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2 3 B B - MUHUCTEPCTBOM 3[PABOOXPAHEHMUS
PECIIYBJIHKY BEJIAPYCH

ITpukxaz Munucrepersa 31paBoOXPaHeHU A

JIncrok-BKaaapim — nHGoOpMaLHs ISl MOTpeduTe/ s
TJIFOKO3AMMH, pactBop A5 BHyTpuMbImiednoro BeeaeHus 200 mr/m,
B aMITyJ1aX 2 MJ1 B KOMILTEKTe ¢ PACTBOPHTEIEM (IHITAHOJIAMHUH,
BO/IA VISl HHbEKIMH B ammyax 1 mu)

JleiicTBYyI0IIEE BEMECTBO: TIIOKO3AMHHA CyJib(aT HATPUSA XJIOPH]

ITepen npumMeHeHHeM mpenapaTa TMOJHOCTBIO MPOYMTANTE JIMCTOK-BKJIAABINI,

MOCKOJIbKY B HEM COAEP/KATCH BaKHBIE VI BAC CBEIEHHS.

e CoxpaHHTE JTUCTOK-BKJIaAbII. Bo3M0OXHO, BaM MOTpeOyeTcst MPOYHTATh €ro EIlE pas.

e Ecam y Bac BO3HUKIIHM JOMOJIHUTENILHBIE BOMPOCHI, 00paTUTECH K JIeHallleMy Bpayvy.

e [lpenmapaT HazHayeH WMeHHO BaM. He mepenaBaiite ero apyrum soasM. OH MOXET
HaBPEIUTh UM, JAXKE €CJIM CUMIITOMBI UX 3a00JI€BaHUsI COBITAIalOT C BAllIUMH.

e Eciu y Bac BO3HMKIM KakHe-THOO He)XejaTeNlbHBIE peaKkiMu, 00paTHTECh K JIeHalleMy
Bpauy. J/laHHas pekoMeHallks pacrpocTpaHseTcs Ha TI00ble BO3ZMOXKHbBIE HEXeTaTe/IbHbIE
peakLMHu, B TOM YKCJIE Ha HE NIEPEYUCIICHHBIE B pa3jesie 4 IMCTKa-BKIa/IbIIIA.

CoaepxxaHue THCTKA-BKJIAAbIIIA
. Uto coboii mpeacrasnser npenapar [ JIOKO3AMUWH, u 115 4ero ero npuMeHsOT
. O 4em crnenyer 3Hath nepen npuMenenuem npenapara [ JTTOKO3AMUWH
. [Tpumenenne npenapara NJIFOKO3AMWH
. BO3MOXHBIE HEXENATEIbHBIE pEaKIIHH
. Xpanenwue npenapara [ JTFOKO3AMUWH
. ConepkuMoe ynakoBKH U TIPOYHE CBEICHUS

AN N BN —

1. Yro coboii npeacrasasier npenapat [J/IFOKO3AMMUWH,
M 115 4ero ero NpuMeHsII0T

['JTFOKO3AMUWH npumenseTcs s o0neryeHusi CUMITOMOB IPH JIETKOM HJIM YMEPEHHOM
OCTE0AapTPHUTE KOJIEHHOTO CyCTaBa.
[ mroko3amuH SIBISIETCS COCTaBHBIM KOMIIOHEHTOM MOJIUCaXapuIHbIX ueneu
TTIOKO3aMUHOTIMKAHOB XPSILEBOrO MaTpUKca MU CHHOBHAIBLHOH kuakocTH. MccnemoBanus
invitro W in  vivo TPOAEMOHCTPUPOBAIH, HYTO TJIOKO3aMHH CTHMYJHPYET CHHTE3
XOHIAPOUMTAMH TJIMKO3aMHUHOTJIMKAHOB U MPOTEOTJIHKAHOB, CHHOBHOLIUTAMH — THATYPOHOBOM
KUCJIOTBI. MexaHu3M IefCTBUS TIIIOKO3aMHHA Y Y€I0BEKa HEU3BECTEH.,
Bpems HACTYMIEHUS TeparieBTHYECKOTO OTBETA HE YCTAHOBJIEHO.

