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TUBBUETIA KYJUIAHUIHIIUT A IOUAP NYPHUKHOMA
ABAMUC

IlpenapaTaunr capao Homu: Asamuc

Taneup styBun moana (MHH): ¢iuytikason bypoaru

Aopu makau: Hasan cipeit, cycrnensus

Tapkutu:

Hasan cnpeitnunr 1 nozacu KyHuJarunapuu caxiaiam:

gaon mooda: Gpryrukazon pypoarn (madina kykyn maxmuma) 0,0275 mr:

époamuu  moodanap: cyscus rmokosa 2,750 ML, JUcrepcusianrad memmonosza 0,825 wr,
noymcopbar 80 0,01375 mr, GensankoHuii xnopun sputMacu 0,0165 Mr, punaTpuii speratu
0.00825 mr, Tozananrax cyB 50 MKJI raya.

Tabpudn: 6up rypnaru ok cycrnensus.

PapmakoTepanus rypyxu: Ajieprusira Kapiii BocuTa. MaBcymuil ajlyiepruk pUHHTHH Ba Hu

O¥HM 1aBOM Taguray AIEPIHK PUHUTHH JABOJIALI YUyH KOPTHKOCTEPOU .
ATX xomu: ROIADI12.

®apmakoaoruk XyCyCcHATAAPH
Tabcup MexanusMu
DnyTHkazon (ypoarn — [IIOKOKOPTHKOMJ pelenTopiapra Hucbarad IOKOPH a(UHIIMKKA a3ra

Oynran cuuTeTHK y4 (TOpiaHran [VIFOKOKOPTHKOCTEPOUL OF1n0, SAKKOM SILTHENAHWINTA KapLiu
TabCHpPra ora.

Dapmakokunemuracu

Cypuinmu

Guyrukason (Gypoarn GupuHuM Yruwjaru daon Merabomusmra yupal, Jkurap Ba HyakIapaa
TYNUK CYPHIIMACITHTHE HATHIKACHIA, [penapaTHUHT KUCMaH TH3MMIIM SKCIIO3UIHICHTa OIHuG
kenau. Ilpenaparnu cyrkacura 6up mapra 110 mMKkr nosajma untpanaszan HO00PUIHILE OfaTHi
XoJaraapaa yiauaHaliural I11a3Maniy KoHUeHTpauusiap (<10 nr/mu) xocun Gyauimmra onu6
kenmarinn. Cytkacura yu mapra 880 mxr n03ama (Oup cyrkamuk ymymumit no3a — 2640 MKT)
OypyH opkanum K¥iuiadramma [IpenapaTHUHr MyTiaKk Oumokupaomumaurd 0,50% HU TAlKHI
KUJTaJTH.

Takcumnanuinm

OiyTrkazon dypoarn KoH IUIasmacHmaru okcunmap Ounan 99% nam K¥mpok MHKJIOpIa
Gornanamu. dOnytukazon (bypoatn TakCHMJIAHMINHHMHT KaTTa XaXMH GHIAH XapakTepiiaHaau,
YHUHI MYBO3aHAT XOJIATAArH ¥pTada kypcarkuan 608 JT HM TaIIKuI KHmam,

Meraboauzmu

QuiyTHKazoH (ypoaTM THIUMIH KOH aHNaHHLIM/IAH, acoCaH, JKHUTapHard MeTGOJHIM OpKalu
P450 uuroxpomuunr CYP3A4 H30(ePMEHTH HIITHPOKHAA HODAON 17B-kapGokcun MeraGomur
(GW694301X) XocHI KHTHHMIIN HaTIKacna Te3 1nKapuiaan (YMyMHH 11a3mMa KIupeHcH 58,7
/coar HY TatKu Kunamm). Meta6oit cuaruaa 17 B-kapboKCHIT KHCIOTACHHK XOCHJI KHJTHIILI
OunaH kewajuran S-thiryopomerunkapboruoar THAPOIH3K  METAOONIM3MHUHT  acOCHH iynu
XHCOONAHA/N. in Vivo TajkMKOTIapaa (bypoar monexymasapuHuHr GIyTHKA30H XOCHT Oy muiu
Ontan KeuajuraH napyanaHHIIMHE TACHKIOBYM JAITHILTap OJTMHMAraH.,

Yukapuauiu

Ilpeniapar nepopan Tapsna Ba Bewa wuura I00OPU/IraHHM@ YHHHT YHKAPHJIHILH, OMpHHYH
Hasbaraa, axsjar 6GunaH amanra omupunany, Oy Quyrukason ¢ypoar sa YHHHT MeTaOOoNUTIapy
cappo Ouian Gupra UHKAPWIHIIHHYA - TacIMKnaiiau. Bema wuura 1oGopmiranmma SIpUM




UHKapu/IMII JaBpy yprada xucodxa 15,1 coarnu ramkun xunaau. [penapar nepopai Tap3zaa Ba
BCHA MYMra FOOOPHIITaHHAA, YHHHI CHIINK GHIIAH YMKAPHIMIIH MOC pasuumia 1% pa 2% Hu
TALIKAI KHJIa T4,

IlaunenTIIApHUHT a/10XHAA IypyXJaapH

Kekca éuynarn nanuentiap

PapMakOKHHETHK MabIyMOTJIap KeKca NAlMEHTIAPHUHT Kyl OynMaraH COHHZAH OJIMHTaH
(n=23/872; 2,6%). Kekca &wmarn nauueHTIapa MHKJIOPHH IKUXATHaH aHWKIAHAIUTaH
KOHUCHTpalusAnapaars  guytukason ¢ypoarn G¥ifnua xonamiap &mpox nalHeHTapaarura
Kaparan/ia KYIpoK y4paluu Xaku1a MabJIyMOTIap KailJ STHIMaras,

