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TUBBUETIA KYJIIAHUWIHILNUTA JOUP HYPUKHOMA
CEPETH AKKYXAJIEP/IUCKYC

IIpenmapaTnunr capao nomu: Ceperun Axkyxanep/Jluckyc

Tancup >ryBun moananap (XIIH): cansmereposn/iry THKa30H IpONMOHATH

JlopH IAKJIH: HHTATALMS YIYH KYKYH

Tapxkuodu:

bup no3a kyiuparunapHu cakiaiu:

¢aon moooanap: canbmerepon (caabMerepos keuHadoaTd KypuHummna) 5O MKT, (IyTHKA30H
npornuoHatd 250 Mxr éxku 500 MK

époamuu Mo0Oq: TAKTO3a MOHOTH/IPATH (CYT OKCHIIMHHU caknaian) (Kjuiaw mymxun 6ynmazan
Xoaamaap OYTUMIIapUra Kapaur).

Tabpudu: ox Eku nesapiiu OK PaHTIIH KYKYH.

®apMaKoTepaneBTHK IypPyXH: OPOHXOIUIIATATOP BOCHTA (CENEKTHB GeTar-afpeHOMHMETHK +
MaxaJlTHi KOPTUKOCTEPOM)T).

ATX komgu: RO3AK06

DapMaKoJIOrHK XyCyCHATIAPH

Dapmakodunamukacu

Tabcup MexaHu3Mu

Canbmerepon  Ba  (UIyTHKAa30H NPOINHOHATH TYPIH TabCHP MEXAHH3MIIADHTA  OTajHp.
Canemerepon cumnromiapau Oaprapad Kunamu, (IIyTHKAa30H NPOMMOHATH YIKa QYHKIMACHHU
SIXUTHTAU/IN Ba Kaca/UIMK 3ypaiduiuuu Oaprapad stanu. Canbmerepost/(iiy THKa30H IPOITHOHATH
Oup BakTZa O€Ta-arOHMCT Ba MHIALIUSIIE TIIOKOKOPTHKOCTEPOHIHH Kabylnl KHIa&TraH
MalHeHTIAp Y4yH MyKOOMJ BOCHTAa OYauMImM MyMKuH. Xap MKKaja IpenapaTHHHT TErdILId
TabCUP MEXAHU3MJIAPH KyHH/a KeITHPHIITaH.

Canomemepon

Canbmereponn — y3yH €H TOMOH 3aHXKMpHra 5ra, y30K BakT Tabcup 3TyBud (12 coarraua)
OeTaz-aIpeHOPENENI TOPIAPHUHT CEJIEKTHB arOHUCTH OY1IHO, YOy 3aHXHp PELENTOPHUHT TAIIKA
JIOMeHH Owuiad OOFIaHa .

CanbMeTepoHUHr  MasKyp (apMakoIOTHK XyCYCHATIIADH KHCKA BAakKT TabCHp KHIIYBUH
OeTa-arOHMCTIAPHHMHT TABCHS OTHITAH JI03aj]apura KaparaHia THCTAMHH TOMOHHIAH
Ky3raTuiiaqurad OPOHXOKOHCTPHKIMATA KapIild caMapaMpoK XHMOSHH Ba Kamuja 12 coar
JIAaBOM JTAJIMIaH y30K MyIaTiIH OPOHXOIHIATAIlMSHHE TabMHHIIANIH.

Drymuxaszon nponuoHamu

DJiyTMKa30H NPONMOHATH TaBCHA OTHIraH J03ajlapia HMHIAISIMOH 00OpHIraHHaa YTKana
SUUTMFIAHAINT  Kapid  IKKOA HpojajaHraH TabCHp KypcaTaid, Oy TH3MMIM paBHILIA
OyropuiiaiMran riOKOKOPTHKOCTEPOHIIAP YUYH XOC OY/IraH HOXKYs peakuusiapcu3 acTMAHHHT
KIIHHUK CHMITOMIAPHHH KaMaMHIIMIa Ba acTMaHHW 3Ypalull Te3MHMIMHH Iacaluinura oymo
KeJau.

DapmakoaMHAMHK caMapaliapy

Canvmemepon

In vitro mapouTHa YTKA3HITaH TaJAKHKOTIAP/A, CATLMETEPOI OJJAMHUHT YIIKa TYKAMANApH/IaH
THCTaMUH, JeifikoTpuernap Ba D2 npocrarnanaunm xabu ceMu3 xyxaifpanap MeauaToplIapUHH
YUKAPHITHIIHHE KyYIH Ba y30K TABCUP 3TYBUU HHTHOUTOPH YKAHIMIHHH HAMOMHMII 3TraH.
CanbMmeTepon oflamMla MHIANSIMOH alUleprennapra Hucbaran >aBOoOHMHT 3pTa Ba KEUKH
thazanapunu cycaiiTupanu; oXuprucu OHTTa 103a 00OpHIraHuian keitnn 30 coaTmaH OPTHK,
sbHY OPOHXO/IUIIATAIAS CaMapacH MaBiKy 1 Oy/IMaraH BakT/a XaM JiaBoM staad. CalrbMeTepoITHHU



Oup Mapra rOOpMIMINM  OPOHXJNAPHHHI  IOKOpH  (AOJIIMIMHH  cycaliTupamnm. by
CaJIbMETEPOIIHUHT  OPOHXOJIMTHK —TABCHPNAH TAallKapd, KIMHUK aXaMHSTH OXHpUraua
aHHKJIaHMaraH KyIlMMYa TabCHpra Oora OSKaHIMIMJaH Jamonar Oepamu. VYmby TabcHp
MEXaHH3MH TIIIOKOKOpTHKOCTeporutapHutr (I'KC) suumienaHumra Kapim TabCupHaad (Gapk
KHJTA/IH.

Dnymukazon nponuoHamu

WHransiuuon (uyTHKa3oH MPONMMOHATH XaTTO TaBCHS STHJITAH MAKCUMall J03anap/ia y30K BakKT
KyJUtaHraHua, xam OyHpak yctu 6e3u MyCTIOK KHCMU FOPMOHJIAPHHUHT CYTKAIMK CEKPELMACH
o1atT/a KarTajap Ba Oonanapja HOpMall yerapaiapia cakjaHud6 konagu. BoIKa WHramsnuoH
I'KC napun xalyn KuiaérraH nanueHTNapHH (JIyTHKAa30H IPONMOHATHHH KaOysl KHJIMIITa
yTKasuiraHugan cyHr, OyHpak ycTH Oe3d NYCINOK KHCMH TOPMOHJIADMHHHT CYTKAIHK
CEKPELUACH Tepopal NIIOKOKOPTHKOCTEPORIAPHH aBBAJICH Ba XOPHM NaBpUil KYJUIAHWIIKIINIA
Kapamaii, 0ockuuMa-00cKMY HOpMara Kemagu. By (UIyTMKAa30H NPONMOHATHHH MHTAJSIIHOH
Kywiam ¢pounna Oyiipak ycrn Oe3nm (yHKIMSCHHH THKIAHMIIAHE KypcaTtaiu. OIyTHKa30H
MPONMHOHATH Y30K BaKT Ky/UlaHrawuwja Oydpak ycTH Oe3d NYCTIOK KUCMHHHMHI 3axupa
(YHKUMACH XaM HOpPMal yerapanapja CakiaHHO KoNaad, parGaTJaHTHPHINTa JOHD TETHIUIH
TeCTIIapra aBoOaH KOPTHU30JHH MILIA0 YHKAPHIHIIMHH HOPMAl KYNalMImM GYHJAH Jajionar
Oepaju. ABBaJITH JaBoJiall OKMOATHIArH afpeHall Pe3epBHUHT KOJIIHK Tap3/ia MacaifuiiH, y30K
BAKT JIaBOMHUZIA CaKJIAHUIIH MYMKHHJIHTHHH XHcoOra omum 3apyp (Maxcyc xypcammanap
OyMMura Kapasr).

Dapmakokunemukacu

XaiBOHIAp Ba ojamiap/a KyIIaHraHuia canbMereposl Ba (IIyTHKA30H NPOIHOHATHHE GHp
BAKT/[[d MHTAIALMOH OOOpHIMIIK ymOy MoajanapiaH Xap OMPUHHUHT (papMaKOKHHETHKACHTA
TabCHUP KypcaTMaiu.

©apMaKOKMHETHKAHH YPraHUII yu9yH Xap OUp KOMIOHEHT alOXU/a KYPUITHIIH 3apyp.

