JIMCTOK-BKJIAABII - HHGOPMAUA U1 MAIIMEHTA

Cronauap, 220 mr/5 ma, cycnensus /sl npueMa BHYTPb
JleiicTByromiee BemecTBO: HUPYpOKca3ua

Ilepen npuemMoM npenapara MoJHOCTHIO MPOYUTANTE JUCTOK-BKJIAIbINI, MOCKOJIbKY B HEM

cojiepskaTcsl BaxHbIe 1715 Bac cBegeHus.

- Bcer):[a HpHHI/IMaﬁTe npernapar B TOYHOCTU C JIUCTKOM-BKJIAABIIEM HJIM PCKOMCHIAALUAMUA
JeYaliero Bpaya v pabOTHHKA alTeKu.

- Coxpanure IHCTOK-BKJIa b1 Bo3MokHO, Bam nmoTpedyercst mpouuTars €ro emie pas.

- Ecnu Bam HYXXHBI JOTIOJTHUTENBHBIE CBEICHHUS WIIM PEKOMEHJAlNU, 00paTUTECh K
pPabOTHHKY alTEKH.

- Ecnm y Bac Bo3HHKIIN Kakue-THOO0 HEXeNIaTeIbHbIE Peakiuy, 00paTUTECH K JieyaneMmy
Bpady Wi pabOTHUKY anTeKu. JlaHHas pekoMeHIanus pacrpocTpaHseTcs Ha JTIo0be
BO3MOJKHBIC HEXKEJIaTeNIbHbIC PEaKLluy, B TOM YHCIIC Ha HE IEpEUUCIICHHBIC B pa3ene 4
JHMCTKA-BKJIA/IbIIIA.

- Ecnum cocrosiHMe He yimydIiaeTcs WM OHO yXYALIaeTcs B TeYCHUE 3 THEel ImpueMa rpernapara,
Bawm cnenyet o6paTuThCs K Bpauy.

Conep:xaHue JJUCTKA-BKJIAbINIA
Yro u3 ceds npencrapiuset npenapar CTonauap, U AJis 4ero ero MpUMEHSIOT.

O uem cnenyer 3HaTh Nepe] puemMoM npenapara Cromnjauap.
[Tpuem npenapata Ctonauap.

Bo3moxHbIe HEXeIaTeNbHbIE peaKLUu.

Xpanenue npenaparta Cromnauap.

Copnepx’uMoe yIakoBKHU U MPOYNE CBEACHHUS.

I

1. Yro u3 cedst npeacrasasier npenapat Cronguap, u Uil 4ero ero NpuMeHsIIOT

[Tpenapat Cronauap coaepKUT AEHCTBYIOIIEE BEIECTBO HU(PYpOKCa3H 1, KOTOPHIN MPUHAIEKUT
K TpyIe NpOTUBOMHUKPOOHBIX CPE/ICTB, OKa3bIBAET MECTHOE aHTHOAKTepUalbHOE JeicTBUE B
OTHOLIEHUH HEKOTOPBIX BHUJIOB OakTepuil B MpOCBETE KHIlIeYHHMKA. [Ipemapar He BiMsgeT Ha
HOPMaJIbHYIO MUKPO(IIOPY JKeTyI04HO-KHILIEYHOro TpakTa. [Ipu ocTpoii 6GakTepuanbHOl auapee
CIOCOOCTBYET BOCCTAaHOBJIEHUIO OaraHca MUKPO(MIIOpk! B KUIIeYHUKE. [Ipy KUIIEUHBIX BUPYCHBIX
UHQEKIUIX NPEnsITCTBYET IPUCOCTUHEHNIO OaKTepHaIbHON HH(DEKINH.

[Tocne mpuema BHYTpb Hpenapar NPAaKTUYECKH HE BCACHIBACTCS M3 JKEIYAOYHO-KHMILIEYHOI'O
TpakTa W CBOE€ AaHTHOAKTEpHAJIbHOE JAEUCTBUE OKa3bIBAa€T MCKIIOYUTEIBHO B IPOCBETE
KHILEYHUKA.

IToxa3anusi kK NpUMeHEHHIO

[Tpenapat Cronauap npuMeHsieTcs Ui JeUeHHs OCTPOi OakTepuanbHOM Tuapeu, MpoTeKatoei
0e3 yXyAleHus 00I1ero COCTOSIHYS, TOBBIIIIEHHSI TEMIIEpaTyphl Tella, UHTOKCUKALIUH, Y B3POCIIbIX
U JIeTell B BO3pacTe OT 1 Mecsa )KU3HH.

Ecnn ynyunieHne He HAacTynwio Wiad Bel 4yBCTByeTe yXy[aUIEHHE B T€UEHHE NEPBBIX 3 JHEH
nmpuemMa npernapara, He00X0IMMO OOpaTUTHCS K Bpauy.

2. O 4em cjeayer 3HATh nepea npueMoM npenapara Cronauap

IIporuBonokasanus

He npunnmaiite niim He naBaiite pedenky npenapar Cronauap:

- eciu 'y Bac wnm y Bamero pebenka amieprus Ha HHQYpOKCa3Hl, NPOU3BOJHBIC



HUTpo(ypaHa Uiy JitoOble Ipyrue KOMIIOHEHTHI Mpernapara (IepeunciIeHHble B pas/erie 6 JucTKa-
BKJIQJIbIINIA);

- eciu Bam pebeHok HOBOpOXKACHHBIN (70 1 Mecsa);

- ecnu Bam miazeHen HeTOHOIEHHBIN.

Oco0ble yka3aHusi M MepPbl NPEA0CTOPOKHOCTH

[lepen mnpuemom mnpemnapara Cromauap HTPOKOHCYJITUPYHTECh C JieHalldM BpadyoM MU

PabOTHUKOM anTeKHU.

- Ilpu neyenun nquapen BaXHO YIOTPEOISTh OOJIBIIOE KOTHUECTBO HKHUIAKOCTH JIsl BOCIIOIHEHUS
ee moTepu (CpeaHee CyTOYHOE MOTPeOJICHHEe BOJBI JIJISi B3POCIOrO COCTaBiseT 2 nuTpa). B
ClIydae TsDKEJIOM U ATUTENbHOM quapen, CUIIbHOM PBOTHI UJIM aHOPEKCHH 00paTUTECh K Bpauy.
Bo3moxHo Bam notpedyercsi BOCIIOIHEHHE TOTEPH KUIKOCTH BHYTPUBEHHO.

