OBLIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTI' O IIPEITAPATA

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA
3JIOKOM, 1mr/t kpem

2. KAYECTBEHHBIN Y KOJIMYECTBEHHBIN COCTAB
2.1 KauecTBEeHHEIN COCTaB
Mowmertasona dypoat

2.2 KonnyecTBEeHHBIH COCTaB

1 r Kpema coepKUT

Oetlicmeyowee eeujecmso: 1 Mr MomeTazoHa pypoara;
[TonHbI# CIUCOK BCIIOMOTATENbHBIX BEIIECTB CM. B ITyHKTE 6.1.

3. JEKAPCTBEHHASI ®OPMA
Kpewm, Imr/r, 15T
beroro uinu mouTH 0€70ro NBETa MATKONW KOHCHUCTEHIIMN OJHOPOIHBIN KpeM, 03 MOCTOPOHHUX BKITIOYCHUH.

4. KIMHUYECKHUE JAHHBIE

4.1 lloka3zaHusl K IPUMEHEHHU IO

MecTHoe JleueHHE€ CHMITOMOB BOCHAJICHHMS M 3yJa Opu 3a00JeBaHMSAX KOXKH, HOANAIOMIMXCS TEParuu
KOPTUKOCTEPOHUIaMH, B TOM YHCIIE TICOpHa3a U aTOMNYECKOro AepMaTHTa.

4.2 Pexxum 103UpPOBAHMS U CIIOCO0 MPUMEHEHUS

Pexxum no3upoBanns

JnuTenpHOCTh JIeueHus orpeenseTcs TSHKeCThI0, TeUeHHEM 3a00JIeBaHUs U ONPeAeAeTCs] MHIAUBUAYAIbHO.
Hcnonp3oBaHne KOPTUKOCTEPOHUIOB IJII MECTHOTO NMPHUMEHEHUS y AET€H M y B3pOCHBIX Ha JMIE HE JOJKHO
npeBbIIaTh 5 qHeil. HempepsiBHOE MpUMEHeHUe npenapaTa He JOJDKHO MPEBBIIaTh 2-3 HeJelNu.

Hemu

VY neteil B BozpacTte crapiie 2-X JeT DJIOKOM CIIeIyeT UCIOIb30BaTh C OCTOPOKHOCTHIO. [Ipenapar He mokazan
JUId TNPUMEHEHHWs y OeTed B Bo3pacTe Miafme 2 JIeT, HOCKOJbKY 0e30macHOCTb M 3(PQPEKTHBHOCTH €ro
MPUMEHEHUS B 3TOW BO3PACTHOM I'PYIIE HE YCTaHOBJICHBI.

Cnoco0 npuMeHeHUs

DJI0KOM HaHOCST TOHKUM CJIO€M Ha IOPa)KEHHbIE YYaCTKU KOXHU | pa3 B A€Hb.

4.3 IIpoTuBONOKA3aAHUA

DIOKOM TPOTUBOIOKA3aH MAIlMEHTaM C THIIEPYYBCTBUTEIBHOCTHIO K KaKOMY-JIMOO KOMITOHEHTY Mpernapara.
Tak xe Kak W Jpyrue TIOKOKOPTUKOUABI DJIOKOM IMPOTHUBOMOKA3aH MAI[MCHTAM C BYJIBTapPHBIMH YIPSMH,
po3aliea, IepHOPaITbHBIM JIEPMATHTOM, ITEPUAHATIBHBIM ¥ TeHUTAJIBHBIM 3yJIOM, OTPEIOCTSIMH OT MOJII'Y3HHKOB,
MHQEKIUAMUA KOXW OakTepuaabHOW (HAmpuMep, HMIIETUTO, IHOASPMHsI), BHPYCHOUM (TpocToil reprec,
OTIOSICHIBAOIIWH JINIIIAM, BETPSHAsS OCIIA, ByJIbrapHbIE 0OPOIaBKH, OCTPOKOHEYHBIC KOHUIIOMBI, KOHTarHO3HBIH
MOJIIIOCK) W T'pUOKOBOM (HAmpuUMeEp, BBI3BAHHBIX JIPOXOIKEIOMOOHBIMH TIpUOKaMH U JIepMaTO(PHUTAMH)
STHOJIOTUH, TApa3UTAPHBIMU HMHBA3WSMH, TAIMEHTAM C TYOEpKyJe30M, CHUPHINCOM, MOCTBAKIIMHAILHBIMU
peakuusmu. [IpenapaT He clielyeT HAHOCUTh Ha PaHbI, NU3bA3BICHUS, YYACTKU aTPOQUPOBAHHON KOXKH.

