ot 24.06.2024 N= 12622

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: kuciuopoa Meauunackuit - 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, CHHUIBHON 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 (MIIeMUYeckass OoJe3Hb Ccepala, apTepualibHas TUIMEPTEH3HS,
3a0oneBanus JKKT, acTeHus, nempeccusi, NOBBIMIEHHAas YTOMJIIEMOCTb, COCTOSHHE IIOCTe
JTy4eBOH Teparnun).

4.2. PexxuM n103upoBaHus M CIOCO0 MPUMEHEHHS
Pexum n03upoBanus

WuransimonHo, B koHIeHTpanun 40-60 %, B cMecH ¢ BO3yXOM, B KOJIMYECTBE 4-5 JI/MUH.

HpI/I ocia0JieHun AbIXaHW B MOCJICONEPAINMOHHOM IMEPHUOACL, ITPHU OTPABJICHUAX, MHTOKCUKALIHUAX
ucnonb3yroT 100 % KUCIOPOT UM CMECh C YTIIEKUCIOTOH.

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

Jlns BBEIEHHsI KHUCIIOPOJa B BBICOKMX W HHU3KHX KOHIICHTPALUSAX TMPUMEHSIETCS pasHas
anmaparypa. MUHHUMasIbHas KOHIIGHTPAIUS KHCIOPOa He J0DKHA ObITh HUXKE €r0 COJICPKAHUS B
atMocdepHoM Bozayxe (20,9 %).

Cuctembl NIl WHTAISAIUU ¢ (DUKCHPOBAHHOW KOHIIEHTpAIMed Kuciopoaa (HE3aBUCUMO OT
JIBIXAaTeIbHBIX TOMBITOK MAIlMEeHTAa): BBICOKONOTOYHBIE - MAacKH, OOECTeuWBaIONIAe MOaady
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JIAHHBIX CHUCTEMAaX KOHLIEHTpAIMs KUCIOPO/ia 3a/1a€TCS BPauyoM.

Cuctembl Il UHTAISAUK, 00ecleunBaroue Mojaady pa3jIuyHOM KOHLEHTpAlUu KUCIopoaa (B
3aBUCHUMOCTH OT CHJIBI BJOXa IMAalMeHTa): 0e3 PelUpKYyISUU - KAaTeTepbl M KaHIOIU; C
PELUPKYIISIIIUEH - KUCIOpOAHBbIE Macku. JlaHHbIE cHUCTeMbl pabOTalOT TOJBKO B YCIOBHSX
CaMOCTOSITENIbHOTO JIbIXaHMs MAllMeHTa, KOTOPbIM BIbIXaeT razoByr cmech. ConepikaHue
KHCIIOpOJIa B Ta3oBOM cMecu OyJeT 3aBHUCETh OT COCTOSHHUSA MalMeHTa W HCIOJIb3yeMOro
YCTpOICTBA.

OcoOble rpynmnel NaueHToB

Tayuenmoi noscunozo eospacma

VY TNOXUIBIX TMAIMEHTOB C XPOHUYECKUM OpPOHXHUTOM BJbIXaeMas KOHIIEHTPAIHS KHUCIOpOAa
JI0JKHA ToBbIaThes Ha 1 % u He npesbimarh 30 % (daiie Bcero).

['nnepOapuyecKkas OKCUT€HALIS

[Tpouenypy mpoBOJAT B ClieUAIbHBIX OapokaMepax, JIsl TePaneBTUYECKUX LeJeH UCIONB3YIOT
anmnapatsl (OJJHOMECTHBIE KaMephl), CO3Aarolne AaBneHue kucuopoaa 1,2 - 1,6 - 2 atm. [Iposoasr
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 crnenUaNbHBIX TPEHUPOBOK, NPUBOMALIMX K KHUCIOPOJHOM 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 J€Tel COBMAJaeT C PEXUMOM J03UPOBAHUS Ui B3POCIBIX, KpOMe
HOBOPOXK/ICHHBIX.

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

Crnoco0 npuMeHeHus

NaransmuonHo.

