Ay ATTERIUM
JaHi maTepiaiu € HABYAJILHUMH i He Oy Iy Th PO3NOBCIOIKEHI 3 METOI0 peKJIaAMH
KBitenn 2024

Indopmanilinmii iucT-3BepHEHHS 10 cHeliaIicTiB CHCTeMH 0XOPOHH 310POB’ st

AnTHOaKTepiaabHi 32c00H, 110 HATEXKATH 10 Kjacy (pToOPXiHOIOHIB AJI CHCTEMHOI0 Ta
iHragsimiifHoro 3acrocyBaHHsi — Pu3Mk BUHHKHEHHN TPHBAJIUX CEPHOZHMX MOGiYHHX
peakuiii, HaraJyBaHHA PO 00MeKeHHS 3aCTOCYBAHHS

IIlanoBHMI cneniajicT cucTeMu OXOPOHM 340POB’st!

TOB  «APTEPIYM JIT/l», BmacHUK peecTpailifHOro MOCBIJYEHHS HAa
aHTrOaKTepianbHi JliKapcbki 3aco0u kimacy ¢ropxinononisB — MOKCUDJIOKCALIMH,
posuus juia iHdy3id, 400 mMr/250 ma ta MOKCHU®JIOKCAILINH, Tabierkd, BKpUTi
ILIiBKOBOIO 000JIOHKOIO, 10 400 Mr (j1if04a pe4oBHHA — MOKCU(IIOKCALUH), BiAIIOBIIHO /10
pexoMenpanii €sponeiicbkoi meanuHoi arennii (EMA) ta 3a morokenusM Jep:aBHOro
ekcnepTHoro ueHTpy MO3 Vkpainu indpopmye Bac npo HacTymHe:

Kopomkuit 3micm

= JlaHl OoCTaHHIX JIOCHiI)KEHb CBiYATH MPO Te, 10 aHTHOAKTepianbHi 3acobu, Mo
HAJIEKATh [0 Kiacy (TOPXiHOJOHIB MPOJOBKYIOTH NMPHU3HAYATH 11033 MEXaMu
PEKOMEH,I0BAHOIO 3aCTOCYBAHHS.

*  @TOpXIHOMOHM JUIS CHUCTEMHOro Ta iHraaauiiiHoro 3acrocysaudsa HE ciifg
Opu3HavaTH:

v naugicHraM, AKi paHillle MaJnd cepiio3Hi MoOiuHi peakiii Npu 3acTOCyBaHH]
aHTUOaKTEplanbHUX 3ac00iB IPYIH XiHOJIOHIB 200 (GTOPXiHOIOHIB;

v MpH HCTKKUX ab0 caMooOMeKyBajibHUX iHOEKUiAX (Taki K (GapuHriT,
TOH3MWIIT Ta rOCTpUil GPOHXIT);

v 1npu 1HGEKIIAX JIETKOro Ta CEepeAHBOro CTYNEHS TSDKKOCTI (BKIIOYArOUM
HEYCKJIaJIHEHUH LUCTUT, 3aTOCTPEHHS XPOHIYHOTO OPOHXITY Ta XpOHIYHOTO
00CTpYKTHBHOrO 3axBoproBaHus jereHb (XO3JI), roctpuit GakrepianbHuii
PUHOCHHYCHUT Ta TOCTPHUHA CEpeAHIN OTHUT), AKIIO 1HIII aHTUOAKTepiaabHi
3aco0u, sAKi 3a3BUYall PEKOMCH/YIOTBCS MPHU LUX IHPEKIIIX, BBAXKAIOTHCA
HEJIOPCUYHUMU;

v npu  HebakrepianbHuUX  iHQEKIisX, HaOpWKIan, HebakrepianbHMA
(XpOHIUHUI) MPOCTATHUT;

v i 1podigaKTUKKU Aiapei MaHIpiBHUKIB ab0 peUUAMBYIOUYMX iHPEKIiH
HIDKHIX CEYOBUBIAHUX IMLISAXIB.

