MPOTOKOJI Ne 1
na KoMuacus, HasHa49ena cbc 3anoBed Ne P/1-11-2/08.01.2015 r.
na 1-p [lerbp MockoB, MEHHCTHP Ha 3ipaBeoNa3BaHeTO

Ha 08.01.2015 r. ot 11:00 gaca ce nposeae 'OTKPHTO 3ace/laHHe Ha KOMHCHS, Ha3HACHA
ce 3amosen Ne PJI-11-2/08.01.2015 r. Ha MMHHCTBpa Ha 3JpAaBEONa3BaHETO Ja MPOBEAC
oflmecTBeHa MOpBUKa ¢ mpeamer: ,,J/l0CTaBKa Ha PaTHOAKTHBHH JeXapCTBEHU TPOAYKTH,
pamuo(hapMaLeBTHITH, PATHOHYK/IHIHY TeHEPATOPH, KUTOBE H PATMOHYKIIMIHA TPEKyPCOpH 32
2015 r.”, oTmyckanm o pena Ha Hapenba 34/25.11.2005 r., ovkpuTa ¢ pemenue No PJ-11-
599/08.12.2014 r. Ha MEHHCTBPA Ha 3PABEONA3BAHETO

1. ChcTaB HA KOMHCHSATA:

Ipencenare:
a-p Hemu TapuHCKka, ABPXaBEH EKCIEPT B otnen ,,JIIIMU®, nupexuus ,JITIMUHB®, excniepr ¢
npodecHoHaTHa KOMIIETEHTHOCT;

YjeHoBe:

1. n-p Ceernana PaiiueBa, XbpXKaBCH EKCHepT B OTHEeN WLJITIMHAY, nupeknust JIIIMHUAHB,
eKCIepT ¢ podecHoHaIHa KOMIETCHTHOCT; _ '
2. Pymsna CtaBpesa, TJ1aBeH IOPHCKOHCYIIT B JIMPCKIHA ,OIT”;

3. Bans Panesa, IJIaBeH €KCIEPT B JTUPCKIIMA “BC*;

4. o SIHueB, r1aBeH €KCIEePT B JUPEKUMSA L OITe

PesepBHH WIEeHOBE:

MuieH MopnanoB, FOPUCKOHCYNIT B IUPEKIIHA ,,OIT*;

mar. dapm. Opmue Henes, I1aBeH €KCIEpT B OTACH LJITIMHA®, aupexiust LJITIMHAHB,
eKCIIepT C IpodecHOHANTHA KOMIIETCHTHOCT,

Ha OTKpHTOTO 3ace€laHHe He MPUCHCTBA Bans PaneBa, rnaBeH €KCIEpPT B JAPEKLUA
“BC* mopajH MOJI3BaHe Ha OTIYCK 32 BpCMCHHA HETPYAOCTIOCOGHOCT U Gelne 3aMeCTeHa OT Mar.
dapm. OpmuH Hezes, riaBeH eKCIEPT B OTACH L JITIMUW®, mupexnus LJITIMUHB, excnepT €
npodecHoHaNHa KOMICTEHTHOCT.
[Ipeau HAYaJIOTO Ha 3aCEIAHAETO H CIIEH 3ai03HaBaHe ChC CIMUCHKA HA MOCTBHIIMIATE odepry,
BCHYKH WICHOBE HA KOMHCHSTAa IIOANMCAXa JCKNapanud 1o il 35, an. 3 or 3aKoHa 3a
obmectBenuTe mophuky. IIpenu oTBapsHe Ha odepTHTE, KOMHCHSATA CE 3aII03Ha C YTBBp/ICHAaTa
oT BeanokuTeNsi HOKYMEHTALU] 3a ydJacTHe B INpoleaypara 3a pB3jlarase Ha oOIecTBeHara
MopbYKa. -

II. CnHcbK HA YYACTHHIMTE B NMpONEIyPaTa 3a BH3JAraHe Ha ofmecTBeHa MOPbHYKA, 10
pea Ha TAXHOTO MOABaHE B EJI0BOACTBOTO HA MHHHCTEPCTBO Ha 3XPaBeONa3BaHETO:
KosncTarupaHo 6e, 4e B ONpe/IeNICHHs CPOK Ca MOCTHIMIH 3 (Tpu) odepTH, KAKTO CIE/BA:
1. Odepra c BX. Ne 26-01-9/07.01.2015 r., noganena B 10:26 1aca ot EnekTpoHKOMEPC
EOO/; ~.
2. Ogepra c BX. Ne 26-01-10/07.01.2015 r., momanesa B 11:45 4aca ot I'amakOHCYIT
EOO/ _
3. Ogepra ¢ Bx. Ne Bx. Ne 26-01-11/07.01.2015 r., nomagena B 14:17 4aca ot Jlanc
dapma EOO/T; _
Hsma odepTd NOTydeHH Clie]l H3THIAHEe Ha KpaliHus CPOK 3a I10/IaBaHe Ha OdepTH.
Tlonanenute B cpok odepTH ca MPeACTABEHU B 3aneyaTaH, Halnucan, Henpo3padeH MUK
C HEHApyIIEeHA ISUTOCT.

