IHCTPYKIIIA
IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y
IIUTEAJI

(CYTEAL®)

CKnao:
0itoui peyosuHU: TeKCaMiouH, XJIOPTeKCUOHH, XJIOPKPE30JT;

100 M1 po3uuHy MicTATE TeKcaMinuny miizetionaty 0,1 r, ximoprekcuguny guriatokosnaty 0,1 r,
xjopkpe3ony 0,3 1;

donomigcHi peyoguHU: KoKaMifomporninbeTail, fieTaHOIaMifl XKUPHUX KUCTIOT KOKOCOBOT'O ropixa,
KHCJIOTa eTUIEeHIiaMiHTEeTPaoITOBa, apOMaTHU3aTOP XBOMHMM, KMCI0Ta MOJIOYHA, BOJla OUYMIIEHa.

Jlikapcbka ¢popma. Po34yuH [71s1 30BHIIIHBOT'O 3aCTOCYBaHHS.

OcHOBHI (pi3uKko-XiMiYHI 8/1acMuUBOCMI: CBITI0-KO0BTa B'sI3Ka pPiinHa 3 XapaKTEPHUM 3allaxoM.

dapMakoTepaneBTHYHA Irpyma.

AuTrcenTHuHi i me3ingikyoui 3acobu. Kog ATX DO8A C52.

®apmako102iuHi 8 1acmueocmi.

®apmakoduHamika.

[TinoyTBOPIOIOUMH PO3YUH OJIST QHTUCENITUYHOI 00pOOKY IMIKipH i CTM30BUX 000JIOHOK, SKUHM MiCTHUTB:
- XJIOPTeKCUIWH (KaTiOHHUYM aHTUCEIITUK, II0 HaJIeXKUTh [0 Kjacy OiryaHimis);

- TeKCaMigvH (KaTIOHHUY aHTHCEITHK, 110 HaJIeKUTh A0 KJIacy giaMiguHiB);

- XJIOPKPEe3071 (MMpefCcTaBHUK KJIacy rajaoreHo(peHoIiB).

[TpenapaT € M’'SIKUM aHTHCENITUKOM i3 6aKTepiocTaTU4HOWO (ane He 6aKTepPUIUOHOIO),
TPUXOMOHAIOIIUIHOO Hi€l0, IKUM YaCTKOBO iHTiOyEeThCS OpraHiyHUMEU PeYyoBUHAMHU. BiH yTBOpIOE
KOMIIJIEKCHI CIIOJIyKM 3 KOPKOM, T'yMOIO Ta iHIIMMH I0JIiMepaMy, MaKpOMOJIeKyJlaMy, aHIOHHUMU Ta
HEiOHHUMH TOBEPXHEBO-aKTUBHUMHU PEYOBUHAMHU (MUJIO).

dapmakoKiHemuxka.

Abcopbuis



®apMaKOKiHEeTHYHI JochigXKeHHs LluTeany He IPOBOOUIIACS.

XJIOpPTreKCUOUH: KaTIOHHUY aHTUCENTUK, SKUU MIIIHO 3B’SI3YETHCS 31 WIKIPOIO, IIPU LILOMY AyKe II0TaHO
abcopOyeThCst Uepes MIKipy.

lekcaminuH: 4epes3uIKipHa pe3opOilis 3M0POBOI0 IKiPOio BigOyBaeThCS MyKe MOBIIBHO.
X7I0pKpe30It: JaHi o0 Aii XJIOpKpe30y y mofel BigcyTHi. [IpoTe y mybrikalisx 3a3HayeHo, 110
IIPDOHUKHICTH emifiepMicy moguHu i 0arathbox GeHONbHUX CIOYK MoXkKe OyTH IOB’sg3aHa 3

Koe(ilieHTaMu pO3MOLiNy OKTaHOJI/BOAa.

