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IndopMmaniiiHuii JUCT-3BepHEHHS 10 CIELiaJdicTiB CHCTEMH 0XOPOHH 310POB s
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KOMBIHOBAHI 'OPMOHAJIBHI KOHTPALEIITUBU: BIIMIHHOCTI MI’K PI3HUMUA

JIKAPCBKUMU 3ACOBAMMU TA PU3SUKOM TPOMBOEMBO.III, BAYKJIUBICTD

IHANBIAYAJBHUX ®AKTOPIB PUZUKY TA HEOBXIIHICTD BIICJIIAKOBYBATH O3HAKH

TA CAUMIITOMHA TPOMBOEMBO.III

AJis1 MiHIMiZanii pu3uKiB Npy 3acTOCYBaHHIJTiIKapCHLKUX 3ac00iB, sIKi MicTATh eTuninecTpagion (0,02

mr)/apocnipenon (3 mr) (Ipocmidpem® 20) Ta eruninecrpagion (0,03 mr)/apocnipenon (3 mr)
(Apocmidem® 30)

[ITanoBHUIT cnieLiallicTe CUCTEMU OXOPOHH 3JJ0POB’ s,

Merta naHoro jiucTa — noindopmyBatu Bac mpo pe3ynsTaTi 3arajJbHOEBPONCHCHKOTO aHAI3y Ta JaHi (00 PU3HUKY
TpoMGoeMOOTii, OB A3aHOi i3 3aCTOCYBaHHAM MEBHUX KOMOGIHOBAHMX TOpMOHAILHUX Koutpauentusis (KI'K) !.

e

JIMCT TPU3HAYCHUI I BCIX JIKapiB, SKi NPU3HAYAIOTh KOHTPAIENTHBHI 3aCO0M, Ta Oy/Ib-SKUX MEINYHUX

MPaIiBHUKIB, III0 MOXKYTh 3ITKHYTHCEH 3 HMOBiIpHOIO TpoMboeMObomieto BHacminok 3actocyBanHs K['K. TOB «MIBE
YKPAIHA» BiamoBimgHO M0 pexkoMeHpaniii €spomnericekoi MeamyHoi areHtii (EMA), [Inany ynpaBiiHHS pH3HKaMH
Ta 3a MoroukeHHs JlepxaBHoro excreptHoro neHTpy MO3 Ykpainu MoBiJOMIISIOTh PO HACTYIIHE.

Pe3rome

IIpoBeaennii anaji3 miaTBepaAMB NnonepeaHi JaHi, 110 piBeHb pU3MKY BeHO3HOI TpoMOoem0o.1ii (BTE) na
TJi 3acTocyBaHHs OyAb-sikoro Hu3bko1030Boro KI'K (Bmict ermHisiecTpagiony menme 50 MKr) €
He3HAYHUM.

HasiBHi nepexonsusi gani moao BigminHocreil Mick KI'K ta pusukom BTE, sikuii 3aiexurts Bix tumy
nporectareHy, Mo BXOAUTb 10 ¥oro ckiaany. Haiinwkumii pusuk BTE marts KI'K, aki micrars
JIEBOHOprecTpeJi, HOpeTHCTEePOH a00 HOprecTUMAT (IUB. HaBeAeHy Huek4e Tadu. 1).

IIpn npuznavenni KI'K ciain npuaiastu yBary inauBinyaJsHum (aktopam pu3MKy y KiHKH, 30KpeMa
pusnkam po3BuTky BTE, a Takoxk BiIMiHHOCTAM MixK pi3HUMH JiKapcbKHMH 3aco0aMM 100 PUBMKY
BTE.

Hemae nanux npo BinminHocti Mick Hu3bKk01030BUMHU KT'K (BMicT eTuniniecTpagiony menme 50 MKr) moao
pUM3UKY apTepiajbHoi TpomMGoeMoOo0.1ii (ATE).

Y OisnbocTi kiHok kopucThb Big 3acTocyBanHs KI'K 3HauHo nepeBaiae pu3MK BUHUKHEHHSI CepiO3HUX
no0iuynux peakuii. OcHoBHa yBara Mae€ 0yTH 30cepelKeHa HA BaXKJIMBOCTI BU3HAYEHHS iHAUBIAyaJbLHUX
¢axTopiB pusnky Ta HeoOXiZHOCTI pery/sipHOI NOBTOPHOI iX ONIHKH, a TAKOX HAa O3HallOMJIEHHI
nanieHTkH 3 o3HakamMu ii cumnromamu BTE ta ATE nin yac npusnayenns KI'K.

Cain 3aB:KIM BPaxoBYBaTH MOXKJIMBICTH HAABHOCTI TpoMOoeM0oJIii y 3B’A3Ky i3 3acTtocyBannsiM KI'K y
JKiHOK, SIKi MalOTh BiIMOBiAHI cuMIITOMM.