*  DTOPXIHOJOHU JUISI CUCTEMHOIO Ta iHIaldsAMiiHOro 3aCTOCYBAHHA aCOLIIOITHCA 3
AYXKe PLOAKICHUMH, CEepPHO3HUMHU, iHBATIIM3YIOUMME, TPUBAIMMH Ta HOTEHLIHHO
HE3BOPOTHUMHM NOOIYHUMHU peakmisMu. i anrubaxrepiansHi 3acobd  ciij
OpH3HAaYaTU JIMIIC 34 3aTBEPUKEHUMH MOKAa3aHHAMU Ta IICI PETEJIBHOT OLiHKH
CMiBBI/{HOIIEHHS KOPUCTH/PU3UK [T KOHKPETHOTO MAIicHTa.
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Ilepedymoeu eunuKkHeHHA npobiemu 3 e3nexu

EMA mHagano Hamoserjiusi pexoMeHjanli MoA0 OOMEXKEHHS 3acTOCYBaHHS
CUCTEMHHUX Ta IHraJsiliiiHuX GTOPXIHOJOHIB 3a pe3yJbTaTaMU 3aralbHOEBPOTIEHCHKOIO
oriany, nposejeHoro y 2018 poili 3 METOO OLIHKH PU3UKY PO3BUTKY CEpPHUO3HMX Ta
JOBrOTPUBAIHUX (TPHUBANICTIO B Micslli ab0 pOKHM), IHBaJIAU3YIOUMX Ta MMOTEHLiNHHO
HE3BOPOTHUX NMOOIYHHUX peakliif, [0 NepeBaKHO BPaKAIOTh OIIOPHO-PYXOBUI amapar Ta
HepBOBY  cucreMy. BrHacmigok orasany, nposejgeHoro EMA,  3actocyBanHA
aHTHOaKTepiaJbHUX 3aco0iB, MO HaJeXaTb O Kjiacy (GTOpXiHOJNOHIB OylO CYTTEBO
obmexeHo y 2019 porti.

LIi cepiio3ni mobGiuHi peakilil MOXKYTh BKJIIOYATH TCHIMHIT, PO3PUB CYXOKHILIA,
apTpairito, OUIb y KiHIIBKaX, MOPYIICHHS XOJU, HEBPOMATii, OB’ A3aHi 3 Napecresico,
JENpeci€ro, BTOMOIO, MOTIPIICHHAM IaM’fTi, TrajloluHalii, ncuxo3u, po3jalau CHY Ta
HOPYILIEHHA OpraHiB 4yTTs (CIyXy, 30py, CMaKy Ta HIOXY). |IOMKOMKEHHS CYyXOKHIIb
(0co6aMBO AXIJUIOBOTO CYXOXKHWILISA, alic MOXYTh OyTH 3alydeHi i iHII CyXOXKHuIs)
MOJK€ BUHUKHYTHU MPOTAroM 48 rojiuH Iiciist 1o4arky JiKyBaHHs a00 HacliIKu MOXYTb
MIPOABUATHUCS Yepe3 KiJIbKa MICALIB MICASA HIPUITUHCHHS JIIKYyBaHHS.

byno mposeneno pgocmijkenHs, mo ¢inaHcyBagocs EMA [«BmiauB 3Mmin vy
MapKyBaHH1 aHTHUOAKTepiadbHUX 3acO0IB, IO MIiCTATh GTOPXiHOJOHU JJISI CHCTEMHOTO Ta
iHransuiiiHoro 3actrocyBaHHs B Cpomeiickkomy Corwoszi» (EUPAS37856)], ske
0aszyBanocs Ha aHali3i 4acTOTH MPHU3HAYEHHS (TOPXiHOJOHIB Y LIECTH €BPOINEHCHKUX
0azax maHux OXOpoHH 3700poB’s (3 bexaswrii, ®panuii, Himeuunnu, Hixepsranais, Icnanii
Ta BenukoOpuranii).

Jocnimkenns: npumnyckae, Mo GTOPXiHOTOHU BCE 1€ MOXKYTh 3aCTOCOBYBATHCS
1034 3aTBEp/UKEHUMU MokazaHHsMu. OJHAK dyepe3 0OMEeXeHHs JOCiUKCHHS He MOXKHa
3pOOUTH OCTATOYHUX BUCHOBKIB.