- CooOuute Bpauy, ecid Bbl mouyBcTByeTe yXyAlIEHHE OOIIETO COCTOSHHUSA, MOBBIIICHHE
TEMIIepaTypbl Teja, CUMITOMBl HHTOKCUKAIIMK WK MH(peKunu. Bam MoxxeT moTpeboBaThCs
MpPUMEHEHHE aHTHOAKTepUAIbHBIX MIPEnapaTOB CUCTEMHOTO JICHCTBUSI.

- B ciy4yae BOSHUKHOBEHHS CHMIITOMOB JIJIEPTHH, TAKUX KaK OJBIIIKA, CHIITb, 3y/1, HeMeIJIeHHO
NMpeKpaTUTe NpHeM Npenapara u 00paTuTech 3a MeJIMLIMHCKON MOMOIIBIO.

- YmnotpebieHne anKoroist BO Bpems JieueHus npernaparom CTonauap 3amnpenieHo.

JleTH U MOAPOCTKHA

Jleyenue nuapeu y aereit A0 3 JeT pEKOMEHAYETCs POBOIUTH O] HAOIIOACHUEM Bpaya.
[Ipumenenue mnpemnapata MNPOTHUBOMOKA3aHO Yy HOBOPOXKIEHHBIX A0 1 Mecsna XKU3HU U Yy
HEJOHOIIECHHBIX MJIaJCHIICB.

Jlpyrue jiekapcTBeHHbIe MpenapaTthl 1 npenapat Cronauap

Coo0muTe JeyameMy Bpady WM paOOTHUKY alnTeKd O TOM, 4TO BbI mpuHUMaeTe, HEJaBHO
IPUHUMAIU UM MOXKETEe HayaTh IPUHUMATh KaKUe-JIMOO Apyrue mpenaparsl.

He npunumaiite npenapar Cronauap BMeCTe ¢ IpernapaTamH, BbI3bIBAIOUIMMH pa3BUTHE
TUCYNb()UPaMONOOOHBIX PeaKIMid, HATPUMEp, TAKUMH KaK:

- METpPOHUa30J1 (aHTUOMOTHK U MTPOTUBOIPOTO30MHBIN MTpenapar);

- nedaocropuHbl (AHTUOUOTHUKH);

- XJIOpaM(EHUKOJT (AHTUOMOTUKH);

- HUTpO(YpaHTOUH (TIpenapar AJs JiedeHUs: MHPEKIMH MOYEBBIBOIAIINX ITyTeH);

- rpuzeodyybBUH (IIpenapar, IPUMEHsIeMbIH IPU JI€YeHUU TPUOKOBBIX HH(MEKITUIN).

He mpunumaiite npenapat Cronauap BMecTe C JEKapCTBEHHBIMH IperapaTaMy, YrHETAIOUMU
(GYHKIMIO IEHTpalIbHOM HEPBHOM CHUCTEMBI, Halpumep, O€H301ua3eNuHaMH, TAaKUMH Kak:
Opomaseram, ajinpa3zoiam, Jopas3enam, MUIa30aaMm.

IIpenapar Cronauap ¢ nuieil, HANMUTKAMH U aJIKOI0J1eM

YnotpebiieHue ajkorossi BO BpeMsl prueMa Ipernapara 3arpemiaercsi, IOCKOIbKY MOXKET BbI3BaTh
OCTpbIE U TSDKENIbIe PeaKIMU HEMEepPeHOCHMOCTH (TaK Ha3bIBaeMble TUCYNIb(pHUpamMonogo0HbIe
pEeaKInm).

bepemMeHHOCTH M TPpy/iHOEe BCKAPMJIMBAHHE

Eciu Bwl OepeMeHHBI WM KOPMHTE TPYAbIO, JyMaeTe, 4To 3abepeMeHeNd, UIU TUIaHHpYyeTe
OEpeMEeHHOCTD, Mepe]] HayaJIoM MpUeMa Tpernapara MPOKOHCYIbTUPYUTECH C JICUAIIUM BPaduoM
Wi pabOTHUKOM anTeKH.

bepemeHHOCTD

[Tpuem npenapata CTonauap He PEKOMEHIyeTCs BO BpeMsi OEpEeMEHHOCTH.

I'pynHoOe BCKapMIIMBaHUE

[Ipenapar Cronauap cieayer NpUHUMATh BO BpeMs KOPMIIEHUSI TPYIbIO TOJIBKO IMOCIHE
KOHCYJIbTAIMH C JICHAIINUM BpadoM. BO3M0XKHO TPOJAOIIKEHHE TPYHOTO BCKAPMIIMBAHUS B ClTydae
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KOPOTKOT'O Kypca JICUeHHsI IPETIapaToM.

YnpasieHue TPAaHCIOPTHBIMHU CPEACTBAMH M padoTa ¢ MEXaHU3MaMH
[IpenapaT He OKa3bIBACT BIMSHUS HA CIOCOOHOCTH K YIPABJICHUIO TPAHCIIOPTHBIMHU CPEACTBAMHU
Y MEXaHU3MAaMH.

Ipenapar Cronguap coaepKuT caxapo3y

Ecnun y Bac HemepeHOCMMOCTh HEKOTOPBIX CaxapoB, OOpaTHTECh K JieyalleMy Bpady IMepen
IIPUEMOM JAHHOTO JIEKapCTBEHHOTO Ipenapara.

B onnoii manoit mepHoit noxke cycrensuu cogepxxurcs 0,09 XE (x1eOHBIX €IUHMIT), B OJHOM
00JIbIII01 MepHOH J0KKe cycnieH3uu conepxutcs 0,18 XE.