2. O yem ciieyeT 3HATH Nepe MPUMEHEHUEM
npenapara JTFOKO3AMHWH
Ipumenenne FINIFOKO3AMMWH npoTHBonokasano npu:
— QUICPruH Ha TJIOKO3aMHHA cynbdaT WM JIFOOble IpyrHe KOMIIOHEHTBI Ipernapara,
MEepEeYMCIIEHHBIE B pa3ziese 6 TUCTKa-BKIIAAbIIIA,
— AUIEPrMHd Ha MOJUIIOCKOB, TaK KakK TJIIOKO3aMHH IMOJIy4aloT M3 MaHLHpPEd MOJUTIOCKOB M
paKkooOpa3HbIX;
— 0epeMEHHOCTH U B EPHO KOPMIICHHS TPYIbIO;
— QUICPrHH Ha JIMIOKAWH WM HaluuuK 3abonieBaHMi cepauna (HapylIeHHE CepacuHOM
MPOBOJUMOCTH, OCTPasi CEpACHUHON HEOCTATOUHOCTD).
Ecnn uto-mu6o M3 BbIIE MepeyrcIeHHOro OTHOCHTCSA K BaM, cOOOLIMTE Bpauy /10 Havaia
npumenenns npenapara [JTIOKO3AMMH. OGpatutech K Bpauy, €ciM Bbl HE YBEpPEHbI,
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OTHOCHTCS JIH YTO-JTUOO U3 MEPEUUCIIEHHOTO BEIIIIE K BaM.

Oco0ble ykazaHusi H MePBI NIPEI0CTOPOKHOCTH

I[Tepen npumenenuem npenapata [ JIIOKO3AMMH coobumwmTe Bpady, €CliH y Bac:

— GpoHXuanbHas acTMa (BO3MOXHO 060CTpPEeHHE CHMITTOMOB Ha (hOHE JIEUEHHUS);

— HapyuieHus (QYHKIWH MOYeK WM MedeHH MO0 HapylleHa TOJEPaHTHOCTh K [IIFOKO03€
(nedyenue noTpedyeT TIIATEILHOTO HAabIOICHHS CO CTOPOHBI Bpaya);

— nuabetr (BaM moTpeOyeTCs MOHHTOPHUHT YPOBHSI COJEp)KaHMs caxapa B KpOBH W
onpeeseHue MOTPeGHOCTH B MHCYJIMHE 10 HavYasa i NMepUOANYECKH BO BPEMs JICHEHHS).
UHbeKIMU Tpemnapata MOXKHO COYETaTh C MEpOpaibHBIM TpPHEMOM mpenaparta B (opme

MOpOLIKa JUIsl TPUTOTOBJIEHHS PacTBOpA.

INTIOKO3AMMH we npeanazHaven uist edeHust octporo 6oaesoro cunapoma. Obneruenue

CUMNTOMOB (OCOOEHHO yMEHBbLIEHHE OOJIEBBIX OLIYLIEHHH) MOXET MPOUCXOAUTH TOIBKO

MOCJIE HECKOJIBKUX HENEJNb JIEYEHHS, @ B HEKOTOPBIX ClTydasx Jaxe nocie 6osee JUIMTETbHOTO

BpeMeHH. Eciy Hukakoro obnerdyeHust CHMINTOMOB He MPOU30IIIIO Yepe3 2-3 Mecsla npHema,

HEOOXOAMMO NMEPECMOTPETH JICUCHHE.

Ecnn nocne nHavama mnpuUMeHEHMs TUIIOKO3aMHMHA TPOW30LLIO  ycyryOsieHue 0o01eBoro

CHHJIIpOMa, cJIelyeT 0OpaTUThCS K Bpady.

ety U moapocTKn

['NTFOKO3AMMH He noka3zan kK MpUMEHEHHIO Y JIETEH U TTOAPOCTKOB Mutaie 18 nert.

