PEITYBJMKA BBJII'APHA

MUHECTBD Ha 3[IpaBeona3BaHeTo

PEINEHHE

e <,
Ne .50 48 AL /2020,

Ha ocHoRamme ur. 22, am 1, T. 6, wi. 106, an. 6 m wi. 108, 1. 1 or 3axona 3a oGmeCTBEHHTE
nopsuxs (30II), BEB BpB3Ka ¢ § 131, an. 2 ot I13P na 3UJT ra 3011 u BLB Bphaka ¢ Pemenue Ne P7I-
11-525/23.12.2019 r. 3a. OTKpHMBaHEG Ha OOHICCTBEHA NOPHYKA ¢ DpEAMeT: j/Jocmasxka Ha
PaAdUOaKmMUeHRU JieKapcmeenu npooykmu, paouopapmayveemuyu, paOuoHyKIuORy 2eHepamopu,
Kumoee u paouoHyknuonu npexypcopu 3a 2020 2, omnyckawu no peda na Hapedba
Ne34/25.11.20052. 3a peda 3a 3annauiane om ObpHCABHUA O100dcem HA NeHeHUemo Ha %nzapcxu
zpadcoanu 3a 3a00NAGAHUA U36HH 00X6ama HA 3A0BINCUMENTHOMO 30PAGHO ocuzypaeane”,
sKI0OYeaU|a uemupuoecem u Oeeem oo'ocoéeuu nO3UUNU K- cnen KaTo yTEEpIMX JIoKmam oT
09.03.2020 1., 3a pesyiTarure OT pa60TaTa Ha KOMHCHS, HasHaueHa che 3amosen Ne PJ-11-
48/31.01.2020 r. Ha Mnﬂncmpa B KOHTO ¢ IPEANIOKEHO macnpaHe Ha yqacnmnme B MPOLE/ypaTa
H ca M3JIOXKEHH MOTHBH 3a OTCTpaHSIBaHe Ha IIOCOYCHUTE [0-70JTy YYAacTHHIIA, ¥ KbM KOHTO ca
IPHIOKEHH I/IBI‘OTBCHI/ITC B X0Za Ha paforara Ha KOMHcmn‘a Ipotokon Ne 1 or:07.02.2020 r. u
MpoToxon Ne 2 ot 27.02.2020 T.,

PEII N X:

I. OBSIBSIBAM xiacupaHeT0 Ha YJacTHHIUTE N0 000COOCHH IIO3MIMM IIPH NPEABAPUTETHO
00siBeH KpuTepHil ,Hali — HHCKa LeHa”, ceracHO Ilpumoxenme Ne 1, HepasgenHa dacT OT

HaCTOAMOTO PCIICHUC.

II. OIIPEAEJISAM 3a u3nbIHMTENH Ha OOINeCTBEHATa NOPBYKA IO OTAEIHHATE 000coGeHH
HO3HIMH YYACTHHIUTE KIACHPAHH Ha WEPBO MACTO, chriacHO Ilpunoxerne Ne 1.

III. OTCTPAHSBAM ot npouexnypara:

1. Ha ocroBaunue w1 107, 1. 2, 6. ,,a* ot 30I1 (pemakuus, aeiicrsama no 01.11.2019 r., ceriacHo §
131, an. 2 ot II3P keM 3UJ ma 30II), yuactauxst ,,JAHC ®APMAY EOO/, no obocoberHn
nosmmua 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, Trit KaTO € MpeacTaBUI odepTa, KOATO HE OTrOBapA Ha IIPEABAPHUTEIHO
00SBEHUTE YCIIOBHUS HA NOPHUKATA.

Morusu: ITo Te3snm 060cO0EHH MO3UIMHM Y9aCTHHKHT € IpeacTaBwil ofepra, KOSTO HaJBHOIaBa
MaxkCHMaTHHsL (UHAHCOB PECYpPC ONPENENIEH OT BE3IOXKHTEIS.

2. Ha ocuopanme 4. 107, T. 2, 6. ,,a* ot 30I1 (pemaxnus, peficreama jgo 01.11.2019 r., crroacso §
131, an. 2 ot IT3P xsm 3U/| Ha 3010), yuacTHHKBT ,,CODAPMA TPEMAMHI“ AJl, o o6ocobenn



nozuiuy NeNe 46 u 48, Tt karto ¢ mpencTaBmi odepTa, KOSTO He OTroBaps Ha IPE/IBAPHTEIHO
00SIBEHUTE YCJIOBHS HA [IOPBHYKATA.