CyrouHas no3a cycreH3uu Juis 1ereil B Bo3pacre ot 1 Mecsua a0 3 aer copepxur 0,27 XE.
CyTtouHas J103a CyCleH3uH JyIs AeTel B Bo3pacte oT 3 et 110 6 siet coaepxut 0,54 XE.
MakcumManbHas cyTO4Hasi 103a CyCIIEH3UH JUIs JeTe B Bo3pacte oT 6 JjieT 10 18 et coaepkut
0,72 XE.

CyrouHas no3a cycreH3uu Juist B3pocibix cogepxut 0,72 XE.

IIpenapar CTtonauap coiep:KUT MeTHINAPAruApoKcHOeH30aT
B cBsi3u ¢ comepikaHueM MeTwIaparuapokcuden3oara npemnapat CTonanap MOXKET BBI3BIBAThH
IJIeprUYecKre peakuu (BO3MOKHO, OTCPOYCHHBIE).

3. Ilpuem npenapata Cronauap

Bcerna npuHnMaiiTe npenapar B HOJIHOM COOTBETCTBHH C AaHHBIM JIMCTKOM-BKJIA/IBIIIEM HIIH C
PECKOMCHAAIWAMU JICHAIETO Bpayda. HpI/I MOSBJICHUA COMHCHUI HOCOBeTyfITCCB C Jieyamum
BPavyoM WM paOOTHUKOM arTeKH.

Pexomennyemas 103a
Bspocnvie:
220 mr (1 Gonblias MepHas JI0’)KKa CyCIIeH3UH) 4 pa3a B CyTKU (MHTEpBaJI MEXy IpueMamu 6 u).

Ilpumenenue y nereil 1 NOAPOCTKOB

Jlemu 6 6o3pacme om 1 00 6 mecayes:

110 mr (1 manas MepHas JIOKKa CyCHEeH3UM) 2—3 pa3a B CyTKH (MHTEpBaJl MEXAy MpHUeMaMH
8—12 u).

Hemu 6 6ospacme om 6 mecsayeg 0o 3 nem:

110 mr (1 manas MepHas J10’KKa CyCIIEH3UH) 3 pa3a B CYTKHU (MHTEpBaJl MEX/1y IpueMamu 8 ).
Lemu 6 6o3pacme om 3 0o 6 n1em:

220 mr (1 GonbImast MepHas JT0’KKa CyCIIeH3uHn) 3 pa3a B CYTKU (MHTEPBAI MEXKy IPUEMaMHu § ).
Hemu 6 6o3pacme om 6 0o 18 nem:

220 mr (1 Gonbias MepHas JIOXKKa cycrieH3un) 3—4 pa3a B CyTKU (MHTEpBAJl MEXIYy IpHeMaMu
6—8 u).

IyTs 1 (114) cocod BBeIeHUs

[ns npuema BHYTpb.

J1s mprema CyCIIeH3UH UCIIOJIb3YUTE MIPUIIaraeéMyt0 MEPHYIO JIOKKY.

[lepen mpuemMoM npenapara ciaeayeT HECKOJIBKO pa3 BCTPSIXHYTh (IaKOH, YTOOBI CyCIIEH3Hs cTaja
onHOopoaHOM. IIpenmapar MOKHO 3aIMBaTh BOJOM.

IIpoxonxuTEILHOCTH TEPANIMHU
[TponomkuTensHOCTD Kypca jJeueHus: 5—7 THel, Ho He Oosiee 7 AHEH.
Ecnu B TeyeHne nepBbIX 3 AHEH Mpuema yaydllleHUs He HACTYNMJIO, TO CIIEAYeT OOpaTUThCS K

Bpauy.



Ecsin Bol 3206111 IpuHATH npenapat Cronauap
He npunuMaiite 1BONHYIO 103y, YTOOBI KOMIIEHCUPOBATh NPOIYIIEHHYIO.

[Ipn Hanu4YMu BONPOCOB IO MPUMEHEHHIO Ipernapara, 00paTUTECh K JieyareMy Bpady Win
pabOTHUKY alTEKH.

4. Bo3MoO:KHbIE HexkKeJIaTeJIbHbIe Peakunu

[TonobHo BcemM JleKapCTBEHHBIM IpemnapartaMm, mnpenapar Cronauap MOXET BbI3BIBAThH

HEeXeJaTelIbHbIEe PeaKIiU, OJTHAKO OHU BO3HUKAIOT HE Y BCEX.

IIpexparure nmpuem npemnapara Cronauap M HeMelJIEHHO O0OpaTUTeCch 3a MeIMIUHCKON

NMOMOIIbI) B CJIy4ae BO3HHKHOBEHHSI OJHOT0 M3 CJeIYIOIIMX NMPU3HAKOB aJlJIePruvecKoi

peakumu:

- OTeK JuIla, ry0, s3pIKa H/WITK TOpJia, KOTOPHIE MOTYT COTIPOBOXKIATHCS 3aTPYAHCHHEM JIbIXaHUSI
WM roTaHus (nmpu3Haku oteka KBunke),

- pE3KOe CHIKEHHE apTepUaIbHOTO JIABJICHUS, 3aTPYIHEHUE JIbIXaHUs, KPAMBHUIIA, 3y, OTEK
KOXXKM W/WIM  CIAM3UCTBIX, TMOOJIEMHEHHE WM TOKPACHEHHE KOXHBIX TMOKPOBOB,
TOJIOBOKPYKEHHE, 0OMOPOYHBIE COCTOSHUS, TOITHOTA M PBOTA (TIPU3HAKH aHAPMIAKTHIECKOTO
I10Ka),

- KOXHas ChIlb, KPAMBHUIIA.

Coo0uieHue 0 HexKeIaTeJIbHBIX PeaKIusaX

Ecnu y Bac Bo3HUKaIOT Kakue-JIn00 HEXeNaTeNlbHbIe peakiy, IPOKOHCYJIBTUPYHTECh C BpauoM
Wi pabOTHUKOM anTeku. J[aHHas peKoMeHAalMs PacIpOoCTpaHseTcs Ha JIF0ObIE BO3MOXKHbBIE
HE)KeNIaTeNIbHbIe PEeaklii, B TOM YMCJIe Ha HE IepeunclIeHHbIe B JIUCTKe-BKIablIIe. Bol Takke
MOXETE COOOLIUTh O HEKENATEIbHBIX PEAKUUAX HampsIMyl Yepe3 CHUCTeMY COOOIIeHUI
rocyJapcTB — wieHoB EBpa3suiickoro skoHoMuueckoro coroza. Coolmasi o HexenaTeabHbIX
peakuusx, Bel momoraere moysydnuth 60JbIIE CBEAECHUI O O€30M1aCHOCTH Ipenapara.

