®OHJI 3[PABCTBEHOT OCHI'YPAIbA
PEITYEJIAKE CPIICKE
Bama Jlyka

Bpoj: 07/015-733-13/17
Hatym: 07.03,2017, ronnre

Ha ocnoBy unmana 64. ctas | Tadka a., unana 70 cras 1., 3. n 6. 3akoHa o jaBHMM HaGaBKama
(«CnyxbGenn rnacHuk BocHe n Xepuerosume» Opoj: 39/14), unana 30. Craryra Qonpa
34paBcTBEHOr ocHurypama Pemybnmke Cprcke («CnyxGenn rinacHuk Penydnuke Cprcke» Opoj:
6/04, 19/05, 63/08, 64/09, 105/09, 119/11 u 113/14) u I1paBunuvka o jaBHuM HaGaBkama y Ponpy
3ApaBCTBEHOT ocurypama Pemybimke Cprcke, 6poj: 02/002-7193-11/15 og 07.12.2015 rogumne,
Ha OcHOBY yTBphieHe mpenopyke of cTpaHe Komucuje 3a nposoljerse OTBOPEHOI IOCTYIIKA jaBHE
Habarke cepyma 3a 1aGOpaTOPHjCKH paj 22 NoTpede MMyHOXeMaTOIOIKHX 1a60paTopHja,JOHOCHM

OOJYKA
o u300py HajmoBOJBHHUjEr MOHYHaTa

I
Yrogop 3a peanusauujy HabaBke cepyMa 3a naGopaTopHjcKH paj 3a MoTpebe HMYHOXeMAaTOMOMKIX
naboparopuja y 0TBOpeHOM MocTynky Opoj: 07/015-733/17, nomjemyje ce nonyhauy:

«Broma Bel» a.0.0. Bama Jyka

Jeapnnana J
Jlor | Crn. Hasus . K AN A .
Miepe QJIHMHHA iena Ges MR- Bpujeanoct y KM
Cepymu 3a enpysere tnjena bes T1/1B-a Gea [T]IB-a Mpouzeohas
Anti-A MOHOKNOHCKH CEpPYM 32 enpryBeTy (KnoH
! BIRMA-1) #nH exsrsanesT 13.400 0.54 7.236,00
3 fgnz? MOHOKMDHCKH SepymM 3& enpysery {IoH 13.400 0,54 7.236,00
-, HITH €KBHBANEHT
3 Anti-AB MOHOKAOHCKH CEPYM 32 €IPYBETY (KN0H
BIRMA-1; ES4; ES15) rnn ekpapaneHt 13.400 0,71 9.514,00
Anti-D) mjemaBrHa MOHOKIKHHCKOT CEPYMa
4 IgM-+1gG (xmor RUM-1, IgG MS-26) wm
CKEHBATENT 13.400 1,23 16.482 Dingast
Anti-D MOHOKIIOHCKH CEPYM 33 erpyseTy IgM Francuska
3 (o MS-201) nnn exkBraanent 2750 111 3.052,50
1 AHG- morornancku cepym (knon SHd i 8D2-8; l
6 anti-C3¢ 86 5A2; anti-C3d 139 4B4) uan 14,350 093 13.345,50
SKBHBANEHT
AHG-1gG monoknoHeky cepym {Knon anti-IgG .
7 | 514 8D2-8) vir cimaionr | 160 299 478,40
AHG-C3d monoxnonexu cepym (xion: Bric-8)
8 L EXPBATEHT 160 13,03 2.084,80
9 Anti-Al NeKTHH RAK eKBUBANEHT 750 2,62 1.965 ,,CE-Immundiagnostika*
10 Anti-H TeKTHH HIH eKBRBAIEHT 220 2,62 576,40 GmbH
11 Bramelin pearenc aay eKBHBaNGHT 4.800 120 5.760,00 Njematka
Cer 3a nenaTansaibe napumjanuor D (ceT og 9 Diagast™
12 MOHOXIOHANHHAX aHTR- D anteijena IgM u [gG 3 454,14 1.362,42 o A8
Francuska
THITA} MITH EKBMBATNIEHT
Ykynuo Jlot 1 69.093,02
Cepymn 3a murosuue
1 Anti-A MOHOKTORCKH GEpYM 33 RIOYHLY (KAOH 10.850 0,59 6.401,50
E98 7C6) nnn exBHBANEHT
Anti-B MOKOKIOHCXH cepyM 3a mIouHuy (KI0H
2 F84 31D6; F7 2D§) unn cKBUBANCHT 10.850 0.59 6.401,50
Anti-AB MOHOKTOHCKY CESPYM 38 TUIOMHLY (KIoH
3 F98 7C6; F84 3D6; F97 2D6; F125 7BE) mnw ol 2.360 0,68 1.604,80 _CB-Immundiagnastika®
2 EKBUBMIEHT GmbH
Anti-D mjemnasana MOHOKIOHCKOF cepyma IgM i Njemacka
4 TpG (xoan 175-2 1gM; 415 1E4 IgQ) wan 10.950 1,17 12.811,50
SKBHBAIEHT
5 AHG« anti human globulin poly 1gG/C3d umu 1.490 0,59 879,10
EKBHBANIEHT
13 LISS unm ex T 12,050 0,91 10.965,50
YrynHo Jlor 2 39.063,90




