ot 31.05.2024 N= 10863

OBIIAS XAPAKTEPUCTHUKA JEKAPCTBERHOTO-IPEITAPATA

COOTBETCTEYET ZKCNEPTHOMY OTUETY

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Kucnopon razoo0pazusiit meguimackuii, 100 %, ra3 MeTUIIMHCKUAN CKATBIN.

2. KAYECTBEHHBI 1 KOJIMYECTBEHHBINA COCTAB

JeticTBytomee BemecTBo: Kuciopoa meauimuackuii - 100 %.

3. JIEKAPCTBEHHASA ®OPMA

I'a3 MequIMHCKUI CKATBIN.
BecuBeTHsIll ra3 0e3 3amaxa.

4. KIMHUYECKHUE JAHHBIE

4.1. IMoka3zanusi K NPUMEHEHH IO

Kucnopox razoo0pa3Hblii MEIUIIMHCKUI [TOKA3aH K MPUMEHEHUIO Y B3pOCIbIX 1 aeteid ot 0 1o 18
JeT.

Pasznuuanbie 3a001€BaHuMs, COMPOBOKIAIONINECS THITOKCHEH:

e 3a00JeBaHUS OpraHOB JAbIXaHWS (B T.4. ITHEBMOHUS, OpOHXHMajbHas acTMa), CEpACYHO-
COCYIMCTOM CHCTEMBI (B T.4. XpOHUYECKAs Cep/IeYHasi HEI0OCTaTOYHOCTb, KOJIJIAIIC, ApUTMHUH, OTEK
JIETKHX);

® OTpaBJICHHE OKCHJIOM YIJIEpoja, CHHUIBHOM KUCIIOTOH, YAYIIAIOUIMMU BellecTBaMH (B T.4.
XJI0p, ocren);

e ocyabiieHne JAbIXaHUs B IOCIEONEPAMOHHOM IEPHOe; HIIEMHs HIDKHUX KOHEYHOCTEH,
TPaBMbI KOHEUHOCTEH; COCYAMCThIE 3a001€BaHNs TOJIOBHOI'O MO3Ta;

e runepOapuyuecKas OKCHUTeHaus (Omeparmuy Ha CepAle M JIETKUX, PEKOHCTPYKTHBHBIE
olepalyy Ha opraHax >keixyao4yHo-kumednoro tpakra (JKKT), nHTokcukaius, anemus, si3BeHHast
00J1e3Hb XKenmyaKa U 12-nepcTHON KUIIKU, XPOHUYECKUH renarTur);

o THIOKCUTEpanus (MIIeMuYeckas OoJe3Hb Cepala, apTepualibHas TUIEPTEH3US,
3a0oneBanus JKKT, acTeHus, nempeccusi, NOBBIMIEHHAas YTOMJIIEMOCTb, COCTOSHHE IIOCTe
JTy4eBOH Teparnun).

4.2. PexxuM n103upoBaHus M CIOCO0 MPUMEHEHHS
Pexum n03upoBanus

WNuransimuonHo, B konneHTpanuu 40-60%, B cMecu ¢ BO3TyXOM, B KOJTUYECTBE 4-5 JI/MUH.

[Ipu ocmabneHun IbIXaHUS B TTOCICONEPAIIMOHHOM TIEPHOJIC, TIPH OTPABJICHHSIX, HHTOKCHUKAIIASIX
ucnonb3yroT 100 % KUCIOPOT UM CMECh C YTIIEKUCIOTOH.

Pexum 10o3upoBaHus BO BCEX BO3PACTHBIX IPYIIax, KpOME HOBOPOXKICHHBIX, COBMAAaeT (CM.
nonpaszzaen «Jletuy).

Jns BBeeHUsT KUCIOpOAa B BBICOKMX M HHU3KHX KOHIEHTPALMSAX MPUMEHSETCS pa3Has
anmaparypa. MuHUManbHasi KOHIIEHTPALUs KUCIOPO/ia He TOKHA OBITh HUXKE €T0 COJIEpKaHus B
atMocdepHoM Bozayxe (20,9 %).

