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JAOKJIAL I1O 4JL.103, AJL 3
OT 3AKOHA 3A OBIIIECTBEHHUTE IIOPBYKH

YBAXKAEMMU I'OCITIOJAUH MUHUCTBHP,

HacTosniusT mOKIan c€ H3rOTBH OT KOMMCHS HA3HAYEHA CBhC 3amoBen Ne PJI-11-
279/03.08.2018 r. Ha MHHHCTBpPa Ha 3[IpPABEONA3BAHETO Ha3HAYeHa Ja H3BBPIIM IOZOOp Ha
YYaCTHHIMTE, Pasrie/ia, ONEHH H KJIACHPa 0AaeHATe OPEPTH O 0OIMECTBEHA IOPHYUKA C IIPEAMET:

»J10CTaBKa HAa PpaIMOAKTHBHH JIEKADCTBEHH NPOJYKTH, paaHo(apMameBTHIH,
PAJHOHYK/IHIHH TeHepaTOpH, KHTOBe M PAaJHOHYKJIHMIHH Ipexkypcopu 3a 2018 r.“ mo
npeKpaTeHH 000CO0EHN NO3HIIUH.

O6mecTBeHnaTa mopbuka € OTKpHTa ¢ Pememwe No PJI-11-215 or 25.06.2018 r. Ha

. BB3JIOXHTCIIA.

I. CreraB HA KOMHECHATA:
IIpeacenaren:

n-p Hemn Tapuncka, v-x otnen “JIIIMUK® B qupexus ,,JIIT”;
Ynenose:

Hcxpa VMiBanosa, riases excnept B otnes “JITIMUK”, mupexuuns “JIIT7;
Credxa Xnebaposa, cTaply FOpHCKOHCYNT B mupeknus ,,0I1”;
Banentuna Panesa, rnaBen exciept B nupekuus ,,bD”;

Vpan By4oB, rinaBeH IOpUCKOHCYIT B qupekims ,,0I17;

PezepBeH npeacenaren:

Pamuna KanuHoBa, rnaBeH excneptT B qupexis ,,0I17;

PezepBHH YieHOBE:

mar. ®apm. Opnun Henes, appxaser excrept B otaen “JIINIMUK”, qupekiws ,,JI17;
Bansg MutkoBa, Ibp)KaBeH eKCIepT B aupekius ,,0I17;

JHanuena Biragosa, riaBeH ekciepT B aupekius “bd”

IL. 3apgaun Ha KOMHCHATA.
Komucusira e Hasnauena cbc 3amosen Ne PJI-11-215/25.06.2018 r. Ha MuHHCTBpa Ha
3/paBeOIIa3BaHeTo /ia IpoBelie OOLIECTBEHA NOPBYKA ¢ IpeaMer: ,,Jocmaeka Ha paduoakmuenu

JIEKAPCMEeHU NPOOYKmU, paduoPapmayesmuuu, pAOUOHYKNUOHU 2eHepamopu, Kumose u



PaouoHyKkudnu npexypcopu 3a 2018 2. no npexpamenu obocobenu nozuyuu. CpoxsT 3a pabora
Ha KOMHCHITA [0 IOI00P Ha YIaCTHHIINTE, PAsTTIex/ane, OIICHKA H KIIaCHpaHe Ha IOJTy4eHHTe obepTH
¢ 40 xaneHmapHu JHU, KOHTO u3TH4aT Ha 11.09.2018 r., BKinownTenno. Bemaky JOKYMEHTH, CBbP3aHH
¢ obmecTBeHaTa [IOPBUKA, BKIIOYHTEIHO H IPECACTABEHUTE NPEIIOKEHHS CE CHXPAHSABAT B crpagara
Ha MHEHHCTEPCTBOTO Ha 3/ipaBeonassaneTo Ha . ,,Ceera Henens Ne 5, mamkara 3a1a (cyrepen) no
HpHKTOIBaHe paboTaTa Ha KOMHCHATA. BCHUKH 3aKpHTH 3ace/aHMs Ha KOMHECHATA CE IPOBE0XA B
crpajiara Ha MHHHCTEPCTBOTO Ha 3/[paBeonasBaHeTo Ha Il ,,Cera Hemens Ne 5, erax 4-TH, cras
406, no rpaduk onpeneneH OT IpeacenaTelsT Ha KOMHCHITA.

