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IHCTPYKIIISL
JJIS1 MEIUYHOT0 32CTOCYBAHHS JIIKAPCHKOI0 3aC00y

JAPOCIII®EM® 20

Cknao:

0itoui peuosuHy. ETHHIIECTPAIIO0IN, JPOCITIPEHOH;

1 akTHBHA Ta0JIeTKA POKEBOTO KOIbOPY MIicTUTh 0,02 Mr eTHHIIECTpaaiony Ta 3 MT IPOCHiPEHOHY;
1 TabneTka niane6o GII0ro KOJIbOpY HE MICTUTh AKTUBHUX PEUOBHH;

O0ONOMIJICHT pEeYOBUHU.

1 akTWBHA TabIeTKa MICTUTH JIAKTO3W MOHOTIPAT, KPOXMaidbh KyKYPYI3SHHH, MajJbTOJCKCTPHH,
marHito creapar, Opadry 10A240000 posxeBuii (rimpomenosa, Tanbk, TUTany giokcun (E 171),
nosmicopo6ar 80, 3amiza okcun yepBonuii (E 172));

1 tabneTka muanebo MICTUTh JIAKTO3M MOHOTIJIPAT, KPOXMajb KYKYPYA3SHHM, MalbTOJIEKCTPUH,
Mar”iro creapar, Oula CyMiml Jyisl IUTIBKOBOTO MOKPHUTTS (TIIPOMENIO3a, JaKTO3W MOHOTIIparT,
tutany niokeun (E 171), makporon 4000, HaTpiro LUTpaT)).

Jlikapcbka ¢gopma. TabiieTku, BKPUTI IITIBKOBOIO 0O0JIOHKOIO.

OcHO8HI Pi3uKO-XIMIUHI 61ACMUBOCTI:

aKTHBHI TaOJETKHU: KpYIJli TaOJNETKH, BKPUTI IUIIBKOBOIO OOOJIOHKOIO POKEBOr0 KOJIbOpy 0e3
ne(eKTiB MOKPUTTS;

TabaeTky mianeo: Kpyrii TabaeTku 3 ABOOIYHUM THCHEHHSM Yy BUIJIA/I OBaly, BKPUTI IUTIBKOBOIO
000JI0HKOI0 01J10T0 KOJIbOpY 0€3 1e(heKTIB MOKPUTTSL.

dapmakoTepaneBTH4YHA rpyna. ['OpMOHU CTaTeBUX 3aJ103 Ta Ipenapary, Kl 3aCTOCOBYIOTh IPU
naToJorii ctareBoi chepu. ['opMoHaIbHI KOHTPAIENTUBH JIJIsi CACTEMHOT'O 3aCTOCYBaHHSI.

[Iporecrarenu Ta ectporenu, gikcoBani komOiHaIlii. JIpocnipeHOH Ta eTHHIIECTPAIioI.
Kog ATX GO3A Al2.

Dapmakonoziuni ea1acmueocmi.

Dapmaroounamixa.

Innexc Ilepnst koHTpalenTuBHUX HeBrau 1 npenapaty: 0,41 (BepxHili nBocTopoHHIH 95 %
noBipumii iHTepBai ([I): 0,85).

3aranpauii iHAeKC [lepns (KOHTpaleNTHBHI HeBIadl + MOMIIIKH 3 OOKY MAIli€HTOK) ISl penapary:
0,80 (BepxHiit ABocTOpoHHIM 95 % nosipuunit inTepsan (I): 1,30).

JIpocmipem® 20 — KOMOIHOBaHWN OpaJbHHUI KOHTPALENTUB, IO MICTHTh ETHHIIECTpamion i
JIPOCIIPEHOH. Y TEpaneBTUYHUX J03aX JAPOCHIPEHOH TPOSBIISIE AHTHAHAPOTEHHI 1 TOMIpHI
AHTUMIHEPAJIOKOPTUKOITHI BiacTUBOCTI. BiH He Mae ecTpOreHHoi, TIIIOKOKOPTHKOITHOI Ta



AHTUTIIIOKOKOPTHKOTAHOI aKTUBHOCTI. OTXe, IPOCTIPEHOH Ma€ CXOXUM (papMaKoIoTiaHui mpodiib
3 IPUPOJHUM MTPOTECTEPOHOM.

[Tporu3arutigHa nist mpenapaTy 0a3yeTbCs Ha B3a€EMOJIIi PI3HUX YMHHUKIB, HAWBAKIIUBIIIUMH CEpE
SKHUX € IPUTHIYSHHS OBYJIALIT 1 3MiHa IIepBIKaJIbHOI CEKpeLii.

3riflHO 3 JAaHUMH KJIHIYHUX JOCHIDKEHb TOMIpHI aHTHUMIHEPATIOKOPTHKOIAHI BJIIACTHBOCTI
BractuocTi Jpocmipem”® 20 9UHATH MOMIPHY aHTUMiHEPATOKOPTHKOIIHY 0.

VY Xoal TPUIMKIIYHOTO KIIHIYHOTO JOCTIIKCHHsSI NMPUTHIYCHHS OBYJISAIT MOPIBHSAHHS KOMOIHAI1
npocmipeHoH 3 mr/eruninectpanaion 0,02 mr npu 24-neHHomy Ta 21-1eHHOMY pexuMi 24-1eHHUHA
PEXKUM acCOIlIIOBABCSA 3 OLIBIIOI CyNpeci€ro po3BUTKY (oiikysiB. Ilicias HaBMHCHUX TOMHIIOK Y
JO3YBaHHI TPOTATOM TPETHOTO IMKIY Tepamii y MepeBaXKHOi OUIBIIOCTI XKiHOK 13 21-7meHum
PEKUMOM CIIOCTEpiranacs akTUBHICTh S€YHUKIB, BKIFOUYAIOUYH OBYJISIIIIO TIOPIBHIHO 3 )KIHKaMu 3 24-
JEHUM pPEXHMOM. AKTHBHICTh S€UHHUKIB TOBEpTanacs 10 pPiBHIB, 10 Oyau 1O TMOYATKY Teparii
MPOTATOM LUKy micis Tepanii y 91,8 % kiHOK 13 24-A€HHUM PEKUMOM.

Dapmaxokinemuxa.

[pocnipenon

BemokryBanus. Ilpu mepopanbHOMy TpuiOMi  JAPOCHIPEHOH INBHAKO 1 MaikKe MOBHICTIO
BCMOKTY€ThCS. MakcUMallbHa KOHIIEHTpAIlisl Y CHpOBaTil KpoBI — 38 HI/MJI — J0CSTA€ThCA
npubiu3HO Yepe3 1-2 ronuHu micias 0HOpPa30BOro npuiomy. biogocTynHicTh cTaHOBUTH 76-85 %.

OpnHouacHe BXXKMBaHHS 1K1 HE BIUTUBAE HA O10/IOCTYIMHICTh APOCIIPEHOHY.

Posnogin. ITicast nepopanbHOro mpuioMy CHpOBAaTKOBAa KOHLIEHTPAILSl APOCIIPEHOHY 3HIXKYETHCS 3
KIHIIEBUM TIEPIOJIOM HAIMMBBHUBEACHHS, IO CTAaHOBUTH 31 roawmHy. JlpocmipeHOH 3B’SI3ye€ThCs 13
CHpPOBATKOBUM albOYMIHOM, NPH I[bOMY HeE 3’€IHYIOUHCH 13 TJIOOYJIIHOM, IO 3B’SI3y€ CTaTeBi
crepoinu (I'3CC), ta koptukoino3s’szyrouum rinodyminom (K3I'). Tineku 3-5 % iforo 3aranbHOi
KIJIBKOCTI B CHpPOBATILi KpOBI NPHUCYTHI y BiUIbHOMY cTaHi. CHIpHYMHEHE ETHUHUIECTPaaionoM
migumenHs [3CC He BrumMBae Ha 3B’S3yBaHHS JAPOCHIPEHOHY 3 MPOTEiHAMU CUPOBATKH KPOBI.
Cepenniii 06’eM po3noaiTy APOCHiPEHOHY CTaHOBUTH 3,7+1,2 ji/Kr.

Mertaboiizm. [[pocmipeHOH 3HAYHOIO MIpOI0 METaOOII3yEThCS MICHS MEePOPaTLHOTO 3aCTOCYBAHHS.
['onoBHMMHK MeTabouliTaMH y IIa3Mi KpOB1 € KUCIOTHI (OPMH JIPOCHIPEHOHY, IO YTBOPIOETHCS
BHACJIIIOK PO3KPUTTS JIAKTOHOBOTO  Kuiblig, Ta 4,5-muriapo-apocnipeHoH-3-cynbdar, ki
YTBOPIOIOTHCS IUIIXOM TijipaTalii 3 HOAadbIIuM CyIb(paTyBaHHIM. [IpoCTipeHOH TakoX € 00’ €KTOM
OKHCHIOBAJBLHOTO MeTaboii3zmy, mo katamizyeTbcsi CYP3A4. In vitro apocnipeHOH MOXe ClaOKo
a00 momipHO npurHiuyBatu ¢pepmeHTH HUTOoXpomy Psso: CYPIAL, CYP2C9, CYP2C19 ta CYP3A4.
Busenenns. [IBuaKicTs METa0OJIIYHOTO KITIPEHCY APOCIIPEHOHY 13 CHPOBATKH KPOBI CTAHOBUTH
1,5+0,2 mu/xB/kr. JlpoCIipeHOH BUAUIAETHCS y HE3MiHEHIH (opMi TUIBKH Yy IyKe He3HauHii
KUTBKOCTI. MeTa0omiTi BUAUIAIOTECS 13 CeUel0 Ta KajoM Y CHIBBIAHOMIEHHI MpuOIM3HO Big 1,2 10
1,4. Ilepion HamiBBUBEIEHHST META0OIITIB 13 CeUero Ta KaJoOM CTAaHOBUTH MpUOIN3HO 40 rouH.

CraH piBHOBaru. YMpPOJOBXK IMKIYy 3aCTOCYBaHHS MaKCHMajbHa pPIBHOBaXXHA KOHIIEHTpAIIis
JIPOCIIPEHOHY B CHUpPOBATIli KPOBI CTaHOBUTH MNpuOIU3HO 70 HI/MI Ta JOCATAETHCA MICIS
npuoIM3HO 8 AHIB mpuiioMy. PiBHI IpocTipeHOHY Y CHPOBATIII KPOB1 301JIbITYBAIUCS MPUOTU3HO B
3 pa3u sSIK HACJIIJIOK CITiBBITHOIICHHS KIHIIEBOT'O MEPioly HAMIBBUBEACHHS Ta IHTEPBAITY J03yBaHHSI.

Okpemi kame2opii NayieHmMox:

- 13 mopymieHHIM (QYHKIIi HUPOK: piBHOBa)KHA KOHIIEHTpALlisl IPOCHIPEHOHY B CHPOBATIl KPOBI Y
XKIHOK 13 HUPKOBOIO HEIOCTATHICTIO JIETKOTO CTYIEHs TsDKKOCTI (KimipeHc kpeatuHiny 50-80 mii/xB)
Oyna TOPIBHSAHHOIO 13 IIMM IOKa3HUKOM Yy J>KIHOK 13 HOPMAJbHOIO (YHKIIEI0 HHUPOK. PiBeHb
JIPOCHIPEHOHY B CHpOBAaTLi KpoBi OyB y cepenHboMy Ha 37 % BHIIUM Yy KIHOK 13 HUPKOBOIO
HEIOCTATHICTIO CePEeTHBOTIO CTYNEHS TSKKOCTI (KiipeHe kpeatuHiHny 30-50 Mi1/XB) MOPIBHSHO 3 IIUM
MOKa3HUKOM Yy JKIHOK 13 HOPMaJbHOI (YHKIEI0 HHUPOK. 3acCTOCYBaHHS JIPOCIIPEHOHY
MPOIEMOHCTPYBAJIO JOOpPY MEPEHOCUMICTh y MAIIEHTOK i3 HUPKOBOIO HEJIOCTATHICTIO JIETKOTO Ta
CEpPEeHbOTO CTyMeHs TsokKocTi. [loka3zaHo, IO TpUMaHHS JPOCHIPEHOHY HE Ma€ KIHIYHO
3HAYYIIOTO e()eKTy Ha KOHLIEHTPAIiI0 Kalil0 B CHPOBATIIi KPOBI,

- 13_mopymieHHAM (QyHKIIi OEYiHKW: Y JIOCHIPKEHHI 3aCTOCYBAaHHSA pPas30BOi J03M KIIIPEHC
JIPOCIIPEHOHY TMpHU TEPOPaTLHOMY 3aCTOCYBaHHI 3HMXKyBaBcs mpuOmu3no Ha 50 % B oci0 i3
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MTOMIPHOIO TEYIHKOBOKO HEIOCTATHICTIO TMOPIBHSHO 3 JOOPOBOJBISIMH 3 HOPMAaJIbHOI (QYHKIIIEIO
nedinky. [ToMiTHe 3HMKEHHS KIpEeHCY APOCHIPeHOHY y J00pPOBOJIBLIB 13 CEPEIHBOI0 MEYIHKOBOIO
HEJIOCTATHICTIO HE MTPU3BEJIO JI0 SBHOI PI3HMIII IIIOJI0 KOHIICHTpAIIlii Kalito B CHpOBaTIli KpoBi. HaBiTh
IpU HasiBHOCTI IyKPOBOrO Aia0eTy Ta CyMyTHBOI Tepamii CripOHOJAaKTOHOM (aBa (haKTOpH, IO
MOXXYTh TPOBOKYBAaTH TIiMEPKATIEMII0) HE CIOCTEPIraiocsi 3pOCTaHHS KOHIICHTpaAIlli Kamilo y
CHpOBATIII KPOBi BHIIE BEPXHBOI MeKiI HOpMU. MoOkHa 3pOOUTH BUCHOBOK, L0 JPOCHIPEHOH 100pe
MIEPEHOCHUTHCS 0CO0AMU 13 TIEYIHKOBOIO HEJIOCTATHICTIO JIETKOTO a00 cepeHhoro cryneHs (kiac B 3a
knacudikamniero Yaitnaa-1110).

Emuninecmpadion

BceMmokryBanus. ETuninectpanmion micis NEpOpPaNbHOTO 3aCTOCYBAaHHS IIBUAKO 1 TOBHICTIO

BCMOKTYEThCSI. MakCHManbHa CHPOBAaTKOBA KOHIIGHTPAIIis, IO JOPIBHIOE 33 TKI/MII, TOCATA€THCS

npoTsiroM 1-2 roxuH micis OZHOPa30BOro mpuiioMy. AOCOMIOTHa Oi0JOCTYMHICTH BHACTIIOK

MIPECUCTEMHOT KOH FOTaIlii 1 MeTaboJi3My TpH MEPIIOMY MPOXOHKEHHI Yepe3 NMEYiHKY CTaHOBHUTH

npubmuzno 60 %. OpgHowyacHe BKMBaHHS 1Ki 3MEHIIye O10J0CTYHHICTh ETHHUIECTPATioNy

npuOIN3HO y 25 % MOCHiIKYBaHUX MPU HE3MIHHIN 010JOCTYTHOCT] y PEILTH.

