COOTBETCTBYET 2KCNEFPTHOMY OTYETY

ot 08122025 Mz 30420

OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFO IPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Kucnopon ra3o00pa3Hblit METUIIMHCKHIA, Ta3 CIKATBIM.

2. KAUYECTBEHHBIN 1 KOJTUYECTBEHHBIN COCTAB

JlelicTByto11€€ BEIIECTBO: KUCIOPO/I.
Kaskipiit 6aiuion BMecTHMOCTBIO 1 iv° conepxut 0,156 M 100 % KHCIIOPOJA.
Kasxelit 6amion BMectuMocThio 10 av® comepxut 1,56 M3 100 % kuciopona.

Kasxiplit 6aiuton BMecTUMOCThIO 40 avm° COACPXKHUT 6,24 M 100 % KUCIIOpPOAA.

3. JIEKAPCTBEHHAS ®OPMA

T'a3 cxxaTbIi.

BecuserHslii ra3 0e3 3amaxa.

4, KJINMHUYECKHUE JAHHBIE
4.1. IToxa3anust K NPUMEHEHHUIO

Kucnopon razoo0pa3Hblii MEIUIMHCKUN MOKa3aH K IPUMEHEHUIO y B3pocibiX U aeredt ot 0 go 18
JeT.
Paznuunble 3a001€BaHus, CONPOBOXKIAOIINECS TUIIOKCHEH:

e 3a00JIeBaHUS OPTraHOB JbIXaHU (B T.4. THEBMOHHUSI, OpOHXHMANIbHASI aCTMa), CEPAEYHO-COCYTUCTON
CHCTeMBI (B T.4. XpOHUYECKasl cepieyHast HeAOCTaTOUHOCTh, KOJUIAIIC, ApUTMUH, OTEK JIETKUX );

e OTpaBJICHHE OKCHJIOM YIiepo/a, CHHUIBLHOU KUCIOTOM, YAYIIAIOIIUMHU BEIIeCTBaMU (B T.4. XJIOD,
docren);

e ocliadieHue AbIXaHWA B IMMOCJIICONICPALIMOHHOM MEPUOJAC,; NIIEMUA HUKHUX KOHG‘—IHOCTGﬁ, TPaBMbI
KOHC‘-IHOCTGI\/'I; COCYIHUCTBIC 3a00J1eBaHUs TOJIOBHOTO Mo3ra,

e runepbapuyuecKas OKCUreHanus (onepanuy Ha cep/ile U JeTKUX, PeKOHCTPYKTUBHBIE OINEpaliui
Ha opraHax sxenyfaouyHo-kumeyHoro tpakrta (OKKT), mHTOKcHKaius, aHemusl, si3BeHHas OO0JIe3Hb
Kenmyaka v 12-TiepCcTHOM KUIIKK, XPOHUYECKUH renarTur);

L4 THIIOKCUTCPpAIINA (I/IIJ_ICMI/I‘-ICCKaH 00JIe3Hb cepana, apTepruajibHasa runcpTCH3us, 3a00JIeBaHUS
>KKT, ACTCHUSA, ACTIPECCHUs, ITOBBIINICHHAA YTOMIIICMOCTD, COCTOSIHUC ITOCIIC quCBOﬁ TepaHI/II/I).

4.2. Pe:xxuM no3upoBaHus ¥ c10COO MPUMEHEHUS

PexxuM no3upoBaHus

WuaransimonHo, B konneHTpanuu 40-60 %, B cMecu ¢ BO3yXOM, B KOJTHUYECTBE 4-5 JI/MUH.

IIpu ocnaGneHun nbIXaHWs B IOCIEONEPALMOHHOM IEPHUOAE, NPU OTPABICHUAX, MHTOKCHUKAIUAX
ucnob3ytotT 100 % kucioposa uim cMech ¢ yriaeKUCcI0TOM.