[TpoHUKHEHHS aKTUBHUX CyOCTaHIiX Yepe3 MKiPy € HU3bKKUM IIPU TepalleBTUYHOMY HO3yBaHHI.
Heo0xigHo 6paTut 0 yBaru MicIie3HaXOmKeHHS OiITHKY HaHeCEHHS, PO3Mip TiNsTHKH, KA MigiIsarae
JIIKyBaHHIO, CTAH OiUISHKY LIKipU (IOMIKOXeHa LIKipa Y1 HEMOMKOAXKeHa) Ta TPUBAJIICTh JIIKyBaHHS
(muB. yacTuHy «OCOOMMBOCTI 3aCTOCYBAHHS»).

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

I aHTUCENTUYHOI 06POOKY IIKipH i clIr30BUX 000JI0OHOK Y miTed mo 18 pokiB, 30KpeMa y
HEIOHOIIEHUX iTel, HOBOHAPOIXKEHHNX i HEMOBJIAT, HiAJIITKIB Ta MOPOCIUX IIPU NEPBUHHUX
OakTepiaTbHUX YpaXKeHHSX, a TAKOXK YpPaXKeHHSX, SKi MOXKYTh IPU3BECTH 10 PO3BUTKY
CynepiH(eKLii.

[TpuMiTKa. AHTHCENTUYHI 3aco0U He € CTepHuIi3ylouyuMu. BoHM TUMYacoBO 3MEHIIYIOTh KillbKiCTh
MIKpOOpPraHi3Mis.

IIpomunoka3aHHsA.

linep4YyTnuBICTE O Aif0UMX PEYOBUH ab0 J0 OyIb-IKOi MOMOMIKHOI PEYOBUHY JTiKapChKOT0 3aC00y.
[TpemapaT He MOXKHa 3aCTOCOBYBATH:

- IJIST QHTUCENITUYHOI 06pOOKY IKipy mepey MyHKIISIMU Ta iH'€KLisIMu;

- oist Oymb-sIKO1 iHBa3iMHOI IIPOLIeypH, 110 BUMArae XipypriuHoi aHTUCENTUKY (HAPUKIaz
CIIMHHOMO3KOBA IIYHKIIiSI, BCTAHOBJIEHHS IIeHTPaIbHOT0 BEHO3HOT'0 KaTeTepa TOIIO);

- 015 me3iHdeKIril MeJUYHUX i XipypriyHuX iHCTPYMEHTIB.

He MoxHa [OIyCKaTH KOHTAKTY JIiIKapChKOTO 3aco0y 3 0YMMa, MO3KOBUMHK 000JIOHKaMH i MO3KOM, a
TAKOXK IOTPAIJITHHS JTiIKapchKOro 3aco0y y Byxa, 0co61uBO y pa3i mepdoparii 6apabaHHOi
TIePETHHKH.



B3aemodin 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.
IocmigXeHHS 100 B3aEMOil He TTPOBOTUIIHCS.

3 orisAmy Ha MOXKJIMBICTb B3a€MOZIil (aHTAroHi3M, iHaKTUBAllis TOIIO) ITPerapaT He CIIif
3aCTOCOBYBATH OJHOYACHO a0 MOCTIiMOBHO 3 iHIIMMY MicIleBUMHU 3aco0aM¥u [Jist 00PoOKH IIKipH.
Jlikapcekui 3acib He CITif 3aCTOCOBYBATH OOHOYACHO 3i 3BUYAWHUM MHUJIOM.

Oco6 1ueocmi 3acmocye8aHHs1.

BpaxoByiouu BigCyTHICTh iH(popMallil 1of10 Yepe3uKipHoi abcopOiril, He MOXKHa BUKJIIOUATH IOSIBY
cucTeMHUX eheKTiB. IMOBIpPHICTD iXx BUHMKHEHHS 3pOCTa€E Ipu 6araTopa3oBUX aIlTiKallisgxX, 0COOIUBO
KOJI 00pOOISIETHCS BEIMKA OiISHKA, CIU30Bi 000JI0HKY, TIOBEPXHS IIifl OKJ/II031MHOI0 OB 'SI3K010, TIpU
HasIBHOCTI ITOIIKOMXKEHb Ha IMIKipi (30KpeMa omikiB), mpu 00pobii MmKipy HefOHOIIeHUX fiTei abo
HEMOBJIAT (BPaxOBYIOYH CIIiBBITHOIIEHHS IIJIOII IIOBEPXHI Ta MaCH Tijla, a TAaKOXK OKJIIO3iMHY Oil0
MiATY3KiB Ha CITHUIISX OTUTUHU).