Motuen:

3a o6ocobena mo3urysa Ne 46:

O¢epupaHoTo OT yUacTHHKA METUIMHCKO u3aenue no obocobena mosmms Ne 46 ,,125 T BhCG KIT*
e ¢ kox Ha uszemvero: 06DV3986415820, nanmenoanne Ha u3nenuero: f-hCG Free IRMA u ¢
Katanoxen Homep: KIP1001, mocodeHm B mpenioxeHHe 3a M3NBIHEHHE Ha Iopbukara. B
HOPUITOKEHOTO KBM TEXHHYECKOTO Npe/UIoXNeHHe 3a 000co0cHa mosumus Ne 46 IpHIPYXKEHO €
IPEBO Ha OBATapCKH €3WK W 3aBepPeHO OT yJacTHHKA KONHE Ha ACKIapalMsaTa 3a CHOTBETCTBHE C
NMupextusa 98/79/EC, mamamena ot mpomssoautend, usjgenme ¢ ko KIP1001 me e mocoueHo.
V4YaCTHHKBT He OTroBaps Ha HM3MCKBAHETO MOCOYEHO OT Bb3aoxureist B I'nmasa II ,, Texnmuecka
crneruukanus®, T. 3. ,,J3ucKkBaHusd KbM MEIUIUHCKUTE H3Aeus, 06ocobenn nosumuu ot Ne 14 no
Ne 49, pxin.“, moxar. 3.5. oT mokymeHTanuATa: ,,JIpeamaranute MEQUIMHCKY H3Aenus 1o o6ocobern
mo3unud oT Ne 15 go Ne 49 pxui., mpeaMeT Ha HAcTOSINATa OOIIECTBEHa MOpPBUKa JJa OTTOBApsAT HA
M3HCKBAHHATA Ha 3aKOHA 3a MENMIIMHCKUTE H3LENUs M 34 TIX Ja Ca U3IIBJIHEHH IIPHIIOKAMHTE
MPOLIEAYPH 32 OLICHSABAaHE HA CHOTBETCTBHETO.

Tosa obcmoamencmso ce 00KA38a ¢ NpeOCmasaHe HA: KORUE HA 0eKNapayua 3a cbomeemcmeue ¢
HMupexmuea 98/79%/EO, uzdadena om npoussooumens uwiu YNbIHOMOWEH He208 Npeocmasumen
(Mpuopysceno ¢ npesood Ha bb2APCKYU e3UK U 3a8ePeHo Om YHacmHuKa)..

3a 060ocobena mo3uims Ne 48:

O¢epupaHoTO OT YYACTHHKA MeJUIHHCKO H3fenue o ob6ocobeHa mosumus Ne 48 ,,125 1 17 alpha-
Hydroxyprogesterone® e ¢ xox Ha m3uenuero: 06DV3032457250, naumMeHoBaHHE Ha H3IEIHMETO:
170H Progesterone RIA CT u c¢ karanoxen Homep: KIP1409, mocoueHy B NIpemayioXeHHE 3a
U3ObIHEHHE HA IIOPBYKAaTa. B IPHIOKEHOTO KBM TEXHHYECKOTO IIpeANoXKeHHe 3a obocobeHa
nosuius Ne 48 3aBepeHo Komue Ha oQUIalleH JOKYMEHT, H3AaleH OT M3nbiHuTeNHaTa areHIHs 10
nekapcrata ¢ Ne TAJI-3818/30.01.2020 r. e BuaHO, Y€ 3a TOPELUTHPAHOTO MEIMITHHCKO H3ICIHE
uma peructpupanu gaHHu B WAJL 3a H3TErIeHH DApTHAM OT CBHIIOTO MEIMIHHCKO H3ZCIHE IpeE3
TIOCJIE/IHATE JIBE TOAMHH.

