IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

PO3AMET®

(ROZAMET®)

CKnao:
0itoya pevoB8uHa: METPOHITA30II;
1 r kpemy MicTuth 10 MI MeTpOHiZa3071y;

donomidcHi peyoguHu: MeTuinnapaben (Metunnaparigpokcubensoar) (E218), mponinnapaben
(mpominmaparigpokcuben3oat) (E216), riinepuH, omist MiHepasbHa, BiCK aHiOHOQKTUBHUM
eMyJIb[OBaHUY, [IPOMiJIEeHTIiKOJIb, BOfA OYUIIIeHa.

JIlikapcbka ¢popma. Kpem.

OcHosHi (i3uko-xiMiyHi 81acmusocmi: ODHOPIOHUN KpeM 0iI0ro KOJIbopy.

dapMakoTepaneBTHYHA rpyna. XiMioTepaneBTH4Hi 3acobu [yt MiCIIEBOTO 3aCTOCYBaHHS.

Kox ATX DO06B X01.

dPapmako102iuHi e1acmusocmi.
dapmakoOuHamika.
AKTUBHWI KOMIIOHEHT ITpernapaTty — MeTPOHIa30/ — 1ie CHHTeTUYHHUH (MMOXigHA pedyoBUHA

5-HiTpoiMifa3011y) aHTUIPOTO30MHUYN 1 aHTHOAKTepianbHUM 3aci0. MexaHi3M WOro Ail mojirae B
GioxiMiYHOMY BiZHOBJIEHHI 5-HITPOTPyNHM METPOHIAa30/Ty BHYTPIIHbOKIITUHHUMY TPaHCIOPTHUMU
npoTeiHamMu aHaepoOHUX MiKpoopraHi3miB i HalnpocTimux. BigHoBNIEeHa 5-HiTporpymna
MeTpoHima3omy B3aemogpie 3 [THK MikpoopraHi3MiB, MPUTHIYYIOYH 1i CUHTES, 1110 IPU3BOOUTH 10
3aruberti MikpoopraHi3miB. BBaka€ThCs, 0 TAKUM YMHOM C(pOpMOBaHi MPOAYKTH BifiIOBiAAIOTE 3a
IPOTUMIKPOOHY Ta IUTOCTATUYHY Aif0 JIIKAPCHKOTO 3aco0y, OCKinbKM BOHU MOMKOAXKYOTh [THK i
IPUTHIYYIOTh CUHTE3 HYKJIeIHOBUX KUCJIOT. MeTpOHia30J1 0MHAKOBO e(heKTUBHUY IK V KIIiITUHAX, II0
OiNISIThCS, TaK i B cTabimbHUX KaiTHHAX. [IpoTH3ananbHa Ta iMyHOIeIpecCuBHa Hist METPOHITAa30y
Oyra moBefieHa y HOCHIIXKEHHSX in vitro Ta in vivo. BBaka€eThCs, 110 3a HOIIOMOTO0I0 3a3HAYEHOT0
BHUIIle MEXaHi3My [il IpenapaT IPU3BOAUTH 0 3MEHIIEHHS 3allaJlbHUX YpaXKeHb (IamyJs Ta IyCTyJll) Ta
epUTEeMH Y XBOPHUX Ha po3aliea. MiclieBa aHTuOaKTepiaibHa [isT METPOHIAa30/1y He BBaKAETHCS
3HAYHOIO IIPH JIiIKyBaHHI po3aliea Ta po3aleanofiOHoro JepMaTuTy.



3acToCcyBaHHS METPOHima30/my y KoHLeHTpallil 1 % aBiui Ha meHb mpoTsarom 30 OHIB HE TPU3BOAUTH
o 3MiH aepoOHOI Y aHaepobHOI mKipHOi abo dhekanbHOI MiKpoGhIOpH.

dapmakokiHemuxka.

