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OBILASI XAPAKTEPUCTUKA JEKAPCTBEHHOFG HPEIAPATA U001

1 HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Kucnopon razoo6pasubiit Mmenunmackuid, 100 %, ra3 cyxaThrii

2 KAYECTBEHHBIA 1 KOJTMYECTBEHHBIN COCTAB

JleiicTBytomiee BerecTBo: kuciaopo meaumuackuii — 100 %.

Kask1plii 6aJIOH BMECTUMOCTBIO 1 M° coaepxut 0,156 M 100 % KHCIIOPOa MEAUITUTHCKOTO.
Kaskpiit 6auton BMectuMocTbio 10 av® conepxur 1,56 M2 100 % KHCIIOPOa MEAUITUHCKOTO.

Kaskpiit 6auton BMectuMocTbio 40 av® coJlepKuT 6,24 M2 100 % KHCIIOPOa MEAUITUHCKOTO.

3 JIEKAPCTBEHHAS ®OPMA
T'a3 cxxatTeIi.

BecuseTHsbIil ra3 0e3 3amaxa.

4 KIMHUYECKHUE JAHHBIE

4.1 IlokazaHusl K NPUMEHEHUIO

Kucnopon ra3oo0pa3Hbelii METUIIMHCKHI TI0Ka3aH K TPUMEHEHUIO Yy B3POCIBIX U JeTe
ot 0 10 18 neT npu pa3IMyHbIX 3a00I€BaHUAX:

— 3a0ojeBaHMsT OpraHoB JbIXaHus (B T.4. IHEBMOHHS, OpOHXHaJbHas acTMa),
CepJICUHO-COCYTUCTOW CUCTeMbI (B T.4. XpOHHYECKas cepJieuHas HeIOCTaTOYHOCTh, KOJUIAIIC,
apUTMHUHU, OTEK JIETKHX);

— OTpaBJI€HHE OKCHJIOM YIJIEpOJla, CHUHIJIBHOM KHCJIOTOMW, YIyHIAIONIMMH BEIIECTBAMU
(B T.4. xJ10p, pOCTEH);

— ocnabieHue IbIXaHus B MOCIEONEPAI[HOHHOM MEPUO/IE;

—  UIIeMHs HIKHUX KOHEYHOCTEH, TpaBMbl KOHEYHOCTEHH;

—  cocyaucThie 3a00JIeBaHMs TOJIOBHOTO MO3Ta;

— runepbapuyeckas OKCUTeHalus (Omepaludyd Ha Cepaue M JEerkuX, PEeKOHCTPYKTUBHBIE
omepalM Ha opraHax okemnygouHo-kumeyHoro TtpakTa (JKKT), wuHTOKCHKamms, aHemus,
sI3BEHHAs1 00JIe3HB JKeNMyIKa U 12-TepCTHOM KHUIIKH, XPOHHYECKUN TeHaTuT);

— TUmokcutepanus — (diIeMuYeckas — OONe3Hb  Cepilla, apTepualibHas — TUIEePTEH3Us,
3aboneBanus JKKT, actenus, nempeccusi, TOBBIINICHHas YyTOMJISEMOCTb, COCTOSIHHE IOCIIe

JTy4eBOH Teparun).
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4.2 Pe:kuM 103MPOBAHUSA M CTIOCO0 MPUMEHEHMs (MOCNENDBATENBHOCTE 0001)

PexxuM n1o3upoBanus

WNuransuunonHo, B koHIeHTpanuu 40 — 60 %, B cMecH ¢ BO3yXOM, B KOJIMUYECTBE 4 — 5 JI/MHUH.
[Tpu ocnabneHny ABIXaHUS B TIOCICONEPAIIIOHHOM TIEPUOJIC, IPH OTPABIICHUSX, HHTOKCUKAIIASIX
ucnonb3ytoT 100 % Kuciopoa uiam CMeCh C YIJIEKUCIOTOM.

Pexxum n103upoBaHusT BO BCEX BO3PACTHBIX T'PYIIAX, KPOME HOBOPOXKJEHHBIX, COBIAIACT (CM.
noapasaen «Jlern»)..