VyYacTHHKBT He OTroBapsi Ha M3MCKBAHETO IIOCOYEHO OT Bh3noxurensa B ['masa II ,, Texmmuecka
cenubukamus, T. 3. ,,/I3ucKBaHUSI KbM MEIUIUHCKATE U37ienus, 000cobenu nosunuu ot Ne 14 no
Ne 49, Bxn.“, moar. 3.2. oT JOKyMeHTauusra: ,Jla HsMa perucrtpupaHu nasHH B MAJl w/mmm
EUDAMED 3a MHUHASHTH/OOTEHIIHAIHE HHOMACHTH IPE3 MOCIECIHUTE ABE TOJAUHH, KaKTO W 3a
GIOKUpAHU WM H3TErNICHH IIApTH/H Tpe3 MOCIeIHITE IBE TOJUHE CBITNIacHO mpepocTaBeHa oT MAJI
undopmanus.

Toea ob6cmoamencmeo ce 00KA36d ¢ NPEOCMAGAHe HA 3A6ePEHO KOnue Ha oQuyuanen 00Kymenm,
uzoaden om Hanvanumennama azeHyus no Jekapcmeama, Om KOumo 0a e 6uoHo, e 3a
CHOMBEMHOMO MEOUYUHCKO uzdenue uama pezucmpupanu Ooannu 6 HAJI w/unu EUDAMED 3a
UHYUOCHMU/NOMENYUQIHY UHYUOEHMU Npe3 NOCIeOHUme 06e 200UHU, KAKMO U 3G OIOKUpaHu ulu
usmezneny napmudu Om Cbujomo MeOUYUHCKO Uzoenue npe3 noCLeoHume 0ge 200Unu. .

3. Ha ocroBanme un. 107, 1. 2, 6. ,,a* or 30I1 (penakmus, aekicrBama go 01.11.2019 r., corimacHo §
131, an. 2 ot I13P xsMm 3WU/] ma 30I1), yuactaukst ,, COPAPMA TPEUIUHI® AJl, o 060coberHn
nosunmu NeNe 17, 18, 19, 33, 37, 40, 41 u 42, Thii Karo e mpeacTaBui odepra, KOSTO HE OTTOBaps Ha
[peABAPHTENHO OOSIBEHUTE YCIOBHS Ha MOPHUKATA.

Motusu: Ilo Tesm 060co6EHM MO3MIIHH YYACTHHKBT € IpEACTaBHI odepra, KOATO HAIBHINABA
MaKCHMAIHUS (HHAHCOB PECYPC OIPEICNEH OT BB3IOXKHTEIS.

IV. Ha ocroBanue un. 43, ain. 1 ot 30I1 (pemaxmus, neiicrama jo 01.11.2019 r., cermacno § 131,
ain. 2 ot II3P xem 3UJI ma 30I1) macrosmoTo pelmeHue na Ob/Ae M3MPATEHO HAa YYACTHHUIWTE B
TPUAHEBEH CPOK OT M3aBaHeTo My. Ha ocHoBarue uin. 43, an. 1 ot 30I1 (penakums, peiicTama 10
01.11.2019 r., cernacHo § 131, am. 2 ot I13P xeMm 3U/J] Ha 30I1) u un. 24, an. 1, 1. 2 or IIpasunnuka
3a NpUJIaraHe Ha 3aKoHa 3a OOIIeCTBEHUTE NOPHUKH, CHIIOTO Ja Obje MyONIHKyBaHO B €IEKTPOHHATA
IpeNucKa Ha o0IecTBeHaTa ophuKa B pas3zen ,,JIpodui Ha KymyBaya™ Ha HHTEpHET CTPaHHUIIATa Ha



MunmcreperoTo Ha 3apaBeona3BaHeTo Ha ClIeNHAT anpec: http://www.mh.government.bg/be/profil-
na-kupuvacha/protseduri-po-zop/ protseduri-po-reda-na-zop/dostavka-na-radioaktivni-lekarstveni-
produkti-2020/ u Ha CHINKS JeH 1a ce 3NpaTy Ha YYaCTHHIHTE,

V. Komue ot HACTOAIOOTO peIleHue Ja Cce BPBYHA IO KOMIIETCHTHOCT HA CHOTBETHHTEC JITBXKHOCTHH
JIHIA 3a CBCACHYWE U U3IIBIIHEHHE.

VI. Hacrosumoto pemuenne moxe xa 6b1e o6xanmsano B 10 /necer/ JHEBEH CPOK, CHMTAHO OT JaTaTa
Ha IIOJTy4aBaHeTo My, pes; KOMHUCHATa 32 3aIuTa Ha KOHKYpEHIHATA.

