IHCTPYKLIA 3ATBEPO>XEHO
ONs MeOu4YHOro 3aCTOCYBaHHS Hakas MiHicTepcTBa
nikapcbKoro 3acoby OXOPOHW 300p0B’A YKpaiHu
28.05.2022 Ne 895
PeecTpauinHe noceigyeHHs
Ne UA/15840/01/01

® 3MIHUN BHECEHO
Hakas MiHicTepcTBa
OXOPOHY 300p0B’A YKpaiHu

07.04.2023 Ne 657

CKNAA4

Litoyi peyvoBnHu: 1 TabneTtka, BKpUTa MIiBKOBOK 0OOOJIOHKOK, MICTUTb eTuHinectpagiony 0,03 Mr i xnopMagnHOHy
auetaty 2 mr;

LonomMidKHI peqoBUHK: NaKTO3M MOHOrigpaT, KpoXMarb KyKypPYya3sHUA, ManbTOLEKCTPUH, MarHito cteapar;

pOXkKeBa CyMill Anis MAiBKOBOrO NOKPUTTS: rinpomenosa, Makporon 400, TutaHy giokeng (E 171), 3anisa okcng 4epBoHUiA
(E 172), 3aniza okcug »oBTuii (E 172).

JIIKAPCbKA ®OPMA

TabneTtkn, BKPUTI MJTIBKOBOKO 0O60/TOHKOLO.

OCHOBHI ®ISUKO-XIMIYHI BNTACTUBOCTI

Kpyrni TabneTtkn, BKpUTI NAiBKOBOK 060JIOHKOID, POXKEBOIO KONbOPy 6€3 AeeKTiB NOKPUTTS.

®APMAKOTEPAIMEBTUYHA TPYMNA

FopMOHanbHi KOHTpaLEenTUBM Asi CUCTEMHOIO 3aCTOCyBaHHS. [porectareHn Ta eCTporeHu, hikcosaHi KoMOGiHaLll.
Kog ATX GO3A A15.

GAPMAKOJIOIN4YHI BNACTUBOCTI
SAPMAKOANHAMIKA

MexaHi3m gii

beanepepBHe 3acTocyBaHHA MapiHeT® npoTaroMm 21 OHS NPUrHidye cekpelito onikynoCTUMYSIHOKYOro ropMOHY
(®Cr) i moTeiHidytovoro ropmory (1N rinodisom i, sK Hacnigok, NpurHidye oynsuito. CnocTepiraetbcs nponidepadis
E€HOOMETPIA | Noro cekpeTopHa TpaHchopmaLia. TakoXK 3MIHIOETLCSA KOHCUCTEHLiS LepBikanbHOro cnmay. Lle ycknag-
HIOE MPOXOO)KEHHS CMEPMaTO30i4iB Yepes LepBikanbHNN KaHan i NpM3BOAUTb OO NOPYLUEHHS TX PYXIMBOCTI.

MiHiManbHa [o3a XJIOpMaguHOHY auleTaTy, WO 3abe3nedyye NoBHE MPUrHiYeHHs oBynsuii, ctaHoBuTb 1,7 mr. [Jo3a,
HeobXxigHa ans TpaHcdhopmaLii eHOOMETPISA, CTAHOBUTL 25 M Ha LK.

XnopmagnHoHy auetaTr € MNpOorecToreHoM 3 aHTMaHOPOreHHMMK BnacTmsocTAMM. MexaHisam noro fii 3acHoBaHWi
Ha 34aTHOCTI 3amilaTin aHOporeHn Ha cneundivyHuX peuenTtopax.

KniHiyHa edpekTUBHICTb

Mig yac KNiHIYHUX JOCNiOXKEHb i3 3aCTOCYBaHHAM TabneToK 3 TiED caMol KOMOIHALIED LiloYNX PevOBUH NPOTArOM
2 pokiB gocnigkeHo 1 655 XiHOK, a Takox BinbLue Hixk 22 000 umknie MeHcTpyauii, 6yno 12 BariTHOCTeN. Y 7 >XiHOK
B nepiop, 3a4atTs 3adikCoBaHO MOMWJIKM Y 3aCTOCYBaHHI, CyMyTHi 3aXBOPIOBaHHS, LLIO CIPUYUHSIIOTL HYLOTY abo 6:to-
BaHHsi, ab0 CyMNyTHE 3aCTOCYBaHHS1 JliKapCbKUX 3aco6iB, MPO SKi BiJOMO, L0 BOHW 3MEHLUYKOTb KOHTPaLENTUBHWIN
edeKT ropMoHanbHNX KOHTpaLenTuBsiB.

Twun 3acTocyBaHHs KinbkicTb BariTHocTeln IHoekc MNepns 95 % poBipywnii iHTepBan
TunoBe 3aCcTOCyBaHHA 12 0,698 [0,389; 1,183]
BespnoraHHe 3acTocyBaHHsA B 0,291 [0,115; 0,650]
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®APMAKOKIHETUKA

XNOPMALOVHOHY ALETAT (XMA)
BcmokTyBaHHS

XMA wBmnaKo Ta Mamxe NOBHICTIO BCMOKTYETLCA NiCNA nepopasibHoro npunomy. CuctemHa 6iogoctynHicte XMA —
BMCOKA, OCKIifIbKU BiH HE nignarae nepBuHHOMY MeTaboniamy y nediHui. MakcumansHa KOHLEeHTpaLis y nnasmi Kposi
(Crax) mOCHAraeTbca NpotaromM 1-2 roguH nicns nepopansHoro npuiomy XMA.

Posznoain

MoHag 95 % XMA 3B’A3yeTbCs 3 Hinkamu nnasmy KpoBi, B OCHOBHOMY 3 anbbyMiHOM. XMA He 3B’s3yeTbCs 3 rnoby-
NiHOM, WO 3B’A13y€e cTaTeBi rOPMOHW, abo 3 rnobyniHoM, sKuin 38’a3ye KopTnaosn. XMA HakonuyyeTbCs NepeBadkKHO
Y XKNPOBI TKaHWHI.

BioTpaHccopmauin

PisHi npouecn pepykuii 1 OKMCHEHHs1 Ta KOH’torauis 3 riloKypoHigammn ta cyfbgaramu rnpusBogsaTbh A0 YTBOPEHHS
BENUNKOI KiNlbKOCTi MeTaboniTis. OCHOBHUMKU MeTaboniTammn y naasmi Kposi miognHn € 3a- Ta 3B-rigpokcn-XMA 3 6i-
ONOTiYHMMK NepiofamMmn HaniBBMBEOEHHS, SIKi iCTOTHO He Bigpi3HAOTbCS Big HemeTabonisosaHoro XMA. 3-rigpokcu-
MeTaboniTn NokasytoTb aHanoriyHy 4o XMA aHTnaHgpOreHHy akTUBHICTb. Y cedi MeTaboniTn MICTATECSH B OCHOBHOMY
y hopmi KoH’toraris. Micna hepmMeHTaTMBHOro PO3LLEnIEHHss OCHOBHUM MeTabonitom € 2a-rigpokcn-XMA, nopsg
3 3-rigpokcumeTabonitamu Ta gurigpokcrumeTadonitamu.

BuBepeHHs

XMA B1BOOMTLCA 3 MasMu KPOBi 3i cepedHiM nepiogoM HaniBBMBEOEHHS — NPUBAn3HO 34 rogyHu (Micns 3aCTOCyBaHHS
O[HOPAa30BOiI [03M) Ta NpnbnnaHo 36-39 roguH (micna NpuitoMy Oekinbkox Ao3). icns nepopanbHOro 3aCToCyBaHHS
XMA Ta 1oro metabonit BUBOOATLCH NPUONSHO Y PIBHMX KiSIbKOCTAX SK HUPKaMU, TaK i Yepes KNLLEYHVIK.

ETUHINTIECTPALION (EE)

BcmokTyBaHHS

EE wBunako Ta mamke NoBHICTIO BCMOKTYETbLCA NicNs nepopanbHoro npuioMy, Cmax gocsaraetbcs 4epes 1,5 roguHu.
Yepes npecucteMHe 3B’A3yBaHHS Ta ePeKT NEPBUHHONO MeTaboni3amy B nediHui abcontoTHa 6iogOCTYMHICTbL CTaHo-
BUTb nuie npubnnsHo 40 % Ta cxufbHa A0 CUAbHOI iHAMBIAyanbHOI BapiabensHOCTi (20-65 %).

Posznogin

KoHueHTpauii EE B nna3mi KpoBi, 3a3Ha4eHi B fitepaTypi, CUJbHO BapitotoTk. [NpubnnsHo 98 % EE 38’sa3yeTbes 3 6in-
Kamu naasmMm KpoBi, MPakTU4HO BUHATKOBO 3 anbOyMiHOM.

BioTpaHccopmauis

Mopi6Ho npupopgHiM ecTtporeHam EE 3a3Hae GioTpaHchopmayii cuctemoro umtoxpomie P-450 wnsxom rigpoKcuito-
BaHHS apomaTunyHoro Kinbua. OCHOBHUM MeTabonitom € 2-rigpokcu-EE, sakuin TpaHchopMyeTbcsa OO iHWNX MeTa-
6oniTiB Ta KoH’toratie. EE nigpoaeTtbca npecucteMHOMy 3B’A3YBaHHIO SIK Y CU30BIN OB0NOHLI TOHKOIO KULLEYHUKY,
Tak i B NeyiHuj. Y ceyvi 3HaxogAaTbCsl B OCHOBHOMY IIOKYPOHIAW, a B XKOBYi | M1a3Mi KpoBi — cyfbatn.

BuBepeHHs

CepepgHin nepion HaniBeBnBeneHHs1 EE 3 nnasmun KpoBi cTaHOBUTL NpnbnnaHo 12-14 roguH. EE BMBoguTLCS HUpKamu
i Yepes KMLWeYHUK Yy criBBigHoLeHHi 2:3. Cynbdat EE, BuBegeHui i3 XKoBYto Nicns rigponisdy KULWKOBUMK BakTepisMu,
NiggaeTbCsa NEYiHKOBO-KULLKOBIN peumpKynsauii.

AaHi gokniHiYHMX gocnigXXeHb 6e3nekn

EcTporeHn matoTb HU3bKY rOCTPY TOKCUYHICTb. BHACNigOK BUpaXkeHnx BigMIHHOCTEN MK BugamMu eKcriepyMeHTasnb-
HUX TBApWH, a TakKOXX BiAMIHHOCTEMN, O ICHYIOTb MiDK TBapvHaMu i NIOOUHOK, pesdynbTaTh AOCNIOAXKEHHA eCTPOreHis
Ha TBapuHax MalTb 0OMEXXEHY NMPOrHOCTUYHY LiHHICTb ANst NtoguHn. ETuHinecTpagion € CUHTETUYHM ECTPOreHoM,
KNI 4acTO BMKOPUCTOBYIOTb Y MepopanbHUX KOHTpauenTusax. JlabopaTopHi 4OCNIOKEHHSA Ha TBapyHax nokasanu,
LLIO HaBIiTb Yy BIGHOCHO HM3bKMX 0O3ax L pPeyoBMHA BOMOAIE emMOpioneTanbHO Aieto; y ninoga YosoBidoi cTaTi crno-
cTepiranucsa aHomanii pO3BUTKY OpraHiB CevocTaTeBOi CUCTEMM Ta O3HaKK demiHidauii. Lli edhekTn posrnagaroTbea SK
BugocneumdiyHi.

Byno BusIBNEHO, WO XJIOPMaOMHOHY aueTaT YvHUTbL eMOpioneTanbHy Aito Npy BBEAEHHI KPOAMKaMm, Lypam i MyLwam.
TakoXX TepaToreHHa fisi cnocTepiranacs npy BBEAEHHI EMOPIOTOKCUYHMX 003 KPOSMKAM i HAMHVKYMX JOCAIOKYBaHNX
003 (1 Mr/kr/po6y) — Mmywam. 3HavyLLiCTb OTPUMaHNX AaHNX OO0 3aCTOCYBaHHS Npenapary NiognHOK He BCTaHOBIEHA.

Y npoueci 3aranbHONPUNHATUX OOKIIHIYHUX JOCNIOKEHb 6e3MneKun, SKi BUBYaM XPOHiIYHY TOKCUYHICTb, FEHOTOKCUY-
HICTb i OHKOMEeHHWIN MoTeHUian npenapaTty, He 6yno BUSBAEHO OCOBAMBUX PU3VKIB O1S MIOAVHN, 3a BUHATKOM TUX,
LLIO BXKE OMKWCaHi B iHLUMX po3ginax iHCTPYKLUIii A8 Megu4Horo 3acToCyBaHHS NikapCbKOro 3acooy.
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KIMIHIYHI XAPAKTEPUCTUKN
MOKA3AHHA

["lopmMoOHanbHa KOHTpaLenLis.