III. Onucanme Ha paGoTHHS Hpouec, CBHP3AH ¢ AeHCTBUATA HA KOMHMCHATA IO 0TBapsHe,
pasriekiaHe M OmeHABaHe HA BcAKAa odepra 3a ydacTHe. B M3NbIHeHHe Ha BBH3IOMKCHHTE
3aJa49H, KOMHCHATA NPOBE/e:

1. Ily6amano 3acenanue Ha 03.08.2018 r. B peoBHMS U chCTaB: .

Ilpeacenaren:

I-p Hemu Tapuncka, H-x otnen “JIIIMUK” B qupexmus ,,JII17;

Ynenose:

Hckpa Usanosa, riaseH excnept B otaen “JINTMUK”, mapexuus “JIIT;

Credxa Xe6GapoBa, crapiuu IOPHCKOHCYJIT B gupeKmus ,,0117;

Banentuna Panera, rinasen €KCIIEpT B Aupexuus ,,bP”;

Vpan By4oB, riaBeH IOpHCKOHCYIIT B upeKims ,,OIT;

Ilpenqu HayamoTo Ha 3acefaHMET0 H CIeA IONyYaBaHE HA CIACHKA C YYaCTHHI[MTE B

0o0IecTBeHaTa OPBYKA, BCHYKH WICHOBE HAa KOMHCHATA B PETIOBHHSA M ChCTAB IPHCHCTBAINM HA
nyOIMYHOTO 3acefaHMe, MOAMMcaxa JeKnapalud no wi 103, an 2 or 3akona 3a obImecTBenuTe
nopsaky (30II) & wi. 51, an. 13 ot Ilpapumuka 3a nprarane Ha 3aKkona 3a O6IIECTBEHH TIOPHIKA
(III30II). Ilpemm oTBapsHE Ha ONAKOBKMTE, CBHABPXKAINE INPEIIOKEHHITA Ha Y4aCTHUIIUTE,
KOMHCHSTA C€ 3all03Ha C YTBEP/ICHATA OT BB3IOXKHUTENS JOKYMEHTAIIHA 33 yIacTHe B IPOIeypara 3a
Bh3J1araHe Ha 00IecTBeHaTa IIOPHYKA.

Koncrarupano 6e, ge B onpe/eNneH s CpoK ca IOCTHIANHA 2 (IBe) MpeIOKe s, KAKTO énana:

1. Ilpemmoxenne ¢ Bx. Ne 26-01-107/02.08.2018 r., momameno B 14:28 waca or ,,I[AHC
®APMA* EOO/, mo o6ocobenw mozuimu NeNe 4, 5, 6,7, 8, 9 u 10;

2. Ilpemnoxenme ¢ BX. Ne 26-01—125/27.11.2017 r., momameHo B 14:54 wvaca or
»I AMAKOHCVIJIT“E OO/, no o6oco6enu mosummu - Ne 7, 9 u 10.

Ha ocroBanme wa wi. 54, an. 2 or 13011, IIpH NyONUYHHTE OEHCTBUA HA KOMHCHATA
MPHCHCTBAXa CIEAHUTE IPEICTABUTENH HA YYACTHHIUTE:

8 Buxropus I'eopruesa Hukonosa - yirsisoMoles npeactaputen Ha ,, JAHC ®APMA*
EOOJ; '

2. Huana TonopoBa XpHCTOBA - YIIBIHOMOIIEH TpeacTaruTel Ha ,, [ AMAKOHCYJIT
EOO/. '



2. 3akpuTH 3acenanus, nposexeny Ha 03.08.2018 r. 1 09.08.2018 1. B PEXOBHHSA CHCTAB HA

KOMHCHATA:

KomucusTa M3BBPINA [POBEpKA 32 HAIMYMETO HAa O0OCOOCHM IO3MIMH, IO KOHTO HAMA
NOCTHIMIH OQEPTH M YCTAHOBH, Y€ B IIOCOUCHHS B 0OABIEHHETO CPOK HE €4 IOCTBITHIIA 0hepTH 10
cnenuuTe 000COOEHH ITO3HITHH:

1 Sodium lodide 131 | 740 MBq solution for injection
2 Sodium lodide 131 |1 3,7 GBq solution for injection
3 Strontium (89 Sr) chloride

[lpensun ropHara KOHCTATAIHSA, KOMHCHATA Ipejiara Ha BB3JIOXKHTENS OOLIECTBEHATa
ropbuKa 1a 6bi1e npeKpaTeHa 3a Te3u 060cobeHn no3uiwy Ha ocHoBanye wi. 110, an. 1, 7. 1 ot 30IL
KoMucHATA H3BBPIIM IPOBEPKa Ha IIPEJICTABEHATE OT YYaCTHHIATE JOKYMEHTH 110 4L 39, arL.

