OBILIASA XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI' O IIPEITAPATA
BAPI'ATE®, 100 mr, Msrkue KarcyJbl

BAPI'ATE®, 150 mr, Msirkue KamncyJibl

2. KAYECTBEHHbIA U KOJJMYECTBEHHBIN COCTAB
JlelicTByto111ee BEIIECTBO: HUHTEIAaHU0A I3UJIaT

BAPI'ATE®. 100 Mr, MITKHE KaCyabl

1 kamcyna comepxuT: HUHTemaHuOa s33unar — 120,40 mr, yro coorBerctByeT 100 MmMr
HUHTEIaHn0a OCHOBAHMUSL.

BcnomoraTenbHble BellecTBa, HATMYUE KOTOPBIX HA/I0 YUYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenaparta: gequTiH — 1,20 mr; rmuneput 85% - 49,09 mr (cm. pasnenst 4.3. u 4.4.).

BAPI'ATE®. 150 mr, MITKHE KaCyabl

1 kamcyna comepxuT: HUHTeZaHuOa s33unar — 180,60 mr, uyro coorBercTByeT 150 MmMr
HUHTeJaHN0a OCHOBAHMUS.

BcnoMorarenbHble BellecTBa, HATMYUE KOTOPBIX HAJI0 YYUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenaparta: JenutuH — 1,80 mr; riuuepus 85% - 61,43 mr (cm. pazaenst 4.3. u 4.4.).

[TosHbI1 nepedyeHb BCIIOMOraTENIbHBIX BELIECTB IPUBEJEH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Msrkue Kamncysisl

BAPI'ATE®. 100 mr, MITKHE KaCyabl

[IpononroBareie HEmpoO3pauHble MSITKHWE KEJIATHHOBBIE KarCyJbl pPO30BAaTO-OPaHKEBOTO
(epcUKOBOro) ILBETA, COAEPKAIINE SPKO-KEITYIO BSI3KYIO CYCIEH3UIO, HA OJHOM CTOpOHE
KOTOPBIX YEPHBIM LIBETOM HareyaTaH CUMBOJI Komnanuu bepunrep Murenpxaim u «100».

BAPI'ATE®. 150 mr, MITKHE KaCyabl

HpOI[OJIFOBaTBIG HCIIPO3PAaYHbIC MATKHUC KCIIATUHOBBIC KAIICYJIbl KOPUYHCBOI'O 1IBCTA,
coJieprKaliye SpKo->KeITYIO BSI3KYI0 CyCIIeH3HUI0, Ha OHON CTOPOHE KOTOPBIX YEPHBIM
[IBETOM HalleyaTaH CUMBOJI Komnanuu bepunrep Murenpxaiim u «150».
4. KIMHUYECKUE JAHHBIE
4.1. Iloxa3zaHusl K IPMMEHEHUIO
[Tpenapar BAPTATE® nokasan Kk npuMEHEHHUIO y B3pOCIBIX (B Bo3pacte oT 18 jer) mist
JICUCHUA:

e MecTHOpPacCpOCTPAHEHHOTO, METaCTaTUYECKOTO W PpEeUUIUBUPYIOLIETO

HEMEJKOKJIeTOYHOTro paka jierkoro (HMPJI) (ageHokapimHOMA) MOCIE XUMHOTEpATUU

NEepBOM TMHUM B KOMOMHALIUU C TOLIETAKCEIIOM.
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e awomarmueckoro jerognoro ¢pudpoza (MJID) (maunomarunueckoro GuOpo3upyrOIIETO
QJIbBEOJINTA); AJIS JICYEHUS U 3aMEJUIEHUS IPOrPEeCCUPOBAHNUS 3a00I€BaHUs.
e Jlpyrux XpOHHYECKUX (HUOPO3UPYIOMNX HHTEPCTHUIHMAIBHBIX 3a00JI€BaHUNA JIETKUX
(M3J1) ¢ mporpeccupyronum (GEeHOTUTIOM.
e UuTepcTHUMANbHBIX 3a00JI€BaHUI JIETKHX NpU cucTeMHO# ckiepoaepmun (M3JI-
CCl).
4.2. PexuM 103UPOBaHUSA M CIIOCO0 NPUMEHEHHUS

PexxuM 103upoBaHus

HMPJT

Jleuenue npenaparom BAPI'ATE® cnenyer Ha3HayaTh U POBOAUTH MO/ KOHTPOJIEM Bpaua,
MMEIOLIETO OIBIT B HA3HAYEHUH MPOTUBOOIYX0JIEBOM TEparyH.

Pexomennyemas nosa mnpenapatra BAPI'ATE® cocraBnsger 200 Mmr nBa pa3a B J€Hb C
MHTEPBaJIOM IPUMEPHO B 12 yacoB co 2 110 21 aeHb ctaHgapTHOTO 2 1 -AHEBHOTO IIUKJIA JICYCHUS
JIOLIETAKCEIIOM.

BAPI'ATE® He noskeH NPUMEHATHCS B JIEHb Hayajda XMUMUOTEpPANUHU JOLETAKCENOM, T.€. B
1 meun JedyeHuUs.

MakcumanibHas peKoMeHyeMas cyTouHas j103a coctanisietr 400 mr.

[locne OKOHYaHWs NPHUMEHEHMS MAOLIETAKCENa MOYKHO IPOJOJKUTH TEPAIUI0 MPEernaparom
BAPTATE® no tex mop, moka cOXpaHsercss KIMHUYECKMHA A(PQEKT, WId A0 Ppa3BUTHSL

HEIPUEMIIEMOU TOKCUYHOCTH.

Hsmenenue 003v1 6 cyuae pazgumuis HeHCeNamenbHblX peakyuti

B xauecTBe nepBoHAYANEHOM MEPHI JJI YCTPAHECHU S HEXKENATEeIbHBIX PEAKINi PEKOMEH Ty eTCsl
BpPEMEHHBIH IlepephIB B jieueHuu npenapatoM BAPI'ATE® no tex nop, noka HekenaTeabHas
peakuus He CHU3UTCA 10 YPOBHS, KOTOPBI MO3BOJIUT BO300OHOBUTH Tepanuio (cM. Tabmuus! 1
u 2). JledeHne MOXET BO3OOHOBIISTHCS B YMEHBIIICHHOH /103€.

Jns obecrieueHus: HMHIMBHIYyaJbHOM O€30MACHOCTH W TEPEHOCHMOCTH PEKOMEHIYEeTCs
CHUKEHHUE CYTOYHOM /1035l mpemnapaTta Ha 100 mr (T.e. yMeHbIlIeHHE pa3oBoil 103kl HA 50 mr),
KaKk 2TO omuchiBaeTcs B Tabmumax 1 w 2. Ecnu HexenarenbHas peaknus (peaxiiun)
COXpaHsieTCs, T.€. €CIW MAIMEeHT HE MEepPEeHOCHUT mpenapar B ao3e 100 Mr gBa paza B ACHB,
JIeYeHUE TIperapaToM HY)KHO OKOHYATEITHHO IPEKPATHUTH.

B cnyuae cneunguyeckoro moseimenus aktuBHoctd ACT/AJIT Gonee yem B 3 pasza 1o
cpaBHeHuto ¢ BI'H B coderanun ¢ MoBBIIICHHEM KOHIIEHTpAIMK 001mero OunupyonHa B 2 U
Oosee pasza mo cpaBHennio ¢ BI'H u menounoit ¢ocdaraszer (II1P) menee uem B 2 paza 1o

cpaBuenuio ¢ BI'H (cMm. Tabnuiy 2), npumenenue npenapara BAPUATE® cnenyer BpeMeHHO
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npekpatuTh. Eciu He OyneT ycTaHOBJICHA albTepHATHBHAS MpuunHa HapymeHuii, BAPTATE®

JOJDKCH OBITh OKOHYATEILHO OTMEHEH.

Tabmuua 1. Madopmarus 06 U3MEHEHUH 03I B CIydae Pa3BUTHUS JHAPEH, PBOTHI  IPYTUX
HEreMaToJIOTHYECKUX WU IeMaTOJIOTHYECKUX HEeXeNaTeIbHbIX ABJICHUH, HCKITIoYast
NOBBIIIIEHUE AKTUBHOCTH IEYCHOYHBIX (epMEHTOB (cM. Tabmuiry 2).

HexenaTenbHasi peakuusa®

HN3MeHeHne 10361

Jlnapest 2 CTETIEHU TSHKECTU B TeUeHue Ooee

7 nHen MO, Ha

HECMOTPS
AHTUUAPEUHOE JICUCHHE

unu

JHuapes > 3 cTeneHu TAKECTH, HECMOTPS Ha

AHTHUIMAPEITHOE JICUCHHUE.

PBora > 2 crencHu TsKECTH
u/unu
TomHoTa > 3 CTENEHU TSHKECTH, HECMOTPS Ha

IIPUMEHEHHE IPOTUBOPBOTHOM TEPANNH.

HETEMAaTOJIOIrn4cCKasd HIJIN

Apyras
réeMaToJIOTUYCCKasA HEKCIIATCIIbHAas peaK sl

> 3 CTEIEHH TKECTH.

ITocne BpeMEHHOro MpeKpaleHHs JIEYEHUS U
YMEHBIIEHUS TSKECTH peakuuu 10 1 creneHu
WIM BOCCTAHOBJIEHUS HCXOIHOI'O COCTOSHUS
MalMEHTa PEKOMEHJYETCS CHMYKEHUE 03Bl C
200 mr nBa pasa B AeHb 10 150 mr aBa pasa B
TIEHb.
ITpn HE00X0IMMOCTH PEKOMEHIYETCS
IIOBTOPHOE CHUXEHME J103bl co 150 Mr n1Ba paza

B ieHb A0 100 mr 11Ba pa3a B JI€Hb.

* O0mMe TepMUHOJIOTUYECKHE KpuTepun s HexkenareabHbIX sBieHnit - CTCAE (Common

Terminology Criteria for Adverse Events)
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Tabmuna 2. Madopmarus 00 ©3MEHEHUH 10361 B ciydae moBblmeHus akTuBHOCTH ACT u/unun
AJIT u noBbIIICHUs] KOHIICHTPAIMK OUIUpyOrHa.

Hobimenne ACT/AJIT u Onsinpyouna

HN3menenue 10361

IToBeimienue aktusHoctd ACT w/unu AJIT B
> 25pa3za mno cpaBuenutro ¢ BI'H B
COYETAaHUU C

MIOBBIIIIEHUEM  OOILETO

OounupyOuHa B > 1,5 pa3a 1o CpaBHEHHIO C
BT'H

unu

[ToBpimenue 3nauenuit ACT u/umu AJIT B

> 5 pa3 no cpaBHeHuto ¢ BI'H.

Ilocne BpeMEHHOTO INpeKpalleHus JIEYEHUS U

CHIDKEHHUS  aKTHUBHOCTM  TpaHCAMUHA3 IO
< 2,5 paza no cpaBHenuto ¢ BI'H B coueranuu
CO CHM)XCHHEM OuIMpyOMHa 10 HOPMBI, 7032
cHmwkaercs ¢ 200 mr 2 paza B geHp 1o 150 mr
2 pa3a B ICHb U, €CJIU €11 OJJHO CHH)KEHHUE JI03bI
CUHMTACTCs] HEOOXOIUMBIM, TO co 150 mr 2 paza

B JieHb 710 100 Mr aBa pasa B A€Hb.

IToBeiienue 3HaueHuit ACT w/unu AJIT B

> 3 paza nio cpaBHenuto ¢ BI'H B coueranun

Ecnu anprepHaTuBHas NpUYMHA HAPYLICHUN HE

Oyzer ycranoBiieHa, To npenapat BAPUATE®D

C TOBBIIICHUEM 00mero OwnupyOuHa B | IOJDKEH OBITh OKOHYATEIHLHO OTMEHEH.

>2paza mno cpaHennto ¢ BI'H wu

nosslieHueM LI{® B <2 pa3a no cpaBHEHUIO

¢ BI'H.

HIID, opyzue xponuueckue gpuopozupyrwuue U3JI c npocpeccupyrouwum penomunom u
H3JI-CCA

Jleuenue npenaparom BAPI'ATE® cnenyer Ha3HayaTh W POBOAUTH MO/ KOHTPOJIEM Bpaua,
MMEIOLIETO OMBIT JUATHOCTUKY U JIeUeHUs 3a00JIeBaHUM, TIPY KOTOPBIX MOKa3aH Mmpenapar.
Pexomennyemas no3a mpemnapara cocrabiser 150 mMr aBa pasza B I€Hb, TPUOTU3UTEIHHO Yepe3
KaxJple 12 yacos.

MakcumanibHas cyTouyHas 103a cocrasisier 300 mr.

Hsmenenue 003vl1 6 ciyuae pazgumuis HeXHCeNamenbHblX peakyuti

[Ipu pa3BuTHM HEXKENATENbHBIX PEAKINI TaKUX, KaK Auapes, TOITHOTA U PBOTA B JOTIOJIHEHUE
K CUMITOMaTHYECKON Tepanuu, NMpu HeoOXOIUMOCTH, PEKOMEHIYeTCsI CHIXKEHHE JT03bl WU
BPEMEHHOE MPEPBIBAHUE JIEUECHUS O T€X MOP, NOKA HEKEIATeNbHas pEeaKIUs He CHU3UTCS 10
YPOBHSI, KOTOPBI IMO3BOJIUT BO300HOBHUTH Tepamuio. Jleuenue npenapatom BAPTATE®D
MOKET OBITH BO30OHOBIIEHO B MONHOM A03¢e (150 Mr 1Ba pasa B JCHB) WM B CHH)KEHHOM J103€
(100 mr gBa pa3a B nmeHb). Eciin manueHT He mepeHocuT Ao3y npemnaparta 100 mr nBa pasa B
JleHb, JieueHne npenapatom BAPI'ATE® cnenyetr npekpaTuTh.

B cnydae npepbiBanus iedeHUs1 BCIESACTBUE MOBBIILIEHUS aKTUBHOCTH TpaHcaMuHas (ACT wiun
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AJIT) Gonee uem B 3 paza mo cpaBHeHuro ¢ BI'H mocne BoccTaHOBiIeHHS moKazarened 10
HOpPMaJIbHBIX 3HAaYEHUH PEKOMEHI0BAaHO BO30OHOBUTH TEPANINIO B yMEHbIIeHHOU 103¢ (100 mr
JIBa pa3a B JIeHb). BriociencTBuu 103a MOKET ObITh yBENIMYEeHA 0 MOJHOM 10361 (150 Mr nBa
pasa B JICHB).

IIponycxk 0o3vl

Ecnu xakas-nu6o nosza npemnapara BAPTATE® 6buta mponylieHa, To cienyeT IpoaoKUTh
IIpUEM Ipenapara B U3Ha4ajIbHO PEKOMEHAYEMOM J103€ M0 PACIUCAHUIO CIENYIOLIET0 IpreMa
npenapata. Eciu no3a Ob1a mpoItyiieHa, NaueHT He JOJDKEH MPUHUMATh JTOTOJHUTEbHYI0
J103y Ipenapara.

Ocobvie Z2pynnvl nauuermoe

THoowcunoii sozpacm (>65 nem)
He oTrMeueHO HUKAKWX OOIMIMX pas3auduii Mo 0e30macHOCTH U d(PPEKTUBHOCTH TPUMEHEHUS
npenapara y noXuJbIX MalMeHTOB M0 CPAaBHEHUIO C MalMeHTaMu MoJioxke 65 net. Mcxonnon

KOPPEKIIMH J03bI IIpernapara Ha OCHOBAaHUM BO3pacTa MalueHTa He TpeOyeTcsl.

Paca u macca mena
OcHOBBIBasiCb Ha JIAaHHBIX MOMYJSLMOHHOTO (apMaKOKHMHETHMYECKOTO aHajin3a, HMCXOJHas
Koppekuus 1o3bl npenapata BAPIATE® B 3aBucuMOCTH OT pachl WJIM MacChl Tela HE

Tpebyercs. JlanHble IO 6€30MAaCHOCTH Y MAIUEeHTOB HEIPOUTHON PAChl OTPAHUYECHBI.

Hapywenus ¢ynxyuu nouex

Uepes mouku BbIBOIUTCS MeHee 1 % OMHOKpaTHOW 103bI HUHTEAAHWOA. Y MAlMEHTOB C
HapyHmIeHUSIMH (PYHKITUU TIOYEK JICTKOW WU CPeTHEN CTETICHH TSHKECTH U3MEHEHUST HaualIbHON
70361 HE TpeOyeTcs. Y MalMeHTOB C TsHKEIBIMU HapyHmICHUSMH (YHKIMHA TOYeK (KJIMPEHC
kpeatuHuHa < 30 MyI/MUH) 6€30MaCHOCTb, 3PPEKTUBHOCTH U (hapMaKOKUHETHKA HUHTEAaHN0a

HE U3YYaJIHUCh.

Hapywenus ¢pynxkyuu nevenu

HunTtenann® BEIBOIUTCS MPEUMYIIIECTBEHHO € KeUbIo (depe3 KuiedHuk) (> 90 %).

VY nauueHToB ¢ HapyuIeHussMU GyHKUIMHU nedeHn (k1ace A no mkane Yaina-IIsto, kmace B mo
mkane Yanna-I1p10), KOHIIEHTpaIKs Ipernapara B KpOBH IMOBHIIIAIACH.

VY nanueHToB ¢ HapyleHUsSMU (YHKUMU TE€UYEHU CpeaHEH U TKEIOM CTENEeHU TAKECTH
(xnacesl B u C no mkane Yaitna-ITeio) 6e3omacHocTh, 3 HEeKTUBHOCTS U (hapMaKOKUHETHKA
HUHTeaHnOa He u3yvainuch. [loaToMy jedyeHne MaueHTOB C HapyIIeHUsIMH (DYHKIIMU TIeUYeHH
CpeaHel U TshKesnou creneHu TsokecTu npenapatom BAPI'ATE® He pekoMenmyercs.

HMPJI

VY nanueHToB ¢ HapyIEeHUAMHU (QYHKINYU ITEYSHHU JIETKON CTENeHU TSDKECTH (Kiacc A 0 IIKaje

Yaiina-11p10), 13MEHEHUST HAYaTbHOU O3Bl HE TpeOyeTCs.

Hata ytBepxkaenus: 03.10.2022 5



UHJID, opyzue xporuueckue pubposupyrowue U3JI ¢ npocpeccupyviowum cenomunom u M3J1-
ca

JUis manueHToB ¢ HapyHmIeHUAMHU (YHKIUHU MEYEHU JIETKOH CTemneHu TshkecTu (Kiace A 1o

mkane Yaitna-ITet0) pekomennoBanHas no3a npenapata BAPITATE® cocrasnser 100 mr aBa
pasa B IcHb C HHTEPBAJIOM IIPUMEPHO B 12 4acos.
B ciygae nareHToB ¢ HapyeHHsIME (PYHKIIUY IEYSHU JIETKOW CTETICHHU TSHKECTH (KIacc A 1o
mkane Yaina-I1er0) s ycTpaHeHHs HeXeNaTelbHbIX pPEaKUUid CIeAyeT pacCMOTPETh
BO3MOKHOCTh BPEMEHHOIO TIE€pepblBa B JICUEHWH MpPENaparoM WM OKOHYATEIbHOTO
MIPEKPAIICHUS TEPATIHH.
3a undopmanmeil 0 103UPOBAHUH, CTIOCOOE MPUMEHEHHS 1 MOJM(PUKAIIUHU 036! TOIETAKCENa,
nokajaylcra, oOpaTHTeCh K COOTBETCTBYIONIEH WMHCTPYKIIMM TIO TPUMEHEHHUIO 3TOTO
npenapara.

emu
Bezonacuocts u s dextuBHOCT, npenapata BAPTATE® y manueHToOB neTcKOro Bo3pacrta B
KJIIMHUYECKUX HCCIEAOBaHUSAX He wu3ydanach. llpemapar mnpoTUBOMOKazaH y JeTed u
noApocTKoB 10 18 set (cM. pazaen 4.3.).

Cnoco0 rmpuMeHeHus

Karncynel mpuHUMArOT BHYTpPh NPEANOYTUTENFHO BO BpeMs ensl. Kamcyssl crnemyer
IpOTJaThIBaTh IIEJTMKOM, 3alMBas BOAOH, He pa3zxkeBbiBas. Karcyny Helb3sh BCKPBIBATH WM
pa3naMbiBaTh. B ciydae KOHTakTa ¢ COAEPKUMBIM KamcCyjbl HEOOXOAMMO HEMEIUIEHHO U
TIIATEJIBHO BBIMBITh PYKH.
4.3. TlporuBomoxkasaHus
e [UNepuyBCTBUTENBHOCTh K HUHTEOAHHOy, CO€ WM apaxucy, WIH JI00oMy
BCIIOMOTATEeIbHOMY KOMITOHEHTY Tpenapara;
e 0OepeMEeHHOCTh U MEPUOJI TPYJHOTO BCKAPMIIHMBAHUS;
e HapylieHUss (YHKIMM TICYEHH CpEIHEH U THKEIOW CTEMEeHH TSHKECTH (OMBIT
MIPUMEHEHHSI OTCYTCTBYET);
e TspKenble HapylmieHHs (YHKIMHM ToYek (KiaupeHc KpearnHuHa < 30 MI/MHUH) (OMBIT
MPUMEHEHHSI OTCYTCTBYET)™;
® AKTHBHBIE METACTa3bl B I'OJIOBHOM MO3T (OIBIT IPUMEHEHHUSI OTCYTCTBYET);
e BO3pacT miajie 18 net (onbIT IpUMEHEHUsI OTCYTCTBYET).
*JpdexkTrBHOCT, M OE30MACHOCTh HUHTEJAHHOA y MAIMEHTOB C TSKEIBIMU HAPYLICHUSMHU
¢yHkuMu mouek (kiuMpeHc kpeaTMHMHA < 30 Mu/MUH) He ObUIM H3y4yeHbl. Uepe3 MOUYKH

BBIBOAUTCS MeHee 1 % pa3oBoii 10361 HUHTEAAHUOA.
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B oTHomeHMHM TIPOTHMBOIOKA3aHWUW MJIs JIOIETaKcela, MOoXKalyihcTra, oOpaTHUTECh K
COOTBGTCTBYIOH_IGI\/'I I/IHCprKI_[I/II/I 10 HpI/IMeHeHI/IIO 9TOro HpenapaTa.
4.4. OcoOble yka3aHusi 1 MepbI IPEIOCTOPOKHOCTH NPHU NPHUMEHEeHUH

C 0CTOPOKHOCTBIO

Hapymenuss  GyHKUMM ~ TeYeHH  JIETKOM  CTEMEeHM  TSKECTH;  HaCJeJCTBEHHAas
MPEIPACIIONOKEHHOCT, K KpoBOoTeueHusM (0one3nb (oH BumieOpanma); craOuibHBIC
MeTacTa3bl B TOJIOBHOW MO3T; Tepamus aHTUKOAryJIsSHTaMH; BEHO3HBIE TPOMOO3IMOOINH;
nepdopanuu XKXKT B anamHese; marueHThl, KOTOPbIE paHee MOBEPraiuCch a0JOMUHAIILHBIM
XUPYPru4ecKuM BMeEIIaTeIbCTBaM; apTepuaibHas TpoMO0IMO0Hs.

