
3ATBEPÅ)KEHO
HaKa3 MiHicTepcTBa OXOPOHH

3AOPOB'q YKpaiHH

PeccTpauiiiHe nocBinqeHHf1

IHCTPYKUISI
MeAHt1HOro 3aCTOCYBaHHH JliKaPCbKOro 3ac06y

BiblH MIHI
(VIBINMINI)

CwtaD:
Dboqi peqoeuuu.• eTHHiJ1ecTpaÅi0J1 (ethinylestradiol), ÅpocnipeH0H (drospirenone);
1 Ta6neTKa, BKPHTa 11J1iBKOB010 060JIOHK0}O, MiCTHTb eTHHiJ1ecTpaÅi0JIY 0,02 Mr rra ApocnipeH0HY 3

peqogunu.•
Alcmugni ma6nermcu.•

naKT03V1 M0HorimpaT, KPOXMaJ1b KYKypYÅ3%HHii npexeJ1aTHHi30BaHHü, 110BiÅOH K30, HaTpiK)

KPOCKaPMeJ103a, 110J1icop6aT 80, MarHiK) cTeapaT

060nomca Opadry 1185F34610 Pink: 110J1iBiHiJIOBHü CIIHPT qaCTKOBO rimp0J1i30BaHHü, TH'raHY
Åi0KcHÅ (E 171), MaKpor0J1 3350, TUIbK, 3aJ1i3a OKCHÅ )KOBTHii (E 172), 3aJ1i3a OKCUÅ qepBOHHM (E
172), 3aJ1i3a OKCHÅ (E 172)

Ta6nemKa nuaue60: nalCT03a 6e3BOÅHa, 110BiÅ0H K30, MarHi10 cTeapaT, 110J1iBiHiJIOBHü cnnp•r
qaCTKOBO rinp0J1i30BaHHü, rrwraHY ÅiOKCH11 (E 171), MaKpor0J1 3350, Ta-T1bK.

JIi1€apcbKa (bopMa. Ta6J1eTKH,BKPHTi 060JIOHK010.
OCH06Hi gnacmugocmi:
Awnu6Hi ma6nenvcu.• nnocKi, Kpyrjli, BKPHTirlJ1iBKOB010 060JIOHK010, poxeBi Ta6J1eTKU.
Ta6nenncu maue60: rlJ10CKi, KpyrJ1i Ta6neTKH, BKPHTi11J1iBKOB010 060JIOHK010, 6iJ10ro KOJIbOPY.

@apMaK0Tepanewrnr-1Ha rpyna. rOPMOHaJ1bHiK0H•rpaue11THBH ÅJIH CHCereMHOro 3aCTOCYBaHH}1.
IlporecTareHH Ta ecu-poreHH, (l)iycc0Bay-1i K0M6iHauii. Åpoc11ipeH0H Ta eTHHinecTpmi0J1.

ATX G03A A12.

Oapntajconoeizmi anacmugocmi.
Øap»taroDuucvvtiRa.

IHAe1CC Ilepjl% KOHTPaqe11THBHHX HeBÅaq npenapa•ry CTaHOBHTb O, 1 1 (BepxHiii ABOCTOPOHHiü
95 % 110BipHHÄ iHTePBaJ1(A1) — 0,6).
3araJ1bHHM il-mercc ElepJ151 (KOHTpaqer1THBHi HeBÅaqi + IIOMUJIKH 3 60KY naL1iCHTOK) npenapaTY
CTaHOBHTb0,31 (BepxHiü ÅBOCTOPOHHiM95 % A1 — 0,91).
I-IpoTH3a11J1iÅHa miff KOM6iHOBaHHX OPU1bHHX K0HTpaue11THBiB (KOK) 6æyeTbc}1 Ha B3a€M0Åii
pi3HVIX qUHHHKiB, 3 AKHX e npWHiqeHH51 0BYJ1nuii Ta 3MiHV1 gepBiraJ1bH0i
cercpeqii.
JIiKaPCbKHü3aci6 Bi6iH MiHi — qe KOM6iHOBaHUü OPU1bHHM KOHTpaue11THB 3 eTHHiJ1eCTpaÅi0J10M Ta

11porecToreH0Mnpocr1ipeH0H0M. Y TepaneBTHt1Hvrx 1103axÅpocnipeH0H BHABJI%€ aHTuaHÅporeHHi Ta
110MipHi aHTMMiHepaJ10KopTHK0iÅHi BJ1aCTVIBOCTi. BiH He Mae ecTporeHH0i, rJ1iOKOKOPTHKOiÅHOiTa

aHTVffJ110KOKOPTHKOiLHOiaKTHBHOCTi. OT)Ke, npoc11ipeH0HMae cxoxuii (baptvfayconoritmuä npod)iJ1b
3 npnp0ÅH11M nporecTepoH0M.

N!3ronxeH0
3 lepianauvl
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3riÅH0 naymx KJ1iHiHHHX AOCJ1iA)1CHb 110MipHi aHTHMiHepaJ10KOPTHKOiÅHi BJ1aCTHBOCTi npe11apaTY
Bi6iH MiHi 11PH3BOÅ51Tbno 110MipHoro aHTHMiHePUIOKOPTHKOiÄHOroBIIJIHBY.
Oap,vtaR0RiHemznca.

ApocriipeH0H
A6cop6uin. IlepopaJ1bH0 11PHÜHHTH1i npocnipeH0H 111BHÅKO i 110BHiCTK) BCMOKTYCTbCS1.
MaKCHMaJ1bHa KOH11eHTpaui51 y cupoBaTIÅi KPOBi, 1110 CTaHOBHTb 38 Hr/MJ1, nocnra€Tbcn 11PH6JIM3HO
qepe3 1—2 roÅHHH nicJ151 0ÅHopa30Boro rrepopaJ1bHoro 3aCTOCYBaHHfl. biozxocTY11HicTbnopiBHY0€
11PH6JIH3HO76—85 %. OAHoqacHe B)1CVIBaHH51 ixi He BIIJIHBae Ha 6i0ÅocTyr1HicTb Apoc11ipeH0HY.

P03noDin. IlicJ1% nepopaJ1bHoro 11pHÄ0MY K0HueHTpa11i51 npocnipeH0HY B CHPOBaT11i KPOBi
3HH)KYCTbCH i3 cepeÅHiM KiHLteBHM nepi0Å0M HarliBBHBemeHHHHPV16JIH3HO31 1'0ÅHHa. ApocriipeH0H
3B'513Y€TbC%i3 CVIPOBaTKOBHM a.J1b6YMiHOM, ajle He 3B'513YCTbC513 rJ106YJ1iHOM, mo 3B'*3ye CTaTeBi

cTepoiÅH (P3CC), i 3 rJ106YJ1iHOM, ILIO 3B'513ye KOPTHKOiÅH(13K). Y BHBISIÅi BiJ1bHOro cTepoiLIY B
cupoBærui KPOBi 1--1a51BHiTiJ1bKH 3—5 % 3araJ1bH0i K0HueHTpauii mpocnipeH0HY. IliÄBH1-qeHHH piBH51

r3CC, iHÅYKOBaHe eTHHiJ1ecTpani0J10M, He BriJIHBae Ha apocnipeH0HY 3 6iJIKaMV1

CMPOBaTKH KPOBi.Cepem-liii YHBHHii 06'€M p03110ÅiJIY npoc11ipeH0HY CTaHOBHTb 3,7 ± 1,21 Jl/Kr.
Mema60ni3M. IlicJ1fl nepopaJ1bHoro npHü0MY apocnipeH0H 3HaHHOiO MiPOK) MeTa60J1i3y€TbCfl.

OCHOBHHMH MeTa60J1iTaMH B rlJIUMi KPOBie KHCJIOTHa (l)0PMa ÅpocnipeH0HY, 1110 YTBOPIO€TbC51
BHaCJ1iÅOK p03Kpwrrn naKTOHOBOro KiJ1bUH, a TEIKO)K AKMii

(bopMy€Tbcn IIIJI%XOM riÅpaTa11ii 3 110ÅaJ1b111HM CYJ1bd)aTYBaHH51M. ÅpocnipeH0H TaKChK e 06'€KTOM
OKHCHIOBaJ1bHOro MeTa60J1i3MY,1110 IcaTaJ1i3y€TbC51CYP3A4. In vitro npocnipeH0H MO)Ke cna6K0 a60
110MipH0 npHFHiHYBaTH (bepMeHTH UHTOXPOMY P450: CYPIAI, CYP2C9, CYP2C19 Ta CYP3A4.
BugeDenun. MeTa60J1i11HHü KJ1ipeHC ApocnipeH0HY i3 cnp0BaTKH KPOBi CTaHOBHTb 1,5 ±
0,2 MJ1/XB/Kr. JIH111e He3Ham-1a KiJ1bKiCTb mpocnipeH0HY eKcKpeTyeTbcH y He3MiHeHOMYBHI'J1%Åi.
MeTa60J1iTH npoc11ipeH01-1Y BHBOÅ51TbC51 3 KaJIOM Ta ceqeK) y CiliBBiÅH0111eHHi rlPH6JIH3HO
Hepi0Å HaniBBHBeÅeHH%MeTa60J1iTiB i3 ceqeK) i KaJIOM — 11PH6JIH3HO40 roAHH.
Pignogaoæua Iconueumpauin. Elin qac IIVIKJIY Tepanii MEUCCVIMaJ1bHa PiBHOBa)KHa KOHIxeHTpaui51

ApocnipeH0HY y cupoBaTIAi KPOBi 11PH6JIH3HO70 Hr/MJ1 mocxraeTbcn npn6JIH3H0 qepe3 8 AHiB
JliKYBaHHS1.KOHI-xeHTpa11i51ApocriipeH0HY y cupoBaT11i KPOBi36iJ1b1_11YBa-naC5111PH6JIH3HOB 3

BHaCJIiÅOKClliBBiÅH0111eHH51KiHueBoro nepiony HaniBBHBemeHH%Ta iHTepBany A03YBaHHA.
Oc06nugi Rameeopii xeopux
Bnnuc Ha uupcogy Heöocmanmicmb. Ilpn ÅOC511'HeHHiPiBHOBa)KHOro CTaHY niÅ gac Tepanii
npocnipeH0H0M y rpyni )KiHOK i3 HHPKOBOK) HeÅOCTaTHiCTK) JlerKoro c•ryneH1 (KJ1ipeHC KpeaTHHiHY
50—80 MJI/XB) Ta y rpylli )KiHOK 6e3 nopY111eHH% d)YHK11ii HUPOK cnocTepiranac51 aHaJ10riHHa
KOHI-xeHTpaUin npocnipeH0HY B cupoBaT11i KPOBi.Y rpyni XiHOK i3 HMPKOBOIO HemOCTaTHiCTÆO
cepeÄHboro ceryneH51 (KJ1ipeHc KpeaTHHiHY 30—50 MJI/XB) CHPOBaTKOBiK0Huewrpa1-1iiapocripeH0HY
6YJIV1B cepeÅHb0MY Ha 37 % BHL11i, Hix y rpyni iCiHOK i3 HOPMaJ1bH010 HHPOK. Tepani51
npoc11ipeH0H0M m06pe nepeHocnnacn )KiHKaMH i3 HHPKOBOK) HemOCTaTHiCTIOJlerKoro Ta 110MiPHoro
cTyneH%. Tepallin npoc11ipeH0H0M He 110Kagana 6YÅb-%Koro KJ1iHiHHO 3Haqymoro BIIJIHBY Ha
KOHueHTpauii0 Ka-TliK) y cupoBaTAi KPOBi.
Bnuug Ha neqiHK06Y Hec)ocmanmicmb. Y AOCJ1iJVKeHHi3aCTOCYBaHHA pa30B0i L03H KJ1ipeHC
npocnipeH0HY IIPH nepopaJ1bH0MY 3acTOCYBaHHi3HH)KYBaBC51 npH6JIH3H0 Ha 50 % B oci6 i3
110MipH010 neqiHKOB010 HeÅOCTaTHiCTIO nopiBH51H0 3 A06POBOJ1bU%MH3 HOPMU1bHOK) (l)YHK11i€K)
neqiHKH. BH51BJ1eHe BiÅXW1eHH51 KJ1ipeHCY ÅpocnipeH0HY B oci6 i3 110MipH0i0 netliHKOBOK)

HeÅOCTaTHiCTiO He 06YMOBJ110BaJIO6YÅb-%KUX51BHHX BiÅMiHHoc-reÜ1110Å0 K0HueHTpa11ii KQJ1iK) y
cupoBaTL1i KPOBi.HaBiTb 3a HUIBHOCTi uyKPOBoro Aia6eTYTa cynyTHb0i Tepanii ClliPOHonaKTOHOM
(ÅBa (balcrropn, 11-10 MO)KYTb 11POBOKYBaTV1 rirrepKaJ1i€MiK)) He cnocTepiraJ10c51 IliÅBmueHH51
KOHLIeHTpaL1ii Ka-Jli10 B cnp0BaTL1i KPOBiBidi-ge BepxHb0i Mexi HOPMH (BMH). MO)KHa 3p06HT1,1
BHCHOBOK, 1110 npocnipeH0H Å06pe nepeHOCHTbCH oc06aMH i3 netliHKOB010 HemOCTaTHiCTÆO Jlemcoro
Ta 110MipHoro CTyneH51 (KJ1ac B 3a 1-Iainma — ITK)).
EmHitma npunanemnicmb. He cnocTepira-noc% KJ1iHit1HO 3HaW1.uoipi3HH11i y
Apoc11ipeH0HY a60 eTHHiJ1ecTpaAi0JIY y xil--10K TIOHCbK0i HagiOHaJ1bHOCTi Ta €Bponeü11iB.
ETHHiJ1ecTpani0J1
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A6cop6uin. IIPH nepopaJ1bH0MY 3acTocyBaHHi eTHHiJ1ecTpmi0J1 111BHÅKO i 110BHiCTK) BCMOKTYCTbC51.
IliCJ151 3aCTOCYBaHH51 33 MKr MaKCHMaJ1bHa CHPOBaTKOBa KOHueHTpaui51 100 11Kr/MJ1 mocnra€Tbc51

HPOTWOM 1—2 1*OÅHH. A6c0J110THa 6iOÄOCTY11HiCTby pe3YJ1bTaTi npecncTeMH0i K0H'10rauii Ta

MeTa60J1i3MYnepmoro TIPOXOÄ)KeHHR CTaHOBHTb upu6JIH3H0 60 %. OJIHoqacHe B)KHBaHH51 ixi
3HH)KYBaJIO 6ionocTY11HicTb eTMHiJ1ecTpaÅi0JIY 11PH6JIH3HOHa 25 % Å0CJ1iÅ)KYBaHHX, Tomi y iH111nx
3MiH He cnocTepiranoc51.

P03noDin. PiBeHb eTHHinecTpaAiony B CVIPOBaTUiKPOBi3HH)KY€TbCH y ABi KiHL1eBa (baga
AHC1103HL1ii xapaKTepH3YC1'bc51 nepi0Å0M HaniBBHBeneHH1 11PH6JIH3HO24 roÅHHH. ETHHiJ1ecprpaÅi0J1
3Hat-1HOiO MiPOK), a-ne 3B'fl3y€TbC51 i3 CVIPOBaTKOBMM Ulb6YMiHOM (11PH6JIH3H0
98,5 %) Ta iHÅY1€ye riiÅBHIUeHH51 KOHLIeHTpauii r3CH y cnp0BaT11i KPOBiTa KopTHK0iA3B'H3Yioqoro
rJ106YJ1iHY(ICN). byno BV13HaqeHO 06'€M p03110ÅiJIY flPH6JIU3HO5 Jl/Kr.