15 Ta coroM KYHruIIMIIap HINTHPOKUIATH OPHIIAPHKHT ¥3ap0 TahCHPHHH Yprasuui 103acu/ial
manebo Ha30paT/IaHraH, KECHIITaH TaJKHKOT JAaBOMHLA, calbMeTeposHe (50 MEKpOrpaMMaaH
CyTKaJa MKKM Mapta HHrausiuoH) Ba CYP3A4 unruburopu keroxonasonnu (cytkana 400
MHKpOrpamMm/ian Oup mapra repopai) Oupranukna 7 KyH 1aBOMHIa Kabyl KMJIHHTAHHAA KOH
TJIasMacua CalbMETEpPOJHHHT MHKIOpUHH cesuinapid (Cmax 1,4 mapra Ba AUC 15 mapra)
OIIHIIY KAk oTwiran. Jlozacu TakpopaH 1000puiIrana caabMeTePONIHN TYIUIAHAIIHHYE OLHIIN
kysatuamarad. QT  unTepanmuum  y3aiimmm &Kku  cHHycnu  Taxukapaus  rydaiiim,
TEKIIMPHIIAETIaH y4 Hadap maxcaa cajibMeTepoll Ba KETOKOHA30IHUM Oupra Kaby1 Kumun Gexop
xunmunrad. Konran 12 Hadap Gemopza cambMeTepol Ba KETOKOHA30JHH OHpra KabyJl KHIIHII
I0OpaK PHTMHIA, KOHJIArd KaluAHWUHr japaxacura ¢k QT HMHTepBaIHHMHI JABOMMMHIHMIHTra
KIIMHHK JKUXATIaH axaMHATIH TabCHp KypcarMmaran (Maxcyc kypcammanap Ba Jopunapnunz
V3apo mavcupu OYIuMIIapura Kapasr).

Cypunumu

Canvmemepon

CanbmeTeport jrka TYKMMacura MaXa/luii TabCHp KHJIJ{ Ba Wiy caGabad JaBoJall camMapacy
YHHHT IUIa3Majiard MHKIOpura Ooriuk Oynmaian. CanbMeTeponHHHT (papMaKOKHHETHKACH
Oyiinua MabiymoTap YeKJAHTaH, YyHKH [Iperapar TepaleBTHK 03alapia WHIaIsIHOH
I00OpHIITAHMAAH KEHWH ITa3MaJa YHHHI JKyJa TNacT KOHLEHTPAMSIAPHHH (TaXMHHAH
200 nr/mn Ba yHmaH KaMm) aHHKIANl TeXHHK JKHXATAaH KHHMH keuamdm. CalbMerepol
KcMHA(oaTH MyHTa3aM paBHIIAA KYJUIAHraHWIa TM3MMIM KOH OKMMHAA TaxMuHaH 100 Hr/mi
Oynran 6apKapop KOHIEHTpalUsIapUra SpHIrad THAPOKCHHA(DTON KHCIOTACH aHMKIAHAJM.
Ymby KOHIEHTpauusIap TOKCHKIHKHH YPraHWII [03acHIaH YTKa3WIraH TaJKHKOTJIapaa
Ky3aTWJIran MyBo3aHar Japaxanapuian 1000 mapra mact 6¥naau. Y3ok Baxrt (12 oiinan k)
KynnanranuJa nagac #ymmapu obcrpykumsick Oynaram Gemopiap XonaTura canOwmii TabCHPH
Ky3aTUJIMaraH.



Dnymuxason nponuonamu

Magxy/l MHralsUMOH KypHIMalapHUHT Xap Oupu O¥itnda (iyTHKazoH MOPOTMOHATHHHHT
MyTJIaK OHMOKMDAOJNHMIIMIH MHIAISLMOH Ba BEHA WYWra HOOOPHIAIMIaH IIAK/UIAPHHH
(papMaKoKHHEeTHKAa MabBIyMOTIIADHH TAKKOCJAraH XOJla YpraHWIl JOMpacHIa OaxoJaHTaH.
Cornmom  kyHrwumnapiaa  (IyTHKa30H —TNPONMOHATHHHHT  MYTJIAK — OMOKHMPAOJIHILIHTH
Axxyxanep/Jluckyc épramuza obopunranuna 7,8% uu, J{uckxanep épaamuia 10060pHIraHuIa
9,0% wuu, OBoxanep &pnamuua robopunranuga 10,9% HE TamKkwi STraH; (IyTHKAa30H
MPONMOHATHHHHI ~ MYyTJIAaK OHOKHpAOJHMIUIMIH — calbMeTepol Ounman Oupra DBoxanep
KYpuHMIIAAA Ba AKKyXajep/Jluckyc KypuHuimaa obopuiranuia mysoduk pasumaa 5,3% Ba
5,5% wu Tamkui srran. AcrMacu éku YCOK 6GuaH xacraianran MalMeHTIapaa WHTAISIHOH
(piryTHKa30H NPONHOHATHHHHI TH3HMIHM TabCHDH KaMpOK Japakaga Ky3aTWiagd. TH3UMIH
CypHIMII acocaH ymKkajaa 103 Oepajau, Oynma y Oommma Te3pok Oynamd, aMMoO KeHHHYaTHK
CeKHHJIAIIaH. MHrandnus KHIMHAJurad JO3aHHHT OHp KHCMH FOTHIHMIIM MYMKHH, aMMO
THU3HMIIM TaACHPHU MpPENapaTHy CyBa EMOH 3PUIIH Ba XKHrap OpKaJy JacTia0Ku YTHINHIA KaIa
MerabonusMra yupamu Tydaitnu MuHHMan papaxazma 6ymamau. Ilepopan kabyn KHTHHTaHHAA
(uryTMKa30H NPONMHOHATUHUHI OHOKMPAOMMILIMTH 1% JaH KaM KWAMATHH TALIKHAJI OTaJd.
MHransuus KuIMHran J03aHUHT KaTTaTUTH Ba (IIyTHKa30H IPONHOHATHHUHT TH3UMITH TAbCHPH
ypracuzia TYFpu NponopurdoHan OOFIUKINK (OIIHITH) MaBXy 1.

TakcuMIanuInu

Canbmemepon

MasaymMoTiiap Magxy 1 smac,

Dnymuxazon nponuoHamu

DuyTHKa30H MPONHMOHATH MYBO3aHAT XONATHIA KATTa TAKCHMJIAHHMIN XaXMHUTa (TaXMHHAH
300 n) ora. MduyTHKA30H NPONMOHATH Ia3Ma OKCHIUIAPH OHMiaH HHCOATaH OKOPH OOFIaHHMII
napaxkacura (91%) ara.

Merabonuzmu

Canvmemepon

In vitro wapouThna yTKasuIraH TaaKMKOTIAp, canbMeTepos mutoxpom P450 3A4 (CYP3A4)
(pepmenTH  TabcHMpuIAa  O-THAPOKCHCANbMETEpoiraya kanan Merabonmmsmra  (anmbaTHi
OKCH/UIAHHWINTa)  y4pamuHau  Kypcatnuw. CorioM — KYHTH/UIMIApja  calbMeTeponl  Ba
SPHUTPOMHIHHHUHT JIO3aJapUHH YPraHuil [03acHJaH TaKpOPUHl TaJKHKOT/A, dPUTPOMUIMHHE
500 Mr mosama cyTkana yd MapTa KyJulanranaa (apMmakoJHHAMHKAIA KIHHHK aXxaMHSTra Jra
Oynran ysrapuuuiapHd HamOEH KHIMaraH. BHpPOK calbMeTepoll Ba KETOKOHA3OJHHHT ¥3apo
TabCHPH YpraHWITaHU/A [UIa3Ma/1a CAlbMETEPOIHUHT KOHIEHTPAIMSACHHE CE3UIIAPIIN Japaxasa
OmMINK Ky3atuiral (Maxcyc kypcammanap Ba [opunapnune y3apo mavcupu 6ynmmiapura
KapaHr).

Drymuxazon nponuoHamu

®yTrKa3oH nponuoHaTH uuToXpomu P450 tusumunuar CYP3A4 uzodepmenTy HINTHPOKHIA
MeTaboJIM3Mra yupalll HaTHXKacHaa KapOOKCHII KHCIOTACHHHHT HO(PAoNT MEeTaGOUTHHH XOCHIT
KWMO, KOH OKHMH TH3UMMJIAH Te3/la SHMHHALMS KHMHa[M. OIyTHKA30H IPONHOHATHHHUHT
TU3MMJIM TAbCHPH OIIMIIA 3XTUMONH MyMKHHIurd, CYP3A4 mabiym HHTHOMTOpIapu Oup
BAKT/Ia KYJUTAHTaHK|/1a SXTHETKOPIIMKKA PHOSI KWITHIII 3apyP.