Cuctembl Il WHTATSIUU C (DUKCHPOBAHHOW KOHIIEHTpAIME Kuciopoja (HE3aBUCUMO OT
JBIXaTEJIbHBIX TONBITOK MAallMeHTa): BBICOKOMOTOYHBIE - MAacKu, OOecHedMBarollue IMoAavy
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KHCJIOPOJa C BBICOKON CKOPOCTBIO MOTOKA; HU3 onomtnﬁﬂ'é' ;M%BE%@&hJ Ed:ir:r%il. B

JIAHHBIX CHUCTEMAaX KOHLIEHTpAIMs KUCIOPO/ia 3a/1a€TCS BPauyoM.

CucreMbl 7Sl MHTAISALIWN, 00SCTICUUBAIOIINE [T0/1aYy PA3IUYHON KOHIIEHTpAIMK KHuciIoponaa (B
3aBUCHUMOCTH OT CHJIBI BJOXa IMAalMeHTa): 0e3 PelUpKYyISUU - KAaTeTepbl M KaHIOIU; C
PELUPKYIISIIIUEH - KUCIOpOAHBbIE Macku. JlaHHbIE cHUCTeMbl pabOTalOT TOJBKO B YCIOBHSX
CaMOCTOSITENIbHOTO JbIXaHMs MallMeHTa, KOTOPBIM BIBIXaeT Ta3oByl cMmech. CoxaepikaHue
KHCIIOpOJIa B Ta3oBOM cMecu OyJeT 3aBHUCETh OT COCTOSHHUSA MalMeHTa W HCIOJIb3yeMOro
YCTpOICTBA.

OcoOble rpynmnel NaueHToB

Tayuenmoi noscunozo eospacma

VY NOXUJIBIX TMAIMEHTOB C XPOHUYECKUM OpPOHXWUTOM BJbIXaeMas KOHIIEHTpPALUsS KHCIOPOJa
JI0JKHA ToBbIaThes Ha 1% u He npesbimatsh 30% (daiie Bcero).

['nnepOapuyecKkas OKCUT€HALIS

[Tpouenypy mpoBOJAT B ClieUAIbHBIX OapokaMepax, JIsl TePaneBTUYECKUX LeJeH UCIONB3YIOT
anmnapatsl (OJJHOMECTHBIE KaMephl), CO3Aarolne AaBneHue kucnopoaa 1,2 - 1,6 - 2 atm. [IpoBoasr
1 ceanc B nenb (40-60 mun), kypc nedenus: 8-10 ceancos. [Ipu s13BeHHOI Gone3Hu xenyaka u 12-
MEPCTHON KHUIIKU, XPOHUYECKOM TremaTuTe BBOAAT moxa naBieHueM 0,7-1 u30bITOYHOH aTMm.
(ceancamu o 45 MHH); Kypc JieueHus - 15 ceaHcos.

I'unokcurepanus

[IpoBeneHue crHenManbHBIX TPEHUPOBOK, MPHUBOAAIIMX K KHUCIOPOJHOW HEIOCTaTOYHOCTH
(HOpMOOapHUYEeCKON THUIOKCHU) IIyT€M HCIOJIb30BAaHHUA Ta30BBIX CMECeH C IOHMKEHHBIM
COJCpKAHHUEM KHCIOpoJa JUld CO3JIaHUSl HCKYCCTBEHHOW THIIOKCHM (IIPM HOPMAJIbHOM
aTMOC(EpHOM JaBICHHUH).

Jemu

PexxuM no3upoBaHHs y JAeTeil COBNAJaeT C PEXUMOM JO03MPOBAaHUS IS B3pOCIBIX, KpOMeE
HOBOPOXK/ICHHBIX.

Y HOBOPOXKJIEHHBIX KOHIICHTPALIMS KHCIOPO/1a BO BABIXaeMOW CMECH HE JIOJKHA TpeBbimath 40 %
(puck pa3BUTHUS PETPOJIEHTAILHON (pulpoIIazun).

Crnoco0 npuMeHeHus

NaransmuonHo.

