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3AABA 
Ha npoBejeHHA Jep*aBHoi ouiHKH MeAHYHHX TexHOIori 

Ha nikapcbKn 3aci6 IPAJAKCA® (JaQirarpan erekcm.ia7/ Dabigatran etexilate) KancyiH TBepai no 150 Mr Ta 100 Mr, no 10 kancyn y 6niCTepi; no 3 a6o no 6 
6iCTepisy kapToHHin kopoóui 

1. IHdopMauia npo 3aNBHHKa 

1) HaümenyBaHHs (npizBnuue, im'a, no 6aTbkoBi) 3asBHH«a: IIpeacTaBHMLYTBO KOMnaHii «bepiarep IHrenbxaiM PL.B TM6X eHa Ko KIT » B Ykpaïni. 
2) Micue3HaxoIKeHHSI (Micue npokuBaHHA): 
npocn. C.bannepn 28A, BL. "SpHall", 3 noBepx, 04073 KHïs, Vkpaïna; 3) HOMep Te.iedony (Te.iecpakcy): +38 044 494 1275 (+38 044 494 1271); 
4) apeca eiekrponnof nouTn: info.ua@boehringer-ingelheim.com 
2. Aani mono 3aHB.ienoro iikapcbkoro 3acooy: 
1) ToproBe.1bHa Ha3Ba aikapcbKoro 3acoóy (1a.ni - Jl3): IIPAJAKCA® 
2) Mi*HapoiHa HenaTeHToBaHa Ha3Ba aÑo cuHOHiMine HaimeHyBaHH«: na6irarpaHy 

eTeKCHnaT (dabigatran etexilate). 

3) CK1aI nikapcbKoro 3aco6y (1ioui 1a 101oMixui pevoBHHH) 
inoi pevo6uHu: I kamcyna micTHTB naQirarpaxy eTekcHnary (y BMr18Ai Me3Mnary) 110 Mr 

a6o 150 Mr. 
JonoMicHÍ peuosuHu: akauia, KHC/1OTa BMHHa, rinpomeio3a, aHMeTHKOH, TaIbK, 

riapokcHnponinyenion03a. 
ObonoHKa kancynu: kapariHaH (E 407), Kanio xJiopHA, THTaHy ziokKCHn (E 171), iHAHrokapMiH 

(E 132), rinpomeio3a, BO1a o4HIIEHa. 
Hanuc Ha kancyni yopHuroM yopHo20 KO1bopy SW-9008: wesaK, cHupT 6yTH1OBHÄ, ciupT 

isonponinoBHM, 3ani3a oOKCHA YopHHn (E 172), BOna o4HueHa, nponineHrnikob (E 1520), cnwpT 
eTHIOBH 6e3BoAHMÄ, posuMH aMoHio KOHUeHTpOBaHHÄ, Kaniio riapokCHA. 

4) DopMa BHnycky, umo upononyCTLea AIH BKI1OTeH1s no Hauiona.IbHoro nepe.iiny 
oCHOBHHX iikapebkux 3acoÑis 1a (aÑo) noMenxvaiyp (uepe.iisis. cnnCkiB. pecerpis): 
kancyiH TBepAi no 110 aõo 150 Mr. Ilo 10 Kancyn y OniCTepi; no I a6o 3, a6o 6 6nicTepiB y 

KapTOHHi Kopoóui. 
5) BinomoCTi npo 1ep*aBHy peceTpaio 3aB.ienoro iikapebkoro 3acoóy B Vkpaïwi: 

BupoóuK CTpoK ai 

Heo6MeweHH 

Cknaa aioHX peyoBHH
1 kancyna MicTWTb na6irarpany| epiHrepIarenbxaÄM DapMa 
eTeKCHnaTy (y BMrnsni Me3HnaTy)| M6Xi Ko. KT, HimeyuHHa 

Pln 

UA/10626/01/02 
05.05.2020 

110 Mr 
no 1 kancyna MiCTHTb 150 Mr bepinrep IHrenbxaHm Dapma 

na6irarpaHy erekcHnary y BHr1ani | Tm6Xi Ko. KT, HimeuuHHa
UA/10626/01/03 3 14.07.2017

14.07.2022
Me3HJiaTY

6) Dapmakonoriuna aia nikapebkoro 3acoóy 

JabirarpaHy eTekCHnaT HaieKHTb A0 HM3bKOMOIexyiapHHx nponikis, Aki He npoABJIIIOTb 

papMakonoriuHoï axKTHBHOCTI. Iicna nepopanbHoro npHioMy naóirarpaHy eTekCH1aT IBMAKO 

BCMOKTYETbCA i nepeTBOPIOETbca Ha na6iraTpaH uAxOM KaTani30BaHoro ecTepa3oro riaponiay B 

nia3Mi Ta neviHui. Ja6irarpaH e cHlbHMM KOHKypeHTHHM 3BOpOTHÍM npaMHM iHrióiropom 

TpOMÕIHY Ta roiOBHO¥O aKTHBHOKO peYOBHHOO B L1a3M1. 

