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O HOBBIX JAHHEBIX 10 6E30NACHOCTH
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MunucTepeTBo 3apaBooxpatenns Bomrorpanckoit o6mactu HHQOPMHPYET ©
nuceMe DenepanbHoit cayxGel HO Hao30py B C(epe  31pABOOXpaHEHHS OT
21.09.2012 Ne 0411-876/12 «O HOBBIX HAHHLIX MO 6e30MacHOCTH NIeKapCTBEHHOTO
npenapara MuakanbIuky (IpUITOKeHHe K HaCTOAIIEMY IIHUCEMY), -

Ilpocum  yuects nammyio MHQOPMAuMiO IIpH (OPMHPOBAHMH 335BOK Ha
HeO0XONMEIe JIeKapCTBEHHBIE Tpernapatsl Aji 00eCIeYeHHS OTNEIBHEIX Kareropui
TPaXKTaH 32 CUeT CPE/ICTB (Pe/IePaTbHOrO M PErHOHANBHOTO GIOIKETOB Ha 2013 rofl.

Hpunoxenue: Ha 2-x mucTax B 1 K3,

3/IPaBOOXpaHEHUS L7 C.IL.Buproxos

3aMecTHTeNs MUHUCTpa ///

Jleruna Slna Branmupossa
8(8442) 24-85-23



<MuceMo> Pocagpagragaopa ot 21.09.2012 N 0411-876/12 "'Q HoBbix iaHHbIX N0 B8a0NacHOCTM ABKaPCTEEHHOMO npenapara Mruakankywk"

MWHUCTEPCTBO 3[JPABOOXPAHEHUS POCCUACKOW ®EQEPALINA
®ELQEPANEHAA CNYXBA NO HAQ3OPY B CHOEPE 3APABOOXPAHEHWUA

NMNCbLMO
oT 21 ceHTA6pA 2012 r, N 04i1-876/12

O HOBbIX AAHHbIX NO BE3ONACHOCTH
NEKAPCTBEHHOIO NPENAPATA MUAKANBLIUK

denepancHan cnyxba no Hagsopy B cepe 34paBOOXPAHEHNA B PaMKaxX WCNCMHEHWA TOCYAapCTBEHHON
BYHKUMW MO MOHUTOPKHTY Be30NacHOCTU NEeKApCTBEHKbLIX NPEenapaTos, HaxoAAaWmMXcs B obpalleHun Ha TeppUTOpUK
Poccuiickoil degepaunu, coodllaeT cnegyilee.

PocsapaeHagaop AOBOAAT A0 CBEAEHWA CNeuuanvcToB 3apaBooxXpaHerHus nucbMo kKomnadue OO0 "HosapTtne
bapma" 0 HOBBIX AaHHBIX NO Be30nacHOCTK NekapcTreHHkX npenaparoR Muakanelvk (MHH: KanbunToHKH), cnpei
HasaneHbll 200 ME/gosa, npoussogctea "Hosaptue ®apma C.a.C", dpaHums (perncTpaunoHHoe yaoctosepenue [1
N013245/01 ot 17.05.2010) v Muakansuik (MHH: KansuuToHuH), pacteop Ana uHbekyun 100 ME/mn, npounssoacTea
"HosapTuc ®apma LLiteitd A, Leekuapua (peructpauuoHkce yaocTosepeHue 1 N008824 ot 17.05.2010).

Bp.n.0. pykoeoanTENs
E.A.-TENTLHOBA

YBEOOMNEHWE ONA PABOTHUKOB 30PABOOXPAHEHWA
CBA3b MEXAY NPUMEHEHWEM KAITBLATOHWUHA N PA3BUTUEM
3NOKAYECTBEHHBIX HOBOOBPA3OBAHWW - HOBBIE OTPAHUYEHKUA
B MPUMEHEHWW MPEMAPATA

YeamaeMblii MeauLUHCKUA paBoTHuK!

Pesiome ‘

Ebponelickoe areHTCTeo MO OUEHKE nekapcTeeHHbIX cpeacTe (EMA) HegaBHO 3aBepluuno aHanwus nonb3asl W
PUCKOB, CBA3aHHEIX C NPUMEHESHMEM NeKkapcTBEHHOro npenapaTta KanbuUTOHWH, W NPULLINO K BEIBOZY O TOM, YTO
AaHHble pPaHAOMUSVPOBAHHBIX KOHTPONMPYEMEIX KAWHWYECKAX MWCCNefoBaHMil yKkasbiBalOT Ha yBenuYeHWe picka
pasBWTWA 3NOKa4YeCcTBEHHbIX HOBOOGPa30BaHWi ¥ NAUMEHTOB, NONYYaloLWMX KaNbUMTOHUH B TevyeHue ANUTeNbHoro

BpEMeHU (NO CpaBHEHWo ¢ NaUMeHTaMM, NonyyalLWwmMy nnaueto).

