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OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFO IPEAAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Kucnopon ra3oo0pa3Hblit METUIIMHCKHIA, Ta3 CIKATBIM.

2. KAUYECTBEHHBIN 1 KOJTUYECTBEHHBIN COCTAB

JleicTByIO1IEEe BEIIECTBO: KUCIOPOL.

Kasxplii 6aJUIOH BMECTUMOCTBIO 1 ivM> coaepxut 0,16 M 100 % KHUCJI0poa.
Kaxplii 6amnos BMecTuMocThio 2 v coepxkut 0,32 m> 100 % kuciaopona.
Kasxplii 6a/UIoH BMECTUMOCTBIO 10 1v° coaepxut 1,60 M 100 % KHUCJIOpo/a.
Kaxplii 6annon BMecTuMocTthio 40 1v® comepxur 6,30 m> 100 % kucnopona.

OObeM COIEP)KMMOTO YIIAKOBKM HpPUBEIEH JUIs YCIOBMil: M30bITouHOe paBinenue 14,7 Mlla
(150 krc/cm?), Temneparypa 20 °C.

3. JIEKAPCTBEHHASA ®OPMA

T"a3 coxaTerii.

BecuBerHslii Ta3 6e3 3amaxa.

4, KIMHUYECKUE JAHHBIE
4.1. Iloka3zaHus K NIPUMEHEHHIO

Kucnopoa razoo0pasHblii MEUIIMHCKUIN MMOKa3aH K MPUMEHEHUIO Y B3pocibIX u aereit oT 0 1o 18
JeT.

Pazauunbie 3a6OHeBaHI/IH, COIIPOBOKAAOIINECCA TUIIOKCHUEN:

e 3300JIEBaHUA OpTraHOB AbIXaHUA (B T.4. IHCBMOHMUA, 6pOHXI/IaJ'II>HaSI aCTMa), CCp,Z[C‘-IHO-COCyI[PICTOfI
CHUCTCMBI (B T.4. XpOHUYECKad CEpACUHAA HEAOCTATOYHOCTb, KOJIJIAIIC, apuUTMHUH, OTCK J'IeFKI/IX);

e OTpaBJCHHE OKCHIOM yIJIepOa, CHHUIbHOM KUCIIOTOM, YAYIIAIOIIMMU BEMECCTBAMHU (B T.4. XJIOP,
¢docren);

e ociabJieHHE JBIXaHUs B TIOCIICOTNICPAIIHOHHOM TIEPUO/IC; MIIEMHSI HUKHUX KOHEYHOCTEH, TPAaBMbI
KOHEUHOCTEH; COCYANCThIE 3a00JIeBaHUS TOJIOBHOTO MO3Ta;

e rumnepOapuyeckas OKCUTeHalus (Onepanuy Ha cep/ilie U JeTKUX, pEeKOHCTPYKTUBHBIE Olepariiu
Ha opraHax >xenynouHo-kumeyHoro tpakta (JKKT), nHTOKCHMKalus, aHeMusi, si3BeHHasi OOJIe3Hb
xKenyaka U 12-nepcTHOM KUIIKH, XpPOHUYECKHI renaTur);

. TUTIOKCUTEpanus (MimeMudeckast 00Je3Hb ceprla, apTepruaibHas TUIIEPTEH3HS, 3a00JIEBaHMS
KKT, acrenusi, nenpeccusi, MOBBIMICHHAS] YTOMIIIEMOCTb, COCTOSTHUE TIOCIIC JTYUEBOM TEPAITHH ).

4.2. Pesxum 103MpPOBaHUSA U CTIOCO0 MPUMEHEHHS

PexxuM no3upoBaHus

WuransimonHo, B koHneHTpanuu 40-60 %, B cMecu ¢ BO3yX0OM, B KOJTHYECTBE 4-5 JI/MUH.
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ucnonb3ytoT 100 % KUCIOpO.I MU CMECH C YIIIEKUCIOTOM.