Yukapuimnim

Canvmemepon

MagiymoTiiap MaBxXy: aMmac.

Drymukazon nponuoHamu

OuyTHKa30H NPONMOHATH IUasMaza Iokopu Kimupencra (1150 Myi/MHH) Ba TaxMuHAH
8 COaTHM TANIKMII 5TyBYH AKYHHUI SIPUM UMKAPUIIHII AaBpura sra. OIyTHKA30H NPOITHOHATHHHHT
Oy#pak kiupencH ce3unapin sMac (<0,2%) Ba MeTabonuT KYpHHANIIIA 5% TaH KaM.

Kyananuwnumu
ActMma (Hadac #YIIapMHEHT KaliTyBYaH 0OCTPYKIIHICH)




Cepernn  Axxyxanep/Jluckyc npemapatm actvanu  (Hadac — HyUIApHHHHT KanTyBUYaH

OOCTPYKIHUSACHHHE) KyMIIaIaH:

— Y30K TabCHp OTYBYH O€Ta-aroHWCTJAp BA HHTANSIHOH [IIOKOKOPTHKOCTEPOU UIAPHUHT
camapaHy OHp Mapomia cakiab TypyBUH T03alapHHH Kabyl KMJIAéTraH NalieHTIapHH,

—  MHTAIAMHOH INIIOKOKOPTHKOCTEpOHUIap OuMilaH JaBonam GoHHAA KacAUTMK CHMIITOMIIADH
cakJaHa€Trad NnalueHTIapHH,

—  OponxomunaraTopiap OWJiaH TH3UMIIM MaBoNaHaéTran Ba uHransmwoH I'KC ra sXTHEKMAaHT
HanHeHTIapHy 0a3aBui 1aBoIall yIyH Kyyiaiaiy.

Vukauunr cypynxam o6eTpykTHB Kacawmaru (Y COK)

Cepernn  Axxyxanep/Jluckyc mnpenmapaTd YIKaHHHT CypyHKaTd OGCTPYKTHB KACAJUIATHHH

(YCOK), my xymiIagaH cypyHKaTd OpoHXMT Ba ¥nka sMduzeMacHHH GUp Mapompia cakiab

TYypPYBYH JaBOJIAIl yUyH KYJUTaHUJIAIH.

Ceperun Axkyxanep/JlucKyc IpenapaTi yMyMHi YIIHM KYpcaTKHYHHH HacaiHIIHHI Kypcarras.

Kyuiam ycynn Ba nozanapu

Ceperun Axkyxanep//{uckyc npenapatu haxar HHraIANHs yIyH MyDKaUTaHTaH.

Makcnman camapand SpuIIMIN y4yH MYHTa3aM paBHILJ(a, XaTTo KACAUTHK CHMITOMIJIAPH
MaBxKy 1 O IMaraHu/ia XaM MpernapaTHy KyJUlall JO3HM.

[Inokopaap mpenapaTHUHI 103acH ONTHMAN OYIHIIM yUyH JOUMHH KYPHUKIAH YTKA3HILIAPH
kepak. Jlozanu y3raprupuin ¢pakat mudokop TaBcHAcUra Kypa YTKa3HIUILIH JIO3UM.

Actma (Hadac HYITapHHUHT KalTap 00CTPYKIMICH)

IIpeniapaTHUHI J03aCHHM CHMNTOMJIAPHH CaMapalli HA30paTHra OSPUINHIAJArAH MHHHMAT
camapaiu  gosacurada  Oockuuma-0ockmd — macaditupHmn  nosum.  Arap  Ceperuj
Axkyxanep//luckyc H¥ CyTKaJa MKKMTA HMHTAISUHACH CHMITOMIADHH HA30paT KHWIMIIHK
TabMHHIIACA, MUHMMaJI CaMapaiii 103a CyTKaja | Ta MHraIsaUsHY TAlIKHII STHIIH MyMKHH.
[launentra ¢uiyTHKa3oH NPOMMOHATHHUHI KACAUIMKHM OFHPIMK JapakacHra MOC KeJaJdraH
JTO3aCHHH CaKJIOBYH J103a/1a OYIOpHIII JIO3HM,

Arap NanMeHTAa MHTQISIHOH IJIFOKOKOPTHKOCTEPOM/UIAp OWIaH MOHOTepamus &Epramuia
KaCaJUIMKHH aIeKBaT HA30paT KHJIMIITA SPHIIHII MyMKHH O¥IMaca, rIFOKOKOPTHKOCTEPOUIHH
OKBUBAJIEHT J[aBOJALI JI03aCH/@ CAaIMETEPOI-(PIIFOTUKO30H IIPONHOHAT OWIaH MaKMyaBHiH
JlaBojiauira YTHII OPOHXHAN aCTMAaHHM HA30paT KMIMINHH SXIIMIALITA OTHG KETHIIH MYMKHH.
MHransuyon TIFOKOKOPTHKOCTEPOMT OHITaH MOHOTepanus OPOHXHAI ACTMAaHH MOC paBula
Ha30paT KMJIMII TAbMHHIAHA[UIaH MalHeHTIapra caaMeTepoll-(IIFOTHKO30H MPONMOHAT OHIIaH
VHTAANKAIE  JlaBojlalira  YTHINMK OpoHXMal acTMaHH Ha30par KWIMIIHKM  HYKOTMaii,
TTIIOKOKOPTHKOCTEPOU/T TO3aCHHH [ACAHTHPUIITa HMKOH OepHIIH MyMKHH.

Tapcud sTuaMran ro3anapu

Kammanap xamoa 12 éw ea ynoan xamma éwdazu 6orarap

burra uaransuus (50 mMxr canemereporn Ba 250 MKr (iTyTHKa30H MpOIHOHATH) CyTKaJia UKKH
Mapra

éxu

burra uxransuus (50 mMxr camsmerepon Ba 500 MKT (ryTHKa30H MpPONHOHATH) CyTKaJla UKKH
Mapra.

VIKaHHHT CypyHKaIH obeTpykTHB Kacammury (YCOK)

Kammanap

KatTa €miaru nanuenTiap y4qyH MakCHMAal TaBCHs STHIIAAMIaH 103 CyTKaJa HKKH MapTa OUTTa
MHraIAMAHE (50 Mkr canmemeTepon Ba 500 MKr/GJIyTHKa30H NMPONMOHATH) TAIIKAI JTAH.
Cepernn  Axxyxanep/Jluckyc mnpenapaturd ymby n03ana KYUTAHHIHIIE yMyMEi  YiIum
KYpCaTKUYMHU ITACAHUINTHHE HAMOMMIN KUJITaH.

IlanyeHTIapHUHT Maxcyc TypyXJapu

Kekca €mparn maxcnapsa Ba GyHpak CTHIIMOBYHIIMIE EKH JKHrap (GYHKIMACHHH Oy3HIHIIM
Oynran nanHeHTIap/a 103aHH KaMaiTHPHUII Tanab STHIMa 1u.

CanbMeTepost-(y THKa30H TPONMHOHATHHH 4 &mrada Gynran Oonanapia Ky/JUIaHHIIH XaKuIa




MabJIyMOTIap HyK.

Doiiyrananu Oyitnya #ypuKHOMa

Axxyxanep//luckyc ynkara Hadac opKasi FOTHIAIUTAH KYKYH 1Ty pKAiI1.

Axkyxanep/Jluckyce KypHiMacuiara 103anap HHAMKATOPU KOJITaH J03a/lap COHMHH KypcaTay.
Cepemuo Axxyxanep//Tuckyc npenapamudan gouidananum iypuknomacu

EINUK

Cu3s Akkyxanep/Jluckyc HH YpamuiaH YMKapuO ONITAaHUHTH3/a, Y EMHK X01aTaa Oy am.

OYHUK

SAurn Axxyxanep/Jluckyc Cusra Oyropwiran jopH mpemnapatdHuHr 60 JO3acHHM Caxiaifim.
Jlozanap WHIUMKATOPH KOJITaH J03aIap COHHHHU K¥pcaTaH.