Posnozin. PiBHI eTuHIIECTpaaiony y CHpOBATIi KPOBI 3MEHIIYIOThCS 1BO(A3HO, TepMiHaIbHa (a3a

3 TMepioJoM HaIBBUBEACHHS — npuOMu3Ho 24 romuHu. ETuHinecTpamion MiHO, TpoTe

HecTienu(piuHO 3B SA3YETHCSA 13 CHPOBATKOBUM albOyMiHOM (mpubnusno 98,5 %) Ta iHIyKye

30utemenHs koHmneHTpaiii ['3CC 1 K3I' y cupoBatmi kpoBi. YsaBHUIT 00’ €M po3moaiTy — IpHOIU3HO

5 n/kr.

Mertaboaizm. ETuHinecTpamion 3Ha4HOK MIpOI0 METa00Ji3y€eThCsl Y MITyHKOBO-KHUIITKOBOMY TPaKTi

Ta MpU TMEPIIOMY MPOXO/KEHHI Yepe3 MediHKy. ['OJIOBHMM YMHOM L€ BiIOYBA€ThCA IUIIXOM

TiJPOKCIIIOBAHHS apOMAaTUYHOTO KUTBI 3 YTBOPEHHSM IIUPOKOTO CIIEKTpa TiIPOKCHIBLOBAHUX Ta

METHIILOBAHUX META0OIITIB, SKi MPUCYTHI Y BIILBHOMY CTaHi Ta K KOH IOTaTH 3 TIIIOKYPOHIAaMHU Ta

cynbdaramu. MeTaboniuHui KIIPEHC €TUHIIECTPAAI0Ny CTAHOBUTH OJIU3BKO 5 MII/XB/KT.

In vitro eruninectpanion € 3BopoTHuM iHriGiTopoM CYP2C19, CYP1Al 1a CYP1A2, a Takox

inridiropom CYP3A4/5, CYP2CS8 ta CYP2J2.

BuBenennsa. Etuninectpanion NpakTUYHO HE BHBOAMTHCS y He3MiHEHiH ¢opmi. Meraboitu

ETUHIIECTPAII0Ty BUBOSATHCS 3 CEUYCHO Ta KOBYIO Yy criBBiAHOIIEHH] 4:6. [lepion HamiBBUBEACHHS

MeTa0OoJIITIB CTAHOBUTH MPUOIN3HO 1 100Yy.

Cran piBHoBary. CTaH pIBHOBaru JOCATA€TbCS y JPYridl MOJIOBUHI LMKIY TNPUHOMY, KOJIHU

CHpOBATKOBUI piBEHb €TUHIIECTPAAiONy 301IbIIyEThCS Y 2-2,3 pasa.

Jloxniniuni oani 3 be3nexu.

YV naGopaTopHUX TBapuH e€(eKTH APOCIiPpEHOHY Ta ETUHIIECTPaaioy Oyian OOMEXeHI TAaKUMH, 10

acoIlIOBAIMCA 3 BiAOMOI0O (hapMaKoJOTIYHOIO Ji€l0. 30KpeMa, IOCHTIDKeHHS 3 BHUSBICHHS

PEenpoayKTUBHOI TOKCUYHOCTI y TBAPUH MOKA3aJIl HAsBHICTh BUIOCTICIU(PIYHUX eMOPIOTOKCUYHOTO

Ta (heToToKCHYHOrO BILIMBIB. [IpyM eKcmo3uilii, M0 MEepeBUIye TaKy y KOPHCTYBadiB MperapaTry

Jpocmipem® 20, y 1esKUX BUIIB TBAPUH CIIOCTEPIrallv BIUIUB Ha CTATEBY qU(EPEHIIaIliI0.

KuiniyHi XapakTepucTHKH.

Ilokazanns.

[TepopanbHa KOHTpaLEMIIis.

Pimenns mpo npusHadenHs Jpocmidpem® 20 cmig npuiiMaTH 3 OIISMy Ha iHAWBIAyaJbHI HasBHI
(bakTOpH pU3MKY MAIiEHTKH, 30KpeMa Ha (aKTOpH pU3UKy BeHO3HOI TpomboemOomii (BTE). Takox
caig mopiBrioBaty pusuk BTE mix wac mikyamss Jlpocmidgem® 20 3 TakuM pHU3HMKOM IIiJ 4ac
JIKyBaHHS IHIIMMH KOMOIHOBaHMMHM ropMoHanbHUMH KoHTpauentuBamu (KI'K) (muB. pozminu
«IIpotunokazanus» Ta «OcoOOIMBOCTI 3aCTOCYBAHHS).

Ilpomunokaszanns.

KI'K He cmig 3acTOCOBYBaTH IpU HAsBHOCTI Xoya O OJHOTO 13 HM)KYE3a3HAUEHUX CTaHiB. Y pasi
K0 Oyab-SIKWH 13 IIUX CTaHIB BUHUKAE Bepiie i yac 3actocyBaHHs KI'K, mpuitom mpemnapary
CIIiJ] HETaliHO MPUITUHUTH.



o HasBHicTh 200 pu3HK pO3BUTKY BeHO3HOI TpoMboeMOboiii (BTE):

O  BEHO3Ha TPoMOOeMOOIIs Ha TaHUH yac, 30KpeMa BHACIIIOK Teparii aHTUKOAryJIsIHTaMu, a0o
B aHaMmHe3l (Hampukian Tpom603 rianbokux BeH (TI'B) abo TpomOGoemoOo:isi jereHeBoi
aprepii (TEJIA));

o cmaakoBa abo Ha0yTa CXWIBHICTh /10 BEHO3HOI TpoMO0oeMOoii, 30KpemMa pe3UCTEHTHICTh JI0
aktuBoBaHoro mnporeiny C (y Tomy uucial myTtamis ¢akropa V Jleiinena), nediuut
antutpomOiny-III, nedimur npoteiny C, nedpiuur npoteiny S;

O  BEJNHKI ONEpPaTHBHI BTPYYAHHS 13 TPUBAJIOI IMMoOOLTi3amiero (auB. po3aul «OcobauBoOCTI
3aCTOCYBaHHS»);

O BHUCOKHH PHU3MK BEHO3HOI TpomMOOeMOOuTii 4Yepe3 HAasBHICTh YHUCIECHHUX (PAKTOPIB PUBHKY
(muB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS ).

o HasBHicTh a00 pu3HK pO3BUTKY apTepiaibHOi Tpomboemoboiii (ATE):

O HasBHICTh apTepiaabHOi TpoMO0eMOO0Iil Ha JaHWi Yac a00 B aHaMHe31 (Harpukia) iHpapKT
Miokapza) a0 HasBHICTb MPOJAPOMAIBLHUX CUMIITOMIB (HAIIPHUKIIAJ CTEHOKAPis);

O TOpPYIIEHHS MO3KOBOTO KpOBOOOITY Ha JaHWii yac ab0 B aHaMHe3l, HasBHICTb
IPOAPOMAIBHUX CUMITOMIB (HapUKJIa TpaH3UTOpHA imeMiyHa ataka (TIA));

O cmagkoBa abo HabyTa CXWJIBHICTH 10 apTepiaabHOoi TpombOoeMOoutii, 30KpemMa
rineproMorucTeineMis Ta aHTUTIIA 10 (ocdomimigiB (aHTUTIIA 10 KapHIOIIMiHIB,
BOBYAKOBHI aHTUKOATYJISIHT);

O  MIrpeHb 3 BOTHHUIIEBUMHU HEBPOJIOTTYHUMHU CUMIITOMAMHU B aHAMHE31;

O  BHUCOKHH PHU3MK apTepiaibHOi TpoMO0oeMOouii yepe3 HasBHICTh YUCEIbHUX (PAKTOPIB PU3MKY
(muB. po3min «OcoOaMBOCTI 3acTOCYBaHHS») ab0 dYepe3 HAsBHICTH OJHOTO CEPHO3HOTO
dakTopa pU3UKY, TAKOTO SIK:

- IIyKpOBHH Aia0eT i3 CyIMHHUMH YCKJIaIHCHHSIMH;
- TSDKKa apTepiajibHa rinepTeHsis;
- TSDKKa TUCTINONPOTEIHEMIS.

. HasiBHICTh TSDKKOTO 3aXBOPIOBAHHSI MIEYIHKU HA JaHUN Yac ab0 B aHAMHE31, MOKU MMOKa3HUKU
(yHKIIT IEYIHKY HE TTIOBEPHYJIUCS Y MEX1 HOPMHU.
. HupkoBa HetoCTaTHICTh TSDKKOTO CTYTIEHsI 200 rocTpa HUPKOBA HEJOCTATHICTb.

HasiBHicTh yXJIMH NIEYiHKH HA TaHWK 4ac a0o0 B aHaMHe31 (J0OPOSKICHUX a00 3JT0SKICHUX).
HasBuicTs Ha ngaHmii yac abo B aHaMHE31 paKy MOJIOUHOI 3aJI03H, SIKHM Moxe OyTu
TOPMOHOYYTJIUBUM (JUB. po3aia “Oco0nmBoCTi 3acTocyBaHHs , miapo3ain “IlyxmuHu”).

o BarinanbHa kpoBOTeYa HE3 ICOBAHO1 €TIOJIOT1.

. OpnnouacHe 3aCTOCYBAHHS 3 JKapChKUMHU 3acobamu, 110 MICTSTh
oMm0OiTacBip/mapuTanpeBip/puToOHaBIp Ta Aa3a0yBip, a00 3 JIKAPCHKUMH 3ac00aMHU, 1110 MICTSATh
riekanpesip / mOpenTracBip (IuB. po3nim «B3aeMois 3 IHITUMH JTIKApCHKUMH 3aco0aMu Ta
1HIIT BUIW B3aeMOTi» 1 «OCOOIMBOCTI 3aCTOCYBaHHS»).

. [TigBuieHa 9y TJIMBICTh 10 JIIOYUX PEYOBUH a00 A0 Oyab-SKOT0 3 KOMIOHEHTIB Mperapary.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6uOu 63a€Mo0ill.

Cnin o3HalOMUTHUCS 3 1HGOPMAITIEID MO0 JIKAPCHKOTO 3ac00y, SKUH 3aCTOCOBYBAJIM OJHOYACHO,

JUISL BUSBJIEHHS [TOTEHIIIMHUX B3a€MOIIMN.

Brumis inmmx sikapepkux 3aco6is Ha JIpocmidem® 20

B3aemoii MOKIIMBI 3 JTIKApCHKUMH 3ac00aMH, IO IHAYKYIOTh MikpocoMaiibHi hepmenTH. Lle moxe

NPU3BECTH 10 30UIBIICHHS KIIPEHCY CTAaTeBHX TOPMOHIB, IO, Y CBOK YEpPry, MOXE CTaTH

NPUYMHOI0 HACTaHHS KPOBOTEUI MPOPHUBY Ta/ab0 BTpAaTH €PeKTUBHOCTI KOHTPAIIETITHBA.

Tepamis

[HayKIitis eH3uMIB MOke OyTH BHSIBIICHA BXKE Yepe3 KiJlbKa JIHIB JIiIKyBaHHS. MakcuMabHA 1HIYKITis

(epMEeHTIB 3arajoM CIOCTEpITaEThCs 4Yepe3 Kiabka TWXKHIB. [licis BiIMiHM JIKyBaHHS 1HIYKITiS

(epMEeHTIB MOXe TPUBATH OJTU3bKO 4 THXKHIB.

KopoTkocTpokoBe JiKyBaHHS

Kinku, sKki TpUAMAIOTh JKApChKi 3aco0M, IO IHAYKYIOTh (EPMEHTH, MAalOTh THMYaCOBO
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BUKOPUCTOBYBaTH Oap’epHuid MeToj abo IHIMA METOJN KOHTpamemniii J0JaTKOBO  J0
KoMmOiHoBaHOTO oOpanbHOro koutpauentua (KOK). bap’epuuii meron cinijy 3acTOCOBYBaTH
MPOTATOM yChOTO TEPMiHY CYIYTHBOI Teparii 1 e mpoTAToM 28 IHIB MICHs 11 IpUITMHEHHS.

Skmio cymyTHS Tepartisi POJOBXKYETHCS MICHS 3aKiHYCHHsSI OCTaHHIX akTuBHHX Tabnetrok KOK B
YIaKOBIIi, MPUAOMOM TaOJIETOK TUTaIe00 CITi/I 3HEXTYBATH Ta TIOYaTH NMIPUHOM aKTUBHHUX TaOJIETOK 3
HacTynHoi ynakoBku KOK.

JIOBrOCTPOKOBE JIIKYBAHHS

JKinkam mpu JOBrOCTPOKOBIM Teparii Jil0YMMH PEYOBMHAMM, IO 1HAYKYIOTh (DEPMEHTH TNEUiHKH,
PEKOMEHIYEThCSI 3aCTOCOBYBaTH Oap’epHHM a00 I1HIMK HAAIMHUA HETOPMOHAIBHUNA METOJ
KOHTpAIIeTIIii.

Hwxkue3a3naveni B3aemoii 0ynu 3adikcoBaHi 3riHO 3 OMyOJIIKOBAHUMHU JaHUMU

Hiroui peuosunu, wo 30invwyroms kiipenc KOK (3ruscenns egpexmusnocmi KOK uepe3 indykyiro
Ghepmenmis), Hanpuxiao:

OapOitypatu, 603eHTaH, kapbamaseriH, (EeHITOTH, MPUMIJIOH, pUQaMITIIUH; JIKapChKi 3aco0u, 110
3actocoBytoTbes Tnpu BlJI-iHdexkmii: puToHaBip, HeBipamiH Ta edaBipeHI; TaKOX, MOXIJIHBO,
¢denbamar, rpuzeodynbBiH, oKckapOasemiH, TomipamaT i pOCIMHHI JIKapchKi 3ac00M, 110 MICTSThH
ekcTpakT 3Bipoboro (hypericum perforatum).

iroui peuosunu 3 Henocmitinum eénaueom Ha kiipenc KOK

[Ipu omrouacHOoMy 3actocyBaHHi 3 KOK Benmka kinpkicTh KomOiHaIi# iHrioiTopis BlJI-mpoTteasn
Ta HEHYKJICO3UIHUX 1HT10ITOPIB 3BOPOTHOIT TPAHCKPUIITAa3H, BKIIOYAIOUX KOMOIHAIIIT 3 1HT16iTOpaMu
Bipycy remaruty C (BI'C), MoxyTh migBuIIyBaTH ab0 3HIKYBAaTH KOHIICHTpaIlli eCTpOTreHy abo
IPOTECTHHIB Yy TuIa3Mi KpoBi. CyKyNMHUH BIUIMB TakuxX 3MiH MOXe OyTH KIIIHIYHO 3HAYYLIUM Y
JeSKUX BUIAIKaX.

