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VIBEPIKAEHD

MWHWCTEPCTBOM 3APABOOXPAHEHWA
PECNYBNWKW BENAPYCb
Npuka3s MWHUCTEPCTBA 3ANaBOOXPAHEHUA

Pecnybnuxu, B YCb ¢
0l BT 06 7

JIncTok-BRIAABIN : HH(OPMALHA JJIsl TOTPeGUTE IS
®pamunazuu®, 12,5 mr (8000 ME)/ M, cripeii Ha3a/IbHbIi
(bpamuLeTHHA Cynbbar

Ilepen HayanoM nNpHMeHEHHS JEKAPCTBEHHOIO INPENapaTa MOJHOCTLIO NPOYHTANTE

JIMCTOK-BKJIABINI, IOCKOJBLKY B HEM COEPIKATCHA BasKHbIe 11d Bac cBenenns.

* Coxpannre MMCTOK-BKIAEII. Bo3moskno, Bam nmoTpeGyercs mpountats ero eme pas.

e Ecnu y Bac BO3HHKIM 10MOTHUTEIBHBIE BOIPOCHI, 0GPATHTECH K JIEYaleMy Bpady.

o llpenapar nasHauen mMenHo Bam. He mepenasaifte ero npyruM momsm. OH MoKeT
HaBPEIUTh UM, JajKe €CJIM CHMIITOMBI UX 3a00JIeBaHusI COBIANAIOT ¢ Barumu.

e Ecmu y Bac BO3HHKIH Kakue-THOO HeXeNaTeNbHBIE PEaKIHH, 0OpaTHTECh K JaeqamemMy
Bpauy. [laHHas peKOMEHJalHs PacpoCTPaHsAeTcs Ha JIFoObIe BO3MOXKHEBIE HEKeaTEIbHBIE
PEaKIIuH, B TOM YHCIIE HA HE IIEPEUYHCICHHEIE B pa3/ene 4 IHCTKA-BKIIA/IbIIIA.

Coaepxanne JTHCTKA-BKJIAABIIIA

Uro u3 cebs npencrapnser npenapat OpaMuHasun®, u IS 9ET0 ero IPHMEHSIOT
O ueM criestyeT 3HATH Hepel MpUMeHeHneM npenapara PpamuHasun®
ITpumenenye npenapara ®pavMuHazuy®

Bo3MoxHEIe HeXenaTenbHbIE pEaKIHH

Xpanenue npenapara @pamMusazua®

CoziepxuMoOe yIIakOBKH ¥ IIPOYME CBEICHHS

S o o el

1. Yro u3s ceba npeacrasisier npenapat ®pamunaznn®, u aus ero ero NPHMEHSIOT
Opamunasna® conepKUT (ppaMHIETHHA CymbhaT B KadecTBE JEHCTBYIOINETO BEIIECTRA.
OpamMULETHH — aHTHOMOTHK M3 TPyl AMHHOITIHKO3MIOB JUIS MECTHOIO IIPUMEHEHHS B
OTOPHHONIAPHHTONIOTHH. AKTHBEH B OTHONIEHHH OONBLIMHCTBA TPAaMIIONOKUTEIPHEIX W
TPaMOTPHLATENBHEIX OaKTePHH, BHI3HIBAIOIINX PA3BHTHE HHPEKLUMOHHEIX MTPOIIECCOB B BEPXHHX
OTAENax JbIXaTeNbHBIX Iy TEH.

IIpemapar ®pamunasuE® NPUMEHSETCS B COCTABE KOMILIEKCHON TE€pallid i1 MECTHOTO
JIeUeHNs HH(EKIIMOHHO-BOCTIANIMTENBHEIX 3a00IEBAHHH CITH3HCTON 0G0I0YKH HOCOTIOTKH.

