COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

ot 07.04 2025 N= 9244

JINCTOK-BKJIAABILI - HH opMandyﬁgiﬁﬂlﬁaﬂg&:i’EEn bHOCTE 0004)

®ad6xanbTa®, 200 Mr, KancyJabl
JelicTBytoliee BENIECTBO: UMTAKOMIAH
V  Jlexapcmegennvlil npenapam nooaexcum OONOJHUMENbHOMY MOHUMOPUHSY, KOMOpPblil
cnocobcmayem 6bICMPoOMY 8bIABIEHUIO HOBLIX C8edeHUll 0 bezonacHocmu. Bvl modceme nomous,
coobwas ungopmayuio 0 a0ObLIX HeHCelamenbHblX PeaKyusx, KOmopvle 603HUKIU 8 Nepuoo
NpUMeHeHUsl 1eKapCmeeHH020 Npenapama (6 mom yucie u 0 Ciyyasx e2o HedghgexmueHocmiu).

Cnocob COO6M4€HM}I O HedicelamelbHblX peakyuiax OnucaH 6pa3()€ﬂ€ 4 nucmra-exnaoviuia.

Ilepen npuemom npenapara noJHOCTHIO IPOYUTANTE JIMCTOK-BKJIA/IbINI, IOCKOJIbKY B HEM
coJepsKaTcs BaskHbIe 1J1s1 Bac cBegenus.

e CoxpaHuTe JUCTOK-BKIaAbIII. Bo3moxHO, BaM norpedyeTcs mpounTaTh €ro euie pas.

e Ecau y Bac BO3HMKIM JONOJIHUTENbHBIE BOMPOCHI, OOpaTUTECh K JIEYALEMY Bpady WM
pabOTHUKY alTeKH.

e [Jlpenapar HazHaueH uMmMeHHO Bam. He mnepepaBaiite ero apyrum moasMm. OH MOXeT
HaBPEIUTh UM, JJa’Ke €CJIM CUMITOMBI UX 3a00JI€eBaHus COBIaAa0T ¢ Bamumu.

e Ecnuy Bac Bo3HuKIM Kakue-1100 HexXeNlaTelIbHbIE peakIMK, 00paTUTECh K JieUalieMy Bpady
win pabOTHUKY anTeku. JlaHHas pekoMeHJalMsl pacHpOCTPaHsSETCs Ha J0Oble BO3MOXHBIE

HCXKCJIATCIIbHBIC PCAKIINH, B TOM YHUCJIC HC IICPCUUCIICHHBIC B pa3JICJIC 4 JIMCTKa-BKJIaJbIIIa.

ConepxaHue JTUCTKA-BKJIAIbIIA
Uro u3 cebs npezcrasiser npenapatr ®abxansta® u i 4ero ero NPUMEHSIOT
O 4eM clielyeT 3HaTh Tepejl npueMoM npenapara ®abxanbra®
ITpuem npenapata Padxanpra®

®
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4. Bo03MOXXHBIE HE)KEIATeILHBIC PEAKITUN
5. Xpanenue npenapara @adxanpra

6

COI[Cp)KI/IMOC YIaKOBKH U IPOYUC CBCACHUA

1. Yro u3 cebs npeacrapsier npenapar ®aéxanbra® U 11 4€ro ero NPpUMeHsIIoT

[Ipenapar dadxansra®

COAEPKUT B Ka4eCTBE JEHCTBYIOIIErO BemiecTBa unrakomnaH, 200 wmr,
KafcyJjbl, KOTOPBIA MPUHAUIEKUT K TpyNNe JIEKapCTBEHHBIX CPEACTB, Ha3bIBAEMbIX
UMMYHOJICTIpeCCaHTaMH, MHTHOUTOpaMH KOMIUIeMeHTa. MnTakomaH BO3JEHCTBYeT Ha Oelok
daxTop B, KOTOpBIi SBISETCS YaCThIO 3AIIUTHON CUCTEMBI OpraHU3Ma, Ha3bIBAEMOW «CUCTEMOM
KOMITTeMeHTay. [Ipenapar ®abxansTa® He MO3BONSET MMMYHHON CHCTEME Pa3pyIIaTh KPACHBIE

KPOBAHBIC KJICTKH.
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Iloxka3zaHue K NPUMEHEHHIO

[Ipenapar ®abxanbsTa® MokazaH B KAUeCTBE MOHOTEPAIIMH HPHU JIEYEHUH B3POCIIBIX HAllUEHTOB,
CTpaJaroIIMX TapoOKCU3MalbHOW HO4YHOW Temorimobunypueit (ITHI) ¢ remonuTudeckoit
AHEMUEMN.