III. OTBapsine HAa opepTHTE



Ha ocnosanue un. 68, an. 3 or 3011 npu neiicTBUATA HA KOMUCHATA IO L. 68 an. 4u 5
ot 30I1 oT NpaBoTO CH Aa MPHCHCTBAT HA IIyOJMYHOTO OTBAPAHE HA o(epTHTE CE BB3MON3BAXa
CJIENHHUTE MPEIACTABUTENH Ha yIaCTHHIMTE: '

1. 3os IlanaifoToBa - YIIEIHOMOLIEH peacTaBUTEN HAa EnekTpoHKOMepC EOOJ;

2. Enucasera UyOpuesa - bupaanosa — yIbJHOMOIICH IIPEACTABATEN HA IMamakoHCY AT

EOOJ;
3. Banentuna MutpoBa - ymeiHOMoueH npeacrasuten Ha Jlanc ®apma EOOJ
Crnen NEerWTHMANMs HA NPHCHCTBAINHKTE, INpeaceNarTeiiaT Ha KOMHCHSATA 3allo3Ha
IPUCHCTRAIUTE ¢ Bb3jNoxkeHure cbe 3amosen Ne PJI-1 1-2/08.01.2015 r. Hva MMHHCTBpa Ha
3[[paBeoNa3BAHEeTo 3a/[aul | TIPHCTBIM KbM paboTa KaTo OTBOPH oepTHTE MO peAa Ha TAXHOTO

MOCTHIIBAHE, KaKTO CJICABa:

Y4acTHHKBT € oAal oepra IO CIISAHUT

O60cobena ;
HanMeHOBaHHE, AUHHYHA AKTHBHOCT
mo3uius Ne .
1 99-Mo sodium molybdate; 99m-Tc Technetium pertechnetate 7,5 GBq
2 99-Mo sodium molybdate; 99m-Tc Technetium pertechnetate 12,5 GBq
3 Technetium (99m Tc) macrosalb
4 Technetium (99m Tc) nanocolloid
5 Technetium [99mTc] Exametazine 0,5 mg
7 Technetium [99mTc] Tetrofosmin
8 Sodium Iodide [131 I] nepopanna ¢popma 74 MBq
9 Ioflupane (123-I)
10 Iobenguane [131 I]
11 Sodium Iodide [131 I] mepopansa ¢popma 1,85 GBq
12 Sodium Iodide [131 I] nepopanna ¢gopma 3,7 GBq
13 Strontium (89 Sr) chloride
O6ocobena
HauMeHOBaHHE, IHHHIHA AKTHBHOCT
no3mius Ne
14 192 Ir 3a Muxpocenextpon 150 cm/10 Ci
15 1251 T3 KIT
16 1251 fT4 KIT
17 125 I TSH ( 96-100 npo6u) KIT IRMA
18 125 1 TSH (384-400 tipo6u) KIT IRMA
19 ‘ 125 I Insulin KIT IRMA
20 125 1 FSH KIT IRMA
21 1251 LH KIT IRMA
22 125 I Prolactin KIT IRMA
23 125 I Testosteron KIT
24 125 I Progesteron KIT
25 125 I Estradiol KIT
26 1251 CA-15-3 KIT IRMA
27 1251 CA-125 KIT IRMA
28 -+ 1251 CA-19-9KIT IRMA
29 125 1 PSA KIT IRMA
30 . 125 I Plasma renin activity
31 125 I Calcitonin KIT IRMA
33 1251 ACTH IRMA '
34 125 I Paratchormon intact IRMA
36 125 Vit B 12 + ¢onueBa KuceIdHa
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37 125 I Thyreoglobulin

38 125 I Cortisol

39 125 1 DHEAS

40 125 I anti TG antibody

41 125 I anti TPO antibody

42 - |1251TRAK _

43 125 I KapuunoemGpuonaieH antured IRMA
44 125 I HGH KIT IRMA

45 125 I Ferritin KIT

Cnen oTBapsiHe Ha odeprara ¢ oriex 00CTOSTENCTBOTO, Y€ YYACTHUKBT yHacTBa II0 42
060cO0EHH TO3HIMH, KOMHCHSTA H3BHPIIH NPOBEPKA 3a HAIHYHETO HA OTACIHH 3ancHaTaHH
miika Ne 2 u Ne 3 B choTBEeTCTBHE ¢ Wi1.57, al2, BBB Bpb3Ka ¢ €l 57, an. 3 ot 30I1 u
yTBBpIEHaTa OT Bp3noxurens nokymeHtauus KoMHcHATa KOHCTAaTHpa, €€ B odeprara ce
chabpikar 42 mka Ne 2 ¢ Haamuc .l [pe/uioxeHne 3a H3NbIHCHHUC Ha nopbykara“ U 42 mmka
Ne3 ¢ mamuc ,,JIpemnarana nesa® u Tpu minka ¢ maamuc [k Nel , JlokymenTa 3a mondop* -
euH 32 060co6eru no3umuy ot 1 10 13 (6e3 mosumms Ne 6), exuH 32 060COOCHH MO3UIAH 14 n
29 1 el 3a 060cobeHH mo3uIEK OT 15 10 45 (6e3 nozumuu Ne 32 u 35). Cienl H3BBPIIBAHE HA
ropuute feiicteus ik Ne 3 — , Ilpennarana nena” 3a Beska obocobeHa no3uIUA ce MOANKUCca
OT TpUMa WIEHOBE Ha KOMHCHSATA H OT MO CIHH IPEICTaBUTEN Ha OCTAaHAIMTE YYaCTHHIH,
pa3/MYEHH OT yYaCTHHKA, IPEACTABHII HACTOSIIATa Oepra.

Komucusra orpopu Ilmux Ne 2 — ,llpemnoxenue 3a H3MBIHCHHC Ha mopbukaTa” 3a
Besika 060COGeHa TO3MIMS W CHIBPXALIMTE Ce B TAX TEXHHYECKH INpENIOKeHHs 6sxa
MOATIMCAHH OT TPHMa YWICHOBE Ha KOMHCHSATA M OT IO €IHH NpPENCTaBUTEN HA OCTAHAIHMTE
YYaCTHHIIH, Pa3/IMYeH OT yJacTHHKA, PEICTaBHII HacTosIIaTa oepra.

Criel IIO/NACBAHE Ha JOKYMEHTHTE, Chabpxaiy ce B Ik Ne 2, KoMmucHATa IPHCTHIH
xbM otBapsHe Ha [Lmuk Ne 1, JlokymeHTH 32 IOAGOP” ¥ B H3MBIHEHHE pasnopeabara Ha 4. 68,
an.5 or 30I1, omoBecTH MOKYMEHTHTE W HHpOpMalMsaTa, ChABPXKAIIH CE B HEro U IpOBCPH
CHOTBETCTBHETO HA JOKYMEHTHTE ChC CHMCHKa IO 4. 56, a. 1, T. 14 ot 30I1.

