IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

PEJII®° TTPO

(RELIEF® PRO)

CKnaao:

Oitoui peyosuHu: 1 T pEKTaNbHOTO KpeMy MiCTUTh 1 MT (IyOKOPTOJIOHY MiBanaTy MiKpPOHI30BaHOT'O
ta 20 MT NTigoKaiHy TiipoXI0pPUAY MOHOTiIpaTY;

donomidxcHi pewosuHu: momicopOat 60, copbiTaHCTeapaT, CIUPT IIETOCTEAPUIIOBUM, OJTisT MiHepabHa,
napadiun 6inuit M’ IKUM, DMHATPIO efeTaT, HAaTpito gurigpodocdar gurimpat, HaTpito rimpodocdar
momekarimpat, cmupT OeH3WIOBUI, BOa OUHIINEHA.

JlikapcbKa ¢popma. Kpem pekTanbHU.
OcHOBHI (hi3uK0-XiMIiUHI 81aCMUBOCMI: OiNMUH HETTPO3OPUU KPEM.

dapMakoTepaneBTHYHA Ipyna. 3aco0u [ TiKyBaHHS reMOPOI0 Ta aHAJIbHUX TPIIIUH IS
MicueBoro 3actocyBanHsa. Koptukoctepoigu. dnyokopronon. Kog ATX CO5AA08.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

®1yoKOpTONOHY MiBasaT MPUTHIUYE 3amajbHi Ta alepriuyfi mKipHi peakilii, a TaK0X MOJETIIYE
cy0’€eKTUBHI ITPOSIBU, TaKi K cBepOiXK, BiguyTTs MediHHA Ta 60J110; 3MEHIIIye PO3IMUPEeHHS Kalilspis,
HaOpSK iHTEepCTUIaIbHUX KITITUH Ta iHDiNnbTpallito TKaHuH, iHTi0ye mpomidepallito Kaminspis.

JlifokaiHy TigpoXJIOpPU[ € CTaHAAPTHUM aHEeCTETUKOM MiCIIeBOI [il, SKWil 3aCTOCOBYETHCS B METUYHIN
IIPAKTHIl TPOTATOM OaraThoX POKiB. 3aBAsKu 3HEOO0BaIbHOMY e(DeKTy BiH € e(peKTUBHUM Y pasi
3aCTOCYBaHHS CYIIO3UTOPIiB Ta Ma3e, Mpu3HaYeHUX I JTiKyBaHHS MTOPYIIEeHb, ITOB’I3aHUX i3
reMOopOiasibHOI0 MTaToNOri€l0. 3MeHIIeHHs 00JTi0 Ta cBepOeXy MoB’si3aHe 3 iHriOyBaHHIM
aepeHTHUX HEPBOBUX iMITYJIbCIB.

dapmakoKiHemuka.

[Ticnst 3acTOCYBaHHSI KpeMy B PeKTaJlbHiN 30HI 3TOPOBUM HOOPOBOIBIISIM YOJIOBIUOI CTATI
MaKCHUMaJbHa cucTeMHa abcopOirisi ctanoBuna 15 % mo3u ¢nyokopTonony miBanaty ta 30 % mo3u
JIigOKalHy TigpoXIopuay ([ifodi pedyoBHUHY, TOMiYeHi pafioaKTUBHUM i30TOIIOM).



KrinigHi xapaKTepHCTHKH.

IToka3zanus.

I CUMIITOMATHYHOTO JIiKyBaHHS 0O0JII0 Ta 3alajieHHs Y pa3i:
- TEMOPOI0;

- IPOKTUTIB;

- €K3eMU B [IAHII 3aHBOT0 IIPOXOLY.

IIpomunoka3aHHs.

