IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JIKAPCHKOI0 3aC00y

PEJI®® ITPO
(RELIEF® PRO)
Bci uinu na npenapar PEJII®® ITPO mozkHa 3HaiiTH Ha caiiTi doc.ua

Cknao:

Oitoui peuogunu. 1 T PEKTaIBHOTO KpeMy MICTUTh | Mr (1yokopTonoHy miBanaty ta 20 Mr Jigokainy
rigpoxyiopuay (0€3BOAHOIO);

oonomidicHi peuosunu: momicopbar 60, copOiTaHCTeapaT, CIUPT IIETOCTEAPUIIOBUMN, OJIisi MiHEpaIbHa,
napadin OUMA M’SIKUMA, TUHATPIIO efeTaT, HaTpiro auriapodocdar maurigpar, HaTpiro rigpodocdar
JOJIeKariApaT, ciiupT OCH3WIIOBHIA, BOJa OUYHIIICHA.

Jlikapcbka ¢opma. Kpem pexranbHMiA.
OcnosHi ¢hizuxo-ximiuni enacmusocmi: OUIHIA HEMPO3OPHHA KPEM.

dapmakoTepaneBTHYHA rpyna. 3aco0u JUIst JiKyBaHHS T€MOPOIO Ta aHAIBHUX TPIIIMH /ISl MiCIIEBOTO
3actocyBaHHs. Koptukocrepoinu. ®@ayokopronon. Kox ATX CO5AAO08.

Dapmakono2iuni enracmueocmi.

Dapmaroounamixa.

@OyoKOPTOJIOHY MiBajlaT MPUTHIUYE 3amajibHI Ta ajepriuHi MKIpHI peakilii, a TaKoX IOJIETIIye
Cy0’€KTUBHI MPOSIBH, TaKi sIK CBEpOIXK, BIMIYTTS MEUiHHA Ta OOJIO; 3MEHIIY€e PO3MIMPEHHS KalIspiB,
HaOpSAK IHTEPCTHUIIAIBHUX KIITHH Ta IHIBTPAIiI0 TKaHUH, 1HT10ye mpoidepalito Kamispis.
JlimokaiHy TiApOXJIOPU € CTAHJAPTHUM aHECTETUKOM MICIIEBOI Jii, SKUI 3aCTOCOBYETHCS B MEIUYHII
MPAKTHULI NMPOTATOM 0araTtb0X POKiB. 3aBISKM 3HEOONIOBAILHOMY €(EeKTy BiH € €(peKTHBHUM Yy pasi
3aCTOCYBAaHHS CYIO3UTOpIiB Ta Ma3ed, MPU3HAYEHUX [UIsl JIIKYBaHHsS MOPYIIEHb, IOB’SI3aHUX 13
reMOpOilalbHOI0 NATONOTi€0. 3MEHIIEHHs 000 Ta CBepOeXKy MOB’A3aHe 3 1HIOyBaHHIM a)epEeHTHUX
HEPBOBHX IMITYJIbCIB.

Dapmakoxinemuxa.

ITicns 3acTOCYyBaHHS KpEMY B PEKTaJIbHIM 30H1 3/10pOBUM JOOPOBOJIBIISIM YOIOBIYOiI CTaTI MAKCUMallbHA
cucteMHa abcopOiis craHoBmwia 15 % mo3u  ¢uryokopronony miBasaty Tta 30 % mno3u mimokaiHy
riipoxyiopuay (Airoui pe4OBUHU, TOMiU€H1 pal0aKTUBHUM 130TOIIOM).

Kuainiuni xapakrepucTuku.

Ilokaszanna.

JIJ1st CHMOITOMAaTHYHOTO JIIKYBaHHsI OOJTIO Ta 3alajeHHs y pasi:
- TEMOpOIO;

- IPOKTHUTIB;

- eK3eMU B JIUISHIII 33 JHHOTO MPOXO.Y.

IlIpomunokasanuna.

