BpaxoByroun 0coOIMBOCTI 3aKOHOAABCTBA 3 PEECTPAIii JIIKAPCHKUX 3ac001B B YKpaiHi,
3aTBepKeHI MiHICTepCTBOM OXOPOHHU 3710POB’Sl YKpaiHU IHCTPYKIT 151 MEAMYHOTO 3aCTOCYBaHHS
JKapChKUX 3aC001B, 3apEECTPOBAHUX B YKpaiHi, MOXKYTh JICIIO BiAPI3HATUCS B YNHHUX
THCTPYKIIiii 710 3aCTOCYBaHHS JIIKAPCHKUX 3ac00iB, 3apeecTpoBanux B €C.

Sxmio Bam ctano BijoMo mpo BUHUKHEHHS MOOIYHO1 peakirii y Bac abo 61u3bkoi groauam, abo mpo
BHIIQJIOK BiZICYTHOCTI €(heKTy Bia Oyab-sIKOTo 3 MPOAYKTiB KoMITaHii Actpa3eHeka, Oyb jlacka,
nosinomre Tpo e 10 TOB «Actpa3eneka Ykpainay y oAuH 13 HaBeJleHHX HIK4e crocoOiB. Lle
MOXUTHBO 31McHUTH 32 Tenedorom: +38 050 382 99 89 abo eneKTpOHHOO MOMITOIO
PatientSafety.Ukraine@astrazeneca.com Takox, BU MOKETE TIOBIIOMUTH HaM JaHy iHGOpMaIlito 3a
nocusiaHHAM: https://contactazmedical.astrazeneca.com/content/astrazeneca-
champion/ua/uk/ampform.html (BuGepiTh MOBY Ta OMNIi0- «OBITOMUTH MPO TMOOIUHY PEAKIIIION).

In reliance on the effective medicines’ authorization legislation in Ukraine, the instructions for
medical use approved by the Ministry of Health of Ukraine for the authorized medicines might be
partially different from the valid instructions for medical use of medicines authorized in the EU.

If you or your relative have experienced an adverse reaction or absence of the effect on any of
AstraZeneca's products, please notify AstraZeneca Ukraine LLC in one of the following ways. This
is possible by phone: +38 050 382 99 89 or by e-mail PatientSafety. Ukraine@astrazeneca.com
Also, you can tell us this information at:
https://contactazmedical.astrazeneca.com/content/astrazeneca - champion/en/en/amp-form.html
(select a language and an option "report an adverse reaction").

3ATBEPKEHO

Haxa3 MinicrepcTBa oxoponun
310pOB’sl YKpaiHu

15.07.2020 Ne 1609
PeecTpaniiine nocBigueHHs

Ne UA/4236/01/02
IHCTPYKIIA
AJISl MEAUYHOT0 32CTOCYBAHHS JTiKaAPCHKOI0 3ac00y
30JIAJEKC®
(ZOLADEX)

Cknao:

ditoua pewosuna: 1 Kamcyna Ui TiAIMIKIPHOTO BBEACHHS MPOJIOHTOBAHOI /il MICTUThH TO3epemiHy
areraT exBiBajieHTHO 10,8 MT rozepeniH-OCHOBH;

OONOMIJICHI peyo8UHU: COTIONIMEp JIAKTH]TY Ta TIIKOIIIY.

Jlikapcbka ¢opma. Kancyna ais mimkipHOTro BBEACHHS IPOJIOHTOBAHOT1 Jii.
OcHogni @i3uxo-ximiuni eracmusocmi: MIMaTOYKH TBEPAOTO MOMIMEPY LMIIHIAPUYHOI GopMH Bif
61J10T0 710 KPEMOBOTO KOJIbOPY, BiJIbHI @00 MPAKTUYHO BUIBHI Bil BUJMMHUX YaCTOK.

dapmakoTepaneBTHYHA IPyna. AHAIOTH TOHAOTPOIIH-PUIII3UHT-TOPMOHY.
Kom ATX LO2A EO3.
Dapmakono2iuni eracmueocmi.

Dapmaroounamixa.

6 10
Bomagekc® (D-Ser (Bu') Azgly JII-PI') € CHHTETHYHHMM aHAJIOTOM TPUPOTHOTO JIOTETHI3yI0UOro
ropMony — punisunar-ropmony (JIF-PI). Tlpu moctiitHoMy 3actocysBaHHi 3omagexc® 10,8 mr
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MPUTHIYY€E BUIIJIEHHS Tinogi3oM JIOTETHI3YI0OUOTO TOPMOHY, IO NPHU3BOIAUTH A0 3HIKCHHS
CHPOBATKOBOI KOHIIEHTpaIlii TECTOCTEPOHY Y YOJIOBIKIB Ta ecTpajiony y *kiHOK. Ha moyatkoBomy
erari 3omamexc® 10,8 mr, moxibHo no iHmmx arowmictiB JIC-PI', moxe CIPUYHMHATH THMYaCOBE
301IBIIEHHS CUPOBATKOBOT KOHIIEHTPAIIil TECTOCTEPOHY Y YOJIOBIKIB Ta €CTPaAioIy Y JKiHOK.

VY 40JI0BIKIB TIPOTATOM MPHUOJIM3HO A0 21-TO HSA Micis BBEACHHS IMEPIIOi KarcCyad KOHIICHTpaIlii
TECTOCTEPOHY 3HIXKYIOTBCS JI0 KAacTpaliiHOTO PIBHA Ta 3aJUIIAIOTHCS 3HIDKEHUMH TIpU
MOJAJIBIIIOMY BBEJICHHI JIIKapChKOTo 3aco0y KokHI 12 TwkHiB. JlaHi CBiI4aTh, SIKIIO Y BUHATKOBUX
oOCTaBMHAX TIOBTOpHE BBEACHHS JIIKAPCHKOTO 3aco0y uyepe3 3 MicsAlli He BiIOyBaeThCs,
KOHIICHTpAllisi TECTOCTEPOHY JIMIIAETHCS HA KacTpallifHOMY piBHI Yy OUIBIIOCTI MAIiEHTIB IIIe
IpoTSIrom 10 16 THXKHIB.

Y  TNOpIBHSUIBHMX KJIIHIYHUX JOCHIDKEHHSAX I 4Yac JIKYBaHHS METAaCTaTUYHOTO paKy
TepeIMiXypoBoi 3a5l031 JiKapchKuii 3aci6 3omagexc® 1MOKa3aB pe3ynbTaTH BIKHBAHOCTI, HOiOHi
10 edeKTy Xipypriunoi KacTparii.

VY koMOiHOBaHOMY aHali3i 2 paHIOMI30BaHHUX KOHTPOJIBOBAHUX JOCIIKEHb, IO MOPIBHIOBAIH
MOHOTeparito OikaryramigoM mo 150 mr ta kactparito (B OCHOBHOMY y (opMi JIIKapChKOTO 3ac00y
3onmanexc®), He OyJI0 BHABIECHO 3HAYHOI Pi3HHUII B 3araJbHOMY PiBHI BIKMBAHOCTI B TAII€HTIB i3
paKkoM IMepeaMiXypoBoi 3alio3u, fKI MpuiiManu OikalyTamil, Ta B MAalli€HTIB, 110 MPOXOJIWIH
nikyBaHHA y ¢opmi Kactpamii (BimHOcHHMU pu3uk = 1,05 [moBipumii intepBan ([I) Bix 0,81 mo
1,36]). Onnak, eKBiBaJIEHTHICTh IBOX METO/IB JIIKYBaHHS HEMOKJIMBO OI[IHUTH CTATUCTHYHO.

V NOpiBHANBHUX JOCTiIKEHHAX JiKapchkuii 3aci6 3omamexc® mokpaliyBaB piBeHb BUKHBAHOCTI

0e3 03HaK pelUUBY Ta 3arajlbHOi BUXKMBAHOCTI I/l 4ac aJ’FOBAaHTHOI Teparlii nepex IpOMEHEBOO
TEpaITi€ro B MAIIEHTIB 13 JIOKATI30BaHUM PAKOM IEPeIMiXypoBoi 3ao3u Bucokoro pusuky (T1—T2
ta [ICA (mpocraro-cnierudiyHuii aHTUreH) Ha piBHI Xo4ya 6 10 Hr/mMu1 ym oriHka 7 OalliB 3a MIKAJIOK0
I'micona) uu micueBonoumpenuM (T3—T4) pakom nepeamixypoBoi 3ao3u. OnTuMalibHa TPUBAIICT
aJ’1OBaHTHOI Tepamii He Oyja BCTaHOBJEHA; TOPIBHJIBHE BUIIPOOYBaHHS IOKa3ano, II0
BUKOPHCTAHHs aJ] FOBAHTHOI Tepamii JiKapchKuM 3aco6oM 3osafekc® mpoTsaroM 3 poKiB 3HAYHO
MOKpaIly€e pIBeHb BIKMBAHOCTI B MOPIBHSHHI JIMIIE 3 IPOMEHEBOIO Tepamiero. 3acTOCYBaHHS
nikapcbkoro 3aco0y 3omagexc® Heoaq IOBAaHTHO IMepe NPOMEHEBOIO Tepamiclo MOKPAILyBajio
piBeHb Oe3pelIMBHOI BH)KMBAHOCTI y MAllI€HTIB, 1[0 MalOTh BUCOKUI PU3MK JIOKANi30BaHOTO YU
MICIIEBOIIOIITMPEHOTO PAKY MEPEAMIXYPOBOI 3aJI03H.

