IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

Azurep”®

(Azyter®)

Cknao:

Oitoua pevosuHa: a3UTPOMILIVH;

1 r po3unHy MICTUTh a3UTPOMILIMHY AuTigpaTy 15 Mr, 110 eKBiBaJIeHTHO a3UTpPOMIlUHYy 14,3 Mr;
1 opHOmO30BUY KOHTEMHED (250 MI PO34YUHY) MIiCTUTH 3,75 MTI a3UTPOMILIMHY OUTIApaTy;
0ONOMIdICHI peyo8UHU: TPUTIILIEPUOU CEPETHBOTO JIaHIIIoTa.

JlikapcbKa ¢opma. Kpamnni ouni, po3uuH.

OcHosHi (izuko-xiMiuHi 81acmusocmi: Ipo3opa, 6e36apBHa abo 371erKa XKO0BTa MAC/ISHUCTA PidUHA,
IIPaKTUYHO BijibHA Bifj CTOPOHHIX YaCTOK.

dapmakoTepaneBTHYHA rpyna. OdprampMornoriuyni mikapceki 3acobu. AuTuindex1iHi 3acobu.
AnTtubioturu. Kog ATX SO1A A26.

dPapmakonoziuHi e1acmueocmi.
®apmakoduHamika.
A3UTPOMIIMH € MaKpOJIiZHUM aHTUOIOTUKOM APYTroro MOKOJIiHHS, 1[0 HaJIeXKUTh 10 TPYIIX a3alifgis.

MexaHi3m 0ii a3UTPOMIIIUHY MOATA€E B iHriOyBaHHI cCMHTE3y 6aKTepianbHOTo 6iTKa 3a paXyHOK
3B’s13yBaHHs 3 50 S-cybomuHuUIE0 pruOOCOM i TPUTHIYEHHS TPAHCIOKALlil e THIIB.

MexaHi3M pe3nuCTEeHTHOCTI

3arayioM pe3uCTEeHTHICTh Pi3HUX BUOIB OaKTePill 0 MaKpOIIiiB OB’ A3YIOTH i3 [Ii€l0 OMHOT0 3 TPHOX
MexaHi3MiB: Mogudikallis KIiTUHA-MilIeHi, iHakTUBallig aHTUOi0THKa ab0 aKTUBHE BUBEIEHHS
anTtubioTuka (edmiokc) 3 KIiTUHU. Y OakTepiil iCHYyIOTh Pi3Hi CUCTeMU BUBEeHHS PeYOBUH 3 KITiTUHU.
Y CTpenToKOKiB cUCTeMa BUBEIEHHS B 3HAUHIN Mipi KOHTPONIOETLCS T'eHaMu mef, 1110 TPU3BOOUTD [0
dbopmyBaHHS 00MeKeHOI pe3UCTEHTHOCTI 0 MakpoiniB (herHotun M). Mogudikaris mimeni
MeTHJIa3010, 110 KOHTPOJIIOETHCA TeHOM erm (beHoTtun MLS;), MoXKe MPU3BECTH [0 IePeXpecHol
PE3UCTEHTHOCTI CTOCOBHO Pi3HUX KJaciB aHTUOIOTHKIB.

[ToBHA nepexpecHa pe3UCTEHTHICTE [0 EPUTPOMILIMHY, a3UTPOMILUHY, IHITUX MaKpPOJIifiB i



nMiHKO3aMifiB Ta cTenTorpaminy B icuye mix Streptococcus pneumoniae, 6eTa-reMoTiTHUHUM
CTpenTOKOKOM Irpynu A, Enterococcus faecalis Ta Staphylococcus aureus, BKI04ai04u pe3UCTEHTHUN
[0 MeTUIUIIHY 30710TUCTHM cTadinokok (MRSA).

KoHCTUTYTUBHI MyTaHTH B iHAYIIMOETbHO PE3UCTEHTHUX ITaMax 3 erm (A) abo erm (C) MoXKyTh OyTH
BifiGpaHi in vitro npu ixHii Hu3bKi#A KoHLEeHTpalil ~107 KYO B mpHCYyTHOCTI a3UTPOMILIMHY.

['panuyHa KOHIIEHTpalligd. Hux4e mpenacTraBneHo MiHiManbHi inriOytoui KoueHTpanii (MIK) ons
MIKpOOpraHi3MiB IpU 3a3Ha4YeHUX 0Ka3aHHAX (OUB. po3ain «[loka3aHHA»).