OckinbkH TpOMõiH (cepHHOBa nporeasa) aKTHBy¬ nepeTBopeHHA HiópHHOreHy y pi6pHH y 

CHCTOMI 3ropTaHHA xpOBi, To Moro npHrHiueHHa 3ano6irae po3BHTKY TPOMOY. AaóiraTpaH TakOm 
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npHrHiyye BiIbHWÄ TpoM6iH, þiópHHO3B's3aHM TpoM6iH Ta cnpHyHHeHy TpOMÕIHOM arperauin 

TpOM6ouMriB. 
7) dapMakorepaneBTHHa rpyna ikapcbkoro 3acooy Ta ko 3a 

TepaneBTwHo-ximivnoO KJacHdi«auico 

N3PAJAKCA® BiAHOCHTBCA A0 aHTHTpOM6oTHYHHx areHTÍB, a caMe no npAMHX IHTióITopig 

TpoM6iHy (ATC-KoA: B01AE07). 
8) Opne HOKA 3aHn NO MeAMYHoro 3aCTOCyBaHH9, 3a HkuM 1O1a¬TbCA 3aABa 

3anooiraHHA iHcynbTy Ta cucTeMHin em6oniï y AopociHx nauieHTiB 3 HCK1anaHHOO 

piópHIieo nepencepab (nani - HOII) 3 oAHHM a6o 6inbue haKTOpiB pH3HKY, TaKHx AK: 

nepeHeceHHÅ ÍHCyIbT a6o TpaH3HTopHa iuueMiyHa araka, Bik 275 pokiB, cepueBa HejoCTaTHICTb 

Knac 2ll 3a NYHA), uykpoBHM niaQeT aÑo aprepianbHa rinepTeH3ia. 
9) loxasaHna 1o Memunoro sacrocyBaHHs BinnoBino 1o incrpykuii A.IH MeAuHOrO 

3aCToCy BaHHs, 3aTBepIKenoi MO3, 3a naaBHocTi 1epkaBnoi peccrpanii .nikapcbkOrO 32C00y 

BY'Rpaini. 

aHaTOMO 

lepBwHHe 3ano6iraHHS BeH03HMM TpoM6oeM60ni4HHM ycknanHeHHAM y mauiEHTÍB, AKI 

nepeHecin 0PUIMpHy opToneawuHy onepauio i3 3amiHH Ta3oCTerHOBoro cyrio6a a6o KoniHHOrO 

cyrno6a. 
SanoóiraNH iHCynbTy Ta cHCTeMHin emõoniï y nopociHx nauicHTiB 3 HOI 3 OAHHM a6o 

OiTbUIe akTOpiB pM3HKy, TaKax ak: nepeneceHn incyn6T a6o TpaH3ToPHa iuemivna araka 
(TIA), BiK 275 pokis, cepueBa HeJocTaTHiCTb (NYHA K1ac 2 II), uykpoBMÄ niaóeT a6o apTepianbHa 
rinepreH3is. 

JlixyBaHHs TpOM603y ranÑoKHx BeH i nereHeBoï emÑonï Ta 3anoÑiraHHA peuHAHBy1O4OMy 
TpOM6O3y rIM6OKHx BeHi nereneBin emÑoniï y nopociHx. 

10) Cmoci6 3acTocyBaHHa 

Kancyy MOKHa npHMaTH He3aie*HO Bia BXHBaHHA i*i. Kancyny cain KOBTaTH uiTOKO, 
3amHBakoyH CKIIHKOO BOAH AIA nonerueHHa nOTpaniaHHA B TYHOK. He mo*Ha BiIKpHBaTH 
Kancyy, oCkinbKH Ue MOxe niaBMLIHTH pH3HK KpOBOTevi. 

