COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 20.12.2023 N2 26704

OBIIAS XAPAKTEPUCTHKA JI APCTBEHOFOTPENAPATA 1003)

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA
Benonepm, 0,05 %, Ma3p nmst HApYKHOTO TPUMEHEHUS
2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JelicTBylolee BemecTBO: OeTaMeTa3oH

1 r masu conepxut 0,500 mr 6GeTameTazoHa (B BUJIe JUITPOITMOHATA).
[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIEH B paziene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Mas3b U151 HapyXHOTO IPUMEHEHMSL.
OnHopo/Has MONTyNpo3payHas Ma3b OEJIoro LBeTa.

4. KKIMHUNYECKHUE JAHHBIE

4.1. IlokazaHHMsA K NPUMEHEHHUIO

[Ipenapar mokasaH Jyisi IPUMEHEHHUS y B3POCIHBIX U JeTel ¢ 1 roma mpu 3a00JIeBaHUAX KOXKH,
MO/AIAI0IIHNXCS TTIOKOKOPTUKOCTEPOUTHON TEPATTHH:
® ATONHUYECKUU IepMATHT;
JUIEPrUYeCKUid KOHTAKTHBIN 1epMaTHT;
sk3eMa (pa3iauvHbIe (HOPMBI);
KOHTaKTHBIM  JepMaTuT (B TOM uucie TNpOodeCcCHOHANbHBIA) W JIpYyrHe
HeaJUIepruiecKue AepMaTUTHI (B TOM YKCIIE COJTHEYHBIN U JTy4eBOU J€pMaTHT);
peakiuu Ha YKYChl HACEKOMBIX;
rcopuas;
OyJIe3HbIE IEPMATO3HI,
TUCKOMIHAs KpacHasi BOJYAaHKa,
KPACHBIN TJIOCKWM JIUIIAK;
IKCCyIaTUBHAS. MHOTO(OpPMHAS IpUTEMA,
KOXKHBIH 3yl Pa3JIMYHOU dTUOJIOTUU.

4.2. Pexxum 103UPOBAHUS M CTIOCO0 MPUMEHEHUs

PexxuM 103MpOBaHHS

Bspocnvie

[IpenmapaT HaHOCAT Ha MOPAKEHHBIM YYaCTOK KOXXH TOHKAM CJIOeM 2 pa3a B JICHb, CJIETKa
BTHUpas. Ha yyacTku ¢ GoJiee TUIOTHOM KOKeH (Hampumep, JOKTH, JAJOHHU U CTOIIBI), a TaKKe
MeCTa, C KOTOpPBIX IMpemapar JEerko CTUpaeTcs, IMpenapaT MOXHO HAaHOCUThH 4Yallle.
[Ipo10KUTENTEHOCT JIEUEHUS 3aBUCUT OT A(G(HEKTUBHOCTH M MEPEHOCUMOCTH TEpamuud U
cocraBisieT He Oonee 4 Helenb. Y MAMEHTOB C MOPAXKCHUSMHU KOXKU JIMIA HEMPEPHIBHBIN
KypcC JICUEHHUSI HE JOJDKEH MpEBbIIATh 5 MHEW. B TeueHne roga BO3MOKHO HEOAHOKPATHOE
MOBTOPEHHE TEPAIUHU.

benonepm, Masp I HAapyKHOIO NPUMEHEHHMs], NPUMEHSETCS I JICYEHMs] MOJOCTPBIX H
XPOHHYECKHX JE€pPMaTO30B, B TOM YHUCIE, CYXUX, JIMXEHU3UPOBAHHBIX W ILEIYLIALIUXCS
nopaxeHui. [l jJeyeHus B OCTPOBOCHATUTENbHYIO (a3y 3aboieBaHusi, B TOM YHCIE, IpU
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benonepm B popme kpeMa AJig HapYKHOTO TPUMEHEHHUS.