4.3. IlpoTuBONMOKa3aHMA

['mnepOapuyeckas OKCUTEHAIMs: HaJUMYUE MOJOCTEH B JIETKUX, OpOHXOIJIEBpPAIbHBIM CBHIIL,
HEKYIMUPOBAaHHBI MTHEBMOTOPAKC; HApYIIEHUE MPOXOJUMOCTH CIYXOBBIX TpPyO0 M KaHAJOB,
COCIMHSAIONINX TPUIATOYHBIC Ta3yXW HOCAa C BHEIIHEW Cpenod; OCTphIE pecupaToOpHBIC
BUPYCHBIE NH(DEKINH; SMUJIETICUS; apTepuaibHasi THIEPTEH3HsI; HOBOOOPa30BaHMSL.

4.4. OcoOble ykazaHusl M Mepbl IPeJOCTOPOKHOCTH PH NPUMEHEHH U

Oco0ble yKkazaHus

Y HOBOPOXIEHHBIX, B CBSI3W C IOBBIIICHHBIM PHUCKOM pPETHHOINATHHM, HE PEKOMEHAYeTCs
yBeIMUeHHe NaBnenus kucnopoa 6omee 0,0817 kre/cm? (0,079 arm.).

C 0CTOPOXKHOCTEIO

[Tpu runepbapuyeckoil OKCUreHaluu: OpoHXHaIbHas acTMa, BPOXKICHHBIN c(hepo1nTo3, BBICOKAs
JMXOpajsiKa, HEBPUT 3PHUTENBHOTO HepBa, WH(OEKIUH BEPXHUX JBIXATEIbHBIX ITYTCH,
OCpEeMEHHOCTh, OJHOBPEMEHHBIM TIPHEM IUCIUIATHHA, JOKCOPYOWIIMHA, IUCYIbpupama,
MadeHna (MOBBIICHHNE TOKCUYHOCTH JIAHHBIX JIEKAPCTBEHHBIX MPENapaToB), IMpU3eMa JIETKHIX,
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GapoTpaBma yIeii. (MOCNEOOCBA

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

HeobGxomuMo cobmogath OCTOPOKHOCTh TPU  OJHOBPEMEHHOM IpHEME IHMCIUIaTHHA,
JOKCOpyOuIMHa, ucyabpupama, MapeHun a (MOBBIIIEHUE TOKCHYHOCTH JAHHBIX 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 CIIENUAIBHBIX KIMHUYECKUX HMCCIIEOBAaHUNA BO BpeMsi OEpPEeMEHHOCTH
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. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMM CpPeACTBAMH U padoTaTh C
MeXaHMu3MaMH

B TepameBTHYECKHX J03aX KUCIOPOJ ra3o00pa3Hbli MEIUIIMHCKUAN HE OKa3blBaeT BIMSAHMS Ha
CHOCOOHOCTh K BBIMOJIHEHUIO MMOTEHIMAIBLHO ONACHBIX BUAOB JEATEIBHOCTH, TPEeOYyIOIUX
MOBBIIIEHHON KOHLIEHTPAI[MX BHUMAHMSI U OBICTPOTHI ICHXOMOTOPHBIX peaKIuil.

4.8. HexenarejbHble peakKnnu

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
HEen3BecTHa (HE MOXKET OBITh OIleHEHa Ha OCHOBE MMEIOIITUXCS TAHHBIX ).

['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 3PSHUS, YCKOPEHUE CO3PEBAHUS KaTapaKThI.
Tpasmbl, unmoxcuKayuu u 0CI0HCHEeHUsE NPOYeoyp

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

Yacmoma Heuzeecmua - 6apoTpaBma yiei (006 B yxe, TOBPEKIACHUE U Pa3pbIB OapabaHHON
MEPENOHKHN) 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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Baxxno cooOmare 0 TMOAO03PEBAaEMBIX HEXKEIATEIbHBIX pEaKUUsX IIOCIEe PErucTparuu
JICKapCTBEHHOTO TIperiapara ¢ IeJIbI0 00eCIeueHIs HEPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«I0JIb3a — PHUCK» JICKAPCTBEHHOIo mpenapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYETCs
co00IaTh O JIFOOBIX TMOM03PEBACMBIX HEXKENATEIBHBIX PEAKIUSAX JICKApPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHCTEMBbI COOOIIECHUS O HEXENAaTEebHBIX PEAKIUAX TOCYIapCTB — YJICHOB
EBpa3uiickoro 3KOHOMHYECKOTO CO03a.