PexoMeHAOBaHa J03a J13 IPAJAKCA® CTaHOBHTb 300 Mr: no I kancyni 150 Mr 2 pasm Ha 

Ao6y.
PekoMeHnOBaHe 3MeHIWeHHA JO03H (220 Mr - no 110 Mr 2 pa3u Ha noQy): nauieHTH BikOM BÎA 

80 pokiB; nauieHTH, ski oAHOYacHO 3aCTOCOByOTb Bepanamin. 
3MeHueHHa JO3H (220 Mr - mo 110 Mr 2 pa3u Ha noQy) po3r1snaeTbCA Aa: nauieHTiB BiKOM 

75-80 pokiB; nauieHTiB 3 noMipHoKO HMpKOBOO HezoCTaTHICTKO (KiipeHc kpeaTHHiHy 30-50 Mn/xB); 
nauieHriB 3 racrpwTOM, e3odariroM abo rac+poesodareanbHMM pehnIoKcOM; iHuIHx nauieHTiB i3 

niABHeHHM pH3HKOM KPOBOTeu. 
11) HasBHiCTb nOKa3aHb ao MeHHoro 3acroeyBaHHA aikapcbkoro 3acoôy a.19

BHKopHCTanns nia 9ac Ha1ann MeAHYHof aonomorn npu craHax, mo 3a3Haveni y 
npiopHTerHHX HanpMaX po3B"TKY cdepn oxopoHn 3nopoB's. JI3 IPAJAKCA® Mae 
nOkasaHH JO MeJHYHOro 3acTOcyBaHHs, mO BiAmoBizarOTb nyHKTaM 2, 3 Ta 5.1 TIpiopHTeTHMx 
HampaMis po3BMTKY chep oxopoHH 31opOB'a Ha 2020-2022 poKH, 3aTBepIKEHMX Hakasom M03 
VkpaïHn Bia 26.07.2019 No 1708. 

3. KopoTKH onHC npono3Huii mo10 JIKapCbKoro 3acoóy, BpaxoBy10yH OIHC 

3axBopOBaHH (CTany), uinbOBy KoropTy nauiCHT*B Ta poib B npoueci IkyBaHHA, 
niaeyMOBy10YH KJ1iwiyHni MapupyT nauieHTa. 3a3HaHTH nepenik (HOMeHKiarypy) aQ0 
nOKyMeHT, AO AKOrO 3anponoHOBaHo BKJIIOYHTH 3aB.IeHHM nÍkapCbKHM 3ació. 3a3HavHTH po3Ail, 
AO AKOro 3anponoHoBaHO BKJIHO4HTH 3a1BJieHHÅ JikapcbkHn 3ació. Akuuo nyHKTH 4-13 nocbe 
MiCTATb iH¢opMauio 3 06MeKeHHM AOCTynOM, 3a3HauTH, AKi 9acTHHH IH¢OpMauiï B UMX nyHKTaN e KOHDineHuiMHHMH Ta HanaTH o6rpyHTyBaHHA IOnO KOH¢ineHuiMHoro xapakTepy Tako indopMaui. 
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TIponoHyeTbCA BKJIHOYHTH J13 PAJAKCA® (KancyH no 110 Mr Ta 150 Mr) 10 
HauioHaIbHOrO Nepeniky ocHOBHHx nikapcbKHx 3aco6iB YKpaïHu (posain X. Jlixapcbki 3acoOn, O 
BILIMBaOTb Ha kpoB; nyHKT 2. Jlixapcbki 3acoón, mo BnIHBarOTb Ha Koary1auiro) 3a noKa3aHHAM: 

3anooiraHHA IHCynbTY Ta cHCTeMHin eM6oniï y nopociHx nauieHTiB 3 HoII) 3 onHHM a60 6iIbue 
pakTopiB pu3MKy, Takux ak: (1) nepeHeceHui incynbT a6o TIA; (2) BiK 275 pokiB; (3) cepueBa 
HeAoCTaTHÍCTb K1acy II Ta 6inbwe 3a kiacncpikauieo NYHA (Hsro-Hopkcbka Acouiauia 
KapaionoriB); (4) uyKpoBHÅ Aia6er; (5) aprepialbHarinepreH3ia; i3 3a6e3neueHHAM AOCTYNy Yepe3 
BiAWKOAyBaHHA B anTeyHi Mepemi uepe3 nporpaMy peimQypcauiï «JoCTynHi nikKH», nepeniK AKo+, 
CTaHOM Ha cboronHi, BKJTHOHeHO 1O nOCTaHOBH KMY Bia 15.02.2021 No 133. 

