IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NYAK
(DUAC)

Cknag:

Aitoui pevoBuHK: BeH30INy nepokcng 6e3soaHuiA (Y BUrIsSAI 6eH3011y NePOKCUAY BOAHOIO), KNiHAaMiUuH (Y BUrISAI KniHAamiunMHy docgaTy);

1 r rento MicTUTb 6eH30iNy nepokcuay 6e3sogHoro (y Burnagi 6eH3oiny nepokcugy BogHoro) 50 mr; KniHgamiumHy (y BUrisai KniHgamiumHy gocdgarty) 10 mr;
[ONOMI>KHI pe4yoBMHU: KapboMep, ANMETUKOH, ANHATPIIO NaypuncynboCcyKUuMHaT, ANHATPIKO edeTaT, MMilepyH, KPEMHIIO AiOKCUA KONOIAHWIA BOAHWIA, NOIOKCaMep,
HaTpIto riApPOKCK, BOAA OUULLEHA.

Jlikapcbka thopma. Menb.
OCHOBHI (pi31KO-XiMiYHi BNacCTUBOCTIi: TOMOreHHWi renib 6inoro abo 3/1erka XXoBTyBaTOro KO/bopy.

dapmakoTepaneBTUYHa rpyna. Micuesi 3acobu ansa nikysaHHs akHe. Kog ATX D10A F51.

dapMako/oriyHi BnacTmeoCTI.

dapmakonHamika

KniHgamiumH € NiHKo3amiZHUM aHTUBIOTUKOM 3 6aKTEPIOCTaTUYHOK Ai€0 MPOTU rPaMo3UTUBHUX aepOBHNX MIKPOOPraHi3miB Ta LLUMPOKOro CreKTpa aHaepobHmX
6akTepiii. JliHKo3amign, Taki SK KniHAamiumH, 3B’A3yH0TbCs 3 23S cyboanHULE0 6akTepiasbHOI pMbocoMM Ta MPUrHIYYHOTb paHHi cTagil cuHTedy 6inka. Ais
KNiHAAMILMHY € nepeBaXkHO 6aKTepioCTaTUUYHOK, X04Ya BUCOKI KOHLEHTPaLiT MOXYTb YAHUTK MOBINIbHY 6aKTEPULUAHY AiH0 NPOTY Yy TAUBUX LUTaMIB.

Xouya KniHgamiumHy ocaT € HeakTMBHUM in vitro, LIBMAKWIA Tigponi3 in vivo NepeTBOPIOE L0 CMONYKY Ha  aKTMBHWIA MPOTWU GakTepiil KniHAaMiLWvH.
AHTUGaKTepiasibHa aKTUBHICTb KNiHAaMiUMHY Oyna NpoAeMOHCTPOBaHa KNiHIYHO Mpy NiKyBaHHI KOMEOHIB Y MaLieHTIB 3 akHe Ha PIBHAX, AOCTaTHIX, Wo6 OyTu
aKTUBHUMUM NPOTK BiNbLIOCTI WTamis Propionibacteium acnes. KniHgamiumH in vivo iHribye BCi NpoTecToBaHi KynbTypu Propionibacteium acnes (MI1C-0,4 mkr/mn).
[Micna 3acTocyBaHHA KNiHAAMILWHY BICOTOK BIfIbHUX YXKMPHUX KMUCOT Ha MOBEPXHI LUKIpY 3HMXYBaBCS NpnbnnsHo 3 14 % ao 2 %.

BeH301n1y Nepokeug YMHUTL M’SAKY KepaToNniTUUHY Aito BiAHOCHO KOMeOHIB Ha BCiX CTafifX TXHbOro po3BUTKY. BiH € pe4OBMHOO-OKMC/IHOBAYEM 3 6aKTEPULIMAHOD
aKTMBHICTIO NpoTu Propionibacteium acnes, MiKpoopraHiamy, SKWin CPUYMHAE PO3BUTOK BY/brapHux ByrpiB. KpiM TOro, BiH € ce60CTaTUKOM, KW NpoTuUie
HaaMIpHI NPOAYKLIT LUKIPHOMO cana, WO acoLitOETLCA 3 aKHE.

[opaBaHHSA 6eH3011y NepoKCUAY 3HMXKYE MOTeHLia NOSBA MIKPOOPraHi3MiB, Pe3VCTEHTHUX A0 KNIHAAMILMHY.

PapmaKkoKiHe TuKa

UepesLwKipHa abcopbuis KniHAamiumMHy MiHiManbHa. MpucyTHICTb 6eH3011y Nepokcuay y ckKnadi NikapCbKoro 3acoby He BhMBasia Ha YepesLlKipHy abcopbuito
KniHgamiuuHy. JocnifxeHHs 3 pajiomapKyBaHHAM Mokasaau, Wwo abcopbuis 6eH30iny nepokcuay Yepes LUKIpY MOX/MBA Ti/IbKW MiC/s Oro NepeTBOPEHHs Ha
6eH301HY KMCNOTY. BeH30lHa KCnoTa NepeBaXKHO KOH’ OrYETLCA 3 YTBOPEHHAM TiMypOBOT KACNOTH, IKa BUBOAUTLCA HAPKaMK.

KniHiYHi XapaKTepUCTUKN.
lNokasaHHS.
MicLeBe nikyBaHHs akHe (acne vulgaris) Bif Ierkoro o cepefHbOro CTyMneHs TAHXKKOCTI, NepeBaXXHO 3anasibHUX efIeMeHTIB, y OPOC/MX Ta AiTei Bifg 12 pokis.



MpoTunokasaHHs.
[inepyyT/MBICTb A0 KOMMOHEHTIB Mpenaparty Ta NiHKOMiUMHY. MicLeBUiA eHTEpPUT, BMPa3KOBUIA KONIT abo aHTMOGIOTMKOAcOoLiioBaHUIA KONiT (BKKOYatoun
nceBAOMeMOPaHO3HNIA KONMIT) abo TX HasBHICTb B aHaMHe3i. AuTaunii BiK Ao 12 pokis.

B3aemogisi 3 iHLLIMMK NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

JocnifKeHb 3 BUBYEHHSA MeJMKaMeHTO3HOI B3aEMOZIT He MPOBOAMNOCS.

KniHgamiumH/ 6eH30iny Nepokcuf He MOXHa 3acTOCOBYBaTW Yy KOMOIHAUil 3 npenapatamu, WO MICTATb €pUTPOMILMH, 4Yepe3 MOX/IMBUIA aHTaroHisM 3
KNiH4amiuMHOM.

Byno nokasaHo, WO KNiHAAMIUUH Mae HepOM’30Bi 6/T0KYHOYUI BNACTUBOCTI, L0 MOXKYTb MOCUNIOBATU [it0 IHLLIMX HepoM’s30BUX 6/10KaTopiB. ToMy KniHAamiumH/
6eH30iny NepoKcug cnif 3aCTOCOBYBaTH 3 06ePEXKHICTIO NavieHTaMm, SKi iKY TbCS TaKUMK npenapatamu.

Cnif yHUKaTW CYMICHOr0 3aCTOCYBaHHS KiHAaMiLnHy/ 6eH3011y nepokKcuay 3 TPEeTUHOTHOM, I30TPETUHOTHOM Ta Ta3apoTeHOM, OCKiNIbKK BGeH301/y NepoKcug MoXxe
3MEHLLYBaTW TX e()eKTUBHICTb Ta MOCUNIOBATK NOAPa3HEHHA. AKLLO KOMOiIHOBaHe NiKyBaHHSA HeobOXifHe, npenapartyn Cif HaHOCUTW B PI3HUIA Yac NPOTAroM A406m
(Hanpwknag, OfMH BpaHLi, iHLUNIA BBeYepi).