MpuHWMaA BO BHUMaHNUE MOBLILEHHYID 4YacTOTY BO3JHUKHOBEHWA 3IMNOKAYECTBEHHbIX HOBOOBpAazoBaHui,
areHTCTBO GAENAano BhIBOA O TOM, YTO;

- KanbyutoHuH Gornee He AOMKEH NPUMEHATLCA ANA NEYEHWs ANArHOCTUPOBAHHOMC MOCTKIUMAKTEPUUECKOro
(nocTMeHonay3anbHOro) OCTEONOpO3a, Tak Kak PUCKW, CBA3AHHLIE C €ro NPUMEHEHHMeM No AaHHOMY MOKasaHWio,
nepeBeLlnBaloT Nonbay.

MauvenTsl, nonyyalowme KanbUUTOHUH NO NOBOAY OCTEONOP03a, BO BPEMSA CNEAYIoWero nnaHosoro (Mnu
PerynapHoro) NOCeLLeHns A0MKHL BEITE NepeBefeHbl Ha anbTepPHATUBHEIE METOL LI NeYeHNs.

MNone3a OT NpUMEHEHWA KanbLWTOHMHA NO-MPeXHeMy nepesellBacT PUCKW B Cydae ero KpaTKoBpemMeHHoro
NPUMEHEHNS AMS NEYeHUS: '

- bonesHn lMegxeTa - TONbLKO ¥ NAUMEHTOB, KOTOPLIE HE OTBEMAIOT Ha anbTepHaTUBHbIe MeTeab! IeYeHus uin
ANA KOTOpEIX TaKWe METOAB! NEMEHWA NPOTMBOMOKA2aHbl, Hanpumep, Yy NAUWEHTOB € TAMENbIMW HapyLUeHWsmMW
dyHKUMW nedeHu. Mo aTomy nokasaHuie mpenapart B SoNbWNHCTBE Cyvaes He cneayeT npuMeHaTh bonee 3 mMecsiues
{dononHuTenbHas WHopMaLua, KacaloLasaca pekoMmengaumii And meanupuHeKux paBoTHUKOB, NPUBEAEHA HIKE).

- MpodpmnakTnka ocTpoi NOTEpW KOCTHOW TKaHW, 0OYCAOBNEHHOW BHe3anHoW Mmmobunusauvei, Hanpumep, ¥
nauvMeHToB ¢ HeJaBHUMU NepenomMamu, cBA3aHHbIMKU ¢ ocTeoneHuel {ocTeonoposom). B aTom cnyvae npenapar He
cneayet npumeraTe Gonee 2-4 Hefens.

- MapaHeonnacTuyeckas runepKansuMemus.

JononHuTenkHble cBeAeHNA ¢ ABNEHMN, Bhi3kiBaloLWeM DecnokoiicTeo
KomuteT n¢ nekapcTeeHHbIM npenapatam gna venoeseka (CHMP) npu EsponeiickumM areHTCTBE MO OLEHKE

Hata nevat 29.11.2012 Cucrema Koncyneranriinioe: Meavumka U chapMaueBTHia Nuer 1



<Flncbmo> PocappasHagsopa o1 21.09.2012 N 0414-876/12 "0 HOBIX AAHHbIX NG BE3CNRCHOCTH NEKAPCTSBHHOM NpamapaTa MuakansLmk”

NeKapcTBEHHBIX CPeacTB  paccMoTpen WHAOpmMauMi0, Kacaiolylcs pucka pPasnUYHBEIX  3NOKaueCTBeHHLIX
HOBOOOpasoBaHUA, MONYYEHHYw B PaHAOMU3MPOBAHHLIX KOHTPONVPYEMBIX WCCNEefOBaHMAX Y NauweHToB ¢
OCTEOMOPO3IOM UMK AehOPMUPYIOLLMM OCTEOapPTPO3OM, KOTOpbIE MONyvanu KanbUWTOHMH HazafbHbIA cnped wnm
SKCMEPUMEHTANBHYK NeKapCTBEHHYIC (bopMY KanbLUTOHWHE ANA NpUeMa BHYTPb.

