Ckian

Oitoui peyosuHu: O€H301JTy ITepoKcun 6e3BomHuM (y BUTTIAAL O€H301Ty
IIEPOKCHUAY BOOHOT0), KITiHAaMilmH (y BUTJIAOL KiIiHOaMinIuHy docdary);

1 r remto MmicTuTh 6€H301NTy IepoKcuay 6e3BomHOro (y BUTIsSOI 0eH301Ty
rnepokcuny BogHoro) 50 mr; KiiHgaMinuHy (y BUTIAOL KIIIHOaMIIIUHY
docdaty) 10 mr;

00NoMIdICHI pedyosuHU: KapboMep, MUMETUKOH, IUHATPII0
TaypuacynbGOCYKIIUHAT, JUHATPII0 edeTarT, TIillepuH, KPeMHII0 JiOKCHUM
KOJIOIOHWY BOOHUU, MOJIOKCAMep, HAaTPilo TiAPOKCHUA, Boga OYHIlleHa.

JIikapcbKa ¢dpopMma

['ens.

OcHOBHI (pi3uKo-XiMiuHI 81acMUBOCMI: TOMOTE€HHUM refnb 0istoro abo 37merka
KOBTYBaTOT'0 KOJILOPY.

®dapMaKoTepalneBTHUYHA Irpyna

Micuesi 3acobu gss nmikyBaHHsa akHe. Kog ATX D10A F51.

®dapMaKoJI0riyHi BJIaCTHBOCTI

dapmakoOuHamika

KningaMinmuH € JTiHKO3aMifHUM aHTHOIOTHKOM 3 OaKTEepPioCTaTUYHOIO Oi€I0
IIPOTH T'PAMITIO3UTUBHUX aePOOHMX MiIKPOOPraHi3MiB Ta HIMPOKOTO CIEKTPa
aHaepoOHuUx OakTepin. JIiHKO3aMinu, Taki K KIiHOaMIilIUH, 3B’ SI3YIOThCS 3
23S cybomuHuiiero 6akTepianbHOl puOOCOMH Ta IPUTHIYYIOTh PaHHi cTamil
cuHTe3y Oinka. [Iig KIiHgaMillMHYy € ITepeBaKHOo 0aKTepioCcTaTUYHOI0, X04a



BUCOKIi KOHIIeHTpallil MOXKXYTh YNHUTU IIOBUIbHY OAKTEPUIIUAHY Hil0 IIPOTHU
YyTJINBUX IITAMIB.

Xoua KniHgaminmHy ¢ocdaTt € HeaKTUBHUM In Vitro, MIBUOKUM TiAPOIi3 in
VIVO TIEPETBOPIOE ITI0 CIIOJIYKY Ha aKTUBHUU ITPOTHU OaKTepill KIiHOaMilUH.
AHTHOAKTepialbHa aKTUBHICTD KiIiHOaMillnHy OyJia IPOaeMOHCTPOBaHa
KJIIHIYHO IIPU JIIKYyBaHHI KOMEOHIB y IAILli€HTIB 3 aKHEe Ha PiBHAX, JOCTATHIX,
11100 OyTU aKTUBHUMMU IIPOTHU OinbHIocTi mtaMiB Propionibacteium acnes.
KninpamituH in vivo iHribye Bci mpoTecToBaHi KynbTypu Propionibacteium
acnes (MIC-0,4 mkr/mm). Ilicns 3acTocyBaHHS KIiHOAMIIIMHY BiICOTOK
BiJIbHUX XKUPHUX KHUCIIOT Ha ITOBEPXHI IMKipu 3HUXKYBaBCsA Npubnu3Ho 3 14 %
no 2 %.