3acTocyBaHHs Jikapchkoro 3acoby Pemip® IIpo mporumokasane npu MicleBUX 1HQEKIIAX y IiISHI
00poOJIeHH, a TAKOX Y Pa3i HAsSBHOCTI Yy BIJIOBITHUX 30HAX YITKMX CUMITOMIB TaKUX MATOJOTTYHHX
CTaHIB:
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- cienIYHUX YpakeHb MKIpH (cudimicy, TyOepKyIb03y);

- BITpSIHOI BiCTIH;

- peaKIIiii mics MeTUICHHS,

- TEHITAIBHOTO TepIiecy;

- HaTypaJIbHOI BICIIH;

- IHIIMX BIpyCHUX 1H(EKIi;

- MIEPBUHHUX OaKTepiaIbHUX a00 TPHUOKOBUX 1H(EKIIIH;

- BTOPMHHHX 1H(EKIIH MKipK 32 BiICYTHOCTI BiNOBITHOI Tepamii.

[TamieHTaMm 13 TIABUINEHOK YYTJIMBICTIO JO 1HIIOI MICIIEBOI aHecTe3ii amMigHOro TUIy (HaIpHUKIa,
OymiBakaiH, €TiJJOKalH, MeMiBaKaiH Ta MPHUJIOKATH).

Penip® IIpo He ciij 3aCTOCOBYBATH B Pa3i MiJBMILEHOI YYTIMBOCTI 10 AiOYMX PEYOBMH a00 10 OyIb-
SIKO1 3 IOTIOMDKHUX PEUYOBUH, HAPUKIA O CIUPTY ETOCTEAPUIIOBOTO.

Ocoonuegi 3axo0u 6e3nexu.

V pasi 3acrocyBanHs pekranbHoro kpemy Pemid® Ilpo y mginsumi remitaniii abo y IiIsSHII aHAILHOTO
OTBOPY TaKi JIONIOMIXKHI pEYOBUHH, K Mapadid OUTHi M IKHU Ta OJlisi MiHEpalbHa, MOXKYTh 3MEHIIUTH
MIIHICTh IPE3epPBATUBIB, BUTOTOBJICHHX 13 JIATEKCY, 1 TAKUM YMHOM MOPYIIUTH iX HATIHHICTb.

[Tpu rpuOKOBHX ypakeHHSX MOTPiOHA 01aTKOBA CIIeIialbHA MPOTUTPHOKOBA TEPAITis.

HeoOxiaHo yHHKaTH KOHTaKTy KpeMy 3 ounma. [Ticis 3acTocyBaHHS peKOMEHI0BAHO PETEIbHO BUMUTH
PYKH.

Crnupt 1eTocTeapuIIOBUNA MOKE CIIPUYMHUATH MICIIEBI MIKipHI peakilii (KOHTAKTHUHN 1epPMaTHUT).
Bukopucransas mpemnapatiB UIsi MICIIEBOTO 3aCTOCYBaHHS, OCOOJIMBO BIPOAOBXK TPHUBAJIOTO TEPiOy,
MO’K€ CIPUUMHUTH SIBUIIA CEHCUOLTI3aMii. ¥ 1[bOMy BUIIaIKy BUKOPUCTAHHS BKa3aHUX MpenapariB Ciij
mepepBaTd 1 PO3MOYATH BIANMOBIAHE JiKyBaHHS. SIKIIO mpemapaTd Jjisi MICIEBOTO 3aCTOCYBaHHS
HAHOCSTh Ha BEJHKI 32 TUIOMICIO JUISTHKYU Tijla, Ha TMOLIKO/KEHY IIKipy a0o MiJ repMeTHYHY OB SA3KY,
KOPTHKOCTEPOiTi MOXKYTh a0COpOyBaTHCS Y KUTBKOCTSX, III0 MOKYTh CIIPUYUHUTH HeOaXaHi CUCTeMHI
edpexTn. He 3acTocoByBaTH MijA OKIIO3iHI MOB’SI3KM Ha AUISHKY NMpoMeXHUHU. [Ipurniuenns QyHkuii
HaJHUPKOBUX 3aJl03 MOXKE CTaTHCs HaBiTh 0e3 okiMo3ii. MiclieBe 3acTOCyBaHHSI KOPTHUKOCTEPOIiIB Y
BEJIMKHX J03aX MOXKE IPU3BECTH 10 a0copOLii CUCTEMHO aKTUBHOI KIIBKOCTI KOPTUKOINNIB. Y HAayKOBIiH
JTEpaTypl € JaHl LI0JI0 PO3BUTKY KaTapaKTHU Y Mall€HTIB, Kl BUKOPHUCTOBYIOTh KOPTHKOCTEPOiIu
MPOTATOM TPUBAJIOTO MEPIOAY Yacy, TOMY, 00 BUKIIOYUTH MPOSBU CUCTEMHO] i KOPTUKOCTEPOI/iB,
CIIiJ] 3HATH PO MOKJIMBY POJIb KOPTHKOCTEPOI/IIB Y PO3BUTKY KaTapaKTH.

