IHCTPYKIIIA
IJIS MEeIUYHOI'0 3aCTOCYBaHHA JIiKapChbKOro 3aco0y
ITUTEAIJI
(CYTEAL®)
Cknao:
0itoui peyosuHU: TeKCaMiouH, XJIOPTeKCUOHH, XJIOPKPE30JT;

100 M1 po3uuHy MiCTATE TeKcaMinuny miizetionaty 0,1 r, ximoprekcununy puriatokosnary 0,1 r,
xJopkpe3ony 0,3 1;

JonoMidcHi pe4osuHU: KOKaMifomporinfeTail, JieTaHOIaMi XKUPHUX KUCJIOT KOKOCOBOTO Topixa,
KMCJIOTa eTHUJIeHIiaMiHTeTPaolTOBa, apoMaTH3aTOP XBOMHMM, KMUCJIOTa MOJIOUHA, BOfla OYHUIIEeHa.

JlikapcbKa (popma. Po34uuH [ 30BHIIIHBOTO 3aCTOCYBaHHS.

OcHOB8HI (pi3uKo-XiMiYHI 81aCMUBOCMI: CBITIO-KO0OBTA B'sI3Ka PifMHA 3 XapaKTEPHUM 3alaxoM.

QapmaKOTepaneBTHqHa rpyiua.

AuTrcenTHyHi i me3ingikyioui 3acobu. Kog ATX DO8A C52.

®apmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

[TinoyTBOPIOIOUMH PO3YUH OJIST @HTUCENITUYHOI 00POOKH IIKipH i CTM30BUX 000JIOHOK, SKUM MiCTHUTB:
- XJIOPTeKCUAXH (KaTiOHHUYM aHTUCEIITUK, II0 HaJIeXKUTh [0 Kjacy 6iryaHimis);

- reKCaMifgVH (KaTIOHHUY aHTHCEITHK, 110 HaJIeKUTh [0 KJIacy giaMifguHiB);

- XJIOPKPe3071 (MpencTaBHUK KJlacy rajaoreHo(peHoIiB).

[TpemapaT € M'IKMM aHTHCEIITUKOM i3 6aKTepiocTaTUYHOIO (ajie He 0aKTEePULIUIHOI),
TPUXOMOHAIOIUIHOO Hi€l0, IKUM YaCTKOBO iHTiOyeThCS OpraHiyHUMY pedyoBUHAMHU. BiH yTBOpIOE
KOMIIJIEKCHI CIIOJIyKM 3 KOPKOM, I'yMOIO Ta IHIIWMU [0JIiMepaMy, MaKpOMOJIeKyJlaMy, aHIOHHUMU Ta
HEiOHHUMH TOBEPXHEBO-aKTUBHUMY PEYOBUHAMHU (MUJIO).

dapmMaxkoKiHemuxka.
Abcopbuis

dapMakKOKiHEeTUYHI JochigxKeHHs LluTeany He MIPOBOJUINC.



XJIOPTeKCHUIUH: KaTIOHHUH aHTHCENTHK, SKUH MII[HO 3B’I3YETHCS 3i MIKIPOIO, IIPK I[LOMY AyXKe IIOTaHO
abcopOyeThCst yepes MIKipy.

lekcaminuH: yepesuIKipHa pe3opOilisd 3M0POBOI0 MIKiPOo BigOyBaeThCS MyKe MOBIIBHO.
X7I0pKpe301: JaHi o0 Aii XJIOpKpe30y y Mofel BigcyTHi. [IpoTe y mybrikalisgx 3a3HayeHo, 110
IPOHUKHICTH emifiepMicy MoguHu A1 0arathox (HeHONbHUX CIOIYK MOoXkKe OyTH IOB’g3aHa 3

Koe(ilieHTaMu pO3MOIiLYy OKTaHOJI/BOAA.

[TpoHVMKHEHHS aKTUBHUX CyOCTaHIIil Yepe3 MIKipy € HU3bKUM IIPU TEPAleBTUYHOMY [I03yBaHHi.
Heo0OxinHo 6paTy IO yBaru MicClie3HaXO[XKeHHS IiNSHKYA HAaHeCeHHs, PO3Mip AiNITHKY, SKa Mifgisarae
JIiIKyBaHHIO, CTaH AiSHKY IIKipX (MIOIIKOAKEHa IIKipa Y1 HeIlOIKOAXKeHa) Ta TPUBAIICTh JIiKyBaHHS
(muB. yacTuHy «OCOOIMBOCTI 3aCTOCYBAHHS»).