Cepymu 3a apyre
KPBHO-FPyNHE CHCTEMe
. 2.570 10,41 26.753.70
1 Anti-CDE - moHoknoHoxs cepyst (knoy M§-24; MS-201;
MS§-80; MS-26) st exaunanest
wDiagast*
Ani-C MOHOKIO epyM (Knon Francuska
2 MS-273) v ex:::n';m 670 13,80 9.246,00
Anti-c MOHOXIOHCKH copyM {Kno
3 MS-35) ml:n EKBHBANISHT " 680 8’28 5‘630’40
Anti-E MOHCKNOHCKH cepym (knorn MS260; MS-12) nan
4 eu"amw‘; pym (ios 850 828 7.038,00
Anti-e MOHOKIOHE (knon MS16; MS-21; M5-63) 13,89
S| o ormmanenr 670 9.306,30
6 Anti-C\:PZTHoxnoncxu cepyM (kmos MS110) uan 10 21,56 215,60
Anti-K MOHOKROHCKH cepyM 32 enpygeTy (KioH
’ M S-36) vnn cKBHBANCHT 360 8,01 2.883.60
Anti-k MOHOKITOHCKH CepryM 33 enpypeTy (II0H
8 Lki) unu exeHBanenT 130 29,57 3.844,10
9 Anti-Fy* cepym 3a enpysery uim exsrBaneHT 20 20,95 419,00
10 Anti-Fy° cepym 3a eNpyBeTY ILTH eKBHBANEHT | 10 28,96 289,60
Anti-Le® Monoxnonckn cepyM (kron GA2) wmm m
11 20 2772 554,40
EKBUBANIEHT
12 Afiti-Le® MOHORITORCKH cepym (kmon GA2) unu 10 2172 27720
SKBHBAIISHT
13 Anti-Kp” cepysm wnu expasanent 8 49,29 394,32
14 Anti-Kp® cepyM wiw exsusanent § 49,29 246,45 ..CE-Immundiagnostika™
Anti-M MOHOKTOHCKY CepyM (Ki1oH meH
13 LM116/140) tnn expusanest 50 13,55 677,50 Njematka
Anti-N MOHOKIOHCKH cepyM (KTl
16 B03) unu ekpubanest 20 16,63 332,60
Anti-S MOHOK/IOHCKH cepyM {KITaH
17 MS-94) wner exsuBanenT 20 30,19 603,80
Anti-s MOHOKIOHOKH cepyM (KIOH
18 P3BER) 1y ekBHBANSHT 25 28,96 724,00
Anti-P1 MOHOKIOHCKH CepyM (KoM
19 P3NIL100) unw exeupaneHT 15 22,80 342,00
Anti-Ik* moroknonexy cepym (knon
20 MS15) nan exBHBaNCHT 43 2896 1303,20
Anti-Jk® MoHOKNOHCKH cepyM (KiOH
21 MS8) uiu expHBANEHT 10 . 28,96 289,60
22 Anti-Lu" cepysm nan exprpanesT 15 40,05 600,75
23 Anti-Lu® cepym nin exusanent 10 40,05 400,50
Yrynuo JdoT 3 72.372,62
Yxryniia Bpujensoct y KM Ges ITIB-a 180.529,54
1AB % 17,00
Yxynna epujeanoer y KM ca ITJR-om 211.219,60

