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No JlaHi MaTepianu € HaBYAIBHUMHU 1 HE € PEeKJIaMOI0

Ha Ne

Bepecens 2023

Indopmaniiinuii JUCT AJIA cHeniadicTiB CHCTEMH OXOPOHH 310POB’si

1000 nikapevkux 3acobig 3aseHuxa/supoonuxa IIpAT «Texnonoey», Yrpaiuna:
JIEBO®JIOKCAIIMH, Tabnerku BkpuTi 000s10HKOI0, 250 Mr a6o 500 mr;
MOKCUJIOKCAILIMH, Tabnetku Bkputi 000510HKOI0, 400 MT;
[MUITPODJIOKCALIMH, TabneTku, BKpuTi 000510HKO0I0, 250 Mr 260 500 Mmr.

BaxxmBa ingopmanis 3 6e3mexu

CucremHi aHTHOAKTepiadbHI 3ac00M rpynu (pTOpPXiHOIOHIB: HATayBAHHSI PO 00MeEKEHHSI
3acToCyBaHHS (PU3HK BUHHKHEHHSI TPHBAJMX TKKUX MOOIYHUX peakuiii)

IIlanoBHUH cneniagicT cHCTeMH 0XOPOHH 310pOB’ 5!

3asBauK/BHpoOHUK [IpAT «TexHomory, BiIMOBIAHO 10 peKOMeHIamid €BpOMEHChKOI MEIUYHOI areHIlii
(EMA) Ta 3a morompkenss JlepyxaBHoro excreptHoro neHtpy MO3 Ykpainu, Haranye Bam mpo oOMexeHHs
3aCTOCYBaHHS aHTHOAKTEPiAIbHUX 3aC001B, [0 HAJIEXKATh 70 Ki1acy (hTOPXiHOJIOHIB.

Pestome

- JlaHi ocTaHHIX JOCHI/DKEHb CBiUaTh IPO Te, IO aHTHOAKTepiaibHi 3acO0H, IO HalIeXaTh J0 KiIacy
(GTOPXiHOJIOHIB IIPOJIOBXKYIOTH IPH3HAYATH 1032 MEXKaMH PEKOMEHIOBAHOTO 3aCTOCYBaHHI.

~  @OTOPXIHOJOHHU JUISI CHCTEMHOTO Ta iHransiiitnoro 3acrocyBauus HE ciin npusHayaru:

o TaIieHTaM, SIKi paHillle Manu cepiio3Hi moOiuHi peaxnii npu 3acTOCyBaHHI aHTHOAKTEpiaIbHUX 3ac00iB
IPYIH XiHOJIOHIB a00 (hTOPXiHOJIOHIB;

o TIPH HETSHKKUX abo caMooOMEeXyBabHUX 1H(EKIisX (Taki sSK (GapwHIIT, TOH3WIT Ta TOCTPHA
OpOHXIT);

o TpH IH(EKHiAX JErkoro Ta CEepeHbOr0 CTYMEHs TSHKKOCTI (BKIIOYAIOYM HEYCKIIaJHEHUH I[HCTHT,

3arOCTPEHHS XPOHIYHOTO OPOHXITY Ta XPOHIYHOTO OOCTPYKTHBHOTO 3aXBOPIOBaHHs JiereHb (XO03JT),
rOCTpHil OaxTepiaJbHUH PHHOCHHYCHT Ta TOCTPUI CEepeHiil OTHT), SKINO 1HIN aHTHOAaKTepiadbHi
3acobu, sKi 3a3BHYal PEKOMEH IYIOThCSI IPU HUX 1H(EKITISX, BBAXKAIOTHCS HEIOPEUHHMHU;
npu HeOakTepiaTbHUX 1H(PEKIIisIX, HAaPHUKIIa/l, HeOaKTepianbHui (XpOHIYHHUIT) IIPOCTATHT;
JUIS TPO( LITAaKTHKH Jliapel MaHIPIBHUKIB a00 pEIUIUBYIOUMX iHPEKINH HUKHIX CEYOBHBIAHUX MIUISAXIB.
@DTOPXIHOJIOHH JJISI CHCTEMHOTO Ta 1HTAJSIIHHOTO 3aCTOCYBAaHHS ACOIIIOIOTHCS 3 JIy)KE PiIKICHUMH,
CEpHO3HUMH, 1HBAITU3YIOUUMH, TPUBAJIUMHE Ta MOTEHIIIMHO HE3BOPOTHHUMHM MOOIYHUMHU PEaKITisIMH.
[1i anTHOaxTepianpHi 3acO0M CJiJ{ IpU3HAYATH JIMIIE 3a 3aTBEP/UKCHHMH IOKa3aHHAMH Ta ITiCIs
PETEeNbHOI OIIHKH CITiBBiTHOIIEHHS! KOPHCTh-PU3UK JIUISI KOHKPETHOTO TAIliEHTa
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Ykpaika, 01033, M. Kuis, Vkpaina, 61115, m. Xapkis, Ykpaika, 20300, Yepkacbka obn.,

