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IHCTPYKLIA
NS MeANYHOr0 3aCTOCYBaHHSA NliKapCbKOro 3acoby

AMOKCUKJ/IAB® 2S
(AMOKSIKLAV ® 25)

Cknap:

Ait0Yi PeYOBUHU: aMOKCULIMNIH, KNaBy/laHOBa KUC/OTA;

5 M1 opasibHOT cycneHsii MicTaTb 400 Mr amokcuumniHy (y hopmi aMOKCULMNIHY TpUTigpaTy)

i 57 Mr knaBynaHoBOi KCNoTK (Y (hopMi Kaslito KnaBynaHarty);

[OMOMI>KHI PEYOBUHU: KM1CNOTa IMMOHHA 6e3B0fiHA, HATPito LMTPaT 6e3BOAHWIA, LieNknn03a MiKpOKpUCTaTiYHa Ta HaTpPito KapMeso3a, KcaHTaHOBa Kame/b, KPeMHIto
[iOKCUA KONOTAHWIA 6€3BOAHWI, KPEMHIIO AiOKCUA, apoMaTn3aTop AVMKOIT BULLIHI, IMMOHHUIA apoMaTmn3aTop, caxapyH HaTpito, MaHiT (E 421).

JlikapcbKa thopma. NopoLLoK A8 opasnibHOI CyCreH3it.
OCHOBHI (Di3MKO-XiMi4Hi BNaCTVBOCTi: KPUCTa/TIYHMIA MOPOLLIOK Bif 6iN0ro 0 XXOBTYBATO-6i/10r0 KOMbOPY .

dapmakoTepaneBTUYHa rpyna. AHTM6aKTepiasbHi 3ac00M 415 CUCTEMHOIO 3aCTOCYBaHHS.
beTa-naktaMHi aHTUGIOTUKK, NeHiuMNiHX. KombiHauii neHiymniHie 3 iHriditopamm 6eta-nakramasun. Kog ATX JO1C R0O2.

dapmMakosoriyHi BNacTnBOCTI.
PapmakofnHamika.

MexaHi3Mm Al
AMOKCULMNIH ABNSIE COOOK HaniBCUHTETUYHWIA NeHIiuMNiH (6eTa-nakTaMHWUin aHTUGIOTUK), AKWUIA iHribye oaMH abo Kiflbka (PepMeHTIB (4acTo iIMEHOBaHMX
neHiynniH3e’asytounmmn b6inkamu, (M3B)) y npoueci 6GiOCMHTETUYHOrO MeTabonisMy 6akTepiaslbHOro nenTUAorfikaHy, WO € HeBiA’€MHUM CTPYKTYPHUM
KOMMOHEHTOM KNiTUHHOI CTiHKM 6akTepiil. IHridyBaHHA CUHTe3y NenTUAOrnikaHy Npu3BOAUTL 40 NOCNabNeHHs KMITUHHOI CTIHKW, HAcMifKOM 4oro € nisuc i
3arnéesnb KNiTUH.

AMOKCUUWNIH € YyTIMBUM [0 PO3LUEN/IeHHA GeTa-nakramasamu, WO MPOoAYKYHTLCA Pe3UCTEHTHUMM 6aKTepiaMu, OTXKe, CMEKTP aKTUBHOCTI aMOKCULMIIHY SK
MOHOTepanii He BK/Ilo4aEe oOpraHiaMu, ki MPoAYyKYHTb Li PepMEHTN.

KnaBynaHoBa KuCnoTa € 6eTa-nakramom, CTPYKTYPHO CrOpiAHEHMM i3 neHiumniHaMn. BoHa feakTuBye fesiki hepmMeHTU 6eTa-nakramasu, TMM camyM 3anobiratoym
iHaKTMBaLiT aMoKcuUMNiHy. KnaBynaHoBa KUCOTa Y BUIIsIAI MOHOTEpanii He YAHWUTb KNiHIYHO KOPUCHOMO aHTMOaKTePiailbHOro eqpeKTy.


mailto:

CniBigHoweHHs PK/P [

Yac, L0 nepeBuLLYyE MiHIMabHY iHrioyrody KoHUeHTpauito (U>MIK), BBaXKaeTbCsA OCHOBHUM (haKTOPOM, SIKWI1 BU3HAYae eqeKTUBHICTb A/ aMOKCULNTTIHY.

MexaHi3M1 pe3aNCTEHTHOCTI

ICHYIOTb [1Ba MeXaHi3MW Pe3NCTEHTHOCTI [0 aMOKCULMNiHY/KNaBynaHOBOT KUC/IOTU:

- iHakTuMBaLis bakTepiasibHUMK GeTa-naKTamMasamMu, siki caMi No cobi He IHribyTLCS KaBylaHOBOK KUC/IOTOD, BKOYatoum knac B, C i D;

- nepeTBOpeHHA M3b, W0 3mMeHLYye alhiHHICTb aHTNOaKTePia/IbHOro npenapary A0 MilleHi.

HenpoHMKHIiCTb 6akTepiii abo MexaHi3M pPegiIFOKCHOrO Hacoca MOXE CMPUYMHATL Pe3NCTEHTHICTb GakTepii abo cnpusiTy Tid, 30KpeMa, Y rpaMHeraTMBHUX

6aKTepiil.
["paHWYHI 3HaYeHHs

"paHU4Hi 3HayeHHA MIK ans amokcuuuniHy/KnaBynaHoBOI KUC/IOTW, BCTAHOB/MEHI €BPOMNENCbKMM KOMITETOM 3 BUMPOOYBaHHA aHTUMIKPOOHOI YyTAMBOCTI

(EUCAST)
MikpoopraHiamu ["paHUYHI 3HaYEHHSA YyTANBOCTI (MKI/M)
YyTnmsi [MoMipHO YyT/MBI Pe3nCTEHTHI

Haemophilus influenzael <1 - >1
Moraxella catarrhalisl =1 - >1
Staphylococcus aureus 2 <2 - >2
KoarynasoHeraTuBHi <0,25 > 0,25
cTadiNIoKoKM 2
Enterococcus! =4 8 >8
Streptococcus A, B, C, G° <025 - >0,25
Streptococcus pneumoniae3 <05 1-2 >2
EHTepob6akTepii L 4 - - >8
"paMHeraT1BHi aHaepoO6Hi <4 8 >8
6akTepii 1
"pamno3nTMBHI aHaepo6Hi <4 8 >8
GakTepii 1
["paHUYHI 3HaYEeHHS, LLIO He <2 4-8 >8

CTOCYHOTbCS OKpeMUX BuUaiB 1

1 MoBif4OMNEHI 3HAYEeHHS 418 KOHLEHTPaLin aMOKCMLMANIHY. 3 METOI BUNPOBYBaHHSA Yy T/IMBOCTI
KOHLEHTpaLis KnaBy/flaHOBOI KMUC/IOTW BCTAHOB/IEHA Y 3HAYEHHI 2 Mr/n.

2 MoBifOMNEHI 3HAYEHHS ANA KOHLEHTPaLi oKcalniny.
3 "paHW4HI 3HaYeHHS, HaBefeHi B TabMLi, po3paxoBaHi i3 rpaHNYHKX 3Ha4YeHb A4/19 ammiLuiHy.

4 I"paHn4YHe 3HaYeHHsA pe3nCTeHTHOCTI R>8 mMr/n 03Hauvae, Lo BCi WTaMm 3 MexaHiamamu
PE3UCTEHTHOCTI 3asAB/eHi K PE3NUCTEHTHI.