Mepepn npusHadeHHAM MagiHeT® cnif OLIHUTY HasiBHICTb Y XXiHKM iHAMBIAyanbHUX hakTopis pu3unky, 0CoO6aMBO SKi CTO-
CYIOTbCS pU3UKy BEHO3HOI Tpomboembonii (BTE), a Takoxx nopisHAT pu3nk BTE npu npuinomi npenapaty 3 pusnkom
NPV NPUIAOMI IHLLIMX KOMBIHOBaHX ropMoHanbHUX KoHTpauenTusis (KIK) (gus. posginu «[poTunokasaHHsa» ta «Oco-
ONMBOCTI 3aCTOCYBaHHS»).

MPOTUNOKA3AHHA

Kom6iHoBaHi ropMoHarnbHi koHTpauenTusn (KIMK) He MO)KHa 3aCTOCOBYBaTK NPU HAsiBHOCTI 3aXBOPOBaHb, 3a3Haye-
HUX HUXKYe. Y pasi BUHUKHEHHS OHOro 3 Takux CTaHiB nig yac npuinomy KI'K cnig HeramnHo npunuHUT 3acTOCYBaHHSA
MagineT®:

e [ligBuLeHa YyTAMBICTb OO Ait04nX peqoBrH abo oo Byab-SKOro iHLOro KOMMOHEHTa npenapary.
e BTparta koHTponto Hag LyKpoBMM AiabeToMm.

e HekoHTposiboOBaHa apTepianbHa rinepTeHsisa abo 3Ha4YHe MigBULLEHHS apTepiaslbHOro TUCKY (3HAaYeHHS, Lo Mo-
CTiHO nepesuLlytoTb 140/90 Mm pT. CT.).

¢ HasiBHiCTb ab0 pU3NK BUHUKHEHHST BEHO3HOI Tpomboembonii (BTE):

HaaBHicTb BTE Ha gaHuii 4ac (Mpy 3aCTOCYBaHHI aHTUKOArynsiHTie) abo B aHaMHesi (Hanpuknag, TpomMb60o3
rnmbokux BeH (TI'B) abo Tpomboembonis nereHesoi aptepii (TEJ1A);

BijOMa cnagkosa abo HabyTa CXuUnbHICTb 00 po3BuTKy BTE, 30Kpema pe3nCTeHTHICTb [0 aKTUBOBAHOMO Npo-
TeiHy C, (BkoUato4um nengeHiscbky MyTauito V dhaktopa); aediunt aHTutpomGiny I, aediunT npoteiny C, ne-
diunT NpoTeiny S;

BEJIMKi onepaTuBHi BTPYYaHHSA 3 TpMBanow iMMobinisauieto (aus. posgin «OcobnmBoCTi 3aCTOCYBaHHS»);
BUCOKUIA pU3NK BUHUKHEHHSA BTE y 3B’A3KY 3 HAsSBHICTIO MHOXXNHHUX (haKTOpPIB PU3NKY (ONB. PO3Ain
«Ocob6MBOCTI 3aCTOCYBaHHS>»).

e HasiBHiCTb ab0 pn3nK BUHUKHEHHS apTepianbHoi Tpomboembonii (ATE):

ATE HasiBHa abo B aHaMHe3i (Hanpuknag, iHhapKT Miokapga) abo npoapoManbHi CTaHu (CTeHoKapais);

LepebpoBacKynsapHi 3axXBOPIOBAHHSA: HasBHWI ab0 B aHaMHe3i iHCYNbT abo NpogpoMarnbHi CTaHn (TpaH3u-
TOpHa iwemiyHa ataka (TIA));

BiZOMa cnapgkosa abo HabyTa CXUNbHICTb [0 po3BUTKY ATE, 30Kpema rineproMoumncTeiHEMIs Ta HAABHICTb
aHTUTIN o pocdoninigis (@HTUTING 0O aHTUKapPAioNiniHy, BOBYaKOBUI aHTUKOArYNASHT);

MirpeHb B aHaMHE3i 3 BOMHULLEBOIO HeBpOJ'IOFi‘-IHOIO CMMNTOMATUKORO;

BUCOKUI PU3NK BUHUKHEHHS ATE y 3B’A3KY 3 HasBHICTIO MHOXUHHUX haKTopiB pn3uky (ous. po3gin «Oco-
6/MBOCTI 3aCTOCYBaHHS») ab0 HAsIBHICTb OQHOIr0 3 hakTopiB PU3NKY:

LyKpOBMii giabeT, Lo CynpoBOAXKYETbCS CYANHHUMU YCKagHEHHSAMY;
TS>XKKa apTepiafibHa rinepTeHsis;
TSKKa AMCRinonpoTeiHeMis.

e [enatuT, XXOBTAHWLSA, NOPYLUEHHSA (PYHKLIT NeYviHKn (0o HopManisaLii NOKa3HUKIB PYHKLIT NediHKK).

¢ [eHepani3oBaHuin cBepbiXK, XonecTas, 30Kpema nig, 4ac nonepegHbLOI BaritTHOCTI abo Tepanii ecTporeHamu.
e CuHpgpowm [y6iHa-[>KoHCOHa, cnHapoM PoTopa, NopyLUEHHS BUAINEHHS >XXOBUI.

e [lyxnnHM NeYiHKM B aHaMHe3i abo HUHI.

e CunbHWI GiNb B eniracTpii, 30ifbLUEHHA NeYviHk1n ab0 CUMMATOMU BHYTPILLHbOYEPEBHOI KPOBOTENI (ONB.
po3ain «[MobidHi peakui»).

¢ [Nopdipis, Wo BUHUKAA BRepLle abo peunansyoya (Bci Tpy hopmu, ocobnmso HabyTa nopaipis).

® 35105KiCHi FOPMOHO3aNeXHi NyXJMHW B aHaMHe3i ab0 HWHI, Hanpuknag, NyxXanHN MOIOYHUX 3an03 abo
MaTKW.

* TS)KKi MOPYLUEHHA O6MiHY ninigis.

e [laHkpeaTuT B aHaMHe3i ab0 HIHI, WO CYNPOBOOKYETLCA THXXKOIO MinepTpUriiLepuaeMieto.

e CMNTOMN MIrPEHi, SKi BUHUKIIN BNEPLUE, a TAKOXX YacCTilni i Haa3BUYaNHO CUMTbHUIA FOI0BHUI GiNb.
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e ['OCTpi CEHCOpHI po3naaun, Hanpukniag nopyLleHHs 30py abo cnyxy.

e PyxoBi NOpYyLUEHHS (30Kpema napesau).

¢ [locuneHHs eninenTuYHMX HanagiB.

e Tsaxxka genpecis.

e OTOCKIEPOS, LLO Nporpecysas NPOTArOM NONepenHiX BariTHOCTEN.

® AMeHopes He3’siICOBaHOI eTioNorii.

¢ [inepnnasia eHooMeTpIS.

e KpoBOTeui 3 NixBn He3’siCOBaHOI €TIONOT.

¢ MeHiHrioma abo MeHiHrioma B aHaMHes3i.
OpHovacHe 3acTocyBaHHS 3 NikapCbKnMm 3acobamu, Lo MIiCTATb oMOiTacsip/naputanpesip/puToHasip Ta gasabdysip,
3 nikapcbkMin 3acobamu, WO MICTSTb Frekanpesip/niépeHTacBip abo codocbysip/Bennaracsip/Bokcinanpesip (ays.
po3gin «OcobnnBOCTi 3aCTOCYBaHHSI»).
MpoTunokasaHHAM € HasBHICTb OLHOrO CEPMO3HOro abo AeKiNbKOX (hakTopiB pU3nKy pPO3BUTKY TPOMOBO3Y BeH abo
apTepin (amB. posgin «OcobnnBOCTI 3aCTOCYBaHHSI»).
B3aemogpis 3 iHLUMMK NikapcbKUMM 3aco6amMu Ta iHWi BUAK B3aemogin

[MpumiTKa: 3 METOIO BUSIBIIEHHS MOXXUBUX BUAIB B3aEMOL|i CNif, 03HANOMUTUCS 3 IHCTPYKLUiS MU 18 MeguyHoro 3acTo-
CyBaHHS NikapCbKunx 3acobiB, SKi NPUMINMaTbLCA OOHOYACHO 3 LM NiKapCbKM 32C060M.

dapmakoguHamiyHi B3aemogpii

MMig vyac KNiHiYHUX BUNPOBYBaHb y NaUEHTIB, SKi nikyBanuncs Big iHdekuin renatuty C (BI'C) 3a 4ONOMOroto nikapCbKumx
3aco0biB, WO MICTATb OMbiTacBip/napuTanpeBsip/puToHaBip Ta fasabysip 3 abo 6e3 pnbasipuHy, 3HaYHO MiOBULLMBCS
piBeHb TpaHcamiHaa (AJ1T), Wwo nepeBuLlyBaB BepXHIO Mexxy Hopmin (BMH) y 5 pasiB 4acTille y >XiHOK, SKi BUKOPUCTO-
BYyBaJIM Npenaparu, WO MICTATb ETUHINECTPagiorn, Taki sK KoOMbiHoBaHi ropMoHasbHi koHTpauenTusy (KIK). Kpim Toro,
nigBuLLEeHHs piBHs AJTT TakoxX CrocTepiranocsi Npu 3acTocyBaHHI NPOTUBIPYCHMX NiKapCbKMX 3aco06iB, WO MICTATb
rnekanpesip/niépeHTacBip abo codocbyBip/Bennaracip/BOKCIinanpeBip, Y XIiHOK, siKi 3aCTOCOBYBan JliKapCbKi 3a-
cobw, WO MIiCTATb eTuHinecTpagion, Taki sk KI'K (gms. posginu «[MpoTrunokasaHHs>»).

OTxe, nauieHTun, gki npuimaTs MagiHeT® NOBMHHI NepenTn Ha anbTepHaTMBHUIN MEeTOoh KOoHTpauendii (Hanpu-
Knapg, 3aCTOCOBYBaTy npenapaTu, Lo MiCTATb iMLle NPOreCTePoH, abo BUKOPUCTOBYBATU HEFOPMOHasbHI MeToan
KOHTpauenuji), nepL H>XK po3noyaTu fikyBaHHS L€ CXeMOK KOMBIHOBaHMX NiKapCbKnx 3acobiB. 3aCTOCYBaHHS
MapiHeT® MO>XKHa BiGHOBUTU Yepes 2 TUXKHI NiCNA 3aKiHYEHHS NiKyBaHHA LMK CXEMaMM KOMBIHOBaHMX NiKapCbKUX
3acobis.

dapmakokiHeTU4Hi B3aemogii

Bname iHWKX Nikapcbkmx 3acobis Ha MapgiHeT®

Mo>knnBa B3aemMogist 3 NikapCbkuMM 3acobamu, LLO iHAYKYOTb MIKpOCOMasbHI hepMeHTU, B Pe3ynbTaTi Horo Moxe
306inbLUyBaTUCS KNIPEHC CTaTEBMX FOPMOHIB, L0, 3i CBOro 60Ky, MOXXe NPU3BECTM A0 «MPOPUBHOI» KPOBOTeuI i/abo
00 BTpaty eheKTUBHOCTI KOHTpaLEenTuBy.

Tepania

IHaYKUito hepmeHTiB MOXKHa CMOCTepirat! BXXe Yepes3 AeKinbka OHIB NikyBaHHS. 3a3Bmyan MakCumanbHy iHOYKLio
hepMeHTIB MOXXHa CrocTepirati NPOTAroM AEKiSIbKOX TVXKHIB. [1icns npunnHeHHs MegnkKaMeHTO3HOI Tepanii iHgyKUis
hepmeHTiB MOXXe 3b6epiratncs NPoTAromMm NpuGAN3HO 4 TUXKHIB.

KOpOTKOCTPOKOBE fliKyBaHHSA

JKiHkaM, siKi 3aCTCOBYIOTb JiKapCbKi 3acobu, WO iHOYKYOTb aKTUBHICTb (hepMeHTIB, Chig, TMMYacoBO BMKOPUCTOBYBa-
TV 6ap’epHNIA MeTon, abo iHLWN MeTon, KOHTpauenLuii 4o4aTKoBO A0 KOMOIHOBaHMX opanbHuX KoHTpauenTusis (KOK).
Bap’epHuini MeTog HEOOXIOHO BUKOPUCTOBYBATU NMPOTANOM YCbOIro Yacy CynyTHbOI MeanKaMeHTO3HOI Tepanii Ta npo-
TArom 28 gHiB nicnga il NPUNUHEHHS.

