COOTBETC TEmET SKCTNEPTHOMY OTYETY
ot 06.12.2024 N= 27036

OBILIASI XAPAKTEPUCTHKA J KAPW%FEMTBEHWXPML

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Kucnopon razoo6pazusiit meauimackuii, 100%, ra3 MeTUIIMHCKAN CYKATBIM.

2. KAYECTBEHHBI 1 KOJIMYECTBEHHBINA COCTAB

JeticTBytomee BemecTBo: kuciuopoa Meauunackuit - 100 %

3. JIEKAPCTBEHHASA ®OPMA

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

4. KIMHUYECKHUE JAHHBIE

4.1. IMoka3zanusi K NPUMEHEHH IO

Kucnopoa razoo0pa3Hblii MEAMIIMHCKUH ITOKa3aH K IPUMEHEHUIO Y B3pocibIX U aereit ot 0 1o 18
JeT.

Pasznuuanbie 3a001€BaHuMs, COMPOBOKIAIONINECS THITOKCHEH:

e 3a00JIeBaHUSl OpPraHOB [bIXaHWA (B T.4. NHEBMOHMS, OpOHXHAIbHAs acTMa), CEpJEUHO-
COCYJIUCTOM CUCTEMBI (B T.4Y. XpOHUYECKAs ceplieuHast HEJJOCTaTOYHOCTh, KOJIJIANc, apuTMUH, 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, PEKOHCTPYKTHBHBIC
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,
3aboneBanus JKKT, acTeHus, nempeccusi, MOBBIIMIEHHAas YTOMJIIEMOCTb, COCTOSHHE IIOCTe
Jy4E€BOU Tepanum).

4.2. PexxuM n103upoBaHus M CIOCO0 MPUMEHEHHS
Pexum n03upoBanus

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

[Tpu ocrnabaeHUK IBIXAHUS B ITOCICOMEPAIIMOHHOM MTEPHO/IE, IPU OTPABJICHUAX, HHTOKCHKAITUSIX
ucnonb3yroT 100 % KUCIOPOT UM CMECh C YTIIEKUCIOTOH.

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

I[JISI BBCACHHA KHCJIOPOJa B BBICOKHMX MW HHU3KHX KOHHOCHTpALOUAX MNPUMCHACTCA pa3Hasa
arraparypa. MuHuMmaiabHas KOHIOCHTpalug KUCJI0pOJa HC JOJI?KHA 6LITI> HUIKC €ro COACPIKAHUA B
atmocheprom Bozmyxe (20,9 %).

Cucrembl ISl MHTQISIMH ¢ (QUKCUPOBAHHON KOHIEHTpamMed Kuciopoaa (HE3aBHCUMO OT
JIBIXaTeIbHBIX MOIMBITOK MAIMEHTAa): BBICOKOIIOTOYHBIE - MAcKH, OOECHEeUMBAIONIME MOJady
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KHCJIOPOJa C BBICOKON CKOPOCTBIO MOTOKA; HU3 OHOTOqﬁﬂQ ;M%ﬁgﬂh@&hg Eo'#r%tl 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
PEIUPKYISIIUCH - KHUCIOPOJHBbIE MacKu. JlaHHBIE CHCTEMBI pa0OTalOT TOJIBKO B YCIOBHSIX
CaMOCTOSITENIbHOTO JbIXaHMs TMallMeHTa, KOTOPBIM BIBIXaeT Ta3oByl cMmech. CoxaepikaHue
KHCIIOpOJIa B Ta3oBOM cMecu OyJeT 3aBHUCETh OT COCTOSHHUSA MalMeHTa W HCIOJIb3yeMOro
YCTpOICTBA.

