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(MOCNEOCBATENEHOCTE 0002)

OBIIASA XAPAKTEPUCTHUKA JTJEKAPCTBEHHOI'O IIPEITAPATA

1 HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITAPATA

Kucnopon razoo6pasnsiii Mmeaunuackuid, 100 %, ra3 MEAUIIMHCKIN CKATHINA

2 KAUECTBEHHbBIN U KOJIMYECTBEHHBIA COCTAB
HeiictBytromiee BemecTBo: kuciaopox — 100 %.

Kaskipiit 6a/u1oH BMecTUMOCThI0 40 mv° coaepxut 100 % xucmopona.

3 JJEKAPCTBEHHASA ®OPMA
T'a3 MeqUIIMHCKUN CKATHIN.

BecuBernslii ra3 0e3 3amaxa.

4 KIMHUYECKHUE JAHHBIE

4.1 IlokazaHusl K NPUMEHEHU IO

Kucnopon ra3000pa3HpIi  MEAMIIMHCKMA TIOKa3aH K MPUMEHEHUIO TIPH  Pa3IYHBIX
3a00JI€BaHUSIX, COTIPOBOKIAIONIUXCS THIIOKCUEH, Y B3pOCIHBIX U nered B Bo3pacte oT 0 g0
18 ner:

— 3a0oNeBaHHMs OpraHoB JbIXaHus (B T.4. [HEBMOHHS, OpOHXHaJbHAas acTMa),
CepJCUHO-COCYITUCTON CUCTEMBI (B T.4. XpOHHYECKas cepjieuHasi HEeIOCTaTOYHOCThb, KOJUIAIC,
apUTMHUHU, OTEK JIETKHX);

— OTpaBl€HHE OKCHJIOM YIIIepoJia, CUHIJIBHOM KHUCJIOTOH, YAYIIAIOIMIMMH BEIIeCTBAMU
(B T.4. x510p, pocren);

— ocnabieHue JAbIXaHus B MOCIEONEePAIMOHHOM IIEPUOJIE;

—  HILIEeMHS HIDKHUX KOHEYHOCTEH, TpaBMbl KOHEYHOCTEN;

— cocyaucTeie 3a001eBaHus TOJIOBHOTO MO3Ta;

— runepbapuyeckas OKCUreHaIus (Omepaluyd Ha Cepale M JEerkuX, PEeKOHCTPYKTHUBHBIE
omepanuy Ha opraHax okemnymouyHo-kumedHoro TtpakTa (JKKT), uHTOKCcHMKamms, aHemus,
sI3BEHHAs1 00JIe3HB JKeNmyaKa U 12-TiepCTHOM KHUIIKH, XPOHHYECKUN TeHaTuT);

— runokcutepanus  (umiemMudeckas — OoJie3Hb  cepAlla,  apTepHalibHas — TUIEPTEH3HUS,
3aboneBanust JKKT, actenus, nempeccusi, TOBBIINIEHHAS YTOMIISIEMOCTh, COCTOSIHHE IIOCIE

Jy4eBOH Tepanun).
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4.2 Pe:xum 103MpPOBaHUS H CIIOCO0 NPHUMEHEHUA

PexxuM n1o3upoBanus

WNuransuuonHo, B koHIeHTpanuu 40 — 60 %, B cMecH ¢ BO3yXOM, B KOJIMYECTBE 4 — 5 JI/MHUH.
[Ipu ocnabneHny ABIXaHUS B TIOCICONEPAIIMIOHHOM TIEPUOJIC, IPH OTPABICHUSX, HHTOKCUKAIIASIX
ucnonb3ytoT 100 % Kuciopoa uiam CMech C YrJIeKUCIOTOH.

PexxuMm 03upoBaHMs BO BCEX BO3PACTHBIX T'PYIIAaX, KPOME HOBOPOXKICHHBIX, COBIAMACT (CM.
noapazaen «Jerny)..

Jlis  BBeIEHUS KHCIOpPOJa B BBICOKMX M HU3KHX KOHIICHTPAIMSIX MPUMEHSETCS pa3Has
anmapaTrypa. MUHUManbHasi KOHIICHTPALMS KUCJIOPO/a HE JOJDKHA ObITh HIKE €r0 COJEPIKaHMS
B arMocdepHoM Bozayxe (20,9 %).