4.3. IlpoTuBONMOKa3aHMA

['nnepOapuyeckas OKCUTEHAIMs: HaJMYMe MOJOCTeW B JIETKMX, OpOHXOIUIEBPAJIbHBIA CBUIL,
HEKYIMUPOBAaHHBI MTHEBMOTOPAKC; HApYIIEHUE MPOXOJUMOCTH CIYXOBBIX TpPyO0 M KaHAJOB,
COCIMHSAIONINX TPUIATOYHBIC Ta3yXW HOCAa C BHEIIHEW Cpenod; OCTphIE pecupaToOpHBIC
BUpPYCHBIE NH(DEKINH; SMUJIETICHS; apTepuaibHasi THIIEPTEH3HsI; HOBOOOPA30BaHHUS.

4.4. OcoOble ykazaHusl M Mepbl IPeJOCTOPOKHOCTH PH NPUMEHEHH U
Oco0ble yKkazaHus

Y HOBOpPOXIIECHHBIX, B CBS3M C IIOBBIIICHHBIM PUCKOM DPETHHOIATUH, HE PEKOMEHIYETCs
yBeIMUeHHe NaBnenus kucnopoa 6omee 0,0817 kre/cm? (0,079 arm.).
C 0CTOPOXKHOCTEIO

[Tpu runepbapryeckoil OKCUTeHalMU: OpOHXHUANIbHAs aCTMa, BPOXKACHHBIN c(hepo1nTos3, BEICOKas
JUXOpajika, HEBPUT 3PUTEIHHOTO HEpBa, HWH(PEKIMH BEPXHHUX JBIXATEJIbHBIX ITyTeH,
OCpEeMEHHOCTh, OJIHOBPEMEHHBIN TMpHUEM MHUCIUIATUHA, JOKCOPYOWIIMHA, JHUCYIbhHupama,
MadeHuIa (MOBBIIICHNE TOKCUYHOCTH JaHHBIX JICKAPCTBEHHBIX MPEMapaToB), SMpu3eMa JeTKIX,
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GapoTpaBMa yIeii. (MOCNEOOBATENBHOCTE 0001)

4.5. B3aumojeiicTBue ¢ JPYrHMH Je€KAPCTBEHHBIMH MpenapaTtaMd W JApyrue BHJbI
B3aUMO/IelCTBUS

HeoGxomuMo cobmogate  OCTOPOKHOCTH TP OJHOBPEMEHHOM MpHEME IHMCIUIATHHA,
JOKCOpyOuIMHa, Iucyabpupama, MapeHu1a (OBBIIIEHUE TOKCHYHOCTH JJAHHBIX JIEKAPCTBEHHBIX
CPEJICTB).

He momyckaeTcst KOHTAKT KHCIOPOAA ¢ MaciaMd U JPYTUMH OPTaHUYECKUMU BEIIECTBAMH, BO
n30exxanue B3pbiBa (cM. 6.2.).

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTD U JIAKTALUSA

bepeMeHHOCTB

B cBsi3u ¢ OTCyTCTBHEM CIIEIUATBHBIX KIMHHUYECKUX MCCIEIOBAaHUN BO BpeMsi OEpPEMEHHOCTH
npenapar cieayeT MPUMEHSTh TOJbKO TOrAAa, KOIAAa I0oJb3a Ui MaTepH IPEBBIIIAET
MOTEHIMATBHBIN PUCK JJIs IJI0a U MO HEMOCPEACTBEHHBIM KOHTPOJIEM Bpaya.

JlakTauus

B cBiI3M C OTCyTCTBHEM CHEIUANbHBIX KIMHUYECKUX HCCIEAOBAaHUW TIpU TPYAHOM
BCKapMJIMBaHUU NpenapaTr CcleayeT MNPUMEHATh TOJIBKO TOTJa, KOrja Iojib3a Ui MaTepu
MIPEBBINIAET MOTEHIIUATIBHBIN PUCK JIs peOCHKA U TI0]1 HEMTOCPEICTBEHHBIM KOHTPOJIEM Bpaya.