3acTocyBaHHS JIiKapchKoro 3acoby Penid® ITpo mpoTunoKa3aHe IpH MiCleBUX iHGEKIifX Y AiIaHI
00po0IeHHS, a TaKOXK y pa3i HasIBHOCTI y BifIIOBIIHUX 30HaX YiTKUX CHMIITOMIB TaKMUX ATOIOTiYHUX
CTaHiB:

- crienivHUX ypaxeHsb MKipu (cudinicy, Ty0epKyIbo3y);

- BITpSIHOI BicTIy;

- peaktiy micns IenneHHs;

- TeHITaJIbHOT 0 TepIIecy;

- HaTypaJbHOI BiCIH;

- IHIMUX BipyCHUX iHQEKIIil;

- IepBUHHMNX OaKTepianbHUX a60 rpuOKOBUX iHMEKIIIN;

- BTOPUHHUX iH(eK1il IIKipK 3a BiACYTHOCTI BiAOBigHOI Teparrii.

[TamieHTaM i3 IigBUINEHO0 YyTIMBICTIO [0 iHIIOI MiCIleBOi aHecTe3il aMigHOT0 TUIY (HalpHKiag,
OymiBakaiH, eTimoKaiH, MeliBaKaiH Ta MPUIOKAIH).

Peni® Ipo He cI1if 3aCTOCOBYBATH B Pa3i MiABUIEHOI YYTIMBOCTI [0 AiF0YMX PEYOBUH abo 0 Oy/as-
STKO1 3 JOTTOMiXKHUX PEYOBHH, HAPUKIIAM OO CIIUPTY IETOCTEApUIOBOTO.

Oco061uei 3axo0u 6e3nexu.

V pasi 3acToCyBaHHS peKTanbHOro kpemy Pernid® IIpo y Aindsmi reqirasmii a6o y AingHIi aHATLHOTO
OTBOPY TaKi JOTIOMiKHi pe40BUHHY, K Mapadin Oinuil M'AKuil Ta 0Jlig MiHepaibHa, MOXKYTh 3MEHIITUTI
MIIHICTh ITpe3ePBATUBIB, BUTOTOBJIEHUX i3 JTATEKCY, i TAKMM YMHOM MIOPYIIUTH 1X HAOiNHICTb.

[Tpu rpubKOBUX ypaXKeHHSIX NMOTPiOHa momaTKOBa CIlelliabHa MPOTUTPUOKOBa Teparis.



Heo0xifmHO YHUKATH KOHTAKTYy KpeMy 3 ouuMa. [Tic/st 3acTocyBaHHSI PEKOMEHJ0OBAaHO PETEIIBHO
BUMUTHU PYKHU.

CoupT 1eTOCTeapuIoOBUIM MOXKe CIIPUYUHUTH MICIIeBi IMKipHi peakil (KOHTAKTHUY OEePMaTHT).

BukopucTaHHs penapariB AJis MiClIeBOT0 3aCTOCYBaHHS, 0COOIMBO BIIPOJIOBK TPHBAJIOTO Iepioxy,
MOXKe CIIPUYMHUTH SIBUIlla ceHcubinmizanii. ¥ oMy BUIIAgKy BUKOPUCTAaHHS BKa3aHUX IIperaparis
CJIif IepepBaTH 1 pO3M0YaTH BiATIOBIgHE JTiKyBaHHA. AKIIO IpenapaTy Ojisd MiCL[eBOTO 3aCTOCYyBaHHS
HAHOCSITh Ha BeJIMKi 3a IJIOIIel0 OiISHKY TiNla, Ha MOIMKOIXeHY IKipy abo mig repMeTUyHy OB’ SI3KY,
KOPTHKOCTEPOIAY MOXKYTh aOCOpOyBaTUCS V KiIbKOCTSIX, 1[0 MOXKYTh CIPUYMHUTH HeOaxkaHi
cucTteMHi epekTu. He 3acToCOByBaTH Mif OK/II03iMHI IOB’I3KK Ha OiIIAHKY NPOMeXUHU. [I[pUrHideHHs
GyHKIIII HaMHUPKOBUX 3aJ103 MOXKe CTaTHUCS HaBiTh 0e3 0KJI03il. MiclieBe 3aCTOCyBaHHS
KOPTUKOCTEPOIMIB y BEJIMKUX 003aX MOXKe MPU3BECTH N0 abcopbilil CUCTEMHO aKTUBHOI KiTbKOCTI
KOPTUKOIIiB. Y HAyKOBIil JiTepaTypi € AaHi 100 PO3BUTKY KaTapaKTH y MAlli€EHTIB, SKi
BHKOPUCTOBYIOTh KOPTUKOCTEPOIAY IIPOTSITOM TPUBAJIOTO IEPiofly 4acy, TOMY, 1100 BUKIIOUUTH
IIPOSIBU CUCTEMHOI [iii KOPTUKOCTEPOI/iB, CIlif 3HATU IIPO MOXKJIUBY POJIb KOPTUKOCTEPOIMIB ¥
PO3BUTKY KaTapakTH.