Cucrtembl Uil MHTAAIUA ¢ (DUKCUPOBAHHOW KOHIIGHTpAIMEH Kuciaopoaa (HE3aBUCHMO OT
JIBIXaTeIBHBIX TIOMBITOK TTAIIMEHTAa): BBICOKOTIOTOYHBIC - MACKH, OOECIEYHMBAIOIIME IT0Ja49y
KHCJIOPOJIa C BBICOKOW CKOPOCTBIO MOTOKA; HU3KOMOTOYHBIE - aHECTE3MOJIOTUUECKHE KOHTYPHI.
B naHHBIX cucTeMax KOHIICHTPAIUs KUCIOPO/Ia 3a/1a€TCs BpauoM.

Cucrembl 1151 MHTAISALIMK, 00ecreunBarolIie Moauy pa3inyHOM KOHIEHTPAlUu KUciIopoa (B
3aBUCHUMOCTM OT CHJIBI BJIOXa TMalMeHTa): 0e3 pEelUpKYIalUd - KaTeTepbl M KaHIOIU; C
PELMPKYISIUe - KUCIOpOoaHble MacKku. JlaHHbIE cucTeMbl pabOTalOT TOJBKO B YCIOBHSIX
CaMOCTOSITEJIbHOTO JIbIXaHUSl NaIlMeHTa, KOTOPbIM BAbIXaeT Ta3oBylo cmech. ConepikaHue
KHCIIOpO/ia B Ta30oBOM cMecH OyleT 3aBHUCETh OT COCTOSHHUS MallMeHTa M HCIOJIb3yeMOTO
YCTPOMCTBA.

Oco0nIe T'PYIIIBI NAITUEHTOB

Tayuenmsi noscunozo ospacma
VY NOXUJBIX MAMEHTOB C XPOHUYECKUM OpPOHXUTOM BJbIXaeMash KOHIEHTpalMs KUCIOpoAa
noJikHa nmoBemaTees Ha 1 % u He mpesbiath 30 % (Jarie Bcero).

FI/IHeD6aDI/I‘IeCKa$I OKCUTCHaluiA. MNpoUucaAypy IIPOBOAAT B CIICHHUAJIBHBIX 6ap0KaMean, JJIA

TepaneBTHUECKUX 1€ UCII0JIb3YIOT anmnapaTsl (O JHOMECTHbIE KaMepbl), CO3/Ial0IIKe AaBICHHUE
kucinopoga 1,2 — 16 — 2 arm. IlpoBomsat 1 ceanc B jgenp (40 — 60 muH), Kypc
neueHust — 8 — 10 ceancoB. Ilpu s3BeHHON Oone3HM kemyaka M 12-IepCTHOM KHILIKH,
XPOHUYECKOM TenaTuTe BBOAAT moj pAasieHueM 0,7 — 1 u30bITOYHOM atM. (ceaHcamu
1o 45 MUH); Kypc JeueHust — 15 ceaHCoB.

I'unokcurepanus: MINPpOBCACHUC CICHUAJIBHBIX TPCHUPOBOK, IIPUBOAAININX K KHCJ’IOpO,Z[HOfI

HEAOCTATOYHOCTHU (HOpM06apH‘{eCKOf/'I I‘I/IHOKCI/II/I) OyTEM HCIIOJIb30BAHUA T'a30BbIX cMmeceit ¢
INOHUKCHHBIM COACPKAHHUEM KUCIIOpOoJda g CO3JaHUuA HCKYCCTBCHHOﬁ T'UIIOKCHUU (HpI/I

HOPMaJIbHOM aTMOC(EPHOM JaBIICHHUH).
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PexxuM J103UpOBaHUS y JETCH COBIAMACT C PEKUMOM JO3MPOBAHUS IS B3POCIBIX, KpOME
HOBOPOXICHHBIX.

Y HOBOPOXKJICHHBIX KOHIIEHTpAIMsI KMCIOPOJa BO BJbIXaCMOH CMECH HE JOJDKHA MPEBBIIIATH
40 % (puck pa3BUTHS PETPOJICHTAIBHON (GUOpOILIa3nm).

Cnoco0 npuMeHeHus

NurananuonHo.