[ToBimOoMIIsIIOCS PO BUIMIAAKW KOHTAKTHOTO AePMaTUTY (BKJIIOUAIOUM ajiepPTrivHui) IIpY 3aCTOCyBaHHI
reKCaMifiliHy, XJIOPTeKCUUHY Ta XJIOPOKPE30J1y, a TAaKOXK ABOX AOMOMIXKHUX PEYOBUHHU, II0 MICTATHCI
y CKJIafii pO3UMHY AJIS 30BHIIIHKOT'0 3aCTOCYBaHHS (OuB.po3xin «[1o6iuHi peakii»). Y pasi po3BUTKY
TSKKUX CHMIITOMIB 3aCTOCYBaHHS JTIKapChbKOTO 3ac00y CIIil MPUIUHUTH, a IIepef IOBTOPHUM
3aCTOCYBaHHSM IallieHTaM CJIifi IPOKOHCYIbTYBATUCA 3 JIiKapeM.

[Tomi6HOo mo ycCix iHMKX MiHOYTBOPIOIOYUX PEUOBHUH, MiC/IS 3aCTOCYBAHHS PETEIHHO IPOMUNTE
00pobneny minsgHKy. JlikapchKuii 3aci6 He IIOBUHEH MOTPAIISATH B 04i. ITicyis BUITaKOBOTO
TIOTPAIUISHHS B 04i JTiKapChKHUX 3ac00iB, 110 MiCTSATh XJIOPTE€KCUANH, TIOBiTOMIISITIOCH ITPO CePio3Hi
BUIIQMIKX CTIMKOTO IOIIKOIKEeHHS POTiBKH, 1110 IIOTEHIIiiHO ToTpeOyBaso TpaHCIIaHTallil pOTiBKH.
HeobxigHo OyTu myxke 06epekHUM IIifi Yac 3aCTOCYBaHHS JIiIKapChKOro 3acoby , 1100 3amobirtu ioro
MOTPAIISTHHIO B 04i. JKIIO TiKapChKUi 3acib MOTPanuB B 04i, HETAaHO Ta PeTENTbHO MPOMUMTE 1X
Bomoto. Crtig oTpuMaTH KOHCYJbTallito 0hTalbMOoJIora.

Jlikapchkui 3acib MoxKe CIPUYMHSITH CEePHO3HY reHepali30BaHy allepriuyHy peakiliio 4epe3 BMiCT
XJIOPTeKCUNHY, IKa MOXKe BUHUKATU IIPOTITOM OeKiIbKOX XBUJIMH IIiC/IS 3aCTOCYBaHHS.

[Ticns BigkpuTTS (PrrakoHa iCHYe pu3uK MiKpoOHOr0 3a0pyoHeHHs mpenaparty (oas ¢haakoHiB Ginblme
Hix 250 m).

4K i micnst 3acTocyBaHHS OyOb-IKUX MUIOYUX 3aC00iB, 00p00JIeHy TiMgHKY HEOOXIIHO peTeNbHO
IIPOMUTHU BOJOIO.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyd0to.
BazimHicmo

IaHux 000 3aCTOCYBaHHS KOMOiHalli! reKkcaMiguHy fii3eTioHaTy, XJIOPreKCUOUHY TUTIIOKOHATY Ta
XJIOPOKPE30J1y BariTHUMU HENOCTaTHLO. [IOKIIiHIYHiI HOCTiAKeHHSI Ha TBapUHAX He BUSBHUIIM IIPSMOI
YM HEMpPSMOI IIKIiAIKUBOI Oil mifg 9ac BariTHOCTI.