V4aCTHHKBT € nojan odepra 1o cieqHuTe 060co6eH: MO3HIIH

Ob6ocobOena -
HauMeHOBanue, eTHHHYHA AKTHBHOCT
no3unus Ne J
15 125 11T3 KIT
16 1251fT4 KIT
17 125 I TSH ( 96-100 npo6u) KIT IRMA
18 125 1 TSH (384-400 mpo6u) KIT IRMA
19 125 I Insulin KIT IRMA
23 125 I Testosteron KIT
24 125 I Progesteron KIT
26 125 1 CA-15-3 KIT IRMA
27 1251 CA-125 KIT IRMA
28 1251 CA-19-9 KIT IRMA
29 125 I PSA KIT IRMA
30 125 I Plasma renin activity
31 125 I Calcitonin KIT IRMA
32 125 I Aldosteron
33 1251 ACTH IRMA
34 125 I Paratchormon intact IRMA
35 125 1 beta 2 microglobulin
37 125 I Thyreoglobulin
38 125 I Cortisol
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39 125 1 DHEAS

40 125 I anti TG antibody

43 125 I Kapiunoem6puonanen antured IRMA
44 125 1 HGH KIT IRMA

Ipu oTBapsHe Ha odeprata KOMHUCHSITA KOHCTATHDA, € B Hesl €& CBABPXKAT 3 OTACIHH

sameqaTann mmuka- Tk Ne 1 ¢ Hammue . Jlokymentn 3a noxbop®, Ilmux Ne 2 ¢ namnuc
JIpentoxenue 3a U3MBIHEHAE HA nopbukara® u Ik Ne 3 ¢ Hammuc ,IIpennarana neHa“. C
orjiesl OBCTOATENCTBOTO, Y€ YYaCTHHKET ydacTBa mo 23 060COOeHH MO3HULIHH, YYaCTHHKBT €
cnexBano Aa npeacrasu 23 mwimka Ne 2 m 23 mivka Ne 3, npeaBuj rOPHOTO €€ YCTaHOBH, 'e
nmomazeHara odepra He CHOTBETCTBAa Ha Wi. 57, an. 2, BbB BPB3Ka y1.53, an. 3 ot 3011 u
yTBBbpAcHaTa OT BB3noxkuTeNs JOKyMEHTaLU

C oriel TOPEN3IOXEHOTO ¢ Taka HpejcTaBeHaTa odepra ¢ HapylIleHa MMIIEpaTHBHATA

sopma Ha wi. 57 or 30Il, koATO € mpeABHICHA KaTo CaMOCTOSTENHO OCHOBAaHHE 32
oTcTpaHsBaHe Ha odepra, chrimacHo wi. 69, an.l, 1.4 or 30I1. B Ta3u Bpb3ka HMa TpaiiHa H
HenpomeruBa npakTuka Ha K3K 1 BAC:

Pemenue Ne 7528 ot 3.06.2014 r. Ha BAC mo agm. 1. Ne 4743/2014 r., IV ot
Cuwenacno un. 57, ar. 1 om 30I1 ogpepmama ce npedcmass 6 3anevaman
Henpo3payeH MUK OM YYACMHUKA WIU OM YHLIHOMOUEH OM He20 npeocmasumen
QUYHO WIW MO NOWama C NPenopvyaHo NUcMo C 0b6pamna  pasnucka.
Pasnopeo6ama Ha 4n. 57, an. 2 om 3011 uspuuno co4u, 4e nIuKvm (ynompebeno
e NOHAmMuUemo 6 eOUHCMEEHO HUCI0) CbObPI’CA MpU OMOENHU 3ane4amanu
Henpo3pauHu Y HAONUCAHYU NIUKG, KAKMO CNeosa: MUK Ne 1 ¢ waonuc
"IToxymenmu 3a noobop", niux Ne 2 ¢ naonuc "lIpeonooicenue 3a usnviHeHue Ha
nopvuxama" u naux Ne 3 ¢ naonuc "Ilpeonazana yena". A Hopmama na 4. 57,
an. 3 om 30II pasnucea, ue kK02amo y4acmHuk nooasa ogepma 3a noseye om
edna 06ocobena nosuyus, niukoee Ne 2 u 3 ce npeocmagsam 3a 6CAKA OM
nosuyuume. Hmnepamuenume 3aK0HO6U USUCKEAHUS OMHOCHO HAYUHA U peoa 3a
nooasame Ha ogpepmama ca npeduUOeHY U 8 OOKYMEeHMAYUAMa 3a y4acmue. “
Pemenue No 4255 ot 27.03.2014 r. na BAC no agm. a. Ne 2600/2014 r., IV otx:
IIpedeud usnodceHomo, NPaGUIHO € npuemo, 4e OOKYMeHmume, U3UCKyeMu 3a
ycmanoessane Ha Kpumepuume 3a noo6op 3a oseme obocobenu nosuyuu ca
PA3NUYHU, 4 OMMAaM U Ye KOPEeCNOHOUpa ¢ 4n. 57, an. 3, npednodicenue emopo
3011, eb6edeHOmMO Om Gb3NONHCUMENS USPUYHO UBUCKEAHe 3 NpeocmaesHe HA
omoennu ogpepmu, exnioueawyu niukose Ne Ne 1, 2 u 3 3a ecsxka om nosuyuume.
Pemenne Ne 1440 or 11.11.2014 r. ma K3K mno mpenmcka, Bx. Ne K3K-
1120/15.10.2014 r.: _

