JN-Ne009458-Pr-BY
YTBEPXXOEHO

MWHUCTEPCTBOM 3[IPABOOXPAHEHUA
PECIMYBNVKN BEJNIAPYCb

® o nMPUKA3OMOT 31.12.2025 Ne 1644
BOJ’ILTapeH PacTBOP ISl BHYTPHUMBIIICYHOTO BBEJACHU U I/IH(i)y?,I/II/I — TCKCT AHAE TR EAHAABHIIA009

JIncrok-BKIaabI - HHGOpMaLMs NI NALUEHTA

BoabTapen®, 75Mr/3mii, pacTBOp ISt BHYTPUMBILNIEYHOT0 BBEACHUsI U HHDY3H i

JleiicTByrollee BEIIECTBO: AUKIO(EHAK HATPUS

Ilepen npuMeHeHneM NpenapaTa NOJTHOCTHIO IPOYUTANTE JTHCTOK-BKJIAbIII, TOCKOJIbKY
B HeM coj/iep:kaTcs BaxkHble 1715 Bac cBegeHus.

CoxpaHuTe TUCTOK-BKJIAIbINI. Bo3MoxHO, Bam moTpedyeTcst mpouuTaTh ero erie pas.

Ecnmu y Bac BO3HMKIIM JONOJIHUTENBHBIE BOMPOCH], OOpaTUTECh K JieHalleMy Bpady WIN
pabOTHUKY aNTEeKH WU MEIULIMHCKOM cecTpe.

[Ipenapat nasHauen umenHo Bam. He nepenasaiite ero npyrum iroasm. OH MOKET HaBpEAUTh
UM, Ja)K€ €CIIM CUMIITOMBI UX 3a00JI€BaHUs COBNAAAIOT ¢ Bammmu.

Ecnu y Bac Bo3HuKIM Kakue-1100 HekeIaTelbHbIe peakiuu, 00paTUTECh K JIeyalleMy Bpady.
JlaHnHast peKoOMeH1alusl pacIpOCTpaHsAeTCs Ha JII00Oble BOZMOXKHBIE HeXellaTeIbHbIE PEeaKklnu, B
TOM YHCJI€ HA HE MepeUnCcIeHHbIE B pa3iene 4 TMCTKa-BKIA IbIIIA.

Conep:xaHue JTHCTKA-BKJIAAbIIIA:

Yro u3 cebs npeacTaBIseT npenapar Bonsrapen®, u 1y 4ero €ro MpUMeEHSIOT
O 4eMm cneayer 3HaTh epe]] NpUMEHEHneM npenapaTta Bonsrapen®
[Ipumenenue npenapara Bonsrapen®

Bo3MmoskHbBIE HeXenaTelbHbIE PEaKIun

Xpanenue npenapara Bonsrapen®

CO,Z[Gp)KI/IMOG YIOAaKOBKH U JOIIOJTHUTCIILHBIC CBCACHUA

NS kb

Wudopmanus ans METUIIMHCKAX paOOTHUKOB

1. Yto u3 ceds mpeacTaB/sieT nmpenapart Bo.m,TapeH®, U JIJIS Yero ero NpuMeHs i0T

Ipenapar Boabrapen®

JIeWCTBYIOIIMM ~ BEWIECTBOM B  Ipemapare Boabrapen® B QopMe pactBopa s
BHYTPHMBIIIEYHOTO BBEICHUS U UH(Y3UH ABISIETCS AUKIO(EHAK HATPHSL.

[Ipenapar Bomnsrapen®

OTHOCUTCSI K TPYIIIE JEKapCTBEHHBIX IPENapaToB I0Jl Ha3BAHUEM
«HECTepOMJHBIE MpOTHUBOBOCHaNUTENbHbIE mpenaparedy (HIIBII), npumensembx ams

YMCHBIICHUS 00J/IM U BOCITAJIEHUS.
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Iloka3zanus k NMPUMECHEHUIO

HDM GHYmMpUMblULeYHOM 66e0eHUlU

[Ipenapat npegHa3HAYEH IS JICUCHUS:

e BocmanutenbHBIX W JICTCHEPATUBHBIX (OPM pEBMATH3Ma, PEBMATOUIHOTO apTpUTa,
AHKWJIO3UPYIOIIETO CIOHAWINTA, OCTCOapTPUTA, CIOHIWIOAPTPUTA, BEPTEOPATBHOTO
00JICBOTO CHHPOMA, BHECYCTABHOTO PEBMATHU3MA;

®  OCTpPBIX IPUCTYIIOB MOArPHI;

e IIOYECYHOH M ITICUCHOUYHOM KOJIHUK;

e BOCIAJICHHS, OOJU M OTEKA TIOCTIC TPABM U OIICPAIIHIiA;

®  TSDKEJIBIX IPUCTYIIOB MUTPEHH.

B suode snympusennou ungysuu

[Ipenapar npeaHasHayeH [UIA JICUEHUS WM MPO(PUIAKTHKH IIOCIEONEpPallMOHHON Oonmu B
YCJIOBHSIX CTallMOHApa.

Kak aeiicrByeT npenapat Bosibrapen®

IMpenapar Bonbrapen® 00s1€r4aeT CUMITOMBI BOCIIAJIEHHUS, TAKUE KaK OOJIb M OTEKH, IyTEM
OJIOKMPOBAaHUS CUHTE3a MOJEKYJN (MPOCTArIaHIMHOB), BBHI3BIBAIOIIMX BOCMAJICHUE, OONb H
muxopaaky. OH He BO3ACHCTBYET HAa MPUYUHBI BOCTIAJICHUS WU JIUXOPAIKH.

[Ipy HanMYUKM BONPOCOB O TOM, KaK JEHCTByeT mpenapaT Bonbrapen® wiM 1modemy JaHHBINA
JIeKapCTBEHHBIN ITpenapar ObUT Ha3HaueH BaM, IpOKOHCYIBbTUPYHTECH € JIeHallliM BpauoM.

2. O yem caenyer 3HATh Nepe NPUMEHEHHEM Npenapara BoanapeH®

BraumarennHo CHGHYIZTG BCCM YKa3aHUAM Bpaya. Onn MOTYT OTIIMYAThCA OT I/IH(I)OpMaI_II/II/I,
coz[epx(ameﬁc;l B 3TOM JIMCTKC-BKJIaABIIIC.

IIporuBonoOKa3anust

He npumensiiite npenapat Boabrapen®

e Ecium y Bac amaeprus Ha nuxiodeHaK HATpUs WU JOObIE JPYrHe KOMITOHEHTHI
npemnapata (IepeurcICHHbIE B pas/iene 6 IMCTKa-BKIAIBIIIA).

e [lpum HaMWYUM aJUIEPrUYECKUX PEaKUMH IOCIe NMPUMEHEHMS IPOTHBOBOCIAINUTEIBHBIX
wii  OONICYTOJNSIONIMX  TpernaparoB  (Hampumep, aleTUICATUIMIOBOH  KHCIIOTHI,
nukinodenaka wim uodynpodena). Peakiuu MoryT BKIIOYaTh B ceOsi acTMy, HAaCMODK,
KO>KHBIE BBICHIITAHUS, OTEK JIUIIA, Ty, SI3bIKa, TOpJia ¥/MiIH KOHEYHOCTEH (CUMITTOMBI OTeKa
KBuHke). B cimyuyae mojo3peHuss Ha aJUICprHI0O HEOOXOJIMMO MPOKOHCYJIBTUPOBATHCS C
BPavyOM.
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HpH HAJUYIUM 3BbI IKCJIyJKa HIWM KHUHIICYHHKA, BOCHAJIUTEIbHBIX 3a00/1eBaHUH
KHIIICYHHMKA.

IIpu nammuum kposoreueHuss win nepdopanun JKKT, cUMOTOMBI KOTOPBIX MOTYT
BKJTIOYATh B ce0s1 KPOBb B KaJIe WJIM YEPHBIH Kall.

IIpyn HaNTUYHUM TOYEYHOUN MIIU IEYEHOYHON HEJJOCTATOYHOCTH.

IIpn Hanu4YMM TSOKETON ceplieYHOM HelO0CTaTOYHOCTH, WIIEeMHUYECKOM OOJe3HH cepaua,
3a0oseBaHui epupepuIecKUX apTepril Wi HepeOpOBACKYISIPHBIX 3a00J1€BaHHH.