Jpyrue npenaparsl u npenapar FJ/TIOKO3AMUWH

CoobmmmTe nevamemMy Bpady, eciiu Bbl pUHAMAaeTe, HEAaBHO TIPHHUMANM MW COOMpAETECh

MPUHUMATh JTI00BIE APYTrHe MpenapaTbl. DTO OTHOCHTCS K JTIOOBIM PaCTUTENBHBIM MpernapaTtam

WJIH [IpeTiapatam, KOTOpbIE BBl KYTHIIH 0e3 perernTa.

O6s3aTenbHO coobLIMTe Bpady MM (hapMaleBTy, €Ciii Bbl IPHHUMAETE:

— TMpernaparbl, KOTOPbIE MPEAOTBpaLIaloT 00pa3oBaHHE TPOMOOB (@HTHKOAryJSHTHI, Takue
Kak BaphapHH WM aleHOKYyMapoi): BaM MOXeT notpeGoBarbcst GoJiee TIHIaTeTbHbIH
KOHTPOJIb N0Ka3aTelel CBEPThIBAEMOCTH KPOBH;

— aHTUOMOTHK TETPALIMKIIHH.

JIomycTUMO NPUHUMATh CTEPOMIHBIC WM HECTEPOUIHBIE TIPOTHBOBOCTIATUTE/IBHBIE CPEICTBA

OJTHOBPEMEHHO C MPUMEHEHHEM TIIIOKO3aMHHa.

bepemennocTs, rpyaHoe BckapminBanue v pepTHIABLHOCTE

Ecnu BBl GepeMeHHBI MM QymaeTe, 4TO OepeMEHHbI, WJIH IUIAHUPYETE HMETh pebeHKa,

MPOKOHCYJILTUPYHTECH C BpauoM 0 Havyaita mpuMeHenus npenaparta [[JTIOKO3AMMWH.

[JTFOKO3AMUH npoTHBOMoOKazaH K MPUMEHEHHIO BO BPEMS OEPEMEHHOCTH M B MEPHOI

KOPMJIEHHS T'PYIBIO.

YnpasJieHne TPaHCMOPTHBIMH CPEICTBAMH M padoTa ¢ MEXaHH3MaMH

VccnenoBanns  OTHOCHTENBHO BO3NEHCTBHMA MpemapaTa Ha CIMOCOOHOCTb  YNPABIAThH

aBTOMOOHMJIEM UM JPYTMMH MeXaHW3MaMH He TpoBoaniuch. CreayeT cobmonaTth

OCTOPOXHOCTb TMpPH YMPaBJIEHUH TPAHCMIOPTHBIMM CPEJACTBAMH W BBITIOJHEHHH paborT,

KOTOpbIC TpeOYIOT BHUMaHUs. B cirydae mosiBiieHUs roJIOBHON 60JIH, COHIIMBOCTH, YCTAJIOCTH,

TOJIOBOKPYKEHHSI MJIM HapylIEHWH 3pEHMs yINpaBleHHE aBTOTPAHCIIOPTOM MM pabora ¢

MEXaHHM3MaMH HE PEKOMEHIYIOTCS.

Baknasi nndopmanus o HEKOTOPbIX KOMIIOHEHTAX JIEKAPCTBEHHOTO TpenapaTa

IIpenapar TJIFOKO3AMMH copepkdT HaTpuii, 4TO cNeIyeT YYMTHIBATH MALMEHTaM,

HaXOIAIMMCA HAa IHMETe C HHU3KMM coaepkaHueM Harpus. OaHa mo3a JeKapcTBEHHOTO

npemnapara (3 mi) conepxut 40,3 Mr HaTpuUs.

3. llpumenenne npenapara FJIOKO3AMUWH
IIpenapam cnedyem 6ce2da npumenamv 6 NOIHOM COOMBEMICMBUU C PeKoMenoayuiMu
nevawjeco epava. Ilpu noserenuu comuenuti aubo BONPOCOB, MPOKOHCYILMUPYLIMECH C
J1e4auiumM 8padom.
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1-2 mapsl aMnyJ1 BHYTPUMBILIEYHO 3 pasa B HEENIIO B TeUeHHE 4-0 He/lelb.

CMelaTh COIEPKUMOE aMITyITbl A (amITyJia U3 KOPUYHEBOTO CTEK/Ia) U amIty sl B (ammyia u3
HEUTpaIbHOTO CTEKJIAa) B OJHOM IUIPHIIE.