4.4 Oco0ble ykazaHusl M MePbI MPEeJOCTOPOKHOCTH NPHU MPUMeHEeHUH

DJOKOM MOKa3aH TOJBKO sl JEPMaTOJIOTHYECKOrO0 NMPUMEHEHHUs W He NpeHa3HaueH Ijsl PUMEHEHHUS B
0 TaTEMOJIOTHH.

Ecmu npu nmpuMeHeHWM Tpernapara OTMEYEHO pa3ApakeHHe WM IOBBIIICHHAs YyBCTBUTEIBHOCTD, JICUCHUE
CIIEAyeT MPEKPaTUTh U HaA3HAYUTh COOTBETCTBYIOILIYIO TEPAIIHIO.

[Ipu pa3BuTuu NHQEKUNHU CleayeT MIPUMEHUTh COOTBETCTBYIOIIEE IPOTUBOTPUOKOBOE WIH aHTHOAKTepHaIbHOE
nedenne. Eciau B TeueHWEe KOPOTKOTO BPEMEHH HE YJAeTCsl JIOCTUYh MOJOXKUTENbHOrO 3(ddekra, ciemyer
MPEeKPaTHTh MPUMEHEHHE TIperapara JIo JUKBHIAINY TPU3HAKOB HH(EKINY.

Kakue-m6o moGounsie 3pdeKTsl CHCTEMHBIX TIFOKOKOPTUKOCTEPOUIOB, BKIIOYAsl yTHETCHHE (PYHKIUH KOPBI
HA/IMOYEYHUKOB, MOTYT OTMEYATHCS M TPU MECTHOM PUMEHEHHH TITFIOKOKOPTHKOCTEPOUIOB, 0COOCHHO Y JeTeit
MJIAJILIETO BO3pacTa.

[Tpm wcnonp30BaHMM Tpenapara Ha OOJBLION IMOBEPXHOCTH Tejla WM B BBICOKHX J103aX PEKOMEHIyeTCs
NPOBOJIUTH TEPUOJMUYECKUI KOHTPOJIb (YHKIMH HaINo4edyHHKOB. HeoOXommmo mpUMEHSTH ¢ 0co0oi



OCTOPOKHOCTBIO y TAIMEHTOB C IICOPHUAa30M, MOCKOJIBKY MECTHOE HAaHECEHHE TIIIOKOKOPTHKOCTEPOUIOB IIPH
Icopuaze MOXKET OBITh ONAacCHBIM BCIIEACTBHE peIArBa OOJE3HHM TPU PA3BUTHH TOJEPAHTHOCTH, pPHUCKA
TeHepAIM3alUY MYCTYJIE3HOTO MCOpHa3a M Pa3BUTHU JIOKAIBHON WJIM CHCTEMHOW TOKCHUYHOCTH BCIICICTBHE
HapylIeHus 0apbepHON QPYHKIINN KOXKU.

Cuctemnast abcopOmmsi TITIOKOKOPTUKOCTEPOUIOB TPU MECTHOM IPUMEHEHWU OYIEeT BEHIIIE, €CIU JICUCHHE
OyseT MpOBOIUTHCS HAa OOIIUPHBIX MOBEPXHOCTSIX TeENa WU IPH HCIOIB30BAHUM O] OKKIFO3UOHHBIMU
MOBsI3KaMH. B Takux ciydasx, a Takke MpH JUIMTEIBHOM NPUMEHEHHWH TpernapaTa JOJKHBI OBbITh MPUHSTHI
MEPHI MTPEJOCTOPOKHOCTH.

Kak u B ciydae co BceMH CHIBHOACHCTBYIONIMMH IperapaTaMd Ha OCHOBE TIIIOKOKOPTHKOWOB, CIEIyeT
n30eratb MpUMEHEHHS MpenapaTa DI0KOM IMOJI OKKITFO3UOHHEIE MTOBS3KY, B TEUCHUE UTUTEIHHOTO BPEMEHH,

Ha OOJIBIIINE YYACTKH KOXKH, a TAK)KE Ha JTUI0 U KOXKHBIE CKIAIKA (TIOAMBITIIEYHAs U TTaX0Basi 00JIaCTH).
Crnenyet u30erarth nonagaHus mpenapara B rj1a3a (BKJIro4Uas 001acTh BEK), paHbl U Ha CIIM3UCTHIC 000JIOUKH.
['moKOKOPTHKOWABI MOTYT HW3MEHSATh BHEIIHUM BHJ] HEKOTOPHIX KOXXHBIX TOPaXEHWH, YTO 3aTpyIHSET
[TIOCTAaHOBKY JTMArHO3a.

