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OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFO IPEAAPATA "

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Kucnopon ra3o00pa3Hblii METUIIMHCKHIA, Ta3 MEIUIIMHCKUNA CKATHIH.

2. KAUYECTBEHHBIN 1 KOJTUYECTBEHHBIN COCTAB

JleiicTByIOIIIEE BEIIECTBO: KUCIOPO/I.
Kasxplii 6aJUIOH BMECTUMOCTBIO 40 mv> coaepxut 6,24 M 100 % KHUCJI0OpOo/a.

O0beM CconepKMMOTO YIAKOBKH TMPUBEICH ISl YCIOBUM: M30bITOUHOE AamieHue 14,7+0,5 Mlla
(150+5 xre/cm?), Temneparypa 20 °C.

3. JIEKAPCTBEHHAS ®OPMA

T'a3 MeTUIIMHCKUN CKATHIN.

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. THEBMOHMUSI, OpOHXHUAJIbHASI aCTMa), CEPAEUHO-COCYTUCTON
CHCTeMBI (B T.4. XpOHUYECKasl cepieyHast HeAOCTaTOUHOCTh, KOJUIAIIC, ApUTMUH, OTEK JIETKUX );

e OTpaBJICHHE OKCHJIOM YIiepo/ia, CHHUIBLHONU KUCIOTOM, YAYIIAIOIINMHU BEIIECTBaMU (B T.4. XJIOD,
docren);

e ocliadieHue AbIXaHWA B IMMOCJIICONICPALUOHHOM IEPUOJAC,; 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 skenynaouyHo-kumeyHoro tpakrta (OKKT), mHTOKcuKauus, aHemHusl, 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. Pexxum 103UpoBaHUsA M C1IOCO0 MPUMEHEHHS

PexxuM 103upoBaHus

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

IIpu ocnaGneHun nbIXaHHUsS B IOCIEONEPALMOHHOM INEPHUOAE, NPU OTPABICHUAX, MHTOKCUKAIMIX
ucnob3ytoT 100 % Kkuciopoa uim cMech ¢ yriaeKUCIOTOH.

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 KOHIICHTPALHS KUCIOPO/ia He JOJDKHA OBITh HHMYKE €r0 COJACpIKaHHus 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 - KUCIOpOoAHbIe 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.

Oco0ble rpynmnel NalueHTOB

.]]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 CHELMATbHBIX Oapokamepax, Ui TEpaNeBTHUECKUX LEJeH HCIOIb3YIOT
anmapathl (OJJHOMECTHBIC KaMephl), CO3/Iaiue narieHue kuciopona 1,2-1,6-2 arm. [Iposomsr 1
ceanc B aeHb (40-60 muH), kypc nedenus: 8-10 ceancos. IIpu si3BeHHON Oosie3HM xemyaka u 12-
MEPCTHONW KHIIKH, XPOHWYECKOM TemaTtuTe BBOIAT mon naBieHuem 0,7-1 w30bITOUHOW atMm.
(ceancamu 1o 45 MMH); Kypc JeueHus - 15 ceaHCOoB.

Funoxcumepanuﬂ

[IpoBeneHne croenuanbHBIX TPEHUPOBOK, MPUBOASAIIMX K KHUCIOPOJAHOW HEIOCTAaTOYHOCTH
(HOpMOOapUUeCKOW THUMOKCHU) TYyTeM HCIOIB30BaHUSI Ta30BBIX CMeced C TOHMKCHHBIM
coJiep>KaHuEM KHCIIOpO/Ia ITIsl CO3JJaHMs MCKYCCTBEHHON TUTIOKCHH (TP HOpMaJbHOM aTMOC(hepHOM
JTABJICHUN ).

CTH

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

Y HOBOPOXXJICHHBIX KOHIICHTPAIIUs KHCIOPOJa BO BIBIXaeMOW CMECH HE J0okHA npeBbimath 40 %
(pucKk pa3BUTHS PETPOIECHTAIBHON QuOpoIIa3zun).

