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YTBBPKIABAM:  3amuena undopmatua Ha 0CHOBAHHE 41363, an.3 ot 301
KHNPUJI AHAHUEB
MHHHCT’B&;IA 3APABEOII
,I[aTa:..é?..j..;. v dienee 2019,

TTOKJIAJT

Ha ocHoBaHue wi. 103, an. 3 ot 3akona 3a odmecTBennTe mopbuku (3OII)

Hacrosimuar moKiaj ce HM3rOTBH OT KOMMCHS HasHadeHa cbc 3amosen Ne PJI-11-
225/12.06.2019 r. na Bp3noxuTend. KomucusaTa € HazHaueHa J1a U3BbPUIH 000D HA YYACTHHITUTE,
pasriiesia, ONEHH W KJIacupa [ojaleHnTe odepTH 1o obInecTBeHa MOphUKa C IpeaMeT: ,,/JJocmaska
Ha@  pAOUOGKMUGHU JIeKAPCMEeHU RpoOyKmu, paduogapmayeemuyu, paOUOHYKIUOHU
2eHepamopu, Kumoee u paduonykiuonu npekypcopu 3a 2019z, no npexpamenu obocoberu
nozuyuu, otkputa ¢ Pemenue Ne P/1-11-164/07.05.2019 r. Ha BB37I0KHUTENS.

I. CbcraB Ha koMucuara: ~

IIpeacenaren:

n-p Henmu Tapmacka, Havamauk otaen , JIIIMUK®, napexuns ,, JITT;
YneHnose:

Wckpa VBanoBa, raser excrnept B otaen ,, JJIIIMMK®, aupexius |, JITTY;
Hanuena Yupuiicka, riiaBeH excuept, Aupexnus ,,bD%;

Panuna Kanunosa, riasen excrept, aupekmus “OI17;

Bunsua Keuiesa, riuasen excuept, aupexis “OI1”.

PesepBen npencenaren:

AxcuHus ATaHacoBa, IbpXkaBeH ekcnepT B otaen ,, AJIK®, mapexuus ,, JIIT®.
Pe3epBHHE 4/IeHOBE:

Mar.dapwm. [{serenuna [Tomosa, crapmu excnept, qupexnus “JIIT7;
Enena ['aBpriioBa, XbpikaBeH eKcrepT B aupexnus ,,OIT%;

Jlannena Bnagoea, riiaBeH excruepT B Aupeknud ,,bD%.

II. 3apaun HA KOMHCHSATA.

KomucusTa e HazHadeHa ¢be¢ 3amosed Ne PJ1-11-225/12.06.2019 r. cwc cpok 3a pabota 20
pabOTHH JHH, [a IpoBele OTKPUTa IPOLEAYpa 3a Bb3jlaraHe Ha OOIIECTBEHA MOPBYKA C IPEIMET:
SJocmaska Ha  paduoaKmueéHu  eKAPCMEEHW  NPOOyKmu,  paouopapmayesmuyu,
PAOUOHYKIUOHU 2eHepamopu, KUmose U paouoHyKIuonu npexypcopu 3a 2019z. no npexpamenu
060cobenu no3uyuu, KaTo W3BBPIIM NOADOp HA YYaCTHMIIMTE, pasriiefia, OLCHM H Kilacupa
noiaieHuTe OepTH.

BCHYKH JTOKYMEHTH, CBBP3aHH C O0LIeCTBEHATa IOPHYKA, BKIIOYMTENHO H IPEICTABSHHUTE
TIpEIOKEHHUS Ce ChXPAHABAT B CTpajaTa Ha MUHHCTEPCTBOTO Ha 3[paBeonassaHeTo Ha Il CBeTa
Henmens Ne 5, B moMemmenue “Manka 3ana cyTepeH” A0 NPHKIIOYBaHE paboTara HA KOMHUCHSITA.
BcHuky 3aKpHTH 3acelaHMs HAa KOMHCHATAa Ceé IPOBENOXa B CrpagaTa Ha MUHHCTEPCTBOTO Ha
3/paBeonasBaneTo Ha mi. ,,Ceera Hemena” Ne 5, erax IV-tu, cras 406, 1m0 rpaguk onpejenes oT
npejcenarens Ha KOMHCHSTA.