3ANKUHEHA MHOOPMALUA
HA OCHOBAHME
Yji. 36A, AJ1. 3 0T 301




INpunoxkenue Ne 1 kv Pemenne Ne ﬁ.y?} > WAII\.@Q(O{NOK
YuacTHUIH / —.——umhhbv-nn—-: €¢A.1l[CHH B JEeBa
Ne | Haumenosauwe, eTUHMUHA AKTHBHOCT |Mspia| KO 1€CT80 wn.n ”M”H. ”ﬁ__” QM.M.”MH ¢ Bera Meauian Codapma Tpeiiaunr | Codapma Tpeitaunr
s no: it . Hane @apva EOO/ EOOJ AL AL T'amaxoncyar EOOJ
0e3 JAC |c JOC | 6e3 JAC | ¢ AAC | 6e3s JOAC ¢ JRC 6e3 JAC | ¢ JAC | Ges JAC | ¢ JOC
Jexapcmeenu npooyxmil

H |[Texnenuesu xurose

5 |Technetium [99mTc] Exametazine aww 3 19 1183,15| 2247985 985.96| 1 183,15
Knacupane: 1-g0 macimo

6 |Technetium [99mTec] Tetrofosmin aaw S| 159 1323,97| 210511,23 1103,31| 1323,97
Knacupaue: 1-66 Macmo

7 |Technetium (99mTc) hynic-octreotide S@._H 2l 185 997,74| 184 581,90 831,45 997,74
Knacupane: 1-¢0 macmo

111 |PaanodapmaueBTHHM 33 AMATHECTHRA in Vivo

8 M\cha lodide {131 1] nmepopaa gopua 74 o 1344 160,27| 215 402,88 122,50| 147,00 124,72 149,66
Knacupane: 1-e0 Macmo 2-po MRCHID

9 |Iodine Ioflupane (1231) ew.w_ 512 1819,19| 93142528 1015,00| 1218,00 1515,99| 1819,19
Knacupane: 1-¢0 macmo 2-po macmo

10 |lobenguane [131 1] o:wM ! 27 540,07 14 581,89 450,06| 540,07
Knacupane: 1-60 macmo

PagpnodapmManeBTuuy 3a Tepanus

11 Nﬂ:a lodide [131 I} nepopa:sa dopwa 1,85 o A 279,48 19 004,64 229,00 274,80 232,90 279,48
Knacuparie: 1-80 macmo 2-po macmo

12 wmmﬁ lodide [131 1] nepopasa dopma 3.7 eww o 285 533,32 151 996,20 364,50 437,40 379,53 455,44
Knacupane: 1-60 macmo 2-po macmo

Meduyuncrkn wzoenusn

IV |PaawodapmauesTHis 3a Tepanus

14 {192 Ir 3a Muxpocenextpon 150 cm/10 Ci aww ! 8 17165,21| 137321,68 14 304,34 17 165,21
Knacupane: 1-s0 Macmo