Poccuiickas ®@edepayus: «DenepanbHas ciryx0a Mo Haa30py B chepe 31paBoOXpaHECHUS
109012 r. Mocksa, CinaBsiHCKas muionaib, 1. 4, ctp. 1

+7 (800) 550-99-03, +7 (499) 578-02-20

pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

Pecnyonuxa Apmenus: «Haydublil HEHTP SKCIIEPTU3HI JICKAPCTB U MEIUIIMHCKUX TEXHOJIOTHI HM.
akanemuka J. ['abpuensna» AO3T

0051 r. Epesan, np. Komuraca 49/5

OTtaen MOHUTOpPUHTA 0€30MAaCHOCTH JIEKAPCTB

+374-10-20-05-05, +374-96-22-05-05

vigilance@pharm.am

http://www.pharm.am

Pecnyonuxa benapyco: PecnyOnukanckoe yHuTapHoe mnpeanpusthe «LleHTp skcmeptus wu
WCIIBITAaHUH B 3/IpaBOOXPAaHEHUN»

220037 r. MuHck, niep. ToBapureckwnii 2a

Otnen papmakoHaazopa

+375-17-242-00-29

rcpl@rceth.by

https://rceth.by

Pecnyonuxa Kazaxcman: PTUIl na I1XB «HauuoHanbHBIH HEHTP SKCIEPTU3BI JEKAPCTBEHHBIX

4


https://rceth.by/

CPEICTB U MEAUIMHCKUX u3fenuii» Komurera MenuunMHCKOro u (hapMareBTHYeCKOro KOHTPOJIs
MunucrepceTBa 3apaBooxpanenus Pecrydnuku Kazaxcran

010000 r. Acrana, yi. A. ImanoBa, 13 (4 sTax)

JenaprameHT (hapmMakoHaaA30pa W MOHHTOpUHTA 0€30macHOCTH, 3(PPEKTHUBHOCTH M KauecTBa
MEIULUHCKUX U3AEIUN

+7 (7172) 78-98-28

pdic@dari.kz

https://www.ndda.kz

Kuipevizckas Pecnyonuxa: «JlemapTaMeHT JICKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX U3ACITUI IPU
MuHuCTEpPCTBE 3IPaBOOXPAHEHUS U COITMAIbHOTO pa3BUTHs Keipreickoi PecryOmukm»

720044 r. bulkek, yi. 3-1 JIunus, 25

+996-312-21-92-88

vigilance@pharm.kg

http://www.pharm.kg

5. Xpanenue npenapara Cronauap
XpaHuTe mpenapar B HEJOCTYITHOM JJIsl peOeHKa MecTe TakK, 4To0bl peOSHOK HE MOT YBUJIETD €TO.

He npumensiiite npenapat 1mocjie UCTEYCHHS CPOKaA FOJHOCTH (CPOKa XpaHEHUs), YKa3aHHOTO Ha
KapTOHHOM Mayke U 3TUKEeTKe (iakoHa mocie cioB «['oxeH 10:».
JlaTtoi ucredeHus: Cpoka roAHOCTH SIBJISIETCS MOCIEAHUN IEHb MecsILIa.

BekpbIThiii (h1aKoH TOJIKEH XpaHUThCS HE Oosiee 3 MecsLeB.
XpaHuTh IpH Temrepatype He Boie 25 °C.

He BriOpacrkiBaiiTe (He BbUIMBANTE) Mpenapar B KaHAIU3AIUIO WIH BMECTE C OBITOBBIM MYCOpPOM.
YTounute y pabOTHHKA anTeKH, Kak CleayeT yTUIM3UPOBATh Mpernapar, KOTOPbId Ooblie He
noTpeOyeTcsi. DT MEPHI MO3BOJIAT 3AMUTUTD OKPYKAIOIIYIO CPEy.

6. Conep:kumoe yNaKOBKH M NMPoYHe CBeeHUs

IIpenapar Cronanap comepkuT

JlefiCTBYIOIIMM BEIIECTBOM SIBJISIETCS HU(DYPOKCA3H/I.

5 mut cycniensuu conepkat 220 mMr Hudypokcasua.

[TpounmMu MHTpeareHTaMH (BCIIOMOTaTelbHBIMU BELIECTBAMM) SIBIAIOTCS: KapOomep, caxaposa,
JUMOHHOM KHCJIOTBI MOHOTHMIpPAT, HATpUsl THUIAPOKCHA, MeTuinaparuapokcuodenzoar, 30%
AMYJIbCHUSI CHUMETHKOHA (IIPOTUBOIIEHHAs AIMYJIbCHS), apoMaTH3aTOp OaHAHOBBIM, BOAA.

Buemnnii Bua npenapara Cronauap u coep:KMMoe ero ynakoBKH
Cycnensus a1 npueMa BHYTpb.

[To 90 mn cycmnen3uu Bo (IAKOH W3 OPAHKEBOTO CTEKJIa €MKOCThI0 125 M, CHaO>XEeHHBIN
BKIaJbINIEM W3 IIOJHUI3THIICHA, O6J'I€1"‘—IaIOHH/IM BbUIMBAHUC CYCIICH3UMU, SaKYHOpeHHBIﬁ
3aBUHYMBAIOMIMMCS KOJIMAYKOM M3 MOJIMATUIICHA.

[To 1 dnmakoHy BMecTe C JBOWHOM JO3UPYIOMIEH JIOKEIKON M3 TOJIMCTUPOJIA EMKOCTBIO 2,5 MIT 1
5 MJI ¥ IMCTKOM-BKJIJIBIIIIEM B KAPTOHHYIO MAYKY.

Jepxarenb perucTpaMOHHOI0 y10CTOBEPEeHUs
OAO «I'eneon Puxtep»

Gedeon Richter Plc.