5 I"paHWYHI 3HaYeHHS, HaBefeHi B TabnLi, pO3paxoBaHi i3 rpaHUYHKX 3HaYeHb A1




| 6eHannneHimniny. |

PO3MOBCIOIKEHICTb PE3UCTEHTHOCTI MOXe 3MIHIOBATMCS reorpaiyHo i 3 Yacom 15 OKpeMux BUAIB, TOMY 6axaHO MaTy MiCLeBY iH(hopMaLito LLOL0 YYTINBOCTI,
0C06/IMBO NPU NiKyBaHHI TSXXKUX iHGEKLiA. Y pasi HeobXigHOCTI NOTPIGeH eKCNepTHMIA BUCHOBOK, SKLLO MicLieBa PO3NOBCHOMXKEHICTb PE3NCTEHTHOCTI € TaKo,
LLLO KOPUCTb Npenaparty, NpUHaiMHI Npu AesKnX TUNax iHPeKLi, BUKNNKAE CyMHIBK.
3a3Buyari YyTamBI BUAK

"pamno3nTunBHi aepobu: Enterococcus faecalis,Gardnerellavaginalis, Staphylococcus aureus

(4yTnmBuiA o MeTmu,mniHy)E, Coagulase-negative staphylococci (4yTnvMBUIA O METULMAIHY),
Sreptococcus  agalactiae, Sreptococcus pneumoniael, Sreptococcus pyogenes Ta ML
6eTa-remoniTMYHI CTPENTOKOKK, rpyna Streptococcus viridans.

pamHeraTuBHi aepobu: Capnocytophaga spp., Eikenella corrodens, Haemophilus influenzae?,
Moraxella catarrhalis, Pasteurella midtocida.

AHaepobu: Bacteroidesfragilis, Fusobacterium nucleatum, Prevotella spp.

Buau, ons skux HabyTTsi pe3UCTEHTHOCTI MOXKe BYyTK NPO6IEMOLO

[pamno3nTmBHi aepobu: Enterococcus faecium®.

"pamHeraTvBHi _aepobu: Escherichia coli, Klebsiella oxytoca, Klebsiella pneumoniae, Proteus
mirabilis, Proteusvulgaris.

IMpUPOAHO PE3NCTEHTHI MIKPOOPraHi3Mu

pamHeraTnBHi aepobu: Acinetobacter sp., Citrobacter freundii, Enterobacter sp., Legionella
pneumophila, Morganella morganii, Providencia spp., Pseudomonas sp., Serratia sp.,
Senotrophomonas maltophilia.

[HLIT MiKpPOOpPraHi3Mu:

Chlamydophila pneumoniae, Chlamydophila psittaci, Coxiella burnetti, Mycoplasma pneumoniae

$ MpupoaHa nomipHa YyTAMBICTb 3a BifCYTHOCTI HabyTOro MexaHiamy pPe3aMCTEHTHOCTI.

£ Bci CTa(i/IOKOKN, PE3UCTEHTHI A0 METUUUIIHY, € PEe3NCTEHTHUMMU [0 aMOKCUUMNiHy/
KnaBynaHOBOI KUC/OTMU.

1 Sreptococcus pneumoniae, Pe3UCTEHTHUIA 10 MEHIUWMAIHY, He Cnifd NiKyBaTW L€ NiKapCbKO
(hopmot0 aMOKCMUMNIHY/KNaBynaHoBOT KMCNOTY (AUB. po3ainn «Crnocib 3acTocyBaHHS Ta L03U»
Ta «OC0BMMBOCTI 3aCTOCYBaHHA).

2 |11Tamu 3i 3HWKEHOIO YYTAMBICTIO GyNM 3aPEECTPOBAHI Y AeSKUX KpaiHax EC i3 YacTOTO BULLE
10 %.

dapmakoKiHe TVKa.

Abcopbuis. AMOKCULMANIH | KnaBynaHOBa KMUC/OTa MOBHICTHO AMCOLIIOKOTL Y BOAHOMY PO34MHi Npu didionoriyHomMy piBHi pH. O6buasa KOMMOHEHTW LWBUAKO Ta
[06pe abcopbyroTbCA MpY NepopanbHOMY NpUiAoMi. BiIoAOCTYNHICTb aMOKCULMAIHY Ta KaBy/naHOBOT KUCNOTU CTaHOBUTL Npuban3HO 70 % npu nepopasibHOMY
npuitomi. Mpodini 060X KOMMOHEHTIB y NnasMi ifeHTUYHI, & Yac [OCATHEHHA MaKCUMabHOT KOHLEeHTpauiT y nnasmi KpoBi (Tmay) 418 KOXHOr0 KOMMOHeHTa



CTaHOBUTb MPUB/IN3HO

1 roguny.

KOHUeHTpauii amoKcuLmIiHy Ta KnaBynaHOBOT KMCNOTW Y CUPOBATL KPOBI, L0 AOCAratoTbCSA NPU NPUIAOMI aMOKCULMIHY/KNaByNaHOBOT KACMOTK, IAEHTUYHI TUM,
L0 JOCAratoTbCA NPU NepopasibHOMY NPUIAOMI eKBIBaIEHTHUX 03 aMOKCULMNIHY abo KaBynaHOBOT KUCIOTU OKPEMO.

Posnogin. bansbko 25 % 3aranbHOro 06¢ary KnaBynaHOBOI KUCNOTKU Y Mna3mi KpoBi Ta 18 % 3araibHOro aMmoKCULWAIHY Y NiasMi KPoBi 3B’S3yHOTbCA 3 Gikamm
KpOBi. YsBHW1 06’€M po3noginy CTaHOBUTL 6/13bKo 0,3-0,4 n/Kr ans aMoKcUumuniny i 6113bko 0,2 N/Kr gns KnaeynaHOBOT KMCNOTW.

Micna BHYTPILLUHLOBEHHOIO BBEAEHHS aMOKCULMAIH i KnaBynaHOBa KMUCMoTa Oynv BUSBNEHI B XXOBYHOMY MiXypi, YepeBHili TKaHWUHI, LIKIpi, XXMPOBI TKaHWHI,
M’S130Bill TKaHWHI, CMHOBIa/bHI Ta NEPUTOHeasbHIN PiAVHI, XOBUYI | THOT. AMOKCULIMANIH He PO3NOAINSETLCA AOCTATHLOK MipPOK) Y CIMHHOMO3KOBIN PifAnHI.
JocnifpKeHHA Ha TBapuHaxX He BUSABW/IM XXOLHMX [OKa3iB 3HAYHOI 3aTPUMKM PEeYOBUH, MOXIAHMX OYAb-AKOro KOMMNOHEHTa npenaparty, Y TKaHWHaX OpraHismy.
AMOKCULMNIH, K | BINbLUICTb NEHILWNIHIB, MOXe OYTN BUSBNEHWIA Y TPYyAHOMY MOJIOLI. He3HayHa KifibKiCTb KaBynaHOBOT KUCMOTY TaKoX MOXKe 6YTUW BUSB/IEHA B
rpyAHOMY mMonoui (AvB. po3gain «3acTocyBaHHA Y Mepioj BariTHOCTI abo rofyBaHHSA rpyAaH0»).