Cmig 3a3HauuTH, IO MTPEACTaBIeH] HUX4e rpaHuyHi 3HaueHHsT MIK i criekTp [ii in vitro 3aCTOCOBHi
IJI1 CUCTEeMHOr 0 BUKopucTtanHs. Taki MIK He 3aCTOCOBHI y pa3i MiCIleBOr0 3aCTOCYBaHHS B 0Ui,
3BaXawuu KOHIEHTpallil, gKi JoCATalThCA in situ, Ta (Hi3uKOo-XiMigHI YMOBY, 110 MOXKYTh BIJINHYTU
Ha 3arajibHy aKTUBHICTh aHTHOIOTHKA Y MiClli 3aCTOCYBaHHSI.

EUCAST (€BpormneicbKuii KOMITET 3 TECTYBAHHS YyTIMBOCTI 0 aHTHMIKPOOHUX ITperaparis)
BCTAHOBUB [IJIs1 @3UTPOMILIMHY TaKi T'pPaHWYHI KOHIIEHTpAIlil:

* Haemophilus influenzae: aytnusicts < 0,12 Mr/n1 i pe3UCTEHTHICTD > 4 MT/T;

* Moraxella catarrhalis: gwytnusicts < 0,5 Mr/n i pe3ucteHTHICTL > 0,5 MI/7;

* Neisseria gonorrhoeae: uytnusicts < 0,25 Mr/m i pe3ucteHTHiCTs > 0,5 Mr/1I;

» Staphylococcus spp*: uytnusictb < 1,0 Mr/m i pe3uctenTHiCTs > 2,0 MI/I;

» Streptococcus pneumoniae: 4yTnuBicTs < 0,25 Mr/n i pe3ucTeHTHICTH > 0,5 Mr/I;
» Streptococcus A, B, C, G: uytnusicts < 0,25 mr/n i pe3auctenTHicTh > 0,5 Mr/m.

* spp BKIIo4ae B cebe BCi BUOY KIacy.

EUCAST 3a3nauae, 110 OJ1s1 BU3HAYEHHS YYTJIMBOCTI 10 a3UTPOMILIMHY 03HAUYEHUX MIKPOOpPraHi3MiB
Moxke OyTH BUKOPUCTAHUM €PUTPOMIIIH.

[MommpenicTh HaOYTOI Pe3UCTEHTHOCTI MOXKe 3MIHIOBATUCS 3a/IeXKHO Bif MicleBoCTi i acy mist
OKpeMUX BUiB, TOMy MiclieBa iHpopMallisi mpo pe3uCTeHTHICTh HeoOXifmHa, 0COOIMBO MPH JTiKyBaHHI
TKKUX iHdekuiin. Y pa3i moTpebu MoxkHa 3BepPHYTHCS 3a KBali(piKoBaHOIO ITOPaMiolo, SAKII0 MiclieBa
IOIIUPEHICTh PE3UCTEHTHOCTI € TAaKOI0, 110 e(eKTUBHICTH IpelapaTy IIpU JTiKyBaHHI IpUHAWMHI
OessKUX TUIIB iHQEKIIil € CYMHIBHOIO.

Cnekmp aHmubakmepiaabHoi akmugHOCMi a3umpoMiuuHy 8i0HocHO 8udie bakmepil 8i0nogidHo 00
NoKAa3aHb

3a3BUyYail YYTIHUBi BUOU

Aepobu rpamueratuBHi: Moraxella (Branhamella) catarrhalis, Neisseria gonorrhoael, Haemophilus
influenzae®, Haemophilus parainfluenzae®.

[ami: Chlamydia trachomatis*.



Bunu, gki MOXVTH HaﬁyBaTI/I QG3I/ICT6HTHOCTi

Aepobu rpaMIoO3UTUBHI:
Staphylococcus aureus (CTIMKWN TO METULIUTIIHY 1 YyTIUBUAU [0 METULIUTIIHY),

Staphylococcus coagulase negative (CTIMKUY 00 METUIUIIHY i YYTIUBUU 0O METUIUIIIHY),
Streptococcus pneumoniae, Streptococcus pyogenes, Streptococci viridans, Streptococcus
agalactiae, Streptococcus rpynu G.

CriViki BUIN.
Aepo6Hi rpamnosutuBHi: Corynebacterium spp., Enterococcus faecium.
Aepo06Hi rpamHeratuBHi: Pseudomonas aeruginosa, Acinetobacter, Enterobacteriaceae.

* KiminiuHa e(peKTUBHICTh IPOIEMOHCTPOBaHA Ha YyTJIUBUX IITaMaX, BUOIIEHUX BiANOBIAHO [0
3aTBEPAKEHUX II0Ka3aHb.

* TIpoMikHa IPUPONHA YyTIUBIiCT.

