44; 45; 46, 47; 49 u 50

Ha ny6iw4HOTO 3acefaHMe Ha KOMHCHATA IPH HM3BHpINBaHe Ha IyONHM4UHHTE H HelcTBus
IPUCHCTBAXA CIICTHUTE IIPEICTABUTEIN Ha YUaCTHHIIHTE!

Juana Xpucrosa, YIrsIHOMOIIEH npeacrasuren Ha ,, AMAKOHCVYIIT* EOO/;

Buxropus Huxoosa, yireiiHoMoIneH npeacrasuren Ha ,,JJAHC ®APMA* EOO/;

Munen Kynescku, ynbiHomomes npencrasuren Ha ,, HOBUME] ®APMA®“ EOO/];

Cuexxa MuxoBa, yreiaHoMoIneH npeacrasuren Ha ,, HOBUME]l ®APMA*“ EOOJ; .

304 Ianaitorsa, yreiaHOMOINEH npeactasuten Ha ,, EJIEKTPOHKOMEPC* EOO.
2. 3akpuTH 3acexaHusd, nposeaeHd B mepuoxa ot 13.02.2018 r. mo 23.02.2018 r. B penosHus
ChCTaB HA KOMHCHSITA:

KoMucusTa M3BBpIIM HPOBEpKA 3a HAIHYHETO Ha 0OOCOOCHH ITO3MIMH, IO KOHTO HAMA
HOCTHIMIN OQEPTH M YCTAHOBH, Y€ B IIOCOYEHHUS B OOSIBICHHETO CPOK, HE Ca IIOCTHIIMIK OQEPTH 10

cilefHuTe 000cO0EHN O3HUITUH:

7 Sodium lodide [131 [] 740 MBq solution for injection
12 - Sodium lodide [131 I] 3,7 GBq solution for injection
14 Strontium (89 Sr) chloride

37 125 Vit B 12 + ¢onuena kucenuHa

[IpenBu ropHaTa KOHCTATAIIMs, KOMMCHSATA Mpeijlara Ha BB3NOXKUTENS OOIIEeCTBEHaTa
nopbUuKa fa Ob/ie IpeKpaTeHa 3a Te3n 060co6eH  mo3uiKy Ha ocHoBaHue wiI. 110, an. 1, T. 1 ot 3011,
BB Bpb3Ka ¢ m3Mernenus Ha 30I1, ¢ ornen nonyyaBaHe Ha SCHOTA IO 3asBEHHTE OT YUACTHHIIATE
JIAHHH, KOMHCHSTA OTIIPABH 3alIATBaHe Ha OCHOBaHHE WI. 54, ain. 13 ot IIpaBuinHuKa 3a mpunarate Ha
3axoHa 3a OGIIECTBEHHTE HOPHYKH 10 BCHUKH YYACTHHIM H Cle]] HOIy4aBaHe Ha Pa3siCHEHHS OT TAX
Ha 3aKPUTH 3acelaHus ce pasriieaxa qokyMeHTute 1o wi.39, an.2 ot IIIT30I1. KomucuaTa u3Bspnm
IIPOBEpKa 32 CHOTBETCTBHE C H3MCKBAHUATA KbM JIMYHOTO CHCTOSHHE H KpI/ITe.pI/III/ITe 3a moxbop,
IIOCTABEHH OT BB3JIOXKHTENIS M Ha ocHoBaHHe Wi.54, an.7 ot IIII30Il cbcrasu Hporoxoﬁ Ne 1.
ITpoTOKONBT, CBHABPXKAIL YyKa3aHHATAa Ha KOMMCHATa 3a OTCTpaHsABaHE Ha YCTAHOBEHHTE
HECHOTBETCTBUA WJIH JIUIICU Ha HH(i)opMaunﬂ e myOnukyBax Ha 23.02.2018 r. B paznen ,,JIpodmr Ha

K}’H}’Ba‘la“ Ha HHTEPHET CTpaHuuara Ha MHHHCTCpCTBOTO Ha 37IpaBCONa3BaHCTO B CJIICKTPOHHOTO

mocue Ha oOIMecTBeHaTa IOphYKa Ha apec: hitp://www.mh.government.bg/bg/profil-na-

kupuvacha/protseduri-po-zop/protseduri-po-reda-na-zop/dostavka-na-radioaktivni-lekarstveni-

produkti-2018/ u Ha CHIINA ACH € H3IPATEH Ha IOCOYCHHUTE OT YUACTHHIIUTE €JICKTPOHHH ITOINH.
3. 3akpuro 3acenanue nposexeso Ha 01.03.2018 r. oT xoMHCHATa B PeJOBHHA U ChCTaB 32

H3BBLPIIBAHE HA AeHCTBAATA 00 WI. 54, aix. 12 ot III30IL:



Ha 3axpuroTo 3acenanue ce HapaBy NPOBEPKa HA TOIBIHUTEINIHO IIPEACTABEHATE JOKYMEHTH
oT y4acTHHKGT ,JJAHC ®APMA“ EOO/I, u ce yCTaHOBH, Y€ C TIXHOTO IPEACTaBSIHE Y4aCTHHKBT
€ OTCTpaHmJ KOoHcTarupaHuTe 1o [Iporoxon Ne 1 jurcH ¥ HECHOTBETCTBHS, C OIJIEN Ha KOETO Ce
IOIIyCHaXa O pasIIe)KJaHe HA TEXHUIECKHTE UM IIPEUIOKCHHASI.

