don.1 3IPABCTBEHOI OCHYYpaka
Penyv6mke Cpneke
bamwa Jlyka

bpoj: 10/3-015-3537-23/15
Jlawa: 30.07.2015. roauue

Ha ochopy wiama 64. ctae | tauka a. unana 70 cras 1., 3. u 6. 3akoHa 0 jaBHEM HaOABRAM:
(«Cnyadenn rmacuuk boewe u Xepuerosutes 6poj: 39/14), unana 30. Craryta DoHaa sapascrseior
ocurypama Penydauke Cpncke («Cry»:xdenn rnacuux Penybnnke Cpncker Bpoj: 6/04, 19/05. 65708,
64/09. 105/09. 119/11 u 113/14) 4 unana 47. TpasuilHuka o jaEnM HabaBKama poda, yeiyra i
pazora y (POHAY 37paBCTBeHOr OCHTypama Penybimke Cpricke, Opoj: 02/015-998-14-1/09 o
26.02.2009. rogune, 6poj: 02/015-5184-11/11 ox 06.10.2011. ronune u 6poj: 02/002-4732-
14/12 oa 12.07.2012. romute, a Ha ocHOBY yTBpheHe mpenopyke on crpaHe Komucuje 3
poRoleILe OTBOPEHOr MOCTYIKA japHe naGaBke caBpeMEHHX Npenapara HHCYIMHA 33 JHjeucHe
odoshennx o4 ArjabeTec MENUTYCE, AOHOCHM

OAJTYKY
0 u360py HajmoBosblMjer nolyhayua
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Yropop 3a peanusanijy Ha0aBKe capeMeHHX Npenapara HHCYJIHHA 34 Jijeuethe 0bombelny ol

Aujadetec menutyca, o Tenzaepy 6poj: 10/3-015-3537-2/15, noajespyje ce nodasbadnma:
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¢ «Evropa Lijek Pharma» .1.0.0, baawxyj, Capajeso
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TTonyse nonyhaua u3 Tadke 1 ope Ouuiyke cy Oune HajIOBOBHME 110 NPEAMCTHO] HAbaBIH W3
pasnora wo ¢y octapuic uajsehu 6poj Golosa no kpuTepujuma edunncaHum Teraepekom
JoxyMentaipjoM 6poj: 10/3-015-3537-2/15.

111
O osoj Omrynu obasjecthe ce c¢Bu moHyhaud y cklagy ca unasom 71. ctas 1. 3akoHa o
JaBHHN HabaBKaMa.

v
OBa OamyKa ¢rylia Ha CHary AaHoM JAOHOLIEnA.

Ob6pazanoxemne

Do yparcTBeHor ocurypaiba PenySmuke Cprcke je y ckiaany ca Pjememem 0 ogodpapary
jasue padaske 6poj: 01/015-3537/15 o 15.05.2015. rojmne nokpenyo npotie1ypy jaBHe Hadapke
CaBppCeMCHHUX npenapaTa HHCYMHHA 34 .ﬂ[flje'-le}'be obobenux oA ,[lH_iﬁGCTEC MCIUTYCa OTBOPCHHM
NOCTYTIKOM.

YrosopaH oprad je umenosao KoMucujy 3a mposoljere 0TBOPEHOT MOCTYIIKA jaBHe nabaske
CARPEMEHMX 11PeriapaTa MHCYIIMHE 33 Jujevuetbe 000Jbe/IHX O IHjadeTes MEeJINTyCa, Pjeriemem 0poj:
01/015-3537-1/15 01 15.05.2015. roauHe.

ObapjeruTerhe 0 HabaBIHM caspeMeHUX Tperapara MHCY/UHA 3a Junjedere obosbenux o anjaberec
meanTyca, opoj: 273-1-1-92-3-537/15 objasmkeno je mana 04.06.2015. rouune na tloprany
jasnux nabaskn u ofjaBbena je Tenpepcka pokyMmenrtamyja Ha cajry @ouja 31paBeTBEHOr
ocurypama PC, bama Jlyka.

