COOTBETCTBYET 3KCTIEPTHOMY OTUYETY

OBIIASI XAPAKTEPUCTUKA JEKAPCTBEAHOT O TIPEIIAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

I I 0, i 7.
Kucnopon razoo0pasueiii meauiuackuii, 100 %, ras MeIMIIMHCKUH CoKaThIH

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBINA COCTAB

JleiicTBytoliee BemecTBo: Kuciaopo meaununackuii - 100 %

3. JIEKAPCTBEHHASA ®OPMA

I'a3 MenuIIMHCKHUH CXKATBIN.
BecuserHsIll ra3 6e3 3anaxa.

4. KIMHUYECKHUE JAHHBIE

4.1. IMoka3anusi K NPUMEHEHH IO

Kucnopo ra3000pa3HbIii METUITMHCKUH TIOKa3aH K MPUMEHEHHIO Y B3pOCIbIX U neteit ot 0 1o 18
JIeT IPU PA3TUIHBIX 3200JI€BaHUSIX

Pa3znuunbie 3a0051€BaHus, CONTPOBOXKIAIOIINECS TUITOKCUEH!

e 3a00NieBaHUsl OPraHoOB JbIXaHUsA (B T.4. MHEBMOHHUS, OpOHXHallbHas acTMa), CepAeYHO-
COCYAMCTOM CUCTEMBI (B T.U. XpPOHUYECKAsI CEpJCUHAsI HEAOCTATOYHOCTh, KOJUIAIC, ApUTMUHU, OTEK
JIETKHX);

e OTpaBJEHHE OKCHJIOM YIJIEpOJ]ia, CHHIIBHON KUCIOTOM, YAYIIAIOIIUMU BellecTBaMU (B T.U.
XJ0p, GOCTeH);

e ocnabneHue IbIXaHUS B TOCTEONEPAIMOHHOM TEPHUOAE; HWIIEMHs] HUKHHX KOHEUHOCTEH,
TPaBMbI KOHEUHOCTEH; COCYAMCThIE 3a001€BaHNS TOJIOBHOI'O MO3Ta;

e runepbapuyeckas OKCUTeHauus (omepaluy Ha CEpAlle U JIETKUX, PEKOHCTPYKTHBHBIE
oTiepaluy Ha opraHax skeixyaouHo-kumednoro tpakta (KKT), nHTOoKcHKaIus, aHeMus, I3BeHHas
0ome3Hb Kenyaka U 12-mepcTHOM KUIIKH, XPOHUYECKU TeaTuT);

o TUIOKcUTepanus (uiieMuyeckass OoJie3Hb cepAlla, apTepuaibHas THUIEPTEH3Us,
3aboneBanus JKKT, acTeHus, nempeccusi, MOBBIIMIEHHAas YTOMJIIEMOCTb, COCTOSHHE IIOCTe
Jy4EBOU Tepanuu).

4.2. PexxuM n103upoBaHus M CIOCO0 MPUMEHEHHS

PexyM 1o3upoBaHms

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

[Tpu ocabiaeHWM JABIXaHUS B TIOCICONIEPAIIHOHHOM TIEPHOJIe, TTPH OTPABJICHUSIX, MHTOKCHKAIIHSIX
ucnonb3yioT 100 % KUCIOPO UM CMECh C YTIIEKUCIOTOM.

Pexxum mo3upoBaHHsST BO BCEX BO3PACTHBIX TPYINAX, KPOME HOBOPOXKJIEHHBIX, COBMAAAET (CM.
nonpaszaen «Jletuy).

Jlns BBemeHWS KHCIOpOAa B BBICOKMX W HU3KHUX KOHIICHTpAIUSX MPHUMEHSETCS paszHas
anmaparypa. MuHUManbHasi KOHIIEHTPALUs KUCIOPO/ia He JOKHA OBITh HUXKE €T0 COJIepKaHus B
atMocdepHoM Bozayxe (20,9 %).