1103 Gyomroi st. 19-21, Budapest, Hungary
Tenedon: +36-1-431-4000



DnexTponHsIii aapec: drugsafety@richter.hu

IIpousBoauTen
00O «I'eneon Puxtep Ilonbiia»
05-825, r. I'poasuck Ma3zosenkuii, yi. kH. FO. [TonsitoBckoro, 5, [Tonbma

3a mo0oil nHpopMmaIeil o npenapare, a TaKke B Clydae BO3HUKHOBEHUS MPETEH3UM ClenyeT
oOpallaThbcs K IPeICTaBUTEINIO JI€pPKaTeNsl pErMCTPAllMOHHOTO YAOCTOBEPEHNUS !

Poccuiickas ®eoepayus

Mockogckoe [IpeacraBurensctBo OAO «I'eneon Puxtep»
119049 r. Mocksa, 4-i1 JloOpbIHUHCKUH TIEP., JOM §
Tenedon: +7 (495) 363-39-50

OnekrponHslii anpec: drugsafety@g-richter.ru

Pecnybnuxa Apmenus

[TpencraButenbctBo OAO «I'eneon Puxtep» B Pecnybnuke Apmenust
0010 r. Epesan, yn. 3aksiHa, 1. 2

Tenedon: +374-10-53-00-71

DnexTponHsIii aapec: drugsafety@gedeonrichter.am

Pecnybnuxa benapyco

[TpencraButenbctBo OAO «I'eneon Puxtep» B Pecnybnuke benapych
220004 r. MuHnck, nip. [Tobequreneit, nom 5, odpuc 505

Tenedon, dakc: +375-17-272-64-87

Tenedon, daxc: +375-17-215-25-21

OnekrponHslii anpec: drugsafety.by@gedeonrichter.eu

Pecnybnuxa Kazaxcman

[IpencraButensctBo OAO «I'eneon Puxtep» B PK

050008 r. Anmarsl, yi. Tose bu 187

Tenedon: +7-(7272)-58-26-23(npeTeH3un M0 Ka4eCTBY)

+7-(7272)-58-26-22 (papmakonamzop), +7-701-787-47-01 (bapmakonaazop)
Onekrponuslii anpec: info@richter.kz; pv@richtergedeon.kz

Keipevizckas Pecnyoauka

[TpencraButensctBo OAO «I'eneon Puxtep» B Keipreizckoii Pecniybnuke
720005 r. bumkek, yn. Urembepauesa, 1 "A",

6usHec 1eHTp «ABpopar, odpuc 703

Tenedon: +996-312-98-81-16

DnexTpoHHbIi aapec: drugsafety.ky@gedeonrichter.eu

JIncTok-BKRIAABINII TEPECMOTPEH
Hexabpn 2022

IIpoune ncToOYHMKH HH(POPMALMHU
[ToapoOHBIe cBeieHuUs O TpenapaTe cojepxkarcs Ha BeO-caiite Coro3a https://eec.eaeunion.org.
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OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Cronuap, 220 mMr/5 M, cycneH3ust 11l IpreMa BHYTpPb

2. KAUECTBEHHBIN U KOJJMYECTBEHHbBII COCTAB

JleiicTByomee BemecTBo: Hu(ypoKcasu.

5 mut cycnien3un cozaepkat 220 mMr Hudypoxcasuaa.

BcrnomorarenbHbie BelIecTBa, HATMYKME KOTOPHIX HAZ0 YUYHUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npernapara: caxaposa, MeTHIIaparuapokcuben3oar (cM. paszaen 4.4).

ITonnbI MEPCUCHb BCIIOMOT'aTCIIbHBIX BCHICCTB CM. B Pa3aciic 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Cycnensus i mpyueMa BHYTpb.
CycnieH3us CBETJIO-KENTOro ILBeTa, € OaHAaHOBBIM 3alaxoM; IpPU XPAaHEHUH BO3MOXKHO

06p2130BaHI/I€ ocajka, IocCJic B30AJITHIBAHHS BO3Bpalia€TCAa B COCTOSAHUC OI{HOpOIIHOfI CYCIICH3UH.

4. KIIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

[Ipenapar Cromnauap rmokasaH K IpUMEHEHHIO Y B3POCIIBIX U JIETel B BO3pacTe OT 1 Mecsiia )u3HH
JUTS IEYSHUST OCTPOM OaKkTepuaIbHOM Tuapeu, MpoTeKarolien 6e3 yxXyaieHus 001Iero COCTOSIHHUS,
MOBBILICHHS TEMIIEPATYPhI Tella, THTOKCUKAIIHH.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEHUS

PexxuM 103upoBaHus

Bspocnvie:

220 mr (1 Gonblras MepHas JI0’)KKa CyCIIeH3UH) 4 pa3a B CyTKU (MHTEpBaI MEXy IpueMamu 6 u).
€TH

Jlemu 6 so3pacme om 1 0o 6 mecayes:

110 mr (1 mamas MepHasi JOXKa CyCHeH3uH) 2—3 pasza B CyTKM (MHTEpBal MeXAy NpueMaMu

8—12 u).

Hemu 6 6o3pacme om 6 mecayeg 0o 3 nem:

110 mr (1 manast MepHasi JIOKKa CyCIIeH3MH) 3 pa3a B CyTKHU (MHTEpBaJI MEX]ly IpueMamH 8§ ).

Jlemu 6 so3pacme om 3 0o 6 1em:

220 mr (1 6ompIras MepHast JIOKKa CYCIeH3MH) 3 pa3a B CyTKHU (MHTEPBAI MKy IpUEeMaMHu § ).

Hemu 6 6o3pacme om 6 0o 18 nem:



220 mr (1 Gospimas MepHas JTOXKKa CyClieH3un) 3—4 pa3a B CyTKU (MHTEPBAJI MEXAy TpHUEeMaMu
6—8 u).

[Ipenapar Cronauap cienyer npuMeHsTh S—7 qHel, Ho He Oosiee 7 aHeil. Eciu B TeueHue nepBbix
3 nHei npuema yaydiieHHsl He HaCTYIUIIO, TO CIIeAYET OOpaTUThCS K Bpady.