Byno BUSBMEHO, LLLO K aMOKCULLMAIH, TaK i KnaBy/naHOBa KMCNOTa NPOHUKAKOTh KPi3b MialeHTapHuii 6ap’ep (4MB. po3ain «3acTocyBaHHA Y nepiog BaritHoCTi abo
roAyBaHHS rpyaato»).

BioTpaHchopmanis. AMOKCULUMAIH YaCTKOBO BMBOAMUTLCS i3 CeYetd Y BUINALI HEaKTMBHOI MEHILUIOMHOI KUCNOTU B KiNIbKOCTAX, €KBiBaeHTHUX 10-25 %
noYaTKoBoOIl 031. KnaBynaHoBa KMCN0Ta 3HAYHOK MipOK0 MeTabosi3yeTbCA B OpraHiaMi MHOAVHU | BUBOAUTLCS i3 Ceyelo i dekanigsMun Ta y BUMNsAAI ABOOKUCY
BYI/ELLI0 Y BUANXYBAHOMY MOBITPI.

BuBefeHHA. OCHOBHMM LUIAXOM BMBELEHHA aMOKCULMNIHY € HUPKKX, TOAI AK KnaBy/naHOBa KMUC/0Ta BUBOAUTLCA SIK HUPKaMU, Tak i LUAAXOM Aii MO3aHUPKOBUX
MeXaHi3MiB.

Y 340poBUX [06POBO/LLIB CepefHiin nepiof HaniBBMBEAEHHS aMOKCULMNIHY/KNaByNaHOBOT KACNOTW CTaHOBUTb NPUOAN3HO 1 roAuHy, a CepefHiin 3araibHui
KnipeHc — npn6aun3Ho 25 n/rog. Pi3HI AOCNIMKEHHS NOKasaiu, WO BUAINEHHS i3 ceyeto CTaHOBUTL 50-85 % ans amokcmuunivy Ta 27-60 % ana knaBynaHOBOT
KMCNOTN NPOTAroM 24-rofiMHHOrO nepiogy. Y BUNaAKYy K1aBy/laHOBOI KMCNOTWU Hainbifblia KiflbKiCTb PeYOBUHM BUBOAWUTLCA MPOTATOM MEPLUNX 2 rOAUH Nicns
npunomy.

OfHoYaCHe 3aCTOCyBaHHS MpobeHeLuMay CrOBIIbHIOE BMBEAEHHA aMOKCULWNIHY, ale He 3aTPUMYyE HMPKOBOI eKCKpeLil K/iaBynaHOBOT KUC/IOTU (OUB. PO3g4in
«B3aemofis 3 iHLLMMW NiKapCbKMMKM 3ac06amu Ta iHLLI BUAM B3aEMOAI).

Bik. Mepiog HaniBBMBELEHHS aMOKCULMAIHY € iAEHTUYHMUM ANS AiTei BIKOM Bif 3 MicsALiB A0 2 POKiB, AiTeil CTapLLOoro BiKy Ta gopocaunx. Ans gitei (y Tomy uncni
HEA0HOLLEHNX HEMOB/IAT) NEPLLIONO TUXKHSA XMUTTA YacToTa NPUnoOMY He NMOBUHHA MepeBMLLYBaTK [Ba Pa3u Ha [eHb Yepe3 He3piflicTb HUPKOBOTO LLUMIAXY BUBELEHHS.
OCKiNbKN NauieHTV NITHLOrO BiKy OGiNbLU CXW/bHI A0 3HMKEHHA (PYHKLIT HAPOK, A03YBaHHA CNif 06MpaTn 3 06epeXxXHICTIO, PEKOMEHAYETLCS TaKOX KOHTPO/b
HVPKOBOT (PYHKLLT.

MopyLweHHs OyHKLIT HUPOK. 3araibHWU CMPOBATKOBUIA KNipeHC aMOKCUUMAIHY/KNaByNaHOBOI KUCNOTU MPOMOPLIAHO 3MEHLUYETLCA 3i 3HWKEHHAM HUPKOBOI
(OYHKLIT. 3HVKEHHA KNipeHCy npenapaty Oinbll BUPaXKEHe A1 aMOKCUUMAIHY, HDK AN KNaBynaHOBOI KUCNOTWU, OCKISIbKM 6ifiblia 4acTKa amMOKCULMNIHY
BMBOANTLCA HMPKaMK. Mpu HUPKOBIV HEAOCTATHOCTI [03yBaHHSA Mae 3anobiraT HaAMIpHiIA KyMynsuii aMmoKCULMAiHY, y TON e Yac 36epiratoum foCTaTHi piBHi
KMaBynaHOBOI KMCNOTK (AMB. po3ain «Cnoci6 3acTocyBaHHS Ta A03n»).

MopyLueHHa OYHKLIT nedviHky. MauieHTam 3 NeviHKOBOK HeLOCTaTHICTIO PEKOMEHAYETLCS 06epexHe 3aCTOCyBaHHA npenapaty i perynsapHuii KOHTPOsb (OyHKLT
MeYiHKW.

KniHiYHi XapaKTepUCTUKN.
Nokas3aHHA.

JlikyBaHHS y OPOCNNX Ta [iTel 6akTepianbHUX iHDEKLi, CIPUUMHEHNX YyTMBUMMK A0 AMOKCMKNaBY® 2S MikpoopraHiaMamu, Takux siK:



- TOCTPUiA 6aKTepianbHUA CUHYCUT (NIATBEPLKEHNIA);
- TOCTPWIA CepefHiii OTUT;
- MiATBEPAYKEHE 3ar0CTPEHHS XPOHIYHOTO OPOHXITY;
- HerocniTa/ibHa NHEeBMOHif;
- LMCTUTY;
- MIENoHeppUTY;
- IHOeKUiT WKipy Ta M SKUX TKaHWH, Y T. Y. LLe/HONITU, YKYCU TBAPWH, TSXKKI AeHTOaIbBEONAPHI abCLECH 3 NOLIMPEHUM LieNTHONITOM,
- IH(eKLU|iT KICTOK Ta cyrnob6i., y T. 4. OCTEOMIENITU.
Mpy Nnpu3HayveHHi aHTUOaKTepPia/IbHNX Npenaparis Cif KepyBaTUCA NpaBuiamMmuy X HaJIeXKHOr 0 3aCTOCYBaHHS.

IMpoTnnoKasaHHA.

MigByLLEHa Yy TAMBICTb [0 6YAb-SKNX KOMMOHEHTIB npenapary, L0 6yAb-AKuX aHTubakTepiaibHMX 3aC06iB rpynu NeHIiLUNIHIB.

HasBHICTb B aHamHe3i TSKKUX peakuid rinepyyTnmeBocTi (B T. 4. aHainakcii), MoB’sA3aHMX i3 3aCTOCYBaHHAM iHWWX 6eTa-nakTaMHUX areHTiB (y T. u.
LiethanocnopuHiB, KapbaneHemiB ab0 MOHOOAKTaMIB).