3 06epekHICTIO 3aCTOCOBYBATH IIPU TOCTPUX 3aXBOPIOBAHHSIX, 0ClIabieHUM XBOPHUM, allieHTaM
JIITHBOTO BIKY; IAI[iEHTaM i3 TAKKAMU CEPLIEBO0 HEJOCTATHICTIO, HUPKOBOIO HEOCTATHICTIO Ta
IIeYiHKOBOIO HEIOCTATHICTIO.

B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

HocnipxeHHS B3aeMOfil He poBopunucs. [lanieHTaM, AKi IpUUMalOTh IPOTHAPUTMIUHI IpenapaTy,
CITif 3aCTOCOBYBaTH peKTanbHuil KpeM Pemnid® ITpo 3 06epeXHiCTIO, OCKINBKY BiH MiCTUTB JTi0KaiH 9K
[il04y PEYOBUHY.

3 06epekHICTIO 3aCTOCOBYBATH XBOPUM, SIKi IPUIMAaIOTh iHIII MiCIleBi aHeCTETHUKH, OCKITbKI
MOKJIMBUY PU3UK BUHUKHEHHS IIOCUJIEHHS MOOIYHMX peakiii; iHribiTopu MOHOAMiHOKCHOA3uU
IIOCHUJIIOIOTh MiCIleBOaHaITe3yloydy filo JigoKalHy.

BBaxaeThcs, 1110 OgHOYacHUM mpuiioM 3 inribiTopamu CYP3A, Bkmoyatouu KobinucraT y popmi
TabeTOK, MOXKe 30iNbITyBaTH PU3UK CUCTEMHUX HeOaxkaHuX edpekTiB. Takol koMmOiHatii cin
YHUKAQTH, SKIIO TiIbKM KOPUCTh He TIePEBUIIY€E PU3UK CUCTEMHUX HeOaxkaHUX e(eKTiB, ITOB A3aHUX i3
IPUHOMOM KOPTUKOCTEPOIAiB. Y pasi CymyTHbHOTO 3aCTOCYBaHHS HEOOXiMHO KOHTPOJIIOBATH CTaH
malfieHTa, 00 YIIeBHUTUCS Y BiICYTHOCTI CUCTEMHUX HebaxkaHUX e(PeKTiB, OB’ I3aHUX i3
3aCTOCYBaHHSIM KOPTUKOCTEPOIMIB.

Oco6.1ueocmi 3acmocyeaHHsi.
3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

IaHi, SKi CTOCYIOTBCS 3aCTOCYBaHHs PEKTanbHOro kpemy Perid® ITpo XKiHKaM y mepiof] BariTHOCTI, €
HeJoCTaTHIMHU. [TOCTigKeHHS TTIIOKOKOPTUKOIMIB, SKi IPOBOAWINCS Ha TBapUHAX, BUSBUIN HAIBHICTh



PEMpPONYKTUBHOI TOKCUYHOCTI.

