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Cuobpaga, 284 M1, pacTBOPp /A IO TKOKHOT O BBeTeHIA
JelicTByIol11ee BelllecTBO: MHKJIMCHPaH
V JlexapcTBeHHBIM mpemapaT MOJUISIKUAT JIOTOJHUTEIBHOMY MOHUTOPHHTY, KOTOPBIN
CIOCOOCTBYET OBICTPOMY BBHISIBJICHHIO HOBBIX CBEJICHUM 0 Ge30TIaCHOCTH. BBl MOXKETE TOMOUB,
cooOrmasi HHPOPMAIIHIO O JIFOOBIX HEKEIATESTBHBIX PEAKIMIX, KOTOpPhIe BO3HHUKIH B TIEPHO/T
PUMEHEHHUS JISKApCTBEHHOTO TpenapaTa (B TOM YHCJe U O Clydasx ero HeneKTHUBHOCTH).

Croco6 COOﬁIJ.[GHPIfI 0 HCXKCIIAaTCIJIBHBIX pEaKIUsAX OIIUCAH B pas3JeJic 4 nucTKa-BKJIaAbIIIA.

Ilepen npuMeHeHHeM TIpeNapaTa MOJHOCTHIO MPOUUTAIITE JHMCTOK-BKIAIBIIIL, MOCKOILKY
B HeM coJiep:kaTcs BaxkHbIe 17151 Bac cBeneHus.

e CoxpaHHTe JUCTOK-BKJIApINI. Bo3moskHo, Bam moTpeGyeTcsa NpounuTaTh ero ele pas.

e Ecnu y Bac BO3HHKIH JOMOJHUTEIBHBIE BOMPOCHI, OOpAaTHTECh K JieUameMy Bpady HIH
paGOTHUKY alTeKH WU METUITUHCKOH cecTpe.

e Ilpenmapar HazHaueH uMeHHO Bam. He mnepepapaiite ero apyrum JiromsiM. OH MoOKeT
HABPEJIUTH UM, JIajKe €CITH CUMIITOMBI UX 3a00JIeBaHUs COBIAIAIOT ¢ Bamumu.

e FEcnuy Bac Bo3HHKIIH KaKue-THO0 HexKeTaTeIbHbIC peaKI[ii, OOpaTUTECh K JISHAIleMy Bpauy
Wik pabOTHUKY aNTeKH WIH MEIHIMHCKOU cecTpe. JlaHHAS peKOMEH/IAlUS PaclpOCTPaHIeTC
Ha JIFOObIe BO3MOJKHBIC HEXKeNIaTeIbHbIC PEaKIlUi, B TOM YUCJIC Ha He TIepeUrcicHHbIe B pas/ieie

4 nMUCcTKa-BKJIAJBIIIA,

COJEPKAHHUE JIMCTKA-BRJIAJIBITITA

1. Yro u3 cebs mpeacTapisieT npenapat Cubpapa, U JUIS 4ero ero IpUMEHSIIOT
O uem creyeT 3HATH Nepe]] IpUMeHeHHeM Mipenapata Cubpasa
IIpumenenue npemnapata Cubpasa

BozMmoxHbIe He)KeIaTe/IbHbIE PEaKI[uu

Xpanenue npemnapata Cubpasa

AR -

COZ[ep)KI’IMOC VIIAKOBKH H IIPOYHUC CBCIACHHUS

1. Urto u3 ceds npeactapsiet npenapat Cudpasa, U I Yero ero NpUMeHsSIOT
JIeHCTBYIOIMM BEIECTBOM IIpelapaTa SABJIIETCS HMHKJIMCHPAaH, KOTOPBIM OTHOCHTCS K
(hapMakoTepaneBTUUESCKOU TpYMIE O] Ha3BaHUEM: THIIOIUIUISMUYESCKUE CPe/ICTBA; ApyTUe

THITOJIMITUACMHAYCCKUC CPCACTBA.
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Ilokazanusa K IMPpHUME€HCHUIO

Ilpemapar CuGpaBa moKa3zaH K T[PUMEHEHHIO B3pOCJBIM MaIlMeHTaM ¢ IEepBUYHOH
TUIEpXO0JIeCTepUHEMUEH (CEMEUHOU TeTepO3UTOTHOM M HECEMEMHOM TUIIepXOJIeCTepHHEMUECH)
WM CMeIIaHHOW JUCIUIIN/IeMUEH B KauecTBe JOTIOJHEHHUS K JIUETe:

* B komOuHaIuu ¢ uaruouTopom I'MI'-Ko A-peqykTasbl (CTATHHOM) HITH CTATHHOM B COUCTAHUH
¢ IpyToH rUIOJIMIIUAEMAYECKOH Tepalllet, eCJIM MaKCUMaJIbHAasl [IepeHOCHUMAs 103a CTATHHA He
II03BOJIIET JOCTUYD LIEJIEBOTO YPOBHS XOJIeCTepUHA JIMIIONPOTEHHOB HU3KOH IUIoTHOCTH (XC-
JIITHIT);

* B MOHOTEpallMM WJIM B KOMOHMHAIIUM ¢ JpYyrod THUIOJUNUACMHUSCKON Tepamnued Impu
HENePEeHOCUMOCTH HHTUOUTOPOB I'MI'-KoA-penykrassl (cTaTHHOB) WJIH npu

MMPOTHBOIIOKA3aHHUAX K UX IIPUMCHCHHUIO.

Crioco® neiicteus mpenapata Cudpaga

HUuKimcupaH WCMONB3YeT OJIMH W3 eCTeCTBCHHBIX MEXaHH3MOB HAMIero COOCTBEHHOTO
OpraHu3Ma JUIsl CHUIKESHHSI XOJIeCTepHHA JMIONPOTeMHOB HU3KoW mioTtHocTH (XC-JITIHII).
Wukiucupan cHUKAeT MPOJYKIHIO Oelka, KOTOPbIA CIIOCOOCTBYET yBEJIMUSHUIO ypoBHA XC-
JIITHIT B xpoeu. Takum oOpazom, mpumMeHeHHe mpenapata CuOpapa MO3BOJISIET CHUXKATh
ypoBeHb Bamero XC-JIITHII B kpoBH.

Ecnu y Bac ecth BompockI 1o MOBOY TOTo0, Kak JeHcTByeT npenapat Cubpasa u mouemy oH Bam
Ha3Ha4eH, oOpaTUTECh K JieualieMy Bpady. Eciiu yaydilieHre He HACTYIUWIO Wik Bel uyBCcTByeTe

yXy/IIeHHe, He0OX0AUMO 0OpPaTUTLCS K Bpady.

2. O 4yeM ciieyeT 3HATH Iepe] IpUMeHeHUeM Mpenapata Cudpasa

TmaTeapHO BHIMOJIHANTE peKOMEHAANMH Jieyamero Bpada. OHU MOTYT OTJIMYAThes OT oOmel
HHGOPMAIIMU B 3TOM JIUCTKE-BKJIa/IbIIIE.

IIpoTuBonIOKA3aHMA

He npumensiite npenapat CuGpaBa B ¢JIeAyIOIIMX CIyYasX:

e eciu y Bac ameprust Ha HHKJIMCHpAH WIH JTIOObIE JPYTHe KOMIIOHEHTHI IperapaTa

(TIepeyuciieHbI B pa3jielie 6 JUCTKa-BKJIAbIIIA).

Oco0ble yKazaHHs H MepbI IPeI0CTOPOKHOCTH

ITepen npumenenueM mnpemnapata CuGpapa IPOKOHCYJILTUPYHTECH € JICUAIIUM BpadoM.

Ecnu panee y Bac oTMeuaiuch NepeducIeHHbIE HH)KE COCTOSIHMSI, HEOOXOAUMO 0 Hadaja
nIpuMeHeHus npenapata Cubpasa cooOIUTE 00 TOM JleHaleMy Bpady:

e ccim Bbl HaXoUTECh Ha JTHAIH3E
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¢ cCiikmy Bac Tskenoe 3abosieBanne meYcHU

e cCiMy Bac Tskenoe 3aboJieBaHue IOYUSK

l[em H IMMOJPOCTKH

[Ipenapat Cubpapa He MOKa3aH I IPUMEHEHHUS Y AIIUEHTOB, HE JOCTHIIIUX 18 jeT.

JIpyrue npenapatsl U npenapar Cudpasa
Ecnu Bel npuHuMaeTe WK HeJJaBHO IPUHUMAJIU KaKue-I100 JIeKapCTBEHHBIE IIpenaparthl, B TOM

YUCJIC OTITYCKACMBIC Oe3 peucIiTa, COO6IJ_II/IT6 00 sTOM JIcHalmeMy Bpauay.

