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flaHa/)l[.02.2022. roflMHe 3ai<rbyMyjy

AHEKC OKBMPHOr CnOPA3yMA BP. 105-1/21
3A JABHY HAEABKY J1EKOBM 3A JIEMEHaE PETKMX BOJIECTM- nen humani C1 inhibitor (sa 

glicinom), za lečenje hereditarnog angioedema 
BP. JH: 404-1-110/21-85

nPETXOflHA KOHCTATAL4MJA

0 o h a  m flo ß a B rb a M  KOHCTaTyjy A a  cy Aana 29.12.2021. roAMHe 3aicrbyHMJii/i Okbmphh cnopa3y iw  
6p . 105-1/21, 3a jaB H y na6aBKy JleKO BM  3a n e n e ite  peTKi/ix SonecTM  - neK hum ani C1 in h ib ito r (sa 
g lic inom ), z a  le čen je  H ered ita rnog ang ioedem a, 6 p o j JH 404-1-110/21-85, 3a neK hum an i C1 in h ib ito r 
(sa g lic inom ), za  le čen je  he red ita rnog  ang ioedem a, 3auuTMfteHor H83MBa Berinert 500, y KonnMUHM o a  
34 6oHML4e. Ha ocHOBy H aB eA eH or OKBMpHor cnopa3yi\/ia , M 3BpweHa je  p a c n o A e n a  no 3ApaBCTBeHmui 
ycTaHOBawia Ha qen oK yriH y  kojimmmh^ M3 OKBMPHOr cnopa3yw ia , o  Mewiy cy  wcTe oöa B e iu T e H e  
MHCTpyKLinjowi 6 p . 404-1-85/21-13 o a  30.12.2021. roAHHe.

C e ic ro p  3a JieKOBe m cjjapMaKoeKOHOiwujy je  AaH a 08.02.2022. ro A n n e  AOCTaBno OAJiyKy 

KoMwcwje P eny6nw M K or <$OHAa 3a 3ApaBCTBeHO o c M ry p a v te  3a n e ^ e t t e  peTKWX 6onecTM  (y  Aan>eM  

TeKCTy: KoM ucuja) ca  X X V II eneKTpoHCKe ce A H m te  OApwaHe MCTOr A a n a , npewia Kojoj je  p a A n  

HacTaBKa T e p a n n je  o c u ry p a H o r  J in q a  Koje ce  n e n n  y  YHi/iBep3MTeTCKOM ktihhm hkom  qeH Tpy Cpßnje , 
n0Tpe6H 0 o6e36eAHTM  AOAaTHy Koniw i/iH y o a  jo w  100 6om /m a  npeAM ßTH or neKa.

MnaHOM 12. OKBnpHor cnopa3ywia 6p. 105-1/21 o a  29.12.2021. roAMHe, Ae<J>HHHcaHO je  pß cy 
n3MeHe n AonyHe OKBupHor cnopa3ywia M ory lie  cy y cicnaAy ca MnaHOM 158. - 161. 3aKOHa o jaBHUM 
Ha6aBKaMa („CnywöeHM rnacHUK PC" 6p. 91/19), y CKnaAy ca Kojwvia f ie  6 m th  caM n^eH AHeKC 
OKBnpHorcnopa3yMa.

UMajyPiM y bmay Aa je y CKnaAy ca nnaHOM 158. 3aKOHa o jaBHi/iM Ha6aBKawia noTpeöa 3a 
n3wieHOM OKBnpHor cnopa3ywia HacTana 3 6 o r oKonHOCTM Koje caBecTaH HapynnnaM Huje M ora o  Aa 
npeABMAH n Aa ce M3MeHOM He w ie fta  npupoAa yroBopa, BpeAHOCT OKBnpHor cnopa3yMa Mowe p,a ce 
noBefia ann He Bi/ime oa 50% BpeAHOCTM npsoÖHTHor OKBnpHor cnopa3yMa.

Ha OcHOBy npeTX0AH0 HaBeAeHor, <t>0HA n floßaBJtaM cy camacHM Aa 3aitrbyMe Ahckc 
OKBnpHor cnopa3ywia 6p. 105-1/21 oa 29.12.2021. roAUHe, KojuM ce noBefiaBa KonnnnHa neKa 
humani C1 inhibitor (sa glicinom), za lečenje hereditarnog angioedema, 3aiuTMlieHor Ha3HBa 
Berinert 500, 3a 17 SoHnqa, u jto  npeACTaBJta iwaKcmvianHy KonnnnHy 3a Kojy je Moryfie noBefiaTM



BpeflHocT OKBupHor cnopa3yMa cxoaho nnaHy 158. crraB 2. 3aKOHa, ycnefl Mera ce noßeftaßa m yKynHa 
BpeflHOCT OKBupHor cnopa3yMa y oflHocy Ha BpeflHOCT npBOÖMTHO sam tyneHor oKBupHor cnopa3yMa.