II1. YgacTHuH B IponeaAypaTa.

1. B u3mbJHEHHEe HA BB3J0KEHHTE 3aJa4H, KOMHCHATA NpoBele NMyO0JHYHO 3aceJaHHe HA
13.06.2019 r. B cheTaB:

Ipencenaren:

n-p Henu Tapuucka, naganuuk otaen , JIIMUKY, mupexms |, JIIT*;

YeHose:



Hckpa MraHoBa, rasen excrept B otaen ,, JIIIMUK®, nupexius ,, JITT®;
Januena Yupuiicka, IJIaBeH eKCIIepT, IUpeKus ,,bO;

Panuna Kanunosa, rnase excneprt, gupexius “OI17;

Enena ['appunosa, nepkaseH excrept, npupeknus “OI1”.

Ha oTkpuTOTO 3acenaHue Ha KOMHUCHATA, IIOPAJH IOI3BAHE HA IJIATEH TOJUINEH OTIYCK OT
bungana Kpmesa, rnaseH excrnept, papeknus “Oll”, cemara Oemre 3aMecTeHa OT pe3epBHUST WiIEH
Enena ['aBpuiopa, appxapen ekcnepr B pupekuus ,,OI1. Ilpeau HavanoTo Ha 3aceqaHWETO Ha
ocHoBaHue wi. 48, an. 6 or [IpaBuiHUKa 3a NpuiaraHe Ha 3aKoHa 3a OOMIECTBEHHTE IMOPBUKH
(TITT30I1), npeaceraTeNsT Ha KOMHCHATA [OJIYYH OT CIYXKHTEN B JIEJIOBOJCTBOTO ITOCTBIIHIINTE
[peJUIOKEHHS 32 ydacTue B o0IecTBeHaTa IMOphyKa, 32 KOeTO Ce ChCTaBH M MOMNHKCA ABYCTPAHEH
IIPOTOKOJI.

[Ipens HAYaOTO Ha 3aCeNaHHETO W CJe]l TOTydyaBaHe Ha CIHCBKA C YUYACTHHIIMTE B
oflecTBeHATA NOPHYUKA, IPECENATENAT 1 BCHUKH YWICHOBE HAa KOMUCHSITA IIOANKCAXa AeKIapalldu
o wi. 103, an. 2 ot 3axoHa 3a obmectBeHuTe MopBHUkH (30II) 1 9. 51, an. 13 ot [III30IL. [Tpenu
OTBApsIHE Ha OMAKOBKHTE, CHABPMKAIIH IPEATIOKEeHHUATA Ha YUaCTHHUIUTE, KOMHCHSTA Ce 3alI03Ha C
YIBLpEHATa OT BB3NOXKHTENS MOKYMEHTAllMA 3a Yy4YacTHE B IIpoliefypaTa 3a Bb3JlaraHe Ha
ofriecTBeHaTa MOPHUKA.

KoHcratupano Oe, ue B ONpeneNeHHS CPOK ca MOCTBIHIM 3 (TpH) NPEMIONKEHHS, KAaKTO
crespa:

1. IMpemnoxenue ¢ Bx. Ne 26-01-132/11.06.2019 r., momazero B 10:12 gaca ot ¢upma
,, CO®APMA TPEVJIHUHI“ AJl, o 060co0eHH NO3HIHK C HoMepa, KakTo crenga: 8, 11, 12, 13,
14,15, 16,17, 18, 19, 20, 21, 22, 23 u 24;

2. Tlpemnoxenue ¢ BX. No 26-01-133/12.06.2019 r., nomageno B 14:09 waca ot dupma
»BEI'A MEJIUKAJI” EOO/I, o o6ocobeHn MO3UIKK ¢ HOMepa, KakTo cnensa: 1,2 u 5;

3. Ipennoxenne ¢ Bx. No 26-01-134/12.06.2019 r., nonazeno B 16:14 yaca ot dbupma
H»IAMAKOHCYJIT” EOOJ/I, mo obocobenu mozuimy NeNe 9, 10, 11, 12, 13, 14, 15, 16, 17, 18,
19, 20, 21, 22, 23 u 24;

[peuioxkenusTa ca TMONANEHHW B 3anedyaTaHW, HaJIIMCaHU, HEIPO3PaYHH ONAKOBKH C
HeHapyIeHa 1su10cT. [Ipenioenus, MOCTHIMIIH ClIel KpalfHUA CPOK HIMA.