Oco0ble yKazaHus

Kenyoouno-kuweunsle paccmpoiicmaa

- ouapes

Jleuenue nuapeu (amekBaTHas THIApAaTallUs W aHTUAHAPEHHBIC JIEKAPCTBEHHBIC CPEACTBA,
HaIpUMep, JIONEPAMHU) CJIeTYeT MPOBOIUTH MPH TOSBICHUU MEPBBIX MPHU3HAKOB. B cimyuae
pa3BUTHS JMAped MOXKET IOTPeOOBaThCS MpEpPHIBAHUE JICUCHHS, CHIDKEHHE O3Bl HITH

NpeKpalleHNe TePaTIH.

- mowHoma u pgoma
HMPJI

TomHoTa ¥ pBOTA, NPEUMYILIECTBEHHO JIETKOW W YMEPEHHOW CTENEHU, SBISIUCH 4YacTO
BCTPEUAIOLIMMHUCS HEXKETATENBHBIMU PEAKIIUSIMU CO CTOPOHBI JKEITy IOYHO-KHUIIIEYHOTO TPAKTa
(cm. paznmen 4.8.).

[IpepriBaHue JieueHUs, CHIKEHUE J103bI U MpeKpanieHue tepanuu npenaparom BAPI'ATE®
(cM. pazzen 4.2.) MOXKeT TOTPeOOBATHCsI, HECMOTPS Ha HaJIeKAIUe MOICPKUBAIOIIIE MEPHI.
[TogneprkuBarornias Tepanusi Mpu pa3BUTHH TOLITHOTHI U PBOTHI MOKET BKJIIOYATh IPUMEHEHHUE
JIEKapCTBEHHBIX IpenapaTroB C IIPOTUBOPBOTHBIMU CBOMCTBaMHU, Harpumep,
TTIOKOKOPTUKOWIOB, aHTUTUCTAMUHHBIX CPEACTB MJIM aHTaroHUCToB penentopo 5-HT3, a
TaKXe IOCTaTOYHYIO TUAPATALHIO.

B cnyuyae o6e3BoxuBaHHMs TpeOyeTcss BBEICHHME JIIEKTPOIMTOB M >kuakocteil. Cremyer
KOHTPOJIMPOBAaTb YPOBHHU AJIEKTPOJIMTOB B IUIA3ME KpPOBM B Cllydae pPa3BUTUSA
COOTBETCTBYIOIIUX HEKEIATENbHBIX SBJICHUNU CO CTOPOHBI KEITYJOYHO-KUILIEYHOT O TPAKTA.
MosxeT notpeOoBaThCs MpepbIBaHUE JICUEHUS, CHIYKEHUE J103bl WU MPEKpalleHne Teparuu.
UJID, opyeue xponuueckue hubposupyrowue U3JI ¢ npoecpeccupyiowum henomunom u M3J1-
cca
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TomHOTa 1 pBOTA SABISIIUCH YACTO BCTPEUAEMBIMH HEXKENATEIbHBIMU PEAKLIUSIMHU CO CTOPOHBI
KEITyAOYHO-KUIIIEYHOTO TpakTa (cM. pasznen 4.8.). Y OoNbIIMHCTBA MAIIMEHTOB C TOIIHOTOW U
PBOTOM SIBIICHUS HOCUJIM JIETKUN UIIM YMEPEHHBIN XapaKTep.

B KIuMHWYECKHX HCCIEAOBaHUAX TOIIHOTA CTaja NPUYMHOW MPEKPALIEHUs NPUMEHEHUS
npenapara y 2,1 % manueHToB, a pBoTa K NpEeKpallleHuIo NMpuMeHeHus npenapara y 1,4 %
HAIMEHTOB.

B cnyuae coxpaHeHMS CHUMITOMOB TOIIHOTHI M PBOTBI, HECMOTpPSI Ha CHUMIITOMAaTH4YECKOE
JeYeHue (BKJIIOYas MPOTHBOPBOTHYIO TEPANMIO), MOXKET MOTPEeOOBATHCS CHIKCHHUE IO3BI,
IIPEPBIBAHNE JICUEHUS WIHM MPEKPALLEHUE TEPATIUU.

Tepamnuto MOXHO BO3OOHOBUTH B CHIKEHHOM 03¢ (100 Mr aBa paza B CyTKH) TUOO B IMOJTHON
no3e (150 mr aBa paza B cyTkn). [Ipu coxpaHeHUM TSKENbIX CHMIITOMOB TEPAIHIO MTPENapaToOM
cienyeT NpeKpaTUTh.

Juapes u pBoTa MOTYT IPHUBOJUTH K 00€3BOKHBAHHUIO C HApYLIEHUEM WM 0€3 HapyIIeHUS
BOJIHO-3JIEKTPOJIMTHOTO OajlaHca, YTO MOXKET MPUBOAMTDH K HAPYIIECHUSIM (DYHKIIH MTOYEK.
Heinmponenus u cencuc

Bo Bpems tepanun HMPJI npenapatom BAPI'TATE®, B wacTHOCTH, TPy KOMOWHAITMHU €TO C
JIOLIETaKCeJIOM, HEOOXOAMMO MPOBOJUTH MOHUTOPUHT (DOPMEHHBIX 3JIEMEHTOB KpPOBH Ha
IpeIMET Pa3BUTUS HEUTPOIIEHNU U BO3MOYKHBIX MOCIEAYIOIINX OCIOKHEHUH B BUJE CEICHCa
win ¢GeOpunbHON HeHUTpomeHuu. YacToe MOHHMTOPUPOBAHHE BCEX (OPMEHHBIX 3JIEMEHTOB
KpPOBH CIIEyEeT OCYLIECTBIIATh B HAUaJIe KaXK/I0I0 Kypca JICYEHUs Y MallUeHTOB, MOJyYaroIInX
JieyeHrne HUHTEeIaHnOOM B KOMOMHAIIMU C JIOIIETaKCeIOM, B MEPUOJI HAUMEHBIINX 3HAYEHH
HEUTpo(UIIOB, a TaKKe MPU HATMYMHU KIMHUYECKUX MTOKa3aHHUH N0CIe OKOHYAHUS TTOCJICIHETO
Kypca Teparnuu JaHHOW KOMOMHAIHEH.

Hapywenusa ¢pynkyuu neuenu

bezonacHocTh ¥ 3 (GEKTUBHOCTh IpenapaTa He W3y4aduCh y MAIMEHTOB C HapyLICHUSMU
¢yHkunu neyeHu cpeaHeit (knacc B mo mkane Yaiina-I1si0) nim Tsoxenoit (kinace C mo mikane
Yaitng-IIst0) crenenn Tsokectu. IloaToMy y Takumx MAalMEHTOB IPHUMEHEHUE IIpernapara

BAPI'ATE® He pexoMeHmyeTcs.
HMPJT

B cBs3u ¢ NOBBIIEHHEM KOHILICHTPALMM IIpenapara B KPOBU PUCK Pa3BUTHUS HEXKEJIATEIbHBIX
SIBIICHUH MOJKET OBITh BBIIIIC y MAIIMCHTOB C JICTKUMHU HAPYIICHUSAMH (YHKIIMH ITeUeHH (K1ace
A o mikane Yaitna-I1e10).

[Ipu npoBeneHUN Tepanuy HUHTEJAHUOOM HAOIIOJAINCH CIyYau JIEKAPCTBEHHOTO MOPasKEHUS
neueHu. B mocTperucrpanimoHHOM nepuoie ObUIH MOJTyYeHbl COOOIICHHS O TSDKENbIX (hopmax

JICKAPCTBCHHOT'O IMMOPAXKCHHS IIEYCHHU C JICTAJIbHBIM UCXOOO0M.
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[Tocne Hayaya Tepanuu PEKOMEHAYETCS TIIATEIbHBIA KOHTPOJb AKTUBHOCTH IEYEHOYHBIX
TpaHCaMHHAa3, IEIOYHON (pocdaTaspl U KOHIIEHTpALUU OUIpyOrHa (MTepHOANYECKH, BO BpEMs
Hayara KOMOMHHPOBAHHOM TepamuM C JOLIETAaKCEeNIOM, T.. B Hayale KakJoro JiedeOHOro
Kypca). Ecian oTMedaeTcst cylecTBEHHOE MOBBIIIEHUE AKTUBHOCTH NT€YEHOUHBIX (DEPMEHTOB,
MOXET NOTPeOOBaThCs MPEPHIBAHUE JICUEHUS, YMEHBIIIEHUE 103bl UM MPEKpPaLeHNUEe Tepaniu
npenapatoM BAPIATE®.

[Tpu Hayane komOuHUpPOBaHHOTO JieueHus npenaparom BAPI'ATE® u nouerakcenoM JOIHKHBI
OIpeNIeNAThCS AKTUBHOCTh TpaHcaMuHa3, [I{® n koHueHTpanus ounpyOuHa. DTH oKa3aTeau
clIelyeT MOHUTOPUPOBATh B 3aBUCUMOCTH OT KJIMHUYECKHUX MOKa3aHUHN WIN NEPUOAUYECKU BO
BpeMs JIeueHHsI, HarpuMep, B (paze KOMOMHAIIMK C JTOLIETAKCEIOM B Hayalle KaXJIoro Kypca
TEpaMu M eXeMecauHo, ecau npueMm mnpenapata BAPI'ATE® npopomxaercs B BHIE
MOHOTEPAIIUHU NOCIIE MPEKPAIICHNS TEPANUH JOLETAKCEIOM.

Ecnu BBIABISETCSA COOTBETCTBYIONIEE MOBBILIEHNE ()EPMEHTOB IIEUEHH, MOKET MOTPEOOBATHCS
IIEPEPBIB B JICUEHUH, CHIKEHHE J03bl WK IpeKpalieHue tepanuu npenaparom BAP'ATE®
(cM. pazgen 4.2., Tabmuua 2). CnemyeT NpOBOIUTH IOUCK albTEPHATUBHBIX MPUYHUH
MOBBIIIEHUS] AKTUBHOCTH (DEPMEHTOB IMEUEHM M MPHUHATUE COOTBETCTBYIOLIMX MeEp IpH
HEOOXOIMMOCTH.

B cnyuae nosbimenust aktuBHOCTH (GepmentoB neueHn (ACT/AJIT) Gonee yem B 3 pasa 1o
cpaBHenuio ¢ BI'H B coueranuu ¢ moBbllieHHEM ypoBHs OmnnpyOuHa B 2 u Oojiee pasa 1o
cpaBHeHuto ¢ BI'H, u nossimennem [P menee uem B 2 pasza o cpaBHeHuto ¢ BI'H, Tepanuto
npenapatoM BAPTATE® cnenyer npepBats. Ecnii He Oynmer ycTaHOBIEHa allbTepHATUBHAS
NpUYMHAa W3MEHEHWH 3THX JabopaTopHbIX mokaszarenei, mpemnapar BAPIATE® cnenyer
OKOHYATEJIbHO OTMEHUTD.

JIs manMeHTOB KEHCKOro MoJa U a3UaTCKOro MPOMCXOXKIEHUS XapaKTepeH 0osee BBICOKUI
PHCK MOBBIIEHHUS aKTUBHOCTH I1€YEHOUYHBIX (DEPMEHTOB.

VYBenuyeHne 3KCIO3ULIUN HUHTENAaHUOAa XapaKTepHU30BaJOCh JIMHEHHON 3aBUCHMOCTBIO OT
BO3pAacTa MaIMeHTa, a TaKKe ObUIO 0OPaTHO MPOMOPIIMOHAIBHO MACCE TEJA, YTO TAK)KE MOXKET
HIOBJIEYb 3a OO0 OoJiee BBICOKHUI PUCK MOBBIIIEHHUS aKTUBHOCTH ITEYEHOUHBIX ()EPMEHTOB. Y
NAlMEHTOB C 3TUMH (PaKTOpaMH pHCcKa PEKOMEHAyeTcs TILATEeNbHbI KOHTPOJIb MoKa3aTenen

(GYHKIMU TICYSHH.

HJID, opyeue xponuueckue hubposzupyrowue U3JI ¢ npoepeccupyrowum gpenomunom u U3J1-
cca
B cBsi3u ¢ noBhIlIEHHEM KOHIIEHTPALMK MpenapaTa B KPOBH PUCK Pa3BUTHUS HEXeJIaTeIbHbIX

SIBIICHUI MO>KET OBITH BBIIIE y MAIUEHTOB C JISTKMMHU HapyIIeHUSMH (DYHKIMH MTeYeHH (Ki1acc
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A 1o mkane Yaitna-ITeto). [TanmeHTs! ¢ JerKMMU HapymIeHUAMH (YHKIIUU TIeYeHH (Kiacc A
no mkasne Yaina-I11pr0) 10omKHBI IOTy4YaTh CHIDKEHHYO 103y npenapara BAPIATE®.

[Ipu npoBeieHNM Tepanuy HUHTEJAHUOOM HAOIOJAIUCH CIyYau JIEKAPCTBEHHOTO MOPasKEHUS
nedyeHu. B moctpeructpaiiioHHOM nepuoje ObUIM MOJyYeHBbl COOOIIEHUSI O HECEPbE3HBIX U
CEpbE3HBIX CIyYasX JIEKAPCTBEHHOTO MOpPaXXEHHUS IE€YeHH, BKIIOYas TsKeynble (HOpMbI
JIEKapCTBEHHOI'O IOPAKEHUSI IEYEHU C JIETAIBbHBIM HCXOOM.

Bornbiiast yacTh HapyImIEHUH CO CTOPOHBI IeUeHH HAOII01aeTCs B TEUEHUE MEPBBIX 3-X MECSIICB
Tepanuu. Takum o0pa3oM, peKOMEHYeTCsl OLICHUBATh aKTUBHOCTh MIEUEHOUHBIX TPaHCAMUHA3
W KOHIIEHTpamuo OmmmpyOnHa a0 Havana Teparnuu npenapatom BAPI'ATE® perynspHo B
TEYEHHE IIEPBBIX TPEX MECALEB TEpanuu, a 3aTeM NEPUOAUYECKM BO BpEMs JIEUEHUs
(HampuMep, IpY KaXI0OM BU3UTE MALMEHTA) WITH 110 KIMHUYECKUM TOKa3aHUsM.

[ToBbrmienre akTUBHOCTH TieueHOUHBIX (pepmentoB (AJIT, ACT, LD, I'TT) n OunupyOuna
OBLJI0 B OOJBIIMHCTBE CITy4aeB 00paTUMbBIM IPU YMEHBIICHUH 103bI WIIH MIPEPHIBAHUU TEPATUH.
B ciyuae nosbimenust yposus tpancamunas (ACT unu AJIT) Gonee uem B 3 pasa Beie BI'H
PEKOMEH/IOBAaHO YMEHBIIMTH 103y WIM IpepBarh Tepanuto npenapatoM BAPI'ATED u
IIPOBOJINTh MOHUTOPHPOBAaHUE ManueHTa. Kak TonbKko mokas3aTesnn TpaHCaMUHA3 BEPHYTCS K
HCXOJIHOMY YpOBHI0, 103a nipenapara BAPI'TATE® mMosxeT ObITh BHOBB MOBHIIICHA /10 TTOJTHON
(150 mr 1Ba pa3za B IeHB) WK JICUSHUE MOXKET OBITH BO3OOHOBIIEHO B CHIKEHHOH 103¢ (100 Mr
JIBa pas3a B JICHb), KOTOpasi BIOCJIEICTBHUH MOXET ObITh MOBBIIICHA 10 MOJHON 103bl. Ecimu
MOBBILICHHE KAaKUX-TMOO MoKazaTenedl (YHKIUHM IMEYEHH COMPOBOXKIACTCS KIMHUYECKUMU
NPU3HAKAMU WM CHUMITOMAaMH TOBPEKICHUS II€YEHU, HAIpUMEpP, XKEITYXOU, JIeUeHUe
IIPENapaToM CJIEeyeT OKOHYATEIbHO NpeKpaTuTh. ClieyeT NPOBECTH NTOUCK albTEPHATUBHBIX
NPUYHMH MOBBIIIEHUS AKTUBHOCTU (PEPMEHTOB TIEUCHH.

Jns manMeHToB C HU3KOM Maccod Tenma (<65 Kr), JHIl a3MaTCKOTO MPOUCXOXKACHUS W
MAIMEHTOB JKEHCKOTo Ioja XapakTepeH Ooyiee BHICOKMM PHUCK MOBBIIICHHUS aKTUBHOCTHU
NIEYCHOYHBIX (PEPMEHTOB.

VYBenuyeHne 3KCIO3ULIUN HUHTENAaHHOA XapaKTepHU30BaJOCh JIMHEHHONW 3aBUCHMOCTBIO OT
BO3pacTa MalueHTa, YTo TaKkKe MOXKET MOBJIeYb 3a co00i Ooyiee BHICOKUN PHUCK MOBBIIICHUS
AKTUBHOCTH MEYEHOYHBIX ()EPMEHTOB.

VY manueHToB ¢ 3TUMH (paKTOpaMH pUCKa pEKOMEHAYETCS TIIATeIbHBIA KOHTPOJIb OKa3aTenei
(GYyHKUINU TICUSHH.

Puck pazeumun Kpogomeuenuil

Haunbpix o mnpumeHenun mnpenapata BAPI'ATE® y mnanuMeHTOB ¢ HACIEICTBEHHOU
MPEIPACIIONOKEHHOCTRI0O K KPOBOTEUEHHUsAM (Hampumep, Oone3nb (oH BumneOpanma) He

HUMCECTCA.
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HMPJI

[lomaBnenne VEGFR MoxeT conpoBOXXIaTbCS  IMOBBIILIEHHBIM  PUCKOM  pa3BHUTHUSA
kpoBoreueHus. B ximHndeckom uccnenoanuu LUME-Lung 1 mnpemapata BAPI'ATE®
4acTOTa AIMU30/I0B KPOBOTEUCHUH B 00€HMX TpyIax JieueHus Obuta comoctaBuMoi. HocoBoe
KPOBOTEUYCHHE JIETKOM WJIM YMEPEHHOW CTENEeHM — HambOosee 4YacThlii BUJ KPOBOTCUCHUSI.
BonbmMHCTBO 3MU30/10B KPOBOTEUEHUH €O CMEpPTENBHBIM HCXOIOM OBUIM 00YCIOBICHBI
OIyxoJbt0. HepaBHOMEPHOCTh B 4acTOTE PECHUPATOPHBIX MU CMEPTENbHBIX KPOBOTEUEHUN
OTCYTCTBOBaJIa, BHYTPHUEPETHbIE KPOBOUBIUSHUS HE ObLITN 3apETUCTPUPOBAHBDI.

[TarueHTH ¢ HEAABHO OTMEYABIIMMCS JETOUYHBIM KPOBOTEUEHUEM (> 2,5 MII KPOBH), a TaKKe
NAlMEeHTBl C LEHTPAJIbHO PACHOJIOKEHHBIMH OIYXOJSIMU M PEHTTE€HOJIOTMYECKUMU
MpU3HAKAMU JIOKAJIbHOM MHBAa3UM KPYMHBIX COCYJOB WJIM C PEHTIEHOJIOTMYECKUMU
MIPU3HAKAMU HaJIU4Ms MOJOCTEN WIM HEKPOTUYECKHX M3MEHEHUH OMYyXOJIM WCKIHYAINCh U3
KIMHUYECKUX wuccieaoBanuil. [loatomy npumenenne npenapata BAPI'ATE® y takux
NAIMEHTOB HE PEKOMEHYETCS.

HecepbesHbie 1 cepbe3HbIe 3MU30bI KPOBOTECUEHUI, HEKOTOPHIE C JIETAIBHBIM UCXO0I0M, OBLITH
OTMEYEHBI B OCTPETUCTPALMOHHOM IE€PUOJIE€, B TOM UYHUCJE Y NALMEHTOB, NOJYy4YaBIINX U HE
MOJIy4aBUIMX AaHTUKOATYJISIHTHYIO TEPANMIO WM IPYTHE JEKAPCTBEHHBIE TPENapaThl, KOTOPbIE
MOTJIH BBI3BAaTh KPOBOTEUCHHUSI (JJAHHBIE KIIMHUYECKUX UCCIICIOBAHUI CM. TaK)Ke B TIOpa3iene
"Tepanusa aHTUKOaryiasHTamu'). B ciydae KpoBOTEUeHHs CIEAyeT pacCMOTPETh
HEO00XO0IUMOCTh KOPPEKIIUU J103bl, MPEPbIBAHNE UITH MTPEKpAaIlleHUE Tepanuy B 3aBUCUMOCTH OT
KIIMHUYECKOW omneHku (cMm. pazgen 4.2.). IlocTperucrpanoHHBIE 3MH30/1bI KPOBOTCUCHUS
BKJIIOYAIOT, B YAaCTHOCTH, IKEJIYJOUHO-KUILIEYHBbIC, PECHUPATOPHbIE KPOBOTECUEHUS U
KPOBOU3JIUSHUS B OpraHax LHEHTPAIbHON HEPBHOM CUCTEMBI, CPEIU KOTOPBIX CAMBIMU YAaCTHIMU
ABJISIFOTCS PECIMPATOPHBIE KPOBOTECUEHUS.

