COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 11.07.2024 N= 14058
(MOCNEOCBATENEHOCTE 0001)

OBHIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1 HAUMEHOBAHME JIEKAPCTBEHHOI'O ITIPEITAPATA

Kucnopon razoo6pasusiii Mmeaunuackuid, 100 %, ra3 MEAUIIMHCKIN CKATHINA

2 KAYECTBEHHbBIN U KOJJUYECTBEHHBIN COCTAB

JeiictByromee BemecTBo: kuciaopo — 100 %.

3 JIEKAPCTBEHHAS ®OPMA
T'a3 MeqUIIMHCKUN CKATHIN.

BecuseTHsbIii ra3 0e3 3amaxa.

4 KIMHNYECKUE JAHHBIE

4.1 IlokazaHusl K NPUMEHEHU IO

Kucnopon ra3000pa3Hblii  MEAMIIMHCKMA TIOKa3aH K MPUMEHEHUIO TIPH  Pas3InYHBIX
3a00JI€BaHUAX, COMPOBOXKIAIOIINXCS THIIOKCHEH, Y B3pOCIBIX M neTed B Bo3pacte or 0 a0
18 ner:

— 3a0ojeBaHMsT OpraHoB JbIXaHus (B T.4. IHEBMOHHS, OpOHXHaJbHas acTMa),
CepJICUHO-COCYTUCTON CUCTeMbI (B T.4. XpOHHYECKas cepJieuHas HeIOCTaTOYHOCTh, KOJUIAIC,
apUTMHUHU, OTEK JIETKHX);

— OTpaBJI€HHE OKCHJIOM YIJIEpOJla, CHUHIJIBHON KHCJIOTOM, YIyHIAIONIMMH BEIIeCTBAMU
(B T.4. xJ10p, pOCTEen);

— ocnabneHue IbIXaHus B MOCIEONEPAI[HOHHOM MEPUO/IE;

—  UIIeMHs] HIKHUX KOHEYHOCTEH, TpaBMbl KOHEYHOCTEHH;

— cocyaucThie 3a00JIeBaHMs TOJIOBHOTO MO3Ta;

— rumnepbapuyeckas OKCUTeHalus (Omepaluyd Ha Cepaue M JErkuX, PEeKOHCTPYKTUBHBIE
omepal Ha opraHax okemnygouHo-kumeyHoro TtpakTa (JKKT), wuHTOKCcHKamwms, aHemus,
sI3BEHHAs1 00JIe3HB JKeNmyIKa U 12-TepCTHOM KHUIIKHU, XPOHHYECKUN TeNaTuT);

— TUmokcutepanus — (MIIeMuYeckas ~ OONe3Hb  cepilla, apTepualibHas — TUIEePTEH3Us,
3aboneBanus JKKT, actenus, nempeccusi, TOBBLIINICHHAs yTOMJISEMOCTh, COCTOSIHHE IOCIIe

JTy4eBOH Teparun).
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4.2 Pe:xuM 103UPOBaHHUSA H CIIOCO0 NPHUMEHEHUA

PexxuM J103upoBanus

WNuransunonHo, B koHIeHTpanuu 40 — 60 %, B cMecH ¢ BO3yXOM, B KOJIMYECTBE 4 — 5 JI/MHUH.
[Tpu ocnabneHny ABIXaHUS B TIOCICONEPAIIIOHHOM TIEPUOJIE, IPH OTPABIICHUSX, HHTOKCUKAIIASIX
ucnonb3ytoT 100 % Kuciopoa uiam CMech C YIJIeKUCIOTOM.

Pexxum 1o3upoBaHus BO BCEX BO3PACTHBIX I'PYIIAX, KPOME HOBOPOXKJACHHBIX, COBIAIACT.

Jlnst BBeEHUST KUCIOpOAa B BBICOKMX M HHU3KUX KOHIICHTPALMSIX TPUMEHSETCA pasHas
anmapaTrypa. MUHUMaIbHasT KOHIICHTPALIMS KUCJIOPOJa HE JOJKHA ObITh HIKE €r0 COJEPIKAHUS
B armocepHoM Bozayxe (20,9 %).

Cucrembl s MHTBIIUU C (UKCUPOBAHHOM KOHIICHTPAIMEW KHCIOpoaa (HE3aBUCHUMO OT
JIBIXaTEIbHBIX TIOMBITOK ITAIIMEHTA): BBICOKOTIOTOYHBIE - MAaCKH, OOECIEeYMBAOIINE TMOJavy
KHCJIOPOJIa C BBICOKOH CKOPOCTHIO MOTOKA; HU3KOTIOTOYHBIC - AaHECTE3UOJIOTMYECKHE KOHTYPHI. B
JAHHBIX CHUCTEMaxX KOHIIEHTPAIMs KHCIOPOa 3aaeTCsI BPAUOM.

