COOTBETCTEYET ZKCNEPTHOMY OTUYETY

ot 27.05.2024 N= 10335

OBIIASI XAPAKTEPUCTUKA JEKAPCTBEAHOT O TIPEIIAPATA

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

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

Pasznuunbie 3a0051€BaHus, CONTPOBOKIAIOIINECS TUITOKCUEH!

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,
TPaBMbl ~KOHEYHOCTEH; COCyQHUCTble 3a00JeBaHMS TOJOBHOTO  Mo3ra;runepOapuyeckast
OKCcUreHanus (omepanuy Ha ceplue M JIETKUX, PEKOHCTPYKTHUBHBIE OIEpallid Ha OpraHax
xenmynouHo-kunieyHoro Tpakra (JKKT), nHTOKCHKaius, aHeMus, S3BeHHast O0JIe3Hb KelyaKa U
12-nepcTHON KUIIKH, XPOHUYECKUN TEMaTHT);

. TUIOKCUTepanus (uieMudeckas Ooje3Hb cepiala, apTepualibHas TUIEPTEH3HS,
3aboneBanus JKKT, acTeHus, nempeccusi, NOBBIIMIEHHAas YTOMJIIEMOCTb, COCTOSHHE IIOCTe
Jy4eBOM Tepanuu).

4.2. Pexxum 103MpoBaHUsA M C1IOCO0 MPUMEHEHHS
PexxnM 103upoBanus

Wuransiuonno, B koHneHTpamnuu 40-60%, B cMecH ¢ BO3IyXOM, B KOJTHYECTBE 4-5 JI/MUH.

[Tpu ocnabneHnu ABIXaHUS B TIOCTIEONEPAIIHIOHHOM TIEpUO/Ie, IPH OTPABICHUAX, MHTOKCUKAIIUSIX
ucnoab3ytoT 100 % kucmopoa uiam cMech ¢ yrIIEKUCIOTOM.

Pexxum no3upoBaHus BO BCEX BO3PACTHBIX TpyINax, KpOME HOBOPOXKICHHBIX, COBMAIAET (CM.
nonpaszaen «Jletuy).

Jns BBeZeHUS KHUCIOpOJa B BBICOKMX M HH3KHX KOHIEHTpAIUSAX TPUMEHSIETCS pas3Has
amnmapaTtypa. MuHUManbHas KOHIIEHTPAITUs KACI0opOoaa He Ao KHA ObITh HIDKE €ro COIepKaHUS B
atMocdepHoM Bozayxe (20,9 %).

Cuctembl NIl WHTAISAIUU ¢ (DUKCHPOBAHHOW KOHIIEHTpAIMed Kuciopoja (HE3aBUCUMO OT
JBIXATENbHBIX TOMBITOK MAaIlMEHTAa): BBICOKONOTOYHBIE - MAacKH, OOECHEYHMBAIOIIME IOAAYy
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KHCJIOpOJa C BBICOKOI CKOPOCTBIO MOTOKA; HU3K OHOTOqﬁggli::aﬁ%ﬁ%E%wgﬂg Eb';k;%ﬁl. B

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 MoBbIIaThes Ha 1% u He npesbimath 30% (yaiie 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 JiedeHus -15 ceaHcos.

I'unokcurepanus

[IpoBeneHne cHenualbHBIX TPEHUPOBOK, MPUBOASIIMX K KHCIOPOJHOM HEIOCTaTOUYHOCTU
(HOpMOOapHUYeCKOM T'MIOKCHM) IyT€M HCIOJIb30BaHUSI Ta30BbIX CMeced C IOHM)KEHHBIM
COJlep’)KaHHWEM KHUCJIOpOoJa JJsi CO3/aHus HWCKYCCTBEHHOW THIIOKCHU (TMpU HOPMAIbHOM
aTMoc(hepHOM TaBICHHH).

Jemu

PexxuM 103upoBaHMS y AE€TEl COBMNAJAET C PEKUMOM JIO3MPOBAHUS ISl 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

['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
BUpPYCHBIE NH(DEKINH; SMUJIETICUS; apTepuaibHasi THIEPTEH3UsI; HOBOOOPAa30BaHHSL.