Axxyxanep/[uckyc Cusra Oyropuiran JOpH MpPeNapaTMHUHI KyKyH Makiaugard 60 1o3acuHu
cakmadnu. Xap OWp J03a aHMK YI4YaHTaH Ba THTMEHMK JKMXATIaH XMMOs KuiuHran. Jlosa
JapakacHHU OMp MapoMJia TyTHO TYpHII Ba I03aJIapHU TAKPOPAH TYIAMPHII Tanab STHIMATH.
Axkyxanep/JIucKyc KypHIMacHHHHT IOKOPH KHCMEZA XOHIauiran o3anap HHIHKATOPH KaH4Ya
103a KOJraHUHH Kypcatanu. 5 jad 0 rava Gyaran pakamiap, CH3HH 1032 KyJa 03 MHKIOpJA
KOJraHaury tyrpucuaa oroxnantupuin yuyn KM3WJI pauraa ésunran 6§nau.
Axxyxanep/Jluckyc Qoiipananum yuyn sxyna Kynait. Cusra KeWHHIH [103aHH 10GOPHII Kepak
Oyica, cypatnapya kentupunran 6emra oauit 6ocKkuuiapHu Gaxapcanrus KuQost:
WHransTopHu OYHHT.

JlactakuaHu OOCHHT.

Hadac onunr.

WHransitTopHu EnUHT.

OFu3HM yaiiuHr,

Axkyxanep/JIuckyc Kanaai unuiainm

Axkyxainep/JIucKyc KypHIMAaCHHHHI JacTak4yacH Oypairanuia MyHIIITYKIA KHIKHHA TEHKYa
OYHIIJIM Ba HHIUIALMS YUyH TaH€p OynraH mpemapaTHHHT J03acd OYaran ysda oumsamu. Cu3
Axkyxanep/JlacKyc KypuIMacHHH ENraHHHTH37a, JACTAKYa aBTOMATHK Tap3ja JacTia0Ku
XoJiarra Kaitand. Juau Kypuiama, Cusra KadoH Kepak 6yiica, Yiianna KeHHHTH J03aHH F060PHII
Tait€p. Tamku Kopnyc Axkyxanep//Iuckyc HH, Y HIUIATUIMAETTaH TARTIA XUMOS KHJIAIH.

1. Ounnr - Akkyxanep//lacKyc KypHiIMacHHH KaHAAil HULJIATHIN Kepak

Akkyxaiep/JIACKyc KypHIMAcHHH OYHII Y4YyH TAIIKH KOPINYCHH OHp KYIHHTH34a, OOIIKa
KYIHHTH3/1ard 6ol GapMOFHHTM3HH Maxcyc UyKyp epra »OHIaliTHpran Xonaa yimnab TypHHT.
bour 6apmoruarus 6unan napuru tapadra oxupuraya GOCHHT.

N s DA




2. lacTak4yanu 0OCHHT

Axkyxanep//lacKkyc HM MYHIIITYK IO3MHTH3ra Kaparan Xoljiia yuuiab Typuer. Jlactakuanm
HApUru Tapadra MHKUPIaTMa OBO3 JIIMTHIMATYHYA THpa® GOCHHT. DH/M Axxyxanep/Jluckyc
oinananum yuyn raitép. Cus capap nacrakyaHm 6GOCTAHMHIH3]a, IPEAPATHHHT J103aCH
MHTQIAIMS  ydyH Kenud Tymaad. By nosamapuu xucobnarvd  Epnammna  KypcaTwiai.
Jlacrakyanu yHHAMaHT, 9yHKH IIPENApaTHHHT axpanub YMKa&Tran josanap uepod 6ymam.

3. Hadac omur

Wuransuusnu Gaxapuinian onauH ymoy 6¥IMMHA JUKKAT OHIaH YKHO YMKKHT.
Axkyxanep/Jluckyc nu orusnan 6up Mynya Macodana yuuiaé typunr. Kyuanmai, OPKHH XO0J1/1a
4yKyp Haac YHKaApHHT.

Enma TyTHnr - Xeu kauon HadacHu Axxyxanep/JIucKyc KypHIMaCHTa YMKapMaHT.

Mynmmryknn  nabnap Ownan  sxmab  kampa® omuur. Bypys opkanu omac, Gankum
Axxyxanep/Jluckyc opkanu 6up Tekuc Ba 4yKyp Hadac OIHHT.

Axxyxanep/JIucKyc HH OFU3/1aH YHKAPHHT.

Hadacunrusuu raxmunan 10 cexyn ki Kanya yiual Typa oJIcaHIHs, IyHYa yuu1ad TypHHT.
Cexun nadac ynkapunr.

Axxyxanep//luckyc nan TYrpu ¢oiigasaHHAran X012 XaM THJI YCTHAA KYKYH TAbMH €KH
Ce3rHCH MAiI0 OYIMACTHTH MYMKHH,

4. Enunr

Axkyxanep/J/luckyc KypuiaMmacuH# Enuml ydyH 6ol GapMOFUHTH3HE Maxcyc 4ykKyp epra
JKOMNALITUPHHI Ba Y3MHIM3 TOMOHIA OXHpPHraya OOCHHT. Jlacrakya aBTOMATHK paBHIIIa
AacTnabK¥ XoJiaTra KalTand Ba OOLUIAHFHY XOJaTHTa yTamd. DHau Axkyxanep//luckyc sHa
doiirananum yuys tanép.



5. Oru3Hu yaiikaHr

[lynnan kefiuH Oru3HM cyB OUIaH YalKaHr Ba yHHU Ty (a6 1000pHHT.

Arap Cusra MKKM WHTansiused Kabyn kumum Oyropuiran 6ynca, Cus Axkyxanep/Jlickyc
KypHIMacHHH ENMHIIMHIA3 Ba 1 man 4 rava Gynran KagamiapHH TakpopaH OakapUIIMHIU3
Kepax.

EJJIA TYTHHID

Axkyxanep/JlucKyc KypHIMacHHH KypyK XOJI/1a CAKJIaHT.

Axxyxanep/[luckyc qaH (oiiiaaHMaranMHIU31a, YHH EIHK X0JIIA CAKJIAHT.

Xeu kauon HadacHu AKKyxaaep/J[HCKyC KypHIMACHTA YHKAPMAHT .

Hacrak4ann daxar, Cu3 nosanu kabyn Kuimiira Taiép 6yaranuHrus aruaa Gypanr.

Byropuiran nozanu ommput 000pManr.

IIpenaparau Gonanap ooaMaiiMras JKoi1a cak/IaHr.

Hoxya Tabcupiaapu

Kyitnna xentupuiran 6apya HOXyIl KYPHHHIUIAD TAbCHP STYBYH MOJIANAp - CAlbMETEpOll
KcHHapoaTH Ba (IyTHKA30H MPONHOHATH YUyH XOCAMP. MakMyaBHH HpenapaTHHHI HOXYII
KYPUHHIUIAPH NPO(UIM, YHHHT TabCHp OTYBUH MOJUIQIADHHHHT HOXYII KYpPHHHILIAPH
npodunuaan Gpapk KuiMaiiam.

Hoxyur peaxipsuiap ab3oap TH3MMIAPHHHHT CHHGHM Ba ydpaml TesIurura MyBO(GHK KyHuia
KEeJITHpHJITad. Yupalll Te3JIMIH KyWHIard Tap3/a OeJiriianran:

Kyna tes-tes (>1/10),

Tes3 Te3 (>1/10, nexun <1/100),

Te3-Te3 omac (>1/1000, nexun <1/100),

kam XoJutapza (=1/10000, nexun < 1/1000)

Kyzna kaMm xosutapaa (<1/10 000).

Yupa Te3IMrHHUHT TondaTapy acocan acTMa KacalIuTH ro3acuaaH 23 ta sa YCOK 1o3acunan
7 Ta KIMHWK TaJKMKOTIApH acochja makuianran. Hoxys KYpHHHIUIADHUHT XaMMacH Xam
KIIMHHK TaJKHKOTIapIaH Kenub rymmarad. bynnall KypUHHIUIADHHAHAT TE3MTH CIOHTAH Keub
TywmraH xabapnap acocua Xxuco61ab YUKUIraH.

Knunux maokugomuaprunz maviymomiapu

Mudexnon Ba napasurap KacaJuldKIap

Tes-mes: orusz OYyIUIMFM Ba XalKyM Kanaunosd, nuesmonus (YCOK 6uiaan xacTamaHras
nanHeHTIap/a)

Kam xonnapoa: xusunyHrad Kanmay03u

HIMMYH TH3MMH TOMOHH/IAH OY3HJIMIILIAD

VTa 10KOpH Ce3yBYAHITHK peaknusIapu:

Tes-mes smac: Tepuna §Ta IOKOPH Ce3yBYaHIIUK PEAKIUSAIADH, THCITHOD.