bonanap

Turmik xonatnapna ¢uyTHkason GypoaTMHH cyTKacura Oup mapra 110 MKr no3ana mHTpaHasan
Tapsga KyalaraHia, yHUHD [UIa3MaJard KOHLEHTPaUMsACH aHMKIab GyiMaiizuran MHKIOp/Ia
6ynamu (<10 nr/mn). Tlpenapar cyrkacura Gup mapra 110 mxr mosaza uHTpaHasan tapsia
KYJUTaHTaH/a, YHUHT T11a3Malard aHukaad 6¥iaquran KOHLeHTpanuscH OonanapHuar 16% nan
Kamporu/ia, CyTkacura Oup Mapra 55 MKT 103a/a Kaby/l KMIHHTAHAa 9¢a — Oonanapuusr 7% nan
Kamporuaa  kysatuirad. Kuuwk €mgarm (6 &mrada) Gomamap Yypracuia QuyTHKasoH
(bypoarHHHHI MIasMajard KOHINEHTPAHACH AHUKIAHHIIK MYMKHH OYIraH nanueHTaap COHH
Kyrialrany XaKu/ia MabJiyMoTiap Kai/l dTHIMarasx.

by#paknap GyHKuusacH Gysuamiiapy GVIiraH naigentiap

CorioM KYHIMIUIWIIAD MpEnapaTHH HHTpaHasajl Tap3ja Ky/ularannapHjaH KeHuH YIapHHHT
cuinuruaa Quiyrnkason Qypoarn anukinanMaras. Jlosammur 1% mam KaMporH CHHJMK Ounan
UnKapuiamd,  jaemak,  OyHpak — QYHKUMACHHHHT  Oy3WIMIOM  (MIyTHKA30H (bypoaru
(papmMaxoKMHETHKACHTA TALCHDP KMIMACTHIHHE TAXMHH KHJIHII MYMKHH. '
Kurap bdyuriwmscn Oyzununuiapu 6¥iran HalKHeHTIap

Ayrap dyskumscn manuentiapaa Quaytukason (ypoaru HHTpaHa3ajl Tap3[a Ky UIaHHJIHIIH
XAKMIard MasaymoTiap Mamxyn smac. XKurap daonusry_Oysmiran naunentiapaa GIyTHKA3oH
Qypoarn (paytukason Qypoatn Exkum  (GIyTHKA3OH (bypoaru/Bunantepon  kypunuuma)
HHrajauus Hynu Onnan (ywOy mpenapariap MHTpaHasan Tap3ja KYJUIAHHIMIIE XaM MYMKHH)
KyJUIaHraHaH KefMH ONMHIaH MablyMoTIap MaBxyn JKurap (GyHxnusicu Ypraua mapaxkana
Oysunran (Yainn-Tlero mkanacu 6Vitmua B cuH(}) NAlMEHTIAD MIUTHPOKHIATH TaIKHKOTIA
duyrukason pypoarunu 400 MKr nu 103aCHHH GHp Mapra OFM3 OpKaM HHrajsuus Wy Gunan
KaOyJl KMITHHHUIIH, COFIOM KYHIHUTHIAp OuiaH comMmTHprania, Cmax (42% ra) Ba AUC (0-o0)
(172% ra) opruimra onu® xenran. Xurap dbyukumscy ypTaua €ku oFup Hapaxana Oy3HIMLIN
Oynran (Yadinn-Ilbio mkamnacu 6yitmua B ek C cuH() manmeHTIap  (IYTHKA30H
(bypoaru/BuIaHTEpOII NIPENapaTHHU OFU3 OPKAJIH HHIAISIHS HYyu Ouian 7 KyH 1aBomuzaa Kabyi
KUITAHIapHIaH CYHI, ynaprard (uyTukasoH (ypOaTHHHHI TH3HUMIIM SKCIO3HLHSCH, COFIOM
KyHrumiap Ownan conmumtupranga, AUC (0-24) 6¥itnua YauaHraHnga ypraya xucodma 2
MapTara opTranu Kysatuiarad. JKurap gynknumscu Ypraua mapaxama Oysuwiarad nalyueHTiIapaa
dryrukazon dypoarn (200/25 MuKporpamm n03anaru (uyrukazon Qypoaru/sunantepon)
TH3HMIIM - SKCIIOSHIMMACHHUHT  OIIMINM  3apHO0JM  KOPTU30] KOHUEHTPALMSICHHHHL, COFJIOM
KYHIHuMap OWilan CONMMINTUPraHza, Yprada Xxucoba 34% ra KaMaiiuimd GHIaH Keqram. Kurap
(haonmsiti  OFMp japaxkana Oysunumuuiapu Gyrad nanuentnapaa (100/12,5 mukporpamm
Aosazard GryTuKasoH (ypoarH/BHIAHTEPON) 3apaoGin KOPTH30 KOHLIEHTPALUACHTA TabCHP
KysaruiaMarat. KysaryBiapaa oMMHIaH MabIyMoTiapra Kypa, HAUMCHTIAPHUHT yHIOy TypyxXu
YHyH MHTpaHasan Taps3fa xabyn kununran 110 mMkr nozamu (uyTHkason (GypoatuHHHT TaxMHH
KH/IMHIaH SKCIO3UIUSACH KOPTH30JHHUHT CYNPECCUsra 0amub KeaMaiiu.

borika papMakokHHETHK apameTpaap

Cyrkacura Oup mapra 110 Mxr no3amga MHTpaHasan Tap3na KaOyl KHIMHT@H ()IyTHKA30H
(ypoaru kouueHTpausiapyu (<10 nr/mi) ogaTaa aHUKIAHMA I, Cyrkacura 6up mapra 110 mxr
Ao3ana MHTpaHas3ajl Tapsna Kabysl KWJIMHIAH NpenapaTHHHT MIasMagard aHHKIAHHITH MYMKHH
Oyaran konnenrpaumscu 12 ém Ba yman KaTTapok nauueHtnapHuar 31% nan kamporuia sa
NCIHATPHK MalHWeHTIapHUHT 16%nan kaMporuaa kysatwnran. JKHHC, & (uy >KymulangaH




ConaiapHunr €M) €KW HPK MpEerNapaTHUHT aHHKIAHMIIH MYMKHH O¥JIraH KOHIEHTpPALHICHHU
XOCHIT KHJIHLITA TabCUP KypcaTa OJIMIIMHKA HCOOT/IOBYH AATHIIAP MaBKy/I aMac.

