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flaH a^ . <9 .̂2022. roAWHe 3aKrbyMyjy

AHEKC OKBMPHOr CnOPA3YMA BP. 37-1/21 

3A JABHY HABABKY J1EKOBA 3A JIEHEHdE PETKMX BOÍ1ECTM 

BP.JH 404-1-110/21-11 

3A riAPTMJE 3, 12 M 33 

riPETXOflHA KOHCTATAUMJA

Ooha m f lo 6aBrban KOHCTaiyjy Aa cy AaHa 25.06.2021. roAMHe 3aKJ-byMnnn okbmphm cnopa3yM 
Gp. 37-1/21 3a jaBHy HaSaBKy íleKOBu 3a nenette  peTKwx SonecTM, 6p. JH 404-1-110/20-11, 3a 
napTMje 1, 3, 9, 12 m 33.

CeKTop 3a neKOBe v\ cjsapMaKoeKOHOMujy je Aana 11.04.2022. roAUHe AOCTaBMO AonyHy 
ÜAnyice KoMucuje PenySni/iMKor cfjOHAa 3a 3ApaBCTBeHO ocurypaHae aa nenen^e peTKMx SoneCTH (y 
AarbeM TeKCTy: Koiwncuja) ca II peAOBHe ceflHmie OApwaHe Aana 24.03.2022. roAMHe, npeMa Kojoj 
je n0Tpe6H0 o6e36eAMTn:

- aa neK imigluceraza (napTuja 3), 3auiTMTieHor Ha3MBa Cerezyme®, AOAaTHy KonnHMHy oa 
190.400 jeAMHULia npeAMeTHorneKa, paAn HacTaBKa Tepanuje ocurypaHMX nrnta m to  3a HHCTMTyT 3a 
3ApaBCTBeHy 3awTMTy MajKe v\ ne re ia  CpGwje ,,AP ByKaH Myni/iTi“ KonMMUHy oa 65.600 jeAUHi^ma, 3a 
yHMBep3MTeTCKM KJ1MHMHKM L(eHTap Cp¿Mje KOJIMMUHy OA 108.000 jeAMHMLta H 3a MHCTm yT 3a
3ApaBCTBeHy 3aaiTMTy AeMe n owmaAMHe BojBOAUHe Koni/iHMHy oa 16.800 jeAMHULta, tbko Aa yKynHa 
KOJiMMMHa 3a cBe Tpn yciaHOBe m3hocm 190.400 jeAUHHLja, Kao luto je npeTXOAHO HaBeAeHo,

- 3a neK alglukozidaza alfa (riapri/ija 12), 3aiuTMfieHor Ha3HBa Myozyme®, AOAaTHy KonMHMHy 
oa 732 6oHML(e, paAn HacTaBKa Tepanuje ocnrypaHux nmta n to  3a yHMBep3HTeTCKH kjimhmhkh LteHTap 
CpSuje KonnHi/my oa 684 6oMML|e m 3a KnMHUKy 3a Heyponorwjy n ncuxujaTpujy 3a Aeuy n OMnaAMHy 
KonnHMHy oa 48 Gom/ma, TaKO Aa yKynHa KonuMMHa 3a o6e ycTaHOBe m3hocm 732 SonuMe, Kao lu to  je 
npeTXOAHO HaBeASHo m

- 3a ne K  eliglustat (napTMja 33), 3awTMfieHor Ha3MBa Cerdelga, AOAaTHy KonuHMHy oa 224 
K a n cyn e , paAn HacTaBKa Tepanuje ocnrypaHux nmta y yHHBep3meTCK0M ktimhmmkom L ie m p y  Cp6nje.

MnaHOM 12. OKBHpHor cnopa3yMa 6p. 37 -1 /21  o a  2 5 .0 6 .2 0 2 1 . roAUHe, A6c(3MHMcaH0 je  Aa cy 
n3MeHe ia AonyHe OKBnpHor cnopa3yiwa M oryfie y CKnaAy ca MnaHOM 158 -  161. 3aKOHa o jaBHmvi 
HaGaBKaiwa („CnywGeHH rnacHUK PC“ 6p. 9 1 /1 9 ), y CKnaAy ca Kojmvia fie  Guth canuKbeH AHeKC
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0 KBMpH0 r c n o p a 3yMa.