OfHoYaCHe 3aCTOCYBaHHA Mpenaparis, WO MICTATb 6eH301/1y MepoKcus, Ta npenapartis 418 MiCLEBOro 3aCToCyBaHHS, WO MICTATb CyNb(OHaMif, MOXe CIPUYNHATU
TMMYacoBY 3MiHY KO/IbOPY LLKipY Ta BOIOCCA ro/10BM (XKOBTe/OpaHXKeBe).

Mpwn cymicHOMY 3aCTOCYBaHHi MiCLieBMX aHTUBIOTUKIB, MeANYHOr0, 3BUYaliHOro abo abpasvMBHOIo MUa i KOCMETUYHUX 3aC06iB, fKi MaroTb NiACYLLYBa/bHUIA e(eKT,
a TaK0X 3ac06iB 3 BUCOKOK KOHLIEHTpaLiEt0 CNNPTY Ta/abo B’ SHKYUMX areHTiB MOX/IMBUIA KyMYNSTUBHUIA NifpasHIOBaIbHUIA eqekT.

Oco6MBOCTI 3aCTOCYBaHHSA.

Cnif, yHMKATW KOHTAKTy 3 04MMa, POTOM, ry6amu, iHLWMMW CIN30BMMW 060/I0OHKaMKU abo AinsgHKamy 3 nofpasHeHHAMU abo MOLUKOMKEHHAMM LKipn. Y pasi
BMNaLKOBOr0 KOHTaKTY i06pe NMpOMUTY BOLOHO.

MpoTArom nepLumx TYDKHIB NiKyBaHHSA Yy 6ibLIOCTI NauUieHTIB MOXe CNOCTepiraTucb NOCUMEHHS BifyLlyBaHHSA Ta NOYEPBOHIHHSA LWKIpKW. 3aneXHO Bif TXKKOCTI X
NoGIYHMX e(PeKTIB MaLieHT MOXe 3aCTOCYBaTW 3BOIOXYHOUNIA 3aCiB, TMMYACOBO 3MEHLLUTM YaCcTOTY HAHECEHHS KNiHAaMiLuHYy/6eH30iny nepokcmay abo TMMYacoBo
MPUMMHAUTK AOM0 3aCTOCYBaHHS, OfHaK e)eKTMBHICTb 3aCTOCYBaHHS 3 YaCTOTOK MeHLLE HiX 1 pa3 Ha o6y He JoBeaeHa.

CyMicHe 3aCTOCYBaHHS IHLUIMX TOMIYHWMX MpenapaTiB Ans NikyBaHHA akHe CNif NPOBOAUTM 3 0BEPEXHICTIO Yepe3 MOX/IUBUIA KYMYNATUBHUI NOAPA3HHOBa/IbHUN
eheKT, WO IHKOMM MOXKe BYTU TSXXKUM, 0COBNMBO MPY 3aCTOCYBaHHI JecKBamMaTUBHMX abo abpasnBHUX IHIPeaieHTIB.

AKLWO BUHUKAE TSXKKe MiCLeBe MOApa3HeHHs (Hanpuknag, TsHKKa eputemMa, CyxicTb abo CBepbiXK, CUIbHE XKaniHHA/MEeYiHHSA) 3aCTOCYBaHHA KNiH4aMILWHY/6eH3011y
nepokcuay cnif NPUNUHUTN.

BeH30iny nepokcug Moxe CpUUYMHATA MiABULLEHY YYTAMBICTb A0 COHAYHUX MPOMEHIB, TOMY C/if YHMKATW 3aCTOCOBYBAHHSA Y/bTPagioNeToBUX CBITU/IbHUKIB Ta
YHMKATN ab0 MiHIMI3yBaTW BM/IMB COHAYHOrO CBIiTNA. FAKLWO He MOXHa YHUKHYTU CW/bHOTO BI/IMBY COHAYHOrO CBITNa, MAaLieHTy CMij NopaguT BUKOPUCTaHHS
COHLIe3aXMCHMX 3aCO6iB Ta 3aXMCHOr0 OAAry.

AKLO NaLiEHT Mae COHAYHI OMiKKY, TX HEOOXiAHO BUNIKYBATK 40 NPU3HAYeHHS KNiHAAMILMHY/6eH30iny nepokcuay.

MpenapaT MoOXKe 3HebapBtOBaTK BOMNOCCA Ta KOMbOPOBWUIA i NodapboBaHMn MaTepian. YHUKaTW KOHTaKTy 3 BOMOCCAM, TKaHMHamu, mebnsamu abo KuiMMoBUMM
MOKPUTTAMM.

MceBaoMeM6PaHO3HNIA KON T

Mpy 3acTOCYBaHHI MPaKTUYHO BCiX aHTMOaKTepiabHMX 3ac00iB, BKIHOYAKOUM KNIHAAMILMWH, MOBILOMAANOCL NPO BUHWUKHEHHS NCEBLOMEMOPAHO3HOMO KONITY, WO
MO>Xe BapitoBaTy 3a CTYMeHeM THAXKOCTI Bif, /IEFKOro 40 TaKOro, L0 3arpoXye XUTTHO, 3 NOYATKOM MOSABY X Yepe3 [eKifibKa TVDKHIB NiCNA NPUNUHEHHS NIKYBaHHS.



Xoua e ay>xe ManioiMOBIpHO NpK 3aCTOCYBaHHI KNiHAaMILMHY/6eH30i1y NepoKcuay MicLeBo, ane y pasi NosiBu y NawieHTa TpUBaoi Ta 3Ha4yHOI giapei abo crnasmis
Y XKUBOTI, NTiIKyBaHHA C/iJ HeraHoO NPUNUHUTK Ta NPOBECTU NOAA/bLLE 06CTEXEHHS, OCKINIbKN CUMMNTOMM MOXYTb BKa3yBaTW Ha aHTUOIOTUKOACOLLIIOBaHWIA KONIT.
Pe3NCTEeHTHICTb A0 KNiHAaMILWHY

BeH30iny nepokcug 3MeHLIYe MOTEHUiHY NOSBY PE3UCTEHTHMX 4O KAiHAAMiUMHY MiKpoopraHiamis. OgHak nauieHTW 3 HefaBHIM CUCTEMHMM abo MicLeBUM
3aCTOCYBaHHAM KNiHAAMIUUHY ab0 epuTPOMILMHY B aHaMHE3i MOXYTb BXXe MaTW aHTUOGaKTepiaibHOPE3UCTEHTI WTamu Propionibacterium acnes Ta cUMBIOTUUHY
nopy.

MepexpecHa pe3snucTeHTHICTb

Byno foBeaeHO nepexpecHy Pe3NCTEHTHICTb MDK KIHAAMILWHOM Ta IHKOMILMHOM.

Pe3nCTEHTHICTb A0 KNiHAaMILMHY YacTO acoLitOETLCA 3 IHAYKOBAHOK PE3UCTEHTHICTIO L0 ePUTPOMILMHY (AMB. po3ain «B3aemogis 3 IHLWMMU NliKapCbK1MK 3acobamu
Ta iHWIi BUAM B3aEMOLIT»).