Cucremsl IJIs1 UHTAJSIUMH, 00€CTICUNBAIOIIUE TT0Aady Pa3IUYHOM KOHIICHTPAIMKH KHUCIopoaa (B
3aBUCHMOCTH OT CHJIBI BJ0Xa TMAaIlMEHTa): 03 PeUHUpPKYJSAIUU - KaTreTepbl U KAHIONH; C
pELUpPKYISIUed - KHUCIOpOAHbIe Macku. JlaHHBIE cHUCTeMBbl PabOTAlOT TONBKO B YCIOBHSX
CaMOCTOSITEIbHOTO JIBIXaHWsl TAIlMEeHTa, KOTOPBIA BJBIXaeT Ta30Byl0 cMech. ConeprkaHue
KHCJIOPOJIa B Ta30BOM CMecH OyJeT 3aBHUCETh OT COCTOSHHS TAallMeHTa M HCIOJIb3YEeMOTo
YCTpOMCTBA.

l'unepbapuyeckas OKCHIeHAIUs: TMPOLEAYpPY MPOBOIAT B CIEHUANBHBIX Oapokamepax, s

TepaneBTHUYECKUX IeJIel NCIOJIb3YIOT ammnaparsl (OAHOMECTHbIE KaMephl), CO3/Ia0IINe JaBICHNE
kucimopona 1,2 — 16 — 2 arm. IlpoBomar 1 ceanc B genp (40 — 60 wmuH), Kypc
neuenus — 8 — 10 ceancoB. Ilpu s3BeHHON Oo0Je3HM >Kemyaka W 12-EpCTHOM KHINIKH,
XpOHMYECKOM remaTutre BBOAAT moj aaBineHuem 0,7 — 1 wu30ObiToyHON atMm. (ceaHcaMu
o 45 MUH); Kypc JeueHus — 15 ceaHcoB.

I'unokcurepanus: NPOBCACHUC CIICHUAJIBHBIX TPCEHUPOBOK, IMPUBOIANIUX K KPICJ'IOpO,[[HOfI

HE/I0CTaTOYHOCTH (HOPMOOApHUYEeCKON TMIIOKCHM) MYTEeM HCIOJb30BaHUS Ta30BBIX CMeced ¢
MOHWXEHHBIM COJIEp’KaHHEM KHCIOpOoAa JUI CO3JaHHUs HCKYCCTBEHHOW THIIOKCHM (IIpU
HOpPMaJIbHOM aTMOC(HEPHOM JaBJICHHUH).

Ocobnie T'PYIIIbI TAMWMCHTOB

HauueHmbz NOJUCUTIOCO 80o3pacma
YV NOXUIBIX HaIUEHTOB C XPOHUYCCKUM 6pOHXI/ITOM BAbIXaCMasl KOHLCHTpalusd KUCIOpOIda

JOJbKHA MoBBIIIAThCS Ha 1 % u He mpeBbiath 30 % (Jarie Bcero).
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eTH
Pexxum nmo3upoBaHus y JeTel COBIANACT C PEKUMOM JO3MPOBAHUS Ui B3POCIBIX, KpOMe
HOBOPOXKICHHBIX.
Y HOBOPOXICHHBIX KOHIICHTPAIHS KHCIOPOJa BO BJIBIXaGMOH CMECH HE JOJDKHA IMPEBBIIIATH
40 % (puck pa3BUTHS PETPOJICHTAIBHON (GUOpOILIA3NN).

Cnocob nmpuMeHeHus

NHranaimonHo.

4.3 [IpoTuBONOKA3aAHUSA

'unepbapuyeckasi OKCUreHaIUs: HaJIU4Yue IOJOCTEH B JIETKMX, OPOHXOIUIEBPAJIbHBIN CBHIL,
HEKYIUPOBAaHHBIM MMHEBMOTOPAKC; HapyILIEHHE IMPOXOJUMOCTH CIYXOBBIX TPYyO M KaHAJIOB,
COEUHSIONINX MPHAATOYHBIE Ma3yXW HOCAa C BHELIHEH Cpeloi; OCTpble pecnupaTopHbIe

BUpYCHbIE MHPEKINH; SMUIIETICHSI; apTepUaIbHasi THIEPTEH3Hs; HOBOOOPAa30BaHHUS.