BeH30U1y IepoKCUA YUHUTH M SIKy KEPaTOJIITUYHY Ail0 BITHOCHO KOMENOHIB
Ha BCiX CTamisiX IXHbOTO PO3BUTKY. BiH € pe40BHUHOIO-OKHCIIOBAYEM 3
0aKTepUIIMOHOIO0 aKTUBHICTIO IpoTu Propionibacteium acnes,
MIKpOOpraHi3aMy, SKUM CIIPUYUHSE PO3BUTOK BYyJIbrapHUX ByrpiB. Kpim TOTO,
BiH € ce00CTaTUKOM, SIKMH MPOTUIiE€ HAOMIipHill IPOOyKIIil MIKipHOTO caa,
II10 aCOLIIIOETHECA 3 aKHe.

IlomaBaHHS 0€H301/Ty IEPOKCUY 3HUIKYE MOTEHITiaa IMOSIBU MiKPOOPraHi3MiB,
PE3UCTEHTHUX [0 KIIIHAAMIIIUHY.

dapMaKkoKiHemuKa

YepesuikipHa abcopOi1lig KiIiHgaMillmHy MiHiManbHa. [IpuCyTHICTSE O€H3011Ty
TIEPOKCUMIY Y CKJIafi IiKapchKOTro 3aco0y He BIIIMBaJjia Ha Yepe3IIKipHY
abcopO1riro kimiHmaMinmuAy. [JocimKeHHS 3 pagioMapKyBaHHSM OKa3au, 110
abcopOi1iss 6eH3017Iy IEePOKCUIY Yepe3 MIKipy MOKJIMBA TiJIbKU ITiCJIs MOT0
IIepeTBOPEHHS Ha OeH30MHYy KHUCIIOTY. beH30liHa KHUCJIOTa IepeBaxkKHO

KOH IOTYETHCS 3 YTBOPEHHSM TillypOBOl KUCJIOTH, IKa BUBOOAUTHCSI HUPKaMHU.

IToxa3aHHSA

MiciieBe nikyBaHHS aKHe (acne vulgaris) Bif 1erKoro 4o CepeaHboro
CTYIIEeHS TSAXKKOCTI, IIepeBaXKHO 3allaJIbHUX eJIEMEHTIB, ¥ HOPOCIIUX Ta OiTeu



Big 12 pokis.

IIporunnoka3aHHs

Nmep4yyTnuBICTE 0O KOMIIOHEHTIB IpelapaTy Ta JIIHKOMIIuHY. MiclueBuu
eHTEePUT, BUPAa3KOBUM KOJIIT a00 aHTUOIOTUKOACOIIiIOBAaHUM KOJIIT
(BKJTIOUAIOYM IICeBOOMeMOpPaHO3HUM KOJIiT) abo iX HasiBHICThL B aHAaMHe3li.
Hutsa4dui BiK 0o 12 poOKiB.

B3aemMonisi 3 iHOIMMH JTiKapChbKHMH 3aCo00aMHu

IocmimxeHb 3 BUBUEHHSI MeIUKaMEHTO3HO01 B3a€EMO/Iil He IPOBOIUIIOCH.

Kninpaminus/ 6eH3011y IepoKCcUd He MOXKHA 3aCTOCOBYBaTH y KOMOiHallil 3
IpemnapaTramMu, 110 MIiCTSATh EPUTPOMIIIUH, Yepe3 MOXKJIMBUM aHTAaroOHi3M 3
KJIIHOAaMIIIMHOM.

Byno nmokasaHo, MI0 KJIiHOaMIilIMH Ma€E HeUPOM's130Bi OJI0KYI0Yi BIaCTUBOCTI,
III0 MOXKYTb IIOCUIIOBATHU [il0 iHIIIUX HEUPOM I30BUX O10KaTOpPiB. TomMy
KITiHmaMinuH/ 6eH301JTy ITePOKCHU]L CIIif 3aCTOCOBYBaTH 3 00EPEkKHICTIO
rnalieHTaM, SAKi JIIKYIOTbCS TAKUMU IIperapaTaMu.