2. O 9em cieayer 3HATH Mepel NPAMeHeHHeM npenapara OpavuHazun®

He npumensiite npenapar ®pamunazua® B cireIy0mux cryqanx:

— ecM y Bac IOBBINEHHAs YyBCTBHTENBHOCTb (AWIEPTHs) K (paMHNETHHY H IpyTUM
aHTHOMOTHKAM M3 TDYIILI aMHHOITHKO3HIOB H/WIM K TIOOOMY M3 BCIIOMOTATEJbHBIX
KOMIIOHEHTOB JIEKAPCTBEHHOTO IIpemapara (CM. pasael 6 THCTKa-BKIIaIbIa);

—  BO BpeMs OEpPEMEHHOCTH M B IEPHO/ IPYIHOTO BCKApMIIHBAHHS,

— B JIETCKOM Bo3pacTe 10 | roxa;

—  JUId IPOMBIBAHMs NPUIATOYHEIX Ma3yX HOCA.

Oco0ble ykazaHusi 1 MepbI IIPEA0CTOPOXKHOCTH IIPH NPHMEHEHHUH

Ilepen npuMeHeHHeM JieKapCTBEHHOro npemapara Ppamunasun® npokoHCYIBTHPYHTECH ©
BpayvyoM.

Ciieyer NOMHHMTB, YTO TpPH JIeYEHHH BO3MOXKHO TOSBICHHE PE3HCTEHTHBIX (YyCTOHYHBEIX)
IITAMMOB MHKPOOPTaHH3MOB.

[locne oTKpeITHS (akoHa ¥ TOCITE MEPBOTO MPUMEHEHHS MpENapaTa BO3MOKHO MHKpPOOHOE
3arpsisHenye. DIaKoH ¢ IpenapaToM TOMKeH GHITH BEIGPOLIEH MOCe TIPEKPAIICHHS EUeHHs,
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Jpyrue npenapatsl u npenapat ®pamunazun®

Coobmmte cBOoeMy JiedaleMy Bpady O TOM, YTO BEI MpHMeHseTe, HENABHO MPUMEHSIIH HIH
MOXKeTe HadarTh NPUMEHATH KaKHe-ITHOO ApYrHe IpemapaThl, B TOM YHCIE OTIyCKaeMmble 0Oe3
pelenTa Bpaya.

KimiHHYeCKH 3HAYMMBIX B3aHMOJCHCTBHH ¢ APYTHMH JIEKApPCTBCHHBIMH IIpEriaparamMu He
BBEIABJIEHO.,

BepeMeHHOCTH H rpyIHOE BCcKApMIUIMBAHHE

Ecnu Bl GepeMeHHB! MM KOPMHTE TPYABIO, JyMmaeTe, 4TO 3a0epeMeHENH, WU TUIAHHPYETe
OepeMEeHHOCTB, TIepe HaYaIoM IpHMEeHeHHs lpenapara OpaMuHasuH® IPOKOHCYTETHPYHTECH C
JeYaliM BpadoM HIH pabOTHHKOM AITEKH.

ITpumenenne mpenapata OpamuHasuH® BO BpeMs GEpeMEHHOCTH H B IEPHON TIPyIHOTO
BCKapMJIHBaHHUS IPOTHBOIIOKA3AHO.

anan.ﬂemle TPAaHCIIOPTHBIMH CPEJICTBAMH H paGOTa C MEXaHHu3MaMH

BinsiHue Ha cOCOOHOCTH YNIpPaBIATE TPAHCIIOPTHBIMH CPEACTBAME WM PaboTaTh C JAPYTHMH
JBHOKYIMMHUCS MEXaHU3MaMH HE H3Y9ajI0Ch.

Benomorareannbie BelecTea

JlexapcTBeHHBIH mnpenapar ®OpaMHHA3ZHE® CONEPIKHT MmeTHnnaparuapokcudenzoar (E 218),
KOTOPEIH MOXET BEI3HIBATH AJUICPTHYECKHE PEAKIIHH (B TOM UYHCIE, OTCPOUEHHEIE).

3. IIpumenenue npenapara ®pamunazun®

Bceerna npumMensiiite npenapar B MONHOM COOTBETCTBHY C PEKOMEHIAIMAME JIEYAIIETO Bpada.
IIpu mosBIEHHH COMHEHHIT TOCOBETYHTECH C JIEYAITAM BPAuoM.