2 TIII30I1 3a cCHOTBETCTBHE ¢ H3UCKBAHUATA KbM JIMYHOTO ChCTOsSHHE H KpHTepHHUTe 3a nnogdop. Cien
U3BHpIIEHATa IPOBEPKa KOMHUCHATA KOHCTATHPA, Y€ CHUIUTE Ca B CBOTBETCTBHE ¢ H3HCKBAHHSATA HA
BpatoxkuTend. C ornel Ha TOBa KOMHCHSITA JIOIIyCHA YYACTHHIIATE A0 PasTIek/IaHe HA TEXHUUECKUTE

UM TIpeII0KEHHS.

3. 3akpuTH 3aceqannsa nposegenn Ha 10, 13 m 15.08.2018 r. B pemoBHMsI cbCTaB Ha
KOMHCHSATA.

B cpoTBeTcTBHE ¢ Wi, 56, ain. 2 oT ITTI30I1 xomucHsATa H3BLPIIM IPOBEPKA 38 CHOTBETCTBHE Ha
TEXHHICCKUTE TPEVIOKEHH ¢ IIPEIBAPHTEHO OOSIBEHHTE YCIOBHs HA BBH3MOXKHUTENS. 34 CIIE/HUTE
IIpe/UTOKeHHs Oelne YCTAHOBEHO, Y€ CHIIMTE OTrOBapsT Ha NPEABAPHTENHO OOSBEHHTE YCIOBHS H
YUACTHHIIUTE CE NOIMYCKAT [0 OTBAPAHE Ha IEHOBUTE UM IIPEIIOKEHHUS.

,JAHC ®APMA* EOO/I, o o6ocobenn mosmmuu NeNe 4, 5, 6,7, 8,9 u 10;

L, TAMAKOHCVIJIT* EOO/I, no o6ocobernu mozunus NeNe 7, 9 1 10.

Ilonpo6Hn MOTHBH 3a THAXHOTO JomyckaTe ce chabpxar B Pasgen V. ,Morusu 3a
JONYCKAHE HJIM OTCTPAHSBAHE HA YIACTHHNATE HA HACTOAIIHA JOKIA/L. '

Ha 16.08.2018 r. B pasmen ,llpodun Ha kymyBada™ Ha HMHTCPHET CTpaHMIaTa Ha
MHHHCTEPCTBOTO Ha 3APABEONa3BaHETO B eJIEKTPOHHOTO 0CKE Ha 0IIeCTBEHATa TOPHYKA Ha ajIpec:

hitps://www.mh.government.bg/bg/profil-na-kupuvacha/protseduri-po-zop/protseduri-po-reda-na-

zop/dostavka-na-radioaktivni-lekarstveni-produkti-prek/ e kadeHo CBOOIIEHHE 32 OTBApsAHE Ha

[[EHOBHTE IpeMIoXKeHus Ha ydacTHuumre oT 11:00 waca ma 22.08.2018 r. B crpamara Ha

MHHHCTEPCTBOTO Ha 3ApaBeola3BaHeTo, . ,,CBera Henens* Ne 5.

4, My6nmuno 3acenanne Ha 22.08.2018 r. or 11:00 gaca oT KOMHCHATA B ¢HCTaB, 3a
OTBAPHAHETO H ONOBECTABAHETO HA (IEHOBHTE MPeI0KEHML.