Crmig yHUKaTH CyMiCHOT'O 3aCTOCYBAaHHS KiIiHOaMillnHy/ 6€H3017Iy IepOKCULY
3 TPETHUHOIHOM, i30TPETUHOIHOM Ta Ta3apPOTEHOM, OCKiJIbK1 OEeH3011Ty
IIEPOKCHUO MO2XKe 3MEHIIyBaTHU 1X e(peKTUBHICTh Ta ITIOCUJIIOBATHU
Ioapa3HeHHs. AKnio KoMOiHOBaHe JIiKyBaHHSI HeOOXiHe, IpeIapaTy ClIif
HAHOCHUTH B Pi3HUM Yac IIPOTATOM HoOU (HampUKIal, OOUH BPaHIli, iHITUN
BBeUepi).

OnmHOYacHe 3aCTOCYBaHHS MpelapariB, 10 MiCTAThL O€H301/Ty IEepPOKCHU, Ta
IIpenapariB AJIs MiCII€BOTO 3aCTOCYBaHHS, III0 MICTSATh Cy/IbpoHaMIia, MOXKe
CIPUYMHUTHA TUMYaCOBY 3MiHY KOIbOPY IIKIPH Ta BOJIOCCS T'OJIOBU
(?;xoBTE/OpaHkKeEBE).

[Ipu cymicHOMY 3acTOCyBaHHi MiCclleBUX aHTUOIOTHKIB, METUYHOTO,
3BUYaAMHOTr0 abo abpa3nBHOTO MHJIA i KOCMETHUYHUX 3ac00iB, IKi MalOTh



IIigCcynryBaJbHUM e(eKT, a TaKoXK 3aco0iB 3 BUCOKOIO KOHIIEHTPAIIi€I0 CIIUPTY
Ta/ab0 B’SI2Ky4YMX areHTiB MOXKJIMBUY KyMYJIATUBHUU Migpa3HIOBAaJIbHUU
edeKT.

Oc006/1MBOCTi 11100 3aCTOCYBaHHSI

Cnig yHUKATH KOHTAKTYy 3 OYMMa, POTOM, r'y0aMu, iHITUMU CJIN30BUMHU
ob6onoHKaMu abo OiMTHKaMU 3 ITOOPa3HEeHHSIMM ab0 MOIIKOIXKEeHHSIMU
IIKipH. ¥ pa3i BUIagKOBOT0 KOHTAKTY OJoOpe IIPOMUTH BOMOIO.

[TpoTsAroM IepIInX TUXKHIB JIIKYyBaHHSA y OINTBIIIOCTI MAIliEHTIB MOXKe
CIIOCTepIiraTuCh IIOCUJIEHHS BIJIVIIYBAHHS Ta IOYEPBOHIHHS IIKIPH.
3aneKHOo Bill TSIKKOCTI IIUX IMMOOIYHUX e(PeKTiB HalliEHT MOKe 3aCTOCyBaTHU
3BOIOKYIOUUHM 3aci0, TUMYacOBO 3MEHIIIUTH YaCTOTY HaHECEHHS
KJIiHOaMilnHy/0eH3011y IIepPoKCcUAy abo TUMYacOBO IIPUINHUTH HOT0
3aCTOCyYBaHHS, OJHaK e(peKTUBHICTh 3aCTOCYBAaHHS 3 YaCTOTOIO MeHIIe Hix 1
pa3 Ha goOy He JoBedeHa.

CyMicHe 3aCTOCyBaHHSA IHIIUX TOMIYHUX IIpelapaTiB [AJid JIIKyBaHHS aKHe
CJIif MPOBOAUTHU 3 00EPEKHICTIO Yepe3 MOKJIMBUU KyMYyJIITUBHUU
nogpa3HIOBaIbHUM e(eKT, 10 iIHKOIN MOXKe OyTU TIXKKUM, OCOOIUBO IIPU
3aCTOCyBaHHI mecKBaMaTHUBHUX a00 aOpa3uBHUX IHTPEOIiE€HTIB.

AK110 BUHUKAaE TSIXKKe MiClleBe IIoapa3HeHHs (Hallpukiiag, TsXXKa epureMa,
CcyXicTb ab0 cBepOixkK, CUNIbHE XKaJliHHSA/IIedYiHHSA) 3aCTOCYBaHHS
KJTIHOaMilnHy/0eH3011y IIePOKCUAY CIif IPUIINHUTH.