Pexomennyemas no3a

Bapociibie: no o1HOMY BIPBICKHBAHHUIO B KaXK/IbI HOCOBOM X011 4-6 pa3 B CyTKH.

[ety: mo 0HOMY BIPHICKMBAHHIO B KaXKIBI HOCOBOM X011 3 pasa B CYTKH.

Cnocob npumMenenus

CHsATb ¢ (uiakoHa 3amUTHBIH KoNIadok. [lepes nepBbM IPHMEHEHHEM CIEyeT HECKOIBKO pas
HaXaTh Ha PacCHbUIMTENBHYI0 HACAJKY O IOSBIECHHS CTPYH ¢ «00ga4koM TymaHa». MDrakoH
rOTOB K HCIIONIB30BaHHIO.

Buinonnenue npoyedypei: TpH BIPHICKHBAHHK ClIeyeT 1 pa3 HaXaTh HAa pPACIBUTHTEIBHYHO
Hacazky ¥ MPOW3BECTH BIPLICKHBAHHE CIIPEsl MOOYEPENHO B KaXKIblif HOCOBOM xox. Cremyer
JepKaTh (IIaKOH-paCTIbUINTENh BEPTHKAIBHO, IIPH BIPHICKHBAHHH HE 3apPOKUIBIBATH [OJOBY
BBepX. He pacneuiats crpelf ropH3oHTaNBHO WM BHE3. [locie TPHMEHEHHS OYMCTHTH KOHUHK
HacaIKu (IaKoHa-pacTbUTATENS CandeTKOMN, 3aKphITh 3aIUTHEIM KommnaukoM. Diakon nomkeH
HCIIOJIB30BATHCS TONBKO OHHM JIMLIOM H3-3a PHCKa Ilepeiaus HHEKIIHH.

JANETeIbHOCTH MPHMEHEHHS

JmMTensHOCTE Kypea JeueHns OIpe/IeNsercss BpadoM C YHeTOM OCOOEHHOCTEH 3aboNeBanus,

MIEPECHOCHMOCTH JIEKapCTBEHHOI'O IMpernapara ¥ JOCTUIHyToro 3ddexra. JMHTeNsHOCT 1e4eHNs
He JOJDKHA MPEBBIIATE 7 JHEH.

Ecan Bel npumennsn npenapara ®pamuna3us® 60/b1me, 4eM c/1eq0BaI0

B cBs3u ¢ Hu3KO# cTenenbio abcopOiuH (BCackIBaHMs) B CHCTEMHEIH KPOBOTOK IIEPEI03MPOBKA
MaJIOBEPOSITHA.

B ciyyae BOSHMKHOBEHMS NONONHHTENBHBIX BONPOCOB IO TPHMEHEHHIO JIEKAPCTBEHHOrO
npernapara oOpaTHTECH K JISYAIeMy Bpady.

4. Bo3MoxXHbIE HelkeJIaTeIbHbIE PeaKuu

IlogobHO  jgpyrEM  nekapcTBeHHBIM — NpenaparaM  @paMHHa3HH®  MOXET  BBI3BIBATEH
HEeXeTaTeNbHbIe PEAKIIHK, HO OHH BO3HHKAIOT HE Y BCEX.

