COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 28.07.2023 N= 14401
(NOCNEQCBATENEHOCTE 0003)

OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1 HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Kucnopon ra3z megurnunckuii, 100 %, ra3 MeTUIIMHCKUN CKATBINA

2 KAUECTBEHHbIN U KOJIMYECTBEHHBIN COCTAB
JeiictByromee BemectBo: kuciaopo — 100 %.

Kasxipiit 6aJ10H BMECTHMOCTBIO 1 iv° conepxut 100 % kucnopona.
Kasxipiit 6aJI0OH BMECTHMOCTBIO 2 IM° conepxut 100 % kucnopona.
Kask/iplit 6a1I0H BMECTHMOCTBIO 5 aM° cozepkuT 100 % Kkncnoposa.
Kaskptit 6amion BMectuMocThio 10 v comepsxut 100 % kucnopoa.
Kasx bt 6a/U10H BMeCTUMOCTBIO 40 1M° coaepxut 100 % kucnopona.

Kasx1p1it 6aJU10H BMECTUMOCTBIO 50 1M° conepxut 100 % kucmopona.

3 JIEKAPCTBEHHASI ®OPMA
I'a3 MemuIIMHCKHUH CXKATEIN.

BecuBerHsIll ra3 6e3 3amaxa.

4 KIMHUYECKHUE JAHHBIE

4.1 Iloxkazanusi K NpUMEHEHUI0

Kucnoponx ra3 MeaMIMHCKUM TOKa3aH K NPUMEHEHHIO MpPU Pa3IUYHBIX 3a00JIeBaHUsX,
COIPOBOKAAIOIINXCS TUITOKCUEH, Y B3pOCIBIX U ieTel B Bo3pacte oT 0 10 18 ner:

— 3a0osieBaHUsl  OpraHoB  JbIXaHus (B T.4. IHEBMOHHS, OpOHXHaJbHAs acTMma),
CEpJICYHO-COCYIUCTON CUCTEMBI (B T.4. XpOHHYECKasl cepJedHas HeAOCTaTOYHOCTb, KOJUIAIC,
apUTMUHU, OTEK JIETKUX);

— OTpaBJ€HHME OKCHUJIOM YIJIEpOJa, CHHHIJIBHOM KHCJIOTOM, YAYIIAIOIIMMU BeEleCTBAMU
(B T.4. xJ10p, (hoCcTEH);

- ocja0JieHue AbIXaHW B IIOCJICONCPAIUOHHOM IIEPHUOIC,

HIIEMHA HUXXHUX KOHG‘-IHOCTCI\/'I, TPaBMbI KOHeqHOCTGﬁ;
- COCYIHCTBIC 3a00JIeBaHUsI TOJIOBHOI'O MO3ra,

— runepbapuyeckasi OKCHUTEHAIUs (OMepaldyd Ha CepAlle M JETKUX, PEeKOHCTPYKTHUBHBIC

omepanuu Ha opraHax okemxygoyHo-kumedHoro Ttpakta (JKKT), wuHTOKCHKamwms, aHeMus,
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— TUINOKCHUTepamnus (MmeMuueckas OoOJie3Hb  Cepila, apTepuaibHas  TUIEPTEH3HS,
3aboneBanus JKKT, acrteHus, aenpeccusi, MOBBIIIEHHAsS YTOMJISIEMOCTb, COCTOSIHUE IIOCIIE

Jy4eBOU Tepamnun).

4.2 Pe:xxum 103MPOBAHUSA U CIIOCOO NPUMEHEHMsI

PexxuM J103upoBaHus

Wuransimonno, B kormneHTpamnun 40 — 60 %, B cMecu ¢ BO3J1yXOM, B KOTU4ecTBe 4 — 5 J1/MUH.
[Tpu ocnabneHun JbIXaHUS B [IOCIEONEPALMOHHOM MIEPUOJIE, IIPU OTPABICHUSIX, MHTOKCUKALIUAX
ucnoab3ytoT 100 % kuciopos UM cMech ¢ YIIIEKUCIOTOM.