Tomy panst BUSBICHHS TOTEHIIMHUX B3a€MOMAINM Ta OyIb-SIKUX IHIIMX PEKOMEHIAIN CIIij
03HAHOMUTHUCSA 3 TH(HOPMAITIEIO MO0 METUIHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Y IS JTIKyBaHHS
BUI/BI'C, sixi npuiiMaroTh 0OAHOYACHO. Y pa3i HasgsBHOCTI OYyJb-SIKMX CYMHIBIB IHKaM JIOJJaATKOBO
CJIiI BUKOPUCTOBYBAaTH Oap’€pHUN METOJ KOHTpAIeNIlii mpHu Teparii iHribiTopaMu mporteasu adbo
HEHYKJICO3UIHUMU 1HT10ITOpaMu 3BOPOTHOT TPAHCKPHUIITA3H.

Hiroui peuosunu, wo 3nudxcyroms kiipenc KOK (ineibimopu ¢hepmenmis):

Kniniuna 3HauymicTh NOTEHHIHHOI B3aemonii 3 iHribitopamu (EpMEHTIB 3aJIHMIIAE€THCS
He3’SICOBAHOIO.

OpnHovacHe 3acTocyBaHHs cHIbHUX 1HTI0ITOPiB CYP3A4 MOe MiABUIIUTH TUIa3MOBI KOHIIEHTpPAILii
ecTporeHy abo mporecTuHy, a00 000X KOMITOHEHTIB.

VY nocmipkeHHl 6araTopa3oBHX J03 KoMOiHawii apocmipeHoH (3 mr/mody)/eruninectpazaion (0,02
Mr/100y) 3 OTHOYaCHUM 3aCTOCyBaHHSIM criibHOTO 1HT10iTOpa CYP3 A4 KetokoHazomy npoTsiroM 10
nuiB 3HaueHHs AUC(0-24h) npocnipeHoHy Ta eTHHiIecTpaniony 30iuibmryBanocs y 2,7 ta 1,4 pasa
BIJIIIOBITHO.

[Tpu oxgHOYacHOMY MpHUHOMI €TOPUKOKCHOY y no3ax Bix 60 mo 120 mr/mo0y 3 KOMOIHOBaHMM
TOPMOHAIPHUM  KOHTpamenTuBoM, 1o MictuTh 0,035 wMr eruHiIecTpamiony, BHSIBISIOCS
IiIBUIIIEHHS TUIa3MOBUX KOHIIEHTpaLiil eTuHinecTpazgiony B 1,4-1,6 pa3a BiAmoBiaHO.

Bnnue Jlpocnighem® 20 na imwi nixapcoki 3acobu. OpanbHi KOHTPALENTHBA MOXYTh BIUIMBATH Ha
MeTa0OoII3M 1HIIMX JII0YUX PEYOBHUH. BOHM MOXYTh 3MIHIOBaTH KOHIIEHTPAIIIO TIIOYMX PEUOBHH Y
MIa3Mi Ta TKaHWHAX: MIJBUITYBATH (K, HAPUKIIAJ, ITUKIOCIIOPHH) 1 3HIKYBATH (SIK, HAITPUKIIA,
JTAMOTPUJIKUH).

3a JaHUMU JTaHUMH JOCIIHKEHb B3a€MOJIN in Vivo, IPOBEICHUX 3 YUYaCTIO KIHOK-T0OPOBOJIBIIIB,
Kl TpUiMald OMENpa3oll, CHMBACTaTUH 1 Mija3onaM SK 1HIUKATOpPHU-CyOCTpaTH, BIUIUB
JIPOCIIPEHOHY B /1031 3 MT 3 IHIIUMH JIKapChKUMH 3aco00amMu, MeTaboIi3M SKUX BiIOyBa€eThCs 3
y4dacTio nutoxpomy P450, manoiiMoBipHUii.

KiiniuHi gaHi cBig49aTh mpo Te, M0 €THHUIECTPaaioN mpurHiuye kiipenc cyocrpatiB CYP1A2, mo
CHpUYHHSIE cia0ke (HampHKiIaa, TeodiniH) abo moMipHe (HAPUKIAL, TU3AHIAMH) MiABHIIEHHS X
MJ1a3MOBHUX KOHIIEHTpAITiH.



Inwi ¢opmu 63aemo0ii. Y mTaIeHTOK 13 HUPKOBOKO HEIOCTATHICTIO OJHOYACHE 3aCTOCYBAHHS
apocripeHoHy Ta iHriOiTopiB AII® abo HecTepoigHMX MPOTH3AMaJbHUX 3ac00iB HE BUSBIIE
ICTOTHOTO BIUIMBY Ha pIBEHb Kajilo B CHpoBaTii KpoBi. OJHaK OJHOYACHE 3aCTOCYBaHHS
nikapeekoro 3aco0y JIpocmigem® 20 Ta aHTAroHIiCTIB anbIOCTEPOHY abo KaiisOepiraroumnx
JIIyPETHKIB HE TOCTIDKYBaIU. Y IIbOMY BHITQIKy HEOOX1THE TOCIIIPKEHHS PIBHS KaJlit0 B CUPOBATIII
KpPOBl MpPOTArOM MEPIIOT0 LUKIY NpUHOMYy mpemapary (IuB. TakoX po3ain «OcobauBocTi
3aCTOCYBaHHS).

JlabopamopHi ananizu

3actocyBanns KIIK moke BmimBatu Ha pe3ysnbTaTH JESIKUX JTa0OpaTOPHUX aHai3iB, TaKUX SK
010XiMiYHI TOKa3HUKU (PYHKIT MEUiHKH, MIMTOBHIHOI 3aJI03H, HAJHUPKOBHMX 3aJ03 1 HHUPOK, Ha
KOHIIGHTpAIlll0 y TIUIa3Mi KpOBI TPaHCHOPTHUX OUIKIB, TaKUX sK TJIOOYJiH, IO 3B’S3Yy€
KOPTUKOCTEPOIAM, Ha KOHIEHTPALIIO Y IJ1a3Mi KpoBi (hpaKiii JimiiB/TnonpoTeiiB, Ha MOKa3HUKU
BYTJIEBOJIHOTO OOMiHY, KoaryJsiiii Ta (iOpuHoMi3y. 3a3BUuail Taki 3MiHH MEepeOyBarOTh y Mexkax
HOpMH. JlpocmipeHOH 30iJbIIye AKTUBHICTh pEHIHY Ta aJIbJOCTEPOHY Yy IUIa3Mi KpOBi, IO
IHIYKYETHCS HOTO TOMIPHOIO aHTUMIHEPATIOKOPTHKOITHOO aKTUBHICTIO.

dapMakonMHAMIYHI B3a€MOJIT

OnHoyacHe 3aCTOCYBaHHS 3 JKapChbKUMU 3acobamu, 110 MICTATH
oMbiTacBip/mapuTanpeBip/puToHaBip Ta na3alyBip, 3 abo 06e3 pubaBipuHy, abo riekamnpesip /
miopeHTacBip Moxke 30UTbuTH pu3uk miaBuineHHs piBHA AJIT (quB. po3ninu «IIpoTunokazaHHs»»
ta «OCco0aMBOCTI 3acTOCYBaHHsS»). TakuM 4YMHOM, MmamieHTH, ski npuiimaiors pocmidem® 20,
MMOBHHHI TEPEeNUTH Ha aJbTEPHATHUBHUU CIOCIO KOHTparenili (Hampukiad, MpOrecTareH — TIIbKH
KOHTpaleris a0 HeropMOHAJIbHI METOAM KOHTpALEMNIlii), IepIl HiX pOo3MoYaTd JIKYBaHHS €0
CXEMOK KOMOIHOBAHMX JiKapchkux 3aco0iB. JlikyBanus Jlpocmidem™ 20 MOKHA BiTHOBHTH uepes3
2 TWXHI MiCHs 3aKiHUEHHS JIIKYBaHHS €0 CXeMOI0 KOMOIHOBaHUX JIIKApChKUX 3aC001B.

Ocobueocmi 3acmocyganns.

VY pasi HagBHOCTI OyIb-IKOTO 13 3a3HAYCHHX HIDKYE CTaHIB/(aKTOPiB PHU3HKY JOLUIbHICTH

sactocyBanss JIpocridem® 20 citig 0GroBOPUTH 3 KIHKOIO.

* V pa3i 3aroctpeHHss a00 BHHHKHEHHS OYJIb-SKOTO 3 IIMX CTaHIB a00 (DaKTOpIB PHU3UKY
PEKOMEHIYETHCSl 3BEpPHYTHUCS A0 JiKaps, 00 BU3HAUWTH, YU CIIJ MPUIIMHUTH 3aCTOCYBaHHS
npenapaty Jpocmidem® 20.

* VY pasi nigo3proBanoi abo miarBepmxkeHoi BTE abo ATE cnmig npunuHUTH 3acTOCYBaHHS
npenapary. SIKIo po3noyaTo aHTHUKOAryJISHTHY Tepamiio, CliJ 3a0e3Me4YuTH aibTepHATHUBHY
a/IeKBaTHY KOHTPAIIETILIiI0 Yepe3 TepaTOreHHHUH BIUTMB aHTUKOATYJISIHTIB (KyMapHHH).

*  [MupkymnsTopHi po3naau

Pusuk Beno3noi rpomooemooutii (BTE)

3actocyBanHs Oynb-akux KI'K migBuirye pusuk po3BUTKY BeHO3HOI TpomboemoOodii (BTE) y

JKIHOK, SIKI iX 3aCTOCOBYIOTh, TIOPIBHSHO 3 THUMH, SIKi iX HE OTPUMYIOTh, OJTHAK il YaCTOTa MEHIIA,

HDK 4acTOTa, 1MOB’s3aHa 3 BariTHicTIO (60 BumaakiB Ha 100000 BaritHOCTEH). Jlikapchki 3aco0u, 110

MICTSITh JIEBOHOPTECTpeII, HOPrecTuMaT abo HOPETHCTEPOH, ACOLIIOIOTHCS 3 HIDKYUM pusnkoMm BTE.

3acToCyBaHHs IHINMX JIKapChbKHMX 3aco0iB, Takux sk Jlpocmipem® 20, MOXKe NPU3BOIUTH IO

HiBUIEHHA PHU3UKY ynBivi. PimeHHA mpo 3acTocyBaHHS JIIKapCHKUX 3ac00iB, OKpIM THX, IO

MarTh HaWHWKUNNA pu3uk po3BuTKy BTE, cimin mpuitmMate muine micist 0OTOBOPEHHS 3 KIHKORO.

HeoOxigHO mnepekoHaTucsi, 10 BOHA YCBIIOMIIOE pu3UK po3Butky BTE, acouiiioBanuii i3

3aCTOCYBaHHAM JiKapchkoro 3aco0y Jpocmidgem®™ 20, cTymiHb BIUIMBY HasBHHX Yy Hei (DaKTopiB

pu3UKy Ta Toi (akrt, mo pusuk BTE € HallBUIIMM HpOTATOM MHEPIIOro POKY 3aCTOCYBaHHS. 3a
nesskumu nanuvu pusuk BTE moske 3poctatu ipu BimHoBIeHH1 3actocyBanHsl KI'K micist mepepu

y 4 TrxHI ab0 HoBIIE.

Pusuk po3BHTKY BEHO3HUX TPOMOOEMOOIIYHMX YCKIAAHEHb Yy JKIHOK, sKi 3acTocoByrOTh KI'K,

MoOKe OyTH 3HaYHO BUILUM IPU HASBHOCTI JOJATKOBHUX (PaKTOPIB PU3UKY, OCOOIMBO MHOKUHHHX

(mmB. TaOIUITIO).

Jpocmipem® 20 npoTunokasanuii xKiHkaM 3 NOEAHAHHAM (AKTOPIB PU3HKY, IO CTBOPIOIOTH JIYKE
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BHCOKHI PU3UK BEHO3HOTO TPOMOO03y (muB. po3ain «lIporumokazanusy). Ko xKiHka Mae OiIbIe
onHOrO (hakTopa pHU3HKY, 3POCTaHHS pPHU3UKY MoOXe OyTh OulbIIMM, HDK CyMa pH3HKIB,
acoIliiOBaHUX 13 KOXKHHM OKpPEeMHUM (DaKTopoMm, TOMY CIiJ OpaTh J0 yBaru 3arajbHUN PHU3HK
po3utky BTE. SIkiio crmiBBiIHOIIEHHS KOPUCTH/PU3MK BBaXKaeThess HeraTuBHUM, To KI'K He ciin
npusHayatu (auB. po3ain «IIpoTunokazanHs»).

[Tpubnuzno y nBox i3 10000 xiHOK, ki He 3acTocoBytoTh KI'K Ta He BariTHi, po3BuBaetscsi BTE
MIPOTATOM Tiepiony croctepexeHHs B 1 pik. [Ipote nist Oy1b-sK0i OKpeMoi )KIHKH pU3HUK MOXE OyTH
Ha0araTo BHIMM 3aJISKHO BiJl ()aKTOPIB PU3UKY (IHUB. HIKYE).

Bceranosneno, mo 3 10000 xiHOK, siki 3acTocoBytoTh KI'K, 1110 MicTath apocnipeHoH, y 9-12 xKiHOK
posBuHetbcsi BTE mporsrom 1 poky. Ili moka3HUKHM OTpUMMaHO Ha OCHOBI BCIX JIaHUX
emiEMIOJIOTIYHUX JOCTIHKeHh 3 ypaxyBaHHSM BITHOCHUX PH3HUKIB, IOB’S3aHUX 13 MPHUHOMOM
pizaux KI'K, mopiBusiHO i3 3acTtocyBannsm KI'K, mo mictarte neBoHOprecTper.

I{e MOpIBHIOETHCS 3 MOKA3HUKOM 6 y KIHOK, K1 3acTocOBYIOTh KI'K, 1110 MiCTATH JIeBOHOpTECTpEN.
VY cepennboMy 5-7 BumankiB Ha 10000 iHKO-pOKIB Ha OCHOBI PO3PAaxXyHKY BiJIHOCHOTO PH3HKY
3actocyBanHsa KI'K, 1m0 MicTsATh JIeBOHOpTECTpE, MOPIBHSAHO 3 TAKMM Y JKIHOK, SIKI HE OTPUMYIOTh
KT'K (6mu3bko 2,3-3,6 Bumnaaka).

