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IHCTPYKIIA

AJISl MEAUYHOT0 32CTOCYBAHHS NMpenapary

JAPAITIOJIEH™
(DRAPOLEN™V)

Cruajg JikapcbKoro 3acooy:

Ofroui peyosuHu: OEH3AIKOHII0 XJIOPH/I, IETPUMIJ;

1 T kxpemy MicTuTh OeH3aKOHII0 Xopury 0,1 Mr; meTpuMiny 2 mr;

oonomidicHi peyosunu : mapadin OLTUI M KW, JIAHOJIH, CIUPT IeTUII0BHH, moaBake GP200, xmopokpeso,
kapmoizuH (E 122), Boga ounineHa.

Jlikapceka gopma. Kpem.
OnHOpiAHMM POKEBUI KpeM, OITyCKaIOThCSl HE3HAYHI IJIIMU 3 OUTbII IHTEHCUBHUM 3a0apBIICHHSM.

Ha3Ba Ta micue3Haxom:KeHHs] BHPOOHHUKA.
«'makcoCmitKstitn @apmacprotukans C.A.»

189, Byn. I'pronBanbiaceka, 60-322 Ilo3nans, [lonbmia.
«GlaxoSmithKline Pharmaceuticals S.A.»

189, Grunwaldzka Str., 60-322 Poznan, Poland.

dapMakoTepaneBTUYHA Ipyna.

AnTrcenTtnyHi Ta aesingikyroui 3acodu. Kog ATC DOSA J.

benzankoHito xymopua 1 ueTpuMij € ne3iH}iKyrourMMu 3aco0aMu IpyNu YETBEPTUHHOTO aMOHIIO, II0 MAalOTh
TUMOBI BJIACTUBOCTI KATIOHHUX ITOBEPXHEBO-aKTUBHUX pPEUYOBHMH. J[pamoyieH MpuUrHidyye pO3BUTOK
MIKpOOpPTraHi3MiB, sKi BUPOOJISIOTH aMOHIM 1 TaKUM YHHOM CHPUYHHSIOTH TOSBY BHUCHITY. MexaHi3Mm i
OB ‘s3aHUHN 3 AaHTUMIKPOOHUM e()EeKTOM aKTHBHHMX 1HTPEIIEHTIB, SIKi BCTYNAIOTh Y HECTICU(IYHY B3aEMOIIIO 3
OakTepiaIbHOIO UTOIIIA3MaTHYHOI0 MEMOPaHOIO.

[Tpu 3acTocyBaHH1 KpeMy 3a BU3HaUYEHUMU MOKa3aHHSAMU LETPUMIJ] 1 OEH3AJIKOHIIO XJIOpU] HE aOCOpOYIOTHCSI.

IToka3aHHsI 1J1s1 3ACTOCYBAHHS.

[TpodinakTrka Ta JiKyBaHHS MEIIOIIKOBOTO AEPMATHTY.

[podinakTika Ta JTKyBaHHS CEYOBOTO JEPMATUTY Y JOPOCIHX.

J1J14 mOJIeTIIeHHs! CUMIITOMIB MPY HE3HAYHUX OITKaX, BKJIIOYA0YH HE3HAYH1 COHAYHI OMIKH Ta OOBITPIOBaHHS
HIKIPHL.

ITporunoka3anns.
[linBumena 4yTnuBicTh 10 OyAb-SKMX KOMIIOHEHTIB mpemapary. lIpu mimo3pi Ha ajepriyHy peakiiro
Tinep4YyTJIMBOCTI IIpenapaT Tpeda BiJIMIHUTH.

Oco0.1Bi 3acTepeskeHHs.

30epiraté y HEIOCTYITHOMY IS AITEH MiCIIi.

VY pasi BUITaKOBOTO MEPOPATHLHOTO 3aCTOCYBAHHS 3BEPHYTHUCS JI0 JIIKapsL.

VYHUKaTH KOHTAKTYy 3 OYMMa Ta KOHTAaKTHUMHU JIIH3aMHU.

[Ipu mosBi moxpa3HeHHs a00 BHUCHIIaHHA, a00 SKIIO CTAH HE MOJINIIYETHCS YU HOTIPIIYETHCS MPOTATOM 7
JTHIB 3aCTOCYBaHHS Mpenapary, JIKyBaHHS CJIJI IPUIIMHUTH Ta 3BEPHYTHUCS JI0 JIKaps.

[TpunuHUTH 3acTOCYBaHHS MpenapaTy MpH MEPIINX MposiBaxX alepridHol peakiii.

3acmocysanns y nepioo eazimuocmi avo 2ooyeannsa zpyooio. I1pu 3acTocyBaHH1 3a MOKa3aHHIMH CHCTEMHA
abcopOITisi OKPEeMUX KOMITOHEHTIB BIJICYTHS, TOMY 3aCTEpPEXKCHb, ITOB’SI3aHUX 3 BariTHICTIO a00 TOAyBaHHSIM
TPYJUIO, HE iCHYE.

