COOTBETCTBYET 3KCMEPTHOMY OTUETY
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OBLIASI XAPAKTEPHUCTHKA JIEKAPCTBEHHOFO TIPERAPATA U00T)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

BETAMETA3OH, 0,05 %, Ma3b ajis Hapy>KHOT'O TPUMEHCHHUS.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByO1IIEeE BEIIECTBO: OETaAMETa30H.

Kaxnasie 100 r cogepxat 0,05 r 6eramerazona (B BUAE JUIPOIHUOHATA).

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBEIEH B pazjedie 6.1.

3. JEKAPCTBEHHAS ®OPMA

Massb a1 Hapy>KHOT'O IPUMEHEHUS.

OpHoponHast Ma3b OT OENIOT0 IO CBETIIO-XKENTOTO IBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

BETAMETA3OH noka3aH Kk OpUMEHEHUIO Yy B3pOCIbIX NAIlMEHTOB M y jAeTel crapuie 1 rona
JUTSL JISYCHUS 3a00JI€BaHUN KOXKH, TOJAOIINXCS TITIOKOKOPTUKOCTEPOUIHON TePATIHH:
- aTOMUYECKUH IepMaTHT;

- QIJIEPTUYECKUI KOHTAKTHBIN IEPMATHUT;

- sK3eMa (pa3nuyHbie POpMBI);

- KOHTAKTHBIM JepMATHT (B TOM YHCIIEe MPOPECCHOHATBHBIN) U IPYrUe HeaJICPrHIeCKHe
JIEPMAaTUTHI (B TOM YHCII€ COTHEUHBII U Ty4eBOMl IepMaTHUT);

- pEeaKIK Ha YKYChl HACEKOMBIX;

- rcopuas;

- OyJUIe3HBIE IEPMATO3bI;

- JUCKOMIHASL KpacHasi BOJTYAHKa,

- KPAaCHBIHN IJIOCKUH JIMILIAN;

- 9KCCyJaTUBHAsE MHOTO(OPMHAs SpUTEMA;

- KOKHBIN 3y pa3JIMyHON 3TUOJIOTHH.

4.2. Pe:kum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!

PexxuM 103upOBaHus

B3pocneie

ITpenapatr BETAMETA3OH HanocAT Ha NOpa)KEHHBIN y4aCTOK KOXKHM TOHKHUM CJIOEM JIBA pa3a B
JIeHb, ciierka BTupas. Ha ydacTku ¢ 6os1ee iIoTHOI Koxel (Hanmpumep, JIOKTH, JIAJOHU U CTOIbI),
a TaK)K€ MECTa, ¢ KOTOpPBIX IIpernapar JErKO CTUpPAeTcs, INpenapar MOKHO HAaHOCUTH Yalle.

HpO}IOJ’[)KI/ITeJ'II)HOCTI) HCIIPEPBIBHOTO JICHCHHUA 3aBUCUT OT B(b(l)eKTI/IBHOCTI/I n NMEPECHOCUMOCTH
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[IOBTOPEHUE TEPAIUH.
VYV nanueHToB ¢ NOPAKEHUEM KOKH JIMLA KyPC JICYEHUS HE JOJDKEH IIPEBBIILAT 5 THEH.
[Ipenmapar BETAMETA3OH, Ma3p mjis Hapy>XHOTO NMPUMEHEHHS, IPUMEHSETCA ISl JICUEHUS
NOJAOCTPBIX M XPOHUYECKHX JEpMaTo30B, B TOM YHCIE, CYXHX, JMXCHU3UPOBAHHBIX U
LISy IAIIUXCs TIOPaKCHUH.

eTH
Pexxum no3upoBanus st gereid ot 1 roga go 18 jeT He oTanMyaeTcss OT pekuMa J03UpOBaHUS
Ju1s B3pocnbix. [lpenapar cnegyer Ha3HayaTh ¢ OCTOPOKHOCTBIO M HA MAKCHUMAJIbHO KOPOTKUU
CPOK, KypC JIedeHUs HE JOJDKEH IpeBbllaTh 5 nHed. He cinexgyer nmpuMeHsATs mpemnapar moj
NOBSI3KM M, OCOOCHHO, TOJ IUIACTH(HUIMPOBAHHBIC MOATY3HHUKH, TaK KaK 3TO YCHIIMBAET
BCACBhIBaHME IperapaTa v yBEIMYUBACT PUCK Pa3BUTHS MOOOYHBIX SBICHUI.