IesiKi emifieMioIOTiuHI JOCTigXKeHHS CBif4aTh PO MOXKJINBE 30iNbIIeHHS PU3UKY MTanaTOCXi3uCy y
HOBOHapPOIXKEHUX, SKIIO IXHi MaTepi NpHUiiMay JiKyBaHHS i3 CHCTEMHUM 3aCTOCYBaHHSAM
TII0KOKOPTHUKOIAIB y I TpuMecTpi BariTHOCTI. [lanaTocxi3uc («BoBYa malra») € pigKiCHOIO
IIaTOJIOTi€!0, Ta, He3BaXKal4uu Ha Te, 1[0 CUCTEMHE 3aCTOCYBaHHS ITIOKOKOPTUKOILIB CIPUYUHSIE
TepaTOreHHUH e(peKT, 1X 3aCTOCYBaHHS MOXKHA BBaXKaTH IIPUYMHOIO I[i€l TATOJIOTI] JIUllle B pasi
30inbIIeHHS BUIAAKiB 00 omHOro abo mBox Ha 1000 XiHOK, SIKi mpuiiManu 3a3HadeHe JIiKyBaHHS Y
Iepion BariTHOCTI.

IaHi 1010 MicIleBOro 3aCTOCyBaHHS TTTIOKOKOPTHUKOIMIB M7 TiKyBaHHS XiHOK Y ITepiof BaTriTHOCTI €
HeIOCTaTHIMM, OJHAK MOXHAa BBaXKaTU PU3UK HU3BKUM, OCKIJIbKY TTIIOKOKOPTUKOIOY B pa3i MiclieBOTro
3aCTOCYBaHHS XapaKTepPU3YIOThCS TyXkKe HU3bKOI CHCTEMHOI0 0i0HOCTYIHICTIO.

3arajoMm, ImpemnapaTy MiCIIeBOT0 3aCTOCYBAHHS, SIKi MICTSTh TJIIOKOKOPTUKOIOH, HE CIIif
3aCTOCOBYBATH IIPOTSATOM I TPUMECTPY BaTriTHOCTI.

Y pasi npu3HayeHHs NiKyBaHHS BaTiTHMM XKiHKaM Ta XKiHKaM y mepiof rogyBaHHS TPYANI0 CITifg
TIPOBONUTH PeTeNbHY OLIHKY KIiHiYHUX T0Ka3aHb 010 3aCTOCYBaHHs PEKTaNIbHOro kpemy Permid®
[Tpo, a TaKOXK CITiBBiTHOIIIEHHS PU3UKY Ta KOPUCTi. 30KpeMa, HeoOXigHO YHUKATH JOBrOTPUBAIOTO
3aCTOCYBaHHS JTiKapChKOTo 3acoby.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHizmamu. He BIIIUBaE.

Cnoci6 3acmocyeaHHsi ma do3u.

PekranpHuil kpeM Pemnid® ITpo citifg 3acTocoByBaTH MBiui Ha K00y, BpaHIli Ta BBeuepi (mpubnusHo 1
rpaM Ha OOHe 3aCTOCyBaHHS). Y IepIi JHi JiKyBaHHS IpenapaT MOXHA 3aCTOCOBYBATH TpUUi Ha
noOy. ITicns moKpallleHHs 4acTo JOCTaTHLO 3aCTOCYBaHHS IIpenapaTy OfUH pa3 Ha fo0y.
PeKOMEHI0BAHO 3aCTOCOBYBATH PeKTaIbHui KpeM Penid® IIpo micna gedexanil. [Tepen
3aCTOCYBaHHAM IIpenapaTy aHalbHy 30HY CJIifl aKypaTHO OYUCTUTH.

[ToBHaA TpuBaIiCTh JIiIKyBaHHS He IOBUHHA II€PEBULIYBATU 2 TUXKHI.

Hanocutu pektansHuii kpeM Pernid® ITpo Ha KiHUMKY Hasbld y MiISHII aHaJIbHOTO OTBODPY,
nepebopPIOIOYM KiHIIeM Tasbllg omip chinkTepa. OgHa J03a 3aCTOCYBaHHS Ha KiHUMKY MaJbId - Ie
KiJIbKICTb, SKa OTPUMYETHCS IiCIIT OGHOPA30BOr'0 BUaB/II0OBAHHS 3 TyOM Ta HAaHOCUTHLCS Ha
TIOBEPXHIO BKA3iBHOTO T1aIblisl IOPOCIOi TI0AUHYU. Y pa3i HeoOXiTHOCTI BBEIEHHS PEKTaIbHOTO KpEMY
Peni¢® IIpo BcepenuHy IpsSMOl KMAIIKY CJIif HArBUHTUTH alliKaTop Ha Ty0y Ta BBECTH KiHUHK y
3apHii npoxin. HeBenuky KinbKiCTh KpeMy MOXKHa TaK0XX BBOOUTU LUISIXOM JIETKOTO HATUCKaHHS Ha

TyOy.

