Jlata ompuitogHeHHs: KBiTeHb 2025
Jani maTepiaiu € HABYAJBLHHUMH i He € PEKJIAMOIO0

AUMETUII®OYMAPAT
(AmmeTnagymapar-Bicra)

TH®OPMAIIVMHUN JINCT-MOBIZOMJIEHHS AJIs1 COHEIIAJICTIB
CUCTEMH OXOPOHMU 310POB’A

Baxiusa indgopmanis 3 MiHimMizanii pu3ukiB BUHUKHEHHS
nporpecyr4oi My abTu(oxajabHol Jeiikoenuedanonarii (IIMJI)
y HALI€HTIB 3 JIErKOoI0 JiMponeHicro
NP 3aCTOCYBaHHI AuMeTHiIdymaparty

Illanoeni cneyianicmu cucmemu 0xopoHu 300poe’°s!

Mictpan Keniran Menempxkment Jlimiten, Auriis B ocoO1 npeacraBHuka B Ykpaini - TOB «bYCT
OAPMA», BIacCHHK peeCcTpaliifHOrO TMOCBIIYEHHS BHUIIEBKA3aHOTO JIIKAPCHKOTO 3acoly
BIIMOBIIHO 70 pexomeHparii €Bponeiickkoi Meaumunoi areHiii (EMA) Ta 3a moromkeHHsSIM
HepxaBHoro ekcrnepTHoro ueHtpy MO3 VYkpaiHu MNOBIIOMIIS€E NPO HACTYIHY Ba)XJHUBY
iH(popMaIrito 3 6e31eKn 3aCTOCYBaHHs AUMeTHJagymapary:

Jlixapcebkuii 3aci0 IUMETUJI®YMAPAT-BICTA, kancynu 3 Moan(}iKOBaHUM BUBLIbHEHHSIM
o 120 mr, o 10 xamncyn y 6mictepi; mo 2 6micrepu B kapTouHii nauri; JUMETUII®YMAPAT-
BICTA, xarncynu 3 MmoaudikoBaHUM BUBUIbHEHHsIM 10 240 mr, o 10 kamcyn y Omictepi; mo 6
OyicTepiB B KApTOHHIM Tadvil; 3 JII0OYOI0 PEYOBHHOI AHUMETWI(hymMapar Mae BaKJIUBHM
11eHTU(dIKOBAaHUN PU3UK, IKUH MOTPEeOye TOAATKOBUX 3aX0/1iB 3 MIHIM13aIlii:

e npocpecyroua myavmughoxanvna neiukoenyeganonamia (IIMJI)

Januii iHGOpMaLIHHUKI JTUCT € JUIIE KOPOTKUM BHKJIAJ0M HAaHOUTBII BaXJIMBOI iH(GOpMAITii po
MIHIMI3aIl1}0 I[OTO BAKJIMBOTO PU3HKY, ITOB’S3aHOTO 13 3aCTOCYBaHHSM JIIKAPCHKOTO 3ac00Yy.

bynp  nacka, 03HaMOMTEChH 3 IHCTPYKIIE I MEIUYHOTO 3aCTOCYBaHHS
JAAMETUII®YMAPAT-BICTA nepen npusHadeHHSM a00 BIiAIYCKOM JIIKapChKOTO 3acoly
(3aTBepDKEHHIA TEKCT IHCTPYKILil TOCTYMHHUN 3a mocuimandsM hitp://www.drlz.com.ua/).

Pe3zrome:

o [loBimomisocss mMpo BUMAAKH MPOrpecyrouoi MynbTH(GOKANIbHOI JelkoeHuedanonarii
(ITMJT) Ha Tii nerxoi dopmu miMbonenii (KinbkicTs TiMdormtie > 0,8 x 10%1 i HmKde
HUKHBOT MEK1 HOPMH) y MAIIEHTIB, sIKI OTpUMYyBau TuMmeTwidymapar; panimre [IMJI 6yna
MIATBEp/UKEHA JIMIIE Ha TJIi MOMIPHOT Ta TSKKOT JiMQOTIEeHil.