Y pasi Ko MegukameHTo3Ha Tepariisi BCe LLie 3aCTOCOBYETbCS, a TabeTKM B MOTOYHIN ynakoBsLi KOK BXxe 3akiHunnmcs,
cnig, noyaTtun 3acTocoByBaTu TabneTkn 3 HacTynHoil ynakoBku KOK 6e3 3BMYHOI NepepBy Y 3acTOCyBaHHI npenapary.

L[0oBrocTpokose NiKyBaHHSA

JKiHkaM, siKi TpoxXoasaTb AOBFOCTPOKOBE NiKYBaHHSA Ai0YMMN PEYOBUHaMK, WO IHAYKYIOTb akKTUBHICTb (DEPMEHTIB ne-
YiHKW, PEKOMEHOYETLCSA 3aCTOCOBYBATU iHLLMIA HAAIVIHUIA HEFOPMOHANBHUA METOL, KOHTpaLenLyji.

HwkyesasHa4eHi B3aemop;ji 6ynu 3adikcosaHi 3rigHo 3 onybnikoBaHNMM HayKOBUMW OaHUMN.

Lito4i pevoBuHM, ski 36inbLyoTb kiipeHe KOK (3HMxeHHsA edekTnBHOCTI KOK unsaxom iHoyKLuii depmeHTiB), Harpu-
knag: 6apbitypaTn, 603eHTaH, kKapbamaseniH, 6apbekcakoH, heHiToIH, MPUMILOH, MogadiHin, pudamniunH, pudaby-
TVH Ta NikapcbKi 3acobu ans nikysaHHs BIJT — putoHasip, HeBipaniH Ta edasipeHs, a Takox, MOXXInBo, denbbamar,
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rpu3eodysbBiH, OKCKapbaseniH, TonipamaT Ta npenapaTu, siKi MiCTATb JIKapCbKWin 3aci6 POCAMHHOIO NMOXOL KEHHS
3Bipo6in 3BunyanHuin (Hypericum perforatum).

JlikapcbKi 3acobw/pjto4i peyvoBmHU, SKi MOXXYTb 3HMXKYBATU KOHLEHTPAL,I0 eTUHINECTpaaioNly B CMpPOBaTL, KPOoBi, MOCKu-
JIFOKOUN MOTOPVIKY LLNTYHKOBO-KMLLIKOBOIO TPakTy abo noripLuytoyn abcopbuito: MeETOKONpaMia, akTMBOBaHe BYTiffs.

Lito4i pe4oBMHN 3 HENOCTIHUM BAIMBOM Ha KiipeHec KOK
Mpn opgHovacHomy BBefeHHi 3 KOK 6arato kombiHadin iHribiTopie npoTeasn BIJT Ta HeHykneosngHux iHribiTopis 3B0-
POTHOI TPaHCKpUNTasu, B TOMy 4uchi KombiHadii 3 iHribitopamn npoTteasn Bipycy renatuty C, MOXyTb NigsuLlyBaTtu
ab0 3HMKYBaTU KOHLEHTPALI0 ecTporeHy abo NporeCTuHy B Miasmi KPoBi. Y OesKnX BUnagkax CymMapHuin eeKkT Lmx
3MiH MOXe ByTY KNIHIYHO 3HaYyLLMM.
Tomy onga BUSBNEHHS MOXIUBUX BULB B32aEMOLII Ta HagaHHA Oyab-SKuX BignoBigHUX peKOMeHaauii cnig o3Hamno-
MUTUCS 3 IHCTPYKLIEIO i3 3aCTOCYBaHHA CYMyTHiX NnikapcbKrx 3acobis ansa nikysaHHs BlJ1/sipycHoro renatuty C. MNpu
BVHUKHEHHI ByAb-SKOro CyMHIBY >XiHKaM, SKi NiKytoTbCs iHrMBITOpOM npoTeasn abo HeHYKNeO3nAHMUM iHriBITOPOM 3BO-
POTHOI TPaHCKpUNTas3u, NOTPiOHO BUKOPUCTOBYBATU OOAATKOBUIN 6ap’€pHUN MeTon, KOHTpaLenLii.
Jlikapcbki 3acobw/gjtoYi Pe4oBUHN, AKi MOXYTb NiABULLYYBATN KOHLIEHTPALLK0 eTUHINECTPagiony B CMPOBAaTLi KPOBI:
* [it0Yi PEYOBMHM, WO NPUrHIYYIOTb CynbgaTyBaHHA eTUHINECTPagiony B CTiHUi KULWEYHMKY (Hanpuknag,
ackopbiHoBa KucnoTta abo napauetamorn);
® aropBacTaTuH (36iNbLLEHHS NAOLLi Nif (hapMaKOKIHETUHYHOKO KPUBOHO «KOHLeHTpauis-4ac» (AUC) Ha 20 %);
® [it0Yi PEYOBVHY, WO MPUrHIYYOTb aKTUBHICTb MIKPOCOMaJIbHUX MEYiHKOBUX (PePMEHTIB, Taki SK MPOTUrPNOKOBI
npenaparu, NoxigHi imigasony (Hanpuknag, dnykoHasorn), iHguHaBip abo TponeaHOOMILVH.
Bnave MagiHeT® Ha iHLWi nikapcbKi 3acobu
OparnbHi KOHTpaLenTuBM MOXXYTb BIMBATN Ha MeTab0i3M iHLLNX Ailo4MX pevoBUH. BignosigHo, KOHLEHTpaLi B nnas-
Mi KPOBI 1 TKaHMHaX MOXXyTb NigsuLyBaTucs abo 3HMKYBaTUCh:

® MPUrHidyBaTh aKTMBHICTb MEYIHKOBMX (PEPMEHTIB i, BiANOBIOHO, NiABULLYBATM KOHUEHTPALi0 B CUPOBAaTL KPOBI
TaKux Aito4Mx PeYOBUH, SIK Aiasenam (Ta iHwi 6eH3oaiaseniHn, MeTaboniam SKux BigbyBaeTbCs LUASAXOM rigpoKcu-
JIIOBaHHS), LIMKOCNOPUH, TEOMInNiH | NpeaHi30N0H;
® iHOYKYBaTW MIOKYPOHigauito B NeYiHu,i i, BiANoBiAHO, 3HMXXYyBaTU CUPOBATKOBY KOHLIEHTPAaLi0 Hanpukniag, Knodi-
6paty, napaueTtamony, MopdiHy, TaMOTPUXMHY i lopasenamy.
MoTpeba B iHCYMiHI Ta NepopanbHNX LYKPO3HWKYBaJIbHMX 3acobax MOXKe 3MIHUTUCS Yepes BMMB npenapaTty Ha To-
JIEPaHTHICTb A0 rNtoKo3u (amB. po3ain «OcobnmMBOCTi 3aCTOCYBaHHS»).
Lle TakoXX MO>Ke CTOCyBaTMCA NpenaparTis, WO NPUAManncst HeLwo4aBHo.
IHCTPYKLUIii Ans MegnyHoOro 3aCTOCyBaHHS NPU3HAYEHMX iHLWMX Npenaparis Chig NepesipsaTn Wwo[o ix MOXANBOI B3ae-
mogiji i3 MapgiHeT®.
JlaGopaTopHi gocnig)xeHHsa
3acTocyBaHHs NpOoTU3anigHNX CTEPOILIB MOXKE BNANBATK Ha pe3ynbTaTy OesKux nabopaTtopHUX aHanisis, BKIHOYa-
to4n BioxiMivHi napameTpu yHKUiT NeYiHKN, LMTOBMAHOI 3251031, HAOHUPKOBUX 3a5103 | HUPOK, PiBEHb TPAHCMOPTHUX
6ifiKiB y Nna3mi KpoBi, HAaNpUKNag, KOPTUKOCTEPOIA-3B’A3yt04oro rnobyniHy Ta dpakuin ninigis/ninonpoTeinis, napa-
MeTpY 0OMiHY BYrneBogiB i napaMeTpu koarynsuii Ta dibpuHonisy. 3assnyaii 3MiHM 3anuLaloTbCs B giana3oHi Hop-
MasibHX N12a60paTOPHNX 3HAYEHb.

OCOBJINBOCTI SACTOCYBAHHSA

Oco6nuBi nonepep)KeHHs

KypiHHS NigBriLLy€e pU3NK BUHNKHEHHS TAXXKMX NOBIYHMX peakLin 3 60Ky cepLeBO-CyAMHHOI CUCTEMN NPY 3aCTOCYBaHHI
KI'K. Len pmaunk nigsrwyeTbcs 3i 36iNbLUEHHSAM BiKY Ta KiIbKOCTI BUKYPEHNX LIMrapok Ta € 0COBNBO BUPaXKEHNM Y Xi-
HOK BikOM Bif, 35 pokiB. 2KiHKn Bikom Big 35 poOKiB, SKi KypsiTb, MOBMHHI BUKOPUCTOBYBATU iHLLI METOAM KOHTPAaLenLil.
3acTtocyBaHHA KI'K nos’sa3aHe i3 nigBuLweHrM pru3nkoM pPo3BUTKY CEPUNO3HMX 3aXBOPIOBaHb, TaKUX SK iHAPKT Mio-
kKapga, TpoMboeMOOoNiYHI ABMLLA, IHCYNbTU Ta HOBOYTBOPEHHSA MEYiHKW. IHWI hakTopu pusnky, Taki K rinepTeHsiq,
rinepninigemMisa, OXXMpiHHA Ta LyKpoBui aiabeT, 3Ha4YHO NioBULLYIOTb PU3NK 3a2XBOPIOBAHOCTI Ta CMEPTHOCTI.

3a HasiIBHOCTI 0HOIO i3 3a3Ha4YeHnNX HK4Ye CcTaHiB abo hakTopiB puU3nKy OOLiINbHICTL 3acTocyBaHHS MagiHeT® cnig
06roBoOpUTH i3 XKIHKOHO.

Y pagi 3arocTpeHHsi abo Npu NepLUnx Nposieax 6yab-sKKX i3 LMX CTaHiB abo hakTopiB pU3NKY XKiIHKaM PEKOMEHOYETb-
CSl 3BEPHYTUCS [0 JiKaps Ta BU3HAYNTX HEOOXIOHICTb MPUNMHEHHS 3aCTOCYBaHHA MagiHeT®.

TpomGoemobonia Ta iHWi CyAVHHI 3aXBOPIOBaHHS

PesynbTatn enigemionoriyHnx gochigXeHb NOKasyoTb, WO € B3aEMO3B’A30K Mi>K MPUAOMOM FOPMOHASIbHNX KOHTpa-
LenTuBIB i 36iNbLUEHHAM PU3UKY BEHO3HKX Ta apTepiasibHUX TPOMBOEMOOIYHNX 3aXBOPIOBaHb, Hanpuknag iHhapkTy
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MioKapZa, KpoBOBUIMBY B MO30K, TPOMOO3Y rMOOKMX BEH Ta eMOOnii IereHeBoi apTepii, ane Li 3axXxBOpOBaHHS PO3-
BMBaOTbCA PiaKko. Bkpali pigko Haoxoamnn noBigOMIIEHHS MPO TPOMOO3U iHLWMX KPOBOHOCHMX CYAVH, HanpuKknag,
NeviHKOBNX, ME3EHTEpPIaNbHUX, HUPKOBUX BEH, BEH CITKIBKM Ta apTepiit y XiHOK, ski 3actocosyBanu KI'K.