4. 3axkpuTH 3acefaHus nupopeaenu B nepuoaa or 01.03.2018 r. xo 06.03.2018 r. ot xoMucHATa B
PeAOBHHA U ChCTAB 32 H3BbPIIBaHe Ha AelicTBHATA MO 1I. 56, ai. 2 ot IITI30II:

[Ipm m3pBpIIBaHE Ha MOCOYEHHUTE IO-rOpe NEHCTBHS, KOMHCHATA H3BHPIIHM IPOBEPKA 3a
CHOTBETCTBHE Ha TEXHHUYECKUTE MPEJUIOKEHHS C HpeIBapUTeNHO OOSBEHUTE YCJIOBHA Ha
BB310XHUTENS. [Ipn H3BBpIIEHaTa NPOBEpPKA CE€ YCTAaHOBH, Y€ CIEIHHUTE YJACTHHUIM Ca IPEICTaBUIH
TEXHUYECKH [IPEJUTOKEHHUS, B KOUTO CE ChABPIKAT JIUIICH H HETBITHOTH U 338 KOHTO IO 6e3CTIopeH Hatﬁ/m
€ YCTaHOBEHO, Y€ CBHIIUTE HEe OTrOBApAT Ha MPEeABAPUTEIIHO 0OSBEHUTE YCIOBHS HA BB3JI0XKHTENA:

»TAMAKOHCYJIT“ EOOJ no o6ocobenn mo3umun NeNe 16; 17; 18; 20; 21; 22; 23; 24;
25;26; 27, 28; 29; 30; 31; 32; 33; 34; 35; 36; 38; 39; 40; 41; 42; 44; 46, 47, 48; 49 .50 - ycTaHOBEHO
€, 4Y¢ YJacCTHHKET € IpelCcTaBui odepra, KOITO HE OTrOBaps Ha MPEABAPHTEIIHO OOSBEHHTE YCIOBHS
Ha IIOpPBYKATA. '

»JAHC ®APMA“ EOOJI no o6ocobenn nmozuuumy NeNe 16; 17; 18; 20; 21; 22; 23; 24; 25;
26; 27; 28; 29; 30; 31; 32; 33; 34; 35; 36; 38; 39; 40; 41, '42; 43; 44, 45; 47, 48; 49 u 50- ycTaHOBEHO
€, 4e YYaCTHHKBT € MPeJICTaBII oepTa, KOSTO HE OTIOBaps Ha IIPEIBAPUTEIIHO OOSIBEHHUTE YCIOBHS
Ha MMOPHYKATA. )

'WwEJJEKTPOHKOMEPC* EOO/, 1o oﬁocoéena nozunust Ne 41 e ycraHOBEHO, ue
YYaCTHUKBT € TIPEACTaBHA odepTa, KOSTO He OTrOBaps Ha IPEIBapUTEIHO OOSBEHHUTE YCIOBHSA ﬁa
HOpBYKATA.

HoapoOHH MOTHBH 3a OTCTPRHSIBAHETO HA MOCOYEHHUTE I0-TOPe YIACTHHIIH C€ ChAbPKAT
B Pazgen V. ,JIpeanoxenus 3a orcrpansisane. MOTHBH 3a JOIyCKaHe HJIH OTCTPaHSIBaHe Ha
YIACTHHIATE® HA HACTOSIHS IIPOTOKOJL.

3a cleqHUTE TpeIoXeHHs Oellle yCTaHOBEHO, € CHIMUTE OTrOBApAT Ha MPEIBAPUTEIIHO
0OSBEHUTE YCIOBHS H YYACTHHUIIMTE CE JOMYCKAT JI0 OTBapsIHE Ha ueHOBﬁTe MM MIPE/IOKEHHU.

»HOBHME/] ®APMA“ EOO/1, no 06ocobenu mozumuu NoNe 1 u 2;

»wEJEKTPOHKOMEPC“ EOO/I, no o6ocobenn mo3umuu NeNe 1; 2; 3; 4; 5; 6; 8; 9; 10; 11; .

13; 15; 19; 20; 21; 22; 23; 24; 25; 26; 27; 28, 29; 30; 31; 32; 33; 34; 35; 38; 39; 40; 42; 43; 44,

45; 46; 47; 49 u 50.

Honboﬁun MOTHBH 32 A0INYCKAHETO HA MOCOYECHNUTE MO-rope YYACTHHUIH ce ChAbpPKaT
B Pasznen VL ,JIpemioxkenns 3a orcrpansiBaHe. MOTHABH 3a JOIMyCKaHe WM OTCTPaHABaHe Ha
YYaCTHHLIHATE® HA HACTOSIIASA IPOTOKOJL.

Ha 02.03.2018 r. B pasnmen ,llpodmn Ha kymyBaua™ Ha HHTEpHET CTpaHHIlATa Ha

MHHHACTEPCTBOTO Ha 3IPaBEOIIa3BAHETO B €IEKTPOHHOTO JOCHE Ha 001ecTBEHaTa IOPbUKa Ha aJIpec:



https://www.mh.government.bg/bg/profil-na-kupuvacha/protseduri-po-zop/protseduri-po-reda-na-
zop/dostavka-na-radioaktivni-lekarstveni-produkti-2018/ & xaueHo cHOOIIEHHE 3a OTBapsAHE Ha
IIEHOBUTE TpeJUIoXKeHus Ha ydacTHHuuTe oT 14:00 gaca nHa 08.03.2018 r. B crpajmara Ha
MHuHHCTEpPCTBOTO Ha 3]jpaBeona3BaHeTo, . ,,Ceera Henema Ne 5%. CpoOLieHHeTO ce€ M3IIPaTd HO
BCHUKY YYaCTHHIM, HA IIOCOYCHUTE OT TSIX €JIEKTPOHHHU aPECH.
5. Iy6muno 3acenanns 08.03.2018 r. or 14:00 yaca oT KOMHCHATA B PeJOBHHS M CbCTaB, 32
OTBAPSIHETO H ONOBECTSIBAHETO HA IIEHOBHTE MPEIJI0KEHHS.

Ipencenaren:

1-p Henn Tapwacka- Hagamauk otaen ,,JITMUK®, mupexuus ,,JITT*;

YaeHose:

Hckpa VBaHOBa — I'MTaBEH €KCIIEPT, OTACI ﬂl’IMHK, nmupekius JIIT;

Pymsana CraBpeBa — abpxaBeH ekcnept, aupekius "OIT";

Bausg MuTKOBa - IBpXKaBeH eKcnepT, qupekmus "OI1";

Mupena ITeTkoBa - [lIaBeH eKcIepT, oTaen “@unancu”, mupexmus "BO”;
Ha ny6nudsoTO 3aceaanue IpUChCTBaxa CIEAHATE IPEICTaBUTEIN Ha YIaCTHHIUTE:

[eopru AnexcaHapoB, yIbIHOMOIIEH npeacrasurel Ha ,,JJAHC PAPMA® EOOI[;

Buxroprs Huxonosa, ynsiHomomeH npeacrasuren xa ,,JJAHC ®APMA* EOOJ;

Juana Xpucrosa, ymbpiHoMonleH mpexacrasurel Ha ,, AMAKOHCVYIJIT* EOOJ;

30 [Manaitorosa, yosiaHoMolneH npeacrasurel Ha ,, EJIJIEKTPOHKOMEPC* EOO/I.