Cnoco0 IIPUMCHCHUA

HapyxHo.

4.3 IIlpoTuBONOKAa3aHUsA

['mnepyyBCTBUTENBHOCT, K O€TaMEeTa30Hy WM K JH0OOMY M3 BCIOMOTaTeNbHBIX BEIIECTB,
MePEUYHCICHHBIX B pazjaene 6.1.

bakrepuanbHbie 3a00eBaHus KOXH (TyOepKyJie3 KOXKH, KOXKHbIE TPOSBICHUS CH(UIICA).
['prOKOBBIE 3200I€BAHUS KOKH.

BupycHsle 3a00s1eBaHIS KOXH (BETpsiHAs OCIa, IPOCTOil repec).

Ko’xHble TOCTBaKIIMHAIBHBIE PEAKIHH.

OTKpBITHIE paHBbl.

Tpoduyeckue s13BbI rOJIEHU.

Po3ariea, ByabrapHble yrpH.

Pak kowu, HEByC, aTepoMa, MeJIaHOMa, FTEMaHTnoMa, KCaHTOMa, capKoMma.

[Tepuox rpygHOrO BCKapMIIMBaHUS.

Hetckuii Bo3pacT 1o 1 rona.

4.4. Ocobble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NPHU MPUMEHEeHHH

C 0CTOPO’KHOCTBLIO

Karapakra, caxapHblii nuaber, riaykoma, TyOepkyne3 (Ipu IIUTENHOM NPUMEHEHUU WIIU
HaHECEHUU Ha OOJIBIIINE YUACTKH TEJa).

Oco0ble yKazaHus

He pexomenmyercss AnMTeNbHOE HapyKHOE NMPUMEHEHHE Iperapara Ha KOXe JIMIA, TaK Kak
BO3MOXXHO Pa3BUTHE po3area, MepUopalbHOro AepMatuTa u akHe. Kypc jedeHns He TOIDKeH

MIPEBBIIIATH 5 THEH.
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npenapara Ha CIM3UCTYI0 OO0OJIOUKY, YTO MOXKET CIIOCOOCTBOBATH DPA3BUTHUIO KaTapakThl,
IJIayKOMBI, TPHOKOBBIX HH(EKIUH T71a3a 1 000CTPEHUIO TePIETUYECKON HH(EKIINH.
[Tpu mpoAOIKUTEIHLHOM JIEYEHUH, IPU HAHECEHUH ITperapara Ha OOLIMPHYIO TOBEPXHOCTb Tea,
a TaKKe B MOJMBILIEYHBIX BIaJUHAX U MAaXOBbIX CKJIAJIKaX, IPU MCIIOJIb30BAaHUM OKKIIFO3UOHHBIX
MOBSI30K, IIOJIY3HUKOB, BO3MO)KHA CUCTEMHAs a0COPOIIMS IITIOKOKOPTUKOCTEPOUIOB.
Ecin npu npuMeHEHuH Impernapara OTMEYEHO pa3ApaXEHHE WM PEAKIUU IOBBIIIEHHON
YyBCTBUTEJILHOCTH, JIEUCHHE CIIEAYET IPEKPATUTh U OOPaTUThCA K Bpauy.
[Ipy cucTeMHOM M MECTHOM IPUMEHEHMM TIJOKOKOPTHKOCTEPOMIOB MOTYT OTMEYaThCs
HapymeHus 3peHus. Eciin manueHT npenbsaBiseT *KanoObl Ha HEYETKOCTh 3pEHHs WM JpyTue
HapyIICHUs 3pEHHs, CIEAYeT 0OpaTUThCs K OPTaIbMOJIOrY sl OLCHKH BO3MOXHBIX MPUYHH,
KOTOpPbIE MOT'YT BKJIIOYATh KaTapakTy, IIayKOMY, CEpPO3HYIO XOpHOPETHHOMNATHIO.