B TeueHue mocieaHETO TPUMECTPa OEPEMEHHOCTH.

IIpu BBICOKOM pHCKe pa3BUTHUS IOCIEONEPALUOHHBIX KpPOBOTEUEHHM, NPUMEHEHUU
aHTUKOATYJISHTHOM Tepaluu, HEMOJHOM TIeMOCTa3e, HApyLIIEHUUd TIeMOIod3a WU
1epeOPOBACKYIISIPHBIX KPOBOTEUEHUSX.

I[JIH jJeueHus Oomu mocie Oorepauu KOPOHApPHOTO IIYHTUPOBAHUA CCpALd (I/IJ'II/I
HCIOJIb30BaHUA aIlllapaTta UCKYCCTBCHHOI'O KpOBOO6paH_IeHI/IH).

Ecnu Bbl nmeere kakue-mnb0 M3 yKa3aHHBIX NPU3HAKOB, COOOLIUTE 00 3TOM Jiedalemy
Bpayvy 10 NpUMeHeHust npenapara Boabrapen®.

Ipenapar Boabrapen® nporuBonokasau aersm jao 18 jer.

Oco0ble ykazaHusi 1 Mepbl IPe1I0CTOPOKHOCTH

Ilepen npuMeHeHneM npenapaTta BonsTapen®™ IPOKOHCYIBTHPYHTECH C JIeYalluM BPauoM MK
PabOTHHKOM anTEeKU WU MEAUITTHCKON CECTPOH.

[Ipy HanMYUM YCTAHOBJICHHBIX CEPIEYHO-COCYAMCTBHIX 3a00JeBaHMU (CM. BBILIE) WIIH
3HAYMMBIX (DAKTOPOB pPHCKA, TAaKUX KaK BBICOKOE apTepHAlIbHOE JIAaBJICHUE, BBICOKUI
YPOBEHB JIUIUOB B KPOBH (XOJECTEPUH, TPUIIIMLIEPUABI), TMa0ET WK KypeHue, eciau Bam
Jevamuii Bpad NPUHUMAET pEIICHME O Ha3HAueHWH Tpenapara Bombrapen®, Henb3s
npesbimaTh 103y 100 Mr B CyTKH NpU NPOAOTKEHNH JIeueHus Ooblie 4 HeAelb.

B 1enoM BaXHO NPMMEHATh HAMMEHBINYIO 03y mpemapara Bonbrapen®, kortopas
obneryaeT 00JIb W/WIIM CHUMAET OTCKH, B TCUCHHE MUHUMATBHO BO3MOXKHOTO BPEMEHH JIJISI
MUHUMU3ALNN TOOOYHBIX CEPJIEYHO-COCYAUCTHIX PEAKIIHIA.

[Ipy  ONHOBPEMEHHOM  TpUMEHEHWH  mpemapara  Boabrapen® ¢ Apyrumu
IIPOTUBOBOCTIAJIUTEIILHBIMU JIEKapCTBEHHBIMU npenapaTami, BKJIIOUAsI
ALEeTUICATULIMIOBYIO KHCJIOTY, KOPTUKOCTEPOUIAMH, AHTUTPOMOOTUYECKUMHU
npenapaTaMi WIH CEJIEKTUBHBIMA MHTHOMTOpaMH OOpaTHOTO 3axXBaTa CEPOTOHHMHA (CM.
«[TpueM Ipyrux JIEKapCTBEHHBIX CPEACTB»). Bo Bpems sieuenus npenaparom Bonsrapen®
MOTYT BO3HUKATh SI3BBI CIIM3MCTONW OOOJIOUKHM BEPXHUX OTIENOB >KEITYIOYHO-KHIIEYHOTO
TPaKTa, PeIKO — KPOBOTCUCHHS WM, B €AMHUYHBIX CiIydasx, nepdopanuu (mepdopannu
KeNyJlKa WM KUIICYHHKA). DTH OCIIOKHEHHS MOTYT BO3HHKHYTH B JIFOOOH MOMEHT BO
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BpeMsl JIUCHHs 0€3 KaKWX-TMO0 MPEeAyNpeKIAIONINX CUMITOMOB. YTOOBI CHU3HWTH 3TOT
puck, Bam Bpau Ha3HAYHT MHHUMATTBHYTO 3 (EKTUBHYIO 103y B TCUCHHE KaK MOXKHO OoJiee
KOPOTKOW TPOJOJDKUTEILHOCTH Tepanuu. OOpaTuTech K Bpady WIA MEIUIIMHCKOMY
paboTHHKY, ecii y Bac 60IUT XKMBOT M BBl TI0JI03PEBAETE CBSA3h C MPUEMOM TIpemapara.
JlexapcTBeHHBIM mpemapar BombrapeH® COOEPKHT  CIEAYIOMIME BCIIOMOTaTelIbHbIE
BEIIECTBA: HATPHUS METAOUCYIbGUT — 2 MT, OEH3MIIOBBINM cTUPT — 120 MT, TPONMUICHIIUKOIb
— 600 mr.

e [lpu HamUYUU aCTMBI UJIM CEHHOM JIMXOPAJKH (CE30HHOTO AJIJICPTUYECKOTO PUHUTA).

e [Ipu nanuuum 3a0oneBanuii XKKT, Takux xak s13Ba sxeay/1Ka, KPOBb B KaJi€ WM YEPHBIN KaJl,
WIA CUMITOMOB  JUcCKOoMdopra B IKEIyJKe WIM HU3KOTM IOcCie  Ipuema
IIPOTUBOBOCIIAJIUTEIBHBIX JIEKAPCTBEHHBIX IIPENAapaToB B IIPOLLIOM.

e [Ipu HamMUMU BOCHAJICHHS TOJICTON KHIIKU (SI3BCHHBIH KOJIUT) WM KUIICYHOTO TPaKTa
(6one3nn Kpona).

e [lpu Hamuuuym 3a00I€BaHU TEYECHN WITH TTIOYEK.

e B ciydae o0e3BoXuBaHHsA (Hampumep, Mpu 3a00JEBaHHWM, AWApEe, 10 WIH IMOCTe
XUPYPIUYECKOIO BMEILIATENbCTBA).

e [Ipu oreke crorm.

e [lpu HanMUUMU KPOBOTEUEHUH WM APYrHX 3a00JIeBaHUI KPOBH, BKIIIOYAS TAKOE PEIKOE
3a0oJeBaHue TIEYCHH, KaK TOppHUpHs.

e B ciydae HeZaBHO IPOBEACHHOW WIM 3aIUIAHUPOBAHHOM XUPYPIMUECKOW OIllepaluu
JKEJTYZJOYHOTO WM KUIIEYHOTO TPaKTa.

e Ecmu y Bac xorma-nu6o mosBIsijach CHIIbHAs ChIIIb HA KOXKE WM IIETYIICHHE KOXH,
00pa3oBaHKeE BOJIBIPEN W/MIM A3BBI BO PTy MOCJIE MIPUMEHEHHs mpenapara Bombrapen®
WIH IpyTuX 00e300JIMBAOIINX MTPENapaToB.

e BcnomorarenbHble BelIecTBa, HAIWYUME KOTOPHIX HAJAO YYUTHIBATH B  COCTaBe
JIEKapCTBEHHOT'O MIpernapara:

Copmepxamuiics B ammylaX MeTa0MCYIb(GUT HATPUS MOXKET BBI3BIBATH PEAKIUU
TUIIEPYYBCTBUTEIIBHOCTU M B PEJIKUX CIydasix OpOHXOCTa3M.

1 amnyna npemnapara Bonsrapen® comepskut 120 Mr GeH3UI0BOrO CnupTa. BeH3HIoBbIH
CIIUPT MOXET BbI3bIBaTh ajlIepruyeckue peakuuu. B ciydae HacTymieHus 6epeMeHHOCTH
WIN B TIEPUOJ] TPYAHOTO BCKAPMIIMBAHUS, a TAK)KEe MAlMEHTaM C 3a00JIeBaHUSIMH TIEUCHU
WM TIOYEeK, HEOOXOAUMO JTOTIOIHUTEIBHO MPOKOHCYJIBTUPOBATHCS C BPauoM, IOTOMY 4TO
OCH3UJIOBBIM CIIUPT MOKET HAKAILJIMBATHCS B OPTaHU3ME U BBI3BIBATH MOOOYHBIE A((DEKTHI
(Tak Ha3BIBAEMBIN «METAOOTUICCKUN allUI03» ).