e JlikapcbKi 3aco0M 3 JiI0Y0I0 PEYOBHMHOIO JUMETHWI(QymMapaT MPOTUIIOKA3aHI MallieHTaM i3
M1103pI0BaHo0 abo miaTBepakeHoo [TMIL.

e He cnix po3noynHaTH JIKyBaHHS AUMETHI(yMapaToM Halli€eHTaM 13 TSDKKOIO JTiM(OTeHie0
(ximbkicTh mimMponmTia < 0,5 x 10%/m1).

e JSkumo KUIBKICTh JIIMGOLMTIB HMXKYAa 3a HOPMY, TIepel] I[OYaTKOM JIIKyBaHHS
IUMETUI(ymMapaToM Clliji IPOBECTH PETEIbHY OL[IHKY MOKJIMBHX MPUYUH 1IOTO CTaHY.



http://www.drlz.com.ua/
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e 3acrocyBaHHsA AMMETWI(yMapary ciil IPUINUHUTH y TAIIE€HTIB 13 TSHKKOIO JTiMOTEHIEr
(kimbkicTh mimMponuTia < 0,5 x 10%/1), sika 36epiraeTbes Giblie 6 MicALiB.

e Skmo y mamienTta po3BuBaetbes [IMJL, mpuitom nmumerundymapaTy HEOOXIIHO OCTATOYHO
IIPUIIUHUTH.

e [lopaxpre cBOIM mamieHTam, 00 BOHU MpoiH(OPMYyBa CBOTO TapTHEpa ado OIMIKYHIB PO
OTPUMYBAHE JIIKYBaHHS Ta CHMIITOMH, sIKi CBim4ath mpo [IMJI, oCKiIbKH 11 JTFO MOXKYTh
MOMITHUTH JCSIKI CAMIITOMH, Ha SIKi ITAIlIEHT MOKe HE 3BEPHYTH yBary.

JoBinkoBa indgopmauis npo 0e3nexy:

[IMJI - e onopTyHicTHYHa 1HGEKIidA, 110 BUKIKMKaHa BipycoMm /[xona-Kanninrema (JCV), sxa
MOXK€ MPHU3BECTU A0 JIETAJIBHOTO pe3yabTaTy abo 10 TSKKOi IHBaNIiAHOCTL. DakTopu pUBHKY
po3Butky [IMJI 3a nasBHOCTI Bipycy JI>kona Kanuinrema — 3miHeHa abo ociabieHa iMyHHa
cucTema.

3riIHO 3 TOTOYHUMHU PEKOMEHJAIISIMHU, YCIM TMaIliEHTaM TPH 3aCTOCYBaHHI TuMeTuUidymapary
CJIiJ BUMIpIOBAaTH abCOMIOTHY KUTBKICTH JiMdouuTis (AKJI) nepen moyatkoM JIiKyBaHHS Ta uepe3
KO>KHI 3 MICSIII TTICTIS TOYATKY JIIKYBaHHS.

[TamienTaM 13 KUTBKICTIO JIIM(OIUTIB HIDKYE HIKHBOT MEX1 HOPMHU, BH3HAYEHOT MICIIEBUMU

nabopaTopHUMH pedepeHTHUMH MMOKa3HUKaMH, Hapa3i pEKOMEHIOBAHO MMOCUIUTH MUJIBHICTh Ta

BpPaxOBYBATH JI0JIaTKOBI (PaKTOPH, K MOTSHIIIMHO MOXKYTh CIIPUSITH MiABUIIIEHOMY pu3uky [TMJI

y mariedTiB 13 JiMdoneHiero. [lo HUX HaIeXaTh:

- TpHWBAJICTh Tepamii JIKapchkuM 3acoboM aumetwidymaparoM. Bumaaku [IMJI Oynm
3apeecTpoBaHl MpUONMM3HO depe3 1-5 pOKIB JIIKyBaHHS, XO04Ya TOYHA 3aJICKHICTH Bif
TPUBAJIOCTI JIIKYBaHHS Hapa3i HE BU3HAYCHA;

- 3HauHe 3HWKEeHH: KutbKocTi CD4+ 1 ocobmuBo CD8+ T-miMdonuTis;

- TomepeaHs IMyHOCYIpEecHBHA a00 IMyHOMOTyJTI0I04a TePaITis.