Ha my6nu4HOTO 3acejiaHie Ha KOMHCHSTA IPH U3BbPIIBaHE Ha IIyONUYHHTE M ICHCTBUA NIPUCHCTBA
Epa Bojenuuaposa — yIrbIHOMOIIEH npenctapute Ha ,BEI'A MEJUKAJI” EOOJ.

Ha my6ipynata 9acT Ha 3acCeIaHMETO Ha KOMMCHATA HE MPHCHCTBAXA IIPEJCTABHTENM HA
CpeacTBAaTa 338 MAaCOBO OCBEJOMSIBAHE.

2. KnacupaHe Ha y9acTHHIMTE HAa 3aKPHTO 3acejaHHe npoBegeHo Ha 27.06.2019 r., or
KOMHCHSITA B ChCTAB:

IIpencenared:

1-p Henwm Tapuncka, Havamauk otaen ,, JIIIMUK®, nupexnus |, JIIT,
YneHose:

mar.apm. [{Betemmna [Tonoga, crapimm excnept, qupexiws “JIIT7;
Jaunena Yupwmiicka, raBeH eKCIepT, AUPeKIHs ,,bD%;

Panua Kanuuopa, riuaBeH excnept, gupexuus “OI17;

Bunsua Keiesa, riaBeH excrept, nupekius “OI1”.

Komucusra HM3BBPIIH KJIaCHpaHe IIPH IIPEABApHTCIHO OIIPCACIICH KpHTepI’Iﬁ ,,Haﬁ-HHCI{a
IeHa*, KaKkTo clejBpa:
! !
Ne : | i
En. uena 3a | En. nena3a Ooma | OOwma
Ha Haumenoanue, eXMHHINA | KomuecTBO | onakopka | ONAKOBKAC | CTOMHOCT | eTOMHOCT ¢ YuacTHHK Knacupane
oGocofiena AKTHBHOCT a0 63 JUIC TAC Bes JUIC G
no3uLMA :
Mo sodium molybdate; 83 116590 1 399,08 96 769,70 116 123,64 |, Bera Megukan “ | I-mscto
1 Technetium (99mTc)




pertechnetate 7,5 GBq EOON
Mo sodium molybdate; 402 1 498,39 1 758,07 602 352,78 | 722 824,14 | ,Bera Meaukan “ | I-macto
Technetium (99mTc) EQO]
pertechnetate 12,5 GBq
2
Technetium (99mTc) hynic- 180 831,45 997,74 149 661,00 17959320 |, BeraMeaukan“ | I-macto
octreotide EOON
5
8 14 233,18 17 079,81 113 865,40 | 136 638,48 |, Codapma I-mscTO
192 Ir 3a MHKpOCEAEKTPOH Tpeitaunr AJl
8 150 em/10 Ci
125 [ TSH (96-100 npoGu) 112 56,32 67,58 6 307,84 7 569,41 »Codapma I-mMsaCTO
KIT IRMA Tpeitaunr™ AJl
11
125 [ Insulin KIT IRMA 34 102,33 122,80 3479,22 4175,06 Codapma I-mscTO
Tpeitanur™ AJl
12
125 1 FSH KIT IRMA 21 105,89 127,07 2223,69 2 668,43 Codapma [-MsCTO
Tpe#nunr” AJ{
13
125 1LHKIT IRMA 21 105,89 127.07 222369 2 668,43 Cotapma I-macTO
Tpeiinuur™ AJL
14
125 1 Prolactin KIT IRMA 33 105,89 127,07 349437 419324 Cotapma [-macTo
Tpeiaunr AJl
15
125 I Testosteron KIT 23 125,32 150,38 2 882,36 3458,83 L[ aMaKoHcynT" I-mscTO
EOOJ
16
125 I Estradiol KIT 15 137,18 164,62 2057,70 246924 Codapma [-MacTO
Tpeiipuur™ AJL
17
125 I Thyreoglobulin 29 114,02 136,82 3306,58 3967,90 ~Codapma [-mstcTO
Tpeitaunr™ AJL
19
125 I anti TPO antibody 46 119,00 142,80 5474,00 6 568,80 »Codapma I-mscTO
Tpeiinuur®™ AJL
21