II
Tlonyne monyha4a u3 Tauke I ose Opyke ¢y Guie HajnoBOsBHHe TIO NPEIMETHOj HAGABLY M3
pasnora wro ¢y ocTeapuie Hajsehu Gpoj GogoBa mo kpurepujymy nedunucanom TeHzepckoM
AokymeHTanujoM Spoj: 07/015-733/17,
I
O oBoj Omnyun obasjectuhe ce cBu noHylaun y cknagy ca wiakoM 71, ctas 1. 3akoHa o jaBHEUM
HaGaBKama i ucTa he GuTi 00jaB/beHa Ha BeG CTpaHHLM YTOBOPHOT OpraHa,

v
Osa Onnyka cTyna Ha CHAary JaHOM JIOHOLIEH:A.

O6pa3znoxeme

DoHA 3apaBeTBeHOT ocHTypama PenyGnuke Cpricke je Pjememem o ogoGpasaisy jaBHe Habapke 6poj:
07/015-733-1/16 om 26.01.2017. rogmHe mokpeHyo Tpolielypy jaBHe HaGaBke cepyMa 3a
1aGopaToprjcky paj 3a MoTpebe MMYHOXEMATOIOIKKX TaGopaToPHja, OTEOPEHHM OCTYIIKOM.
Yrosopuu opraH je mMeHoBao Kommcujy 3a mposoljeme oTBOpeHOr NOCTynKa jaBHe Ha0aBKe,
Pjememem 6poj: 07/015-733-2/16 ox 26.01.2016. ronune.




OGapjemree o Habasuu 273-1-1-12-3-40/17 objaemero je ma Tlopramy jaBHMX HaGaBKM u y
«CnyxGenom rmacHuxy BuX» 6poj: 11/17 oz 17.02.2017. roauue, Tenaepcky RoKyMeHTalH]y je ca
TNoprana jaBupx HaGaBKK npey3seno 6 noHyhaua.
JaBHO OTBapaie OpHCIENUX MOHyAa je m3epweno 06.03.2017. roauHe W O WCTOM je cauMmbeH
3anucHUK.
Ha cacranky oppaxanom 07.03.2017. roguse H3BpiueH je nperies MpHcjene NoHye 3a HaGaBKy
cepymMa 3a 1afopaTopujCKH pajl 3a Motpebe HMyHOXEMATOIOUKUX iabopaTopuja:

* Broma Bel“ a.0.0. Bama Jlyxa

Hperiten kBanmubukanpore J0KyMeHTauMje je H3BPIICH KAKO CIIHjeH:

»Broma Bel®
Hokymentn Kao yenos 3a yuenthe y noetyky jasne HaGaske A.c.0. Bama Jyka
Ofpasau 3a AOCTAB/BAILE OHYJIE MOLYEEH Y CKIALY Ca WEMOM KOjt: j¢ AATa ¥ Anekcy 2 TH crp.1
OfBpasan 3a BpHjEAHOCT MOHYAE Y CKNAZY ca memMoM Koja je aata y Anexcy 3 TII; crp.4
OGpasait 32 mujery nonyse TOMYH,CH ¥ KLY & IeMoM KOja je faTa ¥ Anexcy 4 T[] cTp. 16
Hsjasy osjepeny KoX HamnencHor oprasa (OpraH ympase MM HOTEP) O HCTYIEHOCTH YCNORA #3 WNAHA 45. 3aKOHA O jABHHM ctp.18
Hadaekama BuX (Aneke 5 T]I); )
Wsjaa nonylaya i3 wmana 52. SakoHa o jasHuM HaBawkama (Anexc 6 TH); cTp.58
Crucak nosjep/suBrx HHpopMaLgja TONYHHeH Y CRIajly ca LIeMoM Koja je aata y Anekcy 7 TH, CTp.66

