X3parnax 3aaBap

OTSUKA PHARMACEUTICAL CO.LTD. JAPAN

KUOMWH®
Xypaaryyp cyacaHg tTapux 7.2% AMMH Xyuun

KWOMWH® Hb BYNMYWHIMAH YYPrMidH 3agpansir AapaHryimk, DYNUMHIMAH YYPIYAH HUWANSDKWTHAT
pamkaar J-Neauwn, N-W3oneiumH, T-BanuH 33par MX XamMkaaHuin canbapnacaH rMHXUT aMuH
Xyunyyauwiar aryyncat 7.2%-uiH amuH xydmn iom. KUWOMWH® He GeepHui ayTargnbiH yen xaparuaa
Hb Hamaraaar MuumHaac Bycan opnyynargax aMmmH Xyunyyavir MeH aryyngar. 3H3 yycmanbiH yi
opnyynargax 6onoH opnyynargax amMuH XxyynyyaouilH xapbuaa 2.6 Gereen 100mn tytamg 1rp
XNopryi asoT meH Gara X3MK33HWA HaTpW aryynargfar Tyn X9parnacaH TYHIMAH a3oTbiH
aryynam:xuir TooLOOMNOX, MeH 3NeKTPONUTUIAH TAHLUB3PUIN XaHraxynl SNeKTPONUTUIH  X3MK33ar
ToXupyynaxag unyy oHoe4Ton Ganaar.

HAWPNATA

200mn KWOMWH® TyTamp fapaax wasexTai 6oaucyyn aryynaraaHa:
N-NerumH 280rp
N-WM3zonerumH 1.80rp
N-BanwH 200rp
JITnaunH auetar 142 rp
(NT-ITM3nHT3R TaHUaXYAL) (1.01rp)
N-TpeoHuH 0.70rp
I-TpuntodaH 0.50rp
N-MeTnoHuH 0.60 rp
N—-®ennnanaHnH 1.00 rp
N-UwncrtenH 0.20rp
N-TwupoauH 0.10rp
N—-AprHuH 0.90rp
N-ructnamnH 0.70rp
N-AnaHuH 0.50 rp
N-MponwuH 060rp
N-CepwH 060rp
JI-AcnapTtarbiH Xy4un 020rp
J-MoTamMuHbl Xy4un 0.20rp
TapunrelH yc 200mn
HwiT yeneeT aMmwH Xy4nyyn 14.41rp

Yn opnyynargax amud xydnyya () 10.41rmp
Opnyynargax amuH xyunyya (N) 4.00rp

E/N xapbuaa

2.6

Can6apnacaH rMHXuUT aMyUH

Xyunyya
HWIT azoT

Na*
Cl-
Auetart-

EPSHXUH LLUUHX

45.8% (XyHO/XaM¥33)
2.00rp

OMponuUooroop 2M3KB/N
Baiixryi
oWponuooroop 46M3KB/N

KWOMWH® Hb TyHranar, eHreryii TapunrbiH yycmar oM.

pH:

XapbuaHryi HarT (20°C):

Oitponuyooroop.7.0 (yAnaBapaac rapcaH AyHOax Xamxaa) 6a 6.5 - 7.5

(y3yynanr).
1.022
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Yycax yaHap: Ounponuooroop 600 MOcmon/I

3M CyanAn
1) bBeepHuin apxar gytargan(beepuiir aecaH xapxHyyn (7/8), bespuuii apTepuiir 600COH Hoxoq

(7/8)), GeeapHMi LouMmor AyTaraan(MeHreH ycHel Xnopwaoop yycraracad 6eepHUid aytaraanTtai

XapxHyyn, 6eepuiir aBcaH XapxHyyn) Byxui TyplWWNTbIH aMbTObIH 3arBapT XOHOTMWMAH HWAT

TOM3BNWAH xaparuaar ToouoonodH KWIOMWH®-wiir cynocaap Tapbk Xaparnaxsg gapaax

TOXIBNNAr HENee Y3YYNCaH:

e BuewitH XyHOWAr HaMarayynax 6oNoH a3oThIr TSHUBSPKYYISX 3epar Heneer yayyncaH.

e LlycaH paxe amuH xydnyyd ©GonoH OynyuHrMitH canGapnacaH rMHXWT aMuH XY4YnuiH
X3MK33 Hb X3BWIH BONCOoH.

¢ LlycaH naxe yyprvitH dopakuma "H-TlefumH WHHr33NT HAM3ITOCIH.

¢ LlycaH naxe MOYEeBMH a30TbIiH XaMk33 Bara 33par HaM3IlACaH.