Croco6 neiicreust npenapara ®aéxaapra®

VY NanMeHToB ¢ MapoKCH3MajibHOW HOYHOHN remornoounypuei (ITHIY) cucrema xomruiemeHnTa
Ype3MEpHO aKTUBHA U BbI3BIBAET DPA3pyLICHHE KPACHBIX KPOBAHBIX KIETOK, YTO MOXET
IPUBOJIUTH K CHIDKEHHIO UX KOJMYECTBa (aHEMUS), YCTaJOCTH, 3aTPYAHEHHUIO MOBCETHEBHOM
AKTUBHOCTH, OOJISIM, B TOM YHUCIIE B JKUBOTE, NMOTEMHEHHIO MOYH, OBIIIKE, 3aTPyAHEHUIO
[JIOTaHMsl, IPEKTUIBHOM AUCPYHKIMH U OOpa30BaHUIO CTyCTKOB KpoBU. CBs3bIBasg O€NOK
CHCTEeMBI KOMILIEMEHTa — (akTop B, npenapar ®abxansta® GIOKHPYET JaHHYIO CUCTEMY, HE
naBas el pa3pyliaTh KpacHble KPOBSHbIE KJIETKM U KOHTPOJIUPYS CHUMITOMBI 3a00J€BaHMUS.
Wnrakoman crnocoOeH yBETUYUTh KOJIUYECTBO KPACHBIX KPOBSHBIX KJIETOK (CHU3UTH
BBIPQXCHHOCTh AHEMHUHU) M KOHTPOJUPOBATH MAapPOKCU3MAIbHYI0 HOUHYK TI'€MOINIOOMHYPHUIO
(ITHT).

Ecnu ynyunienne He HacTynuio uiad Bel 4yBcTByeTe yXyAlleHHE, HEOOXOAMMO 0OpaTUTHCS K

Bpauy.

2. O 4yeM ciieayer 3HATH Nepea npueMoM npenapara ®adxaiabra®

IIpoTruBonoka3anus

He npumensiiite npenapar ®aéxaabra® B CJIeIYIOMMX CJIyYasX:

* Ecm y Bac amneprus (rumepuyBCTBUTEIHLHOCTH) HAa WIITAKONAH WM JIIOOBIE JIpyTHe

KOMIIOHEHTHI npenapaTa MadxanpTa®, nepedyncieHnble B pasaene 6.
*  Ecuu Bel He yBepeHBI B HAUIMUNH aJUIEPTUH, IPOKOHCYJIBTUPYHUTECH C BPAUOM.

»  Ecmu Bel He BaknmaupoBansl mpotus Neisseria meningitidis u Streptococcus pneumoniae,
€CJIM TOJIBKO neqamnﬁ Bpad HC PCIIWT, YTO PUCK OT 3aACPIKKU JICUCHHUA NpPCrapaToM
®abxanbTa® nepeBelBaeT PUCK PA3BUTHS HH(EKIUH.

° Ecan nepea HadalloM JICUCHHA IIPCIlapaTOM (Da6X8.J'IBTa® y Bac mmeercsa CCPbE3Hasd
uH(EeKIus, BbI3BaHHAs WHKAINCYJIMPOBAaHHBIMU  OakTepusiMu, BKiIrouas Neisseria
meningitidis, Streptococcus pneumoniae uiu Haemophilus influenzae tumna b.

Ecimu Bor cunraere, uto mo0oe W3 MEPEYUCICHHOTO OTHOCUTCSA K Bam, cooOmrute 00 3TOM

CBOEMY JIeUallleMy Bpauy 10 Hayalia Je4eHus IpernapaToM dabdxanpTa®.

