®OH/1 3APABCTBEHOT OCUT'YPAIHA
PENNYBJIUKE CPIICKE

bama Jlyka

bpoj: 07/015-1222-15/20

Hatym: 23.04.2020. roguue

Ha ocnoBy umana 64. ctas (1) rauka a), unana 70 cras (1), (2), (3) u (6) 3akona o jaHuM HaGaBkama
bocre u Xepuerosuxe («Cnyxbenn raachuk Boche u Xepuerobume» 6poj: 39/14) u IIpaBmiHuka o

jaBauM Habarkama y QoHAy 37paBcTBEHOr OCHTYpalba Peny6nuke Cpncke, 6poj: 02/002-7193-11/15 on

07.12.2015 roaune, a Ha ocHOBY yTBphene mpernopyke ox cTpane Komucuje sa mpoBolhere OTROpEHOT

MOCTYFKA jaBHe HabaBKe, JOHOCHM

ONJYKA

0 u36opy HajoBOJEHHjET MOHYhaya

I

VrOBop 3a peanuauijy HabaBKe NMTOTOKCHYHEX /Hjekoea y OTBOPEHOM NOCTYNKY 6poj: 07/015-1222/20,
zofjessyje ce moHyhaumma:

«HuTepnpomer» 1.0.0. Hoeu I'papn

. KouiHMitHa y | JequanuHa Yrynua
Jdot AT koa HHH /mjera tapmaneyrern obaHK 2033 KOMATHMA Wjesia BpHjenHOCT IIpomanohau
1,0900 523.200,0000 Krka-
11 LOIBCO6 KaneunuTabHH mnm-Tabnete 500 mg 480.000 Crosernia
LOIXX19 HPHHOTEKRH KOHUGHTPAT 33 PACTEOp 34 40 mg 2.000 56,6617 113.323,4000 Actavis Group
s uH@y3ujy/ pacrtaop 3a naQY3HjY PTC chf -
LOIXX19 UpMHOTEKAH KGHLICHTPAT 32 PACIBOp 38 100 mg 4,000 115,4930 461.972,0000 Henanz
undrv3ujy/ pacteop 3a nudvaujy
VYeynaa spujeanoct Ge3 IIAB-a | |.098.495,40000
B 17% 186.744,21800
Yxynua spujearocr ca IIB-om 1.285.239,61800
«Phoenix Pharma» a.0.0. Brjemnuna
. KOJIHTHHA ¥ JemHHnuHA ¥xynna
Jor | ATI koa HHH snjexa (hapmaneyTciH ol ao03a KOMAIMEA umjeta apujeNOCE Ipouseofjay
ACTED T Novartis Pharma
2 HO1CB02 OKTpeOTH PaCTBOp 38 HRJCKLSY 0,1 mg 3.850 13,70 52.745,0000 Services AG -
uHy3HjY Isai
1j [APCKA
14 LOIXEQ1L HMMATHHHO ¢uuv Tabneta/ kancysia TRpaa 100 mg 165.600 0,7276 120.490,5600 Pliva - Xpearcka
KaUTLIH] Y M- : . Pliva — Xprarcka
20 VO3AF03 tbomaar pacTBOp 32 HILEKLW)Y 300 mg 2.500 19,6756 49.189,0000 7.0.0,, Xonannuja
¥rynna spajesnoct §es IIB-a | 222424 5600
IJIB 17% 37.812,1752
Yxynua Bpujeanoct ca IIB-om 260.236,7352
«Farmalogist Allbix» x.0.0. Bujessnna
' . HOJI‘HHHHa ¥ JegHHUY HA ¥rynua
Jot ATIL ron HHH nmjexa (hapManeyTcKH ofIHK ao3a KoM8aUMA ——— spujensoer Mponzeokay
Changchun
nTEp Institute of
17 LO3ABO4 Teg g’"“ PRCTEOp 38 UHjCKLH]Y 3IMiy. 8.500 26,6384 226.426,4000 Biological
ana-ca Products
Co.,Ltd.China
GAHANOHCKA F.Hoffimann — La
13 MO5BADG HOAHAPOHC drM-TaGIETE 50 mg 280 8,8400 2.475,2000 Roche Ltd,
KHCCHEA )
[najuapcka
GAHANOH PECTBOP 32 HHjeKLM]Y/ F.Hoffmann — La
19 MO3BADG " i"‘l’m"“a KOHUCHTPAT 38 PACTBOP 3 6 mg 300 280,8000 84.240.0000 Roche Lid,
KHcemiHa vHbYIHY [Bajrapcka
¥iymua rprjeanccr ez IJ{B-a 313.141,6000
ILB 17% 53.234 6720
Yrynna spijennoct ca TAB-om 366.375,6720