IV. llpeniosxkenne 3a npeKpaTsiBaHe HA NPoLeAypaTa o 000co0eHH NO3HIUH:

Komucusra npennara:

Ha ocHopanue 4. 110, ax. 1, 1. 1 or 30Il, nmpouexypara ga ce npexkpaTH no 06ocodeHu

NO3HIIMH, KAKTO CJIeIBa:

Obocobena nosuyua Ne 3: Technetium (99m Tc) macrosalb,
Obocobena nosuyua Ne 4: Technetium (99m Tc) nanocolloid,

Ofocobena nosuyus Ne 6: Sodium lodide [131 I] 3,7 GBgq solution for injection;

Obocobena nosuyus Ne 7. Strontium (89 Sr) chloride.
TBH KATO He € NoJaJieHa HATO eHA o(epTa Mo NocoYeHHTe 000Co0eHH INO3HIUH.

Ha ocuosanme wi. 110, ax. 1, 1. 7 or 30II mpouexypara Aa ce mpekpaTH mo odocoldenu

MO3HIMH, KAKTO CJie1Ba:

Obocobena nosuyus Ne 9: 125 1 T3 KIT;

Obocobena nozuyua Ne 10:

Obocobena nosuyua Ne 18:

Obocobena nosuyus Ne 20;

Obocobena nozuyusi Ne 22:

Obocobena nozuyua Ne 23

Qbocobena nozuyus Ne 24

125 TfT4 KIT:

125 1 PSA KIT IRMA;

125 [ Cortisol;

125 I Kapyunoembpuonaner anmuzen IRMA ;
125 I Alpha-fetoprotein (AFP) KIT;

125 1 BhCG KIT;




nopagd o0CTOATE/NCTBOTO, 4Ye BCHYKH O(hepTH, KOMTO OTroBapAT Ha MPEABAPHTENHO
o0sIBEHUTe 0T BB3JIOKHTEJS YCJIOBHS, HAABHIIABAT QUHAHCOBHS pecypc, KOWTO Toi Moxke Ja
OCHTYpH.

V. [Ipennoxenusi 3a OTCTPAHABAHE H MOTHBH:

1. Komucusara npennara Ha BB3JI0XKUATENA, Ha ocHOBaHue wi. 107, 1. 2, 6. ,,a*“ ot 3011,
yuacTHHKBT ,,Copapma Tpeiiaunr® AJl, no o6ocobenu nozuruu NeNe 16, 18, 20, 22, 23 u 24 na
OBIe OTCTpaHEH OT Mpolleypara, THH Karo e mpenctaBml odepra, KOSTO He OTroBaps Ha
NIPeBAPUTEITHO OOSIBEHUTE YCIIOBHS 3a U3IIBJIIHEHUE Ha IOPhYKATa.

ITo orHomenume Ha obocobenu nposzuumu NeNe 16, 18, 20, 22, 23 u 24 komucuara
KOHCTAaTHpa, 9€ B TEXHHYECKUTE IIPEIOKEHMS 110 TOPElUTHUPAaHUTE 000COOCHH MO3WIHH HE €
IPUIOKEHO KOIMe Ha JeKkiapanus 3a choTBercTBHEe ¢ JupexktwBa 98/79/EC, u3manewa ot
MIPOM3BOJIUTENS HUITH YIIBIIHOMOIIEH HEroB IPEICTABHUTEN, C KOETO YYaCTHHKLT HE OTroBapsi Ha
WM3UCKBAHETO Ha BB3JIOKUTENs nocodeHo B InmaBa Il ,Texuwdecka cnemubukamums™, T. 3.
,-JI3HCKBaHUS KM MEIHUMHCKHATE U3aenus, obocobenn mo3uuu oT Ne 8 o Ne 24, k., moar. 3.5.
OT JOKyMeHTaruaTa: ,,[IpenaranuTe MEIUIMHCKA H3eus 110 obocobernu mozunuu oT Ne 9 0 Ne
24 BKJL., IpeIMET Ha HacTosmaTa obecTBeHa IOphYKa /1a OTIOBApAT Ha M3UCKBAHUATA HA 3aKOHA
38 MEJIUIMHCKUTE U3JEHs U 33 TSIX JIa ¢a U3IBIHEHH IIPUIOKUMHTE MPOIEeIypH 3a OLCHIBAHE Ha
CHOTBETCTBHETO.