Cucrembl ISl MHTQISIUH ¢ (QUKCUPOBAHHON KOHIEHTpalMeld Kuciopona (HE3aBHCUMO OT
JIBIXaTeNbHBIX TMOMBITOK MAIMEeHTAa): BBICOKONIOTOYHBIE - MAacKH, OOECTeuuBarolde Moaady
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KHCJIOpOJa C BBICOKOI CKOPOCTBIO MOTOKA; HU3K OHOTOI{I&EQ;all%g[ggI%E%EEEEJ l%bl;-k;%lll. B

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

JIAHHBIX CHUCTEMAaX KOHLIEHTpAIMs KUCIOPO/ia 3a/1a€TCS BPauyoM.
Cuctembl I UHTAISALUU, 00eceunBaroue Mojady pa3nyHOM KOHILEHTpaluu KUciopoja (B
3aBUCHUMOCTH OT CHJIBI BJOXa IMAalMeHTa): 0e3 PelUpKYyISUU - KAaTeTepbl M KaHIOIU; C
PELUPKYIISIIIUEH - KUCIOpOAHBbIE Macku. JlaHHbIE cHUCTeMbl pabOTalOT TOJBKO B YCIOBHSX
CaMOCTOSITENILHOTO JIbIXaHUS TIallMEeHTa, KOTOPBI BIbIXaeT ra3oByl cmechb. ConepikaHue
KHCIIOpOJIa B Ta3oBOM cMecu OyJeT 3aBHUCETh OT COCTOSHHUSA MalMeHTa W HCIOJIb3yeMOro
YCTpOICTBA.

OcoOble rpynmnel NaueHToB

Tlayuenmsi nodxcunozo eospacma
VY TNOXUIBIX TMAIMEHTOB C XPOHUYECKUM OpPOHXHUTOM BJbIXaeMas KOHIIEHTPAIHS KHUCIOpOAa
JI0JKHA ToBbIaThes Ha 1 % u He npesbimarh 30 % (daiie Bcero).
T'unepbapuueckasn oxcueenayus
[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 Oone3Hu 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 crnenMaAlbHBIX TPEHUPOBOK, MPUBOAIIMX K KHUCIOPOAHOW HEIOCTATOYHOCTH
(HOpMOOapUUECKOW THUIOKCHUU) TYTEM HMCIOJIb30BaHUSI Ta30BbIX CMECEH C TMOHMKEHHBIM
COJlep’)KaHHWEM KHUCJIOpOoJa JJsi CO3/aHus HWCKYCCTBEHHOW THIIOKCHU (TMpU HOPMAIbHOM
aTMoc(hepHOM TaBICHHH).

eTH
Pexum no3upoBaHus y JAeTed COBMAAAET C PEXKUMOM JIO3MPOBAHHS A B3POCIBIX, KpOMe
HOBOPOXIEHHBIX.
Y HOBOPO’K/IEHHBIX KOHIIEHTPAIIHS KHCIIOPO/ia BO BIBIXa€MOM CMECH He JI0JKHA rpeBbimaTh 40 %
(puck pa3BUTHUS PETPOJIEHTAILHON (pulpoIIazun).
Crnoco0 npuMeHeHus

NaransmuonHo.

4.3. IlpoTuBONMOKa3aHMA

['mnepOapuyeckas OKCUTEHAIMs: HAJUYME MOJOCTeH B JIETKUX, OpOHXOIJIEBPAJIbHBIM CBHII,
HEKYIMUPOBAaHHBI MTHEBMOTOPAKC; HApYIIEHUE MPOXOJUMOCTH CIYXOBBIX TpPyO0 M KaHAJOB,
COCIMHSAIONINX TPUIATOYHBIC Ta3yXW HOCAa C BHEIIHEW Cpenod; OCTphIE pecupaToOpHBIC
BUpPYCHBIE NH(DEKINH; SMUJIETICUS; apTepuaibHasi THIEPTEH3UsI; HOBOOOPa30BaHMUSL.

4.4. OcoOble ykazaHusl M Mepbl IPeJOCTOPOKHOCTH PH NPUMEHEHH U
C 0CTOpPOKHOCTBIO
[Ipu runepbapuueckoil OKCHI'€HALMM: OpOHXHMajbHAs acTMa, BPOXACHHBIN c(epoluTo3, BBICOKAsS

JMXOpaJika, HEBPUT 3PUTEIBHOTO HEpBa, WH(EKIMH BEPXHUX JbIXATENbHBIX IyTel, OepeMEeHHOCTb,
OJTHOBPEMEHHBIH MpHEM UUCIUIaTUHA, JIOKCOpyOMIMHA, aucyibpupama, madeHuzna (HMOBBILICHUE
TOKCHYHOCTH JJAHHBIX JIEKAPCTBEHHBIX IIPETapaToB), sM(pr3eMa Jerknux, bapoTpaBma yIeu.

