NHCTPYKLIVA

no NpUMEeHEHNK NeKapCTBEHHOIO rnpenapata 414 MegNUMNHCKOro npuMeHeHnA

30/TAZLEKC® (ZOLADEX)

HalMeHOBaHWe NekapCTBeHHOro npenapata

PerncrpauymoHHbii Homep: 1 N013307/01
Toprosoe Ha3BaHue: 3oaaekc® (Zoladex®)
MexayHapoHoe HenaTeHTOBaHHOE Ha3BaHue: rosepesiviH (goserelin)

JlekapctBeHHas popmMa: nmnnaHTar

COCTAB

OAMH MMMNNAHTAT COAEPXKMT:

Levcrsyrolyee BeLecTBO. To3epennHa alertar 3,8 Mr (B nepecyeTe Ha rosepennH 3,6 mr)
nnn 11,3 mr (B nepecyete Ha rosepenvH 10,8 mr)

Bcriomorare/ibHeie BelyectBa; MONOYHOW U TAnMKoneBon kucnot conoammep (50:50) ao
obuert maccol 18,0 Mr (mpenapat 3onazekc® 3,6 Mr), HU3KOMOAEKYNAPHBIA MONOYHOM W
rMKoneBon  kucnot conoammep  (95:5) ¥ BbICOKOMONEKYNAPHbBIA  MOJOYHOM U
FNKONEBOWN KMcnoT conoammep (95:5) no obuwen maccol 36,0 Mr (COOTHOLLEHME MEXAY
HW3KOMOAEKYNAPHBIM 1M BbICOKOMONEKYNAPHBIM  conoimMepom — 3:1, no  macce)

(npenapart 3onaaexkc® 10,8 mr).

ONUCAHUME
Benble nan KpemoBble LIMAMHAPUYECKME KYCOUKM TBEPAOTO MOJMMEPHOrO Matepuana,

CcBOBOAHOrO MAM MPAKTUYECKN CBOBOAHOMO OT BUAMMbBIX BKIFOUEHWI,

®APMAKO/TOTMYECKME CBOVICTBA

dapMakoTepaneBTMyeckas rpynna: MPOTMBOOMYXONEBOE  CPEACTBO, aHanor
FOHaAOTPOMUH-PUAUSUHT TOPMOHa.

Koa ATX: LO2AEQ3

dapmakoanHaMmKa

3onanekc® aBASeTCA CUHTETMUECKMM aHaNorom MpUPOAHOrO FOHaAOTPOMUH-PUANSUHT
ropmoHa (THPT). Mpu NOCTOAHHOM MpUMeHeHWW npenapat 3onagekc® MHrmbnpyet

BblAeNeHne rmnodusoM NHOTEMHU3MPYOLWEro ropMoHa (JI), UTO BeAeT K CHUXEHWHO



KOHLIEHTpaLMM TecTOCTEPOHa B CbIBOPOTKE KPOBWM Yy  MYX4YMH U KOHLEHTPaLMK
3CTPaZMoNa B CbIBOPOTKE KPOBW Y XeHLWMH. [JaHHbIi 3ddekT obpatim nocie OTMeHbI
Tepanuu. Ha nepBoHauanbHOM cTaamm npenapat 3onazekc®, nogobHo Apyrvm
aroHmctam  THPI,  MOXeT Bbi3blBaTb  BPEMEHHOE  YBE/JMUEHME  KOHLeHTpaLmm
TECTOCTEPOHA B CbIBOPOTKE KPOBW Y MYXXUMH 1 KOHLIEHTPALMKN 3CTPaAMONA B CbIBOPOTKE
KPOBM Yy XeHLWMH. Ha paHHWX cTaamsax Tepanuu npenapatom 3onaaekc® y HekoTopbIx
KEHLLMH MOTyT OTMeuYaThbCA BarnMHaabHble KpOoBOTEYeHMA Pa3IMUYHON
MNPOLOIKNTENBHOCTU U MHTEHCUBHOCTU.

Y MyX4UuH npuMepHO Kk 21 AHO Mocie BBeAEHWA MEPBOrO VMMMAAHTaTa KOHLEeHTpaums
TECTOCTEPOHA CHWXAETCA [0 KacTPaLMOHHbBIX YPOBHEW U MPOAOJIXKAET OCTaBaTbCA
CHWXEHHOW MpW MOCTOAHHOM JIeYEeHWUW, MPOBOAMMOM Kaxzble 28 AHen B Caydae
npenapata 3onazekc® 3,6 Mr uam kaxzaole 3 Mecsla B cnydae npenapata 3oiagekc®
10,8 Mr. Takoe CHWXEHMEe KOHLEHTpaumMK TectocTepoHa Ha GoHe MpUMeHeHus
npenapata 3onaaekc® 3,6 Mry 60/bLIMHCTBA BONbHbBIX MPUBOAMT K PEFPECCUM OMYyXON
NpeAcTaTeNbHOM XXenesbl U K CUMATOMAaTUYECKOMY YyULLEHWHO.