[Ticng mpocTaTekTOMIi B MAII€HTIB, Y SKUX CIIOCTEPIrayiocs MOUIMPEHHs MyXJUHHU MepeaMiXypoBoi
3103, aJ’IOBAHTHA Tepamnis JiKapcbkuM 3acoboM 3omagexc® Moke IOKpAIUTH PpiBEHb
BIKMBAHOCTI 0€3 03HaK 3aXBOPIOBAaHHS, XOua BiJICYTHE 3HaYHE MOKpAILEHHsS BU)KUBAHOCTI, SKIIO
MiJ 4Yac XIPypriyHOro BTPYYaHHS TMAalLllEHTH HE MalMu ypaxkeHHs jaiM@oBysniB. Ilamientu 3
MICIIEBOTIOIITUPEHOI0 XBOPOOOIO 3 BU3HAUEHOK) TICTOMATONOTIYHO CTAJII€l0, sIKI MAOTh JOJATKOBI
¢daktopu pusuky, Taki sk piBeHb [ICA xoua 6 10 Hr/mia ym omiHka 7 GaiiB 3a mIkajiorw licoHa
nepeq aji’lOBAHTHOK Tepamiclo IKapchKuM 3acoboM 3osanekc®, MOBHHHI MPONTH peTelbHe
oOctexxeHHsa. Hemae moka3iB TMOKpalieHHs KIIHIYHUX Pe3yIbTaTiB BHACIIIOK HEO0aJ FOBAHTHOT
Tepartii nikapchbkuM 3aco6om 3omanexc”® micis paguKaibHOi MPOCTATEKTOMIi.

VY JKIHOK KOHIIEHTpAIlisl €CTpajloily B CHUPOBATLI KPOBI 3HMXKYEThCA MPOTIrOM 4 THXKHIB Micis
BBEJICHHS MEPIIOi KalCylIM Ta 3aJIMIIAETHCS 3HMKEHOIO JI0 3aBEpLICHHS Meplofy JiKyBaHHA. Y
MAIlIEHTOK, PIBHI €CTPaaioNy SIKUX BXKE 3HMKEHI BHACTIJOK 3actocyBaHHs aHaioriB JI['-PT, mpu
nepeBenenHi Ha 3omagexc® 10,8 Mr KOHLEHTpalii IMIIAIOTHCA 3HIKEHUMM. IIpurHideHHS
€CTPaJIioNy CyNpOBOKYEThCS PEAKIIE€I0 Y MAIlIEHTOK 3 €HJA0METpio3oM abo ¢GidOpoMaMu MaTKH, Ta
MPU3BOJUTH J0 aMeHOpel y OLIbIIOCTI MaIliEHTOK.

Ha mouarky 3acTocyBaHHsS 3omajgekc® y JesSKHX KiIHOK MOXIIHMBI BariHaibHi KpOBOTEUi pi3HOI
TPUBAJIOCTI Ta IHTEHCUBHOCTI. Taki KpOBOTeUi, BIpOT1/IHO, € PEAKIII€I0 HA BUIIYUYEHHS €CTPOTeHIB Ta
3a3BUYail MUHAIOTh caMi IO COO1.

[Tpotsirom nmikyBanHsi aHanoramu JI[-PI' y marieHTOk Mo)ke HacTtaTH MPUPOJHA MEHOMNAy3a; y
MMOOIMHOKHMX BHUIAJIKaX ITCIIS 3aBEPIICHHS JIIKyBaHHS MEHCTpYaIllii He BiTHOBIIOIOTHCSI.
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Dapmaxokinemuxa.

BBenenns Jikapchkoro 3acoby 3omamexkc® 10,8 mr koxmi 12 TiwkHiB 3a6e3nmeuye cTabilbHY
€KCITO3MI[II0 To3epelliHy 0e3 KIIIHIYHO 3HA4yIIoi aKyMyJIsIii JiKapchKoro 3aco0y. 3B’s3yBaHHs
Bonanekc® 3 GiTkaMu He3HAuHe; MEpio HAMIBBUBEIEHHS HOTO 3 CHPOBATKH KPOBi CTAHOBHUTD Bill
JBOX JI0 YOTUPHOX TOJWH Yy TAIEHTIB 3 HOPMAJbHOIW (YHKIIEI0 HUPOK. Y TMAIlEHTIB 13
NopylmeHHAM (QYHKIIi HUPOK TepioJ HamiBBUBEIACHHS 30UIBIIYeThCS. Y pasi 3aCTOCYBaHHS
JKapchKOTO 3aco0y y dopmi karcyn 10,8 Mr koxH1 12 THXKHIB 3a3HaYeHa 3MiHA HE MPU3BOIUTH JI0
aKyMYJISIIIT JTIKapChKOTo 3aco0y, 1 MOTpeOr y KOPEKIii J03M I TAKUX TMAIIEHTIB HeMae. 3HAYHUX
3MiH ()apMaKOKIHETUKH Y TIAIlI€HTIB 13 TICYIHKOBOI HEJOCTATHICTIO HE CIIOCTEPITa€ThCS.

KuiniyHi XapakTepucTHKH.
Ilokaszannusa.
Paxk nepeomixyposoi 3anozu. Tepamis paky IpOCTaTH, IPH SKOMY MOXJIMBHI TOPMOHAILHUHN BIUIMB.

Enoomempios. Tepamisi eHIOMETPio3y, BKIIOYAIOYH TIOJCTIICHHS CHMIITOMIB, TaKUX SK OiIb, Ta
3MEHILEHHS PO3MIpY Ta KIIBKOCTI €HJOMETPIaIbHUX YIIKOIKEHb.

Diopoma mamxu. Tepamis (iOpoiaiB, BKIOYAIOYN 3MCHIICHHS YIIKO/DKCHb, TOKPAIICHHS
reMaToJIOTIYHOTO CTaHy Ta MOJETHICHHS TaKMX CUMITOMIB, K Oumb. SIk momomikHM 3aci® mpu
XipyprivHoMy BTPYYaHHI 3 METOIO MOJIETHICHHS ONEpAaIlifHOI TeXHIKM 1 3MEHIIEHHS BTpPAaT KPOBI
IIPH oTepartii.

Pax monounoi 3ano3u y scinok y nepioo npemernonaysu.

Ilpomunokazanns.

['inep4yyTiuBICTH 10 ro3epeminy aneraTy abo 10 Oy/b-sKO1 3 JONOMI)KHUX PEYOBHUH.
[Tepion BariTHOCTI a00 roIyBaHHS TPYIIO.

Jutsuuii BiK.

B3aecmooia 3 inwumu nikapcoKumu 3acovamu ma iHuii 6UOU 63acMO0Ill.

OckinbKM aHApOTeH-AeNpuBalliiiHa Teparmis MoXe MPU3BOIUTH 10 ooBKeHHs 1HTepBainy QT, ciig
peTeNbHO OLIHMTH CYHNyTHE 3acTocyBaHHs 3onagekc® 3 JIKapChbKMMHU 3aco0aMM, 30aTHUMH
nojoBxyBatu iHTepBan QT, abo mpenaparamu, 1110 MOXYTh CIIPUYUHATH IITYHOUKOBY TaxiKapJio
TUIYy «IIpyeT», TAKUMHU SIK aHTUAPUTMIYHI 3aco0u kiacy A (Hampukiaza, XiHIOUH, AU30MIpaMin)
abo macy III (mampukmanm, amiomapoH, coTanon, aodeTwnin, 10yTUmid), MeTajoH,
MOKCHU(IIOKCAIMH, aHTUIICUXOTUYHI Ipenapatu Touo (JuB. po3au1 «OcoOIMBOCTI 3aCTOCYBAaHHS).