He BUKOpPUCTOBYBaTHU aIllJIikKaTop, SKILIO BiH IOMIKOAXKEeHU. [I0BHICTIO HArBUHTUTHU aIlJIiIKaTop Ha
TyOy. [1icjis KOXKHOT'0 BUKOPUCTAHHS aIlIIKaTOpP CJIif IIPOTEePTH 3BEPXY MMAllePOBUM PYLUIHUKOM,
BUJA/INTH BYITHMMHU NTaJIMYKaMHU 3aJIMIIKY KPEeMY i3 CepequHHU alljlikaTopa i 3HOBY IIPOTEPTH
arIikaTop NanepoBUM PYIIHUKOM. [IpoMUTH amjlikaTop Mif TEIJI0 BOAOI NPOTAroM 1 XBUIUHY Ta
IIPOCYLIXUTH MOTO [TallePOBUM PYLIHUKOM.



Himu. He peKOMeHJ0BaHO 3aCTOCOBYBATH AiTSIM Y 3B’3KY 3 BiICYTHICTIO JaHUX CTOCOBHO 0€3IMeKu
Ta e()eKTUBHOCTI.

Ilepedo3yeaHHsi.

Pe3ynbTaTi gOCHigKeHb IOTEHIINHOI TOCTPOI TOKCUYHOCTI, TI0B’3aH01 3 [AiI0YNMH PeYOBUHAMMU
Peni¢® IIpo, cBiguaTh IPO BiICYTHICTh PU3UKY PO3BUTKY CHMIITOMIB, IOB’I3aHKX i3 TOCTPOIO
TOKCHAYHICTIO, sIKa PO3BUBAETHCS BHACIIIIOK BUIIAIKOBOT'0 IIEPE03YBaHHA B Pe3y/IbTaTi OGHOPa30BOI0
PEKTaJIbHOI' 0 3aCTOCYBaHHS Mperapary.

Y pasi BumaikoBOro KOBTaHHS JIiKapChKOT0 3aco0y (y pa3i IpOKOBTYBaHHS KiJIbKOX TpaMiB KpeMy)
OYiKYIOTBHCSI B OCHOBHOMY CUCTEMHi CUMIITOMH, CIIPUYHMHEHI 3aCTOCYBaHHSIM JIifOKalHy
TigpoxnopuaoM. 3ajie’kHO Bifl 403U BOHU MOXKYTb IIPOSIBIISTUCS ¥ (OPMi CepIIeBO-CYOUHHUX
TIOPYIIeHb TSKKOTO CTYIIeHs (3HUXKEHHS apTepiaTbHOTO TUCKY, MigBUIIEHEe TOTOBUAIIEHHS, OIilicTh
IIKipHUX TTOKPUBIB, OpaguKapmis, apuTMis, IpurHiueHHs GyHKIi cepiis, MoK a6o B 0cOOIMBO
BaXKKMX BUIIQfIKax - 3yNHUHKa ceplis) abo peaxliiii, OB A3aHUX i3 MOPYIIEeHHIMHU 3 O0KY IeHTpaIbHOl
HEPBOBOI CUCTeMH (TOJIOBHUM 6iflb, 3aIITaMOPOYEHHS, HEUiTKiCTh 30POBOT0 CIIPUUHSTTS, TUIIIIOIIS,
IIyM y ByXax, COHJIUBICTb, OHIMiHHS KiHI[IBOK, 03HO0, 3aHEMIOKOEHHS, CYOOMH, IUCITHOE abo B
0CcO0JIMBO BaXXKHUX BUIIAOKAX - MUXaJIbHa HEJOCTATHICTh). MOXKIIMBa MeTreMorao0iHeMmis.

