[HCTPYKIIIA

71T MEAWYHOTO 3aCTOCYBAHHS JTiKapCHKOT'0 3acoby

PIAJITPIC

(RYALTRIS)

Ckian:
[ifo4i pevyoBUHU: OJIONAaTaAUHY TiIPOXIOPUN i MOMEeTa30HY Pypoar;

1 go3a MiCTUTH ononaTafAuHy TiAPOXIIOPUAY 665 MKI eKBiBajleHTHO oJyionaTafguny 600 MKT Ta
MOMETa30Hy QypoaTy MOHOTigpaTy eKBiBaJIECHTHO MOMeTa30HY (GypoaTty 25 MKT;

IOTIOMiXKHI PeYOBUHU: 1IEJTI0I03a MiKPOKPHUCTaJliYHa Ta HATPil0 KapOOKCUMETHIIIENI0NI03a; HATPi0
rinpodocdar, renrtarigpat; HaTpito KapOOKCUMETHUIILIENI0I03a; HaTPilo XJIopun; O€H3aIKOHi0
xmmopuny 50 % po3unH; 6eH3aIKOHII0 XJIOpU; AUHATPI0 efgeTaT; momicopbat 80; KucnoTa
XJIOPUCTOBOIOHEBA; HATPilO TigPOKCHU; BOMA OIS iH’€KITIH.

JIikapcbKka ¢popmMa. Cripeli Ha3aIbHUY J030BaHUM, CyCIEH3is.

OcHoBHI (i3uko-xiMiyHi BTacTUBOCTI: Gisla roMOreHHa CycleH3is 6e3 IpymoK.

®dapMaKoTepaneBTHYHA I'pyla

[TpoTuHaOPSIKOBI Ta iHII MpemnapaTH [AJIS MiCI[eBOI'0 3aCTOCYBaHHS IIPU 3aXBOPIOBAHHSX MOPOXKHUHU
Hoca. KopTtukocrepoinu. MomeTa30H, KoMOiHaIrii.

Kom ATX RO1A D59.

dPapmakonoziuHi e1acmueocmi
dapMmakoguHaMiKa

KombinoBauuii mpoTuHabpsaKOBUH 3acib OJist MiCIIeBOT0 3aCTOCYyBaHHS, SIKUM MiCTUTh OJIOTIATagUuHY
TiAPOXIOpUT Ta MOMeTa30Hy (dypoar.

OnonaTapguH € aHTAaroHiCToOM ricraminoBux H,-penjentopiB. AHTUriCTaMiHHA aKTUBHICTh OJI0ONIaTafguHy
Oyna mipTBepaKeHa B i307IbOBAaHUX TKAaHWHAX, Ha MOJIE/ISIX TBAPUH Ta Yy JIIOMEN.

MomeTa30Hy ¢GypoaT - CUHTEeTUYHUN KOPTUKOCTEPOI OJIS MiCLIeBOTO 3aCTOCYBaHHS, IKUM YNHUTH
BUpaxKeHy IPOTHU3anasabHy [io. ToOUHNN MexaHi3M il KOPTUKOCTEPOIMiB IIPH ajJeprivHOMYy PUHITI
moTtenep HeBimomuii. KOpTUKOCTEPOIAK JeMOHCTPYIOTh IIMPOKKY [Jiana30H [ii Ha Pi3Hi KIiTHHY, a



caMme Ha refmapydHOINTH, €03UHOPiNN, HenuTpodinu, Makpodaru, 1iM(OIUTH, a TaKOXK Ha MefiaTopu
3amaneHHd (TicTaMiH, eMK03aHOINH, IEMKOTPIEHU Ta IUTOKIHYM). MexaHi3M IpoTU3ananbHol Ta
IIPOTHANEPrivHOl Ail MOMETa30HYy pypoaTy B OCHOBHOMY IIOB'SI3aHUM 3 MOT0 3[aTHICTIO IPUTHIYyBaTH
BUBITbHEHHS MeiaTOPiB aJIePridvHUX peakili.

®dapMakKoKiHETHKA

AGcop0iris

[Ticns iHTpaHa3aIbHOTO 3aCTOCYBaHHSA 2 BIIOPCKYBaHb B KOXKHY Hi3[pio npenaparty Piantpic
(3aranpHa go3a 2660 MKr ononataguHy rigpoxyiopuny ta 100 MKr MoMeTa30HY (Gypoarty) OBidi Ha
[EHb y TNAl€HTIB i3 CE30HHUM aJIepriyHuM PUHITOM CepefHs IIiKOBa KOHI[eHTpaLlisd OJI0IaTafuHy B
na3mi Kposi (C,,,,) ctaroButs 19,80 £ 7,01 ur/™Mi, a MoMeTa30HY pypoaty - 9,92 + 3,74 nr/mi;
CepenHiV CUCTeMHU BIJIUB OJIONIATaAUHY IIPY 3a3Ha4yeHOMy pexkuMi fo3yBaHHs (AUC) cTaHOBUB
88,77 = 23,87 ur/mn*ron, a momeTa30oHy ¢pypoaty - 58,40 + 27,00 or/mi*ron. CepepnHiii 9ac
NOCSATHEHHS ITiKOBOl KOHIIEHTpPAIlil 0JI0NTaTafuHy Ta MOMeTa30HYy (ypoaTy Micis IPUAOMy Pa30oBol
[03U CTAHOBUTE 1 rOgUHY.

Cuctemny 6i0goCTyIHICTh OIOMIaTagUHy Ta MOMETA30HY QypoaTy Iiciis iHTpaHa3aIbHOT0
3aCTOCYBaHHS IIpemnapaTy PianTpic oLiHOBaIU K MOPiBHAHHY i3 TAKOIO IIPU 3aCTOCYBaHHI OKPEMO
oJionlaTafiuHy Ta MOMEeTa30Hy QypoaTy K MOHOTEepaIlii.

Po3mnopin

3B’s13yBaHHS OJIoNaTaguHy 3 OiNlKaMu B CHPOBATIII KPOBi JTIONUHY € TIOMipHUM, IpubIu3HO0 55 %, i He
3aJIeKUTh Bif #Oro KoHIleHTparii B miama3oHi Big 0,1 mo 1000 #r/mm. OnomnaTaguH IepeBaxkHO
3B’I3y€THCS 3 CUPOBATKOBUM abOyMiHOM JIIONUHY.

In vitro 3B’si3yBaHHS MOMETa30HY ¢Gypoaty 3 OinKaMu IjIa3Mu CTaHOBUTH 98-99 % mpu
KOHIIeHTpaligx Big 5 0o 500 ur/mi.

