®OHA 3IPABCTBEHOI' OCUT'YPAIBA
PEITYBJHUKE CPIICKE
Bbama Jlyka

Bpoj: 07/015-980-37/24
Hatym: 11.03.2024. rogune

Ha ocHoBy unana 64. craB (1) Tauka 6), uwrana 70 ctas (1), (2), (3) u (6) 3akona o jaBHuM HabaBKama :
(«Cnyx6enn rnacuuk Bocre u Xepuerosuney 6poj: 39/14 u 59/22) u [IpaBuwiHuka o japHuM HabaBKama y ;
QoHny 3ApaBcTBEHOr ocurypama PemyOnuke Cprcke, Opoj: Gpoj: 02/002-5189-7/22 op 29.12.2022.
rOfIMHE, a4 Ha OCHOBY YTBpheHe mpenopyke ox crpane Komucuje 3a mpoBoljeme Iperosapadkor MocTymnka
6e3 objase obasjenrremna o HabaBuu Jiijexora ca OcHoHe GomHmuke JIucTe NHjeKkoBa, JOHOCHM

OJAJIUYKA
o n300py HajIoBOBHM]jET MoHyhava

| |
Yroeop 3a peanmsauujy HabGapke nnmjexkoBa ca OcropHe Connuuke JhvcTe nujexoBa y NPEroBapagkoM
noctynky Ge3 ofjaBe obapjemtersa 0 Habasum, 6poj: 07/015-980/24, nonmjespyje ce moHyhaunma Kako
CITHjeau: '

«Anen - Mea» a.0.0. Mocerap

DapmaneyTeH JegJuMHIA ¥kynHa
Hor ATII kox Hasne nujexa P Oﬁ::“i Hoza Kon nujena y KM (spujeanocr y KM! Tponssofaa )
ez TLAB-a oe3 EKI1IB-a .
. KOHLEHTDPAT 32 . ,
I | BOSXAOL Kgg‘g}“ﬁ pacTROp 32 742"63111?11’ 152.920 2,9900 457.230,8000 B.Braun
HaGY3IH]Y : Melsungen !
’ YKYITHO y KM 6e3 [111B-a 457.230,8000 AG,
TAB17% | 77.729.2360 | [oeMaxa
YKYIIHO ¥ KM ca I/IB-om 534.960,0360 ‘t
«@Papmannja 2011» n.0.0 Buxah
Jlot ATII % H j DapmaueyTex Hoza Koa Jemamiraa nujena B n'z 1:[)‘;";:3 KM| Ilpoussohay
o A3UB JHjERA H oBauK y KM Ge3 ILIB-a | BPRUEANOTT Y po!
dez [T1B-a
emymHja 32 Fresentus Kabi
2 | no1axio | nponodon S —— 200 mg 157.000 51300 g0s4100000 | Austia Grbtl
uHysHjy AB Illpencka
pacTeop3a - Turktipsan,
3 NOTAAOL HEOCTHUIMHH - 0,5 mg 144.700 09779 141.502,1300 Ankapa, Typeka
YKYITHO y KM Gez IIJIB-a 946.912,1300
IIIB 17% 160.975,0621
YK¥VIIHO ¥ KM ca IIIB-om | 1,107.887,1921
1|

IMouyme osux mouyhaua cy OljereHe Kao NMPHUXBAT/BHBE H LIpBa y PalTy y CKIANy ca 3aXTjeBMMAa
npeaMeTHe Tenaepeke JOKyMeHTalyje.

III s
O oBoj Omtyuu obasjectuhie ce cBu moHyhauw y cknagy ca uiaHoM 71. crap (1) 3akoHa O jaBHUM
nabaekama u wcta he y ckiany ca wianoM 70. ctaB (6) OuTh ofjaBbena Ha BeO cTpanMiM YTOBOPHOT
opraHa.

ObGpaznoxeme

@onj 3apascTBEHOr ocuryparha Pemybmike Cprcke je Pjememem Gpoj: 07/015-980-1/24 mana 27.02.2024.
rOIMHE MOKPEHyo TNperosapadku nocrynak 6e3 objaBe obapjemrersa o HabaBuu nujexoBa ca OCHOBHE
Gomamuke JlucTe nujekosa.