Y XeHLMH KOHLEHTpaLmA 3CTpajmnoaa B CbIBOPOTKE CHUXAETCA TakxXe MpuMepHo K 21
AHIO MOC/Ne BBEAEHMS MepBOro vMMaaHTaTa npenapata 3onaaekc® 3,6 Mr u, npu
peryiapHOM BBEAEHWWN Mpenapata Kaxable 28 AHeWn, OCTaeTCa CHUXEHHOW 4O YPOBHS,
CPaBHMMOIO C TeM, YTO HabArAAeTCA Yy XEHWWH B MeHonayse. [laHHOe CHUXeHue
NPUBOAUT K MONOXMUTENBHOMY 3QdEKTY MpW FOPMOHANIbHO-3aBUCUMBbIX GOpMax paka
MOJIOYHOW XXenesbl, 3HAOMETpMo3e, Gubpomax MaTkM W MOAABNEHUM  PA3BUTUA
DONNMKYNOB B ANYHMKAX. DTO TakXe BbI3bIBAET UCTOHYEHME SHAOMETPUA U ABAAETCA
NPUYNHOM BO3HNUKHOBEHMA aMeHopen y BObLUMHCTBA NaLMEHTOK.

Mocne BBeAeHWs npenapata 3onazekc® 10,8 Mr KOHLIEHTPALIMA 3CTPAAMONA B CbIBOPOTKE
Y XEHLIMH CHUXaeTcA B TeyeHWe 4 Heaenb MOC/e BBEAEHWA MEPBOrO MMMIAHTaTa U
OCTaeTCA CHUXEHHOW A0 YPOBHA, CPAaBHMMOrO C TeM, YTO HabArOA3eTCA y KEeHLWMWH B
MeHonayse. [pn Haya/bHOM MPUMEHeHWW aApyrux aHanoros [HPI 1 nepexoje Ha
npenapat 3onazekc® 10,8 Mr, MoAaBfeHWEe YPOBHA 3CTpaaMona  COXPaHAeTCs.
MNozsaBneHne ypOBHA 3CTPaAMONa MPUBOAUT K Ne4ebHOMY 3hdekTy npy 3HAOMETPUO3E U
drbpomax matku.

MNokasaHo, uTo npenapat 3onaaekc® 3,6 Mr B koMbBMHaLMM C npenapaTtamu xesnesa
BbI3blBae€T aMEHOPEHD U1 MOBbILEHWE YPOBHA TreMOrIObMHA W COOTBETCTBYHOLLMX
reMaToNorMyeckmx MapameTpoB Y XeHWKH C Gubpomamu Matkm K COMYTCTBYHOLLEN
aHemumen.

Ha ¢oHe npuéma aroHuctoB [HPI y XKEeHWWH MOXET WMMeTb MEeCTO HacTyrjieHue



MEHOMMay3bl. Peako Y HEeKOTOPbIX XEHWWH He MNponcxoant BOCCTaHOBJIEHWA

MeHCpraLI,l/Il\/’l nocjie OKOHYaHKMA Teparnnun.

dapMakKOKNMHETUKA

BeeneHne npenapata 3onagekc® 3,6 Mr kaxable 4eTbipe HeAennm WAW npenapaTta
3onagekc® 10,8 mr kaxable 12 Heaenb obecneuvBaeT noadepxaHve 3GheKTUBHbIX
KOHLEHTpaLUMi. Kymyaaumm B TKaHaxX Mpu 3TOM He npoucxoaut. TNpenapat 3onazekc®
MNOXO CBA3bIBAETCA C OE/KOM, M Mepuoj MONYBbIBEAEHNS €ro M3 CbIBOPOTKM KPOBW
coctaBnfer 2 - 4 4yaca y OONbHbIX C HOpPManbHOM dyHKumen nouek. [lepuog
NONyBbIBEAEHNS YBEAUUMBAETCA Yy OOJbHBIX C HapPYyLUEHUAMM MoYeyHor GyHKuUmK. [pu
exemMecsayHoOM BBeAeHWN npenapata 3onaaekc® 3,6 mr uamn npenapata 3onaaexc® 10,8
MF J@HHOE M3MEeHeHWe He ByaeT MMeTb 3HaYMTENbHbIX MOCAEACTBNI, MO3TOMY U3MEHATb
[O3y  ANA  AAHHbIX  MAUMEHTOB He TpebyeTca. Y  OONbHBIX C  MEYEHOYHOU

HEAOCTATOYHOCTbHO 3HAUNTEIbHbIX N3MEHEHMI B Cl)apMaKOKVIHeTVIKe He Ha6ﬂFO,£|,aeTCF|.

