IHCTpYKIis AJ151 MEIMYHOT0 3aCTOCYBaHHS JiKapChbKOro 3aco0y: iHdopMalist 1A namieHTa

Tadaerkn JYMIKPAC (LUMYKRAS), BKpuTi I11iBKOBOI0 000JI0HK010, 110 120 mMr
Tadaerkn JYMIKPAC (LUMYKRAS), BKpuTi I11iBKOBOI0 000JI0HK010, 110 240 mMr
coTopasud

vI_[eﬁ JiKapchKui 3acid moTpedye J0JaTKOBOrO MOHITOPUHTY. Lle macTs 3Mory mBUAKO 310patn
HOBY iH(opMaItito o0 Oe3neku 3aco0y. [ToBigoMIsIFOUM PO BCi MOOIUHI €PEKTH, IKI MOXKYTh
BUHUKHYTH, BU JIy’K€ JOMTOMOXeTe B Iiil cripasi. [lopamok momgaHHS 3BiTiB Mo MoOivHI edeKTH
MOSICHEHO B KiHII po3aiiy 4.

ITepen moYaTKOM 3aCTOCYBAHHS IOI0 JiKAPCHKOI0 32c00y YBaKHO 03HAHlOMTech i3 Hi€lo

iHCTpYKIUi€10, OCKITbKH BOHA MICTUTH Ba:KJINBY iHndopmaiilo.

- 30epiraiiTe 10 iHCTPYKIiO. BaM Moke 3HaT0OUTHCS O3HAWOMUTHCS 3 HEIO TTIOBTOPHO.

- VY pazi BUHHKHEHHS JOJAaTKOBHX 3allUTaHb 3BEPHITHCS IO CBOTO JIiKapsl, apMaiieBta abo
MEINYHOI CECTPH.

- Lleit mikapchKuii 3acid MpU3HAUYCHUH BUKITIOUHO BaM. He mepenapaiite ioro iHmmMm JroasaM. Le
MOJKe 1M 3aIIKOJUTH, HABITh SKIIIO BOHU MAalOTh O3HAKW 3aXBOPIOBaHHS, MOAIOHI 10 BaIllUX.

- VY pasi mosiBu no0iYHMX e(heKTiB 3BEPHITHCS 10 CBOTO JiKaps, ¢papMarieBTa a0o MEeAMIHOT
cectpu. Lle cTocyeTbes TakoK OyAb-IKIX MOXIIMBHX IMOOIYHUX e()eKTiB, HEe MePeNiYeHnX Y i
iHCTpyKwii. JuB. po3ain 4.

L incTpykuis MicTuTh Taky iHdopmaiio

o siBisie coboro 3aci6 JIYVMIKPAC i myis 4oro #oro 3acTOCOBYIOTH

[lo moTpi6HO 3HATH TIepe moYaTKoM 3actocyBaHHs 3aco0y JIYMIKPAC
[Tpwuiiom 3aco0y JIYMIKPAC

MoxnuBi mo6ivHi epeKTH

30epiranns 3acody JIYMIKPAC

Bwict nmakyBaHHS Ta iHIIA iHGOpMaITis

QUL e~

1. o siBasie coboro 3acio IYMIKPAC i ajist 40oro ioro 3acTocoByIOTh

3aci6o TYMIKPAC MicTuTh Iit04y peHOBHHY COTOPA3UO i HAJISKUTh J0 TPYIH JIKapChKUX 3aC0O0iB,
BiJIOMHX SIK TIPOTHITYXJIMHHI 3ac00U (TIpenapaTy MpOTH PaKy).

3aci6 JIYMIKPAC BUKOPHCTOBYETHCS JUTsl JIIKYBaHHS JOPOCIUX MAIIEHTIB, 1110 CTPAXKIAIOTh Bijl
PI3HOBUIY paKy JIleTeHb, BiJOMOTO SIK HeapiOHOKIITHHHMA pak Jieredb (HJPJI), skuit moxe
PO3BUHYTHUCH y BUIAJIKY, SKIIO PAKOBa XBOPOOA MPOTrPeCye Ta MONIMPIOETHCS HA 1HII YaCTHHH Tija.

