CapraHu - KoMmnaHii neper/isijaloTb BUPOOHUYI npouecy, 100 yHUKHYTH
NPUCYTHOCTI AOMIIIIOK HITPO3aMiHy

31 ciuas 2019 poky EMA pekoMmeHAyBana KOMIaHisiM, $IKi BUPOOJSIOTH
capTaHu /i JIiKyBaHHSI MiJBUIL[EHOTO apTepiabHOTO TUCKY (TakKOX BiZjlomi SK
6/10KaTOPH peLienTopiB aHrioTeH3uHY II), eperasiHyTH CBOI BUPOOHMUI TTpOLiecH /st
YHUKHEHHS [JOMIIIIOK HITPO3aMiHy.

BupoOHUKHM MaTUMyTh TiepexilHMi mepiog [yl BHeCeHHsA Oyab-sIKUX
HeOoOXigHUX 3MiH, TPOTATOM SKHX 3aCTOCOBYBAaTHMYThLCS JYKOPCTKi THMUacOBi
oOMe)keHHs PiBHIB I[UX Jomimiok. ITicisi 3akiHUeHHs IbOTO TIepiofy KOMITaHisiM
JloBeJleTbCd TPOAEMOHCTPYBaTHU, L0 IX CapTaHU He MICTATh PIBHIB JOMIIIOK
HITPO3aMiHy, fIKI MOX/IUBO KIJIbKICHO BUMIPATU. TiMBKMU MiC/AS LBOrO L JIIKapChKi
3acobu MoykHa OyJie BUKOprcTOBYyBaTH B EC.

Lli pekomeHzauii BignosigatoTe ornsagy EMA wono N-HiTpo3ogumeTwuiaminy
(NDMA) Ta N-HiTpo3oauetunaMiny (NDEA), ski knacugikyrooTbcsi K BiporijHi
KaHL[ePOTeHU /ISl JIFOJAVUHU (DEUOBHHHU, SIKi MOXKYTbh CIIDUUMHUTU PaK) Ta BUSBJIEHI B
JlesIKUX capTaHax.

Y mepeBakHiM Oi/bIIOCTI capTaHiB AOMiIKY Oy/M He BUsiB/ieHi abo iX piBeHb
Ly’Ke HU3bKUU.

Ornisi, OLiHMB HaWBUIMA MOXJIMBUW PHU3MK paKy 3 LUMHU JOMillIKaMu.
3pobJsieHo BUCHOBOK, 1110 sKI1[0 100 000 marjieHTiB nmpuiiMatu valsartan, BUpOOHMIITBa
Zhejiang Huahai (me BUsiB/leHO HaWBUILUKM piBeHb JOMIIIIOK) I[OAEHHO MPOTAroM 6
POKIiB TIpM HaMBUILiM A03i, TO TpoTsaroM >XUATTS Lux 100 000 mnauieHTIB MoXe
BUHUKHYTU 22 nojatkoBi Burnaaku paky uepes NDMA. NDEA B 1jux JjiKapCbKux
3acobax Mo)ke mpu3BecTd A0 8 mogaTkoBux Bumagkie y 100 000 marjieHTiB, sKi
TPUKMMAIOTh JIIKW Y HAUBUILL[iW []03i OJEHHO MPOTIroM 4 POKiB.

Orinky Oy/id €KCTparo/boBaHi 3 JOC/Ti/PKeHb Ha TBapHHAX i € [y>Ke HU3bKUMU
TIOPIBHSIHO 3 PU3UKOM PO3BUTKY paKy npoTAroM XUtts B €C (1 Ha 2).

SIK AoMIilIKH 3’ ABU/IMCA y cCapTaHax

o uepBHst 2018 poky NDMA ta NDEA He BXOAW/IY [0 JOMILIOK, BUSIBJIEHUX
y capTaHax, a ToOMy He Oy/i BUsIBJieHi pyTUHHUMU TeCTaMHU.