Jlis  BBEIEHWS KHCIOPOJa B BBICOKMX M HU3KHX KOHIICHTPAIMSIX IPUMEHSIETCS pa3Has
anmapaTrypa. MUHUMaIbHasT KOHIICHTPALMS KUCJIOPOJa HE JOJKHA ObITh HIKE €r0 COJEPIKAHUS
B armocepHoM Bozyxe (20,9 %).

Cucrtembl Uil MHTASAIUA ¢ (DUKCUPOBAHHOW KOHIIGHTpAlMEW KHUCIOpoja (HE3aBUCHUMO OT
JIBIXaTEIbHBIX TOMBITOK TAI[MEHTAa): BBICOKOTIOTOYHBIE - MAaCKH, OOECMEYMBAIOIIHME IOaqy
KHCJIOPOJIa C BBICOKOM CKOPOCTHIO MOTOKA; HU3KOMOTOYHBIE - aHECTE3UOJIOTUUECKUE KOHTYPHI.
B naHHBIX cuCTeMaxX KOHIICHTPAIHS KUCIOPO/Ia 3a/1a€TCS BPauoOM.

Cucremsl Il MHTATALAH, 00SCTICYHBAIONINE TTOAaYy Pa3IMYHON KOHIIEHTpAIMU KUCIopoaa (B
3aBUCHUMOCTH OT CHJIBI BJIOXa TMAalMeHTa): 0e3 perupKyJIsuu - KaTeTepbl M KaHIONU; C
PELMPKYJISAUE - KUCIOpOAHbIe MacKu. JlaHHbIe cHcTeMbl paboOTalOT TOJNBKO B YCIOBUSX
CaMOCTOSITENILHOTO JIbIXaHUSl MAalMeHTa, KOTOPbII BHbIXaeT Ta3oByl0 cmech. CopepxaHue
KHCTIOpoJla B Ta3oBOod cMmecH OyJeT 3aBHCETh OT COCTOSHUSI TAalleHTa U HCIOJIb3yeMOro
YCTpOMCTBA.

l'unepbapuueckas oxcuecenayus: TPOLENYypy MPOBOIAT B CIELUHUATbHBIX Oapokamepax, s
TepaneBTHYECKUX IIeJiel UCIOB3YIOT anmnapaThl (0OJHOMECTHBIE KaMephl), CO3/al0IINe JaBICHNE
kuciopoga 1,2 — 16 — 2 arm. IlpoBomsar 1 ceanc B genp (40 — 60 mMuH), Kypc
neuenus — 8 — 10 ceancos. [lpu si3BeHHOU Oone3HM xenyaka W 12-MepCTHOM KHUIIKH,
XpOHMYECKOM remaTute BBOAAT moxa naBieHueMm 0,7 — 1 wu30bITOYHON aTM. (ceaHcamu
1o 45 MUH); Kypc JeueHus — 15 ceaHcoB.

Tunoxcumepanus: TPOBEICHHUE CIEUUATIBHBIX TPEHUPOBOK, MNPUBOAAIIMX K KHCIOPOIHOM
HEJOCTAaTOYHOCTH (HOPMOOAPUYECKON THIOKCHM) IMyTEM HCIOJNBb30BAaHUS Ta30BBIX CMeced C
MOHIKEHHBIM ~ COZIEpKAHUEM KHUCJIOpoJa JJis CO3JAaHHUS HMCKYCCTBEHHOH THUIOKCHHU (TIpu
HOpPMaJbHOM aTMOC(EpPHOM JIaBJICHHUH).

Ocobbie T'PYHIIBI TAMWMCHTOB

Ilayuenmul noscunoeo 6ospacma
Y TNOXUJBIX MAIMEHTOB C XPOHUYECKUM OpPOHXUTOM BJIbIXaeMasi KOHIICHTpAIUs KUCIOpoJa
JOJbKHA MoBBIIIAThCS Ha 1 % u He mpeBbiath 30 % (Jarie Bcero).