Pexxum n03upoBaHMs BO BCEX BO3PACTHBIX TPYIIax, KPOME HOBOPOXKIEHHBIX, COBMAIAET (CM.
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I[HSI BBCACHHA KUCIIOPOJAAa B BBICOKUX W HU3KUX KOHLUCHTpAIHWAX NPUMCHACTCS padHas allaparypa.
MuHuMaJIbHas KOHIICHTPALHMS KUCIOPO/ia He JOJDKHA OBITh HHMYKE €r0 COJACpPIKaHHus B aTMOC(hepHOM
Bozayxe (20,9 %).

Cucrembl IS HMHTAISAIUA € (UKCHPOBAHHOW KOHIIEHTpaIuel Kuciaopoaa (HE3aBUCHMO OT
JBIXATEIbHBIX TOMBITOK TAIIMEHTa): BBICOKOMOTOYHBIE - MACKH, OOECICUMBAIOIIME TOIady
KHCJIOPOJIa C BBICOKOH CKOPOCTBHIO MOTOKA; HU3KOIOTOYHBIE - aHECTE3MOJOTUYECKHE KOHTYpHI. B
JAHHBIX CHCTEMaxX KOHILEHTpAIMsl KHUCIOPO/Ia 33a/1a€TCsl BPAUOM.

Cucrempl Uil MHTIALMU, OOECEeUMBaIONIUE MOAauy Pa3IM4YHON KOHIIEHTpalHuH Kucioponaa (B
3aBUCHMOCTH OT CHJIBI BJIOXa TMAIMeHTa): 03 peUUpKYISAlUd - KaTeTepbl W KaHIOIU; C
PELUPKYISIUel - KUCIOpoaHble Macku. JlaHHbIE CHUCTeMbl pabOTalOT TOJBKO B YCIOBUSX
CaMOCTOATEIILHOTO JAbIXaHUs MAIMEHTa, KOTOPBIM BJIbIXA€T Ia30BYyI0 cMech. CozepkaHue KUCIopoaa
B ra30BoOii cMecH Oy/IeT 3aBHCETh OT COCTOSHUS MAIMeHTa U UCTOJIb3YEeMOI0 YCTPOUCTBA.

QOco0ble rpynibl MalueHTOB

.]]MMCI nooJKcus1020 so3pacma

Y NOXKWIIBIX MAIMEHTOB ¢ XPOHUYECKHM OPOHXHTOM BJBIXaeMasi KOHIICHTPAIHS KHCIOPO/Ia JOJDKHA
noBeimaThes Ha 1 % u He npeBbimath 30 % (darie Bcero).

Funep6apuqecmﬂ OKCcuzceHayus

[Iponienypy mpoBOAAT B CHELMAJIbHBIX Oapokamepax, Uil TEPAaNeBTHUYECKUX LeNed HCHOIb3YIOT
anmapatsl (0THOMECTHBIC KaMephl), CO3/1atolue naBieHue kuciopoaa 1,2 - 1,6 — 2,0 arm. [Iposoasr
1 ceanc B nensb (40-60 mun), Kypc nedenus: 8-10 ceancos. Ilpu s3BeHHOI Oone3Hu xenynka u 12-
MEPCTHON KHIIKH, XPOHUYECKOM rematute BBOAAT moxa aasieHueM 0,7-1,0 u30bITOuHON atwm.
(ceancamu 1o 45 MMH); Kypc JeueHus - 15 ceaHCOoB.

Funoxcumepanuﬂ

[IpoBeneHne croenuanbHBIX TPEHUPOBOK, MPUBOASAIIMX K KHUCIOPOJAHOW HEIOCTAaTOYHOCTH
(HOpMOOapUUeCKOW THUMOKCHUU) TYTeM HCIOJIB30BAaHUSI Ta30BBIX CMeCEd C TOHM)KCHHBIM
coJiep>KaHuEM KHCIIOpO/Ia ISl CO3/JaHHs MCKYCCTBEHHON TUIIOKCHH (TIPU HOpMaJIbHOM aTMOC(hEpPHOM
JTABJICHUN ).

CTH

Pexxum no3upoBaHusi y JET€l COBIAAET C PEXKUMOM JIO3UPOBAHUS I B3POCIBIX, KPOME
HOBOPOXJICHHBIX.