Oco0ble ykazaHusi 1 Mepbl IPEA0CTOPOKHOCTH

ITepen npuemom npenapara ®adxansTa® NPOKOHCYILTUPYHTECH C JIEUAIM BPAdOM.
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. [penapar ®abxansTa® MOKET TOBBICHTh PUCK CEPhE3HBIX HH(EKIMiA, BBHI3BAHHBIX
WHKAICYyIMPOBaHHBIMU  OakTepusimu, Bkimoudas  Neisseria  meningitidis, Streptococcus

pneumoniae.

. [TpokoHCYNBTHpPYHTECH C JIeYallUM BpayoM JIO Hadaja JICYCeHHs IpernapaTom
®abxanbTa®, uToObl yOenuThes, 4To Bhl BakuuHupoBanbl npotus Neisseria meningitidis u
Streptococcus pneumoniae. Bam Tarxke MOXET OBITh PEKOMEHOBAHO MPONTH BAKIMHAIHIO
nporuB Haemophilus influenzae tuma b, ecau ona nocrynna B Bamieii crpane. [laxxe eciu Bor
ObUTM BaKIIMHUPOBAHBI B IMPOIIIOM, BO3MOXXHO, BaM moHamo0MTCsl peBakIMHAIMS 10 Havaia

neyennus npenaparom dadxambra®.

. BeleonucanHbple BaKIMHBI JOJDKHBI ObITh BBEIEHBI 110 MEHBIIEH Mepe 3a 2 Heslelu 110
Hayana JedeHus npenapatoM ®abxansta®. Eciom 5To HEBO3MOXKHO, Bac BakIMHHPYIOT Kak
MOKHO CKOpee MocJie TOro, Kak Bbl HauHeTe 1osyyats npenapatr ®abxansta®, u aeyaimii Bpay
Ha3HayuT BaM aHTMOMOTUKH, KOTOpble Bbl Oyaere mpuHuUMaTh B TE€YEHHE 2 HENENb MOCie
BaKLMHAIUU, YTOOBI CHU3UTh PUCK HHPEKIUH.

. Bawm cnenyer 3HaTh, YTO BaKIIMHALUS CHIDKAET PUCK CEPhE3HBIX MH(PEKIH, HO HE MOYKET
NpEOTBPATUTH BCE cepbe3Hble MH(pekuuu. Jleyamuii Bpad JOKEH BHUMATEIBHO HAOMIOIATh
Bac na npenMer cuMnToMoB HHDEKITUN.

CuMnToMbl cepbe3HbIX HH(peKIMii

HCSaMe,I[J'II/ITCJIBHO COO6H_[I/IT6 Je4yameMy Bpady, €CIH Yy Bac ormeuaroTcs kaxkue-1nO0 u3

CJIeAyromux CMMIITOMOB BO BpEMs JICUCHU A MTPCTIapaTOM CDa6X8.J'IBTa®:

. JUXOpajKa ¢ WK 6e3 JpOoKH WK 03H00a

. JUXOPAJKA U CHIIb

. JIUXOpajKa ¢ 00JIbI0 B IPYIHOM KJIETKE U KalllleM

. JIMXOPaJIKa C OJIBIIIKON/9aCThIM JAbIXaHUEM

. JIMXOpaJKa ¢ BBICOKOM 4aCTOTOM CEpICYHBIX COKpAICHUN

. rojioBHasi 00JIb C TOLITHOTON WJIN PBOTOM

. roJI0BHast 00JIb M IUXOpajaKa

. rosioBHasi 00JIb C 3aTPYAHEHHONW MOJBMYKHOCTBIO MBIIII] IIIEW WIIM CITMHBI
. CIlyTAaHHOCTb CO3HAHMS
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. 00J1b B TEJIE C TPUIIIONOJO0HBIMI CUMITEOMAMH
. JIAIIKUHA IIOT
. MOBBIIIICHHAS] YyBCTBUTEIILHOCTH IJ1a3 K CBETY

Jetn u noapoctku (muaaaue 18 ner)

He naBaiite mpemnapat netsim ot 0 no 18 ner, mockosibky 6e30macHOCTh U (P (EKTUBHOCTH
IpUMEHEHHs JIeKapCTBEHHOro Tpenapara ®abxanbta® y eTeil ¥ MOJPOCTKOB HE YCTAHOBIEHBI.
JlaHHBIE OTCYTCTBYIOT.

