COOTBETCTBYET 3KCNEPTHOM
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OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFO IPEAAPATA "

1y OTYETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Kucnopon ra3oo0pa3Hblii METUIIMHCKHIA, Ta3 MEIUIIMHCKUN CKATHIN.

2. KAUYECTBEHHBIN 1 KOJTUYECTBEHHBIN COCTAB

JleicTByIO1IEEe BEIIECTBO: KUCIOPOL.

Kasxplii 6aJUIOH BMECTUMOCTBIO 1 ivM> coaepxut 0,156 M 100 % KHUCJI0poa.
Kasxiplit 6am10oH BMecTHMOCTBIO 2 iv° cozepxkut 0,31 m> 100 % kucmopona.
Kasxplii 6aJUIOH BMECTUMOCTBIO 5 TM> coaepxut 0,78 M 100 % KHUCJI0poa.
Kaxplii 6annon BMecTuMocthio 10 av® comepxur 1,56 m> 100 % kucnopona.
Kasxplii 6a/IOH BMECTUMOCTBIO 40 mv° coaepxkuT 6,24 M 100 % KHUCJIOpOo/a.

O0beM CconepKUMOTO YIMAaKOBKUA TPHUBEACH ISl YCJIOBHM: u30bITOuHOE nabienue 14,7 Mlla
(150 krc/cm?), Temneparypa 20 °C.

3. JIEKAPCTBEHHAS ®OPMA

T'a3 MeTUIIMHCKUN CKATBHIN.

BecuserHsIii ra3z 0e3 3amaxa.

4, KJINHUYECKHUE JAHHBIE
4.1. IToxa3anusi K NPUMEHEHHUIO

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

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

® OTpaBJICHHE OKCHJIOM YIiepo/ia, CHHUIBLHOU KUCIOTOM, YAYIIAIOIIMMHU BEIIECTBAMU (B T.4. XJIOD,
docren);

e ocliadieHue JAbIXaHWA B IMOCJICONICPALIMOHHOM MEPUOJAC,; NINICMUA HUKHUX KOHG‘—IHOCTGﬁ, TPaBMbI
KOHC‘-IHOCTGI\/'I; COCYIUCTBIC 3a00JIeBaHUs TOJIOBHOTO Mo3ra,

e runepbapruecKas OKCUreHanus (ornepanuy Ha Cep/ie U JIETKUX, PeKOHCTPYKTHUBHBIE ONepaluu
Ha opraHax >xenyaouyHo-kumeyHoro tpakrta (OKKT), uHTOKCHKauMs, aHeMus, s3BE€HHas OOJE3Hb
Kenmyaka v 12-TiepCcTHOM KUIIKK, XPOHUYECKUH renarTur);

. TUIOKCHTepanus (MieMuyeckas 001e3Hb cep/la, apTepruaibHas TUIePTEH3HsI, 3a00JIeBaHuUs
KKT, acrenusi, nernpeccusi, MOBBIIICHHAS] YTOMIIIEMOCTb, COCTOSTHUE TIOCIIC JTYIEBOM TEPAITHH ).

4.2. Pe:xxuM n103upoBaHusA M CIIOCO0 MPUMEHEHHS

PexxuM no3upoBaHus
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[Ipu ocnabneHun AbIXaHUS B IOCJIEONEPAMOHHOM IEPUOE, NMPU OTPABICHUSIX, WHTOKCUKAIUSIX
ncnonb3ytoT 100 % KUCIopo1 uiau CMECh C YIVIEKUCIOTOM.

Pexum n03upoBaHMs BO BCEX BO3PACTHBIX IpPYIIax, KPOME HOBOPOXKJIEHHBIX, COBMAJIAET (CM.
nonpaszen «lern»).

JIns BBEIEHUST KUCIIOPOJA B BBICOKMX M HU3KMX KOHUEHTpALMAX IIPUMEHSETCA pa3Has anmnaparypa.
MuHuMmanbHas KOHLIEHTpALKs KUCIOpo/a HEe AOKHA OBITh HUXKE €ro CoJiep)KaHus B aTMOC(hepHOM

Bozayxe (20,9 %).

