COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 16.04 2026 N= 7847

OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFO IPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Kucnopon MeauuuHckuil ra3000pa3Hblid, a3 CKaThIM.

2. KAUYECTBEHHBIN 1 KOJTUYECTBEHHBIN COCTAB

JleicTByIO1EEe BEIECTBO: KUCIOPOL.

Kasxipiit 6aiuton BMecTUMOCThIO 40 1vm° conepxut 6,0 1 100 % kucnopona.

3. JIEKAPCTBEHHAS ®OPMA

T'a3 cxxaTbIi.

BecuserHslii ra3 0e3 3amaxa.

4, KJINMHUYECKHUE JAHHBIE
4.1. IMoka3zaHusi K MPpUMEHEHH IO
Kucnopon razoo0pa3Hblii MEIMIMHCKNAN MOKa3aH K IPUMEHEHUIO y B3pocibIX U aetei oT 0 1o 18

JICT.

o I'unokcust: mpu 3a00JIeBaHUSIX OPraHOB JbIXaHUA (B T.4. MTHEBMOHMS, OpOHXHaIbHas acTMa,
OTEK JIETKHX), CEp/IeYHO-COCYAUCTON CUCTEMBI (B T.4. XpOHUYECKasl cepiieuHas HeJOCTaTOYHOCTb,
CepAeYHO-JIErO4Hasl HeI0CTaTOYHOCTb, KOJIJIAIC, apUTMUs).

J OTtpaBneHue OKCUAOM YIIIepoJa, CHHIIBHON KHCIOTOH, YIYIIAOIIMMHU BEelleCTBaMu (B T.4.
XJI0p, GOCTEH).

. OcnabneHue qpIXaHusl B MOCIEOTEPAIIMOHHOM TIEPHO/IE.

. Nimemus HUKHUX KOHEYHOCTEW, TPAaBMbI KOHEYHOCTEH.

J CocynucTtsle 3a00€BaHus TOJIOBHOTO MO3Ta.

. I'unepOapuyeckas OKCUTeHalUs (ONEpaluyd Ha Cepille M JIETKUX, PEKOHCTPYKTHBHBIE

OI€pal Ha OpraHax XCEJIyJOUHO-KUIICYHOTO TpaKTa, MHTOKCUKAIUA, aHCMU A, A3BCHHAA 0oJIe3Hb
JKCIIydKa 1 HBeHa,[[HaTHHepCTHOﬁ KHIIIKH, XpOHI/I‘-IeCKI/Iﬁ l“eHaTI/IT).

. l'umokcurepanus (uieMudeckas 00JE3Hb CepIla, apTepraibHas TUIIEPTeH3Hs, 3a00IeBaHuUs
KKT, acrenusi, nenpeccusi, MOBBIMICHHAS] YTOMIIIEMOCTb, COCTOSTHUE TIOCIIC JTYIEBOM TEPAITHH ).

4.2. Pe:xxuM 103upoBaHusA M CIOCO0 MPUMEHEHHUS

PexxuMm no3upoBanus

Nuransunonno, B koHnenTpanuu 40-60 %, B cMecu ¢ BO31yxoM, B KOIHYECTBE 4-5 JI/MUH.

IIpu ocnaGneHun AbIXaHWs B IOCIEONEPALMOHHOM IEPHOAE, MPU OTPABICHUAX, MHTOKCUKALUAIX
ucnoub3ytoT 100 % Kuciopoa Uiau cMech ¢ yrIIeKUCIOTOM.

Pexxum 103upoBaHMsT BO BCEX BO3PACTHBIX TpyMmax, KpOMEe HOBOPOXKICHHBIX, COBHAAAcT (CM.
noapazzaen «Jlern»).
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MuHuMalIbHAs KOHIICHTPAIHsI KUCIOPO/ia He JODKHA OBITh HIKE €ro COJIepiKaHus B aTMOC(hepHOM
Bozayxe (20,9 %).