Mema60ni3M. ETHHiJ1ecTpami0J1 31-1aHH010 MiP010MeTa60J1i3y€TbC% y LLIJIYHKOBO-KMI.IIKOBOMY TpaKTi
Ta 11PH nep1110MY npoxomxeHHi qepe3 netliHKY.ETHHiJ1eCTpaÅi0J1 rOJIOBHHM IIHHOM MeTa60J1i3y€TbC51
IIIJISIXOM apoMaTHHHoro riÅPOKCHJ1iOBaHH51i3 (bopMYBaHH51M Benmcoi KiJ1bKOCTi riÅPOKCHJ1bOBaHHX
Ta eTHJ1bOBaHUX MeTa60J1iTiB, mci HUIBHi 51K BiJ1bHi Meera60J1iTH Ta K0H'iora•rq 3 rJ110Kyp0HimaMH Ta

CYJ1b(baTaMH. MeTa60J1it1HHii nna-3M0BHii KJ1ipeHC eTMHiJ1ecTpaAi0JIY CTaHOBHTb npu6JIH3H0
5 MJ1/XB/Kr. In vitro eTHHiJ1ecTpaÅi0J1 e 3BOPOTHHM iHri6iTopoM CYP2C19, CYPIAI Ta CYPIA2, a
rraKO)K Ha OCHOBi MexaHi3MYAii — iHri6iTopoM CYP3A4/5, CYP2C8 Ta CYP2J2.
BugeDeHHfl. ETHHiJ1ecTpaÅi0J1 He BVIBOÅUTbC% y He3MiHeHOMY BHrJ151Åi y 3Hat1Hiü KiJ1bKOCTi.
Mema60J1iTH eTHHiJ1ecTpaÅi0JIY i3 ceqe10 Ta KOBHIO y cniBBiÅH01-ueHHi 4:6. nepion
HaniBBUBeneHH51MeTa60J1iTiB CTEIHOBHTb 11PH6JIH3HO1 Å06y.
Piguogaolcna K0Hueumpauin. PiBHOBa)KHa K0HueHTpaui51 Åocnra€Tbcq IIPOTTOM mpyroi 110JIOBHHU

UVIKJIY Tepanii Ta CHPOBaTKOBHü piBeHb eTHHinecTpaÅi0JIY 36iJ1bmy€TbC% 11PH6JIM3HOB 2,0—2,3 pa3a.
40KJ1iHiqni Dani 3 6e3neRu
Y na60parropHHx Tbapm-l ecbeKTHmpocnipeH0HY i eTHHinecTpaÅi0JIY 6YJIV106Me)1CHi THMVI, mci
acouiK)Ba-nncfl 3 BiÅOM010 (bapMaK0J10rit1H0i0 Åi€K). 30KpeMa, AOCJ1iXOKeHH51 3
penpoÅYKTMBH0i TOKCHHHOCTi y TBaPHH 110KæaJIH HUIBHiCTb eM6pi0TOKCHHHoro

Ta (beTOTOKCV1t1HOro BIIJIHBY. eycc1103HL1ii, 1110 nepeBH1_uye TaKY y KOPHCTYBaqiB JliKapcbKoro

3ac06y Bi6iH MiHi, y zxemcux BHÅiB TBaPHH cnocTepiraJIH BIIJIVIB Ha cTaTeBY ÅH(bepeHuiauiK).
AOCJ1iÄ)KeHH51 3 OlliHKU eKonorit1Horo PH3HKY 110Kua-TIH, 1110 eTHHinecTpaÅi0J1 'ra ÅpocnipeH0H
110TeH1-1iiiH0 MO)KYTb CTaHOBHTH3arp03Y BOÅHOro cepeÅ0BH1-ua (AVIB. P03ÅiJ1 3ax0ÅH
6e3ne1cu»).

KJ1iHi'1Hi xapaKTepHCTHKH.
110KæaHHfl.
OpaJ1bHa K0HTpauenuis1.

IIpomun0Kt13annn.
KOM6iHOBaHi ropMOHaJ1bHi K0HTpauer1THBH (ICK)He CJ1iÅ3aCTOCOBYBaTM 3a HUIBHOCTi xoqa 6 OÅHoro
i3 HH)Kqe3a3HaqeHPIX CTaHiB. AKI-UO 6YÅb-SIKHÜi3 1_IHX CTaHiB BHHHKae Bliepme IliÅ qac 3aCTOCYBaHH%
ICFK, JliKaPCbKoro3ac06y CJ1iL1HeraiäH0 IIPHIIHHHTH.

o

o

o

o

HUIBHiCTb a60 PV13HK p03BHTKY BeH03HOi TPOM60eM60J1ii(BTE):
BeH03Ha TPOM60eM60J1iS1Ha JlaHPIÜqac, 301€peMa BHaCJ1iÅOKrrepanii aHTvncoa1"YJ151HTaMH, a60
B al-1aM1•--1e3i(Hanpmcnam, TPOM603 rJIM60KUX BeH (TEB) a60 TPOM60eM60J1inJlereHeB0i
apTepii (TEJIA));
BiÅOMa cnaAK0Ba a60 Ha6YTa CXUJ1bHiCTb BeH03HOi •rp0M60eM60J1ii, Talca

pe3HCTeHTHiCTb no aKTHBOBaHOro npoTeiHY C (y TOMY qucJ1iMYTaui% V JIeümeHa),

Aed)iLIHT aHTHTPOM6iHy-III, npoTeiHY C, npoTeiHY S;
BeJIUKi onepaTHBHi BTpyyaHH% i3 TPHBaJIOiO iMM06iJ1i3a1-1ieK) (AMB. pomiJ1

BHCOKHÄ pv1311K BeH03HOi erpoM60eM60J1ii qepe3 HanBHiCTb MHO)KVIHHHX (barcropiB pH3HKY
(LIMB. P03ÅiJ1«OC06JIVIBOCTi 3aCTOCYBaHHn»).

• Ha51BHiCTb a60 PH'3VIK 03BV1 KY apTepiaJ1bH0i TPOM60eM60J1ii(ATE):

Y3roxxeHQ 3 MtlTepianaMM
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o

o

o

o
o

HUIBHiCTb apTepiaJ1bH0i erpoM60eM60J1ii Ha ÅaHHM yac a60 B aHaMHe3i (Hanpmcnan, iH(bapKT

Mi0Kapna) a60 HUIBHiCTb npoÅPOMaJ1bHHX CUMFITOMiB (HanpMKJ1aL1, cTeH0KapÅiq)•,

nopymeHH51 M03KOBOro Kp0B006iry Ha ÅaHHiä yac a60 B aHaMHe3i, Ha%BHiCTb

11POÅPOMaJ1bHHX CHM11TOMiB (Hanpmcnam, TpaH3HTOPHa i111eMit1Ha aTaKa (TIA));

BiÄOMa cnaÄKOBa a60 Ha6YTa CXMJ1bHiCTb apTepiaJ1bH0i erpoM60eM60J1ii, Talca

rinepr0MouqcrreiHeMi51 Ta aHTHTiJ1a no (boccb0J1ir1iÄiB (aHTMTina Kami0J1i11iHiB,
BOBqa1<OBHi aHTHKoarYJ1flHT);
MirpeHb i3 BOÆH111eBHMH HeBponorit1HHMH CHM11TOMaMV1 B aHaMHe3i;
BHCOKHii PH3HK apTepiaJ1bH0i erpoM60eM60J1ii qepe3 HUIBHiCTb MHO)KVIHHUX d)aKTopiB PH3HKY
(AHB. P03ÅiJ1 a60 gepe3 HUIBHiCTb OAHoro cepÄ03Horo
d)aKTopapH3HKY, TaKoro mc.

ILYIcp0BHü Aia6eT i3 CYAHHHHMH YCKJ1aÅHeHH51MW,
TSI)K1€a apTepiaJ1bHa rinepTeH3isr,
TSI)KKa AHcJ1inonp0TeiHeMi51.

HUIBHiCTb 3aXBOPiOBaHH% neqiHKu Ha J&1-1Hiä yac a60 B aHaMHe3i, 110KH IIOKUHHKVI
(bYHK11ii neqiHKM He 110BepHYJ1uc51 B Mexi HOPMH.
I-IupK0Ba HemOCTaTHiCTb TH)KKOro cTyneH51 a60 rocTpa HUPKOBa HemocraTHiCTb.
HUIBHiCTb IIYXJIVIH neqiHKH Ha maHHM yac a60 B aHaMHe3i (n06p0HKicHqx a60 3J1051KiCHHX).

BiÅ0Mi a60 niÅ03pY0BaHi 311051KiCHi IIYXJIVIHH (HallPHKJ1aJ1, CTæreBHX opraHiB), 1110 e

3aJIOKHVIMH BimCTaTeBHX ropMOHiB.
HaslBHHÜ paK MOJIOt-1HOi 3aJ103H (110TOt11--1VIM a60 B aHaMHe3i), 51KMiå MO)Ke 6YTH
roPMOHOt1YTJIUBHM (ÅHB. P03ÅiJ1 «OC06JIHBOCTi 3aCTOCYBaHHn», IliJQ03ÅiJ1 «3JIO%KiCHi
HOBOYTBopeHHn»).
BariHaJ1bHa 100BOTeqa He3'51COBaH0i eTionorii.
TliÅBH1.11eHa tlYTJIHBiCTb110 miloqux pet10BHH a60 110 6YÅb-mcoro 3 KOM110HeHTiB JliKapcbKoro

3ac06y.
IliA03p10BaHa a60 niÅTBepÅ)KeHa BariTHiCTb.

TIPOTH1101ca-3aH0OAHoqacHe 3aCTOCYBaHH51 JliKaPCbKoro3ac06y Bi6iH MiHi 3 JliKaPCbKVIMH3ac06aMH, 1110
MiCT51Tb 0M6iTacBip/napmanpeBip/pHT0HaBip Ta Åaca6YBip, 3 JliKaPCbKYIMH3ac06mm, 1110 MiCTHTb
rneKa11peBip/ni6peHTacBip a60 cod)oc6YBip/BeJmaTacBip/B0KcvmanpeBip (JIHB. P03ÅiJ1 3

11--11m1MH JliKaPCbKHMV13ac06aMHrra iH111i BHAU B3a€M0Åiiä»).

Ocoönugi 3axoDu öe3neRu.
Llei IliKapcbKHii 3aci6 MO)1€e CT&IOBHTH He6e3neKYAJ151 HaBKOJIH111HbOro cepeÅ0BH111a (AMB. P03ÅiJ1

BJ1aCTHBOCTi»). BYLb-flKHii HeBHKOPHCTaHVIM Jlirapcblcqii 3aci6 a60 Bimxomvr CJ1iJ1

YTHJ1i3YBaTHBiÅ110BiÅHOno JlOKaJ1bHHX BHMor.

B3ae»toDifl 3 imuuntu JliRaPCbKILUU3acoöantu ma imui guDu uaentoDiü.
CJ1iÄ 03HaMOMHTHC513 IIIOÅO JlirapcbKoro 3ac06y, 1110 3aCTOCOBy€TbC% OAHO%CHO, ÅJ151

BH51BJ1eHH51110TeHuiüHnx B3a€M0Åiiä.
63acuoDii

Y npoueci KJ1iHi11HVfX AOCJ1iÅ)1CeHb 3a yqacT10 nauieHTiB, orrpHMYBaJIH Tepa11iK) AJI% JliKYBEIHH%
BipycHoro renaTHTY C JliKaPCbKVIMH3ac06aMH, 1110 MiCTHTb 0M6iTacBip/napmanpeBip/pHT0HaBip Ta
naca6YBip 3 AOXIaBaHH51M pu6aBipv1HY a60 6e3 Taroro, rriÅBHLqeHH51 piBHH
(AJIT) y 5 pa3iB BHIue BMH cnocTepiranoc}1 3HaMHO qacTime y XiHOK, 51Ki 3aCTOCOBYBUIH
JliKapcbKi 3ac06H, 1110 MiCT%Tb eTHHiJ1ecTpaÅi0J1, TaKi RK KOM6iHOBaHi roPMOHU1bHiKOHTpauer1THBH
(ICEK) (LMB. p03ÅiJIH Ta 3 iH111MMV1 JliKaPCbKMMH3ac06aMH rra IHL11i

B3a€M0Åiii»).
C)ÅHoqacHe 0M6iTacBip/3 JliKaPCbKVIMV13ac06aMH, 1110 MiCT%TbgaCTOCYBaHHH
napvnanpeBip/pHT0HaBip Ta naca6YBip 3 AOAaBaHHSIM pn6aBipH1--1Y a60 6e3 rraKoro, 36iJ1b111ye pv13HK
niÅBH111eHH51piBH51 AJIT (1.01B. p03ÅiJIH Ta «OC06JIMBOCTi 3aCTOCYBaHHm).
TOMY )KiHKaM, 3aCTOCOBYK)TbJliKapcbKuiå 3aciö Bi6iH MiHi, He06xiÅH0 THMqaCOB0 nepeüTH Ha

aJ1bTePHaTVIBHHii MeTOZ1 K0HTpaue11L1ii 1110 MiCTHTb TiJ1bKH

l.',amcpit

pecc1W2'Åilhygcro



riporecTareH, a60 HerOPMOHU1bHiMeTOÅH) nepen noqaTKOM Teparlii i3 3aCTOCYBaHHflM 3UHaqeH0i
KOM6iHauii JliKaPCbKHX3ac06iB. 3aCTOCYBaHH51JliKapcbKoro 3ac06y Bi6iH MiHi MO)KHa BiÅHOBHTH

qepe3 2 TVI)1CHi IliCJ151 3aBeP1-ueHH51 Tepanii 3a3HaqeHOK) KOM6iHaui€10.
Y naui€HTiB 3 HOPMaJ1bH010 (l)YHKUi€K) HUPOK OAHoqaCHe 3aCTOCYBaHHS1npocnipeH0HY Ta iHri6iTopiB
aHri0TeH3HHrrepeTBOP10BaJ1bHoro (bepMeHTY (AIIO) a60 HecTepoiÅHux rrpoerv•13anaJ1bHmx

npenapaTiB (I-IT13FI) He nolcaga-no 3HaHY1-uoro BIIJIHBY Ha piBeHb Ka.T1ii0 B cupoBaT11i KPOBi.(-)ÅHaK
OAHO%CHe 3aCTOCYBaHHS1 JliKapcbKoro 3ac06y Bi6iH MiHi Ta awraroHicTiB aj1bÅOCTePOHY a60
KUIiii36epirmoqux AiypeTHKiB He AOCJ1iÄ)KYBaJIOCH. Y 1_1bOMYBHnaÅKY' piBeHb Ka-TliK) y cupoBarrui

KPOBi 110Tpi6H0 AOCJ1iÅ)KYBaTU IIPOTTOM nepmoro UHKJIY JliKYBaHH51(AMB. eraKO)K P03AiJ1
«OC06JIHBOCTi 3aCTOCYBaHH51>)).

• BIIJIHB iH111HX JliKaPCbKHX3ac06iB Ha JliKaPCbKHii3aci6 Bi6iH MiHi
B3a€M0Äi% MOWIHBa 3 JliKaPCbKUMU3ac06aw,1, 1.110 iHÅYKYIOTb MiKPOCOMU1bHi(bePMeHTH. Lle
npH3Bene 110 36iJ1b111eHH51 KJ1ipeHcy CTaTeBVIX ropMOHiB, 1110, 3i CBOro 60KY, BHKJIUKae 3MiHH
xapaKTepy MeHCTpyaJ1bHOi KpoB0Teqi Ta/a60 BTPaTH e(beKTHBHOCTi KOHTpaue11THBY.
Tepanifl
IHAY1cui51eH3HMiB MO)Ke 6YTH BV151BJ1eHa qepe3 neKiJ1bKa AHiB JliKYBaHHA.MaKCHMaJ1bHa iHÅYK1-1i}1
(bepMeHTiB 3araJ10M cnocTepira€Tbcn qepe3 meKiJ1bKa TVDKHiB. FlicJ1fl BiÅMiHH JliKYBaHH%iHÅYK1-1i51
(beprvreHTiB MO)Ke TPHBaTH 11PH6JIV13HO4 THXHi.
ICopormcocmpoR06e Jlbcygauun
)KiHKH, 51Ki npHiiMa10Tb JliKapcbKi 3ac06H, 1110 iHÅYKYi0Tb (bePMeHTH, MalOTb THMqaCOBO

BUKOPHCTOBYBaTH 6ap'cpHHii MeTOÅ a60 iH111Hii MeTOJ1 K0HTpauer111ii momaTKOBO no KOK.
bap'epHHü MeTOA CJ1iÅ 3acToc0BYBaTH npoTT0M ycboro TepMiHY JliKYBaHH51BiÅ110BiÅHVIM
JliKaPCbKHM3ac060M i Ille npoTff0M 28 AHiB IliCJ151 npu11HHeHH% Moro 3aCTOCYBaHHS1. 51K1110 Tepallin
p03not111HaeTbc51y nepion 3aCTOCYBaHH* OCTaHHiX Ta6J1eTOK KOK 3 ynaKOBKH, TO IIPHÄOMTa6J1eTOK
3 HacTY11H0i ynaKOBKV1 KOK CJ1iÄ noqaTH 0Åpa3Y niCJ151 nonepeÅHb0i 6e3 3BHHHOro iHTepBaJIY 6e3

3aCTOCYBaHH51 rra6J1eTOK.