OcoOble rpynmnel NaueHToB

Tlayuenmsi nodxcunozo eospacma
VY NOXHUIBIX TMAlMEHTOB C XPOHMYECKHUM OPOHXMTOM BJbIXaeéMas KOHIEHTpalHs KHCIOpOoJa
JoJiKHa noBbiaTees Ha 1 % u He npesbiaTth 30 % (yalie Bcero).
T'unepbapuueckasn oxcueenayus
[Tpouenypy mpoBOJAT B ClieUAIbHBIX OapokaMepax, JIsl TePaneBTUYECKUX LeJeH UCIONB3YIOT
anmnapatsl (OJJHOMECTHBIE KaMephl), Co3Aarolue AaBneHue kucnopoaa 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.
T'unoxcumepanus
[IpoBeneHne cnenuaibHBIX TPEHUPOBOK, NPUBOIAIIMX K KHCIOPOJHON HEJOCTaTOYHOCTHU
(HOpMOOapHUYeCKOM T'MIOKCHM) IyT€M HCIOJIb30BaHUSI Ta30BbIX CMeced C IOHM)KEHHBIM
COJIepKAHUEM KHCIOpoJa JUIl CO3JIaHUSl HCKYCCTBEHHOW THIIOKCHMM (NIPH HOPMaJIbHOM
aTMOC(EpHOM JaBICHHUH).

eTu
PexxuM no3upoBaHHs y JA€Tel COBNAJaeT C PEXUMOM JO03MPOBAHUS IS B3pOCIBIX, KpOME
HOBOPOJKICHHBIX.
Y HOBOPOXKIEHHBIX KOHIIEHTPAIMs KUCIOPO/Ia BO BBIXaeMOM CMeCH He J0JbKHA npeBbimaTth 40 %
(puck pa3BUTHUS PETPOJIEHTAILHON (pulpoIIazun).
Crnoco0 npuMeHeHus

NaransmuonHo.

4.3. IlpoTuBONMOKa3aHMA

['unepbapuyeckas OKCUTEHAIMs: HaJMYMe TOJOCTeH B JIETKHX, OPOHXOIUIEBPAJBHBIA CBUII,
HEKYIMUPOBAaHHBI MTHEBMOTOPAKC; HApYIIEHUE MPOXOJUMOCTH CIYXOBBIX TpPyO0 M KaHAJOB,
COCIMHSAIONINX TPUIATOYHBIC Ta3yXW HOCAa C BHEIIHEW Cpenod; OCTphIE pecupaToOpHBIC
BUpPYCHBIE NH(EKINH; SMUJIETICHS; apTepuaibHasi THIEPTEH3HsI; HOBOOOPAa30BaHHUS.

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

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

[Tpu runepbapruecKoil OKCUTEHAITMN: OpOHXHAIbHAS aCTMa, BPOKICHHBIN CPEPOIIUTO3, BEICOKAS
JUXOpajika, HEBPUT 3PUTEIBHOTO HEpBa, WH(PCKIMH BEPXHHUX JIBIXATCIbHBIX ITyTEH,
OCpEeMEHHOCTh, OJIHOBPEMEHHBIN TMpHUEM MHCIUIATUHA, JOKCOPYOWIIMHA, JuCyiIbdupama,
MadeHuIa (MOBBIIICHNE TOKCUYHOCTH JaHHBIX JICKAPCTBEHHBIX MPEMapaToB), SMpu3eMa JeTKIX,
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OGapoTpaBMa yIIIei.

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

HeoGxomuMo cobmrogate  OCTOPOKHOCTH TP OJHOBPEMEHHOM MpHEME  IUCIUIAaTHHA,
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

bepemeHHOCTD

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 cBiA3M C OTCyTCTBHMEM CHEIUANbHBIX KIMHUYECKHUX HCCIECAOBAaHUW 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. BausiHde HA CMOCOOHOCTH YNPABJSATH TPAHCHOPTHBLIMH CPeACTBAMHM U PadoTaTh ¢
MeXaHU3MaMH

B TepaneBTHUECKMX 032X KHCIOPOJ ra3000pa3Hblii MEIUIIMHCKHUI HE OKa3bIBaeT BIHMSHHE Ha
CIIOCOOHOCTh K BBIMIOJIHEHUIO TIOTEHIIMAIBHO OMACHBIX BHJIOB JIEATENBHOCTH, TPEOYIOIINUX
MOBBIIICHHONW KOHIIEHTPAIMU BHUMAHUS M OBICTPOTHI NICMXOMOTOPHBIX peakuuil (yrmpaBieHue
TPAHCTIOPTHBIMHU CpPEJICTBaMH, paboTa ¢ ABMKYIIUMHUCS MEXaHM3MaMH, paboTa Aucrerdepa u
orieparopa).