MOKA3AHNA K MPUMEHEHUIO
Ans npenaparta 3onaaekc® 3,6 mr
e Pak npeacTatencHOM xenesbl
e Pak MONO4YHOM xenesbl
® DHAOMETPMO3
o  ®Ounbpombl MaTku
e /114 UCTOHYEHMA SHAOMETPUA NPU NMAAHMPYEMbIX ONepPaLMAX Ha SHAOMETPUM

e [pu 3KkCTpakopnopaabHOM OMNA0A0TBOPEHMN

Ans npenapata 3onagekc® 10,8 mr
e Pak npepacratenbHoOM xenesbl
e SHAOMETPMO3

o Orbpombl MaTku

NMPOTUBOMNOKA3AHNA
- [ToBbILWEHHaA YYBCTBUTENbHOCTL K TO3EPENNHY WK APYrM aHanoram [HPI
- bepemeHHoCTb 1 nakTauma

- [leTckmin BO3pacT

C OCTOPOXHOCTbIO



Jmua  MyXcKOro  nona,  MOABEPXEHHble  OCOBOMY  PUCKY  BO3HMKHOBEHMA
HEMPOXOAMMOCTM ~ MOYETOYHWMKOB ~ WM CAABAEHMA  CMMHHOIO  Mo3ra.  [lpu
5KCTPaKOPNOpanbHOM OMIOAOTBOPEHNN Y MALMEHTOK C CMHAPOMOM MOJMKMUCTO3HbIX
ANYHMKOB. COBMECTHOE MPUMEHeHMEe C eKapCTBEHHbIMU CPeACcTBaMK, CMOCOOHBbIMU
YAMHATL MHTepBan QT MAM BbI3bIBATb XENYAOUKOBYHO TaXMCUCTOAMYECKYHD apUTMMIO
TMNa «nunpyaT». [pu BBeAeHMM Npenapata, 0COOEHHO MauMeHTaM C HU3KUM WHAEKCOM

Maccbl Tena w/vmamu Nnony4varowMm aHTNKOaryiAaHTbl B NOJHON J0o3e.

CMNoCcob NMPUMEHEHUA N AO3bl

Cnesyet cobtoZaTb OCTOPOXKHOCTb MpW BBeAeHUM Mpenapata 3onafekc® B nepesHor
OPFOLLHYHO CTEHKY B CBA3M C BAM3KMM PACMONOXKEHVEM HUXKHEW HAaAUYPEBHOM apTepum v
ee BeTBeMN.

C 0cob0 OCTOPOXKHOCTBIO CleAyeT BBOAUTL MpenapaTt 301a4ekc® naumeHTam ¢ HU3KUM
MHAEKCOM MacChl Tena W/vuav NoayyaroLMM aHTUKOaryiaHTbl B MOHOM A03e (CM. pa3zen
«Ocobble ykazaHns»).

MoapobHas MHCTPYKUMsA MO BBEAEHMIO mpenapata 3onaaekc® npueeseHa Ha daaxke-

aHHOTaunn, NoABMXHO MPUKPENIEHHOM K KOHBEPTY.

Mpenapat 3onazekc® 3,6 mr

B3pocnble

Mpenapat 3o0naaekc® 3,6 Mr BBOAAT MOAKOXHO B NMEPEAHIO0 BPHOLLHYHO CTEHKY Kax/ple
28 pHen.

- NPV 310KaYeCTBEHHbIX HOBOODHPA30BaHMAX ANNTENBHO

- Npw 206POKaYECTBEHHbIX TMHEKONOTMYECKnxX 3aboneBanHumax He bonee 6 mecALEeB

- ANA UCTOHYEHMA SHAOMETPUA AENatoT ABE MHBEKLMW C MHTEPBANOM B 4 Heaenu, npu
3TOM abnAUMKO MaTKM PEKOMEHAYeTCA MPOM3BOAMTbL B MEPBble ABE HeAenu nocne

BBEAEHNA 2-0M J03bl.

DKCTpakopnopanbHoOe ONiIoA0TBOPEHNE

Mpenapat 3onagekc® 3,6 Mr npuMmeHseTcs ans  aeceHcMbuamsaumm  runodusa.
[eceHcnbunmsauma onpeaensetca No KOHLEHTPaLUMM 3CTpaamnona B CbIBOPOTKE KPOBW.
Kak npaBuno, HeObX0AMMbIN YPOBEHb 3CTPaAMONa, KOTOPbIM COOTBETCTBYET TaKOBOMY B
PaHHIOK QONMKYNApHYrO a3y umkna (npubamsmtensHo 150 nmonb/n), pocTuraetcs
mexay 7 v 21 aHem. Tlpn HacTynaeHun AeCeHCMOUAM3ALMM HAUMHAKOT CTUMYAALMIO

cynepoByadunn (KOHTpOJ'Il/IpyeMaH CTMMYIALNA ANYHKKOB) C NMOMOLLBHO TOHaAOTPOMMHa.



