JaHi MaTepiajH € HABYAJIBHHMH i He € peKJIaAMOI0

JKosTtens 2026

IndopmanifiHuii 1HCT-3BEepPHEHHS 10 cneniaficTiB CHCTEMH 0XOPOHH 3I0POB’ Sl HIOA0

JIiKapCcbKHUX 3ac00iB:

JEBO®JIOKCAIIUH, po3uuH ans ingy3iii no S mr/mia mo 100 ma y paraxowni

JE®CAH, po3uun aas indysii no S mr/mia no 100 ma y duiakoni

Cucremni anTu6aKTepiaabHi 3aco00u rpynu pTOpXiHOIOHIB - pU3HK BUHUKHEHHS] TPUBAJHX

cepiio3HUX NOOIYHHUX peakiii, HAragyBaHHS PO 00MeKeHHS 32CTOCYBAHHA

WanosHi cneyianicmu cucmemu oxopoHu 30opoe 'a!

Komnanis M.biorek JlimiTen, BIacHUK peecTpaLiiiHOro NocBiaYeHHs NiKapChKUX 3ac00iB
JEBO®JIOKCALMH, JIEOCAH, po3unn ans indysiit no 5 mr/mn mo 100 mn y dnakoHi y
BiZMOBIIHOCTI OO pekoMeHAaLik €Bponeicbkoi MeanuHoil arenuii (EMA) Ta 3a noro/pkeHHsIM
Hep:xaBHoro excneptHoro LeHTpy MO3 Ykpainu Haragye Bam npo oOMexeHHS 3aCTOCYBaHHs
aHTUOaKTepiabHUX 3ac00iB, IO HANCXKATH A0 Kjacy (GTOPXIHOMOHIB Ui CHCTEMHOTO Ta
iHransAuiiHOro 3aCcTOCY BAaHHS:

Kopotknii 3micT:

e JlaHi ocTaHHIiX JAOC/iKEHb CBiAYaTh MPO Te, IO aHTHOAKTEpianbHi 3ac0o0H, 10 HANEKATh JI0
K1acy (TOPXiHOJOHIB MPOJOBXKYIOTH MNPWU3HAYATH 11032 MEXKAMH PEKOMEH/IOBAHOTO
3aCTOCYBaHH:.

o]
o]

DTOPXIHOJIOHU AJIS CUCTEMHOTO Ta iHransiifiHoro 3acrocysanns HE cnin npusnauaTu:
nauieHTaM, sKi paHime Manu cepiio3Hi moGiuni peakuil mpu 3acTocyBaHHi
aHTuOaKTepiaabHHUX 3ac00iB rpynu XiHONOHIB 260 HTOPXiHONOHIR;

NpU HETAXKKUX abo camooOMexyBanbHUX iH(eKUisx (Taki gk GapUHTIT, TOH3WIIT Ta
rocTpui 6poHXiT);

NpH iHGEKLiAX JETKOro Ta CepeIHbOr0 CTYNEHS THKKOCTI (BKIIFOUAKOUN HEYCKIIa{HEH Ui
LIMCTUT, 3aroCTPEHHS XPOHIYHOro OpOHXiTYy Ta XPOHIUHOrO OOCTPYKTHBHOIO
3axsoproBaHHs JiereHb (XO3JI), roctpuii GakTepiaNbHMH PHHOCHHYCUT Ta TOCTPHIA
CepelHii OTHUT), SAKINO iHIII aHTUOaKTepianbHi 3acobH, sIKi 3a3BMYAl PEKOMEHAYIOTHCS
OpH UMX 1HPEKIiAX, BBAXKAKTHCA HEAOLITLHUMU;

npu HebakTepialbHUX iHDEKLINX, HANPHKIAL, HebaKkTepianbHUit (XpOHIYHHI) TPOCTATHT;
s npo(igakTUKU Aiapei MaHAPIBHUKIB a00 peluIuBYIOUMX iHGQEKIiH HIKHIX
CEYOBMBIJHUX LIIAXIB.



e @OTOPXIHOMOHK I CMCTEMHOrO Ta iHraNAUifHOrO 3aCTOCYBAHHA acCOUIIOTLCA 3 AYyKe
PIAKICHUMH, CEPHO3ZHUMM, IHBANIM3YIOUMMH, TPUBAIUMHU Ta NOTEHUIHHO HE3BOPOTHUMH
nobiunnuMu  peakuiamu. Lli anTHOakTepianbHi 3aco0u  Chil  NpU3HAYaTH JIMILE 34
3aTBEPKCHUMH [10KA3aHHAMM Ta MiC/s PETeNbHOT OLiHKU CMiBBiJHOLIEHHS KOPUCTh/PU3HUK
JUTS. KOHKPETHOTO Nalli€HTa.

IlepenymMoBH BHHHKHEeHHS TIPoGJaemMu 3 Ge3nexku

EMA najano Hanonernusi pekoMeHzauii oo OOMEXKEHHsS 3aCTOCYBaHHA CHCTEMHHX Ta
iHranAUifHuX (TOPXIHOMOHIB 33 pe3yNbTaTaMH 3arajbHOEBPONEHCHKOrO OMIALY, NMPOBEAEHOrO
2018 poui 3 METOIO OLIHKH PU3UKY PO3BHUTKY CEpHO3HMX Ta JOBrOTPUBAIMX (TPUBATICTIO B MicALi
abo poku), IHBaNiAM3YIOYMX Ta MOTEHLiHHO HE3BOPOTHHMX MOGIUHMX peaKliil, WO nepeBaKHO
Bpa)karoTh ONOPHO-PYXOBUH amapaTr Ta HEpBOBY cHcTeMy. BHacninok orasny, mposeaeHoro EMA,
3aCTOCYBaHHsA aHTHOaKTepiaNbHUX 3aco0iB, WO Hanexarb N0 kKiacy (QTOPXiHONOHIB GyJ0 CyTTEBO
obmeskeHo y 2019 poui.