[Ipenapat Hemb3s HCIOIB30BaTH B OONACTH BEK M3-32 PHUCKA DPA3BHTHUS TJAYKOMBI U CyOKamcCyJspHOi
KaTapakThl.

CrnemyeT WCIIONB30BaTh Mpenapar B HAUMEHBIIEM KOJIUYECTBE B TEUYCHHE MHHHMAIBHOTO KOPOTKOTO CPOKAa,
HE00XO0IMMOTO JJIsl AOCTIDKEHUS TepaneBTHIeCKoro dhdekra.

Tak e Kak Ipud UCHOJIB30BAHMM JPYIMX CHIbHOJCHCTBYIOIIUMX INIFOKOKOPTHUKOCTEPOMIOB, JIA
MIPEeIOTBPAICHUS Pa3BUTHS CHHAPOMAa OTMEHBI MPEKpaIaTh JIeYeHHEe HeOOXOTUMO TIOCTETICHHO, yBEINYHBAS
MHTEPBAJIbI MEX]Ty HAHECCHUSMU.

[Ipy mpUMEHEHWH KOPTHKOCTEPOMAOB CHCTEMHOTO W MECTHOTO JeHcTBHs (BKJIIOYas HWHTpaHazalbHOE,
WHTAJSIIIMOHHOE M BHYTPUIJIA3HOE BBEJICHHE) MOTYT BO3HMKAaTh HapylleHUs 3peHus. Eciu BO3HHKAIOT Takue
CHUMITOMBI, KaK HEUETKOCTh 3PEHUS WIN APYTryue HapyIIEHUS CO CTOPOHBI 3pEHHUS, MAIMEHTY CIEAyeT MPOUTH
oOcieoBanne y odranpMoliora IS OIEHKH BO3MOMKHBIX INPHYMH HApPYIIEHUS 3PECHHUS, KOTOPBIE MOTYT
BKIIIOYATh KaTapakTy, T[JAYyKOMY WM TaKue peIKue 3a00JeBaHWs, KaK IEHTpalbHAas cepo3Has
XOPHOPETHHONATHSA, O YeM COOOIIaloch TOCIE NPUMEHEHHS KOPTHKOCTEPOUIOB CHCTEMHOTO M MECTHOTO
JEeUCTBUA.

Ipumenenue 6 neduampuu. Y neteii BO3MOXKHO OoJiee 4acToe NMPOSIBICHUE TPU3HAKOB YTHETEHHS THITOTAIaMO-
runo(ru3apHO-aAPEHAIIOBON CUCTEMBI M CHHIpOM KyInHTa 1Mo BIUSHUEM MECTHBIX KOPTHKOCTEPOHIOB, UEM Y
B3pPOCIIBIX, YTO CBSI3aHO C Oosiee BBICOKOW aOcopOiumeil mpemapara depe3 OOJbIIEE COOTHOMIEHHE TUTOMIAIH
MMOBEPXHOCTH KOXXHU K Macce Tena. B cBA3M ¢ 3TUM MPUMEHEHHE MECTHBIX KOPTHKOCTEPOUIOB y AETeH JOIHKHO
OBITH OTPaHUYEHO MHHUMAIBHO 3()(QEeKTHBHBIM KOJIMYECTBOM MpenapaTa. XpOHUUYECKask KOPTUKOCTEPOHIHAS
Tepamnus MOKET MPUBECTH K HAPYIICHAIO POCTA M Pa3BUTHS ETEH.

DJI0KOM HeE Clle[lyeT HAHOCHTh Ha YYAaCTKH KOXKH, HAXOAALIMECS IMOJ MOATY3HWKAMH WM HEMPOMOKAaeMBIMH
TPyCHKaMH, TaK KaK B 3TOM Cllydyae mpernapaT MonagaeT 101 OKKIIIO3HOHHYIO MOBSI3KY.

CymiecTByIOT OrpaHUYEHHBIC JaHHBIE 10 OBOTY MPHMEHEHUS Tpernapara Iy JIeYeHus IeTel Miaiie 2 JIeT.
[Tockonmpky 6e30macHOCTh U 3 PEKTUBHOCTD Iperapara y AeTell B BO3pacTe MIIaiie 2 JIeT He YCTaHOBJIECHHI,
MIpUMEHEHHUE MpenapaTa B 3TO BO3paCTHO IpyIie He peKOMEHAOBAHO.

[Ipumenenne D0KoM y aeTei crapie 2 JeT He TOJDKHO MPOJ0IDKaThCs 0olee 5 THEH.

