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IHCTPYKUIA
ANS MeJUYHOT0 3aCTOCYBaHHS JTiIKapCbKOro 3acoty
Asntep®
(Azyter®)

Cknap:

Aitoya pevyoBmHa: asuTPOMILVH;

11 po34MHY MICTUTb @3UTPOMILMHY AUrigPaTy- 15 Mr, WO eKBiBa/IleHTHOA3UTPOMILUUHY - 14,3 Mr.
1 ojHO1030BMIA KOHTelHep (250 Mr po34nHY) MIiCTUTb 3,75 Mr a3UTPOMILMHY Aurigparty;
[OMOMIDKHI PEYOBUHW: TPUTTILEPUAN CePeAHbOTO NaHLora.

JlikapcbKa hopma. Kpansi 04Hi, po3ymH.
OcCHOBHI (Di3nKo-XiMiYHi BNACTMBOCTI: Npo3opa, 6e36apBHa abo 3/1erka >oBTa MacnsaHUCTa pPiguHa, NPakTUYHO
Bi/IlbHa Bifj CTOPOHHIX YaCTOK.

dapmakoTepaneBTUYHa rpyna. AHTM6ioTukn. Kog ATX: SO1A A26.

dapmakosoriyHi B1acTmBOCTI.

dapmakogyHamika.

A3UTPOMILMH € MaKpONiAHUM aHTUOIOTUKOM APYroro NOKONIHHS, L0 HaeXMWTb [0 rpynu asanifis.

MexaHi3m fii a3uTpoMiLMHY Monsrae B iHribyBaHHi CUHTe3y GakTepiaibHOro 6inka 3a paxyHoK 3B’S3yBaHHS 3
50 S-cyboMHMLIEND pUOOCOM | MPUTHIYEHHS TpaHCIOKalii nenTuais.

MexaHi3M pe3NCTEHTHOCTI.

3ara/ioM pesuCTeHTHICTb Pi3HMX BUAIB OakTepii [0 Makponifis noB’A3ylOTb i3 [i€0 OAHOIO 3 TPbOX
MexaHi3miB: MoauMiKauia KNITUHM-MILLEHI, iHaKTMBaLis aHTMOIOTMKA ab0 aKTMBHE BUBEAEHHS aHTUOIOTWKa
(ehnOKC) 3 KNITUHKU. Y GaKTepiil iCHYHOTb Pi3HI CUCTEMWU BUBELEHHS PEYOBUH 3 KNITMHW. YCTPEnTOKOKIB
CUCTEMa BMBEAEHHSA B 3HAYHI Mipi KOHTPOMOETLCA reHammn mef, Wo nNpu3BoAnTb 40 (hOpMyBaHHS 0OMEXeHOT
PE3UCTEHTHOCTI 0 Makponigis (peHotun M). Mogmdikauis MilLeHi MeTuIa3or, WO KOHTPOETHCA eHOM
erm (dpeHotun MLSg), MOXe npu3BeCTM [0 MEPEXPECHOT PEe3NCTEHTHOCTI CTOCOBHO Pi3HMX K/acis
aHTMOIOTUKIB.

lMoBHa MepexpecHa PesUCTEHTHICTb [0 epUTPOMILUHY, asUTPOMILMHY, IHLWMX Makponifis i NiHKo3amigis Ta
crenTorpamiHy B icHye MK Streptococcus pneumoniae, 6eTa-remMoniTUMHMM CTPENTOKOKOM rpynu A,
Enterococcus faecalis Ta Staphylococcus aureus, BKIHOYaKOUM METULMIIHO-PE3UCTEHTHUIA  30/10TUCTUIA
cTagifiokok (MRSA).

KOHCTUTYTUBHI MyTaHTU B iHAYLUMOENbHO Pe3nCTEHTHUX wWTamax 3 erm (A) a6o erm (C), MOXyTb OyTu
BifliGpaHi in vitro npu TX HW3bKi KOHLEHTpaLiT ~10-7 KYO B NpUCYTHOCTi a3MTPOMILIMHY.

paHM4YHA KOHUEHTpauisi. Hwkye npeacTaBneHi MiHiManbHi  iHribytodi  KoHueHTpauii  (MIK) ans
MIKpOOpraHi3MiB Mpy 3a3HavyeHnX nokasaHHaAxX (avs. Po3ain "lNokasaHHA").