J(ogeocmp0K06e Jibcygcmnn
)KiHKaM IIPH A0BrocTp0K0Biii Tepanii Airot1MMY1pet10BHHaMH, 1110 iHÅYKYK)Tb neqiHKM,

peKOMeHÅyeTbC51 6ap' a60 iH111HM BiÅ110BiÅHHii HeropM0HaJ1bHHii MeTOJ1 K0HTpaue11L1ii.

HHicqe3UHaqeHiB3aeM0Åii 6YJIV1gad)iKcoBaHi 3riÅH0 3 ony6J1iKOBaHHMV1 ÅaHHMU.
Åüoqi peqoguuu, up 36iJ1bzuyomb uipeuc KOIC (3HU01ceHUfl eØæcmu6HocmiKOIC gepe3 iHÖycuüo
Øep»teumi6), uanpuzuaö:
6ap6iTypaTH, 603ewraH, Kap6aMa-3eniH, (beHiT0iH, 11PHMiÅOH, pud)aM11i11MH•, JliKapcbKi 3ac06H, 1110
3aCTOCOBYIOTbC% pHT0HaBip, HeBipa11iH Ta ed)aBipeHu•, TalCO)K, MOXJIUBO,
(beJ16aMaT, rpH3eod)YJ1bBiH, 0KcKap6ageniH, T011ipaMaT i POCJIUHHiJliKapcbKi 3ac06H, 1110 MiCTHTb

erccerpaKT 3Bip06010 (Hypericum perfiratum).
Jüoqipeqogunu 3 nenocmiimuuu gnuu60M na wzipenc KOIC
TIPHOÅHO%CHOMY 3acTOCYBaHHi3 KOK BeJIU1€a KiJ1bKiCTb K0M6iHauiii iHri6iTopiB BIJI-np0Tea3H Ta
HeHYKJ1e03HÅHVIX iHri6iTopiB 3BOPOTH0iTpaHCKPH11TUH, BKJ11-oqaK)YV1 K0M6iHauii 3 iHri6iTopaMH
Bipycy renaTHTY C (WC), MO)1CYTb TliÅBH111YBaTHa60 3HH)1CYBaTH KOHueHTpa11iro ecTporeHY a60
nporecTHHiB y 11J1a3MiKPOBi.CYKY11HHiiBIIJIUB rral-cux 3MiH MO)Ke 6YTHKJ1iHit1HO 3Hat1Y111HM y Iles1KHX
Bvmazucax.
TOMY BHABJ1eHHH 110TeHuiüH0i B3aeM0Åii Ta 6YÅb-%KVIX iH111ux peK0MeHÅauiii CJ1iJ1
03HaMOMHTHCH 3 1110110 Memwmoro 3acrrocyBaHH% JliKapcbKoro 3ac06y JliKYBaHH51
BIJI/BFC, 1110 npHiiMa€Tbc51 OAHoqacH0. 3a HaqBHOCTi 6YÅb-SIKHXCYMHiBiB)KiHKaM monatKOBO CJ1iÅ

BUKOPHCTOBYBaTV1 6ap'epHHii MeTOÅ K0HTpauenuii Tepanii iHri6iTopaMH npoTea3H a60
iHri6iTopaMH HeHYKJ1e03VIÅHOi3BOPOTHOi-rpaHcKpH11Ta-3H.

KJ1iHiqHa 3Hat1YL11iCTb110TeHL1iMH0i B3a€M0Åii 3 iHri6iTopaMH 3aJIM111aeTbc51

He3
'
SICOBaH010.

OAHoqacHe 3aCTOCYBaHHA CVIJ1bHHX iHri6iTopiB CYP3A4 MO)Ke IliÅBH111UTH 11J1a.3MOBi KOHUeHTpa1_1ii

ecTporeHY a60 nporecTHHY, a60 060x KOM110HeHTiB.
Y AOCJ1iÅ)1CHHi 6araTopa30Bnx Å03 KOM6iHauiimpocnipeH0H (3 Mr/n06y)/eTHHiJ1ecTpaÅi0J1
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(0,002 Mr/Å06y) Ta CVIJ1bHOro iHri6iTopa CYP3A4 KeTOKOHa30JIY, Luo 3aCTOCOBYBaBCfl OÅHoqaCHO,
ITPOTWOM 10 ÅHiB 36iJ1bLLIYBUIOCH3HaqeHH1 AUC(0-24h) npocnipeH0HY Ta eTHHiJ1ecTpaÅi0JIY y 2,7 rra
I pa3a BiÅ110BiÅH0.
ETOPHKOKCH6 y Å03ax Bill 60 no 120 Mr/Å06y nponeMOHCTPYBaB IliABHLUeHHA IIJIUMOBHX
KOHueHTpaL1iü eTHHiJ1ecTpaÅi0JIY y 1,4—1,6 pa3a BiÅ110BiÅH0 IIPH OAHoqacH0MY 3acTOCYBaHHi3
KOM6iHOBaHVIM rOPMOHaJ1bHHMKOHTpaqe11THBOM, 1110 MiCTUTb 0,035 Mr eTHHiJ1ecTpaÅi0JIY.

• BIIJIHB Jlilcapcbl€oro gac06y Bi6iH MiHi Ha iHLL1i JliKapcbKi gac06H
OpaJ1bHi KOHTpaue11THBH MO)KYTb BliJIVIBaTH Ha MeTa60J1i3M Aemcvrx niloqux peq0BMH. BiÅ110BiÅH0,
KOHLIeHTpaL1iq y 11J1a3Mi KPOBiTa y TKaHVIHax MO)Ke a60 TliABM111YBarrvrc51(Hanpmcnan, LIHKJIOCIIOPHH),
a60 3HH)KYBaTHC51 (Hanpmcnam, JlaMOTPHÅ)KVIH).
Ha nincTaBi AOCJ1imxeHb B3a€M0Åii in vivo y xiHOK-A06POBOJ1bUiB, 51Ki 3aCTOCOBYBaJIV•1 0Menpa30J1,
CUMBaCTaTVIH Ta Mima30J1aMAK cy6cTpaTH-MapKepH, BCTaHOBJ1eHO, ILIO KJ1iHi11HO 3Hat1Y11-1a B3a€M0Åi%
npoc11ipeH0HY B A03i 3 Mr 3 iHUIVIMH aKTVIBHHMVf cy6CTaH1_1iflMH, 1110 UHTOXPOMOM
P450, e ManoiiMOBiPH010.
KJ1iHiHHi maHi CBimqaTb TIPO Te, 140 eTHHinecTpaÅi0J1 npnrHiqye KJ1ipeHC cy6cTpaTiB CYPIA2, 1110,

3i CBOPO 60KY, BVIKJIVIKae CJ1a6Ke (HanPVIKJ1aÅ, a60 110MipHe (HanPHKJ1aÅ, TU3aHiÅMH)
IliÅBH1ueHH% ix IIJIUMOBHX KOHUeHTpaL1iM.
Imui dyop.uu uac,uoDii
JIa60pamopui auani3u. 3aCTOCYBaHHHKOHTpaqe11THBHHX cTepoiÅiB MO>Ke BliJIVfBaTV1 Ha pe3YJ1bTaTH
memcux Jia60paTOPHHX aHaJ1i3iB, TaKHX 6ioxiMiYHi naparvreTpn neqiHKH, 111VITOBUÅHOi
3aJ103H, HaÅHHPKOBHX 3aJ103 i HVIPOK, Ha KOHLIeHTpaUiK) y 11JIUMi KPOBierpaHcnopTHux 6iJIKiB, rraKHX
51K rJ106YJ1iH, 1110 3B'513ye KopTHKocrrepoiÅH, Ha KOHUeHTpaUi10 y 11J1&3Mi KPOBi
Jli11iÅiB/J1inonpoTeiHiB, Ha ITOKUHHKVI ByrneBOÅHoro 06MiHY, Koarynnuii Ta (bi6pHH0J1i3Y. 3a3Buqaü
TaKi 3MiHH nepe6YBaK)Tb y Mexax HOPMaJ1bHHX 3HaqeHb.
Apoc11ipeH0H 36iJ1b111ye aKTUBHiCTb peHiHY Ta aJ1bÅocrrep0HY B 11JIUMi KPOBi, 1110 iHÅYKY€TbcnMoro

aHTHMiHepaJIOKOPTUKOiÅHOK) aKTHBHiCTIO.

Ocoönueocmi 3acmocygaHHR.
PimeHH% npo 11PH3HaqeHH% JliKapcbKoro 3ac06y Bi6iH MiHi CJ1iÅ npHürvraTH 3 ypaxyBaHHffvr
iHÅHBmyaJ1bHHX (baKTOPiB pH3HKY, 1110 iCHYIOTbHa maHHÜ MOMeHT AJIH xiHKH, y TOMY qucni

pv•13HKY P03BHTKY BeH03HOi TPOM60eM60J1ii(BTE), a rraKO)K pH3HKY BTE, 110B'*3moro 3

IIPHÜOMOMJliKaPCbKoro3ac06y Bi6iH MiHi, nopiBHHH0 3 il-1L11MMH KOM6i1--10Ba1--1VIMHroPMOHU1bHHMH
KOHTpa1-1e11THBaMH (ICEK) (AHB. p03AiJIH Ta 3aCTOCYBaHHn).
IlonepemmeHH51

3a HaqBHOCTi 6YÅb-mcnxCTaHiB a60 pv13HKY, 3a3HaqeHmx HH)Kqe, CJ1iÅ 06r0BOPVITH3
xiHKOiO AOUiJ1bHiCTb 3aCTOCYBaHHH JliKapcbKoro 3ac06y BiöiH MiHi.
Y pa3i 3arocTpeHHH a60 nepl.llnx nponax 6YÅb-HKHXi3 BKa3aHVIX CTaHiB a60
pH3MKY )KiH1€arvf peK0MeHÅY€Tbcn 3BepHyrrmcn no JliKapn rra BH3HaHHTH He06XiÅHiCTb
11pH11MHeHHA npHii0MY Jliycapcblcoro 3ac06y Bi6iH MiHi.
Y pa3i IliÅ03P0BaH0ia60 riiATBepÅ)KeH0i BTE a60 ATE CJ1iÅ npH11HHHTH 3aCTOCYBaHHH KEK.
AKIIIO p03noqarra aHTHKoarYJ151HTHa Tepani%, CJ1iÅ 3a6e3neHMTH a.T1bTePHaTVIBHY ameKBarrHY
K0HTpauer11-1ii0 qepe3 TepaToreHHHii BFIJIMB aHTHKoa1YJ1flHTiB(KYMapHHH).
UupKYJ151TopHi p03J1aÅH.

PH3HK P03BHTRY BeH03HOi Tl)0M60eM60J1ii (BTE)
3aCTOCYBaHH%6YÅb-HKVIXICEK niÅBML11Y€PH3HK P03BHTKY BTE y )KiHOK, HKi ix 3aCTOCOBYIOTb,
nopiBHHH0 3 THMH, HKi ix He 3aCTOCOBYÆOTb. JIiRapcbKi 3ac06H, 1110 MiCTHTb JleBOHopreCTpeJ1,
HoprecTHMarr a60 HopeTHCTepoH, acoui1010TbCfl 3 HH'KHHM PH3HKOM BTE. 3aCTOCYBaHHH
iH111HX Jlir«apcmcnx 3ac06iB, TaKHX 51K Bi6iH MiHi, Mome npH3B0AHTH AO IliÅBHIUeHHH PH3HKY
YABiqi. PimeHH51 npo 3aCTOCYBaHHH JliKaPCbKHX3ac06iB, OKPiM THX, 1110 Mal-OTb 1--1aüHH>KZIHÜ

PH3HK P03BHTKY BTE, CJ1iA 11PHÜMaTH Jinme nicJ1f1 06r0BopeHHH 3 miHR010. He06xiAH0
neperona•rncq, 140 BOHa YCBiAOMJ110CPH3HK p03BHTKY BTE, acouiüoøaHHü i3 3aCTOCYBa1-1Hf1M
JliKapcbRoro 3ac06y Bi6iH MiHi, crryniHb BIIJIUBY HaHBHHX y Hei d)aKTopiB pn3HKY Ta TOii

mo PH3HR BTE aiiBHIAHM npoTHFQM nepmoro POKY 3acrrocyBaHHH. 3a Aem•CHMH
3 MaxcpianaMb1



PH3HK BTE MOH€e 3poc-raTH npn BiÅHOBJ1eHHi 3aCTOCYBaHHf1 KEK nicJIH nepepBH y 4 TH>KHi a60
A0B111e.

Y 2 3 10 000 )KiHOK, 51Ki He 11PHMMa}OTbKEK Ta He e BariTHHMH, P03BHBa€TbC51 BTE npoTff0M poKY.
OÅHaK y KO)KHOi 0KpeM0i )KiHKH pv13HK MO)1€e 6YTH 3HaHHO BHIIIVIM 3aJIOKH0 Bin HUIBHVIX y Hei
cbaKTOPiBpH3HKY (ÅHB. HHhcqe).
BCTaHOBneHOl, ILIO 3 10 000 )KiHOK, 3aCTOCOBYIOTb KFK, 1110 MiCTHTb npoc11ipeH0H, y 9—12 HCiHOK

P03BHHeTbCfl BTE nporrnroM OAHoro poKY. Lle 3 FIOKUHHKOM 62 y xiHOK,
gaCTOCOBYK)Tb ICEK, mo MiCTHTb JleB0HoprecTpeJ1.
B 060x BH11aÅKax KiJ1bKiCTb BHnaÅKiB BTE 3a piK 6YJ1a MeH111010, Hix 3BnqaMHO oqiKy€Tbc51
11POTnroM BariTHOCTi a60 y nicJ1fl110J10roB0MYnepi0Åi.
BTE MO)Ke 11PU3BOÅHTH no JleTaJ1bHOro HacJ1iLIKYB 1—2 % BH11aÅKiB.

KiJ1bKiCTb BPIF1aÅKiBBTE Ha 10 000 XCiHOK 3a OÅVIH piK

14

12

10

8

6

4

2

KiÆbKiCTb
BHrraÅRiB BTE

3aCTOCOBYi0Tb
(2 Burram•q)

ICK, 1110 MiCTXTb

neB0HoprecTpeJ1
(5-7 BlmaÅKiB)

KIX, 1110 Mict*Tb
npoc11ipeH0H

(9-12 BimanxiB)

EllineMionori1-1Hi 110KæaJIH, 1110 pv13MK BTE opaJ1bHHX KOHTpaue11TMBiB, 1110
MiCT51Tb mpocnipeH0H, BHIIIVIM, Hix OPU1bHVIX KOHTpaqe11THBiB, 1110 MiCT%Tb JleB0HoprecTpeJ1
(TaK 3BaHi npenapaT1,1 mpyroro HOKOJ1iHH%), i MO)Ke 6YTH 110Ai6HHM no pH3HKY AJIH opaJ1bHHX
K0HTpauer1THBiB, I-qo MiCT%Tb Ae30recTpeJ1/recT0ÅeH (TaK 3BaHi opaJ1bHi KOHTpaL1e11THBH 'rpeTboro
110KOJ1iHHH).
EllimeMi0J10riMHi AOCJ1iÅxeHHA TaKO)K HOB'*3YIOTb3aCTOCYBaHH% KOK 3 riiÅBM111eHHM PH3MKOM
apTepiaJ1bH0i (iH(bapKT Mioycama, TpaH3HTopHa imeMi11Ha araKa) TPOM60eM60J1ii.
I-IaÅ3BvryaüH0 piÅK0 110BiÅOMJ1%JIOCHlipo BHHV-1KHeHHH TPOM603YB iH111nx KPOBOHOCHMX cymuHax,
Hanpvncnam B apTepinx i BeHax neqiHKH, HUPOK, Me3eHTepiaJ1bHnx cyÅ1dHax, cymmax FOJIOBHOFO

M03KY a60 CiTKiBKV1, y xiHOK, 3aCTOCOBYYOTb KEK.
OaKTopn pH3HKY p03BHTK.y BTE
PH3HK P03BHTKY BeH03HHX TPOM60eM60J1iHHVIXYCICJ1aÅHeHb y )KiHOK, flKi 3aCTOCOBYIOTbKEK, MO)Ke
6YTV13HaqHO BHI_IIHM 3a HUIBHOCTi ÅonaTKOBVIX (baKTOPiB pH3HKY, OC06JIVIBO MHO)KVIHHVIX (LIMB.
rra6JIHL1101).