KumHuk osiim mabaymoraapu

Kanueporenes, Mmyrarcues

[lpenaparun ranamyuutap pa CHYKOHJIapAa MHraasiUMoH Kyjutam OYHuya YTKasHIran HKKH
FUIUTHK TaAKUKOTIapaa JaBOJAHULI OWIaH GOFIHK YCMaapHUHT PHBOXKIIAHWIN Te3-TE3JTHIH
OpTraH# Ky3aTH/Maras.

DOrytrkaszoH Gypoaru in vifro Ba in vivo LIapOHT/IapH/la FTeHOTOKCUKIIMKKA ra Oy iMaram.
PenpojykTHB TOKCHKOIOTHS

Penponyktus  TokCMKIMK  noreHuwanu,  QUIyTHKA30H (ypoaTHHHHT  IOKOpM  TH3HMIIH
OKCHO3HUMACHHH Kaosatnam MaKkcaIu/a, Npenapartii HHraJanioH KypuHuIIaa Kabya Kunrag
XaWBoHJIapia Oaxonanran. Dpkak Ba aén KUHCIIH KaJlaMyLIApHUHT KyQTiammmra 6yiuran
KOOMIMATH €Kkn (DePTHILTHIrHAA Y3rapuuuiap Ky3ardiMaras. Kanamymmapna pusoxiaHagrran
OpraHusMra —Oyiran TOKCHK TabCHP KYKpaKk —CyskjIapu CEeIMEHTIAPHHUHT  HOTYIIHK
OCCH()MKALMACH TE3-TE3NMUIHHH OPTHIH BA XOMHJIA MACCACHHAHT KAMANMIIH GUIIAH YeK/IAHTaH.
Kyénnapna npenapatHuar 10KopH Ho3anapu KyitaHrania ¥3-¥3upan comup O¥naauran aGopr
Xoaucanapu Kysatuirad. Ymly MabayMoTiap Ky4IH [IIOKOKOPTHKOCTEPOHLTAPHUHT TU3HMITH
IKCIO3UIMACK y4yH XOo¢ XucoOnanamu. Kanamyiunap sa Ky&Hnapia axamMHsITIH CKeNeTan 8K
BHUCLEpall  anoMaiualap —aHUKIaHMaraH, KalaMyluuiapaa — IIpeHaraln Ba  IIOCTHaTaju
PUBOJIIAHMIITA OYJIraH MaToNOruK TabCHp KailJ| KHWIMHMAaraH.

XalBOHIAPIArd TOKCHKOIOT Ul Ba/Eku (apmakoiorys 6Yilnua ManayMoTiap.

Ymymul TOKCHKONOTHs OViinua YTraswiran TaIKUKOTIIap/laH OJMMHIaH MabIyMoTiap OOIIKa
IIOKOKOPTHKOCTCpOUIAD KYJUIAaHHIMIIA (OHMIA Ky3aTHIraH MablIyMOTIAp OHJIaH yxuam
Oymu0, ynap ¢uyrukasona (ypoatd npenaparunHu UHTpaHasall ycyiaaa KyJnamga KIHHUK
axaMmusTra sra sMac, 1ed TaH OJIMHTaH.

Kynannnumu

Karranap a yemupnap (12 ém Ba yHaad karranap)

Mascymuii annepruxk puHUTHHHT GypyH Ba Ky3J1apaard CHMIOTOMIIAPHHH JaBOJIalLll,

W O¥#in naBoM 3TaAHraH a/uIepruk PHHUTHUHT OypyHJard CHMITOM/IAPMHY JABOJIALL.
bomnanap (2 émyian 11 émrava)

Mascymuit Ba #un GO¥itn paBoM sTamurau QVIEPTUK PUHUTHAHT OypyHJArd CHMITOMJIADHHH
JlaBoJiania KyjulaHuanu.

Kynnam ycyau Ba nozaaap

ABAMHC Ha3al crped, Cycnensus mpenapard Qaxar MHTpaHasal Tap3fa O0pUII YyuyH
MyiuKanianrad. MakcuManm TepaneBTHK camapara SpHIIELI YYYH MYHTazaM KYJUTaHHIJIMIIH
Kepak. bupunun kymianiman 8 coar yTranugaH keiun TAbCUPHUHT OOIUTAHUIIN KAHJ 3TH/ITaH.
Mawcuman camapara spummm yayH Gup Heua KyH Tama® 3THITHIIN MyMmKuH. [Ipenaparaunr
camapacu 1apxoJt HaMo&H OYmMacIuruHuHr cababiapn manueHTra TYIIYHTHPUIHIIN Kepax.
[TanuenTaap rypyxaapu

Mascymuii ¢a tiun 6yiiu 0agom ymaduzan ALIePeUK PUHUMHI 0A601ALU

Karrangap Ba Yemupnap (12 & Ba yuian KarTajap)

Tagcust stunran Goutanrud n03a — 1 cyTka naBomua Xap Oup OypyH TEIIHTHIra HKKH MapTagaH
nypxananu (xap 6up mypkamzaa 27,5 MKr (GIyTHKA30H (ypoaru 106opunany, ymymuit cyTkanux
no3a—110 mxkr).

CAMITOMIAPHH MYBO(GHK HA30paTHra SpHIITaHIaH cyHr xap oup OypyH Temmrura 6up Mapra
llypkanaHajuran KaMaHTHPUITaH Jo3aid (CyTKaIMK yMyMuil 103a—55 MKT) yuuiad TypyBYd
Tepanuara yTHIL CaMapasi HaTnoka OepHImTn MyMKHH,

bonanap (2 &wnan 11 émrayva)

TaBeust stuiran Gouutanruy j03a — cyrka gaBoMua xap Oup OypyH Temmrura 6up Mapragan
nypxananu (xap 6up mypkamzaa 27,5 MKr (IyTHKa30H ypoaru 1060pHIaIH, YMyMHUlt CyTKAIHK




103a—55 MKT).

