MeTWInpeaHi30/I0HM /i1  BHYTPIIIHBOBEHHOT0 Ta BHYTPIIIHbOM’SI30BOr0
BBe/IeHHS, 1[0 MiCTATH JIAKTO3Y NPH IOCTPUX a/IePrivHuX peakIfisix

07.07.2017 poky Komiter 3 ouiHKu pus3ukiB y (apmakoHarnsagi (PRAC)
€BpornenchKoi areHriii 3 gikapcbKux 3aco0iB (EMA) 3aTBepAuB peKOMeHAALIil 111070
oOMe)KeHHs 3aCTOCyBaHHS iH'€KI[iHHUX JIiKapCbKUX (opM MiKapchbKuX 3acobiB
MeTHU/MPEe/IHI30/I0HY, 1[0 MICTATb /aKTO3y, SIKi MOTEHI[iMHO MiCTATh cligu OinKiB
KODOB'SUOT0 MOJIOKa, Y TIAL[i€EHTiB 3 BiZjoMOI0 abo TMi/fl03pIOBaHOIO ajepriuHOI0
peakiiiero Ha Gi/IKM KOPOB'STYOr0 MOJIOKaA.

PRAC pekomeH/ye KOMITaHisIM-BUPOOHHKAM 3aMiHWUTH BCi HasiBHi JTikapChbKi hopMH,
1[0 MICTATH JIAKTO3Y Ha Ti, IJ0 He MICTATH JIAKTO3Y.

Lli pekoMeHjallil C/iytOTh 3a OTJIS/IOM, SIKMW TIOKa3aB, III0 JIaKT03a, OTpMMaHa 3
KOPOB'TUOI'0 MOJIOKA, MOXKe BBOJUTH CJIiu OiNKiB KOPOB'SUYOro MOJIOKA B JIKH, SIKi
MO>KYyTh BUK/IMKATH peakllifo y Tal[ieHTiB, 1[0 MalTh ajeprito Ha Iji Oinku. Lle
BUK/IMKAe 0cCo0OMMBe 3aHENOKOEHHS Yy TIAL[iEHTIB, $Ki OTPUMYIOTh JIiKyBaHHS
METH/ITIPEe/IHI30/I0HOM  aJIepriyHoi  peakiiil, OCKiTbKM BOHM Oi/MBII CXWIbHI /10
PO3BUTKY HOBHUX ajlepriuHydx peakiid. Y 1LbOMY BUITAJKy Mo)Ke OyTh BaKKO
BU3HAUWTH, YA CHUMIITOMHU T[aL[i€HTa TIOB'A3aHI 3 HOBOK aJepriyHo peaklii€lo,
BUK/IMKAHOIO JIiIKADCHKUMU 3ac00aMU MeTHUJITIPeIHi30/I0HY, 1110 MiCTSTb JIaKTO3Y, abo
yepes MOriplleHHs epBUHHOIO cTaHy. Lle Moxke rpusBecTy [0 OAATKOBUX 103, 110
11ie OisbITe MOTipPIIUTG CTaH Talli€HTa.

Aneprisi Ha 6i7KM KOPOB'SUOTO MOJIOKAa € y HEBeJMKOro BiICOTKY HacesieHHs (70 3
yosioBik 3i 100), i Woro He Cjif TIyTaTU 3 HENEPEeHOCUMICTHO JIAKTO3W, W0 €
OKpPeMOI0 YMOBOIO.