Pexxum 103upoBaHMs BO BCEX BO3PACTHBIX TpyMIax, KpoOMe HOBOPOXKICHHBIX, COBIAIaeT (CM.
noapazzaen «Jlern»).

Jliist BBEICHHSI KUCIIOPOJIa B BBICOKHX W HU3KHUX KOHIICHTPAIUSAX IMPUMEHSETCS pa3Has armapaTypa.
MuHuMaIbHas KOHIICHTPAIHsI KUCIOPO/ia He JODKHA OBITh HIKE €ro COJIepIKaHus B aTMOC(hepHOM
Bozayxe (20,9 %).

Cuctembl i MHTAISOUU ¢ (PUKCHUPOBAHHOW KOHIEHTpalMend Kuciaopoia (HE3aBHCUMO OT
JBIXAaTENbHBIX IIONBITOK IIallMEHTa): BBICOKOIIOTOYHBIE - MAaCKM, oOOecleyMBalolue I[0Aayy
KHMCJIOPOJIa C BBICOKOM CKOPOCTBIO ITOTOKA; HU3KOIIOTOYHBIE - aHECTE3MOJOTHYECKHEe KOHTYphl. B
JAHHBIX CUCTEMAaxX KOHLEHTpaLUs KMUCIOPOAa 3a1aeTCs BPa4OM.

Cucremsbl JUIsi MHTAISALINAMA, OOECIEUMBAIONIUE T0/Iady Pa3IMYHON KOHIEHTPAIMU Kucjaopoaa (B
3aBHUCHMOCTH OT CHJIBI BJIOXa TNAIMeHTa): 0e3 peUupKyIsluu - KaTeTepbl U KaHIONU; C
PELUPKYISIIIUEH - KUCIOpOAHBbIE Macku. JlaHHBIE CHCTEMBI pPabOTAIOT TOJBKO B YCIOBHUAX
CaMOCTOATENILHOIO JAbIXaHUs AlMEHTa, KOTOPBIH BJbIXAET Ia30BYyI0 cMech. ColiepKaHue KUCI0po1a
B ra30BOH cMecH Oy/IeT 3aBHCETh OT COCTOSHUS NAIlMEHTa U UCIOIb3YEMOI'0 YCTPOUCTBA.

Oco0ble I'PpYHIIBI MAaIIMCHTOB

./]ub;a nooaicus10co so3pacma

VY NOXKUJIBIX MALMEHTOB ¢ XPOHUYECKUM OPOHXHUTOM BIbIXaeMasi KOHIIEHTPALMsI KUCIOPOAa JOJIKHA
noBbIathes Ha 1 % u He nipeBbImath 30 % (daie Bcero).

TI'unepbapuyeckas oxcucenayus

[Iporienypy NMpoOBOAAT B CHEHMATBHBIX Oapokamepax, Ui TEPAaNeBTHUECKUX LNl HCIOIb3YIOT
anmapartbl (OZJHOMECTHBIE KaMephbl), co3fatolue AasieHue kuciopona 1,2-1,6-2 arm. IpoBogar 1
ceanc B nieHb (40-60 mun), kypc nedenusi: 8-10 ceancos. [lpu s3BeHHON OoJsie3HU kenyaka u 12-
NEepCTHOM KHIIKH, XPOHWYECKOM rematute BBOAAT mmoxa JjamieHueM 0,7-1 u30ObITouyHON atMm.
(ceancamu 1o 45 MUH); Kypc Je4eHus - 15 ceaHcos.

Funoxcumepanu}l

[IpoBeneHue crenuanbHBIX TPEHUPOBOK, MPHUBOMANIMX K KHCIOPOJHOW HEJOCTATOYHOCTH
(HOpMOOapUYECKOW THUMOKCHHM) TyTEM HKCIONb30BAaHUS Ta30BBIX CMeced C TMOHUKEHHBIM
CoJIep)KaHUEM KHCIIOPO/Ia JIJIsl CO3/JaHMs ICKYCCTBEHHON TUTIOKCHH (TIPU HOPMaJTbHOM aTMOC(HEPHOM
JABJICHUH).