Cnig 3a3HauMTK, WO MpeAcTaBfieHi HMXKYe rpaHuuYHi 3HavyeHHs MIK i cnekTp Aii in vitro 3acTOCOBHI Ans
CUCTEMHOr0 BUKOPUCTaHHA. Taki MIK He 3aCTOCOBHI y BMNafKy MICLEBOro 3aCTOCyBaHHA B O4i, BPaxoBYHUN
KOHUEeHTpauil, AKi [ocAaratloTbCs in Situ Ta MI3NKO-XIMIYHI YMOBM, IO MOXYTb BIUIMHYTU Ha 3arajbHy
aKTUBHICTb aHTUGIOTMKA Y MiCLi 3aCTOCYBaHHS.



mailto:

EUCAST (EBponeiicbKnii KOMITET 3 TECTYBaHHS YyT/IMBOCTI [0 aHTUMIKPOOGHMX MnpernapatiB) BCTaHOBUB 415
a3UTPOMILMHY TaKi rpaHNUYHi KOHLEHTpauiT:
» Haemophilus influenzae: yytnueicTb < 0,12 Mr/n i pe3UCTEHTHICTb > 4 Mr/n;
* Moraxella catarrhalis. yytnmsicTtb < 0,5 Mr/n i pesucTeHTHICTb > 0,5 Mr/n;
» Neisseria gonorrhoeae: uytnmeicTb < 0,25 Mr/n i pesucTeHTHicTb > 0,5 Mr/n;
» Saphylococcus spp*: uyTamsicTb < 1,0 Mr/f1 i pe3snCTeHTHICTL > 2,0 Mr/n;
» Streptococcus pneumoniae; YyTamBICTb < 0,25 Mr/n i pesucTeHTHICTb > 0,5 mr/n;
» SreptococcusA, B, C, G: uytnmsicTb < 0,25 Mr/n i pe3ncTeHTHIcTb > 0,5 mr/n.
* Spp BK/IKOYaE B cebe BCi BMAM Knacy.

EUCAST 3a3Hauae, L0 415 BU3HAYEHHS Yy T/IMBOCTI 0 a3UTPOMILUHY 03HaYeHMX MiKpOOpraHiaMiB MOXe 6yTu
BUKOPUCTaHUA epUTPOMILIVH.

MMoLmpeHICTb HabyTOT PE3UCTEHTHOCTI MOXE 3MIHKOBATUCA 3a/1eXKHO Bif MICLEBOCTI i yacy [Ans OKpemmx
BUAiB, TOMY MicLieBa iHpopMaLlisi NP0 Pe3UCTEHTHICTb HeOOXiAHa, 0CO6MBO NPU NiKYBaHHI TSXKNUX IH(EKLLIN.
Y pasi noTpebu MOXKHa 3BepHYTUCA 3a KBasTi(DiIKOBAHOK MOPaA0H0, AKLLO MiCLEeBa MOLUMPEHICTb PE3UCTEHTHOCTI
€ TaKoH0, LLL0 e(DEKTMBHICTb Mpenapaty Npwv NikyBaHHI NPUHANMHI AesKUX TUMIB iIH(EKLi € CYMHIBHOIO.

CnekTp aHTMbaKTepiabHOT aKTUBHOCT I a3 TPOMILMHY BiIHOCHO BUAIB 6aKTepili BiANoBiAHO A0 NOKa3aHb:
3a3Buyart YyTuBiI BUAM.

Aepo6u rpamHeratuBHi: Moraxella (Branhamella) catarrhalis, Neisseria gonorrhoael, Haemophilus
influenzae®, Haemophilus parainfluenzae$.

IHWi: Chlamydia trachomatis*.

Buau, SKi MO)KYyTb HaOyBaTW PE3NCTEHTHOCTI .

Aepobu rpamno3nTMBHI:

Staphyl ococcus aureus (METULMNIHO-CTINKWI | METULMATHO-YYTINBNIA),

Staphylococcus coagulase negative (METULMNIH-CTINKWIA | MeTULUAIH-YYTANBKIA), Streptococcus pneumoniae,
Streptococcus pyogenes, Streptococci viridans, Streptococcus agal actiae, Streptococcus rpynu G.

CTinki Buaw.

Aepo6Hi rpamnosnTneHi: Corynebacterium spp., Enterococcus faecium.

AepobHi rpamHeraTvBHi: Pseudomonas aeruginosa, Acinetobacter, Enterobacteriaceae.

* KniHiuHa etheKTUBHICTb NPOJEMOHCTPOBAHA Ha Yy T/IMBMX LUTaMax, BUAINEHUX BiANOBIAHO 40 3aTBEPPKEHUX MOKa3aHb.

$ MpoMidkHa NpupoaHa YyTAUBICTb.