BeH30171y IepOKCUI MOXKe COPUYUHSATU MiABUIIEHY YYTIUBICTh O COHAYHUX
IIPOMEHIB, TOMY CJIiff YHUKATHU 3aCTOCOBYBaHHSA yIbTPa@ioeToBUX
CBITHJIbHUKIB Ta YHUKATH a00 MiHiMi3yBaTH BILJIUB COHSAYHOI'O CBiT/Ia. AKIIO
He MOXHa YHUKHYTU CUJIBHOTO BIJIMBY COHAYHOI'O CBiTJ/Ia, IAlli€EHTY CIIif
IIOPaAuTU BUKOPHUCTAaHHS COHIIe3aXMCHUX 3aC00iB Ta 3aXUCHOTO OfOATY.

SKINO maIlieHT Ma€ COHSYHI OITiKM, 1X HeOOXigHO BUJIIKYBaTHU 110
IIpU3HAaYEeHHS KIiHOaMilIuHy/0eH30171y IEePOKCHULIY.



[TpemapaT Moxke 3HeOapPBIIOBATH BOJIOCCS Ta KOIbOPOBUY i modapOboBaHUM
MaTepiajn. YHUKaTHU KOHTAKTY 3 BOJIOCCAM, TKaHMHaMU, MeOnsaMu abo
KUJIMMOBUMU ITOKPUTTSAMMU.

ITcesOomembpaHo3HUl KOaim

[Tpu 3acTOoCyBaHHiI MIPaKTUYHO BCiX aHTHOAKTEpialbHUX 3aC00iB, BKIIIOUAIOYU
KJIIHOaMIIIMH, IIOBiHOMJISIJIOCh IIPO BUHUKHEHHS IICeBOOMeMOPaHO3HOT O
KOJIITY, IO MOXK€e BapiloBaTHU 3a CTyIeHEeM TSAXKKOCTI Biff JIETKOT'O OO TAaKOTO,
II10 3arpoOXKy€ KUTTIO, 3 II0OYATKOM IIOSAABU aX 4yepe3s JeKijibKa TUXKHIB IIiCJId
IIPUIIUHEHHS JIIKyBaHHA. X04a Iie OyXKe MaJIOMMOBIPHO IIpU 3aCTOCYBaHHI
KITiHIDaMilmuHy/0eH301Ty IIePOKCUIY MiCclleBO, ajie y pa3i mosiBU y IallieHTa
TPUBAJIOl Ta 3HAYHOI miapel abo cna3MiB y XKMBOTI, TiKyYBaHHS CJIig HeramHO
IIPUNUHUTY Ta IPOBECTU IIOHabIlle 00CTEXKEHHS, OCKiJIbKM CUMIITOMU
MOXKYTh BKa3yBaTU Ha aHTUOIOTUKOACOIIiMOBaHUMN KOJIIT.

Pe3zucmenmHicmb 00 KAIHOAMIUUHY

BeH301/1y mepoKCHUa 3MEeHIIY€E MTOTEHIINHY IT0SIBY PE3UCTEHTHUX [0
KJIIHOaMIilMHy MiKpoopraHi3miB. OfgHak IallieHTH 3 HedaBHIM CUCTEMHUM
ab0 MiclleBUM 3aCTOCYBaHHSIM KIIiHOaMIillMHy a00 epUTPOMIIIMHY B aHaMHe3i
MOXKYTb BXK€ MaTH aHTHOAKTepialbHOPE3UCTEHTI ITaMu Propionibacterium
acnes Ta cuM0OioTUYHY (II0opYy.

ITepexpecHa pe3ucmeHmHicmb

Byno moBemeHO mepexpecHy Pe3UCTEHTHICTh MiXK KIIIHOaMIIIMHOM Ta
JIIHKOMIITMHOM.

Pe3uCTeHTHICTh OO0 KIIHAaMIIIMHY YacCTO aCOLII0ETHCS 3 IHIYKOBAHOIO
PE3UCTEHTHICTIO 4O EPUTPOMILIMHY (OUB. po3ain «B3aemMomis 3 iHIIUMU
JIiIKapChbKUMHU 3aco0aMu Ta iHIIII BUOU B3a€EMOil»).