Cuctembl i MHTaIsOUM € (UKCHPOBAHHOM KOHIGHTpanMed KHcIopoAa (HE3aBUCUMO OT
IBIXAaTENbHBIX TIONBITOK IallMEHTa): BBICOKONOTOYHBIE - MAaCKM, oOOecleyuBaroIue I[0Aayy
KHMCJIOPOJIa C BBICOKOM CKOPOCTBIO ITOTOKA; HU3KOIIOTOYHBIE - aHECTE3MOJOTMYECKHEe KOHTYphl. B
JAHHBIX CUCTEMax KOHLEHTpaLus KMCIOPO1a 3a1ae€TCs BpayOM.

Cucrembl JUIsi MHTASLIKAUA, OOECIEUMBAIONIUE TOJa4y Pa3IMYHON KOHIIEHTpaluu Kuciaopoaa (B
3aBUCHUMOCTH OT CHJIBI BJIOXa NAIMeHTa): 0e3 peuupKyIsiuu - KaTeTepbl U KaHIONU; C
pELUpPKYISIIUEN - KUCIOpOAHBbIE Macku. JlaHHBIE CHCTEMBbI pabOTAIOT TOJIBKO B YCIOBUAX
CaMOCTOATENIbHOIO AbIXaHUs NAMEHTa, KOTOPBIM BJIBIXAET Ira30BYyI0 cMech. CoepxaHue Kuciaopoaa
B ra30BOM cMecH Oy/IeT 3aBHCETh OT COCTOSHUS NAIlMEHTa U UCIOIb3YEMOI'0 YyCTPOUCTBA.

Oco0Oble I'PYHIIBI MAaIIMCHTOB

./]ub;a nooaicus10co so3pacma

VY NOXKUJIBIX MAMEHTOB ¢ XPOHUYECKUM OPOHXHMTOM BJbIXaeMas KOHLEHTPALUs KHCIOpOo1a JOHKHA
noBbIathes Ha 1 % u He nipeBbImath 30 % (4Jaiie Bcero).

Tunepbapuueckas oxcueenayus

[Ipouenypy MpoOBOIAT B CIIENHATBHBIX OapoKamepax, I TEPAeBTHUECKUX IEJIeH HCIIOIB3YIOT
anmapaTsl (OJHOMECTHBIC KaMephl), CO3/IaloIue aaBiieHue kuciaopoaa 1,2-1,6-2,0 arm. I[IpoBogsat 1
ceanc B aeHb (40-60 muH), kypc nedyenus: 8-10 ceancos. IIpu si3BeHHOHN Oose3HM Kemyaka U 12-
MEPCTHOM KHIIKH, XPOHMYECKOM rematute BBOAAT moj aasieHueMm 0,7-1,0 u30BITOYHON aTM.
(ceancamu 1o 45 MUH); Kypc Je4eHus - 15 ceaHcos.

Funoxcumepanu}l

[IpoBenenue crenuanbHBIX TPCHUPOBOK, MPHUBOMANIMX K KHCIOPOJHOW HEJOCTATOYHOCTH
(HOpMOOapHUYECKOM THUMOKCHHM) TYyTEM HKCIONb30BAaHUS Ta30BBIX CMeced C TMOHUKEHHBIM
CoJIep)KaHUEM KHCIIOPO/Ia JIJIsl CO3/JaHMs MCKYCCTBEHHON TUTIOKCHH (TIPU HOPMaTbHOM aTMOC(HEPHOM
TABJICHUN).

CTHU

Pexum AO3UPOBAHUA Yy JIeTe COBIAaJaceT C PEXKUMOM HOO3UPOBAHHUA MJIA B3POCIBIX, KpPpOMC
HOBOPOXACHHBIX.

Y HOBOPOXJIEHHBIX KOHLIEHTPAIMs KUCIOPO/ia BO BJIBIXaeMOM cMecH He J10JkHa npeBbimath 40 %
(puck pa3BUTHS PETPOJIEHTAIbHOM QuOpoIIa3zun).