Croco0 rmpuMeHeHus

IIpenapar s npruema BHYTPb.

[l mpuema cycrneHsuu cieayeT UCIoIb30BaTh PUIIAracMyto MEPHYIO JIOKKY.

ITepen npuemoM mpemnapara cieyeT HECKOIbKO pa3 BCTPSIXHYTh (PJIaKOH, YTOOBI CyCIIEH3us cTala
oaHopoHOM. [Ipenapar MOXKHO 3anUBaTh BOJOM.

4.3. lIlpoTuBONOKa3aHNUs

['mnepuyBCTBUTENFHOCTh K HHU(YpPOKCa3UIy, K MPOU3BOAHBIM HHUTpodypaHa WiIH JTOOOMY W3
BCIIOMOT'aTENIbHBIX BELLECTB, IEPEUUCICHHBIX B pasaeine 6.1.

[Tepuon HoBOpOXIeHHOCTH (10 1 Mecsa).

HenonomeHHOCTS.

4.4. OcoOble ykazaHMsl M1 Mepbl PeJ0CTOPOKHOCTH NPH NPUMEHEHUH

[Ipu neyeHuu Auapen OIHOBPEMEHHO C Tepanueil Hu(pypokcasuaoM HeoOXOAMMO MPOBOAUTH
pErnapaTalioOHHYI0 TEPAIINIO.

Jleuenue nuapen y aereit A0 3 J€T pEKOMEHAYETCs IPOBOIUTH 0] HAOIIOACHUEM Bpaya.

B cnyuae GakrepuanbHOI nuapen ¢ MpU3HAKaMHM CUCTEMHOIO MOpakeHUsl (yXyJIIIeHHe 00Iero
COCTOSIHUS, TIOBBIILICHUE TEMIIEPATYPHI TEJIa, CAMIITOMBI HHTOKCUKALIMU WU MH(EKINN) caeyer
0o0paTuThCs K Bpauy JJIs PELICHUs BONpOca O NMPUMEHEHUHM aHTHOAKTepUalbHBIX MpenapaToB
CHUCTEMHOT'O JEHCTBHUS.

[Ipy mposIBIEHWH CHUMITOMOB T'HIEPYYBCTBUTEIBHOCTU (OJBIIIKA, CbIb, 3Yy1) CIeAyeT
IIPEKPATUTh IPUEM IIperapara.

Bo Bpems Tepamnuu 3anperieHo yrnoTpedaeHne alKkoros.

Cneyuanvhas ungopmayus no 6CnOMoO2amenbHbIM 6eUjecmeam

B cBs3u ¢ conepikaHueM MeTuinaparuapokcudensoara npemnapaT Cronauap MOXKET BbI3bIBATh
aJUTepPTrUYeCcKHe peakiuy (BO3MOXKHO, OTCpOUCHHBIE) (M. paszaen 6.1).

[Tpenapat Cronauap coaepkuT caxapo3y. [lannenTaM ¢ peiko BCTpedarolencs HacaeACTBEHHON
HEMEePEHOCUMOCTHIO  (PPYKTO3BI, TIIFOKO30-TAJIAKTO3HON ManbaObcopOImendn uiu  aeuiuTom
caxapa3sbl-M30MaIbTa3bl HE CICIyeT MPUHUMATH 3TOT mpenapat (cM. paszen 6.1).

B onnoit mManoit mepHoit noxke cycnenzuu cogepxxurcs 0,09 XE (x1e0HBIX €UHMIT), B OJHOM
OombII0 MepHOit oxkke cycrnien3uu cogepxutcs 0,18 XE.

CytouHas 1o3a cycreH3uu Juis ieteil B Bo3pacte ot 1 Mecsua a0 3 aet coaepxur 0,27 XE.

CytouHas 103a cycreH3uu Juist 1ereit B Bo3pacte ot 3 net 110 6 et conepxkut 0,54 XE.



MakcumanibHasi CyTO4Hasi 03a CyCIEH3UH ISl IeTe B Bo3pacte OoT 6 jeT a0 18 jner coaepkut
0,72 XE.

CyrouHnas 103a cycnieH3uu s B3pocibix coaepxkut 0,72 XE.

4.5. B3aummopgeiicTBMe ¢ JPYrHMM JIEKAPCTBEHHBIMHM MpenaparaMM W JApyrue BHAbI
B3aNMOJAEHCTBUSA

He pexomenayercsi oqHOBpEeMEHHOE MPUMEHEHHE C IpernapaTaMH, BbI3BIBAIOIIMMHU pPa3BUTHE
TUCYTB(UPAMOIIOIOOHBIX PEAKINH, JIEKApPCTBEHHBIMH IpermapaTaMy, YTHETAIOMMME (YHKITUIO
LEHTPAJIbHOM HEPBHON CUCTEMBI.

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JAKTALMS

bepemeHHOCTD

B uccrnenoBanusx Ha )KUBOTHBIX HE OBLJIO BBISIBIICHO TepaTOreHHOTo A dekra. OHAKO B KAUeCTBE
MEpbl MPEIOCTOPONKHOCTH MPUHUMATh HHUPYPOKCasua BO BpeMs OEpeMEHHOCTH He
PEKOMEH]IYeTCS.

JlakTanus

B cayuae KOpOTKOro Kypca JIEUEHHsSI MIpenaparoM BO3MOXXHO TIPOJIOJDKEHUE TPYIHOTO
BCcKapmiinBaHusl. HeoOX0IMMO MPOKOHCYIBTUPOBATHCS C BPAUOM.

4.7. BunsiHue Ha CIOCOOHOCTH YINPABJATH TPAHCHOPTHBIMHM CPEACTBAMH H padorarh ¢
MeXaHU3MaMu

[Ipenapar He OKa3bIBaET BIUSHUS HA CIIOCOOHOCTH K YIIPABIEHUIO TPAHCTIOPTHBIMHU CPEACTBAMU
Y MEXaHU3MaMH.

4.8. HexxenaTesibHbIEC peaKIUU

Pesrome nipoduist 0e30macHoOCTH

Hapymenust co cTOpoHbl MMMYHHOM CHUCTEMBI: ajUIeprHYecKue peakuuu (KOKHasi Chlllb,
KpanuBHUIA, 0TeK KBHHKe, aHaQUIaKTHUECKUIl I0K).