HasBHICTb B aHaMHe3i XXOBTAHULi a60 ANCHYHKLIT NeYiHKK, MOB’A3aHMX i3 3aCTOCYBaHHAM aMOKCULMNIHY/KNaBynaHOBOI KUC/IOTW.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

AHTUKOAryNaHTW 415 NepopasibHOro 3aCTOCYBaHHS

AHTUKOArynsHT 419 nepopasibHOro 3acToCyBaHHS Ta aHTUOIOTMKM MEHILMNIHOBOrO pagy LWMPOKO BUKOPUCTOBYHOTL Y NPaKTUL NpuW Bi4CYTHOCTI NOBiJOM/IEHb
npo B3aemogito. OfHaK OnMcaHo BUNaAKM 36iNbLUEHHS MDXKHApOAHOro KoedpillieHTa Hopmanisalii y nauieHTis, AKi npuiiManu aleHoKymapon abo BapapuH Ta
AKAM 6YyB NPOMUCAHWUIN KypC NiKyBaHHA aMOKCULUMNIHOM. SAKWO HeobXigHWIA OfHOYaCHWMIA MPUIAOM TakuxX npenaparie, Cif PeTeNbHO KOHTPOJIHOBATU
NMPOTPOMOGIHOBUIA IHAEKC a0 Mi>KHApOAHWI KoedhiLieHT HopManisauii Nnpu fgofaBaHHI abo MPUMUHEHHI NPUItOMY amoKcuumniHy. Kpim Toro, moxe 6yTu noTpioHa
KOpeKLUif f03M aHTUKOArynaHTIB A4/1 MepopasibHOro 3aCToCyBaHHA (AMB. po3ainn «Oco6MBOCTI 3aCTOCYBaHHSA» Ta «[106IUHI peakLii»).

MeToTpekcaT

MeHiuMNiH MOXe 3HMKYBATW EKCKPELIH0 METOTPEKCATY, L0 CPUYMHSIE NOTEHLiHE NiABULLEHHS MOro TOKCMYHOCTI.

MpobeHeumnsa

OfHoYacHe 3acTOCyBaHHA NpobeHeunay He pekoMeHAyeTbCA. MpobeHeuns 3HMKYE HUPKOBY TPYOOUKOBY CEKpeLito amoKcuumiiHy. OfHOYacHe 3aCTOCyBaHHS
npobeHeLmay MOXe NPU3BECTU [0 30iNbLLEHHSA PIBHA Ta TPMBAIOCTI 3HAXO4XKEHHSA aMOKCULMNIHY (afie He KnaBy1aHOBOT KMCNOTK) Y KPOBI.

MikodpeHoNnaT Modpe TN

Y nauieHTiB, AKI NiKYHOTbCA MIKO()EeHOMaTOM MOJeTUIOM, MiCAs NoYaTKy 3acTOCyBaHHS MepopasibHOM0 aMOKCULWAIHY 3 K/1aBY/faHOBOK KWMCNOTOK MOXe
3MEHLUMTUCA Mpeo30Ba KOHLEHTpaL s akTUBHOITO MeTaboniTy MiKO(PEHOIbHOT KUCIOTKM Nprb/nM3HO Ha 50 %. Lia 3miHa Npefo30BOro piBHA MOXKEe He MOBHICTHO
BiANOBIAATM 3MiHi 3ara/ibHOI eKCNo3nLiT MiKOEHObHOT KMCNOTK. TaKUM YAHOM, 3MiHa Y [103yBaHHI MiKO(heHoNnaTy MogeTNy 3a3BMyaii He MOTPIOHa, AKLLO HEMAE
KNiHIYHOrO NiATBEpAKEHHS AMCHYHKUIT TpaHcnnaHTaTa. OAHaK NUAbHWUIA Harnsg Heob6XigHWIA NMig Yac CyMiCHOMO 3aCTOCYBaHHS Ta BNPOAOBX AEAKOro vacy nicns
aHTMbioTMKoTepanil.

Oco6MBOCTI 3aCTOCYBaHHSA.
Mepen noyaTKkoMm Tepanii aMOKCULMNIHOM/KNaBy1laHOBOK KUC/IOTOK CAif, peTeNibHO 3i6paTtu iHhopMaLito LWoAo nonepeiHix peakui NigBULWEHOT YyTINMBOCTI Ha
MeHILMNIHW, LedanocnopHmn abo iHWi 6eTa-naktamHi npenapatu (Ave. po3ginn «poTunokasaHHa» Ta «[o6IYHI peakLii»).



MoBigOMNANN NPO CEepino3Hi Ta B OKPeMUX BUNafKax netasibHi peakuil NigBuLLEHOT YyTaMBOCTI (BKIHOYAOUM aHaINaKTUYHI peakuil Ta TsKKI LWKIpHI NOGiYHI
peakuii) y nauyieHTiB, AKi OTPUMYBa/IM NiKyBaHHA MeHiLMNiHOM. Taki peakuii YacTille BUHWKatOTb Y MNauieHTIB 3 MigBULLEHOK YYTAMBICTIO A0 NEHIUMNIHY B
aHamHesi Ta MayieHTiB 3 aToniYHUMM 3aXBOPIOBaHHAMU. pK NosBI aneprivyHoi peakyii ciig NPUNUHATK 3aCTOCYBaHHA aMOKCULMNIHY/KNaBynaHOBOI KMCIOTK Ta
po3MnoyaTy BifNoBi4HY afbTepPHATUBHY Teparito.

Y pasi AKWO [0BeAeHO, WO iHgeKUis CnpuynHeHa opraHisMom(-amu), 4yTaMBUM(-UMK) L0 aMOKCUMUMAIHY, CNif Po3rnsaHyTU AOUINbHICTb Mnepexony Bifg
amMmoKCUUMNiHY/KNaBynaHOBOT KMCNOTY 0 aMOKCULMAIHY BiAMOBIAHO A0 3araibHONPUAHATUX HaCTaHOB.

Lis nikapcbka hopma AMOKCMKNaBY® He NigxoauTb ANs 3aCTOCYBaHHS NPU HAsBHOCTI BUCOKOTO PU3UKY PE3VUCTEHTHOCTI IMOBIPHMX 36YHUKIB 3aXBOPHOBAHHS [0
GeTa-nakTamHMX npenaparis, fika He ornocepefkoBaHa GeTa-nakTamasamu, YyTIUBMMWU [0 iHFiOYBaHHS K1aBy/1aHOBOK KUCNOTOK. He crif 3aCTOCOBYBaTU L0
NiKapCcbKy (hopMy A4 NiKyBaHHS Pe3UCTEHTHOrO 40 MEeHIUNUIHY S pneumoniae.

Y nauieHTiB 3 NopyLeHHAM (YHKLIT HAPOK Ta Yy NawuieHTiB, AKi NPUiiMatoTb BUCOKI 403K NpenapaTy, MOX/1Be BUHUKHEHHS Cya0M (AMB. «[06iYHI peakuii»).
MpenapaTy aMOKCULMNIHY/KNaBynaHOBOI KUCAOTU CAif YHUKATW Mpy Nifgo3pi Ha iHMEeKUinHWA MOHOHYK/E03, OCKiflbKM B LbOMY BWUMAAKY i3 3aCTOCYBaHHSM
amoKcuumniHy 6yno NoB’s3aHe BUHUKHEHHSA KOPOMOZLiOGHOM0 BUCKMNaHHS.

O[fiHOoYacHe 3aCTOCyBaHHS anonypuHoy nif vac NikyBaHHA aMOKCULMAIHOM NiABULLYE IMOBIPHICTb anepriyHmMX peakLiii 3 60Ky LLKipn.

[loBroTpmsane 3aCTOCyBaHHA MOXE IHOAI CMPUYMHATA HAAMIPHWIA PICT HEUYTIMBUX MIKPOOPraHi3MiB A0 npenapary.