Munen Kynescku, ynbiHomomnieH npencrasuren Ha ,, HOBUME ®APMA®“ EOO/];

Ha mnyOnumumOTO 3acemaHwe ce OTBOpHMXa M OIOBECTHXA IICHOBHMTE IPEMIOKECHHS Ha
JIOIIYCHATHUTE O TO3HM €Tall Ha IpolleAypaTa yJaCTHHIIH.
6. 3akpuTH 3acefaHusd B NIEPHOJA OT 12.03.2018 1. 1o 14.03.2018 . 0T KOMHCHATA B PECAOBHUST
it chera.

. KoMucusta wu3BBpIIM IIpOBEpKa Ha IICHOBHTE NPCHAIOXKEHHS Ha YYaCTHHIMTE 32
CBHOTBETCTBHETO UM C IIPEIBAPUTENHO 00sSBEHMs MaKkcHMalleH ¢HHaHCOB pecypc. IIpH nposepkara,
KOMHUCHSTa KOHCTaTHpa, e npennoxenara ot ,,EJIJEKTPOHKOMEPC* EOO/ nena no obocobena
mo3unust Ne 1, Ha/IBUINABA MAKCHMAITHHS (HHAHCOB M € YCTAaHOBEHO , 9€ YYaCTHUKBT € NPEACTaBHII
o(epra, KOSITO HE OTTOBaps Ha NPEIBAPUTEIHO OOSBEHUTE YCIOBHA HAa HOPHYKATA.

IToapo6Hu MOTHBH 32 OTCTPAHSIBAHETO HA MOCOYEHHAST O-TroOpe YIACTHHK C€ ChABPKAT
B Pasmen V. ,IIpexnosxenus 3a orcrpansiane. MOTHBH 3a JONYCKaHe HJIH OTCTPaHABaHE HA
YYaCTHHIHMTE” HA HACTOANUH NPOTOKOJI. .

KoMucHATa H3BBPINK IPOBEPKA H YCTAHOBH, 4e 000COOCHATE O3HIMY IIOCOYEHH B Tabunara
0-J0ITy, ClieBa da ObAaT peKpaTeHH, THil KaTo BCHYKH OohepTH MOJaJCHH II0 TAX He OTrOBapAT Ha
IpeJIBApUTEIHO OOSBEHHUTE YCIOBHS.

16 125 1 fT3 KIT




17 125 1fT4 KIT

18 125 1 TSH (96-100 nmpo6n) KIT IRMA
36 125 I beta 2 microglobulin

41 125 I anti TG antibody

48 125 I Ferritin KIT

ocroBanme wI. 110, a1, 1. 2 ot 30I1, Thii KaTO BCHUKM O(EepTH NPENCTAaBEHH 110 Te3u 060COOEHH

IIO3UINH, HE OTTOBAPAT Ha YCIIOBHATA 3a IIPEACTaBIHE, BKITIOUYMTCIIHO 34 (bopMa, HaY¥H H CpOK, WJIH

IlpenBuza ropHOTO KOMHCHSATA Ipe/iara Ha BB3JIOKHUTENA, CHIUTE Ja ObAaT NpEeKpaTeHH Ha

ca HCIIOAX OJAIIH.

IV.

OCHOBA HA ompeJeJIeHHs KpuTepHii — ,,Haii — nucka nena”, cpraacuo wi. 70, an. 2, T. 1 ot 3011,

Kaacnpane Ha y9acTHHIHTE cJiel ONleHKAa HA HKOHOMHIECKH HaH-U3roHaTa oepra Bb3

KaKTo cJji¢aBa:

Exunanana
Hanmeuonanné, eHHHYHA neHa
Ne YYACTHHK Kiaacupane
AKTHBHOCT | B JeBa c :
AAC
99-Mo sodium molybdate; 99m-Tc¢ | ,, HOBUME]] DAPMA“ '
1 1282,80 I-Bo MsicTO
Technetium pertechnetate 7,5 GBq | EOOJ
»EJJEKTPOHKOMEPC*
1553,70 I-Bo mscTO
X 99-Mo sodium molybdate; 99m-Tc | EOOJ ‘
Technetium pertechnetate 12,5 GBq | ,,HOBHUME]J DAPMA*“
1576,80 II-po msicTO
EOOJ
EJJEKTPOHKOMEPC*
3 | Technetium (99m Tc) macrosalb ” 228,89 I-Bo mMscTO
EOOJ
»EJJEKTPOHKOMEPC* ‘
4 | Technetium (99m Tc) nanocolloid ’ 407,75 I-Bo MaCTO
EOOJ
Technetium [99mTc] Exametazine | ,, EJJEKTPOHKOMEPC*
5 1183,15 I-Bo mscTo
0,5 mg EOOJ ,
EJIEKTPOHKOMEPC“
6 | Technetium [99mTc] TetrofoSmin ” 1323,97 I-Bo MsicTO
EOOJ
Sodium lodide [131 I] nepopanna | , EJIEKTPOHKOMEPC*
8 160,27 I-Bo MaCTO
‘| dopma 74 MBq EOO],
HEJIJEKTPOHKOMEPC* '
9 | Ioflupane (123-]) 1819,19 I-Bo MuCTO
EOOJ
H»EJJEKTPOHKOMEPC*
10 | Iobenguane [131 I] ’ 540,07 I-Bo MscTO
EOOJ
Sodium Iodide [131 I] mepopanna | ,EJJEKTPOHKOMEPC* -
11 279,48 I-Bo mMscTO
¢dopma 1,85 GBq EOOJ