CTH
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Pexxum no3upoBaHusl y JI€TE€ COBMAAAET C ])emHMoﬂ?ﬂQW%TEQE'HQE&%IQ;&%MG

HOBOPOXKICHHBIX.
Y HOBOPOXJCHHBIX KOHIIGHTPAILHUS KHCIOPOJa BO BABIXaEMOW CMECH HE JOJDKHA IMPEBBIIIATH
40 % (pucK pa3BUTHS PETPOJICHTAIBHON (GUOpOILIA3NN).

Cnocob nmpuMeHeHust

NurananuonHo.

4.3 IIpoTuBONOKA3aAHUSA

'unepbapuyeckasi OKCUreHaIUs: HaJIU4Yue IOJOCTEH B JIETKMX, OPOHXOIUIEBPAJIbHBIN CBHIII,
HEKyIUPOBAaHHBIM IMHEBMOTOPAKC; HapyLIEHHE IMPOXOJUMOCTH CIYXOBBIX TPYyO M KaHAJIOB,
COEUHSIONINX MPHUIATOYHBIE MAa3yXW HOCAa C BHELIHEH Cpeloi; OCTpble PpEeCHUupaTopHbIe

BUpYCHbIE MHPEKINH; SMTUIIETICHSI; apTepUaIbHasi THIEPTEH3HsI; HOBOOOPAa30BaHHUS.

4.4 OcoOble yka3aHusl M MepPbI NPEI0CTOPOKHOCTH IPH NIPUMEHEHUH

C 0CTOPOKHOCTBIO

[Ipn rumepbapuueckoll OKCHTeHAalMHM: OpOHXHWAbHAs acTMa, BPOXKICHHBIA cheporuTos,
BBICOKasl JIMXOpaJKa, HEBPHUT 3PUTEIHHOIO HEPBa, MH(MEKIIUU BEPXHHUX JBIXaTENbHBIX IYTEH,
OCpEeMEHHOCTh, OJHOBPEMEHHBIM TMpUEM IMCIIATHHA, JAOKCOpyOWIIMHA, AucCyiIbdupama,
MadeHuaa (MOBBIIEHWE TOKCHUYHOCTH JaHHBIX JIEKAPCTBEHHBIX TIpemnaparoB), sSMduszema
JIETKUX, OapoTpaBMa yIiei.

emu

Y HOBOPOXJEHHBIX, B CBS3H C TIOBBIIICHHBIM PHCKOM pa3BUTHS pPETHHONATHH, HE

peKoMeH TyeTcsl yBelInueHne JaBienns kucuopoaa 6omee 0,0817 kre/cm? (0,079 atm).

4.5 B3aumoneiicTBHe ¢ JAPYrMMH JIeKAPCTBEHHbBIMH MNpenapartaMM M [pyrue BH/bI
B3alMMOJAeHCTBUSA

HeoOxogumo  coOmoaTh  OCTOPOKHOCTH MPU  OJHOBPEMEHHOM IIpUEME  IHMCIUIATHHA,
JIOKcopyOuIuHa,  aucyibpupama, MadeHuga  (NOBBINIEHHME  TOKCHUYHOCTH  JIAHHBIX
JIEKapCTBEHHBIX CPEJICTB).

He nomyckaercs KOHTakT KHCIOpOJa C MacliaMM M JPYTUMU OPraHMYECKMMU BEIIECTBaMH, BO

n30exaHue B3pbIBa.

4.6 OepTWILHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepeMeHHOCTD
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B cBA3M ¢ OTCYTCTBHMEM CHENMAIBHBIX KIMHUYECKUX HeE A0 BaH I B Eﬁﬂéﬂiﬁ&Bé‘NE&ﬂ{hﬁH

npenapar CieayeT MPUMEHATh TOJBKO TOrAa, KOTJa TMojb3a JJis MaTepu IPEBBIIIACT
MOTEHIIMATIBHBIN PUCK JIJIS TIJI0/1a U TI0JT HETIOCPEJICTBEHHBIM KOHTPOJIEM Bpaya.

JlakTanms

B cB3u ¢ oOTCyTCTBHEM CHEIHUANIBHBIX KIMHHUYECKUX HCCICIOBAHUM TIpU TPYAHOM
BCKapMJIMBAHUU TIpenapar cJeayeT MNPUMEHSTh TOJbKO TOT/a, KOrja IoJib3a Ui MaTepu

IMpEeBLIIIACT HOTCHHI/IaJILHBIfI PUCK IJId pC6CHKa " 11oa HEMMOCPCACTBCHHBIM KOHTPOJICEM Bpayda.