Hapas3i Bifiomo, 1110 1i JOMIILIKKM MOXKYTh YTBOPIOBATUCS TiJ UaC BUPOOHULITBA
capTaHiB, SIKi MiCTATh crieliMdiuHy Kilbl|eBy CTPYKTYpY, BiJJlOMy $IK TeTpa30J/ibHe
Ki/Iblle 3a IIeBHUX YMOB Ta KOJIU BUKOPHUCTOBYIOTHCS T1€BHI PO3UMHHUKHU, peareHTy Ta
inma cupoBuHa. KpiM TOro, MoX/IvMBO, 1[0 AOMIIIKKA Oy/lId TIPUCYTHI y JesSKUX
capTaHaX, OCKUIbKM BHUDOOHMKM HEHaBMHCHO BUKODUCTOBYBa/M 3abpy/HeHe
obnagHaHHs abo peareHTH y BUPOOHUYOMY TIPOIIECi.

3apa3 BUpOOHUKH TTIOBUHHI B)KHWBATH 3aX0/I, 11100 YHUKHYTH TTPUCYTHOCTI ITUX
JIOMIIIIOK Ta TTPOBOJUTH KOPCTKi BUITPOOYBaHHS CBOET TIPOAYKIIii.

TecmyeaHHs ni0 yac ma nic/as nepexioHo20 nepiody

Xouya MeTa TMOJATa€ y BIJACYTHOCTI KIJIBKICHO BUMIPIOBaHUX [JOMIIIOK
HiTpo3aMiHy B capraHaX, mig NDMA ta NDEA BcTaHOB/IeHO IIPOMDKHI Mexi



Bi/ZITTOBiTHO /10 [AiFOUMX MiKHAPOJHUX peKoMeHfalliid. JIikapceKi 3aco0H, 1110 MiCTSTh
JOMIIIIKA BHIIe AOMyCTUMHUX MeX abo MicTsTh o0uziBa HiTpO3aMiHU Ha Oy/[b-IKOMY
piBHi B €C 3abopoHstoThcss. ObMekeHHsT 6a3yIOTbCSI HA MaKCMMa/IbHOMY J1000BOMY
CTIO)KMBaHHI [IJI KOXKHOI [IOMIIIKM, OTPUMaHOI B pe3y/bTaTi JOC/IiKeHb Ha
TBapyHax: 96,0 HaHorpam g1 NDMA Ta 26,5 Ha”orpam aysa NDEA. Tlogin ix Ha
MakKCUMabHY Z000BY /103y /7151 KOXKHOI ZIiF0u0i pe4YoBUHU OTPUMYEMO OOMerKeHHs B
MiJTBHOHHUX JI0/IX (AUB. Tabmuio 1).

[TepexigHuii mepio, sSIKMM TpUBaTUMe 2 POKH, [O3BOJIUTb KOMIaHisIM BHECTH
HeobOXiHi 3MiHM y CBOi BUPOOHWYI TIPOLIeCH Ta BCTAHOBUTH PEXXUMH TeCTYBaHHS [I/Isi
BUSIBJIEHHSI HaWMEHIIMX KUIbKOCTeM UMX JAomimok. Ilicisa mepexigHoro mnepioay
KOMIIaHIii TIOBUHHI BUK/IFOUUTHM HAsIBHICTb Yy CBOIX MPOAYKTAaX Ije HWKYUX PIBHIB
NDEA a6o NDMA (<0,03 yacTiHY Ha MiIbOH).

Tabsmuig 1. Tumuacosi Mexi gomimok NDMA ta NDEA

Po3caidysanHss mpusae

NDEA
NDMA

Active substance (max Maximum daily . Maximum daily _—

daily dose) intake (ng) Limit (ppm) intake (ng) Limit (ppm)
rf]agr;desarta” (32 96.0 3.000 5.5 0.820
'r%e)sarta“ (300 96.0 0.320 26.5 0.088
Losartan (150 mq) 96.0 0.640 26.5 0.177
g'g)‘esarta” (40 96.0 2.400 26.5 0.663
Valsartan (320 mq) 96.0 0.300 26.5 0.082