Mertabomizm

OronatafivH He MiANa€EThCI eKCTEHCUBHOMY MeTa0o1idaMy. 3 ornsgay Ha npodini metabomiTiB B mia3mi
IIiCJISl IIePOPaJIbHOTO 3aCTOCYBaHHS [**C] oJIOIaTafXHY, B IJIa3Mi JIIOOWHY LIUPKYJIIOE IIOHaMeHIIe 6
npyropsapaux MetabomniTiB. OnonaTagrH ckiafgae 77 % 3arajibHOI IIiKOBOI pPafi0aKTUBHOCTI B IJ1a3Mi,
a Bci MeTabOIIiTH CYKYITHO CKJIamaoTh < 6 %. [IBa 3 HUX OyIu BU3HAYEHI SIK OnomaTaguHy N-OKCHU[ Ta
ononataguy N-gecMmetun. Y gocnigxeHHAX in vitro K[IHK-ekcnpecoBanux i30pepMeHTiB IUTOXPOMY
CYP miopunm Ta ¢pnaBiHOBMiCHUX MOHOOKcureHa3 (FMO) yrBopeHHs ononaTtaguny N-gecmetuny (MI)
KaTaJi3y€eThCs IepeBaxkHo 3a gonomoroio cuctemu CYP3A4, Topni sik ononatapguny N-okcup (M3)
IepeBaXXHO KaTasni3yeTbcs 3a gonomorow FM01 ta FM03. Ononataaus y KoHLeHTpanisax go 33900
HI'/MJI He NIpUTHidYye MeTaboni3M cnenudivnux in vitro cydcrparis CYP1A2, CYP2C9, CYP2C19,
CYP2D6, CYP2E1 Ta CYP3A4. IToTeHIian ojonaTaguHy Ta #oro MeTabomiTiB gk iHgykTOpiB CYP
(dhepMeHTIB He OLiHIOBAIIH.

HocnigXeHHS II0Ka3asy, 0 MOMeTa30Hy Gypoar Iicis mpuiioMy BcepefuHy Ta abcopOiril
HifgaeThCs eKCTEeHCUBHOMY MeTabo1i3My 3 popMyBaHHSIM KinbKox MeTabomiTiB. Y nma3Mmi He
BUSIBJIEHO OCHOBHUX MeTabomiti. ITicns inky0artii in vitro omuH 3 OPYropsifHUX YTBOPEHUX
MeTabomiTiB sBIsie co60i0 6B-rimpokcuMoMeTa30Hy PypoaT. Y MiKpocoMax IeUiHKHU JIIOOUHU
dbopmyBaHHS MeTa00IITy perymoeTbes muroxpoMom CYP3A4.



BuBeneHHda

[Ticns ogHOpPa30BOTO iHTPaHa3aIbHOTO BBeleHHS KoMOiHallil ojionaTafiuHy Ta MOMeTa30HY GypoaTy
Cepe[Hiil mepio HamiBBUBEEHHS OJI0NaTaguHy Ta MOMETa30HY (ypoaTy CTAHOBUB BignoBifHO 8,63
ta 18,11 ropunu.

OrnonaTafyH IepeBaXkKHO BUBOJUTLCA i3 ceuero. [Tpubnusso 70 % nepopansHoi fo3u [“C]
OJIOTIATAWHY TiIPOXIOPHUOY BUBOOUTECS i3 ceuero Ta 17 % - 3 KanoM. 86 % mo3u J1iKapChKOTO 3aco0y,
1110 BUBOJUTHCH 13 CeYer0 IPOTATrOM Nepluux 24 roauH, € He3MiHEeHUM OJI0llaTaguHOM, a pellTa
CKJIafla€ThCA 3 ononaTtaguHy N-OKCuAy Ta ononaTafguHy N-TecMeTumy.

[Ticrs BHYTPIITHBOBEHHOTO 3aCTOCYBaHHS e(DeKTUBHUY IIepiof HalliBBUBEIeHHS MOMeTa30Hy QypoaTy
3 IJ1a3MU CTaHOBUB 5,8 romuHu. BBeeHa q03a mpenapaTy BUBOIUTHCS Y BUTTISAI MeTab0miTiB
IIepeBaXkHoO i3 XKO0BYIO i He3HaYHa 11 KiJIbKICTh - i3 ceyero.

PapMakoKiHemuka y OKpeMux 2pyn nauieHmia

dapmakOKiHETUYHI [JOCiAXKEeHHS Ipenaparty PianTpic y oKkpeMux rpyil Nali€HTiB He IIPOBOOUIIUCE.
OuikyeThcs, 110 papMakoKiHeTHKa KoMOiHallil olomaTaguHy Ta MOMETa30Hy QypoaTy
BimoOpaxaTuMe hapMaKOKiHETHYHI BIaCTUBOCTI OKPEMUX KOMIIOHEHTIB, OCKiJIbKM (papMaKOKiHETHKA
11iel KoMOiHallil € aHaIoTiYHOI0 papMaKOKiHETHUIlI OKpeMUX KOMIIOHEHTIB.

ITeviHKosa HedocmamHicmb

CnenianpHux ¢hapMaKOKiHETUUHHUX AOCTiAKEHb BIUIMBY KOMOiHAallii olomaTaguHy Ta MOMETa30HY
¢dbypoaty Ha Ie4iHKOBY HEOCTaTHICTh He mpoBopauiu. [IInsgxoM MeTabomi3My BUBOOUTLCS HE3HAYHA
YaCTHHA [03H OJIonaTafuHy.

[Ticns BBeOeHHS pa30Bo]l iHTaNsALilHOI 103K, Ka AopiBHIoBana 400 MKT MOMeTa30HYy Qypoary,
malfieHTaM 3 JleTKuM (n = 4), nomipHuM (n = 4) Ta TIXKKUM (n = 4) mopyueHHIM QyHKIIII mediHKu
nuite y 1 abo 2 marieHTiB y KOXKHIM Tpy1i BUSBISAIU MiKOBi KOHIIEHTPAIll MOMeTa30Hy GbypoaTy B
nna3mi Big 50 go 105 mr/mi. BecraHOBIEHO, 110 MiKOBI I71a3MOBi KOHIIEHTPAallil 30i/IbIIyI0THCS
3aJIe’XHO Bifl TSKKOCTI IOPYIIEHHS (QYHKIII1 IeYiHKY; OJHAK KiJIbKiCTh BUSBJIEHUX ITIKOBUX PiBHIB
Oyna He3HAYHOIO.

Ha migcTaBl faHuX, OTpUMaHUX IIPU 3aCTOCYBaHHI OKpEMUX KOMIIOHEHTIB, NallieHTaM 3 IIeYiHKOBOO
HEeJOCTaTHHOIO KOPEKIIis 103U IpemapaTy PianTpic He moTpibHa.