1 amnyna conepxxut 600 Mr nponuneHrIuKoNs. B ciyyae HacTymieHus: 6epeMeHHOCTH W
B [IEPUOJI TPYAHOTO BCKAPMIIMBAHUs TIPUMEHEHHUE Tipenapara Bonbrapen® H0KHO ObITh
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COIJIaCOBAHO C JieyallluM BpauoM. Bpau MoKeT Ha3HAYUTh AOMOJHUTENbHBIN KOHTPOJIb Ha
BpeMs pUMEHEHus npenapara Bonsrapen®.

Ecoun Ber umeere kakue-nmmO0 W3 yKa3aHHBIX MPHU3HAKOB, COOOIIHMTE 00 ITOM JiedalleMmy
Bpady /0 MNpHMeHeHHs npenapara Boabrapen® B ¢dopme pacrBopa aas
BHYTPHMBIIIIEYHOT0 BBe/IeHUs] U MHPY3Hid.

e Ecmu B xome npuMeHeHms mnpenapata Bombraper® y Bac HOSBISIOTCS CHMITOMEI
CEplIEYHO-COCYAUCThIX 3a00JIeBaHUN, TaKkue Kak O0Jb B TPYIHOM KIIETKE, 3aTpyIHEHHUE
JBIXaHUs, c1a00CTh WM HEUETKOE MPOU3HOUICHHE, HEMEIJICHHO CBSDKUTECH C JIeHallluM
BpauoM.

e Ilpemapar BonbTapeH® MOXKET yMEHBIIATH CUMOTOMBI MH(EKIUH (HAPUMED, TOJOBHYIO
00J1b, BRICOKYIO TEMIIEpaTypy) U TaKUM 00pa3oM 3aTpyIHATH aJICKBATHOE PACIIO3HABAHUEC
U nedeHre nHpekuu. B ciydae nioxoro caMouyBCTBHS 1 HEOOXOIUMOCTH BU3HUTA K Bpady
He 3a0bIBaliTe COOOLIMTE O IPUMEHEHHH npenapara Boasrapen®.

e B o4eHb peaKuX Cllydasx IAalUueHTsl, IPUMEHSIomueE npenapar Bonasrapen®, kak u apyrue
NPOTHBOBOCIIAJIMTEIBHBIC  JICKAPCTBCHHBIC — TIpenapaThl, MOTYT HWMETh  TsDKEINbIe
aJUIEPTUYECKUE KOXKHBIC PEaKIK (HapruMep, ChIIIb).

e Tlocie BHYTPUMBIIIEYHOTO BBEAEHHUs Tpenaparta Bonbrapen® (MeToquKa, MCIONb3yeMast
JUI TJIyOOKOTO BHYTPUMBIIIEYHOTO BBEACHUS) 3aperuCTPUPOBAHbI TOOOYHBIE PEAKLIUU B
MeCTe MHBEKIINH, BKJII0Yasi 00JIb B MECTE MHBEKIUH, TOKPACHEHHE, OTEKH/TIPUITYXJIOCTb,
HapbIBbl, UHOIJIA C CUHSAKAMU WJIM THOEM, MOPAKEHUE KOKHU WM TOJKOXXHOM TKaHU
(0coOeHHO Tocie HEMpaBWJIBHOTO BBEJIEHUS Mpenapara B KUPOBYIO TKaHb) — (PEHOMEH,
M3BECTHBIN KaKk MeIMKaMEHTO3Hasi MO0 cOCyA0B KoxkH (cuHApoM Hukonay).

Ecnu Bel 3amMeTnim kakue-1m00 U3 CIeayonuX CAMIITOMOB, HEMEIJIEHHO CO00IINTE 00 3TOM
JevyaiieMmy Bpauvy.

MOHHTOPHHT BO BpeMsl JiedeHns npenaparom Boibrapen®

[Ipy HanMuMM yYCTAHOBJIEHHBIX CEPACYHBIX 3a00JIEBaHUN WJIM 3HAYUMBIX PHCKOB
BO3HUKHOBEHHUSI CEpJICYHBIX 3a00JIEBaHU JIeUaluil Bpad JOJKEH MEPUOIUYECKHA MMPOBOIUTD
OIIEHKY HEOOXOIMMOCTH MPOJOJDKEHHs JIeUeHus npenaparoM Bonsrapen®, ocobeHHO B TOM
ciydae, eciu Bbl moyuaeTe jeueHue B TeueHue oosee 4 Helemb.

[Ipy Hanuuuu HapyueHud (QYHKIMM TEYEHH, MOYEeK MM KPOBEHOCHOW cucteMbl Bam
HEOOXOIMMO CIaBaTh AHAIM3bI KPOBH B XOJI€ JIeUeH s Tpenapatom Bonsrapen®. Dty aHanm3bl
npeaHa3HaueHbl JUIi MOHUTOPHUHTA (YHKUMHU Te4eHU (YpOBEHb TpaHCAMHUHA3bl), (YHKLIUHU
noyek (ypoBEeHb KpeaTHHHHA) WU (HOpMYJbl KPOBH (YPOBEHb JEUKOIUTOB, SPUTPOIIMTOB U
TpoMOouuTOB). Bamr nevyamumii Bpau JOKEH YYUTHIBaTh PE3ysbTaThl aHAJIU30B KPOBU IPU
NPUHATHA DELNIEHHs O MPEKpallleHMd NpUMEHEHus Tpemnapara Bombrapen®  win
HE0O0XOAUMOCTH U3MEHEHUS J103Bl.
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I[CTI/I U IOAPOCTKHU

PacTBOp /17151 BHYTPUMBILLIEUHOTO BBEJICHUS U UH(DY3UI HE TOJDKEH NPUMEHSThCS Ui JeTel U
MOPOCTKOB (Miajuie 18 ner).

ITanueHTHI MOKIIOTO BO3pacTa

[TanueHTbl MOKUIOr0 BO3pacTa, 0COOCHHO CyOTHIIbHBIC MJIM C HH3KOH Maccoil Tena, MOTyT
OBITH GOJIEe YyBCTBHUTENBHBI K BO3JCHCTBHUIO Npernapara Bonbrapen®, yem apyrue B3pocisie
nanyeHTbl. OHU JTOJDKHBI CIIEIOBATh WHCTPYKLMSM JIEYalIero Bpaya OCOOCHHO THIATENBHO M
NPUMCHATH HAUMCHBIIYIO O3y B COOTBCTCTBUU C 3a00JIEBAHUEM. ILJ'DI MNannMCHTOB ITOXKHUJIIOTO
BO3pacTta OCOOEHHO BaXXHO COOOIIATh O HexenaTenbHBIX 3(ddekrax HemocpenrcTBEHHO
JIevaIieMy Bpady.

Jpyrue npenapatbl 1 npenapat Boabrapen®

CoobmuTe nevanieMy Bpady WM paOOTHHKY alTEeKH O TOM, YTO BbI mpuHHMMaeTe, HEAaBHO
MPUHUMAIIU WM MOXKETE HayaTh IPUHUMATh KaKHe-I100 APYyTHe MpenapaThl.

Oco0eHHO BaXHO COOOUIUTH JIEHAlleMy Bpady O IpUEME CIEIYIOIMMX JIEKapCTBEHHbIX

MpernaparoB:

e Jlutuii WM CeNeKTUBHBIE HHTHOUTOPHI oOpaTHOro 3axBara ceporoHuHa (CHO3C)
(JIekapCcTBEHHBIE MPETIapaThl, MPUMEHSIEMbIE JUTS JICUSHHSI HEKOTOPBIX BUIOB JICTIPECCHUH).

e JIMrokcuH (JeKapCTBEHHBIH Mpenapar, IpUMEHSIEMbIH 115 JIedeHus 3a001eBaHui cepaLa).

e Jluypetnku (JIeKQpCTBEHHBIC IMpENapaThl, MPUMEHSIEMBIC ISl TIOBBINICHUS KOJIUYECTBA
MOYH).

e Uuruburopsr AIl® wunum Oera-OmokaTopsl (KJIacchl JIEKAPCTBEHHBIX IPENapaToB,
NPUMEHSEMbIX JJI JIEYEHHs] BBICOKOI'O apTEpUAIbHOIO JaBJIECHUS M CEpIeYHOM
HEJIOCTaTOYHOCTH).