Ocobnueocmi 3acmocyeanns.

[Ipu 3acTocyBaHHi Jikapchbkoro 3aco0y 3onamekc® 3apeecTpoBaHi BHNAJKH YpakeHb y Micli
1H’€K1111, B TOMY 9HCJII OUTh, TeMAaTOMHM, KPOBOTEU1 1 TTOIIKOKEHHS CYJUH. 3a MallieHTaMH 3 TAKUMH
Yp@XEHHSMH TOTpiOHO criocTepiraTl Ha BHIAJOK MOSBU O3HAK a00 CHUMITOMIB abOMiHAIbHOT
KpOBOTeUi. Y IyXe PiIKICHUX BUMAIKaX MOMWJIKH 3aCTOCYBAaHHS MPHU3BOIWINA JIO TOIIKOKECHHS
CYIMH 1 TeMOpParidyHoro MoKy, I10 MoTpeOyBaB MEpeIrBaHHSA KPOBI Ta XipypriyHOTO BTPYYaHHS.
Oco6mmBOi  00€peKHOCTI TOTPIOHO TOTPUMYBATHCS TIPH 3aCTOCYBaHHI JIKApChKOTO 3aco0y
Bonanekc® mamieHTaM 3 Hu3BKMM iHAekcoM Macu Tina (IMT) Ta mamieHTaMm, sKi OTPUMYIOTH
npenapaTH s IOBHOT aHTUKoAryJsiuii (auB. po3aiia «Crnocid 3acTocyBaHHS Ta JO3M»).

Hewmae nanux mogo BugalIeHHS abo PO3UYMHCHHS KaIICYJIH.

IcHye BUCOKHMI pU3HK PO3BUTKY aemnpecii (1o Moke OyTH TSIKKOIO) y TAIllE€HTIB, SIKI OTPUMYIOTh
JIKyBaHHS aroHiCTaMu TOHAIOTPOIIH-PUWII3HHT TOPMOHY, TaKUMHU SIK roszepeniH. [lamieHTiB ciin
npoiHGOpMYyBaTH TPO IEeW PHU3HK, Ta, SKIIO 3 SBISATHCS CHMIITOMH, NMPU3HAYUTH BIAMOBIIHE
JKyBaHHS.
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[ToBimomisiocss MPO BHUITAIKK KPOBOTEUI HABKOJIO MICISI BBEIEHHS JIIKAPCHKOTO 3acoly, IO

IPU3BOUIIN 10 FeMOPAridHoro moKy. IIpu 3acTocyBaHHi TiKapchKkoro 3acoby 3omnanekc® moTpibHO

Opatu /10 yBaru Taki 3axo/id OE3MeKu:

- In’exuii poOUTH y IUISHKY 3 MEHIIOO BIPOT1IHICTIO MOIIKOKEHHS CyIUH.

- TloTpi6GHO peTenpbHO 3BAKMTH MOKIMBICTH 3aCTOCYBAaHHS JIKapchkoro 3acoby 3omagekc® y
MAIIEHTIB 31 CXIIBHICTIO JI0 KPOBOTEYi (HATIPHUKIIAN, THX, SIKI 3aCTOCOBYIOTh AHTHKOATYJISTHTH ).

AHJIIporeH-aenpuBaIliiiHa Teparis Mo>Ke MPU3BOAUTH JI0 TI010BXKeHHs iHTepBany QT.

Iepen npusHaueHHsM 3onagekc”® MalieHTaM 3 HAsBHICTIO B aHAMHE3i Mo0BKeHHs inTepBany QT

a0o0 3 (hakTopamMH PU3HKY IIOTO IOJOBXKEHHS, a TAKOX IMAIli€HTaM, SKi CYIyTHBO 3aCTOCOBYIOTh
JKAPChKi 3aCO0H, 0 MOXKYTh CHPUYUHATH MO 0BKeHHs iHTepBay QT (auB. po3ain «B3aemosis 3
IHITUMU JIIKApCBKUMU 3aco0aMu Ta 1HII BUJIW B3a€MOJii»), HEOOX1THO OI[IHUTH CITiBBITHOIIICHHS
KOPUCTI Ta PHU3UKY, B TOMY YHCII MOXXJIHMBICTb BHHUKHEHHS IIIYHOYKOBOI Taxikapaii Tumy
«IipyeT».

Yonosiku

Crin 3 obepexHicTio 3acTocoByBaTu 3onafexc® 10,8 Mr 4yonoBiKaM, SKMM 3arpoxKye PO3BHTOK
HETPOXIJHOCTI CEUOBHMBIIHUX NUIAXiB a00 KOMIpECiss CHMHHOTO MO3KY, @ TaKOX pPETeIbHO
Harjs/1aTé 3a TaKUMU Mali€eHTaMy OPOTSAroM HEepuIoro Micsus Teparii. Y BUNAAKY HasBHOCTI abo
BUHUKHEHHS KOMIIpECii CIMHHOTO MO3KY YM HHPKOBOI HEIOCTAaTHOCTI uepe3 HEeMmpOXiTHICTh
CEYOBMBIIHUX HUIAXIB CJ1J BAATUCS 10 CTAHAAPTHOTO JIKYBAHHS TaKUX YCKJIaHEHb.

MayoiiMOBIpHO, TIO TAI[i€EHTaM, XBOPUM Ha paK IMEpeAMiXypoBOi 3aJ03W, IO HE €
TOPMOHO3AJIC)KHUM, Take JiKyBaHHS Oyae KopucHMM. Llg cTifikicTb 10 JiKyBaHHS MOXe OyTu
PE3yJIbTaTOM BiJICYTHOCTI peakIlii Ha KacTparito abo ToOpMOHAIbHE JTIKyBaHHS.

PexomeHn0BaHe [103yBaHHS TECTOCTEPOHOMII 10 BBEACHHS JIIKYBAaHHS Ui MOXJIMBOCTI OLIHKU
TeparneBTUYHOI KOPHUCTI.

Ha nmowarkoBux eramax Tepanii aHamoramu JII'-PI' ciing po3risiHyTHM MOXXIIMBICTB 3aCTOCYBaHHS
aHTHAHJIPOTEHIB (HAapHKIaJ, Hunporepony anerary 300 Mr moiHs ONpOTIroM TPHOX JHIB JO Ta
TPHOX THIKHIB MiCJIs Teparii JikapchkuM 3aco6oM 3omaziekc®), OCKiNbKH € MOBIJOMJIEHHS, IO 1€
3arnobirae MOKJIMBUM HacliJKaM IOYaTKOBOTO MiJBUIIEHHSA PIBHIB TECTOCTEPOHY Yy CHUpPOBATI
KpOBI.

3acrocyBanHs aroHictiB JII'-PI" Moxe mpu3BOAUTH 10 3MEHILIEHHS! MiHEPaIbHOI IIJIBHOCTI KICTOK.
ITonepenHi naHi cBigyarh, 10 3aCTOCYBAaHHS Y 4OJIOBIKIB OicdochoHATIB Ha J10/1ady 10 aroHICTIB
JIT-PT" mo>xe 3MeHITyBaTH BTpaTy MiHepasliB KicTOK. OcoOIMBOT 00€peXHOCTI CIIiJ JOTPUMYBATUCS
y pa3i HasBHOCTI y TAlli€HTIB JAOAATKOBUX (PAKTOPIB PU3UKY PO3BUTKY OCTEONOPO3Y (TAKUX SIK
XPOHIYHE 3JIOBKUBAHHS AJKOTOJIEM, TAJiHHS, TOBrOTPUBAJa Teparis MPOTHCYIOMHUMHU 3aco0aMu
a00 KOPTUKOCTEPOilaMH, HasIBHICTb OCTEONOPO3Yy Y POJMHHOMY aHAMHE31).

[TamieHTaM 31 BCTAHOBJIEHOTO JCTIPECIEI0 Ta MAIIEHTaM 3 TINEPTEH31€I0 MOTPIOCH peTeTbHUN HATJISI.
IcHy€e BUCOKHI PU3HMK 3HM)KEHHS THUCKY (SKUH MOKe OyTH CepHO3HMM) y MAIli€HTIB, SIKi MPOXOIUIN
JikyBaHHS 3a pgomoMororo arodicTiB JII'-PI', takux sk rosepenin. Crif MOBIIOMUTH TIPO II€
MAIIEHTIB 1 JIIKYBAaTH X HAJIC)KHUM YHHOM, SKIIO 3’ SABISATHCS CUMITOMHU.