Hupkoesa HedocmamHicmb

CepepnHi 3HaueHHs C,,, 00naTafguHy MiCJIsI OGHOPA30BOT0 iHTpaHa3aJIbHOI'0 BBEEHHS IOMITHO He
Bigpi3HIUCS y 300POBUX H0OPOBOLIIB (18,1 Hr/MIT) Ta MallieHTIiB 3 JIETKUM, IOMIiPHUM Ta TSIXKKUM
nopymeHHAM QyHKII HUPOK (Big 15,5 mo 21,6 ur/mn). CepenHiit piBeHb AUC, ;, y TAILi€HTIB 3 TAXKKUM
NopyLIeHHAM QYHKIIiI HUPOK (KIipeHc KpeaTuHidy < 30 mMy1/x8/1,73 M*) 6yB y 2 pa3u BULIIUM
IIOPiBHSHO 3 TAKKM Yy 3[I0POBUX JOOPOBOJIBINB. V MAIiEHTIB 3 TAKKUM MOPYIIEeHHIM (YHKIIiI HUPOK
MakKCHUMaJbHa KOHIIEHTpallis oJionaTafAuHy B IJla3Mi B piBHOBaXXHOMY cTaHi Oyna mpubnu3uo B 10
pa3iB MEHIIOI0 3a KOHIEHTPaIlil, 1110 CIIOCTepiranucs micys 3aCTOCYyBaHHS OiTbIll BUCOKUX
nepopanbHuX 003, 20 Mr [Bidi Ha [ieHb, 5IKi HoOpe IepeHOCUIIUCS.

BnnuB HUPKOBOI HEMOCTATHOCTI Ha (papMaKOKiHETUKY MOMETA30HY QypoaTy OeTaabHO He
OOCIIiAXKYBaJIH.

Ha mipcrasi maHuX, OTpUMaHUX IIPU 3aCTOCYBaHHI OKpeMUX KOMIIOHEHTIB IIpernapary, HalieHTy 3



NOpYIIeHHAMH (YHKIIII HUPOK He MoTpeOyI0Th KOPEKIIil J03H.
Bik

dapMaKOKiHETUKY IIpenapaTy PianTpic y maiieHTiB BikoM [0 12 poKiB He AOCTiAXKYyBaJH.
[MonynsauiitHui aHani3 papMakoKiHETHKY Y MallieHTiB BikoM Bif 12 poKiB mmokasas, 110 BiK He BIIJIUBAE
Ha (papMaKoKiHETHKY OJionaTaAuHy Ta MOMeTa30HYy (pypoaTy IK CKJIafl0OBUX IIpemnapary PianTpic.

KoHTponboBaHi KTiHIUHI JOCTiAXKEHHS NOBEH, 110 iIHTpaHa3albHi KOPTUKOCTEPOIAN MOXKYTh
IIPU3BECTH [0 3HUIKEHHS IBUAKOCTI POCTY y fiTel. Llel eeKT crocTepiraBcs 3a BiICyTHOCTI
nabopaTOPHUX OAaHUX PO IPUTHIUEHHS rinoTanamo-rinodizapHo-HagfHUPKOBO3aI03HOI CUCTEMU
(T'TH), 1m0 cBig4UuTHL PO Te, 1[0 UIBUAKICTH POCTY € OiNbII YyTIMBUM ITOKa3HUKOM CUCTEMHOI [ii
KOPTHUKOCTEPOIMIB y miTel, HiX fiesiKi 4acTo BUKOPUCTOBYBaHi Tectu PyHKIii ITH-cuctemu.
IlOBrOCTPOKOBI HACIIIIKK TAKOT'0 IIPUTHIYEHHS MBUAKOCTL POCTY, OB A3aHOI0 i3 3aCTOCYBaHHAM
iHTpaHa3aIbHUX KOPTUKOCTEPOIAiB, BKJII0OYAIOUYH BIIUB Ha KiHIIEBUM 3PIiCT JOPOCIIO] TIOOUHH,
HEeBIiOMi.

IHauieHmu AimHb0o20 BiKY

3a jaHuMU, OTpUMaHUMU y 145 malfieHTiB BiKOM Bifi 65 POKiB, a TaKOXK Y MOJIOOUX MalLli€HTIB, SKUM
3aCTOCOBYBaH Ipemnapar PianTpic B nnaie6o- Ta akTUBHOKOHTPOJILOBAHOMY HOCiIXKeHHi, 3arajbHi
BiIMiHHOCTI 11000 6e3nekn 4 eeKTUBHOCTI Ipenaparty He CIoCTepiraaucs.

Cmambv ma paca

Ha ocHoBi nomynsuiiHOro aHamidy hapMaKoKiHeTHKM IIpenapaTy PianTpic moBegeHo, 10 CTaTh Ta
paca mallieHTa He BIIMBalOTh Ha (apMaKOKiHETHKY OJIONaTafuHy Ta MOMeTa30HY (ypoary.

KrinigHi xapakTepuCcTHKH
Iloka3zanus

PianTpic npu3HayeHuii Ais NiKyBaHHS CUMIITOMIB CE30HHOTO aJIepPriYHOr0 PHUHITY CEepPegHbOro Ta
TSI2KKOTO CTYIeHs Y JOPOCJIUX Ta AiTeu BiKoM Bif 12 pokis.

IIpomunoka3aHHs

[TinBuIleHa YyTIUBICTE [0 OJIOTIATafAUHY TiIpOXI0pUAY, MOMeTa30HY ¢ypoaTy abo mo iHIImX
KOMITOHEHTIB IIpemnapary.

HasiBHiCTh HeJTiKOBaHOI JTOKaJIi30BaHoOl iH(EKIIii cT1M30B0i 000I0HKM HOCOBOI MTOPOXKHWHY, HAIIPUKIIA,
CIIpUYKHEHO1 BipycoM mpocToro repuecy (Herpes simplex).

Yepes ranbMiBHUM BIIMB KOPTUKOCTEPOIMIB Ha 3aTOEHHS paH MalliEHTH, SIKi HEIOJaBHO IIepPeHeCIn
BHPA3KK HOCOBOI ITePEeropoKy, Xipypriuue BTPy4YaHHS Ha HOci abo TpaBMy HOCa, He MMOBHHHI
3aCTOCOBYBaTH IIpemnapaT PianTpic 40 MOBHOIO OfyKaHHS.



B3aemodia 3 inwumu snikapcokKumu 3acobamu ma iHwi eudu e3aemodiu

CrnermianbHUX IOCTiOXKeHb JIiKapchKoi B3aemopii koMmOiHarii pikcoBaHUX 103 ol0naTafuHy
TiApOXJIOpUAy Ta MOMeTa30HY (GypoaTy B JIiKapChKiid popMi CIIpero Ha3aJbHOTO He IPOBOAUIIOCH.
OuikyeThcs, 110 Oyab-gKi JTiKapchbKi B3aemofil 11iel KomOiHalril 6yyTh aHalIOTiYHUMHU TaKUM OKPEMUX
KOMIIOHEHTIB, OCKilTbKM (papMaKOKiHETHYHOI B3a€MOZIl 0JIoTaTaflHy i MOMeTa30HY ypoaTy, 110
3aCTOCOBYIOThCS ¥ BUTTISIAI KOMOiHallii, He CIIOCTepiraeThCs.