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 OKCUreHauu: OpOHXHaIbHAs aCTMa, BPOKIEHHBIN c(PepOIMTO3, BBICOKAS
JMUXopaaka, HEBPUT 3pUTCIIBHOTO HEPBA, I/IH(i)eKHI/II/I BEPXHHUX  ABbIXAaTCIIbHBIX HYTeI\/’I,
OCpEeMEHHOCTh, OJHOBPEMEHHBIM TIPHEM IUCIUIATHHA, JOKCOPYOWIIMHA, IUCYIbpupama,
MadeHna (MOBBIICHNE TOKCUYHOCTH JIAHHBIX JIEKAPCTBEHHBIX MIPENapaToB), sMpu3emMa JeTKux,
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OGapoTpaBMa yIIIei.

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

HeobGxomuMo cobmogath OCTOPOKHOCTh TPU  OJHOBPEMEHHOM IpHEME IHMCIUIaTHHA,
JOKCOpyOuIMHa, ucyabpupama, MageHna (OBBIIIEHHE 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 ¢ OTCYTCTBHMEM CHEIHAIBHBIX KIMHHYECKUX HCCIICOBAHHA BO BpEeMsl OCpEeMEHHOCTH
npenapar cieayeT MPUMEHsTh, KOT1a [0J1b3a JUIsl MaTEPU MPEBBIIIACT NOTEHIUAIbHBIA PUCK IS
10712 ¥ TI0J1 HEMOCPEICTBEHHBIM KOHTPOJIEM Bpaya.

JlakTauus

B cBiI3M C OTCyTCTBHEM CHEIUANbHBIX KIMHUYECKUX HCCIEAOBAaHUW TIpU TPYAHOM
BCKapMJIMBaHUU TMpENapar CcleayeT HNPUMEHATb, KOTJa IMOJb3a JUIsi MaTepu IPEBBIIIAECT
MOTEHIIMATBHBIA PUCK JIJIs1 peOCHKA U MOJI HEMOCPEICTBEHHBIM KOHTPOJIEM Bpaya.

4.7. Bausinue Ha CIOCOOHOCTH YNPABJATH TPAHCIIOPTHBIMM CPeACTBAMM U padorath ¢
MeXaHMu3MaMH

B tepaneBTHUeckux a03aX KHUCIOPOA ra3000pa3Hblii MEIUIIMHCKUNA HE OKa3bIBaeT BIUSHHE HA
CHOCOOHOCTh K BBIMOJIHEHUIO MMOTEHIMAIBLHO ONACHBIX BUAOB JEATEIBHOCTH, TPEeOYyIOIUX
MOBBIIIEHHON KOHLIEHTPAI[MX BHUMAHMSI U OBICTPOTHI ICHXOMOTOPHBIX peaKIuil.

4.8. HexenarejbHble peakKuu

Kputepun orieHKH 4acTOTHI MOOOYHBIX peakiuii: oueHb yacto (> 1/10); gacto (>1/10 - < 1/100);
Hewacto (>1/100 - < 1/1000); peaxo (>1/1000 - < 1/10000); ouens penko (< 1/10000); gactota
HEen3BecTHa (HE MOXKET OBITh OIleHEHa Ha OCHOBE MMEIOIITUXCS TAHHBIX ).

['unepbapuyeckas OKCUTeHAITHS:

OHOOKpUHHbBLE HAPYWEHUS.

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 Heuzeecmua - 6apoTpaBma yiei (006 B yxe, TOBPEKIACHUE 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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JCNEOOBATENEHOCTE 0002)

| )1
Co00111eHHE 0 TOA03PEBAEMBIX HEXKEIATENLHBIX ]f)CaKI_[I/Iglg|

Baxxno cooOmare 0 TMOAO03PEBAaEMBIX HEXKEIATEIbHBIX pEaKUUsX IIOCIEe PErucTparuu
JICKapCTBEHHOTO TIperiapara ¢ IeJIbI0 00eCIeueHIs HEPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«I0JIb3a — PHUCK» JICKAPCTBEHHOIo mpenapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYETCs
€o00IIaTh O JIFOOBIX TOJ03PEBACMBIX HEXKENATEIbHBIX PEAKIUSAX JICKApPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHCTEMBbI COOOIIECHUS O HEXENAaTEebHBIX PEAKIUAX TOCYIapCTB — YJICHOB
EBpazuiickoro "5KOHOMHUYECKOTO COI03a.