CTHU

PexuMm AO3UPOBAHUA Y JeTe COoBIaJaeT C PCKUMOM HOO3UPOBAHHA MJIA B3POCIBIX, KPOMC
HOBOPOXIACHHBIX.

Y HOBOPOXJIEHHBIX KOHLIEHTPAIMs KUCIOPO/ia BO BJIBIXaeMOM cMecH He J1oJkHa npeBbimath 40 %
(puck pa3BUTHS PETPOJIEHTAIbHOM QuOpoIIa3zun).

Cnoco0 nmpuMeHeHus

HNuragsmmonHo.
4.3. IIpoTuBONOKa3aHMA

l'unepbapuyeckass OKCUTEHAlMs: HaJU4ME€ IIOJIOCTEH B JIETKUX, OpPOHXOIUIEBPAJIbHBIN CBHII,
HEKYNUPOBAaHHBI IHEBMOTOPAKC; HapyIIEHHUE MPOXOJUMOCTH CIYXOBBIX Tpy0 M KaHAJOB,
COEIMHSIOIIMX MPUAATOYHBIE [TA3yXU HOCA C BHEIIHEW CPENOM; OCTPhIE PECIIUPATOPHBIE BUPYCHBIE
MHEKINH; STUICTICHSL;, apTepuaibHas TUIIEPTEH3Us; HOBOOOPAa30BaHMUS.
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Oco0ble yKa3zaHus

YV HOBOPOJK/ICHHBIX, B CBSI3H C MOBBIIICHHBIM PHCKOM PETHHOIIATHH, HE PEKOMEH/TYETCS YBEIUYCHUEC
naBneHns xkuciopona 6onee 0,0817 kre/cm?.

C 0CTOPOKHOCTBIO

[Tpu runepbapuueckoil OKCUreHauu: OpOHXHATbHAsE acTMa, BPOXKIECHHBIN C(HEpOIrTO3, BHICOKAs
JMXOpaJKa, HEBPUT 3pUTEIBHOTO HEPBa, MH(PEKINN BEPXHUX JBIXaTEIBHBIX ITyTeH, OEPEMEHHOCTD,
OJTHOBPEMEHHBIN MpHEM MHCIUIATHHA, TOKCOpPYOMIIMHA, AuCyiabpupama, MadeHua (MOBBILICHUE
TOKCHYHOCTH JTaHHBIX JIEKAPCTBEHHBIX MPENapaToB), IM(pu3eMa JerKux, 0apoTpaBMa yIieu.

4.5. B3aumopneiictBue ¢ JAPYrUMH JIEKAPDCTBEHHBIMH TMpenapaTaMd W Jpyrue BHJbI
B3alMMOJAEHCTBUSA

Kucnopo moBsIIaeT TOKCHYHOCTH IUCILIATHHA, TOKCOPYOUIMHA, TUcyabdupama, MadeHua.

He nomyckaercss KOHTakT KHCJIOpPOAAa C MacilaMH W JIPYTUMHU OPraHUYECKHMMHU BEIECTBAMHU, BO
n30exanue B3pbIBa (cM. 6.2.).

4.6. DepTHWIBHOCTH, 0€PEMEHHOCTh U JAKTALUS

bepemeHHOCTH

B cBs3u ¢ OTCYTCTBHUEM CIICHUAJIBHBIX KIMHUYCCKHUX I/ICCJ'IGI[OBaHI/Iﬁ BO BpCMi 6epCMeHHOCTI/I
npemnapar CJICAyeT NpUMEHATH TOJIBKO TOrAa, KOraa 1oJjib3a JJisd MaTCPU NPCBBIIIACT MMOTSHITHAIBHBIN
PHUCK IJIA TUI04a U IO HCTOCPECACTBECHHBIM KOHTPOJIEM Bpayda.

