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HAPYMMJ1AM:
Peny6mfmkm $ oha 3a 3ApaBCTBeHo ocurypatbe, BeorpaA, yn. JoBaHa MapMHOBMfia 6p. 2, Kora, 
no Peiuetby o npeHocy OBnawfietta b .a . Aupeicropa npocp. AP CaH>a PaAOjeBMfi LLIkoapmFi 12 
6poj: 031-461/18 o a  31.10.2018. roAUHe, 3acTyna AupexTop CexTopa 3a jaBHe Ha6aBKe Mapuja 
ATaHacnjeBuTi
Mstmhhm 6poj: 06042945 
nUB: 101288707
Bpoj panyHa: 840-26650-09 KojM ce boah koa YnpaBe 3a Tpe3op 
(y flarbeM TeKCTy: Ooha)

flOBABfbAM:
Adoc d.o.o, yn. MunopaAa JoBaHOBHifia 6p. 11, M3 EeorpaAa, Kora 3acTyna Anpeicrop MuoApar 
MmtmTi
MaTMMHM 6poj: 07530196 
nUB: 100042265
Bpoj paqyHa: 205-1633-39 koju ce boam koa KoMepqMjanHe BaHKe a.A- BeorpaA 
(y Aa/bewi TeKCTy: flo6aBJtaH)

flaHa ^ -;i .2022. roAMHe 3axrbyHyjy

AHEKC IV OKBMPHOr CnOPA3YMA BP. 37-1/21 

3A JABHY HABABKY J1EKOBA 3A JlEMEfbE PETKMX BOflECTM 

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

3A riAPTMJY 12 

nPETXOflHA KOHCTATAI4MJA

Ooha m floSaBrban KOHCTaTyjy Aa cy AaHa 25.06.2021. roAMHe 3axrbyHMnM okbmphm cnopa3yiw 
6p. 37-1/21 3a jaBHy Ha6aBKy JlexoBM 3a neHette peTKMX SonecTM, 6p. JH 404-1-110/20-11, 3a 
napinje 1, 3, 9, 12 m 33.

flaHa 15.04.2022. roAMHe 3aicrbyHeH je AHexc OKBupHor cnopa3yMa 6p. 37-1/21, kojhm je 
yBefiaHa xonMHMHa nexa imigluceraza, kojm je npeAMeT napTMje 3, 3awTMfieHor Ha3MBa Cerezyme®, 
3a 190.400 jeAHHuqa, 3a napTMjy 12 nex alglukozidaza alfa, 3auiTMfieHor Ha3MBa Myozyme®, 
xonMHMHa je yBefiaHa 3a 732 6onML(e m 3a napTMjy 33, neK eliglustat, 3aLUTMfieHor Ha3MBa Cerdelga, 
xonMHMHa je yBeliaHa 3a 224 xancyne, ycneA Hera je yBefiaHa BpeAHOCT 3a napTMje 3, 12 m 33, Kao m 
BpeAHOCT OKBMpHor cnopa3yMa y OAHOcy Ha BpeAHOCT npBo6nTHO 3axrbyHeHor oxbmphot cnopa3yMa.

TaKofje, AaHa 21.04.2022. roAMHe, 3axrbyHeH je Ahckc II okbmphot cnopa3yMa xojMM je 
yBefiaHa xonMHMHa nexa alglukozidaza alfa, xojM je npeAMeT napTMje 12, 3awTMfieHor Ha3MBa 
Myozyme®, 3a 48 SoHnqa, ycneA nera je yBefiaHa BpeAHOCT 3a napTMjy 12, Kao m BpeAHOCT OKBMpHor 
cnopa3yMa y OAHOcy Ha BpeAHOCT npBo6MTHO 3axrbyHeHor OKBMpHor cnopa3yMa.

flaHa 10.05.2022. roAUHe, 3aKJbyneH je AHexc III OKBMpHor cnopa3yMa KojMM je yBefiaHa 
xonMHMHa nexa imigluceraza, KojM je npeAMeT napTMje 3, 3aujTMfieHor H33HBa Cerezyme®, 3a 12.800 
jeAMHMLia, ycneA nera je yBefiaHa BpeAHOCT 3a napTMjy 3, Kao m BpeAHOCT OKBMpHor cnopa3yMa y 
OAHocy Ha BpeAHOCT npBo6MTHO 3aiobyHeHor OKBMpHor cnopa3yMa.

Ceiaop 3a neKOBe m cjjapMaxoexoHOMMjy je 23.05.2022. roAMHe, AOCTaBMO OflnyKy KoMMCMje 
ca III enexrpoHCKe ceAHMLie OApwaHe MCTor AaHa, npeMa Kojoj je paAM HacTaBKa TepanMje ocMrypaHMx 
nMua y OntuToj 6onHML(M Manax noTpe6HO o6e36eAMTM AOASTHy xonMHMHy oa 68 6oHML(a nexa 
alglukozidaza alfa (napTMja 12), 3auuTMfieHor H33MB3 Myozyme®.
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MnaHOM 12. OKBupHor cnopa3ywia 6p. 37-1/21 oa 25.06.2021. roflUHe, flecpMHucaHO je a a cy 
M3MeHe m AonyHe OKBupHor cnopa3ywia Moryfie y cxnaAy ca nnaHOM 158 -  161. 3aKOHa o jaBHiiM 
Ha6aBKawia (,,C/iy>K6eHM rnacHMK PC“ 6p. 91/19), y cxnaAy ca Kojuiwa fie 6wtm caMMiben AHeKC 
OKBupHor cnopa3ywia.

