ot 30.07.2024 N= 15643

OBIIAS XAPAKTEPUCTHUKA JEKAPCTBERHOTO-IPEITAPATA

COOTBETCTEYET ZKCNEPTHOMY OTUETY

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Kucnopos razoo0pa3Hbiit MEAUITUHCKHMA, Ta3 METUIIMHCKUHN CKATBIN.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBINA COCTAB

HeticTBytomee BemecTBo: kuciopon - 100 %

3. JIEKAPCTBEHHASA ®OPMA

I'a3 MeguIMHCKUI CKATBIN.
BecuBeTHsIll ra3 0e3 3amaxa.

4. KIMHUYECKHUE JAHHBIE

4.1. IMoka3zanusi K NPUMEHEHH IO

Kucnopon ra3000pa3Hblii METUITMHCKUI MTOKa3aH K MPUMEHEHHIO Y B3pOCibIX U neteit ot 0 1o 18
JIeT.

Paznuunbie 3a001eBaHus, COMPOBOKIAOIINECS THITOKCUEH:

e 3a00JICBaHUS OpPraHOB JAbIXaHUsA (B T.4. ITHEBMOHHS, OpOHXHMaJbHAs acTMa), CEpIACUHO-
COCYAMCTOM CUCTEMBI (B T.4. XpOHUYECKAsI CepAeUHAsI HEAOCTATOYHOCTh, KOJIIATIC, ApUTMUHU, OTEK
JIETKHX);

® OTpaBJCHHE OKCHJIOM YIJIepOJ]a, CHHIIbHON KHUCIOTOM, YAYIIAIOIIUMU BellecTBaMu (B T.U.
XJI0p, ocren);

e ocnabneHue IbIXaHUS B TOCTEONEPAlMOHHOM TEPHUOAE; HWIIEMHs HUXHHX KOHEUHOCTEH,
TpaBMbl KOHEYHOCTEH; COCYTUCTHIE 3a00JI€BaHUS TOJIOBHOTO MO3Ta;

e runepOapuyecKkas OKCHUreHanus (Omeparuud Ha CepAle H JIETKUX, PEKOHCTPYKTHUBHBIC
oTiepaIuy Ha opraHax skeixyaouHo-kuiednoro tpakta (KKT), nHTOoKCHKaIus, aHeMus, SI3BeHHas
0ome3Hb Kenyaka U 12-mepcTHOM KUIIKH, XPOHUYECKUN TeaTuT);

° TUTIOKCUTEpanus (WimeMuueckass Oo0JIe3Hb Cepjilla, apTepuaibHas TUIEPTEH3U,
3aboneBanus JKKT, actenms, nenpeccusi, TOBBIINICHHAs YTOMIISIEMOCTh, COCTOSIHHE IIOCIIEe
Jy4E€BOU Tepanum).

4.2. PexxuM n103upoBaHus M CIOCO0 MPUMEHEHHS
Pexum n03upoBanus

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

[Tpu ocnaGneHUM AbIXaHUS B OCIEONEPAIIMIOHHOM MEPUO/Ie, IPH OTPABJICHUSIX, HHTOKCUKAIIUIX
ucnonb3yroT 100 % KUCIOPOT UM CMECh C YTIIEKUCIOTOH.

Pexum 10o3upoBaHus BO BCEX BO3PACTHBIX IPYIIax, KpOME HOBOPOXKICHHBIX, COBMAAaeT (CM.
noapasnen «Jletny).

I[JISI BBCACHHA KHCJIOPOJa B BBICOKHMX MW HHU3KHUX KOHIOCHTpALUAX IIPUMCHACTCA pa3Has
arraparypa. MuHuMmaiabHas KOHIOCHTpalug KUCJI0pOJa HC JOJI?KHA 6LITI> HUIKC €ro COACPIKAHUA B
atmocheprom Bozmyxe (20,9 %).

Cucrembl ISl MHTQISIUH ¢ (QUKCUPOBAHHON KOHIEHTpAIMeld Kuciopona (HE3aBHCUMO OT
JIBIXAaTeIbHBIX MOIMBITOK MAIlMEHTAa): BBICOKOMOTOYHBIC - MAcKH, OOECHEeUMBAIONIME MOJAdy
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KHCJIOPOJa C BBICOKON CKOPOCTBIO MOTOKA; HU3 OHOTOqﬁﬂQ ;M%ﬁgﬂh@&hg Eo'#r%tl B

JIAHHBIX CHUCTEMAaX KOHLIEHTpAIMs KUCIOPO/ia 3a/1a€TCS BPauyoM.