JlakTarnms

B cBs3u ¢ OTCYTCTBHUECM CIICIIUAJIbHBIX KIMHUYCCKUX HCCIIeTOBaHUM IIpUu TpyAHOM BCKApMIJIMBAHUHA
npemnapar CJICAyeT NPpUMCHATH TOJIBKO TOrAa, KOraa 1oJjib3a JJid MaTCPU NPCBBIIIACT MMOTSHITHAIBHBIN
PUCK IJIA pe6eHKa U 1o HECMMOCPEACTBECHHBIM KOHTPOJIEM Bpaya.

4.7. Biausinue Ha CHOCOOHOCTD YHpaBJsATh TPAHCHOPTHBIMH CpPEACTBAMH H paﬁoTaTb C
MEXaHU3MaMHu

B TepaneBTHuUecKHX 033X KHUCIOPOJ ra3000pa3HbIii MEIUIMHCKUN HE OKAa3bIBAE€T BIIMSHHE HA
CHIOCOOHOCTh K BBHITIONHEHHUIO TMOTEHIIMAIBFHO OMACHBIX BHUIOB JACSITEIBbHOCTH, TPEOYIOIINX
TIOBBIIIICHHOW KOHIICHTPAllUM BHUMAHUSA U OBICTPOTHI TICHXOMOTOPHBIX peakiuii (ympaBieHHE
TPAHCIIOPTHBIMHU CPEACTBaMHU, PadOTa C MABIKYIIMMHCS MEXaHH3MaMu, paboTa Aucrerdepa H
orieparopa).

4.8. HexenarejbHble peakunu

Kputepun orieHKM 4acTOTHI MOOOYHBIX peakmuii: oueHb yacto (> 1/10); wacto (>1/10 - < 1/100);
HedacTto (>1/100 - < 1/1000); peaxo (>1/1000 - < 1/10000); ouens peako (< 1/10000); yactoTa
Hen3BecTHa (HE MOXKET OBITh OIIEHEHA Ha OCHOBE MMEIOIINXCS JaHHBIX ).

FI/IHCD6aDI/I‘-ICCKa$I OKCHUI'CHAaIuWA:

DOHOOKpUHHbLE HapYULeHUs]
Yacmoma Heuzgecmna — TANIOTITUKEMUSL.
Hapywenus co cmoponul nepanoii cucmemvl

Yacmoma Heuzsecmmua - TOJIOBHAs 60.]113, OHCMCHHC ITAJIBLICB PYK.
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Hapywenus co cmoponwl opeana spenus

Yacmoma nHeuzgecmna - IPEXOJAIIEE HAPYIIECHUE 3pEHUS], YCKOPEHUE CO3PEBAHUS KaTapaKThI.
Obwue HapywieHus u peakyuu 8 mecme 68e0eHUs

Yacmoma neuzgecmna — yCTanOCTb.

Tpasmvl, unmoxcuxkayuu u 0CI10N*CHeHUsL NPOYeoyp

Peoko — octpast kucnopoHasi MHTOKCUKAIUS (CyIOpPOTH, OTEK JIETKUX ).

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

Kucaopoagorepamms:

Hapywenus co cmoponul cepoya
Yacmoma Heuzgecmua - UILIEMUsI MUOKap/ia y TAIIMEHTOB, IEpEeHeCINX HHPAPKT MHOKapa.

Coo011eHune 0 Moa03pEBAEMBIX HEXKEIATEIbHBIX PEAKIINIX

BaxHo coo0marb O MOJO3PEBAaCMbIX HEKENATENIbHBIX pEeaKkUUsIX IOClIe perucTpanuu
JIEKapCTBEHHOI'O IIperapara C LEelbl0 OOECeueHus: HENPEepbIBHOIO MOHUTOPHHIA COOTHOIIEHUS
«II0JIb3a — PUCK» JIEKApCTBEHHOIO Ipenapata. MeAMIHMHCKUM pPaOOTHUKAM pPEKOMEHYeTCs
coo0IaTh O JTOOBIX TOA03PEBAEMBIX HEXKENIATEIbHBIX PEAKIAX JEKaPCTBEHHOTO MpernapaTa uepes
HallMOHAJIbHBIE CHUCTEMBl COOOLIEHHMS O HEXENIATeNbHbIX pPEaKLUUsAX T[OCylapcTB — YIEHOB
EBpa3uiickoro 5KOHOMUYECKOTO COKO3a.