Cepiio3Hi nobivHi peakuii KK
Puauk nossun BTE

3actocyBaHHs 6yap-sakux KI'K 36inbLuye pusnk BuHUkHeHHS1 BTE nopiBHAHO 3 TMK, XTO X He 3acTocoBye. lNpenapa-
TW, SKi MICTSATb NEBOHOPreCTPEr, HOprecTumaT abo HOPETUCTEPOH, aCOLLIIOIOTECH 3 HAMHKYMM PU3NKOM BUHUKHEHHS
BTE. Hesigomo, gk npuinom MagiHeT® BnanBae Ha pu3nK BUHUKHEHHS BTE NopiBHAHO 3 mpenaparammn 3 HKYMM pu-
31KOM. PilleHHsa npo 3acTocyBaHHA OyAb-gKOro npenapary, KpiM TUX, SKi MatoTb HANH>XYNA pU3nK po3BuTKy BTE,
cnig npuiMaTy TifbKKM Nicas 06roBOPEHHS 3 XXIHKOK A5 3a6e3ne4eHHs PO3YMIHHS, L0 iICHYE PU3UK BUHUKHEHHS BTE
npu 3acTtocyBaHHi KI'K, K il hakTopu pr3nkKy BnNaMBalTb Ha Len pu3unK, Ta Wo pusuk po3sutky BTE € Hamsuwmm
NPOTArOM NEPLLOrO POKY 3aCTOCYBaHHS. ICHYOTb TaKOXX A0Kasw, WO PU3NK BUHUKHEHHS BTE 36inbwyeTtbcsa npu 3a-
cTocyBaHHi KI'K NOBTOPHO, SIKLLIO NepepBa Yy iX 3aCTOCYBaHHiI CTaAHOBUTb 4 T>KHi abo BinbLue.

MpnbnuaHo y 2 xiHok i3 10000, ski He 3acTocoBytoTb KIK i He € BariTHumun, BTE BMHUKaE NpoTAromMm 0gHOro poky.
OpHak anst KOXXHOI OKPEMOI XXIHKN PU3UK MOXXe ByTu 3HAYHO BULLMM, 3aNEXHO Bif, HAasBHUX Yy HEl (hakTopiB pu3nky
(ouB. HXKYE).

3a paHuMm enigemionoriyHnX JOCnigpKeHb Y XKIHOK, SKi 3aCTOCOBYHOTb HU3bKOA030BI (< 50 MK eTuHinectpagiony) Krk,
nokasaHo, wo 3 10000 »xiHOK y 6-12 »iHOK po3BuHeTbCs BTE npoTarom poky.

3 10000 »iHoK, siki 3acTocoBytoTb KIK, Lo MiCTATb neBoHOprecTpen, npubnusHo y 61 6yae possueatncs BTE npo-
TArOM POKY.

Hesigomo, Sk CniBBiQHOCATLCA PU3NKK NpK 3acTocyBaHHi KIMK, LwWo MicTaTb Xx1opmMaguHoH, nopisHaHo 3 KK, ski mic-
TATb IEBOHOPrecTpern.

KinbkicTb BUNagkis BUHUKHeHHS BTE Ha pik npy 3acTocyBaHHi HU3bko[o30BMxX KK € MeHLLO0, HiXK iX KibKiCTb Yy XKi-
HOK Yy nepiof, BariTHOCTi abo B NicNsnoaorosuii nepiog,.

BTE mMo>xe Nnpu3BecTy A0 NeTanbHOro Hacnigky y 1-2 % Bunagkis.

dakTopu pnavky po3suTtky BTE
Pun3unk BEHO3HNX TPOMBOEMOONIYHNX YCKITaAHEHD Y XKIHOK, SKi 3acTocoBYtoTb KI'K, MOXke 36inbLumnTncs Npu HasiBHOCTI
[o0aTkoBUX hakTopiB pu3nKy, 0cobnMBO AeKiNbKOX (anB. Tabnuuio 1).

MagiHeT® npoTnnoKasaHnii, AKLLO Y XIHKM € AeKinbka (hakTopiB pU3nKy, SKi BIGHOCAT il O BUCOKOrO PU3NKY PO3BUT-
Ky BEHO3HOro TpoM603y (amB. po3ain «[poTunokasaHHs»). AKLLO >XiHka Ma€ Bifblue 0QHOro hakTopa pUsnKy, MOXX-
JIBO, LLO 3POCTaHHSA PU3NKY MOXKE BYTU BinbLUNM, HXK Cyma PU3KKIB, aCOLINOBaHNX i3 KOXXHUM OKPEMUM PaKTOPOM,
ToMmy cnig, 6paTn [0 yBaru 3aranbHui pusnk po3sutky BTE. AKLW0 cniBBigHOLWEHHA KOPUCTE/PUSLNK € HECTIPUATINBIM,
He cnig npuaHadaTn KIMK (amB. po3gin «[poTunokasaHHs»).

Ta6nuus 1. PakTopu po3Butky BTE

DakTop pU3NKY MpumiTka

O>xupiHHA (iHoekc macu Tina Ginbie 30 Kr/m?). Pr3nk 3Ha4yHO MigBuULLYETLCA NpY 36ibLLUEHHI iIHOEKCY
mMacu Tina.

Oco61MBO BaXK/IMBO BpaxyBaTH, Yn iCHYIOTb TaKOX iHLLUi
hakTopun PU3SKKY.

Y Takux Brnagkax PeKoMeHaYyETbCA NPUNUHNTA

TpuBana immob6inizauisi, Benmke onepatuBHe

BTPYYaHHs1, Oyab-siKe XipypridHe BTPyYaHHs Ha
HWKHIX KiHLiBKax abo opraHax Tasa, HelpoXipypriyHi
BTPYy4aHHs1 abo obLumpHa TpaBma.

MpumiTka: TMM4YacoBa iMMOoOGinisavisi, BKIo4Yao4un
MOBITPSAHUI NepPeniT BinbLue 4 rOAVH, TaKOXX MOXKE
6yTn hakTopom pusnky BTE, 0cobnmBo y >KiHOK

3 iHWUMK pusnkamu po3suTtky BTE.

3actocyBaHHst KI'K (y pasi nnaHoBoi onepadlii, npuHanmHi
3a 4 TVKHI o) | po3noYmMHaTHh iX 3aCTOCyBaHHS Yepes

2 TVDKHI nicnst NoBHOI pemobinizadii xeopoi. Cnig
BMKOPWCTOBYBATY IHLLMIA METOL, KOHTpauenLii, wob
YHUKHYTW BaritTHOCTI.

Cnig po3rnasHyTX OOUINBbHICTE aHTUTPOMOOTUYHOT Teparii,
SIKLLO 3acTocyBaHHs MapgiHeT He 6yno NpunMHEHO
3aspganerigp.

Mo3uTtnBHWIA cimelnHuin aHamHe3 (BTE y Byab-sikomy
BiLli B pigHOro 6para/cecTtpu abo y 6aTbkiB, 0CO6MBO
Yy PaHHbOMY BiLli, Hanpuknag Bikom ao 50 pokis).

AKLLO Nigo3PHETLCS CNaaKoBa CXUIbHICTb, XiHLj NOTPibHa
KOHCYbTauis axiBud Woao NPURHATTA pilLEHHS NMPo
npuiiom KIrk.

" CepepHilt nokasHuk 5-7 Ha 10000 XiHOK Ha piK, Lo 6a3yeTbCs Ha BiGgHOCHOMY pu3nKy npu 3actocyBaHHi KI'K, siki mic-
TATb NIEBOHOPrecTpes, MOPIBHAHO 3 MOKA3HNKOM 2,3-3,6 y XKiHOK, aKi He npunmMaroTb KI'K.
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daKkTop pU3NKy Mpumitka

IHWI MeanyHi cTaHn, nos’sa3aHi 3 BTE. Pak, cuctemMHuin 4epBOHNIN BOBYaK, rEMOJITUKO-
YPEMIYHUA CUHAPOM, XPOHiYHa 3ananbHa XBopoba
KMLeYHnKy (xBopoba KpoHa abo B1pas3KoBuiA KONIT)
Ta cepnonopibHOKMITUHHA aHEeMIS.

Bik Oco6n1Bo nauieHTn BikoM Big 35 pokiB

Hemae egnHOi OyMKM LLOAO TOro, YM € B3aEMO3B 'A30K MiDK NMOBEPXHEBUM TPOMOOdNebiToM i/abo BApUKO3HUM PO3-
LINPEHHAM BeH Ta eTiosiorieto BTE.

Cnig TakoXX BpaxoByBaTy, LLO PU3UK TPOMOOEMOOSIYHMX YCKNagHeHb 36iNbLUYETbCA MNif Yac BariTHOCTI i MPOTArom
6 TV>KHIB NiCNs Nonoris (AMB. PO3AiN «3aCTOCYBaHHA y nepiog BariTHOCTi abo rogyBaHHs rpynaro»).

Cumntomu BTE (TIB i TEJIA)
Y pasi cMMATOMIB XiHLi Cni 3BEPHYTUCS 3a TEPMIHOBOKD MEAMYHOI OOMOMOroH, a TakoXX iHopMyBaTuh nikaps,
wo BoHa npuinmae Krk.
Cumntomn TI'B:

® OfHOGIYHMIN HAbPsIK HOrM Ta/abo cTony abo y3[0BXX BEHM HaA HO3i;

* 6inb abo xBOPOOAMBA YYTAMBICTb, KA MOXXE Big4YyBaTUCS TiflbKM MPW CTOSIHHI abo x0ab6i;

* nigBuMLleHe NoYyTTH Tenna B YPaxkeHiln HO3i; 4epBoHa abo 3HebapBeHa LKipa Ha HOS.
CumnToMM nereHeBoi eMBoni:

® panToBWUI Hanag, 3aauLLKM 3 HEBIZOMOI MPUYNHI 260 NPUCKOPEHOIO ANXaHHS;

® panToBUIA Kallefb, SKUA MOXXE CYNPOBOLKYBATUCHA KPOBOXaPKaHHSAM;

e pi3kuii 6inb y rpyasx;

® CUJIbHUI rOIOBHUI Giflb 260 3aNaMoOpPOYEHHS;

e LBaKe abo HeperynspHe cepLebunTTs.
[esKi 3 uyx cMMNTOMIB (Hanpuknag, «3aguilka», «Kallesb») € HecrneunivyHuMy i MOXXYTb HENPaBUABHO TAyMa4muTUCs
SK BinbLU NowmMpeHi abo MeHLL TSXKKI ABrLLa (Hanpuknag, iHpeKuUil AnxanbHUX LWNsaxis).
IHLWi 0O3HaKKN OKNOSIiT CyANH MOXKYTb BKJIHOHAaTU panToBuii Biflb, HAOPSK i HE3HAYHY CUHIOLLHICTb KiHLIBOK.
AKWOo okNto3ia BigbyBaeTbCA B CygMHaxX OKa, CUMMTOMU MOXYTb BapitoBaTtucs Big 6e300niCHOI HeYiTKOCTI 30py,
AKa MOXXe nporpecysaTu, 0o BTpaTu 30py. [HoAi BTpata 30py MOXXe BUHUKATU ogpasy.
Pusuk nosisu ATE
EnigemionoriyHi gocnippkeHHs BUsBWIM, WO i3 3actocyBaHHAM KIK nigsuilyeTbest pusnk po3suTtKy ATE (iHapkT mio-
kappa) abo NopyLUEeHHsT MO3KOBOro KpoBoobiry (Hanpuknag, TIA, iHcyneT). ATE moxe 6yTu neTanbHOL0.
DakTopu pnaunKy po3sutky ATE
Pun3uk BUHUKHEHHS apTepianbHNX TPOMOOEeMOONIYHMX YCKNaAHEHb ab0 rOCTPOro NOPYLUEHHS KPOBOOBIry rOIOBHOIO
MO3KY (iHCYNbT) 36inbLUYETLCS Y XKIHOK, SKi 3acTocoBytoTb KIK, Ta MatoTb (hakTopu pnsuky, onncaxi B Tabnuui 2. Ma-
LiHeT® NpoTMnoKasaHuii, SKLLO Y XIiHKM € OOUH Cepiio3HUin abo Aekinbka gakTopis pn3nky ATE, yepes ski BigHOCATb
1i 0[O rpynu BUCOKOro pU3KKY PO3BUTKY apTepiasibHOro TpoMO03y (ous. po3ain «[poTunokasaHHs»). AKLWOo XiHKa Mae
Oinblue ogHOro hakTopa pUsnKy, 3POCTaHHA PU3KKY MOXKe By T BiNbLUKM, HiXK CyMa PU3NKIB, aCOLLINOBaHUX i3 KOXXHNM

oKkpemum hakTopom, TOMy chif, 6patu 4o yBaru 3arafbHUn pu3nK. AKLLO CMiBBIAHOLLEHHSA KOPUCTL/PU3NK € HECnpu-
aTtnvBuM, He cnig npusHadaTn KIMK (gyBe. po3gin «[poTunokasaHHs»).

Tab6nuua 2. ®akTopu po3Butky ATE

daKTop pU3NKy Mpumitka
Bik Ocobnuneo nauieHTn Bikom Big 35 pokis
KypiHHS JKiHkawm, ski 3acTtocoBytoTb KI'K, cnig Hanonernmso

pPEeKOMEHYBAaTW BiAMOBUTUCS Bif KYpiHHSA. JXKiHKaMm BiKOM
Big 35 pOKiB, AKi KypsTb, CNig PO3rnsiHYTU MOXK/IMBICTb
NPU3HAYEeHHS IHLIMX METOLIB KOHTpauenu;i.