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

I7s aHTUCENTUYHOI 00POOKM MIKipH i cIr30BUX 000JI0OHOK ¥ AiTed 0o 18 pokis, 30KpeMa y
HEJOHOIIEHUX [iTel, HOBOHAPOMIXKEHUX 1 HEMOBJIAT, MifJIiTKiB Ta JOPOC/IUX IIPU IEPBUHHUX
OakTepialbHUX YpaXKeHHSX, a TAKOXK ypaXKeHHSX, SKi MOXKYTh IIPU3BECTH IO PO3BUTKY
CynepiH@eKIii.

[TpumiTKa. AHTUCENITHYHI 3aC00M He € CTEPUIi3yIounMu. BOHM THMYacOBO 3MEHIIYIOTh KiJIbKiCTh
MiKpOOpPraHi3MmiB.

IIpomunoka3aHHs.

linepuyyTnUBICTD A0 Aif0UMX PEYOBUH ab0 M0 Oyab-IKOi HOMOMIKHOI PEYOBUHU JTiKapChKOT0 3aC00y.
[IpenapaT He MOXkKHa 3aCTOCOBYBaTHU:

- 71T QHTUCENITUYHOI 06POOKY IIKipHU Iepeq MyHKLIIME Ta iH'e€KITisTMu;

- ons Oyob-siKOi iHBa3iMHOI MPOLeypH, III0 BUMAarae XipypriuHoi aHTUCENTUKY (HapPUKIIas
CIIMHHOMO3KOBA IYHKITisT, BCTAHOBJIEHHS IIeHTPAIbHOT0 BEHO3HOT0 KaTeTepa TOIIO);

- ois me3indexiii MeIUYHUX i XipypriuyHux iHCTPYMEHTIB.

He MoXkHa [OMyCKaTH KOHTAKTY JIiIKapChKOTO 3aco0y 3 0YMMa, MO3KOBUMHU 0O0JIOHKAMH i MO3KOM, a
TaK0XK MOTPAIJITHHSA JTIKapChKOro 3aco0y y Byxa, 0co0IuBO y pasi mepdopanii bapabaHHOi
TIEPETHUHKM.

B3aemodia 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.
HocmifKeHHS OO0 B3aEMOIil He IPOBOIUIIUCS.

3 ornsamy Ha MOXKJHMBICTb B3a€MOZIl (aHTAroHi3M, iHaKTUBAllisg TOIIO) ITPerapaT He CITif



3aCTOCOBYBATH OOHOYACHO ab0 MOCTiOOBHO 3 iHIMMMU MicIieBUMU 3acobaMu Iy 00pOoOKY LIKipH.
Jlikapceku# 3acib He CITif 3aCTOCOBYBATH OOHOYACHO 3i 3BUYAWHUM MHUJIOM.

Oco6.1ueocmi 3acmocyeaHHsi.

BpaxoByiouu BigCyTHICTh iH(popMallil mof10 Yepe3uIKipHoi abcopOiril, He MOXKHa BUKJIIOYATH IOSIBY
cucTeMHUX eheKTiB. IMOBIpPHICTD iXx BUHMKHEHHS 3pOCTa€E Mpu 6araTopa30BUX aIllTiKallisX, 0COOIUBO
KOJI 00pOOISETHCS BEIMKA HisHKA, CIM30Bi 000JI0HKY, TIOBEPXHS IIifl OKJII031HOI0 MOB'sI3K010, TIpU
HasIBHOCTI ITOIIKOMXKEHb Ha MIKipi (30KpeMa omikiB), mpu 06pobii MKipy He[IOHOIIeHUX fiTel abo
HEeMOBJIAIT (BPaXx0OBYIOYH CIIIBBINHOIIIEHHS IIJIOLII IIOBEPXHI Ta MacCH Tijla, a TaKOX OKJIIO3IMHY [Ai0
MiATY3KiB Ha CITHUIISX OUTUHU).

[ToBimoMIANIOCS IPO BUNIaAKYA KOHTAKTHOTO IEPMaTUTY (BKIIIOYaOUM aJlepridHui JepMaTuT), 1o
TIOB'SI3aHO 3 HASIBHICTIO TeKCaMiguHy Ta [esKUX JOIOMIXKHUX PEUOBHH Y CKJIafli IiKapChKOTo 3acoby
(ouB. po3min «I1o6iuHi peakiiii»). 3acTocyBanHs LluTeany HeoOXigHO MPUNMHUTH TP BUHUKHEHHI
CEepUO3HUX CUMIITOMIB, i ITepIll HiXX 3aCTOCOBYBaTH LluTean 3HOBY, NAI[i€HT TIOBUHEH 3BEPHYTUCS [0
JiKaps.