Oco0ble yKa3anust

Y HOBOPOXIEHHBIX, B CBSI3W C TIIOBBIIICHHBIM PHUCKOM PETHHOINATHH, HE PEKOMEHIYETCS
yBEJIMUEHHE aBlIeHns kucnoposa 6omee 0,0817 krc/em? (0,079 aTm.).
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4.5. B3aumojeiicTBue ¢ JPYrHMH JeKAPCTBEHHBIMH MpenapaTtaMd W JApyrue BHJbI
B3aUMO/IelCTBUS

HeoGxomuMo cobmogath OCTOPOKHOCTh TPU  OJHOBPEMEHHOM IpHEME IHMCIUIaTHHA,
JOKcopyOuImHa, mucynbhapama, MadeHnuaa (MOBBIMIEHUE TOKCUYHOCTH JAHHBIX JICKApPCTBEHHBIX
CPEJICTB).

He momyckaeTcst KOHTAKT KHCIOPOAA C MaciaMd U JPYTUMH OPTaHUYECKUMU BEIIECTBAMH, BO
n3bexxanue B3pbiBa (cM. 6.2.).

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTD U JIAKTALUSA

bepeMeHHOCTB

B cBsi3u ¢ OTCyTCTBHEM CIIEHUANBHBIX KIMHHUYECKUX HCCIEIOBaAaHUN BO BpeMsi OEpPEMEHHOCTHU
mpernapar CjlaeAyeT MPUMEHATh TOJBKO TOTAA, KOIJAAa I0Jb3a JJISI MATepH IPEBBILIAECT
MOTEHIMATBHBIN PUCK JJIs IJI0/a U T10J] HEMOCPEACTBEHHBIM KOHTPOJIEM Bpaya.

JlakTauus

B cBA3M C OTCyTCTBHEM CHEIUANbHBIX KIMHUYECKUX HCCICAOBAaHUW TIPU TPYAHOM
BCKapMJIUBaHUU IMIpenapar cieayeT MPUMEHATh TOJbKO TOrAa, KOIrJa Mojb3a g MaTepu
MIPEBBINIAET MOTEHIIUATIBHBIN PUCK I peOCHKA U TI0]1 HETIOCPEACTBEHHBIM KOHTPOJIEM Bpaya.

4.7. Biausinne Ha cmocoOHOCTH YHIpaBJsAATh TPAHCHOPTHBIMHU CpeACTBAMU M paﬁoTaTb C
MEXaHU3IMaMH

B TCPAIICBTUYCCKHUX O03aX KHUCIIOPOA F33006p33HbII71 MEIUIIMHCKUI HE OKa3bIBacT BIUSHUE Ha
CIIOCOOHOCTh  BBITTOJIHATH NOTCHIHAJIbHO  OIIACHBIC BHUIABI  OCATCIIBHOCTH, Tpe6y101111/Ie
MOBBIIICHHOMN KOHICHTpAllU BHUMAHUS U 6LICTpOTLI TICUXOMOTOPHBIX peaKHHﬁ.

4.8. HexenateJbHble peaKIuu
Pesrome HexenaTenbHbIX PeaKIAi

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

['unepbapuyeckas OKCUTeHAITHS:

OHOOKpUHHbLE HAPYUWEHUS.

Yacmoma neuszsecmna — rUNOTTTUKEMHUSL.

Hapywenus co cmopoHul HepeHotl cucmembl

Yacmoma neuszsecmua - TOIOBHAs 00, OHEMEHHE MAJIbIIEB PYK.

Hapywenus co cmoponul opeana 3penus

Yacmoma neussecmua - IpexoJsliee HapyIICHNE 3pEHNUS, YCKOPECHNE CO3PEBAaHMS KaTapaKThI.
Tpasmvl, UHMOKCUKAYUU U OCTOHNCHEHUS NPOYEOYD

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

Yacmoma neuzsecmmua - 6apoTpaBma yiei (006 B yxe, IOBpeXIeHUE U pa3pbIB OapabaHHON
NEPENOHKH) U OKOJIOHOCOBBIX Ma3yX.

Obwue napyuienus u peakyuu 6 Mecme 66€0eHuUs.

Yacmoma neuzgecmna — ycTajiocTh.