Poccuiickas @enepanus

109074, r. Mocksa, CnaBsiHCKas 1il., 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
CIICICTBUE — OTEKa JIeTKuX. [IpW MpPOJOIDKUTEIIEHOM JEHCTBUU 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

B 3amuiménHom oT BO3AEHCTBUS COJTHEYHBIX JIy4€ MECTE, BJAIU OT OTHSI U MICTOYHUKOB Harpena
npu temrneparype ot - 50 °C mo +50 °C. He nmomyckaeTcsi UCMOIb30BAHHE HECOBMECTHUMBIX C
KHCJIOPOJIOM Macell U CMa30YHbIX MaTepUaJIOB.

6.5. Xapaxkrep u coaep:kaHHe NePBUYHOI YIAKOBKH

0,156 M° B GaJUTOHE BMECTHMOCTRIO 1 MP,

0,31 M° B GAJIOHE BMECTUMOCTBIO 2 JIM°.

0,47 M° B Ga/UTOHE BMECTHMOCTBIO 3 AM°

0,78 M° B 6aJTOHE BMECTHMOCTBIO 5 M°.

1,56 m® B 6ayutone BMectuMocThiO 10 mvS.

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

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

O0beM colepKMMOTO YITaKOBKH MPHUBEJCH Ul YCIOBUI: U30bITouHOE naBienue 14,7+0,5 Mlla
(150+5 xre/cm?), Temneparypa 20 °C.

Hcnons3ytoT 0ajioHbl CTalbHBIE OECIIOBHBIE TOJIyOOTO IIBETa C HAHECEHHOHM MO OKPYKHOCTHU
HaJUChIO YepHOTo 1BeTa «Kucaopoa MeTULIMHCKUAN.

bannonsl 000pynylOT BEHTHJIEM U YCTPONCTBOM KOHTPOJIS MEPBOTO BCKPBHITHS B KOMILIEKTE C
WHCTPYKIUEH TT0 MEIUIIMHCKOMY MPUMEHEHHUIO.

Ha 6annon HaHOCHUTCS (IPUKPETIISETCS) STUKETKA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH YHMYTOXKEHHMH HMCHOJB30BAHHOIO
JICKAPCTBEHHOI0  Npenapara MWJIH  OTX0A0B, TMOJYYEHHbIX TMOCJI¢ TPHMEHEHHs
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUIYJISINUH C IPenapaTom

Bamnons! sBisitoTcs Bo3BpaTHOM Tapoil. [lokymaTtens o0s3aH BepHYTh MOPOXKHHE OAIOHBI C
KOJIMIaKaMH, HE TMPOCPOYECHHBIE, HCIPABHbIE, C OCTATOYHBIM JaBJIEHHEM KHCJIOpOJa
MEAUIIMHCKOTO.

1. JEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUASA
Poccuiickas ®@enepanns
000 H0xno-Caxamnnckoe MY «19M»

693012, Caxanuuckas 001., r. FOxxHo-CaxanuHck, nep. DHEpreTukos, 1. 3/1.
Ten\dakc +7(4242) 45-45-56. kds11l@bk.ru

7.1. IIpeacraBurennb AepxaTess perucTPaMOHHOI0 YA0CTOBEPEeHUS
[Iperen3un norpeOUTENEH HAIPABIATE 10 AAPECY:
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Poccuiickas @enepanus

000 HOxHo-Caxamnnckoe MY «19M»
693012, Caxanunckast 00:1., T. FOxH0-CaxanuHck, nep. DHepreTukos, 1. 3/1.
Ten\dakc +7(4242) 45-45-56. kds11@bk.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHMUS

9. JATA MNEPBUYHON PEIMCTPAIIMU (TOATBEPXJIEHUS
PETUCTPALIUMU, HEPEPETUCTPALIUN)

Jlara nepBoii peructpanuu:

10. JATA HEPECMOTPA TEKCTA

OO0mas xapakTepuCTHKa JIeKapcTBeHHOro mpemapata Kucrnopoa razoo0pa3Hblii MEAMIIMHCKHIA,
JOCTyTHa Ha WHGOPMAIMOHHOM TopTanie EBpasuiicKOro 5SKOHOMHYECKOIO COM03a B
uH(pOpPMAIIMOHHO-KOMMYHUKAIIMOHHOM cetn «MHTepHEeT™ http://eec.eaeunion.org/
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