3aci6 TYMIKPAC BUKOPHCTOBYETHCS, SIKIIO MOTIEPEHI METOIHU JIIKyBaHHS HE OYJIM eeKTUBHUMH
JUTS 3yTIMHKY PO3BUTKY PaKy, a TAKOXK SIKIO PAKOBI KINITHUHH MPOBOKYIOTh T€HETHYHI 3MiHH, AKi
JIO3BOJISIIOTH TM BUPOOJISITH aHOMaITbHY opMy Olika min Ha3Boto KRAS G12C. Jlikap npoBene
TIOTIEpE/IHIM aHai3 BalllMX PAKOBUX KIIITHH Ha MPEJMET BUSBJICHHS TaKUX 3MiH, MO0 MMEPEBIPUTH, YK
BaM miaxoauTh 3acido JTYMIKPAC.

Ax npamioe 3acio TYMIKPAC?
AnomanbHuit 6inok KRAS G12C 3a06e3neuye HEKOHTPOJIbOBAaHUN PICT PaKOBUX KIITHH. 3aci0
JIYMIKPAC npuennyeThest 10 Oinka i 3ynuHsie Horo poboTy, 110 MOKe BIIOBUIBHUTH 200 3yTHHUATH

PO3BUTOK paKxy.

Slk1o y Bac BUHUKIIH 3alUTaHHS MI0JI0 TOTO, sK Ji€ 3acio JIYMIKPAC a6o womy BaM 0yJ10
MPHU3HAYEHO 1IeH MpenapaT, 3BEPHITHCS 0 CBOIO JIiKaps, papMalieBTa 4d MEIUIHOI CECTPH.



2. IIlo moTpiOHO 3HATH Mepea MOYATKOM 3acTocyBaHHs 3aco0y JYMIKPAC
He npuiimaiite 3acio JTYMIKPAC:

- y pasi aneprii Ha coTopaznd abo Oyab-sIKUH 1HITHIT KOMITOHEHT JIIKapCHKOTO 3aC00y
(meperniueHo B po3aimi 6).

3acTepe:keHHs Ta 3anM00iKHI 3ax0au

[epen noyatkom npuiiomy 3aco0y JIYMIKPAC nopanetecs 3i cBoiM JlikapeM, papmarieBToM abo
MEIUYHOIO CECTPOIO.

[oBimomTe cBOTO JiKaps, GpapMmarieBTa a0 MeJMYHY CECTPY, SKIIO y BAIIOMY aHAMHE31 € Ipo0IeMH 3
nevinkoro. Jlikap Moke POBECTH aHaJTi3U KPOBI, 00 MepeBipuTy poOOTY BaIlol MeyiHkU. 3a
pe3ynbTaTaMu TaKuX JOCIIKEHB BiH 3MOJKe IPUIHITH BiIIOBiIHE PIlIEHHS 00 3MEHIIICHHS JO3H
3aco0y JIYMIKPAC abo npunHeHHS JTiKyBaHHS UM TIPENapaToOM.

[ToBimomTe mikapsi, KO y Bac KOIH-HEOYyAp Oynu iHII mpobdnemu 3 nereHsmu. [1ig gac mikyBaHHS
3acobooM JIYMIKPAC € iiMOBipHICTD TIOTipIIEHHS MPOOJIEM 13 JIETEHSIMH, OCKLIBKH 1IeH Ipenapat
MOYKE BUKJIMKATH iX 3anajeHHs. CHMITOMH MOXKYTh OyTH CXOKUMH Ha CUMIITOMH PaKy JICTCHb.
Heraiino moBimomMTe CBOTO JiKaps, SIKIIO y Bac 3’ IBUJIMCS HOBI CHMIITOMH 200 CHMITOMH 3
HETaTUBHOIO JMHAMIKOIO PO3BHUTKY, BKIIOYAIOUH YTPYJHEHHS AUXaHHS, 38 JUIIKY, KallIelb 31
CJIM30BUMH BUIIJICHHSAMH 4H 0€3 HUX a00 JTMXOMaHKY.

JliTk Ta mipriTKn

3aci6 JIYMIKPAC He TecTyBaBcs Ha AiTsx 1 mijptitkax. JlikyBanus 3acooom JIYMIKPAC He
PEKOMEHY€EThCs 0c00aM BikoM Ji0 18 pokiB.

B3aemonis 3aco0y JIYMIKPAC 3 inmmmu JikapcbKuMH 3aco6aMu

[ToBimomTe cBOEMY JiKapto a00 apManeBTy, SKIO BU NPUHAMAETE, HEIOIABHO MTPHHMaIH abo
TUTAHY€ETE TPUAMATH Oy Ib-SIKi 1HIII JIIKapChKi 3aCO0M, BKIIFOYHO 3 JIIKaPCHKUMH 3ac00aMH,
oTpuMaHuMHU 0e3 pelienTa, BiTamiHamu a0bo ¢itonpenapatamu. Lle HEOOXiAHO 3pOOUTH, OCKUTLKH
3aci6 JIYMIKPAC moske BIUIMBaTH Ha JIit0 AESIKHX 1HIINX JIIKapChKUX 3ac00iB, a NesKi 1HIII1
npenapaTy, B CBOIO Yepry, MOKyTh BIUTUBAaTH Ha Airo 3aco0y JIYMIKPAC.