syn. LLota Pycraseni, 23 Byn. Cesepuna Motoupkoro, 36. M. YMaHb, Byn. Ctapa npopi3Ha, 6yauHok 8.
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JlaHl MaTepiaiu € HaBYAJILHUMU 1 HE € PEKIIaMOIO

Hogiokosa inpopmauis 3 npoonem 6e3nexu

EMA namnonernuso pexoMeHnjye 0OMEXUTH 3aCTOCYBaHHs CHCTEMHUX Ta IHIaIAMiHHUX (TOPXiHONOHIB
3a pe3ysibTaTaMH 3arajJbHOEBPOIEHCHKOr0 OIJIsAy, IpoBerieHoro y 2018 poili 3 METOIO OIiHKH PH3UKY
PO3BUTKY CEPHO3HUX Ta JOBrOTPMBANHMX (TPUBATICTIO B Micsmi abo pOKH), IHBaNiAH3YIOUHMX Ta
IOTEHL[IHO HE3BOPOTHUX HMOOIYHHX pEaKIliif, 10 MepeBaKHO BPAXAIOTh ONOPHO-PYXOBHH amapaT Ta
HEPBOBY cHcTeMy. Bracninok ornsany, nmposegenoro EMA, 3actocyBanHst aHTHOAaKTEpiadbHUX 3ac00iB,
110 HaJIexXaTh JI0 Kiaacy (TOpXiHOJIOHIB 0yi0 cyTTeBO oOMexeHo y 2019 pouri.

i cepiiosni mobiyHi peakmii MOXYTh BKIIOYATH TCHIMHIT, PO3PUB CYXOXKHIUISA, apTpairito, 6inp y
KiHIlIBKaX, HOPYIIEHHS XOIHU, HEBPOIATil, OB’ s3aHi 3 mapecTesi€ro, AenpPeciero, BTOMOIO, HOTipIICHHIM
mam’Ti, TalloNMHaNii, ICHX03H, PO3/Iafu CHY Ta MOPYLICHHsI OpraHiB 4yTTs (CIyXy, 30py, CMaKy Ta
HI0XY). IToIIKO/KEHHS CyXO0XKHIIb (0COOIHBO AXINIOBOTO CYX0XKHUILIS, ajleé MOKYTh OyTH 3aaydeni i iHmmi
CYXOXXHIUIL) MOX€ BHHMKHYTH IPOTAroM 48 TOAMH INCHS MOYATKy JiKyBaHHSA a00 HACHiJAKH MOXYTh
NPOABUTHCS YEPE3 KiJTbKa MICSIIB MiCIs TIPUITHHEHHS JTiKyBaHHSL.

Byno mposemeno jocnmijpkenHs, mo ¢inancysamocss EMA [«Bmms 3miH y MapkyBaHHi
aHTHOaKTepialbHUX 3aco0iB, INO MicTATh (TOPXIHOJOHHM JUJIsl CHCTEMHOrO Ta IHTasLiHHOIO
3acrocyBaHHd B CBponeiicekomy Corosin (EUPAS37856)], sxe GasyBamocs Ha aHamizi 4acTOTH
IpH3HAYEHHs PTOPXiHOJIOHIB Y IIECTH €BPOIEHCHKUX Ga3ax JaHuX 0X0poHu 310poB’ s (Benbrii, ®panmii,
Himeuunnu, Hinepnaunis, Icnanii Ta Benuko6puranii).