EMA Ta HaujioHa/bHI OpraHu B/l NPOJOB)KAaTb PO3C/IiAyBaTH HAasABHICTb
JIOMIIIIOK HiTPO3aMiHy B JiKapChKHMX 3aco0ax, BK/IFOUAIOUH iHII JOMIIITKH, TaKi K N-
HiTpo3oetusizonporniiamid (EIPNA), N-HiTpo3ogizoizonpomnisiamin (DIPNA) ta N-
HiTpo30-N-MeTuamMuHOMacasiHa Kuciota (NMBA). Bnaga €C TakoX Ppo3r/isiHe
YPOKH, SIKi MO)KHa OTPUMAaTH 3 L[bOTO OTJISiAY, 11100 MOKpAIUTU CIOoCciO BU3HAYeHHS
JIOMIIIIOK Y TiIKapChKMX 3aco0ax.

Pexkomengartiii EMA mozo NDMA 1a NDEA 0Oyu Hagiciadi 10 €BporneiicbKol
KOoMicii, sika BHWHeC/Ja IOPUAAYHO OOOB’SI3KOBe pillleHHS. 3BiT NP0 OI[iHKY 3
JI0IaTKOBUMH TI0IPOOHLISIMH I1[O/I0 OTJIsAAY OyB ormyOrikoBaHuii Ha BeO-canti EMA.

Indopmariis J1sa namieHTiB
- ICHye [yKe HU3bKWW DU3MK, W10 JOMILIKM HITpO3aMiHy Ha piBHi, paHilie
3HaW/IeHOMY B JlesIKUX CapTaHax MOKYTb CIIPUUMHHUTH PaK Yy JIFOJWUHU;


https://www.ema.europa.eu/en/glossary/active-substance

3 MOMEHTY $K I[i JOMIIlIKM OyiM BIlepiie ToMiueHi y [AesKHX capTaHax
pery/itoroui opranv B €C mpaiforoTh HaZl, 3aXUCTOM 3/10pOB’4 mnauieHTiB. [licss
TeCTiB feski mikapcbki 3acobu Oynu BigkmvkaHi 3 amTek i Oisibiiie He
BUKOPUCTOBYIOTHCS B EC;

3apa3 EMA BXXuBae TofanbIIUX AiM, 100 3amobirT¥ MmosiBi WX AOMIIIIOK Y
MakOyTHIiX MapTisiX capTaHiB;

BBe/IEHO CYBOpHI PEXKUM TeCTyBaHHs, 11100 rapaHTyBaTH, IPUMHATHUIN piBeHb
Oe3reku capTaHiB;

He CJ/Iii TPUIUHSTH 3aCTOCYBAHHS J/iKapChKUX 3aco0iB 6e3 KOHCy/bTallii 3
JiKaps;

SIKILIO Y BaC € SIKiCb TTMTaHHS II[0/]0 BAIIOTO JIiKapCHKOTO 3aco0y UM Oyab-sIKUX
JMiKapcbKuX 3aco0iB, sfKi BM TpUiiMany padillle, 3BEPHITbCA [0 Jiikaps. Bu
TaKOXX MO)KeTe 3BepHYTHCS [0 CBOrO HaLlilOHa/lbHOrO0 OpraHy 3 JIiKapCbKUX
3aco0iB.

Indopmariis 1A MeJMUHUX NPALiBHUKIB

HITpO3aMiHM € TIOTY)KHMMU KaHLlepOrTeHaMW Yy TBapyH, a MMOBIpHUMH
KaHL|eporeHaMH Y JIFOUHY;

i JOMILIKA MOXYTb YTBOPIOBATHCS I1iJj YaC BUPOOHMLITBA CapTaHiB, SKi
MICTATh TeTpaso/ibHe Kijblie, KOJIM JOTPUMYIOTHCS TI€BHI YMOBU [Jil peakLil
abo K0/l BUKOPUCTOBYIOThCS 3a0py/iHeHi MaTepiasiy;

ansi NDMA knrouoBuM etarioM € auMetwnaMiH (DMA), skuii yTBOpPRO€
JOMIIIKKM B TIPUCYTHOCTI HITPUTIB, $K TIpaBWJIO, B KHUCJIUX YMOBax.
AHanoriuHuM KpoK — 3a yvacTio pietwiamiHny (DEA) — mnoB’si3anui 3
HasiBHicTIO NDEA;

BBe/IEHO CYBODUM DPeXUM TeCTyBaHHs, 11[00 rapaHTyBaTH, 1[0 y JiKapCbKUX
3aco6iB, 1110 MiCTSATh CapTaHW MPUHHATHUM piBeHb Oe3MeKy.