2) bara yypartai XxoonHbl OarnamTtai, 7/8 BGeepwiir aecaH xapxHyygag KWOMWH®-umia amuH

XYUSTMAT HEXEeX Heneer cygnaxag gapaax Taasnnar Heneer y3yyrncaH:

o Xoon TaxaanuiiH Gapan canxupcaH Hb BMEeritH XyHO HAM3rA3X, a30T T3HUB3p#UX 6onoH
LycaH faxb aMWH XYYNUHH X3M¥K33 X3BUIH Bonox 3apraap GatnargcaH.

e LlycaH naxo MOYEBMH a30ThbIH X3MX33 HAIMITOI3MYA.

PAPMAKOKMHETUK

UC—wowrotoin KWOMWMH®-piir 12 gonoo xoHorTol epawitH XapxHyyn 6onoH 7/8 Geepwiir ascaH
XapxHyynan cyacaap Tapbx xaparnaxag oue maxbogua uaupar UAsBXHWN He XypaauTtan TapxcaH
Beresq TapbcHaac xoWw 3-72 uarwilH xoopoHa cuiesH, GynuuH Gonod anar, Geep, HoWp
Bynuupxal 3spar amMWH Jyxan 3pxXTHYYAWWH yypruiaH dpakuyynan 90-90% wWwwuHracsH GaiHa.
Cyncaap XMIACH33C XOWLW, 72 uarviiH JoTop X3parnacaH uaupar uasexut 60QucToin XxapbUyynaxan
ambcranbiH 3amaap Anrapax Hb epauviH xapxano 32%, ©eepwiir aBcaH xapxaHg 34%, wWaacasp
anrapax He Tyc Tyc 4.6% 6a 4.9% 6Gaig.

3MH3N3YWUH CYOANTAA

BeepHuid Loumor 6onoH apxar gytargantaii, MXaB4YMaH Uyc U3BIpLLYYNaX aMYMnras Wwaapanaratamn

218 aMunyynardynsan SMHanN3ayiH TYPLUKMNTLIN XWX Aapaax yp AYHO XYpPCaH.

1) KWOMWH® Hb, amaap xoonnox Gonomxryin Gyoy HMAT napeHTepan XOONMONTTOW (TEBWIAH
BeHMW cyacaHn aycnaap) aMuYnyynardguiH CUMBSHIMAH HWMWAT yypar, ansbymuH, XypoaH
SPranTWiH yypar 33parT 3epar Henese y3yyIk, CUMB3HIMIAH aMuH Xydnyyaan 6ara XamxasHuin
©epUNenTUIAr YaYYIDK, LycaH AaxXbk MOYeBWH a3oThlH ecenTUiir ByypyyncaH.

2) KMOMWH®-pitr s3axbliH cyacasn YypruiH HamanT BONroH Xaparnaxad CMAB3HIMIAH HWUAT yypar,
TpaHcdepuH, Banwuu/INWUUMHUA XapblUaa 33par TIINNArMAH - y3yynantyya 23eparaap
XafgranaracaH.

X3P3rNax 3AANT
KWOMWH® He BeepHuid gyTtargantad amunyynardauinr gapaax toxuwongnyygan amuH Xydnasp
XaHraxag sopwynaracaH. YyHa:

+ LlycaH gaxe yyprviH Xamxaa Byypax

« XOOn TaX33NWWH gyTargan

+ Mac 3acnbiH emHe 6onoH aapaa
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TYH BA X3P3arnax APTA
BeepHu# apxar aytargan

1)

3axblH Xypaaryyp cyacaHg gycnaap Xvux: HacaHo xypardavilH epovwidH TyH Hb efepT
200mn Gereen saxbiH Xypaaryyp cyacaHq oycnaap XwiiHa. HacaHg xypardnaqn aycnaap Xuix
Xypad He 100mn-wir 60 MUHYTHIH Typw 6Gereeq Xyyxad, eHAep HacTaH, XyHO ©B4YTAW
aMUNyynaryaan aaxMaap gycaax xapartad. Imunyynardvitd GuewniiH Baigan, GueniiH xyHA,
HacHaac XamaapaH TyHr Toxupyymx 6OonHo. [emognanWaniiH vyend — X3parnaxass
remoguanuaMiH aMmuunras pgyycaxaac 60-90 MWHYTBIH ©MHe [OWanu3uiiH CUCTeMMIAH
XaXyyruiAH TapunrelH HYX33p Xypaaryyp cyacaHg AycaaHa. WnunarvidH XyBbd aMWH XyYruir
Yp AYHT3W awurnaxeld Tyna eaept 1500 kKkan-wac A33Ll WNYNaruir aeax écToin.