3meHmmTH epexTrBHicTh 3ac00y JITYMIKPAC MoxyTh Taki JTiKapchKi 3aco0u:

o JlikapceKi 3ac00H, 110 BUKOPUCTOBYIOTHCS JJ1sl 3HIDKEHHSI KUCIIOTHOCTI IIUTYHKA Ta ISt

JKyBaHHS BHPA3KW MUTYHKA, PO3JIaAy ILUTyHKA Ta medii (IuB. po3min 3), Taki sK:

- JIEKCIIaHCOIPa30J1, €30MeNpa3oJl, JIAHCONPA30Jl, OMENpPa3o0Jl, IAaHTONPA30JI HATPito abo
paberpa3oJ (JIiKapchbKi 3aCO0H, BiIOMI K «IHT10ITOPH MPOTOHHOT TIOMITHY)

- paHiTHIVH, paMOTHINH, IUMETHANH (JIIKapChKi 3acO0M, BioMi sIK «aHTaroHictu H2-
PELenTOpiB»)

Pudamniuns (BUKOPUCTOBYETHCS AJIS JTiKYyBaHHS TyOepKyJIb03Y)

JlixapceKi 3aco0H, 1110 BUKOPUCTOBYIOTHCS JUIs JIIKYBaHHS €IJIeTIcii, M Ha3Bolo (QeHiTOiH,

benobapOiTan abo kapbamaseriH (TaKoX BUKOPUCTOBYIOTHCS JUTS JTIKYBaHHS HEBPAIIT'iT)

3Bipo0iit (iToTepaneBTUYHUIN 3aci0 ISl TIKyBaHHS JeHpecii)

Enzanyramin (BUKOPHUCTOBY€ETHCS ISl JIIKYBAHHS PaKy MPOCTATH)

3aci6 JIYMIKPAC mosxe 3MeHIINTH e(heKTUBHICTD J1ii TAKHUX JIIKapChKUX 3aCO01B:

o JlixapceKi 3ac00H, sIKi BAKOPUCTOBYIOTHCS JUISI JTIKYBaHHsI CHIIBHOTO O0JTI0, TaKi SIK alb(eHTaH1I
a00 (eHTaHLT

o JlikapceKi 3aco0H, 1110 BUKOPUCTOBYIOTHCS IIPY TPaHCIUIAHTALlIi OPraHiB JyIs 3a1100iraHHs
BIITOPTHEHHIO, TaKi SIK ITUKIOCIIOPHH, CHPOJIIMYC, €BEPOIIMYC a00 TaKpOIiMyC

. Jlikapchbki 3ac00w, 1110 BUKOPHUCTOBYIOTRLCS JJISI 3HIDKCHHS PiBHS XOJIECTEPHHY, TaKi SK

CUMBACTAaTUH, aTOPBACTATHH abo JToBacTaTUH
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o Miza3omnam (3aCTOCOBYETHCS [T JTIKYBaHHSI TOCTPHX CyI0OM a0o SIK 3aCIOKiHIIMBUIA 3aci0 10
a0bo i gac omeparii Y1 MEIUIHHUX TPOIIETYP)

o JlikapceKi 3ac00H, SIKi BAKOPUCTOBYIOTBCS 7151 JTIKYBaHHsI MOPYLIEHb CEPLIEBOTO PUTMY, TaKi sIK
JIPpOHEIapOH 200 aMiofgapoH
. Jlikapchki 3aco0H, BiIOMi SIK aHTHKOATYJISTHTH, [0 3YIHHSIOTH 3rOPTAaHHS KPOBi, TaKi SIK

puBapokcaban abo amikcabaH

3aci6 JIYMIKPAC mo>ke miABHITUTH PU3UK MOOIYHHUX e(PEeKTiB MPH 3aCTOCYBaHHI TAKUX JIKAPCHKIX
3ac00iB:

. Jlikapchki 3aco0H, SIKi BAKOPUCTOBYIOTHCS TSI JTIKyBaHHS JESKUX PI3HOBHUIIB paKy abo
3anaJlbHUX MPOLIECIB, TakKi sIK METOTPEKCaT, MITOKCAHTPOH, TOIIOTEKaH a0o JIanaTuHio

o JlixapceKi 3aco0H, sIKi BAKOPUCTOBYIOTBCS JUIS JTIKYBaHHSI CEPLEBOi HEJOCTATHOCTI, TaKi SIK
JUTOKCHH

o JlixapceKi 3ac00H, sIKi BAKOPUCTOBYIOTHCS ISl 3HUYKEHHS PiBHS XOJIECTEPUHY, TaKi SIK
pO3yBacTaTHH

Koutpauenuis

SAxumio Bu npuiimaete 3aci6 JIYMIKPAC mix 9ac 3acTocyBaHHS OpaJIbHUX KOHTPAICTITUBIB, TXHsI
e(eKTHBHICTh MOKE 3HM3UTUCH. KpiM TOTO, BaM BapTO BUKOPHCTOBYBATH 1HIUI HAXIHHIA METO
KOHTPOITIO HAPOKyBaHOCTI, TAKUU SIK Oap’€pHUIM METO[T (HAIIPHUKIIAL, IIPe3epBaTUB), 00 YHUKHYTH
BariTHOCTI ITiJT 9ac mpuioMy 1bOT0 Tpemnapary. [IpokoHCyapTy#TECS 31 CBOIM JTiKapeM Mpo HaIEkKH1
METOJIU KOHTpAIICTILIi JJIs Bac 1 BallIOro MapTHEpPA.

BarithicTb, rpyaHe roaxyBaHHs i penpoayKTUBHA (QyHKIiA
BaritHictb

Sxuio Bu BaritTHi ab0 TOIy€eTe TPy IO, IPUITYCKAETE, 0 MOYKETE 3aBariTHITH, a00 IIaHy€eTe
HapOJDKEHHS TUTHHU, TPOKOHCYJIBTYHTECS 3 JTiKapeM, epll HiXk IpuiMaTH 1eH npernapar.

Bawm BapTO yHHKaTH BariTHOCTI ITiJ] 9ac MPUHOMY IBOTO JIIKAPCHKOTO 3aC00Y, OCKUTHKU HEBIZOMO, 5K
3aci0 JIYMIKPAC BruivBae Ha BariTHUX JKiHOK; HOTO IPUAOM MOYKE 3alIKOJUTH TUTHHI. SIKIIIO BH
3/1aTHI 3aBariTHITH, BM MIOBUHHI BUKOPUCTOBYBATH BUCOKOE()EKTHBHI 3aCO0M KOHTPAIIETIIIT ITi]] 9ac
JKyBaHHS Ta MPUHAWMHI IPOTATOM 7 THIB TiCIIs NPUMTUHEHHS JTiKyBaHHS.

T'oxyBanus rpyaaio

He roayiiTe rpyaito mijg 4ac npuitoMy mbOTro JIKapChKOro 3ac00y Ta MPOTATOM 7 JTHIB MicIst
ocTaHHbBOT J1o3u. Lle moB’s3aH0 3 TUM, 10 HEBIJIOMO, YH BUALISIOTECS KOMIIOHEHTH 3aC00Y
JIYMIKPAC y rpyznHe MOJIOKO 1, TAKAM YMHOM, HEB1JIOMO, YA BOHM MOXXYTb 3aIIKOANTH BaLIii
JUTHUHI.

KepyBamm ABTOTPAHCIIOPTOM Ta iHIMMH MexaHi3MaMu

3aci6o TYMIKPAC He Mae BUpa)KE€HOTO BILIMBY Ha 37[aTHICTH JI0 KEPYBaHHS aBTOTPAHCIIOPTOM Ta
IHIIMMHU MeXaHI3MaMH.

3acio IYMIKPAC MicTUTB J1aKTO3Y

SKu1o nikap NOBiJOMIISIB BaM IIPO T€, 10 BU MAETE HEMIEPEHOCUMICTh IIEBHUX IIYKPiB, 3BEPHITHCS 10
HBOT'O TIepe]l IPUHOMOM IIBOTO JIKapChKOTo 3aco0y.

BwmicT HaTpito B 3ac00i JTYMIKPAC

et mikapchbkuii 3aci0 MiCTUThH MEHIIE HIXK 1 MMOJIb HaTpito (23 Mr) Ha TabJIeTKy, TOMY HOro MOKHa
BU3HAYHTH SIK TAKWH, 1110 TI0 CyTi HE MICTHTh HATPIIO.