Croco0 nmpuMeHeHs

HMHransimoHHo.
4.3. TIpoTuBomoKa3aHus

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

4.4.  OcoOble yka3aHusl 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

Oco0sle yKa3zaHus
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VY HOBOPOKIEHHBIX, B CBSI3H C TOBBINIEHHBIM PHCKOM DCTHHOHQ;I&;:I;IgI;éEgﬁe%Hé;{;BER 0 ';'{11:'9,

naBneHns xkuciopona 6onee 0,0817 krc/em? (0,079 aTm.).

C 0CTOPOKHOCTBIO

[Tpu runepbapuueckoil OKCUIeHauu: OpOHXHATbHAsE acTMa, BPOXKIEHHBIN C(HEpOIrTO3, BHICOKAs
JMXOpaJKa, HEBPUT 3PUTEIBHOTO HEPBA, MHPEKINU BEPXHUX JbIXaTEIbHBIX MyTeH, OEpeMEHHOCTS,
OJTHOBPEMEHHBIN NPHEM IHCIUIATHHA, JTOKCOPYOMIIMHA, AucCyiIbpupama, MadeHuaa (IMOBBIIICHHE
TOKCHYHOCTH JTAaHHBIX JIEKAPCTBEHHBIX MPENapaToB), IM(pu3eMa Jerkux, 6apoTpaBMa yIieu.

4.5. B3aumopneiictBue ¢ JAPYIrHMH JIEKAPCTBEHHBIMHM TNpenaparaMM W Jpyrue BHUAbI
B3alMMOJAEHCTBUSA

Kucnopo moBsIaeT TOKCHYHOCTH IUCIUIATHHA, TOKCOPYOUIIMHA, TUCYIb(hupama, MadeHua.
He nmomyckaercs KOHTakT KHCIOpOJa C MaciaMd U JAPYTUMH OPTaHUYECKHMH BELICCTBAMH, BO
u30exaHue B3pbiBa (CM. pasuen 6.2.).

4.6. @DepTHWIBHOCTH, 0ePEMEHHOCTh U JAKTALUS

bepemeHHOCTH
B cBsi3u ¢ OTCyTCTBHEM CHENMAIbHBIX KIMHUYECKUX HCCIENOBAaHUI BO BpeMsi OepeMEHHOCTU

npemnapar CJICAyeT NpUMCHATDb TOJIBKO TOrla, KOorjaa 1moJjib3a JJIs1 MaTCpu MPCBbIIACT HOTGHIII/IEUIBHI)II‘/JI
PUCK AJIA IJ104a U ITOA HEIOCPCACTBCHHBIM KOHTPOJICM Bpayda.

JlakTamms
B cBsi3u ¢ OTCYTCTBUEM ClieUATbHBIX KIMHUYECKUX UCCIIEOBAHUN MPU TPYJTHOM BCKapMIIMBAHHUH

npemnapar CJICAyeT NPpUMEHATDH TOJIBKO TOrAa, KOraa 1oJjib3a JJid MaTCPU NPCBBIIIACT HOTCHHI/IaJII:HI)IfI
PUCK IJId pe6eHKa U 1o HCMMOCPEACTBECHHBIM KOHTPOJIEM Bpayda.

4.7. Biaunsinue Ha CMOCOOHOCTD YHpaBJsATh TPAHCHOPTHBIMH CpPEACTBAMH H paﬁoTaTb C
MEXaHU3MaMHu

B TtepaneBTHuUeCKHX 033X KUCIOPOJ Ta3000pa3HbIil MEIUIIMHCKUN HE OKAa3bIBAET BIIMSHUE Ha
CIIOCOOHOCTh K BBHITIOJHEHHIO TMOTEHIIMAIBHO OMACHBIX BHUIOB JAESITEIBHOCTH, TPEOYIOIINX
TOBBIIIICHHOW KOHIICHTPAllUM BHUMAaHUSA U OBICTPOTHI TICUXOMOTOPHBIX peakiuil (ympaBieHHE
TPaHCIOPTHBIMU CpeACTBaMH, paboTa ¢ ABWXKYIIMMHCS MeXaHHM3MaMu, paboTa Aucrerdepa H
orieparopa).