JlocnizKeH s IPUITyCKae, Mo GTOPXiHONOHK BCE Ie MOXYTH 3aCTOCOBYBATUCS 11034 3aTBEPKEHHMHE
nokasaHHAMH. OJHaK depe3 0OMEXEHH TOCITIHKEHHS HE MOXKHA 3pOOUTH OCTATOYHUX BHCHOBKIB.

Haragyemo crernjianictaM cucTeMu OXOPOHH 370POB’S:
— TIOBIIOMJISITH HAI[iEHTaM:
IIPO PU3UK BUHUKHEHHS CEPHO3HUX MOOIYHUX PeaKIliif;
PO NMOTEHI[IHHUH TOBrOTPUBAIHH i CepHO3HUI XapaKTep peaKIiiii;
Ipo HEOOXIiMHICTh HETaHO 3BEPHYTHCS O JiKaps IPH MEpIIMX O3HAKAX CEPHO3HUX IT0OIYHHX
peakuiif mepes MpoJOBXKEHHIM JTIKYBaHHS.

= 3 0c0o0IMBOIO 00epexHICTIO IIpU3HAYaTH HalrjieHTam, K1 OJIHOYACHO
3aCTOCOBYIOTH KOPTHKOCTEPOiH, HaIi€eHTaM JIiTHEOTO BIiKY, narieHTam 3 HUPKOBOIO

HEJIOCTATHICTIO Ta TAIlieHTaM, SIKi MepeHeCIH TPAHCIIAHTAIIIO COJITHUX OPraHiB, OCKIIBKH PH3HK
TEHIMHITY Ta PO3PUBY CYXOXKHIIb, CIPHYHMHEHUX (TOPXiHOIOHAMHU, MOXKe OYTH MiJABHINEHUH Y ITHX
MMaIli€HTIB.

Ingpopmayia ujooo ingpopmyeanna npo nodiuni peakuii:

Bigmosigno mo Bumor Ilopsaxy 3pmificHeHHS (apMakoHArIsIIy, 3aTBEPUKEHOr0 HakazoM MinicTepcTna
OXOpOHH 3J10poB’a Ykpainu Bif 27 rpyaus 2006 poxy Ne 898, 3apeectpoBanoro B MinicTepeTi rocTuii
Vxpainu 29 ciung 2007 poky 3a Ne 73/13340, ciijt HOBiIOMIISTH PO yei Mijio3proBani moGiuni peakiii 10
JepxaBnoro excueprHoro nentpy MO3 Ykpaiuu 3a mocumanusm: https:/aisf.dec.gov.ua.

IIpocumo Bac mosigomisaty 1po Oyap-siki mijgo3proBaHi mobiuHi peaxiii mo 3assHuka/Bupobnuka IIpAT
«Texnosory, Ykpaina, Bifiin (papMaKoHATIISILY:

Byn. Ctapa npopisHa, 8, M. Ymans, Uepkacekoi 0071., YKpaiHa;

ten. (047 44) 403 09; Ten/daxc (047 44) 403 02; mo6. Ten. (050)44876 51;

e-mail: zbut@technolog.ua; https://www.lekhim.ua/uk/safety

Ilocunanua na nimepamypy

1. https://www.ema.europa.eu/en/documents/dhpc/direct-healthcare-professional-communication-dhpc-
systemic-inhaled-fluoroquinolone-antibiotics_en.pdf

2. https://www.dec.gov.ua/materials/antybakterialni-zasoby-shho-nalezhat-do-klasu-ftorhinoloniv-dlya-
systemnogo-ta-ingalyaczijnogo-zastosuvannya-ryzyk-vynyknennya-tryvalyh-serjoznyh-pobichnyh-
reakczij-nagaduvannya-pro-obmezhennya-za-2/?role=doctors