1 Kow’toHkTusiT, cnpuunHeHnii Neisseria gonorrhoeae, noTpebye CUCTEMHOrO fiKyBaHHA (amB. po3gin «Ocob6aMBOCTI
3aCToCyBaH HFI») .

IHhopMmaLisi 3 KNiHIYHMX BUNPOGYBaHb.

e TpaxoMaTo3HWA KOH KOHKTUBIT, cnpuiynHeHnii Chlamydia trachomatis.

Y paHomi3oBaHOMY MOABIAHOMY CNiNOMY BMNPOOYBaHHI, WO TPUBAIO MPOTAroM 2 MicsuiB, MOpiBHIOBaNM
AsnTep® 3 ofHiEI0 103010 a3UTPOMILIMHY NEPoOPasIbHO NS NiKYBaHHA Tpaxomu y 670 aiTeii (Bikom Big 1 o 10
pokiB). EdhekTuBHiCTbL NpenapaTy Asutep® nicns 3actocyBaHHSA i1oro 2 pasv Ha AeHb NpoTarom 3 aHis (96,3 %)
CYTTEBO He BIApIi3HANACh Bif Takoi 411 a3UTPOMILMHY, LLIO 3aCTOCOBYBaBCA NnepopasibHo (96,6 %).

MacoBa Tepanis, NlikyBaHHS i npodinakTka Tpaxomu npenapatom Asutep® (3akanyBaHHS 2 pasu Ha
[eHb MpoTArom 3 [HIB) Yy BCIX KaTeropi HaceneHHs (Bif HapomkeHHs) OLiHIOBanaca B xoai 1V etany
6araToLeHTPOBOro, BifKPUTOr0, He MOPIBHANMLHOIO LOCNI[KEHHSA, WO MPOBOAMIOCA Ha MiBHOYI KamepyHy
(112000 xBopux). Ha npuknagi 2400 aiteit y Biui Bifg = 1 poky A0 < 10 poKiB NOWMPEHICTb aKTUBHOI TPaxoMu,
1o ctaHoswna 31,1 % Ao 3akanysaHHs npenapatom AsuTtep®, 3Husnnaca go 6,3 % yepes 1 pik i 4o 3,1 % Ha
2-1i 3-7 pik.

He cnocTepiranocs »oAHWUX CepAo3HUX MOBIYHMX Aiil Y HaceNeHHs, ke OTPUMYBaO NiKyBaHHS 3a3HaYeHUM
npenapaTom.

o [HiINHWI 6aKTePiaNbHUA KOH’ FOHKTUBIT.

Y paHoMi30BaHOMY C/iNOMy [OCNIMXEHHI B pi3HMX reorpadiyHux paioHax €sponu, MiBHiYHOI Adpuky Ta

IHAIT nopiBHIOBaNM NpenapaT A3|/|Tep®, SKWI 3aKanyBaiv 2 pa3un Ha [ieHb NpoTAarom 3 AHiB, i3 TobpamiLMHOM
0,3 % (04Hi Kpanni), AKWIA 3aKkanyBaan KOXHI 2 FOAVHN NPOTArom 2 AHIB, NOTIM 4 pasu Ha AeHb NpoTAroM 5
AHiB 1043 nawieHTaM 3 rHiHUM 6aKTepia/lbHUM KOH’FOHKTUBITOM, y TOM ymcni 109 gitam y Biyi go 11 pokis, 5
HOBOHaPOKeHUM (Bif HAPOKEHHSA [0 27 AHIB) | 38 HEMOBNSATaM Ta AiTAM AceNbHOro Biky (Bifg 28 AHiB Ao 23




micauiB).

KniHiuHe ogy»aHHs npoTarom 9 aHis i3 Asutep® (87,8 %) cyTTeBO He Bifpi3HANOCA Bifl pe3y/bTaTy NiKyBaHHS
i3 3aCcTOCYyBaHHAM TobGpamiuuHy (89,4 %). Mikpob6ionoriyHuii cTaTyc ofy>KaHHs i3 3aCTOCyBaHHSAM npenapaty
A3nTep® GyB NOPIBHAHHWIA i3 TAKUM NP 3aCTOCYBaHHI Tepanii To6pamiLlMHOM.

aiTn.