I[HanueHTHI MOKUJIOTO BO3pacTa (cTapuie 65 Jier)

IMamuenTsl cTapuie 65 JeT MOTYT HpMHMMaTh Ipenapar ®adxansra® 6e3 HEOOXOAMMOCTH
KOPPEKILIHHU J03bI.

Jlpyrue npenaparsl u npenapat ®aéxaabra®

CoobmuTe jevaiieMy Bpauy WIM paOOTHHKY anTeKu O TOM, 4yTOo Bbl mpuHuMaere, HEIaBHO
NPUHUMAIU WM MOKETEe HayaTh IPUHUMATh KaKue-JIn00 Ipyrue mpenapaThl.

BepemenHnocTh, rpyiHOe BCKapMJ/IMBaHHe H (pepTHIBHOCTH

Ecnu Bl 6epeMeHHBI WM KOPMUTE TPYJIbIO, @ TAKXKe NperonaraeTe, 4To 3a0epeMeHesnu, Win
IUIaHUpyeTe OepeMEeHHOCTh, NIepe] HauajaoM MPUMEHEHUs Ipernapara NPOKOHCYIbTUPYHTECH C
JIeYaluM BpayOM.

Taxoke cooOumre JedameMy Bpady, eciu 3a0epeMeHeeTe BO BpeMsl JICUEHHs IperapaToM
®abxanbTa®. Bpau o6cyauT ¢ Bamu IOTeHIHMANbHbIE PUCKH, CBA3AHHBIE C IIPHMEHEHHEM

npenapara ®ab6xansra®

BO BpeMsI OEpEMEHHOCTH U KOPMIIEHUS TPYAbIO.

Bam Bpau npumer perieHre 0 He00X0AUMOCTH poIoJKeHus: Bamei Tepanuu npenapaTtoM Bo
BpeMsi OEpEMEHHOCTH TOJIBKO I1OCIIE OLIEHKH OXKHAa€MOMH MOJIb3bl U BO3MOXKHOT'O PHUCKA.
HeusBecTHO, NPOHMKAET JIM UNITAKONAH, aKTUBHOE BelecTBO nmpenapaTa ®adxansra® B rpyaHoe
MOJIOKO, M KaK 3TO MOXET MOBJIUATh Ha peOeHKa, MOTY4aloLIero rpyAHOe BCKapMIIMBaHHE.
Bpau nmpumer pemenue o TOM, CTOMT JM BaM npeKkpaTuTh IpyIHOE BCKApMIIMBAHUE WM
NpeKkpaTuTh mHpueM Ipenapata @®abxambta® B 3aBUCUMOCTH OT BaXHOCTH IPYyJHOTO
BCKapMJIMBaHUs Ji71sl Baniero pebeHka uiu BaXXHOCTH Tepanuu s Bac.

YnpasieHue TPAaHCIIOPTHBIMHU CPEACTBAMH M padoTa ¢ MeXaHM3MaMH

®

HpenapaT dabxanpTa HC OKa3bIBACT WM OKa3bIBACT HCCYHICCTBCHHOC BJIMAHUC HaA

CIIOCOOHOCTH YITPABJISITh TPAHCIIOPTHBEIMU CPEACTBAMHE U PabOTATh C MEXaHU3MaMH.

3. Ipuem npenapara ®adxaabTa®

Bcerna HpHHHMaﬁTC npenapar B IMOJIHOM COOTBETCTBUH C PCKOMCHAALMAMU JICHAICTO Bpaya.

4
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[Ipu nosiBIEHNH COMHEHUN MOCOBETYUTECH C JIEHALIUM B&“IO'NI-.'

He npesblmaiiTe peKOMEHI0BaHHYIO 103y, HA3HaYEHHYI0 Bammm Bpagom.

Pexomenayemas n103a

Pexomenmyemas mo3a coctasisier 200 mr (1 kamncysna) qBa pa3a B CyTKH.
IIyTh 1 (11H) cocod BBeIeHUs
[Ipenapar ®a6xansTa® NPUHUMAIOT BHYTPh HE3ABUCHMO OT IIPHEMA IHILH.

IIpornorure kancyny npenapara ®adxanpTa®, 3amuBas CTaKaHOM BOJIbL.