3. Ipmniiom 3aco0y IYMIKPAC

3aBxIM 3aCTOCOBYHTE IIeH JTIKapChKUH 3acib Tak, SIK peKOMEHIyBaB Ball Jikap abo ¢apmanenT. Y pasi
CYMHIBIB IOpaibTeCs 31 CBOIM JikapeM abo GapmarieBToM.

He 3miHtoiiTe 103y i He npunuasiiTe npuiiMaTi 3acid JIYMIKPAC 6e3 BiAMOBITHIX iHCTPYKITii i3

Ooky mikaps un (hapmareBTa. Bamr ikap abo dapmMarieBT MOXkKe 3MEHIITUTH 03y a00 MPUITHHATH

MPHUIIOM MpenapaTy 3ajeKHO BiJl TOTO, HACKUIBKH JOOPe BU HOTO MEPEHOCUTE.

. PexomenmoBana mo3a ctaHoBUTH 960 Mr (BiciM TabmeTok 1o 120 Mr abo 9oTHpH TaOJIETKH 110
240 wmr) onuH pa3 Ha A00y. [Ipuiimaiite 1o6oBy 103y 3aco0y JIYMIKPAC nepopanbHO 0iuH
pa3 Ha JIeHb B OJIMH 1 TOM K€ Yac KOXKHOTO JIHS.

. 3aci6 JIYMIKPAC mosxHa mpuitMaTH 3 1kero abo 0e3.

o TabneTkn KoBTaTH MITMMHU. TaOIETKH MOXHA PO3UYNHUTH Y BOJI, ajie He PO3KOBYHTE, HE
MoJIpiOHIONTE Ta HE PO3TAMYMTE iX.

. Sxmio B He Moxkere ipokoBTHYTH TabneTku JIYMIKPAC minmumu:

- IMomictiTh 1060BY 103y 3aco0y JIYMIKPAC y ckiisiHKY, HAallOJIOBUHY (HE MEHIIIE
120 mi1) HaMMOBHEHY 3BUYAHOIO TIUTHOIO BOJIOIO KIMHATHOI TEMITEpaTypH, IPH IbOMY HE
nonpiOHIor0un TabneTkn. He BxxuBaiTe Oyab-sKi iHIII piAMHA, BKIFOYAIOYN HAIO1 3
BHCOKOFO KHCJIOTHICTIO (HANpHUKIIal, PPyKTOBI COKH).

- O0epexHO TOMIMTYHTE, TTOKU Ta0JIETKH He PO3MaAyThCsl HA HEBEJIHKI ITMATOYKH
(TabneTku He pO3YMHATHCSA MOBHICTIO). Koip cymimii Moke BapiroBaTucs Bij 0mimo-
JKOBTOTO JIO SICKPaBO-3KOBTOTO.

- OTpumaHy CyMilll BUITHITE BiIpasy.

- [IpomuiiTe CKISTHKY BOJI00, HATIOBHUBIIIHM 3HOBY 11 /10 TTOJIOBUHM, i HETAfHO BUTTHITE,
100 NepeKoHaTHCS, 0 BU MPUUHSUIA IOBHY A03y 3aco0y JIYMIKPAC.

- SIK11o BY He BUIT €TE BCIO CyMilll Bipa3y, mepemimiaite ii me pas, mepi Hixk JOMUTH.
Burnuiite BCcro cymin npoTsIroM ABOX T'OAXH MiCHsI IPUTOTYBaHHS.

3a HeoOXiHOCTI Bal Jiikap Moxke nopaautu BaMm npuiimatu JIYMIKPAC uepes 3081 amst
TOJyBaHHSL.

Slkmio BaM moTpiOHO MPUIMATH JTIKAPCHKi 3aCO0U ISl 3HMKEHHS KUCIOTHOCTI IITYHKA, HATPUKIIA]T
iHri6iTOopK NpoToHHOI NoMnu abo anraronictd H2-penenropis, npuiiMite JIYMIKPAC, 3anusaroun
HOro KUCIIOTOBMICHUM HamoeM (KOJIOKO TOIO). BU MokeTe BUKOPUCTOBYBATH TaKOX MiCIICBHIA
aHTanu I (HaIpUKIIaJ], MarHiro TiapoKcua a00 Kajblliro kapooHart), aje toui 3acio JIYMIKPAC crig
npuiiMaTH 3a 4 ToauHU 10 ab0 yepe3 10 roauH micis MpuitoMy BOTO Mpenaparty (IUB. po3in 2).