CyTka nasomuaa xap 6up GypyH Tewmrura Gup MapTajaH mypKajiraua KyTHJIT'aH camapa KaiJ
ITUIMAcCa, J103aHH Xap Oup OypyH TelmMrura HKKH Mapraraya OMMPHIN MYMKHH (ymymmii
cytkanuk j03a — 110 mxr). Cumnromiapuu MyBoGHK HA30paTMra SpHINTAHIAH CYHT xap Oup
OypyH rtewmrura Oup MapTa IypKajlaHaIuraH KaMaHTHPHIFaH jo03ara YTHLI TaBCHs 3THIAIN
(yMyMuii cyTkanuk j103a — 55 mxr).

bonanap (2 éuan kuumk 6ostanap)

2 &mnan kuuuk Gomamapnarn MascyMmuil ¢ku imn GVitm maBoMm sTamuran aJUICPrUK PUHUTHH
laBONALl y4yH ABAMHC Hasall cOpel, CycreH3us NpernapaTdHu WHTPaHa3al Tap3ja KYJUIaluHA
TaBCUsA ITUIIHU acocsiab OepyBUH MabjyMOTIap HYK.

Kexca émgary nanmestiap

JlozaHuHT Ty3atvim kupuTHL Tanab stuamaitm (Papmakokunemura O¥numura Kapasr).

byiipak ¢hyHKIHsICH OY3HIraH nalMeHTIap

Jlosara Tysaruin KUpUTHII Tanab KUIHEMaN I (Papmaroxunemura 6§nuMura Kapasr).

Aurap dhyuxipsicn 6y3unrag nauuesTIap

Aurap GyskuuscH Gy3uiaran nalMeHTIap yuyH 103ara Ty3aTHI KHPUTHII Tanad KUJIMHMAaMHIu
(Maxcyce kypcammanap sa Papmaroxunemuracu O¥nmumitapura Kapasr)

Kyanaw sa mmnatum 6yiinva rascusiap

Mocnamanan OupuHYN mapra (OJaTaHHIIIAH OJIAMH Ba arap (MIaKoH OYHK KOJAHPUIITal
Oynca €kn MocnaMa HILIaMaéTraHMHUHT Oenrunapu naimo 6¥yica, MocaaMany Huira Taiépiaw
3APYpPIMTH XaKHAa NakenTnapra dypuxkaoma Oepun jo3uM. Mocnamanu uimra taiépnam ydyn
Hasasl cnpelinn TaxMuHaH 10 CekyHa NaBOMHIA, KAINOFH KHHIMPHIraH XOJATIA, SXIIHIal
CAIKUTHLI Kepak. by akyna myxum, cababu, QuyTikazoH (ypoaTd KyiOK CyHIEH3Hs Oynuo,
AXIIHA0 CHIKUTraH/AaH KeHHHIMHA cylokiamamu, [lanuenTt 6up Heua MapTa (TaXxMHHAH OJITH
MapTa), Maijia IUCHEPCHAIN CYIOKIMK TOMYMIAPH Naii1o OYIryHHua, Kiamanra Kyu Ounman
Oocuum s1o3uM. MocnamMaHl MUIUIATHIN ydyH OupuHuM TaHEprapiuk YTKasuIraHugaH KeiuH
MAUUEHT Xap Oup (o¥jaNaHMIIIaH ONJMH Haszail CHpPEeHHH SXIIMIA0 CHIKWTHINA 3apyp.
Qolinananrannan KeHWWH, CYIOKIMK MNypKAHIHraH YWIMKHH TO3a CAKNAl BA MOCIAMAHH
KaliTajgan Tal€pnamHu OJIHHKM OJMII MaKcaiu/a, KaamoKya ¥3 YpHHra Kaifita Kaifampuammu
Kepak.

Haszan cnipeit

— Haszan cupeit [penapaTHuHT 120 J03acH
KOUTALITHPUITaH — TYK  paHmId  IOMINAfaH  scaira
(naxona uuuab YMKapuIaH

(a pacm).

— Ilnactux xopnycjarn uumukaropnu mapua ¢uakonzna
Kan4a rnpenapar KOJIraHHHU KYpULl HMKOHHHK Gepajii.

— Jlopn  mpemapaTHHH  IypKall  TyrMavaHm (&n
TOMOHJArH) Ky4 Omaan  GocHm OpKaaM  amaira
OLIHPHIIAIH.

— Evunagumran Kanmokua yuIMKHM YaHTIAH  XHMOS
KHJIQJIH BA YHHHT U(IOCIAHHIINHE OJIAHMHH OJIa/IH.

ABaMHUC HA3a1 cnpeil, CycneH3usi MpenapaTH Xakuaa
OMITHIIMHIAS 103UM GY/IraH OJITHTA MYXHM XO0JIAT




1. Hasan chpeit TyK Tycnu mmmanas sicanrad (akoHa
wiptad uukapuiaan. Hasan copeit yuyn  (akonparu
npenapat  MHKJIOPMHH — TEKIIMPHIL  Y4yH (DJIaKOHHH
EPYFIIMK TOMOHIa KapaTuil kepak. Drakonjaru npemnapat
MHKIOPH MHAMKATOPIIN Japya/ia Ky pHHaIH,

2. Hasan cnpefinan Oupunun mapra Qoipananaérran
OyNCaHrus, CM3 KallOKYaHH cuMait TypuG, QuakoHHH
TaxMuHaH 10 cexyH)| 1aBOMHUAA AXIINIA0 CHIKHTHIIMHTH3
nosuM. by kyna Myxum, cababu, ABamuC Haszan cHpe,
CYCTEH3Ms IIPenapaT KyKOK KOHCHCTEHIHsra ra 0yiuo,
(hrakoH sXmmaab CHIKMTHITAHIA, [perapar CyroKIammo
(b pacm), sIX1M mypKajamy.