B 000x Bumankax kinbkicTh BuUHUKHeHb BTE 3a pik Oyna MeHIIO0, HIX 3a3BHYail OUYIKYETHCS
IPOTSTOM TEPiOy BariTHOCTI a00 y MICIANOIOTOBOMY MEPiOii.

BTE moxe npu3BOIUTH 10 JeTAIbHUX HACTIAKIB Y 1-2 % BUMajakis.

Kinpkicts Bunaakis BTE na 10000 xinok 3a 1 pik

KinekicTs
1 4BHHELJIEU‘.E BTE

21 *
0 T T =
KI'K He KT'K, mo MicTaTh KI'K, mo MicTATh
3aCTOCOBYHOTH JIEBOHOPTECTPET ﬂpOCijeHOH
(2 BHmanKu) (5-7 eunazxie) (9-12 BHIAnKiB)
®akTopu pu3ukKy po3sutky BTE
DaxkTop pU3HKY [IpumiTka
OsxupiHHA (1HIEKC MacH Tina Pu3nk 3HaYHO MiIBUIIYETHCS TP 301TBIICHH]
nepesumrye 30 Kkr/m?). IHJIEKCY MacH Tija.
Oco6smB0 noTpedye yBaru Npu HassBHOCTI 1HIIUX
(hakTOpiB PU3HKY.
TpuBana immo0inizarisi, BEJIUKe PekoMeHayeTbCS ~ NPUIIMHUTH  3aCTOCYBaHHS
orepaTHBHE BTPYYaHHs, oreparlis Ha npernapaty (y pas3l IJJaHOBOTO OIEPATHBHOTO
HIDKHIX KiHIIBKax a0o opraHax Tasa, BTPyYaHHs INOHaWMeHIIe 3a 4 TWXKHI) Ta HE
HEHpOXIpYypriydi BTpydaHHs a00 BEIMKA | BIIHOBIIIOBATH 3aCTOCYBaHHs paHIIIe HiX depes 2
TpaBMa. TW)KHI TICJS TIOBHOTO BiJHOBIECHHS PYXOBOIi
[IpumiTka: THUMYacoBa iMMOOLTI3alis, y | aKTHBHOCTI. 3 METOI0 YHHMKHEHHs HeOakaHOi
TOMY YHCII IEPEeTBOTH > 4 TOJIUH, BariTHOCTI CIIiJ 3aCTOCOBYBAaTH 1HINI METOIU
TaKOX MOKYTh OyTH ()aKTOPOM PHU3HMKY | KOHTPAIICIIIii.




po3Butky BTE, 0co65mBO y 5KiHOK 3 Crin po3rJIIHYTH JIOIIBHICTE aHTUTPOMOOTUYHOT

IHIIUMU (PaKTOPAMU PU3HKY. Teparii, skmo 3acrocyBanus Jpocmidem® 20 e
OyJIO MoTepeIHbO MPHUITUHEHO.

Cimeiinnii anamHe3 (BEHO3HA YV pasi HasIBHOCTI CMIAJKOBOI CXMIIBHOCTI MepeT

TpoMO0EeMOO0JTIsSl Y KOTOCh 13 PiAHUX 3actocyBaHHAM Oyab-skux KI'K xinkam

OpariB/cecTep ab0 OaThKiB, OCOOJIMBO Y | PEKOMEHAYETHCS TIOPATUTHUCS 31 CIICIIAIICTOM.
B1JIHOCHO MOJIOJIOMY Billi, HAPUKJIAT 10

50 pokiB).

Inmn cranm, mos’s3adi 3 BTE. Pak, cuctemMH#Mi1 YepBOHU BOBYAK, T€MOIITHKO-
YpeMiYHUH CHHIPOM, XpOHIYHE 3aIaibHe
3aXBOPIOBaHHS KUIIEYHUKY (xBopoOa KpoHa abo
BUPA3KOBHH KOJIIT) Ta CEPIIONOIOHOKITITUHHA
aHeMmisl.

Bik. Oco006s1MBO BIKOM BiJl 35 POKIB.

Hemae ennHOi AyMKH 1110J10 MOKJIMBOT'O BIUIMBY BapHKO3HOTO PO3IIMPEHHS BEH Ta IMOBEPXHEBOTO
TpoMO0(DIIeOiTY Ha PO3BHUTOK Ta MPOTPECYBAHHS BEHO3HOTO TPOMOO3Yy.

Heo0xiHO 3BEepHYTH yBary Ha MiJBUILEHUH PU3MK PO3BUTKY TpoMOOoemOoIIii y mepioa BariTHOCTI,
0COOJIMBO TpOTATOM 6 THXKHIB IIcas MoJyioriB (iHGopMaliio MIOA0 TMepioay BariTHOcTi abo
rOAyBaHHs IPYAIIO AUB. Y PO3/ii «3aCTOCYBaHHS y Mepio]] BariTHOCTI a00 rOyBaHHS TPYAIION).
Cumnromu BTE (Tpom603 ruGoKuX BEH Ta TpoMO0eMO0Iis JIETeHEBOi apTepii)

JKinkam peKOMEHJIy€eThCsl Y pa3i MOsSBU HIDKYEBKa3aHUX CUMIITOMIB HETalHO 3BEPHYTHUCS JI0 JiKaps
Ta MOBIIOMUTH TIPO T€, 1110 BOHU 3acTOCOBYIOTH KI'K.

Cumnromamu TpoM603y rbokux BeH (TT'B) moxyTh OyTH:

- OZIHOCTOPOHHIM HaOpSAK HOTH Ta/abo CTyMHI a00 TUISTHKU Y3/10BXK BEHU HA HO31;

- 6111 200 MiJBUINEHA YYTIMBICTh Y HO31, IO MOXE B1IUyBaTHCS TUIBKH IPH CTOSHHI 200 X0/1501;

- BIIYYTTS Kapy B YpakeHil HO31; TOYEPBOHIHHS a00 3MiHA KOJIbOPY LIKIPH HA HO3L.

Cumnromamu TpomOoem6Ooii siereneBoi aprepii (TEJIA) MoxyTh OyTH:

- panToBa 3aJUIIKa He3 sICOBAHOI eTioJorii a00 MPUCKOPEHEe TUXaHHS;

- panToOBHIA Kallelb, SKHi MOXKEe CYIPOBOKYBATHCS KPOBOXAaPKaHHSM;

- pI3KHii OB Y TPYIISX;

- TSDKKE 3aIlaMOpOYEHHS a00 BEPTHUTO;

- MPUCKOpEeHe a00 HeperysipHe CEPIeOUTTS.

Jleski 3 BHINEHABEJACHHX CUMNOTOMIB (HANpUKIAJ, 3aJMINKA, Kallellb) € HecnenupiyHUMH Ta
MOXYTh OyTH 1HTEPIPETOBaHI HEBIPHO SK TPOSBH OUIBII PO3MOBCIOKEHUX Ta MEHII THKKHX
CTaHiB (HAIPUKJIAJ SK MPOSBU PECHIPATOPHOI 1HPEKIIIT).

[HIIMMU O3HaKaMu OKIIIO31i CyIMHU MOXYTh OyTH: panToBUN OUIb y KIHIIBLI, HaOpsK, TOCTpUit
JKUBIT Ta HE3HAYHUH I[1aHO3 IIKIPU KiHI[IBOK.

SIKIO OKJIIO31sl PO3BUBAETHCS Y BEHAX CITKIBKM, TO CHMIITOMH MOXYTh BapilOBaTUCS BiJ
6e300J1iCHOTO pO3MHBaHHS 30py, SIKE MOXKE IPOrpecyBaTd 10 BTpaTd 30py. IHKoiM BTpaTa 30py
PO3BHBAETHCS Mali’Ke MUTTEBO.

Pusuk aprepianbHoi TpomOoembomii (ATE).

B enigemionoriyHMX OCTIPKEHHSIX BCTAHOBJIEHO 3B’S30K MK 3actocyBaHHsM KI'K Tta
30UIBLICHHSM PHU3UKY apTepialbHUX TPoMOOeMOONIUHUX YCKiIagHeHb (iHdapkT Mmiokapaa) abo
PHU3UKY MOPYIIEHbh MO3KOBOI'O KPOBOOOITY (HampuKIIaa, TPAH3UTOPHUX 1MIEMIYHUX aTaK, IHCYJbBTY).
Bunanku aprepianbHOi TpoMO0eMO01ii MOXKYTh OyTH JIETaTbHUMHU.

®akropu pusuky ATE

Puzuk aprepiaibHUX TpoMOOEMOOIIUHUX YCKIaHEHb a00 MOPYIIEHb MO3KOBOTI'O KPOBOOOIry B pasi
3actocyBaHHid KI'K 3poctae y »iHOK 3 HasBHMUMHU (akTOopamMu pU3MKY (AMB. TaOIUIIO).
Hpocrmidpem® 20 mpoTUNOKa3aHUil KIHKaM 3 OJHHMM CEPHO3HUM ab0 3 TOECAHAHHAM JEKIIBKOX
¢dakropiB puszuky ATE, 1mo cTBOPIOIOTH AyXe BHCOKUH PHU3MK apTepiaibHOTO TpoMOo3y (IUB.
posnin «IIpotunokazanss»). SKIo >kiHka Mae Oiblle 0JHOTO (haKTopa PU3UKY, 3pOCTAHHS PUZUKY
MoO3ke OyTH OLIBIIKM, HIK CyMa PU3HKIB, aCOLIHOBAaHUX 13 KOXKHUM OKpEMUM (PaKTOpOM, TOMY CHij
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OpaTu 10 yBaru 3araJlbHUM pU3HK. SIKIIO CIIBBIAHOIIEHHS KOPUCTBH/PU3UK € HECTIPUATINBHUM, HE
ciin npusHadatu KI'K (nuB. po3nin «[IpoTtunokazanusy»).

dakropu pu3nKy po3BUTKY ATE

DakTOp PUBNKY IIpumirka
Bik. Oco0a1BO BIKOM BiJl 35 pPOKIB.
[TamiaHS. DKinkam, siki kopuctytotbes KI'K, pexomeHayeTses

yTpUMYyBaTHCA BiJ maiinas. JKiHkam BikoM Bifg 35
POKIB, sIKI TPOJOBKYIOTh MAJIUTH, HACTIHHO
[PEKOMEHAYETHCS 3aCTOCOBYBATH 1HIIHIA METO
KOHTpaIeIIii.

ApTepiajbHa rinepTeHsis.
O>xupiHHA (1HIEKC MacH Tijla mepeBuIlye [PU3MK 3HAYHO MiABUIIYETHCS MPU 301IbIICHH]

30 kr/m?). iHAekcy Macu Tuta. Oco0nuBo notpedye yBaru npu
HAsBHOCTI Y JKIHOK IHIIHMX (DaKTOPiB PU3HKY.

CimeitHuit anamHe3 (apTepiajibHa Y pa3i HassBHOCTI CTIaIKOBOI CXMIILHOCTI TIEpe.T

TpoMO0eMOO0ITisl Y KOTOCh 13 pIAHUX 3acTtocyBaHHsAM Oyab-skux KI'K xinkam

OpariB/cectep abo 6aThKiB, 0COOINUBO y PEKOMEHTYETHCS TTOPATUTUCS 31 CIIEIIIATICTOM.
BiTHOCHO MOJIOJIOMY Billi, Hanpukiaz 10 50
OKIB).
MirpeHs. 3poCTaHHsA YacCTOTH BUHUKHEHHS a00 TSXKKOCTI
nepebiry mirpeHi mija yac 3acrocyBanus KI'K
(MOXJIHBI IPOJIPOMANTBHI CTaHU TIEPE]] PO3BUTKOM
11epeOpPOBACKYJIIPHUX TO/I11) MOYKE BUMAaraTu
HerarHoro npunuHeHHs npuromy KI'K.
[HI1 cTaHM, TTOB’s13aH1 13 HEOaKaHUMU [lykpoBuii giabeT, rimeproMoIucTeineMis, Baan
peakiisiMu 3 00Ky CyAHH. KJIaraHiB cepiis, GpiOpusiist mepeacepab,
TUCITIMONPOTETHEMIS] Ta CUCTEMHHM YepBOHUMN
BOBYAK.

Bimomi Haa3BUYaiHO PIAKICHI BUMAIKK TPOMOO3y 1HIINX KPOBOHOCHUX CYJIWH, HAIIPHUKIIAL aprepii
1 BeH MeYiHKH, HUPOK, ME3eHTepiaIbHUX CYAMH, CyIUH FOJOBHOTO MO3KY a00 CITKIBKH Yy JKIHOK, SIKi
3aCTOCOBYIOTE KOMOIHOBaHI IPOTH3AILIIIHI 3aco0M, anme ixX 3B’sA30K i3 3acrocyBaHHAM KIK He
NOBEJIEHNM.

Cumnromu ATE

JKinkam peKOMeHITy€eThCs Y pa3i MOsSBU HIDKYEBKa3aHUX CHMIITOMIB HETAHO 3BEPHYTHCS IO JTiKaps
Ta MOBIJOMUTH IIPO Te, 1110 BOHU 3acTocoByr0Th KI'K.

CumnromMaMy MOPYUIEHHS MO3KOBOTO KPOBOOOITY MOXKYTh OyTH:

- panToBe OHIMIHHA 00JIMYYs, CIA0KICTh @00 OHIMIHHS KiHIIIBOK, OCOOJIMBO OJHOCTOPOHHE;

- parnToBe MOpPYIIEHHS X0Ib0H, 3a1IlaMOPOUYEHHS, BTpaTa piBHOBAru abo KOOpIuHaIlii;

- panToBa CIUTyTaHICTh CB1IOMOCTI, MOPYIIEHHSI MOBJICHHS a00 pO3yMiHHS;

- parnToBe TIOTIPIIEHHS 30py Ha oAHe abo o0uIBa OKa;

- panToBHiA, CHJIbHHUI a00 TPUBAIUHN TOJIOBHUI O171b 6€3 BU3HAYEHOT IPUYNHH;

- BTparta CB1JIOMOCTI a00 HEPUTOMHICTS 13 CyJjoMamMu abo 0e3 HUX.

TumuacoBuil XapakTep CUMITOMIB MOXe CBIJUUTH MPO TPAH3UTOPHY imemiuny araky (TIA).
Cumnromamu iHpapkTy miokapaa (IM) MoxyTs OyTH:

- Ol1b, AMCKOMQOPT, BITUYTTS CTUCHEHHS, BAXKKOCTI, BIIUYTTS MEPETIOBHEHHS Y TPYAsX, Y pyLi abo
3a IpyIUHOIO;

- BITUYTTS JUCKOM(OPTY, 1110 BiJIAA€ Y CIHMHY, LIEJeIy, FopJio, PYKY, IUTYHOK;

- BIIYYTTS IEPENOBHEHHS 1IUTYHKA, TOPYILIEHHS TPaBJIEHHS a0o0 s1yXa;

- MOCUJICHE TTOTOBUALICHHS, HY10Ta, OJIFOBaHHS 200 3aIlaMOPOYCHHS;

- BUP@KEHA CIIa0KiCTh, TPUBOXKHUM CTaH ab0 3a/IUIITKa;




- MPUCKOpeHe ab0 HeperysipHe CEPIeOUTTS.