Jlerkas kenaToBaras OKpacka pacTBopa B ammyle A He BIHSET Ha AaKTHBHOCTH H
MePEHOCUMOCTD ITpenapara.

[ I0KO3aMUH HE MpeaHa3Ha4YeH A1 JIEUSHUs OCTPOro 601€BOro CHHAPOMA.

VMEHBIIEHHE CHMINTOMOB (OCOGEHHO YMEHbLIEHHE OOJIEBBIX OLIYIIEHHH) MOXET HE
HACTYMATh B TEUEHHUE HECKOIBKHX HEMIENb JEUEHHs U B HEKOTOPBIX Cydasx nocie eue bonee
JUTHTENILHOTO Tepuoja BpeMeHH. Ecnu Hukakoro oOserdyeHuss CMMITOMOB HE HACTYMHIIO
yepez 2-3 Mecslla MPUMEHEHHS, HEOOXOAMMO TNEPECMOTPETh TMPOJIOJDKEHUE JIEUCHHUE
FIIOKO3aMHHOM.

Ocobble rpynnbl NanHeHTOB

IIpumenenue y demeti u n0Opocmrog

[mroko3aMuH He TpeaHa3HAueH JUTs JICYeH s IeTei U MOAPOCTKOB Miaame 18 jet.
[Ipumenenue y noscunvix nooeu

Koppekuwst 10361 He TpeOyeTcs B ICYEHUH 3[I0OPOBBIX MOKHUIIBIX JTIOJIEH.

IIpumenenue y nayuenmos ¢ no4e4Hou/neveHoYHoU HedOCMmamoyHOCmblo

JUis mameHToB ¢ HapylieHne GYHKIUK TTOYEeK W/WIIH NMEYEHW HEBO3MOYKHO CKOPPEKTHPOBATh
JI03UPOBKY, TaK KaK COOTBETCTBYIOILUX UCCIEIOBAHUH HE MPOBOIAMIIOCE.

Ecau Bam BBesIn OosibIe Mpenapara, 4eM Ha3HA4YEHO

He cnenyer BBOOWTH [03Bl Tpenapara, MpeBbIIAIOIINE Ha3HayeHHble BpauoMm. Ciyuan
Nepe103UPOBKH HE OMMCAHbI. B cirydae BOZHMKHOBEHHUS MEPEI03MPOBKH MOXKET MOTPEOOBATELCS
MPOBEAEHHE CHMIITOMATUYECKOTO JICUEHUS, HANpaBIEHHOTO HAa BOCCTAHOBJIEHHE BOJIHO-
3JIEKTPOJIMTHOTO OasnaHca.

Ecau BbI npexkpaTuTe ncnosn3oBanue npenapata N'ITIOKO3AMUWH
[TpoiomKUTENBLHOCTD JIEYEHHs ONpeesUT Bpad. He cieayer caMoCTOSTENbHO OTKa3bIBAThCH
OT MPUMEHEHHS Mpernapara.

B ciy4ae HaaMuust JOMOTHUTENBHBIX BOMPOCOB, MPOKOHCYIBTHPYHTECH C BPAuOM.