MwiajyfiM y bv\r\/ Ra je y cxnaAy ca nnaHOM 158. 3aKOHa o jaBHMM Ha6aBKaMa ncnpe6a 3a 
M3MeHOM oKBupHor cnopa3yMa HacTana 36or okojihoctu Koje caBecTaH Hapy^nnau Huje Morao fla 
npeflBUAn m Aa ce M3MeHowi He wieita npvipoAa yroBopa, BpeAHOCT OKBHpHor cnopa3yiwa MO>xe Aa ce 
noBefia arm He BMwe oa 50% BpeAHOCTM npso6nTHor okbmphot cnopa3ywia.

Ha ocHOBy npeTXOAHO HaBeAeHor, Ooha m flo6aBrban cy camacHM Aa 3axrbyMe AHe«c IV 
OKBHpHor cnopa3yiwa 6p. 37-1/21 oa 25.06.2021. roAMHe, xojMM ce 3a napTMjy 12, nex alglukozidaza 
alfa, 3aLUTnfieHor Ha3MBa Myozyme®, xonMHMHa yBefiaBa 3a 68 6oHnqa.

36or noBefiafea xonMHMHe nexa xojM je npeAMeT napTMje 12, y Tan km 17.3. OKBHpHor 
cnopa3yMa 6p. 37-1/21 oa 25.06.2021. roA^He, bplum ce M3MeHa hpMnora 2 -  Cneu,vidpmaL\vi]a nexoBa 
ca ueHawia, Ha HanMH r b  ce y mctom 3a napTMjy 12 xonMHMHa oa 4.548 6oHMLia yBefiaBa 3a AOAaTHy 
KOJiMHMHy oa 68 6oHMLia, Tara Aa yKynHa xonMHMHa m3hocm 4.616 6oHMi(a.

Cxoaho HasoAHMa y npeTXOAHOM CTaBy, y ripMnory 2 OKBMpHor cnopa3yMa 6p. 37-1/21, 
Taxofje ce wieita m yxynHa BpeAHOCT OKBMpHor cnopaaywia 6e3 riflB raxo r b  \actb ca Aa m3hocm 
675.277.224,16 A^Hapa, m3hoc IlflB  TaKO Aa mctm caAa H3HOCH 67.527.722,41 A^Hapa m yxynHa 
BpeAHOCT OKBMpHor cnopa3ywia ca n#B Taxo Aa uda caAa m3hocm 742.804.946,57 A^Hapa.

H3MeHseH npMnor 2 OKBMpHor cnopa3ywia - CneuMcfciMKaLiMja nexoBa ca peHaMa, Hana3M ce y 
npMnory oBor AHexca IV OKBMpHor cnopa3yMa m hmhm iteroB cacTaBHM Aeo.

HnaH 2.

CBe Apyre OApeASe okbmphot cnopa3ywia 6p. 37-1/21 oa 25.06.2021. roAHHe m aHeKca 
okbmphmx cnopa3yiwa, ociajy Ha CHa3M OHaxo xaxo rnace.

MjiaH 3.

OBaj AHeKC IV OKBMpHor cnopa3yMa casMiteH je y 2 (MCTOBeTHa) npMwiepxa Ha cpncxowi je3MKy, 
m to 3a CBaxy CTpaHy noTriMCHMKa aHexca OKBMpHor cnopa3yMa no jeAaH npwviepaK.

ripidnor AHexca IV okbmphot cnopa3ywia:

flpMnor 2 OKBMpHor cnopa3yMa - CneuMtfcMxauMja neKOBa ca peHawia

HnaH1.
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nPM JlOr 2 OKBHPHOr CnOPA3 YMA- CnEL4H0 MKAL4MJA J1EKOBA CA IJEHAM A 
JABHA HABABKA J1EK0 BM 3A JlEHEfbE PETKHX B0 J1ECTH, JH. BP. 404-1-110/21-11

Ha3MB floSaBrbawa: ADOC d.o.o.

EPOJ
riAPTMJE

HA3MB
riAPTMJE JKJ1 3AlUTMTiEHO 

I4ME J1EKA
HA3MB

nPOM3BOT>A4A
PEKA

(DAPMAUEyTCKM
OEJ1MK

JAMMHA
PEKA

JEflMHMLJA
MEPE

KOPMHM-
HA

JEflMHMHHA
L|EHA

yKyriHA 
14EHA BE3 

nflB-A
CTOnA
nflB-A

yirniHA 
LjEHA CA 
nflB-OM

1 laronidaza 0055005 Aldurazyme®

GEN2YME
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 844.000 305,21 257.597.240,00 10% 283.356.964,00

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 4.616 56.477,50 260.700.140,00 10% 286.770.154,00

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

yxym ia BpeflHOCT oKBMpHor cnopa3yMa 6e3 riflB-a: 675.277.224,16

M 3 h o c  nflB-a: 67.527.722,41

YxynHa BpeflHOCT oKBMpHor cnopa3yMa ca nflB-OM: 742.804.946,57