EdekTuBHICTb i Ge3neka 3acTocyBaHHS npenapaTy Asutep® Gynv NpoaeMOHCTPOBaHI NPU NiKyBaHHI XBOPUX
AiTell BIKOM < 18 pokKiB y paHAOMi30BaHOMY CMiNOMY 3aKpUTOMY AOCAIMKEHHI, B AKOMY MOPIBHIOBaIN Ait0
npenapaty Asntep® (3akanyBaHHSA 2 pa3u Ha [leHb NPOTArom 3 fIHIB) i3 fjieto To6paMiLMHy (3aKamnyBaHHS KOXHi
2 TOANHM NPOTAroM 2 AHiB, NOTIM 4 pa3u Ha AeHb NPOTArom 5 AHIB) y 282 fiTeil 3 rHiiHUM GakTepianbHUM
KOH’HOHKTUBITOM (40 MiArpynu MauieHTiB Bif HapoLkKeHHA [0 24 micAuis Bxoauno 148 ocib). KniHiyHe
OAY>KaHHA 0uYeld, AKi 6ynu HailbinbLL ypaxkeHi, Ha 3 AeHb 6YN0 3HAYHO BULLE B FPyni, B AKiil 3aCTOCOBYBaBCH
Asuntep® (47 %) y nopiBHAHHI 3 rPynoto, y AKill 3aCTOCOBYBaBCs TobpamilMH (28 %). Ha 7-i aeHb 89 %
nauieHTiB, aKki oTpumyBaim AsnTep® (3akanyBaHHs [Ba pa3n Ha AeHb MPOTArOM 3 fHIB), 6ynu 3uiNeHi, y
MOPIBHSAHHI i3 78 % nauieHTiB, SKi oTpuMyBanu TobpaMiuunH. LLlogo 6akTepionoriyHoro ctatycy Ha 7-i AeHb
BiICYTHA CTATMCTWYHA BiAMIHHICTL MiX 060Ma AocnimpKyBaHumM rpynamu. Mpenapat Asutep® no6pe
nepeHocMBCA Yy BCiX BIKOBMX rpynax. He 6yno BWsBNEHO >XOAHOT HOBOI NOGIYHOT Aii y Aite. KopoTka
TPUBAICTb JIIKYBaHHA asuTpomiuMHOM 1,5 %, HeBenMKa Ki/fIbKiCTb HeoOXifAHUX BBeAEHb | MOJerileHe
3aKaryBaHHs Kpanesb A4iTAM 0ynv OLiHeHi AK 4iTbMK, Tak | TXHIMKU 6aTbKamu.

dapmakoKiHe TVKa.

A3TPOMIUMH He BM3HAYaBCA Y Mna3mi KPoBi XBOPUX Ha 6GaKTepiaslbHWUIn KOH’HOHKTUBIT MiCNA 3aCTOCYBaHHS
npenapaty A3nuTep® B MeXax PeKOMeHJ0BaHUX /103 (MeXa YyTMBOCTi: 0,0002 MKr/mn 'y nnasmi).
JocnimpkeHHs (hapMaKOKIHETUKM Y AiTei He MPOBOAUIUCE.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

A3unTep® npusHayeHo Ans MicLeBol aHTMBaKTepiabHOT Tepanii KOH’FOHKTUBITIB, CMPUYMHEHUX YYTAUBUMK [0
HbOTO LUTamMamu, y AiTeld 3 NepLumx AHIB XXUTTA Ta JOPOC/NX, & CaMe:

- THIHOro 6aKTepianbHOro KOH’OHKTUBITY;

- TPaxomaTO3HOr0 KOH’KOHKTUMBITY, cnpuynHeHoro Chlamydia trachomatis.

IMpoTnnoKasaHHA.
"inepyyTIMBICTb A0 a3UTPOMILMHY UM IHLLIOTO Makponifa abo Ao 6yAb-AKOroiHWoro KOMNoHeHTa npenapary.

B3aemogis 3 iHLLIMMW NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

CnevwjianbHKUX A0CNIAKEHb LIOAO B3AaEMOZiT 3 npenapaTtom Asntep® He nposoaunu.

OCKiNbK/ BIiACYTHS cUCTeMHa fis npenapaty Asutep®, Kpanni OuHi, Npu 3akanmyBaHHi B oui (He
CMOCTEPIracTbCA MOMITHUX KOHUEHTpaUiid a3uTPOMILMHY Y niasmi KpoBi, AvB. po3ain «dDapmMaKoKiHETUKA»),
YKOAHOT i3 B3aEMOAIN a3MTPOMILMHY 3 IHLWUMW NiKapCbKMMK 3aco6amu, Npu nepopasibHOMY 3acTOCYBaHHi, He
OYIKYETbCS.

Y pasi cynyTHbOro 3acTocyBaHHS 3 npenapatoM A3uTep® iHLWMX npenapaTiB y (OpMi OYHMX Kpanesb
Heo6XifHO AOTpUMYBaTUCh 15 XBMIMHHOI MEpepBy MidK 3acTOCyBaHHsM, npu LboMy AsnTep® 3akamnyeTbcs
OCTaHHIM.