Korna npunumarts npenapar ®aéxaibra®

IIpunumaiite npenapar ®adxansTa® oaUH pa3 yTPOM H OJHH Pa3 BEYEPOM.

[Ipumenenue npenapara ®abxambTa® B 0JHO M TO K€ BPeMs KaX/blii JeHb MOMOKET Bam
MIOMHHUTH O TPUEME.

BaxHo, 4To6bl Bbl npuauMany npenapar ®adxansra® B TO4HOM COOTBETCTBHY C HA3HAYEHUAMHU
Bpaya, 4TOOBl CHHM3HUTHb BEPOSITHOCTb paA3pPYLICHUS KpPAaCHBIX KPOBSHBIX KIETOK U3-3a
HapoKCU3MallbHON HOUHO# remorinoounypuu (ITHT).

Ilepexoo c opyzoti meouxamenmosuoii mepanuu ITHI na npenapam @abxanoma®

Ecnu Bpl mepexonure ¢ mpenapaTta IMOJA Ha3BaHUWEM SKyiau3ymMad, Bam crienyer HauaTh
npuHUMAaTh penapar ®abxansta® He MO3HEE YeM Yepe3 HeleN o Mocle BBEICHHUs T10CTIeIHEM
JI03bI DKyJIn3ymada.

Ecin Bel mepexonure ¢ mpemnapaTa IoJ Ha3BaHuWeM paByiu3ymad, Bam crienyer Havarthb
npuHuMath npenapat ®abxansta® He MO3AHEE UeM Yepe3 6 Heslelb Hoclie BBEISHUs 0CIeIHeil
J103bI paByJIM3ymMaba.

Ecnu Bwl nepexoaute ¢ 110060r0 Ipyroro mpemnapara Ajis JISYCHUsT TapOKCH3MaIbHONW HOYHOMN
reMOrnoOMHYpHH Ha mpueM Ipenapata ®abxansta®, yrounute y Baiero jewanmiero Bpaua,
xorja Bawm cieyeT HayaTh IpuHUMATH npenapat dadxanbTa®.

Kak poaro npunamars npenapar ®aéxaabra®

[TapoxcusmanbHast HouHas remoryioounypus (ITHI') — 3to 3aboneBanue, npogonkaromieecs Ha
INPOTSKEHUHM BCEW KU3HHU, TOITOMY OKuJaeTcs, yTo Bam morpelyercs nnmuTenbHBIA MpHEM
npenapara ®a6xansta®. Jleyamuii Bpau OyeT peryispHO KOHTPOIMPOBaTh Bamie cocTosHue,
9TOOBI YOCIUTHCS, YTO JICUCHUE JIAeT JKeTaeMblil AP PeKT.

IIpy HanMYMK BONMPOCOB O JUIMTENLHOCTH IIpHeMa Tpenapara ®abxanbra® obpaTuTech K
JedamieMy Bpauy.

Eciu Bol npunsisin npenapat ®aéxanbta® 60JbIe, 4eM cJIe10BaJI0

Ecnu Bel cinyyailHO NpUHSUIM CIMIIKOM MHOTO KarcCyls, HEMEIJIEHHO COOOIIUTE 00 3TOM

JedaiieMy Bpauy.
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Ecan Bol 3206111 NpuHATHL nipeniapat ®adxajipra®

Ecin Bpl mpomycTunu mnpueM mnpenapara WM HECKOJIBKO MPUEMOB, IPUMUTE OAHY 03y
npenapara dabxanpra®, Kak TOIBKO 06 ITOM BCIIOMHUTE (maxxe HE3aIoNIro 10 CICTYIOIIETO
3aIJIaHMPOBAHHOIO TIpUEMa), 3aTeM IPUMUTE CIEAYIONIYIO J03Y B OOBIYHOE BPEMS.