eTu
Jetsim ot 1 roga mpenapar Ha3HA4alOT TOJIBKO IO CTPOTUM IOKA3aHUSAM U IOJ BpauyeOHBIM
KOHTPOJIEM, TaK KakK BO3MOYXHO pPa3BUTUE CHUCTEMHBIX MOOOYHBIX 3(P(EKTOB, CBA3AHHBIX C
0eTaMeTa30HOM.
[Tpu npumeHeHuu npenapara y aereit or 1 roga u crapie HeoOXOAUMO OrpaHUYMBATH OOIILYIO
MPOIOJDKUTEIHHOCTD JICUCHUSI M UCKIII0YaTh MEPOIIPHSTHS, BEAYIIHE K YCHICHHIO Pe30pOIuu 1
BCachlBaHMsl (corpeBarolue, (UKCHUPYIOLIME U OKKIIO3HOHHBIE IMOBSA3KH, MOATrY3HUKH). llpu
IPUMEHEHUHU IIpernapara Ha OOHIMPHBIX Y4acTKax Tejla W/WIN IO0Jl OKKJIFO3UOHHOW IOBS3KOH
BO3MOXKHO IMOJIaBleHUEe (YHKIMU THIIOTaJaMO-TUNO(U3apHO-HAIIOYEUHUKOBOMH CUCTEMBI U
pa3BUTHE CHUMIITOMOB THIIEPKOPTUIIM3MA, MOKET HAOJIOIaThCs CHUKEHHE SKCKPELMH TOpMOHaA
pocTa, OBBIIIEHUE BHYTPUUYEPEITHOTO JIaBICHHUSI.
4.5. B3auMmopeiicTBHe ¢ APYrMMH JeKAPCTBEHHBIMH MNpenapaTaMu MW JApyrue BHIbI
B3aMMO/EHCTBUA
B3aumoneiicTBus npenapara ¢ ApyruMu JIEKapCTBEHHBIMU CPEICTBAMU HE BBISIBJICHO.
4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JIAKTALMA
bepeMeHHOCTD
be3zonacHOCTh HApYKHOTO NMPUMEHEHUS TNIIOKOKOPTHUKOCTEPOUIOB Y OEpEMEHHBIX KEHIUH He
ycTaHoBJeHa. Ha3zHaueHue nekapcTBEHHBIX MpEenapaTroB 3TOM TPYIIbI B MEpUO]l OepeMEHHOCTH
ONpPaBJaHO TOJILKO B TOM Cllydyae, €Clid MpeArnosiaraeMasi mojib3a s MaTepy MPEBbIIMIAET BO3-
MOYKHBIM PUCK JJIS MJI0Ja. B Takux ciiyyasx mpUMEHEeHHe MpernapaTa J0KHO OBITh HEMpoaoi-
KUTEIBHBIM U OTPAHUYMBATHCS HEOOIBIIUMH YYaCTKaMH KOXKHBIX TTIOKPOBOB.

JlakTarms

[Tpu npumMeHeHnH MpenapaTa rpyJHO€ BCKapMIIMBaHHUE CIEAYET MPEKPaTUTh.
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MeXaHUu3MaMH
[Ipemapat He OKa3blBa€T BIMAHUS HAa BBIIOJIHEHHE IOTCHLIMAIBHO OMNACHBIX BHUJIOB
JCATEIIFHOCTH,  TPeOYIONIMX  IOBBIICHHOM  KOHIEHTPAMM BHUMAHUS M OBICTPOTHI
NICUXOMOTOPHBIX peakuuii (B TOM 4YHCIIe yIpaBlIeHHE TPAHCHOPTHBIMHU CpeICTBaMH, padora c
JBIDKYIIUMHUCS MEXaHU3MaMH).

4.8. HexenarejbHbIe peakuuu

Pe3roMe HexxenaTeIbHbIX PEAKIINN

[To6ounbIe 3P eKThI, KaK MPaBUIIO, HOCIT CIA00BBIPAYKEHHBIN XapaKTep.

[Ipr Hapy>XHOM TNPHUMEHEHHUU TITFOKOKOPTUKOCTEPOHUIOB MOTYT HAOIOATHCS: KOXHBIA 3Y/I,
¥OKCHHE, pa3IpakeHUEe, CYXOCTh KOXH, (OJUTHKYIUT, THUIEPTPUXO03, CTPUH, AKHEIOJAO0OHBIC
BBICHITIAHUSL  («CTEPOUIHBIC»  YIpU), THUIONUTMEHTALUs, TEPHOPAJbHBI  JIEPMATHT,
QJICPrHYCSCKUI KOHTAKTHBIN JICpMaTHT.