L4 I[pyme IMPOTHBOBOCIIAJIUTCIIbHBIC JICKApCTBCHHDBIC Ipenaparsl, TaKue KaK
allCTHJIICAINIINIIOBAasA KHMCJI0TAa UJIU I/I6ynp0(1)eH.

e Koprukocrepouasl (JeKapcTBEHHbIE MpenapaThl, IPUMEHIEMBbIE Uil 00JerdyeHus 00iu B
BOCHAJICHHBIX YYacTKax Teja).

e AHTHTPOMOOTHYECKHE TMpernaparhl (JIEKAPCTBEHHBIC TIpenapaThl, MPUMEHSEMBbIC IS
Mpea0TBpaIieHus TpoM003a).

e JlekapCTBEHHBIC Mpemnaparthl (Takue Kak MeT(hOPMUH ), IPUMEHSIEMbIE JUIs JICYCHUs TruadeTa
BMECTO MHCYJIMHA.

e MeroTpekcaT (JeKapCTBEHHBIH MpenapaT, IPUMEHSIEMbIN ISl JI€UEHUSI HEKOTOPBIX BUAOB
3JI0KaYECTBEHHBIX 00pa30BaHUN WU apTpUTA).
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L4 I_[I/IKJIOCHOPI/IH, TaKpOJIUMYC (J'IeKapCTBeHHBIe Mnpenapartbl, B OCHOBHOM IIPUMCHSICMBIC JJI1
NanueHTOB, NICPCHCCIINX TPAHCIIAHTALIUIO OpFaHOB).

e Tpumeronpum (JIEKAPCTBEHHBIA Mpenapar, MPUMEHSIEMBIA s NPOPHIAKTUKA WIIH
nedeHust HPEKIUH MOYEBBIBOISALINX MTyTEH).

e  XUWHOJIOHBI (aHTHOAKTEPUATBHBIC JIEKAPCTBEHHBIE MPETIAPAThI, IPUMEHICMBIC IS JICUCHUS
nHpeKui).

e BopukoHa301 (JIeKapCTBEHHBIN Npenapar, NPUMEHSCMBIH I JICUeHHS TPHOKOBBIX
uHpEKIUi).

e @eHUTOMH (JEKAapCTBEHHBIN IIpemnapaTr, IPUMEHSAEMbIN Ui JIEYEHHs] CYJIOPOKHBIX
MIPUIIAIKOB).

e Pudamnuuuz (aHTUOMOTUK, TPUMEHSIEMBIN AJIs JIeUeHUsI OaKTepUaTbHBIX UHDEKITHI).

bepeMeHHOCTH M rpyAHOE BCKAPMJUIMBaHHE U (PePTHIBHOCTH

Ecnu Bbl GepeMeHHBI WM KOPMHUTE IPYAbIO, AyMaeTe, yTo 3a0epeMeHeNn, WIN MJIaHUpPYyeTe
OepeMeHHOCTh, Mepe/l HavyajJoM MPUMEHEHHUs Mpenapara MPOKOHCYIbTUPYUTECH C JIeYallUM
Bpa4yoM WK paOOTHUKOM aITEKH.

Heo6xonuMo cooOummuTh JjevaiieMy Bpauy O OEpeMEHHOCTH WIM HPEINON0KEHUH O
GepemMenHocTH. B ciiyuae Gepemennoctn npenapat Bonbrapen® MOKeT Ha3HAYaTHCS TOJIBKO B
cllydae UCKIIOYUTEIbHON He00X0AUMOCTH.

Kak u B oTHOIIEHHN APYrux NpOTUBOBOCHATUTCIIBHBIX JICKAPCTBCHHBIX MNPCIIAPATOB, HCIIB35
NPUMEHATh TnpenapaT BonbrapeH® B TedeHHME IIOCIETHETO TPUMECTpa OEPEMEHHOCTH,
MIOCKOJIBKY OH MOYKET IMPEACTaBIATh Yrpo3y /Ul peOeHKa U CIIPOBOLMPOBATH MPOOJIEMBI IIPU
pollopa3penieHH. JTO MOKET BbI3bIBAaTh 3a00JI€BaHMs MOYEK U cepaua y Baiero Oyayuiero
pebenka. MoKeT MOBIUATH Ha CKIIOHHOCTh K KpoBOTeueHH0 y Bac u Bamero pebenka u ObITh
MPUIMHON MTEPEHOIICHHON OEPEMEHHOCTH (3aI103/1aJIbIX POOB) WU 00JIee MPOTOIKUTEIIBHBIX
(3aTsKHBIX) ponoB. Bam He cnenyer npuHMMaTh BonbTapeH® B TeueHHE IEPBBIX 6 MECALEB
OepeMEeHHOCTH, 32 HCKIIIOUEHHEM CIy4yaeB, KOT1a 3TO KpaiiHe He0OX0IMMO U IO peKOMEH AU
Bpaya. Ecium Bam He00X0auMO NpUHUMath BosibTapeH® B 9TOT MEpHOI BPEMEHH WM BB
IUTaHUpYyeTe 3a0epeMeHeTh, CIIeyeT IPUMEHITh MUHUMAIIbHYIO 103y B MUHUMAJIBHO KOPOTKUH
nepuon Bpemenu. C 20-0ii Heenn OepeMEHHOCTH IPUMEHEHE TIpenapaTta Bombraper® Gosee
HECKOJIBKUX JTHEH MOJKET BBI3BIBAThH 3a00JICBaHMS TI0UYEK Y Bamiero He poKICHHOTO peOcHKa,
YTO MOXKET MPHUBECTH K CHIKEHHUIO KOJIMYECTBA aMHUOTUYECKOM JKHUIKOCTH, OKpYXKaroulei
o (ManoBoauto). Ecii Bam HE00X01MMO JieueHre 0oJiee 4YeM HECKOJIBKO JTHEH, Bpad MOXKET
MTOPEKOMEHI0BATh JOTIOJHUTEIbHBI MOHUTOPUHT .

Heo6xoanMo cooO1muTh Bpauy 0 KOPMIIEHUH I'PYIbIO.
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[Ipu npumeHennu npenapara Bonbrapen® 3ampenieHo KOpMJIEHHE TPYAbI, MOCKOIBKY 3TO
MOJKET MPEJICTABIISATH YIPO3Y ISl peOeHKa.

Bpau nmomken oO0cynuth ¢ Bamu mOTeHIMaNBbHBIA PUCK B Cllydae NMPUMEHEHUs Ipernapara
Bonbrapen® Bo BpemMst GepEMEHHOCTH ¥ TPYIHOTO BCKAPMIIMBAHUS.

7KeH1IMHBI 1€TOPOAHOI0 BO3pPacTa

I[Tpenapar Bonbrapen® MOKET OCIOKHATH BO3MOKHOCTL 3a0epeMeHeTh. Henb3s npuMeHsTh
npenapar Bonbrapen®, 3a MCKIIOYEHHEM KpailHEW HEOOXOAMMOCTH, €Cii Bbl muianupyere
OEpEeMEHHOCTh UJTM UMEEeTe MTPOOJIEMBI C 3a4aTHEM peOeHKa.

3. IlpuMeHeHHe nmpemnapara BonLTapeH®

Bcerna nmpumMensiiTe npenapaT B IOJHOM COOTBETCTBUU C PEKOMEHJAIMAMU JICUaIlero Bpaya
WK paboTHHUKa anTeku. [Ipy NosBIeHUN COMHEHHUH MOCOBETYWTECH € JIEHAlMM BpauyoM WU
paboTHrKOM anTeku. He crieayeT nmpeBblaTh peKOMEHIYEMYIO J103Y.

Pexomenayemas n03a

He cnemyer mpeBbllIaTh pPEKOMEHJOBAHHYIO J103y, Ha3Hau€HHYI0 BpayoM. BaxHo
UCIOJb30BaTh MUHUMAJIBHYIO 103y JUIsI KOHTPOJsS OOJEBBIX OLIYLIEHUH M HE NPUMEHSTh
npenapar Boabrapen® nosbliie, 4eM 3170 HE0OX0IUMO.

Bpau cooOmwur, kakywo 103y mpenapara BombrapeH® pacTBOp ISl BHYTPHMBILIEYHOTO
BBeJIeHUA 1 MHQY3muii Bam HeoOXoanMo mpuMeHsATh. B 3aBUCHMOCTH OT OTBETa Ha JICYCHUE
Jeqalui Bpad MOKET YBEJIUYUTh WIH YMEHBIIUTD JO3Y.