€T’
Pexxum nosupoBanus 11 gered ot 1 rona 1o 18 g€t COOTBETCTBYET peXXUMY JO3UPOBAHUS Y
B3POCIIBIX.
He crnenyer nmpuMeHsTHh mpemapar moj MOBS3KH M, OCOOCHHO, MO IUIaCTHU(GUIMpPOBAHHBIE
NOJATY3HHMKH, TaK KaK 3TO YCHJIMBACT BCACBIBAHUE IPENapara U yBEINYMBACT PUCK PAZBUTHUSA
MOOOYHBIX SIBIICHUH.
[Ipenapar cnenyer Ha3HA4aTh ¢ OCTOPOKHOCTBIO M Ha MAaKCHUMAaJIbHO KOPOTKHH CPOK, Kype
JICYCHUS HE JOJKECH MPEBBIIIATD 5 THEH.
be3onacHocth u 3 dpexTrBHOCTH Tpenaparta benoaepm y nereit B Bo3pacte ot 0 10 1 roga Ha
JTaHHBII MOMEHT HE YCTAHOBJIEHBI. /laHHBIE OTCYTCTBYIOT.

Crocob npuMeHeHust
HapyxHo.

4.3. IIpoTBONOKA3AHUS

e [unepuyyBCTBUTENHHOCTh K O€TaMeTa3oHy WIM K ITIOOOMY W3 BCIOMOTAaTEIbHBIX
BEILECTB, IEPEUHCIICHHBIX B pazzeine 6.1;

e OakTepuanbHbIe (TyOEpKyse3 KOXXKM, KOKHBIE TPOSBICHHS cUdUiInca), TPuOKOBEHIE,

BUPYCHBIC (BETpsIHAS OCIa, TPOCTOM TepIriec) KOKHbIC 3a00JI€BaHMUS;

KOKHBIE TIOCTBAKIIMHAIILHBIC PEAKITUH,

OTKPBITBIC PAHBI,

Tpoduueckue S3BbI TOJCHH;

ByJIblapHbIE YIpH, po3alea,

pak KOXH, HEBYC, aTepoMa, MeJlaHOMa, TeMaHTMOMa, KCAaHTOMa, CapKoMa;

JIETCKUI Bo3pacT 10 1 roxa;

NepUO TPYAHOTO BCKAPMIMBAHUSI.

4.4. OcoOble yka3aHusl 1 MepbI PeJI0CTOPOKHOCTH NPHU NPHMMeHEeHHH

[Ipenapar crienyer HNpPUMEHSATh C OCTOPOXKHOCTBIO TIPH KaTapakTe, caxapHOM 1uabere,
rmaykome, TyOepkyinese (MpH IJIUTENBHOM TNPUMEHEHWH WIM HaHECeHHMH Ha OobInue
Y4YacTKH Tea).

He pexoMeHnmyeTcst IIMTENbHOE HapyKHOE MPUMEHEHHUE Tpenapara Ha KOXKe JIUIA, TaK Kak
BO3MOXKHO pa3BUTHE po3allea, NEpPUOPATBHOTO JAepMaTtutra U akHe. HempepbIBHBIN Kypc
MIPUMEHEHUS Ha JINIIE HE JOJKEH MPEBBIIATh S5 THEH.

[Ipenapat He mpenHasHayeH isi MpUMEHeHHs] B odTanbMonoruu. HeoOxomumo uzberartb
NIOTIaJIaHusl TIperapara B ria3a. [Ipy momagaHuy mpernapara Ha CIM3HCThIE 0OOJIOUKH Tiia3a
BO3MOXKHO DPa3BUTHE KaTapaKTbl, INIAYKOMBI, TPUOKOBBIX WHQEKIUI TIi1a3a u 00ocTpeHHe
repreTHIecKor HHPEKITIH.