4K 3amobixHMi 3axim 6axkaHO YHUKATH 3aCTOCYBaHHS JTiKapPChKOT0 3aco0y y mepiof BariTHOCTI.
I'o0ysaHHA 2pydoro

He ouikyeThCs KOIHOTO BIJIMBY Ha OUTUHY (HOBOHAPOMXKEHOT0 abo HEMOBIIS), SIKa 3HAXOAUTHCSA Ha
TPyOHOMY BUTOJOBYBaHHi, OCKiJTbKM €KCKpeIlis aKTUBHUX PEYOBUH IIpenapaTy y Tpy[iHe MOJIOKO €
HEe3HAYHOIO.

Jlikapcbkui 3aci6 MOXKHa 3aCTOCOBYBATH B IIEPiOf TOMyBaHHS TPYOIO.

4K 3anob6ixkHUY 3axil He pEKOMEHAYEThCS HAHOCUTU IIperapaT Ha MOJIOYHI 3aJI03U XKiHKaM, SKi
TOOYIOTh TPYATIO.

depmuabHicmMb

HocrnigXeHHS Ha TBapHHaX He ITOKa3yIOTh BIUIMBY LluTeany Ha PepTUNIBHICTD IPU HOPMaJIbHUX
yMOBax 3aCTOCYBaHHS.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

[Tpemapat He BIIMBae abo Mae He3HAUYHUH BIIJIUB Ha 3[IaTHICTh KEPYBATH aBTOTPAHCIOPTOM abo
IHIIMMY MeXaHi3MaMu.

Cnocib 3acmocyeaHHsi ma do3u.
Cnocib 3acmocy8aHHs

[TpemapaT BUKOPUCTOBYIOTH SIK PiflKe MUJI0 Hepo3BeleHUM abo Iiciisi po3BeeHHS BOMIOI0 Y
cruiBBigHomenHi 1 : 10.

1-2 3acTocyBaHHs Ha 000y BIpomoBxk 7-10 mgHiB.
[Ticns 3acTocyBaHHS PO3YKMHY 00p00IIeHi NiTTHKY 3aBXAKM PETETbHO ITPOMUBAIOTL BOMIOIO.

Hepo3BegeHut po3YrH 3aCTOCOBYIOTh Ha HEBEJIUKI MiNITHKY IIJITXOM BTUPaHHS. Hanectu
HEpO3BeeHNH PO3YHH Ta PETENIbHO IPOMUTH Miclle HaHEeCEeHHS IIpelapaTy BOAOIO.

Po3BenieHMit pO3UMH 3aCTOCOBYIOTH SIK pifKe MUJIO Ha iH(iKOBaHI ypaKeHHS MIKipH A7 MUTTS a0
3MOYYBaHHS IIiJl Yac KynaHHs abo mpuiHATTA mymry. ITicyis 3acToCyBaHHSI PeTeIbHO 3MUTH BOJO0.

Po3BeneHuit po3uuH He mifgnsarae 30epiranHio i Mae 6yTH 3aCTOCOBaHUM HEranHO.
[IpemapaT npu3HaYeHUU JHUIIe A1 30BHIMIHLOTO 3aCTOCYBaHH!

3a00POHSETHCS 3aCTOCOBYBATH IIperapaT mapeHTepanbHo abo mepopanbHo! He koBTaTu!

Himu.



3aCTOCOBYIOTH 71 aHTUCENITUYHOI 00POOKM MIKIpH i CI30BUX 000JI0HOK Y AiTel 1o 18 pokis,
30KpeMa Y HEeJOHOIIEeHUX [iTeld, HOBOHAPOAXKEHUX, HEMOBIIAT, MiIiTKIB.

Ilepedo3yeanHsi.
[Tpo BuMTafKu Mepeno3yBaHHS He TOBiMOMIISIIOCS.

He cnip npoMuBaTy MUTYHOK IIPY BUNIAJKOBOMY IIPOKOBTYBaHHI LluTeasy, OCKiNbKY IIpenapar €
MiHOYTBOPIOIYUM.

