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= OUTOXOJ ©POPTE
MEJI-MHTEPILTACT KAICYJbl B KOHTYPHO# S4eiiKoBOii ymaKkoBKe

OB Te"l\“;(‘);;;’i“l“ AoKRyMenT MOJYJb 1. AIMAHUCTPATUBHASI THOOPMA LIS

1.3. O0mas xapakTepucTHKA JieKapcTBeHHOro npenapara (aajgee — OXJIII), muHCTpyKIUA nmo
MeIUIUHCKOMY IPMMEHEHMI0 (JIUCTOK-BKJIaabIm) (nanee — UMII), mapkupoBka.

1.3.1. Hpoexkrsr OXJIII, UMII, cocTaBjieHHbIe HAa PYCCKOM SI3bIK€ B COOTBETCTBMH €
TPe0OBAHUSIMU K HHCTPYKIMH 10 MEJUIIUHCKOMY NPUMEHEHHIO J1eKAPCTBEHHOT0 NPenapara u
o0Ieil XapakTepuCTHKe JIEKADCTBEHHOI0 Mpemnapara IJsi MeIWIMHCKOr0 IpHMeHeHHus,

yrBep:xknaemoit Komuccueii.
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NMOCNEJOBATENIbHOCTL 0003

durtoxon dopTte, Kancynbl
ApTULLOKa NUCTbEB 3KCTPAKT CyXOMn

Nepea npuemMoM npenapata NOSIHOCTLIO MNpoYUTaNTe JIUCTOK-BKNaAbILl,

NOCKOSIbKY B HEM cofiepXaTcs BaxHble ans Bac cBepeHus.

e Bcerpa npuHumanTe npenapat B TOYHOCTM C [aHHbIM JIUCTKOM-BKNagbilemM Wnu
pekoMeHJaunaMmM neyallero Bpada nnn paboTHMka anTeku.

e CoxpaHute nucTtok-sknagpiw. Bo3amoxHo, Bam notpebyetca npouutath ero ewle
pas.

e Ecnv Bam HyXHbl OONOMNHUTENbHbIE CBEAEHMS UMW pekoMeHdauun, obpaTuTtecb K
pabOTHMKY anTeku.

e Ecnm y Bac BO3HMKNIM Kakne-nubo HexenaTtenbHble peakumu, obpartutecb K
nevyawemy Bpadyy unM  paboTHMKYy  anTekn. [aHHas  pekoMeHaaums
pacnpocTpaHsaeTcsa Ha nobble BO3MOXHbIE HeXernaTernbHble peakumu, B TOM 4Yucne
Ha He nepeYncneHHble B pasgene 4 4aHHOro NUCTKa-BkNnagbiwa.

e Ecnu Bawe cocTtosiHne He ynydlwaeTtcsa B TedeHue 7 gHen nnbo Bbl novyBcTBOBaNM
yxyALleHue cocTtosiHus, Bam cnenyet obpatntbes K Bpayy.

COOEPXAHUE NNIUCTKA-BKITAAbILWA

1. Uto un3 ceba npegcraBnsaetr npenapat dutoxon opte v Ansa 4vero ero
NPUHUMALOT.

O uem cnepyeT 3HaTb Nepen npueMom npenapata dutoxon dopTe.

Mpuem npenapata dutoxon cdopTe.

BoaMoXHble HexenaTefbHble peakumu.

XpaHeHue npenapata dutoxon goprTe.

Copoepxumoe ynakoBku 1 NpoYne CBefeHus.

o0 sWwWN

1. UYTO U3 CEBA NPEACTABNAET NPEMNAPAT ®UTOXOJ1 POPTE
n ana 4Yero ero nPUHUMAIOT

duToxon opTe COAEPXKUT B KayeCTBe AEWCTBYIOLLEro BellecTBa apTULLOKa NIMCTbEB
9KCTpakT cyxon. Papmakonorndeckun adpgekt npenapaTta oOycrnoBneH KOMMIEKCOM
BXOOSALLMX B COCTaB NIMCTbEB apTULLOKa MONEBOro BUONOrMYeckn akTUBHBIX BELLECTB.
MpenapaT obnagaeT Xen4yeroHHbIM 4ENCTBMEM N YBENUYMBAET Anypes.
JlekapcTBeHHbIN NpenapaT nokasaH K npuemMy y B3pOCIibIX.

MpuHumaeTca ana obneryeHna OYHKUMOHAMNbHbIX HapPyLEHUA MuWeBapeHnsa u
ynyyLeHus BblaenUTeNbHON YHKLMN MOYEK.