PexxumM 103upoBaHUS BO BCEX BO3PACTHBIX TpyIIax, KpoMEe HOBOPOXKAECHHBIX, COBIAIACT (CM.
noapazaen «lertn»)..

JUis BBeIEHHMsI KHUCIOpOJAa B BBICOKMX W HHU3KMX KOHIIGHTpALUsAX IPUMEHSETCS paszHas
annaparypa. MUHMMaibHas KOHLEHTpALMsl KUCIOPOJa He JOJDKHA OBbITh HUXKE €ro COAEpIKaHUs
B atMocheproMm Bozyxe (20,9 %).

Cucrembl Ui MHTaIAOUU ¢ (UKCUPOBAHHON KOHIIGHTpaluedl Kuciaopoaa (HE3aBHCUMO OT
JIbIXaTeIbHBIX IONBITOK IAlMEHTa): BBICOKOIOTOYHBIE - MAacKH, O00eCHeuMBarolue Iojady
KHCJIOPO/ia C BBICOKOW CKOPOCTBIO MOTOKA; HU3KOMOTOYHbIE - aHECTE3MOJIOTHYECKHE KOHTYPHI.
B naHHBIX crcTeMax KOHIIEHTPAIHS KHCIOPOa 3a/1aeTCs BPAUOM.

CucTeMbl JUTsl MHTAJSIANA, 00ECTIEYNBAIOIIIE [T0/1a4y Pa3IMYHONW KOHIIEHTPAIMK KHciIopoaa (B
3aBHCUMOCTH OT CWJIbl BJOXa MalMeHTa): 0e3 pEeUUpKYyISIMUM - KaTeTepbl U KaHIOIH; C
PELUPKYJISIMEeNH - KUCIOpOJAHblE MAackH. JlaHHBIE cUCTeMbl PabOTAIOT TOJBKO B YCIOBHUSAX
CaMOCTOSITENIFHOTO JIBIXaHUS TAIMeHTa, KOTOPBI BIBIXaeT Ta3oByl0 cMmech. ComepxaHue
KHCJIOpO/ia B Ta30BOW CMecH OyleT 3aBHCETh OT COCTOSHHS MAaIlieHTa W HCIIOJIb3YeMOTo
YCTPOMCTBA.

Oco0bIe I'pynnbl HJaMCHTOB

Tlayuenmul nosxcunoeo so3pacma
VYV NOXWIBIX TAIMEHTOB C XPOHWYECKMM OpPOHXHTOM BJbIXaeMasi KOHIICHTpAIHsl KHUCIOpoaa
JOJKHA MoBBIMATECS Ha 1 % u He mpeBbimath 30 % (Jaiie Bcero).

FI/IHCD6E[DI/I‘-ICCK8.$I OKCHUI'CHAUA: TPOLUCAYPY IMMPOBOAAT B CIHCHHUAJIBHBIX 6ap0KaMepax, JJIsA

TEPaNeBTUUECKUX LIeJIEN UCTIOIb3YIOT anmnaparsl (0OJHOMECTHbIE KaMephl), CO3/1AI0IINE AABJICHUE
kucimopoma 1,2 — 1,6 — 2 arm. IlpoBomsar 1 ceanc B menp (40 — 60 wmwuH), Kypc
neuennst — 8 — 10 ceancoB. Ilpu s3BeHHOW OO0JIe3HW >Kemyaka W 12-TIEPCTHOM KHIIKH,
XpPOHMYECKOM TemaTutre BBOAAT mnoj pAasineHueM 0,7 — 1 u30bITOYHOM arMm. (ceaHcamu

1o 45 MuH); Kypc JiedeHus — 15 ceaHcos.
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I'MnokcuTepanus: HpoBeJeHHE cHeluatbHelY| TpeHupdsok, | ipusoiimitic Hid e iopoiinoit