YroBopHH opraH je uMenosao Kommcujy 3a mpoeoljerse 0TBOpeHOr MocTynka japHe HabaBKe, Pjemiersem
6poj: 07/015-980-2/24 opx 27.02.2024. ronune.
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Tengepcka moxymeHTanuja je y cKaafy ca 3akoHoM objaBJbeHa Ha Beb crpaHuny YroBOpHOT opraHaa a
nosus 3a ydemhe y MOCTYIIKY je AocTaB/beH KaHaunaruma: «Muen - Mea» a.0.0. MocTap, «(Dapmalm
2011» p.0.0 Buxah, «Co.Medprom» n.0.0 Bama Jlyka, «Krajinagroup» m.0.0. Bama Jlyka u «Farmaloglstx"'

Allbix» 1.0.0. Bujesnna. _ ,

Y oCTaBjbeHOM POKY 3axTjeB 3a yuemhe cy noanenu monyhaum: «duem - Mem» m.0.0. Mocrtap,
«@apmaumja 2011» m.0.0 buxah, «Co.Medprom» 1.0.0 Bama JIyka u «Krajinagroup» z.0.0. Bama Jlyka
xoje je Komucuja Ha cacranky oxpxanom 01.03.2024., romuse onujeHiia NpuxBaT/EUBUM, T€ j€ KaHAWIATE
1o3Baana Aa oHHece MOYETHE MOHYE.

Ha cactanky oxpxanom (5.03.2024. romune, KoMmucuja je H3BpImmia mperies HOCTABBEHHX MOUETHHX
nonyaa nonyhaua: «Muen - Mem» 3.0.0. Moctap, «®apmanmja 2011» 1.0.0 buxah u «Co.Medprom» 1.0.0
bama Jlyka u TOoM mpunukom yTEpmna civjenehe:

+ lloyeTHe MOHYAE CY AOCTABJLEHE Y OCTABJBEHOM KpPajieM POKY H HCTE CY 3aPHUM/BEHA HA MPOTOKOILY
YTOBOPHOT OpraHa KaKo CJIHjeau:

Bpoj npomoxona - Hazus/ume nonyhaua (wmugpa) -
07/015-980-21/24 «Huen - Meny» n.0.0. Moctap
07/015-980-22/24
07/015-980-23/24

Han u cam npujema
05.03.2024. y 08:32 h
05.03.2024. y 08:32 h
05.03.2024. y 10:23 h

«@apmanmja 2011» x.0.0 Baxah

«Co.Medprom» m.0.0 Bama Jlyka

+ IloHyae cagpxe JOKyMEHTa:

' «nen - Mea» «Dapmanuja «Co.Medprom»

AOKYMEHTA 1.0.0, Moctap | 2011» 3.0.0 Buxah | mo.0 bama JIyka
O0pasar 3a JOCTaBJbAILE HOHYAE cTp. 2 cTp. 2 cp. 3
O0pasan 3a mjeny moRyzne crp. 3 ctp. 3.4 cTp. §
O0pasan 33 BpHjeIHOCT IOHY I cTp. 4 cTp. 5 cTp. 7
Komija Plememna AreHupje 3a iHjeKoBe U
MeTFITAHCKA cpeficTa BiX ctp. 6 crp. 7 cIp- -
Komija AyTopusangje npoussoljaua crp. 8 cTp. 16-21 c1p. 23

Ipernen ¥ oljeHa NOHYAa MO JOTOBMMA CY M3BPIUCHY y CKIANY Ca KPUTEPHUjYMOM HAjHMKA LHjeHa KAKO
CIHjenu:

Jlot 1 - BOSXA01 kaaujyM-xmopMa KodueHTpar 3a pacrsop 3a uadyszujy 74 mg/ ml; 20 ml
Ilonyze cy mocraunu nonyhaun: «uen - Mea» 1.0.0. Moctap 1 «Co.Medprom» 1.0.0 bama Jlyxa.
[Nonyhay «Co.Medprom» n.0.0 Bama JIyka je moHyaHO HEperHCTpPOBaHH JHjeK, ma je KoMucuja meroBy
NoHy1y 0A0KHIa Kao HENpaBUIHY, ¥ ckiany ca Haromenom u3 rtauxe 6.2.2. TeHzepcke AOKyMeHTaLHje
(YrouHKo 3a jena# jgor 6yae noHyljeH H perHcTpPOBaHM U HEPErHCTPORAHM JHjeK, ¥ MOCTYNAK OljeHe
lie ce y3umaTH caMo perHcTpORaHM JTHjeK).