Ecnun Bawe cocTosiHMe He ynydwaeTcs B TedeHue 7 gHen nubo Bbl novyBCcTBOBaNm
yxyALweHue cocTtosiHus, Bam cnegyet obpatutbes K Bpayy.
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He npuHnmante npenapat ®Putoxon chopre:

- ecnn y Bac anneprva Ha apTuwiOKa NUCTbEB IKCTPaKT CyXxonm unu nobble gpyrue
KOMMOHEHTLI Npenapata (NnepeyncrneHHble B pasaene 6 nucTka-Bknaabiwa);

- ecnn y Bac nosbllweHHas 4YyBCTBUTENbHOCTb K pacTEHMsIM CeMencTBa
CnOXXHOLBETHBbIX;

- ecnn y Bac xxen4HokameHHast 60nesHb;

- ecnn y Bac HeNpoxoaMMOCTb XeNYHbIX NyTeu;

- ecnu y Bac octpble 3aboneBaHus neveHun, NoYek, Xenye- n MoYEeBbIBOLALLMX NyTEN;

- ecnn y Bac tskenas renatouennonsapHas He4OCTaTOYHOCTb;

- geTckum BospacTt go 18 ner.

OcoOble ykazaHusi U Mepbl NPeAO0CTOPOXHOCTHU

Mepen npuemom npenapata duToxon ¢opTe MNPOKOHCYNbTUPYUTECH C nevalimm
Bpa4yoM unm paboTHMKOM anTeKM.

Mpenapat ®utoxon dopte He crnegyet nNpvHAMATbL NPU HEMPOXOOUMOCTM
Xen4yeBbIBOAALWMX MYTEN N TAXKENOoW renatouennionspHon He4oCTaTOYHOCTH.

B cnyyae passutus guapen mnu 6onen B XMBOTE MPUEM NEKapCTBEHHOro npenapara
OO0JSDKEH ObITb MpeKpaLLeH.

OeTtn n nogpocTKku
He paBanTte npenapaT getaMm W nogpocTtkam B Bo3pacte o 18 neT, B CBA3M C
HEeAOCTaTOYHOCTbIO AaHHbIX.

Opyrve npenapatbl n npenapat ®utoxon dopTe

Coobwunte nedvawiemy Bpady unum paboTHMKY anTtekm O TOM, 4YTO Bbl npuHumaeTe,
HeJaBHO NPUHUMaNM UNM MOXeTe HadaTb NPUHUMAaTL Kakne-nnbo apyrve npenaparhbl.
MHpopmauna o B3anmMoaenctemax oTCyTCTByeT.

BepeMeHHOCTbL M rpyaAHOe BCKapMnuBaHue

He npumeHsanTe nekapCTBEHHbIM npenapat ecnu Bbl GepeMeHHbl, nnaHupyeTe
BepeMeHHOCTb NN KOPMUTE TPyabHo.

Ecnn Bbl GepemMeHHbl unn KopmuTe rpyablo, AymaeTte, 4to 3abepemeHenun, wnu
nnaHupyete GepeMeHHOCTb, nepea Ha4anom npuema npenapaTa
NPOKOHCYNbTUPYNTECH C flevallmm BpavyoM unm paboTHUKOM anTeku.

YnpaBrneHue TpaHCNOPTHbIMU cpeaAcTBaMU U paboTa ¢ MexaHM3MamMum
MHdopmaums oTcyTcTByeT.

Mpenapat ®utoxon ¢opTe coaepXUT Kpacutenu asopyouH (E 122) wun
opunnuaHToBbLIN YepHbIn PN (E 151)

lMpenapat dutoxon opTe COOAEPXKUT B COCTaBe BCMNOMOraTesibHbIX KOMMOHEHTOB
Kpacutenu asopybuH (E 122) n 6punnuantoBbin YyepHbin PN (E 151), koTopble mMoryT
BbI3blBaTb annepruyeckne peaxkumm.
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3. MPUEM MPEMNAPATA ®UTOXOJ GOPTE LISSIs0eIonocro 0000

Bcerna npuHumarite npenapat B MOMHOM COOTBETCTBUM C NIUCTKOM-BKNaAbILLEM UMK C
peKoMeHZauMsaMKN nevallero Bpayda unum pabotHuka anteku. Mpu NosiBNEHUN COMHEHWI
MOCOBETYMTECH C NeYallM Bpa4yoMm Unm paboTHUKOM anTeku.

PekomeHayemas nosa
Bapocnbim o 1 kancyne 1-2 pasa B AeHb.