Hijapa o Hamjepu nouyromapama (nouyhaus AOCTABBA]Y OBY W3jaBY camo ako HMajy Hamjepy Ja awraxyjy Noayrosapada) cTD.68
NOMyCHA Y CKIAOY ¢4 lIeMoM Koja je aaTay AHexcy 8 TI; p-

Haupr oxBHpHOT criopazyMa, ca MOTOMcoM u mevatom (Auexc 9 TI): erp.69

Hoxymentn kojuma ce Jokasyje NpedepeHUMjamHR TpetMan Acmaher (YKOHKO TIOHyHau wcnynaBa yooBe 3a OPHMjEHY 1067
npediep CHIAITHOr TpeTMaHa), P-

Hsjasy o rocTas/mamy rapaHLije 3a 100pO H3BpIIelbE YIOBOpA, CTp.59
Mzjaa aa ie nCnopyEy BpLUsTH CRAKE YETHPH HEHlE/EE Y XJTaTHOM JIAHLY", crp.6{)
OpHrHAN 1Y OBjepena KOMHja AOKYMEHATA Y CBPXY /IOKA3HEARA NPODECHOHLIHE cnocoGHoCTY, Tavka 4.2.2, TJT; c1p.19
OpHriHanHy ayTopisamyjy npouseoljaua cTp.29
Tucany u3jany nonyljasa ia hie menopyky spumTH y POKy He Ayxewm on 10 kaneHzapeKkHX Haua o/ Aana Hapyuoe; cTp.61
ITncany n3jasy nokyhaua na e a 3axTjep YroopHOr OpraHa JOCTABKTH PoBHe Y3OPKE ¥ OPHTHHANHOM AKOBAMY 34 CBE JIOTOBE U

34 CBAKY CTABKY YHYTAp NoTa (Koje onyhau HyaH) c1p-62
Konnjy Pjemersa Arenusje 3a nijexone u MeaAMIMHCKA cpeacTea BuX, ka0 Aokas 1a Jje monyheuna poGa pernctposana y bocru 1 c1p.38

XepieropuHu

Hsjapy na fie pok ynotpefe cepyma 6urn HajMame jenHy TO[HHY Ol 1AHA HCIIOPYKe, ¢Tp.63

Hisjasy nonyhaua za cepymu vcnyrwasajy TponMcane 3aXTiEBe ¥ CMHCHy CIeUAQRIHOCTH AHTHTEHS CTPYKTYPE, BHCOKOT THTpP2 K c1p.64
ABMEHTETR;

Karanore nonylenux nponssoza y kojuma hie GuTH jacno HasHaven Gpoj 10Ta H CTABKE Ha KOjH ce OfHOGH, cTp.84
Kormje cnenehux aokymenara;

Cepradurar o cmymasawy ISO crasgapna ( ISO9001 u [SO13485). crp.71-83

Ceprupurar , Certificate of Free Sale " 3a KoprInTeIne HA ERPONCKOM TPRUIUTY.

HijaBy na npema 3axomy o tpancdysujckoj memmupHu (Cnrn01/08) Tpenopyxama EV ([upextuBa 98/79/EC) pann
ofe3bjeljuBama TAMHOCTH W NOY3NAHOCTH Pe3yATATa H GEIGSUHOCTH ¥ MPHMjeHH KPBM M KOMMNOHEHTH KpBH, notpefuo je 3a | cTp.63
KpBHOrpynan cucreM ABO i Rh o0esGjenury HajMarse ABHjE BPETE TECT CEpyMa- PRIAHMUTIAX KIOHOBA.