4.5 B3aumoelicTBUSA ¢ APYTUMH JIEKAPCTBEHHBIMU NMPeNapaTaMu U Apyrue BUAbl B3aUMOeiCTBUS
Bs3aumoelicTBue HE U3BECTHO.

4.6 ®epTUIBLHOCTD, 0€PEMEHHOCTh U JAKTAIIUA

bepemennocms. be30macHOCTh MPUMEHEHHST MECTHBIX TIIFOKOKOPTUKOCTEPOUIOB Y OSpEMEHHBIX HE JIOKa3aHa,
MMO3TOMY Ha3HA4YEHUE 3TOW IPYIITBI JICKAPCTBEHHBIX MPENAapaToB B MEpUo]] OEPEMEHHOCTH OTPaBIaHO TOIBKO B
clIydae, eClTi MOTCHIMATbHAS T0JIb3a JIUIsl KCHIIMHBI TPEBBIIACT MOTCHIIMATBHBIA PUCK JUTA Tuioa. B meproa
OepeMEeHHOCTH TpernapaThl 3TOM TPYNNBl HE CIEAyeT NPUMEHSATh B OONBIIMX J103aX WIHA JAIUTeNbHO. [lpn
Ha3HaYeHUH DJIOKOMa OEPEMEHHOM JKEHIIIMHE BO3MOKHO MTPOHUKHOBEHHE TIIFOKOKOPTHKOUJIOB Yepe3 TUIALICHTY
U BJIMSTHUE HA IIJIOX.

Jlaxmayusi. He BBISICHEHO, MOXET JIM MECTHOE NPUMEHEHHE KOPTUKOCTEPOMIOB BCIIEJCTBAE CHCTEMHOM
a0copOLMY MPHUBECTH K TOSBJICHUIO X B MOJIOKE MaTepH. PeleHne o mpekpanieHud KOPMIICHUS TPYIBIO HITH
OTMEHE TIpernapara clieAyeT IPUHUMATE C YIeTOM HeOOX0JMMOCTH MPUMEHEHHUS Nperapara y MaTepy.

Ecnu mpuxoautcs ucmons30BaTh Npenapar UIMTEIHHO WM Ha OOIMIMPHBIX y4YacTKaX KOXH, HEOOXOIUMO
MPEKPaTHTh TPYIHOE BCKAPMIIMBAHHE.



4.7 Bausinme Ha CIOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH W NMOTEHIHAJIBHO ONACHBIMH
MeXaHU3MaMH

Her undopmanuu, ykaspiBaiomeid Ha TO, YTO MOMeETa30Ha (ypoaT HE BIHMSET Ha CIIOCOOHOCTH YNPaBISAThH
aBTOMOOMJIEM U paboTaTh C ABMKYLIMMUCS MEXaHU3MaMH.

4.8 HexenaTeabHble peakuuu

[locrme mpuMeHeHHs mpemnapaTa DIIOKOM OBLITHM COOOIICHHS O CIEMYIONIMX MECTHBIX MOOOYHBIX PEaKIUIX:
MOKaJIbIBAHUE/TIOIIMITBIBAHKE, 3y, MPHU3HAKK aTPOMHUH KOXKH, JKKCHHE, (DOJUTUKYJIUT, YrpeBble BBICHITAHMS,
MaImyJibl, IYCTYJIbl U TeJICAHTUIKTa3UH (4acTOTa - OYCHb PEIKO).

Coo0mIanock Takxke O CIeIyONIMX MOOOYHBIX pEaKIUAX (YacToTa HE MOXKET OBITh OIICHEHAa Ha OCHOBAHHHU
AMEIONINXCS JTAaHHBIX): WHQPEKIUH, (ypyHKYJbl, KOHTAKTHBIA JIEPMATUT, THIIONMUTMEHTAIHS, ITapeCcTe3ns,
TUIIEPTPUX03, ATPOPUIESCKUE TI0JI0CHI KOXKH, aKHe()OPMHBIH JepMaTUT, 00JIb B MECTE MPUMCHCHUSI.

Crnenyrompie MeCTHbIE TOOOYHBIE peakIuu OBUIM  3aperHCTPUPOBAHBl IMPH NPUMEHEHHH JPYTHX
CWJIBHOJICUCTBYIOIUX TIIFOKOKOPTHKOWIOB, OHH BO3MOXHBI TIPU HCIIONB30BAaHUM IIpermapaTa DIOKOM:
pa3apakeHUe KOXKH, TUIIEPTPHUX03, THIIONUIMEHTALINS, IEPUOPAIIbHBIA JIEPMATHUT, aJUICPTUYCCKUI KOHTAKTHBIN
JICPMAaTHUT, Mallepalus KOXXU, BTOPHYHAs MH(EKIHS, CTPUH, MOTHHIIA (4aCTOTa — PEIIKO).