TeBUMH xypaaryyp cyacaHa Aycnaap XMMx: HacaHa xyparyasg 3opuyncaH epavidi TyH Hb
enept 400mn Gereeqg TeBWIH Xypaaryyp cyacaHa Aycnaap XWWAH3. SMYnyynarduidiH GueniiH
Bainpgan, BWenitH XWH, HacHaac XamaapaH TYHr TOXUMPYYmK ©0MnHO. AMWH Xyunyyawiar yp
OYHTAW awwurnaxbiH Tyng 1rp as’oT(3Ha amuH xyynaac 100mn) tytamg 300 Kkan-wac unyy
YYPruiH Byc MNUNarviir xaparnax waapanararai.

BeepHui LouMor gyTargan

HacaHg xyparygag sopuyncad epauvid TyH Hb egept 600mn Gereeq TeBuiH Xypaaryyp cyacadg
aycnaap XWiWH3. SmunyynardvidiH GuewilH Garpan, GWeWilH MXyHO, HacHaac xXawmaapaH TYHr
TOXMpPYYN¥ BONHO. AMUH Xy4nyyaouiar yp AYHT3A awurnaxelH Tyng 1rp asoT(3H3 aMWH Xy4naac
100mn) TyTamp 300 kkan-aac unyy yypriuie Byc UNYNar Xxaparnax Waapanararain.

TyH 6a x3parnaxTan xonbooTon Gonroomxnon

1)

BeepHuin QyTaraibiH yen aMmuH XYYIWiAH Tapuar, aMUH XYYIWAH LIOPbIH raHL, 83X yyceap 6onroH
Xaparnaxan rmnepaMMoHeMW 9CB3N yxamcapT yxaaH anfarfax amrar TOAOPXOWMOMACOH rax
MafaanaraceH. [lyyoax acBan acyyntaHn Xapuy YANOan yaaaH y3yynox, XeaenreeHwui
WO3BXKUN asHOaa Oyypax, eepuiires WNapPXMANAX Yaaeap anaaraax 39par XaBWinH Oyc baipgan
a¥urnarasan 9H3 aMUH XYYNWAH X3parnaar HOH AapyW 30rCO0HO.

2) Wnunar xavranTtryid yegn xaparnagan asoremn 3cean 60aMcbiH CONWILOOHEI aunao3 HAMIrAaxX
wantraad ©Gongor. WMiAmg, Xx3parnax s€BUaL  SMUNYYN3ardMar aHxaapantan — axurnax
lWaapanaratai. XapaB aMuH XyYNWiAH yyCManbIr Xaparnax seuaf amMunyynardyaan xasuiH byc
Bagan axwvrnargsan aMYMNraar 30rCO0X 33Par 30XMX apra XaMXaar aBHa.

BONroomMxnon

1. BonroomxToi x3parn33 (KMOMWH®-wiur papaax smunyynarugsg  GonrooMkrom
X3P3rn3aH3.)

e 3ypx cydacHbl YAn axwnnaraa angargantain smunyynardgag(3prongsax uycHbl TYBLUMH
MXC3X Hb 3MUYMYYNArYMAH aMHaN3yH 6aianeir myyTrax 6onaowryi.)

s  ON3rHWIA 3Mrartail 3CcBan XoAood ra3f3cHWi uyc angantrail smunyynar4gag(AmMuH
XYYNUIAH XypuMmTNan 3cBan runepammoHemu yycd Gonsoluryi.)

e XyHO xanG3puiH 3NEeKTPONUTUIH T3HUB3p angaracaH 3CBan Xy4Wn-CyypuilH T3HUB3P
angarganTtan  amunyynardgag(OMunyynardmiiH  aMHaN3yWMH  Hexuen 6Gawgan aopaox
Bonsowryi.)

2. OHuroMn aHxaapyynra

AMaap 3CBan XO40OA4 r3AC3aaP X00N TAKIBMI3 XaHranTtran asd yagaxryi Gairaa scean aBax
Bonomxryi, cyacaap (Tapuaraap) X0Onnox Laapanararai amMunyynardgag aHa 6angmManuiar
X3P3ArNaHa.

Lt
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©HAaep HACTHLI X3P3rnas

©HOep HacTal aM4YnyynardaniH u3nonorMiiH YN axwnnaraa wxaeqnaH Gyypcan Ganpar

ydypaac anar 3cBan 3ypx CyAacHbl aMrar yycax maragnantal Tyn Tapunreir gycaax xypasir

Oyypyynx TyHr Baracrax Tanaap TOOLOOK Y33X Hb 3YATIN.