Jana 20.07.2015. rogune v 12:30 qacoBa OJPKaHo j€ JaBHO OTBaparbe MOHY/1a M0 TPeIMCTHOM
Tenaepy vy nmpocropujama (omga 3apaBcTBeHOr ocurypawa Penybmuke Cpricke, 3ipase

-

Kopje 8. a v cknajy ca 3axosom o jaBHUM HabaBKa («CayxGenn rnacHuk boche u XepuerosuHe
6poj: 39/14). KoMucuja je Ha jaBHOM OTBaparby IOHYa KOHCTATOBANA A J€ CBOjE MOHYAe A0CTABAIO O
nonyhaya.

-2




Kovuenja je na cactaniuina oapswanum 21.07.. 22.07. w 23.07.2015 roxune M3BpLIM.IA
nperiel. oujeHy u nopeheme NpUCHjeNHX [OHYAA, INTO je €BHIACHTUPAHO ¥ SAIHCHHKY ©
IIperiiety H otjenn oHyaa, opoj: 10/3-015-1052-38/15, koju je cacTaHH auo 0BC Oanyke.

Komucnja je na cacraHunmva oapsannm 29.05., 08.06., 23.06.2015 roaune H3BpLinia MPErieL.
owjeHy W nopeheibe NpHenjesux 110Hyaa, WTO je eBHAEHTHPAH0 y 3AIHCHUKY O NPCIIIEny n
owjenn noHya, 6poj: 10/3-015-3537-20/15, koju je cacTarnu o oBe OmyKe.

Cxoano npenopyud Komucnje 3a nabasiy, 03 3alMCHHKA 0 TIPETVIETY H OLjCHH NOHYIA, opoj:
10/3-015-3537-20/15, VYropop 3a HaGaBKy CaBpeMEHHX IpeflapaTa MHCYJIHMHA 33 IjeUeHhe
oBosbenux o1 aujabeTee MeauTyca Ce J10jesbyje oHyhaunma KaKo CoIujeu:

«Phoenix Pharma» 1.0.0 buje/suna 3a JloToBe:

JOT 1 (AI0ABO1, wucynmn xymanm, 100ij./ml, 3ml, pacTeop 3a mmekuujy) ¥y
spujeanocty ox 14.577,8760 KM ca [1]IB-om;

JOT 4 (A10ABO6, nucymn raynucas, 100ij./ml, 3ml, pacrsop 3a Hmexunjy)
spujcanoctr 0 341.600.6400 KM ca ITAB-om;

JAOT 5 (A10ACOL. wucymun xymasu, 100ij./ml, 3ml, cycriensuja 3a HIbCKUM]Y)
ppujetioctu 0,1 14.577.8760 KM ca ITJIB-om:

JOT 6 (A10OADO1, uncynnms xymanu, 100ij/ml, 3ml, cycuemsuja 3a MbCKUH]Y)
sprjearoctH 01 80.988.2000 KM ca I1B-omM;

JOT 9 (AI0AE(04, mmcyiwn rnaprun, 100ij./ml, 3ml, pacteop 3a umeKumjy) ¥
sprjeanoctn 01 1.720.517.7600 KM ca [11B-oMm;