Bo3MOXHO BO3HHKHOBEHHE CHCTEMHBIX NOOOYHBIX peakiuii (cMm. pasgen «OcoOble yKka3aHHS U MEpHI
MIPEIOCTOPOKHOCTH TIPHU MPUMEHEHUN») TPU HaHECEHUHM KpeMa Ha OOIbIIHE MOBEPXHOCTH KOXH B TCUCHHE
JUTUTEIBHOIO BPEMEHH, OCOOSHHO TPU UCIIOIb30BAHUH T10]] OKKJIFO3UOHHBIMHU TIOBSI3KaMHU.

Bce HexemarenbHbIE SBICHHA, KOTOpPhIe OBUTH 3apeTHCTPUPOBAHBI TPU HAa3HAYCHHH TITFOKOKOPTHUKOWIOB
CHUCTEMHOTO JCWCTBHSA, B TOM YHCIE yrHeTeHHe (PYHKIHUH THUIOTAIaMO-THIIO(U3apHOH CHUCTEMBI, MOTYT
Pa3BHUBATHCS MPH HA3HAUCHUH CHJILHOJICHCTBYIONIUX TITFOKOKOPTHUKOMIOB, OCOOSHHO y MIIAJICHIICB M JIeTeH (CM.
paznen «lIpumenenue ¢ neouampuuy).

[Ipn mpuMeHEHNH MECTHBIX KOPTHKOCTEPOHIOB TakKe COOOIIAlOCh O CHCTEMHBIX ITOOOYHBIX PEaKIHsX,
HaIpUMep, HEYCTKOCTh 3PEHUSL.

Coo01ieHue 0 Mo03peBaeMbIX HeKeIaTeJbHbIX peakIusix

BaxxHO c000mAaTh O TMMOAO3pEBAEMBIX HEXENATENBPHBIX PEAKIUAX TMOCTe PEeTUCTPAllUN JIEKAPCTBEHHOTO
mpermapaTa ¢ IeNbl0  00eCHedeHus] HEeNPephIBHOTO MOHHUTOPHHTA COOTHOIICHHWS «IIONIb3a — PHCK»
JICKapPCTBEHHOTO Tpernapara. MeauIMHCKUM pabOTHUKAM PEKOMEHYETCS COOOIIATh O JIFOOBIX MOA03PEBACMBIX
HeXenaTeNbHbIX peaknusx JII1 uepes HalmoHaIBHYIO CHCTEMY COOOIICHHS O HEXeNaTeIbHBIX PEeaKIUsIX.
Pecnyonuxa benapyco

220037, Pecnny6sinka benapycs, r. Munck, ToBapumeckuii nep. 2a

VII «lleHTp 3KCIepTr3 U UCTIBITAHUM B 3APABOOXPAHEHUI

Tenedon: +375 17 2420029

®axc: +375 17 2995358

repl@rceth.by

https://rceth.by

Pecnyonuka Apmenun

«Hay4HbIi EHTpP IKCTIEPTU3HI JICKAPCTB U MEAUIIMHCKUX TEXHOJIOTHH NM. akajmemuka . ["abpuensaay AO3T
http://pharm.am,

4.9 Ilepeno3upoBka

Cumnmombl: dpe3MepHOe, UINTENFHOE NPUMEHEHHE MECTHBIX TIIFOKOKOPTHKOCTEPOUIOB MOXKET BBI3BAThH
yraereHue (QYyHKIUM THUMO(GU3apHO-HAMOYESYHUKOBOW CUCTEMBI, YTO MOXKET CTaTh TNPHUYMHOW Pa3BUTHA
BTOPUYHOHN HEJIOCTATOYHOCTH KOPBI HAJAIIOYEYHUKOB.

Jleuenue. Tloka3zaHO COOTBETCTBYMOIlEE CHMITOMAaTHUecKoe JedeHne. OcCTpble CUMITOMBI THIIEPKOPTHIIU3MA
00bgHO oOpaTuMbl. [Ipym HEOOXOMUMOCTH TOKa3aHa KOPPEKIHWs JIIEKTPOJIUTHOTO aucOanmaHca. B ciydae
JUTTETHPHOTO IPUMEHEHUST PEKOMEHYETCs TIOCTEIIEHHAs! OTMEHAa KOPTHKOCTEPOHUIOB.

5. DPAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

@dapmakoTepaneBTHUecKas Tpymna. KopTHKOCTEpOouAbl A MECTHOTO TPHMEHEHUS B JAepMaTOJIOTHH.
Koptukocreponnsl, BeicokoakTuBHbIe (Tpymma III).

Koxg ATC DO7A C13.