 Haxon mipersienia nonyne KoMucuja je konctatopana ua je ucta y CKIaJy ¢a MpOoIMHCaHWM 3aXTjeBHMa,
T€ je H3BPILUHIIA OLjeHY KaKko CIIHjemH:

Jor 1

ITonyny je noctaBuo nomyhau: ,,Broma Bel” a.0.0. Bama Jlyka. Haxon npernena nouyze yrepheno
Je ma wmera uemymaBa cBe saxtjese medumucane TeHaepckoM DOKyMEHTAUFjOM, Ja je MOTIYHA W
TEXHUYKH 3a0BosbaBajyha, Te je KomucHja H3BpIIMIA oujeny KaKko comjepu:

KPUTEPH]YMH bogoBu -
TOHYBAY . Pox | Iijewa | 1O | yKymHO |
Hrjena mnaliama =
mrafiatea
95 3
»Broma Bel® n.¢.0. Bamwa Jyka 69.093,02 180 935 5 100 1




Jor 2

Touymy je mocraBro nomnyhau: ,,Broma Bel* g.0.0. Bawa JIyka. Hakon nperiiesa noxyze yrephero
Jje ma ucta ucnymaBa cBe 3axtjese medunucane TeHAEPCKOM NOKYMEHTALMjOM, /12 je TOTIYHA ¥
TEXHHYKH 3a)10Bo/baBajyha, Te je KomucHja u3Bpuria oLjery KaKko CIIMjei:

KPHTEPHjYMHE GogoBH .
. Pox
TIOHYBAY injona Pox | Uwena | o VKYIIHO %
nnahiama
95 5
»Broma Bel“ a.0.0. Bawa JIyka 39.063,90 180 95 5 100 1

Jor 3

Hounyny je nocrasro noryhau: ,,Broma Bel“ x.0.0. Bama Jlyka. Hakou npersena nokyne yTepheHo
Je na ucra ucnymapa cBe 3axTjeBe Jedunucane TeHmepckoM NOKYMEHTALMOM, fa je TIOTHYHA W
TeXHMYKH 3a0B0/baBajyha, Te je Komuchja usepmmna oljeHy kaxo cjenu:

KPHTEPH]YMH Gonosn .
; Pox o
OHYBHAY Injena Pox [ujena rahamsa YKYITHO E
mnahama
95 5
»Broma Bel* 1.0.0. Bama Jlyka 72.372,62 180 95 5 100 1

Hwmajyhin y Bugy rope HaBeIeHO OTYYEHO j€ KAO Y JMCNIO3UTHBY oBe Oamyke.
Ioyxa o mpaBHOM JHjeKy:

Ceaxn nonyhaq koju MMa NernTHMaH HETepec 3a KOHKPETHH YTOBOP O JaBHO] HaGaBLM H KOjH cMaTpa
Aa je YIOBOPHH OPraH y TOKY KOHKPETHOT TIOCTYNKA JOJjelic YroBopa IPEKPIIMO jeIHY HITH BUILE
oapendy 3akoHa o jaBHMM HabaRKama MM IOJ3aKOHCKMX dKaTa JOHECEHHMX HA OCHOBY Hera uma
NpaBo u3jaBuTH *anby Ha mocrymax. JKanGa ce usjaBmbyje y mucanoj dopmu myreM YroBopHOT
opraa y Hajmame 3 (TpH) mpHMjepka y poky ox 10 gaHa on lana npujema onmyke o usbopy
HAjIoBOJEHHjET MoHyhaua,

Hsppman xupextop CekTopa 3a yropapame B, ,I[I/IPEI{ TOP :
3/IpABCTBEHHX YCJIyra M jaBHe Ha0amxe Jejan Kycrypuli, annii.exonomucTa :
M Bpanncnag 3esxoeuh v '




