COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 27.02.2025 N= 5407

(NOCNEOOBATENEHOCTE 0001)

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 Pe;xuM 103MPOBAHNS M CTI0CO0 MPUMEHEHUs (MOCNEOCBATENBHOCTE 0001)

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&@&; ':iclibMe

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
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B cBi3m Cc OTCYyTCTBHEM CHENUAIbHBIX KHHHquM);-'E&S&ﬁBE@HﬁH ':ﬂ:i)ﬂ—l:' i*pyﬂﬂlOM

BCKapMJIMBaHUU TIiperapar CJICAYCT NPHUMCHATH TOJIBKO TOTAd, KOTAa II0Jb3a I MAaTCpu
MPEBBIIIAET MOTCHIUAIBHBIA PUCK A7 peOeHKa U MO HETTOCPEICTBEHHBIM KOHTPOJIEM Bpaya.
4.7 BausinMe HA CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMH CpPeACTBAMHM M PadoTaTrh C
MeXaHu3MaMu

B TepamneBTHYECKUX 033X KHCIOPOJ Tra3000pa3HbI MEIMIIMHCKHA HE OKa3bIBACT BIMSHHS Ha
CIIOCOOHOCTh K BBIMIOJIHEHUIO MOTEHIMAIbHO OMACHBIX BHJIOB JEATEIbHOCTH, TPEOYIOIINX

MMOBBIIICHHOMN KOHICHTpAalMyi BHUMAaHUS U 6BICTpOTBI IICUXOMOTOPHBIX pCaKHHﬁ.

4.8 HexkesaTeJIbHbIe peaKIuu

Kputepuu ornieHkH 4acTOThl MOOOYHBIX peakiuii: oueHb yacto (> 1/10); wacto (>1/10 - < 1/100);
Hevacto (>1/100 - < 1/1000); peaxo (>1/1000 - < 1/10000); ouens peako (< 1/10000); yactora
HEW3BeCcTHA (HE MOXKET OBITh OIlEHEHA HA OCHOBE UMEIOIIUXCS TAHHBIX ).

FHHGD6&DI/I‘ICCK3§I OKCHUT'CHAIIHA.

OHOOKpUHHbBLE HAPYUWEHUS.

Yacmoma HeuszgecmHa — TATIOTIINKEMHUSL.

Hapywenus co cmoponul Hep8HOll cucmembl

YacToTa HEU3BECTHA - TOJIOBHASL 00JIb, OHEMEHHUE MANIBLEB PYK.

Hapywenus co cmoponul opeana 3penus

Yacmoma neussecmua - IpexoJisliee HapyLIeHUE 3pEHUs, YCKOPEHHE CO3PEBAaHUS KaTapaKThl.
Obwue napywenus u peakyuu 8 mecme 68e0eHuUs

Yacmoma neuzsecmna — ycTajnocTh.

Tpasmbl, uHmoKCUKAYUY U OCIOHCHEHUS NPOYEOYD

Peoxo — ocTpas KUCIOPOAHAs MHTOKCUKAIHS (CYZOPOTrH, OTEK JIETKUX).

Yacmoma neuszsecmua - 6apoTpaBMa yiiei (601b B yxe, IOBpPEKICHNUE U pa3pblB OapabaHHOMN
MIEPENIOHKH) ¥ OKOJIOHOCOBBIX IMa3yX.

Kucnoponorepanusi:

Hapywenus co cmoponul cepoya
Yacmoma Heuzgecmua - VIlIEMUsE MUOKap/ia Y AIUEHTOB, IEPEHECHINX HHPAPKT MHOKapAa.

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxHo coo0mare O M0J03pEBAEMBIX HEXKENATEIbHBIX pEAKLUUAX II0CIE PErucTpanuu
JIEKapCTBEHHOTO TpernapaTa ¢ LeNblo 00ecredyeHus: HEeMPepbIBHOIO MOHUTOPHHIA OTHOIICHHUS
MOJIb3bl M PUCKA JIEKAPCTBEHHOr0 mpernapata. MenuImuMHCKMM paOOTHUKAaM pPEKOMEHYyeTCs

COO6H13TB 0 JII00BIX MOJ03PEBACMBIX HEKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpCriapara
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Yyepe3 HalMOHAIBHBIE CUCTEMBI COOOIIECHUS O HexkenaTeiHbX %&M@é%}a&ﬁ Urieénon

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.

6. DPAPMAIIEBTUUECKHUE CBOVICTBA
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6.1 Hepeqenb BCIIOMOraTeJbHbIX BEIIECCTB

OTCYTCTBYIOT.