Kam xonnapoa: aHahHIaKTHK peakimsiiap

OHIOKPHH TH3UMH TOMOHH/IAH Oy3uMIILIap

Tuzummnu tascupnap 103 6epumm Mymkus (Maxcye kypcammanap 6y mamura Kapasr)

Te3-me3 smac: xaTapakrta

Kam xonnapoa: rnaykoma

Moianap anMaHHITYBH TOMOHM/JIAH Oy3HIHLILIAD.

Tes3-me3 smac: TUIIEPTIIMKEMHUS




PyxuaT ToMoHuU1aH Oy3uIuIIap

Te3-me3 smac: XaBOTUPIHK, YHKYHH Oy3HITHIIH.

Kam xonnapoa: Xynknaru y3rapuiuiap, iy skymiafaH yTa okop (aoiuiuk Ba TabCUPUAHITHK
(acocan bonanapa)

Heps Tv3umy TOMOHWIAH Oy3MIMIIIIAD.

Kyoa mes me3s: 6o orpurn (Maxcyc kypcammanap 6yTMMHra Kapaur)

Te3-me3 smac: tpemop (Maxcyc kypcammanap Gynmamura Kapasr).

IOpak ToMoHuIaH Oy3uaMIILIAD:

Tes-me3 omac: ropak ypUIIMHM Tesjammin (Maxcye wypcammanap 6ynmamura Kapamr),
TaxuKapaus, Iopak 0ynMayanapu GUOPHILIALHUACH

Kam yomrapoa: 1opax apuTMMsCH, Iy KyMIAIaH CyNPABEHTPUKYISP TAaXMHKAapAusi Ba
IKCTPACHCTOJIHSL.

Hadac tusumu, xykpak Kadacu Ba KYKC Opalliry ab301apH TOMOHH/IAH GY3HIIMIILIAD

Te3-me3: oBo3HM OYFUIHIIHM /mUCHOHMS.

Te3-me3 smac: TOMOKHH TabCHPJIAHHIIIH.

Tepu Ba Tepu ocTH TYKUManapy TOMOHKMAAH OY3HIHLILIAD

Te3-me3 smac: KOHTaNAILIAP XOCHI OYIIHIIH

Ckener-Mymak Ba OUPUKTYPYBYH TYKMMAIap TOMOHUIAH OV3HIHIILIAD:

Te3 me3: My1ak cna3miiapH, apTpairys.

Ilocmmapkemune Ky3amysiapuune maviymomiapu

WMMMYH TU3MMH TOMOHH/IaH OY3HIIMIIIAD

Kyiinnarnia namo€n 6¥nanuran yTa I0KOPH ce3yBUAHIMK PeaKIHSUIAPH, JKYMIIA/aH:

Kam xonnapoa: aHrMOHeBPOTMK WMIN (acocaH IO3HM IOMIIM Ba opoQapHHreay Iim) Ba
Oponxocnaszm.

OHJIOKPUH TH3UMH TOMOHH/IaH OY3HIHIILIAD

Kysatiwmum Mymkue Gyiiran TH3MMIIM Tabcupiap Kyiiuaruiapian noopar OYNUIIE MyMKHH
(Maxcyc kypcammanap GynuMura Kapasr):

Kam yornapoa: Kymasr cHHAPOMH, KyIIHHIOM CHMITTOMIIAp, 6yHpak yeTn 6e3u (yHKIHSCHHE
Cycaiiuiny, Oomamap Ba YcMupiapaa YCHIN XKapaSHHHH CEKHHJIAIIMIIN, CYSK TYKHMACHHHHT
MUHEpaJI 3ULTUTHHH TIacalHIlIH.

Hadac tusumu, k¥kpak kabacu Ba KYKC opamiry ab301api TOMOHHIAH GY3HIHIILIAD

Kam  xyomnapoa: mnapanoxcan 6pouxocmasm (Maxcyc kypcammanap O6ynumura Kapamr)
Ky3aTHJIHIIH MyMKHH.

Kywunam mymkun 6yamarad xoaraap

Ceperun  Akkyxanep//lucKyc —mnpemapaTHHM —aHaMHE3Ja IpeNapaTHHHT Xap KaHpjai
KOMIIOHEHT/IApUTa OKOPH Ce3yBYAHIIHTH OYIIran, IyHHHTIEK, CyT OKCUJINTa AJUIEPrusIcy Oyiran
NanMeHTIapra Kyamn MyMKHH Mac.

JopHiIapHUHT ¥3apo TabCHpH

[Manmentnapaa HOCeNEKTHB Ba CeleKTHB GeTa-6I0KaTOPNApHA KYIUIANAH CAKIAHHLI JIO3HM,
XaKHKaTAaH Xam 3apyp O¥iran Ba acocyianral Xojar OyHaH MyCTacHO.

DuyTUKA30H NPONHOHATH WHTASIHOH XOJIA 0GOPUIraHAa KOH IUIa3MacHia YHHHT
KoHueHTparusiapy P450 3A4 uuroxpomMu TH3MMH (epMEHTIApM MINTHPOKHMAA WM4YaK Ba
Kurapia «bupunys 60p yrummnaay paos MeTaboNM3Mra yupaIiy Ba KOKOPH TH3HMMITH KITHPEHCH
okubaThia xyna Xam nact 6ynamu. [lysnail kuimb, GIyTHKA30H MPONHOHATHHUHT Jlopuiap
Omian KIMHHK aXaMHATra ora O¥Irad ¥3apo Tabcup KHITHII SXTHMOIH KaM.

CormoM KyHrwumMapAa MOPHIADHHHT ¥3ap0 TABCHPHHH YPraHHIl LIyHH KYpcaTauKy,
puToHaBHp (P450 3A4 OMTOXpOMMHHMHT I0KOpH (aon HHTHOMTOpH) INTa3Maja buyTHKa30H
MPOMHOHATHHHUHT KOHIEHTPAUMACHHH CE3U/Iapiu paBMIIIA ONIMPUIIH MYyMKHH, 6y MyBODHK
paBuIIIIa 3ap106/a KOPTH3OIHUHT KOHIIHTPAIMSCH Iacaiumura onuo kenamu. MapKeTHuran
KECHUHIHM KYJUIAHHIHIIA Joupacusia (iryTHKa30H NpOMHOHATHHYM PUTOHABHD GHIIAH OHpraldKia




MHTpaHa3al €KH MHraldUdsnd KaOysl Kuna€TraH TalMeHT/Iapia KIMHHK axaMHsTra sra
JOPHJIAPHUHT ¥3ap0 TABCHPH Ky3aTH/IraH, Oy KOPTHKOCTEPOHUIAPHHUHT TH3UMJIM TABCHPIIAPUTa,
Kymnagan Kyumuer cunapomu Ba Oyipak ycrH Oesmapu (yHKIMSCHHM cycaifummmra oyt
kenra. Illynnait kunub, puTonaBup npenapati Ba (IyTHKA30H NPONMOHATHHH GUpra Kyjuiai
CaKJIAaHWII 3apyp, MAIHCHT y4yH MOTEHIHAN (OH/1a KOPTUKOCTEPOH/UTAPHHHT TH3UMIIM HOKYS
TabCHPJIAPH/IAH Ky THIaUraH XaBdnan opTukK 6Yaran xoywiap OyHIaH MyCTacHO.

Iutoxpom P450 3A4 tusumMuHuMHr OOlIKa HHTHOMTOpJIAPHHH Ypramuin, 3apaobna
KOPTHU3OJHHHI ~ KOHIEHTPAIHACHHH OMpop-OMp ce3unapind macalfMimucus, (IyTHKA30H
NPONUOHATHHHHT TU3UMIIK SKCIO3HIMACHHE aXaMHATIH OYIMaraH (3pUTpPOMHIIMH) Ba Ypraya
(keToKOHA30J1) OIMIIMHM Hamolmmn kuiran. Illynra kapamaif, mutoxpom P450 3A4
TU3UMHHUHT ~ KyWIH  MHTHOMTOpIapd  (Macanad, KeTOKOHa3ou) Oupra  Oyropuiaran
OXTHETKOPIIUKKA PHOSI KUK 3apYp, YyHKH (DIyTHKA30H IPONHOHATHHUHT TH3HMIIH TahCHPUHH
OLIMIIY 3XTUMOJIH MaBXKYI.