' Kon'l0HKTHUBIT, cnprunHenuii Neisseria gonorrhoeae, moTpebye CHCTEMHOTO JIiKyBaHHS (IUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

IH(opMmauis 3 KaiHIYHUX 8UNPOOYBAHb

* TpaxomaTo3HUI KOH IOHKTHUBIT, cnpuunHenuit Chlamydia trachomatis

Y paHOoMi30BaHOMY IOABINHO CTiIOMYy BUIIPOOYBaHHI, 110 TPUBAJIO IIPOTITOM 2 MiCSIIiB,
nopisHIOBanu A3uTep” 3 OfHIEI0 H03010 a3UTPOMILMHY IepOPaIbHO [JIs TiKyBaHHS TPaxoMu y 670
mitedi (BikoM Bif 1 7o 10 pokiB). EQekTuBHICTL npenapaTy A3uTep” Mics 3aCTOCYBaHHS HOro 2 pasu
Ha JeHb npoTaroM 3 aHiB (96,3 %) CcyTTeBO He Biipi3Hanach Bif TakKoil I a3UTPOMIIUHY, III0
3aCTOCOBYBaBCs ImepopasbHo (96,6 %).

MacoBa Teparis, TiKyBaHHA i TpodiTakTuKa TpaxoMHu mpenapaToM Asutep” (3aKamyBaHHS 2 pas3y Ha
IOeHb IPOTATOM 3 [HIB) y BCiX KaTeropid HacelleHHS (Big HapoOXKeHHS$) OLiHIOBanacs B xofi IV erany
0araToIeHTPOBOTO0, BiTKPUTOTO, HETIOPIBHSIBHOT'O JOCITiXKEeHHS, 1110 ITPOBOAMIIOCS Ha MiBHOYI
Kamepyny (112000 xBopux). Ha npuknani 2400 gitent y Bimi Big = 1 poky 1o < 10 pokiB nOUIMPEHICTH
aKTMBHOI TpaxoMy, o ctaHoBuna 31,1 % o 3akanyBaHHS IpernapaToM Asutep®, 3HM3UIAC 10 6,3
% uyepe3 1 pik i go 3,1 % Ha 2-i i 3-1 piK.

He cnoctepiranocs ;XONHUX Cepi03HUX MOOIYHUX peakliil Y HaceJleHHSs, SKe OTPUMYBaJIO JIiKyBaHHS
3a3Ha4YeHUM IIpernapaToM.

o T'miviHmi 6akTepiaJTbHUN KOH IOHKTHUBIT

Y paHIOMi30BaHOMY CIIIIOMY JOCIIMZKEeHHi B pi3HUX reorpadiuyHux palioHax €spony, [TiBHigHOI
Adpuky Ta IHpii mopisHIOBaN npenapat A3uTep®, KW 3aKallyBaiy 2 Pa3y Ha JeHb IPOTATOM 3
nHiB, i3 To6paminuroM 0,3 % (04Hi Kpari), SKui 3aKalyBalau KOXKHi 2 TOMUHYU IPOTATOM 2 THIB,
IIOTiM 4 pa3u Ha OeHb MpoTsAroM 5 gHiB 1043 mamieHTaM 3 THiHHUM OaKTepiaTbHUM KOH IOHKTHBITOM,
y ToM gucyi 109 mitam y Bimi mo 11 pokiB, 5 HOBOHapOMXKeHUM (Bif HapoaKeHHS 0o 27 fOHiB) i 38



HEMOBIISITaM Ta AiTAM sICENIbHOTO BiKY (Bim 28 mHiB 10 23 Mics1iB).

KriniuHe omyXaHHS IPOTATroM 9 OHIB i3 3aCTOCYBaHHAM IIpenapary Azutep® (87,8 %) CYyTTEBO He
BiIPi3HAOCS Bifl pe3ynbTaTy JiKyBaHHS ToOpaMiurHoM (89,4 %). MikpoOionoriunuii ctatyc
ONykaHHs i3 3aCTOCYBaHHAM IpenapaTy Asutep® GyB HOPIBHAHHUM i3 TAKMM IIPU Tepaiil
TOOpaMilIMHOM.

