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(NOCNENOBATENLHOCTS 0000)

OBILIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1 HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Kucnopon razoo0pa3Hbplii MEAUITMHCKHM, Ta3 MEIUIIMHCKUAN CKAThIA

2 KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

HeticTBytoiiee BeiecTBo: kuciopoa — 100 %.

3 JIEKAPCTBEHHAS ®OPMA
I'a3 MeguIMHCKUIN CKATBIN.

BbecuBerusiii ra3 0e3 3amaxa.

4 KIMHUYECKUE JAHHBIE

4.1 Iloxazanusi K NpUMEHEHUI0

Kucnopon ra3o00pa3Hblii MEAMIIMHCKHA TIOKa3aH K MNPUMCHCHHIO TIPH  Pa3IHYHBIX
3a00JI€BaHUSX, COMPOBOXKIAIONIUXCS THIIOKCUEH, Y B3pOCIbIX M nereid B Bo3pacte oT 0 g0
18 nert:

— 3a0oneBaHWsi OpraHoB JbIXaHusd (B T.4. THEBMOHHUA, OpOHXHMAIbHAs acTMa),
CEpJICYHO-COCYIUCTON CUCTEMBI (B T.4. XpOHUYECKas CepJedHas HEAOCTAaTOYHOCTh, KOJUIAIC,
apUTMUHU, OTEK JIETKUX);

— OTpaBJIEHUE OKCHUJIOM YTJIepOJa, CHHWIBHOM KHUCIOTOM, YAYIIAIOIIMMH BEIECTBAMH
(B T.4. xJ10Dp, (hOCTEH);

— ocnabJieHue IbIXaHUs B MTOCIEONEPAMOHHOM EPUOJIE;

—  WIIeMHUs HIDKHUX KOHEYHOCTEH, TpaBMbl KOHEYHOCTEH;

— cocyaucThle 3a001eBaHMsI TOJIOBHOTO MO3Ta;

— rumepbapuyeckas OKCHIeHalus (Omepaludyd Ha Cepile U JIETKUX, PEKOHCTPYKTHBHBIC
omepanuu Ha opraHax okenygouyHo-kumedHoro Ttpakta (JKKT), wuHTOKCHKamwms, aHeMus,
si3BeHHAas O0JIe3Hb JKeTyJKa U 12-TIepCTHOM KUIIIKHU, XPOHHUECKUN TeTaTuT);

— TUINOKCHUTEpamus (WmeMuuyeckas OOJie3Hb  Ccepima, apTepuaibHas  TUMEPTEH3HS,
3aboneBanus JKKT, acteHus, aempeccusi, TMOBBIIIEHHAS yTOMJISIEMOCTb, COCTOSIHHUE TIOCIIE

Jy4eBOM Tepanuu).
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4.2 PeskuM 103MPOBAHUS H CIIOCO0 NPHUMEHEHMA

PexxuM 103upoBaHus

WuransimuonHo, B koHneHTpanuu 40 — 60 %, B cMecH ¢ BO31yXOM, B KOJIMYECTBE 4 — 5 JI/MUH.
[Tpu ocmabiaeHuyn IbIXaHUS B MTOCICONEPAIMOHHOM TIEPHOJIS, TPU OTPABIICHUSIX, HHTOKCHKAIIHSX
ucnonb3ytoT 100 % KUCIopo uian CMECh C YIJIEKUCIOTOM.

Pexxum n103upoBaHus BO BCEX BO3PACTHBIX TI'PYINAX, KPOME HOBOPOKIECHHBIX, COBIAIACT (cM.
nojapasaen «Jlerny)..

Jlns BBeAeHUS KHUCIOpOAA B BBICOKMX M HHU3KHUX KOHIICHTPAIMSIX NPHUMEHSETCS pa3Has
anmaparypa. MUHUMaIbHasE KOHIIEHTPAIUs KUCIOPOAa HE JTOJHKHA OBITh HUXKE €r0 COICpKAHUS
B atMocdepHoM Bozayxe (20,9 %).