BepeMeHHOCTH U TPy THOe BCKAPMJIMBAHHe

Ecnu Bbl GepeMeHHBI WM KOPMHUTE IPY/BIO, JIyMaeTe, 4To 3a0epeMeHeNH, WK IUIAHHpYeTe
OepeMeHHOCTD, IIepe/l HadaJloM NPUMEHEHUS IpenapaTa MPOKOHCYJIbTHUPYHTECH ¢ JIeHaIllUM
BpavyoM WM paOOTHUKOM aITEKH.

[Ipenapat Cubpapa He peKOMEHYeTCs] IPUMEHAThH BO BpeMs GepeMEeHHOCTH.

HewuzpectHo, npoHukaeT M npenapat Cubpapa B rpyAHOE MOJIOKO.
Bam Bpau NOMOXET pelIMTh, NPOJOJDKATh JIA KOPMJIEHHE IpPYAbl0 WIM HayaTh JICUSHHUE

npenapatom Cubpasa.

Bam Bpad pacCMOTPHUT IMOTCHIHAJBHLIC IMPCUMYIICCTBA JICUCHUA JIA Bac mo CpaBHCHHUIO C

MOJIL30M 11 3A0POBBA U pUCKAMHU T'PYAHOTO BCKapMJIMBaAHUS JTJIA Bamiero peGeHKa.

anaBJIe}me TPAHCIIOPTHBIMH CpeICTBaMH U paﬁoTa ¢ MeXaHM3IMaMH

Hpenapa’r CH6paBa HE OKa3bIBAaeT HJIM OKa3bIBaeT HE3HAUYHTEIILHOE BJIHSHHE Ha CIHOCOOHOCTH
VIIPABJIATE TPAHCIIOPTHBIMH CpPCACTBAMHU W BBIIIOJIHCHHUC ITOTCHIHAJILHO OIIaCHBIX BHIOB
JACATCIIPHOCTH, Tpeﬁy}oumx MOBBIIISHHOM KOHIOCHTpAallukh BHUMAaHHA H 6I)ICTp0TLI

MCUXOMOTOPHBIX peaKHHﬁ.

IIpenapat CudépaBa coaepKUT HATPHIA
JlaHHBIN npenapaTr coAep:KUT MeHee 1 MMoJIb (23 MHJUIMTpaMM) HaTpHs Ha OJIHY JI03Y, TO €CTh

10 CYTH HE COACPIKHUT HATPHL.
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3. IIpumenenuie mpenapata Cudpasa

COOTBETCTBYET SKCNEPTHOMY OTUYETY

Bcerna HpHMeHﬂﬁTe nmpemapar B IoJIHOM COOTBCTCTBHH ¢ pCKOMCHAAIIUAMH JICHAIICTO Bpada.

[Ipu nosiBjIeHUH COMHEHUM MMOCOBETYUTECHh ¢ Bamum jiedamum Bpagyom.

Jlo Hauama seueHusi mpemapatom CubpaBa HeoOXonaumo coOMIOJaTh JUETY, CHHKAIOMIYIO
YpOBEHb XoJjiecTepuHa. Takke BepositHO, uTo Brl Oyjnere mpuUHHUMAThH MpemapaT M3 Kiacca
CTATHHOB (YacTO HCIOJIBL3YEMbBIX JIGKAPCTBEHHBIX MpemapaToB JUIS JIeUSHHS MOBBINICHHOTO
VpOBHS XojiecTepuHa). B mepuoj sedyenusi mpemapatom CuOpapa HaIllUeHT JODKEH BCer/a

CO6JII-0,[[&TI) THIMOXOJICCTCPUHCMHUYCCKY IO JJUCTY H IIPOJOJDKATh IIPUHUMATE IIperiapaT CTaTHH.

Pexomenayemasi 103a
Pexomennyemast noza npenapara Cubpapa coctapisieT 284 MT B BHje 1-KpaTHOM TOJAKOMXKHOM

HWHBCKIIUH.

Crnoco6 npyuMeHeHUs
[Ipenapar Cubpapa BBOAST B BHJC UHBEKIMH 10T KOKY (IMOJKOXKHOW UHBEKIIMHM) B 00JIacTH

JKHUBOTa. HBEKITHSA 6y,[[eT cleada BamuMm nedanium BpaiuoM HJIM METUITUHCKUM paGOTHI/IKOM.