4.8. HexenarejlbHble peaKIHH

Kpurtepun orieHKH 4acTOTHI MOOOYHBIX peakiuii: oueHb yacto (> 1/10); wacto (>1/10 - < 1/100);
Heyacto (>1/100 - < 1/1000); peaxo (>1/1000 - < 1/10000); ouensb peako (< 1/10000); gactora
HEHM3BECTHA (HE MOKET OBITh OIIEHEHA Ha OCHOBE MMEIOIIUXCS TAHHBIX ).

C'unepbapuveckas OKCUTeHAITHSL:

OHOOKpUHHbIE HAPYWEHUS

Yacmoma neuzsecmHa — TUTIOTITUKEMHUSL.

Hapywenus co cmopoHnuvl Hep8HOll cucmembl

Yacmoma neuszsecmua - TOIOBHAs 00JIb, OHEMEHHE TAJIBIIEB PYK.

Hapywenus co cmoponul opeana 3penus

Yacmoma neuzsecmmua - Ipexosliee HapylIeHUE 3peHUs, YCKOPEHHE CO3PEBAaHUS KaTapaKThl.
Tpasmbl, UHMOKCUKAYUU U OCTIONACHEHUS NPOYEOYD

Peoxo — ocTpas KUCIOPOAHAS MHTOKCUKAIHS (CYJJOPOTH, OTEK JIETKUX ).

Yacmoma neuzsecmmua - 6apoTpaBma yiei (006 B yxe, OBPEXIeHUE U Pa3pbIB OapabaHHON
HIEPETIOHKH) ¥ OKOJIOHOCOBBIX Ia3yX.

Obwue napyuieHus u peaxyuu 8 mecme 66€0eHuUs.

Yacmoma neuszgecmHa — yCTaloCTh.

Kucnoponorepanus:
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Hapywenus co cmoponwt cepoya (MOCNEOOBATENBHOCTE 0001)

Yacmoma Heuzgecmua - UIIEMUS MHOKapa y NaucHTOB, ICPCHCCIINX I/IH(bapKT MHOKapJa.
COO6H.[CHI/IC 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmarb O T0J03pEBAaEMbIX HEXKENATENbHBIX PEAKLUUAX II0CIE perucTpanuu
JICKApPCTBCHHOTO IpcIiapara € ICJIbIO O6€CH€‘I€HI/I$I HCIIPCPBIBHOI'O MOHUTOPHUHI'a COOTHOIICHH A
«I10JIb3a — PHUCK)» JICKAaPCTBCHHOI'O IIp€riapara. MCI[I/II_II/IHCKI/IM pa6OTHI/IKaM PEKOMEHAYCTCA
COO6I_I_IaTB 0 JIFOOBIX IMOA03PEBACMBIX HEKCIATCIIBHBIX PCaKUUAX JICKAPCTBCHHOI'O IIpCriapara
Yepe3 HAIMOHAJIBHBIC CUCTEMBI COO6H.I€HI/I}I 0 HCXKECJIATCIbHBIX PCAKIUAX I'OCydapCTB — YJICHOB
EBpaSHﬁCKOFO 3KOHOMHNYECCKOT'O COHO3a.