MjiaH 1.

3 öor noB elia ita  KonnHi/iHe neKa Koju je npeflivieT Ha6aBKe, y  tbmkm 16 .3 . OKBupHor cnopa3yMa 
6p. 105- 1/21 OA 2 9 .12 .2 0 2 1 . roflMHe, Bpwi/i ce n3WieHa llpunora 2  -  Cneui/icfJMKaLiMja neKa ca ueHOwi, 
Ha HaMMH f la  ce y h c to m , Koni/WHHa o f l 34 6oM M je  yBeTiaBa 3a flOflaTHy Konnni/iHy o f l 17 6oHHLia, tsko  
Aa yKynHa KonwHMHa w3Hocm 51 6 0 4 n u a .

Cx0flH0  HaBOflnwia y  npeTxoflHOM  CTaßy, y  ü p u n o ry  2 oKB upH or cnopa3yiw a 6 p . 105 - 1/ 2 1 , 
TaK o^e ce  wieita n yKynHa BpeflH ocT 0 KBi/ipH0 r cn o p a3 yM a  6 e3  n flB -a  T a ra  f la  ncTa cafla m3hoch
3 .5 0 1 .405 ,00  flM H apa, m3HOC IlflB -a  TaKO f la  i/ictm cafla m3hocm 3 5 0 .140,50  flM Hapa n yKynH a 
BpeflHOCT oKBupHor cnopa3yw ia  ca flflB-OM TaKO fla  MCTa cafla m3hocm 3 .8 5 1 .545,50  flU H apa.

H 3M ett.eH  n p u n o r  2 OKBwpHor cnopa3yMa - CneMMcJwKaunja neK a ca  ueHOM, H ana3u c e  y 
npunory OBor AHeKca oKBupHor cnopa3yi\/ia m mmhm f te ro B  cacTaBHM fleo.

H jiaH 2.

CBe flpyre oflpeflôe OKBupHor cnopa3yMa 6 p. 105- 1/21 ofl 2 9 .12 .2 0 2 1 .. roflUHe ocTajy Ha 
CH33M OHaKO K ara  rn a c e .

MnaH 3.

OBaj AHeKc oKBupHor cnopa3yivia cam/itteH je y 2  (flßa) ncTOBeTHa npmviepKa Ha cpncKOM 
je3MKy, M to  3a CBaKy CTpaHy noTnncHMKa AHeKca oKBupHor cnopa3ywia no jeflaH npmviepaK.

CacTaBHM fleo  OBor AHeKca oKBupHor cnopa3ywia je:

ripujior 2  oKBupHor cnopa3ywia - CneLtmfcHKaqMja neKa ca ueHOM.

HAPyHM ilAU  
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nPMJlOr 2 OKBMPHOr CnO PA3yM A - CnEUHtPHKAUMJA J1EKA CA UEHOM 
JABHA HABABKA J1EKOBA 3A JIEHEhbE PETKHX E0J1ECTH -  ne K  humani C1 inhibitor (sa glicinom), za lečenje hereditarnog angioedema

BP. JH: 404-1-110/21-85

flo6asn»aM: PharmaSwiss d.o.o. Beograd

ílpeflMeT KaSasKe
3auiTMTieHO MMe 

jieKa
Ha3MB npovi3Bo1]aHa 

JieKa
OapMaueyTCKM

OÔ/1MK
JasMHa neKa wepe KOHMMMHa

JeAMHHMHa
uena

YKynHa Mena 6e3 flßB 
a CTona nflB-a M3HOC nflB-a YKynHa ueHa ca n flB

OM

humani C1 inhibitor (sa 
glicinom), za lečenje 

hereditarnog angioedema
Berinert 500 IU CSL Behring

prašak i rastvarao 
za rastvor za 

injekciju/infuziju
500 IU bočica 51 68.655,00 3.501.405,00 10% 350.140,50 3.851.545,50

YtOTlHA BPEflHOCT OKBMPHOr CnOPA3YMA BE3 FlflB-a: 3.501.405,00

M3HOA rif lB -a : 350.140,50

YKyriHA BPEflHOCT OKBMPHOr CnOPA3YMA CA nflB-OM: 3.851.545,50

CTpaHa 1 1