%(



1I .
[Tonyne nonyhaua u3 tauke [ oe Ognyke ¢y Guite HajnoBosEHMjE IO APeJMETHO] HAOABIIM K3 PAsliora IUTO
cy octapune Hajsehn 6poj 6onosa 1o KpuTepujymy AcuHucaHoM TeHmepckom pokymeHTangjoM Opoj:
07/015-1222/20.

111
O oBoj Omiyun obasujectihe ce cBu nomyhaum y cknamy ca wiamoM 71. ctaB (1) 3akoHa o jaBHHM
HabaBkaMa M McTa hie y cxiany ca wianom 70. cras (6) 6urn ofjaBibeHa Ha BeO CTPaHHIM YTOBOPHOL

opramxa.

vV
Ora Ojnyka cTyma Ha CHary JaHoM JOHOHICH:A.

O0paznomeme

®oup 3apascTBeHOT ocHrypara Penybmuke Cpricke je Pjememenm o onoOparamy jaBe Habaske Opoj: 07/013-
1222-1/20, oy 04.03.2020. roguHe HOKpeHyo OpOoLeAYPY jaBHe Hal0aBKe LIMTOTOKCHYHMX JIMjCKOBA OTROPEHHM

MOCTYIIKOM.
VrosopHH opran je 04.03.2020. romune umenosao Komucujy 3a mpoBoljerse OTBOPEHOT MOCTYNKA jaBHE

HabaBke, Pjewebem Gpoj: 07/015-1222-2/20.

Obasjemremhe 0 HabaBLM, 6poj: 273-1-1-42-3-58/20 objaemeno Ha Hopramy jaBHMX HabGaBKM U Ha cajTy
VYroeopHor oprana, a y «CnyxOeroM rmacHuky buXn, 6poj: 17/20, nana 13.03.2020. roaune.

Tenaepcky noxkymenraujy je ca IToprana jasHux Habasku npeyseno 15 noryhaua.

Y mpeaMeTHOM MOCTYNKY Hucy yryhHBaHH 3aXTjeBH 3a MOjallllbeke TeHAepcke AokyMeHTanuje. Hucy

H3jaBJbHBaHE HKanbe.
JaBHO oTBapame NPUCIjelIHX MoHyAa je u3puiero 21.04.2020. rogdHe U O HCTOM j€ CaYHFbEH 3aMHCHUK,

KOju je GraroBpeMeHo JOCTAB/LCH CBUM NOHYHauHMa.

Ha cacranky oapxkanom 23.04.2020. roauue H3BPINEH je Mperiiel W OLjeHa HpUCIfenHx [OHyXa 33 Ha0aBKy
LMTOTOKCHYHMX JIHjEKOBa:

JOKYMEHTA Hurepnpomer Farmatogist Allbix Phoenix Pharma
Obpasau 34 JocTaBbake NoHY.JE (AHeke 1) Crp. 1 Cmp. 1 Crp.7
(0paszan 3a BpHjeIHOCT NOHYIE (AHEKC 2) Crp. 61,69,77,79 Sﬁg’,‘ ;g; ;‘;;’ 32‘;2,’ éfl;’. Crp. 77,85, 93.
O6pazal 3a HjeHy MoHyIe (AHeKS 3) Crp.63, 71, 81 Crp. 10251',323;5 ;’5;71* 187, Crp.79, 87, 95.
Majasa wiana 45. Crp. 13 Cmp. 7 Cip. 13
M3jasa v Bezm unana 52. Crp.13 Crp.0 Crp.15
HaupT OKBHPHOT CIOpasyMa,ca NOTIHCOM W IIEYATOM Crp. 19 Crp. 13 Crp. 13
IapaHusja 38 036H/BHOCT TIOHYIE Crp. 23 Crp. 15 Crp. 23
H3jasa 38 rapanuyjy 32 yToBop Crp. 27 Crp. 19 Crp. 27
H3B07 U3 cyICKOT perucTpa Cm.29 Crp.21 Cp. 2%
PJLI A3IMC PC 3a nposmeT MeL.cp./MHjeKOBAMA Crp. 35 Crp. 47 Crp. 43
AyTopH3alHja Npoussohata Crp. 41,43 Crp. 51-91 Crp. 51-57
H3jaea 3a Hanasz Kontpoasor aab. Crp. 51 Crp. 93 Cp. 59
Hsjasa 3a ycknalieHO MAKOBALLE Crp. 53 Cip. 95 Cip.61
Hajasa nory}avua o poky HCHOPYKE Crp. 55 Crp. 97 Crp. 65
HM3jana nouyhjayua o poky nnahama Crp. 57 Crp. 101 Crp.69
Mzjara nonyhaua 0 NOATEHIMjATHOM HUBEIHCALY OHjSHA Crp. 59 Crp.105 Cp.73

HakoH nperneja NpuCTMIAMX modyza, yrspheHo je ma Mcmywamajy cBe saxtjese jebunucane Tenuepckom
TOKYMEHTALMjOM, 1A ¢y HOTIIYHE ¥ TeXHHUYKH 3a70Bosbarajyhe, Te je KoMucHja m3spimina onjeHy xako caujeau:

Jor1 A04AA0IL OHJaHCETPOH (punm-Tabrere 4mg - Huje npycTHIia HUTH jeAHa 110HYIA
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OKTPEOTHA

pacTBOP 33 HHiCKLH]Y
uIH #HOY3H]Y

0,1 mg

3.850

52.745,00

4.0.0.

o
BICIbHHA. HaKOH nperiaena I‘IpPICl'IjGJ'IHX IIOHY/ja KOMMCH]a j€ KOHCTaTopana cibepehie:

-nionyljau «Farmalogist Allbix» n.0.0. Bujessuna je nomyano HeperucTPoBaH JHJEK, TC HUXOBA MOHY/A

HHje y3eTa y MOCTyNak oljeHe u3 pasnora wro je nonyhau «Phoenix Pharman
PerucTpoBaH JiMjex.

7.0.0. brjersiHa MoOHYyAMO

KPHTEPHIYMH BOJ0BH P
Jemnmina Poxc A
MOHYBAT IFOH3BOBAY mijena Ge3 IUJEHA Ge3 POK iIujena nraliara Oceojent 6poj H
[IB-a AB-a ILTARABA 99 1 Gogona r
Novartis Pharma
«Phoenix Pharma» Services AG - 13,70 52.745,0000 60 99 i 100 1
Uisajuapcka .
Jor3 LOLIAAQL muxnogochamu Tabrere 50 mg - Huje npHcturia HATH jeAHA NOHYAA
Jor4 LOIAAO3 menhanan Tabnere 2 mg - Huje IpHCTHTA HUTH jeAHa NOHY I
Jlor5 LO1BAO1 METOTPEKcaT PACTBOP 38 MILCKUH]Y 20 mg - Huje npucTurna HUTH jeaHa nowyna
Y HanyeHo] INpHIy
Jlor6 LOIBAOI METOTPEKCAT Tabnere 2,5 mg - Huje npHcTHria HUTH j6AHa IOHYAA
Jlor7 LOIBBO02 MEpKAHNTOIY PHH tafnere 50 mg - Huje nprcTHTIA HATH je/iHa nokyaa
lor 8 LO1BBO3 THOTYaHHH tabrere 40 mg - Huje npHCTHIIIA HATH jeIHA HOHY LA
KOHLIEHTPAT 32 PAcTBOP
Jor9 LOIBBO4 KNafprORH 3a uHy3Ujy/pacTeop 3a 10 mg - Huje npucTaing HUTH jeAHa IOHYA
' HHjEKITH]Y
Mpalak 3a pacTeop 3a
HHJEKITH]Y UK
. uHQY3H]y/ KOHIEHTPAT i . .
Jor 10 LOIBBO3 (ry napabuu 38 PACTEOP 38 HEjeKIHE]y 30 mg Huje npucturia uuth jenua nowyaa
wiy uady3jy/ pacreop
33 HHjeKUHjy
Jlor 11  LOIBCO6 KanenuTabuH ¢dunm-Tabnere 300 mg 480.000 480.000,00

