COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 23.05.2025 N2 13033

OBIIASI XAPAKTEPUCTHKA JEKAPCTBEHHOFOATPEIAPAT A 1002)

1 HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Kucnopon ra3o00pa3Hblii METUITMHCKUAN, Ta3 METUITUHCKUHN CIKATHIN

2 KAYECTBEHHBIN 1 KOJTUYECTBEHHBI COCTAB

HeticTBytomee BemectBo: kuciopoa — 100 %.

3 JIEKAPCTBEHHAS ®OPMA
I'a3 MeqUIIMHCKHUI C)KATBIN.

BecuBerHsIil ra3 0e3 3anaxa.

4 KIMHUYECKHUE JAHHBIE

4.1 lloxka3zaHusl K NPUMEHEHUIO

Kucnoponx ra3zoo0pa3Hplii MEOMLUMHCKUN TMOKa3aH K NPUMEHEHHMIO MpPU  PA3IUYHBIX
3a00JIeBaHUAX, COIPOBOXK/IAIOIIMXCS TUIIOKCUEH, y B3pociblX M jered B Bo3pacre oT 0 10
18 ner:

— 3a0oneBaHUsT OpraHoB JbIXaHuWd (B T.4. THEBMOHHSA, OpOHXMaJbHas acTMa),
CEpJICYHO-COCYIUCTON CUCTEMBI (B T.4. XpOHUYECKasl CepJedHas HEeJAO0CTaTOYHOCTh, KOJUIAIIC,
ApUTMHUH, OTEK JIETKUX);

— OTpaBJCHHME OKCHJOM YIJIEPOJA, CHHWIBHOM KHCJIOTOM, YAYIIAIOUIMMH BEIIECTBAMU
(B T.4. xJ10D, (hOoCTEH);

— ocnabyieHue JbIXaHus B TOCJIEONEePalliOHHOM MTEPHOJIE;

—  MIIEMHs HIKHUX KOHEYHOCTEH, TPaBMbl KOHEUHOCTEW;

—  COCyIMCThIe 3a00JI€BaHMs TOJIOBHOTO MO3Ta;

— runepbapuyeckas OKCHreHalus (Omepaldyd Ha CepAlle U JIETKUX, PEKOHCTPYKTHBHBIE
orepanuu Ha opraHax okeaygouyHo-kumeyHoro Ttpakta (KKT), wuHTOKCHKamms, aHemus,
sA3BeHHAas 00JIe3Hb JKeTyJKa U 12-epCcTHON KUILIKU, XpPOHHUYECKU TelaTuT);

— Trunokcurepanus  (uimieMuyeckas — OoJie3Hb  cepAlla, apTepualibHas — TUIEpPTeH3Hs,
3aboneBanus JKKT, acTeHus, nenpeccHs, NOBBIINIEHHAs YTOMIISEMOCTb, COCTOSIHME TIOCIHe

Jy4E€BOU Tepanuu).

4.2 Pe:kuM 103MPOBAaHUS H CIIOCO0 NPUMeEHEHU

PexxuM 103upoBaHus
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WNuransmuonno, B konuentpanuu 40 — 60 %, B ¢Mecu ¢ }ggﬁﬂyix&;l&%mﬁﬁ&hﬁblﬂ; /M.

Y OTYETY

[Ipu ociabneHun abIXaHUs B MOCICONEPALMOHHOM NIEPHOJIE, TPU OTPABIICHUSIX, UHTOKCUKALIUAX
ucnonb3ytoT 100 % KUcIopoa uiam CMeCh C YIJIEKUCIOTOM.

Pexum 1103upoBaHHsS BO BCEX BO3PACTHBIX IpyIIax, KpOME HOBOPOXKICHHBIX, COBHAAAET (cM.
nojapasaen «Jertny)..

Jns BBeAeHUsT KUCIOpOAA B BBICOKMX M HU3KHUX KOHIICHTPALMSIX NPUMEHSETCS pa3Has
anmnaparypa. MuHuManbHasi KOHIEHTpaUs KUCIOPOAa HE JOJHKHA ObITh HUXKE €r0 COIepKaHUs
B atMoc(hepHoM Bozyxe (20,9 %).

CucreMbl JUIsi WHTQISAIANA C (DUKCUPOBAHHOW KOHIIEHTpalued Kuciopoia (HE3aBHCHUMO OT
JIBIXaTEIbHBIX TOMBITOK MAIMEHTAa): BBICOKOTIOTOYHBIE - MAaCKH, OOECIEYMBAIOIIME MOJavy
KHCIIOPOJIa C BBICOKOM CKOPOCTBIO MOTOKA; HU3KOMOTOUYHBIE - aHECTE3UOJIOTMYECKUE KOHTYPHI.
B naHHBIX cucTeMax KOHIEHTPALUS KHUCIOPO/Ia 33JaeTCsl BpAaUOM.