ApTepianbHa rinepTeHsis

OxupiHHs (iHoekc macu Tina 6inblue 30 Kr/m?). Prn3unk 3Ha4yHO NigBULLYETHCSA Npu 36iNbLLUEHHI IHOEKCY
Macu Tina. OcobnmBo NoTpebye yBarn Npu HAgBHOCTI
Y KIHOK iHLINX (paKTopiB pU3NKY.
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daKkTop pU3NKy Mpumitka

Mo3uTnBHWIA ciMenHuin aHamHe3 (ATE y byab-skoMy AKLLO Nigo3PHOETLCS CNaaKoBa CXUIbHICTb, XiHLi NOTPibHa
BiLi B pigHOro 6para/cecTtpu abo 6aTbKiB, 0COONNBO Y | KOHCYJbTaLis dhaxiBus WOA0 NPUAHATTS PillEHHS NPo
paHHbOMY BiLli, Hanpuknag BikoM Ao 50 pokiB). npuiiom KIrk.

MirpeHb 36inbLUEHHS YacTOTN abo TAXKKOCTI MirpeHi npu
3aCTOCYyBaHHi FOPMOHAaSIbHUX KOHTPauenTyBIB (Lo

Mo>Ke ByTn NpofgpoManbHUM abo LiepebpoBacKysspHUM
ABULLEM) MOXKE CTaTU NPUHNHOK HErAMHOMO NPUMUHEHHS
3aCToCyBaHHs npenapary.

IHWi MeanyHi cTaHn, noe’a3aHi 3 ATE Llykposuii giabeT, rinepromMouucTeiHeMis, 3aXBOPIOBAHHSA
KnanaHis cepus i pibpunauia nepencepnb, AucninonpoTei-
HEeMiIs i CUCTEMHUIN YEPBOHWIA BOBYaK.

Cumntomu ATE

[pn BUHNKHEHHI LMX CUMNTOMIB XiHLi C/ig 3BEPHYTUCS 3a TEPMIHOBOIO MEeOMYHOK AOMNOMOIOK, a TakoXX iHhopMyBaTu
nikap4, wo BoHa npuiimae KIrk.

CumMNTOMM roCTPOro NOPYLLUEHHS KPOBOOGIry roIOBHOrO MO3KY (iHCYMbT):

® panToBe OHIMIHHA 06444, pyKr abo HOorm, 0cobMBO 3 OAHOMO BOKY;
e panToBi Npobnemn Npu xoabbi, 3anamMopoYeHHs, BTpaTa piBHoBarn abo KoopauHawii;
e panToBa CrJlyTaHiCTb CBiZOMOCTI, NPO6AEMY 3 MOBIEHHSAM ab0 CNPUAHATTAM;
e panToBi NPO6aeEMY 3 30pOM OOHOro abo 060X OYels;
® panToBUI CUMbHUIA ab0 TPMBaNMii rONoOBHNIA 6inb 6€3 BU3HAYEHOT MPUYMHY;
e BTpaTa CBiAOMOCTI ab0 HENPUTOMHICTb 3 a0 6e3 CyAoM.
Tumyacosi cumnToMu BKasytoTb Ha TIA.
CumnTomm iHbapKTy MioKapga:

® Binb, AUCKOMMOPT, TUCK, TAXKKICTb, Big4yTTs 30aBNoBaHHS a6o PO3NMpaHHs y rpyasax, pyLi a6o HuxKYe rpyaHnHK;
® OMckOMOPT 3 ipagiauieto y CrvHy, Wweneny, ropno, PyKu, XXUBIT;

e Big4yTTS NEPEnoOBHEHOCTI LWYHKa, po3nag WiyHKa abo 3anop;

® MiTAMBICTb, HYAOTa, O6/1OBAHHSA ab0 3anaMOpPOY4€EHHS;

e cusibHa cnabKicTb, HECMOKIl, ab0 3aAMLLKa;

o wBMaKe abo HeperynspHe cepLebuTTs.

MauieHToK, aki npuimatoTb KK, noTpibHO npoiHdopMyBaTu Npo Te, WO Y pasi BUHUKHEHHST CUMMTOMIB TPOMOO3Y M
cnig 3BepHyTUCS o nikaps. MNMpu nigo3pi abo nigTBepaXeHHi TpomMO03y Npuiiom npenapaty MagiHeT® cnig npynuHuTK.

MyxnuHu

PeaynbTatn gesknx enigemionoridyHnx gocnigKeHb BKa3yoTb Ha AOAATKOBE MiABULLEHHSA PUSKKY PO3BUTKY paKy LUWI-
K MaTku npu goBroTpusanomMy 3actocyBaHHi KI'K y XiHOK, iHdikoBaHMx Bipycom naninomun nogundn (BrJ1). OgHak
Le NUTaHHA € CMiPHUM, OCKiflbK/ He 3’COBaHO, SK iHLWi hakTopu BMNAMBAKOTbL HAa OTPUMMaHi pe3ynbtatu (Hanpuknag,
KiNbKIiCTb CTaTeBUX MapTHePIB abo 3acTOCyBaHHS 6ap’epHMX METOLIB KOHTpauenLil) (Takox amB. po3gin «MegnyHe
OBCTEXEHHSI»).

MeTa-aHania Ha nigctasi 54 enigemionoriYyHNX AOChiO)KEeHb BKa3ye Ha He3Ha4He MigBULLEHHS BiAHOCHOIO PU3NKY
(BP = 1,24) po3BUTKY paKy MOJIOHYHOI 3a1031 y >XXIiHOK, siKi 3acTtocoBytoTb KI'K. Llen nigBueHnini pu3mk NOCTynoBoO
NnoBepTaETLCHA OO PiBHA 6a30BOro pr3mnKy, NOB’A3aHOr0 3 BIKOM XiHKK, NpoTAromM 10 pokKiB nicns 3akiH4eHHs 3acTo-
cyBaHHs KI'K. OcKinbkn pak MOMOYHOI 3a/1031 PigKo 3yCTPIYaeTbCs Y XKIHOK BikoM g0 40 pokiB, [oOatkoBa KiflbKiCTb
OiarHo3iB paky MOJIOHYHOI 3211031 Y XIiHOK, ki 3acTocoBytoTb KI'K 3apa3 abo 3acTocoByBann HEOABHO, € HEBESIMKOO
OO0 3arasibHOro pU3nkKy PO3BUTKY pPaky MOSIOYHOI 3a5103M.

Y pigKiCHMX BuMNagKax nig 4ac npunomy ropmMOHanbHUX KOHTPaUEenTUBIB MOBIJOMASAIOCH NPO AOOPOSKICHI, pigwe —
NPO 3MOSAKICHI MYX/IMHU NEYiHKN. Y MOOAMHOKUX BUMNAAKax Ui NyXJMHW NPU3BOLATb 0O HEGE3MEUYHNX ONSA XKUTTS BHY-
TPILIHBbOYEPEBHNX KPOBOTEY. [pK NOsBI BUPaXKEHOro rocTPoro 6010 Y BEPXHIil YaCTUHI XKNBOTa, 36iMbLUEHHI MEYiHKK
abo Mpu NosiBi 03HaK IHTPanepuTOHeanbHOI KPOBOTEYI Chig BPaxoByBaTWU iIMOBIPHICTb PO3BUTKY MYyXJIMHU MEYiHKN,
a npuiom MagiHeT® NpunMHUTI.

MeHiHrioma

[MoBigoMnsAnNocs NPO BUHUKHEHHSA MEHIHMOM (MOOOUHOKUX | MHOXWUHHKX) Y 3B’A3KY i3 3aCTOCYBaHHAM X/T0PMafUHOHY
aueTary, 0cobJIMBO y BUCOKUX A03ax i NPOTAroM TpUBasioro 4acy (Kinbka pokis). Cnig, cnocTepiraty 3a naujeHtamm Wwono
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0O3HaK i CUMMNTOMIB MEHIHIOM Bi4NoOBiAHO A0 KIiHIYHOT NPaKTMKKM. SKLLO Y nauieHTa giarHOCTOBaHO MEHIHroMy, Oyab-ske
NiKyBaHHS NikapCbKMM 3acobamu, WO MICTSATb XJIOPMaAMHOHY aueTaT, Chig NPUNMHUTK SK 3anobikHWA 3axig.

€ [esiki [okasu Toro, Lo PU3NK MEHIHMIOMU MOXXEe 3MEHLLUTUCS MNICS MPUNUHEHHS NiKyBaHHS X/TOPMaAVUHOHY aLeTaToM.
IHWi 3axBOprOBaHHA

Y 6aratbox XiHOK, siKi MPUIMatoTb FOPMOHASIbHI KOHTPALENTVBY, BiA3HA4aN0Cs HE3HAYHe NiABULLEHHS apTepiasibHOro
TUCKY, OOHaK KJiHIYHO 3Ha4yLLle NigBULLEHHST apTepiasibHOro TUCKY CMOCTepiraeTbCs pPigko. B3aemos3s’a30K MiX 3acTo-
CyBaHHSAM FOPMOHASbHNX KOHTPaLENTUBIB Ta KNIHIYHO 3HAYYLLIOKO apTepianbHO MNnepTeH3IEr0 Ha AaHnii Yac He nigTeep-
DKeHWN. SKWwo Ha Thi npuiomy MagiHeT® cnocTepiraeTbCsa KAiHIYHO 3HaYyLLe MiABULLIEHHST apTepianbHOro TUCKY, Crig
NPUMUHUTA NOro 3aCTOCYBaHHS | NPOBOAMTM NiKyBaHHSA apTepiasibHOI rinepTeHsii. 5K TiNbKy NOKa3HWKK apTepianbHOro
TUCKY HOPManisytoTbCs NiCNsA NPOBEAEHHS MNOTEH3MBHOI Tepanii, npuiioMm MagiHeT® MOXXHa NPOAOBXUTN.

Y XIHOK, siKi MatOTb B aHaMHe3i reprec BariTH1X, Ha i npunomMy KI'K Moxxnuseuin peumams LibOro 3aXBOPHOBaHHS.

Y XIiHOK i3 rinepTpurniuepugemMieto B aHaMHe3i abo HasiBHICTIO TakOro puanky B CIMENHOMY aHaMHe3i pU3nK naHkpea-
TUTY 36iNbLUYETLCA Mig Yac 3acTtocyBaHHA KIK.

EK30reHHi eCTporeHy MOoXXyTb BUK/IMKAT @00 MOCUNTI CUMMTOMU CMaaKOBOro Ta HabyToro aHrioHEBPOTUYHOMO HAOPSIKY.

Mpwn rocTpmx abo XPOHIYHNX MOPYLUEHHAX PYHKLT NeviHKM Moxe ByTn NoTpibHe npunuHeHHs npuiiomy KK go Hop-
Manisauii pyHKLiOHanbHUX NOKa3HUKIB NeviHkW. [pn peunamnsi xonectaTnyHO! XXOBTSAHNL, WO BRepLue giarHocToBaHa
NPOTArom BariTHOCTI abo Mig Yac NPUtoMy CTaTeBUX FOPMOHIB, HEOOXigHO NpUnUHNTK Npuiom KIK.

Mpuiiom KI'K moxe BnnuBaTt Ha nepudepryHy iHCyNiHOPE3NCTEHTHICTL abo TONePaHTHICTb A0 FoKO3WU. ToMy chif,
peTeNbHO CnocTepiraT 3a CTaHOM MaLieHTOK, XBOpUX Ha AiabeT, aKi npuiMatoTb FOPMOHaIbHI KOHTPauenTUBMK.

Y pigKiCHUX BUnagKax MOXXnBsa nosia xJ10a3mm, 0COBMNBO Y XXIHOK, SiKi MaloTb B aHaMHe3i X/10a3My BariTHUX. 2KiHKam,
CXWUJIbHUM A0 XJ10a3MU1, BAPTO YHUKaTK nepebyBaHHSA Ha COHLL, a TaKOX yNbTPpadioneToBOro BUNPOMIHIOBAHHSA MNif Yac
NPUNOMY FOPMOHASIbHUX KOHTPaLEeNnTUBIB.