3acTocyBaHHs y nepioa BaritTHocTi a00 rogyBaHHsI IPyaaio

depmusabHicmb



IlaHUX TIPO BIJIMB MiCII€BOT'O 3aCTOCYBaHHS KIIiHOaMillmHy ab0 O0eH3011Ty
IIePOKCUY Ha (PepTUIILHICTD TIOOUHN HEMAaE.

BazimHicmb

ITocTaTHIX maHUX LIOO0 3aCTOCYBaAHHSA I'eJil0 BariTHUM HeMae. [oCIiaKeHHS
Ha TBapWHAaX OO0 PENPOAYKTUBHOI TOKCUYHOCTI Ta BIIJIMBY Ha PO3BUTOK
eMOpioHa/1oga remo abo 6eH301/Ty ITePOKCUAy OKPEMO He ITPOBOOUIIH.
IcHyrOTE 0OMexKeHi maHi 3aCToCyBaHHSI OKPeMO KJIiHmaMinimHy abo 6eH301my
IIEPOKCHUAY BariTHUM. [laHi cIOoCTepeKeHHS IIPOTATOM 00MeXKeHOl KiTbKOCTi
BariTHOCTEHU IIPU 3aCTOCYBaHHI nmpenapaty y [ TpuMecTpi BKa3yoTh Ha
BiACyTHICTh HeTaTUBHUX e(PeKTiB KIiHOaMillMHy Ha BariTHiCTh ab0 Ha CTaH
300POB’4 IJI0Ja/HOBOHAPOLOXKEHOT 0.

HocnigKeHHs peNpoayKTUBHOI TOKCUYHOCTI Ha TBapuHax IpU
IIepopajibHOMY Ta IIiAMKIPHOMY 3aCTOCYBaHHI KJIIHOAMIlIUHY HEe BUSIBUJIU
O3HAaK MOpyHIeHHsT pepTUNIbHOCTI abo MIKiAIMBOTO BOJIUBY Ha IIJIif.

Be3snieka 3aCTOCyBaHHA rejiio XKiHKaM IIPOTATOM BariTHOCTI He BCTAHOBJIEHA.

Tomy y mepion BariTHOCTI JIiKap MOXKe IMIPU3HAYUTU Ipernapar JIMIIe TO[],
KOJIu IepenbavyyBaHa KOPUCTD OJISI XKiHKU IePEeBUINIYE ITOTEHIINHUN PU3UK
OIS OUTUHMU.

I'ooysaHHs 2py0doto

KitiHiYHUX OOCHIiAXKEeHb 3 BUBYEHHS MICIIEBOTO 3aCTOCYBaHHSA
KITiHOaMilmuHy/0eH3011y IIePOKCUIY y epiod ToOyBaHHS TPYOOI0 He
IpoBoAusiock. [Ipu 1iboMy BimoMo, III0 Yepe3MKipHa agcopois
KJTiHOaMimuHy/0eH301J1y IIEPOKCUAY € HU3bKO0I0; HEBIAOMO, UM €KCKPETYETHCS
KiIiHgaMinimH abo 6eH301/1y IIepOoKCcHu 3 TPYOHUM MOJIOKOM IPU MiCIIEBOMY
3acTocyBaHHi. [IpoTe MOBIHOMIIAIOCA PO HasABHICTH KJIIHOAMIIIUHY Y
TPYAHOMY MOJIOLII ITiCJISI IEPOPabHOTO i MapeHTepaJIbHOT0 3aCTOCYBaHHSA
rnpenapary.

ToMy y niepion rogyBaHHSA IPYOLIO0 JIIKap MOXKe NIPU3HAYUTHU IIpelapar JIUIine
TOMi, KONU IependadyBaHa KOPUCTD [OJI MaTePi IIePEeBUITYE NOTEHITINHUN
PU3UK [OJI1 QUTUHU.