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

Baxxno cooOmare 0 TOA03PEBACMBIX HEXKEIATEIbHBIX PEAKIUAX TI0C]Ie PErHCTpaluu
JIEKApCTBEHHOTO Tpernapara ¢ 1eJIbi0 00eCTeUeHHs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIIEHUS
«ONb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHIYETCS
co00IaTe O JIIOOBIX TOJ03PEBAEMBIX HEXKENATEIbHBIX PEaKIUsAX JEKApCTBEHHOTO Ipernapara
4yepe3 HallMOHAJIBHBIE CHCTEMBI COOOIIEHUS O HEXENIAaTebHBIX PEaKIUIX TOCy/IapCTB — WICHOB
EBpazniickoro 3K0HOMHYECKOT0 CO03a.

Poccuiickas ®edepayus: «DenepanbHas ciayxk0Oa 1Mo HaI30py B chepe 31paBOOXPAHEHUSD
109012 r. Mocksa, CnaBsiHcKas muiomaib, 1. 4, ctp. 1

+7 (800) 550-99-03, +7 (499) 578-02-20

pharm@roszdravnadzor.gov.ru



https://roszdravnadzor.gov.ru

Pecnybnuxa Apmenus: «HaydHblil HEHTpP SKCIEPTU3BI JICKAPCTB U MEAUIIMHCKUX TEXHOJIOTUI
uM. akaaemuka . ["abpuensana» AO3T

0051 r. Epesan, np. Komuraca 49/5

OTtzaen MOHUTOpPUHTA 0€30aCHOCTH JIEKAPCTB

+374-10-20-05-05, +374-96-22-05-05

vigilance@pharm.am

http://www.pharm.am

Pecnybnuxa benapyco: PecnyOnukanckoe yHuTapHoe npeanpusitue «Llentp sxcneptus u
UCIBITAaHUH B 3[JpaBOOXPAHEHUN

220037 r. Munck, niep. ToBapuineckuii 2a

Otaen dapmakoHaa3zopa

+375-17-242-00-29

rcpl@rceth.by

https://rceth.by

Pecnyonuxa Kazaxcman.: PI'TI na [IXB «HarmoHaIbHBIN HEHTP KCIEPTHU3bI JIEKAPCTBEHHBIX
CPEICTB M METUIIMHCKUX u3Aenuit» KoMutera MeTMIIMHCKOTO U (papMaleBTUYECKOr0 KOHTPOJIS
MunucrepceTBa 3apaBooxpanenus Pecryonnku Kazaxcran

010000 r. Acrana, yn. A. Vimanosa, 13 (4 atax)

JlenaprameHT (hapMaKoHa/A30pa U MOHUTOPUHTA O€30MaCHOCTH, 3PPEKTUBHOCTH U KauecTBa
MEANIMHCKUX U3JEIUN

+7 (7172) 78-98-28

pdic@dari.kz

https://www.ndda.kz

Keipevizckasn Pecnybnuka: «JlemapTaMeHT JeKapCTBEHHBIX CPEICTB U MEAMIIMHCKHUX U3EIUN
npu MuHuUCTEPCTBE 3/IpaBOOXPAaHEHUS U COIMaIbHOTO pa3BuThs Kbipreizckoit Pecyonnkm»
720044 r. bumikek, yiu. 3-g Jlunus, 25

+ 996-312-21-92-88

vigilance@pharm.kg

http://www.pharm.kg

4.9. Ilepeno3upoBka
CUMITOMBI NTEPEAO3UPOBKU HE U3BECTHBI.

JleyeHne CUMIITOMAaTHYECKOE.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
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5.1. ®apmakoauHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTUYECKast rpymmna: IIPOTUBOAUAPEHHEIE, KHUIIIEYHBIE
IPOTHBOBOCTIAUTEIBHBIC/ IPOTUBOMUKPOOHBIE ~ CPEICTBA; KHILIEYHbIE IMPOTUBOMHKPOOHBIE
CpE/ICTBA; IPYTHUE KUIIICUHbIE TPOTUBOMHUKPOOHBIE CPE/ICTBA.

Koxg ATX: A07AXO03.

Mexanuszm geiicTBus

Hudypokcasun — mnpoTUBOMUKPOOHOE CpEACTBO, Mpou3BogHOEe HHUTpodypaHa. brokupyer
AKTUBHOCTH JIETUJPOTreHAa3 U YTHETAeT AbIXaTeNbHbIC IIeTH, [IUKJI TPUKAapOOHOBBIX KUCIOT U PAJl
Ipyrux OMOXMMMYECKUX IPOLIECCOB B MUKPOOHOH kieTke. Paspymaer meMOpany MHKpOOHOMN
KJIETKH, CHI)KAET MPOAYKIIHMIO TOKCHHOB MUKPOOpPraHU3MaMH.

q)aDMaKO[[I/IHaMI/I‘-ICCKI/Ie Bd)d)eKTBI

Bricoko aktusen B otHomennn Campylobacter jejuni, Escherichia coli, Salmonella spp., Shigella
spp; Clostridium perfringens, Vibrio cholerae, natorennsix Vibrions u Vibrio parahaemolyticus,
Staphylococcus spp.

Cnabo uyBcTBUTENBHBI K HHU(Dypokcasuay: Citrobacter spp., Enterobacter cloacae u Proteus
indologenes. Pesucrentnsl k Hupypokcasuay: Klebsiella spp., Proteus mirabilis, Providencia
spp., Pseudomonas spp.

He napymaer paBHoBecue kumieuyHoil mukpogiopsl. Ilpu octpoit OaxtepuanbHOW guapee
BOCCTaHaBIMBaeT 3yOM03 KumieyHuka. Ilpu wuHOUUIMpPOBAaHMM SHTEPOTPONHBIMU BHUpPYCaMU
HPEMATCTBYET Pa3BUTHIO OaKTEpUAIbHON CynepuH(EKINH.