B3pociable manueHTbI

Jlnist B3pOCIBIX MAIMEHTOB 1032 OOBIYHO COCTABIISICT MO OJHOM aMmyJjie B CYTKH B TE€UCHHUE
MaKCHUMYM JIBYX JTHEH; B HEKOTOPBIX CIIydasX MOTYT ObITh Ha3HAYEHbI JIBE aMITyJIbl B CYyTKH.
[Ipy HeOOXOAMMOCTH JANbHEHIIEro JeYeHus mnpenapaTtoM Bombrapen® OH MOKET OBITh
Ha3Ha4eH, HarpuMep, B opMe TabJIETOK WM CYIIIIO3UTOPHUEB.

IIyTh u (M1M) C1IOCO0 BBEACHUSA

BHyTpuMbIIeYHAS HHBEKIMA: PACTBOP HAOUPAIOT U3 aAMITYJIBI B IITPHUI] U TITyOOKO BBOJST B
STOIUYHYIO MBIIIIILY.

BuyTpuBenHasi UHQY3Ms: Tpenapar NpeJHa3HaueH AJs BBEICHUS MOCPEICTBOM MEIJIEHHOM
BHYTPUBEHHOHN MH(Y3UU TOJNBKO B YCJIOBUSAX CTallMOHapa (MHCTPYKIUHU W3JI0KEHBI B pasjeie
«Mudopmarnus st MEAUIIMHCKUX pabOTHUKOBY). Ecniu Bl HaxoauTeck B 00NbHUIIE, Bpad WIH
MEIUIIMHCKAs CecTpa BBIMONHAT BaM BHYTpUBEHHYIO HH(Y3HIO.
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HpOIlOJ'DKI/ITeJIbHOCTb Tepanuu

TatensHO creayiiTe yka3zaHUsIM Bpaya.

Bonbrapen® pacTBop JUIsi BHYTPUMBIIIEYHOTO BBEACHUS M UH(Y3UM HE CIENyeT TPUMEHATh
Oosee AByX IHEH; B cllydyae HEOOXOIMMOCTH JICUCHHE MOYKHO MPOJIOJIKHUTH TaOlIeTKaMu WU
cynmnoszutopusiMu Bonbrapen®.

[lpy HadMUMKM BONPOCOB O JUIMTENBHOCTH IIPUMEHEHHWs mpenapata Bosbrapen®
MIPOKOHCYJIbTUPYUTECH C BpaUOM MJIM PAOOTHUKOM alTEKH.

Ecan Bl npumennin npenapata Boabrapen® 6osbie, uem ciiegosaso

Ecnmu Bbl ciaydaiiHO mpeBbICHIIM 103y Tpemnapara Bonbrapen®, coofuure Bpavy WM
PadOTHUKY aNTEeKH WU HeMeAJEHHO OTNPaBJsAiTeCh B 00JLHUILY.

Bam moxeT moHago0UTHLCST MEAUIIMHCKAS ITOMOIIIb.

Ecau Bbl 326611 IPEMEHATH Npenapat BoabTapen®

B cnyuae, ecnu mpuMeHeHuUe JIEKapCTBEHHOTO Mpernapara ObLIo MPOIyIIEeHO, CIeAyeT clieaTh
WHBEKIUIO Cpa3y, Kak Toibko Bbl BcmoMHuiam 06 »toM. Eciam mpubmmkaercs Bpems
MPUMEHEHHS CJEeAYIOUIe M03bl, HEOOXOAUMO CIeNaTh MHBEKIMI0 B OObIYHOE Bpems. He
CJIeTyeT yABaMBaTh CIACAYIOUIYIO 103y, YTOOBI KOMIIEHCUPOBAThH MPOMYIIEHHYIO.

4. Bo3Mo:kHbIe HeKeslaTe/bHbIE PeaKInu

[Momo6HO BCceM JIeKapCTBEHHBIM MpernapaTaM IpernaparT BosibTapeH® MOXKET BbI3BIBATH
HeXeJlaTeNbHbIE PEaKIIUK, OTHAKO OHU BO3HUKAIOT HE Y BCEX.

HeKOTOpre HEKEJIATC/IbHbIC PCAKIIUA MOT'YT OBITH CEPLE3HBIMMU.

Heuacmuie nescenamenvnuvle peakyuu mocym ecmpeuamscs y ne boaee yem 1 uenosexa uz 100,

0CODEeHHO cpedu mex, Kmo npuHuUMaem 8blCoKyr0 cymounyio 003y (150 me) 6 meyenue 0oneozo

nepuooa epemeHu.

e Bnesannas memsmas 6o0iab B rpyau (Ipu3Hak MHGapKTa MHOKapAa W CEpIEeYHOIO
MIPUCTYTIA).

e OgpllIKa, 3aTpYJHCHUE JBIXaHUS B TOJOXCHHU JIe)Ka, OTEK CTON WM HOT (TMPHU3HAKU
CEpJICUHOM HETOCTATOYHOCTH).

Peoxue unu ouenv peokue nesxcenamenvrvle peakyuu Mo2ym ecmpedamscs y He 6onee uem y 1
yenosexa uz 1 000 unu y ne 6onee yem 1 uenogexa uz 10 000.

e CHOHTaHHOE KPOBOTEUEHHE UM CUHAK (IIPU3HAKU TPOMOOLIUTOIIEHUN).
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Bricokass TemmnepaTrypa, udacTble WHQEKIUH, MOCTOSHHBIE OOJM B ropie (MpU3HAKH
arpaHyJoLHTO3a).

3aTpylHEHUE [bIXaHUS WU T[JIOTAaHUS, ChbIlb, 3yJA, KpanuBHUIA, T'OJOBOKPY>KEHUE
(IpU3HAKHU TUIEPUIYBCTBUTEIHHOCTH, aHA(DMITAKTHYESCKUX M aHA(PUIAKTOUTHBIX PEAKIIHiA).

OTek npenMyILecTBEHHO JIUIa U ropia (mpu3Haku oteka KBuHke).
TpeBokHBIE MBICIIM U HACTPOEHUE (MPU3HAKHU ICUXUYECKUX PACCTPOUCTB).
Yxyamenue namMsTu (MpU3HaK yXyAIICHUS TaMsITH).

Cynopo>kHbI€ IPUCTYIBI (IPU3HAK CYAOPOT).

TpeBoKHOCTE.

CKOBaHHOCTb MBIIII] IIE€H, JHUXOpaJKa, TOUIHOTA, PBOTA, TOJIOBHAs O00Jb (MpU3HAKU
aCenTHYECKOr0 MEHUHTHUTA).

BHe3zanmHas M cuipHas TOJIOBHAass O0Jib, TOIIHOTA, TOJOBOKPY)XEHHE, OHEMEHHE,
HECIIOCOOHOCTh K PEeYM WM 3aTPyAHEHHs C peublo, CIa0OCTh WM Mapajind KOHEYHOCTEH
WK i (MIPU3HAKH HApYIIEHUs] MO3TOBOTO KPOBOOOPAIIICHUS MIIM UHCYIIBTA).

[TpoGuieMsbl co ciyXxoM (MPU3HAKK YXYALIECHUS CIIyXa).

[onoBHast 0©0Jib, TOJOBOKpY)XEHHE (TMPU3HAKU BBICOKOTO AapTEPUAILHOTO JIABJICHUS,
apTepUaIbHON THIICPTCH3UN ).

Chlnb, TMIOBO-KpacHbIE MATHA, 03HOO, 3y (IPU3HAKU BaCKYJIUTA).

BneszanHoe 3aTPYAHCHUC AbIXaHUA U OIIYIICHUC CTCCHCHUS B I'PYAU, COMIPOBOKAAIOIICCCA
XpumaMu U KallJIEeM (HpI/ISHaKI/I ACTMBbI UJIM THCBMOHUWHU IMPU HAJTUINUU nnxopazucn).

KpoBaBas pBoTa (IIpu3HaK TeMaTeMe3nca) W/WIM YepHBINA Kall M KaJl C KPOBBIO (TPH3HAKH
eIy JOUHO-KUIIEYHOTO KPOBOU3IIUSHHUS)

Juapest ¢ KpoBbIO (IPU3HAK FeMOPPAruveckoil uapen).
UYepHslii kai (IpU3HAK MEJIEHBI).
Boub B sxemyake, ToHOTA (MIPU3HAKHM 513BbI, KpoBoTeueHus uiu nepdopanuu XKKT).