Kucnopoporepanus:

Hapywenus co cmoponwl cepoya
Yacmoma Heuzsecmua - UIIEMUS] MUOKap/ia y MallMeHTOB, IEpEeHECIINX HHPAPKT MUOKap/a.
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| )1
Co00111eHHE 0 TOA03PEBAEMBIX HEXKEIATENLHBIX ]f)CaKI_[I/Iglg|

Baxxno cooOmare 0 TMOAO03PEBAaEMBIX HEXKEIATEIbHBIX pEaKUUsX IIOCIEe PErucTparuu
JICKapCTBEHHOTO TIperapara ¢ IeJIbI0 00eCIeueHIs] HeMPEePHIBHOIO MOHUTOPUHTA COOTHOIICHUS
«I0JIb3a — PHUCK» JICKAPCTBEHHOIo mpenapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYETCs
co00IaTh O JIFOOBIX TOJ03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JICKApCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHCTEMBbI COOOIIEHUS O HEXENAaTEebHBIX PEAKIUAX TOCYIApPCTB — YJICHOB
EBpa3uiickoro 3KOHOMHYECKOTO CO03a.

Poccuiickas @enepanus

109012, r. Mockga, CnaBsHCKas 1., 4, cTp. 1

®denepanibHas Ciryx0a 1Mo Ha30py B chepe 31paBOOXpaHEHUS

Tenedon: +7 (800) 550 99 03

1. mouta: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepemxo3upoBKa

CuMOTOMBI

[Tpu urenbHOM M 6eCCUCTEMHOM IPUMEHEHUH BBICOKUX KOHIIEHTpALUi Kucnopoaa (cBbliiie 60-
80 %) npu OONBIIOM MOTOKE (CBBIIIE 6-8 JI/MUH) MMEETCS OTMIACHOCTh TUIIEPOKCUTCHALNU U KaK
CIIEZICTBHE - OTeKa JIeTKuX. lIpM NPOMOKHUTEIIEHOM JEHCTBUM KHCIIOPOJA pPa3BHBAIOTCS
JICKOMITCHCATOPHBIC ~ PEaKIMH, MPOSBISAIOMUECS (YHKIMOHAIBHBIMU W CTPYKTYPHBIMH
HApyIICHUSIMUA B PA3JIMYHBIX CHUCTeMax M opraHax. [Ipu3HaKu KUCIOPOJHOW WHTOKCHUKAIUH
HOSABISIOTCSL 4epe3 OIpeleNieHHbIH mepuoa. Ero anuTenbHOCTb MOXET 3aBUCETh  OT
UH/IMBUYaJIbHOW YyBCTBUTENBHOCTU K KHCIOPOAY, TEMIIEPATypbl U BIAXHOCTH OKpYXKarolen
Cpezbl, KOHIIEHTPALlUU BO BbIXa€MON ra30BOM CMECH, SMOLMOHAIBHBIX U (PU3MUYECKUX HATPY30K,
COCTOSIHUS LIEHTPaJIbHONW HEPBHOW CHCTEMBI U TIp.

Jleyenue

CumnromaTHyeckoe.

5. ®APMAKOJOTHYECKHUE CBOMCTBA

5.1. ®apmakoamHamMHuyecKHe CBOiicTBa

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

MexanusM geicTBrs U (papMakoguHaAMUUECKHE d(DGhEKTHI

[TpoTHBOTUIIOKCHYECKOE CPEICTBO, 3HAUUTEIHHO YJY4IIaeT KUCIOPOJTHOE HACHIIIIEHUE TKaHEH 1
reMOJIMHAMUKY, 3aIUIIAET TOJIOBHON MO3T OT TUMoKcHH. OKa3bIBaeT META0OINIECKOE ICUCTBHE.
B ycnoBusix HOpMoOGapruyecKOi TUTIOKCHH TTOBBIMIAET YCTOWYUBOCTh OpraHnu3Ma K dHIAOTEHHBIM 1
9K30T€HHBIM MaTOJIOTHIECKUM (PaKTOpam.

5.2. dapmakoKMHeTH4YeCKHe CBOICTBa
He npumennmo.

5.3. JlaHHbIe JOKJIMHHYECKOH 0€30MacHOCTH
He npumenumo.
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6. ®APMAIEBTHMYECKHE CBAMCTBA"“TEHAV5A

6.1. TIlepeyeHb BCOMOraTe/IbHBIX BeLECTB
OTCyTCTBYIOT.

6.2. HecoBMecTHUMOCTH
He nmomyckaercs KOHTaKT KHCIOpOJa C MacjiaMH W JIPYrMMH OPraHUYeCKHMMH BEIICCTBAMH BO
n30eKaHUe B3PHIBA.