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

AOcopOruus

[Tocne mnepopanbHOr0 NpPUMEHEHUS HUPYpPOKCa3uj TNPAKTUYECKH HE BCAChIBACTCA U3
NUILEBAPUTEIBHOTO TPAaKTa U CBOE€ aHTUOAKTEPHATILHOE JIeHCTBUE OKA3bIBAET UCKIIOUUTENILHO B
IPOCBETE KUIIEYHHKA.

DJIMMUHAIIHS

Hudypokcaszun BeiBoautcs kumedHukoM: 20% B HEM3MEHEHHOM BH/IE, @ OCTAIbHOE KOJIMYECTBO

HI/I(I)ypOKCEBI/IJIa — XUMHWYCCKHN U3MCHCHHBIM.

6. PAPMAIIEBTUYECKHWE CBONCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
Kap6omep,

caxaposa,

JTUMOHHOW KUCJIOTHI MOHOTHIPAT,

HaTpHs TUIPOKCHUL,
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METHJITIaparuIpoKCcuOeH30aT,

30% sMynbCHsl CHUMETUKOHA (IIPOTUBOIIEHHAS AIMYJIbCHS),

apomartu3arop OaHaHOBBI,

BOJIA.

6.2. HecoBmMecTHMOCTH

He npumennmo.

6.3. Cpok rogHocTu (CpOK XpaHeHus1)

3 roxa.

BCKpBITHIH (h1akoH JOMIKEH XPaHUTHCSA HE OoJiee 3 MecsIIeB.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHuts 1pu Temmneparype He Boiuie 25 °C.

YcnoBus XpaHeHHsI OCJIE MePBOrO BCKPBITUS JICKAPCTBEHHOTO Mpemnapara cM. B pazzaene 6.3.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKHU

ITo 90 Mn cycnen3un BO (hjIakOH M3 OPAHXKEBOTO CTEKJA €MKOCThIO 125 Mmil, CHaOKEHHBIN
BKJIQJBIIIIEM W3 TMOJIMATWICHA, OOJErJalonliM BBUIMBAHHWE CYCIEH3WUU, 3aKyIIOPCHHBIN
3aBHHYMBAIOIIUMCS KOJIITAYKOM U3 MOJTUITUIICHA.

[To 1 ¢nakony BMecTe ¢ JBOMHOMN AO3UPYIOLIEH JI0KEUKOM U3 MOIUCTUPOIA EMKOCTBIO 2,5 M U 5
MJT U JTUCTKOM-BKJIAJIBIIIIEM B KAPTOHHYIO MTAUKY.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHHUYTOXKEHMH  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara Wi 0TX0J0B, MOJYYeHHbIX MOcje MPUMeHeHHs NMpenapara, u
Apyrue MAHUMYJISLHUYU ¢ TPenapaTom

OcoOble TpeOoBaHUsl OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
OAO «I'eneon Puxrtep»

1103 Bynanemr, yi. JIémpén, 19-21, Bearpus

Tenedon: +36-1-431-4000

OnektponHsbIi anpec: drugsafety@richter.hu

7.1. IIpeacTaBuTe/Ib AEPKATE/S] PETHCTPALMOHHOIO YI0CTOBEPEeHHUs!

[Iperen3un HOTDG6I/ITCJ'ICI71 CICAYET HAIIPABJIATh 11O aAPECy.

Poccuiickas ®@eoepayus

Mockosckoe [IpencraBurensctBo OAO «I'eneon Puxrep»
119049 r. Mocksa, 4-it JIoOpbIHUHCKHI TIEp., oM 8§
Temedon: +7 (495) 363-39-50

DnexkTpoHHbIi aapec: drugsafety@g-richter.ru
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Pecnyonuxa Apmenus

[TpencraButenbctBo OAO «I'eneon Puxrtep» B Pecniybnuke Apmenus
0010 r. EpeBan, yn. 3aksHa, 1. 2

Tenedon: +374-10-53-00-71

OnexTpoHHBIH anpec: drugsafety@gedeonrichter.am

Pecnybnuxa Benapyco

[TpencraButenbetBo OAO «I'eneon Puxtep» B Pecnybnuke bemapychb
220004 r. MuHck, np. [Tobenureneit, nom 5, opuc 505

Tenedon, dakc: +375-17-272-64-87

Tenedon, paxc: +375-17-215-25-21

OnextpoHHBIA anpec: drugsafety.by@gedeonrichter.eu

Pecnybnuxa Kazaxcman

IIpencraButensctBo OAO «I'eneon Puxtep» B PK

050008 r. Anmatsl, yiu. Tone bu 187

Tenedon: +7-(7272)-58-26-23(npeTeH3un M0 Ka4eCTBY)
+7-(7272)-58-26-22 (hapmakonaazop), +7-701-787-47-01 (papmakonaazop)
Onexrponuslii anpec: info@richter.kz; pv@richtergedeon.kz
Keipevizckas Pecnyoauka

[TpencraButenbctBo OAO «I'eneon Puxtep» B Kbipreizckoii PecriyOmnmke
720005 r. bumkek, yn. UremGepauesa, 1 "A",

6usHec 1eHTp «ABpopar, oduc 703

Tenedon: +996-312-98-81-16

DnexTponHsIii aapec: drugsafety.ky@gedeonrichter.eu

8. HOMEP PETUCTPALIIMOHHOI'O YAOCTOBEPEHHS
JITI-Ne(000341)-(PT-RU)

9. IATA IEPBUYHOM PET'UCTPAIIMU (IMOJATBEPKJIEHUS PETUCTPAIIUN,
MNEPEPETUCTPALINN)

Jara nepBoii peructpanun: 30 aBrycra 2021

10. JATA IEPECMOTPA TEKCTA

29 nexabps 2022
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OO0mias xapakTepucTuKa JeKapcTBeHHOro mnpemnapara Cromauap, 220 Mr/5 mil, CycrieH3ust AJis
npremMa BHYTpPb, I0OCTYITHA Ha UH()OPMAIIMOHHOM ropTaiie EBpa3uiickoro 5KOHOMHUYECKOTO CO03a

B MH(OpMaLMOHHO-KOMMYHHKaMOHHOM cetn «HTepHeT https://eec.eaeunion.org.
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