Y HOBOPOXXJICHHBIX KOHIICHTPAIIUS KHCIOPO/a BO BIBIXaeMOW CMECH HE J0oJkHA npeBbimaTh 40 %
(pucK pa3BUTHS PETPOIEHTAILHON QuOpOIIa3zun).

Croco0 nmpuMeHeHs

HMHransimoHHo.
4.3. TIpoTuBomoKa3aHus

I'unepOapuyeckas OKCUTEHAIMs: HaJIM4YUe TIO0JIOCTeH B JIETKUX, OpPOHXOIUIEBPAJIbHBIA CBUII,
HEKYIHPOBAaHHBIM IMHEBMOTOPAKC; HapylUIEHHE MPOXOAUMOCTH CIYXOBBIX TpyO0 M KaHajoB,
COCIMHSIOIUX TPUAATOYHBIE [Ta3yXU HOCA C BHEIIHEW CPENOM; OCTPBIE PECIIUPATOPHBIE BUPYCHBIE
MHGEKIUN; SIIIEIICHS; apTepUaibHas TMIIEPTEH3Us; HOBOOOPAa30BaHMUs.

4.4.  OcoOble ykazaHHsl 1 Mepbl PEJI0CTOPOKHOCTH NPH IPUMEHEHUH

Oco0sle yKa3zaHus
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naBneHns kucaopoaa 6omee 0,0817 krc/cm? (0,079 arm.). He momyckaeTcsi KOHTAKT KHCIOPOA C
MacllaMH U APYTUMH OpPTraHWYECKHMHU BEIIECTBAMH BO H30€x)aHHe B3pbIBa (CcM. 6.2.).

C 0CTOPOKHOCTBIO

[Ipu runepbapuyeckoil OKCUreHaluu: OpOHXHaJbHAs acTMa, BPOXKICHHBIA CPEpOIMTO3, BBICOKAs
JMXOPaJIKa, HEBPUT 3PUTEIBHOTO HEPBA, MH(EKINU BEPXHUX JIbIXaTEIbHBIX IyTeH, OepeMeHHOCTb,
OJTHOBPEMEHHBIM IpHeM IUCIUIaTHHA, JOKCOPYOHMIIMHA, Aucyibpupama, madeHuaa (MOBBHIINICHHE
TOKCHUYHOCTH JJAaHHBIX JIGKAPCTBEHHBIX MPETapaToB), aMpu3ema Jerkux, 6apoTpaBMa yIieu.

45. BzaumojeiicTBue ¢ JAPYIrMMH JIEKADCTBEHHBIMH MNpenapaTamMM W Jpyrue BH/bI
B3aMMO/1elCTBUSA

Kucnopon noBsiaeT TOKCHYHOCTH IUCILIATHHA, TOKCOPYOUIMHA, TUCyabpupama, MadheHuaa.

He nmomyckaercs KOHTaKT KUCIOpOAAa C MacilaMd M APYTUMH OPraHWYECKUMH BEIISCTBAMH, BO
n30exxanue B3pbiBa (cM. 6.2.).

4.6. @epTHIbHOCTH, 0EPEMEHHOCTH U JAKTAIUS

bepemeHHOCTD

B cBs3u ¢ OTCYTCTBHEM CICHHUAJIBHBIX KIMHUYCCKHUX I/ICCJICIIOBaHI/Iﬁ BO BpEMs 6epeMeHHOCTI/I
mnpemnapar CiIeayeT NpuMCEHATb, KOr'Ja I1O0JIb3a AJId MATCPU ITPCBLIIACT HOTeHI_II/IaJ'IBHBII‘/'I PUCK JIA
miioaa v noJ HEMoCpCACTBCHHBIM KOHTPOJIEM Bpada.

JlakTanus

B cBsi3u ¢ OTCYyTCTBHEM CHEIUATBHBIX KIMHUYECKUX HCCIIETOBAHUN TP TPYAHOM BCKapMIIMBAHUU
mpenapar cieayeT MPUMEHSTh, KOT/ia Mojib3a AJii MaTepu MPEBHIIAeT MOTEHIIUAIBHBIN PUCK AJIs
pebeHka 1 Mo HeMOCPEACTBEHHBIM KOHTPOJIEM Bpaya.