ITonyhau «Huen - Men» 1.0.0. Moctap je nonyau perucrporanu nujek (6p. Pjemwessa o peructpauuju: 04-
07.3-1-11141/21) no cnenchum ycnosuma:

KaJHjyM-XJIOPUA, KOHLEHTpAT 3a pacTeop 3a uHby3Hjy, 74 mg/ ml; 20 ml:
- npouseohau: B.Braun Melsungen AG, hemauka

- jenwHpgHa mujeHa 6e3 I1JIB-a: 2,9900 KM 6es [T]]B-a

- ykynna spujegHoct 6e3 T1/[B-a: 457.230,8000 KM Ges [1/1B-a

- pox nnahama: 60 gaHa

- pok mcriopke: 1 man

Jlor 2 - N0O1AX10 npomnodron eMyJi3Hja 3a nHjexuujy / aundysujy 200 mg
IToryny je mocraBHo monyhau «Dapmanuja 2011» g.0.0 buxah. ITonyhau je moctaBmo moHymy
perucTpoBand nHjex (Op. Pjemema o perucrpaumju: 04-07.3-1-4741/21) no cnexehinM ycnosuma:
nporiodon, eMyn3uja 3a UHjeKIMjy/uadysujy, 200 mg

- npowusBohau: Fresenius Kabi Austria GmbH/ Fresenius Kabi AB Illseacka

- jenunmuna uujena Oes [1/IB-a; 5,1300 KM 6e3 [1/1B-a

- ykynHa Bpujeanoct ez [1JIB-a: 805.410,0000 KM 6Ges [1/]B-a

~  pok miahama: 60 gaHa

- POK HCIIOpKE: 5 Jlana
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";f-JIOT 3 -NO7AA01 HeocTHrMHH pacTBop 3a HHjeKIHjy 0,5 mg

".IIOHy;Ly je JOCTaBHO nonyljaq «@apmaunja 2011» g.0.0 Buxah. llonyhau je nocrasmo MoHymy 3a
* flepeTUCTPOBAHM JIH]EK, AlH je Komncmja EsCTOBY MOHYJy TIPMXBATHIIA, Y CUlafly o2 HamomeHoM H3 Tauke
2.2, Tengepcke moxkymeHTanHje ( YKoJMKo 3a jenaH J0oT Hujedan nomyhad He gocraBM [oka3s o
perncrpauuja nonyhenor aHjexa, y moctynax omjene he ce ysern monyme onux momyhaua koju
AOCTABE TPaKeHe JOKYMEHTE 32 HePerHCTPOBaHe JHjeKoBe)

Tonyhau je moHyy AecTaBUo 10 clefehuM yeloBHMa:

HEOCTHTMHEH, PACTBOD 3a HHjeKLHjy, 0,5 mg

- npoussohau: Turktipsan, Aukapa, Typcka

jenvunyna mmjena 6e3 [J[B-a: 0,9779 KM 6es [1/1B-a

yKynHa BpajegHocT 6e3 [1/]B-a: 141.502,1300 KM 6e3 I1]IB-a

pok ahama: 60 naHa

POK UCHIOpKe: 5 naHa

Keamigukoranu nonyhauu cy IIo3BaHu Ha IIPETOBOPE.

Hana 07.03.2024, rogune ca nonyhauuma: «@apmanyja 2011» 1.0.0 brxah u Muen - Mea» 1.0.0. Moctap
Komucuja 3a npenMeTHy HaGaBKy je W3BPHIMIA LPEroBOpe KOjOM IPHIMKOM Cy MOHyha4d m3japuiid 1a
Hucy y MoryhHoCTH NOHYIHTH jepTHHHU]Y LHjeHy Hero IITo ¢y NOHYIMIU Y MOYETHOj MOHy A1 0631upoM Ja
Cy ca IHjeHOM JIMMHTHMPAHH O/ CTpaHe npoussohaua, Te 1a TOYUeTHE LHHjeHe 0CTajy HETPOMU]jerheHe.

IMoxyhaunMa je ucTor AaHa ynyheH 3axTjeB 3a JOCTaBy KOHAYHHX TIOHY A,

Ha cacranky oppsasom 11.03.2024. roaune, Komucuja je M3BpIIMNa Iperien JOCTAB/BEHHX KOHAYHHX
noHyae noHyhaua: «®Papmamija 2011» n.0.0 Bprxah u WHenm - Meg» m.0.0. MocTtap ¥ TOM MPHIHKOM
yTBpauia ciujeaehe:

+  Konaune nomyAe cy TOCTABIEEHE ¥ OCTABJLEHOM KpAjmeM POKY M HCTE Cy 3alPHMJBCHE HA NPOTOKOITY
VTOROPHOT OpraHa KaKko CJIHMje{H:

Bpoj npomoxona - Hazus/ume nonyhaua (wugpa) - Jlan u cam npujema

07/015-980-32/24 «Papmanyja 201 1» 1.0.0 buxah 08.03.2024. y 09:30 h

07/015-980-33/24 «Huen - Mep» j.0.0. Moctap 11.03.2024. y 10:50 h
+  Tlonyme cappike TOKyMEHTA:

«Huen - Meno» a.0.0. | «@apmauuja 2011» 1.0.0
AOKYMEHTA - MocTap Buxah

O6pazan 3a JOCTABEAKE TOHYIE crp. 2 cTp. 2
Obpasan 3a UHjeHy NOHYAC cTp. 3 cTp. 3.4
(Q06pasan 3a BpHjeSHOCT MOHYIE ctp. 4 crp. 5
Hanpt OxeupHOT criopazyMa cTp. 6 crp. 7
Mzjapa o mocTaBmasy rapaHIje 3a Ao0po MIBPIICHES orp. 8 —
YTOBOpa
H3jasa o nprxpaTamy HHBEIAIMje LujeHa ¢tp. 10 crp. 10

IIpernen 1 oIjjeHa KOHAYHMX TOHYAA MO JIOTOBMMA CY H3BPILICHH y CKIALy a4 KPHTEPHjyMOM HajHIDKA
HUjeHa KaKo clyjenu:

Jlor1- BOSXA01 kajJmjyM-xjopna KOHIEHTPAT 3a pacTiop 3a uuysujy 74 mg/ ml; 20 mi
Tlonyny je mocrasuo monyhau «wen - Mem» n.0.0. MocTap no cnenehinM ycnoBuma:

- npoussohau: B.Braun Melsungen AG, tbemauka

jemuununa upjena 6es TTAB-a: 2,9900 KM 6es [111B-a

yKylHa BpHjentoct Oes [1/1B-a: 457.230,8000 KM Ge3 I1JIB-a

pok rahama: 60 naHa

POk ucropke: 1 nan

Jlor 2 - NO1AX10 uponodon emynsnja 3a uajexnujy / nadysujy 200 mg
Iounyay je aoctauo nouyhau «Dapmarwja 2011» 1.0.0 buxah mo cnenehum yenosuma:
- npomﬁo}jaq Fresenius Kabi Austria GmbH/ Fresenius Kabi AB Illsencka

- jemuHUYHA uHJeHa Ges [1/1B-a: 5,1300 KM 6e3 I1/IB-a

- ykymHa BpujenHoct Ges [1][B-a: 805.410,0000 KM 6e3 I1/1B-a

- pok nnahama: 60 1ana

- POK MCTIOpKe: 5 faHa




Jlor 3 - NO7AA0]1 HeocTurmMmu pacrsop 3a unjexkuujy 0,5 mg

llonyny je soctanuo monyhau «@apmanmja 2011» 1.0.0 Buxah mo cneaehinm ycmosuma:
- mnpoussohau: Turktipsan, Auxapa, Typcka '
- jenunuuHa 1pjena 6e3 [1/IB-a: 0,9779 KM 6e3 I1JiB-a

yKyIHa BpHjeqHocT 6e3 [T1B-a: 141.502,1300 KM Ges I1JIB-a

pok nnafiama: 60 gaHa

Pox Henopke: 5 nana

Haxon nperneaa koHauHux noHyna KoMuchja je koHeTaToBana Ja ¢y HCTe 3a10B0/baBajyhe, OIHOCHO 13
HCIIYEaBajy CBE 3aXTjeBe NMponucane TeHAepcKOM JOKYMEHTAIH|OM.

Wmajyhu y By rope HaBeICHO OIIYYEHO je Kao y gucrozutusy Omyke.

IHoyka o npaBHOM JHjeKy:

Cgaku nonyhay KojH HMa JISTUTHMaH HHTEPEC 38 KOHKPETHH YIOBOP O jaBHOj HaOaBLUM M KOjH cMaTpa Aa je
YTOBOpHY Oprat 0BOM OJJIYKOM NPEKPLIHO JeAHy UM BULIE 0/ipentu 3aKoHa o jaBHUM HaGaBKaMa WM
TI0JI3aKOHCKMX aKaTa AOHECEHHX Ha OCHORBY Fhera MMa IIpaBo H3jaBUTH xa10y Ha OBY ojiyky. JKanba ce
u3jaBbyje Ha HauMH 1 y hopmu nedunucanmm unanosuma 99. u 101. 3akoHa o japHum HaGaskaMa.,

H3ppinan gHpeRTOp 3a jaBHe HA0aBKe “BLAUPEKTOP
Bophe HMprjuh, agnn. exonomueTa I[ejaﬂ‘:]ECLy\cu_rpnli, i
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