[Tpu mIMTETPHOM MPUMEHEHHH, a TAKXKE HUCITOJIb30BAHUN OKKJIFO3MOHHBIX TIOBSI30K - MaIlleparus
KOXH, BTOpUYIHAS MHPEKIMs, aTpo(ust KOKH, MECTHBIN THPCYTHU3M, TSIICAHTHIKTA3MS, TOTHHUIIA,
Irypuypa.

[Tpu HaHeceHnM Ha OONIMPHBIC YYACTKHU TEJa, B OCHOBHOM Y JIETCH, BO3MOKHO BOZHUKHOBECHHUE
CUCTEMHBIX TIO00OYHBIX 3(PPEKTOB TIOKOKOPTHKOCTEPOUIOB (THUIICPTIUKEMUS, TIIFOKO3YpHS,
oOparumoe yrHeTeHHe (QYHKIMM KOPbl HAAMOYCYHUKOB, IMPOSBICHHE CUHApoMma WIileHKo-
KymiHra, He4eTKOCTh 3PEHHS).

COO6H.ICHI/IC 0 HCXKCJIATCIBbHBIX PCAKIINUAX

BaxxHo cooOmath 0 NOJ03PEBAEMBIX HEXKENATENbHBIX pEaKUUsAX I0ClIe PETUCTpaluu
JIEKapCTBEHHOTI'0 Tperapara ¢ 1eIbl0 00ecnedyeHrs HeMpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO TMpenapara. MenuIuHCKUM pabOTHUKAM pPEKOMEH]yeTcCs
cooluaTe O JIIOOBIX MOJ03PEBAEMbIX HEXKENATENbHBIX PEeaKIMsIX JICKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIIEHUSI O HEKEIATeNbHBIX PeaklUsiX rocyJapCTB - YIEHOB
EBpazuiickoro 3KOHOMHUYECKOT0 CO03a.

Poccuiickas @enepanus.

®denepanbHas cityx0a 1o HaJ30py B cdepe 3ApaBOOXPaHEHUS.

Anpec: 109012, r. MockBa, CriaBsiHCKasl TUI0IIaab, 1. 4, cTp. 1.

Tenedon: +7 800 550 99 03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B HH(bOpMaL[I/IOHHO-TeHeKOMMYHHKaHHOHHOﬁ CCTHU <<I/IHTepHeT»I

https://www.roszdravnadzor.gov.ru/
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4.9. Ilepeno3upoBka

CuMnOTOMBI

Octpasg mnepeno3upoBKa MaJOBEPOSiTHA, OJHAKO, IPU UYPE3MEPHOM WM JJIUTEIBHOM
OPUMEHEHUH IIpernapara BO3MOXKHAa XPOHHYECKas IEepelo3UpPOBKa, CONPOBOXKIAIOIIASACS
IPU3HAKAMU TMIIEPKOPTULIM3MA: TMIIEPIIIMKEMHUS, TIIIOKO3ypusi, 00paTUMOE yrHETeHUE (PYHKLUU
KOpPBbI Ha/INMOYEYHUKOB, NposiBiIeHne cuaapoma Muenko-KymuHra.

Jleuenune

PexomeHayercst mocTeneHHas OTMEHa Ipenapara M, IOpU HEOOXOJUMOCTH, IPOBEACHUE
CUMIITOMAaTUYECKOTI'0 JICYEHUSI.

5. PAPMAKOJIOTHYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHEe CBOICTBA

dapmakoTepaneBTHUECKasi TIpyNna: KOPTUKOCTEPOU[bl, IpPHUMEHSEMble B J€pPMaTOJOIHH;
KOPTUKOCTEPOU/1bl; KOPTUKOCTEPOUIbI C BHICOKOM akTUBHOCTBIO (Tpymnmna III).