Cuctembl Il UHTAISAUK, 00ecleunBaroue Mojaady pa3jIuyHOM KOHLEHTpAlUu KUCIopoaa (B
3aBUCHUMOCTH OT CHJIBI BJOXa IMAalMeHTa): 0e3 PelUpKYyISUU - KAaTeTepbl M KaHIOIU; C
PEIUPKYISIIUCH - KHUCIOPOJHBbIE MacKu. JlaHHBIE CHCTEMBI pa0OTalOT TOJIBKO B YCIOBHSIX
CaMOCTOSITENIbHOTO JIbIXaHMs MAllMeHTa, KOTOPbIM BIbIXaeT razoByr cmech. ConepikaHue
KHCIIOpOJIa B Ta3oBOM cMecu OyJeT 3aBHUCETh OT COCTOSHHUSA MalMeHTa W HCIOJIb3yeMOro
YCTpOICTBA.

OcoOble rpynmnel NaueHToB

Iayuenmul nodcuno2o eospacma

VY NOXHUIBIX TMAlUEHTOB C XPOHMYECKUM OPOHXMTOM BibIXaeMasi KOHLEHTpAIMs KHCIOPOAa
J0JKHa noBbiaThes Ha 1 % u He npesbiaTth 30 % (4alie Bcero).

['unepOapuyeckas OKCUTeHANNs

[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 Gone3Hu xenyaka u 12-
MEPCTHON KHUIIKU, XPOHUYECKOM TremaTuTe BBOAAT moxa naBieHueM 0,7-1 u30bITOYHOH aTMm.
(ceancamu o 45 MHH); Kypc JieueHus - 15 ceaHcos.

I'unokcurepanus

[IpoBeneHue crnenUaNbHBIX TPEHUPOBOK, NPUBOMALIMX K KHUCIOPOJHOM HEIOCTaTOYHOCTH
(HOpMOOapHUYEeCKON THUIOKCHU) IIyT€M HCIOJIb30BAaHHUA Ta30BBIX CMECeH C IOHMKEHHBIM
COJIepKAHUEM KHCIOpoJa JUIl CO3JIaHUSl HCKYCCTBEHHOW THIIOKCHMM (NIPH HOPMaJIbHOM
aTMOC(EpHOM JaBICHHUH).

eTu
PexxuM no3upoBaHHs y J€Tel COBMAJaeT C PEXUMOM J03UPOBAHUS Ui B3POCIBIX, KpOMe
HOBOPOXK/ICHHBIX.
Y HOBOPOXKJIEHHBIX KOHIICHTPALIMS KHCIOPO/1a BO BABIXaeMOW CMECH HE JIOJKHA TpeBbimath 40 %
(puck pa3BUTHUS PETPOJIEHTAILHON (pulpoIIazun).
Crnoco0 npuMeHeHus

NaransmuonHo.

4.3. IlpoTuBONMOKa3aHMA

['mnepOapuyeckas OKCUTEHAIMs: HaJUMYME MOJOCTEH B JIETKUX, OpOHXOIJIEBPAIbHBIM CBHIIL,
HEKYIMUPOBAaHHBI MTHEBMOTOPAKC; HApYIIEHUE MPOXOJUMOCTH CIYXOBBIX TpPyO0 M KaHAJOB,
COCIMHSAIONINX TPUIATOYHBIC Ta3yXW HOCAa C BHEIIHEW Cpenod; OCTphIE pecupaToOpHBIC
BUPYCHBIE NH(DEKINH; SMUJIETICUS; apTepuaibHasi THIEPTEH3HsI; HOBOOOPa30BaHMSL.

4.4. OcoOble ykazaHusl M Mepbl IPeJOCTOPOKHOCTH PH NPUMEHEHH U
Oco0ble yKkazaHus
Y HOBOPOXIEHHBIX, B CBSA3M C IIOBBIIIEHHBIM DPHUCKOM PpETUHONATHH, HE PEKOMEHIYEeTCs

yBeIMUeHHe NaBIenus kucnopoaa 6omee 0,0817 kre/cm? (0,079 arm.).
C OCTOPOXKHOCTBIO

[Tpu runepbapruecKoil OKCUTEHAITMN: OpOHXHAIbHAS aCTMa, BPOKICHHBIN CPEPOIIUTO3, BEICOKAS
JUXOpajika, HEBPUT 3PUTEIBHOTO HEpBa, WH(PCKIMH BEPXHHUX JIBIXATCIbHBIX ITyTEH,
OEpEeMEHHOCTh, OJIHOBPEMEHHBIN TMpHeM IHCIUIATHHA, JOKCOPYyOWMIIMHA, AuCyIbdupama,
MadeHunIa (MOBBIIICHNE TOKCUYHOCTH JAaHHBIX JIEKAPCTBEHHBIX MPEMapaToB), SMdpu3emMa JeTKuX,
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GapoTpaBma yIeii. (MOCNEOOCBA