IIpencenarei:

n-p Henmu TapuHCKa, H-K OTIET “JINMUK” B nupexnug ,,JIIT7;
YaeHose:

Hckpa MBanosa, riasen excrept B oraen “JIIIMUK”, mupexius il 1
Credxa Xiebaposa, CTapIid IOPUCKOHCYT B qupekuus ,,OI17;
Baneutuna PamneBa, riaBeH eKCIepT B aupexnus ,,bD”;

VBan By4oB, I1aBeH IOPHCKOHCYNT B mupexims ,,OI1”;

Pe3epBen npeacenares:

Panuna KanuaoBa, IiaBeH ekcnepr B qupexius ,,0117;



Pe3zepBHH 4iieHOBE: _

mar. (papm. Opnun Heznes, appxaser excrept B otaen “JINMWAK”, mupexuus ,,JIIT;

Bans MuTkoBa, IbpikaBeH ekcrnept B aupexnas ,,OI17;

Ilanuena Bnanosa, rnaBed ekcnepT B Aupekuys “bd”

ITopans mon3BaHe Ha IUIATEH FONMINEH OTIYCK OT BaJleHTHHA PaneBa, IllaBeH EKCIEPT B
nupexnus ,,bO” u nopanu ciyxebHa anraxupanocT Ha Crepxa Xnebaposa, CTapIIH FOPHCKOHCYNIT B
mpekius “OI1”, ¥ 1BamMara peflOBHH YWICHOBE HO KOMHCHATA, HA yONHYHOTO 3aceIaHKue BMECTO TAX
B3eXa ydJacTHe ChOTBeTHO Mar. (apm. Opmun Henes, mbpxasen ekcnepT B orTmen “JIIIMMK?”,
mupexnus ,JIIT” u lanuena Bianopa, riaseH eKCIepT B gupeknus “bd”.

[lpens HayaioTO Ha 3aCEJAHMETO M CJeJ I0JlyYaBaHe Ha CIOMCHKA C YYaCTHMIMTE B
obIecTBeHaTa HOpbuka, Mar. dapm. Opimun Henes, nupixasen excriept B otaen “JIIMUK?”, nupexmus
LJIIT” u Jlanwerna Bnagosa, riases ekcnept B qupexius “b®” moanucaxa nexnapanuy mo 4i1. 103, an.
2 ot 3001 & un. 51, an. 3 ot IITT30IL

Ha ny6au9HOTO 3aceiaHue IPUChCTBaxa CIIEIHHTE IIPEICTaBHTENH Ha yIACTHHIUTE:

Buxropus Huxonosa, yisnHoMoes npeacrasuren 5a ,, JAHC OAPMA®* EOOL;
5. 3akpuTH 3acelaHus NPOBEJeHH HA 22.08.2018 r. m 23.08.2018 r. oT KoMHCHATA B
NOCOYeHHS B T. 4 CHCTAB:

KoMucusiTa M3BBpPHIM [pOBEpKAa HA IIGHOBHTE IIPEVIOKCHHA Ha YYaCTHHIHTC 32
CHOTBETCTBHETO MM C IpeIBApUTENHO OOSBEHHsS MakcHManeH (UHAHCOB pecypc [0 OTIEIHHTE
060co6eru nosurmy. ITpy mpoBepkara, KOMHCHITa KOHCTATHpa, Y€ npeuioxkenara ot ,, JJAHC PAPMA™
EOOIL 1ena 1o o6ocobern mosummm NeNe 4, 5, 6, 9 1 10, HanBHIIaBA MAKCHMAITHUSA (HHAHCOB PECYPC
¥ ¢ YCTAHOBEHO, Ye YYAaCTHHKBT € IPEACTaBHI OepTa, KOATO HE OTroBaps Ha IPEJBAPUTEIHO
00sABEHHTE YCIOBHS Ha IIOpbYKaTa.

[TonpoGHU MOTHBM 3a OTCTPAHABAHETO HA TIOCOYEHHMs MO-JOJY YJaCTHHK e ChABPXKAT B
Pazgen V. ,llpennoxenns 3a OTCTpaHasBaHe. MOTHBH 3a JONYCKAaHE WIH OTCTPAHABAHE HA
YYaCTHHIUTE " Ha HACTOAIIXSA JOKIa.

KOMHCHATa W3BBPIIA TIPOBEPKA U YCTAHOBM, 4e 000COOEHMTE IIO3UINM IIOCOYCHH B
Ta6MMIAaTa To-H0Ny, cileaBa fa GBIAT IPeKpaTeHH, Thil KaTo BCHYKH OQEpPTH HONAJICHH JI0 TAX He
OTroBapsT Ha TPEeIBAPUTENHO 00SIBEHUTE YCIOBHS.