Poccniickas @enepanus

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

OdenepanibHas Ciryx)0a 1o Ha30py B chepe 3ApaBOOXpaHCHUS

Tenedon: +7 (800) 550 99 03

Di1. nmoura: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepexo3upoBKa

CumMnToMbl

[Tpu anuTenbHOM U 0€CCUCTEMHOM MPUMEHEHUH BBICOKMX KOHILIEHTpaluii Kuciopoja (cseie 60-
80 %) npu OONBIIOM MOTOKE (CBBIIIE 6-8 JI/MUH) MUMEETCS OTMIACHOCTh TUIIEPOKCUTCHALIUU U KaK
CIeICTBUE - oOTeka Jerkux. [Ipm npoAomKUTENbHOM JEHCTBUM KHUCIOpOJa pa3BUBAIOTCS
JICKOMIIEHCATOPHBIE ~ peaKIMH, MpOsBIAOMKEcs (YHKIMOHAIBHBIMU U CTPYKTYPHBIMH
HapylLICHUAMH B pa3IMYHbIX CHCTeMax M opraHax. lIpu3Hakum KHCIOPOJHOW HMHTOKCUKALUU
HOSIBJISIFOTCSL  U€pe3  ONpPENENEeHHbIM Iepuold. Ero UMTenpbHOCTH MOXKET 3aBUCETh OT
WHAVBUAYAJIbHON YyBCTBUTEIBHOCTU K KHCIIOPOAY, TEMIEPATYpPhl U BIIAXKHOCTU OKPYKAIOLIEH
Cpefbl, KOHIIEHTPALUU BO BABIXa€MON ra30BOM CMECH, SMOLMOHAIBHBIX U (PU3MUYECKUX HATPY30K,
COCTOSIHMS LIEHTPAJIIBHOM HEPBHOM CUCTEMBI U IIP.

Jleuenune

CuMnTOMaTHYECKOE.

S. ®APMAKOJIOTUYECKHE CBOVMCTBA

5.1. ®apmakoauHAMHYECKHE CBOIICTBA

®dapMakoTepaneBTUYECKas TPYIIa: Mpoyue JiedeOHbIe CPEICTBA; MEIUITUTHCKUE Ta3bl.
Koxa ATX: VO3ANO1

MexanusM AeicTBUs U PapMakoguHaMUUecKue D EKThI

[IpoTHBOTHUIIOKCHYECKOE CPEICTBO, 3HAUUTEIHHO yJYYIIaeT KUCIOPOJTHOE HACKIIIIEHUE TKaHEH 1
reMOJIMHAMUKY, 3aIHUIIAET TOJIOBHON MO3T OT TUNoKcHH. OKa3bIBaeT META0OINYECKOE ICHCTBHE.
B ycnoBusix HOpMoOapUYeCKO THTIOKCHH MOBBIMIAET YCTOMYUBOCTh OPTaHU3Ma K SHJAOTCHHBIM H
HK30TC€HHBIM MATOJIOTHYECKUM (DaKTOpam.

5.2. dapmakoKHMHeTH4YeCKHe CBOIiCTBa
He npumenumo.

5.3. JlaHHbIe JOKJIHMHUYECKOH 0€30MacHOCTH
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He npumenumo.

6. ®APMAIIEBTHUYECKHE CBOMCTBA

6.1. TIlepeyeHb BCOMOraTe/IbHBIX BeLECTB
OTCyTCTBYIOT.

6.2. HecoBMecTHUMOCTH
He momyckaercss KOHTakT KUCJIOpOAa C MaclaMU U APYTUMHU OPTaHUYECKUMH BEIIECTBAMHU BO
n30eKaHUe B3PHIBA.

6.3. Cpok roaHoctu (CpoK XpaHeHHSs )
18 mecsues.

6.4. Oco0bie MepbI MPETOCTOPOKHOCTH MPH XPAHEHUH

XpaHUTh B CYXOM OTIIEJIbHOM IIOMEIICHHUH WIM Ha OTKPBITHIX IUIOIMIAAKaX I10J] HAaBECOM,
3AIIUIICHABIX OT aTMOC(EPHBIX OCAJKOB U MPSAMBIX COJHEYHBIX JIyUeH, BJAIH OT MUCTOYHUKOB
OTOILICHUS U UCTOYHMKOB OTKPBITOTO OTHs npu Temmeparype ot munyc 50 °C go 50 °C.