HEIOCTaTOYHOCTH (HOPMOOApUYECKOl THMIOKCHM) IYTEM HCIOJIb30BaHUS Ta30BBIX CMeEced ¢
HNOHIDKEHHBIM ~ COZIEpP’KaHMEM KHCJIOpoJa JUIsl CO3[JaHWsl HMCKYCCTBEHHOW THIOKCUHU (IpU
HOPMaJIEHOM aTMOC(EPHOM JIaBICHHUN).

eTu
Pexxum no3upoBaHMs y JAeTell COBIAAAET C PEKUMOM JO3MPOBAHUS IS B3POCIBIX, KpOMeE
HOBOPOX/ICHHBIX.
Y HOBOPOKAEHHBIX KOHIEHTPALMs KHUCIOpOJa BO BIBIXaEMOI CMecH HE JOJDKHA IPEBHIATH
40 % (pucK pa3BUTHS PETPOJICHTAIBHON PuOpOIIA3nN).

Cnoco0 nnpuMeHeHus

NuransmuonHo.

4.3 [IlpoTuBOoNOKa3aHuUs

['umepbapuyeckasl OKCHIEHAIUs: HAIMYUE TIOJOCTEH B JIETKHX, OPOHXOIUICBPAIBHBIN CBHIIIL,
HEKYIUPOBAaHHBIN ITHEBMOTOPAKC; HAPYIICHHE MPOXOJAUMOCTH CIYXOBBIX TpyO W KaHAJIOB,
COCJMHSIONIMX TPUAATOYHBIC IMa3yXW HOCAa C BHENIHEH CPENoi; OCTphIC pPECHUpaTOpPHBIC

BUPYCHBIE HH(DEKINH; SMUICTICHUS; apTepHalibHas TUIIEPTECH3H; HOBOOOPa30BaHHUSL.

4.4 OcoOble yka3aHusi 1 Mepbl MPeI0CTOPOKHOCTH NMPHU NPMMEHeHUH

C 0CTOPO’KHOCTBIO

[Ipu runepOapuyueckoil OKCUTEHALMU: OpOHXHMAlbHAs acTMa, BPOXKICHHBIM CQEepoIHTO3,
BBICOKAsl JINXOPAaJIKa, HEBPUT 3PHUTEILHOTO HEpBa, WH(MEKIIMU BEPXHUX JBIXaTEIbHBIX MYyTEH,
OCpEeMEHHOCTh, OJHOBPEMEHHBIM TMpUEM IHCIUIATUHA, JOKCOPYOMIIMHA, AHUCYyIb(upama,
MadeHuaa (MOBBIIEHUE TOKCHMYHOCTH JAHHBIX JIEKAPCTBEHHBIX IIpemapaToB), sMduszema
JIeTKHX, 6apoTpaBma yIiei.

emu

Y HOBOPOXICHHBIX, B CBS3M C TMIOBBIIIICHHBIM pHUCKOM pPa3BUTHS PETHHONATHH, HE

peKOMeHTyeTCsl yBeTMUeH e JaBIenHus kucnoponaa 6onee 0,0817 krc/em? (0,079 atm).

4.5 BzaumopeiictBue ¢ JAPYIMMHM JICKADCTBEHHBIMH IIpenaparaMd M Jpyrue BH/bI
B3aUMO/eiCTBUA

HeoGxomuMo  cobmtofaTe  OCTOPOXKHOCTH MPH  OAHOBPEMEHHOM TpUEMe LUCIUIATHHA,
JIoKcopyOuimHa,  aucynbpupama, MadeHuga  (MOBBIIIEHHE  TOKCHYHOCTH  JaHHBIX

JIEKapCTBEHHBIX CPE/ICTB).
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4.6 ®epTHILHOCTH, 6EPEMEHHOCTH M JIAKTAMS (MOCNEOCBATENEHOCTE 0003)