Poccuiickas @enepanus

109074, r. Mocksa, CnaBsiHckas 1., 4, ctp. 1

®denepanibHas C1yx0a 1Mo Ha30PY 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
CIICICTBUE - OTeKa JerkuX. [Ipu TPOAOKUTEIHPHOM JIEHCTBHHM KHCIOPOJa Pa3BUBAIOTCS
JEKOMIICHCATOPHBIC ~ PEAKIUU, MPOSBISIOMUECS (DYHKIMOHAIBHBIMU W CTPYKTYPHBIMHU
HApYIICHUSMH B Pa3IMYHBIX CHCTEMax M opraHax. [IpW3HAKM KUCIOPOIHOW WHTOKCUKAIIUU
MOSIBJISIFOTCSL  Yepe3  OMpeleleHHbl mnepuoia. Ero mimMreiabHOCTh MOXKET 3aBUCETh OT
WHAUBUAYAIbHON YyBCTBUTENBHOCTU K KUCIOPOAY, TEMIIEPATYphl U BIAKHOCTH OKpYKarollen
Cpelbl, KOHIIEHTPAIIUU BO BIBIXaeMOM T'a30BOM CMECH, SIMOIIMOHATBLHBIX U (DU3HUUECKUX HATPY30K,
COCTOSTHUS IIEHTPATbHON HEPBHOM CHCTEMBI H TIP.

Jleuenue

CumMnToMaTH4eCcKoe.

5. ®APMAKOJOTHYECKHUE CBOMCTBA

5.1. ®apmakoamHamMHuyecKHe CBOiicTBa

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

MexanusM gercTBus U (papMakoguHAMUUECKHE d(D(hEKTHI

[TpoTHBOTUIIOKCHYECKOE CPEICTBO, 3HAUUTEIHHO YJY4IIaeT KUCIOPOJTHOE HACHIIIIEHUE TKaHEH 1
reMOJIMHAMUKY, 3aIIHINAET TOJIOBHON MO3T OT TUrokcun. OKa3bIBaeT META0OIUIECKOE ICHCTBHE.
B ycrnoBusix HOpMoOGapruueCKoi THIOKCHH TIOBBIIIAET YCTOMYMBOCTh OpraHU3Ma K DHIOTCHHBIM U
9K30T€HHBIM MaTOJIOTHIECKUM (PaKTOpam.

5.2. dapmakoKMHeTH4YeCKHe CBOICTBa
He npumennmo.

6. ®APMAIIEBTUYECKUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeJIbHBIX BelECTB
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OTCYTCTBYIOT.