4.3 IIpoTuBONOKA3aAHUSA

['unepbapuyeckasi OKCUTe€HalUs: HaJIU4Yue TOJOCTEH B JIETKMX, OPOHXOIUIEBPAJIbHBIN CBHII,
HEKYHPOBAaHHBIM MMHEBMOTOPAKC; HAapyIIEHHWE MPOXOJUMOCTH CIYXOBBIX TpPyO0 M KaHAJOB,
COEIMHAIONIMX MPHUJATOYHbIE MMAa3yXW HOCA C BHEIIHEW Cpelol; OCTphle pPECIUpaTopHbIe

BHUpYCHbIE MH(PEKINH; SMUJICTICHS; apTepuaibHasi THIEPTEH3HsI; HOBOOOPAa30BaHHUS.

4.4 Oco0Oble ykazaHusi M Mepbl MPeI0CTOPOKHOCTH NPH NPUMeHeHUH

C 0CTOPOKHOCTBIO

[Ipn runepbapuyeckoli OKCHUTCHAIMHM: OpOHXHAJbHAs acTMa, BPOXICHHBIM CHEPOIHTO3,
BBICOKasl JIMXOPaJKa, HEBPHUT 3PUTEIHHOTO HEpBa, WH(MEKIUH BEPXHUX JbIXATCIbHBIX ITYTEH,
OCpEeMEHHOCTh, OJHOBPEMEHHBIM TMpUEM IMCIJIaTHHA, JOKCOpYyOWIIMHA, AHUCYIb(pupama,
MadeHuIa (MOBBIIICHUE TOKCUYHOCTH JAaHHBIX JICKAPCTBEHHBIX IMPENaparoB), 3Mdusema
JIETKHX, OapoTpaBMa yIIe.

emu

Y HOBOPOXJEHHBIX, B CBS3H C TIOBBIIICHHBIM PHCKOM pa3BUTHS pPETHHONATHH, HE

peKoMeHIyeTcsl yBenMueHue JaBiaenus kuciopoaa 6omee 0,0817 krc/cm? (0,079 atm).

4.5 B3aumopeiicTBHe ¢ JAPYrMMH JIeKAPCTBEHHbIMH MpenapataMH M [pyrue BH/bI
B3alMOJAEeHCTBUSA
He nomyckaercss KOHTAaKT KHCIOpOJa C MacllaMM M JPYTMMHU OPraHMYECKHMU BEIlleCTBaMH, BO

n30exaHue B3pbIBa.

4.6 ®epTWIBHOCTD, 0€PEMEHHOCTDb U JIAKTALMS
UccnemoBanuss BO Bpemsi OEpPeMEHHOCTH M B TMEPUOJ TPYJHOTO BCKAPMIIMBAHHS HE

IIpOBOAUIINCE. B cBs3u ¢ OTUM, MHpfcliapar CJICAYCT MPUMCHATb, KOTJa II0JIb3a IJId MaTCpu
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KOHTPOJIEM Bpaya.

4.7 Bausinme Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpPeACTBAMHM M padoTaTrb ¢
MeXaHNu3MaMH

B TepaneBTHuecKuX 103aX KHUCIOPOJ Ta3000pa3HbIii MEAMIIMHCKUI HE OKa3bIBAaeT BIUSHHUS Ha
CMOCOOHOCTh K BBIMOJIHEHHIO TOTEHIIMAIBHO OIMACHBIX BHUAOB JEATEIBHOCTH, TPEOYIOIINX

MOBBIIIIEHHOM KOHLCHTpAIMM BHUMAHUA U 6I>ICTp0TI)I IICUXOMOTOPHBIX pCaKHHﬁ.

4.8 He:xxesaTesqbHble peakuun

PesroMe HexxenaTeabHbBIX DEAKIINNI

l'unepbapuyeckasi OKCUTe€HalUs: TUNOTJIMKEMHs, TOJIOBHas 0OJb, OHEMEHHE NaJbLIEB pPYK,
npexodilee HapylleHHe 3peHus, OapoTpaBma yiiel (001b B yXe, MOBPEXACHHE U Pa3pbIB
0apabaHHON TEPENOHKH) U OKOJIOHOCOBBIX TMa3yX, YCTaJOCTh, YCKOPEHHE CO3pPEBAHUSA
KaTapakThl, PEJIKO - OCTpast KUCIOPOAHAs MHTOKCUKAIUS (CYyIOPOTH, OTEK JIETKUX).
Kucnopogorepanus: uieMus MUOKap/ia y MallMEHTOB, IEPEHECHINX UH(DAPKT MUOKapa.