- Memacmaswvl 8 20J106HOU MO32

YBenuueHus YacTOThl IepeOpalbHBIX KPOBOTEUEHUH Y MAlMEHTOB C paHEe aJIeKBaTHO
JICYEHBIMH METAacTa3aMH B TOJOBHON MO3T (CTaOWIBHBIMU B T€UCHHE > 4 Helenb 10 Hayala
nedyenus: npernapatoMm BAPTATE®) ne nabmoganock. OMHAKO TaKue MAIMEHTHI JOJKHBI
THIATEIbHO MOHUTOPUPOBATHCS B OTHOIIEHWH NPHU3HAKOB U CHUMITOMOB IepeOpalbHbIX
KPOBOTCYCHUM.

[TavieHTHI ¢ aKTUBHBIMM METAacTa3aMU B TOJIOBHOM MO3I HMCKJIIOYAIUCh M3 KIMHUYECKHX
uccienoBanuii, npuMmeHenue npenapara BAPI'TATE® y Hux He pekoMeHayeTcsl.

- mepanus aHmuKoayIAHmMamu

B xnuHnyeckue ucciaeqoBaHUsl BKIIOYAIUCH MALIMEHTHI, MOJIyYaBIINE JJIUTEIbHYIO TEPAIUIo

HU3KOMOJICKYJISIDHBIMU I'CIIapUHAMU B HHU3KUX N03aX WA aHeTHHCMHHHHOBOﬁ KHUCJIOTOH B
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no3ax <325 wmr/cyr. VYBeNMUEHHs UYAaCTOThl KPOBOTCUCHHMH Yy TaKWX TAIMEHTOB HE
HaOmomanoce. JlamHbix o npumeHenun mnpenapata BAPIATE® y mnamuenros,
MpeIBapUTEILHO TONYYaBIINX JICYCHUE AHTUKOATYJSIHTAaMH B 0OOJiee BBICOKHUX 032X, HE
umeertcs. [lanmenTaMm, y KoTopeix Bo BpeMs jedeHus npenapatom BAPI'ATE® pa3BuBanuce
TpOMOO3IMOOINYECKe HAPYIICHUS, B CBA3H C YeM TpeOoBaach Tepanusi aHTUKOATryJIsTHTaMH,
paspemanoch npoaoikuTh npueM npenapata BAPITATE®, npu 3ToM yBEITUYEHHS YacCTOTHI
KPOBOTEUCHHI HE OTMEYAJIOCh. Y MAlMEHTOB, NPUHUMAIOIIUX TAKUE AHTHKOATYJISHTHI, KaK
BaphapuH Wian (EHIPOKYMOH, HEOOXOIUMO PETYJISIPHO TPOBEPATHh MPOTPOMOMHOBOE BpeEMS,
MEXIyHapoaHoe HopManu3oBaHHoe oTHomieHne (MHO) wnm ciaeauth 3a KIMHHUYECKUMU

IIPU3HAKAMU KPOBOTCYCHUM.

HJID, opyeue xponuueckue chubpozupyrowue U3JI ¢ npoepeccupyrowum gpenomunom u U3J1-
cca

B knuHuyeckue ucciaeaoBaHUS HE BKIIOYATUCH MAIMEHTHI C MU3BECTHBIM PHUCKOM pPa3BUTHUSA
KpPOBOTEUECHHH, BKJIOYash NAIMEHTOB C HACJIEICTBEHHOM MPEApaCION0KEHHOCThIO K
KPOBOTEUYEHMSIM MM TAalMEHTOB, MOITYYarolIMX AHTHUKOATyJISHTHYIO TEpaIlvi0 B BBICOKHX
no3ax. CnenoBarenbHO, TAHHOW KaTeropuu mauuMeHToB JjedeHue npenapatom BAPTI'ATE®D
JOJKHO OBITh HA3HAYEHO TOJILKO B TOM CIlydae, €CJIM MOTEHIMAIbHAS T0Jbh3a MPOBOIUMOM
Tepanuu MPEBBIIIAET MOTEHIIUATBHBIN PUCK.

Apmepuanvnaa mpomooImoonusn

HeoOxomumo coOmogaTh OCTOPOKHOCTh MPH JICUEHUU MAllMEHTOB C BBICOKHM CEpAEYHO-
COCYIIUCTBIM PHUCKOM, BKJIIOYas HIIEMHYECKYI0 Oone3Hb cepama. Ciemyer paccMOTpETb
BO3MO>KHOCTh TI€pEephIBa B JICUCHUU MALMEHTOB, Y KOTOPBIX Pa3BHIIUCh CUMITOMBI OCTPOM
UIIEeMHH MUOKap/a.

AHneepusmul u paccioenue apmepuil

Wurubupyromee Bo3neiicTBue Ha npouecch ¢ yuactueM VEGF y manueHToB ¢ HaTu4ueM uitu
OTCYTCTBHEM apTEPUATHLHON TUTIEPTEH3UH MOXKET CITIOCOOCTBOBATH (DOPMHUPOBAHUIO aHEBPU3M
W/ANTM PacCIIOCHUI0 apTepuanbHOil cTeHku. [lepen HasHauenwem mpemnapatra BAPTATE®D
HE0OXOAMMO 00513aTeTLHO YYUTHIBATh IAHHBIN (PaKT y MAIIMEHTOB C TAKUMHU (DaKTOpaMU PHCKa
KaK apTepualibHas TUNEPTEH3Us UM aHEBPU3Ma B aHAMHE3E.

Benosznaa mpomo6oimoéonusn

HMPJT

Y naumenroB, nonydaromux BAPI'ATE®, ormedancss NOBBILIEHHBIM PHUCK BEHO3HBIX
TpoMOOSIMOONUi, B TOM YHClie TpomO03a TyOOKHMX BeH. [lalMeHThl MOJDKHBI TIIATEIHHO
MOHHUTOPUPOBATHCSI B OTHOIIEHWU TpomMOOsIMOonnueckux HapymeHud. Ilanuentam c

OTIaCHBIMHM JIJIS1 )KU3HH BEHO3HBIMH TpoMOosMOomsimu BAPI'ATE® Heo6X01uMO OTMEHHTb.
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HJID, opyeue xponuuecxue gpubposzupyrowue U3J1 ¢ npoepeccupyrowum gpenomunom u M3J1-
cca

B xiImMHUYeCKUX MCCIIEeOBAaHUAX HE HAOIIOIAIOCHh MOBBIIEHHOTO PUCKA PAa3BUTHSI BEHO3HBIX
TPOMOOIMOOINUECKHIX OCIIOKHEHUH. OHAKO B CBS3H C OCOOCHHOCTSAMH MEXaHU3Ma JICUCTBUS
HUHTeNaHnba, Yy TMalMeHTOB MOXET OTMEYaThCsl TOBBIIICHHBIH PHUCK  pa3BUTHUS
TPOMOOIMOOTNIECKUX SIBIICHUH.

IHepgopayuu zKKT

Yacrora nepdopanuii JKKT B 0TACTBbHBIX JICUEOHBIX TPYMIIAaX B KITMHUYECKUX UCCIICTOBAHMIX
Obuta comocraBuMma. OCHOBBIBasICh Ha MexaHu3Me AcicTBus mpenapara BAPIATE®, y
NaIMEeHTOB BO3MOXXEH MNOBbIMEHHBIH puck nepdopauuit XKT. B moctperucrpanmoHHoM
nepuojsie ObUIM TONTyueHbl coobmeHust o ciaydasx nepdopamun XKT, HekoTopble U3 HUX
OpPUBOIMIM K JieTalbHOMY wucxony. Ocoboe BHUMaHHE [OJKHO YICNATHCA JICYCHHUIO
NAlMEeHTOB,  KOTOphIE  paHee  MOABEPrajiuch  aOJOMHHAIBHBIM  XUPYPTUYECKUM
BMEIIATETLCTBAM, WJIM MEpPEeHecHInX nepdopamuio mojoro opraHa B HEJIaBHEM aHaMHe3e, a
Takke nagueHtoB ¢ MJID, umeromux B aHaMHe3€ NENTHYECKYIO S3BY, IUBEPTUKYJIE3 WIH
MOJTYYaOUIMX COIMYTCTBYIOILIYIO Tepanuio Tirokokoptrukoctepounaamu unu HIIBII. B cBs3u ¢
3tuM BAPT'ATE® mMokeT MpuMEHSTHCS TOJIBKO KaKk MUHUMYM 4uepe3 4 HeIeH TTOCIIe OOIbIITIX
XUPYPTrU4ecKuX, BKJIOYAs aOJOMHHAIBHBIC, BMEIIATENBCTB. B cilydyae BO3HUKHOBEHUS
racTpoMHTeCTUHaNbHOW  mepdopanuu  Tepamusi npenapatoM BAPIATE®  npomxna
MPEeKpaaThCsl.

Hegpomuueckaa npomeunypus

B moctperucrpaniioHHOM TepHoAe HAOIIOAAIOCh OYEHb Malloe KOJIMYECTBO CIIy4aeB
HEe(POTUIECKONU MPOTEHHYpHUH. Pe3ynbTaThl TUCTOIOTHYECKOTO HUCCICIOBAHUS B OTACIBHBIX
CIIy4asiX COOTBETCTBOBAIM KIyOOYKOBOM MHKPOAHTMONATHH C OOpa30OBaHHUEM IOYEYHBIX
TpoMOOB miHn 6e3 Hux. [Ipu npekpamenun jaedenus npenapatom BAPITATE® na6nroganock
MCYE3HOBEHHE CUMITOMOB. Y MAIMEHTOB C MPU3HAKAMH WM CHMIITOMaMU HEPPOTHIECKOTO
CUHApPOMA JIOJIKHA OBITh PACCMOTPEHA BO3MOKHOCThH IPEPHIBAHUS JICUCHUSI.

Jlezounan cunepmensusn

HJID, opyeue xponuueckue guobpozupyrowue M3JI ¢ npoepeccupyrowum pernomunom u M3J1-
cca

Jannsle o npumeHnenun mnpenapata BAPITATE® y nmanueHTOB C JIETOYHOW THIIEPTEH3UEN
OTpaHUYEHBI.

[TaniueHThl CO 3HAYMTEIIPHON JIETOYHOM THUIIEpTEH3HUEH (cepAcuHblii nHaeke < 2 i / MuH / M?
WIH TIApEeHTEpaTbHOEC TMPUMEHEHUE OSIOMPOCTEHONA/TPENPOCTUHUNIA WIH 3HAYUTEIhHAS

MPABOXKEITYA0YKOBAsT HEJOCTATOYHOCTh) ObLTH HCKIIOueHBbl u3 uccienoBanuii INBUILD u
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SENSCIS. Ilpenapatr BAPI'ATE® He cnenyeT NpUMEHSTh MAIMEHTaM C TSHKEJIOM JIETOYHOM
runeprensueid. PekomeHnnayercss TiaTenpbHOEe HAONIOAEHHE 3a MAIMEHTAMH C JIETOYHOM
TUIIEPTEH3UEH JIETKOM U CPEHEN CTEIIEHU TSYKECTH.

Apmepuanvnasa cunepmen3us

HJID, opyeue xponuueckue guopozupyrowue M3JI ¢ npoepeccupyrowum penomunom u M3J1-
cca

[Ipemapar BAPI'ATE® Moxer moBblIaTh apTepualibHOe jAasieHue. CucremHoe
apTepUaIbHOE JIAaBJICHUE CIIEAYET KOHTPOJHPOBATh MEPUOAMYECKHU, a TAKKE MPU HATNYUU
KJINHAYECKUX [TOKAa3aHUH.

Hapywenue 3asxcuenenus pau

Hunrenanu0, B cBs3U ¢ 0COOCHHOCTSIMH MEXaHU3Ma JICHCTBUS, MOKET HApYyIIaTh 32)KUBIICHHE
paH. B KIIMHAYECKUX MCCIENOBAHMAX YBEIUYEHUS YaCTOThl HAPYIICHUH 3a)KUBJICHUS PAH HE
Habmoanock. CriennaibHBIX UCCIIEI0OBAHUM, B KOTOPBIX ObI H3y4aloCh BIUSHUE HUHTEJaHOa
Ha 3aXUBJICHUE paH, HE MPOBOAUIIOCH. [lo3TOMy JleyeHHE JOJDKHO HAUYMHATBHCS WIU
BO300HOBIIATHCS (€CJIM OCYIIECTBIISUICS TIEPEPHIB B CBSA3H C XUPYPTUUECKUM BMEIIATEIIHCTBOM )
C YYETOM KJIMHUYECKOT0 MHEHUS 00 aJIeKBaTHOCTHU 3a)KUBJICHHSI PaHBI.

Ocoobie zpynnol nayuenmos

B uccnenoanun LUME-Lung 1 y mauueHtoB ¢ maccoi Tena meHee S0 Kr, MPUHUMABIINX
HUHTEIaHUO B COUYETAHUU C JOLIeTaKceIoM, Habmoganack 0ojee BHICOKAs YacTOTa Pa3BUTHS
CEpPBbE3HBIX HEXKEIATEIbHbBIX SBJICHHUH, YeM y MAllMEHTOB C Maccou Tena > 50 Kr, XOTs YHCIIO
ManydeHToB ¢ Maccol Tena MeHee S50 kr Obuto HeGompmuM. [lodToMy pexkoMeHmIyeTcs
TIATEJILHOE HAOIIOAEHHUE 3a AllHEHTaMHU ¢ Maccoy Teira MmeHee 50 Kr.

Bauanue na unmepean QT

[Ipy nmpuMeHeHMH HHUHTEJaHMOa B paMKax MPOTrpPaMMbl KIMHUYECKUX HCCIETOBAaHUM He
OTMEYaJIoCh yaJinHeHue nutepnaia QT.

[TockonbKy HM3BECTHO, YTO HEKOTOphIE APYyTHe HHTUOUTOPHI THUPO3UHKHMHA3BI OKAa3bIBAIOT
BrusHUE Ha uHTepBal QT, cnemxyeT coOar0aaTh 0OCTOPOKHOCTH MPH MTPUMEHEHUN HUHTEJaH0a
y HAIMEHTOB, Y KOTOPBIX MOKET Pa3BUThCS yaauHeHne nureppana QTc.

Annepzuueckue peakyuu

IIpenapat conepxut euutud. Eciin y Bac ajuteprus Ha apaxuc Win CO0, He IPUHUMAMNTE HTOT
npenapar.

[TumieBble coeBble MPOIYKTHI CIIOCOOHBI BBI3BIBATH AJIEPTUUYECKUE PEaKIMH, B TOM YHCIE
TSOKETYI0 aHa(PMIIaKCHIO Y MAIlMEHTOB ¢ ajuleprueid Ha coro. [lanueHTsl ¢ moaTBep K ICHHOU
ajuieprueil Ha apaxucoBbIi MPOTEUH MOABEPTatOTCs MOBBIILIEHHOMY PUCKY Pa3BUTHUS TXKEIIBIX

peaKIui Ha penapaThl COU.
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Tnuyepun

[Ipenapar coxepxut raunepuH 85%, KOTOPBIH MOMKET BBI3BIBATH TOJIOBHYIO OOJIb,
JUCIENTUYECKNUE PACCTPONCTBA U IUAPEIO.

4.5. B3auMmopgeiicTBHe ¢ JPYrMMHM JIEKAPCTBEHHBIMM MpenaparaMd M JpPyrue BHUIbI
B3aHUMOJAEeHCTBUSA

Huoykmopul/unzuébumopuor P-gp

Huntenanu® senserca cydcrparom st P-gp. IlokazaHo, YTO COBMECTHOE NMPHUMEHEHHE C
CHJIbHBIM UHTHOUTOpOM P-gp KETOKOHA30J10M YBEIMUMBAET SKCIIO3UIINIO HUHTENaHu0a, CyIs
no BenuunHe AUC - B 1,61 pa3sa, a cyas o BenuauHe Cmax - B 1,83 paza. CunbHbIE HHTHOUTOPBI
P-gp (Hampumep, KETOKOHA30JI, SPUTPOMHUIIMH, I[HMKIOCTIOPUH) B CIy4ae COBMECTHOTO
npumMeHenus ¢ npenaparom BAPITATE® moryTt yBennuuBaTh SKCHO3MLMIO HUHTEAAHNOA. Y
TaKUX MAIMEHTOB IMEPEHOCHMOCTh HHHTENAHMOA MOJKHA TIIATEIIbHO MOHHMTOPHPOBATHCS.
OnHOBpeMEHHOE TpPUMEHEHHE pudaMIUInHa (CHIIBHOTO HWHIyKTOpa P-gp) mpuBOmuT K
YMEHBUICHUIO 3KCIO3UIMM HUHTeAanu6a, cynsa no Bennune AUC - Ha 50,3 %, a cyas mo
Ben4rUHE Cmax - Ha 60,3 % (110 cpaBHEHHIO C MPUMEHEHHEM OJTHOTO HUHTEIaHN0a).

CwiibHBIC HTHAYKTOPHI P-gp (Hanmpumep, pudamnuimH, kapOaMmazenuH, GEHUTOWH U TTpenapaThl
3Bep000s MPOBIPSABICHHOI0) MOTYT YMEHbIIATh SKCIIO3UIINIO0 HUHTeAaHn0a. PekoMenayercs
non0op aJIbTEPHATHBHOW COMYTCTBYIOIICH TEpamuu C OTCYTCTBHUEM MM MUHUMAIbHBIM
MHIYLUPYIOIIKUM JEeHCTBUEM Ha cuctemy P-gp.

Oonoepemennan mepanus ¢ NuppheHuooHom

Ha ocHOBaHMU MOTYYEHHBIX PE3YJIbTATOB MOXHO ClI€laTh BBIBOJ 00 OTCYTCTBUM MPU3HAKOB
3HAUUMOTO  (papMAaKOKMHETHYECKOTO  B3aWMOACWUCTBHUS ~ MEXKAY  HUHTEHAHHUOOM W
nupPEHUIOHOM ITPH COBMECTHOM MPHUMEHEHUHU.

Oonosepemennoe npumenenue ¢ 20pPMOHATLHBIMU NEPOPATILHBIMU KOHMPAYENnMUBAMU
OpHoBpeMEHHOE  MpPUMEHEHHE  HUHTeNaHnb0a C  TOPMOHAJIbHBIMU  MEpPOpaIbHBIMU
KOHTPALICTITUBHBIMY CPEACTBAMH HE TIPUBOIIIIO K 3HAUMMBIM H3MEHEHUSM (hapMaKOKUHETUKH
TOPMOHAJIBHBIX MEPOPATBHBIX KOHTPALIEIITUBOB.

Hzogpepmenmot CYP

N3odepmentst CYP mnpuHuMaroT mnumib HEOOJbIIOE ydacTHe B OuwoTpaHchopmauu
HUHTeIaHnO0a. B TOKIIMHUYECKUX MCCIICIOBAHNUSIX HUHTEIAHUO M €r0 MeTa0O0IMTHI (CBOOOTHBIH
KHUCTIBI METa0O0JIUT HUHTEAaHNOA 1 ero TIIOKYPOHHT) HE MHTHOUPOBAIN M HE HHYIIMPOBAIIN
n3opepmentel  CYP. IloaToMy BEpOSTHOCTH JICKAPCTBEHHBIX  B3aUMOJACHCTBUU  C
HUHTEJIaHNOOM, OCHOBAaHHBIX Ha BIUSHUH Ha n3opepmeHTsl CYP, cuntaeTcss HeOOIBIION.

Oonospemennoe npumenenue ¢ Opy2uMu npenapamamu
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OnHOBpeMeHHOEe MpPHMEHEHHe HUHTeNaHn6a ¢ gonerakcenoM (75 Mr/m?) B CylecTBEHHOM
CTCTICHH HE U3MEHsET (PapMaKOKUHETHKY STUX MPEmapaToB.

OnHOBpeMEHHOE pUMEHEHHE HUHTeIaHnOa ¢ 003eHTaHOM HE U3MEHsSeT (PapMaKOKMHETHKY
HUHTegaHnOa.

Oonoepemennslii npuem ¢ nuujeil

BAPT'ATE® pexomenayeTcs MpUHUMATh OJHOBPEMEHHO C MUIIEeH (cM. pa3aen 5.2.).

4.6. @DepTUIBHOCTDH, 0€PEMEHHOCTH U JAKTAIUSA

bepeMeHHOCTB

CrnenuanbHbBIX HccleoBaHUM 10 npuMeHeHuto npenapata BAPI'ATE® Bo Bpewms
OepeMEHHOCTH y YeNOBeKa HE MPOBOAMIOCH, OJHAKO B JOKIMHUYECKHX HCCIECIOBAHUSIX Y
JKAUBOTHBIX YCTAaHOBJIEHA PEMPOAYKTHBHAS TOKCUYHOCTH 3TOro rmnpenapara. [lockoibky
HUHTEIaHUO MOXKeT 00JiajaTh YMOPUOTOKCUYECKUM JIEHCTBUEM y YEJIOBEKa, OH HE JIOJKEH
IPUMEHSTBCS BO BpeMsi OEpeMEHHOCTH, MOATOMY Mepe] HayalloM JIeYeHUs HEOOXOAUMO
MPOBEJICHUE TeCTa Ha OEPEMEHHOCTh, a TAKXKE BO BpEMs TEpaIriuu 10 Mepe HEOOXOIUMOCTH.
[TanuenTkaM cieyeT HEMEMJIEHHO COOOIIMTh Bpady O Pa3BUTUU OCPEMEHHOCTH BO BpPEMS
tepanuu npenapatom BAPI'ATE®. Ecnu Bo Bpemsi Tepanuu pa3BUBaeTCS OCPEMEHHOCTb,
HeoOXxoauMo TpekpaTuTh JedeHue mpenapatoM BAPIATE® wu npoundopmupoBaTh
MAIUEHTKY O MOTEHIIMAILHON OMAaCHOCTH AYMOPUOTOKCUYECKOTO BO3ICHCTBUS MIpermapaTa.
[Ipumenenne HuUHTeAaHHOA MOXKET OBITH BpemHO IS 1UioAa. JKeHIMHAM JETOPOIHOTO
Bo3pacra, mnpuHuMapmmMm mpenapatr BAPIATE®, cnegyer pekomeHaoBath u30eraTh
HACTYIUICHHSI OepeMeHHOCTH BO Bpems jedeHus npernapatom BAPI'ATE® u ucnonb3oBaTh
BBICOKOA()(DeKTHBHBIE METOJbl KOHTPALCHIIMU B Hayalle JICUCHUS, BO BpPEMs MPUMEHEHUS
npenapara u Ha IpOTSHKEHUU, 0 KpalHel mepe, 3 MecsleB Iociie npueMa MocieIHEeH A03blL.
Huntenanu® He oOkas3bplBaeT 3HAUYMMOTO BIMSHMS Ha OSKCIIO3ULHIO 3TUHWIACTPAAUONa U
JeBOHOprecTpena B IMiaazMe KpoBu. Ha 3ddekTuBHOCT, TOpMOHANBHBIX MEPOPATbHBIX
KOHTPAIICTITUBOB MOXET OKa3bIBATh OTPHUIIATEIHLHOE BIMSHUE PBOTA W/WIIH AUapes WIN APyTHe
COCTOSIHMSI C BO3MOXKHBIM HapyIIeHHWEM BcachiBaHUsA. JKEHIIMHAM, MPUMEHSIOUUM
TOPMOHAJIbHBIE MIEpOpaIbHbIe KOHTPALEITUBBI, JOJKHO ObITh PEKOMEHJOBAaHO HCIIOIb30BaHHE
aIbTEPHATUBHBIX BBICOKOA((EKTUBHBIX MEP KOHTPALICTILIHH.