IIpoao/DKUTeTLHOCTE Tepanu
ITocne neproii uHBEKITHH IpeniapaT Cubpapa BBOJST MOBTOPHO Uepe3 3 MecsIa, a 3aTeM KasK/ble

6 MeCsIIIEeB.

Ecit Bel npeBbIciTH peKkoMeHT0BaHHYIO 103y npenapata Cudpasa

Wubeknusa gaHHOTO Tpemapata Oyner Bam caenana Bamum Jedamum  BpadoM WM
MeUITMHCKAM paboTHHKOM. B kpaiiHe MaJloBepOsSTHOM ciydae, eciii BaM BBeIyT CIUIIKOM
MHOTO TpernapaTa, Bpad Wid METUIMHCKUN paOOTHUK TPOBEIYT UCCIISTIOBAHUE SISl BBISIBJICHUS

1moGoUHBIX AP PEeKTOB.

Ec/m Bel npornycrim npuMeHeHHe npenapata Cudpasa
Ecnu Ber npomycTuinu Bam BH3UT K Bpady JUisl BBEJSHHS HHBeKIMH Ipenapata Cubpasa,
oOparuTech K JevanieMy Bpady HWIH MEAHIMHCKOMY pabOTHHKY, Kak ToJIbKO Bbl BcrioMHMIM 00

OTOM, yTOOBI COTJIAcCOBAThL Bar C.HelIyI-OIIII’Iﬁ BU3HUT.

Ecnu y Bac ecTh BOIpochl M0 IPUMEHEHHUIO Npenapara, oOpaTUTeCh K JieHaleMy Bpaudy N

MEIUITMHCKOMY paOOTHHKY.
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4. Bo3MokHBIe HekeIaTeIbHbIe peakiiMyu

Kak u B ciydae ¢ m00BIMH JIDYTUMH TIpeTiapaTaMu, Ha GoHe mpuMeHeHus npenapata Cubpapa
MOTYT Pa3BUBAThCS MOGOTHBIE 3P eKThI, OJTHAKO HTO MPOUCKOJIHUT HE Y BCEX MAIUSHTOR.

Ecnu st moGounsie 3¢ deKThl IPHOOPETAIOT TSHKEI0E TSUSHHE, COOOIHUTE 00 STOM JieUaleMy
Bpauy, (hapMareBTy WiIH MEIUIIUHCKOMY PaOOTHUKY.

YacTo — MOTYT BO3HHKATh He Gosiee uem y 1 genopeka uz 10

¢ PCAKIIUHU B MECTC BBCACHHA, TAKHUC KaK 60.]'[1), IMOKPACHCHHUC HUJIH CBIIIb

Coo01ieHHe 0 HeKeTATeTHbHBIX PeaKIuax

Ecin y Bac BosHHKaT Kakue-THOO HEKeNaTeJIbHbIE PEaKI[UH, MPOKOHCYJIbTUPYHTECH ¢
BpadoM. JlaHHas peKOMEHAAIUs PACIpPOCTpaHSACTCS Ha JIFOObIe BO3MOMKHBIC HE)KeJaTeIbHBbIC
PEeaKITUH, B TOM YHCJIe Ha HE TICPSUUCIICHHBIC B JINCTKE-BKJIAAbIME. BB TakKe MOKeTe COOOIIUTH
0 HEXKEJIATSIIBHBIX PeAKIHSIX HANpSIMYI0 Yepe3 CHCTeMY COOOIEHHUH ToCyIapcTB — WICHOB
EBpazuiickoro 3KOHOMHUYECKOTO COI03a.

Coobmast o HeKeNaTeIbHBIX peaklusxX, Bl momMoraete mNOJYYHUTH OOJIbINE CBEJCHUHU O
0e30MacHOCTH Ipenapara.