4.5. B3aumojeiicTBue ¢ JPYrHMH Je€KAPCTBEHHBIMH MpenapaTtaMd W JApyrue BHJbI
B3aUMO/IelCTBUS

HeobGxomuMo cobmogath OCTOPOKHOCTh TPU  OJHOBPEMEHHOM IpHEME IHMCIUIaTHHA,
JOKCOpyOuIMHa, ucyabpupama, MapeHun a (MOBBIIIEHUE TOKCHYHOCTH JAHHBIX JIEKAPCTBEHHBIX
CPEJICTB).

4.6. DepTUIBHOCTH, 0€PEMEHHOCTh U JAKTAMS

bepemeHHOCTH

B cBsi3u ¢ OTCYTCTBHMEM CHEIHAIBHBIX KIMHUYECKUX HCCIEAOBAHUN BO BpeMs OCpEeMEHHOCTU
mpermapar CleayeT TPUMEHSATh TOJBKO TOIJA, KOTJa TONb3a JUI MarTepd IPEBBIIIACT
MOTCHIMATBHBIA PUCK IS TUTIO/IA U TIO]] HETIOCPEICTBEHHBIM KOHTPOJIEM Bpaya.

Jlakranus

B cBsi3u ¢ OTCyTCTBHEM CHEIHANbHBIX KJIMHUYECKUX UCCIEJOBAHMM TpU TPYIHOM
BCKapMJIMBaHHUM Tpernapar cjieayeT MNPUMEHATh TOJIBKO TOrJa, KOrjaa IMojib3a IJs MaTepu
MPEBBIIIAET MOTEHIIUATBHBIA PUCK A7 peOeHKa U MO HeTIOCPEICTBEHHBIM KOHTPOJIEM Bpaya.

4.7. Bausinue Ha CIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMM CpPeACTBAMM U padorath ¢
MeXaHU3MaMu

B tepaneBTHYeCcKHX 033X KHUCIOPOA Ta3000pa3HbI METUIIMHCKUN HE OKa3bIBA€T BIUSHHE Ha
CHOCOOHOCTh K BBIMOJHEHUIO MMOTEHIMAIBHO ONACHBIX BUAOB JEATEIBHOCTH, TPEOYyIOIUX
MOBBIIIIEHHON KOHLIEHTPAI[MX BHUMAHMSI U OBICTPOTHI ICUXOMOTOPHBIX peaKIuil.

4.8. HexenateJbHble peaKIuu

KpuTtepuu OIlleHKH 4aCTOThI MOOOYHBIX peakifuii: oueHb yacto (> 1/10); wacto (>1/10 - < 1/100);
Heyacto (>1/100 - < 1/1000); peaxo (>1/1000 - < 1/10000); ouens peaxo (< 1/10000); gyactora
HEW3BeCcTHA (HE MOXKET OBITh OIleHEHA Ha OCHOBE MMEIOIITUXCS TAHHBIX ).

C'unepbapuieckas OKCHTeHAITHS:

OHOOKpUHHbBLE HAPYULeHUs]

Yacmoma HeuzsecmHa — TUTIOTITUKEMHUSL.

Hapywenus co cmoponul HepéHoll cucmemul

Yacmoma neuzsecmua - TOI0BHAsE 00JIb, OHEMEHHE TATIBIEB PYK.

Hapywenus co cmoponvl opeana 3penus

Yacmoma neuzsecmua - IpexosAlIee HAPYIICHHE 3PSHUS, YCKOPEHHUE CO3PEBaHMS KaTapaKThl.
Tpasmul, unmoxcukayuu U 0CLOHCHEHUs npoyeoyp

Peoko — ocTpast KUCIIOpoAHAsE MHTOKCUKALUA (CYyJOPOTH, OTEK JIETKHX).

Yacmoma neuzsecmua - 6apoTpaBma yiei (0076 B yxe, TOBPEXKICHUE U pa3phiB OapabaHHOM
NEPENOHKH) U OKOJIOHOCOBBIX Ma3yX.

Obwue Hapywienus u peakyuu 8 mecme 68e0eHuUs

Yacmoma neuzeecmua — yCTajloOCTh.