3acTocyBaHHSA y nepiof BariTHOCTI abo rogyBaHHs rpyaato.

depTUNLHICTDb

[aHyx npo BNAMB MICLEBOr0 3aCTOCYBaHHA KniHAaMILUHY abo 6eH30i1y nepokcuay Ha PePTUIbHICTb IIOANHN HEMAE.

BariTHicTb

JocTaTHiX gaHux LWOoAOo 3aCTOCYyBaHHS re/to BariTHUM Hemae. LocnifpkeHHs Ha TBapuvHaX LLOLO PenpoAyKTMBHOI TOKCUMYHOCTI Ta BMN/UBY Ha PO3BMTOK emMOpioHa
/nnopa rento abo GeH30iy Nepokcuay OKPeMO He MPOBOAWAN. ICHYIOTb 0OMEXeEHI [aHi 3aCTOCYBaHHA OKPeMO K/iHAaMiLuHy abo 6eH301My MepoKcuAay BariTHUM.
[aHi cnocTepeXXeHHs1 NPOTAroM 06MEXeHOT KiNlbKOCTI BariTHOCTe NpW 3acTocyBaHHI npenapaty Y | TpUMecCTpi BKasytOTb Ha BiACYTHICTb HeraTMBHUX eqeKTiB
KNiHAaMILMHY Ha BariTHICTb abo Ha CTaH 340p0B’A NN0Aa/HOBOHAPOAKEHOT 0.

JocnimpkeHHs penpofyKTUBHOT TOKCMYHOCTI Ha TBapuHax Mpu nepopaibHOMY Ta MifLWKIPHOMY 3aCTOCYBaHHI KNiHAAMILWHY He BUABWAM O3HaK MOPYLLEHHS
(hepTUNbLHOCTI abo LLKIANMBOro BNAUBY Ha Nij,.

Besneka 3acTocyBaHHS resito XiHKam NpoTArom BariTHOCTI He BCTAHOB/IEHA.

Tomyy nepiog BariTHOCTI likap MOXKe NPU3HAYMTK NpenapaTt fuLLe ToAi, Konu nepefdadyBaHa KOPUCTb A5 XIHKN NePeBULLYE MNOTEHLIAHNIA PU3UK AN AUTUHN,
["ofyBaHHA rpyaato

KniHIYHMX foCNiIKeHb 3 BUBUYEHHS MiCLEBOr0 3aCTOCYBaHHA KNiHAaMILMHY/6eH3011y NepoKcuAay Yy nepiof rofysBaHHsA rpyaaro He NpoBoaniock. Mpu usomy BigoMo,
LLL0 YepesLKipHa aacopbuis KniHgamiunHy/6eH3011y NepoKCUay € HU3bKOK; HEBIJOMO, UM EKCKPETYETLCA KNiHAaMIUMH abo 6eH3011y NepoKcug, 3 rpyaHUM MOIOKOM
npu MicLLeBOMY 3aCcToCyBaHHI. [1poTe MOBIAOMAANOCA MPO HAABHICTb KNIHAAMILWMHY Y TPYAHOMY MOJOL MICNA NepopaibHOro i NapeHTepasibHOro 3aCTOCYBaHHSA
npenapary.

Tomy y nepiog rogyBaHHs rPyALI0 NiKap MOXKe NpU3HaunTX npenapart nvile TOAi, Konv nepefdadvyBaHa KOPUCTb AN MaTepi NepeBuLLye MOTEHUIAHWIA PU3MK AN1s
ANTUHN.

L1106 YHMKHYTM B1NAaLKOBOIO NPOKOBTYBaHHSA reito [lyak HEMOB/SIM MPW BUKOPUCTaHHI Oro MaTip’to Mif Yac nakrauii, resib He cnif HaHOCUTW Ha AiNAHKY rpyaei.

30aTHICTb BNIMBATU Ha LUBMAKICTb peakLii Npy KepyBaHHI aBTOTPAHCNOPTOM abo iHLIUMM MeXaHi3mamu.
JocnifpkeHb 3 BUBYEHHSA TaKoro BNANBY He NMPOBOAMNOCKL. 3 OrNAAY Ha NPodinb NO6IYHMX peakLiin npenapary HeraTMBHOIO Br/IMBY HE OYiKYETLCS.

Cnocib 3acTocyBaHHA Ta A03Mu.
TinbKy NS 30BHILLIHBOMO 3aCTOCYBaHHS.
Jlopocni Ta aiTv BiKoM Bif 12 pokKiB.



[yak HaHOCATb OAMH pa3 Ha [eHb yBeuyepi Ha ypaXeHi AINAHKW MICNA PeTeNbHOr0 OYWLLEHHS, MPOMMBAHHSA LUKIPXM BOAOK Ta BUCYLLYBaHHSA. AKLIO renb He
BTUPAETLCA Y LLKIPY NErko, Le CBiAYNTb NP0 HagMipHY MOro KiNbKiCTb.

[icns HaHECEHHA rento CNif BUMUTKU PYKK. MaLieHT MOXKe 3aCTOCYBaTM 3BOJIOXKYHOUNIA 3aCib y pasi HeobXigHOCTI.

Y pa3i nosiBu HagMipHOI CyXOCTi ab0 3nyLlyBaHHA LUKIPW CNif 3MEHLUIMTWN YacToTy 3aCTOCyBaHHA abo TMM4YacoBO MPUMUHUTK JliKyBaHHA. Mpu 3acTOCYyBaHHI 3
4acTOTOH MeHLLO 3a 1 pa3 Ha 400y epeKTUBHICTb /liKyBaHHS He fOBefieHa. 3aCTOCOBYBaTU refib He Bifblie 1 pasy Ha Jo6y.

MauieHTiB cnif nonepeanuTy, WO 36i/bLIEHHA KiIbKOCTI HAHECEHOTO et He 30i/bLiye e(ieKTUBHICTbL 3aCTOCYBaHHA npenaparty, a 36i/blUye puU3nK NMoApasHEHHA
LLKipW.

[ns nossu TepaneBTUYHOI0 eDEKTY MOXKE 3HaA0OUTUCH Bif 2 A0 5 TWXKHIB NiKyBaHHSA. MaKcuManbHUI Kypce NliKyBaHHA cKnagae 12 TUXKHIB.

aiTn.
He 3acTOCOBYHOTb AiTAM BIKOM 0 12 poKiB.

Nepeno3yBaHHA.

HazmipHe micueBe HaHeCeHHs KniHAaMiLMHY/6eH30iny NepoKCuay MOXe CPUYMHUTU TSHXKKE MOAPasHEHHS LIKIpU. Y Takomy pasi Cnif NPUNUHUTY NiKyBaHHA Ta
3a4eKaTu 3arooBaHHA NojpasHeHb.

Mpy micLeBOMY 3aCTOCyBaHHI GEH30i/y NepoKCUA 3arasiom He abcopbyeTbCA Y KiNIbKOCTI, JOCTaTHIN AN CIPUYNHEHHS CUCTEMHOIO eqeKTY.

HagmipHe micueBe HaHeCeHHS KNiHAaMILUHY MOXe CPUYNHUTI A0ro abcopbLLito Y KiNbKOCTI, WO AOCTATHSA A1 BUHUKHEHHSI CUCTEMHOTO eqieKTy.