MeTabo71i3M Ta BUBEJEHHS METPOHIJa301y IMicJig MiCI[eBOr0 3aCTOCYBaHHS He BU3HAYaJIUCS.
CuctemHo abcopboBaHuil METPOHIA30J1 MeTabOIi3yeThCS Y TEUiHIli Ta BUBOOUTHCS HUPKAMU.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

MicueBe nikyBaHHS 3alla/JIbHUX [AIyJI i IyCTYJI IPU po3aliea Ta ByJIbIapHUX Byrpax,
po3alieanofibHOTO CTEPOIAHOTO AEePMATHUTY.

IIpomunoka3aHHsi.

MeTpoHiga301 MPOTUIIOKa3aHUI XBOPUM i3 MiBUIIIEHOI0 YYTIHUBICTIO [0 JTIKAPCHKOTO 3acoby, [0
IOXiIHUX iMifa3oy, mapabeHiB Ta MOOiOHUX CIIONYK abo0 [0 Oyab-SKWX iHIINX KOMIIOHEHTIB
JIiKapChKOT0 3aco0y.

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu é3aemoditi.

[pu micueBoMy 3aCTOCYBaHHI Y PeKOMEHOBaHUX N03aX CUCTEMHOI B3aeMOIil KpeMy 3 iHIuMu
niKapchrKUMU 3acob6aMu He BUSBIIEHO, ONHAK CJIil HOTPUMYBaTUCh 00epeXHOCTi y pa3i npu3HaueHHS
kpeMy Pozamet”® 3 [iesIKMMH JIIKapCHKUMH 3aCO0aMH.

BapdapuH Ta iHIIi KyMapWHOBI aHTUKOATYISHTH. Bimomo, 1110 METPOHiIa3071, IKHi 3aCTOCOBYETHCS

IIepopajbHO, MIOCUITIOE AaHTUKOATYISHTHY Mi0, 1[0 MPU3BOOUTE [0 IMOI0BXKEHHS Yacy YTBOPEHHS
IpoTpoMOiHy.

®enobapbiTan. BctaHOBIEHO, 1110 TPY OMHOYACHOMY 3aCTOCYBaHHI 3 METPOHIAA30JI0M, II10
3aCTOCOBYETHCS ITEPOPAJIbHO, TIOHUKYETHCSI aHTUMIKPOOHA aKTUBHICTb OCTaHHBOTO. [IpuyrHa -
IPUCKOpPeHuN MeTabo1i3M MeTpoHifa3oy.

[Tucynbdipam. OgHOYaCHE epopasibHe 3aCTOCYBaHHS IIOCUIIOE TOKCHYHICTD IIpernaparis, 1[0 MOXe
IIPU3BECTU [0 PO3BUTKY HEBPOJIOTIYHUX CUMIITOMIB.

[HumeTtunun. [Tpurniuye metabo1i3M MeTPOHia301y, IKUM 3aCTOCOBYETHCS IIEPOPANIBHO, IO MOXKE
CIIPUYMHUTH TiIBUILIEHHS KOHIIEHTpAallil METPOHIIa30/1y B CUPOBATIIi KPOBi.

[Tpu cucteMHil Teparil METPOHIIa307I0M HEOOXiTHO YTPUMYBATHCD Biff IPUNOMY aJIKOTOJII0, OCKiTbKU
MOXKJIMBa gucynbdipamononibHa peakilis.

Oco06.1ueocmi 3acmocye8aHHs1.

Jlikapcekui 3acib mpu3HaueHu BUHSATKOBO OJI51 30BHIITHBOT'0 3aCTOCYBaHHA. CIlif YyHUKATH KOHTAKTY
3i cnu3oBUMM 000JIOHKaMHU Ta 04YMMa, OCKiIbKHU IperapaT MOXKe BUKIMKATH iX Mofpa3HeHHs. AKIIo



KpeM IIOTPaNuB y 04i, He0OXiIHO TEpMiHOBO IPOMUTH iX BEJIMKOIO KiNIbKiCTIO Bomu. He ciif HaHOCUTH
KpeM Ha [IiJITHKY, PO3TalloBaHi OIM3bK0 00 o4Yel. YpaXKeHy OiNAHKY CIIifl OYMCTUTH TIePer
HaHEeCceHHsIM KpeMy Posamert °. ITicis HaHeCeHHS IMperapaTy MOXKHa BUKOPHCTOBYBATH KOCMETHYHI
3acobu.