3. Jlopu mnpenapatHHM ywink &pjamMua IMypKam &H
TOMOHJArd KjiamaHra Kyd OunaH oxupuraua OOCHLI
OpKaJli amajira OlHpUIIaay (¢ pacMm).

4. Arap knananra 6om OGapMoruHTH3 OuiaH GocHIra
KMHHaNICAHru3, OyHM HKKH Kyi1ab GakapuLIMHIM3
MYMKHH (d pacm).

5. Hazan cnpefiman Qoipasanmaranga MociaMaHu
KaJIMTOKYaHU KHHOUprad xojzaa caxnanr. Kanmokua ganr
TYWHINKJIAH CaKIaiiu, TepMETHKIHKHE TabMHHJIAHIN Ba
YWIHK HQIOCIAaHMIIHHUHET  OJIMHM ojagu. Kammoxua
TEerHLUIH KoHaa OyYnranmaa knananra tacogudan 6ocu6
FOOOPHLIHUHT UMKOHH O¥IMaliiu.

6. YWIMKHM TO3ajall y4yH TYrHOFMY €KM GOlIKa yuu
yrkup Oyromnapian polimananuiura iy kyiinivaiiau. by
HA3aJICIIPEHHN Oy3unInura oub Kenaau.

Haszan enpeiinn kyanam yays Taiiépaam

Kyiinparn Xomatnapaa Hasan crpeiHM Terwinm Tapszaa
TAHEPITALIHHTH3 JTO3UM

* crupeian OupUHYK MapTa QOHTANTAHUIIIAH OJIIHH;

¢ arap (uakon 04K (KalmoK4acH3) KOJIUpUIran Gyca.

Haszan cupeiinunr kyanam yayn t¥rpun taiiépaanamun
aopu NnpenapaTuHUHT TYJIHK NO3ACHAH
(polinaNAHAETraHHHIKM3IA  HINOHY  XOCHJ  KHJIMII
HMKOHHUHH Oepaam.

XapakatTjaapHuHr KyHuaarn 0OCKHYIAPpHHHE
OaskapuHr:

— Haszan cnpelinm, xammokyanu eumacian  Typuo,
TaxmMuHan 10 COHMs TaBOMHUAA AXIIU/IA0 CHIIKHTHHT.

— bomr  Ba  kypcaTkuu  GapmokaapuHruz  Guiad
KaAMOKYaHUHT €H TOMOH/IapHra Gocral Xoa yHu TOpTHO
€4ud oMHT (e pacm).

— Hasanm cnpeiiHH, y4mHKHM V3HHTH3ra Kapama-Kapuiu
TOMOHTa HyHanTupub, BEpPTUKAI XONIaT/1a yuwab TypHHT.

— Knananra kya 6uiaan oxupurava Gocunr.

— XaBoja MaifJa JIMCHePCHSIM CYIOKTHK TOMYHIApH
XOcHJI Oymuumn yuyn Oy XapakaTHW Kamuia 6 Mapra




Oaxxapuur (f pacm).
Wynpan cyur nasan cnpeit Qoinananuur ydyn Taiiép
Oynanau.

Haszan enpeiinn Kyjuiam

1. Hazan cnipeiinn siXxuun/aa® CHJIKHTHHT.

2. Kannokuanu eun® OJIHHT.

3. bypyn Hyanapunn To3anam yuyn OypyHHH fXIia6
KOKHO TamuiaHr Ba OOLIHHIH3HK OHPO3 OJIZIMHTA STHAT.

4. Hasan cnpeiinn BepTukan xonaraa yuwrab Typu0,
IXTUEKOPJIHK Ounan OypyH TELIUIUra KUPHTHHT (g pacm).
5. YunukHu OypyH TeIIMrura KUpuTuO, TEHIMKIAPHU
axpaTud TypyBuM mapaeBopra sMac, Oankd OypyHHHHT
TallKKW JeBopura #yHantupuur. by mnpenapar Oypyn
Oyumuruga Oup Tekucaa nypkandmunra Epaam Gepas.

0. bypyn opkanu xaBo Topruiiag Gouuial, kaananra Gup
mapra Ky4 oOnjan oxupura4va docunr (h pacm).

7. ClpeHHMHr K¥3ra TYLIMIIAra WY1 KYHAMaclHK JIO3MM.
[lpenapar xy3ra Tymran xojariapia Ky3uu cys OuiaH
Aaxiunad rBUO Taam Kepak.

8. Yuiuknu OypyH TELIMTH/JaH YHKAPHUHT BA OFH3 OPKAJIH
XaBOHH YNKapHO 1000pHUHT.

9. Arap mmndokop cusra xap Oup OypyH TEIIHrHra HKKH
MaprajiaH  nypkawdm  Oenrunaran  Oyica,  4-6-
DOCKHYIIApHH TAKPOPJIAHT,

10. 4-6-0ockuunapHd HMKKHHYM OypyH TELIMTH Yy4yH
TAKPOPJAaHT.

I'1. Hasan cripeiira Kaamok4anu KuiiiMpHHr.

Ha3zan cnpeiinu To3anam

Xap 6up Ky uiamaan Keiuu:

~ YUIHK Ba KaJANOKYAaHHHT MYKH 103aCHHU can(eTka OuiaH
aptuHr (i Ba j pacmaap). bynna cyenan doiinananmanr, Tosa
Ba KYPYK cal(eTKalapHi HIUIATHHI.

— YUIMKHH TO3QJAll YYyH Xe4 KA4YOH TYFHAFru4 EKH y4u
yriup Oowka Oyromiuapaan GoHganaHManr.

— CrpedHn KyJUlaraHMHIM3ZaH KeHMH JOMM KaaNmOK4YaHH
KHAZHPHHT,  KalloK4ya dYaur TYIIHIIMAAH — cakjiaiou,
FEPEMCTHIJIMKHHA TAabMHHJIAHIM Ba YWIMK H(IOCTAHUIIHHA
OJIIUHH OJI1aju.