Jmapest, 6011 B 00J1aCTH )KHBOTA, JIMXOPAIKA, TOITHOTA, PBOTA (IPU3HAKH KOJIMTA, BKITIOUYAsT
reMoppaqueCKHﬁ KOJINT, HIIEMAYECKUNA KOJHUT U 06OCTpeHI/Ie SI3BBCHHOT'O KOJINTa HWJIAU
6omne3nn Kpona).

CunbHas 060J1b B BEpXHEH 4acTH XKeilyiKa (IpU3HaK MaHKpeaTuTa).

[ToxxenteHne KoXu WK OENKOB IJa3 (MPU3HAK JKEIATYXH), TOIIHOTA, MOTEPs aIleTHTa,
TeMHast Moua (MIPU3HAKH I'eNaTUTa/TIeYeHOYHON HEJT0CTAaTOYHOCTH).

[TpocTyaHbIE CUMIITOMBI, YYBCTBO YCTaJIOCTH, OO B MBIIIIAX, TOBBIIICHHBIE (EPMEHTHI
[IEYEHU B pe3yibTaTax aHaJW30B KpOBU (MpU3HAKM 3a00J€BaHUI MEUEHHU, BKIIOYAs
(GyIbMUHAHTHBIN T€TIATUT, HEKPOTUUECKHM renaTUT, NEYEHOYHYIO0 HEA0CTATOYHOCTB ).
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e Bonapipu (mpu3Hak OysIe3HOTO AepMaTHUTA).

e KpacHas nnu nminoBast Koka (BO3MOKHBIE IIPU3HAKY BOCTIAJIEHUSI KDOBEHOCHBIX COCY/IOB),
KO)KHasi ChIIIb C BOJABIPSAMH, BOJABIPM Ha Ty0ax, Iia3ax, pTy, BOCHAJICHHE KOXHU,
COMpOBOXKAIOIIEECS OTCIaMBaHUEM WIM IIETylleHueM (IpU3HAKU IOJIUMOpP(HON
SpPUTEMBbl WM, NpPU HAIUYUU JUXOpaaku, cuHapoma CruBeHca-J[KOHCOHA WU
TOKCHYECKOTO AMHIEPMAIbHOTO HEKPOJIH3a).

e KoxHasi ChIIIb C OTCIIaMBAaHUEM WM IICNylIeHHeM (NPU3HAKU AKC(HOIUATHBHOTO
JEpPMAaTUTA).

e [loBblIEHHAs YYBCTBUTEJIBHOCTb KOXXHM K COJHEUYHOMY CBETYy (IIPU3HAK peakluu
(OTOUYBCTBUTEIBHOCTH).

e Ouaru JWIOBOM KOXH (IpU3HAK Iyprypbl uinu mypnyps! Lllenneiina-I'enoxa, ecnu 31o
BBI3BAHO aJlIepruei).

L4 OTGKI/I, 9YBCTBO CJ'I8.6OCTI/I, AHOMAJIBHOC MOYCHUCITYCKAHUC (HpI/ISHaKI/I OCTpOfI MOYECUHOM
HeI[OCTaTO‘IHOCTI/I).

e [lepen3ObiTOK Oenka B Moye (IPU3HAK IPOTEUHYPHUH).

e Orek JIMLA WM )KUBOTA, BHICOKOE apTepUabHOE JaBJICHHUE (MPU3HAKH HEPPOTHUECKOIO
CHUHJIIPOMA).

e [loBbIICHHBIN WM TIOHW)KEHHBINA TNype3, COHJIMBOCTh, CITyTAHHOCTDh CO3HAHUS, TOITHOTA
(mpu3HaAKK TYOYJOMHTEPCTUIIMAIIBHOTO HeppUTa).

e CulJIbHOE CHWKEHUE nype3a (IpU3HAK NOYEYHOT0 NaNWIIIPHOIO HEKPO3a).

e OOmIast OTeYHOCTH (MIPU3HAK OTEUHOU OOJIC3HN).

e OJHOBpEMEHHOE BO3HMKHOBEHHE OONM B IPyAU U aJUIEPIrMUYECKUX PEAKIUM (MpU3HAKU
cunapoma Koynuca).

Heussecmno: yvacmoma ne mooicem 6vimo onpedenena ucxoos u3 UMeroujuxcs OaHHbIX.

e Cepbe3Hble aJIEPrUYECKHE KOXKHBbIE PEAKIMH, KOTOpbIE MOTYT BKJIIOYaTh OOIIMpPHBIE
KpacHbIe W/WJIM TEMHBIE MITHA, OTEK KOKHU, BOJIJBIPH U 3yl (TeHepan30BaHHasA Oyuie3Hast
(UKCUpOBaHHAS JIEKAPCTBEHHAS CHIIb).

Ecnu Bel 3ameTnnm kakon-InO0 U3 yKa3aHHBIX CHMIITOMOB, COOOLIMTE 00 3TOM JieyameMy
Bpauy.

Jlpyrue He:xkeJiaTeJbHbIE PeaKIIUH

YacTble HeKelaTeIbHbIE pe€aKnuu

Onu mozcym ecmpeuamucs y ne oonee yem 1 uenosexa u3 10
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['onoBHas 00Jb, TOTOBOKPYKEHUE, BEPTUTO, TOLIHOTA, PBOTA, AMApEs,, HECBAPEHUE KeyaKa
(TIpU3HAKHU AMCTICTICHH), OOJIb B )KUBOTE, METECOPH3M, TIOTEPS alleTHTa (MPU3HAKU CHIDKEHHOTO
anmneTuTa), HapylleHne PyHKIUY eYeHH N0 pe3yibTaTaM aHaJIN30B (HanpuMep, MOBbIIICHHBIH
YpOBEHb TpaHCAMHHAa3bl), KOXKHAS ChIMb, PEAKIIMH B MECTE UHBEKIIIH, O0JIb B MECTE UHBEKIUH,
YIUIOTHEHHUE B MECTE UHBEKIUU.

HeuvacTble Hexke1aTeIbHbIE peaKkuuu

Onu moeym ecmpeuamuvcs y He 6onee uem 1 uenosexa uz 100

Cepnuebuenue, 60116 B TPy IH.

Penkue HexkesaTe/IbHbIE PC€aKIuu

Mozeym ecmpeuamwcsi y ne 6onee wem 1 uenosexa uz 1 000

ConnuBOCTh (NMPU3HAK THUIEPCOMHHM), O0Nb B XKeayake (MpU3HAK racTpuTa), HapylIeHUS
(yHKIMY TTeYeHH, 3y IA11as1 CHIIb (TPU3HAK KPATMBHUIII), HEKPO3 B MECTE UHBEKIIUU (M071bKO
pacmeop 01 6HymMpPUMbIULEUHO20 66€0CHUA U UHPY3UIL).

OueHb peiKue HexKeJaTedbHbIE PeaKIIuH

Mozcym nposiensmocs y ne bonee yem 1 uenogexa uz 10 000

Huskuii ypoBeHb SPHUTPOIUTOB (aHEMHs), HU3KHH YPOBEHBb JICUKOIMTOB (JICHKOTICHU),
JI€30pUEHTAITHS, IeTIPecCHsi, MPOOIEMbI CO CHOM (MPU3HAKKA OCCCOHHUIIBI), HOUHBIE KOIIIMAapHI,
pa3apaKUTENBHOCTD, MOKAJIbIBAHUE WM OJIEPEBEHEHHE PYK W HOT (MPU3HAKU MapecTe3ui),
IpoXb (MPU3HAK TpeMopa), HapylIeHHs] BKyca (MpU3HAKU TUCTEB3UH), HAPYIIECHUS 3peHus™
(mpu3HAKW HapyIIeHUs 3peHus, pac(hOKyCUPOBAHHOTO 3PEHHS, TUIUIONUH), IIyM B YIIax
(mpu3HaKu THUHHUTA), 3amop, O001b BO PTy (MPU3HAKK CTOMATUTA), OTCUHBIH, KPACHBIA U
OOJIe3HEHHBIH sI3BIK (TIPU3HAKK TJIOCCUTA), HapymeHus (QyHKIUM TmHIieBofa (MpHU3HAK
330(pharagpHBIX PACCTPOMCTB), CMAa3Mbl B AMUTACTPaTbHON 00JaCTH, OCOOEHHO TOCIHIE €IIbI
(mpu3Haku 00pa30BaHWsS MHTECTHUHAIBHOW AuadparMorofgoOHON CTPHUKTYpPHI), 3y, KpacHas
CHIMIb WM JOKeHWE (TIPU3HAKH SK3EMBbl), MOTEps BOJIOC (MpU3HAK aJoMenwH), 3ya (MpU3HaK
MpypHUTa), KPOBb B MOY€e (IIPU3HAK T€MATypUH ), a0CIIECC B MECTE UHBECKIUH.