Ecaun Bbl npekpaTuiay npuHuMaTh npenapart ®aoxanabra®

I[Ipexpamenue neuenus npenapatrom ®abxambra® MoxkeT yXyamurth Bame coctosuue. He
Tpekpaliaiite puem mpenapara ®abxansTa® 6e3 NpeBaPUTENHHON KOHCYIBTAIMK C BPAuOM.
Ecnu nevamumii Bpau pemuT MOpeKpaTUTh Baie nedeHue 3TUM ImpemapaToMm, OH Oyner
BHUMATEIBHO HAOMIONATh 32 Bamu kak MUHUMYM 2 HEAENH MOCie MPEKPALIeHUs JCUCHHU Ha
npeaMeT JIIoObIX IPU3HAKOB pa3pyLIEHUs! KPaCHBIX KPOBSHBIX KJIETOK (F€MOJM3a) BCIEACTBHUE
napoKCH3MabHOU HOYHOM remorioounypuu (ITHI). Jleuamuii Bpay MOKET Ha3HAYUTH IPYTOi
npenapar oT MmapoKcu3ManbHOW HOYHOH remorioounypun (ITHI') mim BO300HOBHTH JedeHUE
npenapatom dabxansra®.

CuMnTomMbl WINM TNPOSBICHUS, KOTOPblE MOTYT BO3HHKHYTh H3-3a pa3pylICHHUS KpacHBIX

KPOBSAHBIX KJIECTOK, BKJIFOYAKOT:

. CHIDKEHHE YPOBHS FeMOTJI00MHA B KPOBU
. yCTaJIOCTh

. KpPOBb B MOUE

. 00J1b B )KUBOTE

. OJIBIILIKY

. o0pa3oBaHHE CI'yCTKOB KpOBH (TpoM0O03)
. HapyIIEHUs TJIOTaHUS

. APEKTUIIBHYIO TUCHYHKIINIO

[Tpy mosiBlIeHUM KakuX-TMOO M3 3THX CHUMITOMOB IIOCHIE MpPEKpalleHus MpueMa Ipernapara
®abxanbTa® 06paTUTECh K JIeUaIeMy Bpauy.

[Ipr HamMuUMU BONPOCOB MO NMPHUMEHEHHIO Tpenapata oOpaTUTech K JiedalleMy Bpady MU
pabOTHUKY anTeKH.

4. Bo3MoxkHBbIE HexkeJIaTeIbHbIe peaKIuH

ITomoOHO BceM JIEKapCTBEHHBIM IIpenaparaM Tpenapar @®abxanbra® MOXKET BBI3BIBATH
HEXeNaTelIbHbIE PEAKLIUU, OJTHAKO OHU BO3HMKAIOT HE Y BCEX.

Ecnu y Bac nosiBuince kakue-1100 CUMIITOMBI Cepbe3HON HHPeKIuH, (cM pazaen 2 CUMITOMBI
Cepbe3HBbIX HMH(EKIMit), HEMENJIeHHO coo0ImuTe 00 3TOM JeyamemMy Bpaudy. Bo3moxHble
HEXENaTeNIbHbIE PEaKLMK IIEPEUNCIICHB] HIKE. ECIM OTH HeKenaTenbHble PEaK[UU CTAaHOBATCS

TSDKEIIBIMU, COOOIINTE 00 ITOM JiedalieMy Bpady.

Ouenv uacmo. mocym 6o3Hukamo y 6osee wem 1 wenosexa usz 10
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* Jluapes

» TlIpocryna (nHGEKIHS BEPXHUX JBIXaTEIbHBIX ITyTCH )

* T'omoBHas 60J1b

Yacmo.: moeym 6o3nukams e bonee uem y I yenosexa uz 10

*  VYMEHbIIEHUE KOJIMYECTBA TPOMOOIMTOB B KPOBH (TPOMOOIIUTOIEHHS), KOTOPOE MOXKET
BBI3BaTh KPOBOTEUCHUE WU OOJIee JIETKOE 00pa30oBaHNE KPOBOIOATEKOB, YeM OOBITHO

e bonsw B :xHBOTE

e TommHoTa

*  UMHdexnus MOYEBBIBOISMIINX Ty TEH

*  CroliKuii Kallleab UK pa3ipakeHne AbIXaTeIbHbIX MyTel (OpOHXUT)

* bonb B cycTraBax (apTpajrus)

* TonoBokpyxeHue

Heuacmo: moeym o3nuxams ne bonee uem y 1 yenosexa uz 100

* bounb B rpyaHO# KII€TKE, KaIllelb U JINX0paaKa (MHPEKIUS JICTKHX)