4.7 BausiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpPeACTBAMM M padoTaTrb ¢
MeXaHUu3MaMH

B TepaneBTHUeCKHX 033X KHCIOPOJ Ta3000pa3HbIi MEAMIIMHCKUM HE OKa3bIBAaeT BIUSHHUS Ha
CIOCOOHOCTh K BBIMOJHEHUIO MOTEHIUAIbHO OMACHBIX BHJIOB JIEATEIBHOCTH, TPEOYIOIMNX

TOBBIIIIEHHON KOHLOCHTPAIUM BHUMAHUA U 6I)ICTpOTI)I IICUXOMOTOPHBIX peaKuHﬁ.

4.8 HexesiaTesibHbIC peakuMu

Kpureprn O1ieHKH 4acTOTHI TOOOYHBIX peakiuii: o4eHb yacto (> 1/10); wacro (>1/10 - < 1/100);
Heuacto (>1/100 - < 1/1000); peaxo (>1/1000 - < 1/10000); ouens penko (< 1/10000); yacTora
HeU3BeCTHA (HE MOXKET OBITh OIleHEHa Ha OCHOBE MMEIOIIUXCSI TAHHBIX).

I'uniepOapuueckasi OKCUT€HAIINS

OHOOKpuUHHbLE HaPYULEeHUS.

Yacmoma neuszgsecmHa — TATIOTIINKEMHUSL.

Hapywenus co cmopombl HepsHOUL cucmembl

Yacmoma neuszsecmua - TOIOBHAs 00JIb, OHEMEHHE TAJBLIEB PYK.

Hapywenus co cmoponul opeana 3penus

Yacmoma neuszsecmua - Ipexosiiiee HapyIICHUE 3PSHNUS, YCKOPEHHE CO3PEBAHUS KaTapaKThl.
Tpasmbl, UHMOKCUKAYUU U OCTIONHCHEHUS NPOYEOVD

Peoko — octpas KUCIIOPOHAs HHTOKCUKAINS (CyIOPOTH, OTEK JIETKHX).

Yacmoma neuzeecmna - GapoTpaBma yuiei (005ib B yXe, HOBpEeKICHNUE U pa3pblB OapabaHHON
MIEPENOHKH) U OKOJIOHOCOBBIX Ma3yX.

Obwue napywenus u peakyuu 8 Mmecme 66e0eHUs

Yacmoma neuzgecmua — yCTanoCTh.

Kucnoponorepanmus:

Hapywenus co cmoponul cepoya
Yacmoma Heuzgecmua - VIlIeMUsl MUOKap/ia y TAIMEHTOB, TIEpEeHECIINX HHPAPKT MUOKapIa

COO6H.[CHI/IC 0 TOA03PEBACMBIX HCXKCIATCIIbHBIX PCAKIIUAX
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BakHO COOOIIATh O TOXO3PEBACMBIX HEKENaTeIBHbK - peakumix’ Ciibene'C peruétpaimu

JIEKapCTBCHHOT'O Mpemnapara ¢ Leblo 00eCrevYeHruss HeMpPEepPhIBHOIO MOHHMTOPHUHIA OTHOIICHUS
MOJIb3Bl M PHCKA JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHHKAM pPEKOMEHIYeTCs
COO0MIaTh O JIFOOBIX TOJI03PEBACMBIX HEXKEIIATSIBHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
4Cpe3 HaIMOHAJIBHBIC CHUCTCMBI COO6HI€HI/I$I 0 HCXKCIATCIIbHBIX PCAKOUAX TOCYAapCTB-4JICHOB
Oxonomuueckoro Coroza.