Y pasi BMNafKOBOro 3aCTOCyBaHHs npenapaTty BHYTPILWHLO MOXYTb CRocTepiratucst nobiyHi peakuii 3 60Ky LUTYHKOBO-KULIKOBOIO TPakKTy, NOAiOHI f0 TUX, L0
CMoCTepiraloTbCs NPU CUCTEMHOMY 3aCTOCYBaHHI KNIHAAMILWHY.

[NA 3MeHLIeHHs CUMMTOMIB NOAPA3HEHHS Y pasi HaAMIPHOrO MICLEBOro HaHECEHHS CNif BXWUTW BIAMOBIAHUX CUMMTOMATUYHMX 3aXOfiB. Y pasi BMMagKoBOro
3aCcTOCyBaHHA BHYTPILLHLO CNifg HagaTu BiANOBIAHY KNiHIYHY AONOMOTrY.

Mo6iyHiI peakuil.

Mo6iyHi peakuii nogaHo B y3araibHeHOMY BWUINAAI NPW 3aCTOCYBaHHI KOMOGIHALIT Ta NpWM OKPEMOMY 3aCTOCYBaHHI [it0UMX PeyvoBWMH Mpenapaty — 6GeH3oiny
nepokcuay Ta KniHgamiuuHy. To6iuHi peakuii npefcTaBieHo 3rigHo 3 knacudgikauieto MedDRA Ta 3a yacToToro (AvB. Tabnmuto 1). YacToTy BM3HAYEHO TakuM
YMHOM: Ay>Ke YacTo (= 1/10); yacTo (= /100 Ta < 1/10); HeyacTo (= 1/1000 Ta < 1/100); pigko (=1/10000 Ta <1/1000) Ta HeBifOMO (He MOXKHa BU3HAUYUTU 3 HASBHUX
[aHNX).

Tabnuuga 1. Mo6iyHi peakLil Npun 3aCTOCYBaHHI Aik0UMX PeHOBMH npenapaTty — 6eH30iny NepoKcuay Ta KniHAaMiLuHy.

Knac cuctemu opraHiB 3a i *x *B micLi
AnepriyHi peakuit,

MopyLueHHS 3 60Ky BK/IHOYAKOUN

IMYHHOI cucTeMM rinepyyT/IMBICTb Ta
aHainakcito

MopyLueHHS 3 60Ky MapecTesis

HEpPBOBOI cucTeMn”




[FacTpOiHTECTUHANbHI
NopyLleHHsA

KoniT (BkNtoyatouu
nceBLOMeMOPaHO3HWIA
KONIT), remopariyHa
niapesi, giapes, 6inb y
YXMBOTI

Ta NigWKipHoI
. *
KNITKOBMHU

MopyLleHHS 3 60Ky LWKipn

Eputema,
3/1yLLyBaHHS,
CyXiCTb

(rONOBHMM YMHOM
NnoBiJOMIANOCH
SK Mpo fBULWa

NOMIpHOT

IHTEHCMBHOCTI)

BiguyTTa
NeyviHHS

KoHTaKTHUIA
AepmatuT,
cBepobIX,
epuTeMaTos-
HUIA
3aroCTpeHHs
aKHe

BUCUI,

Kponus’aHka

3aranbHi NopyLLeHHA Ta
MOpPYLLEHHS B Micu
HaHeCceHHs

Peakuii B micui
HaHEeCEeHHs, BK/OHa04m
3HebapBEeHHS

**

Ha OCHOBI  fJaHWX  MOCTMapKETUHIOBUX
cnocTepeXxxeHb. OCKIIbKA Ui CMOCTEPEXKEHHSA
OXOMJIOKTb  TPYNW  HACEe/IEHHA  HEeBiJOMOT
YMCENbHOCTI Ta BK/IKOYaOTb 3MillaHi hakTopw,
HEMOXX/IMBO [OCTOBIPHO OLIHWUTK 1X 4acToTy,
Npu UbOMY CUCTEMHI peakuil 3ycTpivyanmch
piAKO.

Ha fofaTok o no6ivyHMX peakuii, ski HaBefeHO
y Tabnuui BuLLE, Y TOMIOBHOMY K/iHIYHOMY
AOCNIKEHHI i3 3aCTOCYBaHHAM  MICLIEBO
KniHaamiumHy 1%/6eH30iny nepokcugy 3 %,
rento, 4acTo crocTepirainch peakuir
(hoToceHCMbINI3aLii B MiCLLi HAHECEHHS.

MicLeBa nepeHocUMICTb

3a gaHMMK 5 KNiHIYHKUX AocnifXeHb i3 3aCTOCYBaHHAM rento [lyak BCix MauieHTiB 6yn10 KnacugikoBaHO 3a CTYMNeHEM epUTEMMU, 3MYLLYBaHHS, BigYyTTa NeYiHHA Ta
CYXOCTI 3rifjHO 3 Tako LKanot: 0 — BIACYTHI NposiBuK, 1 — cnabKuid, 2 — NOMIPHWUIA, 3 — TSXKKNIA CTyMiHb. BigCOTOK NauieHTiB, SKi Masiu CUMNTOMW A0 Ta NPOTArOM
NiKyBaHHS, NPeACcTaBNeHO y Tabnuui 2.

Tabnuus 2. Micuesa nepeHOCUMICTb reto [yak npy 3acTocyBaHHI MOro OAuH pa3 Ha foby y nauieHTiB (n=397), aki 6pann yyacTb y 3 (pa3i KiHIYHOro

[OCNIIXKEHHS.

[o nikyBaHHA MpoTarom nikyBaHHSA
Mob6iyHi peakuyii
Cnabkni MomipHuin TSOKKWIA Cnabkni MomipHuin TSKKUIA
CTYMiHb CTYMiHb CTYMiHb CTYMiHb CTYynMiHb CTYnMiHb
Eputema 28% 3% 0 26% 5% 0
3nyLlyBaHHSA 6% <1% 0 17% 2% 0
BiguyTTa neyviHHA 3% <1% 0 5% <1% 0
CyxicTb 6% <1% 0 15% 1% 0

TepMiH NpUAaTHOCTI.
1,5 poku.

TepMiH NpMAATHOCTI NiCNA NepLUOro BIAKPUT TS TyoOu — 2 Micau,.

YMoBW 36epiraHHs.

36epirati B HeAOCTYMHOMY A5 fiTel micyi. 36epirati B XonoaunsHuKY (2—-8 °C). He 3aMopoXXyBaTu.
YMOBWU 36epiraHHsa nicis NepLuoro BigKpuTTa Tyou.




36epirati B HeAOCTYMHOMY 4715 AiTel Micui npu TemnepaTypi He Buwe 25 °C.

YnakoBkKa.
Mo 15ra6o no 25r, a6o no 50 r rento B Ty6i, No 1 Ty6i B KAPTOHHIN KOPOOL,.

KaTteropis Bignycky. be3 pevenTa.

BupobHMK.
Criden Jlabopatopi3s (IpnaHgis) 114., IpnaHgis.
Stiefel Laboratories (Ireland) Ltd., Ireland.

Micue3HaxomKeHHSA BUPOOHMKaA Ta M0ro agpeca MicUst MPOBagKeHHA AisNIbHOCTI.
Cripen Jlabopatopi3s (Ipnangis) 114., ®inicknid bisHec Mapk, Cniro, IpnaHais.
Stiefel Laboratories (Ireland) Ltd., Finisklin Business Park, Sligo, Ireland.