3aCTOCYBaHHHJliKapcbKoro 3ac06y Bi6iH MiHi npoTH110KæaHe)KiHKaM i3 MHO)KUHHVIMH

pH3HKY, 1110 MCDKe rliÅBU111VITM PH3HK P03BHTKY BeH03HOro TpoM603Y (ÅHB. P03ÅiJ1

1

IIOKUHMKH 0TpHMaH0 Ha OCHOBi BCix maHHX enimeMionori1-1Hnx AOCJ1imeHb 3 ypaxYBaHHflM BiLHOCHHX PH3HKiB,
HOB'H3aHHX i3 TIPHMOMOM pi3HHX KEK, nopiBHflH0 i3 3aCTOCYBaHHHM KI"K, 1110 MiCTRTb neB0Hoprecrpen.
2 Y cepeAHb0MY 5-7 BHnaAKiB Ha 10 000 XiHK0-POKiB Ha OCHOBi p03paxymcyBiAHOCHOro pv13HKY 3aCTOCYBaHHH KEK,
1110 MiCTATb neB0HoprecTpeJ1, nopiBHflH0 3 •ral-<HBf y )KiHOK, RKi He OTPVfMY10Tb ICK (npH6JM3H0 2,3—3,6 Bl,maAKY).



AKIIIO )KiHKa Mae 6iJ1bLL1e 0ÅHoro (baKTopa pv13MKY, 3POCTaHHH pm3HKY MO>Ke

6YTM 6iJ1b111HM, Hi)K CYMa PM3HKiB, acouiM0BaHux i3 KO)KHHM OKPeMHM TOMY CJ1iÅ 6paTH
no YBarv1 3araJ1bHHiä PM3HK P03BHTKY BTE. AKIUO CiliBBiAH0111eHH% KOPVfCTb/PV13HK €
HeC11PH%TJIHBHM, He CJ1iÅ HPH3HaqaTV1 KEK (ÅHB. P03ÅiJ1

Ta6JIHLV1 1

OaKTO H H3VIK 03BUTK BTE
CbaKTop PH3HKY

O)KHPiHH51 (iHneKC Macm Tilla nepeBH11-xye
30 Kr/M2)

TpHBana iMM06iJ1i3auiq, BenVIKe
onepaTHBHe BTpyqaHH51, onepauifl Ha
HH)KHiX KiHUiB1€ax a60 opraHax rra3a,

HeMpoxipyprit1Hi BTpyqaHH51
06111npHa TpaBMa.

a60

IlpHMiTKa: TV-IMHaCOBa iMM06iJ1i3a1_1in, y
TOMY LIHCJ1i nepeJ1b0TH > 4 romvn-l, TaKO)K

MO)KYTb 6YTV1 (baKTOPOM pv13HKY

P03BHTKY BTE, OC06JIHBO y )KiHOK 3
iH111HMH aKTO azMH H3HK
CiMeiäHHü (BeH03HaaHaMHe3
TPOM60eM60J1i51y KOI'OCb i3 pomuqiB a60
6aTbKiB, OC06JIHBO y BiÅHOCHO MOJIOÅOMY
Biui, Hanpmcnazx 50 poKiB).
IH111i CTaHV1, r10B'%3aHi 3 BTE

BiK

LIPHMiTKa
PM3HK 3HaHHO IliÅBnmyeT1,cfl 36iJ1b111eHHi iHÅeKcy
Macn Tina.
OC06JIHBO r10Tpe6ye YBar1å 3a HaqBHOCTi iHIL1nx

aKTO iB V13HK

Y rraKHX cmyauinx peKOMeHny€TbCH lipur1HHHT1å
3aCTOCYBaHH% JliKaPCbKoro3ac06y (y pagi FIJIaHOBOro
onepaTHBHoro BTpyqaHHH 1110HaMMeH1_ue 3a 4 TH)KHi) Ta

He BiLHOBJ1iOBaTH 3aCTOCYBaHH51 paHime Hix qepe3 2
TH)KHi nicJ151 HOBHoro BiÅHOBJ1eHH51pyxoB0i aKTHBHOCTi.
3 MeT010 YHVIKHeHH* He6axaH0i BariTHOCTi CJ1iX1

3acTOCOBYBaTH iH111i MeTOÅH K0HTpauenuii.
CJ1iJ1 P03rJIHHYTV1 AOUiJ1bHiCTb aHTHTp0M60THHH0i
Tepanii, HKIUO 3aCTOCYBaHHH JliKapcbKoro 3ac06y Bi6iH
MiHi He 6YJ10npH11HHeH0 nonepeÅHb0.

Y pa3i HUIBHOCTi cnaAKOB0i CXHJ1bHOCTi nepen
3aCTOCYBaHHHM 6YAb-mcux KEK )KiHKaM

peKOMeHmy€TbC51 nopanvnucn 3i cneuiaJ1icT0M.

PaK, CHCTeMHHM yepBOHHü BOBqaK, reMOJ1iTHKO-

ypeMit1HHüCHHÅPOM,xpoHiHHe 3anaJ1bHe 3aXBOPYOBaHHH
KM111eHHHKY (xBop06a KPOHa a60 BHpa3KOBV1ii KOJIiT) rra
ce 110110Åi6HOKJ1iTUHHa al-1eMi51.

OC06JIHBO y Bini 110Ham 35 POKiB
HeMae €ÅHH0i AYMKH I-UOÅO MO)KJIHBOI'O BFIJIHBY BapHK03Horo p03mupeHH}1 BeH Ta r10BepxHeBoro
TPOM60(bne6iTY Ha P03BVITOK Ta nporpecYBaHH% BeH03HOro TpoM603Y.
He06xiÅH0 3BepHYTH YBary Ha rliÅBH1ueH1,1ü PV13HK P03BHTKY TPOM60eM60J1iiIliÅ gac BariTHOCTi,
OC06JIUBO nporrnrorvf 6 TVI)KHiB nicJ1% nonoriB I-UOÅO BariTHocTi Ta JlaKTauii ALB. y
p03ÅiJ1i y nepi0Å BariTHOCTi a60 romyBaHHA rpymzuo»).
CHMIITOMHBTE (TPOM603 1'JIH60KHX BeH Ta TPOM60eM60J1iHJlereHeB0i aperepii)
)KiH1€aM CJ1iÅ nopaÅHTM y pa3i 110%BH 1--1V•1xqeBKæaHVIX CHM11TOMiBHeraMH0 3BepHyrrncnno JliKapq Ta
110BiÅ0MHTH TIPO Te, 1110 BOHM 3aCTOCOBYiOTb ICEK.
CHM11TOMaMH TEB MO)KYTb 6YTH.•

OAH06iHHHii Ha6pflK Horn Ta/a60 cTyr1Hi a60 AiJ1%HKMY3AOB)K BeHV1 Ha H03i;
6iJ1b a60 IliÄBH11_teHa tlYTJIMBicTby H03i, mo MO)1€e BiÅ11YBaTucq TiJ1bKH npn CTOHHHi a60
xoÅb6i,
Bizxqyrrn xapy B ypaxeHiM H03i; IloqepBOHiHHH a60 3MiHa KOJIbOPY 111KiPHHa H03i.

CUM11TOMaMH TEJIA MO)KYTb 6YTu.•
parlT0Ba 3aÅHILIKa He3'flCOBaH0i eTionorii a60 npmcKopeHe AVIXaHHW,
parlT0BHü KameJ1b, MO)KJIHBO 3 KPOB'KY,

parlT0Bnr,1 6iJ1b y rpYÅHiü KJ1iTUi;
nepeÅHenpMT0MHHü CTaH a60 ganaMOPOqeHHff,
11.1BViÅICe a60 HeperYJ1%pHe cepue6HTT%.

memci 3 unx CHM11TOMiB (HaupHKJ1aÅ, gamurmca, rameJ1b) e a60 MOXYTb 6YTV1

ÅHXU1bHHX 111J1%XiB).

3 Marepian.•t
Y:roaxeH0 3
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IH111i np051BH BacKYJ151PH0i MO)KYTb parlT0BHii 6iJ1b, Ha6PflK, rocerpHM )KHBiT Ta

He3HaHHe 110CHHiHH51KiHUiBKU.
MPH 0KJ1103ii CYÅHH oyca noqaTKOBO}O CHM11TOMaTHKOK) MO)Ke 6YTH HeqiTKiCTb 30py, 1110 He
cynp0Bonxy€TbC* 60J1bOBHMHBint1YT1'51MHi 51Ka MONC nporpecyBaTH AO BTpaTH 30py. IHKOJIH BTpaTa
30py P03BHBa€TbC% Manxe MUTT€BO.
PH3HK p03BHTKY apTepiaJ1bH0i TPOM60eM60J1ii(ATE)
3a maHMMH enineMi0J10rit1Hux ÅOCJ1iÅ)KeHb gacTOCYBaHH51 6YÅb-51KHX KEK acouiro€Tbcn i3

niÄBH111eHHM PH3HKOM apTepiaJ1bH0i Tp0M60eM60J1ii (iH(bapKT Mi0Kapna) a60 uepe6p0BacKYJ1npHnx
YCKJ1aLIHeHb (TpaH3HTOPHa i111eMitma aTaKa, iHCYJ1bT). APTepiaJ1bHi 'IVOM60eM60J1it1HiHBHIL1a
MO)KYTb Ma-ru JleTaJ1bHHii HaCJ1iAOK.
(baKTopH pH3HK.y P03BHTK.y ATE
I-IPH 3acTOCYBaHHi ICEK PH3HK P03BHTKY apTepiaJ1bHux TPOM60eM60J1iHHHXYCKJ1aÅHeHb a60

YCKJ1aÅHeHb 3pocTae y XiHOK i3 (baKTOPaMH PH3HKY (ÅHB. Ta6JIHUIO 2).
3aCTOCYBaHH51JliKaPCbKoro3ac06y Bi6iH MiHi npoTH110KæaHe,511<1110 )KiHKH MalOTb OAHH cepii031-rv1ü
a60 MHO)KUHHi (barropq pv13HKY P03BHTKY ATE, 51Ki MO)KYTb IliÅBVIL11HTH PH3HK P03BHTKY
apTepiaJ1bHoro Tp0M603Y (AHB. p03ÅiJ1 51K1_110 )KiHKa Mae 6iJ1b111e OAHoro
(baKTopa PH3HKY, 3POCTaH1--1% PH3HKY MO)Ke 6YTH 6iJ1b111VIM, Hix CYMa pH3HKiB, acouiiä0BaHHx i3
KO)KHHM OKPeMHM (baKTopoM, TOMY CJ1iÅ 6paTH AO YBaru garaJ1bHHM pv13HK. AKIUO ClliBBiÅH01-L1eHHS1
KOPHCTb/PH3HK e HecnpWITJIHBHM, He CJ1iJ1npH3HaqaTH KEK (AVIB. p03ÅiJ1

Ta6JIH1151 2

(baKT0 H V13HK 03BH ATE
(baKT0

36iJ1bLL1eHH51 BiK
FlaJ1iHH51

A e iaJ1bHa rirre prey-13i51

O)KHPiHH51 (iHÅeKC Macn
nepeBH1-uye 30 Kr/M2)

Tilla

CiMeÜHVIM aHaMHe3 (apTepiaJ1bHa

TPOM60eM60J1iny KorOCb i3 poÅHHiB
a60 6aTbKiB, OC06JIUBO y BiÄHOCHO
MOJIOÅOMY Billi, Hanpmcnam
50 0KiB

MirpeHb

IH111i CTaHH, 110B
'fl3aHi i3 He6axaHUMV1

peaKui51MH 3 60KYCYÅHH

CHM11T0MH ATE

fl HMiTKa
OC06JIUBO Billi 110HaÅ 35 0KiB
)KimcaM, flKi KOPHCTYiOTbCS1 ICEK, peKOMeHmy€TbC%

YTPHMYBaTHC51 Bill naJ1iHH1. )ICiHKaM BiKOM BiÅ 35 POKiB,

RKi rraJMTH, HaceriMH0 peKOMeHÅYCTbC%
3aCTOCOB Barru iH111HiiMeTOÅ KOH auenuii.

PH3HK 3HaHHO IliABH111Y€TbC%IIPH 36iJ1b111eHHi iHme1€cy

Macn Tina.
OC06JIUBO 110Tpe6ye YBarn 3a HUIBHOCTi y >KiHOK iHL11MX

aKTO iB M3

Y pa3i HUIBHOCTi cnaÅK0B0i CXHJ1bHOCTi nepem
)KiHKaM3aCTOCYBaHH51M 6YÅb-%KMX

pelCOMeHÅYCTbC% nopeuu-rvrcq 3i cneuiaJ1icT0M.

3POCTaHH51qacTOTH BHHVIKHeHH% a60 T51)KKOCTi nepe6iry
MirpeHi nin qac 3aCTOCYBa1--1H% ICIC (MOWIUBi
nponp0MaJ1bHi P03BHTKOMCTaHH nepen
uepe6p0BacKYJ1npHnx YCKJ1aÅHeHb) MO>KYTb crraTH
11 Ht1VIHOiO HeraüHoro n VITIVIHeHHfl 11 HMO KEK.

rinepr0MouqcTeiHeMiH,Llyycpom,lii Åia6eT,

KJ1anaHiB cepll%, nepemcepmb,
mvrcninorl orreiHeMin Ta CHCrreMHHii qe BOHVIM BOBqaK.

)KiHKaM CJ1iL1nopaÅHTH y pa3i 110}1BV1 Huxqe3a3HaqeHnx CUMHTOMiB HeraüH0 3BepHYTHCA AO JliKaP51
Ta 110BiÅOMVITHTIPO Te, 1110 BOHVI 3aCTOCOBYK)Tb KEK.
CHM11TOMaMV1 uepe6p0BacKYJ1%pHoro p03J1aÅY MO)KYTb 6yrrn:

parrroBe OHiMiHHS1 06JIW-1W1, cna6KiCTb a60 OHiMiHHfl KiHUiBOK, OC06JMBO OÅHOCTOPOHH€;

parlT0Be nopY111eHH51 XOÅb6n, 3anaMopoqeHH51, BTpaTa piBHOBarn a60 Koopmmauii•,
awT0BaC11JIYTaHicTFcBiÄ0MocTi, nopY11reHHWM0BJ1eHHfl a60 P03YMiHHT,

'Yerqxeao 3
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parlT0Be noripmeHH51 30py Ha OAHe a60 06MABa 0Ka•,

pallT0BHii, CMJ1bHHü a60 rrpHBaJIHii roj10BHHü 6iJ1b 6e3 BH3HaqeH0i IIPHHHHH•,
BTpæra CBiÅOMOCTia60 30MJ1iHH51 i3 CYÅOMaMH a60 6e3 HHX.

TpaH3HTopHHii xapaKTep cvn,ff1TOMiB MO)Ke CBiÅt1HTH npo TpaH3HTOPHY i111eMiHHYæraKY (TIA).