4 | 1251fT3 KIT

5 | 1251fT4 KIT

6 | 1251 TSH ( 96-100 npobu) KIT IRMA
TIpeBH/] TOPHOTO KOMHCHATA TPSIUIara Ha BB3JIOKHUTEI, CBUMTE Ja ObIaT IPeKpaTeHH Ha

ocuosanme wr. 110, an. 1, T. 2 ot 30II, Thil Kato BCHUKM O(epTH TPEACTABEHH NO Te3H 060COOCHH

[IO3HIMH, HE OTIOBapsAT Ha YCJIOBHATA 38 TIPEICTABIHE, BKUIFOUMTE/IHO 34 (bopMa, Ha4YHlH A CPOK, HJIH Ca

HEIOAXOIAIITH.

IV. KiacupaHe HAa yY4acTHHOHTE cJIe OIEHKA HA HKOHOMHYECKH Hali-H3roxuara odepra

BB3 OCHOBA HA ompenejenns Kpurepuii — ,,Haii — aucka neHa”, cpriIacHo 4. 70, an. 2, 1. 1 oT

30II, kakTo ciaeaBa:



B : Enaanan

aHMeHOB
N | Hauvenosanue, enmumana VYACTHHUK Ik Kuacupane
aKTHBHOCT saaivile
AAC

»[AAHC DAPMA“ EQOOJI | 378,00 I-Bo MacTO
7 125 I beta 2 microglobulin »I'AMAKOHCYJIT* 398.40 II-po

EOOX MSCTO
125 Vit B 12 + donuepa o 595,20
8 B Mo »IdAHC ®APMA EOOJ I-Bo MscTO
9 | 1251 anti TG antibody EB‘})“;AKOHCWIT 185570 | Tsioniscin
= » AMAKOHCYJIT“
10 [ 1251 Ferritin KIT EOOJ 183,60 I-Bo macTo

V. Ilpennoxenns 3a orcrpansBane. MoTHBHE 3a AOIMYyCKAHE¢ HJIH OTCTPARHABAHE HA
YYaCTHHIIHUTE.

1. ITpenJroskenns 3a oTcTpaHsABaHe HA YHACTHHLUTE H MOTHBH 32 TAXHOTO OTCTPAHABAHE.

1.1. ,IJAHC ®APMA“ EOO/I, o 060cobenn nosunun NeNe 4, 5,6, 9 i 10. “

KomucusTa npemnara ygacTHHKET 1ia 6561e OTCTPAHEH OT MpOIe/ypara Ha ocHOBaHue wi. 107,
T. 2, 6. ,,a“ or 3011, Thii KaTo € mpejcTaBHI oepTa, KOATO HE OTroBaps Ha [IPEABapHTENIHO 00IBEHHTE
YCIIOBHA Ha IOpPBHYKATA.

MoTuBHu 3a orcTpansBane

Mo o6ocobenn mozuuuu NeNe 4, 5, 6, 9 1 10 koMHCHSTA H3BBPUIM IPOBEPKA HA IIEHOBHTE [1PEATOAKEHHS
Ha yHacTHHIIUTE 32 CHOTBETCTBUETO MM C NPE/(BAPUTENHO 0GABEHHS QMHAHCOB PECYPC C OV HA [IOCTABEHOTO
OT BB3NOKHTEILA yernoBue ,,Cmotinocmume no omoennume 060cobenu NOIUYUY Ca MAKCUMANHUS pasnonazaem
gunancoe pecypc na vsnoscumens u e mozam da 6vdam Hadeuwasany ",

IIpu npoBepkaTa, KOMUCHATAa KOHCTATHPA, Ye npeioxenure or ,, JJAHC ®APMA“ EOO/I uenn mo
obocobenu mosurmm NeNe 4, 5, 6, 9 1 10, HaABHAIIABAT MAKCHMATHELS (uHancoB pecype, BUAHO 0T TabmMIaTa
10 — JI0JIy.