Jlakramus

CrienuanbHBIX HCCIEIOBAHUN y YEIIOBEKA O BBIJCIICHUH HUHTENAHNOAa U ero MeTaboJIUTOB B
IPyAHOE MOJIOKO He MPOBOAMIOCH. B JOKIIMHUYECKUX UCCIIEJOBAHUSIX MIOKA3aHO, UTO Y KPBIC B
NepUoJ JIAaKTalliu B TPYAHOE MOJIOKO MPOHUKAET HEOOJBbIIOe KOJIMYECTBO HUHTEAaHH0a U ero

mMeTaboauToB (< 0,5 % OT BeMMYUHBI MPUMEHSBIICHCS 103b1). [103TOMY HEnb3s HCKIIOYHUTH

Hata ytBepxkaenus: 03.10.2022 16



PHUCK JJIsl HOBOPOXKIEHHBIX U TPyAHBIX Aereid. Bo Bpemsa neuenust npenapatom BAPI'ATE®D
KOPMIJIEHHE I'PYABIO CIEAYET NPEKPATUTE.

DdepTUabHOCTD

B noxnamHUYeCKHUX UCCIIeI0OBaHUIX MPU3HAKOB HapyIIeHUH (DepTHIILHOCTH Y CAMIIOB BBISIBJICHO
He Obuto. B cyOXpOHMYECKMX U XPOHHUYECKUX HCCIIEOBAHMUSIX TOKCHYHOCTH, BO BpeMs
KOTOPBIX YPOBEHb CHCTEMHOTO BO3JCHCTBHsI IIpemapaTa ObUT CpPaBHUM C YpPOBHEM,
JOCTUTAIOMIMMCSI TIPH UCIOJIb30BAHUHM MAaKCHUMAJIbHOM PEKOMEHAYEMOM /03Bl y UeJIOBEKa,
MIPU3HAKOB HapyIIeHUH GEepTUIIHHOCTH Y CAMOK KPBIC 0OHAPYKEHO HE OBLIO.

3a uHdpopMaleil o BIMSHUM JOLETaKcena Ha OepeMEeHHOCTh, TPyJHOE BCKapMIIMBaHUE U
bepTUIBHOCTD, MOXKAyICcTa, 00PATUTECh K COOTBETCTBYIOIIEH MHCTPYKIUU TI0 TPUMEHEHHTIO
ATOrO Mpernapara.

4.7. BiausiHue HA CTIOCOOHOCTH YIPABJATH TPAHCIIOPTHBIMHU CPeICTBAMM U padoTaTh ¢
MeXaHU3MaMHu

HccnenmoBanuii 1Mo BIMSHUIO TIperapara Ha CHOCOOHOCTh YIPABISATH TPaHCIOPTHBIMH
CpeACTBaMU U 3aHATUS JAPYTUMHU TOTEHIUAIBHO ONACHBIMU BHJIAMH JI€ATEIIbHOCTH,
TpeOyIOIIMMH TOBBIIIEHHOW KOHLIEHTPAlUM BHUMAaHHUS U OBICTPOTHI TICMXOMOTOPHBIX
peaKuuii, He TPOBOAMIOCH.

Bo Bpems mnpumenenust mnpenapata BAPI'ATE® nanueHtam HYy)XKHO pPEKOMEHIOBATH
cOOIOAAaTh OCTOPOXKHOCTh NIPH YIIPABICHUH TPAHCIIOPTHBIMY CPEICTBAMU WIIA MEXaHU3MaMH.
4.8. HexenarenabHble peakuuu

Pestome npoduist 6e3onacHOCTH

HMPJT

HaH60nee qacTo COOGH.I&BLHI/IMI/ICH HEXEJIaTCIIbHBIMHU pPCaKrAMU, CUHNTAaBIINMUCA
CBsI3aHHBIMU ¢ MpuMeHeHueM npenapata BAPITATE®, 6putn quiapest, moBBIIIEHUE aKTUBHOCTH
dbepmenToB neueru (AJIT u ACT) u pBota

HII®D, opyzue xponuueckue uoposupyrowue U3JI ¢ npozpeccupyrowyum penomunom u
H3JI-cCqQ

Haubonee wuacto cOOOIIABIIMMHUCS HEXKENATEIbHBIMUA pPEAKUMSIMH, CBSI3aHHBIMH  C
NMpUMEHEHWEM HUHTeIaHuOa, ObUTM Juapesi, TONTHOTa M PBOTa, 00JIb B 00JIACTH JKWBOTA,
CHMXKCHUC alllICTUTAa, CHUXKCHUEC MACChl TCJIa U ITOBBIINICHUC aKTUBHOCTHU (bepMeHTOB IICUYCHMU.

Pesome B d)ODMe TaOJIMIIBI HEKEIATEIbHBIX peaKIuit

YacToTa HeXeNnaTelIbHBIX pPEaKIUl, MPUBEICHHBIX HIDKE, HM3JI0KEHAa B COOTBETCTBUH CO
clenyromel rpajamnueii: ouenp yacto (> 1/10); gacto (> 1/100; < 1/10); vewacro (> 1/1000; <

1/100); penko (> 1/10000; < 1/1000); ouens penko (< 1/10000); Heu3BecTHO (4acTOTA HE MOKET
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OBITH OLICHCHA II0 OOCTYIIHBIM ,I[aHHI)IM). HaHHBIe 0 HCXKCIATCIbHBIX PCEAKIHAX TaAKXKE
YUUTBIBAIOT OIIBIT MOCTPECTUCTPAITUOHHOTO ITPUMCHCHMU .

HMPJT

CHcTeMHO-OpraHHbIN KJIacc

HesxesiaTenbHbIEe peakuu

YacToTa BOSHUKHOBEHHUSA

WNudekunn 1 MHBa3uK

abcrecc, cencuc’

qacTo

HapyuieHnust co cTOpoHbI KPOBU
1 TUM()ATHIECKON CUCTEMBI

HEUTPONEHHS® ¢ BO3MOKHBIM
pHUCKOM UH(EKIIMOHHBIX
OCIIOKHEHUT,

TaKHUX Kak

THEBMOHHS 2

OYCHb 4acCToO

(GeOpunbHasg  HelfTponeHus’;
TPOMOOIIUTOTICHUS

qacTo

nelKoneHus';

HCU3BCCTHO

Hapymieanss wmetabonm3ma u
MUTAHUS

CHMKXCHUC arreTuTa,

HApYIICHUE AJICKTPOIUTHOTO
OajaHca, BKJIIOYast

TUITIOKAJIMCMHIO

OYCHB 4acToO

00€e3BOKMBaHHE,
MaccChl Telia

CHM)XCHHC

qacTo

Hapymienus co cTopoHsI cep/iia

uHpapKT MHOKap/a

HCYAaCTO

Hapymenust co CTOPOHBI | TepudepruecKkas HelponaTus' | O4eHb YacTo
HEPBHOH CHCTEMBI roJIoBHas 6OJIB> 4acTo
actenus' HEU3BECTHO
HapyimieHus  cO  CTOPOHBI | KPOBOTEUEHHS OYEHb 4acTO
cocynos NOBBIICHUE  apPTEPUAILHOTO | 9acTo
JIaBIICHMYS, BEHO3HA
TpoMOOIMOOTHS
apTepuaibHas HEM3BECTHO
TpoMGo3MGOIHs '
AHEBPU3MBI M PACCIIOCHHE | HEM3BECTHO

aprepuit

Kenyo4Ho-KUIIIEUHbIE

Juapes, pBoTa, TOIIHOTa, 00JIb

OYCHb 4acCToO

HapyIEeHUs B )KHBOTE
nephopanuu XKKT?, | neuacro
naHkpeaTut’

KOJIUT HEU3BECTHO

Hapymenus co  cropoHsl
[EYEHH M HKEIYEBBIBOJSIIUX

nyTen

noBeienre akTuBHOCTH ACT,
AJIT, noBBIIICHE aKTUBHOCTHU
1ies0uHoi hocdarassl

OYCHb 4acCTO

HIOBBIILICHUE aKTUBHOCTHU
raMMa-TiIyTaMUuITpaHcgepasbl
ITT),

KOHIICHTpaIuy OMIupyOnHa

ITOBBINICHUC

qacTo
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JICKApCTBCHHOC MOpaXCHUC | HEYACTO

MeYeHN
HapyIeHus co CTOPOHBI MOYEK | IPOTCHHYPHS 9acTo
1 MOYCBBIBOJIAINNX Iy TCH MOYeYHAS HEJIOCTATOYHOCTD' HEU3BECTHO

Hapymiesuss  co  CTOPOHBI | MHTEPCTMIHMAIbHAsS  OOJE3Hb | HEM3BECTHO
NIBIXaTeIbHOU cucTeMsl, | nerkux'?, omplmka'?
OpTraHoB TIPyIHOH KIETKH U
CpelOCTEHHUS

HapyIiueHust co CTOPOHBI KOKH | MYKO3HT', BKJIFOYas CTOMATUT, | OYEHb YacTO
¥ TIOJIKOXKHBIX TKaHEH CBIIIb, AJIOTELIHS’

3y JacTo
!~ JlanHbIe HekKeNaTenbHbIE PEAKIMU HAOIIOAINCH NIPH MPOBEICHUH KIMHUYECKHX UCCIIEIOBAHUIA,

OJTHAKO CBs3b ¢ preMoM mpenapata BAPI'ATE® ne nokazana.

2. B knuHMUecKmx HUCCICA0BAaHUAX 4YaCTOTa BCTPEYAECMOCTH AOAaHHBIX HEXKCEIIATCIbHBIX peaKI_[I/Iﬁ y
ManMeHTOB, NMPHUHUMABOINX HI/IHTCI[aHI/I6 B KOM6HHaHHH C AOOLETAaKCEIOM, HE INPEBBIIIAJIA YaCTOTY
BCTPCUACMOCTHU TAKOBBIX Yy MALIUCHTOB, IPUHUMABIINX nnaue6o B KOM6I/IH3L{I/II/I C A0 CTAKCCIIOM.

3. HomanyﬁCTa, O6paTI/ITCCI> TAKXKC K UHCTPYKIUU 1O MCAUIITUHCKOMY NPUMCHCHHUIO JOLCTAKCCIIA.

4 - Cinyuan maHkpeatura ObUId 3a()MKCHPOBAHBI Y IALMEHTOB, IPUHUMABLINX HUHTEAAHUO IIPU JICYEHUH
NJI® u HMPJI. Bonbmast 4acTs 3TUX ciiyyaeB Obuia 3apKcHpoBaHa y MaueHToB ¢ nokasanuem NJIO.
Huapess gBIsIETCS 4acTO COOOIIABIIMMCS HEXKeNaTelbHbIM siBjieHHEM co cTtopoHbl JKKT.
OtrMeuaeTcss TeCHas BpPEMEHHAs CBSA3b MEXAYy pPAa3BUTHEM JHAaped U NPUMEHEHUEM
nouerakcena. B knuHuueckom uccnepoBanun LUME-Lung 1 nuapes nerkoil u cpensei
CTETICHH TSHKECTH OTMEYaliach y OONBIITMHCTBA MAIUEHTOB. J{napest > 3 cTeneHn TSHKECTH TpU
UCIIOJIb30BaHNU KOMOMHHUPOBAHHOTO JICYEHHUS OTMEYanach y 6,3 % maiueHToB, TOrAa Kak npu
MCIIOJIb30BaHUM OJIHOTO JIOLIETaKcea — TOJIbKO y 3,6 % manueHTos.

Takue dYacTo COOOIIAMOIIMECS HEXKeNaTelnbHble pPEaKiuu, KaK TOIIHOTa W pPBOTAa, B
OOJIBIIMHCTBE CITy4YaeB ObLIN JIETKON WM CPETHEN CTETEHU TSKECTH.

[lo paHHBIM KJIMHUYECKUX HCCIeAoBaHUM, mnpumeHenne mnpenapata BAPI'ATED® B
KOMOMHAIIUM C JOLIETaKCEJIOM CONPOBOXKJAJIOCh OoJjiee YacThIM pa3BUTHEM HEUTPOIEHUU
>3 crenenn TsokectH (o kputepusm CTCAE), wem B ciiydae OpUMEHEHHS OJHOTO
JloLIeTaKcena.

[ToBbrmienne aktuBHOCTH MieueHOUHBIX PpepmerToB (AJIT, ACT, LD, I'TT) u xoHueHTpauu
OmnupyOnHa OBUTO B OOJIBIIMHCTBE CIIy4aeB OOpAaTHUMBIM TPU YMEHBIICHUH O3Bl WIIH
MpEpbIBAHUH TEPAITUU.

WNurubupoBanne VEGFR crnoco6HO mpuBecTH K YBEIMYEHUIO pHCKa KpoBOTeueHHil. B
KJIIMHAYECKUX HCCIEAOBAHMAX Yy MAlMEHTOB C  AaJC€HOKApUMHOMOM, NPUHUMABIINX
BAPI'ATE®, moBbIlIeHHEe YacTOThl KPOBOTCUYECHHH OBLUIO CpPaBHUMO B O0EWX JICUYCOHBIX

rpynnax. CaMbIM 4acThIM BHJIOM KPOBOTEUEHHH OBLIO HOCOBOE KPOBOTEUEHHE JIETKOW HITH
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cpenHel creneHu TshkecTH. [lucOanmaHca JErOYHBIX HIIM CMEPTEIbHBIX KPOBOTEUEHUN HE
Ha0JI01aJ710Ch, O LepeOpalbHBIX KPOBOTEUEHHIX HE COOOIIAIOCh. BOMBIIMHCTBO JETaIbHBIX
KPOBOTEUCHHI OBUIN OITyXO0JIb-aCCOLUNPOBAHHBIMH.

B noctperucrtpanioHHOM TmiepuoAe HaOMIONATNCh CIydal HECEpPbEe3HBIX M CEPbE3HBIX
KPOBOTEYEHMI, HEKOTOPbIE M3 HUX IPUBOIAWIM K JETAIBHOMY HMCXOAY. Y IALMEHTOB C
KPOBOTEUEHMSIMU 3 WIN 4 CTENEHU TSKECTH CIEAYET TIIATEIBHO OLIEHUTDH MOJb3y U PUCKU
npopoikeHus Tepanuu npenapatoMm BAPTATE®, a Ttakxke HE00XOAMMO pacCMOTPETh
BO3MOXKHOCTh TpEKpalleHus: JaHHOW Tepanuu. [Ipu Bo300HOBIEHMM Tepamuu Mpernaparom
BAPI'ATE® pexoMeH1yeTCsl HCIIOJIb30BaTh CHHXKEHHYIO CYTOUHYIO J103Y.

Yacrora aprepHajbHBIX TpPOMOOIMOONMH B JBYX JIEUEOHBIX TpyNIax HCCICIOBAHUS
LUME-Lung 1 6bu1a cpaBHuMOii. [TanineHTHI ¢ He1aBHO NIepeHeCeHHBIM HH(APKTOM MUOKapa
WJIM UHCYJIBTOM U3 UCCIEN0BaHUS NCKIIFOYAIINACH.

Yacrora nepdopanuii JKKT B OTACIBHBIX JICUEOHBIX TPYNIIAX B KIMHUYECKUX UCCIICTOBAHMIIX
ObLJIa COMOCTaBUMA.

HII®D, opyzue xponuueckue uoposupyrowue U3JI ¢ npozpeccupyrowyum penomunom u
H3JI-cca

YacToTa BOSHUKHOBEHMS
JApyrue xpoHuyec-
CucremHo-oprannblii kiaace | HexenareabHble peakuuu Kkne pudposupyto- | M3 -
NP | mue U3JI ¢ npo- CCa
rpecCHpyOLIHM
¢enoTunom
Hapymenns metabonu3ma U | CHH)KEHHUE allleTUTa 9acTo OYEHb 4acTO 4acTo
MUTaHUs CHMKEHHE MaccChl Teja 4acTo 4acTo 4acTo
JeTupaTays HEYacTo HEe4acTo HeU3Bec
THO
Hapymenus co  cTopoHs! | HHGAPKT MHOKapaa HEYacTo HEe4acTo HEeU3Bec
cepaua THO
Hapyuienuss co  CTOpOHBI | KpoBoTeueHue ' 9acTo 9acTo 4acTo
COCYJIOB HOBBIIIEHUE aPTEPUAIBHOIO | HEYAacTO 4acTo 4acTo
JIaBJICHUS
AaHEBPU3MBI M PACCIOCHUE | HEU3BEC HEHM3BECTHO HEU3BEC
aprepuit THO THO
Hapymenuss co  CTOPOHBI | TPOMOOIIUTONICHUS HEYacTo HEe4acTo HEe4acTo
KpoBH H  JuMdaTHuecKon
CUCTEMBI
Kenynouno-kuiednsie nuapesi, TOUIHOTa, OONb B | OYCHb OYEHb 4acTO OYCHb
HapyIIeHUs 00J1acTH KHBOTA 9acTo 4acTo
pBOTa 4acTo OYEHb YaCTO OUCHb
4acTo
MaHKpeaTHT HEYacTo HEYacTo HEU3BEC
THO
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KOJIUT HEYaCTO HEJaCTO HEJaCTO
Hapymienuss co  CTOpOHBI | MOBBHIMIEHUE  AKTHUBHOCTU | OYCHB OYCHb YacCTO OYCHb
MEYCHH M JKEITYCBBIBOIAIIMX | MEYCHOYHBIX (HEPMEHTOB 9acTo 9acTo
myTen TIOBBINICHWE  AKTHBHOCTH | 9acTo OYCHb YacCTO 4acTo
AJIT
TIOBBINICHHE  AKTHBHOCTH | 9acTO 9acTo 9acTo
ACT, TOBBIIIIEHUE
aktuBHOCTU [TT
TIOBBINICHWE  AKTHBHOCTH | HEYACTO 9acTo 9acTo
menoyHoit pocdarazsl
MOBBIIIICHUE KOHIICHTPAIUH | HEYaCTO HEYacTo HEHU3BEC
ommpyOnHa THO
JIEKApPCTBEHHOE MOPaXKCHHUE | HEYACTO 4acTo HEYacTo
MEYCHU
Hapymienust co CTOPOHBI KOXKH | CHITIb 9acTo 9acTo HEJaCTO
Y TIOJTKO’KHBIX TKaHEH 3yA HEYacTo HEYacTo HEYacTo
AIOTICTIHS HEYacTo HEYacTo HEHU3BEC
THO
Hapymenus co  CTOpPOHHI | TOJIOBHAS 0OTh 4acTo 4acTo 4acTo
HEPBHOU CUCTEMBI
Hapymiernss co  CTOPOHBI | MPOTCHHYPHUS HEYaCTO HEJaCTO HEH3BEC
MOYEeK M  MOYCBBIBOJISIINX THO
myTei MOYEYHasl HEJJOCTATOYHOCTh | HEU3BEC HEYacTo HEYacTo
THO

! - TIpencTaBieHHbINH TEPMUH OMKCHIBAET GOJIEE IMMPOKYIO IPYIITY HEKENIATENbHBIX ABJICHUMN, HEKEIN
YeM OT/IEIHFHOE COCTOSIHUE WM TePMUH, npeaycMoTpeHHbrii MedDRA.

2 B MOCTPCTUCTPALTUOHHOM ICPUOAC Ha6J'IIOI[aJ'II/ICB CJIydau HECCPHE3HBIX U CCPHC3HBIX KpOBOTe‘lCHHfI,
HCKOTOPLBIC U3 KOTOPBIX NPUBOAUIIN K JICTAJIbHOMY UCXOAY.

B kImMHUYECKUX MCCIeOBaHUAX Iuapes ObU1a HanboJiee 4acTo PenopTUPYEMBIM JKEITyA0YHO-
KUIIIEYHBIM SBJICHHEM. Y OOJBIIMHCTBA MAIIUEHTOB JaHHBIC SBICHUS ObUTH JIETKOW U CpenHel
CTENEHNU TSKECTH M OTMEYAINCh Ha TMPOTSHKEHUM TNEPBBIX 3 MECALEB JiedyeHus. B
uccaenoanusax INPULSIS y manmenTos ¢ MJI® nuapes ormeudanace y 62,4 % no cpaBHEHHIO
¢ 18,4 % mauumenToB, nomyvaBmux npernapar BAPIATE® wnu nmnane6o cCOOTBETCTBEHHO.
Juapes crana npuuvHON cHM>XeHUs 1036l y 10,7 % manneHToB, a MpekpalleHus Tepanuu
npenapatoM BAPTATE® —y 4,4 % nauuentoB. B uccnenosanuu INBUILD y nanueHToB ¢
IpyruMu Xponudeckumu ¢pudposupyrommmu M3J1 ¢ nporpeccupyromumM (HEHOTUTIOM Tuapest
Oblla 3apeructpupoBaHa y 60,9 % manueHToB, NOJMydYaBIIUX JIEYEHHE IIpernaparoMm
BAPTATE® mno cpaBuenuto ¢ 23,9 % nomyuaBmux ruiane6o. Jlmapes crana mpUYUHON
cHmkeHus 1o3bl npenapata BAPI'ATE® y 16,0 % nanueHTOB M IPUYMHON IPEKpALLEHUS
Tepanuu y 5,7 % nanueHToB.

B wuccnenopannun SENSCIS y mamumentoB ¢ M3JI-CCJl auapes ormevanacs y 75,7 % B

cpaBHeHun ¢ 31,6 % mnammenTtoB, mnomyuaBmmx mnpenapatr BAPIATE® wu mnnaune6o
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COOTBETCTBEHHO. /{napes crana npuunHoN cHuxkeHus 1036l npenapata BAPI'ATE®D y 22,2 %
NAIMEHTOB U IPUYMHON IIPEKPALLEHUS TEpAauy npenaparom y 6,9 % mauueHTos.