IHCTPYKUIA
NS MeIMYHOT0 3aCTOCYBaHHS N1iKapCbKOro 3acoby

OYAK
(DUAC)

Cknap:

Aitodi pevoBuHK: BeH301Ny nepokcng 6e3soaHuiA (y BUrISAI 6eH3011y NepoKcuay BOAHOMO), KNiHAaMiuuvH (Y BUrISAI KniHAamiumMHy docgaty);

11 renito MicTUTL GeH30iNy nepokcuay 6e3sogHoro (y Burnsgi 6eH3oiny nepokcnay BogHoro) 50 mr; kniHgamiumnuy (y Burnagi Kningamiuuuy gocgaty) 10 mr;
AOMOMI>KHI PEYOBUHU: Kapbomep, AUMETUKOH, AUHATPIKO Naypuncynb@oCyKUUHAT, AUHATPIO eaeTaT, rilepuH, KPeMHItO AioKCua KONOIAHWIA BOAHWIA, NONOKCamep,
HaTpito rigpoKcns, Boga ounLLeHa.

JNlikapcbKa thopma. enb.
OCHOBHI (hi3VKO-XiMiYHi BMAaCTUBOCTIi: FOMOreHHWI renb 6in10ro abo 3/71erka XXoBTYBaTOr0 KOMbOPY.

dapmakoTepaneBTUYHa rpyna. Micuesi 3acobu ansa nikysaHHs akHe. Kog ATX D10A F51.

dapmMakosoriyHi BNacTmBOCTI.



PapmakoyHamika

KniHgamiymH € niHKo3amifHMM aHTUGIOTUKOM 3 6aKTePIOCTaTUUHOK AIEK0 NPOTH rPaMno3nUTUBHMX aepobHUX MIKPOOpraHiaMiB Ta LUMPOKOro CNeKTpa aHaepobHNX
GakTepiil. JliHKo3amigmn, Taki SK KniH4amiumH, 3B’A3yt0TbCA 3 23S cy60aMHULEr0 BakTepiaibHOT puboCcOMM Ta MPUrHIYYHOTb paHHI CTagil cuHTesy 6inka. Ais
KNiHAaMILMHY € NnepeBaXKHO 6aKTepioCTaTUUYHOK, X04Ya BUCOKI KOHLEHTpPaLiT MOXYTb YAHUTK NOBINIbHY 6aKTepuUUAHY Ait0 NPOTH YyTANBUX LUTaMIB.

Xoya KniHgaMiuuHy ocgaTr € HeakKTUMBHMM in Vitro, LWBMAKWIA Tigponi3 in Vvivo MepeTBOPHOE L0 CMOMAYKY Ha aKTMBHMI NPOTWU GakTepi KNiHAamiuuWH.
AHTMb6aKTepia/ibHa aKTVBHICTb KNiHAaMILMHY 6yfa NpPoLeMOHCTPOBaHa KIHIYHO MPW NiKYBaHHI KOMELOHIB Y MauieHTIB 3 akHe Ha PiBHAX, LOCTATHIX, LWob 6yTu
aKTUBHUMM NPOTK 6inbLIOCTI WTamiB Propionibacteium acnes. KniHgamiumH in vivo iHribye BCi NpoTecToBaHi KynbTypw Propionibacteium acnes (MIC-0,4 mkr/mn).
[Micna 3acTocyBaHHA KNiHAAMILWHY BiACOTOK BifIbHUX XXMPHUX KUCNOT Ha MOBEPXHI LUKIPW 3HMXYBaBCS NpnbnnsHo 3 14 % ao 2 %.

BeH30iny nNepokcua YNHUTL M’AKY KepaToMiTUYHY Ait0 BIiAHOCHO KOMEAOHIB Ha BCiX CTafifX IXHbOro po3BMTKY. BiH € peYoBMHOKO-OKMCNIOBAYEM 3 HaKTepULMAHO
aKTUBHICTIO NMPOTK Propionibacteium acnes, MikpoopraHiamy, KU CNPUYMHSAE PO3BMTOK BY/brapHUX BYrpiB. Kpim Toro, BiH € ce60CTaTUKOM, SKWA NpoTUie
HaaMipHil NPoAyKLiT LUKIPHOr0 cana, WO acoLitoETbCA 3 akHE.

[opaBaHHSA 6eH301/y NepoKCUAY 3HMXKYE MOTeHLian NOsBA MIKPOOPraHi3MiB, Pe3VCTEHTHUX A0 KNiHAAMILMHY.

PapmakokKiHe TuKa

UepesLwwkipHa abcopbuis KniHAamiuMHy MiHiManbHa. MpucyTHICTL 6eH3011y NepoKcuay y CKnagi NikapCbKoro 3acoby He BhMBasia Ha YepesLuKipHy abcopbuito
KniHgamiumHy. [ocnifpKeHHs 3 pagiomapKyBaHHAM MOKasanu, Wwo abcopbuis 6eH3011y Nepokcuay 4Yepes LUKipy MOXMBA TiflbKWM Micns AOro NepeTBOPEHHs Ha
6€eH301HY KMCNOTY. BeH30liHa K1CoTa NepeBaXKHO KOH’OTYETLCA 3 YTBOPEHHAM TiMypoBOT KACNOTU, Ka BUBOAUTLCA HAPKaMK.

KniHiYHI XapaKTepuUCTUKMN.
lNokKasaHHS.
MicLeBe nikyBaHHs akHe (acne vulgaris) Bif Ierkoro o cepejHbOro CTyMNeHs TAXKKOCTI, NepeBaXXHO 3anasibHUX eIeMeHTIB, Y AOPOCMX Ta AiTeil Big 12 pokis.

IMpoTnnoKasaHHA.
[inepuyTnMBICTb A0 KOMMOHEHTIB MpenapaTty Ta NiHKOMiUMHY. MicLUeBWA eHTEpPUT, BMPa3KOBMIA KONIT abo aHTMGIOTMKOAcOUiioBaHUIA KONiT (BKAKOYakoun
NnceBAOMEMOPAHO3HMIA KONMIT) abo X HasBHICTb B aHaMHe3i. JMTaumnii Bik A0 12 pokiB.

B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOZIN.

[ocnifxeHb 3 BUBYEHHA MeLMKAMEHTO3HOI B3aEMOAIT He MPOBOAWMOCS.

KniHgamiumH/ 6eH30iny nepokcua He MOXHa 3acTOCOBYBaTW Yy KOMOGIHaLUil 3 npenapatamu, WO MICTATb €PUTPOMILMH, 4Yepe3 MOXIMBWIA aHTaroHiaM 3
KNiHAaMiLMHOM.

Byno nokaszaHo, WO KAiHAAMILMH Mae HelMpoM’s30Bi 6/10KYOYi BNaCTUBOCTI, WO MOXYTb NOCU/IKOBATU Ait0 iHLWMX HEMPOM’S30BUX GNoKaTopiB. TOMY KniHAamiLuH/
6eH3011y NepoKCUA Cij, 3aCTOCOBYBaTM 3 06EPEXHICTIO NaLjieHTam, AKi NiKyHTbCA TaKMMK NpenapaTamu.