CHM11TOMaMH iH(bapKTY Mi0Kama MO)KYTb 6yrrm:
6iJ1b, BiÅqyrr}1 CTHCY-1eHH% a60 TSI)KKOCTi y rpYÅHiiä KJ1iTui, pygi a60 HVDKHe

rpYÅHHHvr,
Binqyrrr}l, 1110 Bimae y c11HHY, l.ueneny, ropno, pyKY, IIIJIYHOK;

110CHJ1eHe 110TOBHÄiJ1eHH}1, HYAorra, 6J110BaHHS1 a60 3anaMopoqeHHT,
HaÅ3BmqaiiHa CJ1a6KiCTb, TPVIBO)KHVIM CTaH a60 3aÅHL11Ka•,

111BHÄKe a60 HeperYJ151pHe cepueöwrrq.
3JIOflKiCHi HOBOYTBOPeHH%
Pe3YJ1bTaTHmeSIKHX enineMi0J10ri1-1HnxAOCJ1imeHb BKa3YEOTb Ha Å0ÅaTK0Be IliÅBH1qeHHfl pn3HKY
p03BMTKY paycy IIIVIMKVI MaTKH 11P1,1 AOBrOTPHBUIOMY 3acTOCYBaHHiKOK (> 5 poKiB), npoTe ne
TBepnxeHHfl 3a.rmmaeTbcfl cynepeqJIHBHM, OCKiJ1bKH OCTaTOHHO He 3'SICOBaHO, HaCKiJ1bKH

pe3YJ1bTaTH AOCJ1iÅ)KeHb BPaXOBYIOTb cy11YTHi WTOPV1 PH3HKY, HallPHKJ1aÄ crraTeBY 110BeÅiHKY, Ta
iH111i (Imcropn, Hanpmcnan naniJ10MaBipycHY iH(beKuii0 JIIOÅUHH.
PaK MOJIOHHOi 30103M (3acTepexeHH% OllPHJ1iOÅHeHiLlewrpoM OLIiHICHTa ÅOCJ1iLVKem-1HJliKaPCbKHX
3ac06iB (CDER) FDA)
ETHHiJ1ecTpaÅi0J1 Ta JlpocnipeH0H npoTnr10KæaHi )KiHKaM, HKi Mal-OTb 3apa3 a60 MUIVI B MHHYJIOMY
paK MOJIOt1HOi 3aJ103H, OCKiJ1bKV1 paK MOJIOHHOi 3aJ103H MO)Ke 6YTH roPMOHU1bHO HYTJIHBHM
(LIMB. p03ÄiJ1
ElliÅeMionoriHHi AOCJ1iÅ)1CHH51 He BHABHJIH nocJ1iÅOBHoro 3B'513KYMix 3aCTOCYBaHHfM KOK Ta

PV13HKOM paKY MOJIOt1HOi 3aJ103H. ÅOCJ1iLVKeHH}1He 110Ka3YK)Tb 3B
'

513KY Mix KOJIU-He6YÅb(110T011HMM
a60 MHHYJIUM) 3aCTOCYBaHH51M KOK Ta PU3HKOM paKY MOJIOHHOi 3aJ103H. IIPOTey npoueci memcnx
AOCJ1inxeHb HeBeJIHKe riiÅBHL1.xeHH1PH3HKY paKY MOJIOHHOi 3aJ1031å cepeÅ THX, XTO

3apa3 a60 HelllOÅaBHO npmiåMaJIH (<6 MicmiB 3 MOMeHTY OCTaHHbOro 3aCTOCYBaHH%), i THX, XTO B)Ke

TIPHMMEIBKOK (AHB. P03ÄiJ1 peaKL1ii», niÅp03ÅiJ1 AaHi»).
MeTaaHaJ1i3 Ha IliÅcTaBi 54 eniÅeMi0J10rit-1Hux ÅOCJ1imxeHb BK&3ye Ha He3Hatme niÅBH111eHH%
BiÅHOCHOropH3HKY (BP = 1 ,24) P03BHTKY paKY MOJ10H1-10i 3aJ103H y xiHOK, 51Ki 3aCTOCOBYIOTbKOK.
I-lei IliABV11ueHVIMPH3HK nocTYfl0B0 3HVIKae nponroM 10 POKiBnicJIR 3aKiHqeHHH 3aCTOCYBaHH51
KOR. OCKiJ1bKU par MOJ1011HOi 3aJ103u y )KiHOK BiKOM no 40 POKiB3ycrpiqaeTbcn piÅK0, 36iJ1b111eH1-1%

KiJ1bKOCTi BurramciB miarHocTHKH paycy MOJIOHHOi 3aJ103H y xiHOK, 1110 3aCTOCOBYIOTb HHHi a60
HemomaBHO 3aCTOCOBYBaJIV1 KOK, e He3Haq1--1HM 1110ÅO piBHH 3araJ1bHoro PH3HKY paKY MOJIOHHOi

3aJ103H. Pe3YJ1bTaTHunx JlOCJ1iJVICHb He HaÅaK)Tb AOKUiB iCHYBaHH% npvrmymoro B3a€M03B'%3KY.
IliÅBU1qeHHfl pv13HKY MO)Ke 6YTH 06YMOBJ1eHeHK 6iJ1b111 paHHbOK) ÅiarHOCTHKOK) paKY MOJIOHHOi

3aJ103H y XCiHOK, 51Ki 3aCTOCOBYK)Tb KOK, TaK i 6i0J10rit1H0Æ0 KOK a60 110€ÅHaHHflM 060X
dmcropiB. BiÅMiqeH0 TeHmeHuii0, mo paK MOJIOHHOi 3aJ103H, BHABJ1eHUM y )KiHOK, IKi KOJIH-He6YÅb
111)HüMaJIH KOK, KJ1iHiHHO MeH111 BHPaxeHV1ü, Hix y THX, XTO HiKOJIV1 He npnüMaB KOK.
Y ITOOÅHHOKUX BM11axucax y )KiHOK, 3aCTOCOBYIOTb KOK, cnoctepiranucq A06p051KicHi, a Ille
piÅL11e — 3110%KiCHi rlYXJIVIHH neqiHKV1, 1110 B OKPeMVIX BH11aÅKax 11PH3BOÄVIJIH AO He6e3net1H0i ÅJ151

)KVITT51 BHYTpi111HboqepeBH0i 100Borret1i. Y pa3i BHHVIKHeHH% cKapr Ha CWIbHHiä 6iJ1b B
eniracTpaJ1bHiü AiJ151H11i, 36iJ1b111eHH% neqiHKH a60 03HaKH BHYTpi111HboqepeBH0iKPOBOTeqi
ÅH(bepeH11iMHiü miarHocTH11i CJ1iÅ BpaxoBYBarrn MO)KJIUBiCTb HUIBHOCTi IIYXJIVIHU neqiHKH

3acTOCYBaHHiKOK.
3aCTOCYBaHHnKOK y BHCOKHX Å03ax (50 MKr eTHHinecTpmi0JIY) 3Huxye PH3VIK paKY eHÅ0MeTpiK)
Ta netlHHKiB. 3UIH1na€TbCfl IliÅTBepÅHTH, ui ÅaHi MO)KYTb CTOCYBaTUCfl i HU3bKOÅ030BHX KOK.
IHLL1i CTUIH
IIporecTHH0BHM KOM110HeHT JliKapcbKoro 3ac06y Bi6iH MiHi e aHTaroHicT0M aj1bÄOCTePOHY i3
Ka-TliM36epirmot1HMH BJ1aCTUBOCTSIMU. Y 6iJ1b1110CTi BHIWIKiB 3aCTOCYBaHHfl He oyiKy€Tbc51
IliJIBV1me}-1Hq piBH51 Ka-TliK). Y npoueci RJIiHit1Hux AOCJ1iAXeHb y Aemcnx nauieHTiB i3 nerK010 Ta

110MipH0K) HHPKOBOIO HeÅOCTaTHiCTIO Ta OAHoqaCHVIM 3aCTOCYBaHH%M KUIiiä36epirai0tmx

JliKaPCbKHX3ac06iB piBeHb-raJf B cupoBaTL1ixpoBiuemo,a-lie He cyrreB0, niABHL11YBaBC*Ilim gac

Yarom,yeyo



3aCTOCYBaHHH npocnipeH0HY. TOMY peKOMeHÅY€TbC% KOHTPOJ1b piBH% KUIiK) IliÅ qac nepmoro UHKJIY
JliKYBaHHHnauieHTKaM i3 HHPKOBOK) HeÅOCTaTHiCTEO.BKagaHHM naui€HTKaM TalCO)K peKOMeHÅOBaHO
nepem 110qaTKOM 3aCTOCYBaHHH JliKapcbKoro 3ac06y YTPHMYBaTH piBeHb KUIiK) CHPOBaTKH KPOBiHe
BH111e BMH, OC06JIHBO OAHO%CHOMY 3acTOCYBaHHiKa.niü36epirmoqnx JliKaPCbKHX3ac06iB
(AHB. P03ÅiJ1 3 iH111HMH JliKaPCbKHMH3ac06aMH Ta iHL11i B3a€M0ÅiM»).
)KiHKM 3 rinepTpurJ1iuepvrmeMie10 a60 CiMeÜHHM aHaMHe30M LUOÅO Ilboro qopymem-l% CTaHOBJ151Tb

rpyny PH3HKY P03BHTKY naHKpeaTHTY npu 3acTOCYBaHHiKOK.
Xoqa HOBiÅOMJ1flJIOCHnpo He3Hat1He IliÅBViLLleHHH apTepiaJ1bHoro THCKY y 6araTbox )KiHOK, mci
IIPHMMUIH KOK, KJ1iHit1HO 3HaLIY111e rliÅBumeHH}1 apTepiaJ1bHoro THCKY cnocTepira€TbcH y
IIOOAHHOKHX Bunamcax. HeraüHe 11PH11HHeHH%IIPHMOMYKOK He06xiÅHe JIH1_Ue y I-IHX HOOÅUHOKHX
BH11aÅKax. Y pa3i TPHBaJ10i apTepiaJ1bH0i rillepTeH3ii a60 HeMO)KJIHBOCTi KOI-ITPOJ110BaTH IIOKUHHKVI
THCKY 3a nor10Mororo aHTurinepTeH3HBHHX 3ac06iB, 51Ki 11PVIMMaK)Tb KOK, CJ1iA TIPHIIVIHHTH
ix 3aCTOCYBaHH51. AKLI.IO I-xe AOUiJ1bHO, 3aCTOCYBaHHH KOK MO)KHa BiÅHOBHTH nicjlfl AOCTHeHHH
HOPMOTOHii3a AOIIOMOEOIO ay-1TurinepTeH3MBH0i Tepanii.
FIOBiAOMJIWIOC% TIPO BHHHKHeHHH a60 3arocmpeHHH 3a3HaqeHnx gaXBOPK)BaHb IliÅ qac
BariTHOCTi Ta 11PH 3acTOCYBaHHi KOK, a.J1e ix B3a€M03B'A30K i3 3aCTOCYBaHH%M
ecTporeHiB/nporecTHHiB He e OCTarroqH0 3'flCOBaHHM: )KOBTHHHLVI Ta/a60 cBep6i>K, 110B'513aHVfü i3
XOJ1eCTa30M, YTBOPeHHH )KOBHHHX KaMeHiB, nopd)ipiq, CHCTeMHVfü yepBOHHii BOBqa1<, reMOJ1iTHKO-
ypeMiLIHHM CHHÅPOM,xope% CimeHxaMa, repnec BariTHmx, BTpaTa cnyxy, 110B'H3aHa 3 OTOCKneP030M.
Y >KiHOK 3i CllaÅKOBHM aHriOHeBPOTHHHHMHa6P%KOMeK30reHHi ecTporeHH MO)KYTb iHÅYKYBaTHa60
HOCHJ110BaTM CHMEITOMH aHri0HeBPOTHHHoroHa6p51KY.
MeTa60J1i3M CTepoiAHvrx ropMOHiB MO)1€e 6YTH CJ1a6KMM y naui€HTiB i3 110PY111eHH%MH (l)YHKL1ii
neqiHKH. rocTPi a60 xpoHiHHi p03J1aAH d)YHKL1ii neqiHKM MO)KYTb 110Tpe6YBaTM TIPHIIHHeHHA
3aCTOCYBaHHH KOK, 110KH ITOKUHHKH (l)YHK11ii neqiHKH He r10BepHYTbCH B Mexi HOPMH Ta
IIPHHUHHVIM3B'A30K i3 KOK 6yne BHKmoqeHHü.

peLIHÅHBi xoneCTaTHHH0i )KOBT51HHUi rra/a60 cBep6exy, 110B'*3aHoro 3 XOJ1eCTa30M, Luo paHi1_ue

BHHHKUIVI HiA yac BariTHocTi a60 11011epeAHboro npHiiMaHH51 CTaTeBHX EOPMOHiB, 3aCTOCYBaHH%
KOK CJ1iL1TIPHIIHHHTH.
Xoqa KOK MO)KYTb BIIJIHBaTH Ha nepH(bepHHHY iHCYJ1iHOPe3HCTeHTHiCTbTa TOJ1epaHTHiCTb no
rJIYOK03H, HeMae maHHX LUOÅO 110Tpe6H 3MiHIOBaTH TepaneBTMt1HHÜ pe>KHM )KiHKaM i3 Aia6eTOM, 51Ki
11PHäMa}OTbHV13bKOA030BaHiKOK (< 0,05 ME eTMHiJ1ecTpaÅi0JIY). IIPOTe)1CiHKH, Ha
I-IYKPOBHiinia6eT, 110BHHHi peTeJ1bHO ITPOTTOM gaCTOCYBaHH51 KOK, OC06JIHBO Ha
110%TKY JliKYBaHH%.
BpmaÅKH 3arocTpeHHH erlinencii, XBOP06HKPOHaTa BHpa3KOBoroKOJIiTYTEUCO)K cnocTepira.nmc}1 IliA
yac 3aCTOCYBaHHH KOK.
IHOAi MO)IC BHHHKaTH XJ10a3Ma, OC06JIHBO y )KiHOK 3 XJIOUMOIO BariTHHX B al--1aM1--1e3i. )KiHKM,
CXHJ1bHi no BHHHKHeHHH XJIOUMH, 110BHHHi YHHKaTH Aii IIPHMHX COHAMHHX npoMeHiB a60

OllPOMiHIOBaHH%IliA yac 3aCTOCYBaHH% KOK.
IIpHFHiqeHHii HacTpiü Ta menpecifl e Å06pe BiÅOMVIMH 1106iqHHMH peaKui51MH, 51Ki MO)1CYTb

BHHHKHYTH Ha TJIi 3aCTOCYBaHH51 roPMOHaJ1bHHX KOHTpaqe11THBiB (AVIB. P03AiJ1 peaKÅii»).
Aenpeci% MO)1€e 6YTH cepM03HHM CTaHOM Ta € A06pe BiÅOMHM (baKTOPOM pH3HKY cyi1-xumaJ1bHOi

110BeÅiHKH Ta caMory6cTBa. )KiHKaM CJ1iÅ nopaÅHTH 3BepHYTvrcq no JliKapq 3MiHi HacTPOK) Ta
110%Bi CHM11TOMiB menpecii, B TOMY MHCJ1i He3a6apoM IlicJ151 noqaTKY npHü0MY.
1 aKTHBHa Ta6J1eTKa (poxeBoro KOJIbOPY) JliKaPCbKoro3ac06y MiCTVITb 62 ME JlaKT03H. 1 Ta6neT1<a

nnaue60 (6inoro KOJIbOPY) JliKapcbKoro 3ac06y MiCTHTb 89,5 Mr JlaKT03H. 3a HMBHOCTi piAKiCHnx
cnaÅKOBH,x CTaHiB HenepeHocHMocTi ranaKT03Vf, JlaKTa-3H Jlarma a60 MaJ1ba6cop6uii
rJIÆOK03H-ranaKT03M, y pa3i nepe6YBaHHH Ha 6e3J1aKT03Hiii Åi€Ti CJ1iA BPaXOBYBaTH 3a3HaqeHY
KiJ1bKiCTb .J1aKT03V1.

JIiKapcbKHM 3aci6 MiCTHTb MeH111e 23 ME HaTpi}0 Ha Ta6neTKY, T06TO npaKTHHHO BiJ1bHHü Bill
HaTpiK).