3 00EepekHICTI0 3aCTOCOBYBATH MPHU TOCTPUX 3aXBOPIOBAHHSX, OCIIA0JICHUM XBOPUM, TMalli€eHTaM
JITHBOTO BIKYy, MAaIllEHTaM 13 TSHKKUMH CEPIEBOI0 HEIOCTATHICTIO, HUPKOBOI HEIOCTATHICTIO Ta
MIEYIHKOBOIO HEJIOCTATHICTIO.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uou 63aEmooii.

HocaimxenHs: B3aemonii He npoouincd. [lamientaMm, ski npuiMalOTh NPOTHAPUTMIUHI MpenapaTH,
CJTij1 3aCTOCOBYBaTH pekTanbHuil kKpeM Penid® Ipo 3 06epekHICTIO, OCKIIBKY BiH MiCTHTB JIiJIOKATH SK
JI04y PEUOBHUHY.

3 00epexKHICTIO 3aCTOCOBYBATH XBOPHUM, K1 MPUUMAIOTH 1HIIN MiCII€B1 aHECTETUKH, OCKIJTHKA MOKITUBHIA
PU3UK BUHUKHEHHS MOCWIEHHS NOOIYHMX peakiiif; I1HribiTopd MOHOAMiHOKCHJAa3u MOCHIIIOIOThH
MICIICBOAHAIITE3YIOUY IO JIIIOKATHY.

BBaxaerbcs, mo ofHowacHUi mpuiiom 3 iHridiropamu CYP3A, Bximowarouum koOimucrat y Gopmi
TabJIeTOK, MOKe 301IbIIYBAaTH PU3HK CUCTEMHHUX HeOakaHUX eekTiB. Takoi koMOiHaLli cIil YHUKATH,
SKILO TIJBKU KOPUCTh HE NMEPEBUIIYE PU3UK CUCTEMHUX HeOaKaHUX e(EeKTiB, MOB’A3aHUX 13 TPUHOMOM
KOPTHKOCTEPOiiB. ¥ pa3l CylyTHBOIO 3aCTOCYBaHHS HEOOXiJHO KOHTPOJIIOBATH CTaH MAIll€HTa, H100
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YIOEBHUTHCS Yy BIJACYTHOCTI CHCTEMHHMX HeOaxaHuX eQeKTiB, TOB’S3aHMX 13 3aCTOCYBaHHSIM
KOPTUKOCTEPOIIIB.

Ocobnueocmi 3acmocyeanns.

3acmocyeanns y nepioo sazimuocmi abo 200y8anHsL 2pyoor.

JlaHi, sIKi CTOCYIOTBCS 3aCTOCYBaHHs peKTalbHOro Kpemy Penid® IIpo sxiHKaM y mepioj BariTHOCTI, €
HejocTaTHIMU. JlOCHiDKEHHS TIIFOKOKOPTHKOIIIB, SIKI MPOBOAMJIMCS HA TBapUHAX, BUSBUINA HAasBHICTh
PENPOAYKTUBHOT TOKCHYHOCTI.