Cuctembl JUIsi MHTAISAIUA ¢ (UKCUPOBAHHOW KOHIICHTPAIMECH KHUCIOpoJa (HE3aBHCHMO OT
JBIXaTEeNbHBIX MOMBITOK TMAllMeHTa): BBICOKOMOTOYHBIE - MacKd, OOeCredMBaroIIMe I0Aavy
KHCJIOPOJIa C BBICOKOM CKOPOCTHIO MOTOKA; HU3KOMOTOYHBIE - aHECTE3UOJIOTHYECKUE KOHTYPHI.
B nanHBIX cuCTeMaxX KOHIICHTPALMSI KUCIOPO/1a 3a/1a€TCS BPauOM.

CucreMsl U1l MHTAISIIMK, 00eCreunBarOIIMe M01ayy Pa3IMuyHON KOHIIEHTpAlMKu Kuciopona (B
3aBHCHUMOCTH OT CHJIBI BJOXa MalueHTa): 0e3 peHUpKYJSAIMUH - KaTeTepbl U KaHIONU; C
peUHUpPKYJSIUMENd - KUCIOpPOJHbIE Mackd. JlaHHBIE cHUCTEMBI padOTAlOT TOJBKO B YCIOBHSIX
CaMOCTOSITEJIbHOTO JIbIXaHMs TMAalleHTa, KOTOPBIM BJBIXaeT ra3oByl0 cmech. CopaepxaHue
KHCIIOPOJla B Ta30BOM CMeCH OyJeT 3aBHCETh OT COCTOSIHUSI TAIMEHTa W HCIIOJIb3yEMOTO
YCTPOMCTBA.

FI/IHGD6aDI/I‘-ICCKa$I OKCUTCHAHUA: MPOUCAYPY HNPOBOAAT B CIICHUAIIBHBIX 6ap0KaMean, AJIA

TepaneBTUUYECKUX LieJIel UCTIOIb3YIOT anmnapaTsl (0OJHOMECTHbIE KaMephl), CO3AAI0IINE JaBICHNE
kuciopoga 1,2 — 1,6 — 2 arm. IlpoBomsar 1 ceanc B aenr (40 — 60 ™MuH), Kypc
neuenust — 8§ — 10 ceancos. Ilpu s3BeHHON OoJsie3HH >kednyAka MU 12-mepcTHOM KMIIKH,
XpOHMYECKOM TemaTure BBOAAT mnoj pAasieHueM 0,7 — 1 u30bITOYHOM atM. (ceaHcamu
1o 45 MuH); Kypc jeueHust — 15 ceaHcos.

FI/IHOKCI/ITeDaHI/ISII MMPOBEACHUEC CICHHUAIBHBIX TPECHUPOBOK, IIPUBOAAIIUX K KI/ICJIOPO)IHOﬁ

HEJOCTATOYHOCTH (HOPMOOAPHUECKON THIOKCHU) MYTEeM HCIIONb30BAaHUS Ta30BBIX CMeced ¢
MOHIDKEHHBIM  COJIEP)KAHHEM KHUCIOpOAa IS CO3/IaHUsS HCKYCCTBEHHOM THUIOKCHH (TIpH
HOPMaJIbHOM aTMOC(EPHOM JIaBJICHUH ).

Oco0ble TPVIIILI TAIKEHTOB

Iayuenmul nodcunozo eospacma
VY MOXWUIBIX TMAalMEHTOB C XPOHUYECKHMM OpOHXUTOM BibIXaeMas KOHIEHTpalMs KHUCIOPOAa
JoJIKHa MoBbIaThes Ha 1 % u He mpesbimath 30 % (Jaiie Bcero).

C€TH
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Pexxum no3upoBaHus y JETEH COBIALAET C ])emHMOW%M%TEﬂE-%B&@&; ':k:b'bMe

MY OTUETY

HOBOPOKJICHHBIX.
Y HOBOPOXJICHHBIX KOHICHTpAIMS KHUCIOPOJa BO BIBIXaEMOH CMECH HE JIOJDKHA IMPEBBINIATH
40 % (puck pa3BUTUS PETPOJICHTAIBHON (UOpoIIa3un).