BbisbiBaemas peceHcnbuavsauma rmnodursa npu nNpuMeHeHun Aeno aroHucta HPT
MOXeT ObITb HOnee CTOMKOM, YTO MOXET MPMBECTM K MOBbILIEHHOW MOTPEOGHOCTV B
roHafoTponvHe. Ha COOTBETCTBYHOWEN CTaamn  pa3Butua  GOAIMKYyNa  BBeAeHWe
rOHaZOTPOMMHa Mpekpallaetca W Janee  ANa  UHAYKUMM - OBYNALMK  BBOAMUTCA
Ye0BEYECKMIA XOPUOHMYECKUI TOHAAOTPOMMH. KOHTPOAb 3a MPOBOAMMbBIM JIEYEHUEM,
npoLeaypbl M3BJEUYEHNA OOLMTa W OMIOLOTBOPEHUA MPOBOAATCA B COOTBETCTBMU C

YCTaHOBNEHHOW MPAKTUKOW JaHHOTO N1eUYeBHOrO yUpexXaeHNs.

Mpenapat 3onazekc® 10,8 mr

B3pocsibie MyX4mnHbI
Mpenapat 3onazekc® 10,8 Mr BBOAAT MOAKOXHO B MEPEAHIOH BPIOLLHYHO CTEHKY Kax/ple

3 mecaua.

B3pocsible XeHLWm HbI
Mpenapat 3onazekc® 10,8 Mr BBOAAT MOAKOXHO B MEPEAHIOK BPIOLLIHYHO CTEHKY Kax/ble

12 Hepensb.

|_|aLI,VIeHTbI NnoOXwWaoro BO3pacCTa, MauneHTbl C MOYEYHOM WAM  MEYEHOYHOM

HeZLOCTaTOYHOCTBIO: KOPPEKLMA A03bl He TpebyeTcs.

MOBOYHOE AEMNCTBUE

HacToTa BO3HWKHOBEHMA HeXenaTelbHblXx 3OOEeKTOB MNpeACTaBaeHa  CAeayoLLMM
obpazom:

Yacto (> 1/100, < 1/10); Heuacto (> 1/1000, < 1/100); Peako (> 1/10000, < 1/1000); OueHb

peako (< 1/10000), Bkatoyas oTAeNbHbIE COOOLLEHMA.

HoBoobpazosaHmA.
OueHb pesko: onyxosb rmnopusa.
HeyTouHeHHOW YacToTbl: AereHepauma GUOPOMATO3HbIX Y3/10B Y XEHLLWH C GUOPOMON

MaTKW.

Coc TOPOHb! M/\///\//)/HHOMV cicremsl.
Heuacro: peakunm rmnepyyBCcTBUTE/IbHOCTA.

Peako: aHaq)vma KTNUYeCKne peakunmm.



CO CTOPOHbI SHAOKPUHHON CUCTEMBI!

OueHb pesKko: KPOBOM3NNAHME B TMNOdU3.

Merabomyueckme HapyLueHmA.

Hacto: HapyLlleHWe TONePaHTHOCTU K TIKOKO3€E. Y MYXUMH, NOoaydaBLunx aroHucTsl [HPT,
HabAAANOCh CHUMXEHWE TONEPAHTHOCTM K [toKo3e. CHUMXKEHME TONEePaHTHOCTM K
[IFOKO3€e MPOABNANOCH PA3BUTUEM CaxapHOro Auabeta uan yxyAlleHneM KOHTPONA Haj,
KOHLEHTPaLLMEN FHOKO3bl B KPOBW Y MALMEHTOB C CaxapHbIM AnabeToM B aHaMHe3e.

Heuacto: rmnepkanbumemmnd (y XXeHLLMH).

CO CTOPOHBI HEPBHOM CUCTEMbI U TCUXMHYECKOM CPEPBI:

OueHb 4acTo: CHWXeHWe AMbnAo, CBA3AHHOE C GaPMaKONOTMYECKMM  AENCTBUEM
npenapara u, B PeAkiX Cny4vanx, MPUBOAMBLLEE K €r0 OTMEHE.

Hacto: M3MeHeHVe HaCcTpoeHWda (Y XeHLWMH), aenpeccnd (Y >XeHLWMH), nepenajpl
HaCTPOeHUA (y My>XUWMH), NMapecTesns, CAaBieHne CMMHHOTO MO3ra (y My>XU4KH), roJI0BHanA
601b (Y XKEeHLLMH).

OueHb pesko: NCUXOTUYECKOe PAaCCTPOMCTBO.

CO CTOPOHBI CEPAEYHO-COCYANCTOM CUCTEMBI:

OueHb YacTo: «MPUAVBbLI», CBA3aHHbIE C GapMakoNOrMyeckMm AenCTBMEM NpenapaTa v, B
PeAKMX Cydasx, MPUBOAMBLLIME K €r0 OTMEHE.