4.8. HexenarejbHble peakunu

Kpurepun orieHKH 4acTOTHI MOOOYHBIX PEAKIIMA:

oueHb yacrto (> 1/10);

gacto (>1/10 - < 1/100);

HedacTo (>1/100 - < 1/1000);

penko (>1/1000 - < 1/10000);

oueHsb peako (< 1/10000);

4acTOTa HeU3BECTHA (HE MOXKET OBITh OIIEHEHA Ha OCHOBE MMEIOIIUXCS JaHHBIX ).

T'unepOapuueckas OKCUreHalus:

DOHOOKpUHHbLE HApYULeHUs]
Yacmoma Heuzgecmna — TANIOTITUKEMUSL.

Hapywenus co cmoponul nepanoii cucmemvl
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Yacmoma Heuzsecmmua - TOJIOBHAS 60J'IB, OHEMCHUC II4JIbIICB DSJQ.

Hapywenus co cmoponwl opeana 3penus

Yacmoma Heuzgecmua - IpeXoJisllee HApyIICHUE 3pEHUs, YCKOPEHUE CO3PEBAHUS KAaTapaKThI.
Obwue napywenus u peakyuu 8 mecme 88e0eHus

Yacmoma HeuzeecmHa — yCTaNOCTb.

Tpasmbl, unmoxcukayuu u 0CI10HCHEHUsL NPOYeOyp

Peoko — octpast kucinopoaHasi HHTOKCUKalus (CyJOpOTH, OTEK JETKHX ).

Yacmoma Heuzsecmua - 6apoTpaBma yiei (0016 B yXe, TOBPEKACHHUE U pa3phIB OapabaHHOI
MIEPENOHKH) ¥ OKOJIOHOCOBBIX Ta3yX.

Kucnopoaorepanus:

Hapywenus co cmoponul cepoya
Yacmoma Heuzsecmua - MIIEMHAS MUOKap/ia y TAIIMEHTOB, EpEeHEeCINX HHPAPKT MHOKap/Ia.

COO6H.I€HI/IG O ITOJ03PECBACMBIX HCKCIATCIAbHBIX PCAKIINAX

Baxno coo0mars O MOJO3PEBAaEMBIX HEKENATENIBHBIX pEaKUUsAX I0CJIE  PErucTpaluu
JICKapCTBEHHOI'0 IIpernapara ¢ LeJbl0 00eCHeueHUs] HeNpepbIBHOIO MOHUTOPUHIA COOTHOLIEHHS
«I0JIb3a — PHUCK» JIEKApCTBEHHOrO Ipernapara. MEIUIUMHCKUM pabOOTHUKAM PpEKOMEHAYETCs
coo0IaTh O JHOOBIX M003PEBAEMBIX HEXKENATENbHBIX PEaKIHIX JEKapCTBEHHOI'O Mpernapara yepes
HAllMOHAJIbHBIE CHUCTEMBbl COOOIIEHUS O HEXKEJIATeIbHbIX peakUusX TOCyJapCcTB — UJIEHOB
EBpa3uiickoro 3k0HOMH4ECKOI0 COH3a.