Cnooco0 nnpuMeHeHus

Nuransmuonso.

4.3 IIpoTuBONOKA3AHUA

['unepOapuyeckas OKCHIEHALWs: HAJMYME MOJOCTEH B JIETKUX, OPOHXOIUIEBPAIBHBIA CBUII,
HEKy[IMPOBAaHHBIM ITHEBMOTOPAKC; HApyIIEHHE IPOXOJMMOCTH CIYXOBbIX TPYO M KaHaJOB,
COCIUHSIONUX MPHUAATOYHBIE MAa3yXW HOCA C BHEIIHEH Cpefol; OCTpble PecHupaTopHbIE

BUPYCHBIC I/IH(beKI_II/II/I; OIUICIICUA; apTCpUaJIbHASA THIICPTCH3UA, HOB006paSOBaHI/I${.

4.4 OcoOble yka3aHusi 1 Mepbl MPeI0CTOPOKHOCTH NPHU NPHMMeHEeHUH

C 0CTOPOKHOCTBIO

[Ipu rumnepOaprueckoil OKCUTE€HALMU: OpOHXMAdbHAs acTMa, BPOXKIEHHBIH CcQepoIuTo3,
BBICOKAsl JINXOPAaJKa, HEBPUT 3PUTEIHLHOIO HEpBa, MH(MEKIIMU BEPXHUX IbIXATEIBHBIX ITyTEH,
OCpeMEHHOCTh, OJIHOBPEMEHHBIM MPUEM [HCIUIATHHA, JOKCOPYOHIIMHA, AMCYIbpUpama,
Madenuma (MOBHIINIEHUE TOKCUYHOCTH JaHHBIX JIEKAPCTBEHHBIX TMIpemnaparoB), sMduszema
JIeTKHUX, 6apoTpaBma yIiei.

emu

Y HOBOPOXICHHBIX, B CBS3M C T[IOBBIIICHHBIM PHUCKOM pPa3BUTUS PETHUHONATUM, HE

peKOMeH IyeTcsl yBeueHne JaBnenus kucnopoa 6omee 0,0817 xkrc/em? (0,079 atm).

4.5 B3aumoneiicTBHEe ¢ [APYIMMH JEKADCTBEHHBIMH IpenapaTtaMH M Jpyrue BH/bI
B3aMMOJEHCTBUA
He JOIMYCKACTCSA KOHTAKT KHCJIOpOoJa € MacCjlaMd W JPYTHMMU OPraHNMYCCKHMMH BEIICCTBAMH, BO

n30eKaHNe B3pbIBA.

4.6 ®epTUIBLHOCTH, 0EPEMEHHOCTDH U JIAKTALMS
bepemeHHOCTD
HccnenoBanust BO BpeMsi OEpeMEHHOCTH W B TIEPHOJ TPYTHOTO BCKapMIIUBaHUS HE

MMPOBOAUIINCE.

JlakTarms



COOTBETCTEYET 3KI(
ot 30.10.2025 M2 27.

B cBi3m Cc OTCYyTCTBHEM CHENUAIbHBIX KHHHquM);-'E&S&ﬁBE@HﬁH ':ﬂ:i)ﬂ—l:' inyE!I‘IOM
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BCKapMJIMBaHUU TIiperapar CJICAYCT NPHUMCHATH TOJIBKO TOTAd, KOTAa II0Jb3a I MAaTCpu

IIPEBBIIACT HOTCHI_II/IaJ'IBHHﬁ PHUCK 1A pe6eHKa H 1o HEMMOCPCACTBCHHBIM KOHTPOJIEM Bpayda.

4.7 BunsiHMe HAa CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeJCTBAaMH M padorarhb ¢
MeXaHU3MaMH

B tepaneBTHueckux a03ax KUCIOpPOJ ra3o00pa3Hblii MEAMLIMHCKUI HE OKa3bIBAaeT BIMSAHUS HA
CHOCOOHOCTh K BBINOJHEHUIO MOTEHIMAIbHO OMNACHBIX BMJOB JAEATENIBHOCTH, TPEOYIOLIMX

MMOBBIIIICHHOM KOHICHTPpAallMU BHUMAHUS U 6LICTpOTBI IICUXOMOTOPHBIX peaKHHﬁ.