HacTo: MHGapKT Mrokapaa (y MY>XUnH);, cepAeyHans HeLOCTaTOUHOCTb (Y MY>XXUMH), PUCK
KOTOPOW  MOBBIWAETCA MNPV OAHOBPEMEHHOM  MPUMEHEHUM  AaHTMAHAPOTEHHbIX
npenapaTtoB. VI3MeHeHWA apTepuanbHOrO  AaBneHud, MPOABAANOLMECA CHUXEHWEM
apTepManbHOroO AaBAEHWUA MW MOBbILLEHWNEM apTEPUANBHOTO AABAEHUA. TV N3MEHEH WS
OObIYHO TPaH3UTOPHbIE, M paspellatoTca AMbO B npouecce Tepanun npenapaTom
3onazekc®, ambo nocne ee npekpatleHns. B peakunx caydasx 3Tv U3MeHeHus TpeboBam
MEeAMLMHCKOrO BMeLLaTeNbCTBa, BKAKOYAs OTMeHy npenapaTta 3oaaaekc®.

HeyTouHeHHOW 4YacToThbl: yanivHeHve mHTepBana QT (cm. pa3gensl «Bsanmoaencraume ¢
APYTUMW  NeKapCTBEHHbIMM  CpeacTBaMu UM Apyrve  BWUAbl  JIEKAPCTBEHHOTO

B3aMMOZeNCTBMA» 1 «Ocobble yKazaHMsa»).

Co CTOPOHbI KOXU U NO,ZZKO)/(HOMV KAEeTHarku.
OueHb YacTo: NOBbIWEHHAA MOTAMBOCTb, CBA3aHHAA C Cl)apMaKOIIOFVMeCKVIM AemCTBMeM

npenapata W, B PeAKMX Caydasx, MPUBOAMBLUAA K €ro OTMEHe; akHe (y >KEeHLUMH), B



OONbLIMHCTBE C/yYaeB BO3HMKaeT B TeuyeHMe 1 Mecaua nocae Hadana Tepanuu
npenapatom 3onagekc®.

YacTo: anoneums (y XeHLMH), Kak NpaBWao, HeE3HAUWUTENBHO BblpaXkeHHas, B TOM 4ncie,
Yy MONOAbIX MaLMeHTOK C  A06pOKauecTBeHHbIMM HOBOOOPA30BaHWAMK; ChbiMb, B
OCHOBHOM, He3HaUMTeNbHO BbIPaXEHHas, KOTOpas 4acTo pa3pewanacb Ha ¢oHe
NPOAOMKEHWS TEpanmn.

HeyTouHeHHOM YacToTbl: anoneuums (y My>K4mH), KOTopas NposBAsNach Kak BbinajeHne

BOJIOC MO BCEMY TeNly BCNeACTBMNE CHUXEHNA KOHUEHTPaUKMM aHAPOreHOoB.

CO CTOPOHBI OrOPHO-ABUIATE/IbHOIO arnapara.

YacTo: aptpanrma (y XeHLmH), 60ab B KOCTAX (Y My>Xu4uH). B Hauane neyeHnsa 60abHblE
PakoM MpeACTaTeNbHOM Xenesbl YacTo MOMyT UCMbITbIBaTb BPEMEHHOE ycuneHre 601 B
KOCTAX, KOTOPAaa 1eYUTCA CUMNTOMATUUECKU.

Heuacto: aptpanrua (y My>XUuH).

CO CTOPOHBI MOYErONI0BON CUCTEMBI.

OueHb YacTo: 3peKTUNbHAA AUCOYHKLUMA (Y MY>XUMH), CyXOCTb CAM3UCTOM OBOA0UKM
BAaraaMLa n yBeamyeHmne pasmepa MOJ0UHbIX Xenes (y XeHLMH).

Hacto: ruHekomMacTmna (Y My>XUumH).

Heuacto: 6ONE3HEHHOCTb TPYAHbIX Xene3 (y MYXUWH), OBCTPyKLUMA MOUYETOUHWMKOB (Y
MY>KUMH).

PesKo: KUCTa AnYHMKA (Y XEHLLMH), CUHAPOM TMNEPCTUMYNALUKN AUYHUKOB (Y XXEHLLMH,
NPV COBMECTHOM MPUMEHEHWMN C TOHAZOTPOMUHAMM).

HeyTOUHEeHHOM YacToTbI: BarMHaAbHOE KPOBOTEUEHME (Y XKEHLLMH).

[lpoune:
OueHb YacTo: peakLma B MecTe BBeeH1A npenapata (y XeHLmH).
Hacto: peakuma B MecCTe BBeAeHMA npenaparta (Y MYX4UWH), BPEMEHHOE YCuaeHue

CMMMNTOMOB 3ab01eBaHMA Yy MauneHTOK C PakoMm MOJIOYHOWM Xenesbl B Hauane Tepanmn.

/1aboparopHble MCCAEL0BAHNA!

Yacto: cHuxXeHne MMHepaﬂbHOVI NAOTHOCTM KOCTHOWM TKaHMW, yBean4eHne MaccCbl TeNa.

[loc TMapKeTrHIroBoe rprmMeHeHne

Ha doHe npumeHeHus npenapata 301a4eKCc® oTMeuUeHbl eAMHUYHbBIE CyYan U3MEHEHWI



MoKasaTenen aHanu3a KPOBMW, HapyLleHna GyHKUMK neveHn, TPOMOO3MObOoNNN neroyHom

aprtepu1n m MHTepCTMLLMaﬂbHOVI NMHEBMOHNI.