Poccuiickas ®@enepanns

®denepanpHas cinyx0a 1mo Haa3opy B cdepe 3apaBooxpaneHus (Pocznpasuanzop)

Anpec: 109012, Mocksa, CnaBsiHCKas 1jiomans, 1. 4, ctp. 1

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

On. moura: pharm@roszdravnadzor.gov.ru

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

4.9 Ilepeno3upoBka

CuMOTOMBI

[Ipn pnuTenbHOM W OECCUCTEMHOM TMPUMEHEHHHM BBICOKMX KOHIIEHTpAlUi KHCIOpoJa
(cBpime 60 — 80 %) mpu OosibliOoM MMOTOKE (CBbIIe 6 — 8 JI/MHUH) UMEETCsl OINacHOCTb
TUIEPOKCUTEHAIMM U KakK CcleACTBHE — oTeka JErkux. I[lpu mpomomkuTenbHOM AeWCTBUU
KHCIIOpOJ1a Pa3BUBAIOTCA JEKOMIIEHCATOPHBIE peaKkuu, NposBIsiiomuecs QyHKINOHATBHBIMUA U
CTPYKTYPHBIMH HapyHUICHUSIMH B Pa3lMYHbIX CUCTeMaX M opraHax. [Ipu3Haku KHUCIOPOIHOM
WHTOKCUKAIIUU TOABISIOTCS Yepe3 onpeAeseHHbIA nepruoa. Ero IuTensHOCTh MOXKET 3aBUCETh
OT HWHIUBUAYAJIbHOW UYBCTBUTEIBHOCTH K KHUCIOPOAY, TEMIEpaTypsl U BIAKHOCTH
OKpYy’Karollle Ccpelpl, KOHIEHTPAlMd BO BIbIXa€MOW TIa30BOM CMECH, AMOILMOHAIBHBIX H
(bu3MYECKUX HATPY30K, COCTOSTHUS [ICHTPAIbHOI HEPBHOI CHCTEMBI U TIp.

Jleduenue

CuMInroMaTHIeCcKoE.

5 ®APMAKOJOTI'MYECKHUE CBOVCTBA

5.1 ®apmakoguHAMHYECKHE CBOHCTBA
dapMakoTepaneBTUUYECKas TpyMIa: Mpoure JeuyeOHble CPEICTBA; METUITUTHCKIE Ta3bl.
Kon ATX: VO3ANO1

MexaHu3M OeUCTBUS U d)aDMaKOHI/IHaMI/I‘-IeCKI/IC Bd)d)eKTLI

HpOTI/IBOFI/IHOKCI/I‘-ICCKOC CpeACTBO, 3HAYUTCIIBHO YJIy4YIIaCT KUCIOPOJHOC HACBIIICHUC TKaHel u

réeMOoJUMHaMUKy, 3alumiacTt TFOJIOBHOM MO3r OT THUIOKCHH. (OKa3bIBaeT METa0O0IMYECKOS
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jeiictBre. B yCcIoBHSX HOPMOGApHYECKOH THIOKCHH HOBHHIIAOR yeTomiisoc - opraisMa K

OHJOI'CHHBIM M 5K30I'CHHBIM IT1aTOJIOTHYCCKHM (baKTopaM.

5.2 ®apmMakoKHHeTHYECKHE CBOWCTBA

He npumennmo.

6. PAPMAIIEBTUYECKHUE CBOVCTBA

6.1 Hepeqeﬂb BCIIOMOraTe/JIbHBIX BEIIECCTB

OTCyTCTBYIOT.

6.2 HecoBMeCcTUMOCTD
He nomyckaeTcst KOHTaKTa KUCJIOPO/ia ¢ MacjaaMu U APYTUMH OPraHUYECKUMU BEIIECTBAMH BO

n30exaHue B3pbIBa.

6.3 Cpok roqHocTu (CpOK XpaHeHus)

18 Mmecsres.

6.4 OcoOble MepbI IPEIOCTOPOKHOCTH NPH XPaHEHUH
B cyxoMm oT/enbHOM MOMEIIEHUH WM Ha OTKPBITHIX IUIOMIAAKAaX MO/ HAaBECOM, 3aIMIIAIOLIIIM
0T aTMOC(EepHBIX OCAJKOB U MPSMBIX COJHEYHBIX JTyuel, BJAIU OT UCTOYHHKOB OTOIUICHUS U

HWCTOYHHUKOB OTKPBITOT'O OTHA Ipu TemnepaTtype oT MuHyc 50 °C go 50 °C.