Poccuiickast @enepanusa

@enepanpHas ciyx0a 1o Haa3opy B chepe 3apaBooxpanenus Poccutickoit Oenepaiuu
Agpec: 109012, r. Mockpa, CiaBsHCKasi IJI01a/1b, 1. 4, cTp. 1

Tenedon: +7 (499) 578-06-70, +7 (800) 550-99-03, +7 (499) 578-02-20

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

OnexTpoHHas nouTa: pharm@roszdravnadzor.gov.ru

CaiiT: www.roszdravnadzor.gov.ru

Pecniybanka Bemapyeh

MunucrepctBo 3npaBooxpanenus PecnyOnuku bemapyes, VYII «llentp Okcmeptuz u
HcnbiTanuii B 3/1paBoOXpaHEHUN

Anpec: 220037, r. Munck, nep. Topapuimeckuid, 2a

Tenedon otnena papmakonaazopa: +375 (17) 242 00 29; daxc: +375 (17) 242 00 29
DnexTpoHHas nouTa: repl@reeth.by, reeth@rceth.by

Caiit: http://www.rceth.by

Pecny6auka Kazaxcran

PI'TI na IIXB «HanuoHaJdbHBIA HEHTP SKCIIEPTURBI JICKAPCTBEHHBIX CPEJCTB U METUIIMHCKUX
5
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3/ipaBooxpaHeHHs PecrryOinuku Kazaxcran

Appec: 010000, r. Actana, yi. A.MmanoBa, 13, 4 staxx

Temedon: +7 7172 235 135

OnextponHas nouta: farm@darikz, pdlc@dari.kz, vigilance(@dari.kz

Cait: www.ndda.kz

Pecnybinka ApMeHUS
«HAYUYHBIA HHEHTP BSKCIIEPTHU3EI JEKAPCTB U MEJJUITMHCKUNX TEXHOJIOT UM
M. AKAJJEMHUKA 3. TAEPUEJISTHA»

Anpec: 0051, r. Epesan, nip. Komutaca 49/5
Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05
DnexTpoHHas MouTa: naira@pharm.am; vigilance@pharm.am

Caiit: www.pharm.am

S. Xpanenue npenapata Cudpasa

XpaHuTe npernapaT B HeIOCTYITHOM JIJIs peOeHKa MecTe Tak, YToObl peOeHOK He MOT €TI0 YBUJIETh.
He npuMeHsiiTe npenapat 110cJie HCTEUSHUS CPOKa F'OJHOCTH, YKA3aHHOTO Ha KapTOHHOH Iauke
WIN 5TUKeTKe mnpuna mocie «l'ogeH mo:». JlaTol McTedeHHs1 cpoka TOJHOCTH SIBJISICTCS
IIOCJIeTHUM JIeHb TAaHHOTO Mecsla.

Xpanute mpemnapar pu temineparype Huke 25 °C. He 3amopakuBaiite.

He BpIOpachIBaliTe IpemapaT B KaHaJIM3allMIO UM ¢ OBITOBBIMM OTX0JaMH. Bam jevamuii Bpaq
KaK cjeyeT YTWIM3HpYeT IpenapaT, KOTopbld OoJble He MOTpeOyeTcst. DT Mepbl O3BOJIIIOT

3aIUTUTH OKPYIKAIOIIYIO CPey.

6. Coaep:xxuMoe YIIAKOBKH UM IIPOUMe CBeleHUS

IIpemapat CudpaBa coaep:KUT

JlelicTBYIOIIIUM BellleCTBOM TIperiapaTa sIBJISICTC UHKIIUCUPaH (B BUC HATPUSBOM COJIN).

1 M1 HHKJIMCUpaHA HATPHUSI COOTBETCTBYET 189 Mr HHKJIMCHpaHAa.

Kaxaplii npeiBapuTeSIbHO 3alIOJIHEHHBIN INIIPHUIl COAepKUT 1,5 MJI pacTBOpa, comepiKaliero
284 mr unkimcupana (coorercTByeT 300 MI MHKJIMCUpAHA HATPHsI).

IIpounMi BeroMorare/IbHbIMH BellleCTBAMH ABJIIIOTCHA: BOJA UL HMHBEKIMHM, HaTpHUs

TUAPOKCH/T, KHucsioTa docdopHas..
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PaCTBop JJI51 ITIOAKOZKHOTI'O BBCACHHS

IIpenapaT npeacTapsieT co6oi 0T OCIBETHOTO J0 XKEJITOTO I[BeTA MPO3paYHbIN PacTBOP.