Poccuiickas @enepanust

®denepanpHas cayx0a o Haa30py B cdepe 3apaBoOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHcKkas 1., 1. 4, ctp. 1

Tenedon: +7 (800) 550 99 03

DnextponHas mouta: pharm@roszdravnadzor.gov.ru wim_npr@roszdravnadzor.gov.ru
Be0-caiit: https://roszdravnadzor.gov.ru/

4.9. Ilepeno3dupoBka

CHUMIITOMBI

[Ipu nauTensHOM U OECCHCTEMHOM MPUMEHEHUH BBICOKUX KOHIIEHTpamuii kuciopona (cBsitie 60-
80 %) mpu OoJIBIIOM MOTOKE (CBBINIE 6-8 JI/MUH) MMEETCSl OMACHOCTh THICPOKCHUTCHAIINA U Kak
CIIEICTBHE - OTeKa Jerkux. Ilpu mnpoJOmKUTETPHOM JEHCTBHHM KHCIOpOJa pPa3BUBAIOTCS
JICKOMIICHCATOPHBIC  PEaKIMH, MPOSBISIOMNECS  (QYHKIUOHAIBHBIMH M CTPYKTYPHBIMHU
HapyIICHUSIMH B PAa3IMYHBIX CHCTeMax M opraHax. [IpW3HAaKM KHCIOPOJHON HMHTOKCHUKAIIUU
MTOSIBJISIFOTCS Yepe3 ONpeIeTICHHBIN Teprol. ETo M TeTbHOCTh MOXKET 3aBUCETh OT MHIMBHTYJTLHOM
YYBCTBUTEIBLHOCTH K KUCIOPOY, TEMIEPATYPhI ¥ BIAKHOCTH OKPYKAIOIIEH Cpellbl, KOHIIEHTPAINH
BO BJIBIXaeMOM Ta30BOM CMECH, SIMOITMOHAIBHBIX U (PU3HUYECKUX HArPY30K, COCTOSHUS IIEHTPATHLHOM
HEPBHOW CHUCTEMBI U TIP.

Jleuenue

CHUMIITOMaTHYECKOE.

5. ®APMAKOJIOTHYECKHE CBOMCTBA

5.1. ®dapmakoaMHAMH4YeCKHe CBOICTBA
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dapMaKoTepaneBTHUECKas TPYIINIA; TIPOYUHE JICUeOHBIG cpe/:[CTégl';'/IéMgr&(ﬁy;wf;ﬁ OCTE 0001)

Koxg ATX: VO3ANO1

MexanusM aeiicTtBus U hapMakoarHaMuueckre dhheKThI

HpOTI/IBOI‘I/IHOKCI/I‘ICCKOG CpCACTBO, 3HAYUTCIILHO YJIYy4YIIACT KHCJIOPOJHOC HACBIIICHUC TKaHEeW U
réeMOJUHaMHUKYy, 3allUIacT 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 CBOMCTBA
6.1. IlepeueHb BCIIOMOraTeJbHBIX BelIECTB
OTCyTCTBYIOT.

6.2. HecoBmecTUMOCTH

He JOIMYCKACTCA KOHTAKT KHCJIOpOoJa € MacCjlaMu M APYTHMMHU OpraHMYCCKUMMH BCUHICCTBAMU 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 IUIOIIAJKaX I10J HaBECOM,
3alUIIEHHBIX OT aTMOC(EPHBIX OCAJKOB U MPSAMBIX COJHEUHBIX JIyded, BAATU OT MCTOYHHUKOB
OTOIUIEHHS U UCTOYHHMKOB OTKPBITOTO OrHs nipu TemnepaTtype ot munyc 50 °C no 50 °C.