Honyae cy poctasunu noHyhauu: «Farmalogist Allbix» A.0.0. Bujessuna u «Murepupomer» n.0.0. Hosu I'pag.
HakoH npernena npHcrijenux NoHyaa KOMHUCH]a je KOHCTATORANA CIbeaehe:
-nonyhau «Farmalogist Allbix» 1.0.0. Brje/biHa je moHyAHO HePErHCTPOBAH JIHjEK, Te HHXOBA TOHYIA Hije
y3eTa y NOCTyMaK OIjeHe M3 pasjora mTo je moHybau «HMureprpomer» 1.0.0. Hopu I'paj IOHYAHO PerHCTpoBaH

JHjeK.
KPUTEPHJYMH BOJOBH P
Jeaunuuna Pox A
NOHY'BAY NMPOH3BOBAY upjena Ges HMUJEHA Gea POK Uujena naahawa Oceojenn Gpoj H
111AB-a I1B-a ILJIARAILA 99 1 fogosa r
«HnTepnpoMeTy Krka-Crosennja [,0900 523.200,0000 60 99 1 100 1
3



Jlor 12 LOIDBO6 aapy GHIpH Hpatlial 3a pacteop 10 mg - Huje npHcTHIIA HATH jeHA HOHY 12
38 HEBCKHH]Y

JloT 13 LO1XBO1 npoxapOasuH Kancyne 50 mg - Huje npuCTHrIa HUTH jeAHA MOHYIa
Jor 14 LOIXEOL HMATHHHO dranM Tabnera/ Kancyna TBpAa 100 mg 165.600 124.200,00

Tlonyne cy moctasmnu nonyhaun: «Farmalogist Allbix» x.0.0. Bujemuna, «Phoenix Pharma» 1.0.0. bujesuna
1 «Hurepnpomer» 1.0.0. Hosu I'paj. HakoH nperiena npucjendx moHyaa KOMHCH]a je KoHcTaToBana cibenehe:

-nonyhau «Farmalogist Allbix» 1.0.0. BHje/suHa je MOHYIMO HEpPErHMCTPOBAH JIHjEK, T¢ ibHX0BA MOHYAA HUjE
y3eTa y IOCTYMaK OljjeHe U3 pasiora wro cy noHyhaun: «Phoenix Pharma» n.0.0. bujesskHa u «HHTepipomen
A.0.0. Hosr I'pan noHyquimi perucTpoBaH JIHjEK.

KPHTEPHIYMIH BOJOBH P

Jenueirina Pox A

MOHYBAY MPOM3BOBAY i LHIEHA Ges POk Ipjens | masbara OcojurcBgol | H

I1AB-a II11B-a MJIARAILA 29 1 6ogoea r

«Phoenix Pharma» Pliva - XpBatcka 0,7276 120.490,5600 o0 - 99 1 100 1

«HHTepmpoMeT Krka - CnoseHyja 5,0375 834.210,0000 60 14,29 1 15,29 2
LOIXX19  mpumoTekan KOHUCHTPAT 32 pacTsop 3a ukidysujy/ 40 mg 2.000 104.000,00