B cnyuas, un. 57 om 3011, kakmo Ge ymouHeHo no 2ope € makaea UMnepamusHa
HOpM@, KOAMO SCHO U HeO8yCMUcieno, bes 0a Cb30asa 6b3MOJUCHOCM 34
MBIKY8AHE, YKA36A HA NOMOUHUS OP2AH CHbNKUmMe, Koumo mpabea 0a u3ebpuiu
no npeyenka’ HA KOMWIEKMOGAHe HA ogepmume, npedu Oa npemune KoM
pasenexcoane no cvujecmeo Ha cvujume. Komucusma cvujo maxa ne pasnoiaza
¢ onepamusHa camocmosmenHocm 0a npeyenu oanu nauk Ne 2 u 0cobeHo nauk
Ne 3 buxa cvOwpocaru oecem CaMOCMOAMENHY NAUKA NO USPUYHO ROCO"eHume
060cobenu nozuyuu. CvoujepeMenHo GHAIU3LM HA OAHHUME NO Npenuckama
noxasea, 4e gopmarno ogpepmama He e Om206apANA HA USUCKEAHUAMA HA UL
57, an. 3 om 3axona - npu nooasawe Ha ogepma 3a nogeve om eoxa obocobena
no3uyus, niuxoee Ne 3 0a ce npedcmassm 3a 6cixa eOHa Om no3uyuume.

C orjieq TOPEU3IOKEHOTO KOMMCHATa TMpejjara Ha Bb3noxurens y4aCTHHKBT

I'amakorcyntr EOOJI na 6b1e OTCTpaHeH OT MpoleaypaTa Ha OCHOBaHHe wi. 69, am. 1, .4 o1
30T1, Thii KaTo € HPeCTaBHII odepTa, KOSTO He OTroBaps Ha wi1.57, an. 2 ot 30IL
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V49acTHHKBT € oAl oq)ep'ra o CACAHHUTE O0OO0COOCHH

O6ocobena
HaumeHOBaHMe, eIHHHYHA AKTHBHOCT
no3unusa Ne
15 1251 fT3 KIT
16 1251{T4 KIT
17 1251 TSH ( 96-100 mpo6n) KIT IRMA
19 125 I Insulin KIT IRMA
20 125 1 FSH KIT IRMA
21 125 1 LH KIT IRMA
22 125 I Prolactin KIT IRMA
23 125 I Testosteron KIT
24 125 I Progesteron KIT
25 125 I Estradiol KIT
26 1251 CA-15-3 KIT IRMA
27 1251 CA-125 KIT IRMA
28 1251 CA-19-9KIT IRMA
30 125 I Plasma renin activity
31 125 I Calcitonin KIT IRMA
32 125 I Aldosteron
33 125 1 ACTH IRMA
34 125 I Paratchormon intact IRMA
35 125 I beta 2 microglobulin
36 125 Vit B 12 + donueBa kuceanna
37 125 I Thyreoglobulin
38 125 I Cortisol
39 125 1 DHEAS
40 125 I anti TG antibody
41 ’ 125 I anti TPO antibody
42 125 1 TRAK
43 125 I Kapuunoem6pronanes antured IRMA
44 125 T HGH KIT IRMA
45 125 I Ferritin KIT

Crnen oTBapsHe Ha odepTaTa ¢ orjel 06CTOSTENCTBOTO, Y€ YYACTHHKBT y4acTsa o 29
060CcO0eHH MO3MIMKA, KOMHMCHSITA M3BBPIIM MPOBEPKA 32 HAIMYMETO HA OTACIHH 3aleyaTaHH
mwmka Ne 2 u Ne 3 B choTBeTCTBHE ¢ W57, an. 2, BbB Bpb3ka ¢ wi. 57, an. 3 ot 3011 u
yTBBpIEHATa OT Bw3noxutens AoxkyMeHralus Kommucmsra KOHCTaTHpa, 4€ B odeprara ce
ceabpkar 29 winka Ne 2 ¢ magnuc ,,[Ipeuioxkenne 3a H3NBbIHEHAE HA nopbykara“ u 29 mimka
Ne 3 ¢ mammuc ,,JIpeanarana uena®. Ciea M3BBpHIBAHE HA TOPHUTE NCHCTBHS MK Ne 3 —
,JIpennarana nesa” 3a Bcaka 060cobeHa MO3HIMSA C€ MOANUCA OT TPHMA WICHOBE HA KOMHCHATA
H OT 11O €JMH IPEICTABATEN Ha OCTAHAINTE YJACTHHUIIH, Pa3IHICHH OT yJaCTHHKA, IPEACTaBUI
HacTosImaTa odepra.

Komucusta otBopH Ik Ne2 — , ITpeuioxeHue 3a H3IBIHEHHE HA [IOpPbUKaTa” 3a BCSAKA
060co6eHa MO3MIMA U ChIBPKAIIMTE CE B TAX TEXHHYECKH MpPEJIOXKeHUs OsaXa MOANKUCAHH OT
TpUMa WIEHOBE Ha KOMHCHATA H OT IO €QMH NpPEACTaBUTE]l Ha OCTAHANWTE y4acTHHIH,
pasIMYeH OT YYacTHHUKA, [IPEICTABH HacTosgmara odpepra.

Ciel MOANACBAHE HA JOKYMEHTHTE, ChABPXKAIIH ce B KK Ne 2, KoMHCHATa IIPUCTBIH
kM oTBapsine Ha I[lmax Nel |, JIokyMeHTH 3a moA6op™ ¥ B M3NbIHEHHE pasnopexbara Ha 4. 68,
an.5 ot 30Il, omoBecTH HOKyMEHTHTE M MH(GpOpMaUuMsATa, ChHABPXKAIIH C€ B HEro M NPOBEPH
CHOTBETCTBHETO HA JOKYMEHTHTE ChC CHUCHKA 10 4. 56, an. 1, 1. 14 ot 3011

Crnen wu3BLpIIBAHE HA TOPHUTE JEHCTBUA NPENCEAATENIIT HAa KOMMUCHATA 3aKpH
IyGIMYHOTO 3acelaHKe U paboTaTa Ha KOMHUCHATA MIPOAB/IKH [IPH 3aKPHTH BPATH.
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IV. KoncraTan¥i Ha OCHOBaHHME Wi 68, an. 7 OTHOCHO HAJMYHETO H PEJOBHOCTTA HA
npexcTaBeHHTe NOKYMEHTH B Bk Ne 1 — . JIokymenTn 3a moa6op”