Cnoco0 nmpuMeHeHus

NuragsmmonHo.
4.3. IIpoTHBONOKa3aHMA

l'unepbapuyeckass OKCUTEHAllMs: HaIW4ME TIOJOCTeH B JETKUX, OpOHXOIUIEBPAJIbHBIN CBUII,
HEKYNHUPOBAaHHBI IHEBMOTOPAKC; HapyIIEHHE MPOXOJUMOCTH CIYXOBBIX Tpy0 M KaHAJOB,
COEIMHSIONIMX MPUAATOYHBIE [Ta3yXU HOCA C BHEIIHEW CPENO; OCTPhIE PECIUPATOPHBIE BUPYCHBIE
WHEKIUN; STUIIETICHST;, apTepuaibHas THIIEPTEH3Us; HOBOOOPAa30BaHMUSL.

4.4. OcoOble ykazaHHsl U MePbI MPEIOCTOPOKHOCTH NMPH NMPUMEHEHUH

Oco0ble yKa3zaHus

He JOIMYCKAC€TCA KOHTAKT KHCJIOpOoJa € MacCjlaMu M APYTHMH OpraHUY€CKUMH BCHICCTBAMU BO
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n30exaHne B3phIBA.

CTHU

Y HOBOPOJK/ICHHBIX, B CBSI3H C MOBBIIICHHBIM PHCKOM PETHHOIIATHH, HE PEKOMEHIYETCS YBEITUYCHUEC
naBneHns xkucaopona 6onee 0,0817 krc/em? (0,079 aTm.).

C 0CTOPOKHOCTBIO

I'unepbapuyeckasi OKCHIEHAIMsl HA3HAYACTCS C OCTOPOXKHOCTBIO TIPU OpPOHXHMAIBHOW acTMme,
BPOK/ICHHOM c(hepOLUTO3€e, BRICOKOIT JIMXOpaKe, HEBPUTE 3PUTEIBHOIO HepBa, HHOEKIINU BEPXHUX
JBIXAaTeNbHBIX IyTed, OCpEeMEHHOCTH, OJHOBPEMEHHOM MpHEME NHCIUIATHHA, IOKCOPYOHUIIMHA,
aucynbhupama, MadeHunIa (MOBBIIICHNE TOKCUYHOCTH JJAHHBIX JICKAPCTBEHHBIX CPEACTB), IMpH3eMe
JIETKUX, OapoTpaBMe yIIei.

45, B3aumopneiictBue ¢ JAPYrUMH JIEKAPDCTBEHHBIMH MpenaparaMu W Jpyrue BHIbI
B3aUMO/IeHCTBUA

Kucnopon noBsiaeT TOKCHYHOCTH IUCILIATHHA, JOKCOPYOUIMHA, TUCYIbbupama, MmadeHuaa.

He nmomyckaercs KOHTakT KHCIOpOJa ¢ MacilaMd U JPYTMMU OPraHMYeCKHUMHU BEIIECTBAMH, BO

n3bexanue B3pbiBa (cM. paszaen 6.2.).

4.6. @DepTUIBLHOCTH, 0EPEMEHHOCTDH H JAKTALUSA

bepemeHHOCTD

B cBs3u ¢ OTCYTCTBHEM CICHHUAJIBHBIX KIMHUYCCKHUX I/ICCJICI[OBaHI/Iﬁ BO BpEM:A 6€peM€HHOCTI/I
npenapar CJICAyeT NPpUMCHATH TOJILKO TOrAa, KOTAa I10JIb3a U MAaTCPU NPCBBIIIACT HOTCHHH&HBHLIﬁ
PHUCK IJId TJ104a U 1Mo HEMOCPEACTBEHHBIM KOHTPOJIEM Bpayda.