Llyxnunu

Pe3ynbraty meskux emigeMioNoriyHuX JOCIIKEHb BKa3yIOTh Ha JIOJAATKOBE ITIBUIICHHS PU3UKY
PO3BHUTKY paKy IIMHKKA MaTKH Npu TpuBasomy (Oinbmie 5 pokiB) 3actocyBanHi KOK, mpote me
TBEP/KEHHSI BCE 1€ CYINEpeuwInBE, OCKUIBKM OCTaTOYHO HE 3’SICOBAHO, HACKUIBKH pPE3YyJbTaTH
JOCTTIPKeHb BPaXxOBYIOTh CYMYyTHI (DaKTOPW PHU3HUKY, HAMPUKIAA B3ATTS Ma3Ka 3 IMUHKA MAaTKH Ta
CTaTeBYy MOBEIIHKY, Ta 1HIII (PaKTOpH, HAPUKJIIAL, BIPYC MAIJIOMH JFOUHU.

Pak MonouHOi 3a103u. J[pocnipeHOH/eTHHIIECTPaaioN MPOTUIIOKA3aHUH JKIHKaM, SIKI MaloTh 3apa3
abo Manu B MHUHYJIOMY paK MOJIOYHOI 3aJ03HM, OCKUIBKM pak MOJIOYHOI 3aJl03U MOXKe
OyTH TOPMOHAIBFHO Yy TJIMBUM (IUB. po3ain “IIpoTunokazanus’).

Eninemionoriyai  AOCTIPKEHHS] HE BHUSBUIM TIOCHITOBHOTO 3B’S3Ky MDK BHUKOPHUCTaHHSIM
KoMOiHOoBaHUX opanbHUX KoHTpanentusiB (KOK) i puzukom paky MonouHoi 3aio3u. Pesynbratu
JIOCJTIJDKEHb HE TIOKA3yIOTh 3B’SI3Ky MK MOTOYHUM ab0 MuHyiuM 3actocyBaHHIM KOK i1 pusnkom
paky MoJIo4HOT 3a5103u. [IpoTe meBHI JOCTiKEHHS MOBIIOMIISIOTh TIPO JIESKE MiABUILECHHS PU3HKY
paKky MOJIOYHOT 3aJl03U cepejl THX, XTO 3apa3 abo HemoJaBHO MpuiManu (< 6 MICAIIB 3 MOMEHTY
OCTaHHBOTO 3aCTOCYBaHHs) i THX, XT0 naBHO mpuitmMaB KOK (muB. po3min “IloGiuni peaxiii”,
migposain “IloctMapkeTuHroBi qaHi”).

Mertaananiz 54 enizieMioNOTiYHUX JOCHIKEHb BHUSBHB MOMIpHE 30UIBIIEHHS BIIHOCHOTO PU3HKY
(BP =1,24) paky MonouHOi 3a5103u y XIHOK, ki 3acTocoBytoTh KOK. lleli minBuIeHHiA pHU3UK
MOCTYTIOBO 3HUKAE MpoTsaroM 10 pokiB micist 3akiHueHHs 3actocyBaHHs KOK.

OCKUIBKH paKk MOJIOYHOT 3aJ1031 Y JKIHOK BiKOM 710 40 pOKiB BUHHMKA€E PIKO, 30UThIIEHHS KIJTBKOCTI
BUMNAJIKIB JIIaTHOCTUKM PaKy MOJIOYHOI 3aJ03U Yy MXKIHOK, SIKi 3aCTOCOBYIOTH a00 HEUIOJaBHO
3actocoByBaiu KOK, € He3HauyHUM BIJHOCHO 3arajlbHOr0 PH3UKY paKy MOJIOYHOI 3aj03H.
Pesynbrati nOCHiKEHb HE MIATBEPKYIOTh NPUYMHHO-HACTIAKOBOrO 3B’s3Ky. lliaBuieHHs
PU3HKY MOXKe OyTH 3yMOBJIEHE SIK OUTBIII PaHHBOIO JIarHOCTUKOKO PaKy MOJIOYHOI 3aJ103U Y JKIHOK,
aki 3acrocoBytorb KOK, Tak i Oionoriunoro mgiero KOK abo mnoegHannsm 000X ¢akTopis.
Bim3znaueHo TeHAeHINIO, IO paKk MOJIOYHOI 3aJ03U, BUSBJICHHM Yy JKIHOK, $IKi KOJHM-HEOYIb
npuiivanu KOK, K1iHIYHO MEHII BUPAXKEHUH, HIX Yy THX, XTO HikoiH He npuitmas KOK.

VY NmooauHOKWX BHUIAJKAX Yy KIHOK, siKi 3acTocoBytoTh KOK, croctepiramucs noOposikicHi, a 1ie
piamie — 3705KICHI MMyXJIMHU MeYiHKU. B okpeMux BUMajkax Iii MyXJIUHU CIPUYHHSAIN HEOe3NeuHy
JUISL KUTTS. BHYTPIIIHBOYEPEBHY KpOBOTeuy. Y pa3li BUHUKHEHHS CKapr Ha CWIBHUN OUTh B
emiracTpajbHiil IUIAHII, 30UIbIICHHS NMEeYiHKM a00 MOSBU O3HAK BHYTPIIIHHOYEPEBHOI KPOBOTEUI
pu audepeHIiaibHIi T1arHOCTHUIN CJTiJI BpaXOBYBaTH MOKJIUBICTh HASBHOCTI IyXJIMHH TEUYIHKH Y
KIHOK, siKi mpuitmMaroT KOK.

[Ipu 3actocyBanni KOK y Oumpmr Bucokux mozax (50 MKr eTHHUIECTPAIioNy) PH3HK paKy
SHJIOMETpIs Ta SEYHUKIB 3HWKYEThCA. ['imoTe3a, M0 aHaJIoriuHi TEeHACHIII MOXXYTh CTOCYBaTUCH 1
Hu3bKoA030BUX KOK, me moTpedye miaTBepIKeHHS.

Tnwi cmanu

KommnonenT nporectuny B Jpocmidpem® 20 € aHTaroHICTOM albIOCTEPOHY 3 Kalild30epirarouumu
BJIACTUBOCTSAMHU. Y OUIBIIOCTI BUMAJAKIB HE CIiJ OYIKYBaTH IiJBUIICHHS pIiBHA Kamipo. Y
KJIIHIYHOMY JOCII/DKEHHI, OJHAK, y JEeAKHX TAIlieHTIB 3 JIETKO0 a00 MOMIPHOK HHUPKOBOIO
HEIOCTATHICTIO Ta OJJHOYACHUM BXXMBAHHAM Kanlii30epirarounx JiKapchbKHX 3ac00iB piBeHb KaJilo B
CHUPOBATIIl KPOBI HE3HAYHO, aJIe HE CYTTEBO, MIABUIYBABCS ITi/I Yac MPUHOMY JIpocmipeHoHy. Tomy
PEKOMEH/IYETHCS TIEPEBIPATH BMICT Kallil0 B CUPOBATII KPOBI i 4ac MEPIIOro HUKIY JIIKyBaHHS Y
MAIi€HTIB 13 HUPKOBOK HEJAOCTATHICTIO Ta MOMEPETHBRO 00pOOJEHUM KaieEM y CHPOBATIIl KPOBi Y
BEPXHbOMY Jliama3oHi, a OCOOJMBO MiJ Yac OJHOYACHOTO 3aCTOCYBaHHS Kaliii30epiraroumx
JIKapChKUX 3aco0iB (muB. po3ain «B3aemopis 3 IHIIMMHU JIIKAPCHKUMH 3aco0aMy Ta 1HII BHIU
B3AEMO/II» ).

JKiHKu 3 rinepTpuriIinepuaeMicro ado Ti, XTO Ma€ Iie TOPYIICHHS B CIMEMHOMY aHaMHe31, HaJIeKaTh
JI0 TPYTIN PU3HKY PO3BUTKY MAaHKpeaTUTy npu 3acrocyBanHi KOK.

Xoya HE3HAYHE MIABUIICHHS apTepialbHOTO THUCKY CIIOCTepirajgocs y Oaratbox JKIHOK, SKi
npuiivanu KOK, Ki1iHIYHO 3Havylie MiABHMIIEHHS apTepiajJbHOrO THCKY Bi3HAYAIOCS PiAKO.
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Tinpku B PIAKICHUX BHITaJIKaX HeoOXimHe HeraiiHe mpunuHeHHs npuitomy KOK. fxmio mig gac
3actocyBanHss KOK y JKiHKM 3 HasBHOIO paHille apTepialbHOI0 TIMEPTEH3I€I0 3HAYEHHS
apTepiaJbHOTO THCKY IIOCTIHHO TIiJIBHINEHI a00 3HAaYyHE MIABUIICHHS apTepialbHOTO THUCKY
aJICKBaTHO HE BIAMOBIJa€ Ha TiMOTeH3WBHY Tepamio, npuiiom KOK cmin npunuawmtu. 3a
HeoOximHocTi 3acTtocyBanHs KOK Moxe OyTv MpomoOBKEHO, SKIIO 3a JOMOMOTOI0 TINOTEH3UBHOI
Teparii J0CSATHYTI HOpMaJIbHI 3HAUYEHHS apTepialIbHOTO THCKY.

[ToBigoMIsIM TIPO BUHHUKHEHHsSI a00 3aroCTPEeHHs 3a3HAYEHUX HIDKYE 3aXBOPIOBAaHb Y MEpiojl
BariTHocTi Ta mpu 3actocyBanHi KOK, ane ix 3B’s30k i3 3actocyBanHsAM KOK He € ocraToyHO
3’SICOBaHHMM: JKOBTSHHUIISI Ta/ab0 CBepOIXK, IMOB’S3aHUN 3 XOJIECTa30M; YTBOPECHHS KaMEHIB Y
YKOBYHOMY MixXypi; mopdipisi; CUCTEMHHI YepBOHHMI BOBYAK; T€MOJITHYHO-YPEMIUYHHHA CHHAPOM;
xopest CuieHrama; reprec BariTHUX; BTpaTa ClyXy, [IOB’si3aHa 3 OTOCKJIEPO30M.

Ex30reHHi ecTporeHd MOXyTh BUKJIMKATH a00 MOCHIUTH CHUMITOMH CIaJIKOBOTO Ta HaOyTOro
AQHT10HEBPOTHUYHOTO HAOPSKY.

[Tpu roctpux abo XPOHIYHMX MOPYLICHHSAX (YHKLII NMEYIHKHM MOXE BUHHKHYTH HEOOXiIHICTh
npunuHuTy 3actocyBaHHs KOK, moku mokasHuku ¢GyHKIT MEYIHKU HE MOBEPHYTHCA O HOPMHU.
[Tpu peumanBi XojecTaTHYHOI KOBTSHHUII, SKa BIEpIIEe BUHUKIA y MEPioj BariTHOCTI abo MiJ 4ac
MOTIEPETHBOTO 3aCTOCYBAHHSI CTATEBUX TOPMOHIB, 3acTocyBaHHs KOK ciia npunuHuTH.

Xoua KOK MoxyTh BruimBaTH Ha mnepudepuyHy IHCYJTIHOPE3HUCTEHTHICTh 1 TOJIEPAHTHICTH 10
TVIFOKO3M, HEMAa€ JaHUX I0JI0 HEOOXIMHOCTI 3MIHIOBATH TEPANEBTUYHUN PEKUM I JKIHOK 3
niabeToMm, sKi mpuiiMaroTh HU3bK01030Bi KOK (1o mictsars © 0,05 mr ertuninectpagiony). IIpore
KIHKH, K1 CTPaXXIAIOTh Ha IyKPOBHH J11a0eT, MOBUHHI OyTH TiJ MOCTIHHUM PETEIIbHUM HATJISI0M
IPOTSTrOM ycboro nepioay 3actocyBanus KOK.

Takox MOBIIOMJISUTA PO TIOTIPIICHHS CTaHy MpH ernierncii, xBopooi KpoHa Ta Bupa3koBoMy KOJIITI
Ha 1711 3actocyBanHs KOK.

[ToripmenHs HacTpow Ta Jmempecis — Ao0pe Bimomi MOOIYHI peakilii Mg 4Yac 3acTOCyBaHHS
TOPMOHAJIBHUX KOHTpaunentusiB (auB. po3ain «[loGiuni peaxmii»). empecis moxe Oytu
CEPHO3HOI0, 1 11e — BIIOMUH (PaKTOP PU3HUKY CYIUIAIBHOI MOBEIIHKH Ta Cyinumy. JKiHKM MOBHUHHI
3BEPHYTHCS JI0 JKaps y BHUIAAKY 3MiH HACTPOIO 1 MOSIBH JEMPECHUBHUX CHMIITOMIB, Y TOMY YHMCII
HEBJIOB31 MICJIs TIOYATKY JIKYBaHHS.

[HONI MOXKe BMHUKATH XJI0a3Ma, OCOOJHMBO Y JKIHOK 13 XJI0A3MOIO BariTHHX B aHamHe3l. JKiHKH,
CXWJbHI 10 BHHHUKHEHHSI XJI0a3MH, TMOBHHHI YHHKATH TPUBAJIOr0 BIUIMBY MPSIMHUX COHSYHHUX
IPOMEHIB 200 yIbTpadioaeToOBOro ONMpoMiHIOBaHHS i yac npuitmanns KOK.

Hpocmipem® 20 mictute naktozy. Tomy HOro He CIij NpH3HAYaTH HAlicHTaM i3 PiAKiCHOIO
CIIaJJKOBOI0 HENEPEHOCUMICTIO TalaKTO3H, CIAIKOBUM Je(ilMTOM JakTazu abo CHHIPOMOM
MaJba0CcopOITii TIIFOKO3HU-TATAKTO3H, Y pa3i nepedyBaHHs Ha 0€3JIaKTO3HIN JIETI CIIiJl BpaXOBYBaTH
3a3Ha4YeHy KUIbKICTb JIAKTO3H.

Tab6merku manedo MicTsITh MeHIe 1 MMoutb (23 Mr) Ha TabJIETKY HATpPit0, TOOTO MPAKTHUYHO BUIBbHI
BiJl HATPIIO.