MagiHeT® MiCTUTb TaKTO3Y, TOMY >KiHKaM i3 pigKiCHOIO CNagKoBOK HEMEPEHOCUMICTIO ralakTo3uM, HEQOCTaTHICTIO Nak-
Ta3u Jlanna abo NopyLUEHHAM BCMOKTYBaHHSAM IIOKO3U-TanakTo3n He cig npuiMaTi gaHui npenapart.
3anob6ixHi 3axoau
Mpuiiom npenaparTiB, WO MICTATb €CTPOreH abo KOMOIiHALLil0 eCTPOreH/NporecTiH, MOXKe HeraTtMBHO BMJIMHYTU Ha
OesiKi 3axBOpOBaHHA Ta/abo cTaHu. PeTenbHe MmeguyHe CNoCTEPEXXEeHHS HEOOXigHe y Takmx Bunagkax:

* eninencis;

® PO3CIAHNI CKNEPO3;

® TeTaHis;

e MirpeHb (ouB. po3gin «OcobnmnBOCTi 3aCTOCYBaHHS»);

® acTma;

e cepueBa abo HMPKOBa HEOOCTATHICTb;

° Xxopes;

® LykpoBui giabet (ams. po3gin «OcobnnBOCTI 3aCTOCYBaHHS»);

® 3axBOPIOBaHHA NeyviHkM (ayB. po3ain «OcobnmMBOCTI 3aCTOCYBaHHSA»);

e nucninonpoTeiHeMia (ams. po3gain «OcobnmMBOCTI 3aCTOCYBaHHS»);

® ayTOIMYHHI 3aXBOPIOBAHHS, BK/IKOYAO4YM CUCTEMHUI YEPBOHWI BOBYaK;

®  OXXMPIHHS;

e apTepianbHa rinepTeHsisa (anB. po3ain «OcobnMBOCTI 3aCTOCYBaHHS»);

® eHOOMETPIOS;

® BapPUKO3HE PO3LUMPEHHS BEH;

e  TpoM60o(nebiT (amB. po3gin «OcobnnBOCTI 3aCTOCYBaHHS»);

® MOPYLUEHHSA 3ropTaHHsA KPoBi (amB. po3ain «OcobnmBoCTi 3aCTOCYBaHHSA»);

® MacTonaris;

°* MioMa MaTku;

® reprnec BariTHUX;

e penpecia (amB. po3gin «OcobnnBOCTI 3aCTOCYBaHHSI»);

® XPOHIYHI 3anasnbHi 3aXBOPIOBaHHS KMLIEYHVKY (xBOpoba KpoHa, BUpa3koBuii KONIT, AMB. po3ain «[obivHi peakLji»).

lMoripweHHsa HacTpoto Ta genpecis — [obpe Bigomi NobiyHi peakuii nifg Yac 3acTOCyBaHHA rOPMOHaNbHX KOHTpaLen-
TUBIB (ouB. po3ain «[MobivHi peakuii»). [enpecia Mmoxxe 6yTn CEPMNO3HOIO, i Lie — BigoMuin hakTop pUsKKY CyiumaanbHOT
noBefiHkKM Ta cyiunay. 2KiHK/ MOBUHHI 3BEPHYTUCA A0 Nikaps Y BUNaaKy 3MiH HACTPOO i NOSBY AENPECUBHMUX CUMMTO-
MiB, Y TOMY YNCHi HEBOOB3I MiCNs NOYaTKY JiKyBaHHS.

mibC



MegaunyHe o6CTEeXXEHHS

Mepen noyaTkom abo BigHOBMEHHSIM 3aCcTOoCcyBaHHS MafiHeT® HeobXigHO 3ibpaTn NOBHUIA OCOBUCTUN i CIMEHWI aHa-
MHE3 Maui€HTKM, NPOBECTU KNIHIYHUIA Ornag i BUKIOYMTU BariTHiCTb. Crig BUMIpATU apTepianbHUn TUCK | MPOBeCTr
isnyHe 0BCTEXEHHS, Bepyyn OO yBary NpOTUMNOKa3aHHS (OuB po3gin «[poTunokasaHHs») i nonepempkeHHs (oumBs.
po3gin «OcobnnBOCTi 3aCTOCYBaHHSI»).

MpoTsarom npunomy MagiHeT® MeguiHe 0O6CTEXXEHHS Cif MOBTOPIOBATY LLIOPIYHO. PerynspHe megnyHe 06CTEXEHHS
HeoOXigHe TakoXX TOMY, Lo NPOTUNOKa3aHHA (Hanpuknag, TIA) abo hakTopu pnsnky MOXXyTb BniepLue 3’aBUTUCS Ha TN
NPUNOMY FOPMOHASIbHOrO KOHTpauenTusy. MeguyHe O06CTEXXEHHSI MOBMHHO BKJOYATY BUMIPIOBaHHSA apTepiasibHOro
TUCKY, OOCHIOKEHHS rpyaeit, XKMBoTa Ta BHYTPILLHIX i 30BHILLUHIX CTaTeBMX OpraHis, Maska i3 LUMNKY MaTKu Ta Bifno-
BiHiI nabopaTopHi JOCNIOPKEHHS.

JKiHKy HeobXigHO nonepeauTy NPO MOXXNMBICTb BUHUKHEHHSI BEHO3HMX Ta apTepianbHUX TPOMBO3IB, y TOMY YUCHi Npu
3actocyBaHHi MagiHeT®, noscHutn cumntomu BTE i ATE, Bigomi hakTopu pusuky, i Npo Te, Wo HeobxigHO pobuTn
B pasi nigo3pu Ha TPoM603.

KiHKamM pekoMeHOYETbCA YBaXKHO NPOYUTATU IHCTPYKLIIO AN MEeOUYHOro 3aCTOCYyBaHHS JlIKapCbKOro 3acoby Ta oo-
TpUMyBaTUCA PEKOMEHAALN, SKi MICTATLCA B Hil. HacToTa i XxapakTtep ornsagie MatTb 3anexaTy Big BCTAHOBAEHUX
NPOTOKONIB NiKyBaHHSA | 6yT afanToBaHUMN [0 KOXKHOI OKPEMOIT XKIHKM.

HeobxigHo noiHdopMyBaTK XIiHKY NMpo Te, WO NPUiioM ropMOoHanbHUX KOHTpauenTuBiB He 3axuwae Big BlJT-iHdekuil
(CHIy), a Takox Bif, iHLINX 3aXBOPIOBaHb, LLIO NePeAaroTbLCsl CTAaTEBUM LLJISIXOM.

3HMKeHHA eheKTUBHOCTI

MponyLweHnin npunom TabneTku (ane. po3ain «HeperynspHuin npuinom TabneTok»), 6noBaHHSA abo KMLWKOBI po3na-
OW, BKIKOYa4m giapeto, Tpusanuii NpuiioM Oesknx CynyTHIX NiKapCbKux 3acobis (ous. po3gin «B3aemogisa 3 iHwmMm
nikapcbkummn 3acobamu Ta iHWi BUAK B3AEMOLIn»), ab0 Ay>Xe PigKo MopyLUeHHS 0OMiHY PEYOBUH MOXXYTb 3MEHLLNTHY
KOHTpaLenTuBHy eeKTMBHICTb npenapary.

Brnnuve Ha KOHTPOJIb MEHCTPYasibHOrO LUKy

[MpOopKBHI KPOBOTEYI Ta HE3HAYHI KDOB’AHUCTI BUAINEHHSA

3acToCcyBaHHSs BCiX FOPMOHASIbHMX KOHTPALENTUBIB MOXKe NPU3BOLUTIN A0 BariHa/IbHUX KPOBOTEY (MPOPUBHUX KPOBOTEY
i HE3HAYHNX KPOB’SAHNCTUX BUAINEHB), 0COBMBO MPOTArOM NEPLUMX LMKAIB NPUAOMY npenapaTty. TOMy Megu4Hy OLHKY
HeperynsipHUX LMKNIB cnig NpoBoauTY TiflbKU Nicns nepiogy aganTadii, Wo Tpusae Npuban3Ho Tpy LK. AKLWO Ha T
npuiiomy MapfjiHeT® NOCTIiHO cnocTepiraloTbca abo BriepLUe 3’ABNSIOTECA MPOPUBHI KPOBOTEYI, X04a paHille umkn 6yB
PerynsipH1M, Chig, NPOBECTN OOCTEXKEHHS 3 METOIO BMKJTHOYEHHS BariTHOCTi 260 OpraHivyHmnX nopyLueHb. [Micns BUKOYeEH-
Hs1 BariTHOCTi ab0 OpraHivYHNX NOPYyLUEHb MOXXHa NMPOAOBXUTY Npuiiom MapiHeT® abo nepenTn Ha 3aCTOCYBaHHS iHLLOMO
Nikapcbkoro 3acooy.

Mi>XMeHCTpyasbHi KpOBOTEYI MOXKYTb OYTI 03HAKOK 3HVKEHHST KOHTpaLeNTUBHOI eheKTUBHOCTI (aMB. po3gain «Hepe-
rynspHUi Npuiiom TabneTok», «Pekomengadii y pasi 651to0BaHHs Y giapei»).

BigcyTHICTb KPOBOTEYI BiMiHW

3asBuyan 4epes 21 geHb NpUnoMy BUHUKAE KPOBOTEYa BigMiHW. IHOAi, 0COBAMBO NPOTArOM NEPLUNX MICALIB NPUAOMY
npenapary, KpoBoTe4a BigMiH1 Moxe 6yTu BiacyTHA. OgHak, Le He 060B’A3KOBO CBIgYNTb NP0 3HUXKEHHA KOHTpauen-
TUBHOrO edekTy. AKLLO KpoBOoTeYa BiACYTHS MiCNS OQHOro LMKy NPUAOMY, MPOTAroM sIKOro nauieHTka He 3abysana
npunmMaTn TabneTku, CEMUOEHHUI NEPIOL NepepsBn B NPUNOMi TaBNETOK He MOAOBXKYBAaBCH, Y MaUiEHTKM He Oyso
6noBaHHs abo giapei, To 3annigHeHHSA SALEKNITUHN € MaNOMMOBIPHUM | NpuiioM MagiHeT® MOXKHa NPOAOBXUTU. AKLLO
[0 nepLuoi BioCyTHOCTI KPOBOTeYI BigMiHN npuiioM MapgiHeT® BigbyBaBCs 3 NOPYLUEHHAMN IHCTPYKLii 260 BiOCYTHICTb
KPOBOTEMI BigMiHW cnocTepiranacsa NpoTsaroM ABOX LMKAIB, CNif BUKNKOYNUTY BariTHICTb 4O TOrO, SK MPOLOBXNUTN Npu-
nom npenapary.

PocnuHHi nikapcbki 3acobu, LWo MicTsATb 3Bipo6int 3BuyanHuin (Hypericum perforatum), He cnig npuiiMaTi pasom i3 KI'K
(ovB. po3ain «Baaemopisi 3 iHWIMMUK NiKapCbKUMK 3acobamim Ta iHLi BUAW B3AEMOLI»).

3ACTOCYBAHHSA Y NEPIOA BATITHOCTI ABO rOAYBAHHSA rPYA A0

BaritHicTb

MagiHeT® npoTunokasaHuin A4na 3acTocyBaHHs y nepiof, BaritTHocTi. [Jo noYaTky npuiiomy npenaparty chif, BUKIo-
YNTW BariTHICTb. SKLLO BariTHICTb BUHUKIA Ha TNi 3acTocyBaHHA MapfiHeT®, cnig HeranHo NPUNUHUTKA AOro 3acTo-
CyBaHHsA. Pe3ynbTaty enigemionoridyHnx OOCNIAXXEeHb He BKa3ylTb Ha KIiHIYHI NigTBEpOXXeHHS TepaToreHHol abo
heTOTOKCUYHOI Ail NPV HEHaBMNCHOMY MPUIOMI eCTPOreHiB nif Yac BariTHOCTI B KOMOiHaLil 3 iHW1MK nporecTtare-
Hamu y fo3ax, noAibHux Oo cknagy MagiHeT®. Xo4a JoChif)KeHHS Ha TBapuHax nokasanu AokKasu penponyKTUBHOT
TOKCUYHOCTI, KNiHiYHi AaHi npo 6inbLu Hixk 330 BUSBNEHUX BariTHOCTEN XiHOK He nokasanu 6yab-sgKoi eMOpioTOKCHY-
HOI Aii XxIopMagiHoHY aueTtary.
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MigBuweHun pusauk BTE y nicnsnonorosuii Nepiof chig BpaxoByBaTy Npy BiZHOBMIEHHI 3acTocyBaHHA MagiHeT® (ouB.
po3ginn «OcobnmBOCTi 3acTOoCyBaHHsA» Ta «CNoci6 3aCTOCyBaHHA Ta 40O3W»).