VY bapmakoemninemionoriunomy nociipkenHi aronictiB JII-PI', mo BukopucTtoByBanmucs Jjist
JKyBaHHA paKy MepeaMiXypoBOi 3a7103H1, CIIOCTepiraincs BUMAAKH iH()AapKTy MioKapia Ta cepleBoi
HEJIOCTaTHOCTI. PHW3MK 3pocTae TmpW 3aCTOCYBaHHI JIKApChKOrO 3aco0y B KOMOiHAIii 3
aHTHAHAPOTEHHUMU 3aCO0aMHU.

3MEHIICHHST TOJAEPAHTHOCTI 70 TUIFOKO3HM BiI3HAYAJIOCS Y YOJIOBIKIB, SIKI 3aCTOCOBYBAJIM aroHICTH
JIT-PT". Le moxe mposiBiATUCS sK Jaiaber abo BTpara TJIIKEMIYHOTO KOHTPOJIO B 0OCI0 3 yxke
HassBHUM ITyKpPOBHUM jaiabeToM. Tomy MOTpiOEH KOHTPOJIh PIBHIB TJIFOKO3U B KPOBI.

Kinku
VY BUMajKy paKy MOJIOYHO] 3aJI03H Y XKIHOK y Mepioj] mepeIMeHoIay3H, epe TUM K PO3IIOYNHATH
3aCTOCYBaHHs JliKapchkoro 3aco0y 3omanekc® 10,8 Mr, HEOOXiTHO BU3HAUMTHU CTAaTyC PELENTOPiB
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TOPMOHIB TyXJMHH. SKII0 XBOp06a BUABUTHCS PELENTOPHEraTHBHOIO, TiKapchKuii 3aci6 3omanexc®

y Karcynax JJis MiAMKIPHOTO BBEICHHS MPOJIOHToBaHoi1 Aii mo 10,8 Mr 3acTocoByBaTH HE CIi.
[Ticns mouarky Ttepamii aronicramu JII'-PI" cmocrepiraerbcsi TMM4YacoBe IIIBUIINEHHS PIiBHIB
€cTpaiiony B KPOBi y JKiHOK.

3meHwenHs MiHepanbHOl WITbHOCMI KICIMOK

3acrocyBanHa arodictiB JII'-PI' MoXxe mNpU3BOIUTH [0 3MEHIIEHHS MiHEPaJbHOI MIUTBHOCTI
KICTKOBOi TKaHMHHM TpuOiu3Ho Ha 1 % Ha Micsllb MPOTIroM 6-MICSUHOTO MEpioay JIKYBaHHS.
KoxHe 3HIKEeHHS MiHEepalbHOT MIITFHOCTI KicTOK Ha 10 % y 2-3 pa3u migBUIILYE PU3HK ITEPEIIOMIB.
IcHyroui nmaHi cBimyaTh, IO Yy OUIBIIOCTI JKIHOK IIUIBHICTH KICTOK BITHOBIIOETHCS ITICIS
MPUITMHEHHS 3aCTOCYBAaHHS JIKapChKOTO 3ac00y.

YV  mamieHTOK, sKi npHiiMaoTe 3omamexc® auA  JIIKyBaHHA  €HJOMETPio3y, J0JaTKOBa

ropmono3amicHa Tepamist (I'3T) mocnabmioBana 3MEHIIEHHS MiHEpaabHOI IIITBHOCTI KICTOK Ta
BUPAXKEHICTh Ba30MOTOpHUX cumnroMmiB. Jlocigy 3actocyBanHs [3T Tepamii y JXiHOK, sKi
3aCTOCOBYIOTh Bosamexc® 10,8 mr, HEMaE.

Hemae cnenn¢ivHuX AaHUX IIOJ0 3aCTOCYBAHHSA JIKapChKOTO 3aco0y Mali€eHTaM 3 yCTaHOBIICHUM
OCTEOIOpO30M YW (PaKTOpaMu pPHU3UKY HOTO PO3BUTKY (TaKMMHU SIK XPOHIUHE 3JIOBKHBAHHS
aJIKOroJIeM, MaTiHHS, TOBFOTpUBAJa TEpalis MpernapaTaMu, 0 3HIKYIOTh MiHEpaJIbHY LIUIBHICTh
KICTOK, HaNpHKIIaJ], IPOTUCYIOMHUMH 3aco0amMu a00 KOPTUKOCTEPOiTaMu, HasIBHICTh OCTEONIOPO3Y
B POJMHHOMY aHaMHe3l, MOPYILIEHHsS XapuyBaHHs, HAIpUKIaJa, HepBoBa aHopekcis). OCKUIbKU
3MEHIICHHS! MiHEPaJbHOI IIUIBHOCTI KICTOK y TaKHX IALI€HTIB MOXe OyTH OLTbII HEOE3MEeYHHM,
3aCTOCYBaHHs JIiKapchKoro 3aco0y 3onazekc® cilii 0OMipKOBYBaTH y KOKHOMY OKPEMOMY BHIIAJIKY
Ta TOYMHATH Teparmiro, JUIIE SKIO0 B Pe3yJbTaTi PETeIbHOI OLIHKH BH3HAYEHO, IO KOPHUCTH
nepeBakatume Haj pusukoM. Ciin BAaTtucs 10 JOJATKOBUX 3aXOJIB MPOTUAIl BTpaTi KICTKOBUX
MIHEpaJliB.

3meHwenHs MiHepantbHOl WilbHOCMI KiCMKO0GOI MKAHUHU NpU JIKY8AHHI PAKY MOJIOYHOL 3a103U )
JHCIHOK

Bukopucranns aronictiB 'HPI™ (roHagoTponiH-puiIi3UHT-TOPMOHA) MOXeE CIIPUUYUHUTH 3MEHIIEHHS
MIHEpaJIbHOT MUIBHOCTI KICTKOBOI TKaHWHU. Uepe3 2 poku JiKyBaHHs paHHBOI CTaall paKy rpyaei
cepe/iHs BTpaTa MiHepaJIbHOI IIUIBHOCTI KICTKOBOi TKaHUHM Oyna 6,2 % ta 11,5 % Ha piBHI mmiku
CTETHOBOI KICTKH Ta IMONEPEKOBOT0 BiAALTY XpeOTa BiANOBIIHO. Byo BcTaHOBIIEHO, 1O 1151 BTpaTa €
94aCTKOBO 0OOPOTHOO, Mij Yac CHOCTEPEKEHHS MPOTATOM POKY Oe3 JIIKyBaHHS, 3 BIJHOBJIEHHSM Y
3,4 % Ta 6,4 % nNOpiBHAHO 3 BKJIIOYEHHSIM Ha PIBHI HIMMKU CTETHOBOI KICTKHU Ta MONEPEKOBOIO
BiiITy XpeOTa BiAMOBIIHO, HABITh SIKIIO II€ BiTHOBJICHHS 3aCHOBAHE Ha JIy’Ke OOMEXEHHUX JTaHUX.
Jly1g OLIBIIOCTI KIHOK JOCTYIIHI Ha 11 MOMEHT /1aHl HaBOJATh Ha JYMKY, L0 BIIHOBJIEHHS BTPAaTH
KICTKOBOi TKAHUHM HACTA€ IMiCIs MPUIMHEHHS JIKyBaHHS.

3a momepenHIMH JAaHWUMH BHUHUKAE JyMKa, [0 BHUKOPUCTAHHS TO3EpeliHy y TIO€IHAHHI 3
TaMOKCU()EHOM y MAIIEHTOK, XBOPUX Ha paK rpyael, Moke 3MEHIIMTH JeMiHepali3alito KiCTKOBOT
TKaHUHH.

Kposomeua siominu

Ha noyatky 3actocyBanHs 3omajgekc”® y JesKuX MaI[icHTOK MOXKIIMBI BariHanbHi KPOBOTEUi Pi3HOI
TPUBAJOCTI Ta IHTEHCHBHOCTI. 3a3BHYail Taka KpOBOTEYA TPAIUIIETHCS y MEPIIMNA MICALb MiCIs
MOYaTKy JIIKYBaHHSI, BIPOTITHO € PEAKI[I€I0 Ha BUJIyUYEHHS €CTPOTEHYy Ta 3a3BUYail MMHae cama 110
co0i. SIKII0 KpoBOTEYa HE MUHAE, CIIiJl BCTAHOBUTH i IPUUYHUHY.