6.3. Cpok roaHoctu (CpoK XpaHeHHs )
18 mMec. OT maThl HANOJHEHUS! OAJUTOHOB.

6.4. Oco0bie MepbI MPETOCTOPOKHOCTH MPH XPAHEHUH

XpaHUTh B CYXOM OTIEIbHOM IOMEIIEHUU HIM Ha OTKPBHITHIX IUJIOHIAJKaX MOJ HaBECOM,
3alUIICHHBIX OT aTMOC(EpPHBIX OCAJKOB M MPSIMBIX COJHEYHBIX JIyueH, BJAIU OT HUCTOUYHUKOB
OTOILIEHUS U UCTOYHMKOB OTKPBITOTO OTHs npu TeMiiepatype ot munyc 50 °C no 50 °C.

6.5. XapakTep u coaep:kaHHe NEPBUYHON YNAKOBKHU

I'a3 MeTUITMHCKUN CXKATBIM.

0,156 m° B 6ayutoHEe BMECTUMOCTBIO 1 M°.

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

0,78 M° B GaJUTOHE BMECTHUMOCTBIO 5 M.

1,56 M° B GaITOHE BMECTUMOCTRIO 10 mv°.

6,24 M° B GaITOHE BMECTUMOCTBIO 40 mv°.

7,80 M° B GaITOHE BMECTUMOCTBIO 50 1M°.

O0beM CoAep>KUMOTO YITAaKOBKU MPUBEIEH JJIS YCIOBHM: M30bITouHOE naBieHue 14,7+0,5 MIla
(150+5 xrc/cm?), Temneparypa 20 °C.

Hcnonp3ytoT 0ayuioHbl CTajlbHbIE OECIIOBHBIE TOJIyOOrO IBETa ¢ HAHECEHHOM MO OKPYXKHOCTH
HAJIMKICBIO YEPHOTO 1BeTa «Kucaopoa MeIUIIMHCKUI.

bannonsl 000pyaytOT BEHTHUJIEM U YCTPOWCTBOM KOHTPOJIS MEPBOTO BCKPHITUS B KOMIUIEKTE C
MHCTPYKIUEN MO MEIUIIMHCKOMY MPUMEHEHHUIO.

Ha Gannon HaHOCUTCS (IPUKPETISETCs ) STUKETKA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH YHHYTOXKEHHMH HMCHOJIB30BAHHOIO
JIEKAPCTBEHHOI'0  INpenapara WJIM OTX0A0B, IOJYYEHHBIX I0CJie TPHMEHECHUs
JIEKAPCTBEHHOTI'0 NMpenapara u Apyrue MaHUIYJIALIHMHU € PenapaTomM

bamnonsl sBisitoTcss Bo3BpaTHOW Tapoil. IlokynaTtenb o0si3aH BepHYTh MOpOKHUE OajIOHBI C
KOJIIaKaMHM, HE IPOCPOYEHHBIC, WCIIPAaBHBIE, C OCTAaTOYHBIM JaBJICHUEM KHUCIOPOJA
MEJIULIUHCKOTO.

1. JAEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas ®enepanns
000 «Kpunotax»

460048, Openbyprckas 001., . OpeHOypr, nmpoe3a ABTOMaTHKH, 1. 5/1
Ten. / pakc: +7(353)275-04-85, 299-53-61, 275-67-00.
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7.1. IlpexncraBuTe)ib Aep:KaTesisi perucCTPALMOHHOIO YA0CTOBEPEHHUS
IIperen3un norpeduTeneii HanpaBJIATh IO AJPECY:

Poccniickas @enepanvs

000 «Kpuotsx»

460048, Opendyprckas 0011., . OpeHOypr, npoe3 ABTOMaTukH, 1. 5/1
Ten. / ¢pakc: +7(353)275-04-85, 299-53-61, 275-67-00.
995361@mail.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHMUSA

9. JIATA  TEPBUYHON PETMCTPAIMU (TOATBEPKIEHUS
PETACTPALIAU, MTEPEPETVCTPALIAN)

Jlata nepBoii perucTpanuu:

10. JATA HNEPECMOTPA TEKCTA

OOmasi xapakTepucTHKa JIeKapCTBeHHOro mpemnapara Kucrmopon ra3oo0pa3Hblii METUIIMHCKUIA,
JIOCTyriHa Ha HMH(MOPMAIIMOHHOM TopTajie EBpa3suiicKOro 93KOHOMHYECKOTO COK3a B
nH()OpPMAaIIMOHHO-KOMMYHHKaIMOHHO# cetn «VHTepHeT http://eec.eaeunion.org/
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