BVHUKHEHHS Ha noyaTtKy fliKyBaHHS rapsyKoBOi reHepani3oBaHOi epuTeMU, acoLinoBaHOT 3 YTBOPEHHAM MyXMUPLIB Ha LWKipi, MOXe 6yTh CUMNTOMOM FOCTPOro
reHepasizoBaHOro ek3aHTemMaTo3Horo nyctynsbosy (FTEM) (aus. po3gin «Mo6iuHi peakuii»). Taka peakuis BuMarae BigmiHu Amokcuknasy® 2S, i npu Lbomy
NpoTMNOKasaHe Oy/b-AKe 3aCTOCOBYBaHHA aMOKCULWAIHY Y MainbyTHLOMY.

Cnig 3 06epexHICTHO 3acTOCOBYBaTW aMOKCULM/IH/KNaByNaHOBY KUCNOTY NalieHTam 3 O3HakaMu MOpYLUEHHS (YHKLUIT nedviHki (aue. po3ginn «Cnoci6
3aCTOCYBaHHA Ta J03U», «[1poTUNoKa3aHH:A» Ta «[MoBIYHI peakLiT»).

MoBigoOMAANN NPO YCKNaLHEHHS 3 60KY NeYviHKK, NepeBaXXHO Y YO/OBIKIB Ta MalieHTIB MITHLOrO BiKy, O MOXYTb OYTI MOB’A3aHi 3 TPUBA/IUM NiKyBaHHAM. IMpo
Taki YCKNafHEeHHS Y AiTein NoBiLOMAANN Ay>Ke PiAKO. Y BCiX rpyn nauieHTiB CUMMNTOMMU, IK NMPaBWI0, BUHUKaKOTL Mij Yac abo He3abapom Nicns NikyBaHHSA, NpoTe B
OKpeMunx BMNafKax BOHWM MOXYTb NPOABUTUCA NMLLE Yepe3 KiflbKa TUXHIB NiCNs 3akiHYeHHs NiKyBaHHA. Taki ABuLa, K Npasuio, € 060pPOTHUMUN. Y CKNafHEHHS 3
OOKY MeYiHKN MOXYTb BYTU TSXKKUMU, Y BUHATKOBO PIAKUX BUMNagKax - neTafbHUMK. Taki ABuLa 3aBXAM CNoCcTepiraimca y nauieHTiB 3 TSHKKAM OCHOBHUM
3aXBOPIOBaHHSAM a60 Y TUX, XTO OJHOYACHO NPUIIMaB NpenapaTu, Lo MOXYTb CIPUYNHATA YCKNaAHEHHS 3 60KY NeviHku (AUB. po3ain «Mo6ivHi peakwii»).

Mpwy 3acTOCyBaHHI MaliXe BCiX aHTMbGaKTepiabHNX NpenapaTis, BKAHOYarUM aMOKCULMAIH, MOBIAOMAANN NPO aHTUOI0TNKOACOL,iIi0BaHMIA KONIT, CTYNiHb TSXKKOCTI
SIKOro MOXKe BapitoBaTy Bifj IErKOro 0 Hebe3neyHoro Ans XuTTs (amB. po3ain «Mo6iuHi peakuii»). ToMy BaXX/IMBO BPaxoBYBaTW IMOBIPHICTb TaKoro AgiarHosy y
nauieHTiB 3 HasABHOKO Aiapeeto nif yYac abo nicna npuiiomy Byab-aKMX aHTUGIOTUKIB. Mpy NosBI aHTMOIOTMKOACOLLII0OBAHOIO KOMITY CAif HeranHO MPUMUHUTK
3aCTOCYBaHHs npenapaTy AMOKCUKNaB® 2S, 3BepHyTMCS 33 MeUUHOK [OMOMOrOK i po3noYaTy BiAnoBifHe NiKyBaHHS. 3aCTOCYBaHHS NPOTUNEPUCTANbTUUHMX
npenaparis y TakoOMy pa3i MPOTUNOKa3aHo.

Mpwv TpuBaniin Tepanii peKOMeHAYETLCA NepioAnYHa OLIHKA PYHKLii CUCTEM OpraHiB, Yy TOMY Yncni DYHKUIT HUPOK, MNEYiHKM Ta KPOBOTBOPEHHS.

Y nauieHTiB, SKi npuiiMans amoKCUUMNIH/KNaBynaHOBY KWUCMOTY, B PIAKICHUX BUMNagkax CnocTepiranocs MOAOBXEHHS MPOTPOMOGIHOBOro iHAekcy. Mpu
OAHOYaCHOMY NPU3HaYeHHI aHTUKOArynsaHTIB CNif, 34IACHIOBATI BIAMOBIAHWI KOHTPOMb. N8 NIATPUMKM 6aXaHOro PiBHS aHTUKOarynsuii Moxe 6yt noTpibHa
KOpeKLis 403U aHTUKOarynsHTIB A5 NepopasibHOro 3acTocyBaHHS (AMB. po3finv «B3aemofis 3 iHWMMKU NIKaPCbKMMK 3aco6amm Ta iHLI BUAM B3aEMOAIN» i
«[06IYHI peakLii»).

MauieHTaM 3 NOpYLUEHHAM (PYHKLIT HAPOK C/lif CKOPUTYBATW J03Y 3a/1EXHO Bif, CTYMEHA NOPYLUEHHS (AUB. po34in «Cnocib 3aCcToCcyBaHHSA Ta [03U»).

Y nauieHTIB 3i 3HWKEHUM Aiype3oM [y)Ke PiAKO crnocTepiranaca KpucTanypisi, NepeBaKHO MpU napeHTepasbHiA Tepanii. i 4Yac nNpuinoMy BUCOKKUX [A03
aMOKCULMNIHY NaLieHTy Cij, BXMBATU LOCTATHLO PILNHN 3 METOIO 3HMXKEHHS IMOBIPHOCTI KpUCTanypii, NOB’A3aHOI 3 aMOKCULUIHOM.

Y naujieHTiB 3 KaTeTepusaLjieto Ce4oBOro Mixypa ciif, perynspHo nepeBipaTv NPoXigHIiCTb KaTeTepiB (4MB. po3ain «llepefo3yBaHHs»).



Mg Yac NikyBaHHA aMOKCULMMIHOM CAif 3aCTOCOBYBATU (DEPMEHTATVBHI METOAW BU3HAUEHHS TIFOKOOKCMAA3W NMPY BUMPOOYBaHHI HA HasABHICTb M/1IFOKO3M B Ceul,
OCKIi/IbK/ MW 3aCTOCYBaHHI He(hepMEHTATUBHUX METOAIB MOX/IMBE OTPUMAHHA XMOHOMO3UTUBHUX Pe3y/bTaTiB.

HasiBHicTb KnaBynaHOBOT KUCNOTY y npenapaTi AMOKCKKNaB® 2S Moxe Npu3BeCTM 40 HecneLudiuHoro 38°a3yBaHHsA 1gG i anbGymiHy MembpaHamu epUTPOLUTIB,
LLLO MOXXE CMPUYNHUTI XMOHOMO3UTUBHI pe3ynibTaTv Npobu Kym6ca.