Cuctembl Il UHTAIALMHA, 00CCIICUNBAIOIINE TT0/1aUy PAa3IMYHON KOHLEHTpAIMU KHUCIopoaa (B
3aBUCHUMOCTH OT CHWJIBI BJIOXa ITAIIMEHTA): 03 PEIUpPKYJSAIUU - KaTeTephl M KAHIOIU; C
PELUPKYJISAIUEH - KUCIOpOAHBbIE Macku. JlaHHbIe cHUCTEMBbl PabOTalOT TOJBKO B YCIOBHSIX
CaMOCTOSITENILHOTO JIbIXaHWs NAaIlMeHTa, KOTOPBIA BIbIXaeT Tra3oBylo cMeck. ConepikaHue
KHUCIIOpOJla B Ta30BOM cMecH OyJeT 3aBUCEThb OT COCTOSIHMSI MAallUeHTa M MCIIOJIb3YyEMOTo
YCTPOICTBA.

['unepOapuyeckas OKCHUIeHallMs: TPOLEAypy MPOBOIAT B CIEHHAIBHBIX OapokaMmepax, s

TepaneBTHUECKUX 1eJIeH MCIIONB3YIOT anmnapaThl (OJJHOMECTHBIE KaMephl), CO3/Iat0IINe AaBJICHUE
kucinopopa 1,2 — 1,6 — 2 arm. IlpoBogsar 1 ceanc B genp (40 — 60 wmuH), Kypc
neuennst — 8 — 10 ceancoB. Ilpu s3BeHHOW Oo0JIe3HM >KenyAka W 12-TIEPCTHOM KHIIKH,
XPOHUUYECKOM TemaTute BBOAAT moj pgaBieHueM 0,7 — 1 wu30bITOuHOM aTM. (ceaHcamu
1o 45 MMH); Kypc JieueHus — 15 ceaHcoB.

I'unokcutepanus: MPOBCACHUC CICHHUAIBHBIX TPCHUPOBOK, IIPUBOAAIIHNUX K KHCJ’IOpOI[HOfI

HEJIOCTATOYHOCTH (HOPMOOAPUYECKON THUIIOKCHM) IyTEM HMCIOJIB30BaHMS Ta30BbIX CMeECeil ¢
MOHWKEHHBIM COJIEP)KaHUEM KHUCJIOpOJa [UJIsi CO3/IaHUS HMCKYCCTBEHHOW THUIOKCUM (TpH
HOPMaJTbHOM aTMOC(HEpHOM JaBJICHUN).

Oco0bIe I'pynnbl DaMCHTOB

Tlayuenmul nosxcunoeo so3pacma
VY NOXWIBIX TAIMEHTOB C XPOHWYECKUM OpPOHXMTOM BJbIXaemas KOHIIGHTpAIWs KHCIOPOJa
JOJKHA MoBBIMATECS Ha 1 % u He mpeBbimath 30 % (Jaiie Bcero).
eTH
Pexxum no3upoBaHus y JeTell COBIAJAeT C PEKUMOM JIO3UPOBAHMS JUISI B3POCIBIX, KpOMe

HOBOPOXICHHBIX.
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Y HOBOPOXKIEHHBIX KOHLIEHTpALUs KUCIOPOAa| BO BﬂbﬂﬂgﬁéﬁaﬂégﬁE%%H%Tﬂp%ﬂﬂau

Y OTYETY

40 % (pucK pa3BUTHS PETPOJICHTAIBHON PuOpoOIIa3nn).

Croco0 rIpuMeHeHus

HuranammonHo.

4.3 IIlporuBOoNOKAa3aHUsA

['unepOapuyeckass OKCHIEHANWs: HAJIMYHE TOJOCTCH B JIETKUX, OPOHXOIUICBPAIbHBINA CBUIIL,
HEKYNHUPOBAaHHBIA ITHEBMOTOPAKC; HApPYIICHHE MPOXOJUMOCTH CIYXOBBIX TpyO M KaHAJOB,
COCIUHSIONUX MPHUIATOYHBIC TMA3yXH HOCA C BHEIIHEH Cpefol; OCTphIe pPeCHUpaToOpHbBIE

BUPYCHBIC HH()EKLINY; SMUIICTICUS; apTepHalibHasi TUIIEPTEH3H; HOBOOOPa30BaHMUSL.