06CTe)1CeHHH

nepen rroqaTKOM a60 BiAHOBneHH51M 11pHü0MY Jlil€apcblcoro 3ac06y Bi6iH MiHi peKOMeHny€Tbc51
3i6paTH 110BHHÜ MeÅHHHHÜ aHaMHe3 (BKJ1yoqakOHH CiMeMHHM aHaMHe3), IIPOÜTH 110BHe MeÅHHHe

BariTHiCTb. He06xiÅH0 BVIMiPHTHapTepiaJ1bHHii THCK Ta HPOBecTH

3 ItaTepianaMlA,
nocbt?,



MeÅHHHe 06CTe)KeHHfl, 6epyqvI no YBaru 11POTH110Ka3aHH% (AHB. P03ÅiJ1 Ta
OC06JIHBOCTi 3aCTOCYBaHH51 (ÅHB. P03ÄiJ1«OC06JIHBOCTi CJ1iÅ 3BepHYTH YBary
)KiHKH Ha iH(bopMauiyo I-UOÅO BeH03HOro Ta apTepiaJ1bHoro TpoM603Y, y TOMY LIHCJ1i Ha pH3MK,
110B 'fl3aHViÜ i3 3aCTOCYBaHHflM JliKapcbKoro 3ac06y Bi6iH MiHi, nopiBH51H0 3 eraKVIM IIPH 3acTOCYBaHHi
iH111ux ICEK, 11.10110 CHMr1TOMiB BTE rra ATE, BiÅOMHX (baKTopiB P1d3HKY Ta Aiü, He06xiÅH0
3ÅiMCHHTHIIPH IliÅ03pi Ha TPOM603.
Flaui€HTKaM peK0MeHmy€Tbc51 YBa)KHO np0111åTaTH iHCTPYK1-1i10 Memmtmoro 3aCTOCYBaHH%
JliKapcbKoro 3ac06y Ta 110TpHMYBaTucq peK0MeHnauiü, MiCTSITbC51 B Hiä.
qacT0Ta i xapaKTep orJ151ÅiB110BHHHi rpYHTYBaermc51 Ha iCHY10qux HOPMax MemnqH0i npaKTMKH 3

ypaxyBaHHHM iHAHBiÅyaJ1bHHX OC06JIHBOCTeV1 KO)KHOi )KiHKU.
Tlaui€HTOK r10Tpi6H0 nonepeÅHTH, 1110 ropMOHaJ1bHi KOI-ITPaqe11THBH He 3axmua1-0Tb Bill 3apaxeHH%
BIJI-iHdjeK1-1ie10 (CHIÅOM) Ta 6YÅb-flKHM iHL11VIM 3aXBOPYOBaHHflM, 1110 nepena€Tbcn CTaTeBHM
111JISIXOM.

3HH>1CH1--151ed)eKTHBHOCTi
Ed)eKTHBHiCTb KOK MO)Ke 3HH)KYBaTVICb y pa3i nponycrcy IIPHMOMYaKTHBHHX Ta6J1eTOK (AHB. P03ÅiJ1
«Cnoci6 3aCTOCYBaHH% Ta Å03u»), p03J1aÅiB 111JIYHKOBO-KH111KOBOro TpaKTY (AHB. P03AiJ1
3aCTOCYBaHH% Ta IliÅ qac npHii0MY aKTHBHVIX Ta6J1eTOK a60 IIPH OAHoqaCHOMY 3acTOCYBaHHi
iH111vrx JliKaPCbKHX3ac06iB (ÅHB. P03ÅiJ1 3 iH111HMH JliKaPCbKVIMH3ac06aMH Ta iH111i
B3aeM0AiM»).
flop.Y111eHH51 LIHKJ1.y

TIPH111)HM0Mi KOK MO)KYTb cnocTepiraTHcn HeperYJ1fl1)Hi KPOBOTeqi (KPOBOMUEIHHH a60 npopHBHi
100B0Teqi), OC06JIUBO IIPOTTOM nepmux KiJ1bKOXMicmiB. AKIIIO Ilicjl% 3 MeHCTpyaJ1bHHX UHKJ1iB
TaKi KpoB0Teqi 11POÅOB)1CYIOTbC51, ix cnin BBOKaTV1 cepü03HHMH.
511<1110 HeperYJ151pHi KPOB'm-mcrri BHÅiJ1eHH51 36epiraK)Tbcq a60 3'flBJ1fliOTbC51 IlicJ1fl nepi0LIY

peryJ1flpHux rcpoB0Teq, 110Tpi6H0 p03rJ151HYTH HeroPMOHU1bHi KpoB0Teq Ta BiÅ110BiÅHi
AiarHocTHHHi 3aXOÅV1, BKJ11-oqa1-Otm 06CTexeHHA 3 BHKJ11-oqeHH% HanBHOCTi IIYXJIMH Ta
BariTHocTi. noAiarHOCTHt-1HMX3ax0AiB MO)KHa BKJ11-Ot1UTH KI-ope•rax.
Y ne51K1åX )KiHOK MO)Ke He HacTaTH KpoB0Teqa BiÅMiHHnim qac nepepBH B npHii0Mi JliKapcbKoro
3ac06y. Y pa3i rrpHM0MY KOK BiÅ110BiÅH0 BKa3iBOK p03ÄiJIY «Cnoci6 3aCTOCYBaHH51 Ta
BariTHiCTb MU10ÜM0BiPHa.FIPOTeHKIIIO npHii0M KOK BiÅ6YBaBC51HeperynqpH0 mo BiÅCYTHOCTi
rrepmoi KPOBOTeqi BiÅMiHU a60 %KIIIO KpoB0Teqi BiÅMiHHBincyTHi npoTff0M ÅBOX IIHKJ1iB, nepem
r1POÅOBxeHH51M 3aCTOCYBaHHfl KOK He06xiÅH0 BHICJII-OIIUTH BariTHiCTb.

3acmocygaHH51y nepioö gaeimuocmi a60 aoöygauunepyöD10.
BariTHicTb. JIiKapcbKuM 3aci6 npoTH110Ka3aHHÜ mo 3aCTOCYBaHHfl y nepiom BariTHocTi. Y pa3i

BHHHKHeHHH BariTHocTi IliÅ Hac 3aCTOCYBaHHH JliKapcbKoro 3ac06y Bi6iH MiHi Moro IIPHMOM
He06XiÅHOHeraüH0 IIPVIIIHHMTVI. TIPOTepe3YJ1bTaTH enineMionorim-mx AOCJ1imxeHbHe BKUYOTb Ha
IliÅBH111eHHHPH3HICY 11051BH BPOJVKeHMX BaÅ y Airreü, MaTepiHKHX rlPV1üMUIHKOK no BariTHOCTi, TaK

caM0, i Ha iCHYBaHH%TeparroreHH0iAii HeHaBMHCHOMYnpvrii0Mi KOK IIPOTHI'OM BariTHocTi.
AOCJ1iJVKeHH51Ha TBapHHax 110KæaJ111 HUIBHiCTb 1106iqymxpeaK11iü npoT511'0M BariTHocTi Ta naKTauii
(ÅHB. P03ÅiJ1 BJ1aCTMBOCTi»). Ha OCHOBi AOCJ1iÅ)KeHb Ha TBapvmax He MO)KHa
BPIKJIIOI-ICEU 1106iLIHi peaK11ii BHaCJ1iÅOK FOPMOHU1bHOiAiiAiloqux pet-IOBHH. OAHa1C 3araJ1bHHii nocBiÅ
3aCTOCYBaHH51 KOK Ilim qac BariTHOCTi He CBiÅHUTb npo icHyoqv1ü He6a)Ka1--1HM BIIJIUB y JIK)ÅVIHVI.

I-Ias1BHi ÅaHi 11.10ÅO npHü0MY JliKapcbKoro 3ac06y niz yac BariTHOCTi 3aHaÄT0 06MexeHi Toro,

11106 3P06HTHBUCHOBKH 1110Å0 HeraTHBHoro BIIJIMBY JliKapcbKoro 3ac06y Bi6iH MiHi Ha rrepe6ir
BariTHocTi, 3ÅOPOB'%11J10na Ta HOBOHapomxeHOro. Ha mal--1Miä qac HeMae >KOÅHHX BiL110BiÅ1-mx
enimeMionoritmnx xxaHHX.
IIPH BiÅHOBJ1eHHi 3aCTOCYBaHH51 JliKapcbKoro gac06y Bi6iH MiHi CJ1iÅ BpaxoBYBarru IliÅBH111eHH%
pH3HKY P03BHTKY BTE y Ilicnqnonor0B0MY nepi0Åi (AHB. p03ÅiJIH «OC06JIUBOCTi Ta

3aCTOCYBaHHH Ta

roa.YBaHH51rp.YAÅY0. KOK MO)1CYTb BIIJIHBaTH Ha roÅYBaHHfl rpymxuo, OCKiJ1bKV1 nin ix BIIJIVIBOM MOH€e

3MeH111YBaTHCb KiJ1bKiCTb rpym-loro MOJIOKa, a 'ray-CO)K 3MiHIOBaTUCb Moro CKJIEÜI. 3Baxa10qu Ha ue,
KOK He pel<0MeHmy€TbC51 11PHüMaTH B nepiom roÅYBaHH51 rpyzuo. HeBeJIHKi KiJ1bKOCTi
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KOHTpaqe11THBHVIX cTepoiAiB Ta/a60 ix MeTa60J1iTH MO)KYTb 11POHHKaTH y rpYÅHe MOJIOKO rliÅ yac

3aCTOCYBaHH51 KOK. I-li KiJ1bKOCTi MO)1CYTb BIIJIHHYTH Ha AHTHHY.
3DamHicmb gnuugamu ua tucuDKicmb pecucuii npu jcepygaHHi agmompancnopmoM a60 iHUdUJVtU

Ntexauimvtauvtu.

He IIPOBOAHJIH AOCJ1iÅ)KeHb 1110Å0 BIIJIUBY JliKapcbKoro 3ac06y Ha 3naTHiCTb KepyBaTH

aBTOTPaHCflOPTOM a60 npa11K)BaTM 3 iH111HMH MexaHi3MaMH. Y XiHOK, 11PHÜMaK)Tb KOM6iHOBaHi

opaJ1bH1 KOHTpmer1THBH, He 110BIÄOMJ151JIOCfl npo BIIJIHB Ha 3maTHiCTbKepyBaTH aBTOTpaHC110PTOM
a60 npaL110BaTH 3 iHL11HMV1 MexaHi3MaMH.

Cnoci6 3acmocygctHHfl ma D03u.

ElepopaJ1bH0.
Å03ygaHHR
KoxeH 611icTep MiCTUTb 28 Ta6J1eTOK (21 aKTHBHY Ta6J1eTKYpoxeBoro KOJIbOPY Ta 7 Ta6neTOK

nnaue60 6inoro KOJIbOPY). Ta6neTKH CJ1iÅ 11PHüMaTHperyJ1fl1)H0 11PH6JIU3HOB OÅVIH i TOü caMuÜ qac,

3ar1HBaroqu npu He06xiÅHOCTi HeBeJIHK010 KiJ1bKiCTiO piÅMHH, y nopm-ucy, 3a3HaqeH0MY Ha 6J1icTepi.
JIiKapcbKHü 3aci6 ITPHÜMa10Tb110 1 Ta6neTUi Ha Å06y IIPOTSII"OM 281(1--1% nocniJ1b (11P0TTOM nepl-uvrx

21 ÅHiB CJ1iL1 npHiiMaTH Ta6neTICV1 poxeBoro KOJIbOPY, riiCJ1f goro npoTff0M OCTaHHiX 7 ÅHiB
Ta6J1eTKU 6iJ10ro KOJIbOPY). TIpHMOM Ta6J1eTOK 3 KO)KHOi HacTym-10i ynaKOBKU CJ1iÅ p03not1HHarrn

HacTY11Horo IlicJ151 lipuü0MY OCTaHHbOi •ra6J1eTKH 3 nonepeÄHb0i ynaK0BKH.
qepe3 pi3HHiä CICJ1aÅ rra6J1eTOK He06xiÅH0 notiHHaTH 3 nepmoi rra6J1eTK}1 Bropi JliBopyq i npMMMaTM
II-IOLIH51. ÅJ151npaBHJ1bH01'O nop51ÅKY cjlillywre 3a Haup51MK0M CTPiJIOKHa 6J1icTepi.
TliDeon106Ka Do gzncopucmæmn cvtyeu muome6020 Kanenöapn-cmücepa
ÅJ151 110J1er111eHH% BiÅCT01CYBaHH51perynnp-loro npHü0MY Ta6J1eTOK B ynaK0BKY BKJ1aÅeHHM
TVI>KHeBHiä KaneHÅap-cTiKep, Ha HKOMY 1103HaqeHi 7 ÅHiB

110H.

BiBT.

IleTB.

IT *TH.
6.

Heli.

BiBT.

I-IeTB.

II' flTH.

Hem.
110H.

I-IeTB.

Hen.
FIOH.

BiBT.

hen.
II' HTH.

6.

Hem
110±1.
BiBT.

IT %TH.
6.

Hem.

11011.
BiBT.

qeTB.

Hem
110H.

BiBT.
Ce .

ileTB.

II'}ITH.

1--1eÅ.
TIOH.

BiBT.

I-IeTB.

II'ATM.
6.

CJ1iÅ BH6paTH caMOKJ1eyoqy CMPKKY KaneHnapfl, 1103HaqeHH% Ha 51Kiü 11011VIHaeTbC% 3 A1-II

KOJIM 110HHHa€TbC51 npHü0M Ta6neTOK. HanpHKJ1aÅ, 511<1110 lipuii0M npenapaTY P03110t1HHaeTbC51 B

cepemy, 110Tpi6H0 BHKOPVICTaTH caM0KJ1e10qy cMY>KKY, 110MUHa€TbC% 3 1103HaqeHH% «Cep.»

T10Tpi6H0 npmcnei•ru HaKJ1eiiKY TU>1CH51 ropH30wraJ1bH0110Bepx Hamrmcy crrirepa» TaK,

11106 nepilluiä mel-lb 6YB Han Ta6JIUt1K010 3 1103Hat-1K010 ICoxeH meHb TU)KI--ISI 6YX1e
1103HaqeHO napaJ1eJ1bH0 mo JliHii P03Ta111YBaHH51Ta6J1eTOK y 6J1icTepi. TaKHMHUHOM, MO)KHa 6at1MTH,

B 51KHä LleHb )KiHKa npuüwraeTa6J1eTKY.He06xiÅH0 npHiiMaTH rra6J1eTKH y 110CJ1iÅOBHOCTi,

3UHayeHiii Ha 6J1icTepi, 110KU He 6YÅYTbupv1iiH%Ti BCi 28 Ta6neTOK.

Kp0B0Teqa BiÅMiHU ga3Buqaii HacTae Ha 2—3-ii meHb nicJ151 noqaTKY npHü0MY Ta6J1eTOK nnaue60
6iJ10ro KOJIbOPY (OCTaHHiÜ 135111)i MO)1€e He 3aKiHt1HTHCR rroqaTKY npHü0MY Ta6neTOK 3 HacTY11H0i
ynaKOBKU.
Elicjl* 3aCTOCYBaHH51 OCTaHHbOi rra6J1eTKH 6iJ10ro KOJIbOPY CJ1iA noqaTH 3acrrocyBaHH% Ta6J1eTOK i3

HOBOi ynaKOBICV1 Ta BUKOPVICTOBYBaTV1 HacTY11HY CMY)KKY cervmmeHHOro KaneHmap51-cTiKepa,

Ha Te, 3aKiHqnnacq KPOBOTeqa BiÅMiHH, Hi. Lle 03Haqae, 140 )KiHKa p03not1He

BHKOPHCTaHH% KO>KHOi CMPKKVI TH)KHeBOro KaneHAap51 B TOii carviHii ÅeHb TVI)KI--IA i 1110 KPOBOTeqa
BiÅMiHH 6yme BiÅ6YBaTHC51B Ti caMi A1-li KO)KHOro MiC511_V1.

p03noqamu 3acmocygam-1A nücapcbKoeo 3ac06y Bi6iu Mini

FOPMOHaJ1bHiKOHTpmeTITUBHy nonepeÅHiii nepi0J1 (MVIHYJIUÜ MiC51Ub) He 3aCTOCOBYBaJIHCb.
IIpMü0M Ta6J1eTOK cniÅ P03not1HHaTH y nepmuü meHb npupom-loro 1.1HKJIY (T06TO B nepmuii Ael-lb
MeHCTpyaJ1bH0i 100B0Teqi).
• ElepexiÅ 3 KOK, BariHaJ1bHoro KiJ1b1-1S1a60 TpaHcÅepMaJ1bH0i CUCTeMU

Y3ranyek\0 3 t:
.
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ba)KaH0 TIPHMHSITVInepury Ta6J1eTKYJliKapcbKoro 3ac06y Bi6iH MiHi HacTY11Horo ÅH51 Ilicnn 111)Hü0MY

OCTaHHbOi aKTHBHOi Ta6J1eT1<H (Ta6neTKH, 1110MiCTHTb niK)qy pet10BHHY), a-Tie He Ili3Hime HacTyr1Horo
IliCJ151 nepepBH y npuiä0Mi Ta6neTOK a60 nepi0ÅY 3aCTOCYBaHHS1 Ta6J1eTOK, 1110 He MiCTflTb

roPMOHH, nonepezu-lboro KOR. Y pa3i 3aCTOCYBaHH% BariHaJ1bHoro KiJ1b1-1%a60 TPaHCÅePMaJ1bHOro
nnacTHpy CJ1iÅ p03noqaTH 111)MüMaTH JliKaPCbKMü3aci6 Bi6iH MiHi y meHb BV1naJ1eHH}1 JliKapcbKoro

3ac06y, a-ne He Ili3Hime LIH51, KOJIM He06xiJIHe HacTY11He 3aCTOCYBaHH51unx JliKaPCbKUX3ac06iB.
ElepexiA 3 MeTOJ-1Y, Luo 6uyeTbc51 Ha 3acTOCYBaHHiJIHL11e nporecToreHY

iH'eK11ii, iM11J1aHTH) a60 BHYTPiUIHbOMaTKOBOiCHCTeMH 3 nporecToreH0M
MO)KHa p03noqaTH npHMOM JliKaPCbKoro 3ac06y Bi6iH MiHi B 6YÄb-flKnü meHb nicjlfl npur1HHeHHA
3aCTOCYBaHH51 (y Bvmaxucy iM11J1aHTYa60 BHYTPi111HbOMaTKOBOiCHCTeMH — B zreHb ix

BHÅU1eHH51, y iH'€K11ii — 3aMiCTb HacTY11H0i iH'€KUÜ). ()ÅHaK y BCix Bunamcax
peKOMeHÅyeTbC51 monaTKOBO BHKOPHCTOBYBaTH 6ap'epHHü MerroÅ K0HTpauenuii 111)0Tff0M Ilepumx
7 ÅHiB JliKapcbKoro 3ac06y.