3 memoto nonezuienna npouecy KOHCyabmayii po3poodneni 000amKoei KepieHi OOKymenmu: KOHmMpoabHa
Kapma, AKy JiKapi mMo)cymo 3acmocogyeamu, uiod6 nepexonamucs, wo neenuii KI'K nioxooums onsn
npuzHauenHsa, ma iHhopmayiiina KapmKa RAYICHMKU 3 ONUCOM 8axscaueux o3nax i cumnmomie BTE ma
ATE 0na 03naiomnenHsa 3 HUMU JHCIHOK.

HonaTkoBa iHdopmailist npo npodjieMu 0e3MeKu Ta peKoMeHaanii

Puzuk BTE (TpomM603y rimubokux BeH, TpoMO0eMO0ITiil IereHeBoi apTepii) ceper MamieHToK, SKi 3aCTOCOBYIOTh Pi3Hi
KT'K, ominroBaBcst y 6arateox AOCTIKEHHIX. BUXOQMUn 3 CYKyIHOCTI HaSBHUX AaHUX 3pOOJIEHO BUCHOBOK, IO
pi3Hi Jikapceki 3aco0u MaroTh pizHui pusuk BTE, mpu npoMy HaWHWKYWE PU3NK BIIMIYAETHCS y JIKAPCHKUX

Kom6iHOBaHi rOpMOHAJIbHI KOHTPALIENITHBH, 110 MICTATh €THHIIECTPa 101 abo ecTpaaios B KOMOIHALIiT 3 XJIOpMaJIHOHOM,
JIe30TeCTPEINIOM, J[IEHOTECTOM, APOCIIPEHOHOM, €TOHOTECTPENIOM, I'€CTOACHOM, HOMETeCTPOJIOM, HOPEIreCTpOMiHOM abo
HOPTeCTIMaTOM.
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3ac00ax, 10 MICTSATh JICBOHOPrecTpes, HOPETUCTEPOH Ta HOoprecrumar. J{ist IesKux JiKapchbKHX 3aco0iB Hapasi
HEJIOCTAaTHBO JJaHuX, 00 ouiHuTy, sikuM € pu3uk BTE y nopiBusuHi i3 KI'K 3 HaliHWKYUM pU3UKOM.

Haii6inpm TouHi pe3ynbratu oilinku pusuky BTE nns koMOiHaIliii eTHHIIECTpaioTy/mporecTareHy y mopiBHIHHI
3 PU3UKOM ISl TaOJIETOBAaHUX (hOPM JICBOHOPTECTpeIy, BukianeHi y Taom. 1.

Pmuk BTE mnpum 3acrocyBamHi KI'K € HmkumM mopiBHsHO i3 pm3ukom BTE mig wac BariTHOCTI Ta B

TICIIAIOIOTOBOMY TEpioi.

Ta6uus 1: Pusuk BTE npu 3acTocyBanHi KoMOiHOBaHMX FrOPMOHAIBHUX KOHTPALENTHBIB

IIporecraren y ckaaai KI'K
(y xoMOinamii 3 eTuHisIECTPagio0M,

Binnocuuii pusuk
NOPiBHSAHO 3

OpieHToBHA YacTOTa
Bunajakis (ua 10 000

SIKIIIO He 323HAYEHO) JIEBOHOPIeCcTPeJ10M JKIHOK Ha pik
32CTOCYBaHHSA)

He BariTHi xiHKH, siKi He KopucTyoThes KI'K - 2

JleBoHOprecTpen PedepenTHe 3HaYCHHS 5-7
Hoprecriumat/Hoperucrepon 1,0 5-7
I'ectonen/Ae3orectpen//IpocnipeHoH 1,5-2,0 9-12
EToHoprectpen/Hopenrectpomin 1,0-2,0 6-12
XnopmanuaoH /[ieHorect/ TII1T TIIT

Howmerectpony anerar (E2)
E2 — ectpamior; ITI1 — moTpedye miATBEpIKESHHS.