Jlesiki emizieMioNIoriyHi AOCTIHPKEHHST CB1IUaTh MPO MOJKIWBE 30UIBIICHHS PU3UKY MMajJaTOCXI3UCY Y
HOBOHAPO/DKCHUX, SKIIO iXHI Marepi NOpuiAManu JIKyBaHHS 13 CHCTEMHHM 3aCTOCYBAaHHSM
TIFOKOKOPTUKOIIB y I TpuMecTpi BariTHoCTi. [lamarocxisuc («BoBYa IMaia) € piaKiCHOI MaToJIOTIEl0,
Ta, HE3BWKAIOYM Ha T€, II0 CHUCTEMHE 3aCTOCYBAHHS TJIIOKOKOPTHKOIMIB CHPUYHMHSAE TEPATOTCHHHUN
e(eKT, X 3aCTOCyBaHHS MOYKHA BBaXKaTH MPUYMHOIO I1i€1 MaTOJIOTIi JIUIIe B pa3i 301IbIICHHS BUITAIKIB
10 ogHoro abo aBox Ha 1000 xiHOK, SKi MpUIIMaTK 3a3Ha4eHe JIIKYBaHHS Y IepioJ] BariTHOCTI.

JlaHi 11010 MiCIIEBOTO 3aCTOCYBAaHHS TIFOKOKOPTUKOIIB AJIs JTIKyBaHHS JKIHOK y MEpioJ BariTHOCTI €
HEJOCTaTHIMH, OJIHAK MOKHA BBOKATH PU3HK HU3BKUM, OCKUIBKH TIIOKOKOPTHKOIIM B pa3i MiCIIEBOTO
3aCTOCYBAHHS XapaKTEPH3YIOTHCS JYKE HU3bKOK CHUCTEMHOIO 010I0CTYITHICTIO.

3aranomM, mpemnapaTé MiCIIEBOTO 3aCTOCYBAHHS, SIKI MiCTATh TJIFOKOKOPTHUKOI U, HE CJIiJl 3aCTOCOBYBaTH
npotsaroM | TpumecTpy BariTHOCTI.

VY pasi npu3HaYeHHs JIIKYBaHHS BariTHUM JKIHKaM Ta JKIHKaM Yy TepioJ TOXyBaHHS TPYIAIO0 CIiX
IPOBOIUTH PETENbHY OLIHKY KIIHIYHUX TOKa3aHb 00 3aCTOCYBaHHs peKTaabHoro kpemy Pernid® Ilpo,
a TaKOX CITBBIIHOIIEHHS PH3UKY Ta KOPHCTi. 30Kpema, HEeOOXiJHO YHHKATH JIOBIOTPHUBAJIOTO
3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Y.

30amuicms  6nausamu Ha WEUOKICMb peaxyii npu Kepy8aHHi ABMOMPAHCHOPMOM abO0 [HWUMU
mexanizmamu. He BrumBae.

Cnoci6 3acmocysannsa ma 0o3u.

Pekranbuuii kpem Peri® [po citi 3acTocoByBatTH Bivi Ha 100y, BpaHili Ta BBeUepi (mpuliu3Ho 1 rpam
Ha OJTHE 3aCTOCYBaHHsI). Y MepIll AH1 JIKyBaHHS Mpenapar MoKHa 3aCTOCOBYBATH TpHul Ha 100y. [Ticis
MOKpAIIEHHsI 4YacTO JOCTaTHbO 3acTOCYBaHHS IpenapaTy OJIMH pa3 Ha a00y. PexomeHmoBaHO
3aCTOCOBYBAaTH peKTanbuuil kpem Pemi® Ilpo micns nedexamii. Tlepen 3acTocyBaHHSM IpenapaTy
aHaJIbHY 30HY CJIi/1 aKypaTHO OYMCTHUTH.

[ToBHa TpUBaNICTh JIIKYBaHHS HE MOBUHHA NIEPEBULITYBATH 2 THXKHI.

Hanocutu pexranbhuii kpem Pemip® Ilpo Ha KiHYMKY Haiblls y JAUIAHII aHAJIBLHOTO OTBOPY,
nepe0oprooun KiHieM nanblst omip cinkrepa. OgHa /1032 3aCTOCYBAaHHS Ha KIHUMKY HaJbLs — 1€
KUTBKICTb, SIKA OTPUMYETHCS MICIIs 0OJIHOPA30BOI'0 BUJIABIIIOBAHHS 3 TYOM Ta HAHOCHUTBHCS Ha MOBEPXHIO
BKa3iBHOTO MAJIBI JOPOCIOi moaunu. Y pasi HeoOximHocTi BBeqenHs pekransHoro kpemy Pemid® Ipo
BCEPEMHY MPAMOI KUIIKHM CJIiJ] HATBUHTUTHU aIuliKaTop Ha TyOy Ta BBECTH KIHUMK Yy 3aJHIH MPOXis.
HeBenuky KiUTBKICTh KpeMy MOKHA TaKOX BBOJHUTH IIISIXOM JIETKOTO HATUCKAHHS Ha TYOY.