6.5. Xapaxkrep u coaep:kaHHe NePBUYHOI YIAKOBKH

0,156 M° B GaJTOHE BMECTUMOCTBIO 1 v,

0,312 m® B 6ayTOHE BMECTHMOCTBIO 2 M°.

0,78 M® B Ga/TOHE BMECTHMOCTBIO 5 M.

1,56 M® B Gayutone BMecTHMOCTBIO 10 mv®.

6,24 M B Gasuione BMecTHMOCTBIO 40 1M,

O0beM coaepKUMOTO YIIAaKOBKU MPUBENEH s YCIOBHA: n30biTouHOE naBieHue 14,7+0,5 Mlla
(150+5 xre/cm?), Temneparypa 20 °C.

Hcnonb3yroT OalIoHBl CTajdbHBIE OECHIOBHBIE TOJyOOro IIBETa C HAHECEHHOW MO0 OKPYKHOCTH
HAAMKCHIO YepHOro 1BeTa «Kucmopos MegUIMHCKUIN.

bannonsl 000pynyrOT BEHTHJIEM U YCTPOMCTBOM KOHTpPOJIS HMEPBOTO BCKPHITHS B KOMIUIEKTE C
MHCTPYKIMEHN M0 MEAUIIMHCKOMY IPUMEHEHUIO.

Ha Gamnon HaHocuTcs (MPUKPEIUISIETCsT) ATUKETKA.

6.6. Ocobble Mepbl TPETOCTOPOKHOCTH TP YHUYTOKEHHMH  HCIOJIH30BAHHOIO
JIEKAPCTBEHHOr0 TIpenapara WJIH OTX0A0B, TOJYYEHHBIX TIOCJIe TPUMEHEeHHs
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MaHUMYJISIAY ¢ PenapaTomM

Bamtonsl ABISIOTCS BO3BpaTHOM Tapoit. [lokymaTtens 00si3aH BEpHYTh MOPOXKHHE OAIOHBI C
KOJIMAaKaMH, HE TPOCPOYCHHBbIC, WCIPABHBIE, C OCTATOYHBIM JABJICHHEM KHCJIOPOJa
METHUITUHCKOTO.

7. JAEPXKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs
000 «Kucnopon Cepsuc @apm»

141021, MockoBckas 00u1., T. Mertum, yi. bopucoska, 1. 8A, kB. 355.
Ten. /pakc (8332) 53-85-85. kislorod11l@mail.ru.
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7.1. IlpexncraBuTe)ib Aep:KaTesisi PperucTPAlHOHHOIO YA0CTOBEPEHHUS
IIperen3un noTpeOUTEICH HAIPABIATH 110 AAPECY:

Poccniickas @enepanus

000 «Kucnopon Cepauc @apm»

141021, MockoBckas 00u1., T. Mertumu, yi. bopucoska, 1. 8A, kB. 355.
Ten. /paxc (8332) 53-85-85. kislorod11@mail.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHMU S

9. JIATA  TEPBUYHON PETMCTPALIIMU (ITOATBEPKIEHUS
PETACTPALIAU, MTEPEPETVCTPALIAN)

Jlata nepBoii peructpanuu:

10. JATA HNEPECMOTPA TEKCTA

OO1asi xapakTepucTHKa JIeKapCTBeHHOro mpemnapara Kucrnopon ra3oo0pas3Hblii METUIIMHCKUIA,
JIOCTyriHa Ha HMH(MOPMAIIMOHHOM TopTajie EBpa3suiiCKOro 3KOHOMHYECKOTO COK3a B
nH()OpPMAIIMOHHO-KOMMYHHKaIMOHHO# cetn «VHTepHeT http://eec.eaeunion.org/
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