Hinsunenns AJIT

ITix yac xIiHIYHUX BUMPOOYBaHb y Mali€HTIB, AKi JikyBamucs Bia iHdekuiid renatury C (BI'C) 3a
JIOTIOMOTOFO JTIKAPCHKHUX 3ac00iB, IO MICTATH OMOITaCBip/mapuTanpeBip/puToHaBip Ta na3adysip 3
abo Oe3 pubaBipuHy, 3HaAYHO MiABHIIMBCS piBeHb TpaHcamiHaz (AJIT), mo nmepeBuIlyBaB BEPXHIO
Mexy Hopmu (BMH) y 5 pasiB vacrimie y >KiHOK, SIKi BUKOPHCTOBYBAJIM TpEMapaTH, IO MICTAThH
eTUHLIeCTpasion, Taki ak koMOiHOBaHI ropMmoHaibHi koHTpanentusu (KI'K). Kpim toro, takox y
TMaII€HTIB, SKI OTPUMYBAJIHU TJeKanpeBip/moOpeHTacBip, cnoctepiraiocs miauineHHas piBas AJIT y
KIHOK, fIKI 3aCTOCOBYBAJIM JIKapChKi 3aco0u, 110 MicTATh eTuHinectpanion, Taki sk KI'K (nus.
po3aimn  «I[IpoTunokaszanss» 1 «B3aeMopiss 3 IHIIMMH JIIKAPCHKUMH 3aco0aMH Ta 1HIN BUIN
B3AEMO/II» ).

Mennynae 06cTeKeHH/KOHCYIbTALIT

[Tepen mouarkoM a0 BiJHOBJIEHHSAM [pUHOMY JiKapchkoro 3aco0y  Jpocmigem® 20
PEKOMEHIyeThCS 310paTH TOBHUK MEIWYHUN aHaMHe3 (BKIIOYAIOYM CIMEHHUN aHaMHe3) Ta
BUKJIIOYATH BaritHicTh. HeoOXimHO BUMIpATH apTepiajJbHUA THUCK Ta MPOBECTH MEIUYHE
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oOcTe)xeHHs, Oepyuyd JO YyBard TNpOTUINOKa3aHHsA (auB. pos3aun «lIporurnokazanus») Ta
3acTepekeHHs (auB. po3ain «OcobauBOCTI 3acTocyBaHHsS»). Ciin 3BepHYTH yBary XIiHKH Ha
iH(opMaIlito 10,10 BEHO3HOTO Ta apTepiaibHOTO TPOMOO3y, Y TOMY YHCIII Ha PU3HK, MTOB’I3aHUM 13
3aCTOCYBAHHAM JIiKapchKkoro 3aco0y Jpocmidem® 20, MOPIBHIHO 3 TAKUM MPH 3aCTOCYBAHHI 1HIIHX
KT'K, mono cumnromiB BTE Ta ATE, Bimomux ¢dakTtopiB pu3uky Ta Aii, ki HEOOX1THO 31HCHUTH
IpH Ti103pi HAa TPOMOO3.

XKinmi HEOOXiAHO YBaXXHO MPOYUTATH IHCTPYKINIO JJII MEIWYHOTO 3aCTOCYyBaHHS Ta
JOTPUMYBATUCS HAJAaHUX peKoMeHanii. Yactora Ta 3MICT OOCTeXEHb NMOBUHHI Oa3zyBaTHCs Ha
BCTAaHOBJICHUX TPAKTHYHUX PEKOMEHAAIIAX Ta OyTH MPHCTOCOBAHMMHU 10 TOTPed KOHKPETHOI
MMAII€HTKH.

XiHky ciig TOBIZOMHUTH, IO TOPMOHAJIBHI KOHTpAIENTHBH He 3axuimarTh Bixg BlJI-indexmii
(CHIO) Ta iHmmx iH(EKIii, 110 nepeJatoThCsl CTATEBUM IIISTXOM.

3H1KeHHS €(heKTUBHOCTI

EdextuBnicte KOK Moxe 3HMKYBAaTHUCh y pPa3i HPOMYCKy HNPUHOMY aKTUBHHX TaOJIETOK (IIUB.
po3ain «Cmoci® 3acTocyBaHHS Ta J03W»), PO3JIAMIB IUIYHKOBO-KHIIIKOBOTO TpPAKTy IIiJI dYac
npuiioMy axkTHBHHMX Ta0nerok (nuB. po3ain «Cmoci® 3acrocyBaHHA Ta J03W») abo mpu
OJIHOYAaCHOMY 3aCTOCYBaHHI IHIIUX JIKApChbKUX 3aco0iB (muB. po3ain «B3aemoxis 3 iHIIMMH
JKapChKUMU 3aC00aMH Ta 1HII BUIU B3aEMOJIIN»).

IlopylieHHs TUKITY

[Tpu mpuitomi Bcix KOK MoxyTh cnoctepiratucsi HeperyJsipHi KpoBoTeui (KpoBoMazaHHsS abo
MIPOPHUBHI KPOBOTEU1), OCOOIMBO MPOTATOM MEPIIUX KITLKOX MICAIIB. ToMy Taki KpOBOTE€Ul MOXYTh
PO3LIHIOBATUCS SIK 3HAYYII TUTBKHU MICIS TPHOX MEHCTPYaJIbHHX IMKJIIB aJaNTalliifHOTO Mepioay.
K10 HEPETYISPHICTh KPOBOTEY 30€piraeTbest a00 3’ IBISETHCS MICHIS TIEPIOy PETYJSIPHUX ITUKIIB,
MOTPIOHO PO3TJISSHYTH HETOPMOHAIBHI MPUYMHHU KPOBOTEY Ta BXKUTH BIAMOBIAHI JIarHOCTHYHI
3aX0Jld, BKJIIOYAIOUM OOCTEKEHHS 3 METOI0 BUKIIOUEHHS HAsABHOCTI MyXJWH Ta BaritHocTi. Jlo
JIarHOCTHUYHUX 3aXO/1B MOXKHA BKIIOYUTH KIOPETaXK.

VY neskux KIHOK MOKE€ HE HACTaTH KPOBOTEYA BIIMIHH ITiJT Yac Mepioy MpuiomMy miamedo.

V pasi npuitomy KOK BianoBigHo 10 Bka3iBok po3ainy «Croci0 3acTocyBaHHS Ta 103M» HACTaHHS
BariTHOCTI € MamnoimoBipHUM. [Ipote skmo mnpuitom KOK BigOyBaBcs HE 3 HOTpUMaHHSIM
THCTPYKIIIA A0 MEpIIOr0 HEHACTaHHS KPOBOTEUi BiMIHM a00 SKIIO KPOBOTEUl BIAMIHU BiACYTHI
NPOTSTOM JIBOX IHKIIB, Tepen NpoaoBkeHHsM 3actocyBaHHsS KOK HE0OXiIHO BHKIIOYHTH
BariTHICTb.

3acmocysanns y nepioo eazimnocmi abo 200y8aHHs 2pyooio.

3acrocysanns Jpocmipem® 20 y mepion BariTHOCTI MPOTHIIOKA3aHE.

V pasi BUHMKHEHHsS BariTHOCTI Mijl Yac 3aCTOCYBaHHs JikKapchkoro 3aco0y Jlpocmidem® 20 iioro
MPUHOM HEOOXITHO MPHUMUHUTH HETalHO. Pe3ynbTaTH 4MCeIbHUX eIMiJeMIONOTIYHUX JOCITIKEHb
HE BHUSABMJIM Hi MiJBUIIEHHS PU3UKY IMOSIBM BPOPKEHUX Baj y AiTel, MaTepi skux npuitmanun KOK
JI0 BariTHOCTI, HI TepaToreHHoi Aii mpu HeHaBMucHOMY mpuiiomi KOK mpotsrom mnepioxy
BariTHOCTI.

JlocnmikeHHsT Ha TBapUHAX MOKA3aJd HAsIBHICTh HEOaKaHUX €(PEeKTIB MPOTATOM MEPioly BariTHOCTI
Ta TOAYBaHHS TPyAa0. Ha OCHOBI WX MOCHIIKEHb HA TBapMHAX HE MOXKHA BUKIIOYATH HeOakaHi
e(deKTH BHACTIJOK TOPMOHAIBHOI Ail Aitounx pedoBuH. ONHAK 3arajdbHUN JTOCBIJ 3aCTOCYBaHHS
KOK y nepioa BariTHOCTI He CBIIYHUTH MPO ICHYIOUN HeOaKaHUH BIUTUB Y JIFOIUHH.

HasBHi gani mono npuiiomy Jlpocmigem® 20 y mepion BariTHOCTI 3aHAATO OOMEXKEHi IS TOro,
mo0 3poOUTH BHUCHOBKHM CTOCOBHO HETaTMBHOTO BIUIMBY IIperapary Ha mepelir BariTHOCTI,
3I0pPOB’s TUIOa Ta HOBOHAPOKEeHOTO. Ha maHuii yac BiCyTHI BIAMOBIIHI €1111€Mi0JIOTIYHI JIaHi.
[Ipu BimHOBIEHHI 3acTocyBanus Jpocmidem® 20 ciig BpaxoByBaTH MiJBUILEHHS PUMKY PO3BUTKY
BTE y micnsimonoroBomy mepiofi (auB. po3ainu «Crocid 3actocyBaHHs Ta A03U» 1 «OcoOIuBOCTI
3aCTOCYBAaHHA»).

Ilepioo 200yearnns epydoro.

KOK MOXyTh BIUIMBATH Ha TOAYBAHHS TPYIIIO, OCKIIBKU MiJ iX BIUIMBOM MOKE 3MEHIITYBATHUCS
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KUIBKICTh TPYJHOTO MOJIOKA, a TAaKOXX 3MIHIOBAaTHCS HoOro ckian. 3Baxatoun Ha 1ie, KOK He
PEKOMEHIYETbCS TMPUHUMATH 10 TIOBHOTO 3aBEPIICHHS TPYJHOTO BUTOAOBYBaHHS. Hepenuki
KUTBKOCT1 KOHTPAIIEITUBHUX CTEPOiIiB Ta/abo iX MEeTabOJITH MOXYTh MPOHUKATH Y TPYIHE MOJIOKO
nix yac 3actocyBanHs KOK. Lli KiIbKOCTI MOXKYTh BIUIMBATH HA JUTHHY.

30amuicmy eénausamu Ha WUOKICMb peaxyii npu KepyeawHi a8mMOMmMpPAHCNOpmomM abdo [HUWUMU
Mexarnizmamu.

Komuux nocmiKeHb MI0A0 BIUIMBY Ha IIBUAKICTH peakiii Mpu KepyBaHHI aBTOTPAHCIIOPTOM abo
poboTi 3 IHmMMMH MexaHI3MamMu He mnpoBoawiau. He Bim3Hauamocs xomHux edextis KIIK nHa
3MIaTHICTh KEPYBaTH aBTOMOO1IEM a00 1HIIMMH MEXaHI3MaMHu.

Cnoci6 3acmocyeanns ma 003u.

Croci6 3acTocyBaHHS
[TepopanbHe 3acTOCYyBaHHS

Jlo3yBaHHS

Ax npuiimamu npenapam pocnigpem®™ 20

Tabmerku ciiag mpuiMaTH MOAHS MPUOJU3HO B OJUH 1 TOW K€ 4ac, MpHU HEOOX1THOCTI 3aITMBAIOYH
HEBEJIMKOIO KUTBKICTIO PIAMHU, B MOCIIJJOBHOCTI, 3a3HaveHiil Ha OmictepHiil ynakoBii. [Ipuitmatu mo
1 tabnermi Ha o0y mpoTsaroMm 28 nHIB MOCHiab, Oe3nepepBHO. [lpuitom TabmeTok 3 KOXHOL
HACTYITHOI YIaKOBKM TOBHHEH MOYMHATUCS HA HACTYIHUU [I€Hb MicCIs 3aKiHYCHHs MOTEepPeaHbOI
ynakoBku. KpoBoTeua BiMiHM 3a3BHuaii HacTa€ Ha 2-3-i JIEHb MICIS MMOYaTKy MPUHOMY TaOJIETOK
rianedo Ta He 000B’I3KOBO 3aKIHUYETHCS 10 MOYATKy MPUHOMY TabJIETOK 13 HOBOI YIIaKOBKH.

Ax nouamu 3acmocysanns npenapamy [pocnigpem®™ 20

AKwo 20pMOHATbHI KOHMPAYENnMuUeU 6 Nonepeoniu nepioo (MUHyIull Micsayb) He 3aCmoCcOo8Y8all.

[Tpuiiom TabneToK Ciijg PO3MOYMHATH B MEPIIMH J€Hbh MEHCTPYAIbHOTO HHUKIY (TOOTO B TEPIIHMA

JI€Hb MEHCTPYaIbHOT KPOBOTEY1).

Ilepexio 3 iHW020 KOMOIHOBAHO20 20PMOHANLHO20 KOHMpayenmuea (KOMOIHOBAHUL OpATbHULL

xkoumpayenmus (KOK), eazinanvhe xinvye abo mpauncoepmanvuuii niacmup). baxxano posmnodaru

npuiiMaHHs TabJETOK MpernapaTy HACTYHMHOrO AHS MICHs MPUMMaHHS OCTaHHBOI TOPMOHOBMICHOT

tabnerku momnepenasoro KOK, ane He mi3Hile HACTYMHOTO ITHS MICHA HEepepBH y NpUMaHHI

Tabnetok abo micis mpuiiMaHHa Tabnetok mianebo momepeanporo KOK. Ilpum mepexomi 3

BariHaJbHOTO KUIBI 200 TPaHCAEPMAIBHOTO IJIACTUPY MPHIOM IpenapaTy CiiJ HOYMHATH B JICHb

BHJIAJICHHS TTOTIEPEAHBOTO 3aco0y, ajie He Mi3HIIIe JHS, KOJIM HeOOXiqHEe HACTYIHE 3aCTOCYBaHHS

[UX 3aCO0IB.

Ilepexio 3 memody, sKutl Oa3yeEMbCsa HA 3ACMOCYBAHHI TUUEe NPO2eCmazeHy («MiHi-niniy, i’ eKyii,

iMnaaumamu) abo 6HYMPIUHLOMAMKOBOI cucmemu 3 npocecmazeHom. Po3nodatu mnpuiiom

mpenapary MoOXHa B OyIp-SKWi J€Hb TWICHAS TNPUNUHEHHS MNpUioMy «MiHI-Tia» (y pasi

3aCTOCYBaHHs IMIUIAHTAaTy a00 BHYTPIIIHBOMATKOBOI CHCTEMU — B JICHb 1X BUJAJICHHS, Y BHUIIAJIKYy

3aCTOCYBaHHS 1H €KIIii — 3aMICTh HacTymHOi 1H’ekIlii). OgHaK y BCIX BUMAIKaX PEKOMEHIYETHCS

JOJATKOBO BUKOPUCTOBYBATHU Oap’€pHHMI METOJ KOHTpaLEeNIii NpOTAroM TMepmux 7 IHIB

3aCTOCYBaHHS Ipenapary.