Poccuiickas @enepanns

denepanbHas ciyx0a 1o Haa30py B cepe 3ApaBOOXpaHEHUs

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

Tenedon: +7 (800) 550 99 03

OnekrponHas mouta: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Cair B I/IH(bOpMaI_[I/IOHHO-TCHCKOMMYHHKaHHOHHOﬁ CCTHU «I/IHTepHeT»I
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3dupoBka

CHUMITTOMBI

[Ipu nauTensHOM U OECCHCTEMHOM MPUMEHEHUH BBICOKMX KOHIIEHTpamuii kuciopoaa (cBsiiie 60-
80 %) mpu OoJIBIIOM MOTOKE (CBBINIE 6-8 JI/MUH) MMEETCSl ONMACHOCTh THICPOKCHUTCHAIINA U Kak
CIIEICTBUE - OTeKa Jerkux. llpu TpoAOHKUTENHPHOM JEMCTBHM KHUCIOPOJa Pa3BUBAIOTCS
JICKOMIICHCATOPHBIC  PEaKIMH, MPOSBISIOMHNCCS  (DYHKIMOHAIBHBIMH M CTPYKTYPHBIMU
HapyIICHUSIMH B PAa3IMYHBIX CHCTeMax M opraHax. [IpW3HAaKM KHCIOPOJHON HMHTOKCHUKAIIUU
MOSIBIISTFOTCS Yepe3 ONpeIeIeHHBIN eproa. Ero JmmTensHOCTh MOXKET 3aBUCETh OT HHIUBUIYaIbHON
YYBCTBUTEIHLHOCTH K KUCIOPOY, TEMIEPATYPHI U BIAXKHOCTH OKPYKAOIIEH Cpe/ibl, KOHIICHTPAIUH
BO BJIBIXa€MOH T'a30BOM CMECH, YMOITMOHAIBHBIX U (PU3UYECKUX HATPY30K, COCTOSTHUS IIEHTPATbHON
HEPBHOM CUCTEMBI U IIp.

Jleuenue

CHUMIITOMaTHYECKOE.

5. ®APMAKOJIOT'MYECKHUE CBOMCTBA
4
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5.1. dapmakoauHamMHyecKHe CBOiicTBa

dapMakoTepareBTUYECKas ITpyIIa: MPoYue JiedueOHbIE CPENCTBA; MEIUIIMHCKUE Ta3bl.
Kon ATX: VO3ANO1

MexaHusM aeiictBus U hapMakoauHaMmuueckue dhheKThI

ITpOTHBOrMIIOKCUYECKOE CPEICTBO, 3HAUUTENIBHO YJIyYLIaeT KHUCIOPOJHOE HACBILIEHHE TKaHEH u
reMOJMHAMUKY, 3alllMIIaeT FOJOBHOW MO3r OT runokcuu. OkasplBaeT MeTadoandeckoe aeiicteue. B
YCIOBHSIX HOPMOOApUUYECKON THMIOKCHM IOBBIIAET YCTOMYMBOCTh OpPraHM3Ma K SHIOI€HHBIM U
HK30T'€HHBIM MAaTOJIOTUYECKUM (PaKTOpaM.

5.2. dapmMakoKHHeTHYeCKHEe CBOHCTBA
He nmpumenumo.
5.3. JlanHble JOKJINHUYECKOI 0€30MaCHOCTH

He nmpumenumo.

6. ®APMAIEBTUYECKHUE CBOMCTBA
6.1. IlepeueHb BCIIOMOraTeJIbHBIX BelIECTB
OTCyTCTBYIOT.

6.2. HecoBMecTHMOCTH

He nomyckaercs KOHTAaKT KHUCJIOpOAa C MaciaMyd M JIPYTUMH OpPraHMYECKUMH BELIECTBAMHU BO
n30exaHue B3pbIBa.

6.3. Cpok rogHoctu (CpoK XpaHeHHs1)
18 mec.
6.4. Oco0ble Mepbl NPEJOCTOPOKHOCTH IPH XPAHEHUH

XpaHUTh B CYXOM OTJEJIbHOM IOMEIIEHWH WJIM Ha OTKPBITBIX IUJIOLIAJKaX TI0J] HaBECOM,
3alIUIIEHHBIX OT aTMOC(EPHBIX OCAJKOB M NPSAMBIX COJHEUYHBIX JIydeH, BJAJM OT HMCTOYHHUKOB
OTOIUJIEHUS M UCTOYHUKOB OTKPBITOTO OrHA Ipu Temueparype ot Munyc 50 °C no 50 °C.