Toea obcmosamencmeo ce 00KA36A ¢ NPeOCMABAHe HA: KOHUE HA _OeK1apayua 3a
cvomeemcemeue ¢ qupexmusa 98/79%/EC, uzdadeHa om npoussooumens uni ynoIHOMOWEH HE208
npeocmagumen (MPUopyIcero ¢ npesoo Ha OvbAZapPCKU e3UK U 3a6epPeHo Om y4acmHuka).

I[To ortHomenme Ha oOocobena mnoszunms NeNe 22, koMucusita KOHCTATHpa, d9e€ B

TEXHMUECKOTO TIPEIOKEHHE TI0 TOpeluTHpaHaTa 000cobeHa MMo3uIMs He € NPHIIOKEHO 3aBEPEHO
Kommie Ha odHIHaneH JOKYMEHT, H3JaaeH oT V3mbIHUTENHATa areHIMA 10 JeKapCeTRara, 0T KOHTO
Jla e BHJIHO, ue Hama perucrpupanu nasau B MAJI n/umu EUDAMED 3a MHIMAEHTH/IIOTEHITHATHN
MHIMICHTH 1Ipe3 IOCIeIHUTE JBEe FOJWHHU, KaKTO ¥ 3a OJIOKMpaHH HIIM M3TEIJICHH IapTHIM IIpe3
[OCIEAHUTE JIBE FOOHHH, ¢ KOETO YYACTHHKHT He OTrOBAapsf Ha W3UCKBAHETO Ha BB3JIOKHTEILT
mocoueno B ['maBa II | Texawuecka cmenmduxanumsa™, T. 3. ,MI3UCKBaHHA KBM MEIMIIMHCKHTE
w3nenusa, obocobenu mosunmu ot Ne 8 mo Ne 24, Bki.“, moar. 3.2. oT JokyMeHTanusita: Jla HaMma
peructpupanu ganad B MAJI w/umu EUDAMED 3a HHIMAEHTH/IOTEHIMAIHN MHUHICHTH IIpe3
NIOCJIEIHUTE JIBE IOJIMHH, KAKTO ¥ 3a ONOKHMpaHH MM H3TEIJICHHW NapTHIM IIpe3 MOCIeIHUTE JBE
TOJMHM ChrIacHo mpegocrasena ot MAJI uadopmaus.
Tosa obecmosmencmeo ce Jokassa ¢ npedcmassne Ha 3A6ePeHO KOnUe Ha oQuyuaiern 0OKymMeHm,
uz0aden om Hisnvinumennama dazeHyus no exapcmeama, Om KoOumo 0a e 6UOHO, Ye HAMA
pezucmpupanu Oannu ¢ HAJ wunu EUDAMED 3a unyuoenmu/nomeHyuaniu uHYUOeHmu npes
nocieoHume 06e 200UHY, KAKMO U 3¢ OAOKUPAHU Ul USMe2leHy napmuou npes nocieonume ose
200unu.

2. KomucusTa mpesiara Ha BB3IOXHTeN, HAa ocHoBaHKe wi. 107, 1. 2, 6. ,,a“ ot 30I1
yuactHuksT , AMAKOHCYJIT* EOO/I na 6pae oTCTpaHeH OT mpolueaypara 1o obocobenu
nozunmm NeNe 9, 10, 11, 12, 13, 14, 15, 17, 18, 19, 20, 21, 22, 23 u 24, Thii KaTo € NpPEACTaBUI
oepra, KOSTO HE OTrOBaps Ha IIPEIBAPHTENIHO ODABEHHTE YCIOBHS 32 M3IBIHEHHE HA IIOPBHYKATA.
3a ropenuTUpaHATe 060COOCH! TO3HIMH YYaCTHUKBT € NPeNCcTaBui opepTH, B KOHTO HEHOBOTO
IpeNIOKEHHE HAABHINABA MaKCHMATHHA (DHHAHCOB PECYPC, ONpEJENeH OT BL3IONKHTENS B
IpOoLeaypaTa 3a ChOoTBeTHaTa 000c00eHa ITO3UITHS.