4.8 HexxkesaTeibHbIE peaKkmum

Kputepuu ornieHKH 4acTOThl MOOOYHBIX peakiuii: oueHb yacTto (> 1/10); wacto (>1/10 - < 1/100);
Hewacto (>1/100 - < 1/1000); peaxo (>1/1000 - < 1/10000); ouens peaxo (< 1/10000); gyactora
HEM3BeCcTHA (HE MOXKET OBITh OIlEHEHA HA OCHOBE MMEIOITUXCS TAHHBIX ).

rI/IHeD6aDI/I‘-ICCKa$I OKCHUT'CHAIIMAA.

DHOOKpUHHbLE HAPYULeHUsL

Yacmoma neuzeecmna — TANOTITUKEMHUSL.

Hapywenus co cmoponvl nepgnoti cucmembi

YactoTa HeU3BECTHA - TOJIOBHAs 00JIb, OHEMEHHE MaJIbIEB PYK.

Hapywenus co cmoponvl opeana 3penus

Yacmoma HeuzsecmHa - Ipexofsiliee HApyIICHUEe 3pEeHUs], YCKOPEHHE CO3PEBAHUS KaTapaKThI.
Obwue napyweHus u peakyuu  mecme 68e0eHUs.

Yacmoma neuzeecmna — yCTajnocCTh.

Tpasmsi, unmoxcukayuu u 0CI10AHCHeHUs NPoyeoyp

Peoko — ocTpast KUCIIOpOAHASI MHTOKCUKAIIUA (CYyJOPOTH, OTEK JIETKHX).

Yacmoma neussecmua - 6aporpaBma yiiei (007b B yxe, TOBPEXKICHUE U pa3pbiB OapabaHHOU
MEPENOHKHN ) M OKOJIOHOCOBBIX Ta3yX.

Kucnopogorepamms:

Hapywenus co cmoponwl cepoya
Yacmoma neuzeecmna - UllIeMUsi MUOKap/ia y MAIIUEHTOB, IEPEHECIINX HHPAPKT MUOKapAa.

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

Baxno COO6H_[3.TB 0 TIIOAO3PCBACMBIX HECKCIATCIBHBIX PCAKIUAX IIOCJIIC PCrucTpanuu
JICKAPCTBCHHOTO IIpfIliapaTa € HECJIbIO obecnieueHUs HETIPECPBLIBHOI'O MOHUTOPHHIAa OTHOIICHUA
MOJIB3BI W PHCKA JICKAPCTBCHHOI'O IIpCIiapara. Me}II/IHI/IHCKI/IM pa6OTHI/IKaM PEKOMCHAOYCETCHA

coo0IaTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATEeNbHBIX PEAKIUSAX JIEKapCTBEHHOTO Ipernapara
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Yepes HALMOHABHBIC CHCTEMBI COODIICHHs 0 HexenaTdfiinbix pedimmicroeydpdrs Ldrknos

EBpa3uiickoro 53KOHOMHUYECKOr0 COK3a.

Poccuiickas @enepanus

OenepanibHas ciryx0a 1o Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBuaazop)
Anpec: 109012, Mocksa, CnaBsHckas miomans, 1.4, ctp. 1