[IJo6 YHUKHYTHY BUIIQJKOBOTO ITPOKOBTYBaHHS rento [lyak HEMOBIISIM IIPHU
BUKOPHCTAHHI MOT0 MaTip’io mif Yac jlaKTallil, Telb He CJIil HaHOCUTH Ha
OUIAHKY T'PYHEN.

3maTHiCTHh BIUTMBAaTH HA NIBHIKICTH Peakilil mpu KepyBaHHIi aBTOTPAaHCIIOPTOM
a0o0 podoTi 3 iHmMIMMH MexaHi3ZMaMHu

HocnigkeHb 3 BUBYEHHSA TaKOr'0 BIJIMBY HE IIPOBOAUIIOCE. 3 OIJIANY Ha
npodinb Mob6iYHKUX peakiIliii IpenapaTy HETaTUBHOTO BIIUBY He OYiKYETHCH.

Cmoci6 3acTocyBaHHS Ta I03H

TinbKu OJis1 30BHIIIHBOTO 3aCTOCYBaHHS.
Ilopocai ma dimu 8ikom 8i0 12 poxis.

Ilyak HaHOCATH OOWH pa3 Ha OeHb YBeuepl Ha yparKeHi OiITHKY ITICIIA
PETENIFHOTO OYUINEHHS, IPOMUBAHHS IIKIPYU BOLOIO Ta BUCYIIyBaHH. AKIO
rejib He BTUPAETHCS Y LIKIPY JIETKO, 11e CBIAYUTh IIPO HagAMIpHY UOT0
K1JIBKICTB.

ITicriga HaHeCeHHS T'eJio CJIi BUMUTHU pPyKU. [lalieHT MoXke 3aCTOCyBaTA
3BOJIOXKYIOUUY 3acib y pa3i HeoOXigHOCTI.

Y pa3zi nosiBu HagMipHO1 CyXOCTi a00 3/IyIlyBaHHS MIKipU CJIif 3MEHIIUTH
YacCTOTY 3aCTOCYBaHHA a00 TUMYaCOBO MPUIIMHUTH JIiKyBaHH. [Ipu
3aCTOCYBaHHi 3 4aCTOTOIO MeHIo0 3a 1 pa3 Ha go0y epeKTUBHICTh
JIIKyBaHHS He JoBedeHa. 3aCTOCOBYBaTHU refb He Oinbilie 1 pa3y Ha mo0y.

[TaiieHTiB ciig momepenuTy, 10 30iIbINIEeHHS KiTbKOCTiI HAHECEHOT 0 T'eJli0 He
30inbIrye epeKTUBHICTh 3aCTOCYBAHHS IIpeIapary, a 30iJIbIIye PU3NK
IIOOpa3HEeHHs LIKIpH.

I171s1 TIOSIBU TepameBTUYHOTO e(heKTy MOKe 3HaJOOUTHUCH Bifl 2 MO 5 TUXKHIB
JIIKyBaHHs. MakcuMaJIbHUU KypC JIIKyBaHHSA CKJlamae 12 TUXKHIB.



itk

He 3acTOCOBYIOTH OiTAM BiKOM [0 12 pPOKiB.

Ilepeno3yBaHHsA

HanMmipHe MiclieBe HaHEeCEHHS KITIHOaMillnHY/0eH3017Ty IePOKCUY MOXKe
CIIDUYMHUTHU TAXKKE IIOApPa3HEeHH LIKIpU. Y TAKOMY pa3i CIIiL IPUIINHUTHU
JIIKyBaHHS Ta 3a4YeKaTHU 3arOl0BaHHA IIOOPA3HEHbD.

[Tpu MiciieBoMy 3aCTOCyBaHHi O€H301y IIePOKCU 3arajioM He abcopOy€eThCs
Yy KiJIbKOCTi, OOCTaTHIU [OJI COPUYUHEHHS CUCTEMHOTO €(EeKTy.

HanMmipHe MiclieBe HaHECEHHS KIIIHOAMIIIUHY MOXKe CIIPUYUHUTU UOT0
abcopO11i0 Y KiJTbKOCTI, 110 JOCTATHS [JII BUHUKHEHHS CUCTEMHOI0 e(eKTy.