Arap Hasas cupeil HiutaMaéTranaek TYIOJICA:

~ OnakoHmary npenapat MUKIOPHHH TEKIUMPUHT. Koran mpemapaTHHHT caTxi HHIUKATOPIIH
Japuaza KypuHaju. Arap CYIOKIMK MUKIOpH JKyJa Kam Oyica, Hasaicrmpell HULIAIIM yuyH

erTapin OYIMacura MyMKHH,

— QuakoHma muKacTIaHUIIIAP Gop EKM HYK SKaHHHM TEKIIAPHHT.
— Arap ywiuk uduaocnanud Kosran, 1ed TaXMUH KHJICAHTH3, YHH TO3aJlalll y4yH TYFHAFUY EKH

y4u YTKUp 00mKa OyOMIapHH HOLIATMANT.
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— Mocnamann  “Haszan  crpeitnu  kyamamr — yuyn Tai€pnam”  OymuMuma  KypcarHiras
HYpHKHOMANApra amal KHITaH X0JI1a HIUIATHINTA XapaKaT KHIHG KYpHHT,

- Arap cnpeil wnmamaérran  6ynca kM ywiMKiaH —Maina JHUCIIEPCHSUTH  CYIOKJTHK
TOMUYHJIAPHHHHT  YpHHra OoliKa MaxcyJoT (Macaliad, TH3WUIA0 OTHIASTran CYIOKJIHK)
SMKapriica EXy cnpeian Qoiijananuiia Y3UHIH3HA HOKYIAH Ce3CaHTu3, YHH (papMalieBTra
KaiiTapu® Oepunr.

Hoxys trabcupuapu
Hoxysa Tabcupinap TakpoOplaHMLIMHHHT Te3-Te3THIMHU AQHUKJIALL  YYYH HUPHK KIMHUK
TaIKHKOTIAp OpKaIH ONHHIaH MabJIyMOTIapAaH (DO 1alaHuII .

HO3ara kenuur yactoracu G6yinua Tondanar Y4yH Kyiunary tTaspudiapaan Gpoigananum:
Kyna tes-tes: >1/10,

Tes-tes: >1/100 Ba <1/10
Tes-te3 smac: >1/1000 Ba <1/100
Kam xonnapma: >1/10000 Ba <1/1000
Ayna kam xomnapja: <1/10000

Kaannk TagkukoTaap opkaam omuran MabJIYyMOTIAP

Hadac onmm Tusumn, kykpak kapacu Ba kyke opanufu (kykpak Kadacu Griian ymypTka

0PAIHFH) Ab301aPH TOMOHH/AAH Gy3H/IHILIAD

Kyna tes-tes: | Bypynnan Ko ketuiuu

Karranap Ba ycnupunnapia y3ok BakT 1aBOMHIA (ontu xadTamaH KYNpok) KyIUTaHHITaHaa

OypyHIaH KOH KETHIN Te3-Te3JIUIH KHCKA mymuiatad  (oatd  XaTrazaH Kampok) Kypepa

Ky3aTHIraHiIan oKOpHpok Oyiran. Bonanapna 12 xadraraya gasom sTran Tepanus BaKTHJa

YTKA3HITaH KIMHUK TaJKHUKOTIAp HATHXKaTapHura Kypa, OypyHIaH KOH KETHII Te3-TE3JIUTHHH
_(ayrukason gypoary a nuane6o rypyxunaru Kypcearkuy OuIIaH CONUINTHPULT MYMKHH.

| Tez-Te3: | BypyH mu/nuK napiacMHUHT sipa KHTHHUIIM (gpa Tormmm)
bonanap
Creer-Mymakin Ba 6HPHKTHPYB TYKHMA TOMOHMIAH Oy3uiHILIap
AHHKIaHMaraH: | bonanapaa yeummnunr keunkumu

Cyrkacura Oup mapra 110 mxr noszana (uyrukason Qypoarn kabyn xwirad npenybeprar
Clmpary Gonanap yeumunu Gaxonam 6yiinua Oup HHUIMK KIMHUK TaZKAKOTIA YCHLIIHUHT

ypTada kypcarkuuu nnanebo rypyxunarunas 0,27 cM/iu ra (bapxaHHIIK aHMKIAHTaH.

L

lIpenapar kyjianrannaan Keiunru Ky3aTyBJIapaa OJIHHTAH MabJIyMOTIAD

HMMyH TH3UMH TOMOHHAAH Gy3HIHILIAD

Kam: Vra TabCUPYAHJIMK ~ PeAaKUMsIAPH, Iy JKyMIanaH —aHa(HIakcus,
AHT'MOHEBPOTHK LIMIL, HCCHK/IMK TOLIMACH Ba JIIAKEMH

Heps Tuzuvn Tomonnpan Gysuammiap
rTeB—'re?a: | Bow OFpHILH |

Hadac omnm tusumu, kykpak kadacu Ba cpeaocrenust (Kykpak Kadacu 0miaan ymypria
OPAJIMFH) OPraHJIapu TOMOHMAAH GY3HIHILIAD

Tes-te3 smac: Punanrus, Gypyn 6Yuuimrunard auckoMpopT (mwy xymmnagan GypyH
OYUUINFHHUHT QUHITHIIY, KAYMIIM Ba OFPHILN), OypyH OYuumurrHHHT
KypHO KOJIMILIN

| AKyna kam xomnapia: | Bypyn TCIMKIIAPH YPTACHIArH 1apIeBOPIArd nephopariust

Kyanam mymkunn 6yavaran xonaraap
ABAMHC Ha3aJl CHped, CyCreH3usi npemaparu NPCHAPATHUHT HCTaraH KOMIIOHEHTIapHura yrTa




FOKOPH Ce3yBYaHIIUIH OYNITaH nalHeHTIapaa Ky/1am MyMKHH 9MAC.

lopuapuunr ¥3apo rabcupn

bowka nopu mpenaparnapunuar $ayrukazon (ypoatn (apMakOKHHETHKAcHra [OTEHLIHAN
TabCHPH.

