OnogieHa iH(opmariiis moao 6e3neKu Npy 3acToCyBaHHI aHTH0AKTepiaTbHIX 3aC00iB
rpynu xiHosoHiB (J01M) a/isi nepopa/ibHOrO, NapeHTepaJibLHOro Ta iHraasAiMHOro
3aCTOCYBaHHA Ha MijcTaBi pienHs €EBponeiicbKoi Komicii.

Orisig, dropxiHosioHiB (JOIMA) Ta inmumx xiHonoHiB (JO1MB) po3mnouaBcs 9 nroToro
2017 poky Ha mpoxaHHS MeauuHoi areHijii 3 mikapcbKux 3aco6iB Himeuunnu (BfArM)
3rigHo 3i crarrero 31 upekTtrsu 2001/83/EC.

Ornsim 6yB Brepine mipoBesennii PRAC. Ocratouni pekomeHparii PRAC Oynu
npunHATI 4 >k0BTHS1 2018 poky, a motim HampasieHi fo CHMP, ski yxBanumm [LymKy
PRAC. Pimienns CHMP 6ysio HampaBneHo 0 €Bporelicbkoi Kowmicii, sika Bujana
OCTaTOYHe IODUANYHO 0060B's3koBe pimeHHd Big 11 Gepesns 2019 poky mpo
¢bTOpXiHOMOHOBI Ta iHIM XiHOJIOHOBi aHTHWOaKTepiasbHi 3aco0M, A8 CUCTEMHOTO Ta
iHransIiHOro 3acTOCyBayHHs, 000B'A3KOBe /10 BUKOHAHHS /118 BCixX KpaiH €C.

Bucnosku PRAC.

o PRAC [ililIOB BHCHOBKIB, W0 JesiKi CepHO3Hi iHBaliAU3yKui Ta TMOTEHLIIMHO
HE3BOPOTHI MMO0OiuHi peakiii, MoB's3aHi i3 3acTocyBaHHAM (TOPXiHOMOHIB Ta iHIIHMX
XiHOJIOHIB, XapaKTepHi /IS IaHOTO K/lacy aHTHOaKTepia/ibHUX 3ac00iB.

o PRAC Bu3Hag, 1110 [i/151 TIALli€HTIB 3 CepHO3HOI0 iH(DEeKIIi€r0, UyTIMBOO /10 1[bOT0 KIacy
aHTHOaKTepiaJbHUX  3aco0iB, (TOPXiHOMOHM  3a/UIIAIOTLCS  Ba)XK/IMBUM  BapiaHTOM
JIIKyBaHHSI, He3Ba)Kalouu Ha PiJKiCHI PU3MKWA BUHUKHEHHS iHBasIiU3yH0UMX Ta MOTEHL[IMHO
HEe3BOPOTHIiX MOOiIUHiI peakIlii.

o PRAC HaroJiomye, 10 y BUMAAKY OiIbIN erkux iHMekIid, ¢ po3riasgaTy iHimi
BapiaHTU JiiKyBaHHS. DTOPXIHOJIOHM IIOBHMHHI BUKOPUCTOBYBATHCS B SIKOCTI OCTaHHbLOI
Kareropii BuOOpYy TpU J/iKyBaHHi TMalieHTiB, Jie iHII TepareBTUYHI BapiaHTU He €
e(eKTUBHUMH ab0 He JOMyCKArThCS.

o PRAC Takosk MpUIIIIOB /10 BUCHOBKY, ITI0 y pa3i JiKyBaHHs JIeTKUX Ta/ab0 IOKambHUX
iH(dekLii PTOPXiHOMOHAMH Ta iHIIMMM XiHOJIOHAaMU KOPHCTbh MEHIIA 3a PU3MK, MOB'S3aHUI
3 BUKOPHUCTaHHSIM IUX JTiIKapChKUX 3ac00iB, BK/TIOUAIOUM CePUO3HUHN PU3UK iHBaTiJU3YHOUNX
Ta MOTEHL[iiHO He3BOPOTHIX MOOIUHUX peakLiii.

o Ak Hacmigok, PRAC pekomeHAyBaB THMYacOBO 3a00pOHUTH BHUKOPHCTAHHS
MiKapchKUX 3aco0iB, 110 MiCTSATh XiHOJIOHHW, a Came HaliJUKCOBOY KHCJIOTY, TTeMiJoBYy
KWAC/OTY, LMHOKCAllMH 1 (IFOMEKBUH, OCKiIbKM BOHM 3a JKOJAHUM 3 T[IOKa3aHb [0
3aCTOCYyBaHHS He Ha/Ial0Th TIO3UTUBHOTO OasaHCy KOPUCTb-PU3HK.

o [Inst 3HSATTST TUMYACOBOI 3a00pOHW BJIACHUKM PEECTPALliiHUX ITOCBiUeHb TOBWHHI
HaJlaTU BIJTOBiZiHI HAYKOBI [JOKa3H, L0 TPOJEMOHCTPYIOTh TO3UTUBHE CITiBBIZJHOILIEHHS
KOPHCTb i PHU3UK JIiKapChKOT0 3aco0y Mpu Oy/b-IKOMY ITOKa3aHHi.

o PRAC pekomeH/lye BHECTH 3MiHM O IHCTPYKLiHA [/ MeQUYHOIO 3aCTOCYBaHHS
(bTOpXiHO/MIOHOBUX aHTHOaKTepia/bHUX 3acobiB i MepopasbHOTO, TapeHTepaabHOTo Ta
iHTa/IALIIHOTO 3aCTOCYBaHHSA 10 po3AiiB ITokazaHHsa Ta Ocobaugocmi 3acmocy8aHHs MO0
iHBaMiIU3yr0UMX Ta TOTEHLIMHO He3BOPOTHIX MOOIYHMX peakijiii Ha 3a3HayeHi JiKapChbKi
3acobu.