MyTb n cnocob BBeaeHus
MpyHMMaTb BHYTPb, A0 €A4bl UMW NMPU BO3HWKHOBEHUW (DYHKLMOHAMbHbBIX HapyLUEHUN,
3anueas 0,5-1 ctakaHoMm BoAbl.

MpoaonkntenbHOCTb Tepanmuu
MpooomKknTENbHOCTL Kypca nedeHus coctaBngaet 2-3 Hegenwu. lNpu HeobxoammocTm
BO3MOXHO NpoBeAeHME MOBTOPHLIX KYPCOB MO COrflacoBaHMIO C BPa4yoM.

Ecnu Bbl npuHanu npenapata ®utoxon cdopTe 6onblue, 4em cnenoBano

Ecnn Bbl npuHann 6onbliee KONM4ecTBO npenaparta, Yem crnegosano, obpatuTtechb K
Bpayy. 1o BO3MOXHOCTM BO3bMUTE C COGOM yNakoBKY C AaHHbIM JieKapCTBEHHbLIM
npenapaTtoM U/vnu AaHHbIA NUCTOK-BKNaabILL.

Mpn npueme npenapata B BbICOKMX [03aX BO3MOXHO YCUNEHUE HexenaTenbHbIX
peakumi.

Ecnu Bbl 3a6binu npuHATL npenapaTt dPutoxon copTte

He npnHumanTe OBOVHYIO 003y Npenaparta Ans BOCNOSHEeHUS nponyweHHon. Ecnu Bel
3abbIn NpuHATL A03y Npenaparta, caenanTe 3TO Kak TONbKo BCnomMHuTe. Ecnun yxe
NpakTU4eckn npuwno BpeMs nNpuema crnegylwen [o3bl, He nNpuHMManTe [o3y
npenapata, KoTopyto Bbl nponyctunu.

Mpn Hanuuun BONPOCOB MO Npuemy npenapara, obpaTuTech K nevaillemy spadvy wnm
pabOTHMKY anTeku.

4. BOBMOXHbIE HEXEJIATENIbHbIE PEAKLIUN

MogobHO Bcem nekapcTBEHHbIM Mpenapatam npenapat dutoxon dopte MoXeT
BbI3blBaTb HEXenaTesibHble peakuun, OAHAKO OHW BO3HUKAKOT He Y BCEX.

Mpn npneme npenapaTta coobulanocb O ferkon anapen co cnasmamm B XMBOTE, TaKUX
Xanobax Kak TowHoTa 1 uaxora. BoamMoxHbl anneprnyeckne peakuuu.

CoobLeHne 0 HexenaTernbHbIX peakuuax

Ecnun y Bac Bo3HuMKalOT Kakne-nmbo HexenaTtenbHble peakumnn, NpOKOHCYNbTUPYNTECH C
BpayoM unn paboTtHukoMm anteku. [daHHas pekoMeHaaumsa pacnpoCcTpaHsaeTca Ha
nobble BO3MOXHbIE HeXenaTernbHble peakumu, B TOM YUCIe Ha He NepeyucrieHHble B
nncTKe-BkNagpiwe. Bbl Takke MoxeTe CoobWnMTb O HexXenaTesnbHbIX peakunsax B
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neKkapCTBEHHble  MpenapaTbl, BKAYaa  coobweHnsas O  He3ImEEKTUBHOCTU
NeKkapCTBEHHbIX NpenapaToB, BbigBNeHHbIM B Pecnybnuke benapycb. Coobuwas o
HexenaTenbHbIX peakuusax, Bbl MoMoraete nonyuYntb 6Gonblie CcBeAeHun o
BGesonacHocTu npenapara.

Pecnybnuka benapycb

220037, r. MuHck, nep. ToBapuweckuin 2a,

PYT1 «LleHTp aKkcnepTu3 n UcnbiTaHU B 34paBOOXPaHEHUN

TenedoH/pakc: +375 (17) 242-00-29

OnekTpoHHas noyta: repl@rceth.by

http://www.rceth.by

5. XPAHEHUE MNPENMAPATA ®UTOXOJ1 ®OPTE

XpaHuTe npenapaTt B He4OCTYNMHOM A9 AeTen MecTe.

XpaHuUTb B OpurMHanbHOM ynakoBke (6bnuctepe) Ans 3awmtbl OT BRarMn npu
TemnepaTtype He Bbliwe 25 °C.

He npumeHanTe npenapaT nocre MUCTEeYeHUs CpoKa rOAHOCTM (CpoKa XpaHeHus),
YKa3aHHOro Ha KapTOHHOW Nayke n 6nucrtepe.