Cnif, yHMKaTV CYMiCHOr0 3aCTOCYBaHHS KNiHAamiuuHy/ 6eH3011y nepokcugy 3 TPeTUHOTHOM, i30TPETMHOIHOM Ta Ta3apOTEHOM, OCKiflbKW GeH30iMy NepoKCuz MoXxe
3MEHLLYBaTV X e()eKTUBHICTb Ta NMOCUNIOBATW NOAPa3HEHHSA. AKLLO KOMOiIHOBaHe NiKyBaHHSA HeobOXifgHe, npenapaTtun Cif HaHOCUTW B PI3HUIA Yac NPOTAroM A06m
(Hanpwvknag, OAWH BpaHUi, iHWWIA BBEYepI).

OfHoYaCHe 3aCTOCYBaHHA Mpenaparis, WO MICTATb 6eH3011y NepoKcus, Ta npenapaTtis 418 MiCLEeBOro 3acToCyBaHHS, WO MICTATb CYNb(OHaMif, MOXe CPUYNHUTI
TNMYaCOBY 3MiHY KONbOPY LLKIpW Ta BOJIOCCA FO/I0BU (XKOBTe/OpaH>KeBe).

Mpn cymiCHOMY 3aCTOCYBaHHI MicLeBMX aHTUBIOTKKIB, MEAUYHOr0, 3B1UYainHOro abo abpasvBHOIo MuIa i KOCMETUYHMX 3ac06iB, SIKi MatOTb MiACYLUYBalbHUI e(EKT,
a TaK0oX 3aC06iB 3 BUCOKOK KOHLIEHTPALLiEt0 CNPTY Ta/abo B’SXXYUUX areHTiB MOX/IMBUIA KyMYATUBHWUIA Nigpa3HIOBaIbHUN e(iekT.



Oc06/1MBOCT i 3aCTOCYBaHHSI.

Cnif yHUKaTW KOHTaKTy 3 04MMa, POTOM, ry6amu, iHLWMMW CAN30BMMKW 060/M0HKaMU abo AinsHKamy 3 nofApasHeHHAMM abo MOLUKOMKEHHAMM LKipn. Y pasi
BMMAaAKOBOr0 KOHTAaKTy f06pe NpoOMUTY BOAOHO.

MpoTArom nepLumx TYXKHIB NiKyBaHHS Y 6iNbLIOCTI NaUieHTIB MOXe CNOCTepiraTucb NOCUEHHS BigNyLLyBaHHSA Ta NOYEPBOHIHHS LLKIPU. 3aNeXHO Bif TAXKKOCTI LnX
NoGIYHMX e(PEKTIB MaLieHT MOXe 3aCTOCYBaTW 3BOMIOXKYHOUNIA 3aCiB, TMMYACOBO 3MEHLLUTM YacTOTY HaHECEHHS KNiHAaMiLuHy/6eH30iny nepokcmay abo TMMYacoBo
MPUNUHUTM AOFO 3aCTOCYBaHHSA, OfHaK ePEeKTUBHICTb 3aCTOCYBaHHA 3 YaCTOTO MeHLUe HiX 1 pa3 Ha fo6y He AoBejeHa.

CyMiCHe 3aCTOCYBaHHA IHLIMX TOMIYHWUX NpenapatiB 414 fliKyBaHHA akHe C/lif NPOBOAUTU 3 00EPEXHICTIO Yepe3 MOX/IMBUA KYMYNATUBHWUIA NOAPa3HIOBa/IbHUN
eqhexT, L0 IHKO/IN MOXKe By TV TAXKKMM, 0CO6/IMBO MPW 3aCTOCYBaHHI AeCKBaMaTUBHNX ab0 abpa3nBHUX IHIPedieHTIB.

AKWO BUHUKAE TSHXKKE MicLeBe NoApasHeHHs (Hanpuknag, TsXKKa eputemMa, CyxicTb abo CBepOiXK, CUIbHE XXaniHHA/MEeYiHHSA) 3acTOCYBaHHA KNiH4aMiLMHY/6eH3011y
nepoKcuay cnif NpPUNUHUTK.

BeH30iny nepokcuz MoXxe CrpUYMHATA NiABULLEHY YYTAMBICTb 4O COHAYHUX MPOMEHIB, TOMY C/lif YHMKATN 3aCTOCOBYBaHHA YNbTPagioneToBuX CBITUIbHUKIB Ta
YHMKATN ab0 MiHIMi3yBaTW BM/IMB COHAYHOrO CBiTNA. AKLWO He MOXHa YHUKHYTU CW/BHOMO BI/IMBY COHAYHOrO CBITNa, MAaLieHTy CNij Nnopaguti BUKOPUCTAHHS
COHLIe3aXMCHMX 3aCO0iB Ta 3aX1CHOro OAAry.

AKLLO NaUieHT Mae COHAYHI OMiKuW, TX HeOOXIAHO BUNIKYBaTK A0 NPU3HAYeHHS KiHAaMiLMHY/6eH30iny nepokcuay.

MpenapaT MOXe 3HebGapB/OBATU BOMOCCA Ta KOMbOPOBWI | NogapboBaHWin MaTepian. YHUKATU KOHTaKTy 3 BO/IOCCAM, TKaHWHaMu, MebnsamMm abo KuiMmMoBUMU
NOKPUTTAMM.

MceBLoMeMOpaHO3HMIA KONIT

Mpy 3acTOCYBaHHI MPaKTUYHO BCiX aHTMOaKTepiabHMUX 3ac06iB, BKIOYAKOUM KNiHAAMILMH, MOBILOMAANOCL NPO BUHWUKHEHHS NCEBAOMEMOPAHO3HOMO KONITY, WO
MO>XXe BapitoBaTV 3a CTYMeHeM TSXKKOCTI Bif IErKOro o Takoro, Lo 3arpoXye XXUTTHO, 3 NOYaTKOM NOSBY X yepe3 feKinibKa TVXKHIB Nicns NPUNUHEHHS NiKyBaHHS.
Xoua Le Ay>ke MasloiMOBIPHO MPK 3aCTOCYBaHHI KNniHAaMiUMHY/6eH3011y NepoKcuay MICLEBO, afe y pasi NosBKM y navljieHTa TpMBasol Ta 3Ha4YHOT fiapei abo cnasmis
Y XMBOTI, NiKyBaHHS CNifJ HeraHo NPUMNUHUTY Ta NPOBECTU NOJa/IbLLIE OOCTEXEHHS, OCKI/IbKM CUMMTOMU MOXYTb BKa3yBaTu Ha aHTUBIOTUKOACOL,i0BaHWNIA KONIT.
Pe3NCTEHTHICTb A0 KNiHAaMILNHY

BeH30iny nepokcup 3MeHLWYe MOTEHLIHY MOsIBY PE3NCTEHTHUX A0 KNiHAAMIUUHY MiKpoopraHiamis. OfgHaK nauieHTU 3 HeAaBHIM CMCTEMHMM abo MiCLEBUM
3aCTOCYBaHHAM KNiHAAMILUUHY ab0 epuTPOMILMHY B aHaMHE3i MOXYTb BXXe MaTu aHTUbGaKTepiaibHOPe3UCTeHTI Wwtamu Propionibacterium acnes Ta cUMBIOTUYHY
nopy.

MepexpecHa pe3uCTEHTHICTb

Byno goBeaeHo NepexpecHy PesnCcTEHTHICTb MiDK KiHAAMILWMHOM Ta NIHKOMILUHOM.

Pe3nCTEHTHICTb A0 KNiHAAMILMHY 4acTO acoLitOETLCA 3 iHAYKOBAHOK PE3UCTEHTHICTIO [0 ePUTPOMILMHY (AMB. po3ain «B3aemogis 3 iIHLLIMMU NiKapCbKMMK 3acobamu
Ta IHLWWI BUAMW B3aEMOLIT»).