Y nauueHToB, KOTOpble B AaHHbIX  WCCNEAOBaHWAX MNOMYYanu  KanbUWTOHWH, 3MOKAYeCTBEHHble
HoBOOGPa30BaHNA BOSHUKANM C NOBLILLEHHOW YacToToN. YBENUYEHNE YacTOThl 2rOKAYECTBERHBLIX HOBOOBPa3oBaHNN
Bapbuposano ot 0,7% B cnydYae npUMEHEHUA KanbUMTOHWHA ANA npuema BHYTPb A0 2,4% B Clyyae NpumMeHeHus
KanbUUTOHUHA Ha3ankHEro cnpes. MpuHMMan 8O BHUMaHUE NOBLILWEHHBIA PUCK 3NOKaYeCTEEHHLIX HoBOOGpa3oBaHWUA
Ha ¢hoHe ANWUTENLHOW Tepanuu kanmeUUTOHWHOM, KomuteT no nekapcTBeHHbIM npenapatam AnA dYenoseka (CHMP)
CAeNan BbIBOA O TOM, YTO DUCKW, CBF3AHHEIE C NPUMEHEHNeM KanbUMTOHWHA ANA NeYeHWs QWarHoCTUPOBAHHOMO
NOCTKIMMaKTEPUHECKOr0  (MOCTMEHONAaysanbHOro) OCTeonoposa ¢ UEeMbl CHUXEHWA pucka BepTebpanbHbix

nepenoMoB, NepeBelUnBaldT NoNbL3y.

JononHuteneHas MHOPMALIMA, KacaloLWanca pekoMeHaaLuiA ANA MeaUUNHCKNX paBoTHUKOB

[lo npuyyHe NOBLILIEHHOTO PUCKa 3NOKaYECTBEHHbIX HOBOOGPA30BaHW KanbUWTOHWH CREAYET NPUMEHSIThb B
TeUeHNe MUHUMASTBHO BO3MOXCHOIC BPEMEHU 1 B MUHUMANBHO 3GhchberTUBHON fo3e.

Mpu neueHnn GoneaHu MNepxeTa, B OCOGEHHOCTW, AMMTENBHOCTL NPUMEHEHWA Npenapata He AOMKHA
npesbilaTe 3 Mecaues. B ocobuix oGCTOATENbCTBAX, HanpuMep npU Yrpose HensGexHbIX NaToNorM4eckux
nepenomos, AMMTeNbHOCTL NPUMEHEHNA npenaparta moxeT ObiTh yBenuyera 4o 6 mecsaues. MpuHUMan B0 BHUMaHVe
COOTHOLIGHME NONb3bl W PUCKa, CBA3AHHBIX ¢ NPUMEHEHWeM npenapaTta, MOXHO PaccMOTPeTb BONpoc O ero
NPUMEHEHUN NO CXeMe ¢ nepepbisami,

Komnawua Hosapruc npupaet Gonbluoe aHaveHne Ges3omacHOCTHM nauueHTos, Komnauus Hoeaptuc 2-ro
asrycta 2012 r. npegocTasut B MuHMCTEPCTBO 34paBoOXpaHeHns PO nepecMOTpeHHYK © ydeToM pelueHus EMA
WHCTPpYKUMIO NO MeaunuMHCKOMY NpUMeHeHuIo npenapata Muakanbumk(R) (kanbUuToHWH), 3apPerncTpUpoBaHHOMD B
nekapcTeeHHbIX popmax Crpei HasanbHbId U PacTeop AR UHbEKUM. Mpeanaraemble MBMEHEHUS B MHCTPYKLMK Mo
MEQULMHCKOMY NPUMEHSHWMIO BIMIOHAIOT yAaneHue M3 pekoMeHAyemMblX NoKkasaHuii - oCTeonopos, W PeKoMeHaauuio
ANA BpayYeil NO APYruM MoKasaHUAM Ha3HAYETb KanbUWUTOHWH Ha MUHUMAnbHO KOPOTKWI CpoK. [JaHHbe U3MEHeHus
HanpaeneHsl Ha CHINKeHNe NOTEHUWANBHOrO pucka, CBA3AHHOMO C NpYeMOoM npenapara.

Cooblyenns o HexenaTenbHbIX SBNeHNAX, NPEANONOXUTENLHO CBA3AHHBLIX ¢ NPENapaTom:

Komnanus HosapTuc ®apma npocut Bac coobluyaTh 060 Beex HexenaTenbHbix ABNEHUAX, KOTopLIe MoryT BeITh
CBfA3aHb! ¢ NPUMEHEHVEeM KansUUToHNHa B PocagpaBranaop 1 B odMe komnaruu-B Poccuu:

Tenechou +7(495) 967 12 70

thakc+7{495) 969 21 60

e-mail: Drug Safety Russia@novartis.com

KOHTaKTHble nuua: Esrenuns KyHuna, KpacasuHa Imunus.

Ecnu y Bac BO3HMKHYT BONPOCHI MO WHCPOPMALUK, V3NOKEHHOW B JAHHOM NUCbME, Wrn notpebyoTca
AononHUTenbHbIe AaHHbLIe RO MEAWUUMHCKOMY NPUMEHEHNIO KanbUWTOHWHA, Byaem pajs! okasaTe cogelicTeue.,

Oupekrop enaprameHTa
EblBEOAE NPENapaToB Ha PbIHOK
000 "HorapTtuc dvapma”
O.B.lUMPOKOBA
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