Kerokonason Ba cajpbMeTepoiHM OHpramukaa Ky/alaml — IUlasMaia  caabMETPOTHHHT
KOHUeHTpanusacuuu cesunapinu (Cmax 1,4 mapra Ba AUC 15 Mapra) ommmmra onub KeiraH Ba
Oy QTc wunTeppanu ysalimmura onub xenumm MyMKuH («Maxcye xypcammanap» Ba
«Dapmaxoxunemuxacuy OYIUMIIAPUTa KApaHT).

Maxcyc kypcaTmanap

Ceperun  Axkyxanep/Jluckyc npenapaTd VTKHp CHMITOMIApPHH Oaprapad KHIHII YUyH
MyIDKaJUTAaHMaraH, YyHKH OyHJai Xolulapjia Te3 Ba KHCKAa BAKT TAbCHP KHIYBUM HMHTAJSIHOH
OpOHXO/IMJIATaTOPHY (MacalaH, canb0yTaMOJHH) KyIUTall j03uM. [landeHTnapHH, ymap Xap
JIOMM YTKHP CHMITOMIApHH Oaprapad) KMIMII yuyH MYIDKaUIAaHIaH MpernapaTHH KYI OCTHIA
OynuIIM KepakJIUry XaKu/a xabapiop KHIIHII Kepak.

CHMITOMJIAPHH EHIHJUIAIITHPHII YUyH KHCKA BAaKT TAbCHP KHJIYBYH OpOHXOHMIIATATOPIAPHHU
Te3-Te3 KYJUIall KaCAUIMKHM Ha30paT KUIMII EMOHJIAIITAHINIHAA Jaioiar Oepaam Ba OyHpaait
XO0JUIap/ia NalueHT MU(POKOPra MypoxKaaT KHITHIIK Kepax.

Bpouxuai acTMaHi Ha30paT KWIMLIHY TYCATNaH Ba Ky4ailnb G0pyBYM EMOHJIALIMIIE Xa&T yUyH
moteHUHan XaBpuu ubomamaiiim Ba Oynjail BasusTnapaa nauMenT mMpOKOpPra MypokKaar
KHJIHIIH Kepak. [IIIOKOKOPTHKOCTEPOM/IHMHT JO3aCHHH OLIHPHII TaNal KUIMHHIIE MyMKHH.
Arap Ceperun Axxyxanep//IUcCKyc NpenapaTHHHHT KYUIAHWIIAIMIAH J03aCH KaCaUTHKHH
MYTaHOCHO HAa30paTHHH TabMHHJIAMACA, y XOJJa MalHeHT OyHaa XaM MmHu(pOKopra MypoxkKaar
KHJTHIIH KepaK.

Kacamnux 3ypadiummnm pusosxiaHumy xappu Gopiurn Tydaitm Ceperun Axkyxaiep/Jluckyc
npenapard OujiaH JaBOJIAIHA acTMa OHMJIaH XacTalaHraH MalHeHTIapaa OMpJaHura TYXTaTHO
Oynmaiiay, npemapar A03acHHHM MM(POKOP HA30paTH OCTHIA OOCKHYMa-GOCKHY TacalTHpHII
nozum. YCOK Gunan xXacTaiaHras nalnueHT/Iapaa npenapaTHy OeKop KHJIHII JeKOMIIEHCALUS
CHMIITOMJIAPH OHJIaH KEYUIITH MyMKHH Ba Oy HIH(pOKOp Ky3aTyBHHH Tanab KUIaIy.

KIMHUK TafKHKOTIapaa canbMeTepoli-(yTHKA30H NPONHOHATHHH Kabynm kunadrran, Y COK
Oujan xacTajaHraH IallMeHTIap/ia ITHEBMOHHSHH YYpall TEe3NHIHHH OIITAHJIMIH XaKhIa
MabJIymMoTiap omunran («Hooxcys mavcupnapuy» 6ymamura kapanr). Iludgokopnap YCOKna
TIHEBMOHHMSI PUBOXKJIAHHIIH MYMKHHJIMTHHH EI1a TYTHIUIADH JIO3HM, YYHKH NTHEBMOHHUS Ba
VCOK 3ypaitiuiin KIHHHK MaH3apacH KynuH4a yxmai 6y nanm.

['7II0KOKOPTHKOCTEPOH/IIAPHH  CAKNIOBYM Oapya HMHTaIsIMOH Tpenapartiap kabu, Ceperus
Axxyxanep/JlucKyc npenapaTiHi YIIKa CHIHHAHT (aos Ba HO(GAOT MAKIH OMIAH XaCTalaHraH
HalHEHTIapra SXTHETKOPIUK OHTaH OYIOPHII JIO3HM.

Ceperun Axkyxanep/J[ucKyc TpemapaTHHH THPEOTOKCHKO3Md SXTHETKODIMK OWIaH OylopHIm
JIO3HM.

CuMnatoMMMETHKIIAD TYpYXHMZJard Xap KaH/Jail npemapatmapHu KaGyn KWIraHza, aiHHKca
JlaBojiall  Jo3ajapu owMpu0 [o0OpHIraHujga, CHCTONHK aprepuan OOCHMHHM Ba  FOpaK
KMCKapHILIAPH COHUHH OLIUIIA KabH I0paK-KOH TOMMP XOJATJIAPH PHBOMKIAHUIIN MyMKuH. [1ly




cababim Ceperu AkKyxanep/JJucKyc npemapaTHHi aHAMHE3/1a IOpPaK-KOH TOMHP Kaca/UIHKIapH
Oyuran manMeHTIapra SXTHETKOPIUK OUJIaH OYIOPHII JIO3HUM.

bapua cuMnaTomMumeTHK mpemapariap TepanmeBTHK 103ajiaH OpTHK Oyiiran no3aiapaa KoH
3ap100u/a KaTMHHKMHT TapaXkaCHHU TPAH3UTOP MacailHIIMHHU KeNTHPUO ynKapuim Mymxu. [y
cababmu Cepernn Akkyxasep/JlucKyc npemapaTMHd KOH 3apao0HIa KaTUHHUHT JapaxkacH
nacaiHIIira MOHHILIATH O IIraH nanueHTIapra 3XTHETKOPIIMK Grlan OyropHIm 103uM.

Xap KaHJail MHTANAIHOH [IIOKOKOPTHKOCTEPOH, aiHHKCA IOKOpH [o3aJlap/la Y30K BakT
KYJUIAHTaHHJ@ THU3UMITH TabCHPIAPHH KENTHPHO YMKapHId MYMKHH; Oupok OyHuaii
CHMITOMIIADHUHT  f03ara KENMMUIM OSXTHMOIM Iepopal TINIOKOKOPTHKOCTEpPOMIAp OHJaH
JlaBonalira HucOaTaH anya macT OYIHINUHA Kaiix otum nosuM («Jozanu owupub 1bopunuuiUy
Oynumura xapanr). IO3ara Kejuum MyMKHH GYiIraH TH3HMIIM Tabcupiap Kyummer cungpomu,
KyIIMHICUMOH CHMIITOMIap, Oy¥pak ycTH Oesnapu (GyHKUMsCHHE cycaiiuim, Oonanap Ba
yeMmupiiapia yeuinian opKaga KOJHIIA, CYSK TYKAMACHHHHT MHHEpAl 3HWIMTHHUA TacaluIIm,
KaTapakTa, TJlaykKOMa Ba MapKasuii cepo3 XOpPHOPETHHONATHSAHH Wumra onaau. llly caGaGim
OpoHXMAN acCTMaHM JIABONIALIZA JO3aHH CHMITOMIIADHAHT camapajii Ha30paTHHH TabMHHJIOBUH
SHT IACT J103ara4a NacaiTHPHUII MY XHM.

CtpeccHu KenTHpuO YMKapuira Koaup GYiIrad MOMMIHHY Ba peXanu BasusTIapAa Xap JIOHM
Oyiipak yctH Gesnapu  GYHKUMSCHHH — CyCaliMIIM  OXTHMOMHHH &1 TYTHII  Ba
TTOKOKOPTUKOCTCPOU/UIAp  OWIaH ONTHMAN JaBONALl OXTHMOJIMHH KYpHO YMKMLI 3apyp
(«Josanu owupub6 06opunuwu» 6ymMmura Kapaur).