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

dakc: -

Di1. moura: pharm@roszdravnadzor.gov.ru

Caiir: https://www.roszdravnadzor.gov.ru

4.9 Ilepeno3upoBka

CuMOTOMBI

[lpu guTensHOM W OECCHCTEMHOM NPUMEHEHHMH BBICOKMX KOHIICHTpALMH KHCIOpOJa
(cBpmme 60 — 80 %) mpu OGompmioM TOTOKE (CBBIIE 6 — 8 JI/MHH) HMMEETCS OIAaCHOCTh
TUIIEPOKCUTCHALMM U Kak CIEACTBHE — OTeka JErkux. [Ipu mpomoKUTETbHOM JAeHCTBUM
KHCJIOPO/ia Pa3BUBAIOTCS IEKOMIIEHCATOPHbIE PEAKIIMHU, MPOSBIAIONIMECS (PYHKINOHATBHBIMUA U
CTPYKTYPHBIMH HapyIICHHSIMH B Pa3JIMYHBIX CHUCTEMax W opraHax. [Ipu3Haku KHCIOPOTHOM
MHTOKCUKAITUH TOSIBIISIIOTCS Yepe3 OIpeeNIeHHBIN mepro. Ero JMTenbHOCTh MOKET 3aBHCETh
OT WHIMBUAYAIBHOW UYBCTBHTEIBHOCTH K KHCIOPOIY, TEMIIEpaTypsl ¥  BIAXHOCTH
OKpY’Karolle cpejabl, KOHIIEHTPAalMd BO BJBIXaeMOH TIa30BOHl cMecH, 3MOIMOHAIBHBIX U
(bu3MUecKrUX Harpy30K, COCTOSHUS LIEHTPAIbHON HEPBHOM CUCTEMBI U TIP.

Jleuenue

CUMOTOMATHYECKOE.

5 ®PAPMAKOJIOTMYECKHUE CBOVCTBA

5.1 ®apmakoaMHaMH4YecKHe CBOMCTBA

®dapMakoTepaneBTUYECKas TPYMIa: MpoUure JiedeOHbIe CPEICTBA; MEIUITUTHCKUE Ta3bl.

Kon ATX: VO3ANO1

[TpOTHBOrUIOKCUYECKOE CPEACTBO, 3HAUMTEIBHO YIYUIlIA€T KUCIOPOJHOE HACHIIIIEHUE TKAHEN U
FeMOJIMHAMUKY, 3alllUIIaeT TOJOBHOWM MO3T oOT THunokcuu. OKa3bpiBaeT MeTaboInYecKoe
neiictBue. B yclnoBHUAX HOPMOOApUYECKOW TUIIOKCHHU TOBBIMIAET YCTONYMBOCTH OpPraHU3Ma K

OHJOI'CHHBIM M 3K30I'CHHBIM I1aTOJOTHYCCKHM (baKTopaM.
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6. PAPMAIIEBTUYECKHE CBOMCTBA (NMOCNEOOBATENBHOC T ALHLY

6.1 IlepeyeHb BcmoMorareJibHbIX BellleCTB

OTCYTCTBYIOT.

6.2 HecoBMecTHMOCTD
He nmonyckaercs KOHTaKTa KHCIOPOJIa C MacjaaMH M IPYTUMH OPraHuYeCKUMH BEIIECTBAMH BO

n30exaHue B3phbIBa.

6.3 Cpok rogHocTH (CPOK XpaHEHHUs)

18 MecsmeB.

6.4 OcoObie Mepbl NPEeJOCTOPOKHOCTH NIPH XPAHEHUHU
B CYXOM OTACIIbHOM IMOMCHICHWHN WJIM HAa OTKPBLITHIX INIOIIAJKaxX IMoA HaBE€COM, 3alllUIIarOIIUM
OT aTMOC(EPHBIX OCAIAKOB M MPSIMBIX COJHEYHBIX JIy4eH, BAAJIM OT MCTOYHUKOB OTOIUICHUS H

HMCTOYHHMKOB OTKPBITOTO OrHA npu Temmneparype ot munyc 50 °C go 50 °C.

6.5 XapakTep u cojep:KaHue NEPBHUYHOI YNAKOBKH U CIelUAJbLHOEe 000py10BaHHMe JJisl
HCI0JIL30BAHUS, BBEIEHUS UM UMILIAHTAIMH

0,156 m> B 6ayutoHe BMeCTUMOCTBIO 1 M>.

0,312 m> B GaJuTOHE BMECTUMOCTBIO 2 IM°.