TomrHOTa ¥ PBOTA OBLIM YaCTO COOOIIAEMBIMU HEXKETATEILHBIMHY SBICHUSMU. Y OOJBIIMHCTBA
MAlMEHTOB OTMEYAJIach TOIIHOTA U PBOTA JIETKOM WIM CPEAHEHN CTENEHH TSHKECTH. TOIIHOTa
CTaJla MPUYMHOM MpeKpalleHus JeUeHus MpernapaToM HUHTeAaHuO y 2 % manueHToB, pBOTa
cTaja mpuuuHOU mnpekpauieHus jnedenus y 0,8 % mamuentoB. B uccnenoBanuu INBUILD
YaCTOTa BO3HUKHOBEHHS TOILIHOTHI M PBOTHI, MPUBOJAIIMX K MPEKPAIICHUIO MPUMEHEHUS
npenapara BAPI'ATE®, coctaBuna 0,3 % wu 0,9 % coorBercTBeHHO. B mccnenoBanuu
SENSCIS TomHOTa W pBOTa CTadM MOPUYUHON MPEKpalIeHUsl JICYEHUsI MpenapaTtom
BAPT'ATE® y 2,1 % u 1,4 % naiimeHTOB COOTBETCTBEHHO.

WurubupoBanne VEGFR wMoxer OBITh CBSI3aHO C TIOBBILIGHHEM pUCKAa Pa3BUTHUS
KpOBOTE€UEHHH. B KIMHUYECKMX HCCIEIOBAaHUSAX YacTOTa Pa3BUTHS KPOBOTEUCHUH Y
MalMeHTOB OblJIa HE3HAYNTEILHO BhIlIe B rpymme npenapata BAPI'ATE® unu conoctaBuMoi
MEXIy TPYIIaMHU:

10,3 % no cpaBuenuto ¢ 7,8 % B rpynne mianedo B ucciaenosanuu INPULSIS;

11,1 % mo cpaBuenuto ¢ 12,7 % B rpynne mianedo B uccneaoanuu INBUILD;

11,1 % mo cpaBuenuto ¢ 8,3 % B rpynne mianedo B uccienosanuu SENSCIS.

Haubonee yacTpiMU HEXENATENbHBIMH SIBIICHUSMU B BUJEC KPOBOTCUEHUN OBUIM HOCOBBIC
KPOBOTEUEHHS, HE OTHOCHUBIIMECS K KaTeropuu cepbe3Hbix. Cepbe3Hble KpPOBOTCUECHHS
BO3HHUKAJIM HEYACTO U C OJUHAKOBOM YaCTOTOM B 00€UX TpyIIax Tepanuu:

1,3 % no cpaBuenuto ¢ 1,4 % B rpynne rianedo B uccienoanuu INPULSIS;

0,9 % mo cpaBaenuro ¢ 1,5 % B rpynmne mnarebo B uccnenoanuu INBUILD;

1,4 % o cpaBuenuto ¢ 0,7 % B rpynme 1iane6o B ucciegosanun SENSCIS.

B noctperucrpaniioHHOM TiepuoAe HaAOMIONATNCh CIy4dal HECEpPbEe3HBIX M CEPbE3HBIX
KPOBOTEUYEHH, HEKOTOPbIE U3 KOTOPBIX MPUBOJIWIN K JIETAIbHOMY Hcxoay. V3 KIuHNYecKux
WCCJICIOBAHUA HCKIIIOYAINCh TMAlUEHThl ¢ WH(GAPKTOM MHOKapAa WIM HHCYJIBTOM B
OmwkaiinieM aHaMHe3e. B KIMHHUYECKUX HMCCIENOBAaHMAX CIy4Yad Pa3BUTHS apTepUAIbHOM
TPpOMOOIMOOJIUH BCTPEUATHCH HEYACTO:

2,5 % no cpasaenuto ¢ 0,7 % B rpynmne mianedo B uccneaoanun INPULSIS;

0,9% 1o cpasaenwurto ¢ 0,9% B rpymnme miaie6o B uccienopannu INBUILD;

0,7 % mo cpaBaenuro ¢ 0,7 % B rpymnme miamnedo B uccnenoBanuu SENSCIS.

B nccnenoBanuu INPULSIS y 6ombiiero ynciia nanueHToB B rpyiie npenapara BAPTATE®D
pasBuBaiics uHpapkT muokapaa (1,6 %) no cpaBHenuto ¢ rpynmnoi riane6o (0,5 %), B To
BpeMsl KaK HEXellaTelIbHbIC PeaKIMK B BUJE UIIEMUYECKON 00JIe3HU cep/iia ObLITN CPaBHUMBI

B rpynnax HuHTenanuba u miare6o. B uccnenoBanusx INBUILD u SENSCIS ungapkr
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MHOKapAa BCTpPEYaJCs PEAKO B TpyIIe ManueHToB, nojy4daBmux npenapat BAPTATE®D —
0,9 % mo cpaBaenuro ¢ 0,9 % B rpynme mnane6o B uccrnegoBanuu INBUILD; 0% mo
cpaBuenuio ¢ 0,7 % B rpynme muiane6o B ucciegosanun SENSCIS.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0mare O NOA03pEBACMbBIX HEXKEIATEIBHBIX PEAKIHSIX I0CIe PErucTpanuu
npernapara ¢ 1ejblo 00ecredeHus] HeMPEepPbIBHOTO MOHUTOPHHTA COOTHOIICHUS «II0JIb3a-PUCK
JIEKapCTBEHHOTO Npernapara. MeAuIUHCKUM paboTHUKAM PEKOMEH]IyeTCsl COOOIIATh O JIF0OBIX
II0ZI03PEBAEMBIX HEXKETAaTEIbHBIX PEAKIMSIX JEKapCTBEHHOTO Ipernapara yepe3 HallHOHaJIbHbIE
CHCTEMbI COOOILICHHS O HEXKEIATeNbHBIX PEaKUUsAX TOCYIapcTB — wWieHOB EBpasmiickoro

9KOHOMHUYECCKOI'o COro3a:

Poccuiickas ®@enepanus

109074, MockBa, CnaBsHCKas IJI011a/b, 10M 4, cTpoeHue 1

®denepanbHas ciryk0a 1o Haa30py B cdepe 3apaBooxpanenus "Poczapasuanzop”
Tenedon:

+7 (495) 698-45-38

+7 (499) 578-02-30

daxc:

+7 (495)698-15-73

DJIEKTpOHHAA MOYTa:

pharm@roszdravnadzor.ru

CaiiT B nH(OpMAIIMOHHO-TEJIEKOMMYHHUKALIMOHHOM ceT «HTepHET»:

www.roszdravnadzor.ru

PecnyOmnmka Kasaxcran

010000, r. Hyp-CynraHn, paiton baitkonsip, yi. A. Umanosa, 13 (BL[ «Hypcaynert 2»)

PI'TI na IIXB «HaunonansHubiil LieHTp sKCHEpTU3bI IEKAPCTBEHHBIX CPEICTB U MEJULIMHCKUX
uznenuit» Komutera meaunuHckoro u (apMaleBTHUECKOro KOHTposis MuHucTepcTBa
3npaBooxpanenus Pecny6nuku Kazaxcran

Tenedon: +7 (7172) 78-98-28

OnexTponHas noyra: farm@dari.kz

http://www.ndda.kz

4.9. Ilepeno3upoBka

CHMIITOMBI

B kiMHMYECKMX WCCIEeNOBaHMIX HUHTEAAHWUO M3ydyasics B HaWBBICIIEH OJHOKPATHOM 03€
450 Mr onuH pa3 B JieHb. Taxke 3aUKCUPOBAHBI CIIy4ad MEPEeIO3UPOBKU MPHU MPUMEHEHUH

npenapata B MakcHMMadbHOM no3e 600 Mr B TedeHue BocbMu nHel. HaOmromaBmmecs
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HE)KeNaTeNIbHbIE SIBICHUS OBUTM COIMOCTaBUMBI C HU3BECTHBIM MpoduieM O0e30IMacHOCTH
HUHTEIaHn0Aa: yBeIMYCHHE aKTUBHOCTH (DepMEHTOB meueHu U HapyiieHus co ctoponsl JKKT.
[TanieHTH! MOMHOCTHIO BOCCTAHOBWIIMCH MOCIIE HEXENaTeNbHbIX SBIeHUI. B uccienoBanusx
INPULSIS ©6b11 3adukcupoBaH OWH Ciydail HENpPETHAMEPEHHOTO MOBBIMICHHS JO03BI 10
600 Mr 2 pa3a B AeHb Ha npoTsbkeHud 21 nus y mamuenta ¢ MJI®. B nepuoa HEKOppEKTHOTO
npreMa mpernapara ObpuT0 3aMKCUPOBAHO Pa3BUTHE HECEPHE3HOTO HEXKEIATEILHOTO SBICHUS
(Ha30¢apuHTUT), KOTOPOE KYNMHUPOBAIOCH B JTAHHOM Iepuone 0e3 perucTpanuy Kakux-iuoo
JPYTUX HEXKENATEIbHbIX PEaKIIU.

Jleuenue

Crnenuduueckoro aHTHIOTa Ha CilIy4dail mepeao3upoBKu HeT. [Ilpu momo3peHnu Ha
nepeno3upoBky HeooxonuMo oTMeHUTh BAPTIATE® u mpoBOAWUTH CHMIITOMATHYECKYIO
TEpanulo.

5. ®APMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoamHaMu4YecKHe CBOICTBA

®dapmakoTepaneBTUUYECKas IPyIIna: MPOTUBOOMYXOJIEBbIN MTpenapar — IPOTEUHKUHA3HI
UHTHOUTOP

Koxg ATX: LO1XE31

MexaHu3M IeHCTBUS

Huntenanu® — MHrUOUTOp THUPO3MHKHMHA3BI, OTHOCALIMIICS K KIAcCy MallbIX MOJEKYI,
OJIOKMPYIOINNA KWHA3HYI0 aKTUBHOCTH PEIENTOpOB (hakTopa pocTa dHAOTEIUS cocyaoB 1-3
(VEGFR 1-3), penentopoB TpomOouutapHoro ¢akropa pocta o u B (PDGFR o u B) u
penenTopoB dakropa pocta pudpodnactos 1-3 (FGFR 1-3). Kpome Toro, nuarudupyrorcst Fms-
nojao0Has MPOTEUHTUPO3UHKUHA3A (F1t-3), nuMdonuT-crienuduaecKas
nporenHTHpo3nHkuHa3za (Lck), mpoTooHkoreHHass MpOTEMHTHPO3WHKHHA3a (STCc) M KHHA3bI
penentopa KojoHuectumynupytomero ¢akropa 1 (CSF1R). HuHTenmanu® KOHKYpPEHTHO
B3auMoieiicTByeT ¢ aneHo3unTpudocdar (ATD) CBI3BIBAIONIMM yYaCTKOM 3THUX KHHA3 H
OJIOKMpYeT KackaJbl BHYTPHUKJIETOUYHOM TNepeJaud CHUTHAJlIOB, KOTOpblE, Kak ObUIO
POJEMOHCTPUPOBAHO, YYACTBYIOT B MaTOT€HE3e PEeMOAeTupoBaHus (GUOPO3HON TKaHU MpU

HHTCPCTUIIHAJIBHBIX 3a00/I€BaHUSX JIETKHX.

dapmakognaamuyeckue P PeKTel

OmnyxoyeBbIii aHTHOTEHE3 SIBJISIETCS MPOIECCOM, KOTOPbIM BHOCUT CYIIIECTBEHHBIM BKJIaJ B
poOCT, TpOrpeccHpoBaHHME M 00pa3oBaHME METacTa30B OMYyXOJH. OITOT HpoIecc
MPEUMYIIIECTBEHHO 3aIyCKaeTCsl MPOAHTHOTCHHBIMU (DaKTOpamu, TAKUMH Kak (pakTop pocra
sHJoTeNnus cocynoB U (aktop pocra pubpodmactoB (VEGF u bFGF), cexperupyeMbimu

OITyXOJICBBIMH KJICTKaMH, YTOOBI IMPHUBJICYb JSHAOTCIHAIBHBIC W IMCPHUBACKYJIAPHBIC KIICTKH
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X035lMHAa U OOJIETYUTh JOCTaBKY KHCJIOPOJAa M HUTATENbHBIX BELIECTB YEpe3 COCYAMCTYIO
cucreMy. Hwunrenanu® »5¢¢}exkTuBHO NPOTHBOACHUCTBYET OOpa30BaHUIO U  PA3BHUTHUIO
COCYJIUCTOM CHCTEMBI OITyXOJIH, TPUBOAUT K 3aMEIJICHUIO U OCTAHOBKE POCTA OITYyXOJIH.

B nccnenoBanusix in vitro Ha KJeTKax yejloBeka ObUIO TOKa3aHO, YTO HUHTEJaHUO HHIHOUpyeT
IPOILIECChl, NPEANOI0KUTENBHO CBSI3aHHbIE € WHMLOMANUed (uOpO3HOro mnaroreHesa, c
BBICBOOOXKICHHEM MPOPUOPOTHIECKUX MEAUATOPOB U3 MOHOLIUTOB Neprdepuyeckoil KpOBU U
c monspuzauueil MakpodaroB ¢ oOpazoBaHMEeM Makpo(]aroB, AaKTHMBHPOBAHHBIX IO
QJIbTEPHATUBHOMY NyTH. bbUIO MPOAEMOHCTPUPOBAHO, 4YTO HUHTEJAHMO HHIHOUpYyeT
byHIaMeHTaNBHBIC MTPoIiecChl (hruOpo3a opraHoB, mponudepauu 1 Murpanuu GuopooIacToB,
TpaHchopManuio B aKTUBHBIA (eHoTun MmuoduOpodIacTa M CEKPEUUI0 BHEKIECTOYHOTO
MaTpukca. B uccienoBaHusX Ha JKMBOTHBIX C MCIOJb30BAaHMEM MHOTOYHMCICHHBIX MOJETCH
NJI® (mamomartuueckuit nerounsii Gpuodpos), N3JI-CCJ] (nHTEepcTUIIMATBHBIC 3a00JICBaHUS
JIETKUX TpU cucTeMHou ckiepoaepmun), U3JI-PA (uHTEpCcTUIIMAIbHBIC 3200JI€BAHMS JIETKUX
Opd PEBMATOMIHOM apTpUTe) W JpyTruxX BHUIOB (ubpo3a OpraHoB OBLIO IOKa3aHO
POTHBOBOCTIAJIMTEIBHOE U TPOTHBOYUOPOTHYECKOE IeHCTBIE HUHTEJaHHOA B JIETKHX, KOXKE,
cepzle, noukax u neyeHu. Hunreaanu6 Taxoke 001a1aeT akTHBHOCTBIO B OTHOIIIEHUH COCYI0B.
OH yMeHbIIAJN amnonTo3 HHAOTEIHAIBHBIX KIETOK MHKPOCOCYJIOB KOXH M 3aMeassul
PEMOAETHPOBAHNE JETOYHBIX COCYZOB IyTeM YMEHBIICHUS Mposnepanu KIETOK TIaaKoi
MYCKYJIaTypbl COCYOB, TOJIIIMHBI CTEHKH JIETOYHBIX COCY0B U YMEHbBILAN IMPOLIEHTHYIO 00
OKKJIFO3UPOBAHHBIX JIETOYHBIX COCYJIOB.

5.2. ®apmakoKHHeTHYECKHE CBOICTBA

JInHENHOCTh

dapMakOKHMHETHKA HUHTEJAaHHO0A MOXKET CUMTAThCS JTUHEWHOW B OTHOIIECHHM BpEMEHH (T.€.
JTaHHBIE, TIOJTYYEHHBIE B CITyyae IPUMEHEHHs OHOKPATHOMN /103bl, MOTYT 3KCTPAINOJINPOBATHCS
Ha JJaHHbIE, [TOJyYCHHBIE B PE3YJIbTaTE€ MHOTOKPATHOIO IPUMEHEHHUS).

Haxonenne

[lociie MHOroOKpaTHOro IPUMEHEHHMsI Npenapara HakolulieHue cocrasiseT 1,04 mpu oueHke
MakcuManbHOW KOHIEHTpauu (Cmax) ¥ 1,38 1pm  omeHKe IUIomaaM T1ojJ KPUBOH
«xoHneHtpanusa-spems» (AUC:). OcrarodyHble KOHIIEHTpAIlMd HHHTEIaHMOAa OCTarOTCs
CTaOWJIFHBIMU B TEYEHME OJHOTO roa 1 Oosee.

Abcopbrs

Cmax HUHTEZAHHOA B TUIa3M€ KPOBH JOCTHUraeTcsi MpHONM3UTENbHO depe3 2-4 daca mocie
npuema rpenapara Bo Bpems efnl (nuamason 0,5-8 yacoB). AGcostoTHasi OMOIOCTYHOCTD
10361 100 Mr cocTaBisieT y 310pOBBIX 100poBoibLeB 4,69 % (90 % noBepuTeNbHbII HHTEPBA

(IN): 3,615-6,078).
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VYcTaHOBNIEHO, YTO 3KCMO3MIMS HUHTENAHMOA YBEIMUYMBAETCS MPOIMOPLHOHAIBHO J03€ (B
nuanaszonax 1103 50-450 mr oguH pa3 B aenb U 150-300 Mr gBa pasza B €Hb). Y CTOMUYMBbBIC
KOHIICHTpAIMHU B TUIa3M€ KPOBH JIOCTUTAIOTCS, KAK MAKCUMYM, B T€YEHUE OJTHOM HEJIeNH T0CIIe
Hayaja npueMa.

DKcrno3ulus HUHTeNaHHOa yBEIMYMBAETCS Mocie mpuema nuum npumepHo Ha 20 % mo
CpaBHEHHIO ¢ TpueMoM npenapata Hatouak (AM: 95,3-152,5 %), a BcacbIBaHUE 3aMeISETCS.
Menuana BpeMeHH JTOCTHKEHUSI MaKCUMAJIbHOM KOHIEHTPALMK B IJIa3M€ KPOBHU HATOLIAK —
2,00 gaca, mocne enpl — 3,98 gaca.

Pacnopenenenue

Pacnpenenenne HUHTEenaHMOa OCYIIECTBISIETCS MyTeM aByxda3zHoi kuHeTukH. Ilocie
BHYTPHBEHHOM HMH(]Y3UHM BO BpeMs TEPMHUHAIbHOHN (a3pl HaOmonaercs OobIIoi 00BeM
pacnpenenenus (Vd) 1050 i, reomerpuueckuit ko punuent Bapuanuu (gCV) 45,0 %.
Cas3piBaHNe HUHTeOaHHOA ¢ OeTKaMy IJIa3Mbl YEJIOBEKA i1 Vifro CUUTAETCS 3HAYUTEIbHBIM,
cBsizaHHas (ppakuus coctasiseT 97,8 %. OCHOBHBIM OETKOM, yYacTBYIOLIUM B CBS3bIBAaHUM,
CUMTaeTCs anbOYMHUH CHIBOPOTKH KpoBH. HUHTEIaHNO MPEenMyIIECTBEHHO paclpeesseTcs B
rJ1a3Me, COOTHOIIEHUE KPOBb/Ta3ma cocrasisier 0,869.

Huntenanu6 siBisiercst cyocrtpaTom jutst rimukonporenna-P (P-gp). [Tokazano, uto HUHTEIaHUO
in vitro He sBISeTCA CyOCTpaTOM WM HHTUOWTOPOM MOJHIIECTITHAHBIX TEPEHOCUUKOB
opraamueckux annoHoB (OATP-1B1, OATP-1B3, OATP-2B1), nepeHocurka opraHU4eCKHX
katroHoB-2 (OCT-2) wim Oenka, acCOIMUPOBAHHOTO C MHOXKECTBEHHOW JIEKapCTBEHHOMN
ycToiunBocThio-2 (MRP-2). Huntenanu® Ttaxxke He sBiseTcs cybctpatom s Oenka
pe3ucTeHTHOCTH paka MosiouHoi xene3pl (BCRP). In vitro Obuio yCTaHOBIIEHO, YTO
HUHTEIaHUO obnanaer ciaaboi nHruOupyromei akTuBHOCThIO B oTHOIIeHu OCT-1, BCRP n
P-gp, 4yTo, Kak cuHMTaeTrci, MUMeeT HEeOOJbIIYI0 KIMHUYECKYI0O 3HAUYMMOCThb. Takoe ke
3aKJII0YEHUE CCIIaHO B OTHOIIIEHUN HUHTenaHn0a kak cyocrpara miust OCT-1.

Buorpancdopmarnus

OcHoBHOW  peaknueid, ydacTBymOIIel B  MeTaboiau3Me HHUHTeHaHHOa,  SBISETCS
THJIPOJIMTUYECKOE PACLICNIJICHUE C TIOMOIIBIO 3CTepa3, YTO MNPUBOJUT K OOpa30BaHMIO
CBOOOJHOIO KHMCIOro MeTa0oJuTa HUHTeNaHnO0a. B NTOKIMHMYECKUX MCCIENOBAaHUSAX in Vivo
YCTaHOBJICHO, YTO JIaHHBIA MeTa0oIUT He 001a1aeT 3¢ (hEeKTUBHOCTHIO, HECMOTPS Ha BIUSHUE
Ha IIeJIeBbIE PELeNTOphl Mpenapara. B panapHeWIeM OH TIIIOKYpPOHU3UpyeTcs (hepMeHTaMH
ypuauH-1udochar-rmrokyponosmnrpanchepazamu (UGT 1A1, UGT 1A7, UGT 1A8 u UGT
1A10) c o6pa3zoBaHrEeM TITIOKYPOHHIA.

Cumnraercs, 4yto OuoTpaHcopmanusi HHUHTeZaHuHOa ¢ yudactueM wuzodpepmentoB CYP

MPOUCXOUT TOJIEKO B HEOOJIBINION CTETIEHH, OCHOBHOE yuacTue npuHumaet uzopepment CYP
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3A4. B uccnenoanuu ADME y 4enoBeka OCHOBHOM METabOIUT, 00pa3yONIUHCs ¢ y9acTHEM
uzopepmenToB CYP, 0OHapyXuTh B Mia3me He yaaiaock. I1o maHHBIM MccleioBaHus in vitro,
CYP-3aBucumblii MeTaboNM3M COCTaBisieT HpUMEpHO 5 %, Torga Kak paclleruieHue,
OCYILECTBIISIEMOE ICTEPA3AMHU, COCTABIISIET 25 %o.