Jlikapi, sIKi MpU3HAYaIOTh JIKapChKHUH 3aci0, MOBUHHI OyTH 03HAWOMIICHI 3 aKTyallbHOIO [HCTPYKII€IO U1t MEANYIHOTO
3aCTOCYBaHHSI Ta KIIIHIYHMMH PEKOMEHJALiSMU TPH BHOOPI HAMOUIBII MPUHHATHOTO THUIY KOHTPALENTHBY IS
xinku. HaiiBummit puzuk BTE crnocrepiraerbesi BnpoJoBxk NepIIoro poky 3acrocyBants Oynb-saxoro KI'K um npu
BIZIHOBJICHHI 3aCTOCYBaHHS MiCJIsl TIEpepBH, sika ctaHoBuiIa 4 THkHI abo Ounbiie. Pusuk BTE takox 3pocrae y pasi
HasBHOCTI iHIUBinyanbHUX (akTopiB pusuky. Gaxropu puzuky BTE 3 yacoM 3MiHIOIOTBCS, TOMY CIIiJI IEPiOTUYHO
NPOBOJIMTH iX MOBTOPHY OLIHKY JJIsl KOKHOI Malli€HTKH. 3 METOIO MOJICTIICHHS PAHHBOI JIIarHOCTUKH, Y BCIX JKIHOK
i3 o3Hakamu Ta cuMmnroMamMu BTE cmig 3’scoByBaTH, Yd BOHM NPUHMAIOTH OyIb-sKi JIKapCBhKi 3aco0m ado uyu
KOPUCHYIOMbCA KOMOIHOGAHUMU 20PMOHATLHUMU KOHmpayenmusamu. HeoOXiTHO maM’ATaTH, IO Y 3HAYHIH
KUTPKOCTI BUITAIKIB KOIHI O3HAKH UM CUMIITOMH HE IEPEeayI0Th TPOMOOEeMOOUTii.

Bcranoneno, mo pusuk ATE (iHdapkT Miokapay, rocTpe HOPYIIEHHS MO3KOBOTO KPOBOOOITY) MiIBUIIYETHCS TIPH
3actocyBanHi KI'K, npoTe icHye HeocTaTHbO AaHMX, 11100 BCTAHOBUTHU BiJIMIHHOCTI Y PiBHI PH3HKY MIX Pi3HUMH
KT'K.

PimieHHss mpo 3acTOCYBaHHS TOTO YW IHIIOTO JIIKAPCHKOrO 3aco0y IOBMHHE NPHUHAMATHCS BUKIIOYHO IiCIIs
o0roBopeHHs i3 kiHKOw piBHsI pu3uky BTE, mo’si3aHoro 3 pizHHMH JIiKapChKHUMHU 3aC00aMU, BIUIUBY HAasBHUX Y
JKIHKM (paKTOPIB PU3HKY Ta IMiCJIsl BU3HAUYEHHS i1 yO100aHb.

Jlooamkoeo po3pobneno Koumponvny kapmy o0na nikapie, sxa nonecuiums 6e0eHHs 002080peHHs, mda
Inghopmauiiiny kapmky nayienmku, saxi 6yoymo posmiweni Ha gebcaumi [lepocasnozo Excnepmnozo Llenmpy
MO3 Vkpainu https.//dec.gov.ua y 8ionogionux pyopuxax.

[HCTpYKIIT TSI MEIWYHOTO 3aCTOCYBAaHHS JIKAapCHKHX 3aco0iB, ski BigHOcAThest 10 KI'K, oHOBieHi 3 MeTorO
BiJOOpaKeHHSI CyYacHHUX IaHMWX Ta I SKOMOTa YiTKimoro momaHHA iH(opMariii. Takok OHOBIICHI BHXiIHI
noka3Huku yactotu BTE 3 meroro BimoOpakeHHA akTyaJdbHHX NaHWX. 3pOCTaHHA NOKa3HMKIB yactoTh BTE
HMOBIpHillIe 32 Bce 3yMOBJICHE TIOKPAIEHHSIM JIarHOCTUKY Ta 00JIiKY BUIIAJIKIB, @ TAKOXK 3pOCTaHHSM HNOIINPEHOCTI
OKUPIHHS.

Hananus noBitom/ieHb Npo BUNAAKHM MOOIYHUX peakuiii

Binmosigno no Bumor [lopsaxy 3zaificHeHHS (hapMaKOHArIATy, 3aTBEpIPKEHOT0 Haka3oM MiHicTepcTBa OXOPOHH
310poB’st Ykpainu Bix 27 rpyans 2006 poky Ne898, zapeectpoBanoro B MiHicTepcTsi toctuiii Ykpainu 29 ciuns
2007 poky 3a Ne73/13340 cnix moBimoMIIsTH IpO yci Migo3proBaHi Mo0ivHiI peakmii 10 JlepkaBHOTO eKcIepTHOro
neHTpy MO3 Ykpainu 3a nocunanssm https://aisf.dec.gov.ua.

s indopmaris Takox Moxe OyTu mnepenaHa BrmacHuky peecTpaliiiHOro IOCBiJYEHHS, KOHTAKTHI JaHI SKOTO
BUKJIA/ICHO HIKYE.

KonTakTHa iHdopmanis komnanii

SIxmo y Bac BuHuKIM 3anmuTaHHSA abo0 moTpiOHa momaTkoBa iHpopmamis, Bu moxere 3BepuyTHcs 1o TOB «MIBE
VKPATHA» 3a ten. +38 044 254 39 36

a0o 3a eJeKTPOHHOI0 anpecoro mariia.nechai@dermapharm.com
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