J'[1Kap MMOBUHEH BXKUTH 3arajbHi 3aX0u JOIIOMOTH.

ITo6iuni peakuii.

[To6iuni peakmii mpencTaBieHi BigmoBigHo mo knacudikarii MedDRA: myxke yacTo (= 1/10), gacto (=
1/100 mo < 1/10), HewacTto (= 1/1000 mo < 1/100), pigko (= 1/10000 mo < 1/1000), myxe pigko (<
1/10000), gacToTa HEBigoMa.

Yacmoma Hesidoma:

- 3 60Ky iMyHHOI cucmemu: aHaQiTaKTHYHKH 0K, TiIepYyTIUBICTh, KOHTAKTHHUN JepMaTHT;

- 3 60Ky Op2aHis 30py: IONPa3HEeHHs oueli’.

Epo3is porisky, fedeKT emiTeniio/yIKoIXKeHHs POTiBKY, 3HayHe CTiliKe IOTipIIeHHs 30py .

- 3 60Ky WKipu ma nidwkKipHUX MKAHUH: Peaxtil y Miclli HaHeceHHs";

'TloBimoMmsocs 3 XJIOPreKCUONHOM.

‘Tlompa3HeHHs 04eli: NP BUIAAKOBOMY IOTPAIISHHI.

* HOBiMOMIIANIOCH IIPO NTOCT-MapPKEeTHHIOBI BUIIAKU CEePI03HOI epo3ii poriBKu Ta IOCTiiHOr0 3HaYHOTO
IIOTipIIeHHs 30pY BHACIIIOK HEHABMUCHOTI'O BIIJIUBY Ha 0OYi, 110 IPU3BEJIO 40 TOTO, 1I0 AEeAKUM
malfieHTaM 3HagoOuIack TPAHCITaHTallis POTiBKH.

‘Micuesi peakiiii: BiguyTTs 60110, CBepOiXK, MeYiHHS, CYXiCTh IIKipH, TOYEPBOHIHHS, 0COOIUBO IIPU
O6araTopa3oBOMy 3aCTOCYBaHHi.

Onuc OKpeMHUX MoOiYHUX peaKilin
AHadiTaKTHYHHH IIOK

Pusuk reHeparnizoBaHol aneprii Ha XJIOPTeKCUKH, SIKa MOXKe IIPU3BECTH 10 aHA(PiNaKTUYHOTO IIOKY,
III0 MOXKe 3aTrPOXKYBaTH XKUTTIO, SKIIO He Oyne HaJaHOo HerallHy Megu4Hy gornoMory. Lle BKIodae
yTpyAHeHe OuXaHHs, HaOpSK 00IuYYs, CUIBHUN BUCUII Ha IIKipi.

fAxK11o y naljieHTa BUHUKIIA ajiepriyHa peakiisa Ha XJIOPTeKCUAWH, KUOMY CIIi[l HeTaHO NPUIIMHUTHU
3aCTOCYBaHHS IIpelapaTy Ta 3BePHYTHUCS 3a BiAMOBIIHOI MEOUYHOIO JOIIOMOT0I0.



KOHTaKTHHH JepMaTHT

[ToBimoOMIISIIOCS TIPO BUITQKX aJIePTivHOr0 KOHTAKTHOTO IEPMATHUTY, CIIPUYUHEHOTO XJIOPKPE30JI0M
ab0 XJIOPTeKCUOUHOM.

KoHTaKTHa ek3eMa (MOXKJIMBa MiclieBa ajiepris Ha XJIOPreKCUAWH, 0COOIUBO IIPY 3aCTOCYBaHHI Ha
MOIIKOMKEHiH IMKipi a0o cnmu30BuX 0007I0HKAX Ta BUPa3Kax Ha HOTaX), IO MOXKe CIIPUSTH
IIOCUJIEHHIO CyIepiH(piKOBAHOTO ypaKeHHS.