Oco6MBOCTI 3aCTOCYBaHHSA.

MpenapaT He NPU3HaYeHWin 419 NepopasibHOro abo iH’eKLiINHOro 3aCTOCYBaHHS, Y T. Y. 4715 NepioKynspHoi abo
BHYTPILLIHbO0YHOT IH’EKLI.

Y pasi aneprivyHoil peakuii ikyBaHHSA Cig NPUNUHUTHA.

MauieHT NoBMHEH 6YTW MPOIH(OPMOBaHUIA NPO Te, WO He MOXHa MPOAOBXYBATW 3aCTOCYBaHHA npenapary
GinbLue 3 fib, HaBITb AKLLO HAABHI 3a/INLLKOBI 03HAKN 6aKTepia/lbHOr0 KOH’FOHKTMBITY.

MonerLeHHa CUMNTOMIB, SIK NMPaBWI0, CNOCTePIraeTbCs BNPOLOBX 3 Ai6 3acTocyBaHHA. pu BifCYTHOCTI 03HaK
NOINLWEHHS Nicnsa Lb0oro TepMiHy He06XiAHO NepernsHy TN Npu3HadveHe NiKyBaHHS.

Y Bunagkax 6aktepiaibHOro KOH’tOHKTUBITY KOHTAKTHI NIH3K Ha Nepiog NiKyBaHHA He BUKOPUCTOBYHOTb.

Mpy cMCTEMHOMY 3aCTOCYBaHHI a3UTPOMILMHY 6y/n 3apeecTpoBaHi BUNagKn ¢y1bMiHAHTHOIO renaTuTy, AKUii



MOXeE MPU3BECTU [0 MEYiHKOBOI HeOCTATHOCTI, L0 3arpoXKye XUTTHO. Mpy MicLLEBOMY 3aCTOCYBaHHI B OYi Liei
PU3MK HE OYIKYETbCA, OCTIIbKA CUCTEMHMWIA BNIMB aKTUBHOI PEYOBMHWN KNIHIYHO He3Hadywmin (amBe. posain
«DapPMaKOKIHETUKA).

[inepyyTamBICTb.

AK i y BMNaKy 3aCTOCYBaHHS epUTPOMILMHY Ta iHWNX MaKponifiB, € NOBIAOMIEHHS NPO PIAKICHI CEP03HI
anepriyHi peakLii, BK/KOYaKUM aHTiOHEBPOTUYHUIA HabPSAK | aHadinakcito (pigKo cMepTesbHI); AepMaToNoriyHi
peakLii, BK/KYaluM TFOCTPUIA  reHepanizoBaHMIn  e€K3aHTemMaTo3Huini  nycTynbo3 (AGEP), cuHapom
CriBeHca-[DkoHCOHa (SJS), TOKCUYHMIA enigepManbHUn  HeKponi3 (PiAKO CMepTeNbHUI), peakuild Ha
NniKapcbKuiA 3aci6 3 eo3nHoinieto Ta cuctemHumn cumntomamun (DRESS). [eski 3 unx peakuiid, NOB’s3aHNX 3
asUTPOMILMHOM, NPU3BOAUIN [0 BUHUKHEHHS MOBTOPHUX CUMMTOMIB i BUMaranu Ginbll TpyUBanoro nepiogy
CMOCTEPEXXEHHA Ta NiKyBaHHS.

Y BuNaAKy BWHWKHEHHS anepriyHMX peakuiil, 3acTOCyBaHHA npenapaTy CcAig MNpPUNUHATKA | po3noyaTu
BIAMOBIAHY CMMNTOMAaTMYHY Tepanito. Jlikapi NOBWHHI BpaxoByBaTW, WO MPOSBW afiepriyHUX CUMNTOMIB
MOXYTb MOBTOPHO MPOSABUTMCH NIC/IA MPUMUHEHHS CUMMTOMATUYHOT Tepanii.

AnTaunii BiK.

MopiBHANLHUX AOCNIMpKEHb 3 e(heKTUBHOCTI Ta 6€3MeKn LoA0 3acToCyBaHHs npenapaty Asutep®, kpanenb
OYHMX, ANA NiKyBaHHS TPaxoMaTO3HOro KOH’HOHKTUBITY y AiTell BikoM A0 1 poky He nposoaunocb. OfHak
HeMa€ »KOHUX BiomMunx NpobemM 3 6e3nekn abo pi3HMLL B NaToizionorii 3axBoptoBaHHS, Yepes Lo HeobXigHo
Oyno 6 BMK/IOUMTU MOro BUKOPUCTAHHA AN NiKyBaHHA fiTeld 40 1 pOKy 3a LM MOKa3aHHAM, BPaxoBYHOUU
KNiHIYHWIA [OCBIA NiKyBaHHS AiTel BiKOM Big 1 poKy i A0CBIf 3aCTOCYBaHHA npenapaTy AiTAM Bif HapOaKeHHS
ANS NiKyBaHHS MHINHMX 6aKTepiaslbHUX KOH KOHKTUBITIB.