OJIMMUHALNA

OOt KIMpeHc U3 TIa3Mbl IOCIe BHYTPUBEHHONW MHQY3un cocrapisger 1390 mn/mun (gCV
28,8 %). Dkckpernus MOYKaMH HEM3MEHEHHON aKTHBHOH CyOCTaHIIMM B TeueHue 48 yacoB
nocie npruemMa HUHTeIaHnoa BHYTph coctasisieT npumepHo 0,05 % ot Benuunnbl 10361 (CV
31,5 %), a mocine BHyTpuBEeHHOro BBeneHUs — npumepHo 1,4 % (gCV 24,2 %); nmouedHblit
knuperc cocrasnsger 20 mu/mun (gCV 32,6 %). Iocne npuema BHyTph ['“C]-HuHTenaHNGA
pPaAMOaKTUBHBIN MaTepHai BEIBOIUICS IPEUMYIIECTBEHHO C KeITYbI0 U O0HAPYKUBAJICS B Kaje
(93,4 % ot BenuuuHbl 10361, gCV 2,61 %). Bxian nmoyeyHoi 3KCKpeluu B OOIIMI KIHPEHC
cocrasisieT 0,649 % ot Benmmuunsl 10361 (ZCV 26,3 %). BeiBenenue cuntaercs noaHbM (0osee
90 %) guepes 4 nus nocie npuema. [lepuoa nmomyBsiBeieHUs: HUHTeAaHOa cocTaBiseT oT 10 1o
15 gacoB (gCV mpumepho 50 %).

3aBuCHMOCTB 3P dEeKTa OT IKCIIOZUIIUU

HMPJI

B xone wuccnemoBaHWS 3aBUCUMOCTH HEKENATENBHBIX SIBICHUH OT (papMaKOKMHETUKH
HUHTelaHnOa OblUla yCTaHOBJIEHA TEHJAEHLHUA K 0ojiee 4acTOMY IOBBIIMICHUIO aKTUBHOCTHU
(dbepMEeHTOB TIeYEHU TPHU OOJIbIIEH SKCIO3UIMU HUHTenaHnOa. [1omoO6HOM 3aBHCUMOCTH HE
OTMEYAETCs 11l HAPYILLIEHUM CO CTOPOHBI ey 1I0uHO-KuieyHoro Tpakra (JKKT).

Jis  KIMHUYECKMX KOHEYHBIX TOYEK aHajdu3 B3aUMOCBS3U  (aPMAaKOKMHETHKH C
s¢dexTuBHOCTRIO He mnpoBoawicsa. C MOMOLIBI0 METOJa JIOTUCTUYECKOW perpeccuu
YCTaHOBJICHA CTATUCTUYECKH 3HAUMMas B3aUMOCBSI3b MEXAY SKCIO3UIMEN HUHTenaHuOa u
BIUSHUEM Ha U3MEHEHHUs, OOHapyKMBaeMble METOJOM JIMHAMHUYECKOW KOHTPACTHOMN
MarHUTHO-PE30HAHCHOU ToMOTrpaduu.

HJID, opyaue xponuueckue guobpozupyrowue M3JI ¢ npoepeccupyrowum penomunom u M3J1-
cca

AHaJu3 3aBUCUMOCTH «3KCIO3ULIMSI-OTBET) MOKA3aJl HAJIMYKUE B3aUMOCBSI3U THNA Emax MeXIy
BO3/JCHCTBUEM B Juamna3oHe, HaOmonaBiiemcs B psane ucciemoBanuii II u Il ¢asel, u
€XKETOTHBIM YPOBHEM CHIDKCHHS (POpPCHpPOBAaHHOW IKMU3HEHHOM eMKocTh Jserkux; ECso
COCTaBJIsIa OKOJIO 3 HI/MII (OTHOCHTENbHAsI CTaHIApPTHAsI OMOKa: MPUOIU3UTENBHO 55 %).
st cpaBHEHUsT MeauaHa HAOI0IaeMbIX MUHUMAIbHBIX KOHIICHTpAlUH HUHTEAaHHOA TpH
npumeHenun npenapata BAPITATE® B noze 150 mr 2 pa3a B CyTKM COCTaBjsula IPUMEPHO

10 ar/MI.
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B oTHOmIEHNN 6€3011aCHOCTH, BO3MOKHO, UMeeTcs caaldasi B3aMMOCBSI3b MEX]y SKCIIO3UIUEH
HUHTEaHuO0a B IJ1a3Me KPOBU M MIOBBIIICHHEM aKTUBHOCTH allaHMHaMuHoTpaHcdepassl (AJIT)
w/wm acnapraramuHoTpancgepassl (ACT). dakTuuecku nmpuMeHsieMas 1032 MOXET ObITbh
OoJiee CyIIECTBEHHBIM TIPOTHOCTHYECKUM (DAaKTOpPOM pHCKa pa3BUTHS JUApeH 1000
MHTEHCUBHOCTH, JJa)K€ €CJIM SKCIO3ULUI0 B IUIa3M€ KPOBM HENb3sl MCKIIOYUTH B KAueCTBE
OTIpeNIeNAIoNIEero (pakTopa pucka.

DapMaKOKUHETUKA YV 0COOBIX IOMYJISLUN MTAlIMEHTOB

®apMaKOKMHETUYECKUE CBOIICTBa HHUHTelaHMOa ObUIM COMOCTaBHUMBI Y  3OPOBBIX
no6poBosbiieB, manueHToB ¢ WJID, npyrumm xponumdeckumu ¢uodposupyromumu M3JT ¢
nporpeccupytouum  penotunom, HW3JI-CCII u HMPJI. CormacHo pe3ynbraram
MOMyJIIMUOHHOTO (bapMaKOKI/IHeTI/I‘-IGCKOFO aHajln3a MW OIIUCATCIbHBIX I/ICCJ'IC,Z[OBaHI/II‘;I, Ha
BO3JICHCTBUE HUHTEIaHN0A HE BIUSI 1OJI (C YIETOM MAaCChI TeJa), HapylmeHUs (YHKIIH TOYECK
JIETKOW U CpeHEN CTENEeHU TSKECTH (pacCUUTaHHbIE IO KIIMPEHCY KPEaTUHUHA), METacTashbl B
neyeHu, obiee cocTossHue OOJBHOTO (OLIEHKa Mo ONpocHUKY Bocrounoit OO0beITuHEHHOM
Omnkonoruueckoit ['pynmel, Eastern Cooperative Oncology Group (ECOG)), ynorpebnenue
ankoroysi, win TreHotun P-gp. TlomynsiuoHHBIA (DapMaKOKWHETHYECKUA aHajIu3 BBISBUJ
yMEpeHHOe BIMSHHE BO3pacTa, Macchl Teja M PacoBO MPHUHAIJICKHOCTH Ha BO3IEHCTBHE
HUHTenaHnOa. B cBs3u Cc TeM, dYro HaOMIOAanach BBICOKAsS MEKHHIWBUIYaIbHAS
BapI/IaGG.HBHOCTB BOB,Z[GI\/'ICTBI/I}I, STU BIUSHUS HE CYUTAINCH KIMHUYECKH 3HAYNMBIMU. TeM He
MeHee, peKOMEHAYeTCs TIIAaTeIbHOe MOHUTOPHUPOBAHUE MAIIUEHTOB, Y KOTOPHIX BBISBISETCS

HECKOJIBKO TaKUX (paKTOPOB pUCKa, IPEICTABICHHBIX HIXKE.

Bospacm

DKCMO3UIMsI HUHTEJAaHNO0A JTMHEHHO YBEIMYMUBACTCS C BO3PAcTOM. Y 45-JI€THUX MaIlMEeHTOB
(5-1 mponenTrin) 3HaueHne AUC ss (B paBHOBECHOM COCTOSIHUM Ha MEPUOJ J03UPOBAHUS)
Obu10 HIKEe Ha 16 %, a y 76-nerHux manueHToB (95-if mpoueHTwib) Beime Ha 13 % mo
CPaBHCHHMIO C TMAalMEHTaMH, MeJHaHa BO3pacTa KOTOPHIX cocTaBisuia 62 roja. Juamazon
BO3pacTa, OIICHWBABIIUKCA B XOJE aHaln3a, cocTaBisin 29-85 yer; Bo3pact Oosee 75 mer
OTMEYAJICS IPUMEPHO Y 5 % MOMyJISALNY NALUEHTOB.

AHaJOTUYHBIE UCCIICIOBAHUS Y ETEH HEe TPOBOAMIIUCE.

Macca mena

Hab6mromaercs oOpaTtHasi KOppessus MEXKIy MacCcoil Tela W AKCIIO3MIMEeH HUHTenaHuoOa. ¥
nanueHToB ¢ Maccoit Tena 50 kr (5-i mpouenTuiib) BenmnunHa AUC s yBennunBanach Ha 25 %,
a 'y mauueHToB ¢ Maccoit Tena 100 kr (95-i npoueHTHIb) yMeHbInanack Ha 19 % 1o cpaBHEHUIO

C MalMeHTaMM, MEMaHa MacChl TeJla KOTOPbIX cocTaBisia 71,5 kr.
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Paca

Cpenssisi TIOMYJSAIMOHHAS OSKCMO3uIus HUHTenaHuO6a Ha 33-50 % BbIlle y TAIMEHTOB-
KUTallleB, TailBaHbLIEB M WHAMWMIIEB, U Ha 16 % BblIE Yy MalMEHTOB SIMOHCKOTO
MPOUCXOXKICHUSA, a y TMalMeHTOB-KOpelleB — Ha 16-22 % Humxke, 4eM Yy NalUEHTOB
€BpOTICOUTHON pachkl (C TONMpaBKOW Ha Maccy Tena). JlaHHbIe B OTHOIIEHWH TAI[UEHTOB
HETPOUJHON pachl SIBISIIOTCA OYEHb OrPAHMYEHHBIMHU, UAIA30H 3TUX JAHHBIX CXOAEH C
NalMEeHTaAMH €BPOIEOUIHON PACHI.

Hapywenusa ¢pynkyuu nevenu

B uccnenosanuu 1 ¢a3el npu u3yuyeHUN OJHOKPATHOTO BBEJCHUS Tpenapara 3HaueHUs Cmax U
AUC 0Obuma B 2,2 pa3a BbIIIE Y TOOPOBOJBIEB C JIETKUMH HAPYIICHUSMU (PYHKIIUUA TICUCHU
(kmacc A mo mxkane Yaina-ITeto; 90 % AU 1,3-3,7 mng Cmax w 1,2-3,8 mua AUC
COOTBETCTBEHHO), YEM Y 3JI0POBBIX JOOPOBOJIBIICB.

VY 106poBOJIBIIEB C YMEPEHHBIMH HapyIIeHUsIMH (QyHKIIMU niedyeHH (kiaace B no mkane Yaiina-
[Te10) 3HaUEeHUE Cmax (90 % AU 4,4-13,2) Obuto B 7,6 pasa BeIlIe, U 8,7 pa3a BhIIIC 3HAYCHUE
AUC (90 % AU 5,7-13,1) coOTBETCTBEHHO, B CPABHEHHUH CO 3/I0POBBIMH JOOpOBOsIbIIaMU. B
UCCJIEIOBAaHUM HE MPUHUMAJU Y4YacTHsl MAlMEeHThl C TKENbIMU HapylIeHUAMU (QyHKIUU
neyenu (knacc C no mkane Yaitna-I1s10).

OI[HOBDGMGHH&SI TCpaluia C HI/IDd)eHI/IHOHOM

bbulo mpoBeneHO U3ydYeHHE COBMECTHOTO NpPHUMEHEHHUs HUHTeAaHuO0a U mnupdeHujoHa y
naneHToB ¢ MJI® B pamkax crnenuaJbHOr0 (PapMaKOKMHETHUYECKOTO HCCIEIOBAHUS.
[TarmeHTHI TIEPBOM TPYIIBI TOMYYATH OJHOKPATHYIO 103y 150 Mr HuHTenaHuba 10 Hayana
MIOCTETICHHOTO TMOBBIMIEHUS 03Bl MUPPEHUI0HA 10 MakcuMmanbHOU (o 801 mMr Tpu pasa B
CYTKH), U €llle OJHY 103y HuHTeAaHuOa 150 Mr mo IOCTHKEHUH paBHOBECHOT'O COCTOSIHUS (B
nocJIeTHUM JeHb). [lanueHTsl BTOPOH TPYIIIbI MOdydaad MUpPEHUI0H B MOCTOSIHHOW 1103€
801 Mr Tpu pasza B cyTkdu. Y HUX OblIa IpoBeAcHa oleHKa (apmakokuHeTHdeckoro (OK)
npoduis 10 Hayaa COBMECTHOM Tepanuu U 4epe3 7 THeH COBMECTHOTO NMpueMa HUHTeJaHn0a
B 103upoBke 150 mr aBa pasza B cyTku. B nepBoil rpynmne cCKOppeKTUPOBAHHBIE COOTHOIICHUS
cpennereomeTpuyeckux 3HaueHu# (90 % JAU cocrasisim 93 % (57-151%) u 96 % (70-131 %)
hias: | oKa3arejei Cnax u
AUCy., nuaTenannba cooTBeTcTBeHHO (n=12). Bo BTOpOi#l rpymme CKOPpEeKTHPOBAHHBIE
COOTHOLIEHUS cpenHereoMerpuueckux 3HaueHuit (90 % JAN) cocrapnsian 97 % (86-110 %) u
95 % (86-106 %) nns nokazateneit Cmax,ss © AUCy, ss TUpPeHnoHa COOTBETCTBEHHO (n=12).

OI[HOBDGMGHHOG OPUMCHCHUC C TOPMOHAJIBHBIMH IICPOPAJIBHBIMHU KOHTPALICIITUBAMUA

B cnenmansHOM mMccnenoBanuu (hapMaKOKWHETHKU MAMeHTKH skeHckoro nona ¢ U3JI-CCJI

MOJIyJaJId  OJHOKpaTHYI A03y KkKomOwHamuu 30 MKr sSTuHWiIdCcTpamuona w150 Mkr
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JIEBOHOprecTpena 10 u nocie npuema 150 Mr HuHTeaHMOA JBa pa3a B CyTKU B TeueHue 10
nHeill. CKOppEeKTHPOBAHHOE COOTHOLIEHME TIE€OMETPUYECKMX cpenHux 3HadeHud (90 %
noseputenbHbli nHTEpBaI ([IN)) coctaBumno 117 % (108—127 %; Cmax) 1 101 % (93111 %;
AUC.tz) ans stuamimactpagauona u 101 % (90-113 %; Cmax) 1 96 % (91-102 %; AUCo.z) nuis
JIEBOHOpPrecTpesa COOTBETCTBEHHO (n = 15), 4To yKa3plBaeT Ha OTCYTCTBHE 3HAYHMMOIO
BJIUSTHUSL OJJHOBPEMEHHOTO MPUMEHEHHSI HUHTETaHN0a Ha YKCIO3UINI0 dTUHUIICTPAANOIA U
JIEBOHOPrecTpesa B IJIa3Me KPOBHU.

6. ®PAPMAIIEBTUUECKHWE CBOVWCTBA

6.1. IlepedyeHb BcnoMoOrateJibHbIX BellleCTB

BAPI'ATE®. 100 mr, MITKHE KaCyabl

Tpurnuuepuasl CpeaHen Lenu

TBepaplit xKup

Jlenutuu

OO6omnouka Karmcynbl: xkenaTuH, raurnepud 85 %, tutana muokcupa (E171), xemeza oxcup
KpacHBIN (CycrieH3us ¢ TIUIepuHOM 85 %), jKene3a OKCHJI KENThIH (CYCIeH3Hs ¢ TIIUIEPHHOM
85 %), uepuuna Onakon® tun S-1-17823.

BAPI'ATE®, 150 Mr, MATKHE KancyJbl

Tpurnuuepuasl CpeaHen Lenu

TBepablii xKup

Jlenutuu

OO0osouka KamcyJbl: XKenatuH, riauiepud 85 %, turana muokcuna (E171), sxemeza oxcup
KpacHBIN (CyCrieH3us ¢ TIUIepuHOM 85 %), jKene3a OKCHJI KENThIH (CYCIeH3Hs ¢ TIIUIEPHHOM
85 %), uepHuia Omnakox® tum S-1-17823.

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpoK XpaHeHHs)

3 roga.

He ucnonp3oBaTh nocsie UCTeYeHUs CpoKa rOTHOCTH

6.4. Oco0Oble Mepbl NPETOCTOPOKHOCTH NPU XPAHEHUH

XpaHUTh B OPUTMHAIBHOM YIIaKOBKE MpHU TemIiepaType He Bbiie 25 °C.

6.5. Xapakrep u cogep;kaHHe EPBUYHON YIIAKOBKH

Kancynor 100 me

ITo 10 xancyn B Al/Al 6auctep. 6 61MCTEpOB B MAUKy KAPTOHHYIO C JIUCTKOM - BKJIQ/IBIILIEM.

Kancynwr 150 me

[To 10 xarcyn B Al/Al 6auctep. 6 61MCcTepOB B TAYKy KAPTOHHYIO C JIMCTKOM - BKJIQJIBIIIIEM.
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6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TNPU YHHUYTOKEHHH HCIOJHb30BAHHOIO
JIEKAPCTBEHHOI'0 TMpenapara MJIH OTX0A0B, IMOJYYEHHBIX TOCJe NPUMEHEHUs
JIEKAPCTBEHHOTI'0 Mpenapara u Apyrue MaHUMYJIALIMHU ¢ PenapaToM

Becp ocraBmmiics J€KapCTBEHHBIM TMpemapar W OTXOAbl CJIEAYET YHUYTOXUTH B
YCTaHOBJIEHHOM IOPSIKE.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Bepunrep Uurensxaiim UaTepremsn ['M6X

bunrep tpacce 173, 55216 Unrenbxaiim-Ha-Peiine, ['epmanus

Ten: +49 - 6132 -770

®axkc: +49 - 6132-720

7.1. IlpeacraBuTe b Jep:KaTessl PericTPAlMOHHOIO Y10CTOBEPEHHUS.

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

00O «bepunrep NHrenpxaiim»

Poccus

125171, Mockaa, Jlennnrpazackoe mocce, 16A, ctp.3

Ten: +7 (495) 544 50 44

daxkc: +7 (495) 544 56 20

OnextponHas noyra: info.ru@boehringer-ingelheim.com

8. HOMEP PETUHCTPAIIMOHHOTI O YIOCTOBEPEHUS

9. JIATA MEPBUYHOM PETUCTPALIMA (IIOATBEPXKJIEHUS PETUCTPALIMN,
INEPEPEI'MCTPALIUN)

JlaTa niepBoii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA
OOmast  xapakTtepucTuka JekapcTBeHHoro mnpenapata BAPIATE® noctymHa Ha
MHPOPMALIMOHHOM mopTtane EBpa3suiickoro 3KOHOMHMYECKOIO CO103a B HH(POPMALMOHHO-
KOMMYHUKAIMOHHOU ceTH «IHTEepHEeT»

http://eec.eacunion.org/.

Hata ytBepxkaenus: 03.10.2022 31



JIucTOK-BKJIAABII — HHGOPMALUA ISl MAIMEHTA

Baprared®, 100 Mr, MArkue KancyJibl
Baprared®, 150 Mr, MArkne KancyJibl

JleiicTByro1IIeEe BEMIECTBO: HUHTEIAHUO

Ilepen mpuemom mpenapara MOJHOCTHIO NMPOYUTANTE JIMCTOK-BKJIAABINI, TOCKOJIbBKY B
HeM cojiep KaTcsl BaskHble 1J1s1 Bac cBeqenus.

e CoxpaHHTe JaHHBIN JTUCTOK-BKIAbIIL. Bo3MoxHO, Bam moTpedyercs mpoynTarTh
€ro ele pas.

e Ecmu y Bac BO3HHMKIM JONOJIHUTENBHBIE BOIPOCHI, OOPAaTUTECh K JIeHalleMy
Bpady.

e [lpenapar HazHaueH umeHHO Bam. He mepenasaiite ero apyrum mogsam. OH
MOJKET HaBpPEIUTh UM, JAXKE €CJIM CUMITOMBI UX 3a00JIeBaHMs COBIAJAIOT C
Bammumu.

e Ecmu y Bac Bo3HUKIM Kakue-THOO HEXENaTeNbHbIE peakiuu, 0OpaTHUTECh K
JevameMy Bpauy. JlaHHas pEKOMEHIAIUS paclpoCTpaHseTcss Ha Jo0ble
BO3MOXKHBIC HE)KEJATEIbHBIC PEAKIMH, B TOM YHCJIC HAa HE NEPEUUCIICHHBIC B
paznene 4 TucTKa-BKJIaAbIIIA.

Conep:kanue JJMCTKA-BKJIAAbIIIA

Yro u3 cebs npescTasnser npenapat Baprared®, u 1/ 4ero ero IpUMEHSIOT.
O ueMm crieyeT 3HaTh Hepejl NpueMoM npenapata Baprated®.

IIpuem npenapata Baprared®.

Bo3MokHBIE HeXeTaTelIbHbIE PEaKIINH.

Xpanenue npenapara Baprated®.

CoaepkuMoe YIaKOBKU M ITPOYUE CBEICHHS.

A

1.Yt0 u3 ceds npeacrasisieT npenapat Baprared®, v 1Jis 4ero ero npuMeHsIIoT

JleficTByIOIMM ~BelleCTBOM Hpenapata Baprateg® sBnsercs HuUHTeNaHWO, KOTOPHIii
OTHOCHUTCS K TpyNme WHTHOUTOPOB  NPOTEMHKWHA3bl. HuHTemanu®  Oiokupyer
BHYTPUKJIETOUHBIE MEXaHU3MbI, NIPHUBOJAIIME K YPE3MEPHOM aKTUBAaLUM IPOLIECCOB
aKTUBHOT'O POCTa COCYAOB (B TOM 4HCJIE POCTa KPOBEHOCHBIX COCYJIOB B OITyXOJIH), a TAKKe
mporeccoB oOpa3oBanus GUOPO3HOI (pyO110BOIT) TKaH| B eTkuX. [103TOMY NaHHBIN penapar
MPUMEHSIIOT IS JIEYEHHSI OHKOJIOTHYECKOT0 3a00JI€BaHMsI - HEMEJIKOKJIETOUYHOTO PaKa JIETKOTO
(HMPJI), a Takxke Npu WHTEPCTHLHAIBHBIX 3a00J€BaHUAX JIETKUX, KOTJA €CTh MPU3HAKU
pasButus pudpo3sa.