Yac 10 BifHOBIEHHS MEHCTpyalili IMicis NPUMMHEHHs Tepamii JikapchkuM 3acobom 3omagekc®

10,8 Mr y Jeskux BHIaJKaxX Mo)ke OyTH IMOJOBXEHUM (CepelHsl TPUBAIICTh BTOPUHHOI aMeHopel
mic/s IPUMUHEHHS 3acTocyBanHs 3onanexc® 10,8 Mr cTraHoBuTH 7-8 Mica1is). Y pasi Heob6XigHOCTI
IIBHUJIKOTO BiJHOBIEHHS MEHCTpYallili peKOMEH/IyeThCs 3acTocoByBatH 3omaznekc® 3,6 Mr.

3actocyBanns 3onanekc® Moxe NPU3BOAMTH JO TOCHJIEHHS OMOpY WIMHKA MATKH, TOMY TpPH
PO3IIUPEHH] MUK CIi1 AOTPUMYBATUCS 00EPEKHOCTI.
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Hemae xmiHIYHUX AaHUX 100 €(EKTy 3aCTOCYyBaHHS Bonamexc® s JIKyBaHHS JTOOPOSKICHUX
T'HEKOJIOT1YHUX CTaHIB MPOTATOM OiJIbIIe 6 MICSIIB.

XKiHkaMm pernpoayKTHBHOTO BiKy CIiJI 3aCTOCOBYBaTM HETOPMOHAJbHI METOIM KOHTpAIeTii
IPOTAroM Tepamii JikapchkuM 3acobom 3omazekc® Ta 0 BiIHOBIEHHS MEHCTpYaIiil Iics
3aBepUICHHS JTiKyBaHHS.

3a mainieHTaMH 31 BCTAHOBIICHOIO JICMIPECIEI0 Ta XBOPUMH Ha apTepiajbHy TilEpTeH3il0 MOTpiOeH
peTeNbHUM HarJIsA.

3acrocyBanHs 3omagexc”® Mojke IPU3BECTHU 10 MO3UTHBHOI PEakilil Ha AHTHIOMIiHIOBHIA TECT.

[cHy€e BUCOKHMI pU3UK 3HUKEHHS TUCKY (KU MOke OyTH CepHO3HUM) Y MAIIEHTIB, SKi MPOXOIUIH
mikyBaHHs 3a jgonomororo arosictiB JI[-PI', takux sk rozepenin. CiiJl MOBIIOMHTH PO IIe
TMAIIEHTIB 1 JIIKYBaTH X HAJICKHUM YMHOM, SIKIIO 3’ SIBISATHCS CHMITTOMU.

Bxasziexa uwjo0o suxopucmanis Koneepma
3aCcTOCOBYBaTH TIIBKM Yy BHIAJKYy, SKIIO KOHBEPT 31 IUMNPHUI-AIIIKATOPOM HEYIIKOIKCHHH.
3acTOoCOBYBATH Bijipa3y MiCIs PO3KPUTTS KOHBEPTA.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHsL 2pyOoi0.

Bonanekc® He ciif 3aCTOCOBYBATH Y MeEpioj BariTHOCTI ab0 roayBaHHs TPYAJ0, OCKUIbKU 1CHYE
TEOPETUYHHUH PU3UK BUKHUIHS a00 BHHUKHEHHS BHYTPIIIHBOYTPOOHUX aHOMATIH y pasi mpuiiomy
aronictiB JII'-PI" npoTsirom BaritHOCcTi. HeoOXiaHO MpoBecTH peTeNIbHUN OISy *KIHOK, sIKI MOXKYTh
3aBariTHITH, 100 BUKJIIOYNUTH BariTHICTE.

[Tin yac nikyBaHHS CIiJ] 3aCTOCOBYBAaTHM HETOPMOHAJbHI METOJIM KOHTpALEIMLii 0 BiTHOBIICHHS
MEHCTpYaIlii.

DepmunvHicmo

Jlnst sxinok Taki amamoru JIT-PT, sk 3onamexc® 3,6 mr ta 3omagexc® 10,8 mr, mpu3HaueHi s
npurniderHs JII' Ta ®CI. Sk Hacmigok, e MoXxe BIUIMHYTH Ha nibigo (auB. posnin «IloGiuni
peaxiii») Ta CIPUYMHUTU MPUIUHEHHS OBYJISLII Ta MEHCTpYallii, 3 I[bOT0 BUIUIMBAE HETaTUBHMM,
asle 00OpOTHUH BIUIMB Ha (epTuibHICTh >XiHKU. Ilin uac sikyBaHHs aHaimoramu ['HPT Mmoxke
MPUPOJHO HACTaTH MeHomay3a. Pinko y JeskuX S>KIHOK IICAs NPUIIMHEHHS JIKyBaHHS He
BIZTHOBJIIOIOTbCS MEHCTpyauii. JloCHifKeHHs Ha LIypax MOKa3yloTb, IO BIUIMB Ha (DEpPTUIIBHICTH
XKIHOK € 000OPOTHUM.

st wonoBikiB: Taki ananoru JIT-PT, sk Sonmagexc® 3,6 mr ta Somamexc® 10,8 mr, pU3HAYeH1 s
npurniyeHHs JII' ra @CI'. Sk Hacniok, e MoXe CIIPUYUHUTH OPYIIEHHS epeKIlii Ta BILIMHYTH Ha
mi6igo (muB. po3ain «IloGivyni peakirii»), a TAKOXK, MOXKIIUBO, HA CIIEPMATOTEeHE3. X0ua JaHUX TMPO
(GepTUNIbHICTh YOJIOBIKIB HEMAa€, Ha OCHOBI OOOPOTHOCTI BIUIMBY Ha (DepTHIIBHICTH IIYpiB Ta
00OPOTHOCTI T1CTONATOJIOTTYHUX 3MiH CTaTE€BOI CUCTEMHU y cOOaKU yepe3 piK JIKyBaHHS JIKapChbKUM
3aco0oM 3oazexc® MOKHA CITOIBATUCS, [0 TAKUIA BILIHB Y YOJIOBIKIB OOOPOTHUH.

30amuicms enausamu Ha WBUOKICMb pearyii npu Kepy8aHHi A8MOMpAHCNOPMoM abo IHUUMU
MexanizMamu.

Bonanexc® He BrIMBac ab0 YMHMTH HE3HAUHMI BILIMB HAa IIBUJIKICTH peaklii IpH KepyBaHHi
aBTOTPAHCIOPTOM 200 POOOTI 3 IHIIUMH MeXaH13MaMH.

Cnoci6 3acmocysannsa ma 0o3u.
Crix 3 o6epexHicTIO BBOAUTH 3o0manekc”® y MepesHio YepeBHy CTiHKY depe3 OIM3bKIiCTh HUKHBOT
Ha/IYepeBHOI apTepii Ta i1 BiAramyXeHb.

Oco6mmBOi  00€peKHOCTI TOTPIOHO JTOTPUMYBATHCS TPH 3aCTOCYBaHHI JIKApCHKOTO 3aco0y
Bonanekc® mamientam 3 HusbkuM IMT a6o THM, XTO OTpPUMY€ AHTUKOATYISHTH (IMB. PO3IiN
«OCco0IMBOCTI 3aCTOCYBaHHS ).
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J103BOMISETHCS 3aCTOCYBAaHHS MICIICBOI aHEeCTe31i, ajie y OUIBIIIOCTI BUIAIKIB BOHA HE TIOTPiOHA.

Jopocni yonosixu (y momy uucii nayieHmu 1imHub020 GIiKY).
1 xancyny (10,8 mr) mikapcekoro 3aco0y 3omajgekc® BBOAMTH TiAIIKIPHO B TIEPENHIO YEPEBHY
CTIHKY KOH1 12 THXHIB.

Jlopocni scinku (6 momy wucii nayienmu aimHb020 BiKY).
1 xancyny (10,8 mr) mikapcekoro 3acoby 3omagexc® BBOIMTH MiAIIKIPHO B MEPEIHIO YEPEBHY
CTIHKY KOHI 12 THIKHIB.

Enoomempios ma gpiopoma mamku.: TKyBaHHS Mae TPUBATH JIHIIE 6 MiCAIIB, OCKUIBKU KIIIHIYHI
JaH1 BIIHOCHO OUTBII TPUBAIMX TEPi0JIiB 3aCTOCYBaHHS BiJICYTHI.

[ToBTOpHI KypcH JIIKYyBaHHS MPOBOJUTH HE CIIJl 4epe3 HeOe3NeKy BTPATH YaCTUHU MiHEpaTbHHX
KOMIIOHEHTIB Ta 3MEHIIEHHS MIIIbHOCTI KICTKOBOI TKAHUHU.