*HapyumieHusi 3peHusi: €ClId CUMITOMBI HApYLIEHHs 3PEHUS BO3HUKAIOT BO BpeMs Ipuema
npenapara BoubrapeH®, CBSKUTECH C BpauoM, IMOCKOJBKY MOXET MOTPEOOBATHCS
o(ranpMonornyeckoe oocae10BaHue A1l HCKIIIOUSHUS APYTUX TPUUHH.

HeusBecTHO: 4acTOTA HE MOKET OBITH YCTaHOBJICEHA U3 UMCHOIIUXCH JAaHHBIX

e MeaukaMeHTO3Has dMO0Hs cocyloB Koxku (cuHAapoM Hukomay) — omrymaercs Kak
HEMEIJICHHOE CWJIbBHOE OO0JIeBOE ONIYIIEHHWE B MECTe WHBEKIMH, COMPOBOXKIAEMOE
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IIOKpaCHCHUECM, OTCKOM, IPHITYXJIOCThIO, BO3MOKHOH SaKYHOpKOfI KPOBCHOCHBIX
COCYyOOB, UTO MPHUBOJUT K MMOPAKCHHUIO KOXHU U HOHKO)KHOfI TKaHHU.

Hemennenno coobmmuTe Bpauy, €CJId BBl 3aMETHIIN

PEaKIMIo B MECTe MHBEKIUH, BKJItOYasi 00J1b, TOKPACHEHHE, OTEK, IPUITYXJIOCTh, SI3BbI
U KpOBOMOJTEKH. J[aHHBIE SIBIIEHUSI MOTYT POrPECCUPOBATH J10 TOYSPHEHHSI U HEKPO3a
KO>KH, MOJKOXHOM KUPOBOM KJIETUATKU U MOAJIEKAIINUX MBI B 00JaCTH UHBEKIUH.
3aXUBJIEHUE ITPOUCXOIUT ¢ 00pa30BaHUEM PYOILIa.

Annepruueckasi KOKHasi peaklus, KOTOpas MOXKET BKJIIOYaTh B ce0sl KpyrIjble WIH
OBaJIbHBIC MATHA M MOKPACHEHUs Ha KOXKe, OTEK KOXKH, 00pa30BaHUE BOJABIPEH U 3y[
(puxcupoBaHHas JieKapCTBEHHasl Cbllb). Takke MOXeT HaOII0AaThCs MOTEMHEHUE
KOXKM Ha INOPaXEHHBIX y4aCTKaX, KOTOPOE MOXKET COXPAHATBHCS IOCIIE 3a’KUBJICHUS.
dukcupoBaHHas JEKAPCTBEHHAS ChIITb OOBIYHO PELUIMBUPYET HA TEX )K€ yUaCTKaX MpHU

IIOBTOPHOM IIPUMCHCHHU IIpCIiapara.

HemennenHo cooOummre Bpady, €CIM Bbl 3aMETHIM KaKylO-JIMOO M3 MEPEeYHCICHHBIX

HEXCJIATCIBbHbBIX peaKHHﬁ.

Coo01eHue 0 HexxeJIaTeJIbHbIX PeaKIusiX

Ecmm y Bac Bo3HHMKarOT Kakue-1u00 HeKelIaTeIbHBIE pCaKknum, HpOKOHCYﬂBTHPYﬁTCCB C

BpauoOM WM pPAa0OTHUKOM amnTekd. JlaHHas peKoOMeHJAlMs PpaclpOCTPaHSETCs Ha JoOble

BO3MOJKHBIC HCKCJIATCIBHBIC PCAKIMHU, B TOM YHCJIC Ha HC IMCPCUUCIICHHBIC B JIMCTKC-

BKJIaAbIIIC. Brl Taxke moxere COO6IIII/ITI) O HEXKCIIATCIIbHBIX PCaKOHUAX HAIPAMYIO 4YCPE3

CUCTEMY COOOILIEHUH rocy1apcTB — UIeHOB EBpa3uiickoro 3kOHOMHU4ECKOro COr3a.

Pecnybauka bexapych

VII «llenTp 3KCnepTH3 U UCTIBITAHUHN B 3PABOOXPAHECHUNY
Anpec: 220037, r. Munck, nep. ToBapuieckuii, 2a
Tenedon: +375 (17) 242-00-29

®axc: +375 (17) 242-00-29

DnekTpoHHas mouTa: repl@rceth.by

Caiit: https://www.rceth.by

Poccuiickas @enepanusa

®enepanbHas ciryx0a 1Mo Haa30py B cdepe 3ApaBOOXpaHECHHUS
Anpec: 109012, r. MockBa, CnaBstHCKast 1iomaib, a. 4, ctp. 1
Tenedon: +7 800 550-99-03

OnexkTpoHHas noura: npr@roszdravnadzor.gov.ru

Caiir B MH(pOPMAIMOHHO-TEIEKOMMYHHKAIMOHHOH
https://www.roszdravnadzor.gov.ru

CCTH «I/IHTepHeT» .
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Pecnybinka ApmMeHus

I'HKO «IleHTp aKcniepTU3bl JEKapCTB U MEULIMHCKUX TEXHOJIOTHIl»
Anpec: 0051, r. Epesan, nip. Komuraca 49/5

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

OnexktpoHHas noura: info@ampra.am, vigilance@pharm.am

Caiit: www.pharm.am

Coobmiasi 0 HeXeJaTeldbHbIX PEAKIMAX, BBl TOMOTaeTe MOJY4YUTh OOJbIle CBEIECHUH O
0€30IacHOCTH Tpernapara.

5. XpaHeHue npenapara Bo.m,TapeH®

e XpaHuTe IpernapaT B HEAOCTYITHOM JUIsl peOEHKa MECTe TakK, 4TOObl peOEHOK HE MOT
YBUJIETh €TO.

e He npumensiire mnpemapar mnociie HCTEUEHHMsS CpOKa TOAHOCTU (CpOKa XpaHEHHs),
YKa3aHHOT'O Ha KAPTOHHOM MaykKe WU 3TUKeTKe nocie «['ofeH 10:».

e JlaToi UCTEUEHHS CPOKA TOJHOCTH SIBIISETCS MOCHEAHUN JE€Hb TAHHOTO MECSLA.
e Xpanure npenapat npu temnepatype He Bbiiie 30 °C.
e XpaHHTe mpenapaT B OPUTMHAILHON KapTOHHOM MavkKe JJIs 3alUThl OT CBETA.

L4 Kaxmaﬂ aMIlyjia Hnp€IHa3Ha4Y€Ha TOJIBKO I OJHOPA30BOI'0 HCIIOJIB30BAHUA. PaCTBOp
CJICAYCT UCIIOJIB30BATL CPaA3y KC IMOCJIC OTKPBITUA aMITYJIbI.

e BuyTpuBeHHbIe HH(Y3HH JTOKHBI BBOAUTHCS cpa3y *Ke IMOCIe MPUTOTOBICHUS pacTBOpa
Ui uHQy3uid. Henb3st XpaHUTh pacTBOPHI 1Sl UHY3HA.

e He npumensiiTe npenapat, €ciau Bbl 3aMETUIM KPUCTAJIBl WK OCAJOK B pacTBOpE AJIs
uHQY3uid. J{0IKHBI HCTIOIB30BATHCS TOIBKO MPO3pPAYHBIE PACTBOPHI.

e He BoiOpacbiBaiiTe (He BbUIMBAiiTE) mpemnapar B KaHAJIM3aLUI0. YTOYHHUTE Y pabOOTHHKA
anTeKH, Kak clelyeT YTWIN3UpOBaTh (YHUYTOXKaTh) IpenapaT, KOTOpbIM Oosblie He
notpedyercsi. DT Mepbl MO3BOJIAT 3ALUIUTUTH OKPYKAIOILYIO CPENLy.