6.5. XapakTep u coiep:kaHHe YIIAKOBKH

0,16 M° B 6ayutore BMecTUMOCTBIO 1 mvP.
0,32 M° B 6aJUTOHE BMECTHMOCTBIO 2 M .
1,60 M B GayutoHe BMecTUMOCTBIO 10 1M°.
6,30 M° B GayutoHe BMeCTHMOCTBIO 40 mv®.

O6BEM COZIEP)KMMOTO YIMAKOBKM TIPHBEIEH sl ycloBMil: m30bITouHOe napneHue 14,7 MIla
(150 xre/em?), Temmeparypa 20 °C.

Hcnonb3yroTcss OaJIOHBI CTalmbHBIE OECIIOBHBIE TOMYOOro IBeTa ¢ HAHECEHHOW MO OKPYXHOCTHU
HAJIMUCHIO YepHOTO 1BeTa «Kucaopoa MeTUIIMHCKUI.

bamonsl 000pYayIOT BEHTHJIEM M YCTPOHCTBOM KOHTPOJIS HMEPBOTO BCKPBITHUS B KOMILUIEKTE C
MHCTPYKLHEH 110 MEAULIIMHCKOMY IIPUMEHEHUIO.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH  NPU  YTWIM3AIMU  HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 TMpenapara W OTXO0J0B, NMOJYYEHHBIX IOc/Je NMPUMeHEeHHs Npenapara, u
Apyrue MAaHUMYJISIIUHU ¢ MPenapaTomM
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KOJIIIakaMu, HC IMMPOCPOYCHHBIC, UCIIPABHLBIC, C OCTATOYHBLIM AABJICHUCM KHUCJI0POJa MCOAUIIMHCKOTIO.

1. JAEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus
000 «KPUOTI'EH-IOI"»

297570, Peciybnuka Kpeim, Cumdepomnonbckuii paiioH, ¢. Yuctenbkoe, CeBacTONMOIBCKOE IOCCE,
I. 2

Ten\ ¢akc +7(3652)313-30.
E-mail: cryogen-yug@yandex.ru

7.1. IlpeacraBuTeJb AepKaTesisi peTHCTPALMOHHOIO YAOCTOBEPEeHUs!

[Iperen3uu notpeduTeneil HaNPaBIATH 110 aJIPECY:

Poccuiickas @enepanns

000 «KPUOI'EH-IOT'»

297570, Pecrrybnmka Kpeim, Cumdepomnonbckuii paiioH, ¢. Ynctenpkoe, CeBacTOMOIBCKOE II0CCe,
a.2

Ten\ pakc +7(3652)313-30.

E-mail: cryogen-yug@yandex.ru

8. HOMEP (HOMEPA) PETUCTPAIHIMOHHOI'O YIOCTOBEPEHMUSA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI' O ITPEITAPATA

JlekapcTBEHHBII TpenapaT OTHOCHTCS K KaTeropuuh OTIyCKa B  YCJIOBHUSAX JiedyeOHO-
NPOPUIAKTUIECKUX YUPEKICHUH.

OOmiast xapakTepUCTHKa JIEKapCTBEHHOro mpenapata Kuciaopoa ra3zoo0pa3Hblii MeIUIIMHCKHA,
JIOCTyITHa B €IMHOM pEECTpe 3apEeTrMCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpelacTB EBpaszumiickoro
OKOHOMHUYECCKOI0O COK3a U Ha O(l)I/II_II/IaJ'IBHOM caure YIIOJTHOMOYCHHOT'O OpraHa (BKCHepTHOﬁ
oprauusanun) (https://Ik.regmed.ru/Register/EAEU_SmPC).



