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@oHJ 3IPABCTBEHOTr OCHIYPAHha
Penybnauke Cpncke
Bama Jyka

Bpoj: 07/015-1608-13/19
Jarym: 13.05.2019. ronune

Ha ocnoBy unana 64. ctas (1) mog a), wiana 70 cras (1), (3) # (6) 3akoHa o jaBHHM HabaBKaMa
(«Cnyx6enn rnacunk Bocue u Xepuerosune» 6poj: 39/14) u [IpaBuiHEKa O jaBHHM HabaBKaMa
poba, yenyra H pagoBa y @onjy 3apaBcTBeHOT ocurypama Penybmmke Cpmcke, 6poj: 02/002-
7193-11/15 op 07.12.2016. roguue, a Ha ocuoBy yrBphene nperopyke of, crpade Komuchje 3a
npoBoleme OTBOPEHOT IIOCTYNKA jaBHe HabaBke EHOKCANapHHA JOHOCHM:

OAJNYKA
. 0 u300py HajImOBOJEHH]jEr MoHyha4a

I
Vrosop 3a peanusalujy Habarke eHokcanmapuHa no OTopeHoM nocTynky Opoj: 07/015-1608/19,
noajemyje ce cnepehum nonyhaumuma:

«Phoenix Pharma» .0.0. BujenHA

Jex. upjena Bpai g

JOT OIIAC (ATII-K01, HA3KB, 0GIHK, 033) IMpoussohax Kou. yKM Ge3 pﬂ"rﬂr;;_? ®
[AB-a

1 BO1ABOS EHoKcanapys, pacTeop 3a Himekujy 20mg/0,2ml 24314 2,7020 65.696,4280
3 BO1ABO5 EHOKCATIAPKEH, PACTBOP 3a HILEKOH]Y, 40mg/0,4ml SANOFI- 76.591 5,1970 308.043,4270
5 BO1ABOS | EmockcamapHy, acTBOp 3a HEeKIHjy 60mg/0,6ml AgENTIS 32.576 71650 233.407,0400

roupe

7 BO1ABOS Enokcanapus, pacTsop 3a HiekLHjy 80mg/0,8ml 18.083 8,3900 151.716,3700
YKYIIHO y KM 6e3 I1IIB-a 848.863,2650
IIB (17%} 144.306,7550
VKYIHO y KM ca [U[B-om | 993.170,0200

«Farmalogist Allbix» a.0.0 bama Jlyka

Jen. unjena Boui 6
JoT OIIHAC (ATI-K00, HASHB, 00THK, A038) TMpouzeofjau Kon. yKM Ge3 p"’lf;;':;’_‘: e
TIAB-a

5 BOLABOS EHOKcamaputx (GPIOJTOH.I.I(H CAHYAH THjCK) 986 2.7000 2.662,2000
PACTROP 32 MoKy 20mg/(,2m Shenzen

4 | BOLABOS Exocanapy (Guosomiy CHd42H Jgex), Techdow 10.529 5,1900 54.645,5100
pacTeOp 3 Mtbekuy, 40mp/0,4ml Pharmaceutical

6 | BOLABOS EroxcanapiH (GHOTOMIKH CIIAH JAjCK), Co.Ltd 2404 7,1600 17.212,6400
PacTBOp 38 HibeKLHfY 60mg/0,6ml

8 | BOIABOS Enoxcanapui (GHofomH cuvan THjex), 3.037 8,3900 25.480,4300
pacTeop 3a Mekiyy 80mg/0,8ml

YKYHHO y KM 6es ILIB-a 100.000,7800

ITAB (17%) 17.000,1326

YKYITHO y KM ca II1B-om 117.000,9126

I
Touyne noHyhaua us tauke | ope Omnyke cy Onie HAjIOBOJLHH]E MO NPEAMETHO] HAOABLM U3
pasiora o ¢y octBapune Hajsehu Gpoj GojoBa no KputepujyMmy depunucanom Termepckom
nokymeHTarmjoM Gpoj: 07/015-1608/19.

111
O oBoj Omyiu o6asjectuhie ce cBu HoHyhadu y ckaaay ca unaoM 71. ctap 1. 3akoHa 0 jaBHMM
HabaBkama M ucra he y ckmagy ca wianoM 70. craB 6. Ourm objaBibeHa Ha BeO CTpaHHLM

YrosopHor oprana.

v

Osa Onnyka cTyna Ha cHary JaHOM JOHOIICH:A.