Cucrembl IS MHTAISAIUA € (UKCHPOBAHHOW KOHIIEHTpaIuel Kuciaopoaa (HE3aBUCHMO OT
JBIXATEeIbHBIX TOMBITOK TAIIMEHTA): BBICOKOIOTOYHBIE - MACKH, OOECICUMBAIOIIME TOIady
KHCJIOPOJIa C BBICOKOH CKOPOCTBHIO MOTOKA; HU3KOIOTOYHBIE - aHECTE3MOJOTHYECKHE KOHTYpHI. B
JAHHBIX CUCTEMaxX KOHILEHTpAIUsl KHUCIOPO/Ia 33a/1a€TCsl BPAUOM.

CucremMpl JUIsi UHTAIALMU, OOECIEUMBAIONIME TOJAady Pa3IUYHON KOHIIEHTpPAlUU Kuciopoga (B
3aBUCHMOCTH OT CHJIBI BJIOXa TMAIMeHTa): 03 peUUpKYISAIUd - KaTeTepbl W KAaHIOIHU; C
PELUPKYISIUEe - KUCIOpOoAHbIE Macku. JlaHHbIE CHUCTeMBbl pabOTalOT TOJBKO B YCIOBHSX
CaMOCTOATENILHOTO AbIXaHUS MAIMEHTa, KOTOPBIM BJIbIXA€T ra30ByI0 cMech. ComepxaHue KUCIopoaa
B ra30BOii cMecH Oy/IeT 3aBHCETh OT COCTOSHUS MAIMeHTa U UCTOJIb3YEeMOI0 YCTPOUCTBA.

QOco0ble rpynibl MalueHTOB

.]]MMCI nooJKcus1020 eo3pacma

Y NOXKWIJIBIX MAIMEHTOB ¢ XPOHUYECKUM OPOHXHTOM BJBIXaeMasi KOHIICHTPAIHS KUCIOPO/Ia JOJDKHA
noBeIaThes Ha 1 % u He npebimath 30 % (darie Bcero).

Funep6apuqecmﬂ OKcuzceHayus

[Iponienypy mpoBOAAT B CHELHMAIbHBIX Oapokamepax, Uil TEPAaNeBTHMUYECKUX LeNeld HCHOIb3YIOT
anmapatsl (0OJTHOMECTHBIE KaMephl), CO3aroliue aaBicHune kuciopoaa 1,2-1,6-2 arm. IIposomsar 1
ceanc B aeHb (40-60 muH), kypc nedenus: 8-10 ceancos. IIpu si3BeHHON Oone3Hu xemyaka u 12-
MEePCTHOM KHIIKK, XPOHHMYECKOM TemaTuTe BBOAAT moj naBieHueM (,7-1 HU30BITOYHOM aTM.
(ceancamu 1o 45 MMH); Kypc JeueHus - 15 ceaHCOoB.

Funoxcumepanuﬂ

[IpoBeneHne croenuanbHBIX TPEHUPOBOK, MPUBOAIIMX K KHUCIOPOAHOW HEIOCTATOYHOCTHU
(HOpMOOapUueCKOW THUMOKCHUU) TYyTeM HCIOIB30BaHUSI Ta30BBIX CMeced C TOHMKCHHBIM
coJiep>KaHuEM KHCIIOpO/Ia ISl CO3/JaHHs MCKYCCTBEHHON TUIIOKCHH (TIPU HOpMaJIbHOM aTMOC(hEpHOM
JABJICHUN ).

CTH

PexumMm AO3UPOBAHUA Y neTeﬁ COBIMAaAacT C PCKUMOM OO3HUPOBAHUA [JIAI B3POCIBLIX, KPOMC
HOBOPOXKACHHLIX.

Y HOBOPOXJIEHHBIX KOHLIEHTPALUsI KUCIOPOJa BO BJABIXaeMOI cMecH He JToJkHa npeBbimaTh 40 %
(pUCK pa3BUTHUS PETPOJIEHTAILHON (PHOPOILIa3un).

Croco0 nmpuMeHeHs

HMHransimoHHo.
4.3. TIpoTuBoOmOKAa3aHHUS

l'unepOapryeckas OKCUTEHAIMs: HaJIM4Yhe TI0JIOCTeH B JIETKUX, OPOHXOIJIEBPAIbHBIM CBHII,
HEKYNHPOBAaHHBIM IHEBMOTOPAKC; HapylIeHHE MPOXOAUMOCTH CIYXOBBIX Tpy0 M KaHajoB,
COEUHSIOLINX MPUIATOYHBIE NTa3yXH HOCA C BHELIHEHN Cpelloil; OCTphle peCIUpaTOpPHbIE BUPYCHbBIE
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4.4.  OcoOble ykazaHusi 1 Mepbl NPeIOCTOPOKHOCTH NPH NIPUMEHEHUH

Oco0ble yKa3zaHus

Y HOBOPOK/ICHHBIX, B CBSI3U C MOBBILIEHHBIM PUCKOM PETUHONATHH, HE PEKOMEHYETCS YBEIUUCHUE
naBieHus kucioposa o6omuee 0,079 atwm.