4.7. Bausinme Ha CIOCOOHOCTH YNPAaBJATH TPAHCIOPTHBIMHM CpPeACTBAMM U padorath ¢
MeXaHMu3MaMH

B TepameBTHYECKHX J03aX KUCIOPOJ ra3o00pa3Hbli MEIUIIMHCKUAN HE OKa3blBaeT BIMSAHMS Ha
CHOCOOHOCTh K BBIMOJIHEHUIO MMOTEHIMAIBLHO ONACHBIX BUAOB JEATEIBHOCTH, TPEeOYyIOIUX
MOBBIIIEHHON KOHLIEHTPAI[MM BHUMAaHMS U ObICTPOTHI ICHXOMOTOPHBIX PEeaKLUii.

4.8. HexenarejbHble peakKuu

Kputepun orieHKH 4acTOTHI MOOOYHBIX peakiuii: oueHb yacto (> 1/10); wacto (>1/10 - < 1/100);
Heyacto (>1/100 - < 1/1000); peaxo (>1/1000 - < 1/10000); ouens peaxo (< 1/10000); gyactora
HEW3BeCcTHA (HE MOXKET OBITh OIlEHEHA Ha OCHOBE UMEIOIINXCS JaHHBIX ).

['unepbapuyeckas OKCUTeHAITHS:

OHOOKpUHHbLE HAPYUWEHUS.

Yacmoma neuzeecmua — TUIIOTJINKEMUS.

Hapywenus co cmoponwvl HepeHoti cucmembl

Yacmoma Heuzsecmua - TONOBHAs 60J1b, OHEMEHHE MAJIBIIEB PYK.

Hapywenus co cmoponul opeana 3penus

Yacmoma neuzsecmua - MpEeXoAsIIee HAPYIICHUE 3PEHHS, YCKOPEHUE CO3PEBAHUS KaTapaKThI.
Tpasmbl, unmoxcuKayuu u 0CI0HCHEeHUsE NPOYeoyp

Peoxo — ocTpast KUCIIOpOAHASI HHTOKCUKAIUSA (CYJOPOTH, OTEK JIETKHX).

Yacmoma neuzeecmua - 6apoTpaBma yiuen (001b B yxe, MOBPEKIACHHUE U Pa3pbiB OapabaHHON
MEPENOHKN) U OKOJIOHOCOBBIX Ma3yX.

Obwue HapyweHus u peakyuu 8 mecme 68e0eHuUs

Yacmoma Heuzsecmna — yCTaaoCTh.

Kwucmopogorepanusi:

Hapywenus co cmoponwl cepoya
Yacmoma Heuzsecmua - UIIEMUS] MUOKap/ia y MallMeHTOB, IEpEeHECIINX HHPAPKT MUOKap/a.
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Coo0IIIeHre 0 T0103PEeBAEMbIX HEKEIATEIbHBIX peaxunﬁ&l OCNEOOBATENEHOCTE 0001)

Baxxno cooOmare 0 TMOAO03PEBAaEMBIX HEXKEIATEIbHBIX pEaKUUsX IIOCIEe PErucTparuu
JICKapCTBEHHOTO TIperiapara ¢ IeJIbI0 00eCIeueHIs HEPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«IO0JIb3a — PHUCK» JIEKAPCTBEHHOI0 mpenapara. MeauIMHCKUM paOOTHHKAM pPEKOMEHAYETCs
co00IaTh O JIFOOBIX TOJ03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JICKApCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHCTEMBbI COOOIIECHUS O HEXENAaTEebHBIX PEAKIUAX TOCYIapCTB — YJICHOB
EBpa3uiickoro 3KOHOMHYECKOTO CO03a.