4.4 OcoOble yka3aHus U Mepbl NPEI0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

[lpu runepOapuyeckoll OKCHIeHAUWW: OpOHXManbHAas acTMa, BPOXKICHHBIN cdepouuTos,
BBICOKAs JINXOPAJKa, HEBPUT 3pUTEIBHOIO HEpBa, MH(PEKIMHM BEPXHUX JbIXaTEIbHBIX IyTEH,
OepeMEHHOCTh, OJHOBPEMEHHBI IpHEM LMCIUIaTHHA, JOKCOpYOMIMHA, JucCyibpupama,
MadeHnga (MOBBIIIEHHE TOKCUYHOCTH JAaHHBIX JIEKAPCTBEHHBIX IIpPEraparoB), 3Mduzema
JIETKUX, OapoTpaBma yuiei.

emu

Y HOBOPOXACHHBIX, B CBSA3M C IIOBBIIICHHBIM pUCKOM pPa3BUTUSA pPETUHOINATHH, HE

peKoMeHTyeTcsl yBelMUeH e JaBIenus kucnopoaa 6omee 0,0817 xrc/cm? (0,079 atm).

4.5 B3aumoneiicTBHe ¢ JAPYrMMH JIEKADCTBEHHBIMH IpenaparaMd M Jpyrue BH/bI
B3aUMOAEHCTBUA
He nomyckaercst KOHTaKT KMCIOpOAA C MacjiaMHM M JIPYTMMU OPraHMYECKMMM BEIIECTBAMM, BO

n30exaHue B3pbIBa.

4.6 ®epTHIBHOCTD, 0€PEMEHHOCTD W JAKTALMS

bepemeHnHoCTL

HccrnenoBanuss BO BpeMs OCpEeMEHHOCTH W B TIEPHOJ TPYTHOTO BCKapMIIUBAaHUS HE
TIPOBO/IHITUCE.

JlakTanus

B cBsa3u ¢ atuM, mpemapaT cleAyeT NPHUMEHSATh, KOTJa MOoJib3a JUIsl MaTepu IMPEBHIIMIAeT

MOTEHITMATBHBIA PUCK JIJIS TUIOJA M/WiIH peOeHKa | O] HEMOCPEICTBEHHBIM KOHTPOJIEM Bpaya.
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4.7 BansinMe HA CHOCOGHOCTL YNPABIATH TpaHCHOPTHBLIVGE epencTBam i pabotars ¢

MEXaHU3IMaMH
B TEPANICBTUYCCKUX O03aX KHCIOPOJ Fa3006pa3HBIfI MeI[I/II_II/IHCKI/II‘/'I HE OKa3bhIBACT BJIUAHUSA Ha
CIIOCOOHOCTh K BBIIOJIHEHHIO INOTCHIMAJIBHO OIIaCHBbIX BHIO0B JCATCIBHOCTH, Tpe6y}oumx

MMOBBIIIICHHOM KOHICHTPpAallMU BHUMAHUS U 6LICTpOTBI IICUXOMOTOPHBIX peaKHHﬁ.

4.8 HexxkesaTe/ibHbIe peakmum

Pe3ioMe HexxenaTeIbHbIX PEAKIIUN

['unepOapuyeckass OKCHUTEHAIMSA: THUIOTJIMKEMHs, TOJOBHAs OO0JIb, OHEMEHHE MAJIbLEB pPYK,
npexofsiiee HapylleHue 3peHus, OaporpaBma ymeil (60nb B yxe, HOBPEXKICHHE M pa3pbiB
O6apaOaHHON TNIEpEeNOHKHM) M OKOJOHOCOBBIX Ma3yX, YCTalOCTh, YCKOPEHUE CO3pPEBaHUs
KaTapakThl, PEJIKO - OCTpasi KUCIOPOIHASI MHTOKCUKALUSA (CYA0POTH, OTEK JIETKHX).
Kucnopoporepanus: nieMusi MEOKap/ia y MallieHTOB, IIEPEHECIINX HHDAPKT MUOKap/a.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

Baxxno coo0mate 0 MOAO3peBaeMbIX HEXKENATEeNbHBIX pPEaKIUsAX IOCle pPerucTpanuu
JIEKapCTBEHHOT'O MpernapaTa C IeNbI0 00eCHedeHUs HENPEPHIBHOIO MOHHUTOPUHIA OTHOIICHUS
MOJIb3Bl M PUCKA JICKAPCTBEHHOTO TMpermapaTa. MEIUIMHCKUM pa0OTHHUKAM PEKOMEHIYETCS
CO00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKEIATEIBHBIX PEAKIUSAX JICKApCTBEHHOTO Ipernapara
Yyepe3 HalMOHAIbHBIE CHCTEMBI COOOIICHHSI O HEXKEIATEeIbHBIX PEAKIUAX TOCYIapCTB-UICHOB
OkoHoMuyeckoro Coro3a.