Y pa3si BUnmagkKoBOro 3aCTOCYBaHHA IIperapaTry BHYTPIIIHEO MOXKYTh
crocTepiratucs nobiuHi peakiiili 3 00Ky IIIITYHKOBO-KUIIIKOBOTO TPaKTY,
NoAi0HI OO THUX, III0 CIIOCTEPIral0ThHCA IPU CUCTEMHOMY 3aCTOCYBaHHI
KJIIHOaMILIUHY.

711 3MEeHIIIeHHsI CUMIITOMIB IIOAPa3HeHHd y pa3l HaAMIpHOr0 MiCLIEBOTO
HaHECEHHS CJIi[] BXXKUTHU BiATIOBIAHUX CUMIITOMaTAUYHUX 3axo0diB. Y pa3i
BUIIQOKOBOI'O 3aCTOCYBaHHSA BHYTPIIIHLO CJIig HagaTH BiAIIOBIOHY KITIHIYHY
OOIIOMOTY.

ITo0iuni epexTH

[To6iuHi peaxiiii mogaHoO B y3araJbHEeHOMY BUTJIS[I ITPU 3aCTOCyBaHHiI KoMOiHallil Ta
ITPY OKPEMOMY 3aCTOCYBaHHI Oil0YMX PEeUYOBUH ITperapaTy - 0eH3011y IepoKCcuny Ta
Kninmaminuny. ITo6iuHi peakilil npencTaBieHo 3TimHo 3 Knacudikaliero MedDRA Ta 3a
4acToToio (ouB. Tabnuiio 1). HYacToTy BU3HAUYEHO TaKMM YMHOM: AyKe 4dacTo (= 1/10);
gacTo (= 1/100 ta < 1/10); HeyacTo (= 1/1000 ta < 1/100); pigko (=1/10000 Ta
<1/1000) Ta HeBigoOMO (He MOXKHA BU3HAYUTH 3 HASIBHUX JAHUX).

Tabnuus 1. ITo6GiuHi peakiii mpu 3aCTOCYyBaHHi [Iif0UYMX PEYOBUH IIpenapary - 6eH3011y
IIepOKCHUAYy Ta KIIIHOaMIiluHYy.



Kiiac cucTeMu

. Kk
] Hyxe gyacto [(Hacto HeuacTo HesinoMmo
opraniB 3a MedDRA
AnepriuHi peaxkiiii,
ITopyiieHHst 3 OOKY BKJIIOYaI04H
iMyHHOI cHUCTEeMH rirnepuyyTauBiCTh Ta
aHadimakciio
ITopymeHHs1 3 OOKY .
. * [TapecTe3isa
HEPBOBOl1 CHCTEMH
Kormit (BkII0O4awo4u
. . rceBgoMeMOpPaHO3HUM
I'acTpoinTecTUHA/ILHI . i
KOJIiT), reMopariuyHa
IMOPYIIE€HH ST . . .
miapesi, giapes, Oinb y
JKUBOTI
EputemMma,
SJIyInyBaHHs, KoHTakTHUH
CyXiCTh TepMaTuT,
HOI.)YI]IBHHS.I 3 G(TKy _|(ronosrmnm BimayTra cBepOixK,
IIKipu Ta migmKipHOl . epureMaTo3- |[Kpomnus’'sHKa
. * YAHOM IeYiHHA _
KJIITKOBHHH OBIHOMIISIIOCE HUU BUCHII,
SIK IIPO SIBHIIA 3aroCTpeHHS
ITOMipHOI aKHE
IHTEHCHUBHOCTI)

3arajabHi NOpyHIeHHSA
Ta MOPYIIE€HHsI B
Micui HaHeCeHHsI

Peaxkiil B miciii
HaHECEeHHS],
BKJTIOYAI04HU
3HeOapBIIeHHS

X . .
B micii HaHeceHHs.