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

6.3. Cpoxk rogHoctu (CpoK XpaHeHHs1)
18 mecsues.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH TPU XPaHEHUH

XpaHUTh B CYXOM OTJEJIBbHOM IIOMEUICHHM WM Ha OTKPBHITHIX IUIOUIAJIKaX IO/ HAaBECOM,
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. Xapakrep u conep:kaHHe NePBUYHON YIIAKOBKHU
0,156 m® B 6ayutOHE BMECTUMOCTBIO 1 MP.
9
0,312 M® B 6aJUTOHE BMECTUMOCTBIO 2 M°.
9
0,780 m® B 6ayTOHE BMECTHMOCTBIO 5 M°.
1,560 m° B 6ayutone BMecTHMOCTRIO 10 v,
6,240 M° B GayutoHe BMecTHMOCTBIO 40 v,
7,800 M° B GaytoHe BMecTHMOCTBIO 50 P,
74.88 M° B MOHOOIOKE 13 12 GalJIOHOB BMECTUMOCTBIO 40 1M°.
9
93,60 M° B MOHOGJTOKE 13 12 GaJIOHOB BMECTHMOCTBIO 50 mM°.
O0BeM COOEPKUMOT0 YIIAKOBKH IPUBEAEH i1 YCIOBHI: M30bITOuHOE maBienne 14,7+0,5 Mlla
b 9
(150+5 xre/cm?), Temneparypa 20 °C.
10,30 mM® B 6ayutoHEe BMECTHMOCTBIO 50 P,
M
123,60 m° B MoHOGITOKE M3 12 GaJIOHOB BMECTUMOCTBIO 50 mv°.
O0beM COAEeP)KUMOTO YITAaKOBKH TIPHUBEACH JIJIsl YCIOBUM: M30bITOuHOE naBienue 19,6+0,5 MIla
(200+5 xrc/cm?), Temneparypa 20 °C.
Hcnonp3ytoT 0ayuioHbl CTajlbHbIE OECIIOBHBIE TOJIyOOTrO I[BETa ¢ HAHECEHHOH M0 OKPYXHOCTU
HAAMKUCHIO YepHOTo 11BeTa «Kucmopoa MeaUIIMHCKUI.
bannonsr 000pyayt0T BEHTHUJIEM W YCTPOWCTBOM KOHTPOJIS MEPBOTO BCKPHITUS B KOMIUIEKTE C
MHCTPYKIIMEH TI0 MEAUIIMHCKOMY MPUMEHEHHUIO.
Ha 6annon HanocuTcst (MPUKPETLISETCS ) STUKETKA.

6.6. Ocobble Mepbl TNPETOCTOPOKHOCTH TPH YHHUYTOKEHHMH HCIOJIH30BAHHOIO
JIEKAPCTBEHHOr0  Tpernapara WJH  OTXOA0B, MOJYYEHHBIX TMOCJe TNpPHUMEHEeHHs
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUMYJISIHUH € MPenapaTom

Bamtonsl ABISIOTCS BO3BpaTHOM Tapoit. [lokymaTens 00si3aH BEpHYTh MOPOXKHHE OAJIOHBI C
KOJIMAaKaMH, HE TPOCPOYCHHBIC, WCIPABHBIE, C OCTATOYHBIM JAaBJICHHEM KHCJIOPOJa
MEIUIUHCKOTO.

1. JEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUASA
Poccniickas @enepanvs
000 «Eame Meccep K»
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236011, Kamuuunrpanckas o06ma., r. Kamunumirpan, s}y':b:vll%%gmggﬂﬁhlchT?S—':Hﬂdepa

YV1V2V3.
Ten. (4012) 39-52-55, daxc (4012) 39-55-92
elmemesser@elmemesser.ru

7.1. IlpencraBuTe/ib Aep:KaTessi perucTPAllHOHHOIO Y0CTOBEPEeHUs

[IpereH3uu noTpeduTeNeH HANPABIATH 110 a/IPECY:

Poccuiickas @enepanus

000 «Eame Meccep K»

236011, Kamununarpaackas o6in., r. Kammawmarpan, yn. CymoctpoutenbHas, 1. 75, nauTepa
YV1V2V3.

Temn. (4012) 39-52-55, daxc (4012) 39-55-92

elmemesser@elmemesser.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHMUSA

9. JATA NEPBUYHONU PEIUCTPALIMU (HOJATBEPXJIEHUA
PEI'UCTPALIUU, IEPEPEI'UCTPALIUN)

JlaTta nepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA

OO0mrast xapakTepucTHKa JIEKapCTBEHHOro mnpenapara Kuciopon razoo0pa3Hblii MeAUIIMHCKHM,
JIOCTYITHa Ha WHQPOPMAIIMOHHOM TmopTajie EBpa3wiickoro HSKOHOMHYECKOTO COI03a B
uH(pOpPMAIIMOHHO-KOMMYHUKAIIMOHHOM cetn «MHTepHEeT™ http://eec.eaeunion.org/
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