* 3yasmas Ceib (KpanuBHUIA)

Coo0uienne 0 HeKeJIATEJIBHBIX PeaKIHAX

Ecnu y Bac eo3nuxarom kaxue-1mubo HedcenamenbHvle peakyuu, NPOKOHCYIbMUpyumecs ¢
epavwom. JlaHHas pekomeHoayusi pacnpoCmpansemcs Ha a00ble 803MONCHbLE HedcelamelbHble
peakyuu, 8 Mmom uucie Ha He NnepequcieHHvle 8 JIUCMmKe-8Klaovlue. Bvi makowce mooceme
COOOWUMDb O HeIHCEeNAMENbHBIX PeaKYUsX HanpIMy yepe3 CUCmemy coodOueHull 20cyoapcme —
unenos Eepazutickoco skoHomMuuecko2o cor3a.

Coobwas o HedxcenramenvHulx peaxkyusax, Bul nomocaeme nonyuums Oonvuie c8e0eHUll O
beszonachocmu npenapama.

Poccuiickag @eneparust

®denepanbHas ciyx0a 1o Haa30py B cdepe 3ApaBOOXpaHEeHUs

Anpec: 109012, r. Mocksa, CraBsiHCKast TIIomiaib, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

DnexTponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B I/IH(I)OpMaL[I/IOHHO-TCHCKOMMYHPIKB.LIHOHHOIZ CETU «I/IHTCpHCT»Z

https://www.roszdravnadzor.gov.ru

PeciyOsnka Bemapych

VII «LIeHTp 3KCIEepTU3 U UCIIBITAHUI B 3PABOOXPAHCHUN
Anpec: 220037, r. Munck, niep. ToBapurieckuit, 2a
Temedon: +375 (17) 242-00-29
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DnekTpoHHas mouta: repl@rceth.by

Caiit: https://www.rceth.by

PecnyOnuka Kazaxcran

PI'TI na IIXB «HaunoHaJIbHBIN HEHTP 3KCHNEPTU3bI JIEKAPCTBEHHBIX CPEJICTB U MEAUIUHCKUX
u3nenuin» Komurera MeIMIMHCKOTO W (DapMameBTHYECKOTO KOHTPOJss MMHHCTEpCTBA
3npaBooxpaneHus PecnyOmuku Kazaxcran

Anpec: 010000, r. Actana, yin. A.MmanoBa, 13, 4 stax

Tenedon: +7 7172 235 135

Dnexrponnas nmoura: farm@dari.kz, pdlc@dari.kz, vigilance@dari.kz

Caitr: www.ndda.kz

5. Xpanenue npenapara ®aéxaiabra®

XpaHure mnpernapaT B HEJIOCTYITHOM JUIsl peOeHKa MecTe TakK, YTOObl peOEHOK HE MOT YBUICTb
ero.

He npumensiiTe npenapar nocie UCTEYEHHs CpOKa FOJJTHOCTH (CpOKa XpaHEHMsI), YKa3aHHOTO Ha
KapTOHHOM mauke wiu onucrepe nocie «l o1eH 10».

JlaToiil ncTedeHnst CpoKa roTHOCTH SIBIISETCA MTOCIEIHUM I€Hb JAHHOTO MECALA.

XpanuTh nipu Temmneparype He Baiiie 30 °C

He BbiOpachiBaiiTe mpenapar B KaHaIM3alKIo0. YTOUHUTE y PaOOTHUKA alTEKH, KaK CIEIyeT
YTUIM3UPOBaTh (YHUYTOXKATh) IpenapaT, KOTOpPBIA Oojbine He mnoTpedyercs. DTH Mepbl

MO3BOJIAIOT 3allMIIaTh OKPY>KAIOLIYIO CpEeay.

6. Coaep:kuMoe YNaKOBKH M IIPpOYMe CBeIeHUS

Ipenapart ®a6xaabTa® coaepKuT:

JleiicTByIOIIMM BEIIECTBOM IIpernaparta sBJIIeTCs HITaKOIAaH.

Kaxnas kancyna cogepxur 200 mr wunrtakomaHa (B BHAE MWITaKoNaHa TI'MIPOXJIOPHIA
MOHOTHJIPATa).

