@omH/1 30PaABCTBEHOr OCHTYPakba
Peny6auxe Cprcke
bamwa Jlyka

Bpoj: 10/015-5942-17/15
Hana: 14.12.2015. roauie

Ha ocHoBy unana 64. ctap | Tauka a., unama 70 cras L., 3. n 6. 3akona o jaBHHM HaBaBkama
(«Cnyx6enn rnacuuk Boche n Xepuerosune» 6poj: 39/14), unana 30. Cratyra ®onga 30PaBCTEEHOT
ocurypatea Penybiuke Cpricke («CinysGeHu riiacHuk Penybnuke Cpricke» 6poj: 6/04, 19/05, 63/08,
64/09, 105/09, 119/11 u 113/14) u unana 47. [TpaBuiHEKa 0 jaBHUM HaGaBKaMma poba, yciyra u
pamoBa y DoHAY 3paBCTBEHOT OCHTYparba Peny6iuke Cpucke, 6poj: 02/015-998-14-1/09 on
26.02.2009. romume, 6poj: 02/015-5184-11/11 o1 06.10.2011. romune u 6poj: 02/002-4732-
14/12 ox 12.07.2012. romuue, a Ha OCHOBY yTBpleHe IIpernopyke oi cTpase Komucuje 3a
IPOBOYER:E OTBOPEHOI IOCTYIKA jaBHE HabaBke cepyMa 3a 1abopaTOPUjCKH paji, JOHOCHM

OUIYKA
0 U300y HajIIOBOIBHHjET MoHylaua

I
YroBop 3a peanusanmjy HaGaske cepyma 3a naGopatopujcké pam 3a notpeGe 3aona 3a
Tpanchysujcky mMemuiuHy Pemy6iuke Cprcke, 110 OtBopenoM nocrynky 6poj: 10/015-5942/ 15,
nogjemnyje ce nobaBipauy «bpoma Ben» 1.0.0 Bama Jlyxa 3a Jlotoge:

JOT Cre Hazus M‘;e:}‘)'e Konnunna g:li_‘lgge:: yxyn“i_[?l;’f::"l)ﬁ @ IIpousBohay
1 Anti-A MOHOKIIOHCKH cepyM 3a enpysety (knon BIRMA-1) unu exsusanent M 17900 0,5967 10.680,93
2 Anti-B MoHOKIIOHCKH cepy 3a enpysety (ki0H LB-2) unu exsusanent M 17900 0,5967 10.680,93
3 Anti-AB MOHOKIIOHCKH CepyM 3a enpysety (knod BIRMA-1; ES4; ES1S) nu il 17900 0.7956 14.241,24
€KBHBANEHT
4 Anti-D MjeiaBiHa MOHOKIOHCKOT cepyma IgM+IgG (wion RUM-1, 1gG MS-26) . 17900 1,3689 24.503,31 Jwaract
‘ HJIM eKBHBAJIEHT Gparirycra
5 Anti-D MonoxIoHCKH cepyM 3a enpysety IgM (ko MS-201) unu exsuBanent MJL 4570 1,2402 5.667,714
1 6 AHG- monownonckn cepym (wiron SH4 1 8D2-8; anti-C3c 86 5A2; anti-C3d 139 4B4) . 22750 10413 23.689,575
HIIM €KBHBANEHT
7 AHG-1gG monoxoscKy cepym (iton anti-1gG SH4 | 8D2-8) i exsupamenT M 170 3,3345 566,865
8 AHG-C3d MonoknosCKH cepyM (KIoH: Bric-8) win exsupaneHt MJT 150 14,5197 2.177,955
9 Anti-Al nexrun MIT 510 2,9133 1.485,783 CE-
10 Anti-H nextun M1 165 2,9133 480,695 Imunodiagnostica
11 Bromelin pearenc M 6900 1,3338 9.203,22 Njemacka
Yxynuo Jlor 1: 103.376,217
Anti-A MOHOKIIOHCKH cepyM 3a mw10yHLy (ko F98 7C6) unu exsusanent Ml 17400 0,6552 11.400,480
2 Anti-B MOHOKIOHCKH cepym 3a nouHLy (ktoH F84 3D6; F97 2D6) win exsupanent MJT 17400 0,6552 11.400,480
3 Anti-AB MOHOKIOHCKu CepyM 3a nnoumwy (wios F98 7C6; F84 3D6; F97 2D6; F125 M
7B6) unu exsuBanent 6750 0,7605 5.133,375 CE-
2 4 Anti-D MjemaBiHa MOHOKIOHCKOT cepyma IgM i IgG (xonu 175-2 [gM; 415 (E4 il Iznu119diagnostica
1gG) wnu exusaneut 17400 1,2987 22.597,380 Njemacka
5 AHG- anti human globulin poly 1gG/C3d umm exausanent MJT 4300 0,6552 2.817,360
6 LISS M 18850 1,0062 18.966,870
Ykynno Jlor 2; 72.315,945
1 Anti-CDE — MOHOKITOHCKH CepyM (KI10H MS-24; MS-201; MS-80; MS-26) i w1 4250 11,5947 49.277.475
€KBHBANEHT
2 Anti-C MOHOKJIOHCKH cepym (K10HMS-273) Uik eKBHBANEHT Ml 1360 15,3738 20.908,368 Jlmaracr
3 Anti-C MOHOKIIOHCKH CepyM (k10HMS-35) i ekBUBANEHT M 1360 9,2196 12.538,656 OpaHuycka
4 Anti-E MOHOKIOHCKH cepyMm (Kion MS260; MS-12) unu exsusanent M 1360 9,2196 12.538,656
5 ANti-€ MOHOKJIOHCKH cepyM (iutoH MS16; MS-21; MS-63) unH exBuBanent MIT 1360 15,4791 21.051,576
6 Anti-Cw MOHOKIOHCKH cepyM (kior MS1 10) unu exsuBanent MIT 10 10,9863 109,863
7 Anti-K MoHOKI0HCKH cepym 3a enpyBety (k108 MS-56) unu exkuBaneHT M1 400 8,9271 3.570,840
8 Anti-k MOHOKNIOHCKH CepyM 3a enpyBeTy (k10H Lkl) nnu exsuBanest M 120 32,9472 3.953,664
9 Anti-Fy’ cepym 3a enpysery Ml 20 23,3415 466,830
10 Anti-Fy® cepys 3a enpysery MIl 20 32,2686 645,372
11 Anti-Le® MOHOKIIOHCKH cepyM (iitoH GA2) uiH exBHBANEHT MJT 20 30,888 617,760
3 12 Anti-Le® MoHoKnOHCKY cepyM (k10H GA2) Ui eKkBHBANEHT M 20 30,888 617,760
13 Anti-Kp° cepym M 10 54,9198 549,198
14 Anti-Kp® cepym Mi 10 54,9198 549,198 CE-
15 Anti-M MOHOKIOHCKH cepyM (xToHLM1 10/140) unu exsuBanexT MI 100 15,1047 1.510,470 Imunodiagnostica
16 Anti-N mMoHOK1I0HCKH cepyM (k10HBO3) in exsrBarent MIT 20 18,5328 370,656 Njemacka
17 Anti-S MOHOKIIOHCKH Cepym (110HMS-94) snu exBHBaEHT M 20 33,6375 672,750
18 Anti-s MOHOKJIOHCKH CepyM (knoHP3BER) HiH exsrBanci M 20 32,2686 645,372
19 Anti-P1 MOHOKIIOHCKH cepym (knosP3NIL100) snu exsupanest M1 20 25,4007 508,014
20 Anti-Jk* MOHOXIIOHCKH cepym (x10MS15) win exBuBaneHT MIT 60 32,2686 1.936,116
21 Anti-JK® MoHOKIOHCKH cepyM (k1oHMS8) unu exsuBanent M 20 32,2686 645,372
22 Anti-Lu’ cepym M1 20 44,6238 892,476
23 Anti-Lu” cepym M1 20 44,6238 892,476
Yxynuo Jlor 3: 135.468,918
YKYHOHO: 311.163,080 j
.
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[Tonyna nonyhaya u3 tauke I ope Omyke je Ouiia HajIOBOBHUjA [0 TPEJMETHO] HAOABLM H3
pasniora mTo je ocTBapuia Hajsehu 6poj boxoBa 1o kpuTepujuMma nebuHucaHnM TeHaepeKoM
IOKyMeHTauujom 6poj: 10/015-5942/15.

I
O oBoj Omnynm obasjectuhie ce cBu moHyhaun y ckiamy ca wianoM 71. cras 1. 3akoHa o
jaBHMM HabaBKkaMa 4 HcTa he 6uTH 00jaB/beHa HA CaJTy YTOBOPHOT Opraua.

v
Osa Onmyka CTyla Ha CHary JaHOM JIOHOIICH:A.