MomeTa3oHa Qypoar — CHHTETHYECKHMI KOPTHUKOCTEPOHJ, OO0JaJaloOMi HPOTUBOBOCHIAJIUTEIbHBIM,
MIPOTUBO3YTHBIM, COCYIOCY KMBAIOIIUM JIEHCTBUEM.

5.2 dapmakoKMHeTHYEeCKHE CBOHCTBA



CreneHb MPOHUKHOBEHUS KOPTHUKOCTEPOUIOB MECTHOTO NPUMEHEHHS dYepe3 KOXKY 3aBHUCHT OT MHOTHX
(hakTOpoB, BKIIIOYAsi COCTaB Tpernapara W IEJOCTHOCTh JSIMUAepMaNbHOTO Oaphepa. Bocmanenwe u npyrue
MTPOIIECCHI, TPOUCXOISIINE B KOKE, MOTYT IPUBOJIUTH K YCUJICHHUIO POHUKHOBEHHMSI IIperapaTa yepe3 KOxKy.
Aobcopomms 0,1 % xpema mMomerazoHa (ypoara dYepe3 KOXKYy HCCIEAOBajlach C y4acTHEM JIOJICH IyTeM
omHokpatHoro Hanecemus 0,1 % Kpema ¢ paJMOAKTUBHO-MEYEHHBIM -H-MOMeTa3oHOM (ypoaToM Ha
HETIOBPEXKICHHYIO KOXY, KOTOPBI OCTaBajicsl HA He B TedeHue 8 4. [1o maHHBIM 5-THEBHOTO HCCIIEAOBAHWS,
KOTOPOE OILIEHUBAJIO KOJHUYECTBO M30TONA, BBIIEICHHOTO C KaJIoM W MO4oH, okono 0,4 % HaHEeCeHHOW JI03bI
MOJIBEPIIIOCHh CUCTeMHOW abcopOrmu. B TeueHne wmcclenoBaHWsi COJIEpKAHUE PATHOAKTHBHOTO BEIECTBA B
IIa3Me W JPUTPOLMTAX OCTABAIOCh HECKOJNBKO BBIIIE, YeM HCXOJHBIH YPOBEHb, YTO COOTBETCTBOBAJIO
koHneHTparmu < 0,1 Hr/MI1.

5.3. lanHbIe TOKJIMHUYECKOH 0€30IacHOCTH

B xone AOKIMHUYECKMX TECTHPOBAHWH HE HAOIIOAANOCh TOKCHUKOJIOTMYECKHX 3(P(EKTOB, YHUKAIBHBIX LIS
HKCHO3MIMH MOMeTa3oHa dypoaTa. Bece Habmonasmmecs 3Q(eKTsl TUITMUHBL U 3TOTO Kiacca COSAUHEHUN U
CBSI3aHBI C YpE3MEPHBIM (PapMaKOIOTUIECKAM JIEHCTBUEM TIIFOKOKOPTHKOUJIOB.

JIOKTMHUYECKHE HWCCIICIOBAaHUsl  JIEMOHCTPUPYIOT, 4YTO MOMETa30Ha (¢ypoaT JHWIICH aHAPOTeHHOTO,
AHTHAHJPOT€HHOT'0, SCTPOT€HHOTO WM AHTUACTPOTEHHOIO AEWCTBHUS, HO, KaK U APYTHE TITIOKOKOPTUKOHIEI,
NPOSIBIIIET HEKOTOPOE NPOTUBOYTEPOTpPOPHUECKOE IEHCTBUE M 3aJCP)KUBACT OTKPBHITHE Biarajuiia B
UCCIICIOBAHUAX HA MOJIEJISIX KHUBOTHBIX TIPH BRICOKMX TIEPOPAITBHBIX J03aX 56 Mr/Kr/cyTku U 280 MI/KT/CyTKH.
MowmeTta3oHa (ypoar He ObUI MyTareHHbIM B TecT€ Ha KJETKaX MBIIIMHOW juMmbomsl u Salmonella/E. colil
O0uorecTe Ha MYTareHHOCTb MHKPOCOM MJICKONMHUTAIOMKX. TOJBKO B IIMTOTOKCHYECKHX [03aX MOMETa30Ha
(bypoaT BBI3BIBAI YBEIWYCHUE XPOMOCOMHBIX a0eppaiyii in vitro B KyJlbTypax KIETOK SIMYHHKA KUTalCKOTO
xoMmsiuka (CHO) B HeakTHBaMOHHOW (aze, HO He B NpHUCYTcTBUU (pakium S9 meueHn Kpbickl. OgHAKO
MoMeTa30Ha (ypoaT He MHIYLHUPOBAJl XpPOMOCOMHBIE abeppalyu in vifro B aHaJIN3€ XPOMOCOMHBIX abepparuii
KJIETOK Jierkux Kutaiickoro xomsauka (CHL) unum in vivo B TecTe Ha MBIIIMHOM KOCTHOM MO3T€-3pUTPOLUTAX-
MUKpPOSJIpax, B TE€CTE€ KJIACTOI€HHOCTH KOCTHOTO MO3Ta KPBICHI M TecTe€ KIAaCTOT€HHOCTH MYXCKHX MOJIOBBIX
KJIETOK MbIIIK. MoMeTa3oHa Qypoar Taxke He HHAyHupoBan BHeraHoBei cunte3 JJHK in vivo B rematonurax
Kpbicbl. OOHapyXeHHE MPOCTHIX XPOMOCOMHBIX abeppallnii B HeaKTUBaIMOHHOM (a3e aHanmmza CHO cunraercs
CBSI3aHHBIM C IUTOTOKCUYHOCTBHIO M HE CUUTAETCS] 3HAUMMBIM JJIsl OLICHKH PUCKa I MOMETa30Ha (ypoara 1o
NPUYMHE OTPULATENBbHBIX Pe3yabTaToB B (aze S9 3Toro aHamuza, OTPULATENBHBIX PE3yJIbTaTOB BO BTOPOM
aHalM3e XpOMOCOMHEIX abepparuii in vitro (ananm3 CHL) u oTpumarensHBIX pe3yibTaTOB B TPEX aHAIH3aX
XPOMOCOMHBIX a0eppariuii in vivo.