Ob6pazaoxeme

Gouy 3npascTreHor ocurypaiba PemyGuke Cprcke je Pjememem o ofo0paBamy japHe HabaBKe
6poj: 07/015-1608-1/19 ox 27.03.2019. rogmHe TNOKpeHYO mpoLeAypY jaBHe HabaBke
€HOKCanapuHa.

VropopHu opraH je mmeHoBao Komucujy 3a IpoBOHCHE OTBOPEHOT IMOCTYNKa jaBHe HabaBke
eHOKcarapuua, Pjememenm 6poj: 07/015-1608-2/19 oa 27.03.2019. ropune.

Obasjemrerse 0 HabapIw 6poj: 273-1-1-100-3-91/19 objasisero je Ha [Noprany jaBHuX HaGaBKK
27.03.2019. ropuue kao # Ha cajTy YroopHor oprana. Obasjemterse 0 HabapIM 00jaREEHO je ¥
«Cryx6eHoM rmacHuky buX» 6poj: 24/19 on 29.03.2019. roaune.

V npenMeTHOM MOCTYIKY je yryheH 3aXTjeB 3a M0jalllibeihe TCHAEPCKe JOKYMEHTalHje Ha KOjH je
GaarospeMeHo oaroBopeno. Hmucy wmzjaRibupape kanbe. Y OCTaBLECHOM POKY IIOHYAE CY
JIOCTABMAA jIBA NOHYhaya.

Hana 08.05.2019. roguHe 0Ap:KaHO j& jaBHO OTBAPAHE MOHYIA HO [IPEAMETHOM IIOCTYIIKY.

Ha cactanky onpxanom 10.05.2019. roaure H3BpineH je mperief H OLjeHa NPHCIjeIMX MOHyAa
34 jaBHy Ha0aBKY €HOKCAIapHHA.

[Ipernen kpanubHKALMOHE JOKYMEHTAIH]e je M3BPILEH KA0 je Ha3Ha4eHO y Tabemu:

«Farmalogist Allbix» | «Phoenix Pharma»
JROKYMEHTA 0.0 Bamwa JIyka 1.0.0. Bujennna

(Obpasar 3a KOCTABTLAE TIOHYE cTp. 3 cIp. 5
Hanpr OxBHpHOT ¢nopasyMa erp. 17 crp. 17
Hsjapa an 45. crp. 8 crp. 11
W3RoJ H3 CYACKOF PETHCTPA cTp. 25 cIp. 27
W3jasa un. 52 crp. 11 crp. 13
H3jaBa 38 rapaHuujy 3a HIBPHICHE YLOBOPA crp. 23 cIp. 25
Aytopusanmja npoussohaua crp. 37 crp. 51
Tapannuja 3a 020HBHOCT HOHYAE cTp.- cp. 21

Pjm AJIMC BuX 3a npoMeT IHjeK0BAMA H MeEHLITHCKIM crp. 31 1. 47
CpencTBHMa ) )

Hzjasa 0 poKy MCIIOpYKE cip. 47 ¢1p. 85
Uajapa o HHBENAUMH UHjeHA crp. 21 cp. 93
M3jara 0 OCTABH HaRa3a KOHTP. abop. crp. 45 c1p. 79
W3jasa 0 yexraheHOCTH THjEKA CA TAKOBALEM ctp. 43 crp. 81

Komuchja je yrepauia ga cy nonyhaun JOCTaBHIH YpenHa KsaJH(MKalMOHa AOKYMEHTA, TE je
UBPINHIA OLjeHy ¥ mopeheibe MOHYIA 110 KPHTEPHjyMyY ©KOHOMCKH HajoBOJbHHjA IIOHYa, KAKO
CIMjenn; _

Jior 1 - Enokcanmapun, pacreop 3a Hmekuujy 20mg/0,2ml (xomwuwna: 24,314 xom.
IpoljerheHa BpHjeaHocT: 65.696,43KM 6ez I1/1B-a).

ITouyny je poctasuo nodyhau: «Phoenix Pharma» 1.0.0. bujespnna.