Grytukason Qypoarn P450 nuuroxpom tusumununar CYP3A4 H30(DePMEHTH OPKAIM JAcTIabKu
MeTabosIM3Mra yupab, OpraHusMIaH Te3 YHKapHIIaIi. Wutpanazan xymnam yayn ¢iayTHkasou
bypoarn npenaparinnar CYP3A4 modepmenty YUYYH Ky4JH HHTHOUTOpP OViIran KeToKoHa30J1
Ouiad ¥3apo TabCUPH TAAKUK KHJIMHIAHAA, [1J1a3Maar (hryTHKa30H (ypoaTHHUHT YIYaHHIIA
MYMKHH OJ/IraH KOHUEHTPALMACH MaBkyx Oyira NAalHeHTIAp KEeTOKOHa30s1 rypyxuuma (20
Haap NauMeHTHAH oNTUTacH) IuianeGo rypyxunarura (20 wadap mnamuentnan Gurracu)
Kaparanjia KynpoK 9KaH{ aHUK/IaHraH. DKCHO3MUUSAHHHT OyHzail cesusiapiu OyiMaral OpTHIIN
tUIasManar  KOpTH3oil KOHUCHTPALUMACHHHHI 24 coar JaBOMHUIA MKKATa TypyX YpracHaard
CTATHCTUK axaMusATra sra 6ynran papxnanuiura cabab 6ynmaras.

DepMenTaap HHAYKUHMACH Ba HMHIHOHLMSAIAHMIIH TYFPUCHIArd MabIyMOTiap (IyTHKA30H
(bypoarn Ba KIMHMK aXaMusTra sra Ko3anapiaa UHTpaHa3ad Tap3fa Kabyn KWJIHHAIMIaH Xama
Metabommsmu P450 mmrToxpoM TH3MME OHIaH uponananran Gomka Gupukmanap ypracuma
TAXMHH KWJIHHTaH §3apo MeTabo/IMK TabCHP yUyH HazapHii acoc HYK sKaHUHK Tacauknangy. [y
cababnapra x¥pa, duryrnkason Qpypoaru Ba Gomka Nnpenaparnap ypracuIaru ¥3apo TabCHpiapHu
YPrauuin yuyH anoxujaa KIHHHK TaIKHKOTIap yrkasunmaran (Anoxuda rxypcammanap Ba
Dapmakoxunemura GyuMnapura Kapaur).

HomyTanocubank

By xakmna mabaymotiap iyx.

Maxcye kypearmanap

CYP3A4 3o epMeHTH HIITHPOKHIA MeTaOoH3alHsAIaHaIurad Gorka
[MIOKOKOPTHKOCTEPOUIUIAPHH YpraHuiu O¥Huya oJHHIaH MabIyMOTIApra acocaH, (GayTHKazoH
(ypoatn TH3MMIH SKCIO3ULMACH OPTHLIMHHMHI MOTEHIHAI xaBpu MaBxyx Gyaranu caGabu,
puTOHaBHp Ouian OWpra Kyaiam TaBCHs 3THIMA M (Uopunapnune yszapo mavcupu ea
Papmaroxunemukacu 6ynumnapura Kapasr).

[mokokoprukocTeponaiap HHTpanasan Tapsua KaOyn KMIMHran/Ia, affiHHKCa, IOKOpH 103anap
YSOK - MyJUIaT  IaBOMHAA  KYJUIaHTaH/Aa, TH3MMIH —caMapajap pHBOXUIAHHIUH —XaKMJard
MabJIyMOTNAp KaHA oruarad. Ymby camapalapHHHI 103ara KeTHII SXTHMONK nepopa
HOKOKOPTHKOCTCPOH/UIADHY  KYIUTALIArMra  KaparaHga ad4a TIacT XHCOGIaHHO, alpum
NAlMCHTIap/a Xap X1l OYIuIM MyMKUH Ba KYIUIaHaéTran [JIFOKOKOPTHKOCTEPOUIHHHT TYPHTad
xaMm Oormmkaup. Cyrkacura 110 Mkr gosaza irytnkason dypoarn npemaparvHm Oup Hm
NaBOMHJA Kabyn Kkuinrad Oosianapia YCHII Te3JMIMHHHT [acaiuim Kysaruwirad (Hooicys
mavcupnap Oyiaumura Kapadr). LyHunr yuyn xam Gonanap npemapaTHUHT CHMITOMATHKA
YCTH/IaH MYBOGMK Ha30paTHH TabMUHIANIMraH MHHUMAJ [03aCHHH Kalyl KHJIHLLUIAPH JI03UM
(Kyanaw yeynu 6a 0osanap 6¥mumura Kapaur). bourka uHTpanasan [IIOKOKOPTHKOCTEPOUIIAPHH
Kymalmaa GYaraHuek, CTEPOMUIApHH KaOysl KHJIMID OHIaH OOFNIMK TMOTEHIMAN TH3HMIIH
d{pdexmiapra Hucbaran, Kymianan MAPKA3UA  CePO3NU XOPUOPEMUHONAMUA KAOH Ky3Jsiap
TOMOHHZ@H  Ky3aTHIa[ural  y3rapuiuuiapra HucbaraH IMH(OKOPTAPHHHT XYLWEPIUrH Tayad
STHJIAIH.

Xomunadopauk éa smusum daspuda KVARaH

ABaMHC Ha3al cHped, CycHeH3us [IpCIapaTHHA  XOMMJIAZOPJIMK Ba JIAKTALMs JaBpUa
KYJImanuim 6¥iuya Terumiu MaBJIyMOT/IAp Kai[1 STH/IMaraH. ABaMHC Hasaj CIIpel, CYCIIEH3US
HPETapaTh XOMUIIALOPIUK NaBpu/a (pakar aén ydayn doiina XoMuIa yayH IOTEHIHa xaB(aan
KYMpOK OY1Iran Xomnapiarusa Ky uiaHHIu MYMKHH.

DepTHILIHK

Onam yuyn mMabaymoriap Kaij sTuIMaras (Knunux maokuxkomnapdan assanzu MABLYMOMAAP
Ba Penpooykmue mokcukonozus OYmumiapura Kapasr).