Lli cepiio3ni noGiuni peakiii MOXyTb BKIIOUYATH TEHAMHIT, PO3PUB CYXOXWJIS, apTpairito, 6inp y
KiHIIBKaX, MOPYLIEHHs XOAM, HEBpOmaTii, NOB’S3aHi 3 MapecTesiclo, Henpecicio, BTOMOIO,
MOTIpPLICHHAM NaM’ATi, FaIOLUMHALIT, TICHXO03H, PO3IIaAH CHY Ta OPYLICHHS OPraHiB 4yTTs (CIyXy,
30py, cMaKy Ta HIoXY). [1o1KoKeHHS CyX0KHUIb (0COOIHUBO AXIIIOBOrO CYXOXKHUMIS, ajleé MOXKYTh
OyTH 3amydeHi i iHIII CyXOXU/JA) MOXEe BUHUKHYTH NPOTAroM 48 rojIMH micns novaTky JikyBaHHS
a00 HaCJiIKM MOXKYTb MPOSABUTHUCS YePe3 KiJIbKa MICAIIB MiCJS MPUNHHEHHS iKY BaHHS.

byno mnposemeno mpocnimxenna, wmo ¢iHancyBanmocst EMA [«BmiuB 3MmiH y MapkyBauui
aHTubakTepiaibHUX 3ac00iB, WO MICTATE (TOPXIHOMOHM O CHCTEMHONO Ta iHramsLiifHOro
3acrocyBaHHa B €mponeiickkoMy Coro3i» (EUPAS37856)], sike Gasysaiocs Ha aHanisi 4acToTu
npHu3HaYeHHsd (TOPXIHONMOHIB y ILUECTH eBpoleiicbkux Oazax JaHuX OXOpoHM 310poB’s (Beinbrii,
®panuii, Himewunnu, Higepnaunis, Icnanii Ta Benuko6puTaHiti).

HocniKeHHs oKa3ano, o GTopXiHOMOHU BCE ILE MOXKYTh 3aCTOCOBYBATHCS 1034 3aTBEPIKEHUMHU
nokasaHHsaMHu. OIHaK yepes 0OMeXKeHHs JOCIiDKEHHS He MOXKHA 3pO0OMTH OCTATOYHUX BHCHOBKIB.

o CrienianicTu CHCTEMH OXOPOHH 3J0POB’ S MOBUHHI MPOKOHCYJILTYBATH MALIEHTIB:
o PO PU3UK BUHUKHEHHS CEpHO3HUX NMOOIUHUX peakiliii;
o Mpo NOTEHLiHHUI TOBrOTPUBANIUIA i cepiio3Huit xapakrep peakiiii;
o HEraiHO 3BepHYTHCS J0 JIiKaps MpH MEpLIMX O3HAKaX cepHOo3HMX MOOIYHMX peakLii
nepen NpOJOBXCHHSAM JiKYBaHHA.

e 3 0c001MBOKO OOEPEMHKHICTIO CIiJ] TNPU3HAYATH MallieHTaM, fAKi OJHOYACHO 3aCTOCOBYIOThH
KOPTUKOCTEPOI/IM, MAal[iEHTaM JiTHBOrO BiKy, MALiEHTaM 3 HHPKOBOK HEIOCTATHICTIO Ta
nauieHTam, [Ki NepeHecIH TPAHCILUIAHTALIO COJTiTHUX OPraHiB, OCKIIbKH PU3HK TEHIMHITY Ta
PO3pHUBY CyXOXXHJb, CIPUYMHEHUX (TOPXiHOMOHAMH, MOXKe OYTH MiABMINEHHH Y LHX
Naui€HTiB.

Indopmanis moao noBiAoMIeHHs NPO NOOIYHI peakiii:

Binnosigno ao Bumor [lopsaaky 3aiiicHeHHs dapMaKOHACTSY, 3aTBEPIKEHOTIO HAKAZOM



MiHicTepcTBa 0XOPOHH 310poB’st YKpaiuu Big 27 rpyans 2006 poky Ne 898, zapeectpoBaHoro B
MinicTtepctsi tocTuuii Yipainu 29 ciuus 2007 poky 3a Ne 73/13340, cnin nopigomisaTu npo yci
nifo3ptoBaHi nobiuHi peakuii 1o JepxarHoro excrepTHoro ueHtpy MO3 Ykpainu 3a
nocunanHaM: https://aisf.dec.gov.ua
Takox, Mpo BUHMKHEHHS MOGIYHMX peakliil mpu 3acTocyBaHHI fikapcebkoro 3acoly Jleduokan
NpOCHUMO MOBIIOMUTH MNpeICTaBHUKA 3asiBHWKA Ha Teputopil Ykpaiuu kommaHiro «M. biotek
JimiTen»:

e 3aajapecoto: M. Kuis, Byia. Koctbonbha, 3 od. 7, Ten (044) 228-37-89 abo 3a eneKTpoHHOK

aapecoto: infoi« mbiotech.com.ua.
e 3anoBHMBUIM POpMY Ha caiiTi www.mbiotechltd.com.

3 nowaroio,
VYnoBHOBaxkeHa ocoba, BiANOBIJaNbHa 3a papMaKoHarsg IMenix O.b.