EOO]]

Sodium Iodide [131 1] mepopanna | ,EJJEKTPOHKOMEPC
13 533,32 I-Bo mscTO
¢dopma 3,7 GBq EOO/J,
192 Ir 3a Mukpocenektpon 150 | ,EJIEKTPOHKOMEPC*
15 10 Ci EOOL 16614,60 | I-Bo mscTo
c i
125 1 TSH (384-400 npotu) KIT |.,,EJEKTPOHKOMEPC*
19 IRMA EOO]] ‘ 290,28 I-Bo mMsicTO
) HEJEKTPOHKOMEPC*
20 | 125 I Insulin KIT IRMA EOOX 119,94 I-Bo MsCTO
»EJEKTPOHKOMEPC* .
21 | 1251 FSH KIT IRMA EOOI 124,20 I-Bo msacTO
»wEJJEKTPOHKOMEPC*
22 | 1251LHKIT IRMA EOOLI 124,20 I-Bo mscCTO
. »EJJEKTPOHKOMEPC*
23 | 1251 Prolactin KIT IRMA EOOLL 124,20 I-Bo MsicTO
»EJEKTPOHKOMEPC*
24 | 1251 Testosteron KIT EOOT 153,00 I-Bo mstcTO
HEJEKTPOHKOMEPC*
25 | 125 I Progesteron KIT EOO]I 153,00 I-Bo mMsCTO
»EJEKTPOHKOMEPC*
26 | 1251 Estradiol KIT EOOLL 161,40 I-Bo mscTO
HEJEKTPOHKOMEPC*
27 | 1251 CA-15-3 KIT IRMA EOO 238,20 I-Bo macTO
»wEJEKTPOHKOMEPC*
28 | 1251 CA-125 KIT IRMA EOOX 223,14 I-Bo maCTO
»wEJJEKTPOHKOMEPC* :
29 | 1251 CA-19-9 KIT IRMA E0OX 220,20 I-Bo MsicTO
»+EJEKTPOHKOMEPC*
30 | 1251 PSA KIT IRMA EOOT 149,40 I-Bo mscTO
. »EJEKTPOHKOMEPC*
31 | 125 I Plasma renin activity EOO] 237,00 I-Bo msucCTO
- , EJTEKTPOHKOMEPC*
32 | 125 I Calcitonin KIT IRMA EOO 239,70 I-s0 mscTO
' »EJIEKTPOHKOMEPC*
33 | 1251 Aldosteron E0O] 221,70 I-Bo MaCTO
HEJEKTPOHKOMEPC*
34 | 1251 ACTH IRMA EOOL 309,30 I-Bo mMsicTO
HEJEKTPOHKOMEPC*
35 | 1251 Paratchormon intact IRMA 394,50 I-Bo mMscTO




EJIEKTPOHKOMEPC* -
38 | 125 I Thyreoglobulin ” 133,80 I-Bo MsICTO
EOOJ
. ' »EJEKTPOHKOMEPC*
39 | 125 I Cortisol 119,94 I-B0 MsICTO
EOOJ
»EJEKTPOHKOMEPC*
40 | 1251 DHEAS ) 148,20 I-Bo MmscTO
EOOJ :
,JEJIEKTPOHKOMEPC*
42 | 1251 anti TPO antibody ’ 139,80 I-Bo MsCTO
' EOOJ )
»EJEKTPOHKOMEPC* ,
43 | 1251 TRAK 437,94 I-Bo MsCTO
EOOJ ,
125 1  Kapuunoem6puonanex | ,EJJEKTPOHKOMEPC*
44 119,70 -I-BO MRACTO
antured IRMA EOOJ
»EJJEKTPOHKOMEPC*
45 | 1251 HGH KIT IRMA 203,40 I-Bo macTO
EOOJ
: »EJEKTPOHKOMEPC*
46 | 125 1 Alpha-fetoprotein (AFP) KIT |~ 165,00 I-Bo mMscTO
EOOJ
»EJEKTPOHKOMEPC*
47 | 1251 BhCG KIT 167,52 I-Bo mscTo
EOOA -
19 125 I 17 alpha- »EJJEKTPOHKOMEPC* 189,00 I
, -BO MSICTO
Hydroxyprogesterone EOOJ
5 125-1 25-OH vitamin D total | ,,EJEKTPOHKOMEPC* 383.94 I
R -BO MSCTO
RIA(96-100 mpobu) EOOJ .
V. IIpemioxkenus 3a orcrpaHsBaHe. MOTHBH 3a JOIyCKaHe HJIH OTCTPAHABaHe HA
YYACTHHIHTE,

1. Ilpennoxenns: 3a OTCTPaHSIBaHE HA YIACTHHIIMTE M MOTUBH 32 TIXHOTO OTCTPaHsSBaHe.

1.1. TAMAKOHCYJIT* EOO/; o o6ocobernn mo3umuu NeNe 16; 17; 18; 20; 21; 22; 23; 24,
25; 26; 27, 28; 29; 30, 31; 32; 33; 34; 35; 36; 38;°39; 40; 41; 42; 44; 46; 47, 48; 49 u 50.
Komucusra npeyrara yaacTHUKBT Ja ObJie OTCTpaHeH OT Iporeaypara Ha ocHosanue wi. 107, T. 2, 6.