Slkmo Bu nepeBunuiIu 03y 3acody JIYMIKPAC

Heraitno 3BepHiTbCA 10 JiKaps, papMarieBTa a00 MEANYHOI CECTPH, SIKIIO BU MPUHHSITN OIS
TabJIETOK, HI’K PEKOMEH IOBaHO.

Sxuro y Bac 6s0BoTa miciist npuiiomy 3acody JIYMIKPAC

ko micns npuiiomy ao3u 3aco0y JIVMIKPAC y Bac 0:110BOTa, HE MIPUMaNTEe T0IaTKOBY J03Y.
[IpuiimiTe HaCTYNHY 03y 3a PO3KIIAIOM.

Axuo Bu 3a0yan npuiiHaTH 3acio JTYMIKPAC
SAxmio Bu 3a0ynu npuitHaTy 103y 3acody JIYMIKPAC 3a po3knanom i TpoHIuio MeHIIe Hixk 6 TOAMH,

NPUAMITB 703y K 3a3BHYai. SIKII0 mporio Oijble HiXK 6 TOJMH Bijl MPU3HAYEHOI'O Yacy 3a
PO3KIIagoM, He mpuiimaiite 103y. [IpuiiMiTh HACTYIHY JJO3Y 32 PO3KIIaJI0M HACTYITHOTO JIHS.



4. Mo:xinuBi nodiuni epexTn

Sk 1 Bci mikapcbKi 3aco0u, Lel TiKkapchKuii 3acid MOXKe CIPUYMHATH MOO14HI epeKTH, TPOTe BOHU
CIOCTEPITaloThCs HE B KOXKHOTO MAIi€HTA.

Hy>e qacTumu Ta cepio3HIMH MOXKIHBAMH MToOigHIMH edextamu 3aco0y JIYMIKPAC e
TiABHIICHHS piBHS neBHUX nedinkoBux ¢epmenTiB (ACT/AJIT) y KpoBi, 110 € 03HAKOO MPoOIeM i3
neviakoto. Jlikap Moke IPOBECTH aHaJTi3! KPOBi, MO0 MepeBipuTH poOOTY BalIoi MediHKA. 3a
pe3yIbTaTaMu TaKUX JOCIIKEHB BiH 3MOJKE PUIHSITH BiIIOBiIHE PIlIEHHS II0JI0 3MEHIIICHHS JO3H
3aco0y JIYMIKPAC a6o npunuHeHHs JIiKyBaHHS IIUM MPEnapaToM (IUB. po3ain 2).

[amI1 MosxuBi mo6igHi edexTr 3aco0y JIYMIKPAC MoxXyTh BKITFOUaTH TaKi:

Jy:ke 4yacTi — MOKYTh 3ycTpivaTucs 6inbm Hik B 1 3 10 aropeii:
Hiapest

Hynora

YToma

biroBaHHs

3anop

Binb y *KUBOTI

JInxomanka

binb y cyrnobax

binb y criuni

3aguinka

Kamens

Hwusbka KiNbKiCTh €pPUTPOLMTIB (aHEMis), 1110 MOYKE BUKIIMKATH BTOMY Ta CIA0KiCTh
I'onoBHuii 6L

YacTi — MOKYTH 3ycTpiuaTuch He 0lbi Hik B 1 3 10 sroneii:

o Bucoki piBHI neskux GpepMeHTIB, BKIFOUHO 3 (pepMeHTaMy KPOBi, BUSBIICHI ITiJ] 9ac aHaJli3iB
(minBumieHHs 1yxHOI hocdaTazu, 6iipyOiHy Ta raMMa-riIyTaMiiTpancgepasu)

. YpakeHHs MeUiHKH

HeuacTti — MoxyTh 3ycTpiuaTuch He Oinb Hisk B 1 3i 100 Jroneii:
° 3amaneHHs nereHs (IHTepPCTUIiATbHE 3aXBOPIOBAHHS JIETCHB)

IoBinomienHns npo nod6ivHi egpexTH

VY pasi nosiBu moOivHUX eEeKTIB 3BEPHITHCS 0 CBOTO Jikaps, papmarieBTa abo Meanynoi cectpu. Lle
CTOCYETBCS TaKOXK OYb-KAX MOMJIMBUX NMOOIYHUX e(eKTiB, HEe TIepelliueHuX y il iHCTpyKIii. Bu
TaKOK MOXKETE MMOBIIOMJISTH PO N00i1uHi epekTn HanpsMy (AeTalbHy iH(pOpMAII0 TUB. HIKYE).
[ToBigoMJIsiFOuM PO MOOIUHI e)EKTH, BM MOXKETE JTOTIOMOITH OTPUMATH Oljibliie iHpOopMarlii mpo
0e3meKy 1bOTro JIIKApChKOro 3acoly.