6.5. XapakTep u coiep:kaHHe YIAKOBKH

6,24 M° B 6ayutoHe BMeCTHMOCTBIO 40 mv®.

OO0BeM coNepKUMOro YIMaKOBKHM NPHUBEACH JAJs YCIOBUM: M30bITOuHOE naBienue 14,7+0,5 Mlla
(150+5 xrc/cm?), Temneparypa 20 °C.

Hcnonb3yloT OallioHBI CTalbHBIE OECHIOBHBIE TOJIyOOTO I[BETa C HAHECEHHON MO OKPYKHOCTH
HaJIIMChIO YepHOTO 1BeTa «Kucaopoa MeTUIMHCKAN.

bamonsl 000pYayIOT BEHTHJIEM M YCTPOHCTBOM KOHTPOJIS MEPBOTO BCKPBITHUS B KOMIUIEKTE C
MHCTPYKLHEH 110 MEAUIIMHCKOMY IIPUMEHEHHUIO.

Ha Gannon HaHOCUTCS (IPUKPETISETCS ) ITUKETKA.
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6.6. Oco0ble Mepbl  NPEIOCTOPOKHOCTH | NIPH N st | éioitoBantoro

JIEKAPCTBEHHOI0 Mpenapara Wil OTX0/A0B, MOJYYeHHBIX MOC/Ie MPUMEHEeHHs Npenapara, u
Apyrue MAHMIYJISLHMU € PenapaTom

bannonsl sBnstoTcs BO3BpaTHO#M Tapoil. Ilokynarens 00s3aH BepHYTh HOpPOXHHE OAaIOHBI C
KOJIIIaKaMH, HEe IPOCPOYCHHBIE, UCIIPABHBIE, C OCTATOYHBIM JaBJICHUEM KHCIOPOJa MEAUIIMHCKOTO.

7. JAEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUA

Poccuiickas @enepanust
AO «Cubrexras» uMm. Kuma &.11.

630039, HoBocubupckas 00:1., r.0. ropoa HoBocubupck, r. HoBocubupck, yin. KommyHcTpoeBckas,
31. 157

Ten. / pakc: +7(383)262-11-81; 262-14-53 / +7(383)262-14-73.
info@sibtechgaz.ru

7.1. IlpeacraBuTeJb AeprKaTesisi pETHCTPALMOHHOIO YA0CTOBEPEHUsI

[IpereH3uu moTpeduTENICH HAMPABIISATH TI0 AAPECY:
Poccuiickas @enepanus
AQO «Cubrexras» nm. Kuma ©.11.

630039, HoBocubupckas o6u1., r.0. ropog HoBocubupck, r. HoBocubupck, yn. KommyHcTpoeBckas,
31. 157

Ten. / pakc: +7(383)262-11-81; 262-14-53 / +7(383)262-14-73.
info@sibtechgaz.ru

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YJOCTOBEPEHMUSA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI'O ITPEITAPATA

JlekapCTBeHHBI TmpenapaT OTHOCHTCS K KAaTeropuh OTIyCKa B  YCJIOBUSAX JedyeOHo-
MPOPUIAKTUYECKUX YUPEXKICHUM.

OO6mrast xapakTepHUCTHKa JIEKApCTBEHHOTO Tmpemnapara Kucimopoa ra3000pa3HbI METUITMHCKHH,
JIOCTYyIIHa B €IMHOM pEECTpe 3apEeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpelacTB EBpasuiickoro
SKOHOMMYECKOTO COI03a W Ha OQUIMAIBHOM CaiTe YHNOJHOMOYEHHOIO OpraHa (3KCHepTHOM
opranusanun) (https://Ik.regmed.ru/Register/EAEU_SmPC).