B wuccnenoBaHMAX pEMpOAYKTHBHON (QYHKIMH MOJKOXXKHOE BBEICHHE MOMETa30Ha (ypoata XOpOIIO
MEepeHOCHIIOCh B A03ax 10 7,5 MKr/Kr. [lpu no3e 15 Mkr/kr MoMeTta3oHa (ypoaT BhI3BIBAJ MPOJIOHTUPOBAHHYIO
recTalyIo, a MPOJOJDKUTEIIbHBIE U TSKEJIble POJbl MPOUCXOAMIN CO CHHKEHUEM BBIKMBAEMOCTU IIOTOMCTBA U
Macchl TeJla WM yBeJIndeHHs Macchl Tesa. Ha ¢pepTunbHOCTh BIMsAHUS He ObLIO.

Kak u npyrue rirOKOKOPTHKOWABI, MOMETa30Ha (ypoaT SIBISETCS TEPATOr€HHBIM Yy TPHI3YHOB U KPOJIHKOB.
Teparomornyeckre MCCACAOBAaHUS IPOBOAMINCH Ha KpbICaxX, MbIIAX M KPOJIMKaX C HCHOJIb30BaHUEM
MEPOPATEHOT0, MECTHOTO W/HITH TIOJAKOXXHOTO IyTel BBejeHus. Cpean oTMedeHHbIX () (EKTOB ObUTH IMyToYHast
IpbDKa y KpbIC, He3apallleHHe TBEPAOro HeOa y MBIIICH M areHe3usl KEeNYHOTO IIy3bIpsi, MyNoYyHas TpbbKa U
COTHYTBIE TEepeHHE Jamlbl y KpPOJUKOB. Tarke HaOII0AaIoCh CHIMKEHHE HPUPOCTAa Macchl Tejla MaTepw,
BJIIMSIHUE Ha PocCT TUioja (0ojee HU3Kask Macca Tela TUI0JIa W/WIIK 3aJiepKKa OKOCTEHEHHs) Y KPBIC, KPOJIUKOB H
MBIIIEH U CHI)KEHHE BBDKUBAEMOCTH IIOTOMCTBA Y MBIIIEH.

B uccnemoBaHMM TepaToNOrMM NPU MEPOPAJHHOM BBEACHMU KponukaM mpHu no3e 700 MKI/Kr HabIroAanoch
YBEJIMYCHHUE CITy4acB pe30pOLUH U IIOPOKOB PAa3BUTHS, B TOM YHCIIE HE3apalIeHUs TBEPIOro HeOa 1/WiIh HOPOKU
pa3BUTHUS TOJOBBI (THapoliedanus Wik KyrnojiooopasHas rojosa). HapyiieHue 6epeMeHHOCTH HaOJIF0AaIoCh Y
OOJBLIMHCTBA KPOJIUKOB pH 103€ 2 800 MKI/KT.