Magyarorszag

Orszagos Gyogyszerészeti és Elelmezés-egészségiigyi Intézet
Postafiok 450

H-1372 Budapest

Honlap: www.ogyei.gov.hu
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Polska

Departament Monitorowania Niepozadanych Dzialan Produktéw Leczniczych Urzedu Rejestracji
Produktow Leczniczych, Wyrobow Medycznych i Produktow Biobojczych

Al Jerozolimskie 181C

PL-02 222 Warszawa

Tel.: +48 22 49 21 301

Faks: +48 22 49 21 309

Strona internetowa: https://smz.ezdrowie.gov.pl

Romania

Agentia Nationala a Medicamentului si a Dispozitivelor Medicale din Roméania
Str. Aviator Sanatescu nr. 48, sector 1

Bucuresti 011478-RO

Tel: +4 0757 117 259

Fax: +4 0213 163 497

e-mail: adr@anm.ro

CaoBanbka PecmyOaika

JepxaBHUI iHCTUTYT i3 KOHTPOIIIO SKOCTI JIKapChKUX 3ac00iB

®dopma TS TOaHHS eeKTpOHHO1 3BiTHOCTI: https://portal.sukl.sk/eskadra/ (hopmy HE0oOXimHO
3aIIOBHIOBATH CJIOBAIIBKOIO 200 aHTJIIHCHKOK MOBOIO).

5. 36epiranns 3acody JIYMIKPAC
30epiraiiTe el JTiKapCchKHUi 3aCi0 y HEMOCTYTHOMY 1 HETIOMITHOMY JUTSI TITEH MiCIIi.

He BukopucToByiiTe nikapchKuii 3aci0 micis 3akiH4eHHs TEpMiHy IPUAAaTHOCTI, BKa3aHOTO Ha
omicTepi i KopoOui miciist nozHauku «EXPy». TepMiH NpUIaTHOCTI CIIJIMBAE OCTAHHBOTO JTHS
3a3HAYCHOT'O MiCSIIS.

He BuxopucToByiiTe JlikapchKui 3aci0 micisl 3aKiHYeHHS TEPMiHY MIPUAATHOCTI, BKa3aHOro Ha KOpoOLi
W st micost no3Hadku « EXPy. TepMiH npuaaTHOCTI CIUIMBAE OCTAaHHBOTO JHS 3a3HAYEHOTO
MiCSIISL.

Lleit mikapchKuii 3acid He MOTpeOye TOTPUMaHHs OCOOTMBHUX YMOB 30epiraHHsl.

He Bukupaiite nikapchbki 3acobu B CTiUHI BOAM YH MOOYTOBI BiAX0au. 3anuTaiite apMarieBTa, KyIau
BUKHUIATH JIIKApChKi 3ac00H, SIKi B OiNbliie He BUKOpUcToBYyeTe. Lli 3aX0a1 10mOoMOXKyTh 30epertu
HaBKOJIUIITHE CEPEIOBHIIIE.

6. BwmicT nakyBanHs Ta iHma indopmauis

Bwmict 3aco0y IYMIKPAC

- Jiro4oro peuoBHHOIO € coTopa3nd. KoxxHa TabseTka, BKpUTa IIiIBKOBOK 000JI0HKOI0, MiCTUTh

120 mr a6o 240 mr cotopasuoy.
- [HII1I KOMIIOHEHTH:

o Lemonoza mikpokpuctaniuna (E460(i))
o MoHoriapar 1akTo3u
o Kpockapmenosa natpito (E468)

o Creapat marnito (E470b)
- [TniBkoBa 000IOHKA TAOJIETKU:
o [Monisininosuii ciimpt (E1203), niokeun tutany (E171), makporon 4000 (E1521), Tanbk
(E553b) i xxoBTHit okcup 3amiza (E172)

BigomocTi ipo BMicT JakTo3u Ta HaTpito B 3aco6i JIYMIKPAC nus. y po3mini 2.
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Burasn 3aco0y JIVMIKPAC i BMicT nakyBaHH#A

Taonerkn JIYMIKPAC, BKpuUTI D1IBKOBOK 000JIOHKOK, 0 120 Mr

3acib mocTaBIsE€THCSA y BUTIISAI )KOBTHX TabJIeTOK AOBractoi opMH, BKPUTHX TUTIBKOBOIO
000JI0HKO10, 3 HartucoM «AMG» 3 ogHOTO 00Ky Ta «120» 3 iHIIOTO.