He BUKOpHCTOBYBATH ariikaTop, AKIIO BiH MOIMIKOKeHUN. [[OBHICTIO HATBUHTHUTH arulikaTop Ha TyOYy.
[Ticng KOXKHOTO BUKOPUCTAHHS aIUIiKaTOp CJiJ MPOTEPTH 3BEPXYy MANepOBHM DPYIIHHUKOM, BUAAIUTU
BYIIHUMH MaJIMYKaMU 3aJIUIIKU KPEMY 13 CepeNHHM aIulikaTopa i 3HOBY IIPOTEPTH arlliKaTop NanepoBUM
pymHUKOM. [IpoMuTH amiikaTop MmiJ TEMJIOK BOAOK MPOTIAroM | XBUJIMHM Ta NPOCYLIUTH HOTO
MaTIepOBUM PYIITHUKOM.

Jimu. He pekoMeHI0BaHO 3aCTOCOBYBATH JITSAM Y 3B’S3KY 3 BIJICYTHICTIO IaHUX CTOCOBHO O€3IEeKH Ta
€(eKTUBHOCTI.



Ilepeoo3ysanns.

Pe3ynbraty 10CIiKEHb NOTEHLIMHOI FOCTPOi TOKCHYHOCTI, ITOB’ I3aH0i 3 AiF0YMMHU pedoBruHamMu Peip®
[Ipo, cBig9aTh MPO BiICYTHICTh PU3UKY PO3BUTKY CUMIITOMIB, TTOB’I3aHHX 13 TOCTPOIO TOKCHYHICTIO, SIKa
PO3BHBAETHCS BHACTINOK BHUIMAJKOBOTO MEPEAO3YBaHHA B PE3YJIbTaTi OJHOPA30BOTO PEKTAIBLHOTO
3aCTOCYBaHHS Ipenapary.

VY pasi BHIAIKOBOTO KOBTaHHS JIKapChKOro 3aco0y (y pa3i MPOKOBTYBaHHS KIJIBKOX I'paMiB Kpemy)
OYIKYIOTHCS B OCHOBHOMY CHCT€MHI CUMIITOMH, CIIPUUMHEH] 3aCTOCYBAHHSM JI1JIOKATHY T1IPOXJIOPUIIOM.
3anexHO Bij 1031 BOHH MOXKYTh IPOSIBIATUCS Y (OPMI CEPLIEBO-CYJUHHUX OPYIIEHB TSXKKOTO CTYIICHS
(BHIKEHHS apTepiaibHOTO THCKY, IIiJABUIIEHE TOTOBUIJIECHHS, OJIiAICTh IIKIPHUX TOKPHBIB,
OpaauKkapis, apuTMist, TPUTHIYEHHS (PYHKIIT cepIs, oK a00 B 0COOIMBO BaKKUX BUIAAKaX — 3yIUHKA
cepis) abo peakiliii, MoB’s3aHUX 13 MOPYIIEHHSIMH 3 OOKY IIEHTPaJbHOI HEPBOBOI CHCTEMHU (TOJIOBHUI
01J71b, 3a11aMOPOYEHHS, HEUITKICTh 30POBOT0O CIIPUHHSTTS, AUILIONIS, IIyM Y ByXaX, COHJIUBICTh, OHIMIHHS
KIHIIIBOK, 03HOO, 3aHEMOKOEHHS, CyJOMH, AUCIHOE ab0o B OCOOMMBO Ba)XKKUX BHIIAJKaX — JUXaJlbHA
HEJIOCTATHICTh). MOXJIMBa METIeMOIJIO0IHEMIsl.