ITo 1,5 mut mpenapaTa MOMEIAIOT B IPEABAPUTEIIBHO 3AII0JIHE HHBIM HITIPHI] BMECTHMOCTBIO
2,25 MJI, COCTOSIHUN U3 TPO3PAYHOTO CTEKJIIHHOTO IMWIMHApPA (CTeKJIo Tuma I), yKynmopeHHOTro
3aKpeIUieHHON Hrjiod (27G'2) ¢ 3alIUTHBIM KOJIIAYKOM C OJHOIO KOHIIA M IIOPIIHEM C
OpoMOYTHIIOBBIM TLTYHIKEPOM C JIPYTOTO KOHIIA, OPIISHD 3aKpeIljieH (PUKCATOPOM.

ITo 1 mmpuiry moMemarT B KOHTYPHYIO SYSHKOBYIO YIIAKOBKY.

ITo 1 kOHTYpHOH YIaKOBKE BMECTE C JIUCTKOM-BKJIABIINIEM BKJIA/IBIBAIOT B KAPTOHHYIO MAUKY.

HOHyCKaeTCSI HAJIMYHUE KOHTPOJIS IICPBOT0 BCKPLITHSL.

JepxaTeIb perucTpallHOHHOT O Y I0CTOBEPEeHUs
Horaptuc Osepcus Uusectmente Al / Novartis Overseas Investments AG

JIuxtmtpacce 35, 4056 bazens, [lpetnapust / Lichtstrasse 35, CH-4056 Basel, Switzerland

IIpouzBomuTeH
HosapTtuc ®@apmacbrotukai Mausiodekuypunr I'MOX / Novartis Pharmaceutical Manufacturing

GmbH

Jlanrkammden, buoxemumtpacce 10, 6336 / Langkampfen, Biochemiestrasse 10, 6336

3a moGoii undopmalueii o MpenaparTe, a TAKKe B CJIyYasX BO3HUKHOBEHUS TIpeTeH3UIl
cjieyeT o0pamiaThbesl K JIOKAJIbHOMY IpeICTABHTENO Jep/KaTelisi PervcTPALiOHHOIO
Y/I0CTOBEpeHHS:

Poccuiickast @enepanusa

000 «Hosaptuc ®apmay

Apnpec: 125315, r. Mockpa, JIeHUHIpaIcKui npoctiekT, Jom 70.
Tenedon: +7 (495) 967 12 70

Qaxc: +7 (495) 967 12 68

OnexTponHas noyta: drug.safety russia@novartis.com

Pecnvbauka bemapyeb

IIpencraButenberBo AO «Novartis Pharma Services AG» (Illsetinapckas Kondenepanus) B
PecnyGnuke bBenapych

Anpec: 220069, r. Munck, nip-T. JI3epxurckoro, 5, mom. 3, oduc 3-1
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DnexTpoHHas nouta: drugsafety.cis@novartis.com

Pecny6auka Kazaxcran

Owman Kommanun «HosapTie ®@apma Ceprrcaz Al» B PecniyOnuke Kazaxcran
Appec: 050022, r. Anmatsl, yia. Kypmanrasser, 95
Tenedon: +7 727 258 24 47

DnexTponHas nouta: drugsafety.cis@novartis.com

Pecnvbauka ApMeHUsT

000 «ACTEPUA»

Anpec: 0051, . Epesan, yin. Haupu 3apsin, 72/3
Temedon: +374 115 190 70

DnexTponHas nouta: drugsafety.cis@novartis.com

JIMCTOK-BRKJIAIBIIT nmepecMoTpeH

IIpourie ucTouHuku uHdopMaIu
[logpoGHbie cBeleHMsT O JaHHOM T[pemapaTe cojiepikarcs Ha Beb-caiite
http://eec.eacunion.org/.

JIuCTOK-BKIJIAJIBIN TOCTYTIEH Ha BeeX sbikax Coroza Ha Beb-caiite Coroza.

Coroza

Cﬂenymmne CBEACHU ITpeAHA3HAUYCHBI HCKJIFOUUTEIIBHO IS METUITUHCKHUX pa60THHKOB

Cuodpaga, 284 mr, pacTBOPp 1A IO TKOKHOTO BBeTeHIA

Menumuackue paGOTHI/IKH JOJDKHBI 03HAKOMHTLCS ¢ ITOJTHOHN HHCTPYKHHeﬁ Mo MEAUITUHCKOMY

IPUMEHEHHUIO NperapaTa B 00Iel XapakTepUCTHKE JISKAPCTBEHHOTO TIperapara.