3acTocyBaHHSA HOBOHAPOAXKEHNM.

Ha nigctaBi MIDKHApOAHOro KOHCEHCYCY LWOAO 3aXBOPHOBaHb O4Yel | CTaTeBUX LUAAXIB, AKI MOXYTb
nepejasaTncs HOBOHAPOKEHWUM, HETPAXOMATO3HUIA (XNamifiiHWUIA) KOH’HOHKTUBIT, cnpuynHeHnin Chlamydia
trachomatis, a TakOX KOH’IOHKTMBIT, CNpuunMHeHnin Neisseria gonorrhoeae, noTpebytOTb CUCTEMHOMO
NiKYBaHHS.

Y HOBOHapO[KeHUX i AiTe BIKOM A0 3 MICALIB CUCTEMHI iH(eKLiT (Hanpuknag, NHeBMOHIs, GakTepiemis,
cnpuymHeHa Chlamydia trachomatis) MOXyTb CynpoBOKYBaTUCb KOH FOHKTUBITOM. Y pasi Migo3pn HeobXxigHO
BCTAHOBUTM AMDEPEHLIi0BaHMIA diarHo3 Ta, 3a HEOOXIAHOCTI, NPU3HAYNTM CUCTEMHE NiKYyBaHHS.

Kpanni ouHi A3nTep® He 3acTOCOBYOTb A1 NPOMINAKTUKM 6aKTepiaslbHOrO KOH’HOHKTUBITY Yy
HOBOHaPOKEHUX.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHS rpyasto.
OCKiNbKN CUCTEMHWIA BNIMB a3UTPOMILMHY € KNIHIYHO HE3HaYHWM, MpenapaT MOXKHa 3aCTOCOBYBAaTW Mif, vac
BariTHOCTI Ta Yy Nnepiog rofyBaHHsA rpyaLio.

PenpoayKTvBHa QYHKLLIS.

[aHi, Wwo oTpuMaHi nicng BMNpPobyBaHHA Ha TBapuHax, He BKa3ylTb Ha HAABHICTb BM/MBY 3aCTOCYBaHHS
asnTPOMILMHY Ha PenpoayKTUBHY PYHKLLiFO YOMOBIKIB UM XIHOK. [JaHi Npo BNAMB Ha PenpoAyKTUBHY PYHKLItO
NMOAMHN BIACYTHI. Asle, OCKI/IbKW CUCTEMHUIA BNAMB a3UTPOMILMHY € K/iHIYHO He3HauyLLMM, HISKOro BniuBy
Ha PernpoayKTUBHY (YHKLiO He OYiKYETbCH.

30aTHICTb BNMBATU Ha LWBMAKICTb pPeakuii Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MaMu.
Micnsa 3akanyBaHHA MOXe CrocTepiratucA TMMuacoBa BTpaTta YiTKOCTI 30py. Y TakOMy BUMAAKY nNauieHT
MOBVHEH 3a4eKaTu, JOKN He BiJHOBUTLCA HOPMasIbHWUIA CTaH 30pYy, Nepes TUM SIK KepyBaTu TPaHCMOPTHUMM
3aco6amMm abo HLNMYK MexaHi3Mamu.

Cnocib 3acTocyBaHHA Ta A03Mu.

Mpenapart 3aCTOCOBYETLCA A1 3aKanyBaHHS Y Oui.

HeobxigHo, Wo6 nikap Hagas NauieHTy pekoMeHAauii LWoA0 HaneXHOro 3acToCyBaHHA aHTWOaKTepianbHOro
3aco0y.

Hopochi.

3akanyBaTu o 1 Kpanni B KOH’FOHKTUBa/IbHUIA MiLLIOK 2 pa3un Ha [eHb, BpaHLi i BBeyepi. Kypc flikyBaHHS 3 AHi.
Hemae HeobXigHOCTI MPOAOBXKYBATM TiKyBaHHA NoHag 3 AHi.



[OoTpuMaHHA [03yBaHHA Ma€E BEJIMKE 3HAYEHHS 419 YCNIXY NiKYBaHHS.