Himu

EdekTuBHICTS i 6e3eKa 3acToCyBaHHSA mpenapaTy AsuTtep® 6yii IPOAeMOHCTPOBAHI IPH TiKyBaHH]
XBOpUX [IiTed BiKOM < 18 pokiB y paHAOMi30BaHOMY CIIIIOMY 3aKPUTOMY HOCTIIAKEHHI, B IKOMY
TIOPiBHIOBANH [0 Ipenaparty Asutep® (3aKalyBaHHS 2 pa3d Ha [eHb IPOTAroM 3 [HIB) i3 Miek
ToOpaMilMHy (3aKanyBaHHS KOXKHi 2 TOOUHYU IIPOTATOM 2 OHIB, MOTIM 4 pa3u Ha AeHb IPOTATOM 5
nHiB) y 282 miTe#t 3 rHiliHUM OaKTepiallbHUM KOH IOHKTUBITOM (OO MigrpymH MallieHTiB Bif
HapomxkeHHS 1o 24 micsiB Bxoxuio 148 ocib). KniniuHe ogyKaHHS o4eld, gKi Oy HauOibIn
ypaxeHi, Ha 3 feHb OyJI0 3HAUHO BUIIKM B IPYII 3aCTOCYyBaHHS mpenapaTy Asutep® (47 %)y
TIOPiBHSIHHI 3 TPYIIOIO, ¥ SKil 3acTOCOByBaBCs ToOpaMiliuH (28 %). Ha 7-1 mens 89 % matieHTis, ki
oTpuMyBanu Asutep” (3aKamyBaHHS [Ba pa3y Ha [eHb IPOTATOM 3 [HiB), Oy/u 3IileHi, y HOpiBHAHHI
i3 78 % manieHTiB, AKi oTpuMyBanu TobpaminuH. [lJomo 6akTepionoriyHoro cratycy Ha 7-i IeHb
BiICYTHS CTaTUCTHYHA BiIMIHHICTb Mik 060Ma fOCIiAKyBaHUMH rpynaMu. [Ipenapat Asutep® gobpe
TIepPeHOCHUBCS V BCiX BiKOBUX I'pymnax. He 6yno BUSBIEHO XXKOMHOI HOBOI IT0GIYHOI peakilii y miTeu.
KopoTka TpuBamicTh NiKyBaHHS a3uTpoOMinuHoM 1,5 %, HeBelrKa KiNlbKiCTbh HeoOXiIHUX BBEJEHb i
noJieTIeHe 3aKalyBaHHS Kparnesb AiTaM OyJx OIiHeHi IK JiTbMH, Tak i iXHiMu OaThbKaMu.

dapmaxkoKiHemuxka.

A3UTpOMIIMH He BU3HA4YaBCs Y IJ1a3Mi KpOBi XBOpuX Ha 6akTepialbHUN KOH IOHKTUBIT MiCs
3aCTOCYBaHHs Ipenapary AsuTep® B MexXaX PEKOMEH/IOBAHUX 103 (MeXa JyTIMBOCTI
0,0002 mkr/mn y nnma3Mi). JocmigkeHHS papMaKOKIHETUKHY Y AiTel He MPOBOAUIIHUCH.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.

Asutep® mpu3HayeHO [JIs MiCLeBOi aHTUOaKTepiaabHol Teparmnii KOH IOHKTUBITIB, CIPHYMHEHHX
YyTJIMBUMHU [0 HBOTO IITaMaMU, y OiTed 3 NepIIuX OHIB KUTTA Ta JOPOCIIUX, a caMe:

- THiI#HOTO 6aKTepiasbHOTO KOH IOHKTUBITY;

- TPaxoMaTO3HOTO KOH IOHKTHUBITYy, cnpuyuHeHoro Chlamydia trachomatis.

IIpomunoka3aHHA.

linepyyTnUBICTh HO a3UTPOMIIIMHY UM iHIIOTO MakKposiga abo mo 6ymb-IKOTo iHIIIOr0 KOMIOHEHTa
mpenapary.



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
CreLianbHKUX [OCIIAXKEHD LION0 B3aEMOIil 3 mpemnapaTtoM AsuTtep” He IPOBOIKIIA.

OCKiNbKY BiICYTHSI CHCTEMHA Jis IpenapaTty Asutep®, Kpameib OYHHX, IPH 3aKallyBaHHI B 04i (He
CIIOCTEPIraeThCs MOMITHUX KOHIIEHTPAIiM a3UTPOMIILIMHY V IIJIa3Mi KPOBi, AUB. PO3Mil
«®apMaKOKiHETHKa»), KOJHOI i3 B3a€MO[Iill a3UTPOMIIIMHY 3 iHIIMMU JTiKapChbKUMU 3aco0aMu Ipu
IIepopaibHOMY 3aCTOCYBaHHI HE OYiKY€ETHCH.

V pasi CymyTHHOTO 3aCTOCYBaHHS 3 IperapaToM Asutep’ iHIIKX Ipenaparis y GopMi OYHKHX Kpamesib
HeOOXiIHO JOTPUMYBATUChH 15-XBUIMHHOI MEPEePBH MiX 3aCTOCYBaHHSM, IIPY IbOMY A3uTep”
3aKalyeTbCsA OCTAHHIM.

Oco06.1ue8ocmi 3acmocyeaHHsi.

[TpemapaT He MpU3HAYEHUH [AJIS TepPOpPabHOT0 abo iH’eKI[INHOTO0 3aCTOCYBaHHS, Y T. 4. IS
NepioKyIspHOI a00 BHYTPIIIHHOOYHOI iH’€KITII.

Y pasi anepriuHol peakiiil TiKyBaHHS CIIi[l IPUIUHUTH.