KaHneporeHHOCTP U TOKCHKOJIOTMYECKHH MOTEHLIMA BABIXaeMOro MoMeTa3oHa ¢ypoara (a’spozons ¢ XDV
MPOTIEJUICHTOM M MOBEPXHOCTHO-aKTUBHBIM BEIIECCTBOM) B KOHIIEHTpalusax oT 0,25 mo 2,0 MK/ u3ydaauch B
WCCIIEIOBAHUAX Ha MBIMIAX M KpbICax MPONOJDKUTEIBHOCTRIO N0 24 MecsneB. HaOmiomanuch THUMHYHBIE
3¢ deKThl, CBA3aHHBIE C TIIIOKOKOPTHKOMIAMH, BKJIIOYash HECKOJIBKO HEOMyXOJeBbIX MopakeHuid. He Obu1o
00Hapy)KEHO CTATHCTUYECKH 3HAYMMOW B3aUMOCBSI3U «7103a-0TBET» HHU JUJIsl OJTHOTO M3 TUTIOB OITyXOJICH.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. Ilepeyensb BcoMoraTesibHbIX BelIeCTB

['excuneHTIMKoIh, BOIa OUYHIICHHAs, KucioTa hochopHas, hochaTHAMIXOINH THAPOTCHI3NPOBAHHBIN, TUTAHA
JTMOKCH]T, ATFOMUHUEBAs COJIb OKTCHIICYKITHATA KpaxMalia, BOCK OCJIbIi, Ba3eTUH OCIIbIi.



6.2. HecoBMeCcTUMOCTH
He npumenumo.

6.3 Cpok roaHocTu
Cpok rogHocTH — 2 roaa. IIpuMeHsITs mperapar 1mocie OKOHYaHMs CPOKa TOAHOCTH, YKa3aHHOTO Ha YIaKOBKE,
HE PEKOMEHIYETCH.

6.4 OcoOble Mephbl MPeI0CTOPOKHOCTH NMPH XPaHEHUH
XpaHUTh B HEAOCTYITHOM IS IETeH MeCTe IIpH TeMIiepaType He Boimie 25°C.

6.5 Xapakrep u cogepkaHue NePBUYHON YIAKOBKH

ITo 15 r B amfoMHHHEBBIX Ty0ax ¢ BHYTPEHHUM JIAKOBBIM ITOKPBITHEM Ha STIOKCHAHONW OCHOBE, 3aKPHIBAIOIINECS
MeMOpaHOW W HaBUHUYMBAIOIIMMCS IUIACTHKOBBIM KojmaukoM. [lo 1 TyOe BMecTe ¢ HMHCTpyKOHMEH 10
MEAULIUHCKOMY IPUMEHEHHIO B KAPTOHHOHU KOpOOKe.

6.6 Oco0ble MepbI MPEIOCTOPOKHOCTH MPH YHUUTOKEHUH UCMOJIb30BAHHOI0 JIEKAPCTBEHHOI0 Mpenapara
WIH O0TXOJ0B, MOJYYEHHBIX MOCJe MPUMEHEeHHUs JEKAPCTBEHHOT0 Npenapara, U Ipyrue MaHUMYJISIIUA C
npenapaTrom

Her criennansHBIX TpeOOBaHUIA.

6.7 YcaoBus 0TIyCKA U3 aNITEK
ITo peuenry.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S
[Hepunr-IInay Centpan Uct AT, Beitmrpacce 20 CH-6000 Jlroueps 6, LlBeiinapus.
Schering-Plough Central East AG, Weystrasse 20 CH-6000, Lucerne 6, Switzerland.

7.1. HPEACTABUTEJIb JEPKATEJISI PETUCTPAIHMOHHOI'O YAOCTOBEPEHUS
Ha teppuropun EBpa3uiickoro 3KOHOMUYECKOTO COKO3a:

[epunr-Ilnay Centpan Uct Al B Kazaxcrane

r. Anmartsl, ip. octsik, 38, Ousnec-nienTp «Ken Janay, 3 atax, opuc 302C
Ten. +7 (727) 330-42-66

®axc +7 (727) 259-80-90

Ha teppuropuu npyrux crpan CHI:

000 «MCJl Ykpauna»

yi. Hukonast Amocoga, 1.12

r. Kues, Ykpauna 03038

ten.: +38(044) 393-74-80

¢akc: +38(044) 393-74-81

8. HOMEP PETUCTPAIIMOHHOI'O YJIOCTOBEPEHUS

9. JATA TIIEPBUYHON PETMCTPALIUM  (MOATBEPXKJIEHUSI  PETUCTPALIUU,
MEPEPETMCTPALIAN)

JlaTa nepBoil perucTpanyu:

I[aTa MOCJICAHETO MOATBCPIKACHUA PETrUCTpALIUA (nepeperHCTpauHH):

10. JATA IEPECMOTPA TEKCTA
OOm1as xapaKTepHCTHKa JIEKapCTBEHHOTO TIpernapara JI0CTyIlHa Ha opuIHaIbHOM caite XXX XX