4. Bo3MoskHbI€ HexKenaTe/IbHbIe PeaKIHu
[Tono6bno Bcem nekapctBeHHbIM mpemapataM, [JIFOKO3AMMUH MmokeT BBI3BIBATH
HEXKENIaTeNIbHbIE PEaKLMK, OJHAKO OHH BO3HUKAIOT HE Y BCEX.
[IpenapaT OOBIYHO XOpOIIO MEPEHOCHTCS, TaK KaK TJIFOKO3aMHH SBJISETCS €CTECTBEHHBIM
KOMITOHEHTOM OpraHu3ma. WHBEKIMOHHbIE (OPMBI TIIOKO3aMHHA M3-332  COJEPKAHUS
JIMIOKanHa MOTYT WHOT/Ia BBI3bIBATH TOLTHOTY W PBOTY (PEAKO).
IIpy npumenenun mnpenapara [JIFOKO3AMUWH wMoryT BO3HUKATh  ClIEAYOLIHE
HEXKeNaTeIbHbIE PEaKIHH:
YacTto (MoryT nposiBiisiTbest MeHee yeM y 1 u3 10 denoBex):
— ToJIoBHas 60JIb, YCTAOCTh, COHIIMBOCTD,
— TOWIHOTa, 0O0JIb B XKMUBOTE, PACCTPOMCTBO MHUIEBAPEHUs, aWapes, 3arnop, METEOPH3M,
TSOKECTh U OOJH B XKeyaKe, AUCTIETICHS.
Heuacro (MoryT nposiBasitbest menee yem y 1 u3 100 yesioBex):
— KOXHOE pa3/IipakeHHue, 3y, TOKPACHEHHE KOXKH.
YacToTa Hem3BecTHA (4aCTOTA He MOXKET OBITH OMpe/IeaeHa 110 HMEIOIHMCS JAHHBIM):
— aJUIEPrHYECKHe PeaKilny;
— HapyllEHHUEe 3peHHS;
— BBITIAICHHE BOJIOC;
— OpoHXHaNbHAS acTMa,;
— TOBBILIEHHUE YPOBHS TIIIOKO3bI B KPOBH;
— peaxlMu B MECTE BBEJICHHUS.
bbinn 3aperncTpupoBaHbl Cliydan MOBBILICHHS YPOBHS XOJIECTEPHHA B KPOBH, HO MPUYHHHO-

3

]
!

i
|

————————



== )
2564 B-2022

g

CIIEICTBEHHAs CBS3b C MPUMEHEHUEM TJIIOKO3aMHHA He OblTa YCTaHOBIIEHA.
Coobmenne o HexKeIaTEILHBIX PEAKIHAX

Ecin y Bac BO3HMKalOT Kakue-mMOO HeXenaTeslbHble PEAKIMH, MPOKOHCYIbTHPYHTECh C
BpayoM. JlaHHas peKOMEeHIalHs PacIpOCTPaAHAETCS Ha JTIOObIE BO3MOXKHBIE HEXeIaTebHbIE
peakiu, B TOM YHUCJIE HA HE IEPEYUCIICHHBIE B JIMCTKE-BKJIAABILIE.

Bbl Takke MOXKeTe COOGIIMTH O HEXeNaTelbHBIX peakuusax B HHPOPMALHOHHYIO 0a3y
J@HHBIX TI0 HEXETATC/IbHBIM peakUusiM (ICHCTBHAM) Ha JIEKapCTBEHHBbIE Ipenaparhl,
BKJIIOYasi cooOueHus 0 Hed(GEKTUBHOCTH JIEKAapPCTBEHHBIX MPENapaToB, BBISBICHHBIM Ha
Tepputopun rocynapctBa (YII «lleHTp sKkcmepTu3 W HCHBITAHME B 3ApaBOOXPAHEHWH
M3 PBy, http://www.rceth.by).

Kpome Toro. wuH}OpMaumio o BBISBICHHBIX HEXENATENbHBIX pPEAKIHUAX Bbl MOKETE
MPeNoCTaBUTh B aJpec  AepiKaTelass  PerHCTPalMOHHOTO YAOCTOBEPEHHUS]  —
PVYII «benmennpenapatei»: nmo tenedonam +375-44-781-06-00 nubo +375-17-222-78-38:
MOCPEJCTBOM 3JIEKTPOHHOM mnouTel pharmacovigilance@belmedpreparaty.com. Coobuias o
HE)KEaTeJIbHbIX PEaKUHAX, Bbl IOMOTAeTe MOJYYHUTh OOJIbIIE CBENEHHH O Oe30macHOCTH
nperapara.