AKIIO € HeoOXiJHICTh y TIOJanblIOMy BiJIK/IMKAaHHI Ud iHIIMX 3aXxo0jax,
HallioHa/IbHi opraHu iHPpOPMYIOTh Bac TIPO Te, sKi /il HeoOXi/Hi;

3apa3 BUPOOHWKHM TIOBWHHI TeperyisHyTd CBOi BUPOOHWYiI mpotiiecy, 100
YHUKHYTH IIPUCYTHOCTI HITPO3aMiHiB.

JeTanbHille Npo JiKu
Ornisip, crocyeThesi candesartan, irbesartan, losartan, olmesartan Ta valsartan, siki

Hajie)kaTb [0 KJjacy JiKapCchbKHUX 3aco0iB, fKi HAa3MBaIOThCS CapTaHaMH (TaKOX
Bi/IOMUMM $K aHTaroHiCTW peuentopiB aHrioteH3uny-II). Lli capTaHu MarOTh
crelu(iuHy KisbLEBY CTPYKTYypy (TeTpas3os), CHUHTe3 SIKOI TMOTEHL[IMHO MOyKe
TIPU3BECTH /10 YTBOPEHHs JOMILLIOK HiTpo3aMiHy. [HIII JlikapchKi 3aco06U 1IbOTo Kjacy,
y SIKMX HeMa€ TeTpa30/IbHOrO Kifbld, Taki SK azilsartan, eprosartan Ta telmisartan He
O6ymu BKmroueHi 10 oryisAgy. Lli mikapchkKi 3aco0M 3aCTOCOBYIOTHCS /ISl JIIKYBaHHS
TAaI[i€HTIB i3 TinmepToHiYHOI XBOPOOOIO Ta TMALli€HTIB i3 TMEBHUMH 3aXBOPIOBAaHHSIMU
cepus 4 HUPOK. BoHu O/IOKyHOTH [ito aHrioTeH3uHy II, ropMoHy, sIKuii 3BYXKye
CYZMHU 1 BUK/IMKAE TTiIBUIL|eHHS apTepiaJlbHOrO TUCKY.

JeTanbHille npo npoueaypy



5 mumHs 2018 poky €Bpomneiickka Komicis 3aiticHuna orisig mikapcbkux 3aco0iB,
1110 MicTSTh valsartan BifnosiaHo go cratTi 31 JupektuBu 2001/83 / €C. 20 BepecHs
2018 poky oryisg 0y/i0 po3IIMpeHo, 100 BK/IIOUKTH JiKapChKi 3aco0H, 110 MiCTSATh
candesartan, irbesartan, losartan Ta olmesartan. Ornsg OyB 3miticHenuit CHMP.
Oymky CHMP Oyno HagiciaHo €Bpormeichkiii Kowmicil, sika TpuiiHsla OCTaTouHe
IOPUINYHO 000B’S3KOBE PillleHHs I[0/I0 BiAMOBiHUX JTiIKapChKUX 3ac0biB B Tiepiof 2-
17 xBiTHA 2019 pOKYy, K 3aCTOCOBYIOTHCS Y BCiX KpaiHax-wieHax €C.

3 6inbI JeTanbHOO iHbOpPMAaLTi€ro TIPO capTaHUM MOJKHA 3HaUTHU Ha Beb-caliti EMA:
https://www.ema.europa.eu/en/medicines/human/referrals/angiotensin-ii-receptor-
antagonists-sartans-containing-tetrazole-group



https://www.ema.europa.eu/en/medicines/human/referrals/angiotensin-ii-receptor-antagonists-sartans-containing-tetrazole-group
https://www.ema.europa.eu/en/medicines/human/referrals/angiotensin-ii-receptor-antagonists-sartans-containing-tetrazole-group