Mepion rogyBaHHA rpypnto

EcTporeHn MOXyTb BNAvMBaTh Ha flakTauito, OCKiNIbKM BOHN MOXXYTb 3MiHIOBATU KiNbKICTb Ta CKiag rpygHoro Mosoka.
Mani KinbKOCTi KOHTpaUENTUBHUX CTEPOILiB Ta/abo iX MeTaboniTiB MOXKYTb MPOHUKATW Y FPYAHE MOJIOKO i BIMBaTU
Ha guTuHy. Tomy He cnig 3acTocoByBaTu MagiHeT® y nepiof rogyBaHHSA rpyaato.

30ATHICTb BMJINBATU HA LUBUAKICTb PEAKLUII MPN KEPYBAHHI ABTOTPAHCMNOPTOM ABO IHLULMMU
MEXAHISMAMUA

Hemae gaHunx Npo HeraTUBHWUIA BNAMB KOMBIHOBaHMX FrOPMOHASIbHUX KOHTPALENTMBIB Ha 3AaTHICTbL KepyBaTh aBTOMO-
6inem abo iHWKMK MexaHiamamu.

CNnocCib 3ACTOCYBAHHA TA 03U

JAo3yBaHHA

Mpuimat no 1 TabneTui WoaeHHO NprbAM3HO B TOM caMuii Yac (baxkaHo BBeYepi) NpoTsarom 21 OHs, nicns 4oro chig
3pobUTK CEMUAEHHY MEPEPBY; MEHCTPYaNbHOMOAIOHA KPOBOTEYa NOBMHHA HACTaTK Yeped 2-4 OHi nicns Npunomy oc-
TaHHbOI TabneTku. licna ceMnaeHHOI NepepBy y 3aCTOCyBaHHI NpenapaTy HeobXigHO NPOAOBXUTY NPUIAOM TabneTok
i3 HACTyMNHOI ynakoBkK MafiHeT®, He3aneXXHo Bifg, TOro, YM 3aBepLUMiIacb KpoBoTeYa.

Cnocib 3acTtocyBaHHA

Tabnetky cnig BUTUCHYTM i3 GnicTepa BignOBiAHO A0 MapKyBaHHS BiMOBIOHOMO OHS TUXKHS Ta MPOKOBTHYTU LSO,
SKLLO HEeOOXiOHO — 3anuTX HEBEIMKOIO KIiNbKICTIO pigvMHU. Hagani npuinom Tabnetok NpopoBXKyBaTU 3a HanpsiMKOM
CTPIiNKM Ha bnicTepi.

[Mo4yaToK Npuinomy TabneTok
SAKLLO ropMoHasbHi KOHTPaLENTNBU NonepeaHbo (MPOTArOM MUHYIOrO MEHCTPYaNbHOMO LMKJITY) HE 3aCTOCOBYBaNCs

Mpuinom TabneToK cnig, po3noynHaTh y NePLUNIA AeHb MPUPOLHOro LMKITY XXiHKK, TOOTO Y NepLUnNii AeHb MEHCTPYasbHOT
KpoBOTeui. AKLWO nepLly TabneTky NPUNHATO B NEPLUMIA AeHb MEHCTPYaUi, KOHTpaLenTuBHa Ais NoYMHaAETbCS Y Nep-
LWNIA OeHb NPUINOMY Ta NPOLOBXKXYETLCS NPOTArOM CEMUAEHHOI NEPEPBN Yy MPUIAOMI Npenapary.

Mo>xHa no4YmMHaTK NPUINOM TakKoX 3 2- 5-ro OHA MEHCTPYasbHOIrO LMKIY, He3anexXHO Bif TOro, Yu NPUNUHUIACSA Kpo-
BoTeya. poTe B LbOMy BUMaOKy HEOOXIAHO BMKOPUCTOBYBATU A0AATKOBI MeXaHi4YHi METOAM KOHTpauenuii NpoTarom
nepLwunx 7 gHiB 3aCTOCYyBaHHA Npenapary.

AKLo MeHCTpyauia novanacs GinbLy HXX Ha 5 OHIB paHiwe, Tohi cnig 3a4ekaTn 4O HACTYNMHOI MEeHCTpyauii nepe no-
yaTtkom npuriomy MapgiHer.

Mepexig 3 iHWOro ropMoHanbHOro KOHTpauenTusy Ha MapgiHet®
Mepexig 3 iHWoro KK

Cnig po3noyaTtu npuinom MapgiHeT® HaCTynHOro AHs NiCns Nepepsu B NPUIAOMI Npenaparty yn nepiogy npunomy Tabne-
Tok nnaue6o nonepegHboro Krk.

MNepexig i3 3acTocyBaHHA TAb6AETOK, L0 MICTATb NKLLIE NPOreCTePOH («MiHi-nifi»

MepLuy Tabnetky MagiHeT® NOTPIOHO NPUAHAT HA HACTYMHUIA OEHb NICNSA NPUMNUHEHHS 3aCTOCYBaHHA TabneTok, LWo Mic-
TATb NMLe NporecTepoH. MpoTarom nepLunx 7 gHiB Cnig BUKOPUCTOBYBATU AOAATKOBI MEXaHIYHI METOAM KOHTpauenuji.

[Mepexif i3 3aCTOCYBaHHA iH’EKLLIIHMX FOPMOHAIbHUX KOHTpauenTuBis abo iMNaaHTiB
Mpuiiom MagiHeT® MOXKHa noYaTy Ha HACTYMHWIA AeHb NICNs BUOaneHHs imnnaHTa abo 3 AHs HacTyNHOI NIaHOBaHOI iH’eK-
uii. MpoTarom nepwnx 7 gHIB NpuinoMy npenapary chif AOAAaTKOBO BUKOPUCTOBYBATU MEXaHIYHUI MeTo, KOHTpaLenLji.

Micns BukngHs abo abopTy B NepLIOMY TPUMECTPI BariTHOCTI
Micnsa BukngHsa abo abopTy B MePLUOMY TPUMECTPI BariTHOCTI 3acTocyBaHHA MagiHeT® MOXXHa NMo4YMHaTL Bigpasy X.
Y ubomy BUNagKy Hemae HeobXiaHOCTI BUKOPMCTOBYBATM AOAATKOBI 3aCc0by KOHTpaLenuji.

Micns nonoris abo nicns BUKMAOHA Yn abo B rOMY TPUMECTPI BariTHOCTI

Micns nonoris XiHKK, SKi He roayTb MPYLAK, MOXXYTb PO3MNOYMHATY 3aCTOCYBaHHA npenapary Yyepes 21-28 gHis nicng
nonoris. Y ubOMy BUNAAKY He NOTPIGHO BMKOPUCTOBYBATU OOAATKOBI METOAM KOHTpaLenLi.

SAKLL0 3acTOCYBaHHS NOYMHAETLCS MidHiLLEe HiXK Yepes3 28 AHIB nicns nonoris, HeOOXiAHO BUKOPUCTOBYBATW 40OATKO-
BUN MEXAHIYHNIA METOA, KOHTpAaLENLii NpoTAroM nepLunx 7 gHis.

AKLWo cTaTteBuin akT BXXe BifOyBCs, TO Nnepen No4aTkoM 3acTOCYBaHHSA NpenapaTty Chif BUKITIOUYUTU MOXXIVMBY BariT-
HICTb ab0 [OYeKaTUCst HACTaHHS NepLUOi MEHCTpPYaLlii.
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Mepion rogyBaHHs rpypato (avB. po3pin «3acTocyBaHHSA y Nepiof BariTHOCTI 260 rofyBaHHS rpyaaro»)
JKiHkam, siKi rogytoTb rpyaaro, He peKkoMeHayeTbes npunmatn MagiHeT®.

licnsi npyruHeHHs npuriomy MagiHet®

Micna npynuHeHHs npunomMy MagiHeT® MeHCTPYanbHUI LMK MOXXE MPOAOBXUTUCH MPUOAN3HO Ha TVXKAEHD.

HeperynapHuin npuinom Tabnetok

SAKLWo nauieHTKa 3abyna NpunHATY TabneTky, ane 3anisHeHHs B NPUIAOMI Npenapary He nepesuLlye 12 rognH, Hemae
HeOoOXiOHOCTI BUKOPUCTOBYBATW [OLATKOBI METOAM KOHTpaLenyii. XKiHKy MOBUHHI NPOA40BXYBaTU NpUiMaT TabneTkuy,
K 3a3BU4a.

Ao nepepsa y npuinomMi TabneTkn nepesunlye 12 roguH, KOHTPaUENTUBHUN 3aXMUCT MOXXE 3HU3UTUCS. Y TakoMy pasi
MO>KHa KepyBaTuncs ABOMa OCHOBHVMY NpaBuiamMu:

1. NepepBa MixX NpuoMmamm TabneTok HIKOIM HE MOXKe CTaHOBMUTK BinblLue 7 OHIB.

2. AleKBaTHE MPUrHiYeHHst CUCTeEMU rinoTanamyc-rinodi3-ae4HNKN OOCAraeTbCA 3aCTOCYBaHHSAM TabNeToOK NPOTAromM
7 pHiB nocnine (6e3 nepepsw).

Cnig, NPUNHATY OCTaHHIO NPONYyLLEeHy TabneTKy SsKomMora LWBKALle, HaBiTb AKLO AOBEAETLCA NPUAHATU ABi TabneTku
opHovacHo. lMicnga uboro TabneTkn NPoaoBXYTb NPUAMATA Y 3BUYHUIA Yac. KpiM TOro, NpOTAromM HacTyMHUX CeMU
OHiB Cnig BUKOPUCTOBYBaTU 6ap’epHUiA METOL KOHTpaLenLii, Hanpuknag npesepsaTtusn. AKWo t1abnetky 6yno npo-
nyLeHo Ha 1-My TWXXHI UMKy, a y nonepepHi 7 OgHiB (BKOYa4mn nepiod NponycKy B NpuiioMi npenapary) sigdyscs
CTaTEeBU aKT, CNif BPaxoByBaTW MOXUBICTb HACTAHHSA BariTHOCTI. YyM Ginblue TabneTok NPonyLeHo i Yum 6amxye
nepepsa y 3aCTOCYBaHHi npenapary, TM GinbLUK PU3KNK BariTHOCTI.

SAKLLO BUKOPUCTOBYBaHa ynakoBKa npenaparty MiCTUTb MEHLL HiXK 7 TabneTok, chig po3noyaty NpuiioM 3 HaCTYMHOI
naykn MagiHeT® ogpady nicnst 3akiH4eHHs1 NpuioMy 3 nonepenHeoi, TO6To 6e3 nepepsu B NpuiioMi npenapary. Ma-
JIOIMOBIPHO, LLIO MEHCTPYasibHOMNOAibHa KpoBOTEYa NOYHETLCA A0 3aKiHYEeHHS NPUOMY TabIETOK 3 OPYroi yNakoBKu,
X04a MOXXIIMBI KPOBOMa3aHHsi abo NpoprBHa KpoBoTeva. AKLLO BigCYTHA O4iKyBaHa MeHCTpyauist nicns 3akiHieHHs
npuiioMy npenapary 3 Apyroi ynakoBKu, Clig 3pobutn TECT Ha BariTHICTb.

PekomeHpauii y BUunagKy 6ntoBaHHa abo giapei

AKLo 610BaHHS MoYanoch YyNPOAOBXK 4 roavH nicnsa npuiomy TabneTkn abo CnocTepiraeTbCs TsKKa aiapesi, abcop-
Ouia npenaparty Moxke 6yTu HEMOBHOMO i KOHTpaLenTuBHa fis GinblLue He rapaHToBaHa. Y UpOMy pasi cnig oTpuMmy-
BaTUCb iIHCTPYKLIi/, PEKOMEHOOBaHMX y pasi HeperynsapHoro NnpuioMy Tabnetok (gus. Bulle). Mpuiiom MagiHeT® cnig
NPOAOBXUTMN.

Sk BigCTPOUYNTU KPOBOTEYY BigMiHN

LLlo6 3aTtpumaTtn MeHCTpyaLito, Cnif NpofoBXysaTu npuimMat MagiHeT® i3 HOBOI yrNakoBKW i HE pobuTy nepepsmn y
3acTocyBaHHi npenapaty. 3a 6a)kaHHSAM NPUIAMaHHA MOXXHa MPOAOBXMNTA @)K A0 3aKiH4YeHHs1 TabNeToK i3 gpyroi yna-
KOBKM. Mpn LbOMY MOXXNMBa NPOPMBHA KpoBOTeYa abo KpoBoMadaHHs. PerynsipHuin npuiiom MapiHeT® BigHOBMOOTh
nicnsa 7-0eHHOI NepepBy Y 3aCTOCYBaHHiI TabneTok.