HccnenoBanust BO BpeMsi OEpeMEHHOCTH M B TEPHOJ TPYAHOTO BCKApMIIMBAaHUS He
OpoBOIWINCE. B cBs3u ¢ 3TUM, mpemnapar ciieAyeT NPUMEHsTh, KOrja I0Jib3a Ul MaTepu
IPEBBIIACT MOTEHUHUAIBHBIH PUCK A IUIOJA W/MIM peOeHKa U IO0J HEeMOCPEICTBEHHBIM

KOHTPOJICM Bpaya.

4.7 BausiHMe HA CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBLIMHM CpPeACTBAMH M Ppadorath ¢
MeXaHU3MaMHu

B TCPAINICBTUYCCKUX 03aX KI/ICHOpOI[ ras MGI[I/II_[I/IHCKI/Iﬁ HC OKa3bIBACT BJIUSIHUA HA CHOCOGHOCTL
K BBIIIOJIHCEHUIO ITOTCHIHMAJIBHO OIIACHBIX BHUIOB ACATCIBHOCTH, Tpe6y101111/1x IMOBEIIIICHHOU

KOHICHTPpAIWKW BHUMAHHA U 6BICTpOTLI IICUXOMOTOPHBIX peaKHHﬁ.

4.8 HexkesiaTeJIbHbIE peaKIIuu

PesroMe HexxenaTeabHbBIX PEAKIIU

['nnepbapuyeckas OKCUIe€HalMs: THIOTJIMKEMHs, TOJOBHas O0Jib, OHEMEHHME NaJIbLEB PYK,
npexojsiee HapylleHue 3peHus, OaporpaBma ymieid (60ib B yxe, HOBPEXICHHE U pa3phiB
OapabaHHOW TIEPENOHKHM) M OKOJOHOCOBBIX TMa3yX, YCTAJIOCTh, YCKOPEHHE CO3PEBAHUS
KaTapakThl, PEJIKO - OCTpasi KUCIOPOIHAS HUHTOKCUKAIHS (CYIOpPOTH, OTEK JIETKHUX).
Kucnoponorepanus: umemus Muokap/ia y Nalfi€HTOB, IEpeHeCcHINX HHPAPKT MUOKapAa.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIbHbBIX PCAKIINAX

BaxxHo coo0mare 0 TMMOA03peBaeMbIX HEXKENaTeNbHBIX pEaKIUsIX I[OCle pPerucTparuu
JIEKAapCTBEHHOTO TIperapara ¢ IeJIbl0 00€CTeUeHHs] HEMPEPHIBHOTO MOHHTOPUHTA OTHOIIEHUS
MOJIb3bI M PHUCKA JIEKAPCTBEHHOTO IMpernapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHYETCs
coo0IaTe O JIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEaKIUSAX JIEKapCTBEHHOTO Ipernapara
yepe3 HAIMOHAIbHBIE CHUCTEMBl COOOIICHHS O HEXKENAaTeIbHBIX PEaKIUSIX TOCyIapCTB-UJICHOB
OxoHomuueckoro Coro3a.

Poccuiickas @enepanus

®denepanbHas cryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

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

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

®daxc: -

D. moura; pharm@roszdravnadzor.gov.ru

Caitr: https://www.roszdravnadzor.gov.ru
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4.9 Ilepeno3upoBka (NMOCNEOOBATENEHOCTE 0003)