OsonamaduH. JlikapchKa B3aeMOfis 3 iHribiTopamMu nedinKoBUX ¢GepMeHTIB He nependadaeThs,
OCKiJIbKU OJIOIIaTagUH IIepeBaXKHO BUBOOUTHCS HUpKaMu. OnonaTafguHd He IPUTHIYYE in vitro
MeTabomi3m cnenudiuamx cybcrparie CYP1A2, CYP2C9, CYP2C19, CYP2D6, CYP2E1 ta CYP3A4. 3
OTJISIOY Ha 1ie, TiKapChKOl B3a€EMO[Iil, 1[0 CIPUYMUHSE IPUTHIYEHHS CUCTEMHU LUuTOXpoMy P450, He
ouikyeThcs. Uepes momipHe 3B’s3yBaHHS OJioNaTafAuHy 3 6inkamu 1mia3mMu Kposi (55 %)
MiKJTiKapChbKUX B3a€EMOIi¥l BHACJIIIOK BUTICHEHHS OiNKiB i3 MM1a3Mu TaK0XK He 0YiKyEThCS.

MomemasoHy ¢pypoam. [locnifxeHHS II0Ka3aiy, 10 MOMeTa30Hy GypoaT y BCiX HOCHiAXKyBaHUX
BHUIB B IIEPIIy Yepry i BeIUKOI0 Mipoi0 MeTaboli3yeThCsA Y MeUiHIli g0 KiTbKOX MeTa0oJTiTiB.
HocmifKeHHS in vitro miATBepAuId 0CHOBHY poiib nutoxpomy P450(CYP)3A4 B MeTaboi3Mi i€l
cnonyku. OmHOYaCHe 3aCTOCYBaHHSA 3 KETOKOHA30JI0M, MOTYKHUM iHTi6iTopoM CYP3A4, Moxe
30inbIITyBaTH KOHIIEHTPAIliI0 MOMETa30HYy (QypoaTy B IIIa3Mi.

Oco6.1ueocmi 3acmocyeaHHs

Micuesi ebekTn

[Ticns iHTpaHA3aIBHOTO 3aCTOCYBAHHS AHTUTICTAMIHHUX 3aC06iB ITOBIMOMIISIIOCS PO BUMIAOKH
YTBOPEHHSI BUPA30K y IOPOKHUHI HOCa Ta nepdopallil HOCOBOl IEPETOPOIKH.

[Ticns iHTpaHA3aIBHOTO 3aCTOCYBAHHS KOPTHUKOCTEPOIiB MOBIIOMIISIIOCS PO MTOOTUHOKI BUTTAOKH
nepdopallii HOCOBOI IEPETOPOAKH.

[Ticns iHTpaHA3a/IbHOTO 3aCTOCYBaHHS aHTUTiCTaMiHHUX 3aC00iB Ta KOPTUKOCTEPOIMiB
MIOBiIAOMJISINIOCS IIPO BUMAOKW HOCOBOI KPOBOTEWYI.

Y KniHIYHUX DOCTiIXXEHHSIX MOMETa30HYy Qypoarty, SKui BBOOUIIY iHTPaHa3a/IbHO, B OKPEMUX
BHUIIQ[IKaX CIIOCTEPIraBcs PO3BUTOK JI0KaJi30BaHOl rpubKoBoi iHdexii Hoca i rmotku (Candida
albicans). Y pa3i BuHUKHeHHS rpubKoBoi iHdeK1ii 3acTocyBaHHs npenapaty Piantpic crig
IIPUIIMHUTHU 1 PO3II0YaTH BiAIOBIgHE JIiIKyBaHHA. [lamieHTH, gKi 3aCTOCOBYIOTS Iipemnapat Piantpic
IIPOTSATOM [IEKiTbKOX MicsIIiB ab0 [IOBIIIe, ITOBUHHI MTEPiOAUYHO MTPOXOOUTH OTJISM Ha HasIBHICTh
indekii Candida abo iHIIKX 03HAK HECIIPUSTIUBOTO BIIJIUBY Ha C/IM30BY 000JIOHKY HOca. Y KITiHIYHUX
IOCTiIKEeHHX penapaTy PianTpic Bunagku 3aXBOplOBaHHS Ha iHGekIito Candida He 3apeecTpOBaHi.

IlopyiieHHA 30pY

[Tpu 3acTOCyBaHHI KOPTUKOCTEPOIMIiB CUCTEMHOI Ta MiCIIeBOI [ii (BKII0Yal0yy iHTpaHa3albHe,
iHranguiHe Ta BHYTPIIIHbOOYHE BBEEHHS) MOXKYTh BUHUKHYTHU MMOPYILIEHHS 30py. AKIIO BUHUKAIOTh
TaKi CUMIITOMHY, 5IK HEUITKICTh 30py abo iHIIi mOpYIIeHHSs 30y, MallieHTy CIlif ITPONUTH 00CTEXEHHS Y
odTanpmMosiora s OLiHKY MOXKJIMBUX IIPUYMH MTOPYIIEHHS 30PY, IKi MOXKYTh BKJIIOYaTH KaTapakTy,
rinaykoMmy abo Taki pifiKicHi 3axBopioBaHHS, SIK IleHTpaibHa Cepo3Ha XOpiopeTHHOMAaTis, IPo 10
TIOBIIOMJISINIOCS TIIiC/ISl 3aCTOCYBaHHSA KOPTUKOCTEPOIMiB CUCTEMHOI Ta MicIeBOl [ii.



Peaxkirii migBuilieHO1 Yy TIUBOCTI

Peakiiii migBUIIIeHO] Yy TAUBOCTI, B TOMY YHCJIi BUNIQIKA CBUCTSYOT0 JUXaHHS, MOXYTb BUHUKATH
micIst iHTpaHa3aJIbHOTO 3aCTOCYBaHHSI MOMETa30HY QypoaTy. Y TakKoMy pasi Tepallito mpemnapaToM
PianTpic ciig OpUNIUHUTH.

ImyHOCYIIpecig

[TarienTH, SIKi NIKyIOTHCS NIpelapaTaMy, 0 IPUTHIYYIOTh IMyHHY CUCTeMy, OiIbII CIPUUHSATIINBI [0
inGexui, Hixk 370poBi mtonu. Hanpukiap, BiTpsHKA Ta Kip MaloTh OifbIlI TSXKKUM nepelir y miTen Ta
MOPOCTNX 3i 3HUKEHUM IMyHITETOM, SKi 3aCTOCOBYIOTh KOPTUKOCTepOoinu. Taki marienTu noTpebyioTh
0co0/IMBOI yBaru Ta 3aCTOCYBaHHS IIPOTHUBIPyCHUX ITpernapariB abo BakuKHallii. Brmus qo3u, crnocoby
Ta TPUBAJIOCTi 3aCTOCYBaHHS KOPTUKOCTEPOIiB HAa PU3UK PO3BUTKY I'eHepasi3oBaHoi iHdeKil moKu
III0 HEeBimOMHH.