JlikapceKui 3acib MoxKe CIpUUMHSTYA TeHepali3oBaHi anepriydi peakiiii 4yepe3 BMICT XJIOPTeKCUAKHY,
SKi MOXKYTb BUHUKATU IIPOTATOM [OEKiIbKOX XBUJIMH IiC/IsL 3aCTOCYBaHHS.

[TomibHOo mo yCix iHMIKX MiHOYTBOPIOIOYMX PEUOBHH, IiCJIS 3aCTOCYBAHHS PETEIHHO IPOMUNTE
00pob6neny minsgHKy. JlikapchKuii 3aci® He IIOBUHEH MOTPAIISATH B 04i. ITiciist BUITaKOBOTO
TIOTPAIJITHHS B 04i JIiKapChKUX 3ac006iB, 110 MiCTSTh XJIOPTe€KCUANH, IOBIJOMJISIIOCS IIPO Cepito3Hi
BUIIQ[IKX CTIMKOTO IOIIKOIXKEeHHS POTiBKH, 1110 MIOTEHIIiHO MoTpe0yBaso TPpaHCIIaHTallil pOTiBKHU.
HeobxigHo OyTu myke 06epekHUM IIifl 4Yac 3aCTOCYyBaHHS JIiKapChKOro 3acoby, 1100 3amobirtu ioro
IIOTPAIUIAHHIO B 04i. AKIIO JTikapCchKui 3acid mOTpanuB B 04i, HETalHO Ta PeTeIbHO IIPOMUNTE IX
BOH010. CIlig OTpUMaTH KOHCY/IbTALlil0 0PTaTIbMOJIOTa.

[Ticns BigKpuTTA dnakoHa iCHye pu3uK MiKpoOHOTO 3a0pyoHEHHS Nipenapaty (Aasd ¢prakoHiB Oinbiie
Hix 250 mi).

4K i micnsg 3acTocyBaHHS OyOb-SKUX MIHOYTBOPIOIOUUX 3ac00iB, 00p0o0IeHy OiNgHKY HeoOXigHO
PeTeNbHO IPOMUTH BOLOI0.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.
BazimHicmb

IaHux 00 3aCTOCYBaHHS KOMOiHaIliM reKkcaMiguHy fii3eTioHaTy, XJIOPreKCUOUHY TUTIIOKOHATY Ta
XJIOPOKPE30J1y BariTHUMU HENOCTaTHLO. [IOKIiHIYHiI HOCTimKEeHHSI Ha TBapUHAX He BUSBHUIIM IPSIMOI
Y1 HEeIPSMOIl IMIKiAIKUBOI Oil mifg 9ac BariTHOCTI.

4Kk 3anobixkHuM 3axin 6akaHO YHUKATH 3aCTOCYBaHHS JiKapChKOro 3aco0y y mepiof BariTHOCTI.



I'odyeaHHA 2py00to

He 0od4iKy€eThCs KOOHOTO BIIJIUBY Ha JUTUHY (HOBOHAPOAXKEHOTo abo HEMOBJIS), AKa 3HaXOOUTHCS Ha
TPYLAHOMY BUTOLOBYBaHHI, OCKIJIbKY €KCKpellis akKTUBHUX PEUOBUH IIpenapary y TpygHe MOJIOKO €
HE3HAYHOIO.

Jlikapcekui 3acib MoKHa 3aCTOCOBYBATHU B IEPiof] rOgyBaHHS I'PYAIIO.

4Kk 3amobixkHUY 3axil He PEKOMEHAYEThCS HAHOCUTU IperapaT Ha MOJIOYHI 3aJI03U XKiHKaM, SKi
TOOYIOTh TPYAIIO.

depmuabHicMb

IocmigxeHHS Ha TBapAHaX He MTOKa3yIOTh BIUIMBY LluTeany Ha pepTUNIBHICTD IPU HOPMaJIbHUX
yMOBax 3aCTOCYBaHHS.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

[TpemapaT He BIUIMBa€E ab0 Mae He3HAYHUH BIIJIUB Ha 3[aTHICTh KEPYBATH aBTOTPAHCIOPTOM abo
IHIMMMY MeXaHi3MaMH.

Cnocid 3acmocyeaHHss ma do3u.
Cnocib 3acmocyeaHHs

[TpemapaT BUKOPUCTOBYIOTH SIK PifKe MUJIO Hepo3BemeHUM abo Iiciisi po3BeNeHHs BOMIOI0 Y
criBBigHomeHHi 1 : 10.