IToka3aHusi K NPUMEHEHUI0

IIpenapat Baprared® nokasan k mpIMeHEHHIO y B3pOCIBIX (B BO3pacTe oT 18 jer) s
JICUCHHUS:

e MecTHOpPacIpOCTPaHEHHOTO, METacTaTUYECKOT0 WIH PELUAUBUPYIOIIETO
HeMeNKOoKJIeTouHoro paka jgerkoro (HMPJI) (aneHokapunnoma) mociie XuMHOTEpanuu
MepBOM JTMHUM B KOMOMHAIIMH C JOLIETAaKCEIOM.
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e Umuomaruueckoro nerognoro pudposa (MJID) (uauonaruueckoro GpudOpO3UpPyOIIETo
aJIbBEOJIUTA); AJIS JICUEHUS U 3aMEJIEHUS IPOrPEeCCUPOBaHUs 3a00JI€BaHusl.
e Jlpyrux XpOHHYECKHUX (PUOPO3UPYIOIMIMX HMHTEPCTHLHMAIBHBIX 3a00J€BaHUN JIETKUX
(13J1) ¢ mporpeccupyromum (HEeHOTUTIOM.
e lHTepcTUIMATBHBIX 3a00JI€BaHUI JIETKUX MpHU cucTeMHON ckiepoaepmun (M3JI-
CCh).
Ecnu ynydimenue He HacTynwIo uin Bl uyBcTByeTe yxyameHne, HE0OOX0IUMO 00paTUThCA K
Bpauy.

Cnoco6 aeiicreus npenapara Baprared®

Mecmnopacnpocmpanennsiii, Memacmamudeckui Ui peyuousuUpyrOuUti HeMeaKoKIemoyHbll
Pak 11e2ko2o (A0eHOKapyuHoMa) nocie XUMuomepanuu nepeou JNUHUU 6 KOMOUHAyuu c
odoyemakcenom

Hunrenanu® OlOKMpYyeT aKTUBHOCTh TPYIMIIBI OEJIKOB, YYAaCTBYIOLIMX B 00pa30BaHUU HOBBIX
KPOBEHOCHBIX COCYJI0B, B KOTOPBIX HYKJAI0TCSI PAKOBBIE KJIETKH JIUIS IIOJTyYEHUS TUTATEIIbHBIX
BEIIECTB U KHCIOpOJa. BIIOKupys akTUBHOCTH JAHHBIX OENKOB, HUHTEAAHUO CIOCOOCTBYET
3aMEJUICHHUIO POCTA U PACIIPOCTPAHECHUS paKa.

JlaHHBIN TIpenapaT NPUMEHSETCs] B KOMOMHAIIUH € IPYTHM ITPOTHBOOITYXOJIEBBIM MIPENapaToM
(monterakcen) mis nedenuss HMPJI. On npegHa3zHaueH 1 B3pOCIBIX MAIlUEHTOB, Y KOTOPHIX
HMPIJI umeer onpeneneHHbIN TUI (aI€HOKAPIIMHOMA), U KOTOPbIE paHee MOIydYald Tepauio
APYTUM MpenapaToM JUlsl J€UEHHs JaHHOTO BHJIA paKa, OJHAKO OIIyX0Jb BO30OHOBHMIIA POCT.

Houonamuueckuii 1ecounviii pubpos

NJI® npexacrasiser coboii 3a001eBaHNe C HEYCTaHOBICHHON MPUYUHON, TIPU KOTOPOM TKaHb
JIETKUX CTAHOBUTCS YTOJIIECHHOH, )KECTKOM, TOCTENIEHHO TePsisl CHOCOOHOCTh PACTATMBATHCS.
Co Bpemenem ¢dopmupyercs Tpybas ¢ubpo3Has (pyOuoBas) TkaHb. B pesynbrare
3aTpyAHSETCS MPOLECC IbIXaHUS, CHUKAETCS BO3MOXKHOCTb IIEpEeHOCca KMCI0pPO/a U3 JETKUX B
kpoBoTok. IIpenapar Baprared® 3amenser npouecc o6pasosanus GuOPo3a U MPENsATCTBYET
MOBBIIIEHUIO )KECTKOCTH TKAHHU JIETKHUX.

lpyeue xponuueckue Gubposupyrowue uHmMmepCcmuyuaIvbHble 3a001e6aHUs  JIe2KUX C
npocpeccupyiouum QeHomunom

[Tomumo NJID, nmeercs psaa APYTHX HHTEPCTUITUATBHBIX 3a00JIEBaHUH JIETKUX, TTPH KOTOPBIX
TKaHb JIETKUX TaKXKe yTONIIAETCS, CTAHOBUTCS dKECTKOM, C MOCTETICHHBIM pa3BUTHEM (HUOpO3a
(pyO1oBasi TKaHb), KOTOPBIM MOXET IPOTrPecCUPOBaTh (MpOrpeccCUpyromuii (HEeHOTH).
[Tpumepamu Takux 3a00JI€BaHHMM SIBIISIOTCS THIIEPYYBCTBUTENBHBIA MHEBMOHUT, M3JI mpu
ayTOMMMYHHBIX 3a0oneBanusx (Hampumep, M3JI npu peBmaroumnom aptpure). [Ipemapar
Baprate¢® 3amemnser mnporecc oOpa3oBaHus (GUOPO3a M IMPENATCTBYET MOBBILICHUIO
KECTKOCTU TKaHU JIETKUX.

Humepcmuyuanvhvie 3a601e8aHUA 1€2KUX NPU CUCMEMHOU CKIEPOOepMUU

Cucremnas ckiepoaepmus (CCJI) - penkoe XpoHHYECKOE ayTOMMMYHHOE 3a00J1eBaHue, TIPH
KOTOPOM TOpakaeTcs KOXKa, CTEHKH MEJIKHX COCY/A0B, pPAa3BHBAETCS BOCMAJCHHUE U
dbopmupyrorcsi GuOpo3HbIE M3MEHEHHS B pPa3HBIX OpraHax, B TOM YHCIE€ U B JIETKHUX
(uHTepcTHIMANbHOE 3a0oneBanue jnerkux) — U3JI-CCJI. Ilpemapar Baprated® 3amennser
nporiecc oopazoBanus Gprudpo3a M MPEMATCTBYET MOBBIIIEHUIO )KECTKOCTH TKaHU JIETKHX.

2. O 4em cieayer 3HAThH mepex npueMoM npenapara Baprared®
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IIpoTruBoONOKA3aHUSA

He npunumaiite npenapar Baprared®:

ecnu y Bac amneprust Ha HUHTEZAHUO, COIO, apaxHC WM JHOOble JApPYrrue KOMIIOHEHTHI

npenapara (IepevrciIeHHbIC B pa3jiese 6 JUCTKa-BKIaIbIIIIa);

- ecnu Bbl 6epeMeHHBI WM KOPMUTE TPYAbIO;

- ecnu y Bac umerorcst HapyuieHus GyHKIMU IIEUYEHH CPEeIHEH U TSHKENOM CTEeNEeH! TSHKECTH;
- ecnu y Bac umerorcs Tsokenbie HapymeHus (QyHKITUH ITOYeK;

- ecnu y Bac uMeroTcst akTUBHbBIE METacTa3bl B FOJOBHOM MO3T;

- ecnu Bam Bo3pact menbuie 18 ner.

B cityyae coBMeCTHOTO MPUMEHEHHUSI C AOLETAKCENIOM, B OTHOIIEHUHU MTPOTUBOINOKA3aHUN JIJIst
JolleTaKcena, moxanyiicta, oOpaTUTeCh K COOTBETCTBYIOUIEH MHCTPYKIUHU MO MPUMEHEHHUIO
3TOrO Ipenapara.

Oco0ble ykazaHusi 1 MepbI IPE10CTOPOKHOCTH
Ilepen nmpuemom mpenapaTa Baprated® npokoHCYIBTHPYHTECH C JIEYAIIAM BPAuOM.

OO6s3arenbHO TIpeaynpeanTe Barero jgevamero Bpaya, €Ciii KaKol-Tu00 U3 HIKEYKa3aHHBIX
IIyHKTOB OTHOCHUTCS K Bam:

ecnu y Bac umerorcst HapytieHus QyHKIIMY TICUSHH.

ecnu y Bac umerorcst HapymieHus: QyHKIHUN TOYEK.

cCiin 'y Bac wuMmenncr uiIMm HMEIOTCS J'IIOGI:IG KPOBOTCUYCHU A I/I/I/IJ'II/I HUMECTCA
HaCJIEACTBEHHAS TIPEAPACIIONIOKEHHOCTh K KPOBOTCUEHUSAM (Hampumep, 0071e3Hb (HoH
Bunnebpanna).

ecnu y Bac nMeercst OHKoJoru4eckoe 3a00JIeBaHNEe C METaCcTa3aMU B TOJIOBHOM MO3TE.

ecny Bel npuHMMaeTe npenaparsl, CHUKAIOIINAE CBEPTHIBAEMOCTh KPOBHU.

ecmi Bbl HeZaBHO TEpeHECIM WM IUIAHUPYETe OINEPATUBHOE XUPYPrHUECKOe
BMCIIATCIIbCTBO. HI/IHTG,Z[aHI/I6 MOZKCT OKa3bIBATh BJIUSAHHUC HA 3aKUBJICHHUC pPaH. Takum
00pa3om, MpH TUIAHUPOBAHUU XHPYPIUIECKOTO BMEIIATEIILCTBA JICUCHHUE TTPETapaToM
Baprared®, xak mpasuio, IpephIBaloT. Bpay ompeienuT, Koraa MoKHO BO30OHOBUTE
JIeYeHHE JaHHBIM MTPETapaToM.

eciu y Bac nMeeTcs BEICOKOE apTepraibHOE IaBJIeHUE (apTepraabHasi THIICPTCH3HS).

eciu y Bac nmeercs yka3zaHue Ha HaJTMdue TPOMOOAIMOOIIMU B aHAMHE3E.

eciu y Bac nMeeTcs aneBpr3Ma /WM yKa3aHHUE HA PACCIIOCHHUE apTePHaIbHON CTCHKH
B aHAMHE3e.

cclin y Bac nmMmeeTcs aHOMaabHO BBICOKOE AaBJICHUC B KPOBCHOCHBIX COCYyax JICTKHUX
(JterodHast TUTIEPTEH3HS ).

ecmu y Bac panee ObutH 3a)MIKCHPOBAHBI Pa3pbIBbI CTEHOK JKEIYAKA WU KUIICYHHKA
(>KeTy I0YHO-KHUTIIEYHbIE TTephOpaIiim).

He3amennurenbHo coodmuTe Bpavy, ecjii BO BpeMsl IPUMeHEeHUsl IaHHOT0 Nipenapara:

o y Bac Bo3HMKI1a quapest. BaxxHyIO poiib UTpaeT Je4eHUe JUapey MIpU MOSBICHUHN IIEPBBIX

€€ NMPU3HAKOB.

YV Bac BO3HUKIIM TOIIHOTA WK PBOTA.

VY Bac nosBuiMCh HEOOBSICHUMBIE CUMITOMBI, HallpUMEp, KEITYIIHOCTh KOXKU WU
0eKOoB TJ1a3 (KenTyxa), TeMHasl WIM KOpU4HeBas (L[BeTa 4as) Mo4a, 0OJb B BEpXHEH
MpaBoOi dYacTH KWBOTAa (B MpaBOM TMoApeOephe), MOBBIIICHHAS CKIOHHOCTh K
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KPOBOTEUYEHHUSIM M OOpa30BaHHUIO CHUHSKOB, YYBCTBO YCTaJOCTU. DTO MOTYT OBIThH
CHUMIITOMBI CEPbE3HBIX HAPYIIECHHH CO CTOPOHBI NIEUEHH.

e V Bac BO3HUKJIM 03HOO, MOBBIIICHWE TEMIIEPATyphl Tella, YYalleHHOE IbIXaHUE HITU
yualieHHoe cepaueOuente Bo BpeMs IpUMeHeHus npenapara Baprateg®. 1o Moryt
OBITh MPU3HAKKM WH(EKIIUHN WK 3apaskeHHsI KPOBH (CETICcuca).

¢ BbI uCTIBITHIBAaCTE CHIIBHYIO 00JIb B XKETyIKE, TUXOPAJIKY, 03HOO, TOIIHOTY, PBOTY WJIH
HaNpspKEHHE MBI OpPIONTHONW CTEHKH WM B3YTHE KUBOTA, MOCKOJIBKY 3TO MOTYT
OBITh CUMITTOMBI pa3pbIBa CTEHKH JKEITyIKa MITH KUIIEYHHKA (TIepdoparius sKery104HO-
KHIIeYHOro TpakTa). Kpome Toro, cooOuiure cBoeMy Bpauy, eciu y Bac umeercs B
aHaMHe3€ TeNTUYecKas 53Ba, JWBEPTUKYJIE3 WIM Bbl OTHOBpPEMEHHO NpPUHHMAETE
nporuBoBocniayiutenbabie  mpenaparel  (HIIBII) (mis  oGnerdenust OGonu  wuium
OTEYHOCTH) WJIM TIHOKOKOPTHUKOCTEPOHIBI (AJIs1 JICUCHUs] BOCTAJCHUS W aJJIEPIUN),
MTOCKOJIbKY 3TO MO>KET MOBBICUTH JJAaHHBINA PHUCK.

e Brl orMeuaere 601b, OTEUHOCTh, TOKPACHEHHUE, OLIYIICHUE XOKEHHS B KOHEUHOCTSIX,
MOCKOJIBKY 3TO MOTYT OBITh CHMIITOMBI 0Opa30BaHUsl CTYCTKOB KpOBH (TpOMOOB) B
BEHO3HBIX COCYIaX.

e YV Bac BO3HHUKIIO KPOBOTEUYEHHUE.

e Ecnu Bel ncnbIThIBaeTe 4yBCTBO CTECHEHHSI B TPYAHON KJIETKE WM 00JIb, KaK MPaBUIIO,
cieBa, O0Jb B II€e, YETIOCTH, IJIeUe WK pyKe, yHalleHHOe ceplieOnenHne, oabIKy,
TOILTHOTY, PBOTY, IIOCKOJIBKY 3TO MOTYT OBITh CUMIITOMBI CEPICYHOTO MPUCTYTIA.

Cwm. Taxxke pazaen 4 «Bo3aMoxHbIE HEeXKeTaTeIbHbIE PEAKIIUN.

JeTH u moapoCTKH

IIpenapar Baprared® ue 611 u3yden y geteit u noapoctkos. He napaiite npenapar aetsm B
Bo3pacte oT 0 1o 18 jet BcaeacTBue prcka HeIDPEKTUBHOCTH M BEPOATHON HEOE30MTaCHOCTH
(6e3omacHocTh U 3hHEKTUBHOCTL MpUMeHeHus npenapaTa Baprated® y nereii u moapocTkos
B BO3pacte 10 18 JieT He yCTaHOBJICHBI).

Jlpyrue npenaparsl u npenapat Baprareg®
COO6H_II/IT€ JcHamemMy Bpadgy 0 TOM, 4TO Brl MPUHHUMACTEC, HCAABHO IPUHUMAJIU UJIN MOXKCETC
MPUHUMATh KaKue-Tuoo Apyrue npernaparsl.

B wactHOCTH, cienyromue mpernapathl MPH WX COBMECTHOM NPUMEHEHHU C IPernapaToM
Baprate® MOryT yBeJMYHBATL €r0 YPOBEHb B KPOBU M, CIEJOBATENHHO, MOBBIMIATH PHCK
Pa3BUTHS HEXKEIATEIbHBIX PEAKIIHUN:

® KETOKOHA30JI (TIpermapar /ist JIedeHUsI TPUOKOBBIX MH(DEKITHIA)

® HPUTPOMHUIMH (TIpemapar isl JISYCHUs1 OaKTepruaIbHbIX HH(EKITN)

® [UKJIOCIOPHUH (IIpenapaT, BO3JCHCTBYIOINN HA UMMYHHYIO CUCTEMY )

Crexyromue mpenaparsl CocoOHbI CHHXKATh 3(D(PeKTHBHOCTH NpenapaTa Baprated®:
e pudamnunyH (AaHTUOMOTHK JJIs JISUCHUS TyOepKye3a)
e kapOama3zenuH, GeHUTOUH (TIpenaparTsl IJIs JISYCHUS CyTOPOKHBIX MPHUTTIAIKOB)
e mpemapaThl 3BepoOosi mpoabipsBiaeHHOTO (Hypericum perforatum) (pacTuTenbHBIN
npernapar Jjis JICUCHUS ISTPECCHH)

BepeMeHHOCTH U IpyAHOE BCKaApMJIMBAHHUE

Ecnu Bol 6epemMeHHBI WM KOPMUTE TPYyAbl0, TyMaeTe, 4To 3abepeMeHeNH, WIH TUIaHUpyeTe
OepeMeHHOCTh, Mepell HaualoM MPUMEHEHHUs Mpernapara MPOKOHCYIbTUPYHTECh C JICUaIluM
Bpa4yOM.
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bepemeHHOCTD
Hunrenanu® He MOJDKEH MPUMEHSTHCS BO BpeMsi OEPEeMEHHOCTH, MOATOMY IMepe]l HadaaoM

JICYCHUs TPOBEAUTE TECT Ha OEpEeMEHHOCTh, a TakXKe BO BpeMs Tepalud M0 Mepe
HEOOXOIUMOCTH.

Crnenyet u3beratb 6€peMEHHOCTH BO BpeMsl Tepanuu AaHHbIM npenaparoM. Eciu Bel moxkere
3&6€peMeHeTL, Bam CJICAYCT HCIOJIb30BATHL HAJACKHBIC MCTOAbI KOHTPALICIIIWUKU BO BPCM:A
Tepanvu U Ha MPOTSHKEHUU, 10 KpaliHel Mepe 3X MecALEeB Mocie MmpueMa MocCiaeaHeN 103bl
npemapaTa. 9To 00yCIOBICHO BO3MOKHBIM PUCKOM JIJIsl HEPOKIECHHOTO peOeHKa.

Ha 5¢@exTuBHOCTh TOPMOHAIBHBIX MEPOPATBHBIX KOHTPALEITUBOB MOXET OKa3bIBaTh
OTPUIATEIbHOE BJIMSHUE PBOTA W/WIM JIuapesl WM JPYyTUe COCTOSIHHS C BO3MOXKHBIM
HapylleHHeM BcachiBaHus. JKeHIIMHAM, TNPUMEHSIOUIMM TOpPMOHAJIbHBIE TepopalibHbIC
KOHTPALENTUBBI, JOJDKHO OBITh PEKOMEH/JIOBAHO  HCIIOJIb30BAHHE abTEPHATHBHBIX
BBICOK03()(PEKTUBHBIX Mep KOHTPALICIIIIHH.

Ecnmu Bpr 3abepemenenu Bo BpeMsi NMPUMEHEHHs JAaHHOTO Mpernapara, He3aMeIJUTeNbHO
cooOmmTe 00 3TOM Bpauy.

I'pyaHOE BCKapMIMBaHUE
Bo BpeMs npuMeHeHus penapata Baprate® Henb3st 0CyIEeCTBIIATE TPYIHOE BCKAPMIMBAHUE
B CBSI3U C PHUCKOM JJIsl peOeHKa.

YnpasieHue TPAaHCIIOPTHBIMHU CPeACTBAMM M padoTa ¢ MEXaHU3MAMH

HccnenoBanuii 1Mo BIMSHUIO MpenapaTta Ha CIOCOOHOCTb YMPABIATH TPAHCHOPTHBIMH
CpeICcTBaMU M 3aHATHUA JPYTUMH TOTCHIIMAIBHO OMACHBIMH BHUJAMH JIEATEILHOCTH,
TpGGYIOH_II/IMI/I HOBBIH_IeHHOI\/'I KOHLIGHTpaI_[I/II/I BHUMAHHS H 6I>ICTpOTBI HCI/IXOMOTOpHBIX
peakuuii, He MPOBOIUIIOCH.

Bo Bpems npuMmeHeHus npenapata Baprate® HyXHO COONIOAATH OCTOPOKHOCTH IIPH
YIPaBJIEHUU TPAHCIOPTHBIMU CPEICTBAMU WIIM MEXaHU3MaMHU.

3. IIpuem npemapara Baprared®

Bcerna npuHuManTe npernapar B IIOJIHOM COOTBETCTBUH C PEKOMEHIALUsMM JIeHalllero Bpaya.
[Ipu nosiBJIEHUH COMHEHUM, TOCOBETYUTECH C JICHYAIIUM BpauyoM.

Pexomennyemas 103a

V nayuenmos ¢ HMPJI pexomenayemas n03a npenapara Baprated® cocrasmser 200 mr 1sa
pa3a B IeHb C MHTEPBAJIOM IpUMEPHO B 12 yacoB co 2 no 21 neHb cTaHAapTHOro 21-1HEBHOIO
LIMKJIA JICYCHUS TOIIETAKCEIIOM.

He npunumaiite mpemapar B [I€Hb Haudaja XHMHOTEpPANUHU JIOLETAKCENIOM, T.e. B | JIeHB
JICUCHMUSL.

MakcumanbHasg peKoMeHIyeMas cyTouHas J103a coctasisier 400 mr.

3a uH(popmaruenr o mpemnapare JOIETAKCEN, TOXKaIyicTa, 0OpaTUTECh K COOTBETCTBYIOIICH
HHCTPYKIMU 10 MPUMCHCHUTIO 3TOI'0 IIpcriapara.
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[Tocne OxOHYaHHS NMPUMEHEHHUs IOIETaKcella MOXXHO IMPOJIOJDKHTH TEPAIUI0 IPerapaToM
Baprate¢®.

YV nayuenmos ¢ UJI®, opyeumu xponuueckumu ¢uoposupyrowumu M3J1 ¢ npoepeccupyiowum
¢enomunom u U3JI-CC/] pexkoMeHyemasi 103a mpernaparta cocrabiuser 150 Mr nBa pasa B
JIeHb, TPUOTU3UTENHHO Yepe3 Kaxkble 12 qacos.