JlakTanus

B cBsa3u ¢ OTCYTCTBHUEM CIICHUAJIBHBIX KIMHUYCCKHUX I/ICCJ'IGI[OBaHI/II\/'I B I€puoa TIpyaHOIro
BCKapMJIMBaHHA MpEIiapar CJICAYCT IPUMCHATH TOJIBKO TOI'Ia, KOTAa I10JIb3a AJIsI MATCPU IIPEBBIIIACT
HOTGHHH&HBHBIﬁ PHUCK I pe6eHKa " 11O HETMMOCPCACTBCHHBIM KOHTPOJIEM Bpayda.

4.7. BJausiHMe nmpenapaTa Ha CMOCOOHOCTH YNPABJIATH TPAHCIOPTOM, MeXaHU3MaMH

B TepaneBTHuUeCKHX 033X KHUCIOPOJ ra3000pa3Hblii METUIIMHCKUN HE OKa3bIBaeT BIMSHHE Ha
CMOCOOHOCTh K BBIMOJHEHUIO TOTEHLUAIBHO OIACHBIX BHUJOB JESTEIbHOCTH, TPEOYIOIIHMX
MOBBIIIEHHONW KOHIEHTPAIMU BHUMAHUS U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIHH.

4.8. HexenarejbHble peakunu

Kpurepun orieHKH 4acTOTHI MOOOYHBIX PEAKIIMA:

oueHb yacrto (> 1/10);

gacto (>1/10 - < 1/100);

HedacTo (>1/100 - < 1/1000);

penko (>1/1000 - < 1/10000);

oueHb peako (< 1/10000);

4acTOTa HeU3BeCTHA (HE MOXKET OBITh OLICHEHA Ha OCHOBE UMEIOIINUXCS JTAHHBIX ).

T'unepOapuueckas OKCUreHalus:

OHOOKpUHHbIE HapYULeHUs]
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Yacmoma neuszgecmua — TATIOTITHKEMHST.

Hapywenus co cmoponul HepeHoii cucmemul

Yacmoma HeuzgecmHa - TOJI0BHAs 00JIb, OHEMEHHE NANBLIEB PYK.

Hapywenus co cmoponwl opeana 3penus

Yacmoma Heuzgecmua - IpexXoJislliee HapyIICHUE 3pEHUs, YCKOPEHUE CO3PEBAHUS KAaTapaKThI.
Obwue napywenus u peakyuu 6 mecme 86e0eHus

Yacmoma HeuzeecmHa — yCTaNOCTb.

Tpasmvl, unmoxcukayuu u OCI0HCHEHUs NPOYeOyp

Peoko — octpast KuciopoaHasi HHTOKCUKalUs (CyJOpOTH, OTEK JIETKHX).

Yacmoma meuzsecmua - O6aporpaBMa yuied (00jib B yxe, HOBpPEXACHHUE U pa3pblB OapabaHHON
MEPENOHKH) U OKOJIOHOCOBBIX Ma3yX.

Kucnopoaorepanus:

Hapywenus co cmoponul cepoya
Yacmoma Heuzsecmua - UIIIEMHAS MUOKap/ia y TAIIMEHTOB, EpEeHECITNX NHPAPKT MHOKAp/Ia.

COO6H.I€HI/IG O ITOJ03PECBACMBIX HCKCIATCIAbHBIX PCAKIINAX

Baxno coo0mars O MOJO3PEBAEMBIX HEXKEIATENbHBIX pEaKUUsAX I0CJIE€  PErucTpaluu
JICKapCTBEHHOI'0 IIpernapara ¢ LeJbl0 00ecHeueHUs] HeNpepbIBHOIO MOHUTOPUHIA COOTHOLIEHMS
«0JIb3a — PHCK» JIGKAPCTBEHHOTO Tpenaparta. MeauuuHCKUM paOOTHHKAaM pPEKOMEHIYeTCs
coo0mIaTh 0 JHOOBIX MM003PEBAEMBIX HEXKENATENbHBIX PEaKIMsIX JEKapCTBEHHOTO IpenapaTa yepes
HalmMOHAJIbHBIE CHUCTEMBI COO6H1€HI/I$I 0 HCXKCIIATCIIBHBIX PCeaKIHAX TOCYydapCTB — YJICHOB
EBpasuiickoro 5KOHOMHUYECKOTO COHO3a.