MEPEAO3MPOBKA

OnbIT NepeAo3npOoBKK NpenapaTa y Ntojein orpaHuyeH. B cayyae HenpesHamepeHHOro
BBEAEHWs npenapata 3onagekc® npexzae cpoka uam B 6osee BbICOKOM f03e He
OTMEYaNoCh KAMHUYECKM 3HAUMMbIX HEXEeNaTeNbHbiX ABAEHUN. [JaHHbIX OTHOCUTENBHO
Nepeso3npOoBKN Yy NtoAen He umeeTcs. B ciyyae nepeaosvposku 60AbHOMY chesyeT

Ha3HauMTb CMMMNTOMaTM4eCcKoe neveHne.

B3AMUMOJENCTBME C APYTMMW NEKAPCTBEHHBIMW CPEACTBAMU U IPYTUE BAAbI
JIEKAPCTBEHHOIO B3AVMOENCTBUA

He n3BecTHO.

Mockonbky aHApPOreHHas JenpuBauMsa MOXeT yaaumHATb uHTepBan QT, Heobxoanmo
cobtoZlaTb OCTOPOXHOCTb MPW COBMECTHOM MPUMEHEHWM Mpenapata 3onagaekc® c
NeKapCTBEHHbIMW  CPeACTBaMM, CMOCOOHbIMKW yAAMHATL WMHTepBan QT wAM Bbi3biBaTb
XeNyLOUKOBYH) TaxMCUCTONMUECKYHO apuUTMUIO Tvna «nupyaT» (Torsade de Pointes),
TaKMMW  KaK  aHTUaputMuyeckme npenapatel A knacca  (Hampumep,  XUMHUAMH,
Ansonmpammna) nan lll knacca (Hanpymep, aMMoAapPOoH, COTanon, Aodetmama, nbytmana),
METaf0oH, MOKCMONOKCAUMH, aHTUACMXOTuYeckne npenapatel (cM. pasgen «Ocobble

yKazaHna»).

OCOBbIE YKA3AHWA

e lpu NpumMeHeHUn npenapata 3onagekc® cooblanocb O peakuusx B MecTe
BBeAeHMs npenapata, BkakoUas 60/b, reMaToMy, KPOBOTEUEHWE U NOBPEXAeHNe
cocyza. B atnx cnyyasax HeobxoaMMo HabaroAaTb MauMeHTa C Lenbro BbifBAEHMUS
BO3MOXHbIX MPU3HAKOB MAN CMMMNTOMOB BHYTPUOPIOWHOIO KpoBOTeueHus. B
OuYeHb pPeaKMX Caydasx owmbka npu BBEAEHWM npenapata nNpuBoAMaa K
NOBPEXAEHNIO COCYAa WM remMopparmyeckomy LIOKY, TPebOoBaBLUMX NepennBaHmns
KPOBW U XMpyprimueckoro Bmellatensctea. C 0coboOM OCTOPOXHOCTBIO Cnefyet
BBOAMTb Npenapat 3onaaekc® naumeHTam ¢ HU3KMM MHAEKCOM MacChl Tena u/mam
NOAyYaroLLMM aHTUKOAryAaHTbl B MOJHON A03e.

e ChesyeT C OCTOPOXHOCTBIO HasHauaTb mpenapat 3osagekc® amuam My>XcKoro
nona, MNOABEPXEHHbIM OCOBOMY PWUCKY BO3HMKHOBEHMSA  HEMPOXOAMMOCTM

MOUYETOYHMKOB WM CAABNEHMA CMUHHOMO MO3ra. Y AaHHbIX naumneHToB caeayet



OCyLLeCTB/ATL TLLATebHbI MOHUTOPWHI B TeYeHKe NepBOro mecaua tepanun. B
TOM C/yYae, eCnn CAaBleHMe CMUHHOTO MO3ra Wan noyeyHas HeAoCTaTOUYHOCTb,
0byCNoBNEeHHAA MOUYETOUYHUKOBOM  HEMPOXOAMMOCTbIO, WMEKT  MeCTO WK
Pa3BMBaKOTCA, C/efyeT HasHayaTb CTaHAAPTHOE ANA  AAaHHbIX  OCJOXHEHWN
NleyeHne.