YTBEPXOEHO
MWHWUCTEPCTBOM 30PABOOXPAHEHWA
PECMYENWKKN BENAPYCh
MNpvka3d MuHUCTENCTBE 3[ANABO0XPIHEHNA
C'p_cryﬁ:_-m,. RenanyCo
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Hapymenus co cTOpoHBl MMMVHHOH cHcTeMbl: Yacmoma wneuszgecmua (HEB03MOICHO
onpedenums ACMOMY HA OCHOBAHUU UMEIOWUXCA OGHHbIX): aAJIIEpPTHUIECKHE peaxIumy,
TOKCH/IEPMHUsL (OCTPOE BOCTAIEHHE KOXKH H CIH3HCTHIX 060JI0YEK, KOTOPOE MOXKET TIPOSBIISTHCS
BO3HMKHOBEHHEM 3y/la M Pa3IHYHBIX 3JIEMEHTOB ChINM [Iy3BIPH, THOMHWYKH, ISTHA ¥ TIp.] Ha
KOXe ¥ CIM3UCTHIX 000I09KaX, 03HOOOM M OTCYTCTBHUEM allETHTA), AHTHOHEBPOTHUECKHI OTEK
(oTex ropraHd, TOJIOCOBOM INENH, JIMIA, Iy0, ITOTKH H/HIH A3BIKA, CIOCOGHEIH IIPUBECTH K
3aTPYAHEHMIO JBIXaHHs BCICACTBHE YXYALIEHHS IPOXOJUMOCTH [BIXaTeNBHBIX IIyTeH, K
3aTPY/THEHHIO TJIOTAHUS WK K YXYIIIEHHIO CIOCOOHOCTH TOBOPHTH), aHA(HIAKTHUECKHH MIOK
(TsDKenas auleprudecKas peakiys, BO3MOYKHBIE TPOSBIICHHS: PE3K0e CHIKEHHE apTepHUaTbHOTO
JaBJICHHUs, OBICTPBIN U cabblil IyJIbe).

O6mue paccTpoHCTBa M HApYIIEHWs B MECTe BBENEHHS: Yacmoma Heuseecmua: TOKAIBHOE
pa3apakeHHe CIH3HCTOH 000I0UKH.

Coo0menne 0 HeKeIaTeIbHBIX PEAKIHAX
Ecim y Bac BosHHKAIOT Kakue-THG0 HexKelaTelbHEIE PEaKI|H, TPOKOHCY TETHPYHTECh ¢ BPadoM
WK pabOTHUKOM anTekH. JlaHHAas PEKOMEH/allds PacrpoCTpaHAeTcs Ha JIFOOBIE BO3MOKHBIE
HEKeNaTeNbHbIE PeaKIliy, B TOM YHCIIE Ha HE NEPEUHCIICHHBIE B JIMCTKE-BKIAAGIIE, Bl Takke
MOXETe COOOIHUTL O HEXENATeNBHBIX peakiusX B HHPOPMAMOHHYIO 6a3y DaHHBIX [0
HEXKEeNaTeIbHbIM PeaKIusIM (IeHCTBHAM) Ha JIEKapCTBEHHEBIE IpenapaThl, BKII0Yas COOOIIEHHS O
HEd(EKTHBHOCTH JEKAPCTBEHHBIX IIPENapaTOB, BBIABICHHBIM HA TEPPHTOPHH TrOCYNAPCTBA —
wiena. Coobmas 0 HeKenaTelbHBIX pPeakiuix, Bel nmomoraere MONYYUTh OOJbIIE CBENEHHH O
He3omacHoCTH Ipernapara.

Pecniy6nuka Benapych

PecryGnuikanckoe  yHuTapHoe npemmpustHe  «L[eHTp SKCIEPTH3 W MCHOBITAHHH B
3IpaBOOXPAHEHHM

220037 r. Munck, ToBapumeckuii mep., 2a.

Tenedon otnena dpapmakonanzsopa: +375 (17) 242 00 29; daxc: +375 (17) 242 00 29
OnekTponHas noyra: repl@rceth.by, rceth@rceth.by
http://www.rceth.by

YTBEP>XOEHO
MWHWCTEPCTBOM 30PABOOXPAHEHWA
2 PECNYENWUKU BENAPYCb
POCCHHCKM q)eﬂepauﬂﬂ Mpuka3 MuHucTepcTaad 3APABOOXPAHEHUA

nyBnwen B
109074, r. Mocksa, CrnaBsiHcKas IO/, 1. 4, cTp. 1 PecnyBnukw Benapyce

DenepanbHas cinyx6a mo Hanzopy B chepe 3apaBooxpanenus (Pocaapasrazzop)
Tenedon: +7 (495) 698-45-38, +7 (499) 578-02-30

Dakc: +7 (495) 698-15-73

OnektponHas noura: pharm@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru

S. Xpanenne npenapara ®pamunazua®
XpaHHUTb B 3aIIMINEHHOM OT CBETa MECTE IIPH TeMIepaType He Boume 25 °C.

XpaHute Ipenapar B HEAOCTYNHOM UL peGeHKa MeCTe Tak, yToGbI peGeHOK He MOr YBUIETH
ero.