Coo0111eHHEe 0 TOA03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIUIX

BaxxHo cooOmare 0 T0J03peBacMbIX HEXKEIATCIbHBIX PEaKIUAX IOCIEe PETUCTPAINHU
JIEKAPCTBEHHOT'O TIpernapara C IeIbl0 00ECIEYCHHST HETMPEePhIBHOTO MOHUTOPHUHTA OTHOIICHUS
MOJb3bl M PHUCKA JIEKAPCTBEHHOTO Tperapara. MeauIuMHCKUM pPaOOTHUKAM pPEKOMEHIYETCS
coo0miaTe O JHOOBIX TOJ03PEBAEMBIX HEXKEJIATEIbHBIX PEAKIMAX JICKAPCTBEHHOTO IIperapara
4yepe3 HAIMOHAJIBHBIE CHCTEMBI COOOIICHMSI O HEXKEJIATEIbHBIX PEAKIUAX TOCYIapCTB-YICHOB
Oxonomuueckoro Corosa.

Poccuiickas @enepanust

®denepanbHas ciyx0a mo Haa30py B cdepe 3apaBooxpanenus (PocsnpasHanzop)

Anpec: 109012, MockBa, CnaBsHCKas 1jiomasns, 1.4, ctp. 1

Tenedon: +7 (800) 550-99-03

®dakc: -

On. moura: pharm@roszdravnadzor.gov.ru

Caiit: https://www.roszdravnadzor.gov.ru

4.9 IlepenosupoBka

CHUMIITOMBI



COOTBETCTEBYET ZKCNEFTHOMY OTUYETY
ot 29.11.2023 N= 25127
[Ipu jumrtensHOM H  GeccucTeMHOM npuMeHenuH | [BbiCokmx] konlentipditii sxuchepona

(cBpmme 60 — 80 %) mpu OosibIIOM TMOTOKE (CBBIIE 6 — 8 JI/MHH) UMEETCS OIAcCHOCTh
TUIIEPOKCUT€HAMA M KaK CIEACTBUE — OTeKa JIErKuX. lIpum NpoAoHKHUTENbHOM JEHCTBUM
KHCIIOPO/Ia Pa3BUBAIOTCS JCKOMIICHCATOPHBIE PEAKIUH, TPOSBISIFOIIHECS (DYHKIIMOHATLHBIMHA 1
CTPYKTYPHBIMU HApPYIIEHUSAMHU B PA3JIUMYHBIX CHUCTEMAx W opraHax. l[Ipu3Haku KHUCIOpOAHOM
WHTOKCUKAIMH MOSIBJISIOTCS YEPe3 ONpPEACICHHbIN nepuod. Ero MIMTEIbHOCTh MOKET 3aBUCETH
OT HWHJMUBUIYAIBHOM YYBCTBUTEIBHOCTH K KHUCJIOPOIY, TEMIEpPaTypbl H  BJIAXKHOCTH
OKpY)Kalollled Ccpenbl, KOHUEHTPAMH BO BJIBIXa€MOM Ta30BOM CMECH, SMOLMOHAIBHBIX M
(bUBUYECKUX HArpy30K, COCTOSIHUS IIEHTPATILHON HEPBHOM CUCTEMBI U TIP.

Jleyenme

CHUMIITOMaTHYECKOE.

5 ®PAPMAKOJJOTHMYECKHUE CBOMCTBA

5.1 ®apmakoanHaMuyecKHe CBOMCTBA

dapmMakoTepaneBTUYeCcKas ITpyIina: Mpoyune JeuyeOHble CPeICTBA; MEAUIIMHCKHIE Ta3bl.

Kox ATX: VO3ANO1

[IpOTUBOTUIIOKCHYECKOE CPENCTBO, 3HAUUTEIBHO YJIyYIlIaeT KUCIOPOJHOE HACBIIEHUE TKAaHEN U
reMOJMHAMUKY, 3allUIlaeT TOJOBHOW MO3r OT runokcuu. Okxa3piBaeT MeTaboInuecKoe
neiicteue. B ycioBuAX HOpMOOApUYECKOM THUIIOKCHUH IMOBBIIIAET YCTOMYMBOCTH OpPraHu3Ma K

OHJOI'€HHBIM H 5K30I'€CHHBIM IIaTOJIOTHYCCKHUM (baKTopaM.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1 Ilepeyennb BcnoMorareJibHbIX BellleCTB

OTtCcyTCTBYIOT.
6.2 HecoBmecTMOCTD
He nomyckaercsi KOHTaKTa KUCJIOPO/ia C MAacIaMu U JPYTUMH OpPraHUYeCKHMHU BEIleCTBaMH BO

n30exaHue B3pbIBa.