Ob6pazanoxeme

Pjemersem o ogobpasaby jaBHe HabaBke Opoj: 10/015-5942-1/15 op 25.09.2015. roaune mokpeHTa
Jje mpouenypa jaBHe HabaBKe cepyMa 3a 1abopaTopujcku paj 3a notpebe 3aBoaa 3a TpaHchysujeKy
meuuMHKU Penybnuke Cpricke, OTBOPEHHUM MOCTYIKOM.
VrosopHH opraH je umenoBao Komucujy 3a npoBoljerse OTBOPEHOI IIOCTYIKA jaBHe HabaBKe
cepyma 3a abopaTopujcku paz, Pjetuemem Opoj: 10/015-5942-2/15 on 25.09.2015. ropuse.
Tenpepcka noxymenrauyja 1 ObaBjeluterbe 0 HabaBlLM cepyma 3a JabapaTopujcku pa, 6poj: 273-
1-1-178-3-125/15 o6jaBmenn cy pana 09.10.2015. ronune Ha [loprany jaBHMX HaGaBKu U Y
Cny)x0eHoM rnacHuky bocHe u XepueroBune 6poj: 81/15 oa 19.10.2015. roause.
Hana 26.10.2015. rogune y 12:30 yacoBa oap»aHO je jaBHO OTBapame IOHYAA MO IPEIMETHOM
Tennepy. [loHyny cy noctaBunu nonyhauu:

e «bpoma ben» n.0.0. bama Jlyka

o «MEDIMAX» n.0.0. bama Jlyka

AHaIUTHYKH IIpUKA3 TPAXKCHUX W JOCTABJLEHUX NJOKYMEHATa

JOKYMEHTA «MEDIMAX>» n.0.0. bama JIlyka | «Bpoma Bei» 1.0.0. Bama Jlyka
O6pa3all 3a focTasspatbe NoHyAe AHexc | HA, ctp 13 JA, cTp
O6pazall 3a BpUjeIHOCT MHyAe AHeKC 2 JA, ctp 17, 117, 201 JA, c1p
O6pazan 3a LpjeHy noHyse AHekc 3 JIA, ctp 21, 119, 205 JA, ctp
Hzjasa un 45. Anexc 4 JA, ctp 23 JIA, ctp
H3jasa un.52 Anekc S JA, ctp 25 JA, ctp
Crincak nosjepssuBux Hupopmaija Auekc 6 JA, ctp 27 JA, c1p
MsjaBa 0 HaMjepu MOLYroBapaa AHEKC 7 JA, ctp 29 JA, cTp
Haupt OxBupHor cropasyma Auekc 8 HA, ctp 31 JA, ctp
HsBox u3 cynckor perucrpa JA, ctp 69 JA, c1p
["apaHuuja 3a 030MI/BHOCT MOHYIIE JA, ctp 7 HA, ctp
H3japa 3a rapaHIyjy 3a yroBop JA, ctp 57 JA, ctp
Ayropusalyja npoussohaua JA, ctp 11 HA, c1p
PJII A3JIMC PC 3a mpomer Mexn.cp./nujekoBuma HA, ctp 73 JA, c1p
M3jaBa 0 pOKy HCHOPYKE (HE AyXe OX S naHa) JA, ctp 41 JA, c1p
H3jasa 0 octaBu pobHUX y30paka JA, cTp 63 JIA, c1p
Mzjasa na he ucropyky naHesa epUTPOLUTA BPUIMTH CBAKE YETHPH JIA, c1p 43 JIA, crp
HEZeJbE Y «XJIAJIHOM JIaHILY»
KaraJyior nonylhene pobe/rexHuyka cneuudukanuja HA, nocebHO JOCTaBIbEH JIA, ctp
H3jara na he pok ynotpebe cepyma GHTH HajMame FOJUHY AaHa O JIA, c1p 53 JIA, ctp
JIaHa UCIOpYKe
M3jaBa 1a cepyMU HCILyHaBajy MPOMMCAHE 3aXTj€BE Y CMHUCITY JIA, c1p 65 JIA, ctp
CeuMpUIHOCTH AHTUTEHE CTPYKTYPE, BUCOKOT THTPA M ABHIMTETA

Komucuja je KoHcTaTOBana na cy mnoHyae noHyhaua «bpoma bBen» j.0.0. Bawa Jlyka u
«MEDIMAX>» n.0.0. bama Jlyka y cxiany ca Taukom 5.2. Tenuepcke [oKyMeHTaLHje.