»I AMAKOHCYJIT" EOOA
No Ha Hanmenosanne Makumanen Maxumanen [peanoiena Fipeanoxena
oboc. pecype Ha pecype Ha eaMHI4nG LUeHa | obma cTonHLCT
no3-a Branoxurens- Bn3soxurens- s Jesa ¢ JJIC rJiera ¢ JUIC
en.uena ¢ JJAC | obwa cio#nocT ¢
AIC
9 1251 fT3 KIT 89,76 2 962,08 112,80 3722,40
10 1251fT4 KIT 87,23 6 629,48 110,45 8 394,05




11 125 I TSH (96-100 npobu) 68,24 7 642,88 110,45

KIT IRMA 12 370,18
12 125 I Insulin KIT IRMA 123,30 4192,20 168,19 5718,53
13 125 I FSH KIT IRMA 127,68 2 681,28 168,19 3 532,03
14 125 1 LH KIT IRMA 127,68 2 681,28 168,19 3532,03
15 125 I Prolactin KIT IRMA 127,68 4 213,44 168,19 5 550,34
17 125 I Estradiol KIT 165;92 2 488,80 27712 4156,74
18 125 1 PSA KIT IRMA 153,58 17 200,96 201,12 22 525,44
19 125 I Thyreoglobulin 137,55 3 988,95 191,71 5 559,65
20 125 1 Cortisol 123,30 3 699,00 168,19 5 045,76
21 125 I anti TPO antibody 143,71 6 610,66 182,30 8 385,98
22 1251 123,05 9 720,95 163,49

KapuwnoembpnoHaneH

antured IRMA 12 915,55
23 125 I Alpha-fetoprotein 169,62 2 205,06 212,88

(AFP) KIT 2 767,44
24 125 1 BhCG KIT 172,21 1722,10 210,53 2 105,28

VI. B pesynrar Ha W3BBPIIEHOTO KiacHpaHe, KOMHCHSTa IIpe/Ulara Ha BB3JIOXKHTEId Ia
OIpeneny 3a H3MBJIHUTENH, M0 OTACIHHTE 000co0eHM NO3MIHMKM Ha ofINecTBeHaTa MIOPBHYKA
KJIACUPaHHTE Ha MBPBO MSACTO YYACTHHUITH H Aa CKJIFOYH JOTOROP CBC CHIIHTE.

Hepaznenwa gact ot Hactosmus foknan e IIpoTokon, KoHTO € H3roTBeH B X0/1a Ha paboTara
Ha KOMHCHSTA ¥ B KOMTO e omucana noapodHo paborara Ha KOMHUCHATA [0 H3BBPIIBAHE Ha MOI00D
Ha yYaCTHUIIKTE, pasriiekIaHe ¥ OlleHka Ha oepTHTe, KaKTo U IjuIaTa HeoOX0IuMa JIOKYMEHTAIHS
34 B3EMAHE Ha PEIIEHHE OT BB3JI0KHTEIS.

Hacrogipsar goknan ce ceeraBy | noanuca Ha 27.06.2019 r,

IIpencenaren: _ _
In-p Henmu Tapuncka, Havanuuk otaen ,,JITMUK®, nupe: j QAL EeHQ

Ynenose: :
mar.¢papm. I erenuna [Tomosa, crapim excrepT, JUPEK LLH 7[ 0 /P Ce @g ébf

Januena Yupuiicka, rinaBen ekcnepr, gupexuus ,,bd*; ; o Y
Pamima Kanunora, rapen excnept, gupexkuus “OI17; HQ 0CHO 57(1 L

Bunsna Keiuesa, rasen excrept, gupekuus “OIT”. 70 j 6 Q, Q. L ra j 07