Jot 15 pacTBop 3a HH{Y3H]Y

LOIXX19 HpHHOTEKaH  KOHICHTPAT 38 PACTBOp 32 My 3Hy/ 100 mg 4,000 424.000,00

pacTBop 3a uadysHjy

[Monyae cy nocraswiu nonyhaun: «Farmalogist Allbix» 1.0.0. Bujessna u «Hutepnpomer» a.0.0. Hosu I'pan.
HakoH niperiieia npycijesux HoHy/la KOMHCH]A je KOHCTaToBana cibenehe:

-nonyhau «Farmalogist Allbix» 1.0.0. Buje/sHHa je noHynHO HepeTHCTPOBAH JIHjeK, T€ HHXO0BA MOHYIA HHje
Vy3€Ta Y NOCTYIaK oljeHe M3 pasiora WTo je nodyhau «Murepnpomer» A.0.0. [HosH I'pan MoHYIHO PErHCTPOBAH
JHjex,

KPHTEPHJYMH BEOAOEBH P
JemquHHYHA Pox A
TIOHYBAY [POH3BOBAY nxjena Ge3 LHHJEHA Ge3 POK Lnjena nahama Ocrojenm Bpoj H
MJAB-a IAB-a TUIARALA 99 1 Oogosa r
Actavis Group 56,6617
H »
«HuTepnpomery PTC ehf - Henata 1154530 5§75.295.4000 60 99 1 100 1
TIpallaK M pacTBapad 3a
JIEYIIPOPENHH CYCIIEH3H]Y 2a HHjEeKIH]Y
Jlor 16 LOZAEQ2 HHAHKAUFja: / npamak K pacrsapay 34 11,25 mg - Huje mpucTUrna HUTH jeIHA MOHYAA
KApLHHOM J0jKe CYCIEH3H]Y 32 MHjeKIHjy
ca mpoAyKeHHM ocnodahamem
Jlor17 LO3AB04  umrepdepon anda-2a PACTROD 3@ HHjEKITH]Y 3IMij. 8.500 266.475,00

Horyny je nocrasuo momyhaw: «Farmalogist Allbix» n.0.0. bujesuua. [Ipucturia noHy#a ce OJHOCH Ha
HEPErHCTPOBAH JHjeK, anu je KoMucuja HeTY [PUXBATHIIA M OLMjEHUNA jep Cy J0CTaB/heHa TPawKeHa JOKyMEHTa
34 HEPErHCTPOBAHE JIMjEKOBE, Y ckiamy ca HarmomeHom Tauke 5.2.2. Tenpepcke oxyMeHTaLMje:

KPHTEPHJYMH BOJOBH P
JenusuaHa Por A
NOHYRAHY IPOMIBOBAY uajera Ges ITHIEHA Ge3 POK Ixjera naakiama Ocpojenu Gpoj H
111B-a HJ{B-a TLNIARABA 99 1 [if r

Changchun :

Institute of
«Farmalogist Allbix» Biological 26,6384 226.426,4000 60 99 1 100 1
Products
Co..Ltd.China




05BAD6 “?{”;I”L’zﬁ':{‘;“a dunM-TaGrete 50 mg 280 2.380,00

oHyny je goctaBuo mouyhau: «Farmalogist Allbix» p.0.0. Bujerbuna. IIpHcTHINa MoHyna ce OJHOCH Ha
HEPErHCTPOBaH NHjek, amk je KomucHja ucTy npuxeatuia v ouMjeHmIa jep ¢y 0CTaB/beHA TpaxeHa JOKYMEHTa
3a HePEerUCTPOBaHe JIHjeKoBe, Y ckiaany ca HamomenoM Tauke 5.2.2. TeHAepcKe JOKyMEHTaLHje:

KPHTEPHJYMHEH BEOJOBH P
] JeariHASTHA Por A
ToHyBAH IPOK3BOBAM umjena fe3 " IIMJEHA 6e3 POK Hujena niafiama Ocsojean 6poj H
ITIB-a MB-a TLTARABA 99 1 - fiopoea I
) F Hoffimann — La
«Farmalogist Allbix» - Roche Ltd, 8,3400 2.4752000 60 59 1 100 1
IBajuapeka
Tor19  MOSBAOG UBAHAPOHCKA pacTBOp 3a HHjeKIHjy/ KOHIUCHTDAT 32 6 mg 300 . 81.000,00
KUCETHHA pacTBop 3a HEGY3HjY

IMonyny je nmocraBuo noHyhaw: «Farmalogist Allbix» m.0.0. Bujessuna. Ilpucruria nonyaa ce OJHOCH Ha
HePerucTpoBaH JHjeK, and je KoMucHja MCTy NpUXBaTHIA B OLMjSHINIA jJep Cy JOCTaB/beHa TPAKECHA IOKYMEHTA
33 HePETHCTPORAHE JIHjCKOBE, y cxilany ca HamomeHom tauke 5.2.2. TeHaepeke noKyMeHTalHje:

KPUTEPHJYMH BOJIOBA P
Jennnaung Pox A
MOHYBAY MPOHIBOBAY jena Ge3 LHJEHA Ges POK Imjena | naahama |  Ocsmojems 6poj | H
I[IJAB-a T1/IB-a TLTARAIDA 99 1 dojoBa r
F.Hoffmann-La
«Farmalogist Allbix» Roche Ltd, 280,8000 84.240,0000 60 99 1 1oe 1
Ileajuapcka
Jlor20  VO03AF03  xamumjym-hommsar PACTBOP 38 MIEKIM]Y 300 mg 2.500 45.000,00

ITonyme cy mocraunu nonyhaum: «Farmalogist Allbix» n.0.0. bujessuna u «Phoenix Pharma»  1.0.0.
Bujessuda. Hakon npernena nprciijeiix NoHya KOMHECH]a je KOHcTaToBala cibeaehe:
-moryhau «Farmalogist Allbix» 1.0.0. Bujesbrna j¢ MOHYMO HEPErHMCTPOBAH JIMJEK, T ILHXOBA IOHY/Ia HHje

y3eTa y NOCTYIaK OLjeHe W3 pasnora mTo je noHyhau «Phoenix Pharma» n.0.0. bHje/suHa NOHYAMO perUCTPOBaH
THjex.

KPHTEPHIYMH BOJAOBH P
JeauHutIHA Pok A
MOHYBAY TIPOM3BOBAY unjeda fes [IHJEHA Ges ~ POK Iujena tutafiamsa Ocsojeau 6poj H
. I1H-a I7IB-5 ILIA RAIBA 99 1 r
«Phoenix Pharma» Pliva - Xprarcka 19,6756 45.189,0000. 60 99 1 100 1
1.0.0., XonaHauja

" 3a ocTaje J0ToBe pjeieHo je OnyKoM O MOHMIITARARY MOCTYHKA, 6poj: 07/015-1222-16/20.

Hmajyhu y BrIY rope HaBeJeHO OULY4YEHO je Kao y AMCIO3UTUBY oBe Oamyke.

Ioyxa o npasHoM JAHjeKy:

Ceaku HOHyljaq KOjH je y4ecTBOBAO y OBOM IIOCTYHIKY WUMa MIPARO H3jaBHTH Kanby Ha 0By omtyKy. KanGa
ce u3japbyje Kanuenapuju 3a pasmarpame xandu CapajeBo y mHcaHoj (GopMu, IiyTeM YIroBOPHOI OpraHa,
y HajMame 3 (TpH) npuMjepka, y poky o 10 nana of 1aHa npujema oBe ofUIyKe.

M3epirHH THPEKTOP 3a jaBHe HADaBKe

Hoph juh .
Oi% c;i::%zgn [émrjg %M“cm

. JUPEKTOP
pvh ML, )fcmomnﬂa

I
l‘fﬁw

-
?

g

w";/ k'/ /[’/M" MMW

rd