C 0CTOPOKHOCTBIO

[Ipu runepbapuyeckoil oKCUreHanuu: OpOHXHaIbHAsS acTMa, BPOXKIEHHBIM ChEepOoruTOo3, BbICOKAS
JMXOPa/IKa, HEBPUT 3PUTEIBHOTO HEPBA, MH(EKIMU BEPXHUX JbIXATEIbHBIX MyTeH, OepeMeHHOCTb,
OJTHOBPEMEHHBIM IpHeM IUCIUIaTHHA, JOKCOpYOMIMHA, nucyiabpupama, MapeHuaa (IMOBbIILICHUE
TOKCHUYHOCTH JJAaHHBIX JIEKAPCTBEHHBIX MIPEMapaToB), IMPHU3EMa JETKUX, OapoTpaBMa yIIeu.

45, B3aumopneiictBue ¢ JAPYrUMH JIEKAPDCTBEHHBIMH IIpenaparaMd W Jpyrue BH/IbI
B3aUMO/IeHCTBUA

Kucnopon noBsiaeT TOKCHYHOCTH IUCILIATHHA, TOKCOPYOUIMHA, Tucyabpupama, MadheHuaa.

He nmomyckaercs KOHTakT KUCJIOpOAa C MaclaMd H APYTHMMH OPTaHWMYECKHMHU BEIIECTBAMHU, BO
n3bexanue B3pbiBa (cM. paszzaen 6.2.).

4.6. @epTHIbHOCTH, 0EPEMEHHOCTH U JAKTAIUS

bepemeHHOCTD

B cBs3u ¢ OTCYTCTBHEM CICHHUAJIBHBIX KIMHUYCCKHUX I/ICCJICI[OBaHI/If/'I BO BpEM:A 6€peM€HHOCTI/I
npenapar CJIeayeT NpUMCHAThL, KOT'la I10JIb3a IAJId MATCpU MPCBLIIACT HOTGHHH&J’IBHHI’I pUCK UIA
miIioaa v moJ HEMoCpCACTBCHHBIM KOHTPOJIEM Bpaya.

JlakTanus

B cBsi3u ¢ OTCYyTCTBHEM CHEIUATBHBIX KIMHUYECKUX HCCIICTOBAHUN TP TPYAHOM BCKapMIIMBAaHUU
mpemnapaT cieayeT MPUMEHSTh, KOT/ia Mojb3a AJii MaTepy MPEBBIIIAeT MOTEHIIUAIBHBIN PUCK AJIs
pebeHka 1 Mo HeMOCPEACTBEHHBIM KOHTPOJIEM Bpaya.

4.7. BJausiHMe T@penapata Ha CHOCOOHOCTb YNPABJSATh TPAHCIOPTHBIMH CpPeICTBAMM,
MeXaHUu3MaMH

B TepaneBTHuUeCKMX J03aX KHCIOPOJ ra3o00pa3HbIi MEIUIMHCKMHA HE OKa3blBaeT BIMSHUE Ha
CIIOCOOHOCTb K BBINOJHEHHUIO INOTCHIMAJIBHO OIIaCHBIX BHUJIOB JOCATCIBHOCTH, Tpe6y101111/1x
MOBBIIIEHHOW KOHILIEHTPAIlMM BHUMaHHUA U OBICTPOTHI TCHUXOMOTOPHBIX peakiuil (ympaBieHHe
TPAHCIIOPTHBIMU CpPEACTBAMU, pa60Ta C ABMXYIIUMHUCA MCXaHU3MaMU, pa60Ta aucreTrdyepa u
oreparopa).

4.8. HexenareJbHble peaKkIuH

Kputepuu orieHKr 4acTOThl OOOYHBIX peakimii: oueHb vacto (> 1/10); wacto (>1/10 - < 1/100);
nedacto (>1/100 - < 1/1000); peaxo (>1/1000 - < 1/10000); ouens peaxo (< 1/10000); gactoTa
HEU3BeCTHA (He MOXKET OBITh OIICHEHA HA OCHOBE MMEIOIIUXCS TaHHBIX ).