CHMITOMBI

[Ipu gouTenbHOM | OECCHCTEMHOM NIPUMEHEHHMHM BBICOKHMX KOHIIEHTpAIMi KHCIOpoJa
(cBoime 60 — 80 %) mpu OonpiioM MOTOKE (CBbIIE 6 — 8 JI/MUH) HMMEETCS OIMACHOCTb
TUIIEPOKCUTEHALMM M KaK CJIEICTBUE — OTeKa JErkux. [Ipy mpomomKUTENbHOM JEHMCTBUU
KHCIIOPOJ1a Pa3BUBAIOTCS JCKOMIICHCATOPHBIC PEAKIIUU, MPOSBISIFOIIHECS (QYHKIIMOHATBHBIMEA U
CTPYKTYPHBIMH HapYIICHUSMH B Pa3IMUYHBIX CHCTeMaxX W opraHax. [Ipu3Haku KuCIOpPOIHON
WHTOKCHUKAITUHU TIOSIBJISIOTCS Yepe3 ONpeesICHHBIN mepuoa. Ero mmTeasHOCTh MOKET 3aBUCETh
OT UWHIUBUAYAIbHOH UYBCTBUTEIBHOCTH K KHUCJIOPOMY, TEMIEpaTyphl H  BIIAXXHOCTH
OKpYKAIOIIeH Cpelbl, KOHIEHTPAIlMd BO BJBIXa€MOW Ta30BOW CMECH, DMOIMOHAIBHBIX U
bu3nYECKUX Harpy30K, COCTOSIHUS LIEHTPAIbHON HEPBHOM CUCTEMBI U TIP.

Jleuenue

CUMOTOMATHYECKOE.

5 ®APMAKOJOI'MYECKUE CBOMCTBA

5.1 ®apmakoguHaMHYeCKUe CBOMCTBA

®dapmakoTepaneBTUUYECKas IPYIIa: MPovre JIedeOHbIe CPEICTBA; MEAUIIMHCKHE Ta3bl.

Koxg ATX: VO3ANO1

IIpOTUBOrUIIOKCUYECKOE CPEACTBO, 3HAUMTEIBHO YIIYUIAaeT KUCIOPOJAHOE HACHIIEHNE TKAHEN U
TeMOJUHAMUKY, 3allHIlaeT TOJOBHOW MO3T OT runokcuu. OKa3bpiBaeT MeTabOoIu4ecKoe
nerctBue. B ycrmoBusX HOpMOOApUUYECKOW TUIIOKCHH TOBBIIIAET YCTOWYMBOCTH OpPraHU3Ma K

OHAOT'€HHBIM U 3K30I'CHHBIM IIaTOJIOTHYECCKUM (baKTopaM.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1 Ilepeuenb BcmoMorareJibHbIX BellleCTB

OTCyTCTBYIOT.

6.2 HecoBMecTUMOCTH
He nmomyckaeTcsi KOHTaKTa KHCIOPOJa ¢ MacjiaMH M JPYTMMH OPTaHUYECKHMHU BEIIECTBAMHU BO

n30eKaHNe B3pbIBA.

6.3 Cpok rogHocT (CPOK XpaHeHHUs)

18 Mecs1ieB.
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6.4 OcoObie Mepbl NPEeJOCTOPOKHOCTH NIPH XPAHECHUHU
B cyxoMm OTIenbHOM MOMEIIEHHH WIIM Ha OTKPBITHIX IUIOMIAZKaX IO/ HABECOM, 3alHIIAlONIIM
OT aTMOC(EPHBIX OCAIKOB M MPSAMBIX COJHEYHBIX Jydei, BAAIN OT MCTOYHUKOB OTOIUICHUS H

HMCTOYHHKOB OTKPBITOTO OTHS 1pu Temiiepatype ot munyc 50 °C go 50 °C.

6.5 XapakrTep M cojep:kaHHMe NEPBUYHOI YNAKOBKH H ClleNHaJIbHOe 000pYyIOBaHHE /I
HCIO0JIb30BAHNS, BBEACHUS MM MMILIAHTALMHA

0,156 M® B GanoHe BMECTUMOCTBIO 1 1M°.

0,312 m® B 6ajIOHE BMECTUMOCTBIO 2 TMC.