HaszanpHUM cmpeii 3 MoMeTa30HY (GypoaToM CJIifi 3aCTOCOBYBaTH 3 00epekHiCTIO abo He
3aCTOCOBYBaTH 30BCiM XBOPUM 3 aKTHUBHOIO a0 TaTeHTHOI0 TyOepPKYIh03HOI0 iHPEKITIEID
pecmipaTOpHOTO TPAKTy, a TAaKOXK MPU HeJiKOBaHil rpuOKoBiii, 6aKTepianbHil, CUCTEMHIN BipyCHii
indexkii abo mpu iHdekii herpes simplex 3 ypaxeHHSIM O4el.

BnnuB Ha rimoTanaMo-rinodizapHo-HagHUPKOBO3an03Hy cuctemy (I'TH)

[Tpu TpuBasoMy 3aCTOCYBaHHI iHTpaHa3aIbHUX KOPTUKOCTEPOIiB, 0COOIMBO y BUCOKUX [03aX,
MOXKYTb BifMidaTHCsA CUCTEMHI e(eKTH, TaKi SK rinepagpeHOKOPTUALX3M i afipeHasIbHa CyIpecis.
BaxmnuBo, mo6 mIpu HOCATHEHHI TepaneBTUYHOr0 eQeKTy 03a iHTpaHa3aJIbHUX KOPTUKOCTEPOIMiB
Oyra 3HMKEHa 10 MiHiManbHOI e()eKTUBHOI N03HU, sTKa KOHTPOJIIOE epebir 3aXxBOPIOBaHHS, 11100
YHUKHYTH PO3BUTKY CUCTEMHUX NTOGIYHUX e(eKTiB.

Y pazi nosiBu 03HaK PO3BUTKY HeOaKaHOT'0 CUCTEMHOTI'O BIIJIUBY JTiKyBaHHS IIpernapaToM Piantpic crig
IIOCTYTIOBO IPUIIMHUTH.

CynyTHE 3aCTOCYBaHHS iHTpaHa3a/IbHUX KOPTUKOCTEPOINIB 3 iHIIUMHY iHTaNISALinHIMA
KOPTHKOCTEPOIifaMu MoxKe 30iIbIINTH PU3UK PO3BUTKY TilEPKOPTUIM3MY Ta/ab0 MPUTHIUeHHS
rinoTanaMmo-rinodizapHo-HagHUPKOBO3aJI03HOI OCi.

[Tepexin Big niKyBaHHS KOPTUKOCTEPOINaMU CHCTEMHOI [Iii Ha JTiKyBaHHS KOPTHKOCTEPOIMU MiClieBOi
il MOXKe CYIIpOBOMKYBaTUCh O3HaKaMU HalHUPKOBO3aI03HOI HEJOCTAaTHOCTI, a Y AesKUX MallieHTiB
MOXKYTh BUHUKATH CUMIITOMHU BifMiHU (Hanpukiap 0inb y cyrnobax Ta/abo M’si3ax, 3allaMOPOYEHHS
Ta gemnpecis). Ciig peTeTbHO KOHTPOJIIOBATY CTaH IMAIliEHTIB, SIKi MPOTSITOM TPHUBAJIOTO Iepiogy
OTPUMYBaJIM KOPTUKOCTEPOIAX CUCTEMHOI Ail Ta 3MiHUJIK Tepalliio Ha KOPTAUKOCTEPOIgX MiCIeBOI Ail,
III0I0 PO3BUTKY T'OCTPOI HEAOCTATHOCTI HAGHMPKOBUX 3aJ103 Y BiIMOBiAb Ha CTpec. Y malieHTis, sAKi
XBOPiiOTH Ha OpoHXialbHY acTMy ab0 MalOTh iHIII KJTiHiYHI CTaHM, 1110 BUMAaraioTh TPUBAJIOTO
CHCTEMHOTO JIiKyBaHHS KOPTUKOCTEPOidaMy, 3aHAATO IIBUAKE 3HUKEHHS NO3U CUCTEMHUX
KOPTUKOCTEPOIMIiB MOXKe CIPUUYNHUTU 3aTOCTPEHHS CHMIITOMIB OCHOBHOT'O 3aXBOPIOBAHHS.

BronuB Ha OWHAMIKY POCTY V OiTen

KopTuxocTepoifnyu MOXKYTh IPU3BECTH 10 3aTPUMKHU POCTY y HiTel. PEKOMEHAYETHCS PETYIISIPHO
CTeXKUTH 3a IUHaAMIKOIO POCTY AiTeH, AKi JiKyIOThCS iHTpaHa3aJIbHUMU KOPTUKOCTEPOifaMu IPOTATOM
TPUBAJIOTO 4Yacy.

COHJIUBICTD



[NanieHTiB, SIKi MiKyIOThCS IpenapaToM PianTpic, cniifg momepenxyBaT Ipo HeOe3MeKy eBHUX BUIIB
MistTBHOCTI, 1110 TOTPe6YI0Th MiABUILEHOI KOHIIEHTpallii yBaru Ta KOOPAKHAlii pyXiB, HallpUKIIaf,
eKCIIyaTallis MexaHi3MiB abo KepyBaHHS aBToMoOineM. Criif yHUKaTH OTHOYACHOTO 3aCTOCYBaHHS
npernaparty PianTpic 3 amkoronem abo iHIIMMHU AelpecaHTaMu IeHTPaIbHOI HEPBOBOI CUCTEMH,
OCKiJIbKY B KJTIHIYHUX [OCiI2KEHHSIX MTOBiIOMIISIIOCS PO [OaTKOBe 3HUKEHHS KOHIIEHTpallil yBaru
Ta JOJaTKOBi OPYIIeHHs (YHKIIil IIeHTpalibHOl HEPBOBOI CUCTEMH.

Y xopi KNMiHIYHUX [OCiXKEHD Iic/Ig 3aCTOCyBaHHS Ipenapaty Piantpic Oynu 3apeecTpoBaHi BUTIaiKK
COHJIUBOCTI.

[Tpenapat PianTpic MicTUTh O€H3aJIKOHIIO XJTOPHU, TKUM MOXKe CIPUUYMHUTH OIPa3HeHHs CIIU30BO1
000JI0HKM HOCa i OpOHXOCIa3M.

[Tpu 3acTocyBaHHI IIpenapary Ciif 3anobiraTy monagaHHio cupelo B 04i abo por.

Y ¢nakoni npenapaty Piantpic, mo mictuts 240 [03, € OCTATHS KiJIbKICTh TiKapCchKOro 3aco0y,
HeoOxigHoro s 30 [HIB perynasapHoro BUKopucTanHsa. CligKyiTe 3a KiJIbKiCTIO OHIB I yac
JiKyBaHHS mperapaToM Piantpic. He 3acTocoByiiTe Toi ke camuii hiakoH yepe3 30 mHIB
BUKOPUCTAHHS a00 Mmicis 3aKiHYeHHs TepMiHy IPUAATHOCTI, 3a3HAUYEHOT0 Ha YIIaKOBIIi.

He BpaxoBy#iTe PO3MPUCKYBAHHS, SIKi BAKOHYIOTh [JIs TIEPIIOi aKTHBalii (akoHa.