VliCJ1% a60pTY B nepi110MY 'IVHMecTpi BariTHOCTi
MO)KHa 110HMHaTH IIPHMOMJlil€apcbl€oro 3ac06y oapagy x. Y •raKOMY BHnaÅKY HeMae He06xiÅHocTi

BHKOPHCTOBYBaTH 110ÅaTK0Bi 3ac06H K0HTpauenuii.
11iCJ1fl nonoriB a60 a60pTY B npyr0MY 'ITHMecTpi

PeK0MeEIAy€Tbc51 P03110t-1HHaTH JliKapcbKoro 3ac06y Bi6iH MiHi 3 21—28-ro 111-1% TlicJ1fl

nonoriB a60 a60pTY B Åpyr0MY rrpHMecTpi BariTHOCTi. Ilpu Ili3HiL110MYnoqaTKY 11pHü0MY Ta6neTOK

7 AHiB npHM0MY Ta6J1eTOK. FIPOTe 511<1110 CTaTeBHM aKT y-xe BiÅ6YBCfl, TO nepem noqaTKOM

3aCTOCYBaHH51 JliKapcbKoro 3ac06y cniÅ BVIKJUOWITH MO)ICJIVIBY BariTHiCTb a60 noqeKarrnc51 HaCTaHH%
rrep1110iMeHcTpyauii.

)KiHOK, HKi romY10Tb rpymuo, AHB. P03ÅiJ1 y nepion BariTHocTi a60 roÅYBaHH51
rpywuo».
II(o p06umu y gunaDRY nponycKY npuüo»ty ma6nenncu
Mponyu-1eHi Ta6J1eTKH3 OCTaHHbOro puy 6J1icTepae rra6J1eTKaMH rmaue60, TOMY ix MO)KHa He 6paTH

no YBarn. OJIHaK cjlim BiLMOBHTHC% Bimix 111)HM0MY, 11106YHHKHYTH HeHaBMMCHOro TIPOÅOB)ICHHSI
lipuü0MY Ta6J1eTOK rmaue60.

HacTY11HinopaÅH CTOCYIOTbCH nume nponyruem•rx aKTHBHVIX Ta6neTOK 1—3 6J1icTepa):
3a11i3HeHH51 y npHM0Mi 6YAb-%K0iTa6neTKV1 He nepemnuye 12 rOAHH, KOHTpaqe11THBHaAil

JliKapcbKoro 3ac06y He MIU)KY€TBCSI. FIponyuxeHY Ta6J1eTKY110Tpi6H0 TIPHÜHSITHompuy, 51K TiJ1bKU
Lle 3

'

%CYBaJ10C51. HacTY11HYTa6J1eTKY3 Iliei ynaK0BKH He06xiÅH0 11PHÜMaTHy 3BH11HHü Mac.
AKIIIO 3a11i3HeHH51 3 IIPHMOMOM Ta6J1eTKU nepeBnmye 12 roAHH, Kowrpaue11THBHHii 3axHCT MO)Ke

3HH3HTHC%. Y TaKOMY pa3i MO)KHa KepYBaTvrc51 ABOMa OCHOBHHMH npaBHJ1aMu•.
1. IlepepBa y 11PHMOMiTa6J1eTOK HiKOJIH He MO)Ke CTaHOBHTH 6iJ1b111e Hix 7 ÅHiB.
2. AmeKBaTHe lipurHiqeHH51 CVICTeMH mocqra€TbC% 6e3f1epepBHHM
TIPHMOMOMrra6J1eTOK nporrnroM 7 ÅHiB.
BilW10BiÅH0 no Uboro y r10BcmqeHHOMY )KHTTi CJ1iJ1 KepYBærvrc51
peKOMeHmauiHMH.•

I-ü muoæöeHb
CJ1iA npHiiH%TH OCTaHH1-O nponymeHY rra6J1eTKYRKOMora 111BHÅ1.ue, HaBiTb IKI-UO ÅOBeÅeTbC%
111)HiiHATH ÅBi Ta6J1eTKU OÅHoqaCHO. IlicJ1% Ilboro 11POÄOB)KYiOTb npHiiMaTH rra6J1eTKH y 3BV1t1HHÜ

yac. KpiM Toro, npoTT0M HacTyr1HHX 7 ÅHiB 110Tpi6H0 BHKOPHCTOBYBaTV1 6ap'epHMii MeTOÅ
K0HTpaue11L1ii, Hanpv1KJ1aÅ npe3epBaTHB. 51KLL10y nonepeÅHi 7 ÅHiB BiÅ6YBC51CTaTeBV1ä aKT, CJ1iÅ
Bpax0BYBa-ru MO)KJIHBiCTb HaCTaHHfl BariTHocTi. I-IHM 6iJ1b111e Ta6J1eTOK np011Y1-ueH0 i HHM 6JIU)Kqe

nepepBa y npnii0Mi JliKapcbKoro 3ac06y, THM 6iJ1bL11HÜ PM3HK BariTHocTi.
2-ü muoæöeub

CJ1iÅ npniåHflTH OCTaHH1-O nponyrueHY Ta6J1eTKY51KOMora 111BHÅL11e, HK TiJ1bKV1 >KiHKa 3raÅae npo
uponycK, HaBiTb 511<1110 ÅOBeneTbC51 ÅBi rra6J1eTKHOÅHOqaCHO. Tlicjl% Uboro npoÅOB)KY10Tb
npHüMaTH Ta6J1eTK1å y 3BMt1HV1ii qac. 3a YMOBH npaBHJ1bHoro npnü0MY Ta6neTOK npoTff0M 7 AHiB
nepeJ1 nponycKOM HeMae He06xi11HocTi BHKOPHCTOBYBCI'VI monaTKOBi npoTugar1J1iJIHi gac06u. Omnarc
IIPH nponycKY 6iJ1bL11e Hinc 0ÅHiei Ta6J1eTKU peK0MeHny€Tbc51 momaTKOBO BHKOPHCTOBYBaTH
6ap'epHHiå MeTOJ1 K0HTpauenuii npoT511"0M TÅHiB.
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3-ü mu01cöeHb
PP13HK 3HHxeHHS1 HaniiiHocTi 3pocTae Ha6JIH)1CHHi 7-neHH0i nepepBH y 11pHii0Mi Ta6J1eTOK.
OÅHaK AOTPHMaHHiHH)Kqe3UHaqeH0i CXeMH npHM0MY rra6neTOK MOXHa YHHKHYTH 3HVDKeHH%

KOHTpaner1THBHOro 3axucrry. 511<1110Å0TpHMY'Barrvrc51 OLIHoro 3 HVI)1cqeHaBeneHHX BapiaHTiB, TO He
BUHHKHe He06xiÅHOCTi BUKOPHCTEIHHA ÅonaTKOBVIX KOHTpaneTITHBHHX 3ac06iB 3a YMOBVI

npaBHJ1bHoronpHPi0MY Ta6J1eTOK IIPOTTOM 7 AHiB nponycKY. AKIIIO ue He TaK, peKOMeHÅY€TbC%
AOTPHMYBaTHC51 nepmoro 3 HH>KHeHaBeÅeHVIX BapiaHTiB i BHKOPHCTOBYBaTV1 A0J&TK0Bi gacrrepe)KHi
MeTOÅH IIPOTTOM HacTY11HHX 7 ÅHiB.
1. CJ1iÅ IIPHÜHHTVIOCTaHHIO np011Y111eHY Ta6J1eTKY51KOMora 111BHA111e,AK TiJ1bKV1 >KiHKa 3ranae
npo liponycK, HaBiTb 511<1.110 ÅOBeÅeTbC51 11PHüH51TV1JIBi Ta6neTKH OAHoqaCHO. ElicJ1fl I-Iboro

11PHüMarrn rra6neTKM y 3BHt1HHü Mac, 110KH He 3aKiHqaTbCA aKTHBHi Ta6J1eTKH. 7
Ta6J1eTOK 3 OCTaHHbOro (Ta6J1eTKV1 nnaue60) He06xiÅH0 BVIKHHYTU. Ta6J1eTKV1 3 HacTY11H0i
ynaKOBKM CJ1iÅ nogaTH 11pHMMaTH 0Åpa3Y. ManoiäM0BipH0, 1110 y )KiHKH 1101-1HeTbCÆ KpoB0Teqa
BiÄMiHH LIO 3aKiHqeH1-151 npnü0MY Ta6J1eTOK 3 mpyroi ynaKOBKH, xoqa HiA yac npnii0MY Ta6neTOK
MO)Ke cnocTepira•rncn KPOBOMæaHHA a60 npopHBHa KpoB0Teqa.

MO)KHa TEIKO>K TIPHIIVIHHTH IIPHMOMaKTMBHHX Ta6neTOK 3 110TOHH0i ynaKOBKM. B TaKOMYpa3i2.

cniÅ 111)HüMaTH rra6neTKH 11J1aue60 3 OCTaHHbOro pnmy npo-rxroM 7 AHiB, ÅHi nponycrcy
Ta6J1eTOK•, npHü0M Ta6J1eTOK CJ1iJ1noqaTH 3 HacTY11H0iynaKOBKH.

AKII(O IliCJ151 nponyc1<Y B lipuM0Mi Ta6J1eTOK BiÅCYTH%KpoB0Teqa BiÅMiHU npoTff0M nepmoi 11J1aHOBOi

nepepBH B npHM0Mi Jlil€apcbl€oro 3ac06y, TO ÜMOBiPHaBariTHiCTb.
PeK0NteHDauiiy pa3i p03naöi6 3 60K)' UUIYUR060-RUZUR060ZO mpaRmy

MO)KJIHBe HellOBHe BCMOKTYBaHH% Jlil€apcbl€oro 3ac06y, y TaKOMY pa3i cnim BHKOPHCTOBYBaTH
AOAaTKOBi 3ac06H K0HTpauenuii. 511<1110 6JIK)BaHHq p03noqanocn ynp0Å0B)K 3—4 roÅHH niCJ151

upv1fi0MY JliKapcbKoro 3ac06y, *KHaÜ111BHÅ111e He06xiÅH0 npHiiHATH HOB)' (3aMiCHY) Ta6J1eTKY.
HacTY11HYTa6J1eTKY, HICLUO MO)KJIHBO, CJ1iÅTIPHiiH51THIIPOTTOM 12 roxvn-l y paMKax pemmy 3BHHHOro
npHii0MY rra6J1eTKV1. AKIIIO MHHYJIO 6iJ1b111e 12 rollHH, IIPHMH%THOK)e peK0MeHÅa11in, HaBeneHa BVII_qe

y p03ÄiJ1i 3aCTOCYBaHH51 Ta Å03ø», nimr1YHKT p06HT1,1 y BH11amcy nponycrcy rrpuM0MY
AKIIIO )KiHKa He xoqe 3MiHÆOBaTH CBiü rpad)iK 3aCTOCYBa1-1H% Ta6J1eTOK, iM He06xiÅHO

rlPHÜH51THÅ0ÅaTK0BY(i) rra6J1eTKY(H) 3 HacTY11H0iynaKOBKH.
HR 6iDmepMiHygamu nacmauun Kpogomeqi 6iDMiuu
11-106gaTpHMa'1'H rpoB0Teqy BiÅMiHH, CJ1iÅIIPOÅOB)KYBEITH lipuMMarru rra6J1eTKY1 niKapcbKoro 3ac06y
Bi6iH MiHi 3 HOBOi ynaKOBKH i He npHiiMaTH Ta6J1eTKH nnaue60 3 110Tot1H0iynaKOBKH. 3a 6axaHH%M
TepMiH npHii0MY MO'?KHa npoÅ0B)KHTH ax no 3aKiHqeHH51 rra6neTOK i3 npyroi ynaKOBKH. IIPH 1_1bOMY

MOXYTb cnocmepirarrncsl npopv1BHa KPOBOTeqa a60 KPOBOMuaHHS1. 3a3Buqaü 3aCTOCYBaHH51
JlirapcbKoro 3ac06y Bi6iH MiHi BiÅHOBJ11-010Tb Ilicjlfl

3aCTOCYBaHHfl rra6neTOK rrnaue60.
11106 3MiCTHTV1 yac HaCTaHH% KpoB0TeqiBiÄMiHM Ha iH111HiiJleHb peKOMeHÅY€TbC1 CKOPOTHTH
(buy lipuii0MY Ta6J1eTOK 11J1aqe60 Ha CTiJ1bKH AHiB, Ha CKiJ1bKH 6a)1€aH0. CJ1iÅ 3UHaquTH, 1.110

KOPOTIIIOIO 6Y11e nepepBa, THM qacTi111e cnocTepira€Tbcn BiÅCYTHiCTbKpoB0Teqi BiÄMiHVI •ra
npopHBHa KPOBOTeqa a60 KPOBOMæaHH51 IIPOTTOM npHM0MY Ta6J1eTOK 3 npyroi ynaK0BKH (HK i y
pa3i 3aTpv1MKH HaCTaHH51 100B0Teqi BiAMiHU).
UoÖamK06a iHØopmauin 14000 oc06nugux epyn nauicW120K
Ilaui€htnncu JlimHb020 6iKY. Elpenaparr He npH3Haqa10TbniCJ1% HacrraHH% MeHonaY'3H.
Ilaui€wmcu 3 neqiHR06010 ueDocmamHicrmo. ElpenapaT Bi6iH MiHi npoTH110KæaHHü

BJ1aCTHBOCTi» rra
Ilauicunncu 3 HUPR06010 neöocmamuicmjo. IlpenaparrBi6iH MiHi npoTM110KæaHHM ÅJ1513aCTOCYBaHHfl
)KiHKaM i3 TSI)KKOIO HUPKOBOK) HeÅOCTaTHiCTiO a60 rocTp010 HHPKOBOK) HeÅOCTaTHiCTiO(AMB.

p03ÄiJ1}1 BJ1aCTHBOCTi» Ta

Åimu.
IIpenapaT Bi6iH MiHi 110KæaHMiä 3aCTOCYBaHH51 TiJ1bKH IlicJ151 HacTaHH% MeHapxe.

ITepeå03 gau
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Ha Cbor0ÅHi HeMae )KOÅHHX naHHX KJ1iHiHHHX 1110110 nepen03YBaHH51 Ta6neTOK
JliKapcbKoro 3ac06y Bi6iH MiHi. 51K CBiÅYVITb 3araJ1bHHü nocBiÅ 3aCTOCYBaHH% KOK,
nepeÅ03YBaHHi MO)Ke cnocTepiraTHc51 1-lymorra, 6J11•OBaHH51Ta KP0B0Teqa BiÄMiHH. KpoB0Teqa BiÅMiHH
MO)Ke cnocTepiraTucn y IliBqa-r HaBiTb AO HaCTaHHS1MeHapxe y BHIWII<Y' HeHaBMHCHorO/BnnaÅKOBOro

3acrrocYBaHH51 JliKapcbKoro 3ac06y. CneL1iaJ1bHoro aHTHÅ0TY He iCHye, JliKYBa1-1H}1110BHHHO 6YTV1
CVIM11TOMaTV1t1HHM.