Ha nposenenu 3akputH 3acemanus B mepuoza ot 12.01. no 15.01.2015 r. xomucusra
M3BBPIIH IIPOBEPKA OTHOCHO HAJIMYHETO M DPENOBHOCTTA Ha mpeicTaBeHuTe ik Ne 1
,»JJOKyMeHTH 3a moabop®, KaTo pe3ynTaTMTe OT IpOBepKara ca OTPa3CHH II0-IONy, KaKTo
cleBa:

KoMmucursTa pasriena J0KyMeHTuTe H MHGOpMAalUsATa, IPEACTaBeHH B IUMK Ne 1 oT y4acTHHKa

M TH IIPOBEPH 3a CBHOTBETCTBHE C KPHTEPHHTE 3a I0AOOp, MOCTaBEHH OT BE3aoKHTEL.
KoncraTanuuTe Ha KOMHUCHATA Ca CIECIHHUTE: '
1. CrriacHo yTBBpAEHaTa OT Br3noxuTens JOKyMEHTalUs, BbB Bp1>31<a ¢ 4. 34 1.1 oT
,Hapen6a 3a ycnoBusTa ¥ peia 3a ChCTaBsIHE Ha CIHCHK HA METHITMHCKHTE M3/emusd 10 w1 30a
OoT 3akoHa 3a MEJMIMHCKHUTE M3IEIHS W 3a ONpEeAeisHE Ha CTOMHOCTTa, OO KOATO TE C€
3annamar® mpeyiaraHuTe OT YJaCTHHKBT MEAMIMHCKH HM3JENMs, CelBa Ja ca BKIOYCHH B
cmuchKeT mo wi. 1, 1.1, T. 6 or mutupanara Hapenba, 3a noka3BaHe Ha TOBa CBOTBETCTBHE,
YYaCTHHKBT CJie/[Ba [a NpeICTaBH HM3BiedeHHe oT cmuchbka Ha MAJL, or koiito nma ¢ BHAHA
IpoJaXKHaTa IieHa Mo cmuckiaa Ha § 1, T. 29a or 3MMU, BEB BpB3ka ¢ § 1, T. 4 or
JOIBITHATENHATE pasnopeabu Ha HapenOara, OT y4acTHHKa 32 BCAKA IIO3MIIHSA, 3@ KOATO TOH
kauauaarcTBa. KoMucHsATa KOHCTaTHpa, Y€ ‘B IpeJcTaBeHaTa OT yYaCTHHKa IeKiIapanus H
CHIBPKAIIOTO CE B Hesl M3BJIEUEHHE OT eNeKTpoHHus peructhp Ha MAJI, ca mocouenu pasiuyHy
OT U3HCKYEMHTE MEAUIUHCKH U3AEIHA 1O CIICAHHTE NO3HIIHH:
e 3a ob6ocobena mosunua Ne 17 cienBa Ja ce INPEACTaBH U3BICYEHHE OT €IEKTPOHHUSA
peructsp Ha MIAJI 3a Meguuumncko usgenue 125 I TSH (1 96-100 npo6u) KIT IRMA,
YYaCTHUKBT € IIPEICTaBHI H3BICYECHHE OT eJIeKTpOHHPm peractbp Ha UAJI 3a BRAHMS
TSHI1 RIA;
e 3a o6ocobena no3unus Ne 18 cne,aBa Jla Cé MPEICTaBd H3BICYECHHE OT EICKTPOHHHSI
peructbp Ha MAJI 3a mequuuncko m3nenane 125 I TSH (384-400 npo6u) KIT IRMA,
YY4aCTHHUKBT € npez[CTaBmI H3BJICYEHHE OT eAeKTpoHHus peructbp Ha MAJI 3a BRAHMS
TSHI1 RIA;
e 3a o6ocobeHa mosuuusa Ne 26 cienpa fa ce IPEACTAaBH M3BJICUEHHE OT €ICKTPOHHHSA
peructsp Ha VIAJI 3a Memuuuacko m3nemie 1251 CA-15-3 KIT IRMA, y4acTHHKET €
TIpeICTaBUI U3BJICYEHHE OT eneKTpoHHus peructsp Ha MAJI 3a ELSA CA 15-3;
e 3a ob6ocobena mosumusa Ne 29 cienpa Ja ce MPENCTABH H3BICUYEHHE OT €IEKTPOHHHUSA
peructsp Ha MAJI 3a memununcko m3genue 125 I PSA KIT IRMA, y4acTHHKBT €
TIpeICTABHI U3BJIEYEHHE OT eneKTpoHHus peructsp Ha MAJI 3a PSA RIA;
e 3a ofocobena mosuiusa Ne 33 cimensa ga ce MPeACTaBH H3BICUEHHE OT €IEKTPOHHHS
peructsp Ha HMAJI 3a meauuuacko m3zemue 125 1 ACTH IRMA, y4YacTHHKBT €
TIIpEICTABAI U3BJIEYEHHE OT eNleKTponuus peructsp Ha ATl 3a BRAHMS ACTH RIA;
2. CeriacHO yTBBpHeHaTa OT Bb3noxuTens MIOKyMEHTAalMd, YYaCTHHKBT CIle/iBa Ja
IpEACTaBH 32 BCSKO MEAMIMHCKO H3enne opuuuanes JOKyMEHT u3afeH oT UsnbiaHuTeIHaTa
AreHIus 110 JleKapcTBaTa OT KOHTO Ja € BHIHO, Y€ HiAMa perucTpupaHd nanud B MAJI w/iwm
EUDAMED 3a MHIIUIEHTH/TIOTEHIIHAIHN - UHUMICHTH IIpe3 NOCIEAHUTE ABE MOAMHH, KAKTO ¥ 33
6IOKHMpPaHHU WA M3TEJIEHU MApTUIH Npe3 MOCIEeHUTe JBe roauHn. KoMucuaTa KoHCTaTHpa, Ye
y4acTHHKBT € npeacrasun mucmo oT HAJL, B koeto He ce chappxa HHpopManus 3a
PErHCTPUPAHUTE HHITMICHTH 32 CIICAHUTE MEAMIMHCKH H3/IETHUA:

O60ocobena mosunms Ne 29 125 I PSA KIT IRMA;

O6ocoberna mozunms Ne 33 1251 ACTH IRMA;
3. ChrIIacHO yTBBpAEHATa OT BBhanoxurens XoKyMeHTamus, no mosumuu Neld m 29
MEIMIUHCKHTE H3Zenus cieasa aa umar EC ceprudukar 3a ChOTBETCTBHE OT HOTHQHIHUpaH
opran. KoMucusTa KOHCTaTMpa, 4Ye Y4YacTHHKBT He e mnpeacrasun EC ceprudmkar 3a
CBOTBETCTBHE OT Hom(pnunpan opraH, 3a 0b6ocobena mo3uuys Ne 29 125 I PSA KIT IRMA;
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4. ChIyIacHO YTBBPJEHATa OT Bb3noXuTend IOKyMEHTAaUWs, YYacTHHIMTE B
npoleAypaTa cieasa Aa IpPEeJACTaBAT AEKIapaius 3a ChOTBETCTBHE OT MPOM3BOAMTEINS WA
HETOBHs VIIHIHOMOIIEH NPEICTAaBUTEN-3a BCHYKH 060co0eHn nosumuu ot Ne 14 o Ne 45 Bir.,
ye ca ONpeeieHH KaTo MeIUIUHCKY u3enus. KoMucusTa KOHCTaTHpa, 4€ HAMA NPEACTABCHH
NEKJIapalyy 3a ClIeHATE 000CO0EHH MO3NIIHH:

3a 060cobena mosuuus Ne 17 125 I TSH ( 96-100 npo6un) KIT IRMA;

3a 000co6ena nosumus Ne 18 125 1 TSH (384-400 npo6u) KIT IRMA;

3a obocobena mosuius Ne 26 125 I CA-15-3 KIT IRMA; '

3a 060co0eHa nosunusa Ne 33 125 1 ACTH IRMA;

IIpeaBHI FOPHHTE KOHCTATALIMH M Ha OCHOBaHHe wi. 68, an. 8 m an. 9 or 301,
cleaBa B CPOK OT 5 paGoTHM JHM OT MOJy4aBaHe HA HACTOSIIAA MPOTOKOJ 3 OTCTPAHH
yCTAHOBEHHTE OT KOMHCHSTA JIHIICH H HECHOTBETCTBHA, KaTO NPEICTABH:

Ilo xoucraranmnre B T. 1 V3pinedenue or enekTpoHHMs peructsp Ha MAIJL 3a crnenHure
MEIUIAHCKY U3ACIIHS:

3a o6oco6ena nosunus Ne 17 125 I TSH ( 96-100 npo6u) KIT IRMA;

3a o60cobena mo3umms Ne 18 125 I TSH (384-400 mpo6u) KIT IRMA;

3a 060cobena nosmmus Ne 26 125 1 CA-15-3 KIT IRMA;

3a 060cobena mo3uisa Ne 29 125 I PSA KIT IRMA;

3a 060cobena mosumms Ne 33 125 I ACTH IRMA.

o xoncraTanmuuTe B T. 2 OduupaieH JOKyMEHT HM3jajieH oT M3msiaHuTenHaTa AreHnys no
JIeKapcTBaTa OT KOMTO /a € BUIHO, Ye HAMa PETHCTpHpany faHHd B AJI n/umu EUDAMED 3a
MHI/ICHTH/MOTEHIMAIHA MHIMICHTH TIPe3 NMOCIENHUTE [Be TOJMHH, KaKTO M 3a OJOKHpaHH
HIIM M3TErNIEHH NapTHIHA Mpe3 HOCICAHUTE IBE TOJUHH 32 : '

O60cobena mo3unus Ne 29 125 I PSA KIT IRMA;

O60cobena nosumus Ne 33 125 I ACTH IRMA.

Mo xoncrataupute B T. 3 EC ceprudukar 3a CHOTBETCTBHE OT HOTH(HIMpAH OpraH 3a
MEIMIMHCKUTE W3eNds ChOTBETCTBAIM HA M3MCKBaHHATA Ha Bwanoxurena 3a ob6ocobeHa
nosuims Ne 29 125 1 PSA KIT IRMA _

o xoHcTaTaumsi B_T. 4 Jexjapaius 3a CHOTBETCTBHE OT INPOH3BOJMTEINS HIIM HETOBUS
YITHTHOMOIIEH NPEJCTABATEN 32 CIIEAHHTE 060CO0EHH MO3ULIHH:

3a 060cobena mosumus Ne 17 125 1 TSH ( 96-100 npo6u) KIT IRMA,;

3a 060cobena mozuuusa Ne 18 125 I TSH (384-400 mpo6u) KIT IRMA;

3a 060cobena mo3unusa Ne 26 125 I CA-15-3 KIT IRMA;

3a o60cobena nmosumms Ne 33 125 I ACTH IRMA.

CrriacHo wi. 68, an. 9 or 30I1 ¥ ¢ orjen KOHCTAaTUPAaHUTE JIMIICH HA JIOKYMEHTH H
HECHOTBETCTBHE C KPUTEPUHUTE 3a NOAOOP, YYaCTHUKBT MOXE B CBOTBETCTBHE C M3UCKBAHUATA
HA BB3JIOXKHUTENS, [TOCOYCHH B OOSBICHHETO, Ja 3aMCHH NPEACTaBEHUTE NOKYMEHTH HIIH Jia
TIpe/ICTABH HOBH, C KOUTO CMATA, Y€ I¢ YMOBJIETBOPH OCTABEHUTE OT BB3JIOKMTEIS KPUTCPHH
3a noaoop.