Y xeHwuH npenapat 3onaaekc® 10,8 Mr nokasaH TOMbKO ANA  JeUeHMUs
SHAOMETPMO3a U GUOPOM MaTku. [Na KEeHWMH, HYXAAMOWMUXCA B NeYEeHUM
ro3epesMHOM Mo APYriM nokasaHusaM, MpuMeHstoT npenapat 3onaaekc® 3,6 mr.
Mpn uncnonb3oBaHnM npenapata 3onagekc® y XEHWWH A0 BOCCTAaHOBAEHMS
MEHCTPYyaLMM AOIKHbI MPUMEHATLCA HETOPMOHa/IbHbIE METOAbI KOHTPALLENLMK.
Kak 1 mpun ncnonb3oBaHnM Apyrux aHanoros [HPI, npu nprmMeHeHun npenapara
3onagekc® 3,6 Mr B KOMBUHALUMWM C TOHAZOTPOMMHOM, COODLIANOCh O PEeaKnX
CIy4anax — pasBuTMA  CUHAPOMa  runepctumyndumm  amdHmkos  (CICA).
Mpeanonaraerca, 4to AeceHCcnbuamnsaLms, Bbi3BaHHaA NPUMEHeHWeM npenapata
3onagekc® 3,6 Mr, MOXeT MpUBOAUTL B pAAe CAydyaeB K YBEJIUYEHMIO
HeobXOAMMOM A03bl FOHAaAOTPOMMHA. HeobxoaAMMO TLLaTeNbHO MOHUTOPMPOBATHL
CTUMYAALMIO  LMKAS, 4YTOObI BbIABUTL MaLMEHTOK C puckom passutmna CICH,
MOCKOJIbKY BbIPaXXEHHOCTb M 4acTOTa MPOABAEHWUA CUHAPOMA MOXET 3aBMCETb OT
A030BOTO pexvMa roHajoTponuHa. BeeaeHne XOpMOHUYECKOro roHasoTpOoMnmHa
yenoBeka HeObXOAMMO NPEKPaTUTb, eC/IN 3TO TpebyeTca.

[pumeHeHre aroHuctoB [HPI y  >KEHLWMH MOXET BbI3blBaTb  CHUXEHWE
MUWHEPANbHOW MAOTHOCTM KOCTHOW TKaHu. [locne OKOHYaHWA fedyeHusa Y
OONBLUMHCTBA XXEHLMH NMPOUCXOAUT BOCCTAHOBAEHWNE MWHEPANbHOM MAOTHOCTM
KOCTHOM TKaHW. Y MaumMeHTOK, mojydaBluMx npenapat 3onagekc® 3,6 mr ans
NeYyeHns  3HAOMETPMO3a, JAobaBneHne TrOpPMOHO-3aMeCTUTENbHOW — Tepannm
(3CTPOTreHHbIA 1 MNporecTareHHbI NpenapaTtbl eXeAHEBHO) CHWMXano MNoTepro
MWHEPaNbHOW MAOTHOCTU KOCTEM M Ba3OMOTOPHblE CMMMTOMbI. B HacToAwee
BPeMS HET OnbITa MPUMEHEHNA TOPMOHO-3aMeCTUTEIbHOW Tepanuu Npu Ne4eHum
npenapatom 3onazekc® 10,8 mr.

Bo306HOBNEHME  MEHCTpyauMi MOC/ie OKOHYaHWA  NeyeHua  npenapaTtom
30n1a4eKc® y HEeKOTOpPbIX BOJbHBIX MOXET MPOUCXOAMTb C 3a4ePXKON. B peakmx
CIydasax Y HEKOTOPbIX XeHLLMH BO BpeMd fedeHna aHanoramu FHPI MoXeT nmeTb
MECTO HacTyrnjieHne MeHonaysbl 6e3 BOCCTaHOBNEHWA MEHCTpyauun nocae

OKOHYaHWMA Tepannn.

e [lpuMeHeHne npenapata 3o0nagekc® MoOXeT npUBOAWUTL K YBEJMUEHMIO



LEPBMKANbHOW PE3NCTEHTHOCTK, HeobxoaMMO COobAaTh OCTOPOXHOCTb MpuU
ANNATALMN LLENKM MATKU.

e HeT paHHbIX 006 >PdekTmBHOCTM 1K 6e30MacHOCTV  Tepanuu  npenapaToMm
3onaaekc® A0OPOKaYeCTBEHHbIX FMHEKON0TNYeCKmMX 3aboneBaHui
NPOLOIKNTENBHOCTEHO B0Nee 6 MecaLeB.

e AHAPOreHHas JenpuBauua MOXeT YANMMHATb uHTepBan QT, XOTA NPUYMHHO-
CNeiCTBeHHas CBA3b C MPUMeHeHWeM npenapata 3onazekc® He yctaHoBieHa. Y
NaLUVeHTOB C yaAnnHeHneM nHTepBana QT B aHamHese uan daktopamum pucka ero
Pa3BUTUA, a TakXke Yy MaLMEeHTOB, MPVHMMAKOLLMX COMYTCTBYHOLWME Mpenaparsl,
CNocobHble yanmHaTb uHTepBan QT (cMm. paszen «B3anmmogencteme C apyrmmm
NeKapCTBEHHbIMM CpeLcTBaMU 7 Apyrve BUAbI NeKapCTBEHHOTO
B3aMMOJENCTBUA»), A0 Hauvana npuMeHeHus npenapata 3onagekc® cneayet
OLEHWTb COOTHOLLEHME OXMAAEMOM MOJb3bl M MOTEHLMANBHOIO PUCKA, BKIKOYas
BO3MOXHOCTb  Pa3BUTUA  XKEYyAOYKOBOW TaXMCUCTONIMYECKOW apuTMUMKM  Tuna
«MNPY3IT».