1-2 3actocyBanHs Ha 000y BIpomoBx 7-10 [HIB.
[Ticnst 3acToCyBaHHS PO3YMHY 00P00JIeH] OiNSITHKY 3aBXKOM PeTEIbHO ITPOMUBAIOTH BOJOIO.

Hepo3BeneHuii p0O3YKH 3aCTOCOBYIOTh Ha HEBEJIUKI OiNISTHKY LIISIXOM BTUpPaHHS. HaHecTu
HEpO3Be[leHN PO3UUH Ta PeTEeIbHO IIPOMUTH Miclle HaHECEHHS IIpenapaTy BOJOIO.

Po3BeqieHMit pO3UKMH 3aCTOCOBYIOTh SIK PifKe MUJIO Ha iH(iKOBaHi ypaKeHHS MIKipH AT MUTTS a0
3MOYYyBaHHS MiJ 4ac KynaHHg a0o IpuiHATTS pyury. [Ticyis 3acTOCyBaHHS PETENIbHO 3MUTHU BOJOIO.

Po3BeneHuit po34yuH He mignsrae 30epiranHio i Mae 6yTH 3aCTOCOBAaHUM HEramHO.
[TpemapaT npu3HaYeHUN JHUle A1 30BHIIIHLOTO 3aCTOCYBaHHS!

3a60pOoHSETHCS 3aCTOCOBYBATH IipenaparT napeHTepanbHo abo mepopanbHo! He KoBTaTH!



Himu.

3aCTOCOBYIOTH [iJI aHTUCENITUYHOI 00POOKM IIKipH i cl30BUX 000JI0HOK y AiTel no 18 pokis,
30KpeMa Y HEe[OHOIIEeHUX [iTeld, HOBOHAPOAXKEHUX, HEMOBIIAT, MiIIiTKIB.

Ilepedo3yeanHsi.
[Tpo BuMafKu Mepeno3yBaHHS He MOBiMOMIISIIOCS.

He crig npoMuBaTy IIUIYHOK IIPY BUIIaAKOBOMY IIPOKOBTYBaHHI [luTeany, OCKIJIbKY IIpernapar €
[IIHOYTBOPIOIOYUM.

JIikap IOBUHEH BXKUTH 3arajibHi 3aX0O¥ JOMIOMOTH.

ITo6iuni peakuii.
[ToGiyHi peaktii mpefcTaBieHi BignoBifHo mo knacudikamnii MedDRA: gyxe dacto (= 1/10), gacrto (=
1/100 mo < 1/10), mewacto (= 1/1000 go < 1/100), pigko (= 1/10000 mo < 1/1000), myxe pigko (<

1/10000), vacToTa HeBimoMa.

Yacmoma Hesidoma:

- 3 60Ky iMYHHOI cucmemu: aHaQiTaKTUYHKI MOK', TiIepYyTAUBICTh', KOHTAKTHUN NePMaTUT ;
- 3 60Ky WKipu ma niOwKipHUX MKAHUH: MicIeBi peakii’;

-3 60Ky OpraHiB 30py: HoApa3HeHHs oueli’, epo3is poriBku, HedeKT/ypaxkeHHs emiTesnilo POTiBKY,
IIOCTiHE 3Ha4YHe MOPYLIEHHS 30pY.

'IcHye pu3MK reHepasi3oBaHoi aneprivHoi peakliii Ha XJTOPreKCUAKH, 10 MOXe IIPU3BECTH 10
aHaginakTUYHOro IOKY. [IposiBaMu € yTpynHeHe OUXaHHS, HaOPSK 00IuYYs, TAKKUN IIKipHUN
BUCHII. SIKIIO y TallieHTa BUHUKAE ajlepriyHa peakilis Ha XJIOPreKCUAXH, oMy HeoOXimHO HeranuHO
IPUNUHUTY 3aCTOCYBaHHA IIpenapaTy Ta 3BEPHYTUCS 3a MEAUYHOIO NOIIOMOI0I0.

*KoHTaKTHMIA OepMaTHUT, CIPUYNHEHNN reKCaMiTMHOM, aCOIIOETHCS 3i CIIeIn(pivHOI0 PeakKIlieo
ApTioca, 110 MOXKe CBIJYUTH IIPO y4YaCTh I'YMOPAJIbHUX IMyHOJIOTIYHUX MeXaHi3MiB.