30epiraiiTe GIakKoH 3 IperapaToM y BEPTUKATbHOMY MOJTOXKEHH] i 3aKpUTUM 3aXMCHUM KOBIIAYKOM.

3acmocyeanns y nepiod eazimHocmi ado 200yeanHsi 2pydoio

CnenianbHUX HOCTiAKEHD Iil mpenapaty PianTpic y mepion BaritTHOCTI ab0 rogyBaHHS I'PYALI0 He
IIPOBOAMIIOCS.

3aCcTOCyBaHH4 Y Nepion BariTHOCTI

PernponykTuBHI fOCHIAKEHHS Ta LOCIIAXKEHHSA PO3BUTKY Ha TBAPUHAX [IPOBONUIIUACS [JIS
oJioTIaTafiuHy IIPH IlepopaJbHOMY 3aCTOCYBaHHI Ta MOMeTa30HY GypoaTy IpU MiAIIKipHOMY,
IIepopabHOMY Ta MiCIIeBOMY 3aCTOCyBaHHI. [I0C/IiIXKeHHS Ha TBApUHAX I10Ka3a/li HasiBHICTh
no0iuHux edeKTiB, MOB'I3aHUX 3 JIIKYBAHHSM, V IIJIOfla Ta IOTOMCTBA IIiC/Isl CHCTEMHOT'O BILJIUBY
oJIoIIaTafuHy TiIPOXTIOPULY Ta MOMeTa30Hy pypoaTy. Bagu po3BUTKY y TBapUH BHACIOOK
CHCTEMHOTO BILJITUBY MOMeTa30HY (GypoaTy BiAOBigaiTh BifoMoMy eheKTy KOPTHKOCTEPOIiB.

OCKinbKY PemponyKTUBHI [OCTIIXKEeHHS Ha TBApPHHAX He 3aBXK[HU ITependavaloTh peakllito JIIOONHY, Y
repion BariTHOCTI npenapat PianTpic ciIif 3aCTOCOBYBATH JIMIIe Y pa3i, AKIIO0 04YiKyBaHa KOPUCTh [JIA
JKIHKY IIepeBUIyE MOTEHIINHUN PU3UK AJIS IJI0HA.

3aCcTOCyBaHHA V N1ePiof rOAyBaHHS CPYOII0

HesigoMo, 4u moTparmsse ononaTaguHy TigpoXI0pPHUA Ta MOMeTa30Hy (ypoaT y TpyAHEe MOJIOKO
mopuHy. OJlonaTafuH IicJIs TepopaibHOT0 3aCTOCYBaHHS OyB BUSIBIIEHUM B MOJIOI IIypiB. HeBimomo,
Yy MOXKe MiclleBe iHTpaHa3albHe 3aCTOCYBaHHS NMPU3BECTH OO OOCTAaTHHOI CUCTeMHOI abcopOiiil, 1106
CIIPUYUHUTH BUIINIEHHS ¥ TPYIHE MOJIOKO Y KiJTbKOCTI, IIJ0 BU3HAYAETHCS.

OckinbKy GiNBIIICTh TPenapaTiB BULIISAETHCS B TPyAHE MOJIOKO, C/Iifl HOTPUMYBATUCS 0COOINBOL
00epeXHOCTI Ipu MpU3HaYeHHi mpenapaTy PianTpic xkiHKaM, 1110 TOAYIOTh TPYAMI0, i 3aCTOCOBYBATH



TIpernapar JIMIle y pasi, SKIo 04iKyBaHa KOPUCTH [JIS MaTePi MEePEBUIIYE TTOTEHLIINHUN PU3UK [JIS
OUTUHU.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu

[Tig yac nikyBaHHS NpenapaToM PianTpic maiieHTiB CIlif momnepenuTy mpo HeoOXigHICTh
yTPUMYBaTHUCh Bifi poOOTH, 1110 BUMarae€ MigBUIIEHOI KOHIIEHTpallil yBaru Ta MBHUAKOCTI peakiiii,
HAIMPUKJIIa[, eKCITyaTallisi MexaHi3MiB a00 KepyBaHHS aBTOTPAHCIIOPTOM.

Cnoci6 3acmocyeaHHsi ma 0o3u
[IpenapaT npu3HaYEHUN TiIIBKY [J151 iIHTpaHa3aJIbHOI0 3aCTOCYyBaHHS.

Lopocai i dimu gikom 8i0 12 pokie: peKOMeH0BaHa 103a CTAHOBUTH 2 BIIOPCKYBaHHS B KOXKHY
Hi3apio 2 pa3u Ha mo0y.

Ilimu sixom 0o 12 pokis

[Tpemapat Piantpic He peKOMEHAYETHCS 3aCTOCOBYBATH HiTSAM BiKOM 10 12 poKiB, ocKinbku Oe3mneka
Ta e()eKTUBHICTH [JI4 I1i€]l BiKOBOI I'PYNH MAI[i€HTIiB He BCTAHOBJIEHI.

ITayieHmu AiMHbO20 BIKY
Kopexkuist no3u njis 1iel MOmysiil nalieHTiB He OTpi0HAa.
ITauieHmu 3 nopyweHHAM QYHKUil HUPOK i neyiHKu

Hemae manux 1110710 3aCTOCyBaHH4 IIpemapaTy PianTpic namieHTaM i3 HUPKOBOIO Ta II€YiHKOBOO
HEeJOCTaTHICTIO, OfHaK NoTpebr B KOPEKIIil 03U I IUX TPYI NallieHTiB He OUiKy€eThCs 3 OISy Ha
(dhapMakokineTu4Hi mapameTpu (abcopOirist, MeTab0MMi3M i BUBEOEHHS) Mil0OUUX PEUYOBUH (IHUB. PO3MiN
«®apMaKoI0riuHi BJIaCTUBOCTI»).

3aCTOCyBaHHH HA3aJIEHOT'O CITPEIO

[Tepen KOXKHUM 3aCTOCYBaHHSIM (PIaKOH HeoOXifmHO noOpe cTpyCcHYTH. [1icisa mboro 3HITH 3aXUCHUN
KOBIIa4oK. [lepen nmepmuM BUKOPUCTAHHSAM (pIaKOHA CJIil HaTUCHYTH Ha OO3yI04Yui IPUCTpii 6 pa3iB
TIOCIIiJIb Ta BUBIIBHUTHU CIIPEH y MOBITPS, TPUMalouu GIaKoH sSKHaigasmi Bif ouelt Ta o6nuyys, [0
TI0SIBY PiBHOMIPHOT'O PO3MPUCKYBaHHS fKINO Ha3aIbHUI CIIpeil He BUKOPUCTOBYBaBcs Oinblie 14
[HiB, TIepef] BUKOPUCTAaHHSIM MOTPiOHO mobpe CTPYCHYTH (GIaKOH i HATUCHYTHU Ha HO3YI0YUHN HACOC-
pO3muIIoBay 2 pa3u abo [0 MOSIBYA PiBHOMIPHOTO PO3MPUCKYBaHHS.