[Tpu HaHeCeHHi Ha BeIUKY MTOBEPXHIO IIKipK abo B pa3i TpUBaIoro BUKOPUCTAHHS KpeMy icHye
iMOBIpHICTh PO3BUTKY CUCTEMHUX IOOIYHUX ePEKTIiB.

[Tpenapar cyif 06epekHO IPU3HaYaTH XBOPUM 3 MOPYLUIEHHIM (QYHKIii CHCTeMU KPOBOTBOPEHHS.

MeTpoHina3o0 A7g 30BHIIIHLOTO 3aCTOCYBaHHS Hee(heKTUBHUY AJIS JIIKyBaHHS TeleaHTieKTasil, o
CIIOCTepPIraeThCs IPU YEPBOHUX Byrpax.

[Tponinmaparigpokcuben3zoar (E 216) Ta metunnaparigpokcubensoat (E 218), mo BXoasATh 00 CKIIamy
mpenapaTry, MOXYTh BUKJIMKATH ajlepridyHy peakxiliio (MOXKIUBO, BiICTPOYEHY); AyXKe PigKo
MOXKJIUBUY KOHTAKTHUY JepMaTuT. [IpOmineHriiKons, 10 BXOOUTh A0 CKIafy IpernapaTy, TaKoX
MOXKe CIIPUYHMHSTH IIKipHi peakirii.

[Tig wac 3acTocyBaHHA IIpenaparty Ciif yHUKaTd Y®-onpoMiHeHHS (COHSYHI BaHHU, comsapiu, YO-
JIaMIIN).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

[Tpu 3acTOCyBaHHI BHYTPIilIHEO METPOHIA30J IPOHUKAE KPi3b MJIalleHTapHuM 0ap’ep y TpynHe
MOJIOKO Y OOCUTH 3HAYHUX KOHIIeHTpaliax. He3Baxawuu Ha Te, 1110 V¥ pa3i MiCL[eBOT0 3aCTOCyBaHHS
KOHIIeHTpallisi METPOHIAa30J1y B KPOBiI HEBUCOKA, P03aMeT®, KpeM IPOTUIIOKa3aHuu y | TpuMecTpi
BaritHoCTi, a B II Ta III TpuMecTpax #Oro MOKHA 3aCTOCOBYBATH TiJIbKHU ¥ Pas3i KpaHbOI IOTpeoOu.

Ha nepiopg nikyBaHHS ImpemnapaToM CJIifl IPUIUHUTH TOAyBaHHS TPYOIIO.

30amuicmb 8niusamu Ha weudKicme peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

3acTocyBaHHS IIpemnaparTy y 3a3HadeHil 0o3i He BIJIMBA€E Ha IIBUAKICTh peakllii py KepyBaHHi
TPAHCIIOPTHUMHU 3acobamu abo Ipu poOOTi 3 MOTEHIINHO Hebe3MeYHUMH MexXaHi3MaMH.

Cnoci6 3acmocyeaHHsi ma do3u.
[IpenapaT npu3HAUYEHUM TiIIBKY AJIS 30BHIIIHBOTO 3aCTOCYBaHHS!

KpeMm HaHOCUTH TOHKUM IIapOM Ha IIONePefHbO OYUIIEeHY 3a LOIOMOT0I0 TeIol Bogu abo 1erkoro
[eTepreHTy MKipy i 37erka BTUpaTu. PeKoMeHOy€eThCst pobuTu nepepsy B 15-20 XBUIMH MixX
OUYMINEHHSM IIKipY Ta HaHEeCEHHSIM KpeMy. 3aCTOCOBYBaTH ABidi Ha feHb (BpaHLi i BBeuepi). CepenHs
TPUBAJIICTh JIIKyBaHHS CTAHOBUTH 3-4 Micsni. TepaneBTUYHUY e(peKT CIIOCTEPIraeThCs mMicas 3
TUXKHIB JIIKyBaHHS.



Himu.