KoHTaKTHUY OepMaTUT Ha TeKCaMiuH I0B'I3Y€ThCS 3i crierudiyHuMU 0COOTUBOCTSIME PeaKilil
ApTioca, 110 CBITYUTH IIPO 3aJIy4YeHHS I'YMOPAJIbHUX IMyHHUX MeXaHi3MiB. ['ekcaMifiuH MoXke
BUK/IHKaTH ceHcubinizamiio. [i yacToTa 3poctae 3i 36ibIIeHHAM TAXKKOCTI elifepMaIbHUX IOPyIIeHb.
KriniuHO BOHa 3a3BUYal BiIpi3HSIETHCS Bifl KIIaCUYHOI KOHTAKTHOI €K3eMU: BUCHUII 3a3BUYail
iHQiTbTPOBAHUY Ta CKIIQMAETHCS 3 HAMYIHO3HUX a00 MAMyI0Be3UKYISIPHUX HaMiBCHEPUIUHUX
ypaxeHsb, a00 i30/1b0BaHO, a00 B Kj1acTepax. BoHU GinbIl YMCIeHHi, 37IMBAIOThCS B MiCIli HAHECEHHS
AQHTHCEIITHKA, i MAaIOTh BUTJISA 130JIbOBAHUX BOTHUII, SIKi 4aCTO IOBIIbHO 3HUKAIOTh.

Y nmocTMapKeTUHI OBUY I1EPiOf IIOBIIOMIIANIOCS IIPO BUNAAKYU KOHTAKTHOI'O AEPMATUTy, MMOBIPHO,
CIIPUYMHEHOTO KOKaMigompoIrisibeTalHOM Ta gieTaHOIAMiIoOM XHUPHUX KHUCJIOT KOKOCOBOI 0JIii, ABOMA
OOMOMIXKHAMY PEUYOBUHAMH, II0 MICTATHCS B PO3YHKHI [AJ1 30BHILIHBOT0 3aCTOCYBaHHA (IUB. PO3TiN
«Oco6MMBOCTI 3aCTOCYBaHHS»).

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6iuHi peakirii

[ToBimomIeHHS IIPO Migo3pioBaHi MOOGiYHI peakiii micyisg peecTpaliil 1ikapchbKoro 3aco0y Ma€e BaKJIMBe
3HaueHH4. lle mae 3MOry IPOBOAUTYA MOHITOPUHT CIIIBBIIHOWIEHHAM KOPUCTL/PU3UK IIPU
3aCTOCyBaHHI LIbOTO JTiKapChKOro 3aco0y. MeauyHUM Ta (papMalleBTUUYHUM IIpalliBHUKaM, a TaK0XkK
narieHTaM ab6o IXHiM 3aKOHHUM IIPeICcTaBHUKAM CJIifl IIOBiJOMJISITH TIPO YCi BUMTAAKHY Mig03PI0BAHUX
no0iYHMX peakIlid Ta BifCyTHOCTi epeKTUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMaTH30BaHY
indopMmariiHy cucteMy 3 (hapMakKOHarIsAAy 3a MoCUIaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi.

3 POKH.

YmoBH 30epiranssi.

30epiratu y HeJOCTYIIHOMY OJIS HiTel i 3aXuIlleHOMY Bifi CBiT/Ia MiClli TpX TeMIlepaTypi He BUIIle
25 °C.

HecymicHicmo.

®rrakoH He MOBUHEH 3aKPUBATHUCS KOPKOBOIO ITPOOKOIO.

VYnaxoBka.



[To 250 mn y nosnieTUIE€HOBOMY (IaKOHi.

Kareropis Bigmycky.

bes penernra.

BupPOOHHK.
[T'ep ®abp MengukamenT [TpomakiH /

Pierre Fabre Medicament Production.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIisi IPOBaiKeHHs HOTr0 Iis/IbHOCTi:
BUpoOHKYa finbHuLs [Tpoxidapm, Byn. Jlice, 45500 XKien, @panuis /

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