[MoBigOMAANN NP0 NO3UTUBHI Pe3ynbTaTh PepMEHTHOrO iMyHOaHanisy 3 BukopuctaHHsam Platelia Aspergillus Bupo6HuuTBa Bio-Rad Laboratories y naujieHTiB, siKi
npuiiMann aMoOKCULMIH/KNaByNnaHoOBY KMCNOTY Ta Y SKMX 3rogom 6yna BM3HaHa BIACYTHICTb iH(eKkuUii Aspergillus. MoBigomnsnmM npo nepexpecHi peakuii 3
nonicaxapngamu Ta noniypaHosamu non-Aspergillus npn nposefeHHI PepMeHTHOro iMyHoaHani3y 3 BukopucTaHHsaM Platelia Aspergillus Bupo6bHuuTea Bio-Rad
Laboratories. ToMy NO3NTMBHI pe3ynbTaTi aHani3iB y NauieHTIB, AKi OTPUMYIOTb NiKyBaHHA aMOKCULUITHOM/KNaBy/laHOBOK KUC/IOTOD, CNif IHTEprnpeTyBaTu 3
06epeXxxHICTHO | MigTBepAKYBaTU IHWNMK AiarHOCTUYHUMW MeTOLaMM.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

BariTHicTb. [locnimpkeHHsi Ha TBapMHaxX He BKa3yktTb Ha MpsMMiA abo onocepeKOBaHWIA LIKIANMBWIA BNIMB Ha Nepebir BariTHOCTI, PO3BUTOK eMbpioHa/nnoaa,
nosiorn abo NocTHaTa/IbHUIA PO3BUTOK. OBMEXeHI AaHi 00 3aCTOCYBaHHS aMOKCULMUIHY/KNaBYy1aHOBOT KNC/IOTU Y MepPiof BariTHOCTI Y NOANHU He BKa3yoTb Ha
NiABULLEHNIA PU3NK BUHWKHEHHS BPOKEHUX Baj PO3BUTKY. Y €AMHOMY [LOCMIIKEHHI Y XXIHOK 3 nepejyacHUM po3pvBOM O60/IOHOK Nioja NOBIAOMAANN, LLO
NPOgiNaKTUYHe NiKyBaHHA aMOKCULMNIHOM/K/1aBY/1aHOBOKD KMC/IOTOK MOXe OyTW MOB’A3aHe 3 NiABULLEHNM PU3NKOM PO3BUTKY HEKPOTUYHOTO eHTEPOKONMITY Y
HOBOHapopkeHNX. Cif, YHUKATW 3aCTOCYBaHHSA npenapaTty y nepiog BariTHOCTI, 3a BUHATKOM BMNaAKiB, KoM NiKap BBaXaE Lie He0bXigHMM.

[Mepiof rogyBaHHA rpyaato.

O6unaBi PevyoBMHU MPOHUKAKOTL Y TPyAHE MOJIOKO (HEMaE AaHuX LWOAO BNAMBY K1aBy/naHOBOT KMUC/MOTWM HA HEMOB/IS, sike nepebyBae Ha rpyLHOMY rofyBaHHI).
TakvM YMHOM, Y HEMOBNATK, fIKe NepebyBae Ha rPyLHOMY rOAyBaHHI, MOX/INBE BUHWKHEHHSA Aiapel Ta rprbKoBOT IH(eKLiT CnmM30BuX 060/10HOK, TOMY Mif Yac
npuitomMy npenapaty rofyBaHHS FpyA4to cnif NpUnuHUTA. Cnig NPUAHATA 40 YBarn MOX/IMBICTb BUHUKHEHHS anepriyHnX peakuiil. 3acTocyBaHHS aMOKCULUITIHY
/KNaBynaHoOBOT KACNOTK Yy Nepioj rogyBaHHA rpyaat0 MOXK/NBE NNLLIE NICNA OLIHKM NiKapeMm CriBBiAHOLLIEHHSA PU3MK/KOPUCTb.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHIi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.

JocnipkeHHs LWOLO0 34aTHOCTI MpenapaTy BNAMBATU Ha LUBUAKICTb peakLii npyv KepyBaHHI aBTOTPAHCMOPTOM I PO6OTI 3 IHLLIMMWU MeXaHi3MmaMu He MPOBOAUIIN.
[MpoTe MOX/MBE BUHWKHEHHA HebaXKaHuX eqekTiB (Takmx AK afieprivyHi peakwuii, 3anamMOpOYeHHs, CyfOoMM), AKI MOXYTb BIIMHYTWM Ha 3[4aTHICTb KepyBaTui
aBTOMOGINEM i NpautoBaTh 3 IHWNMK MeXaHi3MaMu.

Cniocib 3acTocyBaHHA Ta [03MW.
[l03yBaHHA BUpaXKeHe Y nepepaxyHKy Ha BMICT aMOKCULMNIHY/KaBynaHOBOT KUC/IOTK, 3a BUHATKOM BUNaAKIiB, KON [O3YBaHHS BUPAXKEHe Y MepepaxyHKy Ha
OKPEMUIN KOMMOHEHT.
Mpu3HavaroUn o3yBaHHs npenapaty AMOKCUKNaB® 2S a5 nikyBaHHs OKPeMOT iH(eKLiT, cnif BpaxyBaTu:

- BIpOrifgHi 30y HNKM 3aXBOPHOBAHHSA Ta iX IMOBIPHY YYT/IMBICTb [0 aHTMOaKTepiasibHUX npenapartis (AvB. po3ain «OcobnnBOCTI 3aCTOCYBaHHSA»);

- CTYNiHb TSHXXKOCTI Ta MicLe iHgeKuT;

- BIK, Macy Tifa i HAPKOBY PYHKLItO NaLieHTa, K BKa3aHO HMXKYe.
Mpu HEOBXiAHOCTI CAif, PO3rNAHYTU MOX/IMBICTb 3aCTOCOBYBaHHS a/lbTEPHATUBHMX (hopM BUMYCKY npenapaTy AMOKCUKNaB® (TOGTO Takux, L0 MiCTATb BULLi 103K
amoKcuumniHy Ta/abo iHWi cniBBIAHOLIEHHS aMOKCULMIHY i KNaByfaHOBOT KACN0TK) (AMB. po3ainn «Oco6MBOCTI 3aCTOCYBaHHA» Ta «PapMakoiMHaMiKa).
Mpenapat npu3HayYeHnii 4Nns 3aCTOCYBaHHSA AiTAM 3 Macoto Tina < 40 Kr.
Nna piteid 3 macoto Tina < 40 kr npenapaT AMoKcnknas® 2S 3abe3neuye MakcumasnbHy 4o6oBy o3y 1000-2800 mr amokcuumniHy/143-400 M KnaBynaHoBOI



KMCNOTWN NPU AOTPUMaHHI HaBeAEHNX HMXKYe peKOMeHZaLlil i3 A03yBaHHA. AKLL0 HeobxigHa nigBuLLeHa A060Ba 403a aMOKCUMLMAIHY, W06 3ano6irTn BBEAEHHIO
3aHaJTO BMCOKMX [J060BMX /103 KNaBy/MaHOBOT KUCMOTW, PEKOMEH/YETHCA 06paTy iHLLY NiKapcbKy opMy npenapaTy AMokcuknas® (amB. pos3ginu «Oco6amBoCTi
3aCTOCYBaHHA» Ta «PapMaKoAMHaMIKa»).