Poccuiickas @enepanus

denepanbHas ciiyx0a 1o Haa30py B cepe 3ApaBOOXpaHEeHUs

Anpec: 109012, r. MockBa, CnaBstHcKkas 1., 1. 4, cTp. 1

Tenedon: +7 (800) 550 99 03

OnektponHas mouta: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Cair B I/IH(bOpMaI_II/IOHHO-TCJICKOMMYHI/IKaI_II/IOHHOI\/'I CCTHU «I/IHTCpHCT»I
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3dupoBka

CHUMITTOMBI

[Ipu nauTensHOM U OECCHCTEMHOM MPUMEHEHUH BBICOKUX KOHIIEHTpamuii kuciopoaa (cBsiiie 60-
80 %) mpu OoJbIIOM MOTOKE (CBBINIE 6-8 JI/MUH) MMEETCSl OMACHOCTh THICPOKCHUTCHAIINA U Kak
CIIEICTBUE - OTeKa Jerkux. llpu TpoAOHKUTENHPHOM MJEMCTBHM KHUCIOPOJa Pa3BUBAIOTCS
JICKOMIICHCATOPHBIC  PEaKIMH, MPOSBISIOMUECT  (QYHKIUOHAIBHBIMH ¥ CTPYKTYPHBIMHU
HapyIIeHUSIMH B Pa3IMYHBIX CHCTeMaxX M opraHax. [Ipu3HaKu KUCIOPOAHOW WHTOKCHUKAIIMH
MOSIBIISTFOTCS Yepe3 ONpeIeIeHHBIN eproa. Ero JMTeTbHOCTh MOXKET 3aBUCETh OT HHIUBUIYaTbHON
YYBCTBUTEIBHOCTH K KUCJIOPOY, TEMIIEPATYpPhl M BIAKHOCTH OKPY)KAIOLIEH Cpe/ibl, KOHIEHTPALUU
BO BJIbIXaeMOM ra30BOi CMeCH, SMOIMOHANIBHBIX U (PU3HUECKUX HArpy30K, COCTOSHUS LIEHTPAIbHOM
HEPBHOM CUCTEMBI U IIp.

Jleuenue

CHUMIITOMaTHYECKOE.
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5. ®APMAKOJIOTHYECKHE CBOMCTBA

5.1. ®dapmakoaMHamMHYecKHe CBOiiCcTBA

dapmakoTepaneBTHUECKas IPpyIIa: Mpodre jedeOHble CPeICTBA; METULIMHCKHE Ta3bl.
Kox ATX: VO3ANO1

MexaHusM aeiicTtBus U hapMakoaruHaMuueckue dhheKThI

AHTUTUIIOKCAHTHOE CpPEJCTBO, YCWJIMBAET OKCUIC€HALMI0 TKAHEH, YJIydIlaeT IeMOAMHAMUKY U
3alMIAeT IoJOBHOM MO3r OT rumokcuu. OkasblBaeT Merabosnyeckoe aeicTBue. B ycimoBusx
HOPMOOApUYECKON T'MIIOKCUM IMOBBIIIAET YCTOMYMBOCTh OPraHM3Ma K 3HJIOTE€HHBIM M 3K30T€HHBIM
[aTOJIOTMYECKUM (haKTOpaM.

5.2. ®dapmakoKkMHeTHYeCKHe CBOICTBA
He npumenumo.
5.3. laHHble TOKJIUHUYECKOH 0e30IacHOCTH

He nmpumenumo.

6. ®APMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BCIIOMOraTeJIbHBIX BEIIECTB
OTCyTCTBYIOT.