V _|Paanothapmanes Iz 32 JIHATHOCTRKS in vitro

15 [1251 (T3 KIT emw ! 33 90,95| 3 001,35 75,79 90,95
Knacupane: 1-¢0 macmo
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Yuacruuuu / TIpennoskeHn el.ueHu B Jiesa
Ne HaumeHoBaHMe, eAHHHYHA AKTHBHOCT | Mspka IROZE=ecTEo w“.s ”M”“. “h“wh nq.mwma:....“.q c Bera Meaukan Codapma Tpeiiannr | Copapma Tpeitauur _
s 10: it e HAanc ®apma EOOJ{ EOOJI Al ALl Famakoncyar EOOJ
Ges JAC |c ANC | Ges JUIC | ¢ JAC | 6e3 AJC c JAC 6e3 JAC | ¢ JAC | Ges AAC | ¢ AAC
16 [1251T4 KIT aaw o ss 88,38|  7777,44 73,65/ 88,38
Knacupane: 1-¢0-macnio )
20 {125 I FSH KIT IRMA eww ! 20 127,71| 255420 106,42| 127,70
Knacupane: 1-60-macmo
21 |125 ILHKIT IRMA emw_ 20 127,71 255420 106,42| 127,70
Knacupane: 1-g0 uacmo
22 [125 I Prolactin KIT IRMA eww ! 32 127,71 4 086,72 106,42 127,70
Knacupane: I-60 macmo
23 |125 I Testosteron KIT ew._w ! 26 151,13 392938 123,94 148,73 125,28 150,34
Knacupane: 1-60 macmo 2-po macmo
24 (125 1 Progesteron KIT eww L 11 151,43 1 665,73 121,50| 145,80 125,89 151,07
Knacupane: 1-g0 macno 2-po-macmo
25 |125 I Estradiol KIT e_mw ! 14 165,44|  2316,16 137,87] 165,44
Knacupane: 1-60 macmo
26 (1251 CA-15-3 KIT IRMA onmw o 1ss 238,78|  37010,90 194,43| 233,32
Knacupane: 1-go-Macmo
27 |1251CA-125 KIT IRMA Smw ! 73 22220 16 220,60 179.99| 215,99
Knacupane: I-80 macmo
28 (1251 CA-19-9KIT IRMA o:mw o134 221,00| 29614,00 179,99 215,99
Knacupane: 1-80. macmo
29 |125 1 PSA KIT IRMA oww o123 155,67| 1914741 129,73| 155,67
Knacupane: 1-60 macmo
31 (125 I Calcitonin KIT IRMA Smw ! 8 226,70/  1813,60 187,72| 225,26
Knacupane: 1-80 Macmo
32 |125 I Aldosteron KIT 8@.” ! 16 223,55  3576,80 182,74| 219,29
Knacupane: 1-80 Macmo
34 (125 1 Paratchormon intact IRMA eww ! 20 396,99  7939,80 315,00 378,00 330,29 396,35
Knacupawne: 1-go.mucmo 2-po macmo
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Yuactauum / Mipeanoskenn ef.eHH B JieBa
N HauveHoBauue, equnuvHa acTBROCT | Mapka Konraecrso wn.s...n””“.“..“_n“ S.Mm._.“.“.q ¢ Bera Meaurcan Codapma Tpetignur | Codapma Tpeiiannr
3 y i e s Hanc ®apma EOOJ EOOJ Al ALl I'amaxoncyat EQO/T
Ges IIC | ¢ UIC | 6e3s UIC | cJUIC | 6esIAC | ¢ AC | Ges JUIC | cJUIC | Ges JUIC | ¢ JUIC
35 [125 1 beta 2 microglobulin eww 100 368,56 36 856,00 364,80 306,36| 367,63
. Knacupane: Zpopncmo. |
36 (125 Vit B 12 + ponuena kucemina 599,37 11 987,40 599,36 :
1-q0 macmo.
38 |1251 Cortisol 124,98 524916 104,15 124,98
| Knacupane: | | Leomremo |- |
39 (125 I DHEAS sa_w . 10 147,81  1478,10 120,04| 144,05 122,96 14755
- Kaacupane;: “J-g0:MucHID> 2-po mscing |
42 (1251 TRAK emm ! 16 403,61  6457,76 336,34/ -403,61
 Knacapane: | i
43 |125 I Kapuunoem6puonanes aarires IRMA o:a._m ! 102 124,73 12 722,46 103,94 124,73
Kracupane: - I-so mncmo
44 |125 1 HGH KIT IRMA sa_ux ! 16 193,54| 3 096,64 157,32| 188,78 159,98| 191,98
Knacupiie: | . I-60 Macmo - | . 2:po Macmo -
45 (125 I Alpha-fetoprotein (AFP) KIT Sm_ux ! 13 171,93|  2235,09 143,28 171,93
Knacupane::| 1-g0.Mnacmep
47 (125 I Ferritin KIT amw ! 12 183,00  2196,00 151,42 181,70 150,69 180,83
-_iKiacupane; | . 2:p0 macmo 1:60Mincmo. |
49 .__wwm% “OH vitamin D total RIA(96-100 Ml 389,10] 933840 317,08| 381,58
R Knacupane:: 1-80 macmo

Hpencenaren:

n-p Hesu Tapuncka - Hasanuux Ha otnen "JII", aupexs "JIIT"
P P

UsneHosBe:

1. Hexpa Hpanona - riaben excniepr B otaen "JITT", nupexuus "JIIT"

2, Jlanwena BranoBa - riasex excnepr B otaen "Bomker”, nupexims "BD"
pT p

3. lllenaii EMuHOBa - riaBeH IOPUCKOHCYNT B mupexnws "OIT"

4. Koncranrunoc frmuc - riasex excnept B qupekuus "OI"
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