TpuBanicTb NMiKyBaHHA CNif BU3HaYaTW iHAMBIAYanbHO AN KOXHOMO nauieHTa. [eski iHekLiT (Hanpyknag oCTeOMIENIT) BUMararoTh BiflbLL TPMBAIOr0 MiKYyBaHHS.
NiKyBaHHsA He NOBUHHO TpuBaTy bifbie 14 aHiB 6e3 nepernagy (4ve. po3ain «OcobnBOCTI 3aCTOCYBAHHAY).
[iTn 3 Macoro Tina < 40 Kr
PekoMeHA0BaHI f03U:

- Big 25 mr/3,6 mr/kr/go6y fo 45 mr/6,4 mr/kr/poby, po3gineHmx Ha asa Nnpuiiomu;

- ANA NiKYBaHHA [esKMX IH(eKUin (Takmx fK cepedHii OTUT, CMHYCUT i IH(EKUIT HWKHIX BIAAINIB AMXaNbHUX LUNAXIB) AITAM 3 2 POKiB MOXHa

3acTtocoByBatu o3y 4o 70 Mr/10 mr/kr/go6y po3gineHy Ha Asa npuiioMu.

Hemae KNiHIYHMX JaHUX LLOA0 NiKapCbKUX hopm AMOKCUKNaBY® 7:1 11070 A03, BULLMX HiXK
45 mr/6,4 mr/kr/foby ansa nauieHTis 40 2 POKIB.
Hemae KNiHIYHKX JaHUX LLo/0 NiKapCbKMX thopM AMOKCMKNaBY® 7:1 CTOCOBHO MNaLlieHTiB BiKOM /10
2 MicsuiB. TakMM YMHOM, peKOMeHAALIT CTOCOBHO [03yBaHHS A1 L€l rpynu nauieHTiB BiACYTHI. MNayieHTn NiTHLOro BikKy
Kopekuis fo3n He NoTpibHa.
[MopyLUEeHHS YHKLIT HUPOK
MauieHTam 3 KnipeHcoM KpeaTuHiHy (KK) > 30 Mr/xB KopekLu,is 031 He NoTpibHa.
MauienTam 3 KK < 30 Mr/XB He pEKOMEHYEThCS 3aCTOCYBaHHS NiKapcbKnx hopm npenapaty AMOKcMKae® 3i cniBBigHOLLIEHHAM aMOKCULMNIHY Ta KNaBy/aHOBOT
KMUCNOTK 7:1, OCKINbKN HEMAE peKOMeH/aLlil LLoA0 KOPeKLiT 4o3w.
MopyLUeHHs OyHKLIT NeYiHKu
PeKoMeHAY€eTbCS 06epeXHe 3aCTOCYBaHHS i PerynspHuin KOHTPO/b (YHKLIT NeYiHKM (AMB. po3ainn «poTunokasaHHA» Ta «OC06/IMBOCTI 3aCTOCYBaHHS»).
Cnocib 3acTocyBaHHA
AMOKcUKNae® 2S npusHadueHuii Ans NepopanbHOro 3aCTOCYBaHHS.
MpenapaT cnif Aasatu nepeg igoto, Wo6 3BeCTU A0 MIHIMYMY MOXMBY LUTYHKOBO-KULLKOBY HEMEPEHOCUMMICTb i ONTUMI3yBaTh abcopoLito aMOKCUMUMNIHY
/KnaBynaHOBOT KUC/IOTMW.
Tepanito MOXKHa Po3rnoyaTy NapeHTepasibHO, 3aCTOCOBYHOUM BiAMOBiAHY NiKapChbKy (hopMy, Ta MPOJOBXWTM 3a JOMOMOro npenapaty AMokcuknas® 2S ans
nepopasibHOro 3aCTOCyBaHHS.
IHCTPYKLis 4N NPUroTYBaHHA CyCneHsii.
35 mn1 cycneHsia AMokcnknas® 2S
[ob6pe CTpycHYTH (hnakoH i3 NMopoLuKom. JogaTn Asoma nopuismmu 29,5 mn Boam (cnepwy 2/3, a noTiM A0 MITKK), Liopa3y fobpe cTpyLlyroun ¢nakoH. Mepes
KOXXHMM 3aCTOCYBaHHAM J06pe CTPyLUYBaTU (PN1aKoH i3 CYCreH3i€er0.
70 mn cycneHsig AMokcuknas® 2S
[ob6pe CcTpyCHYTU (hnakoH i3 nopowkom. Jogatn ggoma nopuiamm 59 mn Bogu (cnepwy 2/3, a NoTiM A0 MITKK), wopa3y fobpe cTpywytoun qrakoH. Mepes
KOXXHMM 3aCTOCYBaHHSIM 406pe CTpyLUYBaTV (P/1aKoH i3 CYCMeH3i€eto.
CTpyCcHyTU (hnakoH, 40AaTN BOAW 3riAHO 3 BKa3iBKaMu, NepeBepHyYTY (hNakoH i 3HOBY CTPYCHYTW. PnakoH cnig CTpyLLyBaTy Nepes KOXHUM NpUiioMOM npenapaTy.




AiTwn. 3acTocoByBatu fiTsAM BiKOM Bif 2 MicsAuiB. [iTaM 3 Macoto Tina 6inbLue 40 Kr npu3HayaTyi npenapar B iHLWil NikapcbKil (hopMmi.

Nepeno3yBaHHS.

Cumntomu

MoXyTb CrocTepiratuca LUMYHKOBO-KMLLKOBI po3naavM Ta MNOPYLUeHHs GanaHcy pignHM Ta enekTponitie. Croctepiranacsd KpucTanypis, nos’s3aHa 3
aMOKCULMMIHOM, WO Y AeaKMX BUNadKax npusBoguia O HUPKOBOT HeLOCTAaTHOCTI (auB. po3gin «OcobanBOCTI 3aCTOCYBAHHSA).

Y nauieHTiB 3 NOPYLLEHHAM PYHKLIT HAPOK Ta Y NauieHTiB, AKi NpuiiMatoTb BUCOKI 403V NpenapaTy, MOXyTb CNOCTEPIraTucs CyjoMm.

MoBigoMNann, WO aMOKCULWNIH BIAKNALAETbCA B KaTeTepax CevyoBOro Mixypa, B OCHOBHOMY MiCNA BHYTPILUHbOBEHHOrO BBEAEHHS BUCOKWUX [03. Tomy chif
PerynsapHo NepesipsATA MNPOXIAHICTb KaTeTepis (AMB. po3ain «Oco6MBOCTI 3aCTOCYBaHHA).

JliKyBaHHs

LLINYHKOBO-KMLLKOBI CUMNTOMW MOXHa NiKyBaTW CUMMTOMATMYHO, 3BEPTAK0UM yBary Ha NiATPUMKY BOLHOM0/eNneKTPoNiTHOro banaHcy.
AMOKCULMNIH/KNaBY1aHOBa KUC/10Ta BUBOAATLCA 3a AONOMOIo0 reMogianiay.

Mo6iyHI peakuii.

HaiuyacTille noBigomMIsAM Npo Taki No6iYHI peakuii SiK giapesi, HyaoTa Ta 61t0BaHHS.
Hwkue HaBefieHi NOGIYHI eheKTu, SKi cnocTepiranncs nifg vac KNiHIYHUX JOCNiMKeHb |y NOCTMapKETUHIOBUIA NMepiod, 3rpynoBaHi BiAnoBiAHO A0 KNaciB CUCTEM
opraHis Mefu4yHOro C/IoBHMKa HOPMaTMBHO-MPaBoBOi AisnbHOCTI MedDRA.
YacToTa No6ivyHNX peakLiil KnacugikoBaHa TakMM YMHOM:

Ayxe yacto 3 1/10;

yacto ® 1/100 Ta < 1/10;

HeyacTo 2 1/1000 Ta < 1/100;

pigko 3 1/10000 Ta < 1/1000;

Ayxe pigko < 1/10000;

HeBiZOMO (4aCTOTY HEMOXX/IMBO OLIHUTY 3 HAABHUX JaHUX).