FHHeD6aDquCKa$I OKCHUI'CHaIuAg:

DOHOOKpuHHbLE HAPYUWEHUS
Yacmoma Heuzgecmna — TUTIOTIUKEMUSL.

Hapywenus co cmoponul HepéHoii cucmemul
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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 86e0eHus

Yacmoma HeuzeecmHa — yCTaNOCTb.

Tpasmbl, unmoxcukayuu u 0CI10HCHEHUsL NPOYeOyp

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

Yacmoma neuzeecmna - G6aporpaBMa yimeil (00b B yXe, NOBPEXICHHE U pa3pbiB OapabaHHOIA
MEPENOHKH) U OKOJIOHOCOBBIX Ma3yX.

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 MOJO3PEBAEMBIX HEXKEIATENbHBIX 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 HEXKEJIaTeNbHbIX peakUusX TOCyJapCcTB — YJICHOB
EBpa3uiickoro 3k0HOMH4ECKOI0 COH3a.

Poccuiickas @enepanns

denepanbHas ciyx06a o HaA30py B chepe 31paBoOXpaHEHUS.

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

Tenedon: +7 (800) 550 99 03

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

Caiir B MH(POPMALMOHHO-TEIEKOMMYHUKAITUOHHON CeTH «HTEpHETY:

https://roszdravnadzor.gov.ru/

4.9. TIlepeno3dupoBka

CHUMIITOMBI

[Ipu gutenbHOM M OECCUCTEMHOM MPUMEHEHUHU BBICOKHX KOHIIEHTpAIMi Kuciaopoaa (cBoimie 60-
80 %) mpu OosblIoM MOTOKE (CBBINIE 6-8 J/MUH) MUMEETCSl OMACHOCTh THIEPOKCUTEHAIIUA U Kak
CIICJICTBHE - OTeKa JeTKuX. IIpW TPOJOKUTEIHPHOM JCHCTBHH KHCIOPOJA Pa3BUBAIOTCS
JICKOMIICHCATOPHBIE  peaKIMH, TMPOSBIAIOIMNECS  (QYHKIMOHATBHBIMU U CTPYKTYPHBIMH
HapyIICHUSMH B Pa3IMYHBIX CHCTEMax H oOpraHax. [IpW3HAKW KHUCIIOPOJHONW WHTOKCHUKAIIHMH
MOSIBJISIFOTCS Yepe3 OINpeieTIeHHbIN epuo. Ero JMTenbHOCTh MOXKET 3aBUCETHh OT HHIMBUTYyaTbHOM
9YBCTBHTEIBHOCTH K KUCIIOPOY, TEMIIEPATYPhI M BIAKHOCTH OKPYXKAIOMIEH CpPeIbl, KOHIICHTPAIHH
BO BJIbIXa€MOU Ta30BOi CMECH, IMOIIMOHAIBHBIX U (PU3MUECKUX HATPY30K, COCTOSHUS IEHTPATBHOM
HEPBHOM CUCTEMBI H TIp.

Jleuenue

CUMIITOMaTHYECKOE.
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5. ®APMAKOJIOTHYECKHE CBOMCTBA

5.1. ®dapmakoaMHamMHYecKHe CBOiiCcTBA

dapmakoTepaneBTHUECKas IPyIIa: Mpoure jedeOHble CPeICTBA; MEIULIMHCKHE T'a3bl.
Kox ATX: VO3ANO1

MexaHusM aeiicTtBus U hapMakoaruHaMuueckue dhheKThI

HpOTI/IBOI‘I/IHOKCI/I‘ICCKOG CpCACTBO, 3HAUUTCIIbHO YIy4dIIacT KHUCJIOPOJHOC HACBIINICHUC TKaHEH H
réeMOJUHaMHUKYy, 3allUIIacT TFOJOBHOM MO3T OT TUITOKCHH. OKa3bIBaET META0OIHYECKOE ,HCP'ICTBPIC. B
YCIOBUAX HOpMOGapI/I‘IeCKOfI TUIIOKCHH IIOBBIIIACT yCTOfI‘-IPIBOCTB opraHusMa K SHAOI'CHHBIM M
OK30I'CHHBIM I1aTOJIOTUYCCKUM (baKTOpaM.

5.2. ®dapmakoKkMHeTHYeCKHe CBOICTBA
He npumenumo.
5.3. laHHble TOKJIUHUYECKOH 0e30IacHOCTH

He nmpumenumo.