6.5 XapaxkrTep U cojep:kaHue NEPBHYHON YNAKOBKH U CllelUAJbHOe 000pyl0BaHMe IJIsi
HCIO0JIb30BAHNS, BBEACHUS WIN UHMILJIAHTALMA

0,156 m° B GayutoHE BMECTUMOCTBIO 1 M°.

1,56 m® B 6ayutone BMecTuMOCTBIO 10 1m°,

6,24 M° B GayutoHe BMecTHMOCTBIO 40 1P,

O0BEM comepKUMOro yIakoBKU MPUBEJIEH IS YCIOBUI: U30bITouHOE naBienue 14,7 + 0,5 Mlla
(150 £ 5 xrc/cm?), Temneparypa 20 °C.

Hcnonb3yroT 0GamioHbl CTalbHbIE OECIIOBHBIE TOXYOOro I[BETa ¢ HAHECEHHOH MO OKPY>KHOCTU
HaJINUChIO YepHOTo 1BeTa «Kucmopoa MeAUIIMHCKUIY.

bannonsl 000pyAyIOT BEHTHIIEM U YCTPOWCTBOM KOHTPOJISI TIEPBOTO BCKPBITUS B KOMIUIEKTE C
WHCTPYKIUHUEN 110 MEAUIIUHCKOMY TPUMEHEHUIO.

Ha Oannon HaHOCUTCS (IPUKPETIIISETCS ) STUKETKA.
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6.6 OcoOble Mepbl TNPeIOCTOPOKHOCTH  TNPH iﬂvﬁﬂﬁﬂi«&ﬂﬁ“hﬂﬂ&h&ﬁmmm

JIEKAPCTBEHHOI0  IMpenapara WIM  OTX0A0B, IOJYYEHHBIX II0CJe TMPHMEHEHUs
JIEKApPCTBEHHOI'0 Npenapara uji padoTbl ¢ HUM

bannonsl sBastoTcs BO3BpaTHOM Tapoil. Ilokymartenb 00si3aH BEpHYTh HOPOXKHUE OaJIJIOHBI C
KOJIIaKaMM, HE€ IPOCPOYCHHBIC, HCIPABHBIE, C OCTATOYHBIM JaBJICHUEM KHCIOPOJA

MCIHUIIMHCKOI'O.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanns

O0111ecTBO ¢ OrpaHMYEHHOM 0TBETCTBEHHOCTHIO «I"azrex» (OO0 «I"a3Tex»)
156026, r. Koctpoma, yi. 2-s Bomkckas, 1. 3A

Temn./akc: +7 (494) 242-04-04

AJpec 3neKTpoHHOM mouThl: info@gastex.pro

7.1. IlpeacraBure/ib AepsKaTe/si perHCTPALHOHHOIO YAOCTOBEPEHUS

IIperen3un morpedUTENIE HAIPABIISTH 110 AIPECY:

Poccuiickas @enepanust

OO61IecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «I'a3Tex» (OO0 «I a3Tex»)
156026, r. Koctpoma, yi. 2-s1 Bomkckas, a. 3A

Ten./dakc: +7 (494) 242-04-04

AJpec 3neKTpOHHOM mouThl: info@gastex.pro

8. HOMEP PET'UCTPAIITMOHHOI'O YAOCTOBEPEHUA

9, TATA MEPBUYHOM PETUCTPALIMM (MMOATBEPKIEHUS
PETUCTPAILIAM, IEPEPET UCTPALIN)

JlaTa miepBOM perucTpaLuu:

10. JATA IEPECMOTPA TEKCTA
OOmiast xapakTepuCTHKa JEKapCTBEHHOro mpenapara Kuciopos ra3000pa3Hblii MeIUIIMHCKUN
JOCTyIHa Ha HH(OpPMaIMOHHOM mopTtane EBpa3uiickoro HSKOHOMHMYECKOIO COK3a B

MH(pOPMaIMOHHO-KOMMYHUKALIMOHHOM cetn «HTepHeT»: http://eec.eaecunion.org/