Iloöiqni pearcqii.
ILIOÅO cepM03HHX 1106iHHHX peaKL1iü y nani€HTOK, 3aCTOCOBYK)Tb KOK, AVIB. TaKO)K p03ÅiJ1
«OC06JIHBOCTi I-Imrcqe3a3HaqeHi 1106it1Hi peaK11ii cnocTepiraJ1uc51 nim qac

3aCTOCYBaHHA JliKapcbKoro 3ac06y Bi6iH MiHi (AHB. Ta6JIV11UO3).
Ta6JIHIX}1 3

1106iHHi eaKL1ii, Luo criocTe iranuc51 nin qac 3aCTOC Bam-151 JliKa CbKOro 3ac06 Bi6iH MiHi

CHCTeMU
opraHiB

IHd)eK11ii Ta
iHBa3ii
3 60KY iMYHHOi
CHCTeMV1

3 60KY 06MiHY
et10BHH

Elcuxi11Hi
IlopY111eHH51

3 60KYHepBOB0i
CHCTeMH
3 60KY opraHiB
c

3 60KY opraHiB
30
3 60KYcepueB0i
CVICRMU
3 60KY

1106iHHi earcuii 3a qacT0T0i0
tlacTi

(2 1/100 Ta

< 1/10

EM01-1iüHa
na6iJ1bHiCTb

FOJIOBHHÜ 6iJ1b

billb y XCHBOTi

HeqacTi
(2 1/1000 Ta

< 1/100
ICaHÅv1Å03,
11 re nec
AnepriHHi peaKL1ii

FliÅBnmeHH51

Åenpeci51,
HePB03HiCTb,

03J1aÅH C

IlapacTe3iH,

Be Turo

BigyaJ1bHi

no meHHR
EKCTpaCHCTOJ1iH,
TaxiKa Ain
JIereHeBa eM60J1i51,

apTepiaJ1bHa
rinepTeH3in,
apTepiaJ1bHa

ri110TeH3in,
MirpeHb, BapHK03
BeH
(bapvmriT

HYÅ0Ta,
6J110BaHH51, racTpo-

VIOOÅVIHOKi qacTOTa HeBiÅOMa
(21/10000 Ta

< 1/1000

ACTMa

FinoaKY3i51

BeH03Ha
•rp0M60eM60J1i51,
apTepiaJ1bHa

TPOM60eM60J1i%

3arocTpeHH51
CHMr1TOMiB

cnaÅK0Boro
Ha6YToro

Ta

aHri0HeBp0THHHoro
Ha6

3

muxaJ1bH0i
CHCTeMH

3

IIIJIYHKOBO-

KHLLIKOBOro

60KY

60KY

eHTePHT,
3a110

Aiapen,

HKOBO-
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3 60KY 111KiPHTa
IliÅ111KipH0i
KJ1iTKOBHHH

3 60KYM'5130BOi

CHCTeMH

AKHe

BOJ110HicTb
MOJIOHHHX
3aJ103,

Harpy6aHH}1
MOJIOt1HHX
gaJ103,

HYTJIUBiCTb
MOJIOHHHX
3aJ103,
MeHCTpyaJ1bHi

P03J1aÅH, Mix-
MeHCTPYU1bHi
KPOBOTeqi

36iJ1bmeHH51

Macn Tina

KM111KOBi
110 IlleHHS1
AHri0HeBp0THHHHiå
Ha6P51K, anoneuin,
el<3eMa,

BUCHII,
111Kipu,

cBep6i)K,
cyxicTb

ce60pen,

3 60KY

111Ki Hi no 111eHH51

BiJ1b y mvfi, 6iJ1b y
KiHUiBKax, M' 5130Bi
C AOMH
LIHCTHT

HOBOYTBope1-1H51

MOJIOHHHX 3aJ103,
d)i6P03H0-KiCT03Ha
MacTonaTin,
ra-naKTope51, KiCTa

netlHHKa,
IIPHIUIHBVI,
MeHCTpyaJ1bHi

nopY111eHH%,
aMeHope51,
MeHopari51,
BariHaJ1bHHii

1<aHÅHÅ03, BariHiT,

BY3JIYBaTa
epmeMa,
MYJ1bTV1d)OPMHa

epwreMa

BHAiJ1eHH51 3
MOJIOHHHX
3aJ103

ceqOBHÅiJ1bHOi
CHCTeMH
3 60KY
penpoÅYKTHBH0i
CHCTeMHTa

MOJIOHHHX 3aJ103

3araJ1bHi

p03J1aÅH

ÅOCJ1iÅ)KeHH51

BHÅiJ1eHHfl 3i
CTa-reBux opraHiB,

BYJ1bBO-BariHaJ1bHi
nopY111eHH51,
BariHaJ1bHa
cyxiCTb, 6iJ1b y
ÅiJ151H11i MaJ10ro
rra3a, CYMHiBHHÜ
Ma30K
IlanaHiK0J1ay,

Jli6iÅ0
Ha6p51K, acTeHin,
6iJ1b, IliÅBH11xeHe
Bimqyrrrn cnparn,
IliÅBHL1.xeHe
110TOBHÅiJ1eHE1q

3MeH111eHHA Macn
TiJ1a

011HC 0KpeMHX 1106iHHHX peaK11iii
Y xiHOK, 51Ki npHiäMaJIH KI"K, cnocTepiraBc51 IliÅBH1_qeHVIÜ PH3HK P03BHTKY BeH03HHX a60
apTepiaJ1bHnx TPOM60THHHHX/TPOM60eM60J1iHHHX HBHIU, y T0MY qncni iH(bapKTY Mi0Kapma,
iHCYJ1bTY, TpaH3HTOPHHX imeMit1Hnx aTaK (TIA), BeH03HOro TPOM603YTa TEJIA, 51Ki ÅeTaJ1bHime
ormcaHi y p03ÅiJ1i 3aCTOCYBaHHq».
I-Inxqe3a3HaqeHi cepü03Hi n06iHHi peaKIXii cnocTepiranuca y XiHOK, ZKi 3aCTOCOBYBaJIH KOK, 1.110

'raKO)1C 6YJIMormcaHi y p03ÄiJ1i «OC06JMBOCTi 3acTocYBa1--1Hn:
e BeH03Hi TPOM60eM60J1it1Hip03J1amw,
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apTepiaJ1bHiTPOM60eM60J1iHHip03J1mw,
apTepiaJ1bHa rinepTeH3iff,
IIYXJIHHH neqiHKW,

P03BHTOK a60 3arocTpeHH51 3aXBOPK)BaHb, 3B'BOK 51KHX i3 TIPHii0MOMKOK He 3'xcoBaHHii

OCTaTOHHO: xBop06a KPOHa, Hecne11H(biHHHü BHPUKOBHM KOJIiT, eninenci%, Mi0Ma MaTKH,
nopd)ipiH, CHCTeMHViM yepBOHuü BOBqaK, repnec BariTHux, xopeq CineHxaMa, reMOJ1iTHKO-
ypeMit1HHü CHHAPOM, xoneCTaTHHHa HCOBTAHHLI%;
XJ10a3Ma;

rocTPi a60 xpoHiHHi p03J1aÅH (l)YHKL1ii neqiHKH, 1110 MOXYTb 110Tpe6YBaTH 11PH11HHeHH51
3aCTOCYBaHH51KOK, AOKH IIOKUHHKH (l)YHK11ii neqiHKH He r10BepHYTbcqAO HOPMW,

y HCiHOK 3i cnaAK0B0K) CXUJ1bHiCTIO AO aHri0HeBPOTHt1HoroHa6pmcy eK30reHHi ecTporeHH
MO)KYTb BHKJIH1-caTH a60 110CHJ110BaTH CHMIITOMH aHri0HeBp0TH11HoroHa6pflKY.

1106iH1-1i peaKL1ii, Luo cnocTepiraJ1nc51 y naui€HT0K, 51Ki 3aCTOCOBYBaJIH KOK: eM0L1iiäHana6iJ1bHiCTb,
nenpecisr, BTpaTaJli6iÅo; BeH03Hi Ta apTepiaJ1bHiTPOM60eM60J1iLIHiSIBH111a, 1110 BKJ11-oqaK)Tb

rJIH60KHX Bel--1, TPOM603Ta eM60J1i}0 nereHeBHX CYAHH, Mi0Kapna, iHCYJ1bT
(y T. A. reMopariHHHii, i111eMit1HHii iHCYJ1bT, TIA); epHTeMa.
IHL11i 1106iqHi pearcuii, 1110 110B'H3aHi 3 rpyno}o KOM6iHOBaHHX OPU1bHHX KOHTpaqe11THBiB, TaKO)K

3UHaqeHi y p03ÅiJ1ax rra «OC06JIHBOCTi (y T. H. BTpaTa cnyxy,
110B'*3aHa 3 OTOCKJ1eP030M, rinepTpWJ1iuepumeMi51Ta IliÅBvmxeHHü PV13HK P03BHTKY nay-IKpeaTHTY,
YTBopeHH51 )KOBLIHHX KaMeHiB, 3MiHH TOJ1epaHTHOCTi no rJIK)K03M a60 BIIJIHB Ha nepH(bepHHHY'
pe3HCTeHTHiCTb no iHcYJ1iHY, )KOBTHHHUH Ta/a60 cBep6i)K, 110B'A3aHHii i3 XOJ1eCTUOM, peaK1_1ii
rinepHYTJIHBocTi, BKJnoqmOt-1H BHCHII, KPOIIHB'RHKY).
qacT0Ta ÅiarHOCTYBaHHflpaKY MOJIOHHOi 3aJ103H memo IliÅBH111Y€TbC%cepen xiHOK, HKi

3aCTOCOBYOTb KOK. OCKiJ1bKH payc MOJIOHHOi 3aJ103H y )KiHOK BiKOM no 40 POKiB3ycTpiqaeTbcn
pimco, 36iJ1bmeHH51 KiJ1bKOCTi BHIWUCiB miarHOCTYBaHH}1paKY MOJIOHHOi 3CT103H y XiHOK, HKi

3aCTOCOBYIOTb HHHi a60 HenxonaBHO 3aCTOCOBYBaJIH KOK, € He3Hat1HHM I-UOÅO piBH% 3araJ1bHoro
pH3HKY paKY MOJIOHHOi gaJ103H. B3a€M03B'%30K i3 3aCTOCYBaHHAM KOK HeBiÄOMHii.AVIBHCb
p03ÅiJIH Ta «OC06JIUBOCTi
B3acuoDii
IlpopHBHi Kp0BOTeqi Ta/a60 3HH>1CHHH K0HTpaue11THBH0iAii MO)Ke BVIHHKHYTH BHaCJ1iÅOKB3aeM0Aii
iH111HX Jlircapcbl€nx 3ac06iB (iHAYKTOPiB (bePMeHTiB) 3 OPU1bHHMH KOI-ITPaqe11THBaMH (ÅHB. P03AiJ1

3 iH111UMH JliKaPCbKVIMH3ac06aMu Ta iH111i B3a€M0Åiä»).

Tlicupeccmpauiüui ()aHi (3acTepexeHH* OflPHJIK)ÅHeHi I-leHTpoM OLIiHKH Ta AOCJ1iÅ)KeHHR

JliKaPCbKUX3ac06iB (CDER) FDA)
I-IPHnpoBezteHHi II'HTH AOCJ1iA)1CHb, y npoueci 51KHX nopiBHK)BaJIHPH3HK paKY MOJIOHHOi 3U103HMix
110CTiÜHHMH KOPHCTYBaqaMH (110TOHHHM a60 MHHYJIHM BHKOPHCTaHH%M) KOK i HiKOJIH He
KOPHCTYBaqaMH KOK, He 110BiÅOMJ1%JIOCRnpo BiACYTHiCTb3B'A3KYMix 6YAb-RKUM3aCTOCYBaHHHM
KOK i PVBHKOM paKY MOJIOHHOi 3U103H, UbOMY OUiHKH ed)eKTY KOJIHBaJIHC% B Mexax , 12.
Y TPbOX AOCJ1iJtxeHHSIX nopiBHÆ0BaJIH PH3HK BHHHKHeHH}1 paKY MOJIOt1HOi 3U103H Mix HCiHKaMH,
Ha ÅaHHü yac 3aCTOCOBYK)Tb a60 3aCTOCOBYBaJIH HelllOÅaBHO KOK (<6 MicmiB 3 MOMeHTY
OCTaHHbOro 3aCTOCYBaHHH), i THMH, XTO HiKOJIV1 ix He 3aCTOCOBYBaB. B OAHOMY 3 LIHX AOCJ1imxeHb
110BiAOMJ1flJIOC51npo BiÅCYTHiCTb3B'S13KYMix PH3HKOM BVIHHKHeHHA parcy MOJIOt1HOi 3aJ103H Ta

3aCTOCYBaHHflM KOK. ÅBa iH111HX AOCJ1iÅ)KeHH51 BV1flBHJIU IliJIBH1ueHHä BiÅHOCHHü PH3HK 1,19—1,33
11PH 110TOt1HOMY a60 HelllOAaBHbOMY 3acTOCYBaHHi.Y npoueci 060X 1.1HX AOCJ1iÅ)KeHb BHABVIJIH

IliÅBH11-xeHHÜPH3HK BHHVIKHeHHS1 paKY MOJIOt1HOi 3aJ103H npu TPHBUIOMY 3acTocyBaHHi 3 BiÅHOCHHMH
PH3VIKaMH Bill 1,03 MeH111 Hix OAHOMY poui 3aCTOCYBaHH% KOK AO npH6JIH3H0 1,4 TIPH 6iJ1bL11

Hix 8—10 poKax 3aCTOCYBaHH51 KOK.
1106iöo,vtnennnnpo niÖ03P06anin06i%Hi pecucuii
110BiÅOMneHHS1 npo 1106it1Hi pearuii IliCJ1fl peecTpa11ii JliKapcbKoro 3ac06y Mae BOKJIHBe 3HaqeHHA.

Lle Åae 3Mory IIPOBOAHTH MOHiTOPHHrCiliBBiÅH0111eHHHKOPHCTb/PH3HK 3acTocyBaHHi Uboro
JliKapcbKoro 3ac06y. MellHHHHM Ta (baPMmeBTHt1HHM npauiBHHKaM, a 'raKO)K nagieHTaM a60 ix
3aKOHHVIM npeÅcrraBHVIKaM cniÅ 110BiAOMJ1}1THnpo yci BHnaAKH IliÅ03PK)BaHHX 1106iLIHux peaKuii Ta
BiÅCYTHOCTied)eKTHBHOCTi niycapcbKoro 3ac06y qepe3 ABTOMaTH30BaHY CHCTeMY 3
(bapMaK0HarJIAÅY 3a TIOCHJ1aHHSIM: hups://aisf.dec.gov.ua.
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Tep»tin npuDamnocmi.
3 POKH.

YMOBH 36epiraHHq.
36epiraTH IIPH TervmepaTypi He BH11Le 30 oc. 36epiræru y HenocTyr1HOMY AJISI ÅirreÄ Micui.

YnaKOBKa.
Elo 28 Ta6J1eTOK y 6J1icTepi (21 aKTVIBHa rra6neTKa poxeBoro KOJIbOPYTa 7 Ta6J1eTOK nnaue60 6inoro
KOJIbOPY
110 1 6J1icTepy B KapTOHHiiä Kop06ui 3 TH)KHeBVIM Ka-neHmapeM-cTiKepoM.

KaTeropiqBinnycr«y.
3a peuer1T0M.

Bnp06HHK.
JIa60paTopioc JIeoH (bapMa C.A., IcnaHi%/

Laboratorios Leon Farma S.A., Spain.

Micqe3Hax0AmeHHf1 BHP06HVIKa •ra anpeca Micuq npoBammeHHH iioro AiW1bHOCTi.
Kame Jla Ba-TIJ1iHa c/H, FIOJ1ir0H0 IHAacTpiaJ1 HaBaTenxepa, BimaKiJ1aM6pe, 24193, IcnaHi%/
Calle La Vallina s/n, Poligono Industrial Navatejera, Villaquilambre, 24193, Spain.

I(aTa OCTaHHbOro neperJ1flAY.
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