ITicis abopmy 6 I mpumecmpi éazimnocmi. 3acTOCyBaHHS TpenapaTy CIiJ po3loYaTH oApasy B

JIeHb omeparfii. Y TakoMy BHUIAJKy HeMae HEOOXITHOCTI 3aCTOCOBYBAaTH JOJATKOBI 3aco0Om

KOHTpAIIeIIIii.

Ilicnsa nonocie abo abopmy y Il mpumecmpi eacimnocmi.

HeoOxigHo posmounHatu npuiioM mpemapary 3 21-28-ro mHs micias monoriB abo abopry y

I pumecTpi BariTHOCTI. SKIIO TpUtOM po3MoYaTo Mi3HIIIE, CIiJ J0JATKOBO BHUKOPHCTOBYBATH

Oap’epHUl METOJA KOHTpAIenuii MpoTsAroM nepmux 7 AHIB npuiiomy Tabnerok. Ilpore, sKino

CTaTeBUU aKT yKe BiAOyBCs, Mepeia MOYaTKOM 3aCTOCYBaHHS HEOOXITHO BHUKIIOUHUTH MOXKIIUBY

BariTHICTH a00 TIOYEKATUCS MEPIIOT MEHCTpPYAIlii.

SAxio kiHKa ToJye TPYAII0 — JWB. PO3IiT «3acTOCYBaHHS Yy TMepioj] BariTHOCTI abo ToayBaHHS

TPYAIEO».
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IIponyck nputiomy mabremxu.

[TpomyckoMm mpuiioMy TaOJeTOK Tuialedo MOKHA 3HeXTyBaTu. [Ipore iX MOTpiOHO BHUIANIHUTH 3
YIaKOBKH, II00 YHUKHYTH BHIAJIKOBOTO TIOIOBKEHHS 1uiane0o-¢aszu. Bka3iBku HUKYE CTOCYIOTHCS
TUTBKY MPOMYCKY AKTUBHUX Ta0JIETOK.

ko 3ami3HeHHsT B MPUOMI TaOJIETKH He NepeBUILY€E 24 ToAWH, MPOTU3AIUIIIHA Jis Ipenapary
He 3HWKyeTbes. [lpomymeny tabieTky Tpeba NMpUHHSATH Opasy, SIK TUIBKM 3rafajd MIpo IIe.
Hactynny tabneTky 3 1i€i ynakoBKH CJIiJI MPUHAMAaTH y 3BUYHUHN Yac.

SIKmio 3ami3HeHHs 3 TPUHOMOM MPOIYIIEHOT Ta0JIeTKU mepeBHILY€E 24 TOAWH, KOHTPALCTITUBHUMA
3aXUCT MOXKE 3MEHIIUTHCS. Y TakoMy BHUMAAKYy HEOOXiAHO KepyBaTHuCs JBOMAa OCHOBHHUMU
MpaBUJIAMHU:

1. PekoMeHIOBaHOIO € TepepBa y MPUKWMaHHI TOPMOHOBMICHUX TaOJIETOK, sika TpuBae 4 IHI,
nepepBa y npuiiMaHHi TabJIETOK HIKOJIM HE MOJKE MIEPEBHUILYBaTH 7 JHIB.

2. AnexkBaTHe MPUTHIYCHHS CHUCTEMH TiMOTagaMyc—Tinogi3—sS€UHUKH JOCATAETHCSA Oe3mepepBHUM
NpUHOMOM TabJIETOK MPOTITroM 7 THIB.

BiamoBigHO 10 BOTO CITiJl AOTPUMYBATHUCS TaKHX PEKOMEHIAITIN:

Jni 1-7

Crnig mpuiHATH OCTaHHIO MPOMYIIEHY TaOJIETKY, sIK TITBKHM JKIHKa MPO e 3rajla€, HaBITh SKIIO
JIOBEJICThCS MPUMHATHU J1BI TaOJIeTKU oaHOYacHO. ITicis 1boro nmpoJoBKyBaTu MpuiMaTH TaOlIeTKH
y 3BUYHUH 4ac. KpiM TOro, mpoTsroM HacCTYNMHHX 7 JHIB CJiJI BUKOPUCTOBYBATH Oap’€pHHUI METOJ
KOHTpAIIeMIii, HAPUKIaJ Mpe3epBaTuB. SIKII0 y momnepeaHi 7 THIB BiAOyBCS CTaTeBUHM aKT, CIiJ
BpPaxOBYBaTH MOXJIMBICTh HACTAHHS BariTHOCTI. YuM OibIie TaGJIETOK MPOMYIIECHO 1 YUM OJIMKYE
el mpomyck 10 (as3u TadneTok mianedo, TMM BUIIE PU3KK BAriTHOCTI.

Jni 8—14

Cril npuiHATH OCTAHHIO NPOIYIIEHY TaOJeTKy, SK TUIbKM JKiHKa MpO L€ 3raja€, HaBiTh SKIIO
JIOBEJIETHCSl IPUMHSTH J1B1 Ta0JIETKU ogHOYacHO. [Ticis 1boro mpooBXKyBaTH MPUHMATH TaOJETKH
y 3BHUHHUM yac. SIKIIO KiHKa MpaBWIIBHO IMpHiiMana TaOJeTKH NpOTAroM 7 JHIB Hepesa MEepUIOko
MIPOIYIIEHOIO Ta0JIETKOI, HEMAae HEOOXITHOCTI 3aCTOCOBYBATH JTOAATKOBI MPOTU3AILIITHI 3aCOOM.
Opmnak y pasi mpomycky Ougblie HiDK OnHi€l TaOJNeTKHM PEKOMEHIYEThCS JOIATKOBO
BHKOPUCTOBYBATH 0ap’€pHUN METO/ KOHTpAIEIIIii MPOTATOM HACTYITHUX 7 JTHIB.

Hni 15-24

IMOBIpHICTh 3HW)KEHHS KOHTPAIENTUBHOTO €(eKTy 3HauHe uepe3 HaOmmkeHHS (a3u TabJIeToOK
wiane6o. OAHak TpU JOTPUMAHHI CXEMH NpPUHOMY TaOJIETOK MOXHA YHUKHYTH 3HMKEHHS
KOHTPALENITUBHOTO 3aXUCTY. SIKIIO MOTpUMYBAaTHUCA OJHIET 3 HIDKYCHABEICHHUX BKa3iBOK, TO HE
BUHHUKHE HEOOXiTHOCTI 3aCTOCOBYBATHU JI0/IaTKOBI KOHTPAIENITUBHI 3aCO0M 32 YMOBH MPAaBUIHLHOTO
MpUHOMY TaOJIETOK MPOTATOM 7 JHIB J0 TMEPIIOi MPOIyIieHoi TabiaeTku. SIKIo e He Tak, CIij
JOTPUMYBATUCS TIEPIIO] i3 HIIKUEHABEIEHUX BKA3IBOK 1 BUKOPUCTOBYBATH JIOJJATKOBI METOAU
KOHTpAIEMIii MPOTIroM HACTYTHUX 7 JHIB.

1. Cnix mpUHHSATH OCTaHHIO MPOMYIIEHY TAOJNETKY, SK TUIBKH JKIHKA IO 1€ 3raJla€, HaBITh SKIIO
JIOBEJIETHCSl IPUMHSTH JIB1 TaOJIETKU oHOYacHO. [Ticis 1boro mpooBKyBaTH NMPUHMATH TaOJETKH
y 3BUYHHMI Yac J0 3aKiHUEHHS aKTUBHUX Ta0neTok. 4 Ta0ieTku Iianebo mpuiiMaTH HE CIiA.
[ToTpiOHO oOmpa3y mMmoYyaTH TPUHOM aKTHUBHUX TaOJETOK 13 HACTYMHOI OJICTEPHOI YIMaKOBKH.
MasnoiiMOBipHO, 110 y JKIHKH PO3MIOYHETHCS KPOBOTEYA BiIMIHH 10 3aKiHUEHHS NPUHOMY aKTHBHHUX
Ta0JIETOK 3 APYTOi YITAKOBKH, X04a MOXKYTh CIIOCTEPITaTHCS KPOB’STHUCTI BUIJICHHS a00 TTPOpHUBHA
KpOBOTEYA.

2. IlpunuHATH TPUHOM AaKTHUBHUX TAaOJETOK 3 MOTOYHOI yMaKOBKH. 3aMICTh aKTUBHHUX TaOJIETOK
CIIiJl IPUHHATH TaOJMETKH TU1ane0o0 npoTAaroM 4 IHIB, BKIIOYAIOYM JTHI MPOIYCKY TaOJETOK, a MOTIM
MOYaTH MPUHOM TabJIETOK 13 HACTYITHOI OJTICTEPHOT yIaKOBKH.

SIKIIO TiCTst MPOIYCKY Y IpHifoMi TaOJIETOK BIACYTHS KPOBOTEYA BIIMIHU i Yac mepioay npuioMy
miane6o, CiIil BpaxoByBaTH IMOBIPHY BariTHICTb.

Pexomenoayii na 6unadox nopyuets 3 00Ky WIYHKOBO-KUUKOBO2O MPAKMY .

VY pasi TSOKKUX po3nafiB 3 OOKY NIIYHKOBO-KHIIIKOBOTO TpakTy (Hampukiaa OMroBaHHS, diapes)
MOJKJIMBE HEMIOBHE BCMOKTYBAHHS Ipernapary. Y TaKOMY BHIAJKY CIiJ 3aCTOCOBYBATH J10JATKOBI
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3aco0u KoHTpareniii. Jkio OJoBaHHSA MOYANOCs MPOTATOM 3-4 TOIWH TICs MPUHOMY aKTHUBHOI
TabJIeTKH, HEOOXiTHO SKOMOra LIBUJIIEC MPUUHATH HOBY (3aMiCHY) TaOJIeTKy (3 1HIIOT YIIAKOBKH),
sKa 3aMIHATH ToniepenHto. HactynHy TabneTky HEoOXiqHO MPUHHATH BOPOJOBXK 24 TOIWH IMiCIA
3BHYHOTO 4Yacy mnpuiiomy. Skmo MmuHyno Oumbmie 24 TOAWH, CIiJ JOTPUMYBATHCS MPAaBUII,
3a3HadeHuX y posnini «[Ipomyck mpuitomy TabneTkn» Buie. Ko >kKiHKa HE XO04e 3MIHIOBATH
CBOIO 3BHYHY CXeMy MpHIIOMY Mpenapary, iii HeoOXimHO MpuUiHATH AoAaTkoBy(i) Tadbnerky(u) 3
IHIITOT YITAKOBKH.

Ak 3micmumu Hacmanusi kpogomeui giominu. 11100 3aTpuMaTH IeHb MOYATKy KPOBOTEYl BiAMIiHH,
CIiJi NPOJOBKYBaTH IPUMOM 3 iHIIOI OmicrepHoi ymakoBku Jpocmidpem® 20, He mnpuiiMaroum
TabJeTKH 1u1anedo 3 MOTo4HOi ynmakoBKU. Ilpu GakaHHI TepMiH NpUHOMY MOKHA MPOJOBKHUTU axK
JI0 3aKIHYEHHS aKTUBHHUX TaOJeTOK 3 JApyroi ymakoBkH. IIpu 1mpboMy MOXyTh CHOCTEpiraTHUCs
IpopHBHA KpoBOTe4a abo KpoBoMaszaHHs. Perymspuuii mpuiiom [lpocmigem® 20 BiIHOBIIOKOTH
TiCTs TpUiioMy TabIeToK Tuiaiedo.

1100 3MicTUTH HAcTaHHS KPOBOTEYl HA IHIIMKA JI€Hb THJKHS, PEKOMEHIYEThCS CKOPOTUTH (hazy
miane6o Ha 0akaHy KUTBKICTh JHIB. UMM KOPOTIOO Oy/ie epepBa, TUM BUIIUN PU3UK BiJICYTHOCTI
KpPOBOTEUl BIIMIHM Ta BUHUKHEHHS MIPOPUBHOI KPOBOTEUi a00 KpPOBOMa3aHHs MPOTATOM HpUHOMY
Ta0JIETOK 3 HACTYIMHOI YIIAaKOBKH (K Y BUIAJKY 3aTPUMKH HACTaHHS KPOBOTEUI).

JonarkoBa indopmanis om0 0co0JJMBUX NOMY AL

Ilayienmku nimuvo2o 8iKy

Hpocmidem® 20 He moKa3aHMi Mic/s MEHONAY3M.

Tlayienmku 3 nopyuwiennam hynkyii nevinku

Hpocmipem® 20 mpoTUIOKa3aHUil KiHKAM 3 BaKKMMH 3aXBOPIOBAHHSAMHM IEYiHKU. JIMB. Takox
po3ainu «IIpotunokazanus» Ta «@apMaKOKIHETHKAY.

Tayienmku 3 nopyuweHHaM QyHKYii HUpoOK

Hpocmidpem® 20 NMpOTUIOKA3aHUN >XKIHKAM 3 BaKKOK HHUPKOBOIO HEJOCTATHICTIO a00 TOCTPOIO
HUPKOBOIO HEAOCTATHICTIO. [IuB. Takox po3ainu «IIpoTunokazanus» Ta «@apMakoKiHETHKAY.

Himu.
[Tpenapat nmoka3aHuil AJs 3aCTOCYBaHHS 3a MPU3HAYEHHAM JIKaps TUIBKM IICJIS HACTaHHS CTalIMX
MEHCTpYaIiil.

Ilepeoosysannas.

Jlo 1mporo wacy Hemae >KOIHUX JaHUX IIOJ0 TEPeN03yBaHHS TaOJIETOK JIIKaApChKOTO 3acoly
Hpocmipem® 20. Sk cBiguuTh 3aranbHuil 10cBin 3actocyBanHs KOK, npu nepenosyBaHHi Moke
CIoCTepiraTucss HyJOTa, OJIIOBaHHA Ta HE3Ha4YHA BariHajJhbHAa KPOBOTE€YAa Yy MOJOJIMUX JIiBYAT.
CreniagbHOrO aHTUAOTY HE iICHYE, JIIKYBaHHSI IOBUHHO OyTH CUMIITOMAaTHYHUM.

Ilo6iuni peakuii.

Cepiio3zni mo0iuHi peakiiii, moB’si3aHi 13 3actocyBaHHsM KOK, ommcani Takox y po3aiii
«Oco0IMBOCTI 3aCTOCYBAHHSY.

ITpu 3actocyBanni Jpocmipem® 20 crocrepiramucs HaCTYIHI MOOIYHI peaxiii.