WHransinmon rioKoKOpTHKOCTEporl OHIaH y30K BAKT JABOJNAHASTIAH OonanapHuHr OYAHHA
MYHTa3aM paBHIIJIa YIIYall TaBCHsl STHIIAIH.

byiipak yctu  Gesmapu  QymkimscH  cycaiiumm MyMKHHIHTH — Ty(aiinu, mepopan
TITIOKOKOPTHKOCTEPOUIApaan  (GIyTHKA30H TNPONHOHATH OHIAH HWHTAALHOH JABOJIALITA
YTKa3uiIran NauMeHTIapHy YTa SXTHETKOPITHK OHIaH 1aBojiall Ba ynapaa Oyiipak yctu 6e3napu
NYCTIOFH QYHKUMACH MYHTa3aM PaBULIIA HA30PAT KHIIMII JIO3HM.

Wuramauumon (uiyTWKa3oH NpONMOHATH OWJIAH JaBOJIALI OouaHraHuAaH KeWHMH TH3UMIIHA
TJIFOKOKOPTHKOCTEPOH/UIAPHH acTa-CeKMH OEKOp KuJIMUI JIO3UM Ba OyHJIail malmuMeHTIap crpecc
BasHATIAPH/IA TIOKOKOPTHKOCTEPOU/IHE KYIIMMYa O00PHINTa SXTHEK OYJIUIIE MyMKHHIATH
XaKU/Iark KypcaTMa Cak/I0BYM Maxcyc KapToukara sra 6y Tunniapu Kepak.

Konza rmoko3anuHr napaskacHHH OIIMIIM K03aCHIAH Kyna xam xabapmap Mamkyn 6ynud
(«Hoocys mavcuprapuy 6¥numura Kapanr), KaHui (UabeTH Oynran GemMopiapra npenapaTHu
Oyropuiaa OyHu €1/1a TYTHII JIO3UM.

Kaiin orwinrannan xeduHrd maBpna [JIIOKOKOPTHKOCTCPOH/IHMHT  TH3UMIIH TabCHPJIAPHUTa,
xymnagad Kymmsr cunapomu Ba Gyiipak ycru Gesmapu GyHKIMACHHM cycaliumura onu6
KETyBYH (IyTHKA30H NPONHOHATH Ba PUTOHABMDHH KaOyll KiIaéTrad NalHeHTIapJa KIHHHK
KHXAT/IaH aXaMUATIH JTOPUIAPHUHT §3apo TACHPH Xakuiard xabapiap omunran. 111y caGabmu
(iryTHKa30H TPONHOHATH Ba PUTOHABMPHHM OHMpra KY/UIANIAH CAKIAHMII TABCHS JTHUIIA]IH,
MAlMENT y4yH NoTeHuHan (oiaa IIoKOKOPTHKOCTEPOHIHHHT TH3UMIA TabCHpJIapH OHIIaH
Oornuk Oynran xaBdaan 1okopu G¥iraH Xommap OyHnman mycracHo («Jopunapuunz j3apo
mavcupuy OYTUMHra Kapamr).

JIOpHITapHUHT §3ap0 TabCHUPH YpPraHMITaHHIA TH3UMIH KETOKOHA3OJLHU Ompraa Kymmam KoH
fU1asMachia  CalbMCTCPONHUHL  OKCHO3HUMSCHHH —OWIMPHINK  Kaii otwiran. by QTc
WHTEPBAIMHH  y3adumura oaud xemumu MyMmxkudH. CYP3A4 Humr Ky4Id HHTHOHUTOpPIapH
(Macanan, KETOKOHA30J1) CalbMETEpOIT OUIaH OMp BaKTZa KyiaHraHHIA SXTHETKOPIMKKA PHOS
KHJIMIL - TaBcust oTunamm  («Jopurapnunz  ysapo mavcupuy Ba  «Dapmakoxunemuracuy
Oynumnapura Kapasr).

Boumka wuHransnumon mnpemapatiapHu  KyUraiiua Oynranm kabu, npemapar Gerocura
Ky/laHranujan KeHHH XaHCHpAIHM KydaifHink OWIaH HAMOSH Oynanuran mapanokcan
OpoHXOCIasM Ky3aTHJIHIIA MyMKHH. ByHnail xonarjia Te3 Ba KHCKA BAaKT TabCHP ITYBYH
MHTAISIHOH OPOHXOMMIATATOPHH 3y UMK OHJIAH KYIUIALI JIO3UM. Ceperun Axkyxanep//luckyc




NpenapaTHHA JapXos OeKop KHIUIN, NAaUEHTHHHT XOJaTHHH 0aXOJIall Ba 3apypar Oynranuna,
MYKO0OmII raBonainyu Oomunam 103uM («Hoocys mavcupiapuy 6ynamura KapaHr).
beTa-aroHHCTIIapHUHT  (hapMaKONOruK TabCHpH OMiaH GOFIMK TpeMop, I0paK YPULIHNHH
CyOBEKTHB XMCCHETH Ba GOl OFpHFH KaOH HOXYS KYPHHHILIAD XaKhua xabapnap MaBxy1.
bupoK Maskyp KypuHHILIAp KMCKA My/UIATIM XapakTepra sra Ba MyHTa3aM JaBOJaliia
YApHUHT AKKOJUIUIH KaMasiji (« Hoocys mavcupnapuy 6ynuMura Kapasr).

Xomunadopnuk ea naxmayun 0aspuda Kyianuuiu

Depmunnux

Opampa QepTviMkka TabCHpH TYFPHUCHIA MabIyMOTIAp HVK. XalBoHIap/a YTKa3HIraH
TaIKUKOT/Iap/a (IIyTHKA30H IPONHOHATH EKH CAIbMETEPOII KCHHADOATHHHHT 3PKaK EKH aéiap
(epTUIIHIHUra TAbCHPH AHUKIAHMATaH.

Xomunaoopnux

[Ipenapatai XOMHIAIOPIMK MABPUIA KYILIAIN FO3aCHIAH MAbIyMOTIAp YeK/IaHTaH. IIpenaparuu
XOMHIIAZIOPTHK BaKTHAa (akar, arap OHa yuyH KyTHIASTraH IoTeHIman doiia XOMHIa ydyH
Ky3aTWJIMIIKM MyMKHH Oyiirad xaBduan 10kopu 6¥araniarnta Kysamra pyxcar Geprajm.
PerpociekTs SnAIeMHONIOTHK TAAKHKOT HATHKAIAPH OYHHYa XOMUIATOPIMKHHIHT OupuHYH yu
OHJMIH JlaBpu MoOalinu/ia GOINKA HHIaSIHOH KOPTHKOCTEPOHIIAPHH KaOyn KIIHHUIIATA
HHcOaTaH, (UIyTHKA30H NPONMOHATHHHHI TABCHPHAAH CYHT, KUITHH TyFma HYKCOHJIap
puBoxianum (QKTHP) 103 Gepuin xaBhuHM OLIMIIK aHUKIaHMAraH.

XaHBOHIApIa PENpPOJYKTHB TOKCHKIHKHH YPraHWII [03aCHMJAH IPENapaTHHHT XaM Oup
KOMIIOHCHTHHH, — XaM  Ma@XMyacHHH o0opuml  OunaH — ¥TKaswiraH  TaaKHKOTIAp/a,
OeTaz-afipeHOPeLeITOPIAPHHANT  (JAO] ArOHHCTH  Ba KOPTHKOCTEPOUIJIADHUHT  OPTHKYA
MHKJIOpJArd TH3UMIIH KOHIIEHTPAMAIADHHU XOMHJIara TabCUPH aHUKJIAHTaH.

Ymby cuH} npenapatiapHi KIMHMK KYJUIALIHEHT KaTTa TaKPHOACH, TepaleBTHK Jlo3anapu
KyJnaHranzia TabpuQJianran camapaiap KIHHUK aXaMHUsSTIH YMACTHTHIAH JaT0IaT Oepau.
Jaxmayus

Ilpenapatiunr TepaneBTMK pmo3amapu Hadac HynMra TymraHgaH CYHT cajpMeTepon Ba
(hITyTHKA30H IPONMOHATUHMHI KOH ILIA3MACHArn KOHIEHTPAIHMICH JKyJa TacT, IIYHHUHT YYYH
KYKpaK CyTH/(d XaM YJIApPHUHT KOHIEHTPALMSICH Xy IIyH/al nact 6yiuum Kepak. by xonar
XalBOHJIAp/Ia YTKA3WIIraH TaJKHKOTIAp OWaH TacAMKIaHTaH Oymub, ymapHuHr CyTHIa
canbMeTepoa Ba (IYTHKA30H MNPONHMOHATHHHHT [ACT KOHICHTPAIUsUIADH  aHWKJIAHTaH.
AENTapHUHAT KYKPaK CyTHIArH MEKIODH I03aCHIAH TerHIILTH MabJIyMOTIIap HYK.