IHGbeKLiT Ta iHBa3IT.

YacTo: KaHAMA03 LIKIpY Ta CIM30BUX 06010HOK.

HeBigomo: HagMipHe PO3MHOXEHHS MIKPOOpraHi3miB, HeYYTIMBUX A0 Npenapary.

3 60Ky KpOBOTBOPHOT Ta NiMPaTUYHOI CUCTEMM.

Pifko: 060p0THa NeiKoNeHis (BKKOUaKOUM HEMTPOMEHIHD) Ta TPOMOOLMTONEHIS.

HeBifloM0: 060pPOTHWIA arpaHyoLMTO3 i FEMONITUYHA aHeMist; 36i/bLLEHHS Yacy KPOBOTeui Ta MpOTPOM6GiHOBOrO iHAeKCyY.
3 60Ky iMyHHOT cncTemnlO,

HeBifoMO: aHriOHEBPOTUYHMIA HABPSAK, aHaiNakcis, CMHAPOM, NOAIGHWIA 1O CMPOBATKOBOT XBOPOOWY, aneprivyHuin BacKyniT.
3 60Ky HEPBOBOT CUCTEMM.

HeuacTo: 3anamopoyeHHs, ro/IOBHUI GiNb.

HeBifloM0: 060POTHa FinepakTUBHICTb i CyjoMI2.

HeBigoMo: acenTUUYHUIA MEHIHTIT.



3 60Ky LLNYHKOBO-KULLIKOBOIO TPaKTY.

YacTo: fiapes, HyaoTa3, 6/10BaHHS.

HeuacTo: po3nagn LWyHKa.

HeBifloMO: aHTVMBIOTMKOACOLLIHOBAHWI KOMIT4, «4OPHWIA BOMOXATUIA A3UK», 3MiHa 3a6apBNeHHs 3y6HOT emani 11,
"enaTobiniapHi posnagp.

HeyacTo: niasuiLeHHs piBHa ACT Ta/a6o ASTTS,

HEBi,CI,OMOZ F(:,‘I'IaTI/ITI/I6 Ta X0/n1ecTtatTnvyHa )KOBTHHI/ILI,FIG.

3 60Ky LUKipW Ta NifLLKIPHUX TKaHuH.

HeuacTo: WKipHI BUCUMAHHSA, CBEPOIXK, KPOMMB’HKA.

PifKo: MynbTU(OpPMHa epuTemMa.

Hesigomo: cuHgpom CriBeHCa—[PKOHCOHA, TOKCUYHWIA enifepManbHUA  HEKPONi3, OynbO3HWI eKChoniaTUBHUIA  AepMaTUT, TOCTPUIA  FeHepani3oBaHWi

eK3aHTEMAaTO3HMIA MycTyNb039, peakLis Ha NiK1 y BUrASAi €03MHOMINIT Ta cucTeMHUX npossie (DRESS-cuHapom).
3 60Ky HMPOK Ta CeYOBMBILHUX LUNAXIB.
[ly>e piaKo: iHTepCTULiaNIbHIIA HepuT, KpucTanypiss.

1 [nB. po3ain «OcobAMBOCTI 3aCTOCYBaHHS.
2 [nB. po3ain «OcobaMBOCTI 3aCTOCYBaHHS.

3 HypoTa yacTiwe nos’d3aHa 3 NpuiiOMOM BiflbLL BUCOKMX NepopasibHUX [03 npenapaty. [Mpy BUHUKHEHHI LUNYHKOBO-KULIKOBUX PeakLin iX THKKICTb MOXHa
3MEHLLMTM LWISXOM NpuiioMy AMOKCUK/IABY Nif, vac 1au.

4y TOMY YMCNi NCEBAOMEMOPAHO3HMI KONIT i remMoparivyHunii Konit (amB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS»).

5 MomipHe nigsuieHHs piBHiB ACT Ta/abo AJIT uvacTile cnocTepiranocs y nawuieHTiB, SKi OTPUMYBanM NiKyBaHHA aHTUGIOTMKaMKU 6eTa-nakTaMHoI rpynu, ane
3HAYYLWICTb LMX pe3ynbTaTiB HEBIZOMA.

6 LLi ABMLLa cnocTepiranunca y pasi 3aCTOCYyBaHHSA IHLUMX aHTUBIOTUKIB MEHILMUIIHOBOIO Ta LieanocnopruHOBOro pasy (4mB. po3gin «OcobnmnBOCTI 3aCTOCYBAHHSNA).
7 Mpu BUHWMKHEHHI peakLuiin NigBuMLLEHOT YyTAMBOCTI (AepMaTMTy) 3aCTOCYBaHHS npenapaty Cnif NpUNUHUTK (AnB. po3din «OcobANBOCTI 3aCTOCYBaHHS).

8 [nB. po3ain «epeno3yBaHHA».

9 [nB. po3ain «OcobnmMBOCTI 3aCTOCYBaHHS.

10 [nB. po3ain «MpoTrnnokasaHHA» Ta «OCOBNNBOCTI 3aCTOCYBaHHSI».

11 Mpo 3MiHy 3a6apBieHHs 3yO6HOI eMani AyXxe pigKo NoBifLOMNANM Y AiTeid. PeTenbHa riricHa poToBOi MOPOXHUHW MOXE NOMNepeanuTn Taky 3MiHy 3a6apBieHHs,
OCKI/IbKW L AIBULLE YCYBAETHLCA LLNAXOM YULLIEHHS 3Y6iB.

TepMiH NpUAaTHOCTI.

3 poku.

TepMiH NpUAATHOCTI NiCAs PO3YMHEHHS/PO3BEAEHHS].

7 0i6 3a yMoBW 36epiraHHs B OpUriHasbHIN ynakoBLi Npu Temnepatypi 2-8 °C.




YMOoBW 36epiraHHs.
36epiratv Npu TemnepaTypi He BuLe 25 °C. 36epiraTv B OpUriHaibHIn ynakoBLi.
36epiratny HegOCTYNHOMY ANs AiTei MicLi.

YnakoBkKa.
MnswkKa 3 KpULWKOHO 3 pi3bboto no 8,75 (35 mn) abo no 17,51 (70 M) Ta AO3YHOHOH NINETKOHO, L0 CKNaAaeTbCca 3 MOPLUHA Ta 6apens, y KapTOHHIl Kopoou,.

Karteropis Bignycky.
3a peLenTom.

Bupo6HMK.
ek ®apmaueBTYHa komnaHis a.4./Lek Pharmaceuticals d.d.

Micue3HaxomKeHHs BUPOOHMKa Ta agpeca Micusa NPoBafpKeHHS 0ro AisiNIbHOCTI.
Bunyck cepiii:
BeposLukosa 57, JTtobnsHa 1526, CnoseHis/Verovskova57, Ljubljana 1526, Slovenia.

B1po6HULTBO 3@ MOBHUM LK/IOM:
MepcoHani 47, 2391 Mpesanbe, CnoseHis/Perzonali 47, Prevalje 2391, Slovenia