KoMucHsTa pasriena JOKyMEHTHTe ¥ HHPOPMaIMTa, pecTaBeHy B IUMK Ne 1 0T ydacTHuMKa,

¥ I T[POBEPH 3a CHOTBETCTBHE C KPHTepUMTE 3a IOAGOp, MOCTaBeHH OT Bh3noxurens.
KoHcTraTanunTe Ha KOMUCHSATA Ca CIAEIHHTE:

1. CsrnacHo yTBBpIEHAaTa OT BB3jI0XKHMTENS TOKyMEHTAlMs, BB BPb3Ka C W 34, 1.1 o1

,,Hapen6ba 3a ycioBHATa H pelia 3a ChCTABSIHE HAa CHUCHK Ha MEAHUIMHCKHTE H3JICIHA TIO

4. 30a oT 3aK0HA 3a MEAMIIMHCKATE H3/ICNIUS U 3a ONpEEIHE Ha CTORHOCTTA, 10 KOATO

Te ce 3allamar® MpeyiaraHduTe OT YYaCTHUKBT MEIMIMHCKH H3NCHS, CleaBa Ja ca

BKJTIOYEHH B CITUCHKHT IO wi. 1, T.1, T. 6 or iurrpanHara Hapen6a, 3a joKa3BaHe Ha TOBa

CHOTBETCTBHE, YUACTHUKBT ClI€/lBA Ja NpPeACTaBH H3BJeUeHHE OT cnuchbka Ha UAJL, ot

KOHTO [ia € BH/HA IIPOIKHATA LIeHa 110 CMHChIa Ha § 1, T. 29a ot 3MU, BBB Bpb3Ka € §
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1, T. 4 oT JoNBNHATENHNUTE pasnopentu Ha Hapenbata, oT yyacTHHKA 32 BCAKA IO3MIIAA,
3a KOSATO TOHM KaHaujarcrBa. KOMHCHATa KOHCTAaTHpa, Y€ YYaCTHHKBT € NPEACTaBHI
JeKnapalys, 4e NpeflaraHiTe MEIHLMHCKH H3JENUs Cca PerHCTPUPaHd CHITIACHO
Hapen6arta, Ho KBM [€KJIapanisTa He C€ ChAbpXKa H3BajiKa U3BJICUCHHUE OT €IICKTPOHHUA
peructep Ha HAJL, a ca mDpWiIOKEHH 3aBEPCHH KONMSA Ha 3asBnenue 3a
BKIIIOUBaHE/3ATHYABAHE B CIMChKAa Ha MEAMUHMHCKH H3Jeus, 3alljalllanyd 110 peaa Ha
napen6ata mo wn. 30a 3MH, KoeTo He CHOTBETCTBA HA MOCTABEHHTE OT Bb3IoXUTENLA
H3WCKBaHHA. '

2. CoplulacHO yrBbpieHaTa OoT BE3noXuTeNs JIOKYMEHTalUHs y4aCTHHIUTE B IpoLeaypaTa
cllefiBa la MPUTEXKABAT BamuaHa JIMIeH3ud 3a NPeBO3 Ha pPaJMOAKTHBHH BEINCCTBA OT
ATeHIMATa 33 SAPEHO peryiupaHe, 3a JOKa3sBaHe HA CHOTBCTCTBHETO C MOCTABEHOTO
M3MCKBAaHE yYaCTHHIMTE B IpOLEXypaTa ClIeIBa 1a MNPEACTABAT 3aBEPEHO KONMHE Ha
JIuneH3us 3a IPEBO3 Ha PaJMOAKTUBHH BEIIECTBA OT ATCHIHUATA 32 SIPEHO PETYIINPAHE.
KomucusTa KoHCTaTHpa, ye ydyacTHuksT JJanc ®apma EOO]l e mpeacTaBui JOroBop €
,ITura- koucynr EOOJ] 3a npenocraBsdHe Ha yciyrara - TPaHCIOPT HA MEIUIHHCKH
W3eNHs — pagaodapMaleBTAIIA 33 IMArHOCTHKA MH BHTPO M Konue Ha JIMieH3Hus 32
TIpeBO3 Ha PaJMOaKTHBHH BEIIECTBA OT ATEHIMATA 3a SAPEHO. PEryIMpaHe, H3/[a/icHO Ha
dupma ,, Tura- Korcynr* EOOJI. Y4yaCTHUKBT € MPEeCTAaBUIl JAeKNapanus 1o . 56, an.
1, T. 8 ot 3011, ye HAMa Ja MOI3Ba MOAU3IBIHUTE] U HE € NIPEACTaBUI JCKJIapanus 10
4. 51a ot 3011 3a pupma ,, Tuta- korcyat” EOOJ .

3. ChriacHO yTBBpAEHara OT DBb3MoXHTeNs TOKYMEHTalMs IPOM3BOMMTCIAT —Ha
TpeAnaraHuTe MEANIUHCKH H3/IEIHs, CIe/(Ba Ja HMa BHEJIPEHA CHCTEMA 3a Ka4eCTBOTO
ISO 9001:2008 u/ mmm ISO 13 485:200X unM €KBHBAJICHTEH, KOETO CE€ YAOCTOBEpsBa C
IIpeJCTaBAHETO Ha 3aBepeHO Komue Ha ceprudukar ISO 9001:2008 w/mm 1SO 13
485:200X unu eKBHBaJEHTEH cepTUdUKAT Ha npomssoauTend. Komucusra KOHCTaTUPA,
ye B IpeACTaBeHUTE JoKyMeHTH 3a noabop or JJAHC ®APMA EOO/I He € IpenCTaBeH
cepridukar Ha mpoussomutens MII Buomemuknic [epmanus I'M6X 3a obocobeHa |
no3umus Ne 36 125 Vit B 12 + donuena KuCcenHHa.