Kucnoponorepanus:

Hapywenus co cmoponwl cepoya

Yacmoma Heuzsecmua - UIIEMUS] MUOKap/ia y MallMeHTOB, MIEpEeHECIINX HHPAPKT MUOKap/a.
CooOuieHne 0 No103pEeBAEMBIX HEKEJIATEIbHBIX PEaKIusIX

BaxHo coo0mare 0 MOJ03peBAaeMbIX HEXKENATeNbHBIX pEaKUUsAX IOCJIe PEerucTpaluu
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JIEKApCTBEHHOTO IIPeIapara ¢ LelIblo 00ecredeHus Henp%gh;ﬁ:l)@;gf&m]fgwéjéo-g?ﬁﬁiﬂf'élﬁm

«I0JIb3a — PHUCK» JIEKAPCTBEHHOIo mpenapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYETCs
co00IaTh O JIFOOBIX TOJ03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JICKApPCTBEHHOTO Ipernapara
yepe3 HallMOHAIbHBIE CUCTEMbI COOOIIEHUSI O HEXeNaTeIbHbIX PEAKIHUAX TOCYAapCTB — YWICHOB
EBpa3uiickoro 3k0HOMHYECKOTr0 COI03a.

Poccuiickas @enepanus

109074, r. Mocksa, CnaBsiHckas 1., 4, cTp. 1

®denepanbHas ciyx0a 1mo Haa30py B chepe 31paBoOXpaHEHUs

Tenedon: +7 (800) 550 99 03

O71. mouta: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3upoBka

CuMOTOMBI

[Tpu anuTenbHOM U 6€CCUCTEMHOM MPUMEHEHUH BHICOKHMX KOHIIEHTpAluid Kucioposa (cBsiiie 60-
80 %) mpu OonbLIOM MOTOKE (CBBIIIE 6-8 J/MUH) UMEETCSI OMACHOCTh THIEPOKCUTEHAIIMH U KaK
CIECTBUE - OTeKa Jerkux. [Ipm npoAOIKUTENHHOM JEHCTBHHM KHUCIOPOJa pPa3BUBAIOTCS
JEKOMIICHCATOPHBIC ~ PEAKIUU, MPOSBISIOMUECS (DYHKIMOHAIBHBIMU W CTPYKTYPHBIMHU
HApYIICHUSMH B Pa3lIMYHBIX CHCTEMax M opraHax. [IpW3HAKu KHUCIOPOJHOW HHTOKCHKAIIUU
MOSIBJISIFOTCSL  Yepe3  OMpPENEICHHBIH mepuoa. Ero UmMTEeIhbHOCTH MOXKET 3aBUCETh OT
WHWBUIYAILHON YyBCTBHTEIHLHOCTH K KHCIIOPOAY, TEMIEPATYPhI U BIIAXXHOCTU OKPYKAIOIIEH
Cpelbl, KOHIIEHTPAIIMU BO BIBIXaeMOU T'a30BOM CMECH, SIMOIIMOHANBHBIX U (PU3UYECKUX HArpy3o0K,
COCTOSTHUS IIEHTPATbHON HEPBHOM CHCTEMBI H TIP.

Jleuenue

CumnrTomMaTH4ecKoe.

5. ®APMAKOJOTMYECKHUE CBOMCTBA

5.1. ®apmakoaiuHAMH4YeCKHe CBOICTBA

dapmakoTepaneBTHUECKas IpyIia: npoyue jedeOHble CpeaCcTBa; METUIIUTHCKHE T'a3bl.

Koxg ATX: VO3ANO1

Mexanusm jieicTBus U dapMakouHaMuyecke 3 heKTh

ITpOTHBOTUIIOKCUYECKOE CPEACTBO, 3HAUYUTENIBHO YIyUlIaeT KUCIOPOAHOE HACBIILIEHUE TKaHEH U
reMO/IMHAMUKY, 3aIlMIIAaeT TOJIOBHOI MO3T OT rTHNoKcud. OKa3bIBaeT METa0OINUECKOE ACHCTBHE.

B YCII0OBUAX HOpMO6apI/I‘—IeCKOI71 THUITIOKCHH ITOBBIIIIACT YCTOﬁQHBOCTB opraHu3Ma K SHIOTCHHBIM U
9K30I'CHHBIM ITaTOJOTHYCCKUM q)aKTopaM.

5.2. dapmakoKMHeTHYeCKHe CBOICTBA
He npumennmo.

5.3. laHHbIe TOKJIUHUYECKOH 0€30MaCHOCTH
He npumenumo.

6. ®APMAIIEBTHUECKHE CBOMCTBA
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(NOCNEOQCBATENBEHOCTL 0001)

6.1. IlepeueHb BcIOMOraTeJbHbBIX BelleCTB

OTCyTCTBYIOT.