[19%13

a“ or 30Il, Tt kKaTo € mpexncTaBua odepra, KOATO HE OTroBaps Ha IPEIBApPUTENHO OOSBEHHTE
yCIIOBUS Ha IIOPHYUKATA. ‘
MoTnBH 3a 0TCTpAHSIBaHE
ITo Benuxm 060cOOSHH IIO3HMINY, yllaCTHI/IK',BT € IPEACTaBII IIPE/UIOKEHH 32 U3IIBbIHCHAE Ha
MIOPBHUKATA, KOUTO HE OTTOBAPAT HA NOCOYEHHTE 0T Bb3JI0KHTEJISI H3HCKBAHUS, & HMCHHO!
CsriacHo o6pasena Ha IIpemioxenne 3a H3bIHEHAE HA HOPBUKATA, YTBBPIAEH OT Bb3IOKHTENST
B HACTOSIIATA OBIIECTBEHA IOPHYKA, B T. 5 YIACTHHIIUTE CIIEABA Ja OCOYAT CIETHOTO:

' 3a U3IIHIIHEHKE Ha [IOpBHYKaTa IpeiiaraMe:



MEJUIIAHCKY W3EJINSA

M3uckBaHus HAa BH3JI0KHTEIS IIpezmomelme Ha y‘l.aCTHI/IKa

Onucanune Ha npeajaraHoTo
MEIHIIHNHCKO H3a€/1H¢E, B KO0€TO

3aJbJIKHTE/HO CE I10CO0YUBA

Konuue
HaunmenoBanmue, IIponzBojmMTel, HAHMEHOBaHHE Ha
Ne Msapka CTBO
eIHHHYHA AKTHBHOCT 110 H3/1eJTHETO, KaTaJI02KeH HOMeEp,

onakoBka, Opoii mpodbm w®  1p.

AHINBHIY ATA3HPAIma HHGopMaLHs

Kakro € BHAHO OT HHKOpIOpHpaHaTa B HACTOSINHSA IPOTOKON Tabimia, B Ta3sH 4YacT Ha
npenﬁome}mero 33 M3ITBJIHEHHE Ha MOPBHUKATa, YYAaCTHUIUTE CJIe/(Ba Jla OIMIIAT IIPEAsIaraHoTo OT TAX
MEIIMIIUHCKO H3/IeNHe, KaTo 3aIbIDKATEHO nocouar — IIpousBomuTern, HAMMEHOBAaHHE HA H3/IEIHETO
KaTaJlo)keH HOMEp, OIIaKOBKa, 6p01‘»'1 npoOH U JIp. HHIMBUAYJIH3Upalia ﬁH(I)OpMaum.

IMpemioxenusTa 3a H3TbIHEHNE HA OpBUKara npeacrasenu ot ' AMAKOHCVYIIT* EOOJ mo BCcHYKH
060cobeHr O3ULAH, B T. 5 CHABPXKAT CaMO CIEIHOTO:

MEJUIIMHCKHA W3IETA

N3ucKBaHHA HA BB3JIOKHTEISA

HaumenoBanue,
Ne Mspxka KosmgectBo J1O
¢IMHUYHA AKTHBHOCT

[Ipr noapo6HOTO pasriexaaHe Ha Py —— IpeIJIOEHNs. 32 M3IBIHEHWE Ha IIOphuKara,
IpeICTaBeHH OT YYACTHHKA, KOMHCHSATA YCTAHOBH, Ue TOM € peJaKTHpal 3aIbJDKUTENHHS oOpasel] Ha
BB3IIOKHUTENIS, KaTo € TIpeMaxHall KOJIOHATa, B KOSTO O CIIeIBAIO /ia Ce ChABPIKA HHAMBHAYaIH3alIITa
Ha MEJTUIMHCKUTE U3JICIHs [T0 CHOTBETHHTE 000coOeHH o3uIuy. Taka HalipaBeHaTa pelakiis € JoBeja
JI0 TOBa, Y€ yJaCTHHKBT He € CIa3wil W3UCKBAHUATA Ha BB3JIOKUTENIA U B- HETOBHTE MPEUIOKEHHS 3a
W3ITBIHEHNE Ha nopbukara (110 BCHUKH 000CO0CHH ITO3MINH, 32 KOUTO YJacTBa) JIUICBa HHGopMaIus 3a
TPeIIOKEHHETO MY, KaKTO ¥ OIIHCaHKe Ha IPeJIaraHoTO MEUIIMHCKO U3/IENHE, B KOETO 3aIb/DKHTEIHO
€ CJIEABAJIO J1a IIOCOYH IIPOU3BOUTEIT, HANMCHOBaHHE Ha H3JIEIINETO, KAaTAI0XKEH HOMED, OIIaKoBKa, Opoi
Ipo0H U JIp. HHTUBH Iy aJI3upania HHGOpMaIlis.

1.2. , JAHC ®APMA* EOO/I mo o6ocoberu no3uimu NeNe 16; 17;-18; 20; 21; 22; 23; 24; 25;
26; 27; 28; 29; 30; 31; 32; 33; 34; 35; 36; 38; 39; 40; 41; 42; 43; 44; 45; 47, 48; 49 u 50.

KoMHCHSATa TIpeIara y4acTHHKBT Ja ObJie OTCTpaHeH OT IIpoIeypaTa Ha OcHOBaHue wi. 107,
T. 2, 6. “a* ot 3011, TBii KaTo € npeacTaBmi odepra, KOSTO HE OTroBaps Ha r'IpéJ‘iBapHTeJIHo obsBeHUTE

YCIIOBHS Ha IOPHIKATA.