MMajyfin y BMfly f la  je  y CKnafly ca  MnaHOM 1 5 8 . 3 aKOHa o jaBHMM Ha6 aBKaMa n o ip e 6 a 3a  
M3 MeHOM OKBiipHor c n o p a3ywia HacTana 3 6 o r  oko jihoctm  Koje c a B e c ia H  HapyHnnaM Huje M orao  f la  
npeflB U flii n f la  c e  M3 MeH0 M He M e fta  n p u p o fla  yroB opa, BpeflHOCT 0 KBnpH0 r c n o p a 3y w a  MO>t<e f la  c e  
noB eha anu  He Bm ue o fl 5 0 %  BpeflHOCTM npBoSuTHor 0 KBMpH0 r c n o p a 3yMa.

H a  0 CH0 By npeTXOflHO HaBefleHor, O o h a  n floS aB JtaM  cy c a m a c H n  f la  3aKrbyne A h c k c  
OKBnpHor c n o p a 3yM a 6 p. 3 7 - 1/21 Ofl 2 5 .0 6 .2 0 2 1 . roflMHe, koj'mm c e  3a n a p in jy  3  yB efiaB a KOJinHMHa 
neKa im ig lu c e ra za , 3aw TM fieHor Ha3 MBa C e re z y m e ®  3 a  1 9 0 . 4 0 0  jeflM Hm ja, 3a napTi/ijy 12  Jiex 
a lg lu k o z id a za  a lfa , 3aw Ti/ifieHor Ha3 HBa M y o z y m e ®  KonunuHa yB efiaB a 3a  7 3 2  6 oMnqe u 3a  n a p ™ jy  3 3  

jieK  e lig lustat, 3a w ™ fie H o r  Ha3MBa C e rd e lg a  KonunuHa yB efiaB a 3a  2 2 4  Kancyne.

3 6 o r n o B efia fca  KonunuHe neKOBa kojm cy  n peflM eT  napTMja 3 , 12  u 3 3 , y TaMKM 1 7 .3 . oKBnpHor 
c n o p a 3yM a 6 p. 3 7 - 1/21 o fl 2 5 .0 6 .2 0 2 1 . roflvm e, bplum c e  M3 M eH a f lp m io ra  2  -  C n ei4ncfc>MKaL(nja neKOBa 
c a  LieHaMa, Ha HaMMH f la  c e  y mctoim:

- 3a  napTn jy 3  KOJiMHMHa o fl 6 4 0 . 8 0 0  jeflHHHL(a yB efiaB a 3a flOflaTHy KorwHHHy o fl 1 9 0 . 4 0 0  

jeflHHHLja, T a ra  f la  yKynHa KO/iHHMHa m3hocm 8 3 1 . 2 0 0  jeflUH^m a,

- 3a n a p ™ jy  12  KOJiMMUHa o fl 3 .7 6 8  6 oHi/ma yB efiaB a 3a flOflaTHy KOHMMHHy o fl 7 3 2  6 oH nqe, 
TaKO f la  yKynHa KonuMMHa m3hocm 4 .5 0 0  6 oMni4a  v

- 3a  napTn jy 3 3  KonunuHa Ofl 1 .2 3 2  K ancyjie  yB efiaB a 3a  flOflaTHy KOJinHi/my 2 2 4  Kancyne, TaKO 
flayK ynH a KonunuHa m3hocm 1 .4 5 6  Kancyne.

C x 0flH 0 HaBOflMMa y npeixoflH ow i CTaBy, y n p n /io ry  2  OKBnpHor c n o p a 3yi\/ia 6 p. 3 7 - 1 / 2 1 , 
TaKoTje c e  M efca  u yKynHa BpeflHOCT OKBnpHor c n o p a 3yM a 6 e 3 i l f lB  T a ra  f la  MCTa c a fla  m3 hocm 
6 6 4 .8 1 9 . 1 4 6 ,1 6  flM Hapa, M3HOC i l f lB  TaKO f la  mctm c a fla  m3 hocm 6 6 .4 8 1 .9 1 4 ,6 1  flM H apa u yxyriHa  
BpeflHOCT OKBnpHor c n o p a 3yM a ca  n f lB  TaKO f la  u c ia  c a fla  M3 hoch 7 3 1 .3 0 1 .0 6 0 , 7 7  flum apa.