Poccuiickas @enepanus

109074, r. Mocksa, CnaBsiHCcKas 1., 4, cTp. 1

®denepaiibHas Ciryx0a 1Mo Ha3OPY B chepe 3ApaBOOXPAHCHUS

Tenedon: +7 (800) 550 99 03

371. mouta: pharm@roszdravnadzor.gov.ru

Be6-caiiT: https://roszdravnadzor.gov.ru

4.9. Ilepemxo3upoBKa

CuMOTOMBI

[Tpu anuTenbHOM U 6€CCUCTEMHOM MPUMEHEHUH BHICOKMX KOHIIEHTpAlUii Kucioposa (cBsiiie 60-
80 %) mpu GOJIBIIOM TIOTOKE (CBBIIIE 6-8 JI/MUH) UMEETCSI OTTACHOCTh THIIEPOKCUTCHAIIMHA M KaK
CIICJICTBUE - OTeKa JerkuX. [Ipu TpPOJODKUTEIBHOM JCHCTBHHM KHUCIIOPOAA Pa3BUBAIOTCS
JEKOMIICHCATOPHBIE ~ PCAKIUU, MPOSBISIOMUECS (DYHKIMOHAIBHBIMU W CTPYKTYPHBIMHU
HApYIICHUSMH B Pa3IMYHBIX CHCTEMax M opraHax. [IpW3HAKM KUCIOPOIHOW WHTOKCUKAIIUU
MOSIBJISIFOTCSL  Yepe3  OMpeleleHHbl mnepuoia. Ero mimMreiabHOCTh MOXKET 3aBUCETh OT
WHAUBUAYAIbHON YyBCTBUTEIHLHOCTH K KUCIOPOAY, TEMIEPATYphl U BIAKHOCTH OKpY)KaroIen
Cpelbl, KOHIIEHTPAIIUU BO BIBIXaeMOM T'a30BOM CMECH, SIMOIIMOHATBLHBIX U (DU3HUUECKUX HATPY30K,
COCTOSTHUS IIEHTPATbHON HEPBHOM CHCTEMBI H TIP.

Jleuenue

CumMnToMaTH4eCcKoe.

5. ®APMAKOJOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOiicTBA

®dapMakoTepaneBTUYECKas TPYIa: Mpoyue iedeOHbIe CPEeICTBA; MEIUITMHCKUE Ta3bl.
Koxn ATX: VO3ANO1

MexanusM gercTBus U (papMakoguHaAMUUECKHE d(D(hEKTHI

[IpoTHBOTUIIOKCHYECKOE CPEICTBO, 3HAUUTEIHHO YIIYUIIaeT KUCIOPOIHOE HACKIIICHUE TKaHEH U
reMOJIMHAMUKY, 3aIHUIIAET TOJIOBHON MO3T OT TUMoKcuH. OKa3bIBaeT META0OINIECKOE ICUCTBHE.
B ycrnoBusix HOpMoOapruyeCKOi THIOKCHH TIOBBIIIAET YCTOMYMBOCTh OpPraHU3Ma K DHIOTCHHBIM U
9K30T€HHBIM MaTOJIOTHIECKUM (PaKTOpam.

5.2. dapmakoKMHeTH4YeCKHe CBOIiCTBa
He npumennmo.

6. OPAPMAIIEBTUYECKUE CBOHCTBA
6.1. IlepeueHb BCcIIOMOraTeJbHbBIX BelIECTB

Crpanuna 4 u3 6


mailto:pharm@roszdravnadzor.gov.ru

COOTBETCTEYET f-_- KCMNEPTHOMY OTUYETY

ot 31.05.2024 N= 10863

(MOCNEOOBATENEHOCTE 0001)

OTCYTCTBYIOT.

6.2. HecoBMecTHUMOCTH
He momyckaercs KOHTakT KUCIOpOAa C MaclaMU U APYTUMHU OPTaHUYCCKUMH BEIIECTBAMHU BO
n30exaHue B3pbIBa.

6.3. Cpok rogHoctu (CpoK XpaHeHHUs )
18 mecsues.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH TPU XPaHEHUH

XpaHUTh B CYXOM OTIEJIBbHOM IOMEUICHWH WM Ha OTKPBITHIX IUIOUIAJKaX IO HaBECOM,
3alUIIEHHBIX OT aTMOC(EPHBIX OCAAKOB M MPSMBIX COJHEYHBIX Jydel, BJAIU OT MCTOYHUKOB
OTOIUICHUS ¥ UCTOYHUKOB OTKPBITOTO OTHS Mpu TemiiepaType ot muHyc S0 °C no 50 °C.