MauieHTN NOXWUIOro BiKY.

Hemae HeobXigHOCTI Kopuryeartu f03y.

[MopsALOK 3aCTOCYBAHHS.

1. BUMuiATe pyKu, 3pyHHO CTaHbTe abo cagpTe.

2. BiATArHIT NabLieM HUXXHIO MOBIKY YPaXXeHOro 0Ka BHU3.

3. MigHeciTb KiIHYMK BigKPUTOro 04HOA030BOI0 KOHTEMHEpa AKOMOra 6/1mk4e 40 0Ka, afie He TOPKanTech HM
oKa.

4. O6epexKHO CTUCHITb KOHTeHep, W06 ofHa Kpansis noTpanuia L0 OKa, i Bi4NyCTiTb HYXKHIO NOBIKY.

5. 3akpwiiTe oui i 3aTUCHITb NabLEM BHYTPILLHIV KyT 3aKanaHOro oka Ha 1 XBunHy.

6. MoBTOPITL BCI BMLEONUCaHI Al 3 ApYrMM OKOM, KLLO TaK NMpU3Ha4unB nikap.

7. OQHOLO030BUIN KOHTEMHEP i3 3aMWKaMM PO3UYnHY BUKUHYTW OfApasy nicns BMKOpWUCTaHHA. He 36epiraiiTte
I0ro A4ns NojanbLLIOro BUKOPUCTAHHS.

Mpy 3acTocyBaHHI KiNbKOX O(TasbMOMOriYHMX 3acobiB MicUeBOI AiT npenapaty cnif 3acTocoByBaTu 3
IHTEpPBa/IOM LLOHaliMeHLLE 15 XBUNWH.

[iTy. 3acTOCOBYIOTb AiTAM Bif HapomKeHHA. [l03yBaHHS - K 3a3Ha4YeHO 4NA AOpOoCcnuX Yy po3gini «Cnocib
3aCTocyBaHHA Ta [o3u». Hemae HeoOXifHOCTI kopuryeatu go3y ansa Aitein (ave. posgin «OcobnmBOCTI
3aCTOCyBaHHA» | «PapMakoAMHaMiYHi BNaCTUBOCTI» ).

NepenosyBaHHS.

3arasibHa KinbKiCTb a3UTPOMILMHY, Npu3HadveHa AN NikyBaHHA 060X OYeid, 3aHaATO Mana, Wo6 CnpuyYnHUTK
nposiB/ nepefo3yBaHHA Yy pasi BHYTPILUHbOBEHHOro abo nepopasibHOr0 BBEAEHHA BMICTY OAHOLO30BOr0
KOHTeiHepa.

Mo6iyHI peakuii.

Mig yac KNiHiYHKMX JOCNiMKeHb | TOCTMAPKETUHIOBKX CMIOCTEPEXKEHb 3aCTOCYBaHHs npenapaty Asutep® 15 mr
/r, Kpanni 04Hi, pO34nH, NOBILOMAANOCH MPO HWdKYenepeniveHi NoGiYHI peakuiT, NOB’A3aHi i3 NiKyBaHHSM.
MoGiyHi AiT po3noAiNeHi 3a YacToTO, TaKMM YMHOM: AyXe YacTto (= 1/10), yacTo (= 1/100, < 1/10), HeyacTo
(= /1000,< 1/100), pigko (= 1/20000,< 1/1000) Ta oy>ke pigko (< 1/10000), HeBigoOMO (He MOXXHa BCTAHOBUTM
Ha NiACcTaBi HasABHUX AaHUX).

3 60Ky IMYHHOT CMCTEMM.

HeuacTo: Habpsk KBiHKe*, peakuii rinepyyTanBOCTI.

3 60Ky opraHis 30py (y MicLi BBELIEHHS).

[y>e yacTo: ANCKoMGopT B ovax (CBepbidK, MeYiHHSA, MOKO/HOBAHHS).

YacTo: 3aTyMaHeHHs 30py, BiAUYTTA 3IMNaHHA NOBIK, BIAYYTTA Yy>XOPiAHOrO Tina.

HeuacTo: KOH’HOHKTUBIT*, anepriyHunii KOH’IOHKTUBIT*, KepaTuT*, ek3ema MOBiK*, HabpsK MOBIK*, anepris
oyYeit*, rinepemist KOH’FOHKTVBW, MiABULLEHA CNb030TeYa, epuTeMa noBikK.



Posnagy Wkipn Ta NigWwKipHOT TKaHUHW.