He 3actocoByBaTu miTsam.

IIepedo3yeanHsi.

Bunanku nepeno3yBaHHs IIpY MiCIIeBOMY 3aCTOCYBaHHI HeBifoMi. [Ipy MiciieBoMy 3aCTOCYBaHHI
METPOHINAa30J1 afcopOyeThCs y He3HAYHIN KiNTbKOCTI, 1110 He YUHUTh CUCTEMHOI0 e(eKTy.

ITo6iuni peakuii.

3a3Buyaii, HeOaxkaHi peakliii, TOB’'3aHi i3 MiCI]eBUM 3aCTOCYBaHHSIM METPOHia301y,
CIIOCTepiramThCs HEYacTo i y cnabko BupaxeHii Gopwmi. HaltuacTimumu nobiunuMu epekTaMu €
aJjepriufi peaxiiii Ta IPOSIBY IiBUIIEHOI YYTIUBOCTi, B TOMY YMCJIi BUCUIIU Ha IIKipi, cCBepOixK,
KPOIIMB AHKA, MICIIEBl ITOAPa3HEeHH LWIKIPH, 110 XapaKTEPU3YIOThCSI TUMYAaCOBUM IIOYEPBOHIHHSAM,
BIUYTTAM CYXOCTi, II€4iHHS, IIOKOJIIOBaHHSA Ta O3HAKaMU II0Apa3HeHHs, MiCLieBe IIiBUIIeHHS
TeMIepaTypu mKipu. HaHeceHHs KpeMy Ha AUISHKY 04ell MOXKe BUKJIMKATH CIIb030TeYy.

Ha nmouaTky liKyBaHHS MOXKJIMBE TUMYACOBe [IOCUJIEHHS CUMIITOMIB po3aliea, TOMY OL[iHKa MiCI[eBUX
peaxiiii, BUKJIMKaHUX METPOHia30JI0M, MoXKe OyTH yTPYAHEHOIO B 3B'SI3Ky 3 TUM, 1[0 OaraTo 3
BUIIIEHa3BaHMX CUMIITOMIB € TaKOXK TUIIOBUMHU i /IS po3aliea.

Cucremsi no0igHi eekTH METPOHIA30JTy € MaJOMMOBIpHUMU 4Yepes3 Te, 10 KOHIeHTpallii, SKi
LOCATaTLCS Y Pe3yyIbTaTi MiCLIeBOT0 3aCTOCYBaHHS, € IyKe HU3bKUMU.

MoxmuBi HebaxaHi peakilil 3 60Ky HEpPBOBOI CUCTEMH: TilloacTe3isl, mapecTesis, QUCreB3is
(MeTaneBuy MpUCMak y poTi).

[ami: HymoTa, oucynbdipaMonomiOHi CHMITOMH.

[Tpomninnaparigpokcubensoat (E 216) Ta metunnaparigpokcubensoat (E 218), mo BX0oOaTh A0 CKIany
mpenapary, MOXYTh BUKJIMKATH aJIepriuyHy peakxiliio (MOXKIUBO, BiICTPOYEHY); OyXKe PimKo
MOXKJIUBUY KOHTAKTHUY JepMaTUT. [IpOMineHriKob, 110 BXOOUTh A0 CKIagy IpernapaTy, TaKoX
MOXKe CIIPUYMHUTH IIKipHi peakiil.

Tepmin npudamHocmi. 2 POKH.

YMmoBH 30epiranssi.

30epiratu y HeJOCTYIIHOMY IJ1s HiTel MicIli mpu TeMiiepaTypi He Buine 25 °C.

YnakoBka. ITo 25 r kpemy y Ty6i; 1 Ty6a y KapTOHHi# KOpOOIIi.



Kareropis Bigmycky. 3a perenTtom.

Bupoounuk. Anpan-T'anencbkun JIabopartopin 1. n./ Jadran-Galenski Laboratorij d. d.

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajgpeca MicCiisi MIpOBaJiKeHHsI HOro TisUIbHOCTI.

CainbHO 20, 51000 Pieka, Xopsartis.