JlikyBaHHs y pa3i mepefo3yBaHHs Iependadae peTeNbHUNM MOHITOPUHT BITambHUX (YHKIIH,
OIATPUMYIOUI i1, SIKi 320€31eUyloTh PiBeHb KUCHIO, @ TAKOXK CHUMIITOMAaTUYHE JIIKYBaHHS MOPYIICHD 3
00Ky LEHTpalbHOI HEPBOBOI CHUCTEMH Ta CEpPLEBO-CYIWHHOI CHUCTEMHM, HANPHUKIA] MPU3HAYCHHS
0apOiTypaTiB KOPOTKOTPUBANOi 1ii, Oera-cMMIaroMiMeTHKIB Ta atpominy. Jliami3z He 3abe3meuye
JOCTaTHHOTO e(PeKTy.

Io6iuni peaxuii.

Bumanku BUHMKHEHHS HeOaKaHUX €EKTIB IMiJpaxoBaHI Ha MMiJICTaBlI CYKYITHOCTI JaHWX KITIHIYHUX
JOCTIIKeHb, IPOBEACHUX 3 y4acTio 661 marieHTa.

3 6oxy wxipu ma niowKipHoi KiimKoguxu, BKIIOYAIOYH AJEPTivHI peakiii: yacTo: OUIb Ta BiIIyTTS
MEYiHHS Y MICIIi 3aCTOCYBaHHS; HEYACTO: MOAPA3HEHHS Y MiCIll 3aCTOCYBaHHSI.

[Ticns moBroTpuBaioi Teparii i3 3acrocyBannsaM kpemy Penip® Ipo (ska nepesuinye 4 THKHI) BUHHKA€E
PHU3UK PO3BUTKY MICIIEBHX MATOJIOTIYHUX CTAHIB IIKIpH, TAKUX K aTpodis, CTpui abo TeneaHrieKkTasis.
[To61uHi1 peakirii, 00yMOBJIEH1 JIIIOKATHY T1IpOXJIOpUIOM: aHa(ITaKTUYHI peakilii. PO3BUTOK cUCTeMHMX
NOOIYHUX peakiiii ManoiMOBIpHUH, OCKIJIBKU NPH 3aCTOCYBaHHI JIKapChKOTO 3ac00y HAIXOJKEHHS
JJOKaiHy y CUCTEMHHMM KpOBOOOIT € HE3HAUHMM; CUCTEMHI MOOIUHI peakIlii, MoB’s3aH1 3 J1I0KaiHOM,
17IGHTUYHI 32 POsIBAMHU J0 TaKMX, 110 MIOB’s3aH1 3 MiCLIEBUMH aHECTETUKAMHU aMiJTHOI IpYIIH.

Tepmin npuoamnocmi. 3 poxu.
[Ticns mepiioro BiAKPUTTS TEPMiH 30€piraHHsl CTAHOBUTH 4 THXKHI.

YMoBu 30epiranus.
30epiraT B HEIOCTYIHOMY JJIs JIiTeH Micui npu Temmnepatypi He Bute 30 °C.

Ynakoska.

ITo 15 r a6o mo 30 r y Ty061, mo 1 Ty0i 3 armTikaTopoM y KapTOHHIHM maylli 3 MapKyBaHHIM YKPaiHCBKOIO
MOBOIO.

Kareropis Binnycky. bes penenra.

Bupoouuk.

Jleo ®apma Manydaxrypisr Itami C.PJL /

Leo Pharma Manufacturing Italy S.R.L.

Micue3naxo/:keHHs1 BUPOOHHMKA Ta HOTro ajpeca Micusi NPOBasKeHH TislIbHOCTI.



Bia E Illepinar 21, 20090, Cerpare, Minan, Itamnis /
Via E Schering, 21, 20090, Segrate, Milano, Italy.

3asiBHUK.
baiiep Konceromep Kep Al /
Bayer Consumer Care AG.

Micue3HaxoakeHHs 3asiBHUKA.
[Terep Mepian-IlITpacce 84, 4052 bazens, llIBetinapis /
Peter Merian-Strasse 84, 4052 Basel, Switzerland.