[MamienT noBuHeH OyTH IPOiHGOPMOBaHUY PO Te, 110 He MOXKHA IIPOIOBKYBATH 3aCTOCYBaHHS
npernaparty Oinbire 3 fi6, HaBiTh AKIO HasIBHI 3aJTHUIITKOBI 03HAKM OaKTepiaTbHOTO KOH IOHKTHBITY.

[ToneruieHHsT CUMIITOMIB, SIK IIPABUJIO, CIIOCTEPIraeThCs BIPOmoBxK 3 mib 3acTocyBaHHs. [Ipu
BiZICYTHOCTI O3HAK IOJIMIIIEHHS iCJIs IOr0 TePMiHYy HeoOXiHO eperisSHyTH IpU3HadyeHe
JIIKyBaHHS.

Y pagi 6akTepiaTbHOT0 KOH IOHKTHBITY KOHTAKTHI JIiH3X Ha Iepiof JIiKyBaHHS HE BUKOPUCTOBYIOTE.

[Tpu cucTeMHOMY 3aCTOCYBaHHi a3UTPOMIIMHY Oy 3apeecTpoBaHi BUNagku GynbMiHAHTHOTO
remnaTuTy, SKAW MOXKe IIPU3BECTHU OO0 MeYiHKOBOl HeOCTAaTHOCTI, 110 3arpoXKye XKUTTH0. [Ipu
MiCIIeBOMY 3aCTOCYBaHHi B 04i 1lell pU3UK He OUiKy€EThCS, OCTiIbKM CUCTEMHUM BIIJIUB aKTUBHOI
PEYOBUHY KITIHIYHO He3Hauylui (AuB. po3gin «dapmMakOKiHETUKA»).

[inepuYyTHuUBICTh

4K 1y pasi 3aCTOCYBaHHS €PUTPOMIIMHY Ta IHIIUX MAaKpOJIifiB, € IIOBIHOMJIEHHS PO PiAKICHI
Cepiio3Hi anepriuHi peakiiii, BKI0Yalouy aHTiOHEBPOTUYHMM HAOPSK i aHadinmakciio (pigko
CMEePTeIbHi); IepMaToJIOTiYHi peakilii, BKITI0OYal0Uy TOCTPUM TeHepali3oBaHui eK3aHTeMaTO3HUMN
nycTtynbo3 (AGEP), cuagpoum CriBeHca - [IkoHCOHA (SJS), TOKCUYHUY eNifepManbHUN HEKPOITi3
(pimko cMepTenbHUM), peakiliio Ha JTikapCchbKuH 3acib 3 e03uHOPii€l0 Ta CUCTEMHUMHU CUMIITOMaMHu
(DRESS). [Tesiki 3 uxX peaxili, MoB’ 13aHUAX 3 a3UTPOMIIIMHOM, IPU3BOOUIN 10 BUHUKHEHHS
IIOBTOPHUX CUMIITOMIB i BUMarasu OilbIll TPHBAJIOT0 MEePiofy CIoCTepeXeHHs Ta JTiKyBaHHS.

Y pasi BUHUKHEHHS aJlepriyHuX peakllii 3aCTOCYBaHHS IIpenapaTy CIif IPUINHUATH 1 PO310oYaTu
BI[IITOBIIHY CUMIITOMaTUYHY Teparito. JIikapi TIOBUHHI BPaXx0BYBaTH, 110 IIPOSIBU aJIepridHUX
CHMIITOMIB MOXYTh IIOBTOPHO NPOSBUTHUCH ITiC/II IPUNKUHEHHS CUMITOMAaTUYHOI Tepatil.

OUTAYNN BiK

[TopiBHANBHUX JOCIiIKEHbD 00 ePeKTUBHOCTI Ta 6e3MeKu 3aCTOCYBaHHS IIpenapaTy A314Tep®,



Kparneib OYHUX, O/ JiKyBaHHS TPaxOMaTO3HOTO KOH IOHKTUBITY Yy [iTeil BikoM 00 1 poKy He
npoBofuaock. OgHaK HEMAE XKOMHUX BigoMux mpobieM 3 6e3meku abo pizuuli B matodizionorii
3aXBOPIOBAHHS, Yepes 10 HeoOXimHo Oy10 O BUKITIOUUTH BUKOPUCTAHHS IIPeapaTy s JTiKyBaHHS
niTeu BiKOM [0 1 pOKy 3a IIUM [IOKa3aHHSM, BpaxOBYIO4M KIIIHIYHUH AOCBIL JIIKyBaHHSA [OiT€l BiIKOM
Big 1 poKy i HOCBif 3aCcTOCyBaHHSA IIpenapaTy AiTSM Bifl HApOAXKEHHS AJ1s JTiKyBaHHS THIMHUX
OaKTepiaTbHUX KOH IOHKTHUBITIB.