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

6.2. HecoBMecTHMOCTH

He nomyckaercs KOHTAaKT KHUCIOPOAAa C MaciaMyd U JIPYTUMH OpPraHMYECKUMH BELIECTBAMHU BO
n30exaHue B3pbIBa.

6.3. Cpok rogHoctH (CpoK XpaHeHHs1)
18 mecsnes.
6.4. OcoOble Mepbl NPeJIOCTOPOKHOCTH PU XPAHEHUH

XpaHUTh B CYXOM OTJEJIbHOM IOMEIIEHWH WJIM Ha OTKPBITBIX IUJIOMIAJKaX TI0J] HaBECOM,
3alIUIIEHHBIX OT aTMOC(EPHBIX OCAJKOB M MPSAMBIX COJHEUHBIX JIydeHd, BJAJIU OT HMCTOYHHUKOB
OTOILJIEHUS U NICTOYHUKOB OTKPBITOTO OTHs Npu Temmeparype ot Munyc 50 °C mo 50 °C.

6.5. XapakTep u coiep:KaHHe YIAKOBKH

0,156 m® B GayutOHE BMECTHMOCTBIO 1 M.
0,31 M° B 6a/ITOHE BMECTHMOCTBIO 2 M°.
0,78 M° B 6a/IOHE BMECTHMOCTBIO 5 M°.
1,56 m® B Gayutone BMecTUMOCTBIO 10 1M°.
6,24 M° B 6ayuToHe BMeCTHMOCTBIO 40 mv®.

O0BeM comepKUMOTO YIAKOBKM TPUBENCH JUIS YyCIOBWiA: u30bITouHOe mnaBieHue 14,7 Mlla
(150 xre/cm?), Temmeparypa 20 °C.
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HAJMKUCBHIO YEPHOTO 1BeTa «KuCaopoa MeIULIMHCKUI.
baynonsl 000pyAyOT BEHTHUJIEM W YCTPOMCTBOM KOHTPOJIS IEPBOTO BCKPHITUS B KOMIUICKTE C
WHCTPYKLMEN 10 MEIUIIMHCKOMY PUMEHEHUIO.

6.6. OcoOble Mepbl MPEJOCTOPOKHOCTH  NPH  YTHIM3ANUH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara Wil OTX0/A0B, MOJYYeHHBIX MOC/Ie MPUMEHeHHUs Npenapara, u
Apyrue MAHMIYJSLHMU € IPenapaTom

banmnonsl saBnsAt0TCA BO3BpaTHOM Tapoi. llokymarenb 00s13aH BEpHYTH MOPOXHHE OAJIOHBI C
KOJIIIaKaMH, HEe TPOCPOYCHHBIE, UCIIPABHBIE, C OCTATOYHBIM JABJICHUEM KHCIOPOa MEAUIIMHCKOTO.

7. JAEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

00O «Texuunueckue ['a3pi»

426028, Y amyptckas PecnyOnuka, r. MxeBck, yin. MaskoBckoro, 1. 18.
Ten. (3412) 311-003, 311-004

office@has18.ru, www.gas18.ru

7.1. IlpeacraBuTeJb AepKaTesisi peTHCTPALMOHHOIO YAOCTOBEPEeHUs!

[Iperens3un notpeduTeseil HaMpPaBIATh MO AAPECY:

Poccniickas @enepanns

00O «Texuunueckue ['a3pi»

426028, Y amyptckas Pecniybnuka, r. MbkeBck, yi. MaskoBckoro, 1. 18.
Ten. (3412) 311-003, 311-004

office@has18.ru, www.gas18.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YJOCTOBEPEHMUSA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI'O ITPEITAPATA

JlekapCTBeHHBI TmpenapaT OTHOCHTCA K KAaTeropuh OTIyCKa B  YCJIOBUSAX Je4yeOHo-
MPOPUIAKTUYECKUX YUPEXKICHUH.

OO6mrast xapakTepUCTHKA JIEKapCTBEHHOTO mpernapata Kuciaopoa ra3o00pa3Hbli MEAUITUHCKHMA
JIOCTYyIIHA B €IMHOM pEECTpe 3apETrUCTPUPOBAHHBIX JEKAPCTBEHHBIX CpelacTB EBpasuiickoro
SKOHOMMYECKOTO COI03a W Ha OQUIMAIBHOM CaiTe YHNOJHOMOYEHHOIO OpraHa (3KCHepTHOM
opranusarun) (https://Ik.regmed.ru/Register/EAEU_SmPC).