e [penapat 3onazekc® 3,6 Mr AomKeH MPUMEHSATLCA MPW IKCTPAKOPMopasbHOM
OMNOAOTBOPEHUM TONABKO MNOA HabAOAEHVEM CMELMAnnUCTa, VMMEOLLEro OmnbIT
paboTbl B 3TOM 0bAacTy.

e PekOMEHAYeTCA C OCTOPOXHOCTBIO MPUMEHATb npenapaT 3onazekc® 3,6 Mr npu
3KCTPaKOPMopaNbHOM  OMJIOAOTBOPEHUM Yy MaUMEHTOK  C  CUMHAPOMOM
MONMKNCTO3HBIX AUMYHMKOB, Tak Kak BO3MOXHa CTUMYAALMSA BONbLLIOTO KOAMYeCTBa
bonmKynos.

e [lo npeaBapuTeNbHbBIM JAaHHLIM MPUMEHeHWe BuchocdoHaTa B KOMOUHALMM C
aroHncTtamuy MHPT y My>XUMH CNOCOBCTBYET YMEHBLUEHNIO MOTEPU MUHEPATBHOM
MNNOTHOCTM KOCTHOW TKaHW. B CBA3M C BO3MOXHOCTbHO Pa3BUTUA CHUXEHUA
TONEPAHTHOCTM K T[HOKO3e Ha GOHe npuema aroHucToB [HPT 'y MyXuuH,

peKoOMeHAYeTCA NEPUOLMNYECKN KOHTPOMPOBATL COAEPXKAHME TIHOKO3bl B KPOBW.

BAMAHME HA CINOCOBHOCTb YIMPABJ/IATb ABTOMOBW/JIEM W APYITMU
MEXAHN3MAMWU
HeT cBeaeHwit o Tom, uto npenapat 3onaaekc® nNpuBOAWT K yXyALWEHUO 3TUX BWAOB

AEATENIbHOCTU.

®OPMA BbIlYCKA



ViImnnanTat no 3,6 mr mam 10,8 Mr B wnpuue-annavkatope ¢ 3ayTHbIM MeXaHU3MOM
(Cuctema 6e3onacHoro BeeseHua Safety Glide).

OAMH WnpuL-annaMkatop BMeCTe C AeCMKaHTOM MOMELLAETCA B JIaMUHUPOBAHHbIN
aIFOMUHMEBBIA KOHBEPT. KOHBEPT C MOABWMXHO MPUKPENIeHHbIM GNaxXKOM-aHHOTaLMEN
MOMELLAETCA C MHCTPYKLMEN MO MPUMEHEHWNIO B KAPTOHHYHO MauyKy C KOHTPOAEM NepBOro

BCKPbITUA.

yCNOBUA XPAHEHNA

XpaHuTb Npm Temnepatype He Boiwe 25 °C. XpaHUTb B MeCTax, HeAOCTYMHbIX AN AETEN.

CPOK TOAHOCTA

3 roaa. He NMPUMEHATL MO NCTEYEHNKN CPOKa TOAHOCTW, YKa3aHHOIO Ha YMNakOBKeE.

YCNOBUA OTIYCKA
o peuenty.

HavmeHOBaHve u topuanyeckuii agpec aepxatens (Bnagenbua) perncrpaumoHHOro
yAOCTOBEPEHUA

Actpa3eHeka HOK Jlumutes, 1 OpeHcnc Kpuk AseHto, Kembpuax brnomeamkan Kamnyc,
Kembpuax, Bennkobputanmnsa CB2 0AA

AstraZeneca UK Limited, 1 Francis Crick Avenue Cambridge Biomedical Campus,
Cambridge, United Kingdom CBZ2 OAA

MNpoussogutens, ¢acoBmk (MepBUYHAsA  ynakoBKa), YMNakoBLMK  (BTOpU4Has
(NoTpebuTtenbckasn) ynakoBka), BbiMyCKaroLLMA KOHTPOIb KayecTsa

Actpa3eHeka HOK Jlnmutes, Cunk Poya busHec [lapk, Makkacoung, SK10 2NA,
BenvikobputaHusa

AstraZeneca UK Limited, Silk Road Business Park, Macclestfield, SK10 ZNA, United
Kingdom

HanmeHoBarne, a4pec opraHmn3aLmm, yroJHOMOYEHHOM JEPXKATENEM M/ BaAETbLIEM
PErnCTPaLMOHHOro yAOCTOBEPEHNA JIEKAPCTBEHHOIO MPENAPara 419 MEAMLMHCKOro
MPUMEHEHMA HA MPOMHATNE MPETEH3MM OT OTPEOUTE/IA;

MpeactaButensctBo Actpa3eHeka HOK Jinmutes, Benvkobputanusa, B 1. Mockse
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