Cpox rogroctu: 3 roga. Cpok roIHOCTH yKa3aH Ha yIaKOBKE.

He npumensiiTe mpemapar mocie WCTeYeHHS CpoKa TORHOCTH. JIaTOH HCTEUEHHS cpoka
TOJHOCTH SIBIIAETCS MTOCTIEAHUI JeHb MECsIa.

6. CogepxuMoe YIAaKOBKH M IPOYHE CBEEHHUS

Kaxneif 1 mn npenapara @pamunaszua® COmep:KHT B KadecTBe INEHCTBYIOIETO BeINECTBA
12,5 mr (8000 ME) dpamuuernsa cynbdara.

Bernomorarensueie BemecTsa: Merninaparuapokcutensoar (E 218), HaTpHA XJIOPHI, HaTpPHS
LUTPAT, TAMOHHAS KKCI0Ta MOHOTHAPAT, BOA OUYMINCHHAS,
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Buemnuii Bua npenapara ®pavunazun® u cogepiKuaMoe ynaKoBKH
Crpeif Ha3aIbHBIH.

[Ipo3paunslit WM clIerka onaNecupyrONHil, GeCIIBETHBII HITH JKEITOBATHIN pacTBop.

o 10 mMnm wm 15 Mn Bo ¢umakoHe [ONUITHIEHOBOM HIH BO (hIAKOHE U3
NOJMSTHICHTepeTanara, YKyNOPEHHOM HAaCalKoH  pACIBUIAIONIEH  MOTHIIPOINHIICHOBOR
HazabHOU. Kax bl riakoH BMeCTe ¢ IMCTKOM-BKIABIIIEM IOMEMAIOT B HAYKY H3 KapTOHA.

JlepsKaTesb perHcTPalHOHHOr0 YA0CTOBEPEHHS H MPOH3BOXHTE/Ib

000 «DapMTEeXHOIOTHI» T
220024, Peciy6muka Benapycs, MMH‘:C-TI;EPCTBUM APAOXPANENAS
r. Muxck, yi1. Kopxenerckoro, 22. . MP;‘?;;EQ:‘__?;& ApABOOPENEHS
Tenedon/daxc: (017) 309 44 88. o PecyQucn Berapyce
E-mail: ft(@ft.by

3a moGoi nHbopManHeli o npemapare, a TAKXKe B CIYYaTX BOIHHKHOBEHHS IIPETEH3UI ClleyeT
oOparnarbes K MPeJCTABUTENIO AEPIKATENs PETHCTPALEOHHOTO YIOCTOBEPEHHS HITH JEPIKATENEO
PETHCTPAMOHHOIO YJOCTOBEPEHHUS !

Pecnybnuka Benapycs

000 «DapMTeXHOIOT AL

220024, r. MuHck, yi. Kopxenesckoro, 22

Tenedon/daxc: (017) 309 44 88

E-mail: ft@ft.by

Poccuiickas ®@eneparus
[pencraButenscreo OO0 «DapMTEXHOTOTHSD

108811, r. Mocksa, Kuenckoe mocce 22-i (IT MockoBsckuit), nomMopnazenue 4, cTp.2
Tenedon: (8 800) 222 62 70
E-mail: pharmacovigilance@ft.by

JIu CTOK-BKJIAABINI [IEPECMOTPEH

ITpoune nerounnku uHpoOpMANHUH

Ilonpobuble cBemeHHMs 0 fJaHHOM Ipemapate  comepxkarcs Ha  BeG-caiite  Corosa
http://www.eurasiancommission.org

JIuCTOK-BKIABI JOCTYIIEH HA PYCCKOM SI3BIKE Ha BeO-caiiTe https://eec.eaeunion.org