3acmocyBaHHA HOBOHAPOOHCEHUM

Ha mipcraBi MixkHapoOgHOTO KOHCEHCYCY LI0A0 3aXBOPIOBaHb OUYEH i CTAaTEBUX IIJISAXIB, Ki MOXYTh
repefaBaTUCS HOBOHAPOIXKEHUM, HETPAaXOMaTO3HUM (XIaMigiiHuK) KOH IOHKTUBIT, COPUUYNHEHUN
Chlamydia trachomatis, a TaK0X KOH'IOHKTHUBIT, cnpuunHeHuut Neisseria gonorrhoeae, motpebyioTh
CHCTEMHOTO JTiKyBaHHS.

Y HOBOHApPOMXKEHUX i iTel BiKOM 0o 3 MicAIliB cUCTEMHI iHbeKIIi] (HampuKia MTHEBMOHIS,
6akTepieMis, cnpuuyrHera Chlamydia trachomatis) MOXYyTb CYIIPOBOMZKYBAaTUCh KOH IOHKTUBITOM. Y
pasi migo3pu HeoOXigHO BCTaHOBUTHU AubeEpPEeHIliioBaHUY HiarHO3 Ta ¥ pa3i HeoOXigHOCTI MPU3HAYUTH
CUCTEMHE JIiKyBaHHS.

Kpami ouni A3uTtep® He 3aCTOCOBYIOTh MIjIis IPOMINaKTHKY GaKTepialbHOro KOH IOHKTHBITY y
HOBOHAPOIKEHUX.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

BaritHicTh. He 04iKy€eThCS 2KOIHOT0 BIIJIUBY Ha BariTHICTb, OCKIJIbBKY CUCTEMHUY BILJIUB
A3UTPOMILIMHY € He3HAYHUM. A3uTep” MOXHA 3aCTOCOBYBATH IIifl 9acC BariTHOCTI.

FOEyBaHHH TPynonro. ObmexeHi maHi BKA3YKOTh Ha Te, 110 a3I/ITp0MiU;I/IH BUMIINISIETHCI Yy IrpyagHe MOJIOKO.
Arne, 3BaxKawy4u Ha HHU3BKY KOHI.IeHTan;iIO Ta HU3BKY CUCTEMHY JI[OCTYHHiCTb, OO3H, IITO OTPHUMAIOTh
HEeMOBJIATa, € HE3HAYHUMU. TOMy IIig 9ac J'IiKy'BaHHEI MOZKJIMBE TOOYyBaHHA Irpynnlo.

PenponykTuBHa dyHKIIiA. [JaHi, OTpuMaHi mic/Is JOCHiIXKeHb Ha TBapUHaX, He BKa3yIOTh Ha HasBHICTh
BILIMBY 3aCTOCYBAHHS a3UTPOMII[MHY Ha PENPONYKTUBHY (QYHKIIIO 40/IOBiKiB ab0 XKiHOK. Bnius Ha
PEeNpPOAyKTUBHY (QYHKIIIO TIOAMHY He BUBYABCA. Ajle, OCKiJIbKY CHCTEMHUY BIIUB a3UTPOMIILIUHY €
KJIIHIYHO He3HaUYyIIKUM, OyOb-KOT0 BIIJIUBY Ha PENPOAYKTUBHY (QYHKIIIO TIOAUHU HE OYiKy€EThCS.

30amuicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

[licns 3akanyBaHHS MOXKJIMBa TUMYacOBa BTpaTa YiTKOCTi 30py. Y TaKOMY BUNAJKY Iallil€HT II0BUHEH
3a4eKaTy, JOKY He BiTHOBUTHCS HOPMAJIbHUM CTaH 30Dy, NTepe TUM K KepyBaTU TPAHCIOPTHUMHU
3acob6amMu ab0 iHIIMU MeXaHi3MaMu.

Cnocid 3acmocyeaHHsi ma do3u.

[IpemapaT 3aCTOCOBYETHCS [JIS 3aKallyBaHHSA Y 0Yl.



HeoOxinHo, 1100 yTikap HafaB MALi€HTy peKOMEeHallii 010 HaJIe2KHOT0 3aCTOCYBaHHS
aHTHOAKTEepiaabHOTO 3ac00y.

Iopocmi

3akamyBaTy 110 1 Kparii B KOH IOHKTHBa/JIbHUY MIIIOK 2 pa3u Ha [OeHb, BpaHIli i BBeuepi. Kypc
JIIKYBaHHS 3 [HI.

HeMmae He0oOXimHOCTI TPOOOBXKYBaTH JIiIKyBaHHS IOHAA 3 OHi.
[oTpuMaHHA N03YBaHHSA Ma€ BeJIMKe 3Ha4YeHH [JId YCIIIXY JIIKyBaHHS.