JIikyBaHHS y pa3i mepeno3yBaHHs Nependadae peTeabHUM MOHITOPUHT BiTanbHUX QYHKIIH,
nigTpuMytodi fii, sKi 3a6e3neuyi0Th PiBeHb KUCHIO, @ TaKOXK CUMIITOMaTUYHE JTiKyBaHHS MOPYIIEHD 3
00Ky LIeHTpaJIbHOI HEPBOBOI CHUCTEMHU Ta CEPILIEBO-CYIUHHOI CUCTEMH, HallPUKJIa IPU3HaYeHH S
6apbiTypaTiB KOPOTKOTPHBaIoi Aii, 6eTa-cuMIIaTOMIMETHKIB Ta aTpoIiny. [iasni3 He 3abe3neuye
IOCTAaTHLOTO ehEKTY.

ITobiuni peakuii.

Bunagky BUHUKHEHHST HeOaxKaHuX ePeKTiB mimpaxoBaHi Ha MiICTaBi CYKYITHOCTi JaHUX KITiIHIYHUX
OOCIIiAXKEeHb, IPOBEEHUX 3 y4acTio 661 marieHTa.

3 6oky wkipu ma nidwKipHoi KAimKoB8uHU, BKJTIOYAl04YH aJlepriuHi peakxiii: 4acTo: 6iib Ta BiguyTTA
IIeYiHHA y MiCLli 3aCTOCYBaHHS; HE4YacTO: IOgPa3HEHHS Y MICLi 3aCTOCYBaHHS.

ITicna moBroTpusaoi Tepamii i3 3acrocyBasHsaM KpeMy Pernid® ITpo (ska nmepesuInye 4 THKHi)
BUHUKAE PU3UK PO3BUTKY MICIIEBUX IATONOTiYHUX CTaHIB IIKipH, TAKUX K aTpodist, cTpui abo
TeJleaHTieKTa3is.

[To6iuHi peaxiiii, 06ymMoBeHi migokainy rigpoxnopumoM: aHadinakTuyHi peakuii. PO3BUTOK
CHUCTeMHUX MTOOIYHUX pPeakIlii MaJIoOMMOBIPHUM, OCKITbKY IIPH 3aCTOCYBaHHI JIIKapChKOTO 3aC00y
HAJXOMXKEeHHS JIiMOKaiHy ¥ CHCTEMHUY KPOBOOOIT € HE3HAYHUM; CUCTEMHI 1Mo6iuHi peakiril, moB’g3aHi
3 mimoKalHOM, ieHTUYHi 3a MPOosiBaMU [I0 TAaKMX, ITI0 ITOB’sI3aHi 3 MiCIIeBUMHU aHECTETUKAMU aMiTHOl
Tpynu.

Tepmin npudamHocmi. 3 POKH.



[Ticns mepioro BigKpUTTS TepMiH 30epiraHHs CTAHOBUTDH 4 THUXKHI.

YMmoBH 30epirannsi.

30epiratu B HEAOCTYIIHOMY IJIS OiTed Micli mpu TemnepaTtypi He Bute 30 °C.

VYnaxoBka.

[To 15 r a6o no 30 r y Ty6i, mo 1 Ty6i 3 amIikaTopoM y KapTOHHI# maylli 3 MapKyBaHHSAM YKPaiHChKOI0
MOBOIO.

Kareropis Bignycky. bes penenra.

BUpPOOHHK.
JIEO ®apma ManydakTypisur Itami CPJI /

LEO Pharma Manufacturing Italy SRL.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.
Bia E. Illepinr, 21, 20054, Cerpate, MinaH, Itamis /

Via E. Schering, 21, 20054, Segrate (MI), Italy.

3asiBHHUK.
Baiiep Koncrsromep Kep AT /

Bayer Consumer Care AG.

Micue3HaxogkKeHHs 3asiBHHUKA.
[Tetep Mepian-IlITpacce 84, 4052 bazens, [lIBeutapis /

Peter Merian-Strasse 84, 4052 Basel, Switzerland.