VY mamienTox, fKi mpuiMalid TO3EpPeNiH A JIKyBaHHS €HIOMETPio3y, JOAaTKOBAa TOPMOHO3aMiCHA
Tepamist (IIOJCHHE NpPUHMAHHS ECTPOT€HHOTO Ta NPOTeCTareHHOIo IperapaTiB) 3MEHIIyBaja
BTPaTy MiHEPaIbHOI IITBHOCTI KICTKOBOI TKAHUHHM 1 BUPAKECHICTh BA30OMOTOPHUX CUMIITOMIB.

JlocBizl 3acTOCyBaHHS TOPMOHO3aMICHOI Tepamii >KiHKam, fKi OJep)KyBallu Bonanexc® 10,8 wr,
BiJICYTHIH.

Jlyis XBOpHX 13 HUPKOBOIO 200 MEYIHKOBOIO HEJOCTATHICTIO, a TaKOX JJISi XBOPUX JITHHOTO BIKY
KOPHUTYBaTH J103y HEMa€e HEOOXiTHOCTI.

IHCTpYyKIiS 1110710 BBE/ICHHS

3acTOCOBYBATH 3T1THO 3 PEKOMEHIAIISIMH JIiKapsi, IKA MPU3HAYNB JTIKapbCKUH 3aciO.

HeoOxigHo cmigkyBaTd 3a TuUM, o0 1H’ekmis Oyla BUKOHAHA MiJIIKIPHO, 3a METOAMKOIO,
OTMCAHOIO B IHCTPYKLII 11I0/10 BBeieHHs. He BBoANUTH niKapchKuil 3aci0 y KDOBOHOCHI CYAMHU, M’ 513
a00 yepeBHY MOPOKHUHY.

IIpu HeoOXiTHOCTI BHIANEHHs Karcyiu 3omagekc® XipypriyHHM IUISXOM ii MicCIe3HAaXOKEHHS
MO>KHa BU3HAYUTH 32 JOMIOMOTOI0 YJIbTPa3BYKOBOTO JOCIHIKEHHS.

Bxasziexu uj0o0o 3acmocysamsi

3acTOCOBYBATH TUIBKM Y BHUNAJKY, SKIIO KOHBEPT 31 IIIPUI-AIUTIKATOPOM HEYIIKOKEHUH.
3acToCOBYBAaTHU BiJpa3y MICIs PO3KPUTTS KOHBEPTA.

VYTunizyBaTu MINPHIL 32 JOIOMOTOI0 CIeIialIbHUX KOHTEHHEPIB AJIsl TOCTPHUX MPEAMETIB.

[Monanpia iHGOpMAaLlis MPU3HAYSHA BUKIIIOYHO Ul MEAMYHUX MPaLiBHUKIB a00 poOITHUKIB chepu
OXOPOHH 3/I0POB’SI:

Bonasekc® BBOAATH IUIAXOM MiIIKipHOT in’ekiii. [lepes 3acToCcyBaHHAM HOTPIOHO 03HANHOMHUTHCEH
3 HIDKYEHABEICHOIO 1HCTPYKIIIETO.

1. BnamtyBatu namieHTa y 3py4HOMY IMOJIOKEHHI Tak, 100 BepXHs F@/{ E =
yacTHHA Tina Oyna Tpoxu migHaTta. [liaroryBaTé Miciie BBEIEHHS E=) g‘
3TiJTHO 3 YUHHUMHU PEKOMEHIAITISIMH.

[MPUMITKA. Cnig aotpumyBaTucs 0OOEpEeKHOCTI NpH BBEICHHI

Nikapchkoro 3acoby 3omafexc® y MepeHIo YepeBHY CTiHKY depes

ONMU3BKICTh HIKHBOI HaJUepeBHOI apTepii Ta ii BiAramyxeHb; JyKe

XyIUM TIAlliEHTaM MOXK€ 3arpoXKyBaTH MiJABHINCHWHA PU3UK

MOILIKO/KEHHS CyIUH.

2. OrngaHyTH KOHBEpT 3 (onbru 1 I[MpUI] Ha HasBHICT
MOIIKO/KEHb. JlicTaTu mImpuIl 3 BIAKPUTOTO KOHBEPTA 3 (OJIBTH.
Tpumaru  mmpun T HEBEJIWKAM KyTOM JO0  CBITJA.
IlepekonaTucs, M0 Karcyry Bonanexc® BHIHO X0ua 6 YaCTKOBO
(man. 1).
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3. IloTsArHYBIIM 3a TUIACTUKOBHN 3amOODKHUN S3UYOK, BIIIITUTH
HOTO BiJ MMpHIIA 1 BAKUHYTH (MaJl. 2). 3HATH 3 TOJKH 3aXUCHUI
KoBnauok. Ha BigMiHy Bix iH’€KIif piIKkux 3aco0iB, BUAANSATH
OyJbOaIIku TMOBITPS HE MOTPIOHO — TpH CrIpodi me 3pOoOUTH
MO’KHA 3CYHYTH Karcyiy 3onanekc®.

4. TpuMarouM MIPHUL 33 3aXUCHUN QYTIAP 1 JOTPUMYIOUUCH TPABUIT
ACeNTUKH, 3allMIHYTH IIKIPYy TMali€eHTa 1 BBECTH TOJKY I
HeBenmnkuM  KyToM (30-45°) no mkipu. Tpumarouum roJyky
OTBOPOM JIOTOPH, BBECTH T'OJIKY Y MiJIIKIPHY TKaHUHY MEePEAHbOI
YepeBHOI CTIHKM HIDKYE JIiHII Mymna, Tak mo0 3axUCHUN QyTisip
TOPKHYBCS IIKipH TamieHTa (Mai. 3).

ITPUMITKA. IlInpun 3onagexc® He MOXHA BUKOPUCTOBYBATH IS

acmipanii. SKmio iH’eKkuiiiHa rojika MPOHHKHE Yy BEJIUKY CYAHHY,

KpoB Oyzae Bijpa3y TNOMiTHAa B KaMmepi Immpuia. Y pasi IpoKoIry

CYIMHU HEOOXiTHO BUTATTH TOJKY, HETAHO 3yMMHUTH KPOBOTEUY,

10 BUHUKJIA BHACIIJOK MPOKOIY, 1 CIOCTEpIraTé 3a Mali€eHTOM Ha

BHIIQJIOK IOSBH O3HAK ab00 CHUMIITOMIB a0J0MiHAJIBHOI KpOBOTEYI.

[TepekoHABIINCH, IO MAMIEHT TEMOJAMHAMIYHO CTAOUIBHUN, MOYHA

BBECTH iHIIYy Karcyiny 3onagekc® 3a JOMOMOIoK HOBOTO LINPULA B

iHIy nUistHKY Tina. Ciig TOTpUMYBATHCS OCOOJIMBOI 00EpEeKHOCTI

MIPH 3aCTOCYBAaHHI JIKapChbKOTo 3aco0y marieHTam 3 Hu3bkuMm IMT

Ta/abo THUM, XTO OTPUMYE JIKYBaHHS TIOBHHUMH JI03aMH

AQHTHKOAryJISHTIB.

5. He BBoauTH TONKY y M’s3 abo 4EpeBHY IOPOKHUHY.
HemnpaBuipHi 3axBarT mmpuila Ta KyT BBEICHHS 300pakeH1 Ha
Mai. 4.

6. HatucHyTH Ha mopieHb IIpHLa 10 KiHLs, 1100 BBECTH KalCyily
1 aKTUBYBaTH 3aXMCHUH MexaHI3M. MoxHa Oyae nouyTu
KJIAllaHHA 1 BIAYYTH, SK 3aXUCHUM (yTiasp aBTOMAaTHYHO IMOYHE
3CyBaTuCH, 11100 3aKPUTH T'OJIKY. SKII0 MOPIIEHh HATUCHYTO HE JI0
KIHIIA, 3aXUCHUN (YTIIsIp HE aKTUBYETHCS.

[MPUMITKA. TI'onka HEe BTATYEThCSI.

7. Tpumarouu IITIPHIL, K MOKa3aHO HA MaJl. 5, BUTATTHU TOJIKY 1 IaTH
3aXMCHOMY (PyTJIsIpy MOBHICTIO 11 3aKpUTH. BUKMHYTH mImpui y
crHeliaJIbHUN KOHTEHHEep AJIsl TOCTPUX MPEIMETIB.

[MPUMITKA. f{xuio BUHHUKHE HEOOXIAHICTh BHUIAIUTU KarlCynly

XIpypriYHUM MLUISIXOM, NMPOTE€ TaKUW BUIIAJOK MalOMMOBIpHUH, 1T

MICIIE3HaXO/UKEHHsT MOXKHa OyJae BH3HAUUTH 3a JJOIOMOTIOIO

yJIbTPa3BYKOBOTO CKaHYBAHHS.

imu.
Somagexkc® He MOKasaHWil JUIS 3aCTOCYBAaHHS [IITSM, OCKIJIbKM Oe€3Me4HicTh Ta e(eKTHBHICTH
3aCTOCYBaHHS Y I[1{ TPYITH TAI[I€EHTIB HE BCTAHOBJICHI.