CTa, o onueyeTbca y anin 3aaBi - þiÑpunauis nepezcepb (D) - e naknousperiuworo 
KiHiHO 3HawMOO CepueBoHo apuTMieto. BoHa BMHUKae, KonM whysHa i xaoTHYHa enekrpuHa 
akTHBHiCTbB nepencepAAN npwrHiuye a6o saMiHHOE HOpMaIbHn CHHycoBnn pHTM. Len pos1an 
HaiexTb o OCHOBHHX npHYHH 3axBopHOBaHOCTi, CMepTHOCTI Ta BWTpaT Ha oxopoHy 31opoB'a. 3a 

HezaBHiMH OuiHKaMH, y cBiTi 61w3bKo 33,5 MiIbãOHiB nauieHTIB 3 dII (ue nnuue 3 KJninivHMMM
mpoRBaMH), 1, 3 orIAy Ha 3poCTakouy nouIupenicTb uboro craHy, npuÄHsTO rOBopHTH npo 1ï 

OóanbHHÅ enizemiuHH xapaKTep. Takox DII noB' 13aHa is 5-pa3oBMM 3pocraHHAM pu3HKy
iHCyTbTy, 1, 3a ouiHKaMH, CnpHuHHae 15%% Bcix iHcyIbTiB. Tako* DII acouioeTbCA i3 2-kpaTHHM 

301TbieHHAM PH3HKy 3araibHoi CMepTHOCTi, He3aneXHO BiA cynyTHÍx 3axBoPHOBaHb. 

OuIKyBaHa uiibOBa Koropra nauieHTriB UIa J3 IPAAAKCA® 3a pospaxyHkaMH, O 
cHpaioTbca Ha ocTaHHi odiniMHi CTaTuCTHYHi naHi YkpaiHn (2015-2017 poKu) Ta onyQnikoBaHi 
MiXHapoHi naHi, 6yne cxiianaTH 6441 mauicHT (mopiuHa kinbkiCTb HOBOBHIBIEHHX nauieHTiB 

952). 
OuixyeTbCA, u1o 3acTocyBaHHA naõirarpany nna npodinaKTHKH ÎHCyTBTIB Ta CHCTEMHHX 

eMõoni y AopociHx nauieHTiB is HOII npH3Bene no (1) 3MeHweHHA HaBaHTaxeHHs Ha nikapis Ta 

nepcoHan 1a6oparopin; (2) 36inbuHTB npHxHIbHiCTD Ao TiyBaHH3 THX nauieHriB, aki a6o He 

MaroTb di3nHHoro AocTyny 1o pery.iapHoro MOHITODHHry MixHapoHOro HopManisoBaHoro 
BiHOmeHH (nani - MHB), aÑo He 3MOxyTB YTpMMyBarH MHB B Mexax HopMH (3 pisHwx npM"HH); 
(3) 3MeHHTb KiIBkicTb incynbris Ta cnCTeMHMX eM6onin (BianoBiaHO 3MeHIIATb KinbkiCTb 
neranbax BMnaAKiB aÑo inBaniusauiro) Ha ¢doni HOI. TaxOx ue óyne MOMIMBICTIOo 
CHHxpOHi3yBaTH yKpaiHcbky KTÍHIYHY npaKTHKy 13 nOTOYHAMH CBITOBHMH peKomeHnauiaMH uono 
MeAHkaMeHTO3HOrO JikyBaHHA nopociHx mauieHTiB i3 HOII HOAKaMu, a came naQirarpaHoM, AK 

oCHOBHHM npepCTaBHHKOM IpyiH. 
IlyHKTH 10 11 Po3ainy II. e kondijenuiñaHMH vepe3 HasBHiCTb KoH¢dinenuiinoi 

uiHOBO npono3Huiï' ra He ninTAraroTb po3ro1oueHHIO. 

Aeski ny6nikauiï, 3ranaHi B 1OCbe, o 3HaxoAATbCA y naTHOMy AoCTyni (HanaHi B 

MOnaTKax), Tako* npocHMo BBa*aTH KOH¢ijeHniñHOO indopMauico i BHKopHCTOByBaTH 

JHWe B paMkax po3riaay AaHoro IOCb¬. 

AapekTop IpencTaBHHLUTBa KOMImaHiï 

"epiHrep IHrenbxañM PLIB IM6X eHa Ko KT" B VkpaïHi 
Axin DpaHu XaBaiueK 

e5(1innnc) 
HaiMeHyBaHHA nOcann ynoBHOBaKeHoi ocoOH 3a1BHHKa) 

6 cepmHa 2021 p. HEX EMA KO KT 
2660998 

HC 
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