4. KoMmucusaTa KOHCTaTHpa, 4Ye IPEICTaBEHHMs IIPEBOJ OT 3aKJeT MpeBoJav Ha EC
Jlexnapanss 3a CbOTBETCTBAE HA MEJMIMHCKH H3/IENHS Ca NOCOYCHH 29 METUIMHCKHU
p3zenus, 1okato B 3asepeHoro konue Ha EC Jlexnapanust 3a CBOTBETCTBHE CE ChIbpXKAT
28 METUITHHCKH H3JIETHS. :

IIpenBna ropHATE KOHCTATAIHH H HAa OCHOBaHHe 4 68, an. 8 u an. 9 or 3011, cieasa B
CPOK 0T 5 paGoTHM JHHM OT NOJy4YaBaHEe HA HACTOAIHA NPOTOKOJ A2 OTCTPaHH
yCTaHOBEHHTE OT KOMHCHSTA JHIICH H HEChOTBETCTBHS, KaTO MPEACTABH MH(popmauus,
KAKTO CJIeJBAa: ‘

Ilo xoncraranuure B T. 1 M3pajika u3BneueHue oT eNEKTPOHHUs perucThp Ha HAJL, 3a
TIpeIaraHuTe MEIUIMHCKY M3 [0 BCHIKH 060CO0EHH O3HLHAL.

Ilo koncraTamuuTe B T. 2 Jleknapauys o wi. 51a 3a aHraxupasoct oT ¢upma ,,Tuta
KOHCYJIT® HJIM HOBa JeKiapanus no wi. 56, ait. 1, 1. 8 or 30I1 ot [lauc ®apma EOO, B xosT0
7ia € MOCcCOYeH Karo MOAM3NBIHKUTE, IPUAPYXKEHA ¢ AeKIapalus 3a ChIlIaCHe 3a y4acTHE KaTo
nom3mbaauTen oT pupMa Tura Koncynt EOOJL.

Ilo xoncraranuute B T. 3 Konue na 3aepen cepruduxar ISO 9001:2008 u/uma ISO 13
485:200X wiu eKkBHBaJeHTeH cepTHdukar Ha npomssomutens MII buomenuknic ['epmaHus
I'M6X 3a o60cobena mosuius Ne 36 125 Vit B 12 + donmnepa kucenuHa.

IIo xoucraranuute B 1. 4 Kopexren npeson Ha EC Jleknaparus 3a CBOTBETCTBHE Ha
[peUTaraHiTe MEJUIIMHCKH H3JETH. :

CeriacHo wi. 68, an. 9 ot 30I1 ¢ oren KOHCTaTHPaHHMTE JIMICH HAa JOKYMCHTH H
HECBOTBETCTBHE C KPUTEPHUHTE 32 MOAO0P, YYACTHHUKBT MOXE B CHOTBETCTBUE C H3UCKBAHHSATA
Ha BB3JIOXKHUTENA, IIOCOYEHH B OOSBICHHETO, Aa 3aMEHH IIPEACTABCHUTE NOKYMEHTH WM Ja
NpPECTABH HOBH, C KOMTO CMSTA, Y€ IIe yAOBIETBOPH OCTABCHUTE OT BB3JIOXKHTENA KPUTEPHU
3a moabop. ‘
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VyaCTHHUIMTE ClIeBA Ja MPEACTABAT H3UCKAHUTE OT KOMHUCHSITA JOKYMEHTH B CPOK OT 5 (meT)
paGoTEM 1HH, BcekH paGoteH neH 10 17:30 4. Ha ampec: rp.Codmsa, w1 Cs. Henens Ne 5 B
3arieyaTaH HeNmpo3payeH IUIMK C HaINUC ,,JIOMBIHATENHN JOKYMEHTH 3a OTKPHTA IIPOLENypa 3a
Bb3JIaraHe Ha OOIIeCTBEHa MOphYKa C HMpeaMerT: ,,/Jocmaska Ha paouoaKkmueHu lekapcmeenu
npodykmu, paduogapmayeemuyy, PAOUOHYKIUOHYU 2eHepamopy, Kumoee U DAOUOHYKAUOHU
npexypcopu 3a 2015 2.”, omnyckanu no peda na Hapeoba 34/25.11.2005 2. OT y4acTHHK
..................... (M3nKCBa CH HAUMEHOBAHUETO HA YYaCTHHUKA).

3a nmojafAeHNUTe JOMBJIHUTETHA JOKYMEHTH Ha YYaCTHHKA CE JiaBa BXOJALI HOMED.

HacTosimusT npoTokol ce cheTaBH 4 noanuca Ha 16.01.2015 r.
I. CheTaB HAa KOMHCHATA:

IIpencenaren:

n-p Henu Tapuncka, IbpikaBeH ekcnepT B otaen ,,JIIIMH®, nnpexunﬂ ~JIITIMUHB®, excriept ¢
npod)ecHOHANHA KOMIIETEHTHOCT;

1. n-p Ceernana PaiiueBa, 1bpKaBeH eKcnepT B otaen ,, JIIIMHW®, nupekuus ,,JIIIMUHB®,

EKCIepT C HpO(beCI/IOH ‘KOMIIETE

2. Pymsna CrdBpeBa, rIaBeH 1op CKOHcynT B aupeknus ,,0I1”;

3. Bana Panesa, rnaBen excrept B aupekuus “bC, IPUCHCTBAJIA HA 3aKPHTH 3ace/laHus Ha
1072 12.01. oo 14.01.2015 r;

5. war. ¢apm.“Opnun Henes, riasen excnept B oraen , JITIMUY, AUPEKLHS LJITIMAHB®,
€KCIepT ¢ mpodecruoHaHa KOMIIETEHTHOCT, PE3EPBEH WIEH Ha KOMHCHATA MPUCHCTBAT
Ha nyOIHYHOTO 3acenanue nposeaeHo Ha 08.01.2015 r. ;
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