Ilepeoo3ysanns.

JlaHUX 1M0J0 TIepefo3yBaHHA y JIIOJAMHH HEJOCTaTHLO. Y pasi BBemeHHs 3onaaexc® 10
3aIUTAHOBAHOTO Yacy abo y OUIbMIiA, HDK MPU3HAYEHO, 1031, KIHIYHO 3HAYYIIUX HeOakKaHMX
edexTiB He crocTepiranocs. Pe3ynpraTu 10CiKeHb Ha TBAPMHAX HE CBIAYATh MPO SIKUIChH BIUIMB,
KpIM TE€panmeBTUYHOTO, Ha KOHIICHTPAIIIF0 CTATEeBUX TOPMOHIB Ta CTaTEBl NUIAXH MPH 3aCTOCYBaHHI
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Bunmx 103 3omagexc® 10,8 mr. YV BUIAJIKy TIEPEAO3yBaHHS CIiJ HagaTH CUMIITOMaTHYHE
JKyBaHHS.

I06iuni peakuii.

Yactora BHHMKHEHHs TOOIYHUX peakiid Oyyia po3paxoBaHa 3a JaHUMHU 3BITIB NMPO KIIHIYHI
JOCTiKEHHS TiKapchKoro 3aco0y 3omagexc® Ta MOCTMAPKETHHIOBHX MOBifoMiIeHb. Jlo HailGinbm
MOIIMPEHUX HeOaKaHUX PEeakIliil Halle)Kadu MPUIUIMBH, MiABUINCHE MOTOBUIIJICHHS Ta peakuii y
MICIIi BBEJICHHSI.

Jns xknacudikamii yactotu Oyina BUKOpHUCTaHa Taka rpanaiis: ayxke dacto (> 1/10), wacto (Bix
> 1/100 no < 1/10), mewacro (Bix > 1/1000 mo < 1/100), piako (Bix > 1/10000 mo < 1/1000), myxe
pinko (< 1/10000), yacToTa HEBigoMa (HEMOYKIMBO BCTAHOBUTH 32 HASIBHUMU JAHUMHU ).

Ta6mums. [ToGiuni peakiiii Ha Bomamexc® 10,8 Mr 3a KiacamH CHCTEM OpraHiB BIJAMOBIIHO /0

MedDRA.

Knac cucrem opranis

YacrtoTa

YouioBiku

Kiuku

HoBoytBopeHHs

TOOPOSKICHI, 3TTOSKICHI
Ta HEYTOYHEHi (B TOMY
YHCIIl KICTH Ta TIOJIIN)

Jyxe piako

[Tyxnuaum rinogiza

[Tyxnuawm rinogiza

Yacrora HEBigOMA

JHerenepartist pidopomu
MaTKu

[Topyuienns 3 60Ky Heuacro Peakuii rinepuytiuBocti | Peakiii rinepayTiuBOCTi
IMYHHOI CUCTeMH Ha JIiKapChKUi 3acio Ha JIIKapChbKHii 3aci0
Pinko Anadinaktuyni peakiii  AHadirakTH4HI peakiii
[Topymuienns 3 60Ky Hyxe piako Kpososunusu y rinodgiz  KpoBoBuiusu y rinogis
€HJIOKPUHHOI CUCTEMHU
[Topyiienns 3 60Ky Yacro ITopymienns —
MeTaboIi3My Ta TOJIEPAHTHOCTI J0
XapuyBaHHs DTIOKO31®
[IcuxiuHi po3naau Jyxe gacro 3umKeHHs 1i6i10° 3HmKeHHs 1i6i10°
Yacro 3MiHHU HacTpolo, Aenpecii 3MiHM HACTPOIO, Aernpecii
Hyxe piako [Icuxiuni po3nagu [lcuxiuHi po3naau
3 00Ky HEpBOBOI Yacro [Tapecresis [Tapecresis
CHCTEMH .
Kommpecis cnuHHOTO —
MO3KY
— T'onoBHMiA 6111b
Yacrora HeBioma IlopymeHHs mam’sti [TopymieHHst mam’sti
Kapnionoriuni Yacro CeplieBa HEIOCTaTHICTh, —
MOPYLIEHHS indapkr miokapaa f

Yacrora HEBiTOMA

[Ipononrariist iHTepBaTy
QT (auB. po3ainu
«OcobmuBoCTI
3aCTOCYBaHHA» 1
«Bzaemonig 3 1HIIIMHU
JTIKapChKUMU 3ac00aMu
Ta 1HII BUAA
B3aEMOIIiT»)

CynuHHI po3naau

Hyxe dacto

Mpunmen®

Mpunmen®
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Yacro ITopymenns ITopymenus
apTepiaTbHOTO THUCKY® apTepiaJbHOTO THCKY®
[Topyuienns 3 60Ky Hyxe yacto Tinepriapos® Tinepriapos®, akue'
IIKIpH Ta IIHIKIPHOL Yacto Bucunanns Bucunanns’, Bunananns
ITKOBHHU
ICHTKO Boslocca”
Yacrora HeBigoMa | O0nuciHHS® Bucunanns’, Bunaganas
Boslocca”
[Topymenns 3 6oxy Yacrto bine y kicTkax® —
KICTKOBO-M’S130BO{ . .
. Heuacto ApTtpairis ApTtpanris
CUCTEMH Ta CIIOTYYHOT
TKaHUHU
[Topymenns 3 60Ky Heuacto HenpoximHicTh CEUOBOAIB —
HUPOK Ta CEUOBUALIBHOT
CUCTEMH
[Topyuienns 3 60Ky Hyxe yacto Epextunbna aucyHkiis —
EMPOAYKTUBHOT .
PENPOLY . — BynbBoBarinanpHa
CUCTEMH Ta MOJIOYHOI .
CYXICTh
31031
— 301nbIIeHHS Tpyaeit
Yacto I'inexomacrist —
Heuacro UyTnuBicTh rpyaen —
Pigxo — Kictu seunnkiB
Yacrora HEBIIOMA — KpoBoreua Biqminu
3aranbpHi po3iaau Ta Jyxe yacto — Peakii y miciii BBeIeHHS
CKJIQJTHEHHS Y MICITI .. ...
y A y e Yacrto Peakuii y micii BBeieHHs | Peakirii y Miciii BBeIeHHS
BBEJICHHS
— 301IbIICHHS Ty XJIMHU B
00’emi, OoJTicHa IMyXJIMHA
Binxunenns Big Hopmu, Yacto 3HMKeHa MUILHICTD 3HMKEHA MIUIBLHICTD
BUSBIIEH] Y KICTKOBOI TKAaHWHHU (AMB. KICTKOBOI TKAaHUHH,
nabopaTopHUX po3ain «OcobmuBoCTI 3017BIICHHS MacH Tijia
IOCIIIDKEHHIX 3aCTOCYBaHHS),
301IBIIIEHHS MACH TiJla

? 3MeHIIIeHHsT TOJIEPAHTHOCTI JI0 TJIFOKO3U BiI3HAYAIIOCS y YOJIOBIKIB, SIKI 3aCTOCOBYBAJIM aroHICTH

JIT-PT". Ile Moxe mposBIATUCS SIK IIYKpOBHH Aia0eT abo BTpaTa IIIIKEeMIYHOTO KOHTPOJIIO B 0ci0 3
K€ HasBHUM IIYKPOBUM J11a0€TOM.

y y 0

® I1i dapmaxonoriuni edekTd HeyacTo MOTPeOYIOTH BiaMinm Tepamii. [imepriapos Ta NpUILIUBH
MOKYTh HPOJIOBKYBATHCS MiCIIs IIPUIMHEHHS 3aCTOCYBaHHs JiKapchKoro 3acoby 3omaaexc”.

¢ I'imo- 4M rimepTeH3ito, 1HKOJIM BiJI3HAYEHO Y TAIlIEHTIB, SKi 3aCTOCOBYBAIH Bonamexc®. 3MiHu
3a3BMYail THMYacoBi Ta MHUHAIOTh ab0 13 MPOJOBXKEHHAM Teparii, abo micias NPUITUHEHHS
3aCTOCYBaHHsS JiKapchkoro 3aco0y 3onanexc®. 3pinka Taki 3MiHH TOTpeOyBalM MeEIMYHOIO
BTpYYaHHs, y TOMY 4HCIi Biaminu 3onanexc”.