4.4 OcoOble ykazaHusi M1 MepPbl PEA0CTOPOKHOCTH NPH MPUMEHEHUN

C 0CTOPOKHOCTBIO

[Ipu rumepbapuyeckoll OKCHTeHAlMKM: OpOHXHWAbHAs acTMa, BPOXKICHHBIA cheporuTos,
BBICOKasl JIMXOpaJKa, HEBPHUT 3PUTEIHLHOIO HEPBa, MH(MEKIIUU BEPXHHUX IBIXaTENbHBIX IYTEH,
OepeMEHHOCTh, OJHOBPEMEHHBIH IpHEM IMCIUIATHHA, JOKCOPYOWIIMHA, HUCyib(upama,
MadeHuga (MOBBIIICHHE TOKCUYHOCTH JAaHHBIX JICKAPCTBEHHBIX MpenaparoB), sMduzema
JIETKUX, OapoTpaBMa yIiei.

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

peKOMeH IyeTcsl yBelIMueH e JaBlienns kucuopoaa 6omee 0,0817 krc/cm? (0,079 atm).

4.5 B3aumoneiicTBHe ¢ JAPYrMMH JIeKAPCTBEHHbBIMH MpenapartaMM M [pyrue BH/bI
B3alMMOJAeHCTBUSA

HccnegoBanus B3aUMOJICHCTBUS HE IMPOBOAUIINCE.

4.6 OepTUIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS
bepemeHHOCTD
UccnenoBannss BO Bpemsi OEpPEeMEHHOCTH M B TMEPUOJ TPYAHOTO BCKAPMIIMBAHHS HE

IMPpOBOAUIINCE.

JlakTanus
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B cBs3u ¢ 9THUM, Hpcrnapar CJICAYCT IMMPUMCHATH, KOTAa II0Jib3a I MAaTCpu MPCBLIIACT

MOTEHIIMATBHBIA PUCK IS TIO/1a /Wi peOCHKA U 1101 HEMOCPEACTBEHHBIM KOHTPOJIEM Bpaya.

4.7 BausiHne Ha CHOCOOHOCTH YNPABJATH TPAHCINOPTHBIMM CpPeACTBAMH M padoTarh ¢
MeXaHU3MaMH

B tepaneBTueckunx mo3ax Kucimoposa razoo0pa3Hblii MEIUIIMHCKHIA HE OKa3bIBACT BIUSHUS Ha
CIIOCOOHOCTh K BBITIOJIHEHUIO TOTEHIMAIBHO OMACHBIX BHJIOB JESATEIHHOCTH, TPEOYIOMINUX

TOBBIIIIEHHON KOHLCHTPAMM BHUMAHUA U 6I>ICTpOTI)I IICUXOMOTOPHBIX peaKHHﬁ.

4.8 He:xxkesaTe/lbHbIE peaKI UM

PesroMe HexenaTeabHbBIX peaKIInid

l'unepbapuyeckasi OKCHreHalusi: TUIOTJIMKEMHs, TOJIOBHAs 00jb, OHEMEHHE NalblIeB pPYK,
npexosinee HapylmeHWe 3peHHs, OaporpaBMma ymieid (00ib B yxe, NMOBPEKICHHE U pa3pbIB
0apabaHHOIl TEpenoHKHM) U OKOJOHOCOBBIX Ia3yX, YCTaJOCTh, YCKOPEHHE CO3pPEBaHM
KaTapakThl, PEKO - OCTPasi KUCIOPOIHASI HHTOKCHKAIS (CYIOPOTH, OTEK JIETKUX).
Kucnoponorepamnus: uieMunst MUOKap/ia y MarleHTOB, TEPEHECIINX HHPAPKT MUOKAP/IA.

Coo01ienre 0 mog03peBaeMbIX HESKEIATEIbHBIX PeaKIUIX

Baxxno cooOmare 0 T0M03peBaEMbIX HEXKENIATEeIbHBIX PEAKIUAX TOCIe PETUCTpaIuu
JIEKApCTBEHHOT'O TIpernapara C IelIbl0 00SCICYCHHS HENPEPHIBHOIO MOHHTOPUHTA OTHOIICHUS
MOJIb3bl U PHUCKA JICKAPCTBEHHOI'O mperapara. MeauIMHCKUM paOOTHUKAM PEKOMEHIYETCS
coo0maTe O JHOBIX TO0JI03PEBAEMBIX HEKEIATEIBHBIX PEAKIUAX JICKAPCTBEHHOTO MperapaTa
Yyepe3 HAIMOHAJIBHBIE CHCTEMBI COOOIIEHUS O HEXKENIaTeIbHBIX PEAKIUAX TOCYIapCTB-WICHOB
Oxonomuueckoro Corosa.