6.5. Xapaxkrep u coaep:kaHHe NePBUYHOI YIAKOBKH

0,156 M° B GaJIOHE BMECTHMOCTBIO 1 M°.

0,312 M° B GaJIOHE BMECTHMOCTBIO 2 JIMC.

0,468 M° B 6ayTOHE BMECTHMOCTBIO 3 M .

0,78 M° B Ga/TOHE BMECTHMOCTBIO 5 M.

1,56 m® B 6ayutone BMecTuMOCThIO 10 mv®.

6,24 M° B GayutoHe BMecTHMOCTBIO 40 mv®.

7,80 M° B GaJUIOHE BMECTUMOCTBIO 50 aM°.

O0beM coaepKUMOTO YITAaKOBKU MPUBENEH s YCIOBHA: n30bITouHOE naieHue 14,7+0,5 Mlla
(150+5 xre/cm?), Temneparypa 20 °C.

Hcnone3ytoT 0ayuioHbl CTallbHBIE OECIIOBHBIE TOIYOOTrO I[BETa C HAHECEHHOH MO OKPYXHOCTH
HaJUChIO YepHOTo 1BeTa «Kucaopoa MeTULIMHCKUAN.

bannonsl 000pyayIOT BEHTHIIEM M YCTPOMCTBOM KOHTPOJISI MEPBOTO BCKPBITHUs. B KoMILIEkTe
MPUJIAraeTcs UHCTPYKIUS 110 MEAUIITHCKOMY IPUMEHEHUIO.

Ha 6annon HaHOCHUTCS (TPUKPETLIISETCS) STUKETKA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH YHMYTOXKEHHMH HMCHOJB30BAHHOIO
JICKAapCTBEHHOI0 Npenapara MWJIH  OTXOA0B, IMOJYYCHHBIX IIOCJI€¢ NPHMEHEHHUs!
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUIYJISINUH C IPenapaTom

Bannons! sBasitoTcs Bo3BpaTHOM Tapoil. [lokymaTens 00s3aH BepHYTh MOPOXKHHE OAIOHBI C
KOJIMIaKaMH, HE TMPOCPOYECHHBIE, HCIPABHbIE, C OCTATOYHBIM JaBJIEHHEM KHCJIOpOJa
MEAUIIMHCKOTO.

1. JEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUASA
Poccuiickas @enepanus

000 «ITUK «IIckoBTEXras»

180020, IlckoBckas 00:1., . IlckoB, yiu. Mxopckoro 6aransona, 1. 40A, mom. 1005.
Ten./®akc +7(811)275-04-00

medgaz @pskovtehgaz.ru

7.1. IlpencraBuTe/ib AepiKaTessi periCTPALMOHHOIO YAOCTOBEPEHHS
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[IpeTeH3un MOoTpeOuTENeH HAIPABIATD [0 AIPE¢y: (MOCNEQOBATENEHOCTE 0001)

Poccniickas @enepanvs

000 (14K «IIckoBTeEXras»

180020, IlckoBckast 061., T. [IckoB, yiu. Mxkopckoro 6atanboHa, 1. 40A, mom. 1005.
Ten./®akc +7(811)275-04-00

medgaz@pskovtehgaz.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHMUSA

9. JATA MNEPBUYHON PEIMCTPAIIMU (MOATBEPXKJIEHUS
PEI'UCTPALIUU, IEPEPEI'UCTPALIUN)

Jlara nepBoii peructpanuu:

10. JATA HEPECMOTPA TEKCTA

OO0mras xapakTepucTUKa JIEKapCcTBEHHOTO Tpernapara Kuciopon razoo0pa3Hbii MEIUITMHCKHM,
JIOCTYIIHa Ha HMHQPOPMAIMOHHOM TmopTajie EBpa3wiickoro HSKOHOMHYECKOTO COI03a B
uH(pOpPMAIIMOHHO-KOMMYHUKAIIMOHHOM cetn «MHTepHEeT™ http://eec.eaeunion.org/
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