30ammuicmos eniueamu Ha WBUOKICMb PeaKyii npu KepysanHi A6MOmpancnopmom ado pooomi 3 inuiumu
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mexanizmamu. Ilpemapar He BIUTMBAE HA IIBUIKICTh peakilii IpH KEPyBaHHI aBTOTPAHCHIOPTOM abo poboTi 3
IHIIUMH MEXaHI3MaMHu.
Himu. Ilpenapar 3aCTOCOBYIOTH JUISl JIIKYBAaHHS JITEH.

Cnoci0 3acTocyBaHHs Ta 103U.

HemoBnsra: HeoOXilHO peTenbHO BUMHUTH Ta BUCYIIMTH LIKIPY TEpel KOXHOIO 3MIHOI0 Memmromok. Kpem
Hpanosien moTpiOHO HAHOCHTH PIBHOMIPHUM TOHKHM IIapOM, MPHUAUISAIOYM OCOOJHMBY yBary CKJIajkKaMm Ha
TIKIpi.

[lopocni: nepea HaHeceHHAM Kpemy JpamnosieH HeoOXiJHO peTelbHO BUMUTHU Ta BUCYIINUTH YpaXKeHY AUITHKY
(abo nUISHKY 3acTocyBaHHS). PeKOMEHIY€TbCS HAHOCHTH KpPEM PIBHOMIPHO 1 3aCTOCOBYBAaTH i Yac
PEryJISIPHOTO 3BUYAMHOTO OOPOOICHHS YpaskeHOI AUISTHKH.

[Ipy He3HAYHMX OMiKaX, BKIOYAIOYW HE3HAYHI COHSYHI OIMKH Ta OOBITPIOBAHHS IIKIPH, KpeM HAHOCHUTBHCS
P HEOOXITHOCTI.

XBOpI JITHBOTO BIKY: CHICIIIAIbHAX PEKOMEH/IaIliii HEMaE.

IlepenosyBanusi.
[To6iuyHMX SBUIII TPU HAHECEHH] HAJMIPHOI KUTBKOCTI KpeMy ab0 HOro BHUIAKOBOMY IEPOPATLHOMY MPHIIOMI
HE criocTepiranucs. Y pasi BUIIaAKOBOTO NMPHIOMY BHYTPILIHBO TPOBOIUTHCS CUMITOMATHYHE JIIKYBAHHSI.

IToGiuni epexTn.

Anepriyi peakuii TiIepuyTIMBOCTI MOKYTh BUHMKATH Yy TMAIl€HTIB, YyTJIMBUX J0 OJHOr0 abo KUIbKOX
KOMITOHEHTIB KpeMy. Y MOOJMHOKMX BHIIAJIKaX MOXJIMBA PEAKLis MiABUIIEHOI YyTIMBOCTI 0 JIAHOMIHY. Y
MOOJMHOKHAX BHITAJKaX y JICSIKHX MAIIEHTIB, SIKI 3aCTOCOBYBAIM O(QTAIBLMOJIOTIYHUA PO3YWH, JIe Y SKOCTI
KOHCEpPBaHTa 3aCTOCOBYBABCSl OCH3AJIKOHIIO XJIOpWJA, BHHMKAJIM HAOpsK Ta KOH IOHKTHBIT. bymu
MOBIJOMJICHHS TPO BHIAJKHW KOHTAaKTHOTO JEPMATUTY INPHU 3aCTOCYBAaHHI TIICy, O CKJIagy SIKOTO BXOJIUB
OEH3aJIKOHIIO XJIOPH/I.

MoxnBa 1mosiBa peakiii rinepuyTiIMBoCcTi Y (JopMi JIOKaIi30BAHOTO KOHTAKTHOTO JIEPMATUTY Ha LIETPUMIJ, Y
TSOKKUX BUTIAIKAX BUCHUIT MOYKE MATH Te€HEPaIi30BaHUN XapaKTep.

B3aemogis 3 iHmmmu JikapcbKUMH 3ac00aMu Ta v Buau B3aemofiid. Heimoma.
TepMmin npuaaTHOCTI. 3 pOKH.
YmoBu 36epirannsi. 30epiratu mpu Temmnepatypi Huk4de 25 °C. 30epiraTv y HSJOCTYITHOMY JIJIS TITEH MICIII.

YnakoBka. [1o 55 r kpemy B 1amiHOBaHii TyOi 3 MOJTINPOIIJICHOBOIO KPHUIIEUKOFO.
ITo 1 Ty6i B KapTOHHIH KOPOOLI.

Kareropis Binnmycky. be3 peuenra.
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