[TaIieHTH MOXUIIOro BiKY

HeMae HeoOXiTHOCTI KOPUTYBATH [O3Y.

Ilopadok 3acmocyeaHHA

1. BumuiiTe pyKu, 3py4HO CTaHbTe abo CSAObTE.

2. BiATATHIT IanblieM HUXKHIO MMOBIKY YPakKeHOT0 OKa BHHU3.

3. IlinHeciTh KiHYUK BigKPUTOTO OMHOI030BOT0 KOHTEWHEPA SIKOMOra OluK4Ye M0 OKa, ajie He
TOPKAUTECh HUM OKa.

4. O0epexkKHO CTUCHITh KOHTeMHep, 100 ogHa Kparjig IoTpanuia g0 OKa, i BiANyCTiTh HUXKHIO TOBIKY.

5. 3akpuuTe 0d4i i 3aTUCHITH Ta/IblleM BHYTPIIIHIA KyT 3aKallaHOro0 OKa Ha 1 XBUIUHY.



6. TToBTODITH BCi BUILIEONKCAHI Ail 3 IPYTUM OKOM, SIKIIO TaK NPU3HAYUB JIiKap.

7. ODHOMO30BUM KOHTENHED i3 3a/MIIKaMy PO34YMHY BUKAHYTHU Ogpa3y Mic/is BUKOPUCTaHHS. He
306epiraiiTe OTO0 [JIA MOAAIBLIIOT0 BUKOPUCTAHHS.

[Tpu 3acToCyBaHHi KinbKoX 0TaabMOIOTiuHNX 3aCc006iB MicIleBol il MpemapaTu Cifl 3aCTOCOBYBATH 3
iHTepBasioM LI0HAVMeHIIe 15 XBUIKH.

Iimu. 3aCTOCOBYIOTh [iTSIM Bif HapoAXKeHHS. [03yBaHHA - 9K 3a3Ha4€HO [JI JOPOCIUX Y
po3mini «Crocib 3acTocyBaHHS Ta f0o3u». HeMae He0OXiZHOCTI KOPUTYBATU 03y AJIS AiTen
(muB. po3minu «OcobIUBOCTI 3aCTOCYBaHHS» i «@apMaKOIUHAMIUHI BTACTUBOCTI»).

Ilepedo3yeaHHsi.

3arajbHa KiTbKiCTh a3UTPOMIIIMHY, TPU3HAYEHa [JId JIiKyBaHHS 000X o4el, 3aHaATO MaJia, 1100
CIIPUYMHUTH ITPOSIBU [Iepeo3yBaHHs Y pa3i BHYTPIIIHLOBEHHOT0 a00 IepopabHOTO BBEIeHHS BMICTY
OOHOOO30BOT0 KOHTEHHEPA.

ITo6iuni peakuii.

[Tig yac KITHIYHUX OOCIIIIXKEeHb 1 TOCTMapKEeTUHIOBUX CIIOCTEPEKEHb 3aCTOCYBaHHA IIpernapary
Asutep® 15 Mr/r, Kpanenis OYHUX, PO3YKHY, IOBIJOMIISAIOCH IPO HUKYeNepeideri mob6iuni peaxiii,
II0B’sA3aHi i3 JIiIKyBaHHSIM.

[To6iuHi peakirii po3modieHo 3a YaCTOTOI TaKUM YMHOM: AyXKe dacto (= 1/10), vacrto (= 1/100,
< 1/10), megacto (= 1/1000, < 1/100), pigko (= 1/10000, < 1/1000) ta gyxke pigko (< 1/10000),
HeBimoMo (He MOXXKHA BCTAHOBHUTH Ha IIifCTaBi HasIBHUX HAHUX).

3 6oky imyHHOI cucmemu

Heuacro: HaOpsk KBiHke*, peakiiii rinepyyTInBOCTI.



3 60Ky opaaHis 30py (y Micui 88edeHHs)
Hyxe "acTo: 1uckoMpopT B o4ax (CBepOixK, MeUiHHS, TOKOIIOBAHHS).
YacTo: 3aTyMaHeHHS 30pY, BifUyTTA 3/IMIIAHHSA II0BIK, BIIYyTTS YyKOPiOHOTO Tija.

HewgacTo: KOH'IOHKTHBIT*, alleprivHuil KOH IOHKTHUBIT*, KepaTuT*, eKk3eMa MoBik*, HaOpsK MOBIK*,
anepris ouen*, rimepeMisi KOH IOHKTUBHY, ITiIBHIIIEHA CIbO30TEeYa, epUTEMa IOBIK.