6.3 Cpox rogHocTHu (CpOK XpaHeHus1)

18 Mecsiies.

6.4 Oco0Oblie MepbI NPeIOCTOPOKHOCTH NPH XPAHEHUHU
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HarpeBa npu temrneparype ot —50 go +50 °C. He gomyckaercs UCnoib30BaHUE HECOBMECTUMBIX

C KUCJIOPOJAOM MACCII U CMAa304YHbIX MaTCPpHUAJIOB.

6.5 XapaxkTep u cojep:kaHWe NMEPBHUYHOI YNAKOBKH U ClelUAaJbLHOEe 000pyloBaHMe JJisl
HCII0JIb30BAHMS, BBEeIeHUS MU HMILUIAHTAIUM

6,24 M° B GayutoHe BMecTHMOCTBIO 40 avmP.

O06BEM CoIePKUMOTO YITaKOBKH MPUBEICH ISl YCIOBUMN: N30bITouHOE naBieHue 14,7 + 0,5 Mlla
(150 £ 5 xrc/cm?), Temmeparypa 20 °C.

Hcnonb3ytor OanoHbl cTaibHble  OECIIOBHBIE rojayboro IBeTa C HAHECEHHOH IO
OKPYKHOCTH HaJIKCHIO YepHOTo 11BeTa «Kucinopoa MeTuuuHCKUn».

banionsl 000pynyIOT BEHTUJIEM U YCTPONCTBOM KOHTPOJISI IEPBOIO BCKPBITUS B KOMILIEKTE C
JTUCTKOM-BKJIQ/IbIIIIEM.

[Tox chepuueckoit yacTpio OaIOHa KPEMAT 3TUKETKY U3 OyMaru 3TUKETOYHON WIIM MUCYEH.

6.6 OcoOble Mepbl TMPEIOCTOPOKHOCTH TNPH  YHUYTOKEHHMH  MCIOJH30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WJIH OTXO0JA0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUus
JIEKAPCTBEHHOT'0 Npenapara ujim padoTbl ¢ HUM

bannonsr sBnsitoTcst Bo3BpatHOM Tapoi. [lokynmarens 00si3aH BEpHYTh MOPOXHUE OAIOHBI C
KOJIIaKaMu, HE TMPOCPOUYEHHbIE, UCIpPaBHbIE, C OCTATOYHBIM JaBJIEHUEM KHUCJIOpOJa

MEIUIUHCKOTO.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YIOCTOBEPEHUSA
Poccuiickas @enepanus
OOI111eCTBO C OTPaHMUYCHHOM OTBETCTBEHHOCTHIO «3eBc-MK» (OO0 «3eBc-MK»)

640007, Kypranckas o0mnacts, r. Kypran, yn. baymana, 1. 2
Tenedon: 8 (3522) 25-92-83

AJIpec dIeKTPOHHOM mouThl: Zevsl54@mail.ru

7.1. IIpeacraBuTe/Ib AEPKATEISI PETHCTPALUOHHOIO YA0CTOBEPEHHUA

IIperen3un HOTDC6I/ITCHCI\/’I HalnpasJIATH 110 aApECy:

Poccuiickas @enepanns

OOI111eCTBO ¢ OTPAHUYCHHOM OTBETCTBEHHOCTHIO «3eBc-MK» (OO0 «3eBc-MK»)
640007, Kypranckas obnacts, r. Kyprasn, yn. baymana, 1. 2

Tenedon: 8 (3522) 25-92-83

Anipec 37eKTpOHHOM mouThl: ZeVs154@mail.ru
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8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEFEHUE IDBATENEHOCTE 0002)

9. JATA MEPBUYHOM PETMCTPALIIM (MIOATBEPKIEHUS
PETMCTPALINM, IEPEPETUCTPALIAN)

JlaTa nepBoOU perucTpanuu:

10. JATA IEPECMOTPA TEKCTA
OO6mrast xapakTepuCTUKa JIEKAPCTBEHHOTO mpemnapara Kucimopoa razoo0pa3HbIi METUIIMHCKHI
JIOCTymHA Ha HWHGOPMAIMOHHOM TopTaie EBpa3wiickoro HSKOHOMHYECKOTO CO03a B

nH(}OpMaLMOHHO-KOMMYHUKAIIMOHHOH ceTtn «MHTepHeT: http://eec.eaeunion.org/