F'ekcaMiguH MOXKe CIPUUYMHUTH CeHCHOiTi3allito, MMOBIPHICTh BUHUKHEHHS SKOI 3pOCTaE 3
IIOCUJIEHHAM TSAXKKOCTI elifiepMaibHUX ypaxeHs. KITiHIYH] CUMIITOMY y TaKUX BUIIafKax
3me6iNbIIoro Biipi3HAIOTECS Bifl KJTACUMYHOI KOHTAKTHOI €eK3eMH: BUCUIIAHHS 3a3BUYai 3
iHdinbTpaTamMu, crocTepiraThCS Mamnyab03Hi a0 mamy10-Be3UKyIb03Hi HalliBchepuyHi yTBOPEHHS,
i3onmpoBaHi abo 3rpynoBaHi. BoHu € GiNbII YUCIEHHUMH, 37IMBAIOTHCS V MiCLISIX 3aCTOCYBAHHS
aQHTHCENTHKA Ta MOLIMPIOITHCA Ha i30/1b0BaHi efeMeHTH. YacTo Iii ypaxKeHHS 3HUKAITh IIOBIJIHHO.

KoHTakTHUY IepMaTUT MOxKe OyTH BUKIMKAHUH JONOMIXKHUMYU PEYOBUHAMMU
(koKamimomporminfeTaid Ta gieTaHOIAMIi[ XKUPHUX KUCJIOT KOKOCOBOT'0 ropixa), 110 0yi1o 3adikcoBaHO
y micnsipeecTpalliiuuii nepion (quB. po3min «OcoOIUBOCTI 3aCTOCYBaHHS»).

KoHTakTHa eK3eMa (PU3UK MiCIIeBOl aJIepriyHol peakilii Ha XJIOPreKCUANH, 0COOIHUBO IPH
00po011i MOMIKOIXKEHOI ITKipH, CIM30BUX 000JIOHOK i BUPA30K Ha HOTaX). MOKJ/IMBe 3ar0CTPEeHHS



CynepiHGiKoBaHOTO YpaxKeHHS.
‘Tlompa3HeHHs 04eli: NP BUIAAKOBOMY IOTPAIISHHI.

* MOBimOMIIATIOCS TIPO BUIAAKH CEPI03HOI epo3il poriBKHU Ta MOCTIMHOr0 3HAYHOTO HOTipIIeHHS 30Py
BHACJIIOK HEHABMMICHOTO BIIJIUBY Ha O4i, 1[0 IPXU3BeEJIO IO TOTO, IO AeSKUM MallieHTaM 3Hafgo0uacs
TPaHCIJIaHTALlls POTiBKH.

*Micresi peaxiiii: BiTyyTTs cubHOro 00710, CBepOiXK, MeYiHHs, CYXiCTh LIKipH, TOYEPBOHIHHS,
0co06uBo Impu GaraTopa3oBOMY BUKOPHUCTAHHI.

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6ivHi peakirii

[ToBimomeHHs PO Migo3pioBaHi mOGiYHI peakiii micyisg peecTpaliil 1iKkapchbKoro 3aco0y Ma€e BaxKJIUBe
3HaueHH4. lle mae 3MOry IpOBOAUTYA MOHITOPUHT CIIiBBiIHOLIEHHAM KOPUCTL/PU3UK IIPU
3aCTOCyBaHHI LIbOTO JTiKapchKOro 3aco0y. MeauyHuM Ta (papMalleBTUUYHUM IIpalliBHHKaM, a TaK0XK
naifienTaM abo iXHiM 3aKOHHUM IPeACTaBHUKAM CIIifl TOBITOMJISTH PO yCi BUTIAAKH IiM03PIOBAHUX
no0iYHMX peakIlidl Ta BifCyTHOCTi epeKTUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMaTH30BaHY
indopMmariiHy cucteMmy 3 hapMakKOHarIsAAy 3a MOCUIaHHSAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi.

3 POKH.

YMmoBH 30epirannsi.

30epiratu y HeJOCTYIIHOMY OJIs1 HiTel i 3aXuIlleHOMY Bifl CBiT/Ia MiClli ITpK TeMIIepaTypi He BHUIIE
25 °C.

HecymicHicmb.

®JTakoH He MOBUHEH 3aKPUBATHUCS KOPKOBOIO IMPOOKOIO.

VYnaxoBka.

[To 250 mn y nomnieTHIE€HOBOMY (IaKOHI.

Kareropis Bignmycky. be3s penenra.

BupoOHHK.

IT'ep ®abp MemukamenT IIpomakimy /



Pierre Fabre Medicament Production.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicClsi IPpOBaJKeHHsI HOro JisyIbHOCTi:
BUpoOHMYa minbHuLs [Tpoxidapm, Byn. Jlice, 45500 XKien, @panis /

site Progipharm, Rue du Lycee, 45500 Gien, France.