IHHoka3zanua k npumMeHeHuIo (cM. pazzeit 4.1 OXIJIII)

Ilpemapar CuGpaBa moKazaH K TNPUMEHSHHIO B3pOCIBIM NAllMEHTaAM ¢ TePBHYHOM

TUIEpXOoJIeCTepUHEMUEH (CEMEMHOM TeTepO3UTOTHON M HEeCeMEHHOM TUIepXoJieCTepUHEMHUEH )

WA CMENaHHOHU HHCHHHHﬂeMHeﬁ B KaUCCTBC AOIIOJIHCHUS K JHCTC!

* B KomMOuHaIuu ¢ uHruouTopoM I'MI'-Ko A-peqykTashl (CTATHHOM) HJTH CTATHHOM B COUSTAHUH

C ,Z[perﬁ FHHOHHHHZ{CMHHCCKOﬁ Tepanneﬁ, CCJIM MaKCUMAJIbHAA IICPCHOCHMaAsA JJO3a CTaTHHA HE

8
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MO3BOJISIET JOCTHYD IEJICBOTO YPOBHSI XOJICCTSPHUHA ﬂHﬁQE{)&MﬁJ&Q&HH&%E&C?H '5@:0-

JIITHIT);
* B MOHOTEpalWd WJIH B KOMOWHAIIMK C JpYTod THUMOJIUIHIASMHUYECKOW Tepamued mpu
HETIePEeHOCUMOCTH UHTUOUTOPOB I'MI'-KoA-peaykrassl (cTaTHHOB) WJIH pu

IMPpOTHUHBOIIOKA3aHUAX K UX IIPUMCHCHHUIO.

Pexum nozupoBanus (cm. pazgen 4.2 OXJIII)

Pexomennyemast pazoBas jnosza coctapisieT 284 mr. Ilocie mepBo IOAKOKHOM HHBEKIIUH
mpenapaT BBOJST MOBTOPHO Uepe3 3 MecsiIa, a 3aTeM Kax/Ible 6 MeCSIIeB.

Iponywennas ooza

Ecnu ¢ 3armutanupoBaHHOM JTaThl BBEACHUS OUSPETHOM 03bI Npenapata CubpaBa mponuio MeHee
yeM 3 MecsiIa, caeayeT BBecTu npenapat Cubpasa u gajiee coOI0AaTh MePBOHAYATBHBIH PEIKUM
JTO3UPOBAHUSL

Ecnu ¢ 3amianupoBaHHOW JaThl BBEJCHUS OUepeTHOM J03bl mpemapata Cubpapa MpoOIIIIo
3 mecsitia U OoJiee, ClieyeT HadyaTh KypC BBEJICHMS Tperapara 3aHOBO: BBECTH MEpPBYIO J03Y,

CIICAYIOIYIO JO3Y BBECTH YCpE3 3 MECAIIa, 3aTEM BBOJIUTH 1 pas B 6 MeCSIICB.

Ilepexoo om mepaniy MOHOKIOHANLHBIM aHmumenom — unzubumopom PCSK9 x npumerenuio
npenapama Cubpasa

IIpemapar CubGpapa MoxkeT OBITh BBEJH Cpa3y I[OCJHe BBEJACHHUS TOCICIHEH O3Bl
MOHOKJIOHAJILHOTO aHTHTEJA — HHTHOWTOpa TMPONPOTSHHOBOW KOHBEpPTa3bl CYOTHUIIM3WH-
kekcuHoBoro tumna 9 (PCSK9). Jlns Toro, uToObl momiep:kuparh koHrenTpanuio X C-JIITHII na
HU3KOM YPOBHE, peKOMEH/yeTCs BBeCTH npenapar CubpaBa B TeueHHE 2 HeJIeIb IOCIIE BBEICHHUSA

mocJieAHEH /T03bI MOHOKJIOHAJILHOTO aHTUTeNa - uHrudutopa PCSKO.

Oco0Oble rPyIIbI HAIUEHTOB

Hayuenmur nosicunozo eospacma

VY manueHToB B BO3pacTe 65 JIeT U cTaplie KOPpeKIUsI 103kl He TpeOyeTesl.