IIpenapatan smusum jaBpuna Bakar, OHA yUyH KyTHIAETTaH [IOTEHIHAN doiina, 6oma yuyn
Ky3aTHIIMIIE MyMKHH O¥iran xaB(ian ycTyH OyIrasiarusa Kyuiamra pyxcar Oepunamu.
Onenu  xynocanap Kunumwi, Xapakam 6a KOZHUMUE KVHUKMAIGPHU mManab amyeuu
éazugpanapru baxcapui Kodunuamuza mavcupu

Ceperun  Akkyxanep/JIUCKyc mNpemapaTHHH KYpcaTHIraH (aoiuTiK TypJlapura TabCHPHHH
YpraHull [03aCHIAH TAJKHKOTIAp YTKa3HIMarad, OHUpPOK Xap HKKala KOMIOHEHTHHHT
(apmaxonoruk xycycusriapu Gupop-0up TabCHPHH HYKIHIHIAH JA0NaT Oepanu.

Jo3aHu omupuo6 10060 pUIHIIH

Cepernn  Akkyxanep/JJuckyc npemapatd, caibMeTepon Ba/Ekd  (IIyTHKA30H IPOMUOHATH
JI03aCHHH OIIHPHO OOOPHIHIIATA IOMP MaBIKY I MAbIyMOTIIAp KyiH/a KeITHPHIITaH.

Ceperun  Axkyxanep/[luckyc npenapatunu, Ceperwn Akkyxanep/Jluckyc npenapaTMHHHHT
Ky/iamra MabKyJUIaHTaH J03alapaH I0KOpH OYirad mosanapna GYIOPHII TABCHS DTHIMAIIA.
Jlosanam tapruOvHM MyHTa3aM paBHINa KaiiTa KYPHO UHKMII Ba J03aHH TABCHS HTHIIFAH
no3anapiad  CHMITOMJIADHHHT Ccamapald Ha30paTHHH TAbMUHJIOBYH OHI MACT 103araya
NacaHTHPHII MyXHM axamusTra ora («Kyniaw ycyiu 6a 0ozanapuy 6ynumura KapaHr).
Cumnmomnapu 6éa berzunapu

CanbMEeTepONHUHT  JIO3aCHHHM  OIAPHO  FOOOPMIIMIIMHE  KyTHJIAIUTaH CHMITOMJIAPH  Ba
Oenrunapu Geraz-aIpeHEPrHK PELENTOPIAPHH YTa ParbaTIaHTHPHIN YIYH XOC 6y1ub, Tpemop,
OOl OFpHFH, TaXHKapIUs, CHCTOJHK apTepHan GOCHM OLIMINM BA THIIOKAJIEMHSHH ¥3 Humra




oiagu. TaBeus STHITAH J03aNapiaH OPTUK J03a7apia WHTAISIHOH robopuiranaa (GiyTuKazon
TNPOITHOHATHHMHI 103aCHHU YTKHP OLIUPHO FOOOPHITHIIH THIOTaNIaMO-runopu3ap-0yipak ycru
Oe3d TM3MMHMHH BaKTHHYA CycaHIIHHH KEITUPHO YuKapuiu MyMKkuH. Omatia 6y oupop-6up
IHOMIMIMHY HOPAIAPHH Kabysl KHIMIIHE Tana® KuIMaiiaH, dyHKH Oyiipak yctu Ge3uHHHT
HOpMaJl QyHKIMsACH OHp Heya KyH HUYMIA KAaiHTa THKIAHAI.

Ceperun Axxyxanep/Jluckyc Ipemaparti TaBcHs STHITAH Jl03anap/iad FOKOPH J103aapia y30K
BAaKT JaBomM/ia KaOyJsl KuiMHTaHwja Oyiipak ycTu 6esmapH IyCTIOK KHCMH GyHKIHSICH
CE3UJIAp/IM paBULI/A Cycaiinink MymkuH. [IpemapartHu KYNMHMH4YA TaBCHS 3THITAH Jo3anapaaH
TOKOpH Jlo3anap/ia y30K Bakr (Oup Hewa oif EkH 1) HaBoMuIa Kabyl Kuiran Oonanapna ro3ara
KeJTyBYH KaMm y4qpaHIurad YTKMp alpeHal Kpu3 XoJLlapH TabpudiaHra; Oy XoJaT OHTHM
HAIKAIIHIIG Ba/EKH THPHIIHIUIAD OMIIAH KEUyBYH MHIOKATHEMHS OMIAH HAMOSH 6yaran. Yrxup
a/IpcHall KpU3HH lO3ara KENTHPYBYM OMHIUIAD OYnub XH3MAT KUTHIIE MyMKHH Oynran
BaSHATIAPTa IMMKACTIAHHIN, KAPPOXJIUK apaiallyBH, WHbEKIus KU IIpenapaTHHHHT TapKAOHTa
KUPYBYH ()IIy THKA30H NPOMHOHATHHHEHT JI03aHH Xap KaHAail Te3 nacalTHPUII KHPaJIn.

Hasonau

Canbmerepon Ba (IIyTHKA30H NPONMOHATMHMHT TO3ACHHH OMPHO FOOOPHITHIIMEE Maxcyc
AaBoyiami  Mapxkyn omac. Jloza ommpub ro6opunranuma Oup mapomia caximab TypyBYH
AaBOJIALIHH amMaJira OLIMPUIN Ba MAMEHTHHHT XOJATHHH Ky3aTHLI JIO3HM.

Yukapuinm makan

Waransanus yuys xykys 50/250 mxr, 50/500 mkr, 60 no3a

JlamuHaumsnanran amoMun crpun 60 I0HA TEHT TAKCUMIIAHTAH Onmctepnap cakiioBun (xap 6up
Onuctepra npenapatauar 1 jozacu 0op), mo3a XucoOnaruumra sra, WKKH XHIT TyC/ara
Ounadmapanr (YK Gunadmapanr Ba oy Ounaduiapanr), aiiaHa mwakiary Kyima miacTMace
MocitaMa JIUCKYC (HMCKCHMOH KYJI MHTaNSTOPH).

Wnranarop ([uckyc) Nel tuG6uéTIA KYJITQHUJIMIINTA JIOMp HYpHKHOMACH OHIaH KapTOH
KyTHJIA.

Caxyiam mapoutn

30°C nau macr xapopat/ia CaxJIaHCHH.
Kypyk xoiizna caknancus.

Bonanap ononmaiauran xoiina cakimascum.

ApoxJMiIMK MyaIaTH
24 oit,

SApoxnniuk MyutaTH YTraHnaaH CYHT KYIUIaHHIMACHH.

Hopuxonanapaan 6epum TapTUGH
Penent 6¥iinya.

PyiixaTaan yTkasniran ryBoxHoMacHHHHT racu

GlaxoSmithKline Export Limited I'makcoCmutKsiitn Dxenopr Jlumuren
980 Great West Road, Brentford, 980 I'peiit Bect Poan, bpentdopz,
Middlesex, TW8 9GS Mumicexc, TW8 9GS

UK byiokx Bpurtanus



Himura6 ynkapysun

Glaxo Wellcome Production*
Zone Industrielle No. 2,

23 Rue Lavoisier

27000 Evreux,

France

'makco Bamnkom Ipoaaxmm*
Hnpyctpusms No. 2 30HaCH,
23 Pio JlaByasse,

27000 Dmpé,

DpaHnus

*GSK xomnanusmapu TYPYXHHHHT ab30CH.

Capno Genrumapun GSK KOMUIAHHUAIAD TYPYXHIa TETHILIH EKH YHHHT JMIEH3HSICH acocujia
HILIATHIMOK/IA.

©2020 GSK KOMITAHUANAP TYPYXH EKH yHUHT JHIEH3HAPH

Vibexucron Pecny6immkacu XYAYMIA 10PH BOCHTAJAPHHHHT cHpaTH 0yiu4a Y THpO3IAp
(Takauduiap) uu Kaby/1 KHJIyBYH TAIIKHIOT HOMH Ba MAH3HJIH:

«NOVOTEK» MUXK

V36exucron Pecniybmuxacu, 100084, Tomxenr ur., Hués6ex Mymu Kyu., 2-yii.

[laxap renedonn: +99871 1206035

Mob6un Tenedon: +99899 8955556; +99890 3280128

Dakc: +99871 1207306

DeKTpOH MaH3mIT: ved@novotek.uz; 0ax70065@gsk.com