4 3a3Byyail He3HAUHE, YACTO 3MEHIIYEThCS 6€3 HEOOXiTHOCTI NPUIMMHUTH JTiKyBaHHS.

¢ CrnoyaTKy MaIi€eHTH 3 PaKOM MPOCTaTH MOXYTh BIUyBaTH THMYAcOBE IOCHJICHHS OOJII0 Yy
KICTKaX, y TaKUX BUIIAJKaX MOXe OyTH MpU3HAUYE€HE CHMITOMATHYHE JIIKyBaHHS.

f Cnocrepirasiock 'y  ¢apMakoenigeMioNnoriyHuX  JociipkeHHsx — aronictie  JII-PI',  mo
3aCTOCOBYBIM JUI JIIKYBaHHA paKy IepeaMiXypoBoi 3ajo3u. Pu3MK BOYEBHIbL 3pOCTAaeE MpHU
3aCTOCYBaHHI 3 aHTHAHAPOTCHHUMH 3aCO0aMHU.

UA-7578 Approved December 2025 10



£ Oco0nuBO BTpaTa BOJIOCCS Ha TiT € OYIKyBaHUM €(PEKTOM BiJl 3HI)KCHHSI PIBHIB aHPOTEHIB.

" Brpara Bonoccs Ha royoBi criocTepiranach y XKiHOK, y TOMY 9HCIi MOJIOJIOTO BiKy, IO JIiKyBalHcs
3 MPHUBOJY TOOPOSKICHMX T1HEKOJIOTIYHMX 3aXBOPIOBaHb. 3a3BHUYail 11 SBUIIEC HEBUPAXKCHE, aye
1HKOJIM MOXKE OYTH BaXKKUM.

'Y 6inbIIOCTi BUIIAJKIB aKHE CIIOCTEPIranocs MPOTATOM MiCSAI TTiCiIs TOYaTKy 3aCTOCYBAHHS.

[Tpu 3acTocyBaHHI TO3epeiHy MOXIIMBI: MOPYIIEHHS (YHKII] MEYiHKH Ta PO3BUTOK MKOBTSHHII 13
nigBuieHHsM piBHIB AJIT (amaninaminorpancdepasa), ACT (acmaprataminorpancdepasa), I'TTII
(ramma-rmyTamiHTpaHcHenTyaasa); mniaBumeHHs piBas JIJAIT (JmakrataperigporeHasa), JTy»KHOI
(docdarazu, TpUrTiepuIiB; HOCOBa KpOBOTEYA, BariHaJIbHA KPOBOTEYA, KPOITUB STHKA, CBEPO1IK.

Takox mpu 3aCTOCYBaHHI JIKapChKOTo 3ac00y MOXYTb CIIOCTEpIiraTucs: 3 00Ky ce40BOI CUCTEMH —
JU3YPpis, MiIBUILCHHS PIBHS a30Ty CEYOBHMHU KPOBI, MiABUIICHHS PIBHS KpEaTUHIHY, IPOTETHYPIs; 3
00Ky KpOBi — aHEeMisl, IEHKOTIEH1s,, TPOMOOIMTOIICH .

[Tin wac 3acTocyBaHHSI ro3epeiiHy MOXYTh BHUHHKATH peakilii y Micii BBelIeHHs (KpoBoTedya,
reMaroma, adciec, yIIUIbHeHHs, Oi1b), KpOBOTE€UI HABKOJIO MICI BBEICHHS JIIKApPCHKOTO 3aco0y,
110 TIPU3BOJIMIIH JIO TEMOPAriYHOTo MIOKY.

Tlocmmapxkemuneosuii 00c8io

3piaka mpu 3aCTOCYBaHHI 30JIa7IeKC ™ CIOCTEPIralucs BIAXWUIICHHS BiJl HOPMH Pe3yJIbTaTiB aHali3iB
KpOBi, BHIIQJKH TIE€YIHKOBOI aucyHKIii, emOomii JereHeBoi aprepii Ta IHTEPCTHIIATIBHOI
MTHEBMOHII.

®

VY kiHOK mpu Teparii eHmomerpiody Ta/abo (iOpom 3pimka Bim3Hayamacs TimepKambIliemis. Y
BUIQJKy CUMIITOMIB TifepKaiblieMii (HAMpUKIaa, CIOpark) CliJl MPOBECTH 0OCTEKEHHS 3 METOHO ii
BUKITIOYCHHSI.

Kpim Toro, y iHOK, SKi OTPUMYBaJIM JiKapChKUi 3aci0 3 MPUBOLY AOOPOSKICHUX THEKOJIOTTYHUX
CTaHiB, CIIOCTEPITAJINCS TaKl MOOIYH1 peaKii:

aKHe, 3MiHa OBOJIOCIHHA Tija, CyXiCTh WIKipH, 30ITBIIEHHS MacHu Tija, MiJBUIICHHS pIBHA
CHUpPOBAaTKOBOTO XOJECTEPUHY, CHUHIPOM TINEpCTUMYJALIi s€YHUKIB (IIPH 3aCTOCYBaHHI Yy
KOMOiHAaIlil 3 TOHAAOTPOMiHAMHM), BAariHIT, BUIUICHHS 3 TMiXBH, 3HEPBOBAHICTh, PO3JAAU CHY,
BTOMJTIOBAHICTh, NepudepruyHi HAOPSKH, Miajiris, Ca3MH JHUTKOBUX M s31B, HyJ0Ta, OJIOBaHHS,
Tiapes, 3arop, CKapru 3 00Ky OpraHiB 4epeBHOI MOPOKHUHH, 3MiHH T'OJIOCY.

Ha nouatky J1ikyBaHHSI O3HaK{ Ta CUMIITOMH 3aXBOPIOBAHHS MOXYTh THMYacOBO IOCUJIFOBATUCS —
B TAKOMY pa3i MOXe OyTH NMpU3HAUYE€HE CUMITOMATHYHE JIKyBaHHS.

3piaka mpoTAroM JikyBaHHs aHanoramu JII'-PI' y »iHOK Moe HacTaTH MEHomay3a, 1 MEHCTpyarlii
HE BiJHOBIIOIOTBCS MiC/s 3aBeplICHHs Teparii. Un 1ie € BIUIMBOM JiKapchbkoro 3acoby 3onaaekc®,
YH HACHIIKOM T1HEKOJIOTTYHUX CTaHIB IAl[iCHTOK, HEB1OMO.

[oBigOMIIEHHS PO MOOIYHI PeaKIlii

[oBinomieHHs Mpo MOOIUHI peakiii Mmicas peecTpallii JiKapChKOTro 3aco0y Ma€ BaXKJIMBE 3HAUCHHS.
Ile mae 3Mory mpoBOJUTH MOHITOPUHT CHIBBIJHOIIEHHS KOPUCTH/PU3MK MPH 3aCTOCYBAHHI I[LOTO
JiKapchbKoro 3aco0y. MennyauM ta ¢papMalieBTUYHUM MpaliiBHUKaM, a TAKOX NalieHTaMm abo iXHIM
3aKOHHUM IPEICTaBHUKAM CJIiJi TIOBIIOMJISITH MPO YC1 BUIMAIKU MMiJO3PIOBAHUX MOOIUHUX peakilii
Ta BIZCYTHOCTI €(peKTHBHOCTI JIIKAPCHKOTO 3ac00y uepe3 ABTOMATH30BaHy 1HPOPMaLIIHHY CHCTEMY
3 (papMakoHarsALy 3a mocwianasaM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi.
3 poku.

YMoBH 30epiranus.
30epiratu mpu Temmeparypi He Butie 25 °C. 30epiraTi y HEAOCTYITHOMY IS TS MiCIIi.

YnakoBka.
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I[To 1 kancyni y MNpHUI-aIUTIKATOP1 13 3aXMCHUM MEXaHI3MOM; MO | mmpuily B KOHBEPTI 3
MPUKPITUIEHUM TPANOPIEM-aHOTAIIEI0 3 BOJIOTOMOTJIMHAIYOK KarcCyJow; Mo | KOHBepTy B
KapTOHHINA KOPOOIIi.

Kareropis Bizmycky.
3a perenTtom.

Bupoonuk.
Actpa3eneka FOK Jlimitesn.

Micue3Haxo:KeHHsI BUPOOHUKA Ta HOro ajpeca Micusi NPOBAIKeHHS XislJIbHOCTI.
Cink Poag biznec I1apk, Maxkncding, SK10 2NA, Benuka bpuranis.

Jara octannboro neperasay. 03.12.2025
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