MNe | Haumenoeanue, Maxcumanen Maxcumanen IIpeonooiceno | Ipeodnoxceno om
eOuHUYHa pecypc na | pecypc Ha | om WHane |, Jane  papma*
aKmuGHoOCm 8BINONCUMENA- | 8b3NOCUMENs- | hapma "’ EOOn

eounuyHa yena é | obwa Eoon Obwa cmotinocm
ne. ¢ J1C CMOUHOCM 6 | eOUHUYHA YeHa
a6. ¢ JIIC 8 a8. ¢ [JJIC

4 | 125 1fT3 KIT 85,68 2313, 36 178, 30 4814, 10

5 | 1251114 KIT 83,26 5911,46 178,30 12 659,02

6 | 1251TSH (96-100 65,13 7 229,43 178,30 19 790,86
npobu) KIT IRMA

9 | 125Tanti TG antibody | 183,04 6 040,32 496,58 16 397,17

10 | 125 I Ferritin KIT 183,62 1836,20 350,47 3 504,72

2. MoTHEH 3a JomyckaHe Ha YYacTHHIHTE.

2.1.KomucHATa NOMyCcKa 10 KIaCHPAHE YY4aCTHUKET »JAHC ®APMA“ EOOJI, o 060cobennu ITO3HMITHH
NeNe 7 u 8 Tit KaTO NpeIOKEHUETO My OTroBapsl Ha NPEe/BAPUTEIIHO ODIBEHUTE OT BBIOKHTENS YCIIOBHS,

VYYacTHHKBT OTroBaps Ha IpeJBapHTEIHO O6SBEHHTE KPUTEPHHU 32 TIOAGOD U 32 HETO HE € YCTAHOBEHO
Aa Ca HaluOe OCHOBAaHMATA 3a OTCTPAHABAHE NOCOYEHH OT BBINOKHTENA. YUACTHUKBT e MIpeACTaBHI
ROoKyMeHTHTE 1Mo WI. 39, an. 3, . 1 u 1. 2 ot IIII30IL B TeXHHYECKOTO NPEJUIOKEHUE HA YYacTHHKa, ce
CBABPKAT BCHIKH OKYMEHTH [OCOYEHH B OGABEHUTE OT BB3JIOKUTENS YCIOBHS H HEFOBOTO MPEANOKEHHE 3a
H3IBIHEHUE Ha [OPBYKATA OTroBaps Ha NPEABAPHTENHO OGSABEHHTE OT BBITOKUTENs. KoMucHsTa JIOITyCHa
YHacTHHKa 1O OTBAPAHE HA NICHOBHTE My Npejyioxkenus. LleHoBuTe npeuIoskeHus Ha Y4aCTHHKA OTTOBapsT Ha
HM3HCKBAHHATA Ha BB3NIOMuTeNd ¥ 3011



2.2. KoMucHaTa mOIycKa M0 KiacHpaHe y4acTHHKBT ,,l AMAKOHCVYIIT EOOM, mo oGocobenu
no3uuuu NeNe 7, 9 1 10, TBH KaTo IpeAIoKEHHETO My OTTOBAaps Ha PEABAPUTEITHO OOABEHHUTE OT BB3II0KHTEN
YCJIOBHA.

V4YacTHHKET OTrOBaps Ha MpeABApHTENIHO O0IBEHUTE KPHTEPHH 3a MOADOP U 33 HETO He € YCTAHOBEHO
Ja ca Hajuule OCHOBAHUATA 33 OTCTPAHsBAaHE IIOCOYEHH OT BB3IJIONMTENS. YYAaCTHHKBLT € MNpeICTaBUI
nokyMmerTure 11o wi.39, an. 3, 7. 1 1 T. 2 ot [ITI30I1. B TexHAUECKOTO PEAIOKEHYE HA YyIaCTHUKA, C& CHIBKAT
BCHYKH JOKYMCHTH IOCOYEHH B 00ABEHHTE OT BB3IIOKHTENA YCIOBHSA H HETOBOTO MPEUIOKEHHE 32 H3IIbJIHEHHE
Ha TOPBYKaTa OTrOBapsA Ha MPEABAPHTEIHO O0ABEHHTE OT BB3NOXKUTENA. KOMHCHATA MOIMyCHA YYaCTHHKA 0
OTBapsHe Ha IIEHOBUTE MYy NpemToxkeHus. [[eHOBUTE MpeanoXeHus Ha y9acTHHKA OTTOBapAT HA H3UCKBAHHATA
Ha BB3oxkuTea ¥ 3011

V1. npeaJioxkenude 3a CKNIIYBaHe HA JOr0OBOP ¢ KJACHPAHHUTE HAa IBPBO MACTO YYaACTHHINH,
0 CHOTBETHHTE 000co0eHH MO3HIINA M NPEII0KeHUA 32 NMpeKpaTsdBaHe Ha 000c00eHH MO3HIHH.