Poccuiickas ®enepanus

®denepanbHas cinyx0a mo Haa30py B chepe 3apaBooxpanenus (PoczapaBruanzop)

Anpec: 109012, Mocksa, CnaBsHCKas 1iomans, 1.4, ctp. 1

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

dakc: -

. moura: pharm@roszdravnadzor.gov.ru

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

4.9 Ilepeno3upoBka

CuMIOTOMBI

[Ipy pouTelbHOM W OECCUCTEMHOM TMPUMEHEHHHM BBICOKMX KOHIICHTpAIUH KHCIOpoJa
(cBeime 60 — 80 %) mpu OonbpIIOM TOTOKE (CBBIIE 6 — 8 JI/MUH) HMMEETCS OIMACHOCTH
TUTNEPOKCUTEHAIIMA W Kak CIeACTBHE — oTeka NErkux. [Ipw mpomomKUTENbHOM AeWCTBUU
KHCJIOPOJIa Pa3BUBAIOTCS JICKOMITICHCATOPHBIC PEAKITUH, MTPOSIBIISIOMNEC (QYHKITUMOHATBHBIMA U

CTPYKTYPHBIMH HapyLIEHUSIMU B Pa3IMYHBIX cHUCTeMaxX W opraHax. [Ipu3Haku KHCIOPOAHOI
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MHTOKCUKALMHU TOSBJISIIOTCS Yepe3 ONPENCIICHHBIN Hepdgﬂ;'ﬁlqﬁﬁaﬁé}[{%ﬁ Mbsker SaBrcers

oT HHI[HBHHyaHBHOﬁ I-I}/BCTBI/ITC.HI:HOCTI/I K KI/ICHOpOI[y, TGMHGpaTypBI 158 BJIAKHOCTHU
OKPY’)KAIOIIEH Cpebl, KOHIICHTPAllUM BO BJIbIXaeMOW Ta30BOH CMECH, SMOIMOHAJIBHBIX U
(GU3UYECKUX HArpy30K, COCTOSIHHS IICHTPATbHON HEPBHOW CHCTEMBI U TIP.

Jleuenne

CUMOTOMATHYECKOE.

5 ®APMAKOJOIT'MYECKUE CBOMCTBA

5.1 ®apmakoguHaMHUYeCKUe CBOMCTBA

®dapMakoTepaneBTUYECKas TPyMIa: Mpoyune JiedeOHbIe CPEeICTBA; MEIUIIMHCKUE Ta3bl.

Koxn ATX: VO3ANO1

[IpOTHBOrUIIOKCUYECKOE CPEACTBO, 3HAUMTEIBHO YIYUIIAET KUCIOPOAHOE HACHIIEHUE TKAHEN U
FeMOJUHAMUKY, 3allUIIaeT TOJIOBHOW MO3T OT Trunokcuu. OKa3bpiBaeT MeTa0OoJIuIecKoe
neiictBue. B ycinoBHUAX HOpMOOApUYECKOW TUIIOKCHUU MOBBIIIAET YCTOMYMBOCTH OpPraHuU3Ma K

OHJOI'CHHBIM U 3K30I'CHHBIM I1aTOJIOTHYCCKHUM (baKTOpaM.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1 IlepeyeHb BcOMoOraTe/ibHbIX BelIECTB

OTCyTCTBYIOT.

6.2 HecoBMecTHMOCTD
He nomyckaetcs KOHTaKTa KUCIOPO/Ia C MacIaMH M IPYTUMH OPTaHUuYeCKHUMHU BEIIECTBAMU BO

n30eKaHNe B3pbIBA.

6.3 Cpok rogHocTu (CPOK XpaHeHHUs)

18 MecsmeB.

6.4 OcoOble MepbI NPEIOCTOPOKHOCTH NIPH XPAHEHHUH
B 3amumiméHHOM OT BO3JEHCTBHSI COJHEYHBIX Jyuyed MecTe, BAAJTM OT OrHS M HCTOYHHKOB
Harpesa npu temneparype ot —50 no +50 °C. He nonmyckaercs UCIOIb30BaHHE HECOBMECTUMBIX

C KHCJIOpOJAOM MacCeI U CMAa304YHbIX MaTCPHUAJIOB.
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6.5 XapakTep U comep:kaHme mepBHuHOi ynakoskul ¥ enéiareioe’ 60pyabBatie’ s

HCI0JIb30BAHUS, BBEICHUS WM HMILIAHTAIIMH
0,156 M° B GaJUIOHE BMECTHMOCTBIO 1 1M°.