CneniajicTd  cHcTeMH OXOpPOHHM  3J0POB’S NIOBUHHI  LIPOKOHCYJIBTYBAaTH
Mall€HTIB:
* PO PU3UK BUHHUKHEHHS CEPHO3HMX MOOITYHUX peaKIliii;
* IIpO NOTEHUIMHUN TOBroTpUBaIUil i cepilo3HUI XxapaKTep peakiliii;
* PO HEOOXIJHICTh HeraHO 3BEpHYTUCA JO JiKapsd MOpU MOEpUIMX O3HAKax
CEpHO3HUX NMOOIYHUX peakllii mepe/ MPOoJOBKEHHIM JiKyBaHHS.

3 0co0.1HBOI0 O0O0epexRHICTIO CITiI TpHU3HAYATH MaIlicHTaM, SKi OJHOYACHO
3aCTOCOBYIOTh KOPTUKOCTEPOIAM, Malli€HTaM JITHLOrO BIiKY, MNali€HTaM 3 HUPKOBOK
HEJOCTATHICTIO Ta MAaIlliEHTaM, SIKi ITepeHeC/IH TPaHCIUIAHTAINIO COJIAHUX OpIraHiB,
OCKIJIBKM PH3UK TEH/IMHITY Ta PO3PUBY CYXOXKHJIb, CIPUUMHCHUX (PTOPXiHOIOHAMHU,
MOKe OyTH MiIBULICHUM Y ITUX MAIli€HTIB.

3aKAUK 00 ROGIOOMICHHA

Bianosigno no Bumor Ilopsjaky 3nificHeHHs dapmakoHArasay, 3aTBEPIKEHOTO
Hakaszom MiHicTepcTBa OXOpOHU 310poB’st YKpainu Bijx 27 rpyanst 2006 poky Ne 898,
3apeectpoBanoro B Minictepersi toctuilii Ykpainu 29 ciuns 2007 poky 3a No 73/13340,
CJILA MOBIAOMJISITH MPO yCi MiZ03pIOBaHi MOOIYHI peakilil y mari€eHTiB, AKi MPUHNMAaOTh
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aHTUOaKTepianbHi 3aco0u, IO HalekaTh JO Kjiacy (GTOpXiHOJNIOHIB Ao Jlep:aBHOro
ekcneptHoro ueHTpy MO3 Ykpainu 3a nocmianHaM: https://aisf.dec.gov.ua.

Takoxx mpo migo3proBaHi mMoGiuHi peakiii abo AKIIO y BaC BUHUKIU OyIb-iKi
nuTaHHg a0o noTpibHa JoAaTKOBa MeauyHa iHGopMallis IOo10 JIIKapChbKUX 3aco0iB, BU
MOXKETE 3BEPHYTHUCH 10 OQiliHHOIrO MpeACTaBHUKA 3agBHUKA [MX JIIKAPCHKUX 3aC00iB B
Ykpaini — TOB «APTEPIYM JIT»:

Anpeca: 6yn. Tapaca IlleBuenka, 62, m. Kuis, 01032

Ten.: +38 095 271 38 35

EnexrponHa agpeca: Yuliia.Petrova@arterium.ua

Ilepenik nimepamypHux Osxcepen
1. https://www.dec.gov.ua/materials/antybakterialni-zasoby-shho-nalezhat-do-klasu-
ftorhinoloniv-dlya-systemnogo-ta-ingalyaczijnogo-zastosuvannya-ryzyk-
vynyknennya-tryvalyh-serjoznyh-pobichnyh-reakezij-nagaduvannya-pro-
obmezhennya-za/?role=applicant
2. https://www.ema.curopa.cu/en/documents/dhpe/direct-healthcare-professional-
communication-dhpe-systemic-and-inhaled-fluoroquinolone-antibiotics-reminder-

restrictions-use _en.pdf

YnoBHoOBa)keHa oco0a BiJIIIOBila/IbHA

3a papmaxonarssig TOB «APTEPIYM JITI» FOuist TIETPOBA