[Ipu cucTeMHOM M MECTHOM NPUMEHEHUU TIIIIOKOKOPTUKOCTEPOUIOB MOTYT OTMEYaThCs
HapylIeHus 3peHus. Eciau nanuenT npeabaBiseT xKaloObl Ha HEUETKOCTh 3pEHUs WK APYyTUe
HApYIICHUS 3PEHUS, HEOOXOIMMO HAMPABUThH MAIlMEHTa HA KOHCYJIBTALUIO K OPTATEMOJIOTY
JUISL OLIEHKHM BO3MOXKHBIX IPUYMH, KOTOpPHIE MOTYT BKJIIOYaTh KaTapakTy, IJIayKoOMY,
CEPO3HYI0 XOPHOPETUHONATHIO.

[Tpu mpOJOIKUTENEHOM JICUEHUH, NP HAHECEHWHU Mperapara Ha OOIIMpHbIE MOBEPXHOCTU
KOXKH, a TaKK€ B TOJIMBIIICYHBIX BHAJWHAX M TAXOBBIX CKIAJKaX, MPU HCIOIB30BaHUU
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[JIFOKOKOPTUKOCTEPOUIOB.

[Ipu mpumeHeHHM mperapara Ha OOUIMPHBIX TMOBEPXHOCTSIX HW/WIM TOJ OKKIIO3MOHHOMN
MOBSI3KOW BO3MOXKHO TMOJIaBieHHEe (YHKIMU TUIOTaIaMO-THUNO(U3apHO-HAIIOYECYHUKOBON
CHUCTEMBl U pa3BUTHE CHUMOTOMOB THIEPKOPTUIM3MA, MOXXET HAOJIIOAAThCS CHIDKEHHE
HKCKpELMU TOPMOHA POCTa, OBBIIEHHE BHYTPUUYEPEITHOTO 1aBJICHUS.

eTu
Hetsim ¢ 1 roga mpemapaT Ha3HA4YaIOT TOJBKO MO CTPOTMM IMOKA3aHUAM U IOJ BpaueOHBIM
KOHTPOJIEM, TaK KaK BO3MOXXHO Pa3BUTHE CHUCTEMHBIX MOOOYHBIX 3(D(PEKTOB, CBSI3aHHBIX C
OetameTtazonoM. [Ipu mpumeHeHHH mperapaTta y JAeTed or 1 roma u crapiie HEOoOXOIUMO
OTPaHUYMBATH OOIIYIO MPOIOJDKUTEIBHOCTD JICUCHHS U UCKITIOUaTh MEPOTIPUATHUS, BEIYIIHE K
YCWJICHHIO PEe30pOIMH M BCachlBaHUS (corpeBaroliue, (UKCHUPYIOMIHE U OKKJIIO3HMOHHBIC
HOBSI3KH, ITOATY3HUKH).

HenpepbiBHBIIM KypcC JIEUSHUS Yy I€TEH HE JOJKEH MPEBBIIATh 5 JHEH.

4.5. B3aumoneiicTBUsi ¢ JAPYIrUMH JIEKAPCTBEHHBIMH MpenapaTaMd H Jpyrue BHIbI
B3auMOeliCcTBUSA

B3anmopnencTBus ¢ IpyruMu J€KapCTBEHHBIMU CPEACTBAMU HEU3BECTHBI.

4.6. ®epTUIBHOCTH, 0€PEMEHHOCTDb U JIAKTALMS

bepemeHHOCTD
be3onacHOCTh HapyXKHOTO NMPUMEHEHHUS TIIOKOKOPTUKOCTEPOHUIOB Y OCPEMEHHBIX KEHITUH

HE YCTAaHOBJIEHA, TTO3TOMY MPUMEHEHHUE MpernapaTra BO3MOXKHO TOJIbKO B TOM cllydae, €Ciu
OKHMJIaeMasl ToJjib3a JJIi MaTepu NPEBBIIACT MOTEHIUAIBHBIM PUCK A Ioaa. B Takmx
CIIy4asiX TPUMEHEHHE Tpernapara JOKHO OBITh HEMPOJOIKUTEILHBIM U OTPAHHUYUBATHCS
HEOOJIBIIMMH YIaCTKaMHU KOXKHU.