VY Tabnuill HIKYE HaBEICHO MOOIYHI peakilii BiAMOBIIHO 10 KiaciB Ta cuctem opraniB MedDRA.
YacTtoTta mpuBenAeHa Ha OCHOBI KIIHIYHUX AaHuX. HaiOinpm npuitHaTHi Tepmian MedDRA
BHUKOPHCTAHI JUIsl ONUCY NEBHUX PEaKIliid Ta IX CHHOHIMIB 1 OB’ sI3aHUX CTaHiB.

Cucremu Yacto Heuacto IMooauHoOK1 YacroTa
OpraHiB (> 1/100 mo |(>1/1000 mo <1/100)| (=1/10000 mo <1/1000) HEeBigoMa
<1/10) (HEMOKITUBO
OLUHHUTH 3
HasIBHUX
JIAHUX)
Iadekmii Ta Kaumunos
1HBasil
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3 00Ky cucTeMHU

AHnewmis, TpoMOoITEMIS

KPOBOTBOPEHHS
Ta JiMpaTUIHOT
CHUCTEMHU
3 00Ky iMyHHOI Anepriuni peakuii lnepuyT-
CHCTEMU JIUBICTb,
3aroCTPEHHs
CUMITOMIB
CIaJIKOBOI'O Ta
HaOyTOro
AHT1OHEBPOTHY
HOT'O HaOpsIKY
3 6oky EnnoxpunHi po3naau
€HJIOKpUHHOI
CUCTEMHU
3 6oky 0OMiHY [linBuIIeHHS aneTHUTY,
pPEUYOBHH Ta aHOpeKcCid,
Xap4yyBaHHS rinepKagiemis,
rinoHaTpieMis
[cuxiuni Emouiiina Henpecis, AHopra3zmisi, 6€3COHHS
po3nanu 71a0UTbHICTh | HEPBO3HICTB,
COHJIMBICTh
3 60oky HepBoBOi | ['ostoBHMIT | 3amamMopoueHHS, Bepruro, Tpemop
CHUCTEMU O11b napecTesis
3 OoKy opraHiB KoH’ 1OHKTHUBIT, CYXiCTh
30py OYeil, HOPYLIEHHs 30py
3 OOKy cepIist Taxikapis
CynunHi Mirpeuns, BapukosHe | @nebit, cyanHH1
HOPYIICHHS PO3LIMPEHHS BEH, | pO3Jaau, HOCOBA
rinepreH3is KpOBOTEYa,
HETMPUTOMHICTh, BEHO3HA
tpomboemboiis (BTE),
aprepiajbHa
tpomboemoboutisi (ATE)
3 6oky TpaBHoi |Hynora AOGnoMiHATBHUI 301IbIIICHUN JKUBIT,
CHCTEMU Oi/1b, OJIFOBaHHS, [UTyHKOBO-KHIIKOBI
JCTIETICIS, po3iiaay, BIIUyTTS
METEOpPU3M, T'aCTPUT,| HATOBHEHHS IILITYHKOBO-
niapest KHILKOBOT'O TPAaKTY,
XiaTampHa TPHXKa,
KaHJIN03 POTOBOI
MOPOXHUHHU, 3a110p,
CYXICTb Y POTI
3 6oky binb y )xoBUHOMY
renarooiapHoi MIXYpi, XOJIEUUCTUT
CHUCTEMHU
3 OOKy MIKipH Ta AKkHe, cBepOIK, Xmoa3Mma, ek3ema, MynbTH-
i AMKIpHOT BHCHII anoneriisi, akaepopmuuii | hopmHa
KJIITKOBUHHU JIEpPMaTHUT, CYXIiCTh epuTemMa

IKipU, HOJO3HA
epuTeMa, TirnepTpuxo03,
3MiHH IIKIPH, PO3TSHKKH,
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KOHTaKTHHI ACPMaATuUT,

¢dorouyTauBHiA
JICPMATHUT, HOYJIAPHA
HIKipa
3 60Ky M’s130BOT1 bine y criuni, 6i1b y
Ta CIOJIYYHOI KIHITIBKaX, Cy/JIOMHU
TKaHUHH M SI31B
3 6oky bontouicte | BarinaneHuit HucnapeyHis,
PENPOIYKTUBHOI | MOJIOYHUX | KAHAWI03, TA30BUH | BYJIbBOBATIHIT,
CHCTEMH Ta 3aJ103, 01116, 301JIBIIEHHS MMOCTKOITaIbHa
MOJIOYHHX 3aJI03 | METpOparis™*, | MOJIOYHUX 3aJ103, KpOBOTEUa, KPOBOTEUA
ameHopest ($10pO3HO-KICTO3HA | BIIMiHH, KiCTa MOJIOYHOT
MacTOIIaTis, 3aJ103H, Tineprasis
MAaTKOBI/BariHaJbHI | MOJIOYHOI 3aJI03H,
KpoBOTEYi*, HOBOYTBOPEHHS y
BUIUIEHHS 31 MOJIOYHIH 3aJ1031, IO

CTaTeBHX OpPraHiB, | IUIKK MaTKH, aTpodis
NIPUTUTABH, BaTiHIT, |€HIOMETpIs, KicTa

MOPYIIEHHS SI€YHUKA, 301TbIICHHS
MEHCTPYaJIbHOTO MaTKH

IIUKITY, TUCMEHOPE,

rirmomMeHopes,

MeHoparis,

BariHaJbHa CyXIiCTb,
CYMHIBHHI Ma30K
[Tananukomnay,
3HIKEHHS 110110
3aranbHi Acrenis, ninsuieHe | He3nyxanus
posnaau MOTOBUIICHHS,
HaOpsK
(renepamizoBaHuit
HaOpSIK,
nepupepuaHu
HaOpsK, HAOPSIK
00Iryys)
JocmimkeHHs 301IbIIeHHS Mac | 3MEHIIIEHHS MacH Tijia
Tijga
*HeperymnsipHi KpoBOTeUl 3a3BUYail 3HUKAIOThH TIPH MPOJAOBKEHHI Teparii.

Omnuc okpeMux NoOIYHUX PeaKIii
VYV xkinok, saxi mpuiiManmu KI'K, cmocrepiraBcst migBUINEHHH PHU3UK PO3BUTKY BEHO3HHX a0o

apTepialbHUX TPOMOOTHYHUX Ta TPOMOOEMOOJIIYHUX SBWIN, Y TOMY 4YHCHII iH(MApKTy Miokapna,
IHCYJBTY, TPAH3UTOPHUX IMIEMIYHHUX aTak, BeHO3HOro TpoM0O03y Ta TEJIA, siki AeranbHille onucasi
y po3niti «OcoOIUBOCTI 3aCTOCYBAHHSD.

Bkazani Hmx4e cepio3Hi MoOiuHI peakuii cnocTepiraaucs y *iHOK, siki 3actocoByBaimn KOK (nuB.
TaKoX po3au1 «OcoOIUBOCTI 3aCTOCYBAHHS ):

® BEHO3HI TpoMOOeMOOIiUHI PO3Iaau;

apTepiaabHi TpOMOOEMOOITIYHI PO3IaIH;

apTepianbHa TilepTeH3is;

MyXJIMHU TICY1HKH;

PO3BUTOK a00 3aroCTpeHHS 3aXBOPIOBaHb, 3B’s30K skux 13 mpuitomom KOK He 3’scoBanuit
octatroyHo: xBopoOa Kpona, HecmemudiuyHUN BUPA3KOBHM KOJIT, €MUIETCIS, MiOMa MAaTKH,
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nopdipis, CUCTEeMHUN 4YEPBOHMI BOBYAK, reprec BariTHUX, xopes CujeHrama, reMOJIITHKO-
YPEeMiuHUI CHHIIPOM, XOJIECTaTUYHA KOBTSHHUIIS,
® XJI0a3Ma;
® rocTpi abo XpOHIYHI po3nagu (QYHKLII MEYiHKH, M0 MOXKYTh NOTpPeOyBaTH MPUITUHEHHS
3actocyBanHa KOK, moku moka3zHuku GyHKIIIT MEUiHKH HE TOBEPHYTHCS 10 HOPMHU.
YacTtoTa [iarHOCTYBaHHS paKy MOJOYHOI 3all03U JIeUI0 TMiABUIIYETHCS CEpPEeA  IKIHOK, SIKi
3actocoByioTh KOK. OCKiTbKH pak MOJIOYHOI 3a703U Y KIHOK BiKOM 10 40 pOKiB BHHHUKA€E PIiJIKO,
30UIBIICHHS KUTBKOCTI BUNIA/IKIB 11IarHOCTYBAHHS PaKy MOJIOYHOI 3aJI03H Y KIHOK, SIKi 3aCTOCOBYIOTb
ab6o HemomaBHO 3actocoByBanu KOK, € He3HayHUM IIOAO 3arajilbHOTO PHU3UKY paKy MOJOYHOI
3ano3u. 3B’s30K 13 3actocyBaHHsAM KOK neBimomuit. JluB. Takox posainmu «IIpoTumokazanus» Ta
«Oco0aMBOCTI 3aCTOCYBaHHS.
Bzaemonii
[IpopuBHi KpoBOTeYi Ta/ab0 3HWKEHHS KOHTPALENTHBHOI [ii MOX€ BHHHKHYTH BHACIIJIOK
B3a€MOJII1 1HIIMX JIIKAPChKUX 3aco0iB (inaykTopiB ¢epmentiB) i3 KOK (nuB. po3nin «Bzaemozmis 3
IHITUMU JIIKApPCHKUMU 3ac00aMu Ta 1HII BUIU B3aEMOIN ).
Hicnapeecmpayitini oani
3a pe3yabTaTaMy ITSTH JTOCHIIPKEHb, Y SKHUX IOPIBHIOBAIM PU3UK BHUHUKHEHHSI PAaKy MOJIOYHOI
3aJ03U y THX, XTO KOJH-HeOyap mpuiimMaB um npuiiMae KOK, 1y Tux, ski HIKOJM He MpUiMau
KOK, e BusBneHo 3B’s3ky Mik 3acrocyBaHHsM KOK i1 pu3WKOM BHHUKHEHHS PaKy MOJIOYHOL
3ano3w, 3 orinkamu epexry 0,90-1,12.

HikkW, FK NpHAMEINTE 360 pasiwe nprHmMany HOK, nopisHAkD
3 THMH, Ak HIKOAH HE NPHAMAAW KOK

MECHD Wioemen's Care Stucly, Marchbanks P 7002 CH - 090 B0, 1.00%
Feench 38 coharn Sy, Durmeses iV 2005 m BP: a5 ms, 1.63)
Shanghai Women's Health Study, Deggochoa T 7009 »—p—=_ CP: 1.05 musd, 1.31)

Thie Nurses” Health Shudy i, Husvber D1 2010 B 1.12 jes, 1.33)

Ouford Fasrsly Planning Seuchy, Versey M, 2013 BP: 1.00 @90, 1.10
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OuiHka ederTy
BP = BigHOCHWMA pu3KKE; CH = cniBBigHOWEHHA KopuoTi; CF = cNiBBiOHOWEHHA PU3KMHEY.

BinnoBigHi AOCHIKEHHSI PU3MKY paKy MOJIOYHOI 3ajlo3d IpU 3aCTOCYBaHHI KOMOIHOBaHHMX
OpaJIbHUX KOHTPALECIITUBIB

Y TpbOX MOCHIPKCHHSX TOPIBHIOBAIM PH3UK BUHUKHEHHS paKy MOJOYHOI 3all03U y THX, XTO
npuitmann KOK Ha MoMeHT nocmipkeHHs abo HemonaBHO mpuiManu (< 6 MICSIIB 3 MOMEHTY
OCTaHHBOTO 3aCTOCYBaHHA) 1 THX, XTO Hikonu He npuitmanu KOK. B omHOMYy 3 1UX AOCHTIIKEHB
MOBIIOMJISUIOCS. TIPO BIJACYTHICTH 3B’SI3KYy MIDK PHU3MKOM BHHHMKHEHHS pPaKy MOJIOYHOI 3aJl03U 1
3acrocyBanHsM KOK. [IBa iHIMX MOCIIIKEHHS BUSIBUIIH TTiIBHINEHUH BiqHOCHUH pu3uk 1,19-1,33
pu TOTOYHOMY abo HemogaBHboMy 3actocyBaHHi KOK. OOumBa mi JOCTIIKEHHS BUSBWIHA
MiBUIICHUN PU3UK BUHUKHEHHS paKy MOJIOYHOI 3aJI03U TPU TPUBAJIOMY 3aCTOCYBaHHI Ha MOMEHT
JIOCJIIJDKEHHS, TPUYOMY BIAHOCHMM pu3uK konuBaBcs Big 1,03 y pas3i BukopuctanHs KOK
YIPOJIOBK MeHII HiX 1 poky 1o nmpubimsno 1,4 y pasi Bukopucranas KOK Ginbme 8—10 pokis.
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[ToBinoMIICHHS PO MiI03PIOBaHI MOOIYHI peakiii

[ToBioMIIeHHS MPO MiA03pIOBaHi MOOIYHI peakiii y nepiof MOCTMAPKETUHIOBOTO CIIOCTEPEKEHHS €
Iy)ke BaxiauBuMU. lle Jae  MOXIMBICTH 3MIMCHIOBAaTH KOHTPOJL 3a  CIIBBITHOIICHHSM
KOPUCTH/PU3UK Uil JIIKApChKUX 3aco0iB. DaxiBISIM Taiy3l OXOpPOHHM 3[0POB'S PEKOMEHIYETHCS
MOBITOMJISITH TIPO Oy/Ib-sIK1 T1J03PIOBaHI OOIUHI peaKIlii, BAKOPHCTOBYIOUN HAI[IOHAIbBHY CHCTEMY
3BITHOCTI.

Tepmin npuoamnocmi. 4 poxu.

YMmoBu 30epiranns. 30epiraTu y HEAOCTYIHOMY JAJs AiT€H MICIi B OpPUTiHAJIBHIM YMAKOBII IpU
temneparypi He Bumie 30 °C.

Ynakoska.

ITo 28 Tabnerok y Gumictepi (24 akTuBHI TabneTku + 4 TabneTku 1ianedo); mo 1 ado no 3, ado mo 6
OJicTepiB y KapTOHHIN yITaKOBIII.

Kareropis Bizmycky. 3a perientom.

Bupoouuk. mioe ['M6X AprHaiMITTENb.

Micue3Haxo/:KeHHsI BAPOOHUKA Ta ajJpeca Micls MPOBAIKeHHS HOro AislJIbHOCTI.
Mionxenepmrpacce 15, bpena, Cakconis-Anxanst, 06796, Himeuunna.

JlaTa octaHHbOrO neperasiay. 15.12.2022
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