4.7. BJausiHMe Ha CNOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMM CpeACTBAMH U padoTaTh ¢
MeXaHUu3MaMH

B TepaneBTHYEeCKUX 032X HE OKA3bIBAET BIUSHUSA HA CIOCOOHOCTH K BHITIOJHEHHUIO MOTCHIIMATHHO
OTACHBIX BUJIOB JEATEIHLHOCTH, TPEOYIOMMNX MOBLIIICHHOW KOHIICHTPAIIMY BHUMAHUS U OBICTPOTHI
TICUXOMOTOPHBIX peakiuii (yrnpaBieHHe TPaHCIOPTHBIMH CPEICTBAMHU, paboTa ¢ JBIKYIIUMUCS
MexaHu3MaMH, paboTa IucreTdyepa U oneparopa).

4.8. HexenarejbHble peakunu

Kputepun orieHKM 4acTOTHI MOOOYHBIX peakmuii: oueHb yacto (> 1/10); wacto (>1/10 - < 1/100);
HedacTo (>1/100 - < 1/1000); peaxo (>1/1000 - < 1/10000); ouens penko (< 1/10000); yactoTa
Hen3BecTHa (He MOXKET OBITh OIIEHEHA Ha OCHOBE UMEIOIINUXCS JAHHBIX).

FI/IHCD6aDI/I‘-ICCKa$I OKCHUI'CHAI WA

OHOOKpUHHbLE HapYULeHUs]

Yacmoma Heuzgecmna — TANIOTITUKEMUSL.

Hapywenus co cmoponul nepanoii cucmemvl

Yacmoma neuzsecmua - TOIOBHAs 00JIb, OHEMEHHE TAJIBIIEB PYK.
Hapywenus co cmoponul opeana 3penus

Yacmoma Heuzsecmua - MpeXoaaIcC HAPYHMICHUC 3PpCHHA, YCKOPCHUC CO3PCBAHUS KATAPAKTHI.
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Tpasmvl, unmoxcuxkayuu u 0Cl10HCHeHUsL NPOYeoyp

Peoko — octpast kuciopoaHasi MHTOKCUKalus (CyJOporu, OTEK JETKHX ).

Yacmoma Heuzsecmua - 6apoTpaBma yuiei (6016 B yxe, TOBPEKICHUE U pa3pbiB OapabaHHOM
MIEPETIOHKN) ¥ OKOJIOHOCOBBIX TMa3yX.

Obwue HapywieHus u peakyuu 8 mecme 68e0eHUs
Yacmoma Heuzgecmna — yCTaNOCTb.

Kucaopoagorepanms:

Hapywenus co cmoponul cepoya
Yacmoma Heuzgecmua - UlLIEMUsl MUOKap/ia y MAIlEHTOB, IEPEHECINX HHPAPKT MUOKapAa.

Coo011enune 0 Moa03pEBAEMBIX HEXKEIIATEIbHBIX PEAKIIHIX

BaxHo coo0marh O M0J03PEBAaEMBbIX HEXKENIATENbHbIX peakUUsX IO0CJIe PerucTparuu
JIEKapCTBEHHOI'O IIperapara C LEelbl0 OOECeueHus: HENpPEepbIBHOIO MOHUTOPHHIA COOTHOLIEHUS
«II0JIb3a — PUCK» JIEKAPCTBEHHOIo Ipenapara. MeAMLIMHCKUM pPa0OTHUKAM PpPEKOMEHIyeTcs
coo0IaTh O JTOOBIX TOA03PEBAEMBIX HEXKENIATEIbHBIX PEAKIMAX JEKAaPCTBEHHOTO MpernapaTa uepes
HallMOHAJIbHBIE CHUCTEMBl COOOLIEHHMSI O HEXENATeNbHbIX pPEaKLUUsAX TIOoCylapcTB — YIEHOB
EBpazuiickoro 5KOHOMHUYECKOTO COK03a.

