POHA 3APABCTBEHOI OCHI'YPAILA

PENIYBJIMKE CPIICKE

bama Jlyka

bpoj: 07/015-2775-14/21

Harym: 25.08.2021. rogune

Ha ocHory umana 64. ctaB (1)} Tauka a), wiana 70 cras (1), (2), (3) u (6) 3akoHa 0 jaBHMM HabaBkama
bocue u Xepuerosuue («Cryxbeny riacauk bocne m XepueroBuuey 6poj: 39/14) u IHpapumHuka o
jaBHMM Habarkama y @ouny 3/1parcTBEHOT ocHrypama Pemybmuke Cprcke, 6poj: 02/002-7193-11/15 on
07.12.2015 ropmune, Te [IpaBliiHpKka 0 U3MjeHaAMa W JAOIyHAMa OpaBUIHAKA O jaBHUM HabaBkaMa y @oHIy
3[paBCTBEHOr ocHrypama PermyOmuke Cprcke, 6poj: 02/002-3109-5/20 on 31.08.2020. roavne, a Ha
ocHOBY yTBpheHe mpenopyke on ctpaHe Komwchje 3a npoeoljeme OTBOpPEHOr IOCTYIIKA jaBHE Habapke
LUTOTOKCHYHHX M OMONOINKUX JTHjeKOBa, JIOHOCHM

ONJYKA
0 u300py HAJIOBOJLHH|ET MTOHY)aua

I

Yrosopd 3a peanuzalijy HabaBke IMTOTOKCHYHUX W HHoNOmMKuK THjeKkoBa ¥ OTBOpeHOM NOCTYNIKY Opoj:
07/015-2775/21, nogjessyjy ce nonyhavyuma:

«HAnrepapomer» 1.0.0. Hosu Ipax

JeaunudHa Vieynno (KM
Jlor | ATH xon | HHH nujexa PapmaueyTern 06aHK Hoza Koamuuna nujena Ges 6 Ipouseohau
TI/TB-a e3 I1/1B-a)
2 L02BAO3 | dynsectpanr PACTBOD 32 HHjEeKIH]Y 250 mg 150 3244722 48.670,8300 Pliva, XppaTcka
Toyer: | Tomer: | FHofimanm—
3 1 L01XC03 | tpactysymag | TPALAKSAKOHUSHIPETIA - 54 40 330 382,0300 | 1260699000 | LAROCHE
pacTsop 3a unysujy Canonycrom: | Ca nomycrom: L.T D,
[IBajuapcka
380,9700 125.720,1000
1IpaliiaKk M pacTeapad 3a
ACYIPOPENHH CYCIEH3H]Y 32 HHjSKUH]Y
6 | Looappy | TEMMAME | /mpaAK W pACTRAPT A | g e | s 1349700 | 74233500 | ABBVIEING,
LIpeBpeMeHH CYCHEH3H]Y 32 MEjeKUM]Y Xonasuuja
myGeprer €2 [POIYKSHUM
ocnobahamem
. . Novartis Pharma
8 | HOICBO2 | oxTpeoTnn PaCTBOD 33 HEJEKIALY W | ) 1 g 1500 13,6200 204300000 | Services AG,
HHpy3Hjy ITIpajuapeka
VYKVITHO BE3 IT[IB-a: | 202.244,2800
TI7IB: | 34.381,5276
YKYITHO CA TITTB-omM: | 236.625,8076
« Farmalogist allbix » p.0.0. Bujessnna
Jepramnana VYryomo
Jior | ATHExon | HHH snjexa | ®apmaueyTcku o6auKk Hosa Koauunua uHjeHa Oes (KM Ge3 IIponsBohau
AB-a TAB-a)
Changchun
Institute of
9 | L03ABO4 HH;;;SS%OH pacTRop 3a MRjekIEy | 3 M ij. 3000 26,6384 79.915,2000 Bgf;gﬁg:l
Co.Ltd,
China
YKYITHO BE3 ITiB-a: | 79.915,.2000
TIIB: | 13.585,5840
YEKVIIHO CA ITi/IB-oMm: | 93.500,7840




« Co. Medprom » p.0.0, Bawa Jdyka

®apvaneyTeku Jegunuana Yxynno
Jor | ATl kon | WHH JsiHjexa poﬁnn:lyc Hoza Komnunna uMjera 0e3 (KM Ges Ipomseohag
I1B-a 1 ]B-a)
BAXTER
4 | VO3AF01 MecHa PacTBOP 38 HHjCKIHY 400 mg 2200 3,9000 8.580,0000 AG,
Hemagxa

YKVIIHO BE3 11/IB-a: | 8.58(,0000

IIB: | 1.458,6000

VYEKVYTIHO CA T1JIB-om: | 10.038,6000

1
IMonyne nonyhaua uz tauxe 1 ore Omiyke cy OHie HAJHOBOJBHM|E IO MPEAMETHO] HAOABIM M3 PA3NIOTa IITO
cy ocTBapune Hajsehu 6poj Gomosa 1o KpurepujyMy nedurmucanoM TenjgepckoM JoKyMeHTalMjoM 6poj:
07/015-2775/21.