3acTocyBaHHSA y nepiof BariTHOCTI abo roflyBaHHS rpyaato.

PepTUILHICTD

[aHnx npo BNAMB MIiCLLEBOr0 3aCTOCYBaHHA KiHAaMILUHY abo 6eH30iny nepokcuay Ha DepTUNbHICTb IIOANHN HEMAE.

BariTHiCTb

JocTaTHIX AaHMX WOAO0 3aCTOCYBaHHS refito BariTHUM HeMae. JOCMiIKEHHA Ha TBapMHaX LLOAO penpoLyKTUBHOI TOKCUYHOCTI Ta BMNMBY Ha PO3BUTOK eMOpioHa
/nnoga rento abo 6eH30i1y Nepokcuay OKPeMO He NPOBOAWAN. ICHYHOTb 0OMeXeHi AaHi 3aCTOCyBaHHS OKPeMO KniHAamiumHy abo 6eH3011y nepokcuay BariTHUM.
[aHi cnoctepeXkxeHHs NPOTAroM 06MeXeHOT KifIbKOCTI BariTHOCTEN Npw 3acTocyBaHHI npenapaty y | TpuMecTpi BKa3ytOTb Ha BIfCYTHICTb HEraTMBHWUX eqeKTiB



KNiHAaMiUMHY Ha BariTHICTb abo Ha CTaH 340p0B’A N104a/HOBOHAPOXKEHOTO.

JocnimpkeHHs penpofyKTUBHOT TOKCMYHOCTI Ha TBapuvHax Mpu nepopaibHOMY Ta MifLWKIPHOMY 3aCTOCYBaHHI KNiHAAMILWHY He BUABWAM O3HaK MOPYLLEHHS
(hepTUNbHOCTI abo LWKIANMBOro BNMBY Ha NAif.

Besneka 3acToCyBaHHS resito XXiHKam NpoTArom BariTHOCTI He BCTAHOB/IEHA.

Tomyy nepiog BariTHOCTI Nikap MOXKe NPU3HaYUTX Npenapar nLLe Togi, Konv nepegbdadysaHa KOPUCTb AN XIHKM NepeBuLLYE NOTEHLIAHUIA PU3UK ANA AUTUHN.
["opyBaHHA rpyAato

KniHIYHMX focniiKeHb 3 BUBYEHHS MiCLEBOro 3aCTOCYBaHHA KniHAaMiLmMHY/6eH3011y Nepokcuay y nepiof rogyBaHHsA rpyaaro He NpoBoaniock. Mpu usomy BigomMo,
L0 Yepe3LKipHa agcopbuia KniHAamiumMHy/6eH3011y NepoKCUay € HU3bKOK; HEBILOMO, Y/ EKCKPETYETLCA KiHAAMILMH abo 6eH3011y NepoKCuA 3 rpyaHUM MOTOKOM
Mpu MicLLeBOMY 3aCcTOCyBaHHi. [1poTe MOBIAOMAANOCA MPO HAABHICTb KNiHAAMIUMHY Y TPYAHOMY MOJOL MICNA NepopaibHOro i napeHTepasbHOro 3acTOCYBaHHSA
npenapary.

Tomy y nepiog rogyBaHHs rpyAAI0 NiKap MOXKe NPU3HaunTK npenapat nvie TOAi, Konu nepefdadvyBaHa KOPUCTb AN MaTepi NepeBuLLYyE MOTEHLIAHWIA PU3MK A1s
OUTUHW.

LLl06 YHUKHY TV BMNaAKOBOro NPOKOBTYBaHHSA re/ito [lyak HEMOB/ISM NP BUKOPUCTAHHI AOro MaTip’to Nif Yac naktayii, refib He CNif HAHOCUTY Ha AiNSHKY rpyaei.

34aTHICTb BNAMBATW Ha LUBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo IHLLIMMKU MeXaHi3MaMu.
JlocnigpkeHb 3 BUBYEHHS TaKoro BNNBY He MPOBOAMOCKL. 3 OFNSAY Ha MPOginb NOGIYHMX peakLiii npenapaTty HEraTUBHOIO BM/IMBY HE OYiKYETbLCS.

Cniocib 3acTocyBaHHSA Ta A03Mu.

TifbKW 4N19 30BHILLHBbOIO 3aCTOCYBaHHS.

Jlopocni Ta AiTv BiKOM Bif 12 pokKiB.

[yak HaHOCATb OAWH pa3 Ha [eHb YBeuyepi Ha ypaxeHi AINAHKW MICNA PeTesIbHOro OYWLLEHHS, MPOMMBAHHA LUKIPU BOAOK Ta BUCYLLYBaHHA. HAKLIO renb He
BTUPAETLCA Y LLIKIPY NErko, Le CBig4nTb NPO HaAMIPHY KO0 KiNbKICTb.

[icns HaHECEHHA rento Cnif BUMUTKU PyKW. MaLieHT MOyKe 3aCTOCYBaTM 3BOMIOXKYHOUMIA 3acib y pasi He0bXigHOCTI.

Y pasi NosBM HaAMIPHOI CyXOCTi abo 3/1yLlyBaHHA LIKIPU CAif 3MEHLUMTW Y4acTOTy 3aCTOCyBaHHSA ab0 TMMYacOBO MPUMUHUTK NiKyBaHHSA. Mpy 3acToCyBaHHI 3
4aCTOTO MeHLOK 3a 1 pa3 Ha fo0Y e(heKTUBHICTb NiKyBaHHA He [oBefeHa. 3aCTOCOBYBATU refib He BifbLue 1 pasy Ha Jo0y.

MayieHTiB cnif nonepeanTy, WO 36iMbLIEHHS KiIbKOCTI HAHECEHOro re/to He 36i/blUye e(heKTUBHICTb 3aCTOCYBaHHA npenapaTty, a 36i/bluye pU3nK NogpasHeHHs
LUKipW.

[ns nosBy TepaneBTUYHOI0 eDEKTY MOXKE 3HAA0OUTUCH Bif 2 A0 5 TMXKHIB NiKyBaHHS. MaKcuManbHWI Kype NMiKyBaHHA cKnagae 12 TUKHIB.

aiTn.
He 3acTOCOBYHOTbH AiTAM BiKOM 10 12 poKiB.

NepenosyBaHHS.

HagmipHe micueBe HaHeCEHHs KiHAaMiLMHY/6eH30iny NepoKcuLy MOXe CIIPUYUHUTY TSHKKe NoApasHEeHHs LWKIpK. Y TakoMy pasi cfiif NPUNUHATA NiKyBaHHA Ta
3a4eKarty 3aror0BaHHSA NojApasHeHb.

Mpy MicLueBOMY 3aCTOCyBaHHI GEH30iy NepoKCcKA 3aranom He abCopoyeTbCA Y KiNbKOCTI, JOCTATHIN ANA CAPUYNUHEHHS CUCTEMHOIO eqEKTY.

HaamipHe micueBe HaHECEHHS KNiHAAMILMHY MOXKE CPUUYMHUTI A0ro abcopbLLito Y KiNIbKOCTI, L0 AOCTaTHA 415 BUHUKHEHHS CUCTEMHOTO eqieKTy.