o 3aci6 JIYMIKPAC BumnyckaeTbes B OmicTepax, o MiCTATh 8 TaOJIETOK, BKPUTUX ILTiBKOBOIO
000JI0HKOF0, B yrakoBKax 1o 240 TabneTok, BKPUTHX TUTIBKOBOIO 000110HKOIO (1 KOpoOKa 3
30 Oxmicrepamu), i MynpTHynakoBkax mo 720 (3 x 240) TabieTok, BKPUTUX IUTIBKOBOIO
000JIOHKOIO.

. 3aci6 JIYMIKPAC BumyckaeThcs B IUIANIKAX, M0 MicTATh 120 TaOJIeTOK, BKPUTHX TUTIBKOBOIO
000JI0HKOF0, B yIakoBKax 1o 240 TabneTok, BKPUTHX TUTIBKOBOIO 000110HKOIO (1 KOpoOKa 3
2 MIALIKaMH).

Tabnerkn JIVMIKPAC, BKpHTI IIIBKOBOK 000JIOHKOIO, 10 240 Mr

3acib mocTaBIAETHCS Y BUTIISIII )KOBTHX TAOJIETOK OBATLHOI (POPMH, BKPUTHX TUTIBKOBOIO 000JIOHKOIO,
3 HarmucoM «AMG» 3 ogHOTO 60Ky Ta «240% 3 iHIIOTO.

o 3aci6 JIYMIKPAC BumyckaeTbcs B iephOpoBaHUX OJHOJ030BUX OJicTepax, Mo MiCTATh
8 TabeTok, BKPUTHX IUTIBKOBOIO 00OJIOHKOIO, B YIaKoBKax 1mo 120 TabneTok, BKpUTHX
TUTIBKOBOXO 000510HKOO (1 KOpoOKa 3 15 OricTepamu).

He Bci koH(irypaiii makyBaHb MOKYTh OyTH IPUCYTHI Ha PHHKY.

BiacHuk peecTpauiiiHOro nNocBig4eHHs Ta BUPOOHUK
Amgen Europe B.V.

Minervum 7061

4817 ZK Breda

Hinepnannn

BiacHuk peecTpaniiiHOro nocBigueHHs
Amgen Europe B.V.

Minervum 7061

4817 ZK Breda

Hinepnanau

Bupoonuk
Amgen NV
Telecomlaan 5-7
1831 Diegem
benbris

s orpumanns Oyab-sKoi iHpopMaliil 100 JTiKapChbKOro 3aco0y 3BepTalTecs 10 MiCLIEBOTO
MpeICTaBHUKA BIIACHUKA PEECTPAIIHHOTO TIOCBITYCHHS

Magyarorszag
Amgen Kft.
Tel.: +36 1 35 44 700

Polska
Amgen Biotechnologia Sp. z o.0.
Tel.: +48 22 581 3000



Roménia
Amgen Romania SRL
Tel: +4021 527 3000

Slovenska republika
Amgen Slovakia s.r.0.
Tel: +421 2 321 114 49

JlaTa ocTaHHBOTO Meperasay uiei incrpykuii — TpaBens 2024 p.

et nmikapchKkuii 3acid oTpuMaB «yMOBHE cXBaJieHHsI». [le o3Hadae, mo Oy/e mogano Oijiblie T0Ka3iB
0710 6e3MeYHOCTI i ePeKTHBHOCTI IHOTO JIIKAPCHKOTO 3aC00Yy.

€Bporieiicbka areHIis 3 JiKapcbKUX 3ac00iB MeperisiaaTuMe HOBY iH(OPMALIiio PO LeH JTIKapChbKUi
3aci® mpuHANMHI pa3 Ha piK i3 BiIOBITHUM OHOBJICHHSM IIi€1 IHCTPYKIIii 32 TOTPEOH.

Inuni mekepesia ingopmanii

Hoxumagna iH(opMallis 00 HOTO JIKapCHKOTO 3200y AOCTYITHA HA CaiiTi €BPONECHKOI areHiiii 3
JikapcekuXx 3aco0iB: http://www.ema.europa.eu

Ls incTpyKmis moctynHa Bcima MmoBamu €C / €E3 Ha BeO-caiiTi €BporeiichKoi areHirii 3 TiKapchbKUX
3aco0iB.


http://www.ema.europa.eu/
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