Poccuiickas @enepanust

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

®denepanbHas ciryx0a 1o Haa30py B cepe 31paBOOXpaHEHUs

Tenedon: +7 (800) 550 99 03

DnextponHas mouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Be06-caiit: https://roszdravnadzor.qov.ru

4.9. Ilepeno3dupoBka

CHUMIITOMBI

[Ipu nauTensHOM U OECCUCTEMHOM MPUMEHEHUH BBICOKMX KOHIIEHTpamuii kuciopona (cBsiiie 60-
80 %) mpu OGoJybIIOM TMOTOKE (CBBINIE 6-8 JI/MUH) MUMEETCS OMACHOCTh TMIICPOKCUTCHAIMN U Kak
CIIEICTBUE - OTeKa Jerkux. llpu TpoAOHKUTENHPHOM JEMCTBHM KHUCIOPOJa pPa3BUBAIOTCS
JICKOMIICHCATOPHBIC  PEaKIMH, MPOSBISIOMUECT  (QYHKIUOHAIBHBIMH ¥ CTPYKTYPHBIMHU
HapyIICHUSIMH B PAa3IMYHBIX CHCTeMax M oOpraHax. [IpW3HAaKM KHCIOPOJHON HMHTOKCHUKAIIUU
MTOSIBJISIFOTCS Yepe3 ONpeIeTICHHBIN mepuol. ETo M TeIbHOCTh MOKET 3aBUCETh OT MHINBHTYaTbHOM
YYBCTBUTEIBHOCTH K KUCIOPOY, TEMIEPATYPHI ¥ BIAKHOCTH OKPYKAIOIIEH Cpellbl, KOHIIEHTPAINH
BO BJIbIXaeMOM Ta30BOM CMECH, IMOITMOHAIBHBIX U (PU3HUECKUX HATPY30K, COCTOSHUS IIEHTPATHLHOM
HEPBHOW CHUCTEMBI U TIP.

Jleuenue

CHUMIITOMaTHYECKOE.

5. ®APMAKOJIOTHYECKHE CBOMCTBA
5.1. ®dapmakoaMHAMH4YeCKHe CBOICTBA

dapmakoTepareBTU4YecKas TpyImia: mpoyue JeueOHble CPeICTBA; MEAUIIMHCKUE Ta3bl.

Koxg ATX: VO3ANO1
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MexaHusM aeiicteus U hapMakoaruHaMuueckre dhheKThI

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

HpOTI/IBOI‘I/IHOKCI/I‘ICCKOG CpCACTBO, 3HAYUTCIIBHO YJIYy4YIIACT KHCJIOPOJHOC HACBIIICHUC TKaHEeW U
réeMOJUHaMHUKYy, 3allUIIacT TOJOBHOM MO3T OT TUITOKCHH. OKa3bIBaET META0OINYECKOE HeﬁCTBI/Ie. B
YCIOBUAX HOpMO6apI/I‘IeCKOI71 TUIIOKCHH IIOBBIIIACT yCTOfI‘-IPIBOCTB opraHusMa K SHAOI'CHHBIM M
OK30I'€CHHBIM I1aTOJIOTUYCCKUM (baKTOpaM.

5.2. dapmakoKMHeTHYeCKHe CBOICTBa

He npumenumo.

6. ®APMAIIEBTUYECKHE CBOWCTBA
6.1. IlepeueHb BCIIOMOraTeJbHBIX BelIECTB
OTCyTCTBYIOT.

6.2. HecoBmecTUMOCTH

He JOIMYCKACTCA KOHTAKT KHCJIOpOoJa € MacCjlaMu M APYTHMMHU OpraHMYCCKUMH BCHICCTBAMU BO
n30exaHue B3phbIBaA.

6.3. Cpok roaHoctu (CpoK XpaHeHHSs )
18 mecs1ieB.
6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NMPU XPAHEHUH

XpaHUTh B CyXOM OTJEJIBHOM IIOMELIEHWH WIM Ha OTKPBITBIX IUIOIAJAKaX I10J HAaBECOM,
3alUIIEHHBIX OT aTMOC(EPHBIX OCAJKOB U MPSAMBIX COJHEUHBIX JIyded, BAATU OT MCTOYHHUKOB
OTOIUIEHHS U UCTOYHMKOB OTKPBITOTO OTH: Ipu TemnepaTtype ot munyc 50 °C no 50 °C.