MoTuB¥u 3a oTcTpaHABaHe
1. o o6ocobernu mozuimu NeNe 16; 17; 18; 20; 21; 22; 23; 24; 25; 26; 27; 28; 29; 30; 31; 32; 33; 34;
35; 36; 38; 39; 40; 41; 42; 43; 44; 45; 47 u 48 yuacTHUKBT € IPEICTABUII 3aBEPEHO KOIHE Ha MHCMO.
H3Ja1eHo oT M3meiHuTeNHa areHIms no jexapcreara ¢ u3x. Ne TAL 0485/06.01.2017 r. , B xoeto €
IIOCOYEHO, He 3a CHOTBETHOTO MEWIMHCKO H3JeNHe HsiMa peructpupanu naHau B WAJl w/mm
EUDAMED 3a HHIMIECHTHW/TIOTCHIMATHY WHIUIECHTH Hpe3 MOCJIEIHATE JB€ TOAMHH, KakTO H
GITOKMpaHH WIM H3TEITICHH NApPTHAX OT CHIIOTO MEMWIMHCKO m3xesme. OBIlecTBeHaTa IOphuka, M0
xosro ,,JJAHC ®PAPMA“ EOOJ e moxan opepru e otkpura ¢ Permenne Ne P/1-11-4 ot 08.01.2018 r. Ha
MHHHCTHPA Ha 3paBEOIa3BaHETO T.€. IOCIECTHUTE IBE F'OJANHH, 3a KOUTO CJIEIBA J]a CE YIOCTOBEPH, Y€ 32
U3JeNHMATa HSAMa DPETHCTPHpAHH HHIUACHTWIIOTCHIMATHNA WHIAACHTH, OJOKWpaHH HIM H3TEIVICHH
MapTHAH 38 IPEeIaraHuTe OT »wJAHC ODAPMA“ EOOJ memumirHCcKH m3aemmd ca 2016 r. u 2017 1. ,a
BHJIHO OT IIPE/ICTABEHOTO 3aBEPEHO KOIIHE Ha IHCMO OT HAJL cemoTo e m3naneHo Ha 06.01.2017 r., T.e.
1ocoyeHara B Hero HHpopMmarmsa ce oTHacs 3a 2015 r. u 2016 r. m obxBama meproa pasiIM4eH OT
H3UCKyeMHs B mpoueaypara. OT rOpHOTO Ce YCTaHOBSBA, Ye C MPEACTaBEHOTO OT YYacTHUKA IMHCMO, He
C€ M3IBIHABA H3MCKBAHETO HA BB3JIOKUTENA, IIOCOYEHO B JOKYMEHTALUSITA 3a y4acTHE, a HMEHHO
0CoYeHoTO Ha CTp. 11 oT onobpenara oT Br3moxkutens JOKYMEHTAIN H3UCKBAHE KbM MEIUITMHCKUTE |
U3NEIHA, a HMeHHO: ,3.2. [a wuama pezucmpupanu Oauwnu ¢ HAJI ' wunu EUDAMED 3a
UHYUOCHMUW/NOMEHYUATHU UHYUOEHMU Npe3 NOCAeOHume 06e 200UHU, KAKmMO Y 3a ONOKUDAHU Wiy
usmezneHu napmuou npe3 nocieOHume oge 200UNU Co2NACHO npedocmasena om HAJI unghopmayus. “.
2. Tlo o6ocoGena mosmmas Ne 30 ¢ mpeamet 125 1 PSA KIT IRMA ,,JJAHC BGAPMA EOO/JI e
IOCOYMJI B IPENJIOKEHHETO CH 32 H3MbJIHEHHE Ha IMOphYKaTa MEIUIIMHCKO H3/eIWEe Ha €IUH
npousBoauTel, 3a Kouro € npeacrasuil U EN ISO 13485, a Jlexnapanusara 3a crorBercTBue 1 EC
Cepruduxara ca 3a mpyr npoussomuten. | ITpu mposepka B EnekrponHara 6a3a TaHHH 3a MeTHIMHCKHA
M3/eHA 3aIUTAIAHN ¢ OOIUECTBEHH CPEICTBA HE C¢ YCTAHOBU B Hesl 3 € PETMCTPAPAHO MEUIMHCKOTO
U3/IeMEe Ha IPOU3BOAUTEINAT, NIOCOYEH B IPE/UIOKECHHETO 3a H3IbJIHEHWE Ha IMopbhukara. laka
YCTaHOBEHOTO € CaMOCTOSITEIIHO OCHOBAHUE 32 OTCTpaHsBaHe Ha YYaCTHUKBT OT IpOLieAypara.
3. ITo o6ocobena mozumust Ne 41 ¢ mpemmer 125 I anti TG antibody, B T. 5 Ha mpenokeHHETO 32
H3MbIHEHHE Ha NOpHYKaTa € IOCOYEHO, Ye 3a U3MBJIHEHHe Ha MOphYKaTa Hpejiara CIeXHOTO
MeaunuHcko usaenve 125 I DHEAS ( koeto e nzgenuero no o6ocobera nosuius Ne 40) ¥ CbOTBETHO
€ HalpaBHJI IPEUIOKCHUE HEOTTOBAPSIIO HAa H3MCKBAHHUSTA Ha BH3JIOXKHUTENS.
4. ITo o6ocobena mozumus Ne 43 ¢ mpeamer 125 I TRAK, B npezxﬁomennem 3a U3IIBIHEHHUE Ha
IophYKaTa € II0OCOYEHO, Ye HAMMCHOBAaHHETO Ha MemuImHCKoTo m3zaemuero e 125 I TRAK, a B

AcKilapanyaTra 3a CBHOTBETCTBHE, H3AaA¢HA OT IIPOU3BOJUTCIAT MCEAUIIMHCKOTO H3ACIHE € C

1 WmeHaTa Ha npovssoauTeNnTe He Ca NOCoYEeHU MPU CbCTaBAHETO Ha HACTOALUMA NPOTOKOA, Tbii KAaTO YHAaCTHUKDLT e
nocouunA ¢ agexknapauma no 4a. 102, an. 1 ot 300, ye cvwmre ca KoHdMAeHUMaNHa MHbopMaLmA.



HanMeHoBaHHe TSH-R-Ab, xaTo He MOXe a ce ycTaHOBH G€3CIIOPHO, AalIM CTaBa BBIPOC 3a €THO
CBHIIO U3JIEITHeE.
5. ITo o6ocoberu mozurmn NoNe 49 u 50 muncesa nmmemo ot MAJL, a e mpencraBeHa AeKmapamus oT
ynpasurens Ha ,,JJAHC ®APMA®“ EOO/, e npeanaranure mnem HsMAaT PEeruCTPUpaHH JaHHH B
WAJI w/umn EUDAMED 3a HHITH/ICHTH/TIOTSHITHAHE HHITHCHTH IIpe3 TIOCIICAHATE ABE TOAMHH, KAKTO
¥ OJIOKMpaHH WK U3TETIIEHN NAPTHIH OT CHIIOTO MEIMUIIHCKO M3IEIHE.
1.3. ,EJJEKTPOHKOMEPC* EOO/I, o o6ocobena mosuuus Ne 1 1 o6ocobena mozuims Ne 41

KomucusTa mpeanara y4acTHHKBT Aa Ob¢ OTCTpaHEeH: OT IpolleypaTa Ha ocHoBaHue wi. 107,
1.2, 6. “a* o1 3011, THi1 KaTo € npeAcTaBUI 0epTa, KOSITO He OTFOBaps Ha IPEABAPHUTEIHO OOSIBEHHUTE
YCJIOBHS Ha ITOPHYKATA.