PRAC fii1110B BUCHOBKY, 1110 He iCHy€ piBHS OifIKiB KOPOB'SSUOT0 MOJ/IOKA, SIKi MOKHA
BBa)KaTu Oe3meuHuMHM /IJis LIUX JIiKapCbKuX 3ac0biB TIPU 3aCTOCYBaHHI 11 TiKyBaHHS
B&)KKMX ajepriuHux peakiii. BpaxoByrouwy, 1110 METUINPEAHI30/I0H 3aCTOCOBYETHCS
JUUISL JTIKYBaHHS Ba)XKKUX ajlepPriyHUX peakli y Ha[3BUUaWHUX CUTYaL|isX, e AeTasli
BijloMOI aneprii y maijieHTiB He 3aBXXI1 MOXXyTh OyTH Bifiomi, PRAC pekoMeH/yBaB,
M0 HaliedeKTHUBHIIIIUM CTIocOO60M MiHiMi3alii OyAb-IKUX pPHU3UKIB € BHUAAJEeHHS
OiKiB KOpOB'SUOTO MOJOKa 3 JikKapchKux 3aco6iB. Tomy PRAC 3amporoHyBaB
KOMITaHiSIM-BUDOOHUKAM B)XUTH 3axofiB 0 cepeauHu 2019 p., 1mo6 3amiHuTH
HUHIIIHI JIiKapChbKi (opMH, 110 MiCTATh Oi/IKM KOpPOB'STYOrO MOJIOKA Ha Ti, I[0 He
MiCTSITh 1[UX Oi/KiB.

Tum yacom iHdopMallis Mpo TiKapchbKui 3acib Oyze mepernsiHyTa 3 ypaxyBaHHSIM
TOTO, W0 IiH’€KLiWHI MeTWINpPeAHi30/I0HH, 10 MICTATb JIAaKTO3y, He CJij
3aCTOCOBYBATH y TMAlli€HTIB, Ki MalOTh a/jepril0 Ha OLTKM KOPOB'SUOTO MOJIOKA, i
TIpPAL{iBHUKK OXOPOHU 370pOB'st OyayTh mpoiHdopMOBaHi B MHUCHMOBiK ¢opMi Tpo
et pu3uk. Kpim Toro, cdbakoH Ta yrakoBKa LMX JIiKapCbKUX 3ac00iB MatoTb OyTH
T03HaueHi TIoTNepe)KeHHAM T[IPOTU 3aCTOCYBaHHS y TIAL[i€EHTIB 3 aJlepri€ro Ha
KOpOB'siue MOJIOKO.



Pexkomengartiii PRAC 6yayTe posrasaatvcs KoopauHaiiiHO IPYIIO0 3 TIPOLieAypy
B3a€EMHOI'0 BM3HAHHS Ta [lelleHTpasli3oBaHol npolenypy — ajs moguau (CMDh), ska
rpuiiMe OCTaTOYHYy mo3ulito. [Toganbiui Aetasnti, BKIHOUAOUM TOPAAX [JIs TALli€HTIB
Ta MeJMYHUX TIPaLliBHUKIB, OyAyTh ory0/iikoBaHi mic/st mpuitHATTS rno3utlii CMDh.

Oryisa7;, OXOIUTIOBAB JesiKi iH'€KIiMHI iKapChKi 3aco0M, 110 MiCTSTh KOPTHKOCTEPOI[
MEeTW/ITNPEeJHI30/I0H, I BUKOPUCTOBYHOTBCSA [JIsl JIIKYBaHHS CHUMIITOMIB BayKKUX
anepriyHyx peakijid Ta iHIIMX 3alajJbHUX MpolieciB. 30Kpema, OIJisi/, OXOILTOBaB
iH'ekitHi s1iKapchKi 3aco0u, 110 MiCTSTh JIAaKTO3y (MOJIOUHHM ITyKOp), OTPUMaHY 3
MOJIOKAa KOpiB, i, OT)Ke, MOXKYTb MICTUTH 3a/UIIK{A OiNKiB KOPOB’SAUOTr0 MOJIOKA.
Jlikapchki 3acobu, 10 MICTSITb MeTHU/NpPEeAHi30/I0H, Oy/au 3apeecTpoBaHi 3a
HaL[lOHa/IbLHUMU TIpoLielypaMu [jisi BHYTPILLHbOBEHHOI'O Ta BHYTPILLIHLOM SI30BOT0
BBeJleHHs1 Ta Oy/n JOCTynHi NpoTSIrom 6araTbox pokiB B €C MiJ| pisHUMU TOPrOBUMU
Mapkamy, Bkarouarouu COJTY-MEZIPOJI.

ITocunanHsA:
http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/
Lactose_of_bovine_origin_31/
Recommendation_provided_by_Pharmacovigilance_Risk_Assessment_Committee/
WC500230921.pdf