BpaxoBytouu Buille3a3HaueHe, PRAC filIlIOB BHUCHOBKY, 1110 CIiBBi/IHOIIIEHHS
KODUCTb-DU3UK s (TODPXiHOJIOHIB, Takux K med/okcalvH, JaoMedJioKcallvH,
LunpodyiokcayH, aeBodaokcanyH, 0oGIOKCAlUH, MOKCHUGIOKCALIUH, HOPQJIOKCAIIVH,
npyaidaokcanuyd, pyGhIOKCalMH 3alUIIAE€TbCS MO3WTUBHUM, Y pasi Y3ro/KeHHsl 3MiH [0
IHCTPYKIiM /11 MeMYHOTO 3aCTOCYBAHHS 3a3HAaueHUX JIIKapCbKUX 3aco0iB Ta peavtizariil
IHIIWX 3axXOZiB 3 MiHiMi3al[ii pU3UKIB.

3 nepeiiky (PTOPXiHOJIOHIB, CTOCOBHO IKMX peKoMeH/JoBaHO PRAC BHeceHHs 3MiH
[0 IHCTPYKLIM [/I1 MeJUUHOI0 3aCTOCYBaHHS Ta peasi3aljis iHIIWX 3axXO/iB 3 MiHimi3arlil




pU3MKIiB, a came: medioKcalvH, jaoMe(I0KCalH, LUIPO(IOKCalvH, JeBO(I0KCaLMH,
ouioKcalvH, MOKCU(JIOKCAllMH, HOP(QUIOKCalMH, Mpy/iduiokcalyH, py(QUioKcalyH, [0
[lep>kaBHOTO peecTpy JiKapChbKUX 3acob0iB YKpaiHu craHoM Ha 25.03.2019 B YkpaiHi He
3apeecTpoBaHo JI3 3 firounMu peuoBUHAMU NPy aidioKcalvH, pyhIoKcalyH.

PRAC TakoXx pfiuliia BUCHOBKY, L0 CIIBBiJHONIEHHS KODWUCTb-DU3MK IHIIMX
XIHOJIOHIB, TakKMX §K  HaJiJUKCOBa KWCJOTa, MinemioBa KWCJIOTa, LWUHOKCAIMH |
d1ymMeKBUH GiJibllie He € TIO3UTUBHUM i X BUKODUCTaHHS Ma€ OYTH TUMUYacoBO 3a00pOHEHO.
Ins 3HATTAS THMUYacoBoi 3abopoHu PRAC pekomeH/ye BjlaCHUKaM PpeECTpPaLliiHUX
TOCBiZiUeHb, 3a3HaueHUX JKapChbKUX 3aco0iB, HajaTH BiAMNOBiAHI HayKOBi [0Ka3u, 1110
TIPOJIEMOHCTPYIOTh  TO3UTUBHE  CITiBBiZJHOIIIEHHSI KOPUCTb-DU3UK TIpU  Oy/Ib-IKOMY
TIOKa3aHHi.

3 aHTHMOaKTepiaTbHUX 3aCc00iB rPyMNM XiHOJIOHIB, MiATPYIX iHIII XiHOJIOHH, CTOCOBHO
AKX HaZlaHO pekoMmeH0BaHO PRAC 11010 TMMUYacoBOi 3a00pPOHM, a caMe: HasiMKCOBa
KUCJIOTa, MirnemizoBa KWC/I0Ta, LMHOKCAUMH i (yMeKBUH, 3TiflHO JaHuX Jlep>kaBHOTO
peecTpy Jikapcbkux 3aco0iB Ykpainu (http:/www.drlz.com.ua/) cranom Ha 25.03.2019 B
YKpaiHi 3apeecTpoBaHO Ta J03BOJIEHO [0 MeAuyHOro 3acrtocyBaHHs JI3 [TAJITH® -
Karicys o 200 mr, 1o 10 Karicys y 6icTepi; 1o 2 6icTepy B KapTOHHIM KOpPOOLi, 3asIBHUK
Canpgo3 PapmaceroTikan3 f.4., CioBeHisi, BUpOOHUK Jlek (dapmaljeBTHUHA KOMIMaHis 1.
(BupobHunTBO in bulk, makyBanHsi, BUmycK cepii, makyBaHHs1), CJiOBeHisl, peecTpalliiiHe
nociguenHs UA/9137/01/01, vakaz MO3 1925 Big 23.10.2018, #ir0uot0 peyoBHUHOIO SIKOT'O
€ mirnemizioBa KMCJIOTAa.

38epmaemo yg8aey 3ds6HUKie AiKapcbkux 3acobie aHmubakmepiaabHux 3acobie epynu
XIHO/IOHIB ((PMOPXIHONOHU md [HWI XIHO/AOHU) O/ NepopaabHO20, NAPeHMepa/1bHO20 md
iHeanayiliHo20 3acmocy8aHHs _ Npo _HeobXxiOHicmb @HeCceHHs 3MiH 00 IHCMpYKUill 0as
MeOuYHO20 3aCMOCY8AHHS Ma peanizayis iHwux 3axodie 3 MiHiMi3ayii pusukis.

[Tocunanns Ha nipec-pesiis EMA:
https://www.ema.europa.eu/en/medicines/human/referrals/quinolone-fluoroquinolone-

containing-medicinal-products

https://www.ema.europa.eu/en/documents/referral/quinolone-fluoroquinolone-article-31-
referral-annex-iii en.pdf
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