HeBifoMO (He MOXMMBO OLiHATU Ha MiACTaBi AOCTYMHUX AaHUX): TOKCUYHWIA enigepManbHuii Hekponis$,
PeaKL|ifa Ha NikapCbKuii 3aci6 3 eo3nHOMiNielo Ta CUCTEMHUMM cumnTomamn (DRESS-cuHapom)$, cuHapom
CriBeHca-[oHcoHa (SJS)$, ekcthoniatvHWiA AepMaTuTS, rocTpUin reHepanizoBaHWii eK3aHTeMaTo3HMI
nycTynLo3 (AGEP) $.

* To6iuHi peakuii He crocTepiranmMcs nif 4ac KAiHiYHWMX gocnimpkeHb A3nTep®. Lli nobiuHi peakuii
criocTepiranncs nif yac NOCTMapKeTUHIOBUX LOCMIIKEHb 3aCTOCYBaHHA a3UTPOMILMHY. YacToTa po3paxoBaHa
3a opmynoto 3/X, ge X — 3arasibHa KiNbKiCTb HaceneHHs, 3afiiHOro y BCIX AOCMIIKEHHAX 1 KIHIYHMX
BUNPOO6YBaHHSIX, abo BignoBigae YacToTi 3/879 — «HevacTo».

$ eKCTparotorYM CUCTEMHWIA BN/IMB

AiTu. KniHiuHi gocnifpkeHHs B negiaTpil 4oBeN, WO pPiBeHb 6e3MeKM 3aCTOCYBaHHA Y AiTei He Bifpi3HAETbCS
Bifl TaKOro y gopocnmx. HoBmx HebaxkaHUX eheKTiB BUABEHO He 6yn0. PiBHi 6e3nekn B pisHMX negiaTpudHmX
nigrpynax 6ynm Takox nofgioH1mm (ame. po3ain «PapMakonoriyHi BNacTUBOCTI»).

3BiTYyBaHHA NPO Nifo03ptoBaHi NOGIYHI peakuil

[MoBiAOMIEHHS NPO NiA03PHOBaHI NOGIYHI peakuii Micna peecTpauii NikapcbKoro 3acoby Mae BenmKe 3Ha4YeHHS.
Lle fo3BONsE 34iACHIOBATU MOHITOPUHT CNiBBIAHOLEHHS PU3UK/KOPUCTL 3aCTOCYBaHHS /TiIKAPCbKOro 3acoby.
MpauiBHYKaM cthepy OXOPOHU 30POB’A HeOOXiAHO NOBILOMAAT NPO By Ab-AKi NiA03pHOBaHI HebaxxaHi peakuit
yepe3 HalioHa/bHy cucTemy apmakoHarnsgy abo KOHTakTHiM ocobi Jlabopatyap Tea, BiAnoOBifanbHiA 3a
(papmakoHarnag B YKpaiHi Ha eneKTpoHHY agpecy info@regata.in.ua, abo 3a Ten. 044 467-57-70 (4inogo6080),
044 585-04-60.

TepMiH npugaTHOCTI. 36 MicAuiB.

Micns nepworo BiAKPUTTA OLHOZLO30BOr0 KOHTEHEpa MOro BMICT CAif BMKOPUCTATW 0fpa3y Ta BUKUHYTU
OAHO/Z030BMI KOHTEHep.

YMmoBu 36epiraHHs. 36epirati npu Temnepatypi Big 2 °C o 8 °C. 36epirati 04HOA030Bi KOHTeliHepW Y calle 3
MEeTOH 3aXUCTY Bij CBITNA.

36epirati y HefOCTYNHOMY A/15 AiTei MicLi.

YnakoBka. o 250 Mr y 0HO1030BOMY KOHTEIHepI, N0 6 0AHOA030BNX KOHTEHEPIB Y callle,
No 6 (1 calle) y KapTOHHI KOpOo6Li.

KaTteropis Bignycky. 3a peLentom.

BupobHuK.
NNABOPATYAP HOHITEP / LABORATOIRE UNITHER.

Micue3HaxomKeHHs BUPOOHMKa Ta A0ro agpeca MicLsA NPoBapKeHHS AisiNIbHOCTI.
Mpomucnosa 3oHa ge na Nypi, KYTAHC CEAEKC, 50211, ®paHuis /
Z1 delaGuerie, COUTANCESCEDEX, 50211, France.

3adABHUK.
JNTABOPATYAPTEA / LABORATOIRESTHEA.

MicLe3HaxomLkKeHHA 3asBHMKa.
12 Byn. Nyi bnepio 63100 KnepmoH-®eppaH Cefekc 2, dpaHuisa /
12 rue Louis Blériot 63100 Clermont-Ferrand Cedex 2, France.
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