6.2. HecoBMecTHMOCTH

He nomyckaercs KOHTAaKT KHUCJIOPOAAa C MaciaMyd U JIPYTUMH OpPraHMYECKUMH BELIECTBAMHU BO
n30exaHue B3pbIBa.

6.3. Cpok rogHoctH (CpoK XpaHeHHs1)
18 mecsnes.
6.4. Oco0ble Mepbl NPeI0CTOPOKHOCTH PU XPAHEHUH

XpaHUTh B CYXOM OTJEIbHOM IIOMENICHWM WM Ha OTKPBITHIX IUIOMIAJKaX IIOJ HaBECOM,
3aLIUIIAIOIIAM OT aTMOC(HEPHBIX OCAJKOB U MPSMBIX COJHEYHBIX JIyuel, BIAIU OT MCTOYHHKOB
OTOIUICHUS U UCTOYHUKOB OTKPBITOTO OTHS Mpu TemrnepaType He Bbimie 50 °C.

6.5. Xapakrep u coiep:KaHHe YIAKOBKH

Mo 6,0 M® mpu Temmeparype 20 °C 1 HOMMHATBHOM JaBlIeHNM HamomHeHms 150 + 0,5 xkrc/cm? B
CTaJIbHOM LENbHOTSHYTHI OajulOH, OKpallleHHBIH B TONyOOW 1BeT, BMecTUMOCTbio 40 i,
00OpYy/IOBaHHBIM YCTPOMCTBOM KOHTpPOJSI MEPBOTO BCKPBITUS, C HAHECEHHOM IO OKPYXHOCTH
Haanuckio yepHoro 1sera «KUCIIOPO/] MEJIULIUHCKU .

Kaxxnprit 6annon cHabkaeTcss MHCTPYKIIMEH 10 MPUMEHEHHIO TIpernapara.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH  NPU  YTWIM3AIMU  HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara uJin 0TX0/0B, MOJy4YeHHBIX NOcJe IPUMEHEeHHS JIEKAPCTBEHHOI0
npenapara, ¥ Ipyrue MaHUuNyJIsiUH C NpenapaToM

5
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KOJIIIakaMu, HC IMMPOCPOYCHHBIC, UCIIPABHLBIC, C OCTATOYHBLIM AABJICHUCM KHUCJI0POJa MCOAUIIMHCKOTIO.

1. JAEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus
OO611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO «KomrekT CepBucH

652050, Kemeposckast oonacts-Ky30acce, 1.0. FOprunckuid, . FOpra, yn. lllocceitnas, 1. 3.
7.1. IlpeacraBuTe]b JAepKATeIsi perHCTPANUOHHOIO Y10CTOBEPEHHUs

[Iperen3uu nmoTpeduTeneil HAMPABIATH 1O aJIPECY:
Poccuiickas @enepanust
OO01m1ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «KoMmrutekT CepBHC»

652050, Kemeposckas obnacts-Kysbacce, r.0. FOprunckuid, r. FOpra, ya. lllocceitnas, 1. 3.

8. HOMEP (HOMEPA) PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI' O ITPEITAPATA

JlekapcTBEHHBII TpenapaT OTHOCHTCS K KaTeropuum OTIyCKa B  YCJIOBHUAX JiedeOHO-
NPOPUIAKTUIECKUX YUPEKICHUH.

OOmiast xapakTepuUCTHKa JIEKapCTBEHHOro mpenapata Kuciaopoa MeaMUIMHCKUR Ta3000pa3HbIi,
JIOCTyIIHa B €IMHOM pEECTpe 3apEeTrHCTPUPOBAHHBIX JEKAPCTBEHHBIX CpelacTB EBpasuiickoro
3KOHOMHWYECKOI0O COK3a U Ha O(bI/ILII/IaJ'ILHOM calte YIIOJIHOMOYCHHOI'O OpraHa (BKCHepTHOﬁ
oprauusanun) (https://Ik.regmed.ru/Register/EAEU_SmPC).