H 3 M e ite H  l lp u n o r  2  OKBnpHor c n o p a 3ywia -  Cneunc^MKaMnja zieKOBa c a  MeHaivia, H an a3 M c e  y 
npi/m ory 0 B0 r aHeKca 0 KBMpH0 r c n o p a 3ywia n hmhm tfeeroB cacTaBHM fleo .

M jiaH  2.

CB e f lp y re  o flp e flS e  0 KBMpH0 r c n o p a 3ywia 6 p. 3 7 - 1/21 o fl 2 5 .0 6 . 2 0 2 1 . roflMHe, o c ia jy  Ha CHa3 M 
OHaKO KaKO m a c e .

HnaH 3.

O Baj AHeKC 0 KBMpH0 r c n o p a3yM a cam/ihteH je  y 2  (i/iCTOBeTHa) npi/iMepKa Ha cpncKOM je 3 i/iKy, i/i 
t o  3a  CBaKy CTpaHy noTrmcHHKa aHeKca 0 KBMpH0 r c n o p a 3ywia no je flaH  npmviepaK.

r ip n n o r  AHeKca OKBnpHor c n o p a3yMa:

f lp u n o r  2  0 KBMpH0 r c n o p a 3ywia - CneMMCfcviKaLinja neKOBa c a  MeHaiua

H n a H  1.

HAPYHMnAU flOEABJbAH
o . o .
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nPHJIOr 2 OKBHPHOr CnOPA3YMA- CnEU,mMAU,MJA I1EKOBA CA I4EHAMA 
JABHA HABABKA flEKOBM 3A JIEHEHdE PETKMX B0J1ECTH, JH. EP. 404-1-110/21-11

Ha3MB floSaBj-bana: ADOC d.0 .0 .

EPOJ
nAPTMJE

HA3MB
nAPTMJE JKJ1 3ALUTMTiEHO 

MME J1EKA
HA3MB

nPOHSBOfbAHA
nEKA

OAPMAL(EyTCKM
OBJ1HK

JA4MHA 
HE KA

JEflMHMUA
MEPE

KOJ1MHM-
HA

JEflMHMHHA
14EHA

y« yn H A  
MEHA BE3 

nflB-A
CTOnA
nflB-A

yKynHA 
UEHA CA 
nflB-OM

1 laronidaza
0055005 Aldurazyme®

GENZYME 
LIMITED, 
V.Britanija 
GENZYME 
IRELAND 

LIMITED, Irska

koncentrat za 
rastvor za infuziju 500 j. bočica 717 74.951,00 53.739.867,00 10% 59.113.853,70

3 imigluceraza 0055002 Cerezyme®

GENZYME 
LIMITED, 
V.Britanija 
GENZYME 
IRELAND 

LIMITED, Irska

prašak za 
koncentrat za 

rastvor za infuziju
400 j. jedinica 831.200 305,21 253.690.552,00 10% 279.059.607,20

9
agalzidaza

beta 0129940 Fabrazyme®

GENZYME 
LIMITED, 
V.Britanija 
GENZYME 
IRELAND 

LIMITED, Irska

prašak za 
koncentrat za 

rastvor za infuziju
35 mg bočica 142 370.314,30 52.584.630,60 10% 57.843.093,66

12
alglukozidaza

alfa 0055010 Myozyme®

GENZYME 
LIMITED, 
V.Britanija 
GENZYME 
IRELAND 

LIMITED, Irska

prašak za 
koncentrat za 

rastvor za infuziju
50 mg bočica 4.500 56.477,50 254.148.750,00 10% 279.563.625,00

33 eliglustat 1089132 Cerdegla®
GENZYME 
IRELAND 

LIMITED, Irska
kapsula, tvrda 84 mg kapsula 1.456 34.790,76 50.655.346,56 10% 55.720.881,21

yxyriHa BpeAHOCT OKBkipHor cnopa3yMa 6e3 nflB-a: 664.819.146,16

M3hoc nflB-a: 66.481.914,61

YKynHa BpeflHOCT oKBnpHor cnopa3yMa ca HflB-oM: 731.301.060,77