MakcumanbHas cyTouHas j103a cocranisier 300 mr.

IIyTh 1 (M1M) C1IOCO0 BBEACHUA

e BaxHO NpUHKUMATH TaHHBIN IIpenapar BO BpeMs IpueMa MUIiy.

e [IpornaTeiBaiiTe KarcyJy HEIUKOM, 3aliBas BOJIOW, HE pa3KEeBbIBAsI.

e He BckphIBaliTe M HE pa3jaMbIBANTE KaMCyJly.

e B ciydae KOHTaKTa ¢ COAEPKUMBIM KalCyJibl, HEMEJIEHHO U TIIATEIbHO BEBIMOWTE PYKH.
Bam nevarmumii Bpau MOKeT U3MEHUTD (ITOBBICUTH MJIM CHU3UTH) J03Y WJIM IPEpBaTh JeueHUe
npenaparoM Baprared® B 3aBUCHMOCTH OT TOT0, Kak Bbl IlepeHOCHTE JaHHbI Mpenapar.

Ecau Bl npunsiin npenapat Baprared® GoJibine, uem ciieoBasio
HezaMmemutenbHO MPOKOHCYJIBTUPYUTECH C JICYAIUM BPAYOM.

Ecuiu Bol 3206111 npuHsaTh, npenapat Baprareg®
e Ecnu xakas-mu6o 103a npenapata Baprated® 6b11a MpomnyiieHa, To cleayer
IIPOJOJDKUTh IIPUEM Ipenapara B M3HAYAIBHO PEKOMEHAYEMOW /103€ MO pacHUCaHUI0
CJIEIYIOILEro IpueMa rpenapara.
e Ecnu n1o3a Oblia npomnyuieHa, He IpuHUMaiTe ABOHHYIO 03y, YTOOBI KOMIIEHCHPOBATh
MIPOMYIIEHHYIO.

Eciau Bol npekparuin npuem npenapara Baprared®

He npekpamiaiite mpreM JaHHOTO Ipenapara, IpeABapuTEIbHO HE IIOCOBETOBABIIUCH C
Bammm seqamym BpadoM. BaskHO IpyHUMATh IIpenapar KakAbli JCHb B TCUCHHE IIEPUO/A,
OIIPEAEIEHHOT0 BpayoM. B ciyyae caMOCTOATEIbHON OTMEHBI IIPHUEMa IperapaTa BO3MOKHO
yXyAUICHUE TeYeHUs 3a00IeBaHusl.

[Tpu HaMM4YKMK BOTIPOCOB 1O MPUMEHEHHIO Mpernapara o0paTUTeCh K jJeyalieMy Bpauy.
4. Bo3MokHBIC HexKeJIaTeJbHbIe peaKInu

[lo06HO BCceM JeKapCTBEHHBIM HpenaparaM, Baprared®™ MokeT BBI3BIBATH HeKeJaTeNbHbIE
peakuuy, OJHAKO OHU BO3HUKAIOT HE Y BCEX.

Caenyer oOpamarb 0c000e BHUMaHHEe HA CJeIYyHOIIHE HeKelaTeJlbHble Peakuud BO
BpeMst JieueHus npenaparom Baprared®:

OueHb YacTO — MOTYT BO3HHUKATh OoJiee yeM y 1 yenoseka u3 10:
e Jluapes
Jluapest MOXeT NMPUBOIUTH K MOTEPE >KUJKOCTU U BAXKHBIX COJNEH (IJIEKTPOJIMUTOB,
HanpuMep, HaTpus WM Kanus) B opraHuzMme. I[Ipu mepBbIX Npu3HaKkax auapen
ynoTpeOisiiTe  OosbLIOE  KOJIMYECTBO  JKMJIKOCTM M HE3aMEUIUTENIbHO
IIPOKOHCYJIBTUPYHTECH C BpauoM. Kak MOYXKHO ckopee mociie KOHCYJIbTallii ¢ BpauoM
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HAYHHUTE PEKOMEHIOBAaHHYIO IPOTUBOANAPEIHYIO TEPAIHIO.

I[pyme BO3MOJXKHBIC HCKCJIATCIIbHBIC PCAKIINH

Ilpu neuenuu mecmuopacnpoCmMpaneHHo020, Memacmamuyecko2o Ul peyuousupyoue2o
HEMEeNKOKIeMOYH020 PaKa 1e2Ko2o (A0eHOKAPYUHOMA) NOCae XUMUOMEPANUU NePEOLL TUHUU 8
KOMOUHAyuu ¢ 00yemaxceiom

OueHb YacTO — MOTYT BO3HHUKATh OoJiee yeM y 1 yenoseka u3 10:
e HeifrporieHusi ¢ BO3MOXHBIM PHUCKOM HWH(EKIMOHHBIX OCJIOXKHEHUH, TaKUX Kak

ITHEBMOHUS

CHmxenue anmerura

Hapyenue snexTponutHoro 6anaHca, BKIOYas CHIPKEHUE COASPKAHUS KaJIUs B KPOBU
(TUMoOKaINEeMHUIO)

e boib, OHEMEHHE W/MIM TOKAIbIBAaHWE B Majlbllax pyK MU Hor (mepudepuyeckas
HeWpomnaTus)

KpoBoteuenus

TomHoTa

PBorta

e boub B kuBOTE

IToBbiIEHME aKTUBHOCTH allaHMHaAMUHOTpaHchepasbl (AJIT),
acnaptaramuHoTpanchepassl (ACT), menounoii pocharaszsr (LLID)

e Bocnanenue cIM3HUCTBIX 000JI0YEK, BBICTHIIAIOLINX MHILEBAPUTENIBHBIA TPAKT, B TOM
qHcJie HATHOCHUS U SI3BBI B TIOJIOCTH pTa (MYKO3HUT, BKJIIOYasi CTOMATHT)

Coinib

Brimagenue Bosoc (anonerus)

Yacto - MOryT BO3HUKATh He Oosee ueM y 1 yenoBeka u3 10:
e AOcrecc
e 3apakeHHE KPOBH (CETICHC)
e VYMCEHBIIICHHE 4YHCIa JICHKOIUTOB, COMPOBOXKIAMOIIEECS Tuxopaakon (¢pedpunpHas
HEUTPOIIECHUS)
YMeHbIIeHHe Yncia TPOMOOIIUTOB (TPOMOOIIUTOTICHUS)
O06e3BoxHBaHNE
CHIKeHHe Macchl Tenna
I'onoBHas 601b
[ToBpIlIEHNE apTepUATBHOTO JaBICHUS
OOpazoBaHue KpOBSHBIX CTYCTKOB B BEHAX, 3aKy[OpKa COCYIOB OTOPBAaBIIMMHUCS
CTYCTKaMU KpPOBH (BEHO3Hasi TPOMOOIMOOITHSI)
[ToBbIieHNe akTUBHOCTU TamMa-riryTamuitpanchepasst (I'TT)
[ToBbIIeHUE KOHIIEHTpAMK OUITpyOrHa
[ToBbIieHue KoaMUYeCTBa Oenka B Mo4e (IPOTEUHYPHS)

3yn

HeuacTto - moryT Bo3HuKaTh He Oosee ueM y 1 yenoseka u3 100:

Wudapkt muokapaa

JlexapcTBeHHOE IOpakEHHE NIEYEHU

Bocnanenue nokeny104HoM sKene3bl (IaHKPEaTHT)

Pa3pplB CTEHKM JKellylka WIM KHIIEYHUKa (repdopanus XexyJo4HO-KHIIEYHOTO
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TpaKTa)

HensBecTHo - yacToTa HE MOXKET OBITH OLIEHEHA MO JOCTYHBIM JaHHbBIM:
e CHIXKEHUE KOJIMYECTBA JICHKOIIUTOB (JICHKOTICHHUS)
e [loBhImeHHAs yTOMJISIEMOCTh (aCTEHUS )
e AprepuanbHas TPoMOOIMOOHS
e OcnabneHue CTEeHKH WU Pa3phiB CTEHKH KPOBEHOCHBIX COCYIOB (aHEBPHU3MBI U
paccioeHue apTepuil)
e BocnaneHue TOJICTOrO KUMEYHUKA (KOJIUT)
e [loyeyHas HEIOCTATOYHOCTD
e UHrepcrunuanbHas 00JE€3HB JIETKUX
e Opplmka

Ilpu neuenuu uouonamuueckoeo 1e2ouHo2o puoposa

OueHb 4aCTO — MOTYT BO3HHKATH OoJiee yem y 1 genmoBeka u3 10:
e TomHoTa
e boib B 001actu )KMBOTA
e [loBbIlIEHNE AKTUBHOCTH MTEYEHOYHBIX (DEpMEHTOB

Yacto - MOoryT BO3HUKATh He Oosee ueM y 1 yenoBeka u3 10:
e CHMKEHHUE anIeTuTa

CHIDKCHHE MaccChl Tenna

KpoBorteuenue

PBota

IHosemmenue aktuaoctd ACT, AJIT, I'TT

CrIllb

INonoBHas 6011b

HeuacTto - MoryT Bo3HUKATh He Oojee yeM y | yenoBeka u3z 100:
Herunparanus

NudapxT muokapaa

[ToBbIlIIEHNE apTEPUATHHOTO JaBICHUS

YMeHbIIIeHHEe YHciia TPOMOOITUTOB (TPOMOOIIUTOTICHHUS )
Bocnanenue nokeny104HOM jKene3bl (IaHKPEaTHT)
Komut

IToBeiienue aktuBHoCTH 1IID

[ToBbIIeHUE KOHIIEHTpAMK OUIHpyOrHa
JlexapcTBeHHOE TOpaKEHUE TTEYEHU

3yn

Brimanenue Bosoc (anomernws)

[ToBbIIeHNE KOTMUECTBA O€IKa B MOYE (MMPOTECHHYPHS)

HeusBecTHO - 4acTOTa HE MOXET OBITH OIICHEHA IO IOCTYITHBIM JTAHHBIM:
e OcnabneHue CTEHKH WU Pa3phiB CTEHKH KPOBEHOCHBIX COCYAOB (aHEBPHU3MBI U
paccioeHne apTepuil)
e JloyeyHas HETOCTATOYHOCTH
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Ilpu neuenuu opyaux xponuveckux puoposupyrowux MU3JI c npoepeccupyrowum gernomunom

OueHb 4aCTO — MOTYT BO3HHKATH OoJiee yeM y 1 uenoBeka u3 10:
o CHIKEHHUE aIllIeTUTa
e TommnoTa
e BoJib B 001aCTH JKHUBOTA
e PBora
[ToBbIlIIEHNE aKTUBHOCTHU TIEYEHOYHBIX (DEPMEHTOB
IToBemmenue aktuBHocT AJIT

Yacro - MOTYT BO3HUKATh He Oosiee ueM y 1 uenoBeka u3 10:
e CHUKEHUE MACCHI Tela
e KpoBoreuenue
e [loBbIlIEHUE APTEPUATTLHOTO JIABJICHUS
e [loBrimenue akruBHoctu ACT, I'TT, D
e JlekapcTBeHHOE MOpPaKEHUE MTEUECHU
e ChlIlb
¢ ["onoBHast 6oib
Heuacro - MoryT Bo3HuKaTh He O6osiee yem y 1 yenoBeka u3 100:
e Jlerunparauus
e udapkT Muokapaa
¢ YMEHBIIICHHUE YHCIIa TPOMOOITUTOB (TPOMOOIIUTOICHNS )
e BocnasieHne mopKenyJ09HOM sKele3bl (TaHKPEaTHT)
e Konur
¢ [loBpIlIeHNE KOHIICHTPAIIUN OMIITNPYyOHHA
° 3}’Il
Brimagenue Bosoc (anonerus)
[ToBbIieHue KoaMUuecTBa Oenka B Moue (IPOTEUHYPHS)
[Toueynas HEZOCTATOUHOCTH

HensBecTHO - yacTOoTa HE MOXKET OBITH OLICHCHA IO NOCTYIIHBIM JaHHBIM:
e OcnabneHne CTEHKH UM Pa3pbiB CTEHKU KPOBEHOCHBIX COCY/I0B (aHEBPU3MBI U
pacciioeHHe apTepuil)

Ilpu nevenuu unmepcmuyuanbHuIX 3a001€6aAHULL 1e2KUX NPU CUCTNEMHOU CKIepO0epMUL

OueHb YaCTO — MOTYT BO3HHKATH OoJiee yem y 1 genoBeka u3 10:
e TommHoTa
¢ boib B 00acTu )KMBOTA
e PBoTa
o [loBbIlICHNE AKTUBHOCTH TIEYCHOYHBIX (DEPMEHTOB

Yacrto - MOTYT BO3HUKATh He Oosiee ueM y 1 yenoBeka u3 10:
o CHUKEHUE amIeTuTa
e CHUKEHHUE MACCHI Tela
e KpoBoreuenue
o [loBbIlICHUE apTEPUATTLHOTO JIABJICHUS
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e [loprimenune aktuBHoct ACT, AJIT, I'T'T, LL®
e ['ooBHas 00Jb

HeuacTto - MoryT Bo3HUKATh He Oojee yeM y | yenoBeka u3 100:
¢ YMEHBIIICHHE YHCIIa TPOMOOIIUTOB (TPOMOOIIUTOIICHHUS )
¢ BocrnaneHue TOJICTOro KUIIEYHNKA (KOJUT)
JlexapcTBeHHOE TIOpaKEHHE TIEYCHH
033111
3yn
[Toueynas HEZOCTATOUHOCTH

Hen3sBecTHO - 4acTOTa HE MOXET OBITH OIICHEHA 0 JOCTYITHBIM JIaHHBIM:
e Jleruapararus
e Uudapkr muokapaa
e OcnabneHue CTEHKH WM pa3pblB CTEHKU KPOBEHOCHBIX COCY/I0B (aHEBPU3MBI U
pacciioeHHe apTepuil)
e Bocnanenue noaxenyJo4HON Kee3bl (ITaHKPeaTuT)
e [loBblIeHNE KOHIIEHTpAUK OUIHpyOrHa
e BrmaaeHue BoJIOC (aJTOTeIus)
e [loBblieHNe KOIMYECTBA Oenka B MOUe (TIPOTEUHYPHSI)

CooluieHne 0 HexeIaTeJbHBIX PeaKIuAX

Ecnu y Bac BO3HHKaIOT Kakue-TuOO HeXenaTelbHbIE pPEaKkIUH, MPOKOHCYJIbTHPYWTECH C
BpauoM. JlaHHasi peKOMEHJAIUsl PacIpOCTPaHAETCs Ha JII0Oble BO3MOXKHbIE HEXKeNaTeIbHbIE
peakuuy, B TOM 4YMCIE HA HE IEPEUYHUCIICHHBIE B JIMCTKE-BKJIajbllle. Bbl Takke Moxkere
COOOMINTH O HEXKETATENBHBIX PEaKIUAX HanpsMyto (cMm. Huke). Coolmas o HexenaTeabHbBIX
peaknusx, Bel momoraere moay4uTh 60blie CBEACHUN 0 O€30MaCHOCTH Ipernapara.

Poccuiickan @enepanus:

109012, MockBa, CnaBstHCKas II0IIaAb, 1. 4, cTp. 1

denepanbHas ciryx0a mo Haa3o0py B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
Tenedon: +7-495-698-45-38, +7-499-578-02-30

®axc: +7-495-698-15-73

OnekTpoHHas movra: pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/

Pecnyoimka Ka3zaxcran:

010000, r. Hyp-CynTaH, paiion baitkonsip, yi. A. Umanoga, 13 (BL] «Hypcaymnert 2»)

PI'TI na II1XB «HauunonansHbii LIEHTp 3KCIIEpTHU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULIUHCKUAX
u3nenuiny Komurera MemuUUMHCKOTO U (apMaleBTUYECKOro KOHTPOJis MuHucTtepcTBa
3npaBooxpaneHus: Pecnyonmuku Kazaxcran

Tenedon: +7 (7172) 78-98-28

OnexrponHas noura: farm@dari.kz

http://www.ndda.kz
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5. Xpanenue npenapara Baprared®

XpaHute npenapar B HEIOCTYITHOM J1Jisl peOeHKa MecTe Tak, YTOObl peOCHOK He MOT YBHUJIETh
ero.

He npumensiite mpenapar mocie UCTEYEHUs CPOKAa NOJAHOCTH, YKA3aHHOIO Ha KapTOHHOM
nauyke win Omucrepax mocie «l'omeH mo». JlaTol MCTeYeHMs CpOKa TOJHOCTH SBIISAETCS
MIOCJICAHU JIEHb JAHHOTO MECALA.

XpaHUTh B OPUTHHAIBHOM YIIaKOBKE MpU TemrepaType He Bbiiie 25 °C.

He BoiOpaceIBaiiTe mpenapar B KaHAJTU3alUI0. Y TOUHUTE y paOOTHUKA alTeKH, KaK CIEayeT
YTHIN3UPOBATh (YHUYTOXKATh) Mpernapar, KOTOpbI OoJibllie HE MOTpeOyeTcs. DTH Mepbl
IIO3BOJISIT 3ALUTUTH OKPYIKAIOLIYIO CPENY.

6. Coaep:xxnMoe ymakoBKH M NPO4Me CBeIeHUS

ITpenapar Baprared® coxep:kur
Baprared®, 100 Mr, MSTKHe KarcyJisl

JIeWCTBYIOIUM BeIIeCTBOM siBisieTcss HuHTenann6. Kaxmas kancyna copepxxut 100 mr
HUHTeaHnO0a (B BUIE I3UJIATA).

[IpounMu uHrpenuMeHTamMu (BCIIOMOIATEIbHBIMU BEIIECTBAMH) SIBISIOTCS TPUTIMLIEPHIBI
CpeAHeN Lienu, TBEpbIH kup, JeuuTHH. O00I0UKa KaICyJIbl CONEPKUT XKETaTHH, TITULEPUH
85 %, tutana auokcun (E171), sxene3a okcul KpacHbIil (cycrieH3us ¢ riaumnepuHoMm 85 %),
JKeJle3a OKCUJI JKENThIH (CycreHsus ¢ riuiepunoM 85 %), yepauna Onakon® tun S-1-17823.

Baprated®, 150 Mr, MsTKHE KATICYIIBI
JleficTByIOIUM BEIIECTBOM siBsieTcss HUHTenanuO. Kaxkmas kamcyna comepxkut 150 mr

HUHTeIaHnOa (B BUJIE I3UJIATA).

[Ipounmu wHTpenMeHTaMu (BCTIOMOTATEIBHBIMH BEIIECTBAMHU) SIBISIIOTCS TPUTIUIIEPHIBI
CpeIHEeH LIeTH, TBEPABIA KUP, JeUTHH. O00I0UKa KaTCyJIbl COJECPYKHUT JKEIaTHH, TIUIEPHH
85 %, tutana nuokcun (E171), xeneza oxcua KpacHbI (CycrnieH3ust ¢ rauuepuHom 85 %),
JKeJle3a OKCHUJI JKENThIH (CycreHsus ¢ ruiepunoM 85 %), uepauna Onakon® tun S-1-17823.

Buemnuii Bua npenapara Baprated® u cogep:xumoe ynakoBKH

Baprared®, 100 Mr, MATKHe KancyJbl

[IpononroBarbie Hempo3pauHble MSITKUE >KEIATHHOBBIE KarcCyjibl PO30BATO-OPAHIKEBOTO
(epcuKoBOro) 1BETa, COoAepXKalllue SPKO-KENTYI0 BSA3KYIO CYCHEH3UIO, Ha OJHON CTOpOHE

KOTOPBIX YEPHBIM 1[BETOM HareyaTaH cuMBOJI KoMniaHuu bepunrep Murensxaim u «100».

Baprared®, 150 Mr, MsIrKue KancyJibl
[IpomonroBareie HEMPO3paYHbIE MATKHE KEITATHHOBBIC KATCYJIbl KOPUYHEBOTO IIBETA,
coJiepKalIne SIPKO-KENTYIO BA3KYIO CYCIIEH3HIO, Ha OJTHON CTOPOHE KOTOPBIX YEPHBIM

[IBETOM HalleyaTtaH CMMBOJI Komnanuu bepunrep Murenbxaim u «150».

ITo 10 xancyn B Al/Al 6auctep. 6 61UCTepOB B MAUKy KaPTOHHYIO C JTMCTKOM-BKJIAIBIIIEM.
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JepkaTe/ib pericTPAIMOHHOI0 YI0OCTOBEPEHHUS] H TPON3BOANTEIb:

Jlepxatenb perucTpalluOHHOTO yI0CTOBEPEHHUS:

bepunrep Unarensxaiim Uatepuentan I'Mm6X

bunrep ltpacce 173, 55216 Unrenpxaiim-Ha-Peline, ['epmanus
Ten.: +49 - 6132 -770

@axkc: +49 - 6132 -720

DnexTpoHHas mouta: info.ru@boehringer-ingelheim.com

[IpousBoauTens:

[Tpon3BOACTBO TOTOBOI JIEKAPCTBEHHOUW (POPMBI:

Karanent I'epmanus D6epdax M6 X

INammenncoaxep Tp.2, 69412, D6epbdax, ['epmanms

[lepBu4Has, BTOpUYHAs YIAKOBKA U BHITYCKAIOIINNA KOHTPOJIb KauecTBa:
bepunrep Unrensxaiim @apma ['M6X u Ko KT,

bunrep ltpacce 173, 55216 Unrenpxaiim-Ha-Peline, I'epmanus

3a 11000it nHdopmanmeil 0 npenapare, a Tak:Ke B CJIy4asix BOSHUKHOBEHHS MPeTeH3Hil
ciaenyer o0pamaTbesl K JOKAJIbHOMY MPEACTABUTENI0 [ep:KaTesisl PerucTPalHOHHOIO
YI0CTOBEPEHHUS:

Poccuiickas @enepanust

00O «bepunrep Unrenabxaim»

125171, Mockga, Jlenunrpaackoe mocce, 16A, ctp. 3

Ten.: +7 (495) 544 50 44

dakc: +7 (495) 544 56 20

DnexTpoHHas mouta: info.ru@boehringer-ingelheim.com

JIMCTOK-BKJIAABILI NIEPECMOTPEH

IIpoyue ncrouHuku uHGopmMauuun
[TonpoOHbIe cBeaeHuUs O mpenapaTe couepkarcs Ha BeO-caiite Coro3a:
http://eec.eacunion.org/
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