S. Xpanenue npenapara I''TIOKO3AMUH
XpaHuTb B OPUTHHATBHOM yrakoBke npu Temmneparype ot 2 °C jo 8 °C.
XpaHUTh B HEOCTYITHOM M HEBHIMMOM JIJIsl JIETEH MECTe.
Cpok rognoctu — 2 roja.
He ucronp30BaTh M0 HCTEUEHUH CPOKA TOAHOCTH.
He npumensiite npenapar, ecriu BbI 3aMETHIIH, YTO aMITyJIbI TOBpeX/aeHbI. He BBIGpackIBaiiTe
TnpenapaT B KaHAIH3aLUI0. Y TOYHUTE Y paOOTHHKOB anTeKH, Kak H30aBUTLCS OT MPenaparos,
KOTOpbIe OosbLe HE MOTPEOYIOTCSA. DTH MEPBI MO3BOJIST 3ALMTHTE OKPYKAIOIILYIO CPEy.

6. ConepxnMoe yNakoBKH U MPOYHE CBEIEHUS
Amnyaa A (pacTtBop A):
Kaxciast ammyna (2 Mit) conepxut Oeticmsyloujee geujecmgo TIOKO3aMHUHA Cyab(aT HATPHS
xaopu — 502,5 mr (coneput 400 Mr rmoko3amuHa cysbdara u 102,5 Mr HaTpus XJI0pHaa);
6CnoMo2amenbHble Geujecmea.; JHIOKauHa THIAPOXJIOPU, XJIOPHUCTOBOIOPOIHAs KHCIIOTA,
BOJIA JUTSl UHBEKIIUH, '
Amnynaa b (pacTtBop B, pacTBopureib):
B8Cnomozameibible 6eujecmea: NNITAHOJIAMHH, BOJIA JUIS HHBEKLIUA,
Buemnwmii Bua npenapara I/IFOKO3AMUH u conepkumoe ynakoBKH
PactBop A — mpo3pauHblif OeCHBETHBIH HIM CBETJIO-KEITHIH pacTBOp; pactBop b —
Mpo3pavHbIi GeCHBETHBIH pacTBOpP; pacTBOp A+B — mpo3paunblif GeCHBETHBIM WM CBETIIO-
JKEITBIN pacTBOp.
Amnyna A. Tlo 2 Mt pacTBOpa A B aMITyJibl H3 KOPHYHEBOTO CTEKIA.
Awmnyna b. 1o 1 mn pactBopa b B amnysbl u3 HeHTpanbHOro cTeka.
Ha amnyny (A u B) HakneHBarOT 3THKETKY CaMOKJIESIIYIOCS.
I[lo 5 ammyn A win no 5 m aMmyn b momeInaroT B KOHTYPHYIO SUEHKOBYIO yTAaKOBKY W3
TJIEHKH MOJMBHHUIIXJIOPUIHOW M I'MOKOH YNakoBKH Ha OCHOBE aTIOMHHHEBOM (osbru. OnHy
KOHTYPHYIO YEHKOBYIO yNaKOBKY C aMIlyJlaMi A M OJIHY KOHTYPHYIO SYEHKOBYIO yNIaKOBKY C
amnynamMu b BMecTe ¢ JIMCTKOM-BKIA/IbIIIEM W CKapi(UKATOPOM aMITYJIBEHBIM MTOMEIIAIOT B
nayvyky U3 KapToHa.
[Ipy HMCmosnb30BaHMM aMIyn € KOJIBLOM H3J0Ma JIOMYCKAaeTcss yNaKoBKa amnyn 06e3
ckapuuKaTopa aMIyJIbHOTO.
Yca0Bus 0TIy CKa: Mo peLenty.




HE PB

e e — -

g COTTACORA HO

2 5 6 [‘_ B - 2 0 2 2 s;vz;m.;-.t"; .‘f ..-:._.':'i.‘»— ,‘-,\;‘-:‘.‘(‘ .wm:m;);j

piscas Mosticcomrns g szl

i ol c o |

JlepaTe/ib PpEruncTPANMOHHOT0 YI0CTOBEPEHHS U NPON3BOAUTEb T
PVTI «BenMennpenaparsi», w* Y5
)
Pecniy6nuka benapycs, 220007, r. MuHCK, s M. ™
yn. ®abpuunyca, 30, Ten./dakc:(+375 17) 220 37 16, . 64"

c1919

e-mail: medic@belmedpreparaty.com

JIncToK-BKIAABILI NMEPECMOTPEH!