Y pasi BUNaLKOBOro 3aCTOCyBaHHS NpenapaTty BHYTPILWHLO MOXYTb CMocTepiratucs nobiyHi peakuii 3 60Ky LUNTYHKOBO-KMLIKOBOrO TPakKTy, NOAIOHI 40 TUX, WO



CMoCTepiraloTbCsA NPV CUCTEMHOMY 3aCTOCYBaHHI KNiHAAMILWHY.
[Na 3MeHLIEeHHsI CUMMTOMIB NOAPAa3HEHHS Y pasi HaAMIPHOrO MICLEBOro HaHeCEeHHS CNif BXWUTW BIiANOBIAHWX CUMMTOMATUYHMX 3aXOfiB. Y pasi BMMagKoBOro
3aCTOCYBaHHA BHYTPILLHLO CNif HajaTV BIAMOBIAHY KNIHIYHY ZOnoMory.

Mo6iuHi peakuil.

Mo6iyHi peakuii MOLAHO B Yy3araJibHEHOMY BUIA4I MPWU 3aCTOCYBaHHI KOMOGIHaLiT Ta MpY OKPeMOMY 3aCTOCYBaHHI AiH0UMX PEYOBWMH npenapaty — 6eH30iny
nepokcuay Ta KniHgamiyuHy. IMo6iuHi peakuii npefcTaBneHo 3rigHo 3 Knacudgikauieto MedDRA Ta 3a yacToToro (AmB. Tabnmuto 1). YacToTy BM3HAYEHO TakuM
YMHOM: Ay>xe Yyacto (= 1/10); yacto (= 1/100 Ta < 1/10); HevacTo (= 1/1000 Ta < 1/100); piako (=1/10000 ta <1/1000) Ta HeBiAOMO (He MOXKHA BU3HAUYNTU 3 HAABHUX
[aHunXx).

Tabnmua 1. Mo6iyHI peakLil Npy 3acTOCyBaHHI fit04MX Pe4OBUH npenapaTy — 6eH3011y NepoKcuay Ta KniH4amilLmHy.

Knac cuctemn opraHis 3a i o
M edDR,rZ\ [ly>xe yacTo YacTo HeuacTo Hesigomo
AnepriyHi peakuii,
MopyLueHHSA 3 60Ky BKHOYaK0uu
IMYHHOT CMCTEMM rinepyyTMBICTb Ta
aHaginakcito
MopyLueHHSA 3 60Ky MapecTesis

. *
HEPBOBOI CUCTEMMW

KoniT (BKntouaroum
nceBLOMeMOPaHO3HWIA

[FacTpOIHTECTUHANbHI . .
KOniT), remopariyHa

MOpYyLLEHHS ) : .
piapes, giapes, 6ifb y
YXUBOTI
Eputema, BiguyTTts KOHTaKTHWIA Kponus’aHKa
3NyLLYBaHHS, MeyviHHSA nepmatuT,
MopyLueHHSA 3 60Ky LWKIipK CyXICTb cBepoix,
Ta NiALWKipHoT (FOJ'!OBHI/IM YMHOM ep1Temaros-
: * MoBiZOMNANOCH HUI BUCMN,
KAITKOBWHN K Mpo ABMLLA 3aroCTpeHHs
MoMipHoT aKHe
IHTEHCMBHOCTI)
3arabHi NopyLleHHs Ta Peakuii B micui
MOPYLLIEHHS B MiCLii HaHEeCeHHs, BKNHOYatoun
HaHeCeHHs 3HebapBeHHS

* .
B micLi HaHeceHHs.
*% . . . . . .

Ha OCHOBI gaHWX MOCTMAPKETUMHIOBUX crnocTepeXeHb. OCKIIbKU LI CMOCTEPEXKEeHHA OXOM/IKTL FPYNnu HaceNeHHA HEBIAOMOI YMCENbHOCTI Ta BK/KOYAKOTh



3MILLaHI (haKTopW, HEMOX/IMBO JOCTOBIPHO OLIHUTY TX YaCTOTY, MPU LibOMY CUCTEMHI peakLil 3ycTpivannchb pigKo.

Ha fogatok fo nobivyHMX peakuil, ki HaBefeHO Y Tabnuui BULLE, Y FTONOBHOMY KiHIYHOMY JOCANIKEHHI i3 3aCTOCYBaHHAM MiCLeBO KiHAaMiumHy 1%/6eH301ny
nepokcuay 3 %, refito, 4acTo CrnocTepirancb peakuii PoToceHcMbiNi3auii B MiCLi HaHECEHHS.

MicLieBa nepeHoCMMICTb

3a gaHuMK 5 KAiHIYHKUX JocnifkeHb i3 3aCTOCYBaHHAM rento [lyak BCix MauieHTiB 6yn10 KnacugikoBaHO 3a CTYMNeHeM epuTEMU, 3MyLLYBaHHS, Big4yTTa NeYiHHA Ta
CYXOCTi 3rifjHO 3 Takoto WKanot: O — BIACYTHI NposBu, 1 — cnabkuii, 2 — NOMIpHUIA, 3 — TSXKKWIA CTYMiHb. BiACOTOK nauieHTiB, SKi Mann CUMNTOMU A0 Ta NPOTAroM
NiKyBaHHSA, NMPeACTaB/eHO Yy Tabnuui 2.

Tabnmua 2. MicueBa nepeHOCMMICTb re/ito [lyak npu 3acToCyBaHHI MOro oAuH pa3 Ha Aoby y nauieHTiB (n=397), Aki 6pann yyactb y 3 hasi KAiHIYHOro

[OCTIKEHHS.

[0 nikyBaHHSA MpoTarom nikyBaHHSA
Mo6ivHI peakuii
Cnabkuii MomipHWUiA TKKNIA Cnabkuii MomipHWiA TKKNI
CTYNiHb CTYNiHb CTYNiHb CTYNiHb CTYNiHb CTYNiHb
Eputema 28% 3% 0 26% 5% 0
3nyLlyBaHHSA 6% <1% 0 17% 2% 0
BiguyTTa neyviHHA 3% <1% 0 5% <1% 0
CyxicTb 6% <1% 0 15% 1% 0

TepMiH NpUAATHOCTI.
1,5 poku.
TepMmiH NpMAaTHOCTI NiCNA NepLUOro BIAKPUTTA Tyou — 2 Micau,.

YMoBM 36epiraHHs.

36epiraTv B HeAOCTYMHOMY ANs AiTel micui. 36epiratv B xonoannbHUKY (2—-8 °C). He 3aMmopoxXyBatu.
YMOBY 36epiraHHs nicns nepLuoro BIAKpUTTA TYoOu.

36epirati B HeAOCTYMHOMY AN15 AiTel micui npu TemnepaTypi He Buwe 25 °C.

YnakoBKa.
Mo 15ra6o no 25, abo no 50 r rento B Ty6i, N0 1 Ty6i B KAPTOHHIN KOPOOL,.

KaTteropis Bignycky. be3 peuenTa.
Bupo6HUK.

I"nakco OnepeiwHc KOK JlimiTen, Benvka bputaHis.
Glaxo Operations UK Limited, United Kingdom.



Micue3HaxomKeHHA BUPOOHMKaA Ta M0ro agpeca MicUst MPOBagKeHHS AisNIbHOCTI.
I"nakco OnepenwHc KOK JlimiTes, Xapmip Poyg, bapHapg Kactn, DL12 8DT, Benuka bputaHis.
Glaxo Operations UK Limited, Harmire Road, Barnard Castle, DL12 8DT, United Kingdom.