MoTHBH 32 OTCTpaHABaHe

ITo 060ocobena mozuiust Ne 1 KomucusTa u3pbpIny NpoBepKa Ha LEHOBUTE IIPEUIOKEHIS HA
YYaCTHHLUTE 32 CHOTBETCTBHETO MM C IIPEABapHUTEIIHO 06SBeHHs (uHaHCOB pecypc ¢ OINel Ha
HOCTABEHOTO OT BBL3JIOKHTENSA ycioBHe ,, Cmotunocmume no omoennume 060cobenu nosuyuu ca
MAKCUMQNHUS. Pasnonazaem QUHAHCO8 pecypc Ha 6b3nodcumens u He mozam 0a Ovoam
HA0BUUWLABAHU “. '

Ilpu mpoBepKaTa, KOMHCHATA KOHCTATHpA, ye mpemioxeHara ot ,EJEKTPOHKOMEPC
EOO/ nera no obocobeHa mosuius Ne 1, Hajpuinapa MakcCuMaTHus ¢punancoB pecype ¢ 5 119,20 s,

¢ B JIJIC, BuAHO OT TabiuiaTa no-noiy:

Maxcumanen | Makcumanen |
pecype Ha | pecypc Ha
HanmeHoBaHH, HpenJioskeHa ot IIpeasio:keHa oT
BB3JOKHUTENS | Bb3JIOKHTEIs
Ne | eqxpHHYHA Enexrponkomepc EOO/L Enexrponkomepe EOO/L
- eJUHHYHA | - obma : '
AKTHBHOCT equnMyHa nena B jas. ¢ IJC | O6ma croinoct
eHa B JIB. ¢ | croiiHocT B
JAC as. ¢ JAC
99-Mo sodium
molybdate;
99m-Tc .
1 . 1 306,80 141 134,40 1354,20 146253,60
Technetium
pertechnetate
7,5 GBq

o 060ocobena mo3uiusa Ne 41, yJaCTHUKBT € IIpeACTaBHII 3aBEPEHO KOIMHE Ha MACMO U3/IaicHO
ot VI3meIHuTEIHA areHnus 1o jekaperara ¢ usx. Ne MAJI 5887/06.02.2018 r. , B KO€TO € IOCOYCHO,
4ye 3a mpemiaraHoro mo obocobena mosumus Ne 41 MEIHIMHCKO H3JENHe mIpes 2017 r. umMma
PETHCTPHpPAHH JAHHH 3 IPeyCTaHOBSBAHE Ha YIIOTpeOa Ha IOCOYEHUTE B IMCMOTO NapTH/IHH HOMEPA,
KaKTO ¥ Ha Doco4eHH naptuan. OT FOPHOTO CE YCTAHOBABA, Y€ € MIPEACTaBEHOTO OT Y1aCTHHKA ITHCMO,
HE ce U3NbJIHABA H3UCKBAHETO HA Bwnoxcmeﬁz, [IOCOYEHO B JOKYMEHTAIUATA 34 y4acTHE, & HMEHHO

nocoyegoto Ha crp. 11 or omoOpeHara OT DBb3noxuresns JOKYMCHTAUUS H3HUCKBAHE KBM



MEIMIMHCKUTE U3MEIHA, 8 UMEHHO: ,,3.2. Jla Hama peructpupanu mannu B MAJI nw/umu EUDAMED
33 HHIHM/ICHTA/TIOTCHUMATHY HHIM/ICHTH TIPe3 TIOCTEHATE, B¢ TOMMHM, KaKTO ¥ 32 GIOKMpaHK WK
H3TCTTICHH IapTHIH NIpe3 MIOCIIEAHUTE JIBE TOJUHU ChIVIACHO npenoctaBeHa oT MAJI nHdpopmanus.”.

2. MoTHBH 32 nomyckaHe Ha YIaCTHHIHTE.

2.1. KoMucusita 1onycKa A0 KJacHpaHe YYACTHHKBT »HOBUME]J ®APMA“ EOOJ, 1o
o6ocobenn nozunuy NeNe 1 1 2, Thit KaTO NPEIOKEHHETO My OTTOBApPS Ha [TPEBAPUTEIHO OOSIBEHHUTE
OT BB3JIOKUTEINS YCIIOBHSL.

V4acTHUKBT OTTOBapsi Ha IPEABAPUTETHO OOSBEHUTES KPUTEpUi 3a moa0Op M 3a HETO HE €
YCTaHOBEHO Jia ¢a HAJIM4¥e OCHOBAHUATA 38 OTCTPaHIBaHE IIOCOYCHH OT BB3IOXKHTENA. Y JACTHUKET €
MpEeACTAaBII TOKYMEHTHTE 110 Wi. 39, air. 3, . 1 © T. 2 oT IIIT3011. B TeXHHYECKOTO MPEUIOKCHHE Ha
Y4acTHHKa, C€ CHABPKAT BCHYKH JOKYMEHTH IIOCOYECHH B OOSBEHHMTE OT BB3JIOXKHTEIS YCIOBHS H
HEroBOTO NPEUIOKEHHE 3a H3NBIHEHUE Ha HOPBYKATa OTroBaps Ha IPeABapUTENTHO OOSBEHUTE OT
BB3NOXKKTENL. KoMHCHATa JOIMyCHa YYacTHHKA 4O OTBapsHE Ha LECHOBHUTE MY NPEIIOXKEHHS.
IleHOBUTE ITPEMIOKEHN Ha YIACTHAKA OTIOBApPAT Ha W3MCKBAHKATA Ha BE3noKuTens # 3011

2.2. Komucusita gomycka 10 Kjiacupase yaacTHHKBT o, EJIEKTPOHKOMEPC* EOO/,
1o o6ocobenn mo3ummu NeNe 2; 3; 4; 5; 6; 8; 9; 10; 11; 13; 15; 19; 20; 21; 22; 23; 24; 25; 26; 27, 28;
29; 30; 31; 32; 33; 34, 35; 38; 39; 40, 42; 43; 44; 45; 46; 47; 49 u 50, Tbii KaTO NMPELIOKEHAETO MY
OTIOBaps Ha NIPEeBapUTEIHO OOSIBEHUTE OT Bb3JIOKUTEISA YCIIOBHS.