0,468 M B GaJUTOHE BMECTHMOCTBIO 3 JM°.

0,78 M B 6GaJlTIOHE BMECTHMOCTBIO 5 IM°.

1,56 M* B 6ayutoHe BMecTUMOCTBIO 10 mv?.

3,12 M® B GamIoHe BMeCTHMOCTBIO 20 1M>.

6,24 M> B 6ayI0HE BMECTHMOCTBIO 40 1M°.

O0BeM COJICPKUMOTO YIaKOBKH MIpUBEJICH JUIS YCIIOBHIA: H30BITOYHOE
nasnenue 14,7 £ 0,5 MITa (150 + 5 krc/cm?), Temmnepatypa 20 °C.

Hcnone3ytoT 6auioHbl CTallbHBIE OECIIOBHBIE TOJIyOOTO IIBETA C HAHECEHHOW MO OKPYKHOCTH
HAJIKICHIO YepHOTO 1BeTa «Kuciaopoa MeTuImHCKIN».

baninonsl 000pyayIOT BEHTHJIEM W YCTPOMCTBOM KOHTPOJISI TIEPBOTO BCKPBHITHS B KOMILUICKTE C
MHCTPYKIMEN IO MEIUIIMHCKOMY PUMEHEHHUIO.

[Tox ceprueckoii yacThio OATUIOHA KPETST ATUKETKY U3 OyMaru STUKETOYHOM WM MUCUeil.
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6.6 OcoGbie mepsr npegocropoxuoctd  mpu | yhniveikemme | bi¢woabaoBaiiioro

JIEKAPCTBEHHOT0 mMpenapaTra WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJd€e NPHUMEHEHUs
JIEKApPCTBEHHOI'0 NpenapaTa ujiM padoTbl ¢ HUM

bamions! sBisitoTcst Bo3BpaTHOW Tapoii. [lokynartens 00si3aH BEpHYTh MOPOXKHHUE OAJIOHBI C
KOJIIaKaMH, HE IPOCPOUYCHHBIE, UCIpaBHbIE, C OCTATOYHBIM JIABJICHHEM KHCIOpPOJa

MCIUIIMHCKOI'O.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccniickas @enepanys

O6miectBo ¢ orpannueHHON 0TBeTCTBEHHOCTHI0 « KIMICJIOPO/I» (OO0 «KUCIIOPO )
675000, Amypckas 00:1., r. bnarosemienck, yiu. [lorpanuunas, 1. 183, oduc 3.

Ten. 8(914) 557-27-07, 8 (962) 285-88-26.

kislorod.amur@mail.ru

7.1. IlpeacTaBUTENb A€PsKATE/Is] PETHCTPALMOHHOTO Y10CTOBEPEHUSI
[IpereH3un noTpedUTeNeH HAMPABIATH 110 /IPECY:

O6miectBo ¢ orpannueHHON 0TBeTCTBEHHOCTHI0 «KMICJIOPO/I» (OO0 «KUCIIOPO )

675000, Amypckas 00:1., T. biaroBemenck, yi. [Torpanuanas, 1. 183, oduc 3.
Ten. 8 (914) 557-27-07, 8 (962) 285-88-26.

kislorod.amur@mail.ru

8. HOMEP PET'HCTPALHIMOHHOI'O YAOCTOBEPEHUA

9. JATA NEPBUYHOM PEI'’ICTPALIUN (IOATBEPKJIEHUA
PETUCTPAIIUU, IIEPEPEI'UCTPAILIUN)

JlaTa niepBoi perucTpanuu:

10. JATA HEPECMOTPA TEKCTA
OO0mas xapakTepucTHKa JEKapCTBEHHOTo mpemapata Kuciopon razoo0pa3Hblii MEIUITMHCKUI
JIOCTYITHAa Ha WHGOPMAIMOHHOM TmopTaiie EBpa3miickoro HSKOHOMHYECKOTO COI03a B

nH(}pOpMaITMOHHO-KOMMYHHUKaIIMOHHOM ceTn «IHTepHeT: http://eec.eacunion.org/
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