[IpucTurna noHyza UCHYEARa TPaXKEHE saxneBe Te je Komucxja | H3BPUIATA OIljeHY ¥ YTBpPRHIA .
pakr Kako chdjenu:

KPUTEPHIVMHA ‘ GOZIOBH
Pok ‘ Pox QctiojeHH
Honyhau Hpouzsoljay Lujena Ge3 nnafigra y I{ujena; nahama: 6poj PAHD
o :
I11B-a jJaHnMa 99 % 1% Gogosa
«Phoenix }_’harma» 20,0, SANOFI-AVENTIS 65,606 4280 60 99 ] 106 |
BujersnHa Groupe

Jlor 2 - Enoxkcanapun (GHOIOIIKH CJIHYAH JIHJEK) pacTBop 3a mmexunjy 20mg/0,.2m
(xomuKHa: 986 KoM. npoljereHa BpujenHoct: 2.664,17 KM 6Gez [1/1B-a).

IMonyny je nocraguo noHyhad «Farmaloglst Allbix» 1.0.0 Bama Jlyka.

[pucturna TIOHY/ia MCTIYEbaBa TPAXKEHE 3axTjene, T¢ je KOMP[CH_]a H3BPLIIIA ou_]eHy M YTBpPAUNA
PAHT KaKO CITHje/i:



g

KPATEPAIYMH BONOBH ;
: Pox - Pox Ocamgnu
Touylaa powssohuu Lujena Ges mahama | DEEHE | bawa: 0poj PAHT
IIJIB-a 99 % 1% GonoBa
. . Shenzen Techdow
«Farmalogist Allbix» 10.0 1 ppormacentical 2.662,2000 60 99 i 100 1
Bawa JIyka Coltd

Jor 3 - Enokcanmapun, pacrsop 3a mmexkunjy, 40mg/0.4ml (xomumuuna: 76.591 xom.
npoljjemeHa pujenHocT: 398.043,43 KM Ges T171B-a).
[ouyny je moctaBuo mouyhau: «Phoenix Pharma» 1.0.0. bujessuHa.
TIpucTHIIa MOHY/Ja UCTTyEhaBa TpaXeHe 3axTjere, T¢ je KoMucuja H3BpIIMIA OLjEHY M YTBPIUITA

paHr Kako CIIHjeau:

KPHTEPHIYMH BEOJOBH
Pox Pox Ocuojern
ITouyhau I[Iporseohan Iujena Ges nnafiaa y [[njena: h . Gpoj PAHT
TNIB-2 T— 99 % aghama: |- s
JAHHM 1% OI0BA
«Phoenix Pharma» 1.0.0. SANOFI-AVENTIS
Eujessuna Groupe 398.043,4270 60 99 1 100 1

Jlor 4 - Enokcanapun (GHOJOLIKH CIHYAH JIHjeK), pacTBop 3a HmekuHjy, 40mg/0,4ml
(kosmunna: 10.529 xom. nponjemena Bpujegroct: 54.719,21 KM 6ez I171B-a).
ITouyny je noctasro nonyjau: «Farmalogist Allbix» 1.0.0 bama Jlyka.

[IpucTHria noHyaa WCIyibaBa TpaxkeHe 3axTjese, Te je Komucnja H3BpHIEIIA OIjeHy H YTBPAMIA

PAHT KaKO CIHjeHAN:

KPHTEPID VML EONIOBH ;
. Pok . Pok OGBOJ‘?H“
TTomyhau TIpoussofjau Hujena Ges —— u“.le;*ai ahama: opoj PAHT
TIB-a 99 % 1% GooBa
«Farmalogist Allbix» 1,0.0 Shenzen Tecl'.ldow
" Phamaceutical 54.645,5100 60 99 1 100 1
Bama Jlyka Co.Ltd

Jlot 5 - Enokcanaphn, pacTeop 3a mmerunnjy 60mg/0,6ml (xommanHa: 32.576 koM. mpoljermseHa
Bpujeqroct: 233.407,04 KM 6Ges I1/1B-a).
Tlonyny je noctasmo noHyhau: «Phoenix Pharmay x.0.0. bujessina,
[TpuCTHIIIA MOHY/ja HCIIYIbaBa TPaXeHe 3axTjese, Te j¢ KoMucHja M3BpIINna olijeHy H yTBpAKIA

PaHr Kako ClIHjeau:

KPHTEPHIYMHA FONOBH
. Pox ) Pok Ocriojenn
Monyhau MMpomsrohay Llijena Ges mahama y [ujena: —— 6poj PAHT
I1iB-a JAHAMA 99 % 1% ’ Goaora
«Phoenix lf’harma» 1.0.0. SANOFI-AVENTIS 233 407.0400 60 99 1 100 1
bujersuna Groupe

Jor 6 - Enoxkcamapun (GHOJIOLIKH CAMYaH JHjeK), pacTsop 3a Hibekuujy 60mg/0,6ml
(xonuuuna: 2.404 xowm. npoujerena spujentoct: 17.224,66 KM Ges I1]IB-a).
IMonyay je nocrasuo nonyhau: «Farmalogist Allbix» 1.0.0 barma Jlyka.

IIprcTuria moHyaa WCTyrmaea TpaxkeHe 3axrjeBe, Te je Kommcnja usspmmna oujeHy v yTBpIMIIa

PaHr KAKo CIdjeIH:

KPATEPHIYMH BOJOBH OGBOjCHH
. Po . P ;
Tosyas Tpoweola Wiowabes | % | Usioma: | 2% | Gpoj | PAHI
TJB-a 9% 1o Gomoea
(<]
«Farmalogist Allbix» a.o0.0 Shenzen Techdow
g 0. Pharmaceutical 17.212,6400 60 99 1 100 !
Bama Jyka Co.Ltd




Jlor 7 - EHokcanapuu, pacTBop 3a umeruujy 80mg/0,8ml (konnuuna: 18.083 koM. npoljjemeHa
BpujenHoct: 151.716,37 KM 6Ges [111B-a).

IMonyny je nocrasuo nonyhau: «Phoenix Pharma» 1.0.0. bujespuna,

[Mpucturna moHyna HUclymaea TpaxkeHe 3axTjeBe, T¢ j¢ KoMucuja H3BpIIWIA OLjeHy M YTBpAUIA

PaHT KaKO CITHje/TH:

KPHTEPHIYMH FOROBH
Pok . Pok QcLiojeni
Touyiax TIpouseohay Lujena Ges mnafiama y Lgjena: —— Gpaj PAHD
111B-a JHAHMMA 99 % ' Gomnosa
1%
«Phoenix l_’harma» .00, SANOFI-AVENTIS 151.716,3700 80 90 1 100 1
Bujesnta Groupe

Jlor 8 - Enokcanapnn (OHOMOWMIKH CJIHYAH JHjeK), pacTeop 3a namexuujy 80mg/0,8ml
(xomrmuua: 3.037 xom. npotgjersena Bpujentoct: 25.480,43 KM 6e3 11/1B-a).

Ionyny je noctaBuo nonyhau: «Farmalogist Allbix» 1.0.0 Bama Jlyka.

IlpueTurna moHyna UcnyrbaRa TpakeHe 3axtTjeBe, Te je KoMucuja u3BpIiKia OLjeHy M YTBpaMia
PaHT KaKo CIHjeau:

KPATEPAIYMA GONOBH Conor
A Pok . i Pox CBO‘]E.:HH .
ITonyhau Ipomssolan Lujena Gez rnahaba Dujena: nahama: 6pa PAHT
II/IB-a 99 % 1% ’ Gonosa
. . Shenzen Techdow
«Farmalogist Allbix» 1.0.0 1 by ornacentical | 25.480,4300 60 % 1 100 1
Bama Jlyka Co.Led

Iloyka o npaBHOM JIHjeKy:

Ceaxu nonyhau Xoju ¥Ma JNETHTMMAH MHTEpEC 33 KOHKPETHH YIOBOp O jaBHoj HabaBLU H KOjH
cMarpa Ja je YrOBOpHM OpraH OBOM OUIYKOM HPEKpINHO jefHYy WA Blle 0JpeabH 3akoHa O
jaBuAM HabaBKama WM MOA3AKOHCKHX AKATA AOHECEHHMX HA OCHOBY HEra HMa IPaBO H3jaBHUTH
xanly Ha oBY ofutyky. X anGa ce u3jaBieyje HA HAYMH K ¥y (GOpMH JeUHUCAHHM YiaHoBHMA 99. H
101. 3akona o japHuM HabapKaMa.

Hsppinn aupexTop 3a yropapame
31paBCTBEHHX YC/Iyra H japHe HabaBKe

‘hophe Isujnh, aunr. '
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