[Tonyhay «MEDIMAX» 5.0.0. Bama Jlyka je mpunvkom u3pauyHa yKyIiHe LMjeHe 3a JoToBe 1, 2 u
3 HaYMHMO pavyHCKY IpeluKy, kojy je Komwucuja mcnpasuna ysumajyhu kao OCHOB jeAMHHYHY
uvjery 6es [1JIB-a u o Tome ofasjectuna rnonyhadya mormcom Gpoj: 10/015-5942-12/15 on
12.11.2015. ropune. [lonyhay «MEDIMAX» 51.0.0. Batba Jlyka je npuxBaTio u3BpIueHy HCIIPaBKY
M 10CJa0 CBOJy carmacHocT gama 16.11.2015. roauHe xoja je MpOTOKONMCaHA HA TMPOTOKOJY
YroOBOpHOT oprana mnoj 6pojem: 10/015-5942-13/15 nana 17.11.2015. roauue.

e

”Z”m



Komucuja je m3ppiumna oujeHy noHyae npema KpUTepPHjyMy «€KOHOMCKH HajoBOJbHUja TTOHY1a»
ca noaxkputepujymuma (95 % Liujena u 5 % Pok nnahawa) kako ciujenu:

JIOT 1 Cepymu 3a enpysete

KPHTEPHJYMH OJ0BH
YenoBu
LHJEHA ca ILIB- YCJOBH Hujena maahama Ocsojenn 6poj
TMOHYBHAY MPOHU3BOBAY oM TIJIARABA 95 5 Goa0Ba PAHI
Huaract, OpaHirycka
«bpoma ben» CE-Immunodiagnostica | 103.378,217 210 95,00 5,00 100,00 1
Ihemauka
«MEDIMAX>» DiaMed Svajcarska 298.816,4790 7 32,87 0,17 33,03 2
JIOT 2 Cepymu 3a miioynune
KPUTEPUJYMH BOJJOBH
Yenosu
MUJEHA ca [1]1B- YCJAOBH Lipjena nahama OcBojenn 6poj
NOHYBAY IMTPOM3BOBAY oM TIJIARAIBA 95 5 GomoBa PAHI'
«Bpoma Beny | CETmmunodiagnostica | 4, 515 g45 210 95,00 5,00 100,00 1
Bemauka
«MEDIMAX» DiaMed §vajcarska 175.855,6800 7 39,07 0,17 39,23 2
JIOT 3 CepymHu 3a apyre KpBHOTpyIlHe cHCTeMe
KPUTEPHJYMHU BOJI0OBH
Yenaosu
HHUJEHA ca IIJIB- YCJIIOBH Lujena naahamwa OcBojeHu 6poj
HIOHYBAY MPOU3BOBAY oM IJIARATBA 95 5 Goaosa PAHI'
Jwuaract, ®@panuycka
«bpoma ben» CE-Immunodiagnostica 135.468,918 210 95,00 5,00 100,00 1
Hemauka
«MEDIMAX> DiaMed Svajcarska 207.737,8290 7 61,95 0,17 62,12 2
KomucHja je HaKOH 3aBpIIIeHOT Tperjefia U oljeHe MOHyAa Jala MPenopykKy nia ce Yrosop 3a
npeIMeTHY HabaBKy monjenu nonyhauy «bpoma ben» g.0.0. bama Jlyka umja je nonyna 6uia
HajTIOBOJbHHUjA IO MIPEAMETHO] HabaBIM U3 pasJiora INTO je ocTBapuia Hajsehu 6poj 6omoBa 1o
KpuTepujuMa nebuHUcaHUM TeHIepckoM qokyMeHTarmjoM 0poj: 10/015-5942/15.
3a Jlor 4 IloTpomun MaTepujax — oanydeHo je OmIykoM O TOHUIITaBaky NOCTYIIKA HabaBKe
6poj: 10/015-5492-18/15.
Vmajyhu y Buiy rope HaBeneHO J[MpeKTOp YroBOpHOr OpraHa je IpuxBaTuo IIpemopyky
Komucuje 3a HabaBKe M JOHUO OJUTYKY Kao Y HUCIIO3HTHUBY.
IToyxa o npaBHOM JHjexy:
Cpaku moHyhad KOjU MMa JICTUTUMAaH HMHTEpEeC 3a KOHKPETHH YroBOp O jaBHO] HabaBUM U KOjU
cMarpa Ja je YTOBOPHH OpraH y TOKY KOHKPETHOT MOCTYIMKa JOZjejie yroBopa MpeKpLIMO jeIHY
WM BUlIe ofpea0H 3akoHa O jaBHUM HaOaBKama WM MOA3aKOHCKUX akKaTa JIOHECEHUX Ha OCHOBY
Bera uma npaBo usjaButu xajnby Ha moctymak. JKanba ce uzjaB/byje Ha HayMH Uy GOpMU
nopnucaHo unadosuma 99. u 101. 3akoHa o jaBHUM HaDaBKaKam.
W3ppuwan nupexrop Cekropa 3a yropopame JHUPEKTOP
3/1paBCTBEHHX YCJI U jaBHe HabaBKe
Mp Page ojeBnh Mp Hapxo Tomam
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