[Iepen KOXXHUM 3aCTOCYBaHHAM CIIi[l peTEJIbHO OUYUCTUTH Hic Bifg cnudy. Ilicisa ouuleHHs Hoca
CYCIIE€H3110 BIIOPCKYIOTh B KOXKHY Hi3[IpI0, IIPX [IbOMY T'0JIOBY CJIi[l yTPUMYyBaTH TPOXU HAXUJIEHOIO
BHU3. [licig 3acTOCyBaHHS HAaKOHEYHUK PO3MUIIOBaya MOTPiOHO MPOTEPTH i HAKPUTH 3aXUCHUM
KOBIIAYKOM.

He posnpuckyiite cupel B 04i abo 6e3nocepeqHbO Ha HOCOBY IIEPETOPOOKY (CTIHKY MiX 2 Hi3gpsMu).

He crig ouniiyBaTy Hic MPOTSATOM HACTYIHUX 15 XBUJIKH MiCJIs 3aCTOCYBaHHS CIIpelo, 11100
3abe3neuunTy Aito npenapaty. He 3akupmalitTe rosoBy Ha3ap IMicjisg BIOPCKyBaHHS, 1100 3amo0irtu
IOTPAIISHHIO TIKapChKOI0 3aco0y y ropIio.



OuuIneHHS JO3YIYOro IPUCTPOIO npenapaty PiaaTpic opu #oro 3acMidyeHHi

He Hamara#Tecst MpOYUCTUTH OO3YI0UUM IPUCTPil rofikoio abo iHIMKUM rocTpuM mpegMeToM. Bu
MO2KeTe IOUIKOOUTH 403aTOp Ta OTPMMaTH HelpaBUIbHY 403y JIiKapchKoro 3aco0y (muB. puc. 1).

(=]

PucyHok 1

fAxuro Hacagka 3abunacs, akypaTHO 3HIMITh 1i, TOTATHYBIIX Bropy (OUB. puc. 2).

(]

Pucynox 2

3HIMITh 3aXMCHUY KOBIIQYOK i 3aHyPTe A03YIOUUl IPUCTPil y Temy Boay Ha 15 xB (muB. puc. 3).

(]

Pucynoxk 3

[Ticns 3amMo4yyBaHHS IPOMUKTE 30BHIIIHIO Ta BHYTPILIHIO IIOBEPXHI HAaCaAKM TEIJIOK IPOTOYHOIO
BOJIOIO MPOTSTOM 1-2 XB i 3anuiiTe ii 4o MOBHOTO BUCUXaHHS (IUB. PUC. 4).

(=]

PucyHok 4

[Ticrs BUCMXaHHS 3aKPUITe HacagKy 3aXMCHUM KOBITQYKOM i BCTAHOBITS ii Ha ITOIepeqHe Miclle (IuB.
puc. 5).

(]

Pucynoxk 5

[Ticrs ounIleHHSI HacaJKu MPOYUTalWTe peKOMeHAallil o0 IPOoIefypPy 3aCTOCYBaHHS
Ha3aJILHOTO CIIpelo y po3fini «Crocib 3acTocyBaHHS Ta [O3U» i MIATOTyWTe MO3yI0Unil
IIPUCTPiM, 3pOOUBIIY 2 PO3NUJIEHHS Y MOBITPS. 3aKpuiiTe HAKOHEYHUK PO3MUII0OBadYa
3axXUCHUM KOBIa4ykoM. [Ipenapat PianTpic roTOBUM 0O 3aCTOCYBaHHS.

Y pa3i HeoO6XiMHOCTI IOBTOPHOTO OUMILIEHHS IIOBTOPIThH ONKCAHY IIPOLENYPY.

o3youunii MPUCTPIiit CNTi YUCTUTH MiHIMYM OfMH pa3 Ha TUXKMOEHb AJIS 3arnodiranHs #oro
3aCMideHHIO.



Himu

Hemae mocTtaTHBOIO KJTIHIYHOTO LOCBIAY 3aCTOCYBaHHS IIpenapaTy giTIM BikoM 0o 12 pokiB, ToMy
JI0T0 He CJIifi 3aCTOCOBYBaTH MallieHTaM Ifi€l BIKOBOI KaTeropil.

ITepedo3yeanusn

[Ipo Bunapxu mepeno3yBaHHs IpenapaToM PianTpic He moBimoMisanocsd. BiinoBigHo, HeMae JaHUX
IIPO HaCHifKu rocTporo abo xpoHiuHOro nepeno3yBaHHs. [Ipemnapar PianTpic MicTuTh KoMOiHali0
oJIONIaTafiUHY TigPOXJIOPUIY Ta MOMETAa30HY (PypoaTy; 0TKe, PpU3UKH, IIOB’sI3aHi 3 Mepeio3yBaHHAM
OKpeMuxX KOMIIOHEHTIB, 1110 OMKCaHi HUXK4Ye, CTOCYIOThCA 1 IpemnapaTy PianTpic.

T'ocTpe nmepeno3yBaHHS ITi€I0 JTiIKAPChKOI0 POPMOI0 MaJIOMMOBIPHE, OCKINTbKY B OQHOMY (hlIaKOHi
npemnapaty PianTpic, npu3HadeHoMy s 3acTocyBaHHS npoTarom 30 gHiB (240 [o3), MiCTUTHCS
npubnu3no 160 Mr onomaTaguHy TrigpoxIopumy Ta 6 Mr MoMeTa3oHy ypoarty.

OnonaTaguHy rigpoxnaopun. CUMITOMY ITepefo3yBaHHS aHTUTICTaMiHHUMU 3ac06aMu MOXKYThb
BKJTFOYATH COHJIMBICTD Y OPOCTIUX Ta CIIOYATKY 30YIKEHHS Ta TilepakTHUBHICTh, a IIOTiM COHJIUBICTh
y mite. CrienudigHOTO aHTUHOTY IJId OJIONaTafWHY TiAPOXJIOpUAyY He iCHye. Y pa3si nepeno3yBaHHS
PEKOMEHAYEThCA CUMIITOMAaTU4YHe Ta MiATPUMYI0Ye JIiKyBaHHS.

MowmeTa3ony dypoat. Yepe3 HU3BKY CHCTEMHY 0i0JOCTYIIHICTh Ta BiICYTHICTh B KITIHIYHUX
IOCTiIKEHHSX TOCTPUX CHCTEMHUX MIPOSBIB, OB’ sI3aHMUX i3 3aCTOCYBaHHSIM JIiKapChKOT0 3ac00y,
MaJIOMMOBIPHO, III0 ITepefo3yBaHHs I0oTpebyBaTuMe iHIOI Tepatil, HikK CIIOCTepekKeHHS.
InTpana3anbHe BBemeHHs 1600 Mr (8-KpaTHa peKoMeHgoBaHa f1000Ba J03a MOMETA30HY (ypoaTy B
npemnaparti Piantpic) mopHs npoTtsaroM 29 [HIiB y 3M0poBUX H0OPOBOIIBIIIB He TT0Ka3ano 30i1blIeHHS
yacToTu nmobiuHux edekTiB. Y mocmigkeHHi 3a y4acTio fOOPOBOJIBIIIB, 1[0 3aCTOCOBYBAJIA OHOKPATHi
inTpana3zanbHi mo3u 1Mo 4000 MKT Ta nmepopanbHi iHransiiiHi mo3u mo 8000 MKr, mobiuHi peakiiii He
crocTepiranucs. XpoHiuHe Nepefo3yBaHHs OyOb-IKUM 3 KOPTUKOCTEPOifiB MOXKe IIPHU3BECTH [0
BUHUKHEHHS CUMIITOMIB TilIE€PKOPTUIIU3MY.