Y4acTHUKBT OTTOBaps Ha IPEABAPUTEITHO OOSBEHUTE KPUTEPHUil 32 Moxbop W 3a HEro He € °
YCTaHOBEHO Jia ca HAIMIHE OCHOBAHUATA 32 OTCTPAHSIBAHE IIOCOYEHH OT BH3JIOKUTENS. Y YACTHHKET €
npeAcTaBui JoKyMeHTuTe 1o wi. 39, an. 3, T. 1 u 1. 2 ot IIII30I1. B TexHu4YecKOTO NpeAIOKEHUE HA
YYacTHHKA, C€ ChIbpPXXaT BCHYKH JOKYMEHTH MOCOYEHH B OOSIBEHHTE OT BB3JIOKHTEIS YCIOBHS H
HETOBOTO NpPENJIOKEHUE 3a M3MBJIHEHHE Ha IIOPHUYKATa OTroBaps Ha NPEABAPUTETHO OOSBEHWUTE OT
BBp3NOkMUTENd. KOoMHCHSTAa MONyCHa y4YacTHMKAa O OTBapsHE Ha LEHOBUTE MYy IIPEIUIOKEHHS.
LleHoBHTE IPEJUIOKEHNS Ha y9aCTHHKA OTTOBapsT Ha H3UCKBaHUATA Ha BB3noxutend u 3011
VL Ipennoxenue 3a CKJIOYBaHE HA JOTOBOP ¢ KJIACHPAHUTE HA MbPBO MSCTO Y4ACTHHIM, IO
ChOTBETHHTE 000C00€HH MO3UITHH U NPEAJIOKeHHUS 32 IPeKpaTABaHe Ha 000c00eHN 03I,

1. Onpeaensine Ha H3MBJIHUTEIH HAa JOTOBOPH 33 Bb3JIaraHe Ha o0IecTBeHH MOPBHYKH.

B pesynTar Ha W3BBpIIEHaTa oIEeHKa Ha odepTHTe, KOMHCHATAa Ipemiara a ObIaT CKIIOYEHH
JIOTOBOPH II0 CHOTBETHHUTE 00OCOOEHH IO3HMIMH, ¢ KJIACHPAaHHTE HAa IIHPBO MSICTO YYacTHHIM B
CHOTBETCTBHE ¢ KIACHPAHETO [IOCOYEHO B paszel IV , Ha HacTOSIIMS AOKIIaK.

2. IIpexpaTsiBane Ha 000co0eHH MO3AIINH.

Komucusra mpe/uiara Ha BB3JIOXKHTENI 00INecTBeHaTa NOphUKa J1a Obe NpeKpareHa Ha OCHOBAaHHE
w1, 110, an. 1, 1. 1 ot 3011, Thi KaTo He € MoAaNeHa HUTO enHa odepTa 1o 060coOeHH TO3UNKH, KAKTO
clienBa:

7 Sodium Iodide [131 I] 740 MBq solution for injection




12 Sodium Iodide [131 1] 3,7 GBq solution for injection
14 Strontium (89 Sr) chloride

37 . 125 Vit B 12 + ¢onuena kucesuna

KoMucusra u3BbpIg npoBepka ¥ yCTaHOBH, Ye 060coOeHNTE TO3UITNY IIOCOUEHH B Tabnumara
10-J071y, cle/Ba Ja ObAAT IpeKpaTeHH, Thil KaTo BCHYKH 0QepTH MOJaJeHH IO TIX HE OTroBapAT Ha

OpCaABAPUTEITHO oOsIBEHHTE YCHIOBHA.

16 " | 1251fT3 KIT
17 1251 {T4 KIT _
18 125 I TSH ( 96-100 npo6u) KIT IRMA ’
36 125 1 beta 2 microglobulin
| 41 125 I anti TG antibody
48 125 I Ferritin KIT

IIpenBuza ropHOTO KOMHCHSATA Ipe/iara Ha BB3JIOKUTEIS, ChIUTEe a ObIaT ImpeKpaTeHyu Ha
ocHosanue wi. 110, a1, 7. 2 ot 3011, Thit KaTO BCHUKH odepTH mpexcraBeHH o Te3u 060cobeHu
IIO3ULIUH, HE OTTOBApAT Ha YCIOBHATA 32 IPEICTaBIHE, BKIIOYUTENHO 3a (OpMa, HA4YHH H CPOK, HIIH
ca HEMOIXOIAIIM.

Hepaznenna gact ot Hacrosmus noknan ca [Iporokon Ne 1 m Ilpotoxon Ne 2, xourto ca
nsi“oraenu B X0J1a Ha paboTaTa Ha KOMHCHATA U B KOKUTO € ONKcaHa Noapo6Ho paboTaTra Ha KOMHCHATA
[0 U3BBPIIBAHE Ha NOAOOp Ha yYACTHHIWTE, pasTiiexkIaHe W ONEHKa Ha opepTUTe, KakTo M Iiara
HEOOXOIMMa IOKYMEHTAIIHS 38 B3EMaHe Ha PEIlECHHE OT BH3JI0KHTEIS. '

Hacrosmust noknan ce cheraBy u nojuuca Ha 14.03.2018 r.

Ilpencenare:

’

n-p Henmm Tapuncka- Havamauk otaen ,,JINMUK®, mupexmus ,,JITT%;
Ynenose:

]

HUckpa UBaroBa — riaeeH excnept, otaen JIIIMUK, nupe

Pymsua CraBpeBa — IbpikaBeH ekcnept, nupegetus "OlI1";
Bans Murkosa - IbpxaseH ekcuept, nupeknus "OIT";

Mupena ITeTkoBa - ri1aBeH eKCIepT, oTaen “OuHaHCH”, TUPEKIHs "B(D@/