Poccuiickas @enepanust

®denepanbHas ciryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Pocsnpasuanzop)

Anpec: 109012, Mockga, CnaBsHCKas miomasns, 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 Ilepeno3upoBka

CHUMIITOMBI
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[Ipn pnuTenbHOM W OECCHUCTEMHOM TPUMEHEHHHM BBICOKMX KOHIICHTpAIMH KHUCIOpoJa
(cBpmme 60 — 80 %) mpu OousiblioM MOTOKE (CBBIMIE 6 — 8 JI/MHH) UMEETCS OIAacHOCTb
TUTNICPOKCUTCHAIIMA W KaK CIEACTBHE — OTeKa JIETKuX. [Ipu TpOJOIDKUTEIIBHOM JCHCTBHU
KHCIIOPOJIa Pa3BUBAIOTCS JCKOMIICHCATOPHBIC PEaKIUH, TPOSBISIIOIIHECS (QYHKIMOHAILHBIMHA 1
CTPYKTYPHBIMH HApPYIMICHUSMH B Pa3IMYHBIX CHUCTeMaxX W opraHax. [Ipu3Hakd KHCIOPOIHOM
WHTOKCHUKAIIUU TIOSABIISIOTCS Yepe3 ONpeAeTeHHBIA Nepruoa. ETo IMTeThHOCTh MOXKET 3aBUCETh
OT HWHIWBUAYAITbHOW UYBCTBUTEIBHOCTH K KHUCIOPOAY, TEMIEPaTyphl W  BIAKHOCTH
OKpYKaloIIel Cpelbl, KOHIEHTPAIMU BO BIBIXaGMOW Ta30BOH CMECH, IMOIIMOHAIBHBIX H
(U3HYECKUX HATPY30K, COCTOSTHUS IICHTPAIBHON HEPBHOM CHCTEMBI U TIP.

Jleuenue

CUMIITOMAaTHYECKOE.

5 ®PAPMAKOJIOTHYECKHUE CBOVICTBA

5.1 ®apmakoanHaMuyecKHe CBOMCTBA
dapMakoTepaneBTUYECKas Tpymma: npoyune JeyeOHble CPeICTBA; METUIIMTHCKIE Ta3bl.

Kong ATX: VO3ANOI

MexaHu3M JIEUCTBUS

OCHOBHBIM MEXaHU3MOM HeﬁCTBHH ABIACTCA BOCCTAHOBJICHME HApPYHICHHOI'O TpaHCIIOpTa
KHCJIopoJa, B IIEPBYHO OYEPCIAb 3a CYUCT IOBBIINICHHUA B KPOBH KHCIOpOJA, CBA3AHHOIO C
reMOTJIOOMHOM. ITO IMPUBOAUT K YBCIMYCHHUIO JOCTaBKHW KHUCIOpOoJda K cepAly, I'OJOBHOMY

MO3Ir'y U ApYT'UM KU3HCHHO Ba’XHBIM OpraHaM.

5.2 PapmakoKkuHeTHYECKHE CBOMCTBA

UyBCTBUTEIBHOCTh ~ COBPEMEHHBIX  (DU3UKO-XMMHYECKHX  METOJOB  (Ta30)KHUKOCTHAS
xpomatorpadusi,  BbICOKOA(h(EKTUBHASs  KUIKOCTHas  Xpomarorpadus, Xpomaro-macc-
CHEKTPOMETpHUsI) HE TMO3BOJSET OLIEHUTh COJEpKAHUE JEHCTBYIOIIETO BeIecTBa Mpernapara
Kucnopon razoo0pa3Hblii MEAUIIMHCKUI B OMOJIOTMUECKUX JKUJIKOCTSIX, OpraHax M TKaHSAX, YTO

ACIACT TCXHUYICCKHU HCBO3MOKHBIM H3YUCHUC (I)apMaKOKI/IHeTI/IKI/I.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1 IlepeyeHb BcIOMOraTe/ibHbIX BellIECTB

OTCyTCTBYIOT.
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6.2 HecoBMecTUMOCTD
He nomyckaeTcss KOHTaKTa KHCIOPOJa C MacjiaMH M JIPYTUMH OPTaHUYCCKHUMH BEIICCTBAMH BO

n30eKaHue B3pPbIBa.

6.3 Cpox rogHocTu (CpOK XpaHeHus1)

18 Mecsiies.

6.4 Oco0ble MepbI NPeIOCTOPOKHOCTH NIPH XPAHEHUHU
B 3aIIII/IIIIéHHOM oT BOSHGﬁCTBHﬂ COJIHEYHBIX nyqeﬁ MECTC, BAAJIM OT OI'HA W HCTOYHUKOB
Harpesa npu temnepatype ot —50 qo +50 °C. He monmyckaercsi HCIIOJIb30BaHWE HECOBMECTUMBIX

C KHUCJIOPOJAOM Maceil U CMAa304YHbIX MaTCpHaIOB.