ITo6iyHi peakuii

Iani 3 6e3meku, onucaHi HuX4e, BigoOpaxaoTh 3aCTOCYBaHHS npenapaty Piantpic y 3062 nauieHTiB
i3 Ce30HHUM ajlepriyHUM PUHITOM Y KJIIHIYHUX OOCIIIXKEHHAX TPUBAIICTIO 2 TUXKHI.

3 60Ky Hepeosoi cucmemMu: DUCTEB3is - YACTO; 3alTaMOPOYEHHS, B'SIIiCTh, COHJIUBICTh, TPUBOKHICTE,
0e3COHHS - HeYacTo.

Ingexuii ma iHeagii: hapuHriT, iHeknil guXanbHUX MIJIIXiB - HEYACTO.

3 60Ky opaaHie OuxaHHA, 2pyOHOI KAimKu ma cepedOoCMiHHA: Kalllelb, CYXiCTh ¥ HOCi, AUCKOM®OPT y
HOCi, mOgpPa3HEeHHs TOpJia, CBUCTSUe JUXaHHS - HEe4acCTo.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: CYXiCTh V¥ POTi, TUCKOMMOPT B KUBOTi, O/TI0BAaHHS - HEYACTO.

3 6oky wkipu ma nidwKipHoi KAiMmKoBUHU: BUCUTIAHHS, CBEPOiK, KOHTAKTHUN NEePMAaTHUT - HEYACTO.



[Ticnst iHTpaHA3a/IbHOTO 3aCTOCYBAaHHS KOPTUKOCTEPOIIiB B OKPEMHUX BUIIaJKaX MOXKYTh
crocrepiratucsa HebaxkaHi IBUIA, a caMe:

3 60Ky iMyHHOI cucmeMu: anepriyHi peakilii HeranHoOro TUMY (HaIpPUKIaA OPOHXOCIA3M, TUCIIHOE),
aHadinakTHYHi peakilii, aHTiOHEBPOTUYHUYN HAOPSIK;

3 60Ky opaaHie 30py: TIayKoMa, MiJBUIIEeHUN BHYTPIIIHEOOYHMM TUCK, KaTapaKTa, HeYiTKiCTh 30Dy .

Y IOBroCTpOKOBOMY KIiHIYHOMY AOCTiAKeHH]i 3 Oe3neKku (52 THUXKHI NiKyBaHHS) 593 nalieHTH 3
IIIIOPiYHUM aIeprivHuM PUHITOM MOBIHOMIISIN IIPO Taki Mo6iuHi edeKTH pU 3aCTOCYBaHHI
nmpenaparty Piantpic: anepriuyni peakilil, KOH IOHKTUBIT, IUCKOM(OPT B 04UaX, giapes, Hy[I0Ta, 3aIop,
roJIOBHUY Oinb Ta BTOMA.

CucreMHi Ta MicIieBi KOPTUKOCTEPOIAY MOXKYTh IPU3BOOUTH 10 TaKUX HebaxaHUX e(eKTiB (IUB.
po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»): BUPA3KM CIM30BO1 000JIOHKK HOCA, Tepdopallisi HOCOBOi
IIepPeropoaKy, HOCOBi KPOBOTEUi, ITOTIPIIIEHHS 3ar0€HHS PaH Ta PO3BUTOK JIOKaJi30BaHOI rpubKOBOI
ingexuii Hoca i rmotku (Candida albicans), TiaykoMa Ta KaTapakTa, COHJIUBICTh, iMyHOCYIIPECis,
IPUTHIYeHHS TinoTaraMo-rinodizapHo-HagHUPKOBO3aJI03HO1 0Ci, Y TOMY YHUCJIi 3aTPUMKa POCTY Y
OiTen.

[ToBigoMIIeHHS PO Mimo3pioBaHi m0o6iuHi peakiii

[ToBimomneHHs mpo mob6iuHi peakilil micis peecTpaliil TikapchbKoro 3aco0y Ma€ BeNvKe 3HaueHHS. Le
[a€ 3MOTY IPOBOAUTY MOHITOPUHT CIIiBBiTHOIIEHHS KOPUCTh/PU3UK IIPHU 3aCTOCYBaHHI 1ILOTO
niKapchKoro 3aco0y. MeouyHUM Ta ¢papMalleBTUYHUM IIpalliBHUKAM, a TAKOX IallieHTaM abo ixHimM
3aKOHHUM IIpeCTaBHUKAM CJIif] IOBiOMJISITH TIPO YCi BUTTAAKHU IiI03PIOBaHUX MOOIYHUX Peakilii Ta
BifmcyTHOCTI e(peKTHUBHOCTI TiKapChKOTo 3aco0y yepe3 aBTOMaTU30BaHy iHdopMalliiHy cCUCTeMY 3
(dapMakoHarIsAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npumaTHOCTI

3 POKH.

YMmoBH 30epiranus

30epiratu npu TeMiepartypi He Buine 25 °C. He 3amopoxyBaTu. He 30epiratu y X0JIOAUTbHUKY.
30epiratu y HegOCTYIIHOMY OJIS1 OiTeU MiCIIi.

YnakoBka

I[To 56, 120 a6o 240 o3 y nomnietunerHoBoMy (rakoHi. [To 1 ¢hrakoHy 3 HO3yI0UUM HACOCOM-
PO3MUITIOBAYEM, 3aKPUTUM KOBIIAYKOM, ¥ KAPTOHHIN KOPOOTIIi.

Kareropis Bignmycky

3a pelLemnToM.



Bupo06HuK

I'neamapk ®apmackiotukans JIta. / Glenmark Pharmaceuticals Ltd.

Micue3HaxokKeHHsI BUPOOHHKA Ta ajpeca MicClsi MpOBaIXKeHHsI HOr0 TisIbHOCTI
1. Brok 1II, ceno Kimaunypa, bagmi-Hanarapx Poyq, texcin bappi, p-u# Coman, X.I1. 173 205, Iagis /

Unit II1, Village Kishanpura, Baddi-Nalagarh Road, Tehsil Baddi, Distt. Solan (H.P.) 173 205, India.

2. Oinvauis Ne B-25, EM.A1.[Ti.Ci., [llennpa, Aypanraban, Maxapaitpa 431154, Iugis /

Plot No. B-25, M.I.D.C., Shendra, Aurangabad, Maharashtra 431154, India.