Hayuenmui ¢ Hapyuienuem QyHKyuY nevenu

[TaruenTaM ¢ HapymieHHeM QYHKIHH MIeUeHH Jerkol (kiace A mo kiaccudukaruu Yaimi-11s10)
u cpequelt (wiace B mo wiaccudukanuu Yahna-I1bi0) cTeneHu TSHKECTH KOPPEKIHS 03Bl He
Tpebyercs. IIpuMeHeHHe y TAIMEHTOB ¢ TSDKEJIBIM HapylleHueM GyHKIMU neueHH (kiace C mo
knaccudukanuu Yana-11s10) He u3ydanocs. Y NAIIUEHTOB ¢ TsHKEJIBIM HapyIlIeHHeM (PyHKIIUH
IIeYeHH MHKJIMCUPAH CJIEYeT IPUMEHSTh ¢ OCTOPOKHOCTBIO.

Hayuenmui ¢ HapyuieHuem QYHKYUU nouex
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[MTaruenTam ¢ HapymieHHEM (QYHKITHH MTOYEK JIETKOH, vMeﬂgggoﬁ%f;%ﬂﬁg—e%%’c—’f;ﬁ;e ﬁjd:i:gchce

HNAIUCHTAM ¢ TePMHHAJIBLHOM CTaJuedl XpoHWYeCKoW OONIe3HH MOYEK KOPPeKIUs J03bl He
TpeOyeTes. ONbIT MPUMEHEHHS] HHKJIMCHPAaHA Y TAIIUEHTOB C TSHKEJIBIM HapyIIeHHeM (QYHKITHH
MOYeK OTpPaHWYCH; B CBS3H C YeM Y TaKWX IMAIlHCHTOB Tpemapar clielyeT NPHUMEHATH C
OCTOPOIKHOCTHIO (M. pazjen 4.4 OXJIIII o Mepax mpeJOCTOPOIKHOCTH B CIIyUdae TeMOJUATN3A).
emu

BeszonacHocTh U 3¢ dekTuBHOCTH Mpenapata Cubpapa y TAIlMEHTOB B Bo3pacTe mMiajiie 18 et

HC YCTAaHOBJICHBI. l[aHHLIe OTCYTCTBYIOT.

Cnocod npyumeHenus (cM. pazaen 4.2 OXJIII)

IToaxozxHO.

Ilpenapar CubpaBa npeAHa3HAUYeH JUIS IOAKOXKHOTO BBEIGHHUA B 00JacTh JKUBOTA.
ANbTepHATUBHBIE MECTA MOJKOKHBIX HHBEKIUH BKIIIOYAIOT BEPXHIOK YacTh IJIeUa WM Gepo.
He cnenyet BBOAMTE IpeniapaT B 00JaCTH aKTHBHBIX KOXKHBIX 3a00JIeBaHUH WITH TTOBPEXK/ICHUMH,
TAKUX KaK COJIHEUHBIE OJKOTH, KOXKHBIH 3y, BOCTIAJICHUE WJIU KOXKHbIe HH(EKIIHH.

Kaxayro nozy 284 Mr BBOJST ¢ MOMOINBIO OJHOTO IIPEABAPHUTEJILHO 3aI0JHEHHOTO IIIIPHIA.
Kaxkapl¥ mpeBapUTeIbHO 3alIOJIHEHHBIM HINPHI NpeJHa3HA4YeH TOJIBKO UL OJHOKPATHOIO
IIPUMEHEHHS.

[Ipenapat CubpaBa npeqHA3HAYCH JIUTS BBSICHHS METUITHHCKUM pabOTHUKOM.

IIporuBonokaszanus (cM. pasaena 4.3 OXJIII)
I'unepuyBCTBUTEILHOCT K HHKJIMCHPAHY WM K JIFOOOMY U3 BCIIOMOTATEJIbHBIX BEIleCTB

B COCTABC IIpcliaparta.

Oco0ble yKazaHHA U MePbI MPeT0CTOPOKHOCTH NP pyMeHeHuH (cM. pazaen 4.4 OXJIII)
'emoananms

Bnustaue remojmaimza Ha dapMakOKHMHETHKY HMHKJIMCHpAHA HE H3YUYaloCh. YUMTHIBAS, UTO
HMHKJIMCUPAH BBIBOJIUTCS IOUKAMHU, HE CJIeIyeT IPOBOJAUTH T€MOUAJIN3 B TeUSHUE KaKk MUHUMYM

72 qacoB mocJie BBSACHHUA HHKJIHCHPAaHA.

Xpanenue (cM. pazzgena 6.4 OXJIII)

XpanuTh 1pu Temnepatype Hmke 25 °C. He 3amopaxupaTs.
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