Ha ocHOBI maHUX IIOCTMAPKETHHI'OBUX CIIOCTEPEZXKEHD. Ockinbku 11i CIIOCTEepEeXKEeHHs

OXOTI/TIOIOTh TPYIIM HaceleHHS HeBiIOMOl YMCENbHOCTI Ta BK/IIOYalOTh 3MilllaHi

(pakTOPU, HEMOXKJINBO JOCTOBIPHO OLIIHUTH 1X YaCTOTY, IPU IbOMY CUCTEMHI peaxiiil




3yCTpiYanauch pigko.

Ha mopmaTok mo mo6iuHuX peaklii, siKi HaBeIeHOo y TaOIulli Buille, y TOJIOBHOMY
KJIIHIiYHOMY AOCJIiAXKeHHi i3 3aCTOCyBaHHSIM MiClleBO KiIiHmaMiuHy 1%/06eH301my
nepokcuny 3 %, remw, 4acTo CIIOCTepiranuch peakilil ¢poroceHcubinizalii B miciii
HaHECEeHHS.

Micuesa nepeHocumicmb

3a maHuMU 5 KIIIHIYHUX OOCIiAXKeHb i3 3acToCyBaHHSM rejio [lyak BCix malieHTiB OyIio
KJ1acu((}iKOBaHO 3a CTylI€HEM €pPUTEMHU, 3JTyIIyBaHHS, BIOUYTTS MEe4YiHHS Ta CyXOCTi
3rigHo 3 Takoio IiKaso: 0 - BincyTHi nposiBu, 1 - cnabkui, 2 - mOMipHUH, 3 - TIXKKUN
CTyHiHb. BifCOTOK MIaIli€HTIB, AKi MaJl CUMIITOMHU A0 Ta IIPOTATOM JIIKyBaHHSI,
IpeacTaBiIeHO y TabnuIli 2.

Tabnuisa 2. MicluieBa mepeHocuMicTh remto [Iyak mpu 3aCTOCYBaHHI MOT0 OOUH pa3 Ha
moOy y marienTiB (n=397), ki 6panu y4yacTh y 3 ¢a3i KIiHIYHOTO JOCTigKeHHS.

o mikKyBaHHsI IIporsiroM JdiKyBaHHS
IToOiuHi . ) . . . ) . .
eakmii Cnaokui | [Tomipauu | Tsaxxkku# (CnaOku# [Tomipau#u | TsKKHH
P a CTyImiHb |CTYHmiHBb |CTYHiHBb |CTYHiHb |CTYHiHb |CTyHiHBb
EpureMma 28% 3% 0 26% 5% 0
3ayuryBaHHsA 6% <1% 0 17% 2% 0
BiguyTtTsai
. 3% <1% 0 5% <1% 0
nedinHa
CyxicTtsb 6% <1% 0 15% 1% 0

TepMiH NpHIAaTHOCTI

1,5 poku.

TepmiH npudamHocmi nicas nepwo2o 8iokpumms mybu - 2 MicCsIIi.



VYMmoBHu 30epiranHs

30epiraTtu B HEJIOCTYITHOMY [JIs miTel Micii. 30epiratu B XOIOOUIbHUKY (2-8
2C). He 3aMOpOXKyBaTH.

Ymoeu 36epizavHs nicas nepuwoz0 8iokpumms myou.

30epiraTty B HEJOCTYITHOMY IJIs1 OiTEM MicClli mpu TeMIiepaTypi He Buile 25
°C.

YnakoBKa

ITo 15 r abo mo 25 1, a6o mo 30 r B TyOi, mo 1 TyOi B KApTOHHiN KOPOOIIi.

KaTeropist Bignycky

be3s penernra.

Bupoo6oHuK

I'makco OnepeuwHc FOK Jlimiten, Benvka bputanid.

Glaxo Operations UK Limited, United Kingdom.

Anpeca

I'makco OnepeniHc FOK Jlimiten, XapMmip Poyn, baprapg Kactin, DL12 8DT,
Benuka bputanis.

Glaxo Operations UK Limited, Harmire Road, Barnard Castle, DL12 8DT,
United Kingdom.