X OMUJIAJIOPIIHK

ABAMHC Ha3asl CTIPeH, CyCIeH3 sl IPEenapaTi ofaM y4yH TABCHs dTHIITAH MAKCHMA nozana (110
MKI/CYTKA) WHTpaHasajn Tap3ja KyJUIAHTaHWAaH KeluH (GayTHKa30H (ypOaTHHHHI KOH
tUIASMAacHIard KOHUCHTPALUWsNApH, OlaT/1a, aHnKiab OYiMakimuran gapasxana OY/iras, myHHHT
y4yH ymly NpenapaTHHHI PENpPOAYKTHB TOKCHKIMK MOTEHLHAIH Kyna nact OynummM kysoa
Tytanaad. (Knunux maokukomiapoan agsaneu mavaymomiap Ba Penpodykmus moxcuxonozus
Oynumiapura Kapasr).

K¥Kpak cyTu Ouaan sMHU3HIT qaBpu

Gayrukazon GypoaTHHHHT KYKpak cyTH Guiian Kpanb YMKUIIK YPraHuIMIaH.

Buxpnald xynoca YMKAPHUIN, XapPAKATIAHULI BA KOTHHTHE KYHUKMalapra sra OVIMIHH Tanab
3TYBYH Basupanapuu Gaxxkapuin KOOHIUSITHIA TAbCHPH

Guyrtnkason (ypoatH Ba MHTpaHazan Tapsia Kabysl KMJIMHajuraH OOLIKA CTEPOMATAPHHHT
(hapmMaKoJIOTHK XyCyCHATIIAPUTa ACOCTIAHTaH XOII/a, (ryTHKa3oH BypoaTH OaMHUHT TPAHCIIOPT
BOCHTACH €KUM MEXaHH3MIIAPHH OoIIKapuul KOOIHATAra TabCHD KypcaTtagy jeraH XyJiocara
KEIHI YUYH eTap/iuya acociap MaByJl aMac.

Jozann omrmpn6 1060 puaHImN

Cumnmomaapu éa anomamnapu

buoysrapunuiap 6Viinua TagkukoTaa KaTTajap y4yH TaBCHs JTHJITaH jno3azad 24 maprarada
KYNIpoK Oy.1ran 103aary npenapar WHTpaHasal Tap3zia KYJIaHraHaa, yu KyH JaBOMU1a GHpOH-
OHp HOXyLI TH3UMIIH camapa Ky3aruamaras (Qapmakokunemukac O¥numura xapaur).
Jasonaiu

Jlo3aHuHT Xa/1al TalKapy Kynaiftupuirania Ky3aTyBIaH y3ra4a OYirad Tepamnus yCyuapuHu
KYJu1an1 5XTHMOJIH JKY/Ia I1ACT.

Yukapuium makan

Haszan cnpeii, cycnensus 27,5 mxr/noza 120 nosa

JlosanoBuu nypkam MocnamacH GHIAH IKUXO3IaHTaH TYK PpaHriM Imuma (IaKkoH HYMra
COMMHTaH OMp TypAaru oK cycriensus. OIakoH HHIHKATOPIN JapyacH, €H TOMOHHJA 04 3aHTOPH
panriu OOCHTAAHraH KianaHu Ba KalNOKYacH GY/iraH AEspiM OK PaHIIM IUIACTHK FUiIO¢Ta
YKOHIIALITHPHIITaH.

Vpam wangaru NPCIApaTHHAI MaccacH KanuOposkajan keiimn xamuaa 120 Ta mypkaruxm
OaXkapull yUyH eTapjauaup.

Onakon Nel tubOuérna KymmaHumtHIIAra noup HypuKHOMacu OutaH GHpra KapToH KyTHTa
JKOHJIAHTaH.

Cagam mwapontaapu

30°C man 1okopu 6yMaran Xxapoparia CakIaHCHH.
COBYTKHY MYHJA CAKJIAHMACHH, MY3JIaTH/IMACHH.
bonanap ononmaiiran sxoiina cakiancu.

SIpokaniauk Mmyanaru

36 oi.

bupunun ounnranuaan keiun cakanm MyIIaTH — 2 O,
SIPOKIMIIMK MYUIATH YTraHaH CYHI Ky IUTaHHIMACKH.

Hopuxonanapaan oaum wapriapu
Peuent 6¥iinya,

Kaia s>Tum ryBoXxHomMacHHuHT racu;
GlaxoSmithKline Export Limited I'nakcoCmutKuustitn Dkenopt JIumuren
980 Great West Road, Brentford, 980 I'peiir Bect Poax, Bpentdops,



Middlesex, TW8 9GS Mugncexe, TW8 9GS

UK bytok bpurtanus

Hnad yukapysuu:

Glaxo Wellcome S.A.* I'naxco Bomnkom C.A.*

Avenida de Extremadura 3, ABeHuza 13 DKcTpaMaypa 3,
09400 Aranda De Duero, Burgos, 09400 Apanna 3 Hyapo, Byproc,
Spain Wcnanwust

*GSK KoMmaHUsIapy IypyXMHHHT ab30CH

Cano Oenrunapu GSK komMmaHusiap rypyxdra TerMLLTH 8KM YHHHT JIMLEH3HSICH acOCHIA
HILIATHIIMOK/IA.

©2021 GSK xomMnanusmap rypyxu €Ki yHHUHT JTHIIEH3HAPH.

Vibexucron PecnyGankacu  Xyayamparn JopH  BOCHTACHIAPHHHHT cudpaTn  GViitmua
IHKOSATAAD (Takjudaap) Hu Kadys KAy BYH TAIKHIOTHHHT HOMH Ba MAH3H/IH:

MWK «NOVOTEK»

V36ekucron Pecnybmukacu, 100084, Tomxkent mi., Huésbek PI)”UIH Kyu4., 2.

[axap tenedonu: +99871 1206035

Mobun renedon: +99899 8955556; +99890 3280128

Baxc: +99871 1207306

Onextpon Man3ni: ved@novotek.uz; 0ax70065@gsk.com