HpO‘-H/IMI/I HHTPpCAUCHTAMU (BCHOMOFaTeHBHBIMI/I BGHICCTBaMI/I) SABJIAIOTCA:

Kenarun, turana nuoxcua (E171), xpacurens xeneza oxcup sxentsii (E172), xpacurensb
keneza okcun kpacHeld (E172), memmak, kpacutenb jxene3a okcupa depHbii (E172),

IMPOIMUJICHTJINKOJIb, aMMHUAKa PacCTBOpP KOHHCHTpHpOBaHHBIﬁ, KaJnsg THAPOKCUA.
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Kancyusr.

[Ipenapat npeacTaBisieT co00i TBEPBIC, HEMPO3PAUHBIE KAIICYJIBI CBETJIO-KENTOro 1Bera. Ha
KOpITyce YepHbIMH YepHWIaMU HaHeceHa MapkupoBka «LNP200», Ha Kpbllieuke — YepHBIMH
yepHUIamMu HaHeceHa MapkupoBka «NVR». Copepkumoe KarcyJibl: OPOIIOK OT OeIoro Uin
oYTH OE€JI0T0 IBETA 10 CBETIIO (PHOJIETOBO-PO30BOTO I[BETA.

ITo 14 kancynm B Omucrep w3  nomuBuHmixiopuaa  (IIBX)/momudTminena
(I19)/momuBuannuaenxiopuaa (IB/X) u anromuHneBoii Gonbru.

[lo 4 6aucTepa BMecTe C IMCTKOM-BKJIA/IbIILIEM B KAPTOHHYIO IAuKy.

I[OHYCKaeTCSI HAJINMYNUEC KOHTPOJIA IIEPBOr0 BCKPLITUA HA KapTOHHOﬁ ITa4Ke.

Jep:kaTe/ib perncTPpaHOHHOIO YI0CTOBEPEHHS

[Iseiinapus / Switzerland

Hogaptuc ®apma AI' / Novartis Pharma AG

Jluxtmtpacce 35, 4056 bazens/ Lichtstrasse 35, 4056 Basel

IIpousBoaurenn

Cnogenus / Slovenia

OOO "Hoaptuc @apmacwrotukan Mbdubropexkuypunr” [/ Novartis  Pharmaceutical
Manufacturing LLC

Bepogukosa ynuma 57, 1000 Jlro6nsHa / Verovskova ulica 57, 1000 Ljubljana

3a ;1100011 MHpoOpManueill 0 mpenapare, a TaKKe B CJYy4asiX BO3HHKHOBEHMS INpeTeH3UH
cileayeT o00pamiaTbCsi K MeECTHOMY MpPeACTABHTENI0 Jep:KaTeisl PerucTpanuoHHOro
YI0CTOBEPEHHA:

Poccuiickag @eneparust

00O «Hosaptuc ®apma»

Anpec: 125315, r. Mocksa, Jlenunrpajckuii npocnekr, 1. 70
Tenedon: +7 (495) 967 12 70

dakc: +7 (495) 967 12 68

OnektponHas noura: drug.safety_russia@novartis.com

Pecnyonmka bemapyces

[TpencraButensctBO AO «Novartis Pharma Services AG» (IlIsetinapckas Kondenepanwus) B
Pecniybnuke benapych

Anpec: 220069, r. MuHck, nip-T J[3epkuHCKOTO, 5, ToM. 3, ohuc 3—1
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Tenedors: +375 (17) 360 03 65 (NOCNEOOBATENEHOCTE 0004)

DnexTponnas noura: drugsafety.cis@novartis.com

P eCHVGHHKa KazaxcrTan

Ounmnan Komnanun «HoBaptuc ®@apma Cepsucaz AI» B Pecriybnuke Kazaxcran
Anpec: 050022, r. Anmartsl, yi. Kypmanrassl, 95
Tenedon: +7 727 258 24 47

OnexkTpoHHas noyra: drugsafety.cis@novartis.com

JIMCTOK-BKJIAABIII nmepecMoTpeH

IIpoune ucToYHMKH HHPOpMALNH
[TongpoGubie cBeaeHWsT O JaHHOM IIpemapare cojaepkarcs Ha BeO-caiite Corosza

http://eec.eaeunion.org.
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