Kox ATX: DO7ACO01

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

beramerazoH —  IJIIOKOKOPTUKOCTEPOMA JUIsI  HapyXKHOro npuMeHeHus. OkasbIBaer
IPOTHBOBOCHAIMTENbHOE, IPOTUBO3YJHOE, MPOTUBOAIEPIUYECKOE, COCYJI0CYKUBAIOLIEE,
IPOTHBOAKCCYAATUBHOE ¥ aHTHIpoiudeparuBHOe jaelcTBHE. TOpPMO3UT  HAKOIJICHHE
JICUKOIUTOB, BEICBOOOKIEHUE JIN30COMANBHBIX (DEPMEHTOB M IPOBOCHAIUTEILHBIX MEIUATOPOB
B ouare BOCHAJICHMs], yrHeTaeT (parouuTo3, YMEHbLIAET COCYAUCTO-TKaHEBYIO MPOHUIIAEMOCTb,
HPEMATCTBYET 00Pa30BAHUIO BOCHIAIIUTEIBHOTO OTEKA.

[Tpu HaHeceHnU Ha TOBEPXHOCTh KOXKM OKa3bIBA€T OBICTPOE M CHIIBHOE JIECTBUE B OYare Boca-
JICHUSI, YMEHBIIIasl BIPA)KEHHOCTh OOBEKTUBHBIX CUMIITOMOB (3pUTEMA, OTEK, JTUXEHUDUKALIMS)
U CyOBEKTUBHBIX OILYIIEHHUH (3y]1, pa3apaxeHue, 60b).

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

[Ipy HakOXHOM NPUMEHEHUHM T[penapara B TEpPANeBTHUYECKUX /033X TpaHCAEpMaIbHOE
BCAachIBaHUE BEIIECTBAa B KPOBb OYEHb HE3HAUUTENIbHOE. [I[puMEeHeHne OKKIIFO3MOHHBIX MOBS30K,
BOCTIJICHUE U KOXHbIE 3a00JIeBaHUs MOBBIIIAIOT TPAHCIEPMAIbHOE BCACHIBaHHE OeTaMeTa3oHa,
4TO MOXKET IMPUBOJIUTH K YBEJIMYECHUIO PUCKA PA3BUTHS CUCTEMHBIX TOOOUHBIX 3()(HEKTOB.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

[Mapadun xuakuit

Bazenun

6.2. HecoBmecTUMOCTD

He npumenumo.
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6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

2 roja.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTh 1pu Temneparype He Boime 25 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

ITo 10, 15, 20, 25, 30, 35, 40, 50, 60, 70, 80, 100 r B TyObl aJtOMHUHUEBBIC, YKYNOPEHHbBIC
OyIIOHaMU U3 MOJUATUIICHA HIU3KOTO JaBIICHUS.

Tekct HaHOCUTCS HAa TyOy O(PCETHBIM CITOCOOOM ITeUaTH.

Kaxnayro TyOy BMecTe ¢ MHCTPYKLIHEH MO MEIULMHCKOMY MPUMEHEHUIO MTOMEIIAIOT B MaYKy U3
KapToHa.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOcjde NPHUMEHEeHUs
JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHUNyJsiMU ¢ penapaTomM

Het oco06pix TpeboBaHuii.

7. AEP)KATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHUSA

Poccuiickas @enepanus

000 «®opmyna-OP»

Poccus, 109443, r. Mocksa, Bonrorpaackuii npocnexT, a. 139, opuc 10

7.1. IIpeacraBuTEIb AePKATES PETHCTPANMOHHOIO YA0CTOBEPEHUS

IIpereH3uu HOTDC6HTCJI€I>1 HAaImpaBJIATH I10 aApECy.

Poccuiickas @enepanus

00O «Tynbckas hapmaineBTrudeckas hadpukar»

300004, r. Tyna, TopxoBckuii mpoes, 1. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

8. HOMEP PETUCTPALHMUOHHOI'O YAOCTOBEPEHUS

9. TATA NEPBUYHON PETUCTPAIIMU (IIOATBEPXJIEHUA PETMCTPAIIUMU,
INEPEPETUCTPAIIN)

JlaTa nmepBoii peructpanuu:

10. JATA IEPECMOTPA TEKCTA
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OO6mas xapakrepuctuka JekapcrBeHHoro mnpenapata BETAMETA3OH nocrymna Ha
UHPOPMALIMOHHOM TopTane EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHUKaIMOHHOM cetn « HTepHe™ http://eec.eaeunion.org.
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