LLlo6 3MicTUTK Yac HacTaHHS MeHCTpyaLil Ha iHWWIA OeHb TUXKHS, PEKOMEHAYETLCS CKOPOTUTU NEPEPBY B NpUnomi
npenapary Ha CTiflbKI OHiB, Ha CKiNbKn 6axxaHo. Y1M KopoTLUo 6yae nepepsa, TUM YacTille CrocTepiracTbCs BiACyT-
HICTb MEHCTpPYaslbHOMNOAIOHOI KPOBOTEYI Ta NPOPUBHOI KPOBOTEYI 260 KPpOBOMa3aHHS MPOTAroM Npuiiomy TabneTok 3
OpYyroi ynakoBKU (SK i y pasi 3aTPUMKK HAaCTaHHSA MeHCTpYyaLlii).

Aitn

[NpenapaT He 3acTOCOBYBATU LiTAM.

NEPEAO3YBAHHSA

IHbopMaLiss NPO Cepio3Hy TOKCUYHY Li0 npenapaTty npu nepenosdyBaHHi BiACYTHA. MoXyTb crnocTepiratuca Taki
CUMMTOMM: HY[OTa, 6MtoBaHHS, Ta, (0CO6MBO Y MOJIOAMX LiBYAT) HE3HAYHI KPOB’STHUCTI BUAiNeHHs 3 nixau. Cneundiy-
HOro aHTMAOTY HEMAE; NOTPIGHO NPOBOOUTU CUMATOMATUYHY Teparnito. Y pioKiCHMX BUNagkax MoXxe 6yTun HeobXigHMIA
KOHTPOJIb MOKa3HNKIB BOOHO-ENEKTPOJIITHOrO 0OMiHY i (dyHKLiT NEYiHKN.

MOBIYHI PEAKLYII

a) KniHiyHi gocnipkeHHs TabnetoBaHux hopm 3 TiE camolo KOMOBIHALIED Aitounx PevyoBUH NMokasanu, WO Han4acTi-
wrMn noBivHUMN peakuismn (>20%) 6ynmn NpopuBHa KPOBOTEYA, HE3HAYHI KPOB’AHWUCTI BULINEHHS, rofIoBHUI Binb
i guckomopT y rpyasx. IMOBIpHICTb HEPETYNSAPHUX KPOBOTEY 3HIKYETLCS NMPU NPOAOBXEHHI NPURoMy TabneTok
3 TUM XXe CaMUM CKI1aoM LiloHnUX PEYOBUH.

6) Micns kKniHiYHOro gocnimkeHHs 1629 XKiHOK i3 3aCTOCyBaHHAM TabNeTOK 3 TiEKD CaMO0 KOMOGIHALED Aito4nX peyo-
BUH Bynn onmMcaHi HacTynHi No6iYHI peakLil.
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Knacu cucrtem | flyxe YacTto HeuacTo Pipko Ayxe YacTtoTa HeBigoma
opraHis 4acTo (= 1/100, (= 1/1000, (= 1/10000, pigko (HEMOXXNMBO OLiHUTY
(MedDRA) (= 1/10) < 1/10) < 1/100) < 1/1 000) (< 1/10000) | 3 HassBHUX JAHNX)
IHbeku,i BariHanbHuin | BynbsoBariHiT
Ta iHBasil KaHauoo3
Lo6posikKicHi, QibpoapeHo-
3N108KIiCHi Ma MOJIOHHOT
Ta HEYTOYHEHI 3anosu
HOBOYTBO-
PEHHS (BKIHO-
Yarun UMCTur
i noninwn)
3 60Ky iMyHHOT Finep4yT- 3arocTpeHHs cum-
cucTemu NIMBICTb A0 MTOMIB CNaiKOBOro
npenapary, Ta HabyToro aHrioHeB-
BKJItO4a04N POTUYHOIO HAbPSKY
LIKipHi anep-
rivYHi peakuir
3 60Ky 0OMiHYy 3MiHun piB- 306iNbLUEHHS
pe4oBVH HA ninigis aneTuTy
Y KpOBI,
BKJTHOHA04
rinepTpuri-
Lepugemito
MenxivHi MpurHiveHnn | 3MEHLLEHHS
NMOPYLUEHHS HacTpin, 3He- | nibigo
PBOBaHICTb,
gpatiBnmBeicTb
3 6oKy 3anamopo-
HEPBOBOI YEeHHS, Mi-
cucTtemmn rpeHb (Ta/abo
3aroCTpeHHs
MirpeHi)
3 60Ky opraHis MopyLueHHs KoH’oH-
30py 30py KTU-BIT, HEne-

PEHOCUMICTb
KOHTaKTHUX
niH3

3 60Ky opraHis
cnyxy Ta
NabipuUHTOBI
NMOpPYLUEHHS

PanTtoBa
BTpara cnyxy,
LUYyM Yy Byxax

3 60Ky cyauvH

ApTepianbHa
rinepTeHsis,
apTepianbHa
rinoTeHsis,
LUMPKYIATOP-
HWIA Konanc,
BapUKO3HE
PO3LLMPEHHS
BEH, TPOMOO3
BEH, BEHO3Ha
/ apTepianbHa
Tpomboem-
6onisa (BTE/
ATE)
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Knacu cucrtem | flyxe YacTto HeuacTo Pipko Ayxe YacTtoTa HeBigoma
opraHis 4acTo (= 1/100, (= 1/1000, (= 1/10000, pigko (HEMOXXNMBO OLiHUTY
(MedDRA) (=1/10) <1/10) < 1/100) < 1/1 000) (< 1/10000) | 3 HassBHUX AaHUX)
3 6oKy HypoTta BntoBaHHs Binb y xu-
LLUTYHKOBO- BOTI, 3QyTTA
KULLKOBOIrO >XKMBOTA, Aia-
TpakTy pes
3 60Ky LUKipn AKHe MopyweHHs | YpTukapHi Bu- | Bysnukosa
Ta nigLwKipHoT nirMeHTauil, | cunaHHs, ek- | eputema
KNITKOBUHN xJloasma, 3emMa, epure-

anonedis, Ma, cBepbiX,

CYXiCTb 3aroCTPeHHs

LKipw, ncopiasy,

rineprigpos, | rinepTpnxos

BUMNaOaHHA

BOJIOCCH
3 60ky BiguyTTs TSK- | Binb y cnvHi,
KiCTKOBO- KOCTi M’s30Bi Nno-
M’30BOI PYLUEHHS
cuctemn
Ta cnonyyHol
TKaHWHN
3 6oKy pe- BugineHHs | binb BHU3Y anakTopest | 36iNbLUEHHS
NPOLYKTMBHOI | 3 NiXBW, >KMBOTA MOJI0YHNX
cuctemn Ta ONCMEHO- 3as103, MEHO-
MOJIOYHUX 3a- | pesi, ame- paris, nepen-
nos Hopest MEHCTpyasib-

HUIA CUHOPOM
3aranbHi LpaTiBnuBicTb,
posnagu CTOMJIIO-
i nopyLUeHHs BaHiCTb, Ha-
y Micui 6psKu, 36iNb-
BBELEHHSA LLIEHHS Macu
Tina
JlabopaTtopHi MigBULLIEHHSA
OaHi apTepianbHOro
TUCKY

Kpim Toro, HacTynHi nobGivHi peakuji npyv NOCTMAPKETUHIOBOMY 3aCTOCYBaHHI Lil04MX PEYOBUH eTUHINecTpapion
Ta XyopMagnHoHy aueTaTt 6ynmn 3adikcoBaHi Taki NoGiYHI peakLil: acTeHis Ta aneprivyHi peakLii, BKloYatoum aHrioHe-
BPOTUYHWIA HAOPSIK.

Onuc okpemMux nNoGiYHMX peakuin

Mpwu 3acTocyBaHHi KK, aki mictnnn etuHinectpagiony 0,03 Mr Ta xn10pMaamHOHY aueTaTy 2 Mr, TakO>XX NOBiOOMASNOCA
Npo Taki No6i4HI peakuji:

® Y XIiHOK nNpwu 3actocyBaHHi KI'K, crocTepiraetbCs MigBULLEHNIA PU3NK apTepianibHUX i BEHO3HUX TPOMOOTUYHUX
Ta TPOMOOEMOBONIYHMX NOAIN, BKIHOYaKuM iHhapKT MioKapaa, iHCYNbT, TPaH3UTOPHI iLeMiYHi Hanagu, TPOMO03 BEH
Ta embonito nereHeBoi apTepii, (ayB. po3nin «OcobMBOCTI 3aCTOCYBaHHS»).

* 3a gaHvMun gesikux JOChigpKeHb, TpuBane 3actocyBaHHs KIK nigsuLLye pnsnk po3BUTKY 3axXxBOPHOBaHb »KOBYOBU-
BiOHUX LWIAXIB.
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e Y pigkKicHux Brnagkax nicns npuiiomMy ropMoHasbHMX KOHTPaLEeNTVBIB PeECTPyBaN BUNaAKN OOOPOSIKICHMX MyX-
JIMH NeYiHKW, e pifLlue peecTpyBaam 3M0SKICHI MyXJIMHW; B OKPEMUX BUMaAKax Ui NyxanHu Oynv NpuyYnHOK BHYTPILL-
HbOYEPEBHOI KPOBOTeNi (AnB. po3gin «OcobnmMBOCTi 3aCTOCYBaHHS»).

e 3aroCTpeHHS1 XPOHIYHMX 3ananbHNX 3axXBOPIOBaHb KULLEYHUKY (XBOPOOu KpoHa, BUpPasKoBOro KomiTy)
(owB. po3gin «OcobnnBOCTI 3aCTOCYBaHHS»).

IHcbopmaLis Npo iHWi ceplio3Hi MOBIYHI peakuji, Taki SK pak MaTkum abo pak MOJIOYHOI 3a503u, HaBegeHa B po3gini
«OCcobnMBOCTI 3aCTOCYBaHHS».

B3aemopgii

MpopurBHa KpoBOTeYa Ta/abo KOHTpaLEenTUBHA HEE(EKTNBHICTb MOXYTb OyT Pe3ynbTaTOM B3AEMOLIT iHLLIMX Nikap-
CbKUx 3ac06iB (iHOyKTOpU (hepMEHTIB) 3 OpanbHUMUN KOHTpaLenTBamm (OnB. po3ain «Baaemopgis 3 iHWMN nikapCbKu-
M1 3acob6amu Ta iHLi BUOW B3aEMOLIN»).

MoBigomneHHs Npo Nigo3proBaHi NOGIYHI peakuii

MoBigOMNEHHS NMPOo Nigo3poBaHi NoBIYHI peakLil y nepiod NOCTMapKETUHIOBOIO CMIOCTEPEXKEHHS € Oy)KE BaXKINBUMU.
Lle nae MoXXnuBIiCTb 34iNCHIOBATN KOHTPOJb CMiBBIAHOLLEHHS] KOPUCTL/PU3NK AN NiKapcbKnx 3acobis. MeanyHi npa-
LiBHUKM MOBUHHI NOBIAOMNATY NPOo Oyab-siKi Nigo3proBaHi No6iYHI peakLiil.

TEPMIH MPUOATHOCTI

4 poku. He 3acTocoByBaTy Nnicns 3aKkiH4eHH TEPMiHY NPUAATHOCTI, 3a3HA4YEHOM0 Ha YNaKoBL,.

YMOBW 3BEPIFAHHSA

36epirat y He[oOCTYNHOMY Ans AiTen MiCLi B OpuriHasbHil ynakosLi npy TemnepaTtypi He Buwe 30 °C.

YMAKOBKA

Mo 21 TabneTyi y 6nictepi; no 1 abo no 3, abo no 6 6iCTepiB Y KAPTOHHIN KOPOOLLi.

KATEIOPIS BIANMYCKY

3a peLenTom.

BUPOBHUK

Mibe TM6X ApLHanMITTENb.

MICLIESHAXO)XEHHSA BAPOEHUKA TA ALPECA MICLISI MPOBALXKEHHS MO0 AIsA/IbHOCTI

MioHxeHepuTpacce 15, bpena, CakcoHia-AHxaneT, 06796, HimeuunHa.

OATA OCTAHHbOI'O MEPEMNAAY
07.04.2023
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