XUpaMc3H, TOpceH DONOH Xexyyn yeuHH X3parnas

OH3 aMWH XYYINWIAT JKUPIMCIH 3X3] X3parnaxad awynryi 3caX Hb 0O00roop TOrTOOr4ooryw

barHa. XapaB KWpamcaH BonoH XKupamcaH Baimx Bonsolryin aMmartTanyyynag SH3 aMuH

XYUNWMIAH yyCManbIr X3parnaxaa SMYUNrasHWA yp allur He TYYHT3I xonbooTol yycdy GonsoLuryia

3pCaanaac AaBcaH ToXWonaona N 3eBXeH XaparnaHa.

XYYXOUWH Xaparnas

XyyxnaQ xXaparnaxad awynryi acax Hb Of400roop Torroorgooryi GaiHa.(Xyyxaaa sopuyncad

3MH3N3YAH TYPLKNT XaHranTTal XWArnaarym).

(1) Tepen OypuiAH amuH Xy4nuitH GoaWCEIH conWNUOOHA 3opuynaracaH OU3MoNOrMinH
TOrTONUOO Xyyxaan BypaH xenkesryn bamx 6onHo. TMAMa3C, XyyX434 3H3 aMUH XYYITUAH
yycMmansir Xaparnax yeq AycnblH Xypablr Oyypyynax 33par oHUron aHxaapy, O0nrooMxTon
X3pParnaxvnr 3eeneHs.

(2) KWOMWH® He OGara KWHTAW HApaig runepkanuemu yycrax Oonzowryin. Xapae
rMnepkanveMm yyCcBan aM4Yymraar 30rcooX, CMMBIHIMMAH KanwinH Xankaar Byypyynax 3apar
30XMX apra Xamxaar aBHa.

X3parnastan xon6ooTon 60NrooMxnon
(1) Bantrax yen
3Ha OangmanuiAr gapaax aMyyaTad XamT Xaparnaxad TyHadac Yycrax 33par yycmang
PU3NK-XMMWIAH eepunenT rapy Oonsowryin. SepuynenTyyaowiar aHxaapanTan axurnax
ecTon.
a) LUyntnar Hexuena TorTBopTon Barixaap 6yTaaracaH amyyn
b) Ycaug yycparryd amyya
(2) X3p3arnaxvwiH eMHe aHxaapax 3yWnc
a) XanaeapblH apcaanuiar ByypyynaxsiH Tyna Byx ABULIT apuyH HexXuena AByynHa.
b) XyAT3H oOpuyHbl Hexuena yycmansir OWewiH XamTail olponuoo BynaaTrax
Waapanararam.
c) YycmanslH caebil OHIOWNIOCHLI Japaa LWyyA Xaparnax €cTon. XaparnacHWi Aapaa
almrnaaryi ynacaH yycManseir ycrraHa.
(3) Xaparnax yen
a) Yycman Hb oiponuooroop 46mM3K/N auerar aryyngar Tyn MX X3MMKI3HWIA TyHraap
3CBAN  ANEeKTPONUTWAH YyycMmanbil H3raH 33par Xaparnax yen aneKTponuTHAH
T3HLB3PUWIr caiTap XsHax Waapanararaii.
b) Yycmaneir xypaaryyp cyacaH aaxmaap XWiH3.
c) CynacHel eBOeNT YYCB3aN eep X3CarT Tapux 3CB3MN 3MYUNraar 30rcooHo.

H33X YEWWH BEONrOONMXNON

1) YycmaneiH TOrTBOpTOW Balaneir xagranaxelH Tyng yyT 6G0MoH ragHa caenaraadbl
XO0POHA Xy4unTepery WWHraar4uiir aseneH yytrain ByTaargaxyyHasp xuilicad Garpar tyn
X3parnax XypTan ragHa caenanTbIr aBy 6onoxryii.

2) Xapgranax €Buan TemnepaTypuilH eepunenteec Oomk Tanct Tywagac yycd GonHo.
XaparnaxwiH emHe TyHajacbir yycraxolH Tyna 15-25°C araapblH X3MT3  OpYMHA
YYCMan.Ir 368NeH CarcapHa.
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3) TlagHa caBnanT raMTCaH, yycManblH eHre eepunergceH, Yycc3H TyHafac carcpaxa
yycaxryin 6airaa Toxmongona Tyc 6anaManuiar Xaparnaxwiur XopurnoHo.

4) PeawH Tarnaa 0s3p TOWProop TaMA3rN3acaH rasapt AYCnblH CUCTEMWAH 3yyr Bocoo
YWUINanaap XaTraH LWoonHo. Xapae Tarnaar 60coo Yirnanasp Loonooryi Toxuonaong ayy
Hb CaBHbI XY3YY XaCraap AamMKWH 8Hrepy, yycMmansir rooxyymx 6onHo.