1]
O oBoj Omnyum obasujectuhe ce noHyhauun y cknany ca unasom 71. crap (1) 3akona o japHuM HabaRKama
u ucta he y ckmany ca unanoM 70. ctas (6) 6uth oGjasbeHa Ha Be cTpaHiiy YIOBOPHOT OpraHa.

O0pasnoxkeme

Dona 37paBcTBEHOT ocHryparka Perrybiuke Cpricke je Pjememenm o onobpaBamy jasue nabaske 6poj: 07/015-
2775-1/21, onm 05.08.2021. romuHe TOKPEeHYO WpOICAYPY jaBHe HAOABKC IHTOTOKCHUHHX H OHOIOUIKHX
JHjEKOBA OTBOPEHUM ITOCTYITKOM.

VYrosopam oprad je 05.08.2021. rommue mMeroBao Kommucmjy 3a mposoheme OTBOpeHOI MOCTYIIKA jABHE
HabaBke, Pjememem 6poj: 07/015-2775-2/21.

Obasjemrere 0 HabGaruw, 6poj: 273-1-1-153-3-130/21 oGjasiseno je Ha Iloprany japHHX HaGaBKH M Ha CajTy
VYrosopHor oprana, a y «CnysxGenom rmacauky buXy», 6poj: 52/21, nana 13.08.2021. roamue.

Tenpepcky noxkymentanujy je ca lloprana jasHux HaGapku mpeyzeno 20 noHyhaga.

Y IpeaMeTHOM NOCTYIIKY HHCY YIMyhHMBaHHM 3aXTjeBH 3a Mojaliiherhe. Hucy m3jasbupane xanbe Ha
TEeHAEPCKY JOKYMEHTALIH]Y.

Jasno orpapame npucjenux moHyAa je u3BprieHo 23.08.2021. rogrHe M O UCTOM j€ CauHibeH 3alUCHHK,
KOjH je OnaroBpeMeHo JOCTABLEH CBHM OHyhaunMa.

Ha cactanxy opp:xanom 25.08.2021. romume H3BpIICHE €y INpErJicJ M OLjeHA NPHUCIHENMX NOHyAA 3a
HabaBKy IUTOTOKCHYHHX M OHONOIIKHX JIHjeKOBA!

JOKYMEHTA Farmalopist allbix Co. Medprom Hutepnpomer

O6pa3an 3a nocTaBkake NOHyAe {AHeks 1) Crp. 3 Cip.3 Cmp. 7

O6pazan 3a BprjeIHOCT NoHyae (Anexe 2) Crp. 69 Crp. 7 Crp. 13
Obpazan 3a 1ujeHy noHyae (Anekc 3) Crp. 71 Crp. 9 Crp. 15
W3jaBa wiana 45. Cip. 7 Crp. 15 Crp. 17
H3jana y Besu unana 52. Crp. ® Cip. 17 Crp. 19
Haupr okBUpHOr cHOpa3yMa ca HOTIHCOM H [IEYATOM Crp. 13 Crp. 21 Crp. 23
I"apanngja 3a 030weHocT noHy ae/TIoTBpAa W MijaBa 0 GAHKOBHOM TpaHchepy Crp. - Crp. - Crp. 27
H3jana 3a rapaHmyjy 3a yrogop Crp. 15 Crp. 23 Crp. 31
H3BOA 13 CVIICKOT perncTpa Crp. 17 Crp. 25 Crp. 33
OpurHHanga ayTopH3alnja npoussohaua Crp. 49 Crp. 35 Crp. 47
Hsjara 3a Hanas Konrponwor na6. Crp. 59 Cmp. 39 C1p. 63
HsjaBa 3a ycwnaljeHo makorame Crp. 57 Crp. 41 Cip. 65
Mzjasa noxyhaua o poxy HCIOpyke Crmp. 61 Crp. 43 Cap. 71
Hsjana monyhaua o poxy nnahiama Cap. 55 Crp. 45 Crp. 73
H3jasa monyhaya o IpUXBATALLY HHMBEIACAKA LM[EHA Cip. 63 Crp. 47 Ctp. 75
PJII A3JIMC PC 3a npoMeT THjeKOBHMA Crp. 27 Crp. 33 Crp. 39

KomucHja je koHcTaToBana fa ¢y noHyhauw MpUNpeMuu cRoje MOHYe Ha IPOMHCaH HAYHH.