JlakTamus
[Tpu npuMeHeHN TIpenapara rpyJHOE BCKapMIMBAHUE CIEAYET IPEKPATUTh.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJISITh TPAHCIOPTHBIMHM CpPeICTBAMHM M PadoTaTh C
MeXaHU3MaMu

[Ipenapat He Oka3bIBaeT BIUSHUS HA CIIOCOOHOCTH YIPABISATH TPAHCIIOPTHBIMH CPEICTBAMU U
paboTaTh C MEXaHU3MaMHU.

4.8. HexkesaTeJIbHbIE peaKkIuu

Pe3rome HekenareabHbIX peaKIUi

HexxenarenbHble peakiny, Kak MpaBUio, 0OpaTUMbI U HOCAT cIa00BBIPAKEHHBIN XapakTep.
[Ipyn HapyKHOM IPUMEHEHHMHU TIIIOKOKOPTUKOCTEPOUAOB MOTYT HAaONIOAThCS: KOKHBIU 3y,
AOKEHUE, pa3ipakeHHe, CyXOCTh KOXH, (DOJUIMKYIUT, TUIEPTPUX03, CTPUH, aKHENOJO0OHbIE
BBICBINAHUS  («CTEpOMJHBIE»  YIpU), TUIONUIMEHTAlMs, IEepPUOPAIbHBIM  JepMaTuT,
QUIEPrUYEeCKUN  KOHTAKTHBIM JaepMmaTuT. IIpw UIMTEIIBHOM TNIPUMEHEHUHM, a TaKxke
UCIOJIb30BAaHUU OKKJIIO3MOHHBIX IOBSI30K — Mallepalus KOXKH, BTOpPHYHAs WHQEKIUs,
aTpodust KOXKH, MECTHBII THPCYTH3M, TeJICAaHTUIKTa3usl, MOTHUIIA, mypiypa. [Ipu HaneceHnH
Ha OOIIMpPHBIE IOBEPXHOCTH TeJa, B OCHOBHOM Y JeTel, BO3MOXXHO BO3HHUKHOBEHHE
CHCTEMHBIX MOOOYHBIX 3((EKTOB TNIFOKOKOPTUKOCTEPOUIOB (THIIEPIIIMKEMHUS, TIIOKO3YPHS,
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Kymiara (0)KupeHue, «TyHHOE» JIHIIO0)), HEUETKOCTh 3PCHUSI.

Co0011IeHHS 0 TTOA03PEBAEMBIX HEIKEIATEILHBIX PEAKIINAX

Baxxno cooOmarh O MOA03pEBAEMBIX HEXKEIATENbHBIX PEAKIUAX II0CIIe PETUCTPallun
JIEKAapCTBEHHOT'O  Mpermapara ¢ [edbl0  00eCIedYeHHs] HENMPEePhIBHOIO MOHUTOPUHTA
COOTHOIIIEHUS «II0JIb3a — PHUCK» JIEKAPCTBEHHOro MperapaTta. MeaunuHCKUM paboTHUKAM
peKOMEHIyeTcss cooOmarh O JIIOOBIX  IMOJ03PEBAEMBIX  HEKEJIATEIbHBIX  PEaKIHIX
JICKapCTBEHHOTO TperapaTa uepe3 HaIlMOHAJIbHYI0 CHCTEMY COOOIICHHS O HEXelaTelIbHbBIX
pEAKIHUIX TOCyAapCTB-WICHOB EBpa3sniickoro 5JKOHOMMYECKOr0 COr03a.

Poccuiickas ®@edepayus:

109012, r. MockBa, CnaBstHCKas IJ101a1b, 1.4, cTp. 1

DenepanbHas ciry:x0a 1o Haa30py B cdepe 3apaBooxpanenus (PoczapaBranzop)

Tenedon: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

WWWw.roszdravnadzor.gov.ru

Pecnybnurxa Kazaxcman:

010000, r. Acrana, yn. A. Umanoga, 13.