5) XonBory ryypc awwrnad 6ycag TapuirblH LUMHIAHTAA HAr  AYCINbIH CUMCTEM33p XamT
X3parnax 6onoxryn.

6) Har gycnbiH cuctemaap Bycag 6anamantaii xamT Xxonbox Xaparnax 6onoxryi.

7) XopaB ragHa casnantaHg aycan 6aix acBan yycman ©ynuHraptan baiBan Xaparnaxryi.

8) TapunrelH yycmanblH caBnaraa [33D X3aMXYYPUAH Tamaarnarad 3eB Buw  Baix
Gonsowryil. TaMaarnarasr 3eBxXeH aHMMAH xaHanT Galanaap XaparnaHa.

FAX Heles

HWiAT 2964 amunyynardOQwir yHanaxasn, 74 amunyynarygag (2.9%)

(O0aBTaH yanar Xuix yewiH

manaanan. 2007. Anown Ync) nabopatopuiitH xaewitH Byc Gainpan 3a3par 122 rax Henee BypTraracaH.
X3paB rax Hemnese WNapeasl 3MYMIII3ar 30rCo0X 33P3ar 30XMX apra XaMxaar aBHa.

YpBan Oasramx <0.1% 0.1% — <5%
TOAOPXONAryR
XaT Magparimn [TyypanT]
Xoon HoTop myyxaiipax, Geenumx
Gonoecpyynax
SPXTHWIA Tanaac
3ypx cypacHbl | [Uaawaap aBryil oprux,
Tanaac 3ypX A3ncax]
INarHWiA -~ Tanaac INarHui VAN axunnaraaHsl
LWWMHXWATA3H eepunenT rapax
(__AnAT (GPT), AcAT (GOT),
gamma-GPT, We (AN-P), NAT, HWAT
GunupybuH MXCaxX), uycaHa
aMMUAKWIAH TYBLUMH MXCAX
beepHuit Tanaac LlycaH paxe MO4YeBUMH a30T 3CBan
KpeaTUHWHL! X3M#33 UXCIHI,
Wx TyHraap GonoH | [Xy4vnwmn]
XypAaH aycnaap
Xaparnax yen
Bycag [Knxyyuex, xanyypax,|[oog MeuYHWi XaBah, || |ycan gaxe kanm MXCax.
xanyyuax Magpami|am  xartax, TONron
Tepex, TONroi ©eBAeX, |gpnex.
cyncaap esfex]

[]: AMMH Xy4NWiAH TapUNreiH yea HWATNAM TOXMONAOoX rax HeneeHyya (SMUIAH yp HENeeHMA JaxuH YHINraa,
¥acar 15. 1979, Anox Ync)

XOPUINOX 3AANT (Qapaax amunyynarygag KUOMWH®-widr xaparnaxuiir XopurinoHo)

1. ON3rHWA KOM 3CB3aN 3N3rHWKM KOMbIH 3pCOdNTaKM aMunyynard(aMmuH Xyy4nuiH TaHUB3pPrym
BGanonbir HAMArAYYIMK, 3M3rHWIA KOMbIT 4OPOYYITK 3CBaN eaeex Gonsowryi.)

2. [vnepamMmMoHeMWUTaIi aMunyynard(asoTelH XaT a4aannaac 6omk runepammoHeMin ynam JoOpaokK

BonaoLwryi.)

3. AMMH XyunuiH ©0AMCBLIH CONMWMUOOHLI YOaMLblH 3MMArTal amunyynard(gycnaap XwWMcaH
aMWH Xy4nyya Hb xaHrantTai 60ancbiH CONUNUOOHA OPACITYA TYN 3MUYNYYN3MMIAH IMH3N3YIAH
Hexuen Bangan ynam gopaox 6onaowryi.)

wn
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XAOCANAX HeXuen

30°C xamaac Bara xama, HapHbl WWYYA Tycranaac xamraamk Xagranda.
CABNATAA

200Mn-WIAH 3@eneH yyTTan

36BX6H 3M4YMWH XXOPOOP OINFOHO

Yiungeapnary 6a Tyrasry:
MT. OLlYKA MHOOHE3
- JKW. CymBaap Bapac Ne 25, NasaHr, Manaur 65216,
. | MHOOHES YNC

OI.'P‘ k OLYKA @APMALIEBTUKAN Ko., ITa.
SUKd - 2-9 KaHga-Llykacamaun, Ywéopna-ky, Tokno 101-8535
i AMNOH YNC |