JIOT 16 (Buiexpatuu nen umekTop (3a amnukauujy uncymuua noa ATIL xonom
A10ALE04 — uneymmH rnaprua 100ij./ml, 3ml pacTBOp 3a HILEKLA]Y)) Y BPHIEIHOCTH 0L
3.569.70 KM ca [1/IB-om;
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«Hnrepopomer» a.0.0. 1.0.0 Hou I'pan 3a Jlorose:
JOT 2 (A10AB04, wumcynun swcnpo, 100ij./ml, 3ml, pactsop 3a UILCKIH]Y) ¥
ppujeanoctu o1 47.949.5250 KM ca T1/1B-omM;
JOT 7 (A10ADO4. uucysmn nucnpo (y omjepy 25/75) u (y omjepy 25/75), 100ij./ml, 3ml
cyeilen3uja 3a ueKkimjy) y sprjeanoctd oa 331.958,2500 KM ca I1J[B-om;
JIOT 15 (ALTHKATOp 33 MIBULIMpALe MHCY/IMHA (3 amnukauujy vucynuba moa ATLL
kosoM A 10ABO4 — sucyitun mucrpo 1001../ml, 3ml pacTBop 3a MEEKIH]Y)) ¥ BPHjeIHOCTH
01 64.350,00 KM ca {1JIB-om;

«Medicom» n.0.0 bujemana 3a JloTore:

JOT 3 (A10ABOS, uucynum acmapr. 100ij./ml, 3ml, pactBop 3a HHCKUH]Y) ¥
BpHjeaHOCTH 0,1 2.344.329.00 KM ca 11J1B-om;

JOT 8 (A10ADO5, nmcynun acmapt, 100ij./ml, 3ml, cycnensuja 3a umexumjy) y
spHrjeHocTr 0 7.501.852.80 KM ca I11B-om;

JOT 10 (A10AE05, wnucyamn jeremup, 100ij./ml, 3ml. pactBop 3za HHICKIH]Y) Y
ppujeiaiocti 0,1 2.881.288,80 KM ca T1IB-om;

JIOT 11 (A10BX07, nuparnytuayM, 1mg, pacTBOpP 3a HIbEKLM}Y Y HAIYHEHOM MCHY) ¥
ppujeanocti 03 1.266.829.20 KM ca 11IB-oM;

JIOT 12 (HO4AAO1. ruykaron, 6mg/ml (18mg/3ml), npamak 1 pacTBapat 3a pacTBOp 34
HBEKUU]Y) ¥y Bpujeatoctd 01 39.086,19 KM ca T1JIB-oMm;
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«kvropa Lijck Pharma» j.0.0, Baaxyj, Capajeso 3a Jlotore:

JHOT 13 (Tlpunazajyhe wrne 3a wumeynune ca ATL] xozom A10ABOL. ALGABO4.
AT0ABO6, AT0ACO1. A10ADOI. AI0ADO4, A10AEO4) v epujeadoctu o 41.184.0000
KM ca I1/1B-om;

JOT 14 (llpunajajyhe wine 3a uueyimne ca ATIL komom AIOABOS. A10ADOS.
ATOAEQS5. AT0BX07. HO4AAO1D) v pujensocty oa 432.432.0000 KM ca TTJ]B-oM;

Wmajyhn y Buay rope naBedeHo JIMPCKTOp YrOBOPHOT OpraHa jeé NPHXBATHO MPElopyKy
Komucuje 3a nadaske 1 JOHHO OIYKY Kao Y AUCHO3HTHBY.

Hoyka o npaBHOM THjeKY:

Csaxu noHyhau xoju ©Ma NErHTHMaH HATEPeC 33 KOHKPETHH YrOBOP O jaBHO] HABaBLH H KOjH
CMATpA /14 je YIOBOPHH OpraH y TOKY KOHKPETHOT TIOCTYIIKA A0/jelle YTOBOPA IPEKPIIHO jCIHY
WM BHIIe oApendH 3akoHA O jaBHMM HabaBKaMa MM IOJ3aKOHCKHX aKata JOHECCHHX Ha
OCHOBY HCTa UM IPaBO W3jasuTH Kandy Ha mocrynak. JKanGa ce u3jarmyje y nucanoj Gpopmu
YEOBOPLOM Oprany y HajMare TPH MpuMjepka y poky oa 10 aama on mana npujema o;L1yKe 0
H300PY HAJIOROJbHH]EI TT0HY aua,

%MPEKTOP
/{ '

Cexropa 7

bhpa ikuta apuh, tan enn

_ \Mp Japro Tomam