0,78 M® B 6aJUIOHE BMECTUMOCTBIO 5 IMC.

1,56 M° B 6ayutoHE BMECTUMOCTHIO 10 1M°.

6,24 M° B Ga/I0He BMeCTUMOCTBIO 40 M°,

7,8 M° B Ga/I0HE BMECTUMOCTHIO 50 1M°.

O0BEM coepKUMOTO YITAaKOBKH MPUBEACH /I YCIOBUM: n30biTOuHOE napnenue 14,7 + 0,5 Mlla
(150 + 5 xrc/cm?), Temmeparypa 20 °C.

Hcnone3yloT OalyIOHBI  CTalibHbIE  OEcIIOBHBIE roay0oro mBeTa C HAHECEHHOH IO
OKPY>KHOCTH HAIMHUCKIO YepHOTO 1BeTa «KHUCI0pOo1 METUITMHCKIINY.

banionsl 000pyaylOT BEHTHJIEM U YCTPOMCTBOM KOHTPOJISI MEPBOTO BCKPHITHS B KOMIUIEKTE C
WHCTPYKIIMEH M0 MEAUIIMHCKOMY MPUMEHEHHUIO (JINCTKOM-BKJIQIBIIIEM).

[Ton cepruueckoit yacThio OaITIOHA KPEMSAT dTUKETKY U3 OyMaru 3TUKETOYHON WIIM TTUCYEH.

6.6 OcoOble Mepbl NPEeIOCTOPOKHOCTH NPH  YHUYTOKEHHUHM  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpemapara WJIM OTX0J0B, TMOJYYEHHBIX [OCJe NpPUMeHEeHUs:
JIEKAPCTBEHHOI0 Mpenapara Ui padorbl ¢ HUM

bamnons! sBusitoTcst Bo3BpaTHOU Tapoii. [lokymatens 00si3aH BEpHYTh MOPOXKHHUE OATIOHBI C
KOJMakaMy, HE TPOCPOUYCHHBIC, UCIPaBHbIE, C OCTAaTOYHBIM JaBJICHUEM KHCJIOPOaa

MEIUITHHCKOTO.

7. AEP)KATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas @enepanus

Axmmoneproe obmectBo «Kenmoppemmanny (AO «Kengoppemmary).
127018, r. Mocksa, yin. Okta0pbckas, 1. 5, cTp. 8.

Tenedon: 8 (3012) 44-43-40, 8 (3012) 55-19-88

Anpec 35IeKTpOHHOU NoYThL: Ivrz@lvrz.ru
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7.1. Hpe)l(:TaBI/ITe.TIL AepiraTeisi pErMCTPAlMOHHOI0 YI1O0CTOBEPECHUS

[Iperen3zun HOTD66HTCHCﬁ HaIIpaBJIATH I10 aAPECy.

Poccuiickas @enepanus

Axmroneproe obmiectBo «Kenmoppemmann (AO «Kengoppemmariy).
127018, r. Mocksa, yi. Oktsa0pbckasi, 1. 5, cTp. 8.

Tenedon: 8 (3012) 44-43-40, 8 (3012) 55-19-88

AJipec 35IeKTpOHHOM MouThL: lvrz@lvrz.ru

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9, JTATA MEPBUYHOM PETMCTPALIIM (TMIOATBEPKIEHUS
PETMCTPALIMM, IEPEPETUCTPALIUN)

Jlata nepBoii perucTpanuu:

10. IATA IEPECMOTPA TEKCTA
OO0mras xapakTepuCTHKa JIEKapcTBEHHOTo npenapaTta Kucnoposa raz MEIUIIMHCKUNA JOCTYIHA Ha
UHPOPMALIMOHHOM TmopTane EBpa3uiickoro 5KOHOMHYECKOTrO COK3a B HH()OPMALMOHHO-

KOMMYHUKaIMoHHOM cetu « HTepHEeT»: http://eec.eaeunion.org/