ITpernen u olfjeta nOHyAa M3BPLICHH CY Y CKIay ¢4 KPHTCPH]YMOM €KOHOMCKH HajMOBOJBHHU]E TIOHY/IE, KAKO
CIIHjEIH:

KOHUEHTDAT 38 PACTBOP 32

Jot 1 AQ4AA02  rpaHHCETPOH . : .
HHjeKLHjy HiH HHDY3HjY

Img Huje npuctuna uutH jemma nomyoa




Jlot 2 LO2BAO3  dyneectpant PacTBOp 32 MHjEKIHjY 250 mg 150 46.353,00 KM Ges T1/1B-a.
Honyny je nocrasmo camo moryhaw «utepripomer» m.0.0. Hosu I'pax. Ionyhau «MuTepnpoMer» 1.0.0.
Hosu I'pan je moryamo yxynHay nujeny ox 48.670,8300 KM 6es I1)[B-a, koja je yeehana 3a 5% y ogHOCY Ha
UPOHHJCIEHY BpHjeIHOCT HabaBke, ami je Komucuja mpuxsatuia DOHYDy oBOr nouyhada, Te H3BpIIMIa

OlljeHy W YTBpAWIIA PAHT KaKO CIIHjC/IH:

KPHTEPHIYMH BEOAOBH P

Jeguumuna nujesa Pox OcBojeny A

TIOHYBAY IIPOH3BOBAY Ge3 I1NIB-a LIAJEHA ées POK Ixjena HCIH Py Ke Gpoj Gonora H
II0B-a HCIIOPYKE 99 1 T

«HuTEpIIpOMET? Pliva, XpeaTcka 3244722 48.670,8300 10 99 1 100 1
Tor3  LOIXC03  Tpacrysymad | Por k33 KOHLGHIpar 150 mg 330 125.720,10 KM 6es [TB-a

33 PacTBOP 3a WHPY3H]Y

[Tonyay je moctaBuo camo noHyhad «Marepnpomer» a.0.0. Hosu I'pan. Ilpuctrria moHya HCIymhansa

TPaXkeHE 3aXT)CBE, Te j& KOMUCH]ja M3BPIIMIA OIjeHy H YTBPAMIIA PAHT KaKo CIIMje/IH:

KPHTEPHJYMU BOJOBH P
JenuHITMHA IHjeHa Pox Ccojenn A
TIOHYBAY MPOH3BOBAY Gez I1AB-a HHJEHA Ges POK Huajena HETOpYKe Bpoj GomoBa H
TIAB-a HCHOPYKE 99 1 r
763,0000 251.790,0000
F.Hoffmann — LA Momyct: Tomyer:
«Hurepupomers ROCHE LTD, 382,0300 126.069,9000 10 99 1 100 1
Isajuapexa Ca nomyctoMm: Ca morycToM:
380,9700 125.720,1000
Jlot 4 VO3AFO!I MecHa PacTBOp 32 HHjEKTH]Y 400 mg 2200 7.920,00 KM Gez ITB-a

Ilonyny je nocraBuo camo nouyhaa « Co. Medprom » 1.0.0. Bama Jlyka. Iouyhaa « Co. Medprom » 1.0.0.
bama Jlyxka je moHy o yrynHy mjeny ox 8.580,0000 KM 6e3 I1JIB-a, koja je yechana 3a 8,33% y onsocy
Ha IpoLMjemEeHy BpHjeNHOCT HabaBke, am je KoMucHja npuxeariia moay/[y OBOTI IOHyhada, Te H3BpIITAIa
OLjjeHy M YTRpAMJIA PAHT KaKO CIIHjCIH:

KPUTEPHIYMUH BEOJOBH P
JeqgHHITMHA IHjeHa Pox Ocpojenn A
TIOHYBAY NPOH3BOBAY Gea TI7IB-a TIMJEHA 6es POK Umjena meropyke | Gpoj Gomosa | B
II[IB-a HCITOPYKE 99 1 I
« Co. Medprom » BAXTER AG, 3,9000 8.580,0000 15 99 1 100 ]
hemagxa
TAKTHHOMHWITHH Tpainrak 3a pacTBOp

Jlot 5 LO1DAO1 500 meg Huje npuctuma muTH jensa nomyma

(axrHroMUIIME-D) 34 MHJEKIM]Y

TIpaImak ¥ pacTeapay 3a
CYCTEH3H]Y 32 HHjSKIjy
/ npamax 1 pacteapay 3a
CYCIICH3H]Y 32 HHjEKITH]Y

ca IpoIy keHHM oclobahamenm

NEYTIPOPERHE HHERKAUHja:

Jotr 6 LO2AEQ2
IIpeBpeMeHHy mybeprer

3,75mg 55 7.423,35 KM 6e3 I1JB-a

Ilonyny je moctaBmo camo nouyhau «uTepnpomer» m.0.0. Hosu ['pax. [Ipremiria nodya ueIyibasa
TPAXKEHE 3aXTjeBe, T¢ je KOMUCH]a H3BPIIMIA OLjSHy ¥ YTBP/IHIIA PAHT KaKo CJIMjEIH:

KPUTEPHIYMEE BOJOBH P
JemHHHYHA UHjeHa Pox Ccrojenn A
IMOHYBAY IIPOH3BOBAY Gea [(B-a IIAJEHA. fes POK Llujena ucnopyke | Gpoj6oxoea | H|-
II0B-a HCIOPYKE 99 1 I
«HiHTEpIpOMET ABBVIE INC, 134,9700 7.423 3500 10 99 1 100 1
Xonaunamja
3



Npanrak W pacTBapad 3a pacTeop 3a
MO5SBAO3 TIAMHIPOHCKA KHCEMTHHA uadry3ujy/ xosuenTpaT 3a pactBop 30 mg
Tior 7 38 MHjEXUH]Y H HHPY3H]Y
[IpalraK M pacTBapad 3a pacTeep 3a
MOSBAO3 TTAMHBAPOHCKA KHCETHHA uady3ujy/ kouuenrpar 3a pacteop 60 mg
3a HHjeKUuHjy u uudy3njy

Huje mprcTrma HATH jenHa ToHy ke

Jor8  HOLCBO2 OKTPEOTHL PACIBOP 38 HH]CKLA]Y WM

3Ry 0.1 mg 1500  20.430,00 KM 6e3 I1/IB-a

ITonyny je nocrarmo camo mouyhau « MuTepupomery i.0.0. Hosu I'pam. IlpucTrrina nonyna ucnymasa
TPaXCHE 3aXTjeBe, Te j& KOMHCH]a H3BPIIANIA OLjeHy M YTBPAMIA PAHT KAKQ CITH]eIH:

KPHTEPHIYMI BOJOBH P
HYB JeqHHHIHA MHjeHa Pox OcBojenn A
o At TFOMIBOBAY Ges IIB-a 1WJEHA Ge3 POK ujena HCIOpYKE fpoj 6ogoBa H
IIERB-a HCIIOPYKE 9 1 r
Novartis Pharma
«HHTepnpomeTs Services AG, 13,6200 . 20.430,0000 10 G9 1 100 1
ITeajiapcka
Jor 9 LO3AB04 wuntepdepon anda-2a  pacrBOp 33 HHjEKIH]Y IM . 3000 79.520,00 KM Ges IT/IB-a

ITonyny je moctasmo camo noHyhau « Farmalogist allbix » m.0.0. Bujeseuna. [Ipucturna nonyna ce ofHocH Ha
HEPETHUCTPOBAH NH|eK, alu je KoMucHja ucTy npuxBaTHIa ¥ OLMjCHINA jep CY AOCTaBIbeHa TpajkeHa JOKYMEHTa 3a
HEepPETUCTPOBAHE JIMjeKOBe, y cknany ca Hamomenom tauke 5.2.2. Tenpepcke AokyMenTalyic:

KPUTEPHJYMHU B0OI10BH P
Jemuniara wEjena Pok QcBojeHn A
[OHYBAY LPOH3BOBAY fies H,I[B—aJ ITHIEHA Ges POK Iujena HCIOPYKe Bpoj ﬁijmmm H
M/iB-a HUCNIOPYKE 99 i T
Changchun
Institute of
« Farmalogist allbix » | Biological 26,6384 759.915,2000 20 99 1 100 1
Products Co.Ltd,
China

3a ocTane noToBe pHjerneHo je OMTyKOM 0 MOHHINTABABY MOCTYIKA, 6paj: 07/015-2775-15/21.

MMajyhin y BHi(y rope HABELEHO OJIYHEHO j& KA0 y AUCHIO3UTUBY ose OnIyKe.

IHoyxa o nparHOM JHjeKy:

Ceaxu noHyhay KOjM UMa JerdTHMaH MHTEpEC 32 KOHKPETHU YroBOP O jaBHO] HaOABLM M KOjH CMaTpa Jid je

YroBOpPHHM Oprai OBOM OJIYKOM MPEKPIIHO jeIHy WIM BHINC o,tlpe;[6n 3aKOHa 0 jasunM HabaBkaMa WM
e tatesnHa OBy ofutyky. JKanba ce

MOT opraHa, y HajMame 3

usjasibyje Kannenapuju 3a pasmarpame xanbu y HI/IcaHO_] dopmu,
(Tpu) mpuMjepka, y poxy on 10 nana on jaHa npujemMa 0BC OJULYKE. |

Hippmun qupexTop 3a jaBHe madaBke A 4 EKTOP
Bople lpujuh, guni. exﬂmm‘a gt Ky wyp uV ARNUL eCOHOMMCTA

S NBQM\X“