Po3aadu wkipu ma niOwkKipHOl MKaHUHU

HeBimoMo (HEMOXKIMBO OLIIHUTH Ha IMigCTaBi JOCTYIHUX JaHUX): TOKCUYHUY eliflepMalbHuL
HeKpoii3®, peakiis Ha ikapchKuil 3acib 3 eo3uHOdinieo Ta cucTemaumu cumnromamu (DRESS-
curnapom)®, curnpoM CriBeHca - JIxkoHCcoHa (S]S)*, ekcdomiaTuBHUIL epMaTUT’, TOCTPUiL
reHepai30BaHUM €K3aHTeMaTO3HuH nycTynbo3 (AGEP) s,

* [To6ivHi peaxiii He CIIOCTepiranucs mif Yyac KIIHIYHEX JOCIIiKeHb Kpanens ouyHux Asutep”. 11i
no0iyHi peaktii criocTepiranucs mig yac MoCTMapKETHHTOBUX AOCTiAXKEeHb 3aCTOCYBaHHS
asuTpoMminuHy. YacToTa po3paxoBaHa 3a ¢opmysoo 3/X, ge X - 3arajbHa KiIbKiCTb HaCeJleHHS,
3a[IisTHOT0 V BCiX [OCTimXKEHHSX i KITiHiuHX BUNIpoOyBaHHAX, abo BigmoBigae yactoTi 3/879 -
«HEYacCTOo».

* EKCTpamool0ui CUCTeMHHII BILIHB.

Himu. KrniHiuHi gocnigkeHHs B nefiaTpii 4oBeny, 1m0 piBeHb 6e3MeKH 3aCTOCYBaHHS V iTel He
BiIpi3HSETHCS Bif Takoro y gopocnux. HoBux HebaxkaHUxX edeKTiB BUsBIIeHO He Oyio. PiBHi 6e3neku B
pi3HUX NefiaTpUYHUX MiATpymnax 6y TakoX MomioHuMY (OuB. po3nin «®apmMakosoriyHi
BJIQCTHUBOCTI»).

3gimyeaHHs npo nido3ptosaHi nobiuHi peakuii

[ToBimomneHHs mpo mo6iuHi peakiril micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IMBe 3HAYEHHS.
Lle mae 3MOr'y MPOBOOUTH MOHITOPUHT CITiBBiIHOIIEHHS KOPHUCThL/PU3UK IIPHU 3aCTOCYBaHHI IIOTO
JiKapchKOro 3acoby. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TAKOX MallieHTaMm abo ixHiMm
3aKOHHUM ITpe[CTaBHUKAM CJIif] TIOBiTOMJISITH TIPO YCi BUTTAAKHU IiI03PI0OBaHUX IMOOIYHUX peakilii Ta
BificyTHOCTI e(peKTHUBHOCTI iKapchKOro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMalliliHy CUCTEMY 3
(dapMakoHarnsany 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 36 Mics1iB.

[Ticns mepiIoro BifKPUTTS OOHOAO30BOT0 KOHTEHMHEPa MOT0 BMICT CJIif BAKOPHUCTATH Ofpa3y
Ta BUKUHYTU OOHONO30BUM KOHTEHHED.

YMmoBu 36epiranns. 30epiratu npu Temnepatypi Big 2 °C mo 8 °C. 30epiraTu 0mHOO030Bi
KOHTEMHEPH y callle 3 MeTO 3aXUCTy Bif CBiTIa.

30epiratu y HEJOCTYIIHOMY IJIST OiTe# MicCIi.



VnakoBka. [1o 250 Mr y 0qHOZI030BOMY KOHTEMHEDI, I10 6 0HO030BUX KOHTEMHEDPIB y callle,

Ne 6 (1 calre) y KapTOHHiHM KOPOOIIi.

Kareropis Bigmycky. 3a peLentom.

BupOOHHK.

JIABOPATYAP IOHITEP / LABORATOIRE UNITHER.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.
1 Byn. ge n'Apkepi, Kytasc, 50200, ®paHiris /

1 rue de I'Arquerie, Coutances, 50200, France.

3asIBHHUK.

JIABOPATYAP TEA / LABORATOIRES THEA.

I7ns moBioMIeHD ITPO BUIIAAKH IIi03PI0OBAHUX IMOOIYHUX peakKiliii Ta BilCyTHOCTI e(eKTUBHOCTI
JIiKapchKOro 3acoby:

KonTakTHa ocoba JlabopaTyap Tea, BifmoBiganbHa 3a ¢apMaKoHArisad B YKpaiHi,

eJIeKTPOHHA afpeca info@regata.in.ua,

Ten. 044 467-57-70 (uinomo6oBo), 044 585-04-60.

Micue3HaxomKeHHs 3asiBHHUKA.
12 Byn. Jlyi Bnepio 63100 Knepmon-®eppal Cenekc 2, ®panis /

12 rue Louis Blériot 63100 Clermont-Ferrand Cedex 2, France.


mailto:info@regata.in.ua