PI'TI na [IXB «HauuoHaJIbHBIN LEHTP SKCOEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKHUX
m3nenuity Komurera meaumuHCKOro u  (apMareBTUYECKOro KOHTpOJsi MUHHUCTEPCTBA
3npaBooxpanenus Pecnyonmku Kazaxcras.

Tenedonsr: +7 (7172) 78-99-11, +7 (7172) 78-98-57

Email: farm@dari.kz

www.ndda.kz

4.9. llepeno3upoBka

CHMIITOMBI

Octpast mepeo3upoOBKa MaJIOBEPOSITHA, OJHAKO TMpPU JUIMTEIIbHOM  HENPEPHIBHOM
WCIIOJI30BAaHUM TIpernapara, OCOOCHHO y JieTel, Ha OOIIMPHBIX IMOBEPXHOCTSIX KOXKH, MPH
HAaHECEHUM Ha KOXY C HApPYIIEHHOW IEJIOCTHOCTBIO WJIM TIPU HCHOJIb30BAHUU MO
OKKJIFO3UOHHYIO TIOBSI3KY BO3MOJYKHAa XPOHHMYECKas TEPEIO3MPOBKA, COMPOBOXKIAIOIIASICS
MpPU3HAKAMU THUNEPKOPTULIM3MA (TUNEPTIUKEMUs, TIIOKO3YypHs, NPOSBICHHE CHHApPOMA
Nuenko-Kymnara), o0paTtuMbeIiM yrHETeHUEM (YHKIIUH KOPBI HAIMTOYECYHHKOB.

JleueHue
Pexomenayercs mnocTeneHHass OTMEHa TMpernapara M IPOBEICHHE CUMITOMAaTHYECKOTO
JICYEHUSL.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA
5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

dapMakoTeparneBTUYECKass TPYIIa: KOPTUKOCTEPOUIIbI, MPUMEHIEMbIE B JePMaTOJIOTHUHU;
KOPTHKOCTEPOU IbI; KOPTUKOCTEPOHUIBI C BHICOKOM akTUBHOCTHIO (Tpyrma I11).
Kox ATX: DO7ACO01

beramerazona AUOPONMOHAT — CHHTETHYECKUH TIIIOKOKOpTHUKOCTEepouz. Oka3bIBaeT
IPOTHBOBOCTIAJIUTENBHOE, MPOTHBO3YAHOE, MPOTHBOAIEPIHUECKOE, COCYI0CYKHUBAIOIIEE,
MPOTUBOAKCCYJATUBHOE U  aHTUnpoiudeparuBHoe aeiictBue. Ilpu HaHeceHMM Ha
MIOBEPXHOCTh KOXKH CYKMBACT COCYIbl, CHUMAaeT 3y/, CHIXAET BBIJEIICHHE MEIUaTOPOB
BoCnajieHus1 (M3 DO3MHOMUIOB W TYYHBIX KIJIETOK), WHTEpPJCHKHHOB | u 2, ramma-
uHTeppepoHa (U3 TMMEAOIMTOB U MaKpodaroB), TOPMO3HT AaKTHBHOCTb W TIOHMXKAET

4
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B LUTOIJIa3M€ KIIETKH, CTHUMYJIHPYET CHUHTE3 MaTPUYHON pUOOHYKIEHMHOBON KHUCIIOTHI,
UHAyLMpYIOLIe oOpazoBaHHe OEIKOB, B TOM YHCIE JIMIIOKOPTHHA, OMOCPEIYIOLINX
kierouHbie dGdexTrl. JlnnokoptuH yrueraer ¢ochonumnasy A,, OJIOKHUPYET BHICBOOOKICHUE
apaxHJIOHOBOW KHCIIOTHl U OMOCHHTE3 SHJIONEPEKUCEH, MPOCTArIaHAMHOB, JIEHKOIPOTEHHOB
(CTIOCOOCTBYIONTUX PAa3BUTHIO BOCIIAJICHHUS, aJUIEPTHUHU U IPYTUX TMATOJIOTHUYECKUX IMPOIIECCOB).