6.2 HecoBMecTHMOCTD
He nomyckaeTcst KOHTaKTa KHCIOpO/ia C MacliaMu M IPYTUMHU OPTaHUYECKUMHE BEIIECTBAMU BO

n30exaHue B3pbIBA.

6.3 Cpok rogHocTH (CPOK XpaHEHHUs)

18 mecsmeB.

6.4 OcoOble MepbI NPEIOCTOPOKHOCTH NIPH XPAHECHHUH
B CYXOM OTACIIbHOM IMOMCHICHWHN WJIM HAa OTKPBLITHIX IIOMIAJKaX oA HaBE€COM, 3alllWIIarOIIUM
oT aTMOC(bepHBIX OCaJlKOB U IMPAMBIX COJHCYHBIX nyqeﬁ, BIaJIM OT UCTOYHHUKOB OTOILJICHUA U

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

6.5 XapakTep u cojep:KaHue NEPBHUYHOI YNAKOBKH U CIelUAJbHOEe 000py10BaHHMe JJisl
HCINO0JIb30BAHNS, BBEAEeHUS WIH UMIJIAHTALUT

0,15 M° B GayuTOHE BMECTHMOCTBIO 1 IM°.

0,31 M* B 6a/IIOHE BMECTHMOCTBIO 2 M.

0,47 M> B 6a/IIOHE BMECTHMOCTBIO 3 M.

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

1,56 M> B 6ayutoHe BMecTHMOCTBIO 10 mMv?.

6,24 M> B 6aIIOHE BMECTHMOCTBIO 40 1M

O0BEM coep)KUMOTO YITAaKOBKH MPUBEAEH JUIsl yCIOBUNA: n30bITOUHOE aBienue 14,7 + 0,5 MIla
(150 + 5 xrc/cm?), Temnepatypa 20 °C.

Hcnonp3yroT OamioHbl CTallbHBIE OECIIOBHBIE TOMYyOOro IBETa ¢ HAHECEHHOW IO OKPY>KHOCTH
HAJUChHIO YepHOTo 1BeTa «Kucaopoa MeTUIMHCKUNY.

Bannonsl 000pyAylOT BEHTHIIEM U YCTPOWCTBOM KOHTPOJIS MEPBOTO BCKPBITHS B KOMILJIEKTE C
WHCTPYKIIMEH IO MEUIIMHCKOMY PUMEHEHHIO.

Ha Gamion HaHocuTCs (MIPUKPEIISETCSs ) STUKETKA.

6.6 OcoOble Mepbl NPeIOCTOPOKHOCTH NPHM  YHUYTOKEHHUHM  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenapaTra WJIH OTXO0A0B, TMOJIYYEHHBIX TOCJd€e NPUMEHEeHUs

JIEKapPCTBEHHOI'0 NpenaparTa ujim padoThbl ¢ HUM
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L _LUL.

BayIoHb! SBIISIOTCS BO3BPATHOM Tapoil. Ilokynarens 00s3an ! Bepryts! RoPoiid Batiohr ¢

KOJIITakaMHu, HE MPOCPOYCHHBIC, HUCHPABHBIC, C OCTATOYHBIM [JAaBJICHHUECM KHUCJIOpOAa

MEIUIIUHCKOTO.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanus

OO011ecTBO ¢ OrpaHMYCHHON OTBETCTBEHHOCTHIO «Kucimopom» (OO0 «Kuciaopomy)
683006, Kamuatckuii kpait, T. [lerponaBnoBck-Kamuarckuii, mpocnekt [Tobems, 1. 84.
Tenedon/dakc: 8 (4152) 22-63-30.

Anpec anekTponHo# mouTsl: mrsl50@mail.ru

7.1. IlpeacTaBUTENb A€pPsKATE/Isl PETHCTPALMOHHOTO Y10CTOBEPEHUsI

[Iperen3nu norpedbuTeNe HAOPABIATE 110 aAPECY:

OO61ecTBO ¢ orpaHM4eHHOM oTBeTcTBEHHOCTHIO «Kuciaopom» (OO0 «Kucnopon»)
683006, Kamuatckuii kpaii, T. [IerponaBnoBck-Kamuarckuid, mpocnekt [Tobens, 1. 84.
Tenedon/dakc: 8 (4152) 22-63-30.

Anpec snekTpoHHOM mouTsl: mrsl50@mail.ru

8. HOMEP PETUCTPAIMOHHOTI'O YOCTOBEPEHUA

9, TATA MEPBUYHO PETMCTPALIUH (MOJATBEPKJEHUS
PETMICTPALINM, IEPEPETCTPALIAN)

Jlata nmepBoii 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/