1. OnpenensHe HA M3MBLJIHATEIH Ha JOTOBOPH 32 Bh3JIarase Ha o0MecTBeHH NOPHLIKH.

B pesynraT Ha H3BBpIIEHATa ONEHKA Ha oepTHTe, KOMUCHATA IIpeiara aa 0baar CKIYeHH
JIOTOBOPH TIO CBOTBETHHTE 000COOEHM IO3MIHMH, ¢ KJACHPaHHTE Ha IBPBO MACTO YYACTHHIH B
CBHOTBETCTBHE C KJIACHPAHETO IOCOYEHO B pa3zen 1V, Ha HacTOAINUS TOKIIAk.

2. [IpexkpaTaBaHe Ha 060co0eHN MO3HIIHH,

KomucuaTa mpennara Ha BB3NOXHTENS OOIIECTBEHAaTa IOphuUKa Aa ObIe mIpekpareHa Ha
ocHoBanue wi. 110, ai. 1, T. 1 ot 3OII, T KaTo He € MOJaNeHa HHTO eqHa odepra mo 06ocobeHH

IIO3HITHH, KaKTO CJICBa.

1 Sodium lodide [131 I] 740 MBq solution for injection
2 Sodium lodide [131 I] 3,7 GBq solution for injection
5 Strontium (89 Sr) chloride

KomucusiTa H38HpIIy NpoBepka | yCTaHOBH, Y€ 000CO0EHHTE TO3HIIMH TOCOYEHH B TabnuIaTa
IO-JI0NTy, ClleiBa a OBIAT IpeKpaTeHH, Thil KaTo BCHYKH oQepTH IOAA/IeHH 110 TAX He OTTOBapsiT Ha
IPEIBAPUTENHO OOSBEHHTE YCIOBUA

125 1fT3 KIT
1251fT4 KIT
125 I TSH ( 96-100 mpo6n) KIT IRMA

[TpenBu TOPHOTO KOMECHSATA IpeJijiara Ha BB3JIOXKHTEN, CHITATE Ja OBJaT MpekpaTeHH Ha
ocuopanue wi. 110, am. 1, T. 2 ot 30II, Thit xaTo BcHYKH O(epTH MpeACTaBeHH N0 Te3H 000co0eHH
IIO3HIMH, HE OTTOBAPST HA YCIOBHATA 3a NPEJICTaBAHE, BKIIIOYUTEIHO 3a (OpMa, HAaUHH H CPOK, HIIH
ca HeIoAXOAIIH. :

HepasnenHna yacT oT HacTosumua Dokiaan e [IpoTokon, KOHTO € H3roTBEH B X0Ja Ha paboTara
Ha KOMHCHSATA M B KOUTO € onrcana moapobHo paboTaTa Ha KOMHCHATA 32 H3BEPINBaHE Ha NOAOOp Ha
YYaCTHHIATE, pasrjIexkIaHe U ONeHKa Ha ohepTUTe, KaKTo U IA1aTa HeoOXoquMa JOKyMeHTAaIus 32
B3€MAHE Ha PEIICHHUE OT BB3JIOKUTENS.

CpbcTaB Ha KOMUCHATA! C

Ilpencenaren: Cq

n-p Hemn Tapuncka, H-1 '

Ynenose: )\

Hckpa MraHOBA, T1aBER \'}u

Cretpxa Xnebaposa, cTé (&

Banentnua Panesa, rima QH

Viar By4os, riiaseH 0] Y s

mar. ¢papMm. Opmun Hep \9/\’ \y
YNEeH HA KOMUCUAMA, 83e/1 yudcmue \L
3axpumume 3acedanus na 22.08. u : QJ

CMapuLy IOPUCKOHCYIM € QUPEryUs ,, (b()\ \\ p
¢ :

Jlanuena Branosa, rna
€ omKpumomo 3acedaxue Ha KOML
2‘3 08.2018 2. na Macmomo Ha pedoe