[laTon ncredeHna cpoka rogHOCTU SABMSETCA NocnegHUn AeHb Mecsua.

He npumeHanTe npenapat, ecrnv Bbl 3aMeTUNKU, YTO €ro ynakoBKka MoBpexaeHa unu
NMeeT NPU3HAKN BCKPbITUS.

He BblbpacbiBaniTe npenapaT B KaHanmsauumi. YTOYHMTE Yy paboTHMKA anTeku, Kak
n3baBuTbLCA OT npenapaTa, KOTopbl Bonblle He noTpedyeTcs. AT Mepbl NO3BONAT
3alWNTUTD OKPYXaloLLyto cpeny.

6. COOEPXMUMOE YNAKOBKWU U NMPOYUE CBEOEHUA

Mpenapat Putoxon dopTe coaepXuTt
[encteyolMM  BeleCcTBOM  SBMSETCH  apTULIOKa JNUCTbEB  3KCTPaAKT  CyXOW,
cofepaLlnin:
apTULIOKa JUCTbEB SKCTPAKT KOHUEHTPUPOBAHHbLIA  (3KCTpareHT — BoOAa.
CoOOTHOLLEHNE BbICYLUEHHOrO fEKapCTBEHHOIO PacTUTESTbHOMO CblpbS/HATUBHbIN
SKCTpakT: 1,5-4:1).
Kaxpgas kancyna cogepxut 300,0 Mr 4encTBYyIOLLIErO BeLecTBa.
Mpoynmun BCNomMoraTenbHbIMM BELLECTBAMUN SBMAIOTCA: KPOCNOBMAOH, MarHUsa creapar,
KPEMHUSI OMOKCMA, KonnouaHbin 6e3BoaHbIN, LENnono3a Mukpokpuctannmyeckaa 101,
ManbTOOEKCTPUH.
Cocmae 0605104KU XXerramuHo8oU Karicyrbl:
XKenaTtuH, Boga ouunweHHas, XMHonuHoBbIN xenTtbii (E 104), Tutana gmnokeung (E 171),
naTeHToBaHHbIN ronybon V (E 131), 6punnuaHtoBbin YepHbin PN (E 151), asopybuH
(E 122).
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BHewHunit BuA npenapata ®uToxon chopTe U copepxmmoe ynakaerin 0 " S0

TBepable xenatnHoBble kancynbl Ne O unnuHgpuyeckon oopmbl ¢ NonycpepnyecKkumm
KOHLaMn TeMHO-3ereHoro useTa.

Mo 10 kancyn B KOHTYpHOM si4enkoBow ynakoBke m3 nneHku MNBX/TBOX n donbru
anomMvHneBon. Mo 3 unn nNo 6 KOHTYPHbLIX YNakoOBOK BMeCTe C NMCTKOM-BKNadbiem
noMeLLaT B Navky U3 KapToHa.

HepxaTenb perucTpauMoHHOro yaoCToBepeHUsa U npomsBoauTernb
Pecnybnuka Benapycb

MHocTpaHHOe Npon3BOACTBEHHOE YHUTApPHOE npeanpuaTue «Meg-nHrepnnacry,
222603, MuHckasa obnacTtb, r. HecBux, yn. JleHnHckasd, 115, kom. 204.
Ten/dakc: +375 1770 2-30-72; Ten: +375 1770 6-19-39.

Appec anekTpoHHon no4Thl: info@med-interplast.com

3a nwbon mHdopmauuen o npenapate, a TakKkKe B cCryyasaX BO3HUKHOBEHUS

npeTeH3un cnepyet obpawarbcA K npeacraBuTento aepxarens
perucTpauMoHHOro yOOCTOBEPEHUA WU [epXaTeni  pPerMcTpauyMoHHOro
YAOCTOBEpPEHUA:

Pecnybnuka Benapycb

MHocTpaHHOe Npon3BOACTBEHHOE YHUTApPHOE npeanpuatue «Meg-nHrepnnacty,
223060, MwHckaa obnactb, MwuHckMM panoH, pavioH paep. bonbwoe Ctukneso,
HosoaBopckui c/c, 40/2-61, noytoBbIn AWmK Ne 43

e-mail: fnadzor@med-interplast.com

Ten.: +375 17 227-10-00 nnwn +375 44 536-91-37

JNncrok-BKkNaabIiw nepecMoTpeH
[Mpoyne NCToYHUKN HopMauun

MoapobHble cBeaeHMst 0 AaHHOM npenaparte cogepxaTtca Ha Beb-cante Corosa:
http://eec.eaeunion.org/
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