6. Conep:xumoe yNaKOBKH U J0NOJHUTEIbHbIE CBECHUS

IloaHoe nepeIncjicHue HeﬁCTByMHIHX BCIIECTB U BCIOMOraTeJIbHbIX BCIIECCTB

ITpenapar BoabTapen® coxep:kur:

e JleiicTBYIOIIMM BelleCTBOM SIBIISICTCS AUKIO(PEHAK HATPHA. | amMITyia cConepkuT 75 Mr
TUKIo(eHaka HaTpusl.
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e [Ilpounvu wuHrpeIHeHTaMH (BCIOMOTraTeJbHBIMH BeleCTBAMH) SIBJSIIOTCS:
manuut (E 421), wnarpus wmetabucynedpur (E 223), OeH3WIOBBIM choupT,
MPONMJICHTJIMKOJIb, HATPHUS TUAPOKCU, BOAA JJIsi HHBEKIIUH.

Bueurnuii Bua npenapara Boabrapen® u cogepskuMoe ynakoBKu

PacTBOp /U151 BHYTPUMBIIIEYHOTO BBEICHUS U UH(PY3HIl.
[Ipo3paunslii pacTBOp OT OECIBETHOTO /10 c1ab0 KENTOTO LBETA.
ITo 3 M pacTBOpa B amiyJie; Mo 5 aMITyJl B KAPTOHHOM MayKe BMECTE C JINCTKOM-BKJIA IIIIEM.

Matepuan NepBHYHON YITAKOBKH: aMITyJIbI OECI[BETHOTO CTEKJIa Kitacca | ¢ 3eJIeHBIM KOJBIIOM
U CUHEU TOYKOMU.

Karteropusi ormycka JiekapcTBeHHOT0 mpenapara

JlexapcTBEHHBIH penapaT OTHOCUTCS K KATETOPUU OTITYCKa IO PELENTY.

HaumeHoBaHWe M ajgpec JepKaTeiisi PerucTPAllMOHHOIO  YJIOCTOBEpPEHHS] M
NMPOU3BOUTE/SA, OTBETCTBEHHOI0 3a BBINMYCKAKIINI KOHTPOJb KayecTBa, €CJH OHH
pa3IHYalTCs

Jlep:kaTeJib perHCTPAMOHHOTO YI0CTOBEPEHHUSI:

Novartis Pharma AG / HoBaptuc ®apma AT,
JIuxttpacce, 35, 4056 bazens, lIBeiinapus.

IIpousBoauTenn:

Jlex ®apmackrotrkans a.4./ Lek Pharmaceuticals d.d.
Beposmkosa 57, 1526 JIrobnsna, CioBeHus.

3a 110001t mHpOpManueil o mpenapare cjeayeT 00paIATLCS K MECTHOMY NPeACTABUTEIO
Aep:KaTeJisi PerHCTPALMOHHOIO YI0CTOBEPEHMS:

Pecnyonuxa Benapycs:

[IpencraBurensctBo AO «Novartis Pharma Services AG» (IlIBeiiapckas Kondenepanms) B
Pecniy6mke benapych

Anpec: 220069, r. Munck, nip-1. [[3epxkunckoro, 5, mom. 3, opuc 3-1.

Tenedon: +375 (17) 360 03 65

OnexkTpoHHas noura: drugsafety.cis@novartis.com

Poccuiickas @edepayus
00O «HoBaptuc @apmar»
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Anpec: 125315 r. Mocksa, Jlenunrpaackuii npocmnekt, 1. 70
Temedon: +7 495 967 12 70

dakc: +7 495 967 12 68

OnektponHas nmoura: drug.safety russia@novartis.com

Pecnybnuxa Apmenus:

000 «ACTEPHUAY,

Anpec: 0051 r. EpeBan, yn. Haupu 3apsn, 72/3
Tenedon: +374 115 190 70

DnektpoHHas nmoura: drugsafety.cis@novartis.com

7. Wndopmanus 151 MeTUIIHHCKUX PA0OTHUKOB

[IpenapaT BBOAWTCS BHYTPUMBILIECYHO WM BHYTPUBEHHO MYTEM MeJIEHHOW MH(Y3UU MOcie
pa3BelieHUs] B COOTBETCTBUU C MHCTpyKuMaMH. Kaknas ammyna mpenHa3HayeHa TOJBKO st
OJIHOPA30BOTO HCMOIb30BaHUSA. PacTBOp ciemyeT HCIONb30BaTh Cpa3y ke MOCIE BCKPHITUS
ammynsl. JIro6oe HeHCIOMb30BaHHOE COJIEPKUMOE HEOOXOIUMO YTUIIH3UPOBATh.

BHympMMlee’-tHaﬂ UHbEKYUA

[Ipenapar BBOAAT NMyTEM TIyOOKOH BHYTPHUMBIIICUYHOW WHBEKIIMM B BEPXHUN HAPYKHBIN
KBaJ[paHT OOJIBIION SITOUYHON MBIIIIIBI C COOTIOIEHUEM TTPABHII ACETITHKH.

C 1enpl0 MPeaynpekIeHUS IMOBPSKICHUS HEPBHBIX WJIH JAPYTUX TKAHEH B MeECTe
BHYTPHUMBIIIICYHOW UHBEKITHH (UTO MOXKET IPUBECTH K MBIIICYHOHN CJ1a00CTH, TApATUTy MBIIIII]
W THUIECTE3WH) HEOOXOJUMO COONIoAaTh cienyromue npaBwia. HeobOxomumo criemnoBath
TEXHUKE MPOBEJACHUS HHBEKIIMU U UCIIOIH30BATh COOTBETCTBYIOIYO JUTUHY UTJIbI (YUYUTHIBAS
TOJIIUHY STOJMYHOTO XHpa MAUEHTa), YTOOBI U30EKATh CIYYAHOTO MOJAKOKHOTO BBEICHUS
npenapara Bonsrapen®.

Buympuseennas ungysus

HemnocpeacTBeHHO Tiepe]] HA4aI0M BHYTPUBEHHOW MH(Y3UH, B 3aBUCUMOCTH OT HEOOXOTUMOM
€€ IPOIOIKMTENBHOCTH, COAEPKUMOE OHOM ammyisl Bonsrapen® cinenyer passectu B 100 -
500 M1 0,9 % pacTBOpa HaTpUs XJIopuAa UK S5 % pacTBopa IIIOK03bl. PacTBOp, NCTIONIB3yEeMbIN
JUIsL pa3BelieHus, JOHKeH ObITh Oydepu3mpoBaH pacTBOpoM OukapOoHaTa HATpUSA ISt
uabekuuit (0,5 mn 8,4 %, wim 1 mn 4,2 %, uIum COOTBETCTBYIOIIMH 00BEM Apyroit
KOHIIEHTPAIIMH), B3THIM U3 TOJIBKO YTO OTKPHITOTO KOHTEHHEepa.

PacTBOp 11 BHYTPUMBIIIEYHOrO BBEIAEHUS U UHQY3uii Bonbrapen® He cieayer BBOAUTH B
BUJIC BHYTPUBEHHOM OOJIOCHON MHBEKIIUH.

[penapar Bonbrapen®, pacTBOp Uit BHYTPHMBIINIEYHOTO BBEACHHS W HH(Y3UH, HEIb3s
CMEIIUBATh C APYTUMH PaCTBOPaMU /ISl HHbEKIUH. [lpyrue pacTBops! s nH(Y3uit, MTOMIMO
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PECKOMCHAOBAHHBIX, HC JOJDKHBI HCIIOJb30BATHCA. BHYTpI/IBCHHI)IC I/IH(by?,I/II/I JOJI?KHBI
BBOJUTHCS Cpasy e MOCIe MPUTrOTOBICHUS pacTBOpa st MHGY3U (CM. HHCTPYKITUH BBIIIE).
Henb3s XxpaHuTh pacTBOPHI 111 UHPY3UH.

IIpoyue ncroyHUKH HHGOPMALUH
ITonpoOHble cBeieHUs O JAHHOM IIperapare COAEPIKaTCs B €JMHOM peecTpe.

.HI/ICTOK-BKJ'IaI[BIIH AOCTYIICH HAa PYCCKOM A3BIKEC B CAMHOM PECCTPC 3apCTUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJCTB M Ha O(PHUIMAIEHOM CalTe YINOJIHOMOYEHHOTO OpraHa (dPKCHEepTHOMN
opranuzanuu) EBpazuiickoro skoHoMu4eckoro corosa http://eec.eacunion.org/.
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