5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA

BcacsiBanue

[lpyn HapyXHOM NpPUMEHEHUHM IIpernapara B TEPaNEeBTUYECKUX 033X TPaHCIAEPMalIbHOE
BCachIBaHHE [ICHCTBYIOIIETO BEUIECTBA B KPOBb OYEHb He3HauuTenbHOe. [IpumeHeHue
OKKJIFO3MOHHBIX TIOBA30K, BOCIIAJIEHNE U KOXKHbIE 3a00JI€BaHUs MTOBBILIAIOT TPAHCAECPMAIIBHOE
BCachlBaHME OeTaMeTa30Ha, YTO MOXKET MPHUBOJUTH K YBEIMYECHUIO pPHCKA Pa3BUTHA
CHCTEMHBIX MTOO0YHBIX 3(h(PeKTOB.

6. PAPMAIIEBTUYECKHUE CBOVICTBA

6.1. Ilepeyenb BcnoMoraTeibHbIX BellleCTB

[Mapadun xuaxuii
[Tapadun Markuit 6embrit

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok romHocTH (CPOK XpaHeHMusl)

5 ner.

6.4. OcoObie Mepbl MPEI0CTOPOKHOCTH MPU XPAHEHUH

[Tpu Temneparype He Boie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIIAKOBKHU

I[To 151,20 1, 30 T 1 40 r mpenapaTta B aTrOMUHHUEBOU TyOe. OTBepcTHE TYOBI 3alMUIIEHO
MeMOpaHoil. TyOy 3aKkpbIBalOT MOJMUATHICHOBOM KPBIIIEUYKOH ¢ HApe3Kol W MpoOOHHUKOM.
Onny TyOy BMECTe C TMCTKOM-BKJIAJIBIIIEM ITOMEIIAIOT B KAPTOHHYIO MAUKYy.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TPH YHHYTONKEHHH HCIOJIH30BAHHOTO
JIEKAPCTBEHHOI'0 MpenapaTa Wi 0TX0A0B, MOJYy4YeHHbIX MOcje MPUMeHeHHs NMpenapara
HJIHM padoThl ¢ HUM

Het oco0bIx TpeOoBaHUH.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSA

PecnyOnnka XopsaTusi.
BEJIVIIO, nekapctBa u kocmetuka 1.1., 48000, r. Konpusnauna, yn. Januna, 5.
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7.1. TlipeacTaBuTeIb AepKaTe/Isi PerucTPpaAHOHHOIO VHbtrokepemnrsa | =/ 1EHOCTE 0003)

[IpereH3un MOTpeOUTEIICH HAIPABIISATH 110 aJIPECy:

Poccuiickas @eoepayus

[IpencraButenscTBo kommanuu BEJIVIIO, nekapctBa um kocMetuka n.4., PecrmyOnnka
Xopsarus B Poccun

Mocksa, 119330, JlomoHOCOBCKHMIA mipoc., 1.38, kB.71-72

Tenedon: +7(495)933-72-13, daxc: +7(495)933-72-15

DnexTponHas moura: belupo@belupo.su

Pecnybnuxa Kazaxcman

[IpencraButensctBo kommanuu BEJIVIIO, nekapctBa m kocMeTuka n.4., PecrmyOnnka
Xopsatus B Pecnyonuke Kazaxcran

r. Anmarsl, yi. TumupsizeBa 42, kopiyc 15/1b, opuc 328

Tenedonsr: +7(727)245-88-42, +7(771)701-41-14

DnexkTponHas moura: pbelupo@belupo.kz

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUSA

9. IATA IEPBOM PETUCTPAIIMU:

10. JATA HEPECMOTPA TEKCTA

OOmass  XapakTepuUCTHKa JIGKapCTBEHHOro  mpenapara bemomepm — JocTynmHa — Ha
nH(OpMaIMOHHOM mopTasie EBpa3suiickoro 3KOHOMHYECKOTO CO03a B HWH(OPMALMOHHO-
KOMMYHUKaIMOHHO# cetn «HTepHeT» http://eec.eaeunion.org
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