6.5. XapakTtep u cofep:kaHHe YIAKOBKH

0,156 M° B GaJTOHE BMECTUMOCTRIO 1 mMS.
1,560 m° B 6ayutone BMeCTUMOCTBIO 10 mm°.
6,240 M° B GaJIOHE BMECTUMOCTBIO 40 1M°.

O0beM COIepKUMOTO YIMAaKOBKHA TIPUBEACH ISl YCIOBHM: u30bITouHOE maBinenune 14,7 Mlla
(150 krc/cm?), Temneparypa 20 °C.

Hcnonp3yrorcss OaIoOHbI CTalbHbIE OECIIOBHBIE IOIYOOro LIBETa C HAHECEHHOM MO0 OKPYKHOCTH
HAJMKUChIO YepHOro 11BeTa «KHuciopoa MeAUIIMHCKUI.

bannmonsr 000pyAyrOT BEHTHJIEM W YCTPOMCTBOM KOHTPOJIS TEPBOTO BCKPHITUS B KOMIUIEKTE C
WHCTPYKIMEN 110 METULIMHCKOMY IIPUMEHEHHUIO.

6.6. Ocobble Mepbl  TNPEIOCTOPOKHOCTH  NPU  YTHIH3ANUH  WCNOJb30BAHHOIO
JIEKAPCTBEHHOT0 MPenapaTa Wi 0TX010B, MOJYyYeHHBIX MOCJIe MTPUMEHEHHUsI JIeKAPCTBEHHOT0
npenapara, ¥ Apyrue MaHHIYJISIHUH ¢ MPenapaTomM

bannons! sBnstoTcss Bo3BpaTHOUM Tapoil. Ilokynarens 00s3aH BepHYTh MOpOXKHHE OAJUIOHBI C
KOJIIIaKaMH, HE ITPOCPOYCHHBIE, HCIIPABHBIE, C OCTATOYHBIM JABJICHUEM KHCIOPO1a MEAUIIMHCKOTO.
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7. JEPKATEJb PEFTHCTPALIMOHHOIO VAOCTOREPEHys = 2HHCTE 000T)

Poccuiickas @enepanus

OO611ecTBO ¢ OrpaHUYEHHOM OTBETCTBEHHOCTHIO Toproseiit 1oM «Dakem» (OO0 T/ «Dakeny)
660052, KpacHosipckuit kpait, r. KpacHosipck, yi. MoHTaxXHHUKOB, 1. 60.

Tenedon: (391) 240-12-43, (391) 297-91-98, dakc: (391) 229-78-89.

tdfakel@mail.ru

7.1. IlpeacraBuTeJb AeprKaTesisi peTHCTPALMOHHOIO YA0CTOBEPEHUsI

[Iperen3uu noTpeduTeneil HAMPaBIATH 1O aPECY:

Poccuiickas @enepanust

OO011IecTBO ¢ OTpaHUYCHHOW OTBETCTBEHHOCTHIO Toproseiii 1om «Paken» (OO0 T/ «Daken»)
660052, KpacHosipckuii kpaii, r. KpacHosipck, yi. MoHTaXHHUKOB, 1. 60.

Tenedon: (391) 240-12-43, (391) 297-91-98, dakc: (391) 229-78-89.

tdfakel@mail.ru

8. HOMEP (HOMEPA) PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI O ITPEITAPATA

JlekapcTBEHHBII TpenapaT OTHOCHTCS K KaTeropuum OTIyCcKa B YCJIOBUAX JiedeOHO-
NPOPUIAKTUYECKUX YUPEKICHUH.

OOmiast xapakTepuCTHKa JIeKapCTBEHHOro mnpenapata Kuciaopoa razoo0paszHblii MeaMLIMHCKUM,
JIOCTyITHA B €IMHOM pEeCTpe 3apEeTrHCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpelncTB EBpaszuiickoro
OKOHOMHUYECCKOI0O COK3a U Ha O(I)I/II.[I/IEUIBHOM caute YIIOJIHOMOYCHHOI'O OpraHa (BKCHepTHOﬁ
opranusanun) (https://Ik.regmed.ru/Register/EAEU_SmPC).