6.2. HecoBMecTHUMOCTH
He momyckaercss KOHTakT KUCJIOpOAa C MaclaMU U APYTUMHU OPTaHUYECKUMH BEIIECTBAMHU BO
n30eKaHUe B3PHIBA.

6.3. Cpok rogHoctu (CpoK XpaHeHHs1)
18 mecsues.

6.4. Oco0ble Mepbl MPeIOCTOPOKHOCTH TPU XPAaHEHUH

XpaHUTh B CYXOM OTJEIbHOM IIOMELIEHHWH WM Ha OTKPBITHIX IUIOLIA/JKaX IO/ HAaBECOM,
3alIUIIEHHBIX OT aTMOC(EPHBIX OCAJAKOB M MPSMBIX COJHEYHBIX JTydel, BJAIN OT MCTOYHUKOB
OTOILUIEHUS U UCTOYHMKOB OTKPBITOTO OTHs npu Temmneparype ot munyc 50 °C go 50 °C.

6.5. Xapaxkrep u coaep:kaHHe NePBUYHOI YIIAKOBKH

0,156 M° B GaJIOHE BMECTHMOCTBIO 1 M°.

0,312 M® B GaIOHE BMECTUMOCTBIO 2 IM°.

0,78 M® B GaiTOHE BMECTHMOCTBIO 5 M°.

1,56 M® B 6aitone BMecTumocThio 10 mve.

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

7,80 M° B GaytoHe BMeCTUMOCTBIO 50 mM°.

O0beM coIepKUMOTO YNaKOBKM TPUBEACH IS YCJIOBMii: H30bITouHOE naBineHnue 14,7 Mlla
(150 xrc/cm?), Temneparypa 20 °C.

Hcnons3ytoT 0ajioHbl CTalbHBIE OECIIOBHBIE TOJIyOOTO IIBETa C HAHECEHHOHM MO OKPYKHOCTHU
HAAMKUCHIO YepHOTo 11BeTa «Kucmopoa MeauIIMHCKUI.

bamionsr 000pyayIOT BEHTHJIEM W YCTPOWCTBOM KOHTPOJIS TIEPBOTO BCKPBITUS B KOMIUICKTE C
WHCTPYKIIUEH TI0 MEAMIIMHCKOMY TIPUMEHEHHUIO.

Ha 6annon HaHOCHUTCS (IPUKPETIISETCS) STUKETKA.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH NPH YHMYTOXKEHHMH HMCHOJB30BAHHOIO
JICKApCTBEHHOI0 Npenapara MJIH  OTXOA0B, TMOJYYEHHBIX IOCJAe NPHMEHEHUs!
JIEKAPCTBEHHOI0 Npenapara u Apyrue MaHUIYJISILMH € MIPenapaToM

Bamnons! sBisitoTcs Bo3BpaTHOM Tapoil. [lokymaTtens o0s3aH BepHYTh MOPOXKHHE OAIOHBI C
KOJIMIaKaMH, HE TMPOCPOYECHHBIE, HCIPABHbIE, C OCTATOYHBIM JaBJIEHHEM KHCJIOpOJa
MEAUIIMHCKOTO.

1. JAEPXKXATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

000 «Texnopecypc»

398026, Jlunteuikast 00:1., r. JIumenk, yn. um. baymana, n. 299b.
Ten./dakc 8-4742-229822, 8-910-742-74-59.

7. nouTa: techgaz48@mail.ru

7.1. IlpencraBuTe/ib AepiKaTessi periCTPALMOHHOIO YAOCTOBEPEHHS
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IIpeTensun noTpeGuTeE HAMPABIATE 110 AIPEY: (MOCHEAOBATENBHOCTS 0001)

Poccniickas @enepanvs

00O «TexHopecypc»

398026, Jlunenikas 061., r. Jlunenk, yin. um. baymana, 1. 299b.
Ten./akc 8-4742-229822, 8-910-742-74-59.

1. moura: techgaz48@mail.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHMUSA

9. JATA NEPBUYHONU PEIACTPALIMU (HOJATBEPXKJIEHUA
PETUCTPALIMMU, IEPEPETUCTPALIUN)

Jlara nepBoii peructpanuu:

10. JATA HNEPECMOTPA TEKCTA

OO0mias xapakTepucTHUKa JIEKapCTBEHHOTO Tpernapara Kuciopon razooOpa3Hbii MEIUITMHCKHM,
JIOCTyriHa Ha HMH(MOPMAIIMOHHOM TopTaie EBpa3suiickoro 9SKOHOMHYECKOTO COH3a B
nH()OpPMAIIMOHHO-KOMMYHHUKaIMOHHO# cetn «VHTepHeT http://eec.eaeunion.org/
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