0,312 M° B GaJUTOHE BMECTHMOCTBIO 2 JIMC.

0,468 M° B 6a/UIOHE BMECTUMOCTBIO 3 JIM°.

0,78 M° B Ga/IOHE BMECTHMOCTBIO 5 M.

1,56 M° B GayutoHe BMecTUMOCTBIO 10 amS.

3,12 M° B GaJUTOHE BMECTHMOCTBIO 20 aM°.

6,24 M B GasuioHe BMecTHMOCTBIO 40 1M,

O0BEM CcOIep)KUMOTO YITAKOBKU TIPUBEJICH ISl yCIOBHIA: m30bITOuHOE nainenue 14,7 + 0,5 Mlla
(150 + 5 xrc/cm?), Temmeparypa 20 °C.

Hcnone3ytoT OamioHbl CTalbHbIE  OECIIOBHBIC roay0oro IBeTa C HAHECEHHOH IO
OKPY>KHOCTH HAJIMUCKIO0 YepHOro 1BeTa « Kuciopoa MeTUIUMHCKUIR.

bannonsl 000pyayIOT BEHTHJIEM U YCTPOMCTBOM KOHTPOJISI TIEPBOTO BCKPBHITHS B KOMILIEKTE C
JINCTKOM-BKJIA IBIIIIEM,

[Ton cdhepuueckoit yacThio OaJIJIOHA KPENST 3TUKETKY U3 OyMaru 3TUKETOYHON WK MUCYEH.

6.6 OcoOble Mepbl NPeIOCTOPOKHOCTH NPHM  YHHUYTOKEHUHM  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemnaparta WIM OTXO0J0B, TMOJY4YEHHBIX [OCJe NpPUMeHEHUs:
JIEKAPCTBEHHOT'0 NMpenapara ujiu paéoTbl ¢ HUM

bamnons! sBisitoTcst Bo3BpaTHOU Tapoii. [lokynartens o00si3aH BEpHYTHh MOPOXKHHUE OANIOHBI C
KOJIIaKaMH, HE MPOCPOUEHHBIE, UCIpaBHbIE, C OCTATOYHBIM JABJICHUEM KHCIOPOJa

MCIUIIMHCKOIO.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

Poccuiickas ®enepanus

OO0miecTBO ¢  OrpaHUYEHHON  OTBETCTBEHHOCTbIO  ToproBo-TpancnoptHas  Kommanus
«Anbdarazcepsuc-HT» (OOO TTK «Anbdarazcepsuc-HT»)

622016, CeepanoBckasi 00:1., T.0. ropoa Hwkuuit Tarun, r. Hukamii Tarun, yn. KocMoHaBTOB,
I. 31, xB. 9.

Tenedon: 8 (3435) 46-35-01, 8 (953) 050-12-87

AJpec 2IIeKTpOHHON MOYTHI: ags.nt@mail.ru

7.1. IIpeacTaBuTENb AEPKATE/S] PETHCTPAIMOHHOIO YI0CTOBEPEeHUs!

[Iperen3nn norpedUTENEH HAIPABIATH 10 aIPECY:
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Poccuiickas ®enepanus (NMOCNEOOBATENEHOCTE 0002)

OOmectBO € OrpaHMYEeHHONW  OTBETCTBEHHOCThIO  ToproBo-Tpancnoptaas Kommnanwus
«Anbdarazcepsuc-HT» (OOO TTK «Anbdarazcepsuc-HT»)

622016, CeepmiioBckas 00:., r.0. ropoa Hwkuuii Tarw, r. Hwkauii Tarmi, yin. KocMoHaBTOB,
I. 31, xB. 9.

Tenedon: 8 (3435) 46-35-01, 8 (953) 050-12-87

AJpec 37eKTPOHHOM mouThI: ags.nt@mail.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JATA HNEPBUYHOM PEI'’ICTPALIMA (IOATBEPKJIEHUA
PEITICTPALIMU, IIEPEPEI'MCTPALIUN)

JlaTta nepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA
OO0mias xapakTepUCTHKa JIeKapCTBEHHOro mpenapara Kucimoposa razoo0pa3HbIi MEIUIIMHCKUN
JOCTynmHa Ha WHGOPMAIMOHHOM TopTane EBpasuilckoro 5SKOHOMHYECKOTO COl3a B

UH(POPMAaLMOHHO-KOMMYHUKAaLMOHHON ceTH «HTepHeT»: http://eec.eaecunion.org/