6.5 Xapakrep M cojep:kaHHMe NMEPBUYHOI YNAKOBKHU W ClleHMAJIbHOE 000pYyIOBaHUE s
HCI0J1L30BaHNsl, BBEeAEHUS MM MMILIAHTAIIMU

0,156 M® B 6ayutoHe BMecTUMOCTBIO 1 M°.

0,312 M B GaJUTOHE BMECTUMOCTBIO 2 IM°.

0,468 M B GaJUTOHE BMECTUMOCTBIO 3 M°.

0,78 M° B GaJUTOHE BMECTHMOCTBIO 5 IM°.

1,56 M° B GayutoHe BMecTHMOCTBI0 10 v,

3,12 M° B GayutoHEe BMECTHMOCTBIO 20 1m°,

6,24 M° B GayutoHe BMeCTHMOCTBIO 40 v,

OO0BEM collep>)KUMOT0 YIIAKOBKHU MPUBEJICH 7S YCIOBHIA: n30bITOuHOE AaBinenue 14,7 + 0,5 MIla
(150 £ 5 xrc/cm?), Temneparypa 20 °C.

Hcnonb3yroT OaioHbl CTalbHBIE OECHIOBHBIE TOIXYOOr0 IBETa C HAHECEHHOW MO OKPYKHOCTHU
HaJIUCHIO YepHOTO I1BeTa «KHUCmopoa MeTUIIMHCKUT.

bannonsr 000pyAyIOT BEHTHIIEM U YCTPOWCTBOM KOHTPOJISI TIEPBOTO BCKPBITHS B KOMIUIEKTE C
JINCTKOM-BKJIA IBIIIIEM.

ITon ceprueckoii acThio 6aIIOHA KPEMAT ITUKETKY U3 OyMaru 3THKETOYHOM.

6.6 OcoOble Mepbl TNPEIOCTOPOKHOCTH TNPH  YHUYTOKEHHMH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WJIH OTX0A0B, TMOJYYEHHbIX TOCJde NPHUMEHEeHUs!

JIEKAPCTBEHHOI0 NMpenapara u Apyrue MaHUIYJISIHM C PenapaTomM
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Bbannons! sBisiroTcs Bo3BpaTHOHM Tapoi. Ilokymarens o0si3aH BEpHYTh MOPOXKHHE OaJUIOHBI C
KOJIIIaKaMM, HE€ IPOCPOYCHHBIEC, HCIPABHBIE, C OCTAaTOYHBIM JaBJICHUEM KHUCJIOPOJa

MCIHUIIMHCKOTI'O.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YOCTOBEPEHUSA
Poccuiickas @enepanns

[Ty6nuunoe aknmonepHoe 061mecTBo «Akpon» (ITAO «Akpon»).
173012, HoBroposckas 00:1., r. Benukuit HoBropos.

Tenedon: 8 (8162) 99-66-56

AJipec 3J71eKTpOHHO# mouThl: izadvorneva@vnov.acron.ru

7.1. IlpeacraBure/ib AepKaTe/si PerHCTPALHOHHOIO YAOCTOBEPEHUS

IIperen3un morpedUTENed HAPABIISITE IO aAPECY:

Poccniickas @enepanns

[Ty6nuunoe aknmonepHoe 061mmecTBo «AkpoH» (ITAO «AKpon»).
173012, HoBroposckas 06:1., r. Beaukuit HoBropog.

Tenedon: 8 (8162) 99-62-54

Anpec snekrponHoit moutsl: dispet@vnov.acron.ru

8. HOMEP PET'UCTPAIITMOHHOI'O YAOCTOBEPEHUA

9, TATA MEPBUYHOM PETUCTPALIMM (MOATBEPKIEHUS

PETUCTPAIIUU, HIEPEPETUCTPALINN)

Jlata nepBoii perucTpaiuu:

10. JATA IIEPECMOTPA TEKCTA

OOmiast XxapakTepuCTHKa JEKapCTBEHHOro mpenapara Kuciopoa MemuiMHCKUNA ra3000pa3HbIit
JOCTyIHa Ha HH(OpPMaIMOHHOM mopTane EBpa3uiickoro HSKOHOMHMYECKOIO COK3a B

MH(POPMaIMOHHO-KOMMYHUKALMOHHOM cetn «HTepHeT»: http://eec.eaeunion.org/
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