VY martieHTiB 31 CTINKMM TOMIPHHM 3HIKEHHSM a0COIIOTHOT KIIbKOCTI JiMdonuTiB > 0,5 X 10%n
ta < 0,8 x 10%1, 110 CrIOCTEpiraeThest IPOTArOM GLIbIIE LIECTH MICSAIB, CIIiA TOBTOPHO OLIHUTH
CHIBBIIHOIIICHHS KOPUCTI/PU3HKY JIIKYBaHHS JUMETHI(YyMapaTOM.

Kpim yvoeo:

* JTiKapi MamTh OLIHWTH CTaH CBOiX MAaIli€HTIB, MO0 BWU3HAYUTH, YU € HASBHI CHUMITOMH
HEBPOJIOTTYHOT AUCPYHKIIIT, 1, IKIIO TAK, YH € 11l CHMIITOMH TUTIOBUMHU ISl PO3CISTHOTO CKJIEPO3Y
a00 uyu cBigyath BoHU mpo [TMUJI;

* MpU MOSBI MEPIIMX O3HaK ab0 CUMMTOMIB, 1m0 BKa3yloTh Ha [IMJL, ciig mpunuHUTH
3aCTOCYBaHHs AuMeTWI(ymapaTy Ta TMPOBECTH BIIMOBIAHI IarHOCTUYHI JOCTIIKEHHS,
Bkitoyaroun Bu3HaueHHd JIHK Bipycy JCV y cMHHOMO3KOBIH pifMHI METOJOM KUIbKICHOT
noJTiMepa3Ho1 JTaHIFOrOBO1 PeaKIlii;

* BAOXJIMBO 3a3HAYUTH, IO MAalli€HTH, y SKUX po3BuBaeThcs [IMJI micnsg HemoaaBHLOTO
IPUITMHEHHS pUioMy HaTanizymaly, MOKYyTh HE MaTH JIMQOMEHii.

HOBIJJOMJIEHHS ITPO IMMOBIYHI PEAKIIIT
3BiTYBaHHS IO Mi03pIOBaHi NOOIUH1 peakIlii miciisg peecTpallii J1ikapcbKoro 3aco0y Mae BaXKJIUBE
3HavyeHHs. L{e qae 3Mory npoBouTu Ge3nepepBHUNA MOHITOPUHT CHIBBIAHOIIEHHS KOPUCTh/PUBHK,
OB’ s13aHUH 13 3aCTOCYBAHHSIM LIbOTO JIIKAPCHKOTO 3ac00Yy.
VY BianoBiaHOCTI 10 BUMOT Ilopsaky 31ificHEeHHS (papMakoHArsay, 3aTBEPIKEHOI0 HaKa3zoM
MinicrepcTBa 0X0poHH 370poB’st Ykpainu Big 27 rpyans 2006 poky Ne§98, 3apeectpoBaHoro B
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Minicrepeti roctuii Ykpainu 19 rpyans 2016 poky 3a Ne1649/29779 cnig noBimoMisiTé mpo yci
migo3proBadi 1moOiuHi peakuii g0 JepxkaBHoro ekcreprHoro mentpy MO3 Vkpainu 3a
nocuinanasM https://aisf.dec.gov.ua.

L5 indopmaris Takox MOke OyTH nepefana BiracHUKyY peecTpaiifHoro moCcBiquYeHHS:

TOB «bYCT ®APMA» mo 3Haxoauthes 3a aapecoro: 03022, m. Kuis, Bynuis BacuibkiBebka,
Oymunox 30. Axpeca aiist TUCTYBaHHA 3 UTaHb (papmakoHarisiny ToBapucta: 03022, m. Kuis,
Bya. Cymceka, Oyn. 1, a/c 21, 3a tenedonom: +38 099 770 85 22 abo na e-mail: phv@boost-
pharma.com.ua.

3 nosaroro,

YnoBHOBaxkeHa 0co0a,
BIJIMOB11aIbHA 32 (papMaKOHATJISAT
TOB «bYCT ®APMA»,

Mictpan Kenitan MeHeKMeHT
JlimiTen, Auraisa

Irop Cipaxos
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